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®enepanbHblil 3aKoH oT 12 anpena 2010 r. N 61-®3 "O06 obOpaiieHnn 1eKkapCTBEHHbIX CpeacTB" (€
U3MEHEHHUSAMH U JJOMIOJHEHHUSMN)

C u3MeHeHHSIMH H JOIMOJTHCHUAMM OT:

27 mrons, 11 oxtsa6pst, 29 Hos0ps 2010 1., 6 nexadps 2011 r., 25 urons, 25 nexadps 2012 r., 2 urons, 25 Hosiops 2013
r., 12 mapta, 22 okts10ps, 22 nekadbps 2014 r., 8 mapta, 29 urons, 13 utomnst, 14, 29 nexadbps 2015 r., 2 uroHs, 3 UKL
2016 t., 29 uroins, 28 nexabps 2017 r., 4 uronsi, 28 Hos10ps, 27 nexadps 2018 r., 6 uroHs, 26 wrons, 2 aBrycra, 27
nekabps 2019 r., 26 mapra, 1, 3 anpens, 13 urons, 8, 22 nexabps 2020 r., 11 utons, 2 urons, 30 gexadps 2021 r., 8, 26
Mmapra 2022 r.

IIpunsar I'ocynapcreennoii lymoii 24 mapra 2010 roga
Onoopen Coserom ®enepanun 31 mapra 2010 roxa
TAPAHT:

CMm. koMMeHTapuu K HacToseMy DeepatbHOMY 3aKOHY

T'maBa 1. O0mIue mojo:KeHus

Cratbsa 1. [Ipenmer perynupoBanus HacTosiero denepanbHOro 3aKkoHa

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 1 cmamvu 1 Hacmosweco
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA ohuyuanrbHo2o onyoIUK08aHUs HA38aHH020 PedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
1. Hacrosamuii ®enepanbHblii 3aKOH pEryJMpyeT OTHOLIEHHUS, BO3HHMKAKOIIUE B CBA3U C
oOpareHueM - pa3pabOTKOW, MOKIMHUYECKUMH HWCCICAOBAHUSAMU, KIMHUYECKUMH WCCIICIOBAHUSIMH,
SKCHEPTU30M, TOCYAAPCTBEHHOW perucrpanueid, co CTaHJapTH3alued M ¢ KOHTPOJEM KadecTBa,
MPOU3BOACTBOM, U3rOTOBJIEHUEM, XPaHEHUEM, IIEPEBO3KOM, BBO30M B Pocculickyto denepaiiuto, BHIBO30M
n3 Poccuiickoit ®enepanuu, pekiIaMoM, OTIYCKOM, peajlud3alueld, nepenayed, NpUMEHEHHUEM,
YHUYTOKEHUEM JIEKAPCTBEHHBIX CPEJICTB.

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim  3akoHom om 25 uwna 2012 2. N 93-@3 6 uacms 2 cmamvu 1 Hacmosweco
DedepanbHoco 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. Hacrosmmuii  @enepanbHblii 3aKOH  YCTaHABJIMBAET IPHOPUTET  TOCYJAPCTBEHHOIO
peryinupoBaHus 0e3011acHOCTH, KadecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX OOpAIIECHUH.
TAPAHT:

CMm. komMeHTapuu K cTathe | Hacrosmero deaepanbHOro 3aKOHA

Cratba 2. Cdepa npumeHeHus HacTosmero denepaibHOro 3aKoHa
Hacrosiuit @enepanbHblil 3aKOH MPUMEHSETCS] K OTHOLICHHUSIM, BOSHUKAIOLUIUM IIPU OOpalieHUH
JIEKapCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickon @enepannu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 2 HaCTOAIICTO (I)C,Z[CpaHLHOFO 3aKOHa

Cratbs 3. 3aKk0HOIaTENECTBO 00 0OpaIeHNH JIEKAPCTBEHHBIX CPECTB

1. 3akoHomarenbCTBO 00 OOpalleHUU JEKAPCTBEHHBIX CPEICTB COCTOUT W3 HACTOSIIErO
d)eﬂepaﬂLHoro 3aKOHa, OpyTrux q)ellepaﬂLHLIX 3aKOHOB MW HWHBIX HOPMATUBHBIX IIPABOBBIX AKTOB
Poccuiickoit @enepanuu.

Hndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxornom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosweco PedepanbHoco 3aKOHA
oonoanena ywacmoio 1.1

1.1. 3akoHoaarensCcTBO 00 OOpALICHUH JEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU FOPUIUYECKUX JIUIL
U UHAUBUAYAJIbHBIX  MPEANPUHUMATENCH, OCYIIECTBISIOMMUX  ACSITEIBbHOCT Ha  TEPPUTOPHUH
MEXIyHApOJAHOIO MEIUILMHCKOIO KjacTepa, MPUMEHSETCS C YYETOM OCOOEHHOCTEH, YyCTaHOBJICHHBIX
Ddenepanbubiv 3akoHOM  "O  MEXIyHapOJHOM MEIUIIMHCKOM KJIacTepe M BHECEHWU W3MEHEHUU B
OT/ACJbHBIE 3aKOHOAaTENbHbIE akThl Poccuiickoit denepanun’.

2. JeiictBue Hacrosimero DenepasbHOrO 3aKOHA  PACHpOCTpaHsieTCs Ha  oOpalleHue
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
O0COOEHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®exepanuu 0 HapKOTHUYECKUX
CpEeICTBaX, MICUXOTPOIMHBIX BEIIECTBAX U 00 UX MpPEeKypcopax.

3. JedictBue Hactosimero @eaepalbHOrO 3aKOHA  PacCIpOCTpaHsieTCss Ha  oOpalleHue
panrodapMaleBTUUECKUX  JICKAPCTBEHHBIX CPEICTB C YYETOM OCOOCHHOCTEH, YCTaHOBJIEHHBIX
3akoHOaTeabcTBOM Poccuiickoit deaepannu B o6sacTu obecrieueHus pagualioHHON 0€30IacHOCTH.

4. Ecu MexyHapoJHbIM 10roBopoM Pocculickoin @epepanny yCTaHOBIIEHBI HHBIE IIPaBUIA, YEM
T€, KOTOpble TMpeaycMoTpeHbl HacToAmuM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCA  IpaBHiIa
MEXIYHApOJAHOTO JI0rOBOpa.

Undopmarust 06 n3MEHEHHSX:

Cmamows 3 oonoanena wacmoio 4.1 ¢ 8 dexabps 2020 e. - @edepanvuwiii 3akon om 8 oexabps 2020 2. N
429-d3

4.1. PemeHuss MeXrocyJapCTBEHHbIX OPraHOB, MPHUHATbIE HAa OCHOBAHUM  IOJIOKEHUH
MEXIYHApOAHBIX J0roBopoB Poccuiickorn ®enepauuu B HX HCTOJKOBAaHUHM, IPOTHBOPEYAILEM
Konctutynuu Poccuiickoit ®@enepanuu, He nojyiexar ucnojHeHuto B Poccuiickoit ®denepanuu. Takoe
MIPOTUBOPEUYNE MOKET OBITh YCTAHOBIICHO B IMOPSIJIKE, ONMPEACICHHOM (enepalbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

5. B Poccuniickonn denepanum B COOTBETCTBUU C MEKIyHAapOAHBIMHU Jorosopamu Poccuiickon
Qenepanii 1 (WIM) HAa OCHOBE MPHUHIIMIIA B3aMMHOCTH TPU3HAIOTCS PE3YJbTAaThl KIMHUYECKUX
WCCJIC/IOBAHUI JICKAPCTBEHHBIX MPENapaToB Jisi MEAMIIMHCKOTO TMPUMEHEHHS, IPOBEJACHHBIX 3a
npenenamu reppuropun Poceniickoit denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 3 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

CraTbs 4. OCHOBHbBIE IOHATHS, UCTIOJb3yeMble B HacToseM DeepanbHOM 3aKOHE

Jlna nenent Hacrosiero denepabHOTO 3aKOHA MCIIONb3YOTCS CIEAYIOIUE OCHOBHBIE TIOHATHS:

1) nexkapcTBeHHBbIe CpeACTBA - BEUIECTBA WJIM MX KOMOWHAIMM, BCTYMAIOIIME B KOHTAaKT C
OpPraHM3MOM YE€JOBEKa WM >KMBOTHOIO, NPOHMKAIOUIME B OpraHbl, TKAHM OpraHu3Ma 4YelIOBEKa WIIU
KUBOTHOTO, IMPHUMEHseMble JUIsl NPO(UIAKTUKH, TUATHOCTHKU (32 HMCKJIIOYEHHMEM BEIIECTB MM HX
KOMOWHAIMH, He KOHTAaKTHPYIOIUX C OPraHU3MOM 4YeJIOBeKa WJIM JKMBOTHOIO), JIEYEHHUs 3a00JeBaHus,
peabunuTaiuu, i COXpaHEHUs, NPEJOTBPAIICHUs WIM NpephIBaHUs OEpPEMEHHOCTH U MOJyYEHHBIE U3
KpPOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHU3Ma 4YeJoBeKa WM KUBOTHOI'O, PACTECHHUM, MUHEPAJIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEM OHOJIOTMYEeCKMX TeXHosoruil. K jexapcTBeHHBIM cpeicTBam
OTHOCATCS (hapMalleBTUYECKHE CyOCTaHIIUH U JIEKAPCTBEHHBIE MIPENapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axkonom om 22 Oexabps 2014 . N 429-d3 nynkm 2 cmamvu 4 nHacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
2) papmaneBTHUYeCKasi CyOCTAHIIMSA - JICKAPCTBEHHOE CPEJCTBO B BHUJIEC OJHOTO MJIM HECKOJBKUX
obnanaromux (HhapMaKoIOTHUECKON aKTUBHOCTBIO JIEUCTBYIONIMX BEIIECTB BHE 3aBUCUMOCTU OT TPUPOIBI
MIPOUCXOXKICHUS, KOTOPOE MPETHAZHAYCHO JIJIsl TPOU3BOJICTBA, H3TOTOBIICHUS JICKAPCTBEHHBIX MPENapaToB
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U onpenenseT ux 3pPeKTUBHOCTS;

3) BcnoMmorarejibHbIe BeNIeCTBA - BEIIECTBA HEOPTaHMYECKOTO WM OPraHu4ecKoro
MIPOMCXOXKICHHUS, UCIIOJIb3YeMbIC B IIPOLIECCE MPOU3BOJICTBA, U3TOTOBJICHHMS JICKAPCTBEHHBIX IPEIapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) JekapcTBeHHbIe TpemapaTbhl - JICKAPCTBCHHBIC CPEACTBA B BHJIE JICKAPCTBEHHBIX (opm,
NpPUMEHSIEMbIE Ui NPO(PUIAKTUKY, JUATHOCTHKH, JIeUeHUs 3a0olieBaHUs, peaOWiIWTaluu, IS
COXPAHEHUS, IPEIOTBPAIICHHS HITU MIPEPBIBAHUS OCPEMEHHOCTH;

5) nekapcTBeHHAasi (popMa - COCTOSTHUE JIGKAPCTBEHHOTO MpemnapaTa, COOTBETCTBYIOIIEE CIIOCO0aM
€ro BBEJICHHUS U IPUMEHEHUS U 00eCIIeunBaroIIee TOCTHKEHUE HeoOxoauMoro jedeObHoro rddekra;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKOHa 0onoaneHa nyHkmom 3.1, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

5.1) nmo3upoBKa - CcOJIEp)KAaHWE OJHOTO WJIM HECKOJBKHX JICHCTBYIONIMX BEIICCTB B
KOJIMYECTBEHHOM BBIPQXCHUM HA €IWHUILY JO03bl, WM CIUHUIly oObeMa, WIM EAWHHIy MacChl B
COOTBETCTBUH C JICKAPCTBEHHOHN (HOpMOii JINOO ISl HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (HOPM KOJIHUYECTBO
BBICBOOOKIAEMOT0 U3 JISKAPCTBEHHON (DOPMBI IEHCTBYIOIIECTO BEIIESCTBA 3a SAMHUILY BPEMECHHU;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedbloywyro pedaKyuio
6) mnepeyeHb JKM3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX MpenapaTroB -
yTBepkaaeMmsblid IIpaButensctBom Poccuniickoit Penepanuu nepeyeHsb JISKapCTBEHHBIX MPENapaToB Ul
MEIUIUHCKOT0 IPUMEHEHHUs, 00eCTIeUMBAIOIIUX IPUOPUTETHBIE NOTPEOHOCTH 3/1PAaBOOXPAHEHUS B IIEIAX
NpOoHIAKTUKA U JICYCHHUS! 3a00JI€BaHUH, B TOM YHUCIIE TPEoOIaJaoIiuX B CTPYKType 3a00IeBaeMOCTH B
Poccuiickoit ®eneparuu;

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrhozo
3aKOHa 0ononena nyHkmom 6.1, ecmynarowum 6 cuny ¢ 1 urona 2015 a.
6.1) opdannbie JeKapcTBeHHbIE MPeNnapaThl - JIEKAPCTBEHHBIC Mpernaparhl, MpeIHa3HaueHHbIC
UCKJTFOUUTENIFHO JUI JUArHOCTHKU WM TATOT€HETHYECKOro JIeYeHHs (JICYCHHUs, HANpaBJIEHHOTO Ha
MEXaHU3M pa3BUTHS 3a00J1eBaHMs) peKuX (OppaHHbIX) 3a00JI€BaHMIA;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweeo Dedepanvrozo
3aKOHA 0onoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

6.2) Omosiornueckme JeKapCTBeHHbIE NMpenaparthl - JEKapCTBEHHbIE Mpenaparsl, JeiCTByoIIEe
BEIIIECTBO KOTOPBIX MPOU3BEICHO MM BBIAECICHO W3 OMOJOTMYECKOTO WCTOYHUKA M AJI ONpeleTeHUs
CBOMCTB U Ka4eCTBa KOTOPHIX HEOOXOUMa KOMOWHAIIUS OMOJIOTHYECKUX M PUBUKO-XUMHYECKUX METO/IOB.
K OuonormdeckuM JekapCTBEHHBIM MperapaTaM OTHOCSTCS HMMMYHOOHOIIOTUYECKUE JIEKapCTBEHHBIE
npenaparsl, JEKapCTBEHHBIE MpEeNapaThl, MOJYYSHHBIC U3 KPOBH, ITJIa3Mbl KPOBH YEJIOBEKA W JKMBOTHBIX
(32 HCKJIIOYEHHWEM  IEeNbHOM  KpPOBH), OHMOTEXHOJOTMYECKHME  JIEKApCTBEHHBIC  IMpenaparsl,
T€HOTEPANeBTUYECKHUE JICKAPCTBEHHBIE MPETapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axkonom om 22 Oexabps 2014 . N 429-d3 nynkm 7 cmamvu 4 uHacmoswezo
DedepanbHo20 3aKOHA U3NONHCEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 urona 2015 a.

Cm. mexecm nyHKkma 6 npeovioyweu pedaxkyuu
7) uMMMYyHOOHMOJIOTHYeCKHe JIeKAPCTBeHHbIe Ipenaparbl - JEKapCTBEHHbIE Ipenaparsl,
npeHa3HaYeHHbIe 11 (OPMHUPOBAHUS AKTUBHOIO WJIM IAaCCUBHOIO HMMMYHHUTETa JMOO JMAarHOCTUKH
HaIU4YUs ~ MUMMYHUTETa  WIM  JUArHOCTHKU  CIEeUU(UYECKOr0  MPUOOPETEHHOT0  HM3MEHEHHUS
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuleprusupylomue  BemectBa. K MMMYyHOOMOIOTHYECKUM
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JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS  BakKLMHBI,  AHATOKCUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPreHBbI;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odekabps 2014 2. N 429-d3 cmamva 4 nacmosweco PedepanbHo2o
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OMOTeXHOJOTHMYeCKHe JIeKAapCTBEHHbIe MNpenaparbl - JIEKapCTBEHHBIC IPENaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJIOTUYECKUX MPOILIECCOB U METO/I0B
(8 Tom uncie JHK-pekoMOMHAHTHOW TEXHOJOTHUU, TEXHOJOTUHU KOHTPOJIUPYEMOW HKCIPECCHUU TEHOB,
KOAUPYIOIIMX OHMOJOTMYECKd aKTUBHbIE OENKM B MPOKAPUOTAX M JYKApHOTaX, BKIIOYas W3MEHEHHBIE
KJIETKH MJIEKOITUTAIONINX ), TAOPHIOMHOTO METO/Ia ¥ METO/1a MOHOKJIOHAJIbHBIX aHTHTEI;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-@3 cmamuva 4 nacmosweco PedepanbHo2o
3aKOHA 0ONOIHeHa nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.2) reHoTepameBTHYeCKHE JIeKAPCTBEHHbIe Ipenaparbl - JEKAapCTBEHHBIE IIpEnaparsl,
bapmarnieBTHyYecKass CyOCTaHIUS KOTOPBIX SBJISIETCS PEKOMOMHAHTHOW HYKJIEMHOBOW KHCIOTOW WU
BKIIIOYaeT B ce0s pPEKOMOWHAHTHYIO HYKJIEMHOBYIO KHCJIOTY, MO3BOJISIONIYI0  OCYIIECTBIISATH
peryaupoBaHue, penapaluio, 3aMeHy, 100aBIeHNne WK yaleHHe TeHeTHUECKON 0CIe10BaTeIbHOCTH;

8) HapkoTH4YecKHe JIeKADCTBEHHbIe CpeACTBAa - JIGKApPCTBEHHbIE  Ipernaparbl U
(dapmarieBTHYeCKHE CYOCTaHLIMM, COJIEprKalllie HAapKOTHYECKHUE CpEICTBAa M BKIOYEHHbIe B [lepeuenn
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB M HX MPEKYypCOpPOB, IMOAJEKAIIUX KOHTPOIIO B
Poccuiickoit ®epepaunu, B COOTBETCTBMM € 3aKoHoJarenbcTBOM  Poccuiickoit  denepanuu,
MEXAYHApOAHBIMA JoroBopamu Poccuiickorn ®enepanuu, B TOM uucine EauHON KOHBEHLMEW O
HapKOTHYeCKHX cpenactBax 1961 roaa;

9) ncUXOTpONHbIE JTeKAPCTBEHHbIE CPEICTBA - JICKAPCTBEHHBIE MTPETapaThl U (hapMarieBTHYECKHIE
cyOcTaHIIMM, coJeprKalllue IICUXOTPONHbIE BeIleCTBA M BKIIOYEHHble B [lepeueHb HapKOTHUECKUX
CPEICTB, ICUXOTPONHBIX BEUIECTB M HX MPEKypCOpOB, MOIEKAIIUX KOHTpoiwo B Poccuiickoit
@denepanuy, B COOTBETCTBUM C 3aKoHoJarenabcTBOM Poccuiickoil ®exnepauuu, MexaIyHapOIHBIMU
norosopamu Poccuiickoit denepannu, B ToM yrcie Konseniueil o ICUXOTpONHbIX BemecTBax 1971 rona;

10) paguodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEeACTBA - JEKApPCTBEHHBIE CPEJCTBA, KOTOPbIE
coJiep’KaT B TOTOBOM JJIsi MCHOJNB30BaHUS (popMe OAMH PAAMOHYKIMJ WM HECKOJIBKO PaJIUOHYKIIUIOB
(paanoakTHBHBIX U30TOIOB);

Wndhopmarus 06 n3MEHEHHSX :

Cmamus 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 dexabps 2019 e.
N 475-D3
10.1) opuruHaJIbHBINA JeKAPCTBEHHBbIN Mpenapar - JEKapCTBEHHBIM MpenapaT ¢ HOBBIM
JICHCTBYIOIIMM BELIECTBOM, KOTOPBIM MEPBBIM 3aperucrpupoBaH B Poccuiickon @enepanuu Win B
MHOCTPAaHHBIX TOCYJapCTBaX Ha OCHOBAHUHU PE3yJIbTATOB JOKIMHUYECKUX MCCIET0BaHUN JIEKAPCTBEHHBIX
CPeACTB M KIMHUYECKUX HMCCIIEIOBAHHUN JIGKAPCTBEHHBIX IPEIapaToB, MOATBEPKAAIOUINX €r0 KayecTBO,
3¢ hekTUBHOCT U 6€30MaCHOCTS;

Wndhopmarus 06 n3MEHEHHSX :
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 dexkabpsa 2019 2. N 475-D3

Cm. npedvloyuyio pedakyuro

11) pedepeHTHBIN JIeKapCTBeHHBIM MNpenapar - JEKapCTBEHHBIN IpemnapaT, KOTOPBIH
UCIIONIB3YETCSl JJI1 OLEHKH OMO3KBUBAJICHTHOCTH WM TEPaeBTHUYECKON SKBUBAJIEHTHOCTH, KAayecTBa,
a3 dexTUBHOCTH M OE30MaCHOCTH BOCIPOU3BEIACHHOTO JIEKAPCTBEHHOTO MperapaTa Wiu O0HoaHaJIOrOBOTO
(6uomo100HOTO) JIeKapCTBEHHOTO Mpemnapara (Onoananora). B kauectBe pedepeHTHOrO JIeKapCTBEHHOTO
npenapara s MEAMIMHCKOTO NMPUMEHEHHUS HUCIOJIb3YeTCS OPUTHMHANIBHBIM JIEKapCTBEHHBIN Ipernapar
1100, ecIM OPUTHHAIIBHBIN JIEKapCTBEHHBIHN MpenapaT He 3aperucTpUpOBaH WM HE HAXOJUTCA B 000opoTe
B Poccuiickoit denepannu u He HAXOAUTCSI B 000POTE B MHOCTPAHHBIX FOCYAAPCTBAX, BOCIIPOU3BEIEHHBIH
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JIEKapCTBEHHBIN Tpenapar Wik 0MoaHaJIOTOBBIA (OMOTOIOOHBIN) JIEKapCTBEHHBIN Npemnapat (6rnoaHasnor),
KOTOpPBI TMEpBBIM 3apErHCTPUPOBAH M3 yHUCIa Haxonamuxcs B obopore B Poccuiickoit deneparuu,
OMOSKBUBAJIEHTHOCTh HWJIM  TEpAleBTHUYECKas HAKBUBAJIEHTHOCTb, KadecTBO, J(P(HEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OLICHUBAJIUCH MO OTHOIICHHUIO K OPUTMHAIBLHOMY JIEKAPCTBEHHOMY IIpenapary, a
TaKkKe KauecTBO, d3(PPEKTUBHOCTL U 0E30MACHOCTh KOTOPOTO MOJATBEPKIAIOTCS —pe3ysibTaTaMu
dbapMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB, HAXOSANIUXCS B TPAKIAHCKOM
000poTe, YCTAaHOBJICHHBIM TpeOOBaHUSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTO IPUMEHEHUS UCIIONIB3YETCS JICKAPCTBEHHBIN IIpenapar Jyisi BETEpUHAPHOTO
MpUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®denepaniii  Ha OCHOBAaHUM  PE3YJIbTATOB
JOKJIMHUYECKUX UCCIIEAOBAHUM JICKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEIOBAHUN JIEKAPCTBEHHBIX
[IpernapaToB, MOATBEPXKIAIOLINX €ro KauyecTBO, 3P(HEKTUBHOCTh U 0€30IaCHOCTH;

Wndopmarius 06 n3MEHEHHSX:
Ilynxkm 12 usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro peoaKyuio

12) Bocnpou3sBeJeHHBbIN JIeKAPCTBEHHBbINl Mpenmapar - JEKAPCTBEHHBIM Tmpemapar Jyist
MEAMIIMHCKOTO TPUMEHEHUS, KOTOPBI HWMEET OSKBUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
Mperapary KayeCTBEHHbIM COCTAB U KOJUYECTBEHHBIM COCTAB JICUCTBYIOIIUX BEUIECTB B DKBUBAJICHTHOM
JeKapcTBEHHON (opme, nMOO JleKapCTBEHHBIM Mpenapar [js BETEPHUHAPHOTO MPUMEHEHHUS, KOTOPBIN
UMEeT Takue ’Ke, YTO U pedepeHTHBI JEeKAPCTBEHHBIM Iperapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JCUCTBYIOUIMX BEHIECTB B  TakOM e  JeKapcTBEeHHOW  ¢opme,
OMOAKBUBAJICHTHOCTh ~ WJIM  TEpANEBTHYECKAash  SKBUBAJEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY IpernapaTy MOATBEPK/IeHA COOTBETCTBYIOIIMMU UCCIIEOBAHUSIMH;

Undopmarius 06 n3MEHEHHSX:
Ilynxkm 12.1 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 oexabps 2019 . N 475-D3

CMm. npedvloywyro pedakyuio
12.1) TepameBTHYecKasi JIKBHBAJEHTHOCTH JIEKAPCTBEHHBIX MPeNapaToB - JIOCTHUXCHHE
KJIMHUYECKH COMIOCTaBUMBIX TepaneBTHUECKOro 3 (dekra u nokazareneit 3p(HekTHBHOCTH U 6€301aCHOCTH
OpY TNPUMEHEHHMU JIEKAPCTBEHHBIX MpenapaToB A MEIUIMHCKOIO NPUMEHEHUs, HMEIONIMX OIHO
MEXIYHApOJHOE HEMaTeHTOBaHHOE (WM XWMHYECKOe, WM TpPYNIHPOBOYHOE) HaWMEHOBAaHUE, B
SKBHUBAJCHTHBIX JIO3UPOBKAX IO OJHUM M TEM JK€ IOKa3aHUSAM K NPUMEHEHHUIO0 U TNPU OJUHAKOBOM
croco0e BBEJICHHS Y OJHOU U TOM K€ IPYIIBI OOJBHBIX;

Wndhopmarius 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanviozo
3axona oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanayioroBblii (0MONMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uoaHajor) -
OMOJIOTUYECKHI JIeKapCTBEHHBIH TIpemapaT, CXOXHH Mo mapaMerpaMm KadecTBa, 3(PGEKTUBHOCTH H
0€30MacHOCTH C peepeHTHBIM OMOJIOTUYECKUM JIEKAPCTBEHHBIM IIPENapaToOM B TaKO e JIeKapCTBEHHOU
dbopMe 1 UMEIOLINI HISCHTUYHBIN crloco0 BBEACHUS;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DedepaivbHoco
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3aMeHsieMblil JIeKAPCTBEHHbI TMpemapatr - JI€KapCTBEHHBIA Mpemapar c
JIOKAa3aHHOW  TEpPameBTUYECKOW HKBUBAJCHTHOCTHIO WM OHWOIKBUBAJICHTHOCTHIO B  OTHOIICHUH
pedEepeHTHOTO JIEKApCTBEHHOTO TMperapara, MMEIIINK SKBHBAJIICEHTHBIE €My KauyeCTBEHHBIH COCTaB M
KOJTMYECTBEHHBIM COCTaB JIEUCTBYIOIIMX BEIIECTB, COCTAB BCTIOMOTATEIBHBIX BEIIECTB, JIEKAPCTBEHHYIO
dbopMy U criocod BBEICHUS;

Wudopmanust 00 n3MEHEHUSX:

Cmambs 4 donoanena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvuviii 3akon om 27 oexkabps 2019 2.
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N 475-D3

12.4) OMO’KBUBAJEHTHOCTH JIEKAPCTBEHHBIX MPeNapaTroB - JIOCTUKEHUE COMOCTABUMBIX
MOoKa3aTeJIel CKOPOCTH BCAChIBaHUS, CTCTICHU TOCTYIICHUS K MECTY JCHCTBUS W CKOPOCTU BBIBEIICHUS
OJIHOTO WJIM HECKOJBKHX 00Jagaromux (papMaKoJIOrHUeCKON aKTUBHOCTBIO JNEHCTBYIOIIUX BEUIECTB MPH
MPUMEHEHUN JICKAPCTBEHHBIX TMpENapaToB JUIi MEIUIIMHCKOTO TIPUMEHEHUS, HMMEIOIMUX OJIHO
MEXIYHAPOJAHOE HEMAaTeHTOBaHHOE (WIM XHWMHUYECKOe, WIM TPYNIUPOBOYHOE) HAWMEHOBAHHE, B
SKBUBAJICHTHBIX IO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE BBEIICHHUSI,;

13) nekapcTBeHHOE PACTUTEIbHOE ChIPhe - CBEXKUE WIH BBICYIICHHBIC PACTCHHUS JIMOO MX YaCTH,
WCIIOJIB3yEMBbIC 11 TPOW3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHHM3alUSIMH - IPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX CPEJICTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB anTECYHBIMU OpPraHU3aALUSIMHU,
BETCPUHAPHBIMHM aNTCYHBIMUA OPTraHU3aAIUSAMU, WHIUBHUIYAITbHBIMH TMPEIITPUHUMATEISIMU, UMCIOIIMMHI
JULEH3UIO Ha (hapMalleBTUUECKYIO JIeSITeIbHOCTD;

14) nexapcTBeHHBIN pacTUTEJbHBIH Npenapart - JEKApCTBEHHBIN IMperapar, MpPOu3BeICHHBIN
WM W3TOTOBJICHHBIM M3 OJHOTO BHUA JIEKAPCTBEHHOI'O PACTUTENIBHOIO ChIPhS WJIM HECKOJIbKHUX BHUOB
TaKOT'O CHIPBS M peann3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (TOTPEOUTEIHCKOI) YITaKOBKE;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-®@3 nynxkm 15 cmamou 4 nHacmosweco
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynKkma 8 npeovioyujeil peoaxkyuu
15) romeonaTu4eckuii JeKapCcTBEHHBIH NMpenapar - JCKapCTBEHHBIH Mpernapar, Nporu3BeACHHbIN
WIM W3TOTOBJICHHBIH W3 (apMameBTHUECKON CcyOcTaHIuu Wik (apMaleBTHYSCKUX CyOCTaHIIMH B
COOTBETCTBUHM C TPeOOBaHUSMH OOIIMX (apMaKONEHHBIX CTaTed K TOMEONATUYCCKHM JICKAPCTBCHHBIM
mpernapaTaM WM B COOTBETCTBHH C TpeOOBaHUAMHU (DapMaKoNew CTpPaHbl IMPOW3BOJUTENS TAKOTO
JICKApCTBEHHOTO Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 16 cmamvu 4 nHacmosweco
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
16) MexayHapogHOe HeNAaTEHTOBAHHOE HAMMEHOBAHHE JIEKAPCTBEHHOI0 CpeAcCTBa -
HalMEHOBaHME JICHCTBYIOIEro BemiecTBa  (hapMaleBTUUECKOM  CyOCTaHIMM, PEKOMEHJAO0BaHHOE
BcemupHo opranuzanuei 31paBoOXpaHeHUs;

Wndhopmarius 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 oexaops 2014 e. N 429-D3 6 nynkm 17 cmamvu 4 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npedvloyujeli peoaxkyuu
17) ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 CpPeICTBA - HAWMEHOBAaHUE JIEKAPCTBEHHOTO
CpEICTBa, TMPUCBOCHHOE €ro pa3padoTuuMKoOM, JepiKaTeleM WU BJIaJeiblleM pPEerucTParioHHOTO
yJIOCTOBEPEHUS JIEKapCTBEHHOTO Tpenapara;

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axkonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3axona oonoanena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urwons 2015 e.

17.1) rpynnupoBoYHOe HAaMMEHOBAHME JIEKAPCTBEHHOI0 Ipenapara - HaWMEHOBaHHE
JIEKapCTBEHHOTO Mperapara, He MMEIOIIEro MeEXKIyHapOJHOIO HENaTeHTOBAHHOTO HAWMEHOBAaHUS, WU
KOMOWHAIIMK JIEKaPCTBEHHBIX TPENapaToB, HCIOJIB3yeMOE B LEIIX OOBEAWHEHHS WX B TPYIITYy TOJ
€/IMHBIM HAaMEHOBAHUEM MCXOJIsl U3 OIMHAKOBOT'O COCTABa JACHCTBYIOIIMX BEIIECTB;

Wudopmanust 00 n3MEHEHUSX:

Deodepanvnvim 3akonom om 22 oexabpsa 2014 e. N 429-D3 6 nynkm 18 cmamvu 4 nacmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

18) oOmas ¢apmakoneiiHass cTaTbsl - JOKYMEHT, YTBEPXICHHBII YIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM MCIIOJHHUTEIBHON BJIACTH M COJEpKallMi IMepeyeHb IoKa3aTeleil KadecTBa U
(M) METOJIOB KOHTPOJIS Ka4eCTBA KOHKPETHON JIEKApCTBEHHOM (DOPMBI, JIEKAPCTBEHHOTO PACTHTEIHHOTO
CBIPbs, ONHCAHUS OHOJOIMYECKHX, OHOXUMHUYECKHX, MHMKPOOMOJIIOTMYECKUX, (PU3UKO-XUMHUUECKUX,
$u3nUeCKX, XUMUYECKUX U APYTUX METOJIOB aHAJN3a JICKAPCTBEHHOTO CPEICTBA, a TAKXKE TPeOOBaHUS K
UCMOJb3YEeMBbIM B LEISAX HPOBEAEHUS JIAHHOI'O aHalM3a pEeakTHBAaM, TUTPOBAHHBIM pacTBOpPaM,
MHAMKATOpaMm;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oekabps 2014 o. N 429-D3 ¢ nynkm 19 cmamvu 4 nHacmoswe2o
DedepanbHo20 3aKOHA 8Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxkyuu
19) ¢apmakoneiinas craTbs - JOKYMEHT, YTBEPXKACHHBIA YIMOJHOMOYEHHBIM (eaeparbHbIM
OpPraHOM MCIIOJIHUTEIBHOM BIACTU U COJEpIKaIlUii ITepeyeHb IoKa3aTesell KayecTBa U METOJI0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOT'O CPEJ/ICTBA;

Wupopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvsa 4 nacmosawezo Dedepanvrozo
3axoHa oonoauena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranaapTHbIe 00pa3ubl - BELECTBA, [IOCPEICTBOM CPABHEHUS C KOTOPBIMU OCYLIECTBIIAETCS
KOHTPOJIb KauyecTBa UCCIIEyeMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOUIbI0 (DU3UKO-XUMUYECKUX U
OMOJIOTHYECKUX METOJOB B IIEJISX MOATBEPKIECHUS COOTBETCTBHS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM
HOPMATHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUU TOCYJAPCTBEHHOMN pErucTpanuu, u
KOTOpBIE TPUMEHSIOTCA JUIsl KaJMOpOBKM CTAaHAAPTHBIX O0Opa3LOB IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB, HMCHOJb3YEMBIX /Ji KOHTPOJSI KauecTBa W HWHBIX IeJied MpH OOpalieHUH JIEKapCTBEHHBIX
CPEJICTB;

Wupopmarus 06 H3MEHEHHSIX:
Deodepanvrvim 3axkonom om 22 dekabpsa 2014 2. N 429-D3 cmamwvsa 4 nacmosawezo Dedepanvrozo
3axona oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) papmakoneiinblii cTaHAapTHBLIH o0pa3en - CTaHAAPTHBIA 0Opaszel, NPOU3BEIEHHBIH B
COOTBETCTBUM ¢ (hapMaKONeHHOM cTaThel;

20) HOpMATMBHASl JAOKYMEHTALUMS - JIOKYMEHT, COJAEp)KAlUi NEepeyeHb OIpeNesieMbIX IO
pe3yJbTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IOKa3zaTeNleil KadyecTBa JIEKapCTBEHHOTO CpeAcTBa JUis
MEAMIIMHCKOTO TPUMEHEHHUS, METOJJOB KOHTPOJISl €r0 KaueCTBa U YCTAaHOBJIEHHBIN €ro MPOU3BOIUTENIEM;

21) HoOpMATHBHBIN [OKYMEHT - JOKYMEHT, COJAEpKalluii TMepevyeHb OMpeIeNieMbIX IO
pe3ynbTataM COOTBETCTBYIOIIMX IKCIEPTU3 MOKa3areseil kauecTBa U (WJIM) METOJOB KOHTPOJIS KayecTBa
JeKapCTBEHHON  (opMBbl, OMMCAaHUS  OHMOJOTMYECKHX, OMOXUMHUYECKUX, MHKPOOMOJIOTHYECKUX,
(U3UKO-XMMHUYECKIX, PU3UUECKUX, XUMUIECKUX U APYTUX METOAOB aHAIIN3a JIEKAPCTBEHHBIX CPENICTB IS
BETEpUHAPHOIO TNPUMEHEHUs, TpeOOBaHMS K HCIONb3YyeMbIM B IESAX IMPOBEACHUS AaHHOIO aHalu3a
peaKTHBaM, TATPOBAHHBIM PAaCTBOPaM, HHIUKATOPAM U YCTAHOBJIIEHHBIN €T0 MMPON3BOANUTEIIEM;

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 uronsn 2015 e.

21.1) oOmumii TeXHUYECKHIi TOKYMEHT - KOMIUICKT JOKYMEHTOB M MaTepHUaoB, COCTOSIIUNA U3
HECKOJBKMX  pa3lesioB -  JOKyMEHTallMd  aJMHUHHCTPATUBHOTO  XapakTepa, XUMHUYECKOMH,
dbapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMeHTanuu, (HapMaKoIOTHIECKON, TOKCHKOJIOTHYECKOM
JOKYMEHTAllUM, KIMHUYECKON JOKYMEHTAIlMM W TPEJCTaBISEMbI OJHOBPEMEHHO C 3asBIIEHUEM O
TOCYJIapCTBEHHOM PETHCTPAIMK JEKaPCTBEHHOTO Mperapara Jijisi MEIUIIMHCKOTO IpUMEeHEeHUs B (popmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (pe/iepaTbHBIM OPraHOM HCTIOIHUTEIBHON BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOI0 CpeACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBA
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TpeOoBaHUsAIM (hapmMakomeiHoN cTtaThu JTHOO B Cilayyae ee OTCYTCTBHSI HOPMATHUBHOM JOKYMEHTALIUU WU
HOPMATUBHOTO JIOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI0 CpPeACTBA - XapaKTepUCTHKA JIEKAPCTBEHHOI'O CPEACTBa,
OCHOBaHHAasl Ha CPABHUTEIILHOM aHaNu3e ero 3((HEeKTUBHOCTH U PUCKA IPUIUHEHHS Bpe/ia 37J0POBBIO;

24) 3¢(peKTUBHOCTH JTEKAPCTBEHHOI0 Mpenapara - XapakTepUCTUKa CTENEHH MOJIOKHUTEILHOTO
BIMSHUS JICKAPCTBEHHOTO TMperapara Ha TEYCHHE, NPOJOJDKHTEIBHOCTh 3a00JIeBaHHUs WM  €ro
MpeoTBpalleHIe, peaduINTAlNI0, HA COXpaHEHUe, MPeA0TBpallleHHe WK IPephIBaHle OEpEeMEHHOCTH;

25) cepus JIeKapCTBEHHOI'0 CPeCTBA - KOJIMYECTBO JIEKAPCTBEHHOI'O CPEJICTBA, IPOM3BEICHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOI0 IIUKJIIA €r0 MPOU3BOAUTENIEM;

26) perucTpaliioHHOEe Y/AOCTOBEpPeHHEe JIEKAPDCTBEHHOI0 IMpenapara -  JIOKYMEHT,
MOJTBEPXKIAIOLIUI (PaKT rocyJapCTBEHHOM perucTpaluy JeKapcTBEHHOIO IIpenapara;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo PedepanvHoco
3aKoHa oononnena nyHkmom 26.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

26.1) nepskaTeqb WJIM BJajgesell PerdcTPAMOHHOIO Y/JI0CTOBEPEHUS JIeKAPCTBEHHOTO
npenapara - pa3paboTuuK JIKAPCTBEHHOTO CPEICTBA, MPOU3BOIUTEIND JICKAPCTBEHHBIX CPEICTB WIA HHOE
IOPUAMYECKOE JIMI0, 00Jajaroliee MpaBoOM BJIQJCHUS PETUCTPALMOHHBIM YAOCTOBEPEHUEM, KOTOpPbIE
HECYT OTBETCTBEHHOCTb 32 KaueCTBO, 3()(hEeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOT'O IpErnapara;

27) perucTpauMOHHBbINi HOMeEp - KOJOBO€ 00O3HAu€HUE, MPUCBOCHHOE JIEKAPCTBEHHOMY
nperapary IpH ero rocy1apCTBEHHON PETUCTPALINN;

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 oOexkabps 2011 2. N 409-@3 6 nynkm 28 cmamvu 4 Hacmoswe2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHAL 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

28) oOpaimeHue JIeKAPCTBEHHBLIX CpPeICTB - pa3paboTKa, JOKIMHUYECKHE HCCIIECOBAHMUS,
KJIMHUYECKHE UCCIIEJOBaHMs, IKCIEPTU3a, TOCYJapCTBEHHAsl perucTpanusi, CTaHAapTU3alus U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBIIEHUE, XPaHEHNE, NIEPEBO3Ka, BBO3 B Pocculickyro ®denepanuio, BbIBO3
n3 Poccuiickoii ®Pepepanuu, pekinama, OTIYCK, pealn3anus, Iepenada, NMPUMEHEHHE, YHUUYTOKEHUE
JIEKapCTBEHHBIX CPEJICTB;

29) cyObekThl OOpalleHMsi JeKAPCTBEHHBIX CPeACTB - (U3NYECKUE JMIA, B TOM YHUCIE
WHIVBUAYAJIbHBIE MPEANPUHUMATENN, W IOPUIUYECKHE JIMIA, OCYIIECTBISIOUINE JEATEIBHOCTD IIPU
oOpallleHnH JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 n3MEHEHHSAX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 30 cmamvu 4 Hacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHenust, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 8 npedvloyujeli peoaxkyuu

30) pa3padoTyMK JIeKAPCTBEHHOr0 CpeACTBAa - OpraHu3anus, oONajarIas MpaBaMd Ha
pe3yabTaThl JOKJIMHUYECKUX HCCIEOBAaHUN JIEKAPCTBEHHOTO CPEJCTBA, KIMHUYECKHX HCCIEIOBaHUMN
JIEKapCTBEHHOTO TIpernapara u (M) Ha TEXHOJOTHIO TPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JEATEILHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEIICTB OPraHU3AIUSAMHU - IPOU3BOUTENSMH JICKAPCTBEHHBIX CPEJICTB HA OJTHOM CTAJNM, HECKOIBKUX UITU
BCEX CTaJUAX TEXHOJOTHYECKOTO TpPOIlecca, a TaKKe M0 XPAaHEHUI0 W peau3alfil MPOW3BEICHHBIX
JICKapPCTBEHHBIX CPEJICTB;

Wndopmarnys 06 M3MEHEHUAX:
Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3aKkoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

31.1) npou3BoJACTBeHHAsl IUIOMIAAKA - TEPPUTOPHAIBHO  OOOCOONEHHBIM  KOMILIEKC

MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPENICTB, TMPETHA3HAYCHHBIA JIJI1 BBITOJIHEHHUS BCEro Ipoliecca

29.04.20222 Cuctema TAPAHT 8/140


http://internet.garant.ru/document/redirect/70826338/1116
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/70103052/232
http://internet.garant.ru/document/redirect/70103052/262
http://internet.garant.ru/document/redirect/70103053/0
http://internet.garant.ru/document/redirect/5761738/4028
http://internet.garant.ru/document/redirect/70826338/1117
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/4030
http://internet.garant.ru/document/redirect/70826338/1118
http://internet.garant.ru/document/redirect/70826338/41

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

MIPOU3BOICTBA JICKAPCTBEHHBIX CPEACTB HIIH €T0 ONPEACICHHON CTa NN,
32) npou3BOANTENb JIEKAPCTBEHHBIX CPEACTB - OpraHu3alus, OCYIIECTBIISIONAs TPOU3BOACTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHU C TPEOOBaHUAMU HacTosero denepaibHOro 3aKOHa,

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 33 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloyuyro pedakyuio

33) ¢dapmaneBTHYecKasi IeSITeJIbHOCTh - JI€ATEIHHOCTh, BKJIIOYAMOIIAs B C€e0S ONTOBYIO
TOPTOBJIIO JICKAPCTBEHHBIMH CPEJICTBAMH, MX XPAHEHUE, MEPEeBO3KY H (WJIM) PO3HUYHYIO TOPTOBIIIO
JICKapCTBCHHBIMHU TpernapaTaMd, B TOM YHCIE IUCTAaHIIMOHHBIM CIOCOOOM, WX OTIYCK, XpaHEHUE,
NIEPEBO3KY, U3TOTOBJICHHE JICKAPCTBEHHBIX TPENapaToB;

34) opraHu3amnusi ONTOBOIl TOProOBJU JIEKAPCTBEHHBIMU CPEJACTBAMHM - OpTraHH3aIlvs,
OCYIIECTBIISIONIAsE ONTOBYIO TOPTOBIIIO JICKAPCTBCHHBIMU CPEACTBAMH, WX XpaHEHHE, IEPEBO3KY B
COOTBETCTBUH € TpeboBaHUAMH HacTosero deaepanbHOro 3aKoHa;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedbloywyro pedakyuio
35) anTeuyHass opraHu3aunus - OPTaHW3AIM, CTPYKTYPHOE TOIpPA3ICICHHEC MEIUIIMHCKON
OpraHu3alliK, OCYIICCTBIISIFOIINE PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIperiapaTaMy, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHECHHE, TIEPEBO3KY, U3TOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
JUTS. METUITUHCKOTO TIPUMEHEHUSI B COOTBETCTBHH C TPeOOBaHUSAMU HacTosiero depepaibHOro 3aK0Ha,

Undopmarust 06 n3MEHEHHSX:
Ilynkm 36 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedakyuio
36) BeTepuHapHasi aNTe4YHAsi OPraHM3alMs - OPraHU3ANMS, CTPYKTYpPHOE IOApa3CICHHE
BETCPUHAPHOW OpPraHU3aIUH, OCYIICCTBIISIONIUE PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU TpernapaTaMu, B
TOM YHCJIC JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHUE, U3TOTOBJICHHE U OTITYCK JICKAPCTBEHHBIX MPENapaToB
JUTSL BETEPUHAPHOTO MPUMEHEHUS B COOTBETCTBHH € TpeOOBaHUAMH HacTosiero deaepanbHOro 3aKOHa;

37) danbcupuuupoBaHHOEe JIEKAPCTBEHHOE CPEIACTBO - JIEKAPCTBEHHOE  CPEJCTBO,
COTMPOBOXKAAEMOE JIOXKHON MH(pOpPMAIUEH 0 ero cocTaBe U (M) TPOU3BOTUTENE;
38) HexoOpokavyecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE

COOTBETCTBYyIOIIEE TpeOOBaHMUIM (papmakorneiiHoi cTatby JUOO B Cilydae €€ OTCYTCTBHS TpeOOBaHMSIM
HOpMaTHBHOﬁ JOKYMCHTAIIMHU WX HOPMATHBHOT'O JOKYMCHTA,

39) koHTpadakTHOEe JIeKapCTBEHHOE CpPeICTBO - JIEKapCTBEHHOE CPEICTBO, HAXOJsIleecs B
000pOTE C HAPYIIEHNEM I'PaKIAHCKOTO 3aKOHO/IaTEIbCTRA;

40) JOKIMHMYECKOE HCC/Iel0BaHMe JIEKAPCTBEHHOI0 CpeAcTBa -  OMOJIOTHYECKUE,
MI/IKPO6I/IOJ'IOFI/I‘-ICCKI/IG, HUMMYHOJIOTHYECKHUEC, TOKCHUKOJIIOTMYCCKHUC, q)apMaKOJ'IOFI/I‘IGCKI/IC, (1)I/I3I/I[ICCKI/IG,
XUMHUYECKHE U JpyTue UCCIEeIOBaHMs JIEKAPCTBEHHOTO CPEJICTBA IyTeM NPUMEHEHHUS Hay4YHBIX METOIOB
OLICHOK B IIEJISIX MOJyYEeHHUs JT0KA3aTeNIbCTB 0€30IacHOCTH, KauecTBa M 3((EKTUBHOCTH JIEKApCTBEHHOTO
CpPENCTBa;

41) kIMHUYECKOe HCCIeI0BaHMe JIEKAPCTBEHHOr0 Mpenapara - U3ydeHHe JAUarHOCTHYECKHX,
7e4eOHBIX, MPOPUIAKTHUECKUX, (PapMaKOJIOTHYECKUX CBOWCTB JIEKAPCTBEHHOTO Ipernapara B Ipolecce
€ro TPUMEHEHHUs y YeJOBEKa, JKMBOTHOTO, B TOM YHCJIE IPOIECCOB BCACBHIBAHUS, paCIpEICICHHUS,
U3MEHEHHS M BBIBEJCHHs, IyTeM NPHUMEHEHHsS HAay4HBIX METOJOB OLIEHOK B IENAX IOJTy4eHUs
JTOKa3aTeNbCTB OE30MacCHOCTH, KadecTBa M 3()(EKTHUBHOCTH JIEKAapCTBEHHOI'O Ipernapara, JIaHHBIX O
HE)KEJIaTEeNbHBIX PEaKIUAX OpraHu3Ma 4YeJOBeKa, KMBOTHOTO Ha MIPUMEHEHHE JIEKapCTBEHHOT'O Mpernapara
u 00 >(dekre ero B3aUMOJIEHCTBUS C JPYTUMH JIEKAPCTBEHHBIMU MpernaparaMu W (WJIM) MHUIIEBBIMU
POAYKTaMH, KOpMaMH;

42) MHOrOLEHTPOBOEe KJIMHHYECKOe HCCJeI0BaHUE JIEKAPCTBEHHOro mpemapara s
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MEIUIMHCKOI0 TNpPUMEeHEeHMs] - KIMHUYECKOE HCCIEOBAaHUE JIEKAPCTBEHHOrO TMpenapara Juis
MEIUIIUHCKOTO MPUMEHEHHs, TPOBOJUMOE Pa3pabOTYNKOM JEKapCTBEHHOTO Iperapara B JByX M Ooiee
MEAMIMHCKUX OPraHu3alugx IO €AMHOMY MPOTOKOIY KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npenapara;

43) MeXIYHApPOJHOEe MHOIOIEHTPOBOE KJIUHUYECKOe HCCIel0BaHHEe JIeKAPCTBEHHOIO
npenapara Jjs MeJUIMHCKOI0 MPUMeHEeHHs - KIMHHYECKOE UCCIIEIOBAaHNE JICKApCTBEHHOTO Ipernapara
JUISL MEAMIIMHCKOTO TIPUMEHEHUS, IPOBOJMMOE pa3pabOTUMKOM JIEKAPCTBEHHOTO IpernapaTa B pa3InyHbIX
CTpaHax Mo eIMHOMY MPOTOKOIY KIMHUYECKOTO HCCIIEIOBAHUS JIEKaPCTBEHHOTO IIpernapara;

44) nmocTperucTpalMoOHHOe KJIMHMYECKOe HCCJeJ0BaHUE JIEKAPCTBEHHOIO Mpenapara s
MEAULIMHCKOT0 TpHMeHeHHs - KIMHUYECKOe KCCIIeIOBaHWE JIGKAPCTBEHHOTO IMperapara s
MEAMIIMHCKOTO MPUMEHEHHUsI, IPOBOJUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOIO Iperapara, IpaxJaaHCKHi
000pOT KOTOPOTO OCYHIECTBIISIETCS IOCIE TOCYJApCTBEHHON PETHCTpalld, B LEISIX JOMOJHUTEIHHOTO
cbopa JaHHBIX O ero 6e3omnacHocT U 3(H(PEKTUBHOCTH, paCIIMPEHUS TOKA3aHUN K MPUMEHEHHUIO TAHHOTO
JIEKapCTBEHHOTO TMperapara, a TaKk)Ke BhISIBIICHUS HEeXeNaTeIbHBIX PEaKIUi MallueHTOB Ha ero JICHCTBHE;

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-®@3 nynkm 45 cmamovu 4 Hacmosweco
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, escmynaowetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxkyuu

45) uccnenoBaHue 0MOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOI0 Npenapara - BHUJ KIMHUYECKOTO
UCCIIEIOBaHMs JIEKAPCTBEHHOI0 IpenapaTa, HMpOBeJeHHE KOTOPOIro OCYIIECTBIIAETCS Ul OIpe/esIeHUs
CKOPOCTH BCAachbIBaHHMS W BBIBEJACHUS OJHOTO WIJIM HECKOJBKHX OONamgaromux (HapMaKkoIorudecKoi
aKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKApPCTBEHHOTO IIperapara, JAOCTUraroIlero
CUCTEMHOI'O0 KpPOBOTOKAa, U PE3YyJIbTaThl KOTOPOTO IO3BOJISIOT CHIENaTh BHIBOJ O OMOIKBUBAJIEHTHOCTU
BOCIIPOM3BEICHHOI'O JIEKAPCTBEHHOIO IMpernapara B ONpPEe/ICHHbIX JIEKAPCTBEHHON (hopMe U J03HUPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pePpepeHTHOrO JIEKAPCTBEHHOTO MTPeTapara;

46) ucciaenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JIeKAPCTBEHHBIX NMPeNnapaToB - BUJ
KJIIMHUYECKOI'0 MCCIIEA0BAHUS JIEKAPCTBEHHBIX IPENapaToB, MPOBEAEHUE KOTOPOrO OCYIIECTBISAETCS IS
BBISIBJICHHS OJIMHAKOBBIX CBOMCTB JIEKapCTBEHHBIX IpENapaToB ONpPEIEICHHON JeKapCTBEHHOHM (GopMel, a
TaK)Ke HaJIM4YMs OJMHAKOBBIX MOKa3aTesel 0e30nacHOCTH U 3(()EKTUBHOCTHU JIEKaPCTBEHHBIX MPENapaTos,
OJIMHAKOBBIX KJIMHUYECKHUX 3(P(PEKTOB NpU X NPHUMEHEHUH;

47) NpPOTOKOJ KJIMHHYECKOI0 HCCJIEeJOBAHMS JIEeKAPCTBEHHOI'0 Ipemnapara - JOKyMEHT, B
KOTOPOM OIpeNeNsioTcs Lend, (OopMbl OpraHu3allMd M METOJOJIOTHS MPOBEIEHUS KIMHUYECKOTO
UCCJIEIOBAHMSI, CTATUCTUYECKHE METOJbI O0OpabOTKM pe3yslbTaTOB TAaKOI'O MCCIENIOBAaHUS U MEpbl IO
o0ecrieyeHn0 0e30MacHOCTH  (PU3MYECKUX JIMI, YYacTBYIOIIMX B KJIMHUYECKOM HCCIIEJOBAHUU
JIEKapCTBEHHOI'0 IIpernapara;

48) Opomopa mucciegoBaTeasi - CBOJHOE M3JI0KEHUHE pE3yJIbTaTOB JIOKIMHUYECKOTO
MCCJIEIOBaHMSI JIEKAPCTBEHHOTO CPE/ICTBA U KIIMHUYECKOTO UCCIIEeI0BAaHUS JIEKapCTBEHHOTO Mpernapara Jist
MEAMIMHCKOTO TPUMEHEHHS;

49) uH(pOPMALMOHHBIH JHUCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEpKaTcsi B JOCTYIHOMN
¢dopme cBefeHUs, Kacarouuecs MPOBOJIMMOr0 KIMHHUUECKOTO UCCIIeI0BaHMs JEKapCTBEHHOTO Ipernapara,
U B MHCbMEHHON (hopMe 10OpOBOJIBLHOE COIJIacue MalMeHTa Ha y4yacTHEe B KIMHMYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOTO IIperapara Iocje O3HAKOMIJIEHHS C OCOOCHHOCTSAMH KIMHHUYECKOTO HCCIEeI0BaHMA,
MMEIOUIIMH 3HAaUY€HUE JJIs1 BBIPaXKEHHUS TAKOTO COTJIACHS;

50) moGouyHoe [elicTBHe - peaknMs OpraHu3Ma, BO3HUKIIAS B CBSA3M C IPUMEHEHUEM
JIEKapCTBEHHOI'0 IIpernapara B [03aX, PEKOMEHIYEeMbIX B MHCTPYKIMHM [0 €ro NPUMEHEHHIO, s
npoHIAKTUKHY, THATHOCTUKH, JICUeHUs 3a00JIeBaHUS WM [T PeadHINTaluu;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo DedepanbHozo
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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50.1) HexenaTeJbHasi peaklMsi - HEMpeTHAMEPEHHAas HEOJIaronmpusaTHAas PEaAKIUs OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C MPUMEHEHHEM JICKApPCTBEHHOTO Tpernapara;

51) cepbe3nasi He:keslaTeIbHAsi peaKlusl - HEXKeJaTellbHAs peaklusi OpraHU3Ma, CBS3aHHAs C
MNPUMCHCHUCM JICKAPCTBCHHOI'O IIp€riapara, HpuBCAIIasd K CMCPTH, BPOXICHHBIM AHOMAJIWAM WU
MOpOKaM pPa3BUTHUS MO0 NpPEACTaBISIOMas cOOON yrpo3y >KM3HM, TpeOyromias TOCHHUTAIU3aluu WU
NPUBEIIIAs K CTOMKON yTpaTe TPyJ0CIOCOOHOCTH M (MIJIN) UHBAIHIHOCTH;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 nynkm 52 cmamvu 4 Hacmosiue2o
DedepanvbHoeo 3aKOHA UN0NCEH 8 HOBOU pedakyuu, scmynarowelt 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHKkma 8 npeovioyujeil peoaxKyuu

52) HenpeIBH/IeHHAS HeKeJlaTeIbHAs Peakiusl - HeXellaTeIbHasl PeaKIusi OpraHu3Ma, KoTopas
CBsi3aHA C TIPUMEHEHHEM JIEKapCTBEHHOIO IIperapara B J03aX, PEKOMEHIYEMBbIX B MPOTOKOJIE €ro
KJIMHUYECKOTO HCCIEOBaHUsA, OpOIIIope HCCIeqoBaTeNs, HIM C TPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B 103aX, PEKOMEHIYEMbIX B HMHCTPYKIMH IO €ro NPUMEHEHHUIO Uil NPO(UIAKTUKH,
JTUATHOCTHKY, JICYCHHUS 3a00JICBaHUS WIH MEIUIIMHCKOW PeaOWINTAlNY TAIMeHTa, U CYIIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMAIMU O JICKAPCTBEHHOM IMperapate, COoJIepiKalleics B
IPOTOKOJIE €ro KJIMHWUYECKOTO WCCIICAOBaHMs, OpOLIIOpe KCCIeNoBaTeNsl WIA B WHCTPYKIMH TIO
NPUMEHEHHIO JICKAPCTBECHHOTO Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKoHa oonoanena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) papmakoHaq30p - BUJ JACATEIBHOCTU 10 MOHUTOPUHTY 3()()EKTUBHOCTH M OE30IaCHOCTH
JICKapCTBEHHBIX MPENapaToB, HAIIPABJICHHBIM Ha BBISIBIICHUE, OIICHKY M TIPEJOTBPAIICHHE HEXKETATSIbHBIX
MOCJICICTBHI TPUMEHEHHS JICKAPCTBEHHBIX IPENapaToB;

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvsa 4 nacmosweco Dedepanvhozo
3aKoHa 0onoanena nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) mia" ynpaslieHUsl PUCKaAMU - TIOAPOOHOE OMHCAaHHE MEPONpUATHH Mo (papmMaKkoHAA30pY,
HAIPaBJICHHBIX HAa BBISBICHHUE, OIECHKY W IMPEJAOTBPAIICHUE WM MUHHUMH3AIUIO0 PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU TpenapaTaMu, BKITI0Yas OleHKY 2PPEeKTUBHOCTH JaHHBIX MEPOTIPUSTHI;

Undopmais o6 u3MeHeHusX:

Ilynkm 53 usmenen ¢ 1 mapma 2023 2. - @edepanvhuiii 3axkon om 30 dexadpsa 2021 2. N 463-D3
Cm. 6yoywyro pedakyuio

Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedakyuio
TAPAHT:

[Tonoxenus nmynkra 53 crarbu 4 (B pegakuuu denepanpHoro 3akoHa ot 29 utons 2017 r. N 242-03) B
4acTH, Kacarouieiics GopMUpOBaHMS U BbIIaYM PELIENTOB HA JIGKAPCTBEHHBIE MPENapathl, COJAepKaIie
Ha3HaYeHHe HAPKOTHUUECKUX CPEJCTB WIIM ICUXOTPOIHBIX BEIIECTB, B (hOpME JIEKTPOHHBIX JOKYMEHTOB,
npumensitorcs ¢ 1 saBaps 2019 r.

53) peuent Ha JieKAPCTBEHHbIH Npenapart - MEAULIUHCKUM JTOKYMEHT YCTaHOBIJIEHHOH (OpMBI,
CoJiep/Kalliii Ha3HA4YEHHE JIEKApCTBEHHOIO Ipernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEAMIIMHCKUM DPAOOTHUKOM B HENSIX OTIYCKa JIGKAPCTBEHHOTO INpernapara WM €ro HM3rOTOBJIEHUS U
OTITycka Ha OyMa)kHOM HOCHUTEJIE WJIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MpPEeCTaBUTeNs B (hopme
JIEKTPOHHOTO JJIOKYMEHTA, TMOJIMHCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOW KBaIM(UIIMPOBAHHON
HIIEKTPOHHOM TIOIMHMCH MEAULIUHCKOTO pabOTHUKA, JINOO JOKYMEHT YCTaHOBIECHHON (hOpMBI, COAEpIKaINMA
Ha3Ha4YeHHE JIEKapCTBEHHOTO IpernapaTa JUisi BETEpPUHAPHOTO MPUMEHEHHs, BBIJAHHBIN CIEHAINCTOM B
00J1acTH BETEpUHAPUH B IIENIAX OTIYCKA JICKAPCTBEHHOI'O Mperapara Wi €ro U3roTOBJIEHHS M OTIYCKa Ha
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OyMa)KHOM HOCHUTEJIE;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 54 usmenen ¢ 1 mapma 2023 2. - @edepanvusiii 3axkon om 30 oexaops 2021 2. N 463-D3

Cm. 6yoywyro pedakyuio
54) TpeOoBaHHe MeIMIIMHCKOI OPraHW3alii, BEeTEPUHAPHOW OPraHM3alMH - JOKYMEHT
YCTaHOBJICHHOH (hOPMBI, KOTOPBIH BBIMUCAH MEIUIUHCKAM PAOOTHHKOM HJIHM CIEHUATMCTOM B 00JIaCTH
BETCPHHAPUH, MMCIOIIMMH Ha 3TO IPaBO, M COJCPKUT B IHCHBMCHHOW (opMe yKa3aHUE anTeYHOM
OpraHu3alyK WM BETEPUHAPHOW alTCYHOW OpraHU3aluH 00 OTIIyCKE JICKAPCTBEHHOI'O IIperapaTa WK O
€ro M3rOTOBJICHUU U 00 OTITyCKe JUIs oOecriedueHus JedeOHOro Mmporecca B MEAUIIMHCKON OpraHu3aluy,
BETEPUHAPHON OpraHH3aIHH;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKOHA 0ONOIHeHa nyHkmom 35, ecmynarouum 6 cuny ¢ 1 urons 2015 a.

55) KoMIUIEKCHas OIlCHKa JICKQpCTBEHHOTO TMpermapara - OleHKa 3aperucTpUpPOBaHHOTO
JICKapCTBEHHOTO TIperapaTa, BKIIOYAOIas B ce0sl aHAM3 UHPOPMAIUU O CPABHUTEIBLHON KIMHHYECKOU
3¢ (GEKTUBHOCTH U 0E30IIACHOCTH JIEKAPCTBEHHOTO MperapaTa, OIEHKY SKOHOMHUYECKUX IMOCIIEICTBUI ero
PUMCHEHUS, U3YYCHHE JOTIOJTHUTEIBHBIX ITOCIICICTBUI IPUMEHEHUS JICKApCTBEHHOTO Tperapara B messaX
NPUHATHS PEIICHUH O BO3MOXHOCTH BKIIFOUCHHS JICKAPCTBEHHOTO Iperapara B IepeucHb >KU3HEHHO
HEOOXOJUMBIX M BAXHECUIIUX JICKAPCTBCHHBIX IPENapaToB, HOPMATHBHBIC IPABOBBIC AKThl W HWHBIC
JOKYMEHTBI, ONPEICISIONINE MOPAAOK OKa3aHHs MEIUIIMHCKOW IOMOIIM, MM HCKIIOUCHHS €ro W3
YKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMCHTOB;

Wupopmarus 06 H3MEHEHHSIX:

Cmamovs 4 oononanena nynkmom 56 ¢ 1 aunsapsa 2018 e. - Dedepanvrviii 3axkon om 28 dexabpsa 2017 a.
N 425-D3
56) cucreMa MOHMTOPUHIA [BUKEHHSI JIEKAPCTBEHHBIX MPeENapaToB Jisi MeTUIMHCKOTO

npuMeHeHus - QenepaibHas TOCYJapCTBEHHAs WH(GOPMAIMOHHAS CHCTEMa MOHHUTOPHHTA JBHUKCHHS
JICKapPCTBEHHBIX IMPEMapaToB JUIsl MEIUIIMHCKOTO TPUMEHEHUS OT TPOU3BOAMTENS JIO KOHEYHOTO
noTpeOuTenss C HUCHOIB30BAHWEM B OTHOIIEHUH JIEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DHUKAITHH.

TAPAHT:

CM. KoMMeHTapuu K cTaTthe 4 Hacrosero deaepanbHOro 3aKOHa

I'naBa 2. [ToiHOMo4us (peepajbHBIX OPTaHOB UCMOJHUTEIbHON BJIACTH, OPraHOB
HCIIOJIHUTEIbHO BJ1acTH cy0beKkToB Poccuiickoii ®egepanun npu odpameHuy JeKapcTBEHHbIX
CpeacTB

Cratba 5. TlonHoMouus ¢enepanbHBIX OPraHOB MCIIOJHUTEIBHOW BIIACTH MpH oOpallleHuu
JIEKapCTBEHHBIX CPEICTB
K nonHomouusiM  QenepaibHbIX OpPraHoB HCHOJHUTENBHOM BJIAacTH HpH  oOpalleHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmanust 00 N3MEHEHUSX:
Deodepanvnvim 3axkonom om 22 Oexabpa 2014 2. N 429-D3 ¢ nynkm [ cmamvu 5 nacmoswezo
DeodepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 8 npeovioyujeli peoaxkyuu
1) mpoBenenue B Poccuiickoii @Penepanuu eIWHOW TOCYIApCTBEHHOM MOJIUTUKA B OOJIACTH
oOecrnievyeHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxaan B Poccuiickoit @exneparui;

Wndopmarys 06 M3MEHEHUAX:
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Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosujezo
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
2) yTBepkIeHHWE OO0mmx dapMakonelHbx —cTaTei, (apMakolnelHbIX CcTaTed, H3JaHue
rOCyJIapCTBEHHOH (papMaKorien, Co3aHne 1 BeJIeHHEe peecTpa (papMaKoneiHbIX CTaHIAPTHRIX 00pa3IoB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 1 urons 2021 e. - @edepanvusiii 3akon om 11 utons 2021 2. N 170-D3

CMm. npedbloywyro pedaKyuio
3) ocymiectBieHue ¢eAeparbHOr0 roCyAapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe obOparmeHus
JICKapCTBEHHBIX CPE/ICTB;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 usmenen c 1 urons 2021 e. - @edepanvusiii 3akon om 11 urons 2021 2. N 170-D3

CMm. npedvloywyro peoaKyuio
4) TnUIEH3WPOBAaHHWE TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uYucie (enepabHbIi
TOCYJIApPCTBEHHBIN JIMIICH3UOHHBIH KOHTPOJb JESITCIBHOCTH O TPOHU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUOINIECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, WMEIOIIEro JIMIEH3WI0 Ha TPOM3BOJCTBO
JICKApCTBCHHBIX CPEJICTB, U (apMaIleBTHYCCKOW JEATSILHOCTH B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepanuu;
TAPAHT:

Cwm. [Tlonmoxenwe O JMIEH3UPOBAHUHM TIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHOE
nocranopiieHueM IIpaButensctBa P® ot 6 uronsg 2012 r. N 686

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpa 2014 2. N 429-d3 6 nynkm 5 cmamvu 5 Hacmosuezo
DedepanbHo2o 3aKOHA 8HECEeHbl UsMeHeHuUs, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeii peoaxkyuu
5) opraHM3anus 3KCIEPTU3bI JICKAPCTBEHHBIX CPEJICTB, ATHUECKOW JKCIIEPTH3bl BO3MOXKHOCTH
MPOBEJICHUS KIMHUYECKOTO MCCIIEA0BAHUS JICKAPCTBEHHOTO Tperapara Juisi MeIUITMHCKOTO MPUMEHEHYS,
OKCIIEPTH3bl  JIOKYMEHTOB, TMPEJICTaBICHHBIX I ONpPEJCNICHUS BO3MOXHOCTH  paccMaTpUBaTh
JICKapCTBEHHBIN TMpemapar Uisi MEAWIIMHCKOTO TPHMEHEHUS TIPU TOCYJapCTBEHHOW pPETUCTpAlUHA B
KauecTBe OpaHHOIO JEKAPCTBEHHOTO Mpernapara;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3axkonom om 22 dexabpa 2014 2. N 429-D3 cmamwvs 5 nacmosweco Dedepanvrozo
3aKona oononnena nynkmom 3.1, ecmynarowum 6 cuny ¢ 1 uronsa 2015 a.

5.1) opraHuzanusi NpPOBEACHMS] KOMIUIEKCHOM OIEHKM JIEKapCTBEHHOrO Ipenapara B LEJIX
NPUHATHS peIIeHUl O BO3MOXHOCTH BKJIFOUEHHS JIEKApCTBEHHOTO Ipernapara B IepeueHb >KU3HEHHO
HEOOXOJMMBIX M BaXXHEHUIIMX JIEKAPCTBEHHBIX IIpPENapaToB, HOPMATHBHbBIE IPABOBbIE AKThl U HUHbBIE
JIOKYMEHTBI, OIpEAENSIONUe IMOPSIOK OKa3aHUs MEIUIIMHCKOM NOMOIIM WJIM HUCKIIOYEHHUS €ro u3
yKa3aHHBIX [IEPEYHsl, aKTOB U JIOKYyMEHTOB;

6) BbI1aya pa3pelieHnil Ha MpoBeieHNne KIMHUYECKUX UCCIIEIOBaHUM JIEKApCTBEHHBIX MPENapaTos,
BEJICHUE PEeCTpa BBLAAHHBIX pa3pelIeHUi Ha MPOBEIEHUE KIMHUYECKHX HCCIIEAOBAHUM JIEKAPCTBEHHBIX
[IpenaparTos;

7) rocyaapcTBEHHAs PErucTpalus JIEKapCTBEHHBIX IpEenapaToB, BEAEHUE TIOCYAapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-®@3 nynkm 8 cmamovu 5 Hacmoswe2o
DedepanbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowetl ¢ cuny ¢ 1 aueaps 2016 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
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8) opranuzanus U (WIK) TPOBEICHUE WHCIICKTUPOBAHUS CYOBEKTOB OOpaIleHUs JEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE MpaBWIaM HaJUICKaANICH TaOOpPaTOpPHON MPAKTHKH, IpaBHUIaM HaJIexKalei
KJIMHUYECKOW MPaKTUKH, TpaBUJiaM HaJUIeKalled MPaKTHUKU XPAaHEHUS M TEPEeBO3KU JIEKaPCTBEHHBIX
IpernapaToB, MpaBUIaM HAJICKAIICH AUCTPUOBIOTOPCKOM MPAKTUKU, MpaBUIaM HaJJIeXkalleld anTeuHOu
MPAKTHKH;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Ooexabpsa 2014 2. N 429-D3 cmamovs 5 nacmosweco PedepaivHoco
3aKoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

8.1) opranuzauus u (WiM) IPOBEACHHE UHCIIEKTUPOBAHUS CYObEKTOB OOpallleHus JIEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHUSM IPABUII HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIIaua
3aKJIIOYEHUH O COOTBETCTBUU TPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHHUSIM  IPaBHUII
HaJyIeKaIel TPOU3BOACTBEHHON MPAKTUKH;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dekabpa 2014 2. N 429-D3 cmamwvsa 5 nacmosawezo DedepanvHo2o
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 uions 2015 e.

8.2) ycTaHOBIIEHHE TNOpsAKa BEIEHUS M BEJIEHUE TOCYJapCTBEHHOIO peecTpa 3aKJIIOYEHU o
COOTBETCTBUU  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEICTB TpeOOBaHHSAM MpaBUI  HaJJeKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 9 uzmenen c 7 urons 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3
CMm. npedbloywyro pedaKyuio

9) TrocymapCTBeHHass pETUCTpalus TMPENeNbHBIX OTIYCKHBIX I[I€H TMPOM3BOIUTENCH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B II€pEUCHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JICKapCTBEHHBIX IMPEIapaToB, W BEACHUE TOCY/IAPCTBEHHOIO peecTpa MPEeAeTbHBIX OTIYCKHBIX IICH
MPOU3BOUTENICH Ha JICKAPCTBEHHBIE MpenapaThl, BKIIOUEHHBIE B IEpeyucHb )KM3HEHHO HEOOXOAMMBIX U
BXHCHUININX JICKAPCTBECHHBIX MPENApaTOB;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 utons 2015 . N 241-D3 cmamoes 5 nacmosiweeo DedepaivHoco 3aKoHA
oononnena nyHkmom 9.1
9.1) cormacoBanue MPOEKTOB PEIICHU OPTaHOB MCIIOJTHUTEIBHON BIACTH CyOBeKkTOB Poccuiickoit
Oenepanii 00 yCTaHOBICHMM W (WJIM) W3MEHEHUHU TPEIENbHBIX Pa3MEpOB OINTOBBIX HAA0aBOK H
MpeACbHBIX PAa3MEPOB PO3HUYHBIX HAJ0ABOK K (PaKTHYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MIPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MPENAapaToOB, Ha JIEKAPCTBEHHBIE ITPENapaThl, BKIFOYEHHBIE B [1€PEUCHb
YKU3HEHHO HEOOXOIUMBIX U BaKHEUIIINX JICKAPCTBEHHBIX MTPENapaTos;

Wndopmarys 06 n3MEeHEHUAX:
Ilynkm 10 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
10) BbIAya, YCTaHOBJIIEHHE TMOpPAJKA BBIAAYM pa3pelleHHus Ha BBO3 KOHKPETHOH MapTHH
JIEKapCTBEHHOIO cpeacTBa B Pocculickyro denepanuio;

Wndopmarys 06 m3MEeHEHHUAX:
Ilynxkm 10.1 usmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 agzycma 2019 e. N 297-D3

CMm. npedvloywyro peoaKyuio
10.1) BbImaya, yCTaHOBIIGHUE TTOPsI/IKA BBIAAUU U (DOPMBI JOKYMEHTA, KOTOPBIN MOATBEPIKIAET, UTO
MPOU3BOACTBO JICKAPCTBEHHOTO TMpenapara i MEIMIMHCKOTO TPUMEHEHHUS OCYIIECTBIEHO B
COOTBETCTBUU C TpPEOOBAaHUSAMHU TIPAaBUI HAJISKAIIEH MPOU3BOJICTBEHHOW TMPAKTHUKUA WM YTO
JIEKapCTBEHHBIA TperapaTr jisi BETEPUHAPHOTO MPUMEHEHHS JOMyIIeH K oOpameHuto B Poccuiickoit
®denepalyiu, U MOAJIEKHUT MPEACTABICHHUIO IO TPEOOBAHUIO YIIOJTHOMOYEHHOTO OpPTaHa CTPaHbI, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN MpEIapar;
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'APAHT:

CM. AnMuHHMCTpaTUBHBIN periameHT PenepanabHOM CIy>KObI 10 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY

HAJ30py 10 NPEJOCTABIECHUIO TOCYJAapCTBEHHOM YCIyI'M IO BbIJA4€ JOKYMEHTa, KOTOpPBIH
MOJTBEPXKIAET, 4YTO JIEKAPCTBEHHBIM Mpemapar i BETEPUHAPHOIO IPUMEHEHUs JOMyIIEeH K
obpamenuto B Poccuiickoit ®@enepauuu, W TOJUICKHUT NPEACTABICHUIO MO  TPeOOBAHUIO
YIOJIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3MTCS JIEKApCTBEHHBIM Mpenapar, yTBEpKIEHHBIN
npukazom Poccenpxo3znanzopa ot 28 nexadbps 2020 r. N 1402

CM. AZIMUHUCTPATUBHBIA pEryIaMeHT Mo MpejncTaBieHnio Munnpomroprom Poccun rocynapcTBeHHOU
YCIIYTH TI0 BbIJIa4€ JIOKYMEHTA, KOTOPBIM MOATBEPIKIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOIO Mperapara
JUTSE METUIIMHCKOTO MMPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBUH C TPEOOBAHUSMU MPABWII HAJIJICIKAIICH
MIPOM3BOJICTBEHHON MPAKTUKH, U MOJICKUT MPECTABICHUIO IO TPeOOBAHUIO YIIOJHOMOUYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKAPCTBEHHBIN Ipemnapar, YTBEPXKIACHHBIM Ipukazom MuHIpomTOopra
Poccuu ot 31 nexadpst 2015 r. N 4369

Wndopmarius 06 n3MEHEHHSX:

DedepanvHvim 3axkonom om 13 wuwona 2015 2. N 241-@3 6 nynkm 10.2 cmamvu 5 nacmoswe2o
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
10.2) BbIIa4a, yCTAaHOBJICHHUE TOPSJIKA BbIAAYM M (OPMBI JTIOKYMEHTA, COJCPIKAIIETO CBEICHHS O
CTaIUsIX TEXHOJIOTUYECKOTO TIpoIecca IMPOU3BOACTBA JICKAPCTBEHHOTO CPEACTBA IS MEAUIUHCKOTO
NPUMEHEHHS, OCYIIECTBISIEMbIX Ha TEPPUTOpHH EBpa3uiickoro S5KOHOMUYECKOTO COH03a;
TAPAHT:

CM. AIMUHUCTPATUBHBIN periameHT Munnpomropra Poccuu mo mpenocTaBieHHIO FOCyAapCTBEHHON
yCIyTd MO BBIJAY€ JOKYMEHTA, COJIEPXKAIEro CBEIACHHS O CTaAMsIX TEXHOJOTHYECKOro Ipoliecca
MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEACTBA JIISI METUIIMHCKOTO TNPUMEHEHUS, OCYIIECTBISEMBIX Ha
Tepputopun EBpazuiickoro SKOHOMHUYECKOTO COI03a, YTBEPKACHHBIN npukazoM Munnpomropra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3ganue cOBETOB MO BOIIPOCAM, CBSI3aHHBIM C OOpaIICHUEM JICKAPCTBEHHBIX CPEJICTB;
12) arrecTanus u cepTU(UKAIUS CICIIHATUCTOB;
13) yrparun cuny;

Wndopmarys 06 n3MEeHEHHAX:
Cm. mexcm nynkma 13 cmamou 5

Deodepanvnvim 3akonom om 22 Oexabpa 2014 o. N 429-@3 nynkm 14 cmamou 5 Hacmoswezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowel 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 8 npeovioyujeli peoaxkyuu

14) ocymecTBienue hapmMakoHaI30pa;

15) yuactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) monmyueHue Mo 3ampocaMm YIMOJIHOMOUYEHHOTO (eepanbHOr0 OpraHa UCTIOJHUTEIBLHON BIAacTH
OT OpraHOB HCIIOJIHUTENIbHOW BIacTU CyOBbekTOB Poccuiickoit denepanuu, a Takke OT CYyOBEKTOB
oOpallleHusl JIGKApCTBEHHBIX CPEACTB MJII MEAMIMHCKOTO TMpUMEHEHUs HH(popMmanuu 1o BOMpocam
YCTaHOBJICHUS U IPUMEHEHUS 1I€H Ha JICKapCTBEHHBIE MperapaThl U HaI0AaBOK K HHUM;

17) npumeHeHue Mep OTBETCTBEHHOCTHM 3a HapylLIeHHWE 3aKOHOJAaTeNbCcTBAa Poccuiickoit
denepannu;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosaweeo Dedepanvrozo
3axona 0oonoanena nynkmom 18, ecmynarowum 6 cuny ¢ 1 uiona 2015 e.
18) yTBepkIeHue TMpaBWJI HaJuIekalled JabopaTOpHOM MpPaKTHKH, [paBWil HaJJIeKallen
KJIMHUYECKOH MPAKTUKM, [PAaBUI HaJUIeKalledl MpOU3BOJICTBEHHOM MNPaKTHKH, MPaBWI HaAJexXarien
NPaKTUKWA XpaHEHHs W TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPAaBHJI HA/UJISKAIIEH AUCTPHOBIOTOPCKON
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MPAaKTUKHU, IPABUJI HaJyIeXkallleld arnTeyHOW MPaKTUKU, MPpaBW HaJJIeKallel mpakTHKU (apMakoHaI30pa
JIEKAPCTBEHHBIX MPEMAPATOB JJIsI MEIUIIMHCKOTO TPUMEHEHUS;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3aKoHa oonoanena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 e.
19) ycranoBneHue mopsiaka (OPMUPOBAHUS PETUCTPAMMOHHOTO JIOChE HA JIGKAPCTBEHHBIM
npemnapar u TpeOOBaHUH K JOKYMEHTaM B €T0 COCTAaBE;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axkonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosweeo Dedepanvrozo
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
20) yTBepXkJIEHUE TPaBUII PAIlMOHAIBLHOTO BHIOOpAa HAMMEHOBAHUH JIGKAPCTBEHHBIX IpENapaToB
JUTSE METUITUHCKOTO TIPUMCHCHHSI,

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odekabps 2014 2. N 429-@3 cmamwvs 5 nacmoswezo DedepanbHoco
3aKkoHa oononuena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
21) yTBepKIeHHE TIepevHs] HANMEHOBAHHIA JIEKAPCTBEHHBIX (OPM;
22) yrpatun cuity ¢ 1 mapta 2020 r. - ©enepanbubiii 3akoH oT 27 aexadps 2019 r. N 475-03

Undopmarust 06 n3MEHEHHSX:
CMm. npedvloywyro pedakyuio

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamwvs 5 nacmosweeo DedepanivHoco
3aKoHa oononnena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
23) yTBepkJeHue TpeOOBaHUN K MHCTPYKIUHU MO MEAMIIMHCKOMY MPUMEHEHHUIO JIEKaPCTBEHHBIX
IpenapaToB U K MHCTPYKLUHU IO BETEPUHAPHOMY IIPUMEHEHUIO JICKAPCTBEHHBIX MIPEnapaTos;

Undopmarust 06 n3MEHEHHSX:
Ilynkm 24 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedakyuio

24) npuHATHE PEUICHUH, SABJISIONIMXCS OCHOBAHUSAMU JJI BKIIOUEHHUS JIOMEHHBIX MMEH U (WJIH)
yKazaTeneil cTpaHul] caliToB B HMH(OpMAIMOHHO-TEIEKOMMYHHMKAIMOHHON cetn "MHTepHeT", a Tarxke
CETEBBIX aJIPECOB B E€IMHYI0 aBTOMATU3MPOBAaHHYIO HMHQOpMalMOoHHYI0 cucreMy "Enunblii peectp
JIOMEHHBIX HMMEH, YKa3aresJed CTpaHull CalTOB B HMH(DOPMAIMOHHO-TEIEKOMMYHHKAIIMOHHON CeTH
"UnTepuer” u CETEBBIX aZpecoB, MTO3BOJISAIOIINX UIEHTU(PUIINPOBATH CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHON CEeTH "NuTepuer”, coJieprKaliye uH(pOpMaIHNIo,
pacrmipoctpanenue kKotopoil B Poccuiickoit denepanuu 3ampemieHo", B OTHOIICHUH WHQOPMAIINH,
coJiepKalleil NpeIoKEHUE O PO3HUYHOW TOProBJIE JIEKAPCTBEHHBIMU IIpeNaparaMy, B TOM YHCIE
JUCTAHIIMOHHBIM ~ CIIOCOOOM, pPO3HHMYHAs TOPIOBIS KOTOPHIMU OrpaHUYEHa WIM 3alpelieHa B
COOTBETCTBUM ¢ HacTosmuM DeepanbHbIM 3aKOHOM, M (WIIKM) UH(OPMAIMH, COJepKaleH MpeIokKEeHUE O
PO3HUYHOM TOPrOBJIE JIEKAPCTBEHHBIMU NpENapaTaMu, B TOM YHUCJE JUCTAHLIUOHHBIM CIIOCOOOM, JIMIIAMH,
HE MMEIOIMMH JIMIEH3UM U Pa3pelIeHHs] Ha OCYLIECTBIEHUE TAKOW NEATEIBHOCTH, €CIM IOIy4YEHHE
JMIEH3UU U pa3pellieHus IPeyCMOTPEHO 3aKOHOIaTEIbCTBOM 00 00pallleHUH JIEKAPCTBEHHBIX CPEJICTB;

Wndopmarys 06 m3MEeHEHHUAX:

Cmamows 5 oononnena nynkmom 25 ¢ 29 nosops 2019 e. - @eoepanvhuiii 3axon om 28 nosopa 2018 e. N
449-D3
25) BBIZIa4a pa3pelieHruid Ha BBOJ B TPAXKIAHCKHI 000POT MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX
MpernapaToB.
TAPAHT:

CM. KOMMEHTapuu K cTaTthe 5 Hacrosero deaepanbHOro 3aKOHa

Wudopmanust 00 N3MEHEHUSX:
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Deoepanvrvim 3akonom om 13 urona 2015 e. N 233-D3 nacmosawuii Pedepanvhulil 3aKOH OONOJIHEH
cmamuveti 5.1
TAPAHT:

[Tonoxenus cratbu 5.1 pacmpocTpaHsIOTCS HAa MOTHOMOYHS (eepaabHbIX OPraHOB MCIIOJHUTEILHON
BJIACTH, KOTOPbIE HE MEpelaHbl ISl OCYIIECTBICHHS OpraHaM rocy1apCTBEHHOM BIacTH cy0bekToB PD u
OpraHamM MECTHOT'O CaMOYITIPaBIICHHsI COOTBETCTBYIOIIUMU (e/lepaTbHBIMHA 3aKOHAMH

Cratbs 5.1. Ilepenaua ocymiecTBICHUSI MOJHOMOUYMN (eaepalbHBIX OPTraHOB HMCIOJHUTEIHLHOM
BJIACTH MpH OOpAIIeHUH JIEKAPCTBEHHBIX CPEICTB OpraHaM HCIHOJIHHUTEIBHON BIACTH
cyobekToB Poccuiickoit denepanun

[TomHOMOUMS (enepanbHbIX OPraHOB HCIIOJHUTENBFHOW BIIACTH MpPHU OOpAIICHUH JICKAPCTBEHHBIX

CpPEeACTB, MpeAyCMOTpeHHble HacrosuuM @DenepanbHbIM  3aKOHOM, MOTYT IIepeAaBaTbCsi  JIA
OCYILIECTBIICHHSI ~ OpraHaM  HCIOJHUTENbHOW  BiIacTh  cyObekToB  Poccuiickoir — denepanyu
nocranoBienusmu I[IpaBurensctBa Poccuiickoit @enepanuu B nopsiake, ycTaHOBIEHHOM DejepanibHbIM
3akOHOM OT 6 OKTs0ps 1999 roma N 184-®3 "OO6 oOmMX NPUHIMIIAX OPraHU3alMU 3aKOHOIATEIbHBIX
(mpencTaBUTENBHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYJApCTBEHHOH BiacTH cyOBbekToB Poccuiickoii
Oenepanun".

TAPAHT:

CMm. xommeHTapuu K ctatbe 5.1 HacTosnero denepanbHOro 3aKoHa

Crartb 6. [TomHOMOYMS OPraHOB UCIIOJHHUTEIBHOM BllacTh cyObekTa Poccuiickoit denepanuu npu

0oOpalleHuH JIeKapCTBEHHBIX CPEACTB

K mosHOMOUYMSM OpraHoB HCIIOJHUTEIBHON BiacTH cyObekra Poccuiickoit ®epepanuu mpu
O6paHI€HI/II/I JICKAPCTBCHHBIX CPEACTB OTHOCATCA:

1) pa3paboTka 1 peau3aiis peruoHaIbHBIX IPOrpaMM 00ECIICUCHHS HACEIICHUS JICKAPCTBCHHBIMU
nperapaTamu;

2) yCTaHOBJICHHE MPENIEIBbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK U MPEICIbHBIX Pa3MEPOB POSHUYHBIX
HaI[6aBOK K q)aKTI/I‘-IeCKI/IM OTIIYCKHBIM I1€HaM, YCTAHOBJICHHBIM IIPOU3BOJUTCIAMU JICKAPCTBCHHBIX
MpenapaToB, Ha JIEKAPCTBEHHBIC IpenapaThl, BKIIOUEHHBIE B TepeUYeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IIPENapaTos;

Wndopmarys 06 n3MEeHEHUAX:
Ilynkm 3 uzmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloywyro pedaKyuio

3) ocCyllecTBIE€HHE PETHOHATIBHOTO TOCYJApCTBEHHOTO KOHTPOJIA 3a INPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIE TIpenapaThl, BKIIOUEHHBIE B I€peUeHb >KU3HEHHO HEOOXOJUMBIX U BaKHEHIIMX
JIEKAapCTBEHHBIX TIPENapaTroB, OPTraHU3alUsIMH OMNTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEJICTBaMH,
anTeUYHbIMH OPTaHHU3AIUSAMHU, WHANBUAYAIbHBIMH MPEANPUHUMATENSAMH, HWMEIOIIMMHU JUIEH3UI0 Ha
(dapMareBTUUECKyl0 JIeITeIbHOCTh, MEIUIIMHCKUMH OpTaHH3alMsIMH, HWMCEIOIIMMH JIUIICH3UI0 Ha
dbapMalleBTUYECKYI0 J€ATeIbHOCTh, M WX O000COOJCHHBIMU TMOApA3ACTCHUSAMH (aMOYJIaTOPHIMH,
denpamepckuMu U HenpaIepCcKo-aKyepCKUME MTyHKTaMU, [IEHTpaMu (OTeIeHUsIMHU) 00111el BpaueOHOM
(ceMeifHOl) MPaKTUKH), PACTIONOKEHHBIMUA B CENbCKMX HACENECHHBIX MYyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3aIUH;

Wndopmarys 06 n3MEHEHUAX:

Cmamovs 6 dononnena nynkmom 4 c¢ 1 ameaps 2018 e. - @edepanvhuviti 3akon om 29 uiona 2017 e.
N 242-@3
TAPAHT:

[Tonoxxenus myHkTa 4 crateu 6 (B pegakiuu denepanbHoro 3akoHa oT 29 utons 2017 r. N 242-03) B
4acTH, Kacaroleics: (OpMHUPOBAHUS M BBIIAYM PEIENTOB HA JIEKAPCTBEHHBIC MpENaparhl, COACpKaIINe
Ha3HAaYeHHE HAPKOTHUECKUX CPECTB MM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIEKTPOHHBIX TOKYMEHTOB,

29.04.20222 Cuctema TAPAHT 17/140


http://internet.garant.ru/document/redirect/71127964/32
http://internet.garant.ru/document/redirect/71127964/36
http://internet.garant.ru/document/redirect/12117177/263071
http://internet.garant.ru/document/redirect/12117177/263071
http://internet.garant.ru/document/redirect/57344188/50100
http://internet.garant.ru/document/redirect/5756200/1111
http://internet.garant.ru/document/redirect/73355325/103
http://internet.garant.ru/document/redirect/77691574/603
http://internet.garant.ru/document/redirect/5756200/1111
http://internet.garant.ru/document/redirect/71732844/22
http://internet.garant.ru/document/redirect/71732844/22

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

npuMeHsroTes ¢ 1 aaBaps 2019 r.

4) npuHsATHE pelIeHuss 00 HCIOJB30BAHMU HA TeppuTopuu cyoObekTa Poccuiickoit deneparuu
Hapsy ¢ pelenTamMy Ha JIEKapCTBEHHbIE IpenapaThl, 0(pOpMIECHHBIMU Ha OyMa)XHOM HOCHTEIE, PELENTOB
Ha JICKapCTBEHHBIE MPENapaThl, CHOPMHUPOBAHHBIX B JOPME AIIEKTPOHHBIX JJOKYMEHTOB.

TAPAHT:

CM. kKoMMEHTapuu K cTarbe 6 HacTosero deaepanbHOro 3aKOHa

I'naBa 3. 'ocynapcTBennas ¢papmakonest

Cratbs 7. Pa3zpaboTka 1 n31aHue rocyJapCTBEHHOH (hapMaKoIieH, pa3MeIleHrne JaHHBIX O HeH
1. IMox rocymapcTBeHHOU (hapmakomeed MOHMMAETCS CBOJA OO0MMX (hapMaKONEWHBIX CTaTel H
(dbapMaKoIeHHbBIX CTATeH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexkabpsa 2014 o. N 429-d3 6 uacmv 2 cmamvu 7 Hacmosue2o
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHUs, ecmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
2. Pazpaborka oOmmx QapMakomnelHbIx craTel W (apMaKONEHHBIX CTaTeil, B TOM YHCIE
(dapMmakonelHpIx craTeidi Ha (apmakomneiHple CTaHIapTHBIE O0pasllbl, W BKJIIOYCHHE UX B
rOCYJApCTBEHHYIO (hapMaKoIer OCYHIECTBISIOTCS B TIOPS/IKE, YCTAaHOBJICHHOM YIOJIHOMOYECHHBIM
(denepanbHbIM OPraHOM HCIIOJIHUTEIILHOW BIIACTH.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexkabps 2014 o. N 429-d3 6 uacmv 3 cmamovu 7 Hacmoswe2o
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3. Pa3paboTka (apmakoneitHON cTaTbu Ha ped)epeHTHBIN JIeKapCTBEHHBIN TIpernapaT U BKIOYSHHE
€€ B TOCYJapCTBEHHYIO ()apMakoner0 B TEUEHUE CpOKa JEHCTBHS 3aIIMThl HCKJIOYMTEIBLHOIO IpaBa,
YJAOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JeKapCTBEHHBIN MpernapaT, OCYIIECTBISIOTCA C COTIAcHs
ero pa3paboTyuka.

4. TocymapctBeHHass QapMakomness H3JaeTcss YIOJHOMOYEHHBIM  (eiepalibHBIM — OpPTaHOM
UCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEJCTB (efepanibHOro OI0/PKETa U MOJUICKUT MEepEenu3JaHusIM He pexe
YyeM OJIMH pa3 B MATh JIET, B MEPUOJ MEXAY KOTOPBIMU HM3JAIOTCS TMPUIOKEHUS] K TOCYJapCTBEHHOMN
dapmakoriee, cojepxkamue oOmme (apmakoneitnpie ctathu W (WwiM) ¢dapMakonelHble CTaTbhH,
YTBEPKACHHBIE TIOCIE U3IaHUS WK MEePEen3IaHus TocyAapCTBEHHOM (papmakomnen.

5. YmonHOMOYeHHBIM (enepaabHbIii OpPraH HWCIOTHUTEIBHOW BIACTH pPa3MENIAeT JaHHBIE O
roCy/IapCTBEHHOW (hapMakoriee U MPUIOKEHHUIX K Hel Ha cBoeM o(ulinaibHOM caiite B cet "MHTepHer"
B YCTAaHOBJICHHOM MM TIOPSIJIKE.

TAPAHT:

CM. KOMMeHTapuu K cTaThe 7 HacTosero deaepanbHOro 3aKOHa

Wndopmarys 06 M3MEHEHUAX:

Haumenosanue usmenerno c 1 urona 2021 2. - @edepanvruiii 3axon om 11 urons 2021 2. N 170-D3
CMm. npedvloywyro pedaKyuio

I'naBa 4. JInnen3upoBanyne NPpON3BOACTBA JIEKAPCTBEHHBIX CPEICTB M (papManeBTHYECKO
AeSITeIbHOCTH, FOCYIAPCTBEHHbINH KOHTPOJIb (HaA30p) B cepe 00paleHusi JIEKAPCTBEHHBIX CPeACTB

Cratbs 8. .HI/II_ICH3I/IpOBaHI/Ie MNPONU3BOACTBA JICKAPCTBCHHBLIX CPEACTB U (papMaHeBTHQCCKOﬁ
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JeSITeIbHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKON JESITEIbHOCTH
OCYILECTBIISICTCS B COOTBETCTBUU C 3aKOHOaTeNbcTBOM Poccuiickoit denepanmu.

2. OOs3arenbHBIM YCIOBUEM MPEAOCTABICHMS JIMLIEH3UU Ha IPOM3BOJACTBO JIEKAPCTBEHHBIX
CPEACTB SIBISETCA NPUIIOKEHHE K 3asBJICHUIO COUCKATEJIA JIMLEH3UU MepeyHs JIEKapCTBEHHBIX (HopM U
(umu) BUIOB (apMaleBTUYECKUX CyOCTaHLMM, KOTOpbIE IPOM3BOAMTEIb JIEKAPCTBEHHBIX CPEACTB
HaMepeH MPOU3BOIUTh.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 3 usmenena c¢ 1 mapma 2022 2. - @edepanvruiii 3akon om 11 urona 2021 2. N 170-D3

CMm. npedvloywyro peoaKyuio
3. B ciydae HEOOXOAMMOCTH pacIIMpPeHHs TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (DOPM U BHUIOB (papMaleBTUUECKUX CYyOCTaHIMI MPOU3BOAUTENb JIEKAPCTBEHHBIX CPEIICTB
JOJDKCH MOJaTh B JIMIICH3UPYIONIMA OpraH 3asBIICHHE O BHECCHHHM W3MCHCHHU B PEECTp JUIICH3WN Ha
IIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

Undopmarust 06 n3MEHEHHSX:

Cmamows 8 donoanena uacmoto 4 ¢ 29 oexabpsa 2020 2. - Dedepanvuviii 3axon om 27 dekaops 2019 e. N
481-D3
4. JIunieH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKON CyOCTaHIIMM CIIHPTA
STHJIOBOTO (3TaHOJIa) BBIACTCS TPH YCIOBHUM HAIWYUS y OpPTraHW3aIllMM Ha TpaBe COOCTBEHHOCTH,
XO3SIUCTBEHHOT'O BEJICHUSI WJIM ONEPATUBHOIO YMPABJICHHS OCHOBHOTO TEXHOJIOTHYECKOTO 00OPYIOBaHUS
Il TPOW3BOJCTBA ATUJIOBOTO CHUPTA, 3apETHCTPUPOBAHHOIO B COOTBETCTBHM CO crartheil 14.1
OenepanbHoro 3akoHa OT 22 HosiOps 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryjIupOBaHUU
IIPOU3BOJCTBA U 000pOTa 3TUJIOBOIO CIHUPTA, AJKOTOJIBHOM W CHUPTOCOJEpKalled MNpoAyKUMH U 00
OTpaHHYEHUU MOTPeOIeHHs (PACTIUTHSA) AIKOTOIFHOM MPOTYKIUH'".
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 8 HacTosIIero q)ez[epanLHoro 3aKOHa

Wndopmarys 06 m3MEeHEHHUAX:

DeodepanvHuiti 3akon 0onoanern cmamoveti 8.1 ¢ 29 odexabpsa 2020 e. - Dedepanvhviii 3akon om 27
Ooexaops 2019 . N 481-D3
Cratbs  8.1. OcoOeHHOCTM  JUIIEH3UPOBAaHUS IPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPEICTB
(papmaneBTHUECKOIl CyOCTaHIIMK CIIMPTA STUIIOBOTO (3TaHOJIA)

1. [eiicTBHMe JMIEH3MM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX cpeacTB ((apmareBTHUECKON
CyOCTaHIIMM CHOUpTa STHWIOBOIO (9TaHONA) MPHOCTAHABIMBAECTCA B YacTU IpaBa Ha MPOM3BOJCTBO
(dapmalieBTUYECKON CyOCTaHIIMU CHMpPTa 3TUIIOBOrO (3TaHOJIA) JUUEH3UPYIOIIMM OpPraHOM B CIydasx,
onpeneneHHbIX cratbeii 20 ®denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUU
OTJIENbHBIX BHUJOB JAEATEIBHOCTU", a Takke Ha CpPOK NPHUOCTAHOBIEHHUS JCHCTBUS JMIIEH3UMM Ha
IPOM3BOJICTBO ATUJIOBOTO CHHMPTA Ul MPOU3BOJACTBA (hapMaleBTHUECKOW CYyOCTaHIIMM CIUPTa STHIOBOTO
(aTaHOJNa), BBIJAHHON B COOTBETCTBUU ¢ DejiepanbHbIM 3aKkoHOM OT 22 HOsi0ps 1995 roga N 171-93 "O
rOCYJJapCTBEHHOM pPEryJUpOBaHUM MPOMU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJIKOTOJBHOM U
CIUpPTOCOEpKaIIeH MPOIYKIIUN U 00 OrpaHUYEeHUHN TOTPeOaeHHS (PaCUTH) AIKOTOJILHOW MPOTyKIUH'".

2. JlelicTBMEe JHUIEH3MM Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKOM
CyOCTaHIIMM CHUpTa S3TUJIOBOTO (dTaHOJA) B YacTH IpaBa Ha MPOM3BOACTBO (apMaleBTUYECKOM
CyOCTaHIIMM CHUpTa STUIOBOTrO (3TaHOJA) NpPEKpallaeTcs JUIEH3UPYIOIUM OpraHoM B Cllyyasx,
onpeaeneHHbix cratbeii 20 @enepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHuU
OTJENBHBIX BUAOB JEATENBHOCTU", a TakXe C JaThl MpPEKpalleHUs WIM aHHYJIUPOBAaHUS JEUCTBUS
JUIEH3UU Ha MPOU3BOJCTBO ATHIJIOBOTO CIHUPTA IS MPOU3BOJCTBA (apMaleBTUYECKOW CyOCTaHIIUU
CIHMpTa ATUIIOBOTO (3TaHOJA), BBIIAHHOW B COOTBETCTBUU ¢ DejepasbHbIM 3aKOHOM OT 22 HOSOpS
1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIUPOBAHUH MPOU3BOJICTBA M 000pOTa ITUIIOBOTO CITUPTA,
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AJIKOTOJBHOM W CIUPTOCOJAEpKAlIed TMPOAYKIIMM W 00 OrpaHWYCHHH TOTpeONeHus (paciuTHs)
AIKOTOJIBHOM MpOoayKIuu".

Wndopmarius 06 n3MEHEHHSX:

Cmamows 9 usmenena c 1 uronsn 2021 a. - @edepanvuviii 3axon om 11 uronsn 2021 2. N 170-D3

CMm. npedvloyuyro pedakyuio

Cratbs 9. ['ocynapcTBeHHBIN KOHTPOIIb (HaI30p) B chepe oOpamieHust TIEKapCTBEHHBIX CPE/ICTB

1. TocynmapcTBeHHBI KOHTpoib (HaA30p) B cdepe oOpaiieHus JEKapCTBEHHBIX CPENICTB
OCYILIECTBIISICTCS TTOCPEACTBOM  (pellepalbHOTO TOCYIApCTBEHHOTO KOHTposia (Hamzopa) B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB U (heleparibHOro TOCyIapCTBEHHOIO JIMIIEH3HOHHOTO KOHTPOJIS
JEeSITeILHOCTH TI0 TPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB, OCYLIECTBISEMBIX (heAepalbHBIMU OpraHaMu
WCIIOJIHUTEJIbHON BIIACTH, YIIOJIHOMOYeHHbIMU [IpaBuTtensctBoM Poccuiickoit @enepannu.

2. TlpeameToM denepasbHOrO TOCYIapCTBEHHOTO KOHTposisi (Ham3opa) B chepe obOparieHHs
JICKaPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmroneHue 00sM3aTeNbHBIX TpeOOBaHUH B cepe oOpanicHHsl JIEKAPCTBEHHBIX CPEICTB, B TOM
qHClIe:

a) TpeOOBaHMH K JOKIMHUYECKHM MCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAHUSIM  JIGKAPCTBEHHBIX IMIPENapaToB, W3TOTOBICHUIO, XPAaHEHUIO, TMIEPEBO3KE, BBO3Yy B
Poccuiickyro ®enepauuio, OTIYCKYy, pealM3aluM, Neperadye, NPOJAKE JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaTroB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHUIO
IIPOU3BOJUTENISIMUA JIEKAPCTBEHHBIX IPENapaToB IIEH Ha JIEKApCTBEHHBbIE IpernapaThl, BKIIOYCHHBIE B
NepeyYeHb JKU3HEHHO HEOOXOAUMBIX U BKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

0) TpeOOBaHMII K COOTBETCTBUIO JICKAPCTBEHHBIX CPEACTB, HAXOAAIIMUXCA B OOpalleHHH,
MoKa3aTessiM KauecTBa, 2(GEeKTUBHOCTH U O€30MaCHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C HACTOSIIUM
®denepanbHbIM 3aKOHOM;

B) TpeboBaHU K COOJNIIO/IEHUIO CyOBEeKTaMu OOpalleHHs JEKaPCTBEHHBIX CPEICTB, YKa3aHHBIX B
gactu | crateu 67.1 Hacrosmero denepaJbHOrO 3aKOHA, OTPAHUYEHMM, HajgaraeMslx craTbsiMu 67.1 u
67.2 nacrosamero denepanbHOro 3aK0Ha;

2) coOmrofeHWe JUIEH3WOHHBIX TpeOOBaHMN K  OCYLIECTBIECHHIO  (papManeBTHUYECKON
JESATEIBHOCTH;

3) cobnoeHune TpeOOBaHUM K MTPEAOCTABICHUIO CYOBEKTaMH OOpaIeHHs JIEKapCTBEHHBIX CPEJICTB
UHPOPMALIUU O JIEKAPCTBEHHBIX CpeJCTBaX M (WIM) JIEKApCTBEHHBIX Ipernaparax, MpeayCMOTPEHHOU
cratbsimu 9.1, 52.1 u 64 Hacrosmero PeaepanbHOro 3aKOHa.

3. Ilpu ocymectBieHnH (eepalbHOrO I'OCyIapCTBEHHOIO KOHTpoJis (Haja3opa) B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEJCTB MPOBOAATCS CIEAYIOIIME BHABI KOHTPOJIBHBIX (HAJ30pHBIX)
MEPOINPUATHIA:

1) nokyMeHTapHas IpOBEPKa;

2) BbI€3IHAs IPOBEPKa;

3) BEIOOPOUYHBII KOHTPOJIb KaYeCTBa;

4) KOHTpOJbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIN BU3UT;

6) HaOmoJeHHe 3a COONIIOJIEHHEM O0S3aTeNIbHBIX TpeOOBaHUN (MOHUTOPUHI OE30MaCHOCTH)
(papmakxonaazop).

4. Opranusaius 1 ocyuecTBieHne (heaepabHOro rocyJapCTBEHHOTO KOHTpouIs (Hax3opa) B chepe
oOpareHusi JeKapCTBEHHBIX CPeNCTB perynupytorcs Denepanbubiv 3akoHoMm oT 31 wmroms 2020 roma
N 248-®3 "O rocynapcTBEHHOM KOHTpoOJI€ (HaA30pe) M MYHULUNAIBHOM KOHTpose B Poccuiickoit
®enepanun’.

5. BHeruiaHOBBII BBIOOPOYHBIM KOHTPOJIb KayecTBa MPOBOJUTCS B TOM YHMCIIE HAa OCHOBAHUHU
IPOrpaMMbI POBEPOK.

29.04.20222 Cuctema TAPAHT 20/140


http://internet.garant.ru/document/redirect/400889843/90010
http://internet.garant.ru/document/redirect/77308242/9
http://internet.garant.ru/document/redirect/401423374/1000
http://internet.garant.ru/document/redirect/74449814/20000

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

6. [InaHOBBIN BRIOOPOYHBIN KOHTPOJIh KA4€CTBA HE TTPOBOIUTCS.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJIS KadecTBa HAPSy C PELICHUSIMH, IPEAyCMOTPEHHBIMU
DdenepanbabiM 3akoHOM OT 31 mrons 2020 roma N 248-D3 "O rocynapCTBEHHOM KOHTposie (Haa3ope) u
MYHUIIUNIATBHOM KOHTpojdie B Poccuiickoit denepanmu”, denepaabHbIMH OpraHaMH HCIIOJHUTEIHHON
BJIACTHU, YIOJHOMOYEHHBIMH Ha OCYIIECTBJIEHHE BHIOOPOUYHOIO KOHTPOJSI KadecTBa, MPUHUMAIOTCS
CJIEYIOIINE PELLIEHUS:

1) o manpHeiileM TpakJaHCKOM O0OpOTE CEpUU, MAPTUU COOTBETCTBYIOUIETO JIEKAPCTBEHHOI'O
CPEJCTBA B Cily4ae MOATBEPKICHUS IO Pe3yJbTaTaM IPOBEJCHHBIX MCIBITAHUNH COOTBETCTBUS KadyecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBaAHUSM;

2) 00 M3BATHHM W3 TPAXKAAHCKOTO 00OpOTa CEpPHH, MAPTUU COOTBETCTBYIOLIETO JICKAPCTBEHHOTO
CpelacTBa B Clly4yae BBIABICHHMS IO pe3yjbTaTaM MPOBEICHHBIX HCIBITAHUNA HECOOTBETCTBUSI KAaueCTBA
JIEKapCTBEHHOTO CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHMSIM;

3) o mepeBone JIEKAPCTBEHHOTO CpPEJACTBAa HA IMOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJIh KauecTBa
JIEKapCTBEHHBIX CPEJICTB B Cllydyae IOBTOPHOI'O BBISBIEHUS HECOOTBETCTBUS KAauecTBa JIEKAPCTBEHHOI'O
CPEICTBAa YCTAHOBJICHHBIM TpeOOBaHMUSIM M (IIPU HEOOXOJUMOCTH) O IMPOBEPKE CyOBEKTa OOpalieHHs
JIEKapCTBEHHBIX CpeACTB. Pacxo/bl, CBA3aHHbBIE C MPOBEAECHUEM IOCEPUHHOr0 BBIOOPOYHOIO KOHTPOJIS,
OIIAYMBAIOTCS TMPOU3BOJUTEIEM JIEKQPCTBEHHOTO CpeAcTBa JHUOO Jep)KaTelieM WK BiaJelbleM
PEruCTpaliOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOT'O Mpernapara.

8. denepasibHbIA TOCYIAPCTBEHHBIN JIMLIEH3UOHHBI KOHTPOJIb ACSATENBHOCTU MO MPOU3BOJCTBY
JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUM C 3aKOHOJATENILCTBOM Poccuiickon
®enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HacTosIIero q)ez[epanLHoro 3aKOHa

Undopmarus 06 n3MEHEHHSX:

I'nasa 4 oononnena cmamvei 9.1 ¢ 1 uwna 2021 2. - @edepanvhwviii 3akon om 11 uona 2021 . N
170-D3

Cratbs 9.1. [Iporpamma npoBepox

1. B wmensx opraHuzaiuu BbIOOPOYHOIO KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPENCTB
dopmupyeTcs mporpamma MpoBepoK.

2. [ns ueneil peanu3aliy HpOTrpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEJCTB U
OpraHM3aly, OCYILIECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®@exnepanuio,
IPEIOCTaBIsAIOT B OTHOIIEHWM JIEKAPCTBEHHBIX CPEACTB JUIsI MEIUIUHCKOTO TPUMEHEHHS B
YIOJHOMOYEHHBIH (eaepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, OCYLIECTBISIOMMNA (YHKIHMH IO
KOHTPOJIIO M Haj30py B cdepe 3apaBOOXpAaHEHUS, B OTHOLIEHUHM JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO TPUMEHEHHUS B YIOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENBHON BIIACTH,
OCYIIECTBISIOMUN (PYHKITUU TI0O KOHTPOJIIO M HAJ30py B chepe oOpaleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHUS, CBEIEHUS O CEPUAX, MAPTUAX JIEKAPCTBEHHBIX CPEACTB, MOCTYNANOIUX B
rpaxkaanckuii obopor B Poccuiickoin deneparuu, B MOpsIKe, COCTaBe U O0BEME, YCTAHOBIICHHBIX
yKa3aHHBIMH (eiepalbHBIMH OpraHaMH HCIIOJHUTENBHON BIACTH B OTHOIIEHUU JIEKAPCTBEHHBIX CPE/ICTB
JUISL MEIUIIMHCKOTO MPUMEHEHHs] U B OTHOIIEHWH JIEKAPCTBEHHBIX CPEACTB [UIsl BETEPUHAPHOTO
IIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢opMHpyeTcs Ha KaleHAapHbI rom B cpok g0 30 nexalpsi roxa,
HPEIIECTBYIOUIETO TOAY MPOBEIEHHs BHIOOPOUYHOTO KOHTPOJIS.

4. B ciywyae HacTyIUIeHMS COOBITHH, yKa3aHHBIX B mojnyHkrtax "0" m "B" mynkra 2 uvactu 6
HacTosIeH cTaThH, (hefepaJbHBIM OPTaHOM HCIOJHUTENBHOM BIACTH, OCYIIECTBIISIOIIUM (YHKLUHU T10
KOHTPOJIIO M HaA30py B cdepe 3/ApaBoOXpaHeHus, (eaepaabHbIM OpPraHOM HCIIOIHUTEIBHOW BIIACTH,
OCYILECTBIISIOUIMM (YHKIIMH 0 KOHTPOJIIO ¥ HAA30pY B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS, IPU HEOOXOAUMOCTH BHOCSITCSI COOTBETCTBYIOLIME U3MEHEHUS B IPOrpaMMy
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IIPOBEPOK.

5. B mporpammy NmpoBepOK MOTYT BKJIFOYAThCS MEPOIPHITHS C YYETOM HApyIICHHH, BhISBICHHbBIX
B PaMKax KOHTPOJIbHBIX (Ha/30pPHBIX) MEPOIPUATHUI 3a NpeIbl Iy KaJeHJapHbIi roj.

6. IIporpamMma poBEpOK COACPIKHUT:

1) nepedeHp JeKapCTBEHHBIX CPEACTB, OTOOP 00Pa3L0B KOTOPHIX OYJET OCYLIECTBISTHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMHUPYEMBIN C yUETOM PE3yJIbTaTOB rOCYAapCTBEHHOTO KOHTPOJIA (Ha/A30pa) B
cdepe oOpalleHHs JIEKAPCTBEHHBIX CPEACTB 3a KaJECHAAPHBIN 'O, MPEALIECTBYIOMUI IOy MPOBEIECHUS
BbIOOPOYHOIO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIUIEHHME KOTOPOIO SIBJISETCS OCHOBAaHMEM JJIsl OCYLIECTBICHUS
BbIOOPOYHOI'O KOHTPOJIS:

a) NOJy4YEeHUE CBEICHMH, MPEJCTABIAEMBbIX B COCTaBE M 00BbEME, YCTAHOBIEHHBIX (heaepabHbIM
OpPraHOM HCIIOJIHUTENBHON BIACTH, OCYIIECTBIAIOMUM (YHKIMHU IO KOHTPOJIO W Haa3opy B cdepe
3paBOOXpAaHEHUs, (ellepalbHbIM OPraHOM HCIOJIHUTENBHOM BJIACTH, OCYILECTBISIOIUM (QYHKIUH IO
KOHTPOJIIO M HaA30py B cdepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB sl BETEPHHAPHOTO MPUMEHEHUS, O
cepusiX, MapTHUAX JIEKapCTBEHHBIX CPEJCTB, INOCTYMAIOUIMX B TpakIaHCKU 00opoT B Poccuiickoit
Qdenepanuy, YKa3aHHBIX B IIyHKTe | HACTOSIIEH YacTH, OpraHW3alMsMH, OCYIIECTBISIONIMMHA
IPOM3BOJICTBO JIEKAPCTBEHHBIX cpelncTB B Poccuiickoit denepanuu 1 BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepannio;

0) moy4eHue MoCTyNnaLei B MOpsIKe, yCTaHOBIEHHOM cTaTheil 64 Hactosero denepanbHOro
3aKOHa, WHPOPMALUU O TMOOOYHBIX JIEHCTBHSX, HEXKEIATEIbHBIX PEaKIHUsIX, CEPhE3HBIX HEKEIAaTeIbHbBIX
pEaKLMAX, HeNPEeIBUCHHBIX HEXeNaTeJIbHbIX PEaKLUAX IpU MPUMEHEHHH JIEKapCTBEHHBIX IPEnapaTos,
00 WHAVWBUIYAIbHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTUBHOCTH JIEKAPCTBEHHBIX IpENapaToB, a
Takxke 00 MHBIX (PaKTax M OOCTOATENBCTBAX, NPEACTABISIOIIUX YIPO3Yy JKU3HU WM 3/I0POBBIO YEJIOBEKa
a100 >KMBOTHOTO TPH NPUMEHEHHWU JIEKAPCTBEHHBIX IIPENapaToB M BBIABICHHBIX HAa BCEX JTamax
oOpaleHus JIeKapCTBEHHBIX NpenapaTtoB B Poccuiickoit denepanyu u Apyrux rocy1apcrpax;

B) mojyuyeHue B coorBeTcTBUU ¢ DenepanbHbiM 3akoHoM oT 31 uronst 2020 rona N 248-03 "O
roCyJJapCTBEHHOM KOHTpoJie (Haa30pe) M MyHHMLIMIAIbHOM KoHTposie B Poccuiickoit ®enepauun"
CBEICHUI O NMPUYMHEHWH Bpena Wiu o0 yrpo3e NpUYMHEHUS Bpena >KU3HHU, 3[0POBBIO TPaKIaH WU
KHUBOTHBIX.

Wndopmarys 06 m3MEeHEHHAX:

I'nasa 4 oononnena cmamveu 9.2 ¢ 1 uwna 2021 2. - @edepanvusiii 3akon om 11 uwona 2021 2. N
170-D3

Cratbsa 9.2. ['ocynapcTBeHHBIH KOHTPOJb (HaA30p) 3a peaiau3anueil opraHaMu MCIIOJIHUTEIbHON

BiIacTH cyObekToB Poccuiickoit @enepanuu mnoiaHoMounii B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB U1l MEAULMHCKOIO IPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTpOJIb (HAJI30p) 3a peanu3alyeil opraHaMu MCIOJHHUTEIbHON BIACTH
cyobekToB Poccuiickoit @enepanuu moaHOMOYMi B cdepe oOpallleHusl JEeKapCTBEHHBIX CPENCTB IS
MEIULUHCKOTO IIPUMEHEHUs OCYLIECTBIISICTCS  yNOJHOMOYEHHBIM IIpaButenscrtBom  Pocculiickoit
®denepanyiv OPraHOM HUCIIOTHUTEIBHON BIIACTH.

2. IlpenMeTroM TOCYAapCTBEHHOIO KOHTpois (Haja3opa) 3a peaidu3aluMeld  opraHamu
UCIIOJTHUTENbHON BnacTu cyOwbekToB Poccuiickoit ®enepanuu mnonHomMouudt B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB JJISi MEIUIIMHCKOIO NPUMEHEHUS SIBIISETCS COONIOEHUE YHOJIHOMOYEHHBIMU
OpraHaMM HCIIOJTHUTENbHOM BiacTu cyOobekToB Poccuiickoit ®enepanuui METOIMKHU YCTAHOBJIECHUS
IpeJeNbHBIX Pa3MEpPOB OINTOBBIX HAI0aBOK M MpPEACNbHBIX pa3MEpoB PO3HUYHBIX HAA0aBOK K
(aKkTUYEeCKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOIUTENSIMU JIEKApCTBEHHBIX IpernapaToB, Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHBIE B TMEPEYeHb MKU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX
JIEKAPCTBEHHBIX MPENAPATOB.

3. Ilpu ocyIiecTBIEHUH TOCYJapCTBEHHOTO KOHTPOJS (HaA30pa) 3a peanu3alieidl opraHamu
UCIIOJTHUTENbHOM BnacTu cyOwekToB Poccuiickoit ®enepanuu mnonHomMouudt B chepe oOparieHus
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JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOIO MPUMEHEHHUSI IPOBOAATCS CIEIYIOIINE BUIBI MEPOIIPUATUI:

1) noKyMeHTapHbIE IPOBEPKH;

2) BbIe3AHBIC TPOBEPKHU.

4. Opranumzanuss U OCYIIECTBICHHE TOCYJapCTBEHHOIO KOHTPOJs (HaA30pa) 3a peanu3aiueit
opraHaMy HCIIOJIHUTEIIbHOW BJacTu cyObekToB Poccuiickoit ®enepanuu MmoaHoMouud B cdepe
oOpareHusi JIGKapCTBEHHBIX CPEICTB I MEAUIMHCKOrO MPUMEHEHUsl peryiupyrorcs DejepaibHbIM
3aK0HOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOIATECIIbHBIX
(mpeAcTaBUTENbHBIX) U HCIIOJIHUTENBHBIX OPraHOB TOCYJapCTBEHHOHM BiacTH cyOBbekToB Poccuiickoii
®enepanun’.

5. [llonoxenue o0 TOCYHAapCTBEHHOM KOHTpojie (Haa30pe) 3a peaiu3anueld OpraHamu
WCITOJTHUTEIIbHOH BJacTH CcyOBekToB Poccuiickoii ®Denepanuu MOTHOMOYMH B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB I MEAULMHCKOro IIpuMeHeHus yrBepkaaercs lIpaBurenscrBom Poccuiickoit
denepanuu.

Wuopmarus 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamveu 9.3 ¢ 1 urwna 2021 2. - @edepanvusviii 3akon om 11 uwona 2021 2. N
170-d3

Crarbsa 9.3. PermoHaJIbHBIA TOCYIapCTBEHHBIM KOHTPOJIb (HAA30p) 3a MPUMEHEHHEM IIeH Ha

JIeKapCTBEHHbIE IIpenapaTrhl, BKIIOUEHHBbIE B MEPEUYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IPENapaToB

1. PerroHasibHbli rocy1apcTBEHHBIH KOHTPOJIb (Ha30p) 32 IPUMEHEHUEM LIEH Ha JICKapCTBEHHbIE
Ipenaparsl, BKJIIOUEHHBIE B IIEPEYEHb HKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
[penapaToB, OCYIIECTBIISIETCS OPraHOM MCIIOJIHUTENbHOW BiacTu cyObekTa Poccuiickoit ®enepanuu,
YIOJHOMOYEHHBIM BBICIIMM HCIIOJHUTEIBHBIM OPraHOM I'OCY/JapCTBEHHON BiacTu cyObekTa Poccuiickoit
®enepanuu.

2. IlpenmMeToM perMoHalbHOIO rocyJapCTBEHHOIO KOHTPOJIA (HaA30pa) 3a NPUMEHEHUEM LIeH Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOUEHHbIE B MEPEYEeHb MKU3HEHHO HEOOXOIUMBIX M BaKHEHIIUX
JEKapCTBEHHBIX  IIPENaparoB,  SBISAETCS  COOJIOJEHUE  OpraHM3alUs MU  ONTOBOH  TOPrOBIHU
JIEKaPCTBEHHBIMHU CPEJICTBAMHU, allTEYHBIMU OpPraHU3alUsAMHU, WHIAUBUAYAJIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIMMH  JIMIEH3UI0 Ha (apMaleBTHUECKYI0 JAESTeIbHOCTh, MEAWLIMHCKUMH OpraHU3alusMHu,
UMEIOIMMH JIMIEH3UIO Ha (PapMalleBTHUECKYIO JEATENbHOCTh, U UX 000COOJIEHHBIMU MO/Ipa3/eIeHUIMHU
(amOynaTopusiMu, penpamepckuMu U GenbaIepcKo-aKyIlIepCKUMU yHKTaMH, LHEHTPaMHU (OTAEIEHUSIMU)
oOmielt BpaueOHON (ceMEHOM) MpPaKTHUKM), PACIONIOKEHHBIMH B CEIIbCKMX HACEJIEHHBIX IyHKTaX, B
KOTOpPBIX OTCYTCTBYIOT alT€YHble OpraHu3alMM, MpU pealu3alud JEeKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHUIO IIeH, YPOBEHb KOTOPHIX HE JIOJUKEH NpPEeBBIIATh CyMMYy (akTHUECKOH
OTIYCKHOM 1I€HbI, YCTAQHOBJICHHOH IPOWU3BOJIUTENIEM JIEKAPCTBEHHBIX IpenaparoB, M KOTOpbIE HeE
IPEBBILIAIOT 3aPETUCTPUPOBAHHBIX MPEEIbHBIX OTIYCKHBIX LI€H, U pa3MEpOB ONTOBBIX HaJ10ABOK U (MJIN)
pa3MepoB PO3HUYHBIX HAJI0aBOK, HE IMPEBBIIIAIONINX COOTBETCTBEHHO PAa3MEPOB IMpPENEIbHBIX ONTOBBIX
Ha/10aBOK U (WJIK) pa3MepoB MpeAeIbHBIX POSHUYHBIX Ha/10aBOK, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoi
®denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOIO TOCYIAapCTBEHHOIO KOHTpoJd (Haa3opa) 3a
IPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpernapaThl, BKIOYEHHbIE B IEPEUYECHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHMILINX JIEKAPCTBEHHBIX IPENapaToB, peryiaupytorcs denepansueiv 3akoHom oT 31 uronst 2020 roga
N 248-®3 "O rocynapcTBEHHOM KOHTposie (Haa30pe) M MYHULHMIAIBHOM KOHTposie B Poccuiickoit
Oepepauun".

4. TlonoxeHne 0 perMoHaJIbLHOM IOCYAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MpUMEHEHUEM IIeH Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUYEHHBIE B TMEPEUYeHb >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPXKAAETCS BBHICIIUM HCIIOIHUTEIbHBIM OpPraHOM TOCYJapCTBEHHOMN
BiacTH cyowsekra Poccuiickoit denepanyu.
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Wndopmarius 06 H3MEHEHHSX:

I'nasa 4 oononnena cmamveu 9.4 ¢ 1 uwna 2021 2. - @edepanvusviii 3akon om 11 uwonsa 2021 e. N
170-D3

Crarba 9.4. ®DepepalibHbIl TOCYIAPCTBEHHBIA JIMIICH3UOHHBIM KOHTPOJIb JEATCIBHOCTH 10

IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB

1. denepanbHbli TOCYAAPCTBEHHBIA JUIEH3UOHHBIA KOHTPOJIb JAEATEILHOCTU IO MPOU3BOICTBY
JICKApCTBEHHBIX CPEICTB OCYIIECTBISETCS (PelepalbHBIMH OpPraHaMH HCIIOJHUTEIBHOH BIACTH,
ynoiaHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. ®enepanbHbli rOCYJAPCTBEHHBIM JIMLIEH3UOHHBIA KOHTPOJIb JAEATEIbHOCTU IO IPOU3BOICTBY
JIEKapPCTBEHHBIX CPEJCTB OCYIIECTBISAETCA B cOOTBeTcTBUU ¢ DesepanbHbiM 3akoHoM oT 4 mas 2011 rona
N 99-®3 "O nuueH3upoBaHUM OTAEIbHBIX BUJIOB AedrenbHocTU" U DenepanbHeiM 3aKkoHOM OT 31 Hrond
2020 roma N 248-®3 "O rocymapCTBEHHOM KOHTpoje (HAA30pe) W MYHHUIMIAIBLHOM KOHTPOJIE B
Poccuiickoit ®enepanun". B pamkax denepanbHOr0 TOCYJapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
NESATENIbHOCTH TI0 TMPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIbHBIE (HAA30pHbBIE)
MEPONPUITHUSI HE MPOBOIATCS, HPU STOM IPOBOJUTCS NEPUOAMYECKOE MOATBEPKICHUE COOTBETCTBUS
JUICH3UATOB JIMIIEH3MOHHBIM TpeOOBaHUSM B COOTBETCTBUU ¢ DenepalbHbIM 3aKOHOM OT 4 Mas
2011 roga N 99-@3 "O nuueH3upOoBaHUM OTAEIbHBIX BUIOB ACSITEILHOCTH" .

I'naBa 5. Pa3pa®oTka, 10KJIMHUYECKHE UCCIIe0BAHNS JIEKAPCTBEHHBIX CPEACTB, a TAKKe
KJIMHHYECKHEe UCCIeJ0BAHNS JIEKAPCTBEHHBIX NPENapaToB AJI BeTEePUHAPHOIO0 NPUMEeHEeHUs

Cratbs 10. Pa3paboTka JIeKapCTBEHHBIX CPEACTB

1. Pa3paboTka JEKapCTBEHHBIX CPEICTB BKIIOYAaeT B CceOs MOMCK HOBBIX (hapMaKOIOTHIECKU
AaKTUBHBIX BEIIECTB, IMOCIEAYIOLIEe W3YYCHHE UX JICKAPCTBEHHBIX CBOWMCTB, JIOKIMHUYECKHE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJOTWH TMPOU3BOACTBA (hapMalleBTHYECKHX CYyOCTaHIMA, pa3paboTKy
COCTaBOB U TEXHOJIOTUN ITPOM3BO/ICTBA JIEKAPCTBEHHBIX MPENApaTOB.

2. @uHaHCcOBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS 3a CUET:

1) cpencTB ¢enepanbHOTroO OOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CpEICTB IIPOU3BOIUTENIEN JIeKapCTBEHHBIX CpeICTB npu BBITIOJTHEHUH
HAy4YHO-HCCIIEIOBATENIbCKUX PabOT MO JOTOBOPY MEXIy pa3pabOTUMKOM JIEKapCTBEHHBIX CPEICTB U
IIPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPEJCTB;

4) MHBIX HE 3aIPENICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

3. IlpaBa  pazpaboTumka  JIEKQpCTBEHHOTO  CPEJICTBA  OXPAHAIOTCA  TPAKIAHCKUM
3aKOHO/ATEIbCTBOM.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 10 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Cratbs 11. I[OKJ'II/IHI/I‘IGCKOC HCCJIICAOBAHUC JICKAPCTBCHHOI'O CpeACTBa JII MCIAUIHUHCKOI'O
MMPUMCHCHUA
1. HOK.HI/IHI/I‘—IGCKOQ HCCIICAOBAHUC JICKAPCTBCHHOI'O CpCACTBa JII MCAUIMUHCKOTO IPUMCHCHHA
MMPOBOAUTCA MIYTEM TMPUMCHCHHA HAYUYHBIX MCTOAOB OIICHOK B MNEIAX IOJYYCHUSA JOKa3aTCIbCTB
66301’[3.CHOCTI/I, KadeCTBa U B(I)(bCKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 22 oexabps 2014 e. N 429-D3 6 uacmv 2 cmamvu 11 nacmoswezo
DedepanbHoeo 3aKOHA BHECeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu
2. JIOKJIMHUYECKOE HCCIEeIOBAHUE JIEKAPCTBEHHOTO CPEACTBA JUIsl MEIUIIMHCKOTO MPUMEHEHUS

29.04.20222 Cuctema TAPAHT 24/140


http://internet.garant.ru/document/redirect/400889843/90011
http://internet.garant.ru/document/redirect/12185475/19
http://internet.garant.ru/document/redirect/74449814/0
http://internet.garant.ru/document/redirect/10164072/40070
http://internet.garant.ru/document/redirect/10164072/40070
http://internet.garant.ru/document/redirect/70826338/151
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/112

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

IPOBOAMUTCS B COOTBETCTBUHU C MpaBUIaMH HaAJexaleil 1a00opaTOpHON MpakTHKH, YTBEPKIACHHBIMHU
YIOJTHOMOYEHHBIM (heiepabHBIM OPTaHOM UCTIOJTHUTEIBHOM BIACTH.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim sakonom om 2 uwas 2013 2. N 185-D3 6 wacme 3 cmamwvu 11 nHacmoswezo
DedepanbHoeo 3aKOHA BHECEeHbL UBMeHeHUs, ecmynaiowue 6 cuty ¢ 1 cenmsaops 2013 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3. JIns opraHu3alyy U TPOBEACHUS JOKIMHUYECKOTO HCCIEeIOBAaHMS JICKAPCTBEHHOTO CPEICTBA
JUIE  MEIUIUHCKOTO TIPUMEHEHHUs pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHUBIICKATH
HAYYHO-HMCCIIEIOBATEIbCKUE OpraHu3alui, 00pa30BaTeNIbHbIE OpTraHU3allMM BBICIIETO OOpa30BaHMUA,
UMCIOIIME HEOOXOJUMYI0 MaTepHaIbHO-TEXHHUUYECKYI 0a3y M KBAIM(UIIUPOBAHHBIX CIEIHATIHCTOB B
COOTBETCTBYIOIICH 00JaCTH UCCIIEIOBAHMUS.

4. JIOKIMHHYECKOE WCCIEIOBAaHHE JICKAPCTBEHHOTO CPEICTBA UISI MEAMIIMHCKOTO IMPHUMEHCHHSI
MPOBOAMTCS 10 YTBEPKACHHOMY pPa3paOOTUMKOM JIGKAPCTBEHHOTO CpPEACTBA IUIAHY C BEICHUEM
NPOTOKOJIA 3TOTO WCCIECIOBAHHUS W COCTAaBICHHEM OTYETa, B KOTOPOM COJEPIKATCS Pe3yJbTaThl TOTO
UCCIICIOBAaHMS U 3aKIIIOYCHHE O BO3MOXXHOCTH MPOBEACHUS KIMHUYECKOTO UCCIIEIOBAHHS JICKAPCTBEHHOTO
npenapara Jyisi MEJUIUHCKOTO IPUMEHECHHUS.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 5 cmamou 11 nacmosweeco
DedepanbHo20o 3aKOHA 8HECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

5. IlpoBeaeHue mpPOBEPOK COOIIOACHUS TPABWII HAJJIeKalled JabOpaTOPHONW NPAKTUKH H
MPAaBOBBIX HOPM HCMOJB30BAHUS KUBOTHBIX MPH MPOBEACHUM JIOKIMHHUYECKUX HCCIETOBAHHM
JICKAPCTBEHHBIX  CPEJCTB Il MEAMIIMHCKOTO TPUMEHEHUSI OCYIIECTBIISIETCS  YIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTENBHOM BIIACTH.

6. Pe3ynbTaThl JNOKIMHUYECKOIO HCCIIEIOBAHUS JIEKAPCTBEHHOIO CpEeACTBa JUIsl MEIULHUHCKOIO
NPUMEHEHUS MOTYT OBITh MPEJCTAaBJICHbI B YIOJHOMOYEHHBIH (penepanbHblii OpraH HCHOIHUTEIbHOU
BJIACTH B YCTAHOBJICHHOM IOPSIIKE B LEJSAX TOCYIapPCTBEHHON PEruCTpaIy JEKapCTBEHHOTO Mpenapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 11 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Crarba 12, JIOKIMHMYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOI'O CPEICTBA M KIMHUYECKOE
UCCJIEIOBaHKE JIEKaPCTBEHHOT'O IIperapara /il BETEpUHAPHOTO PUMEHEHUS

1. JIOKIMHUYECKOE MCCIEIOBAHNUE JIEKAPCTBEHHOIO CPEACTBA JII BETEPUHAPHOTO IPUMEHEHHUS
IPOBOAMUTCA IIyT€M IPUMEHEHMs] HAy4yHBIX METOJIOB OIEHOK B IENAX IOJyYeHHUs JI0Ka3aTelbCTB
0€30MacHOCTH, KayecTBa U Y(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, B TOM UYHUCIIE OMpPEENICHUs CPOKa
€ro BBIBEJICHMS M3 OpraHu3Ma *XKMBOTHOTO, B LEJIX oOecredeHus: 0e30MacHOCTU MPOIYKIUN KUBOTHOTO
IIPOUCXOXKICHUS NTOCIIE IPUMEHEHUS COOTBETCTBYIOILETO JIEKAPCTBEHHOTO IIperapara.

2. JIOKJIMHMYECKOE MCCIEJOBAHUE JIEKApPCTBEHHOTO CpPEACTBA M KIMHUYECKOE HCCIEeI0BaHUE
JIEKapCTBEHHOTO TIpernapara il BETEepUHAPHOIO MNPUMEHEHHs, HCCIIeJ0BaHNe OMOIKBHUBAIEHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOT'O IpernapaTa MPOBOJATCS B COOTBETCTBUU C IIpaBUIIaMU, YTBEP>KICHHBIMU
YIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

TAPAHT:

CM. Meroanueckue ykazanusi "IIpoBeseHne KaueCTBEHHBIX MCCIEOBAaHUN OHMOIKBUBAJICHTHOCTH
JIEKapCTBEHHBIX CPeACTB", yTBEepKaAeHHbIe Mun3apascoipa3sutus Poccuu ot 30 aBrycra 2004 r.

3. JloknIMHHMYECKOE HCCIENOBAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE MCCIEA0BAHNE
JIEKapCTBEHHOI'0 TMpemnapara JUisi BETEPUHAPHOTO MPHUMEHEHHS TMPOBOJATCA IO YTBEPKIECHHOMY
pa3pabOTYMKOM JIEKApCTBEHHOT'O CpEACTBA IUIAaHY C BEJEHHUEM IPOTOKOJIOB 3THUX HCCIENOBAaHUN U
COCTaBJIEHHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3yNbTaThl 3TUX UCCIIEI0OBAaHUI.
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4. ]l opraHM3aliy M IPOBENICHUS JOKIMHHYECKOTO HCCIICOBAHUS JIEKapCTBEHHOTO CPECTBA U
KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBECHHOTO Mperapara JUis BETEpUHAPHOTO PUMEHEHHs pa3paboTyrK
JIEKapCTBEHHOTO  CPEICTBA  MOXKET  NPUBICKATh  OpPraHM3allMd,  HMMEIOIIHEe  HEOOXOIMMYIO
MaTepUaIbHO-TEXHUYECKYI0 0a3y M KBaTM(UIIMPOBAHHBIX CIICIIMAIUCTOB B COOTBETCTBYIOIICH 00JacTH
VICCJIC/IOBaHMSI.

5. KimmmHnueckue uccieloBaHus JIEKApCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMS
IPOBOJSITCS. B BETEPUHAPHBIX OpPraHM3alUsIX M B OPraHU3alUsaX, OCYILECTBIIOIINX pPa3Be/ICHHE,
BbIpallluBaHUC U COACPIKAHUC ) KUBOTHBIX, B IICJIAX:

1) ycTaHOBJICHUS HEPEHOCHMOCTH JICKAPCTBEHHBIX MPENapaToB 310POBBIMU KUBOTHBIMH;

2) moxmbopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IPEMapaToB M Kypca JICUCHUs Ha
KOHKPETHOM TPYIIIe )KUBOTHBIX C OIPEICICHHBIM 3a00JICBaHHEM;

3) ycraHoBieHuss ~ Oe30macHOCTM U APPEKTHBHOCTH  JICKAPCTBEHHOTO  Tpernaparta,
IPEIHA3HAYCHHOTO ISl JICYCHWs OIPEJCICHHBIX 3a00JIeBaHUH IKMBOTHBIX, HIH S((PEKTUBHOCTH
JIEKapCTBEHHOTO Mpenapara Juist NpoQHIaKTUKU 32a00I€BaHUI 3T0POBBIX KHBOTHBIX;

4) u3ydeHHsT BO3MOXKHOCTEH pACIIMPEHHsI IOKAa3aHHH K MPHUMEHECHUIO 3aperucTpUpOBAHHOIO
JIEKapCTBEHHOTO MpernapaTa v BhISIBJICHUS pPaHEe HEM3BECTHBIX 1TOOOYHBIX JICHCTBUIA.

6. KiuHndeckoe wHCCe0OBaHUE JICKAPCTBEHHOIO Mperapara Uil BETEPUHAPHOIO MPHUMCHCHHUS
OCYIIIECTBIIICTCS 3a CUET CPEJICTB pa3paboTUnKa JEKapCTBEHHOTO CPEJICTBA.

7. Otyersl o0 pe3yiabTaTax IOKIMHHUYECKOTO MCCIEJOBAaHHUS JICKAPCTBEHHOIO CpEICTBA U
KJIMHUYECKOTO  HUCCJICIOBaHMs  JICKAPCTBEHHOrO Tmpernapara s  BETCPUHAPHOTO  MPHUMCEHECHUS
COCTaBIISIFOTCSL  Pa3pabdOTYMKOM JICKAPCTBEHHOTO CPEICTBA C Y4YETOM 3aKIIOYCHHH OpraHu3alui,
MNPUHHUMABIINX YYaCTHEC B OpraHrU3aliui U NPOBCACHUHU 3THUX HCCJIGI[OBaHHfI.

8. KoHTponb 3a mmpoBeAeHHEM IOKIMHUYECKUX HCCICAOBAHUI JICKAPCTBEHHBIX CPEICTB U
KIIMHUYCCKUX HCCHCI{OBaHI/Iﬁ JICKApCTBCHHBIX npemnaparon JJIsL BCTCPUHAPHOTI'O IMPUMCHCHUA
OCYIIECTBIISICTCS YIIOJIHOMOYCHHBIM (DejiepalibHbIM OPraHOM HCIIOJIHUTEIILHOM BIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 12 HacTosIero q)ez[epanLHoro 3aKOHa

I'maBa 6. OcyuiecTB/IeHHE FOCY/IapPCTBEHHOH perucTpauuu JeKapcTBEHHBIX MPenapaTos

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamows 13 nacmosuweco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedaryuu, ecmynarowell 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvloyujell peoaxKyuu
Cratbs 13. ['ocygapcTBeHHas: peTUCTpaIus JIEKapCTBEHHBIX MIPErapaToB

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim  3akonom om 13 wuwons 2015 2. N 241-d3 yacme 1 cmamovu 13 nHacmoswezco
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. B Poccuiickoit denepanun 10MyCKalOTCs TPOU3BOJICTBO, U3TOTOBICHUE, XPAHEHHE, MEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiBo3 u3 Pocculickon ®Penepanuu, pekinama, OTIIYCK, peanu3alus,
nepenaya, MNPUMEHEHHE, YHUYTOKEHUE JIEKAPCTBEHHBIX IMpenapaToB, €CIW OHHM 3aperuCcCTPUpPOBAHBI
COOTBETCTBYIOIIHUM yTIOJTHOMOYEHHBIM (pe/iepabHBIM OPTaHOM HCIIOJIHUTENHHON BIACTH.

2. 'ocygapCTBEHHOM perucTpanu noAJIexKar:

1) Bce nmexapCTBEHHBIE IMpemapaThl, BIEPBLIC MOJUIekKAIINe BBOLY B oOpamieHue B Poccuiickoit
denepanuu;

2) nekapCTBEHHbIE IMpenapaTbl, 3apEerUCTPUPOBAHHBIE pPaHEe, HO MPOU3BEICHHbIE B JIPYrUX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUHU C TIEpeuHEM HAMMEHOBAHWMW JIEKAPCTBEHHBIX (HOPM, B HOBOU
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JIO3UPOBKE IPH J10KA3aTENbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3()(PEKTUBHOCTH;

3) HOBBIE KOMOMHAIINN 3aPETUCTPUPOBAHHBIX paHee JICKAPCTBCHHBIX MPEMAPaTOB.

3. 'ocynapcTBeHHast perucTpaius JIeKapCTBEHHBIX IPErapaToB OCYLIECTBISIETCS MO pe3yibTaTaM
OKCIIEPTU3BI JIEKAPCTBEHHBIX CPENICTB, a TOCYIapCTBEHHAs perucrpanus Op(aHHBIX JIEKAPCTBECHHBIX
IpernapaToB OCYIIECTBISIETCS IO pe3ysibTaTaM SKCIEePTH3bl JOKYMEHTOB, MPEICTABJICHHBIX IS
onpeJieJIeHUsI BO3MOKHOCTA PAacCMaTpUBaTh JIEKAPCTBEHHBIN MperapaT JUisi MEIUIMHCKOTO MPUMEHEHUS
IPU OCYILECTBICHUH TOCYJaPCTBEHHON PErMCTpaliy B KayecTBe op(haHHOTr0 JIEKapCTBEHHOTO Ipernapara,
U IO pe3yJIbTaTaM KCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. l'ocynapctBenHast ~ perucrpanusi  JIEKQpCTBEHHOTO npenapara OCYIIECTBIISIETCS
COOTBETCTBYIOIIUM YTOJTHOMOYCHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B CpPOK, HE
MPEBBIIIAIONINNA CTa MIECTHIECATH pabOYMX JHEW CO AHS MPHUHATHS COOTBETCTBYIOIIETO 3asiBICHUS O
rOCyJJapCTBEHHON pEerucTpanuu JIEKapCTBEHHOro mpenapara. B yka3aHHBIM CpOK BKIIIOYAETCS BpeMms,
HEOO0XO0MMOE JIsi TIOBTOPHOT'O MPOBEACHUS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimero denepanbHoro 3akoHa. Cpok rocyJapCTBEHHOM pPErucTpaluy JIEKapCTBEHHOTO
mpernapaTa UCUUCISETCS CO IHS MPUHATUS COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM
WCIIOJIHUTEIIbHOM  BJIACTH  COOTBETCTBYIOIIETO  3asBJIICHUS O TOCYAApPCTBEHHOM  PErucCTpaluu
JIEKapCTBEHHOIO IIpermapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB IO JIeHb BbIIayu
PETHCTPAIIMIOHHOTO YAOCTOBEPEHUS JIGKAPCTBEHHOTO TperapaTa. Bpems, HeoOxoauMoe JyIsi HalipaBIICHUs
YIOJTHOMOYEHHBIM (peiepalIbHbIM OpPraHOM HCIOJIHUTEIBHOW BJACTH 3ampoca O MPeACTaBICHUU
HEOOXOAMMBIX MaTEPHAJIOB U MPEACTABICHUS 3asiBUTEJIEM OTBETAa HA JIAaHHBIN 3aIpOC B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHactosmero ®denepaJbHOrO 3aKOHA, HE YYMTHIBAETCA IPU HCUMUCIECHHUU CPOKa
roCy/1apCTBEHHOW PETUCTPALIMHU JIEKApCTBEHHOT'O Tpernapara.

5. T'ocynapcTBeHHOI perucTpaiiy He MOAJIexKar:

Undopmarust 06 n3MEHEHHSX:
Ilynkm 1 usmenen ¢ 1 mapma 2023 2. - @edepanvuviii 3axon om 30 oexabps 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1) nexapcTBeHHBbIE MpenapaThl, U3rOTOBJICHHBIC AalTEYHBIMU OPTaHHU3AIUAMH, BETEPUHAPHBIMU
anTeYHbIMM OpPraHU3alUsIMH, UHAUBUAYAJIbHBIMU IPEANPUHUMATENSAMH, KOTOPhIE UMEIOT JUIEH3UIO Ha
dbapmareBTUUECKyl0 JeATEIbHOCTh, 10 pelenTaM Ha JEKapCTBEHHbIE TMpernapaThl W TpeOOBaHUSIM
MEIUIMHCKUX OpPraHu3aluii, BETEpUHAPHBIX OpraHU3allni;

2) nekapCTBEHHBIE MpernapaThl, MPUoOpeTeHHbIe (M3UIECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
®denepanny U NpeJHA3HAYEHHBIE JIs1 TUYHOTO MCIIOJIb30BAHMS;

3) JexapcTBEHHbIE TIpenapathl, BBO3UMbIe B Poccuiickyto depepannio A1 OKa3aHUus MEIUIIMHCKOM
MOMOILM M0 >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pelIeHUs, BbLAAHHOTO
YIOJIHOMOYEHHBIM (Pe/iepaabHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH,

4) nexapcTBEHHBIE CpeJCTBa, BBO3UMBbIe B Poccuiickyto Denepaiiiito Ha OCHOBAaHHH BBIJAHHOTO
YIOJIHOMOYECHHBIM (peIepalibHBIM OPTraHOM HCTIOTHUTEIHHOM BJIACTH Pa3pelieHHs] W TMpeaHa3HauYeHHBIE
JUIST TIPOBEJIEHUS KJIMHUYECKUX HCCIEIOBAaHUN JIEKapCTBEHHBIX IMpEmapaToB W (MIU) MPOBEICHUS
SKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JJIsi  OCYIIECTBIEHUS  TOCYJAapCTBEHHOW  perucTpaiuu
JIEKapCTBEHHBIX MPENapaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC Mpenaparhl, M3TOTOBJICHHBIE HEMOCPEACTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMIX B TIOPS/IKE, YCTAHOBIEHHOM YIIOJTHOMOYEHHBIM (erepabHbIM OpPraHOM
WCIIOJIHUTENIbHON BIIACTH;

7) nexapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCTIOPTA.

6. He nomyckaeTcst rocy1apCTBEHHAs! pErUCTPALIUS:

1) nexapCTBEHHBIX TMIpENapaTroB, OTIWYAIOIMIMXCS JAPYyTr OT Jpyra Ka4deCTBEHHBIM COCTaBOM
JIEMCTBYIOIIUX BEUIECTB, O/l OAMHAKOBBIM TOPIrOBBIM HAUMEHOBAHUEM;

Wudopmanust 00 N3MEHEHUSX:
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Ilynkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3akon om 4 uonsn 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) OJIHOrO JIEKapCTBEHHOI'O Iperapara, IpeJCTaBICHHOIO Ha IOCYJapCTBEHHYIO PETHCTPALMIO B
OTHOLLIEHWH OJHOTO W TOrO K€ JepKaresid WIM BiaJelblla PEruCTPALMOHHOIO YJIOCTOBEPEHHUS
JICKapCTBEHHOTO Ipenapata B BUAE JBYX M 0oJjiee JIEKAPCTBEHHBIX MPENapaTroB IOJ pPa3TUYHBIMU
TOPrOBBIMU HAaUMEHOBAaHUSIMH.

7. Tlo 3ampocy (B 27eKTpoHHOH (opme miu Ha OyMa)XHOM HOCHTeNe) CyObhekTa oOparieHus
JICEKaPCTBEHHBIX CPEACTB COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIBHON
BJIACTH, OCYILECTBISIOUIMM TOCY/JapCTBEHHYIO PETUCTPALMI0  JIEKApCTBEHHBIX IpENaparoB, B
YCTAHOBJIEHHOM UM IOPS/JIKE OCYLIECTBISETCS HAYYHOE KOHCYJIbTUPOBAHHME IO BOIPOCAM, CBA3AHHBIM C
IIPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHNUN, KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MPENapaTos,
9KCIIEPTU3bl KAa4eCTBA JIEKAPCTBEHHBIX CPeNCTB, 3()PPEeKTUBHOCTU M OE30MACHOCTH, C OCYIIECTBICHHEM
rOCy/IapCTBEHHOW PETUCTPALMU JIEKApCTBEHHBIX IpenapaToB. KoHCynbTHpOBaHHME OCYLIECTBISETCS C
npuBIIeYeHHEM (peliepalibHbIX TOCYIapCTBEHHBIX OIOJKETHBIX YUPEKACHUMN, TOIBEJOMCTBEHHBIX JAHHOMY
denepanbHOMY OpraHy HCHOJHHUTEIBHOM BIACTH M HE YYAaCTBYIOIIMX B OPraHU3AllUM IPOBEICHHS
SKCHEPTU3bl KAyeCcTBa JICKAPCTBEHHBIX CPEIACTB B LEJSIX OCYIIECTBICHUS UX TOCYJapCTBEHHOU
perucTpanvi B COOTBETCTBUHU CO craThed 16 HacTosmero denepanbHOro 3aKOHAa, B BUIE OTBETA B
NUCHbMEHHOU (hopMe YIOITHOMOUYEHHOTO (perepalbHOr0 OpraHa HWCHOJHUTENbHOM BIACTH Ha 3aIpoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENETAECTCS B COOTBETCTBUU C 3aKOHOIaTeLCTBOM Poccuiickoit
Oenepany 00 OpraHU3aluy MPEIOCTABICHUS TOCYAAPCTBEHHBIX M MYHULIUTIANBHBIX yeiyr. MHpopmanus
00 OCYIIECTBIICHUN HAYYHOTO KOHCYJIBTUPOBAHUSA, B TOM YHUCIIE CTaTbU, 0030pbI, CIIPABOYHbBIC MAaTEPHUAIIBI
U uHas uHpopMalrsg 00 OCYIIECTBICHUH HAy4YHOTO KOHCYJIBTUPOBAHUS, pa3MeIlaeTcss Ha OPHUIIMATbHOM
caiiTe yNOJIHOMOYEHHOTO (heaepaJbHOro oOpraHa HCIHOJHUTENbHOW Biactu B cetd "WHTepHer" c
COONIOZICHUEM OTPaHUYEHHUI, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O TEPCOHAIBHBIX JIaHHBIX,
KOMMEPUYECKOH U (WJIM) TOCYTapCTBEHHOM TaliHE.

Wuopmarus 06 H3MEHEHHSX:
Yacms 8 usmenena ¢ 8 mapma 2022 2. - @edepanvusiii 3akon om 8 mapma 2022 2. N 46-D3

CMm. npedvloywyro pedaKyuio
8. I'ocymapcTBeHHass PETUCTpalMs JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIE NpEAHA3HAYEHBI U

IIPUMEHEHNs B  YCIOBUAX BOCHHBIX JICWCTBMI, YpE3BBIYAHHBIX CHTyallud, NPEeRyHNpEKICHUS
Ype3BbIUAHBIX CUTyallUd, NPOPUIAKTUKU U JedeHUs 3a00JIeBaHM, MPEICTABISAIONIMX OMACHOCTh IS
OKpYXaroIuX, 3a00JIeBaHUN M MOpPaXKEHUH, MOJYYEHHBIX B pe3yjbTaTe BO3AEHCTBHS HEOJIAaronpHsITHBIX
XUMHUYECKHX, OWOJIOTHYECKUX, PaJUallMOHHBIX (DaKTOpOB, M KOTOpbIE pa3paboTaHbl B TOM YHUCIE IO
3a/laHuI0  (eiepabHBIX OPTraHOB HCIIOJIHUTENBHOM BIIACTH, YMOJIHOMOYEHHBIX B 00JacTH OOOPOHBI
CTpaHbl M 0€30MaCHOCTH I'OCYJapCTBa, a TAKXKE JIEKAPCTBEHHBIX CPEJCTB B Cilydae MX Je(EeKTypbl WIN
pYcKa BO3HUKHOBEHHS Ie(PEKTypsl B CBs3M C BBEACHHEM B OTHomIeHWu Poccuiickoit deneparuu
OTPAaHUYUTENBHBIX MEP JKOHOMUYECKOIO XapaKTepa OCYIIECTBISAETCA B IOPsJKE, YCTaHOBIECHHOM
IIpaButenscTBOM Poccuiickoit denepannm.

TAPAHT:

CMm. komMeHTapuu K ctathe 13 HacTosiero denepaibHOr0 3aK0HA

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 22 dexabpa 2014 o. N 429-D3 cmamvs 14 nacmosawezo Dedepanvrozo
3aKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvloyujell peoaxKyuu
Cratbs 14. [IpuHIUTBI SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB
1. DkcnepTr3a JIEKApCTBEHHBIX CPEJICTB OCHOBBIBASTCS Ha MPHHIIUAIAX 3aKOHHOCTH, COOJIOACHHUS
npaB M CBOOOJ 4YeloBEKa M TpaXKIaHWHA, MpaB IOPUAWYECKOTO JIMIA, HE3aBUCHMOCTH JKCIIEpTa,
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O0BEKTUBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI MCCJIEIOBAHUN, NPOBOAMMBIX C HCIOJIb30BAHUEM
COBPEMEHHBIX TOCTM)KCHUH HAyKHM M TEXHUKH, OTBETCTBEHHOCTH (helIepajbHOrO TroCyIapCTBEHHOTO
OIO/IKETHOTO YUPEXAEHHUS 110 IPOBEIECHUIO SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U IKCIEPTOB 3a
IIPOBEICHUE U KAYECTBO DKCIIEPTU3BI.

2. DKcIepTu3a JIEeKapCTBEHHBIX MPEnapaToB sl MEAUIIMHCKOTO IPUMEHEHHsI BKIIIOYaeT B ceOs:

1) skcnepTu3y NOKYMEHTOB, MPEACTABICHHBIX Ul OINPEAEIEHUS BO3MOXHOCTU paccMaTpUBaTh
JICKapCTBEHHBIN IpenapaTr i1 MEIULUHCKOrO INPUMEHEHHsS IIPH OCYIECTBICHHH TIOCYJapCTBEHHOHN
perucTpanyu B kKayectse ophaHHOTO JIEKAPCTBEHHOTO Ipenapara;

2) BKCHepTU3Y MPEUIOKEHHBIX METOJIOB KOHTPOJI Ka4eCTBA JIEKAPCTBEHHOI'O CPEJCTBA U KayecTBa
NPEJCTAaBICHHBIX O00pa3IoB JICKAPCTBEHHOTO CPEACTBA C KCIOJB30BAaHHMEM 3THUX METOJOB (lanee -
9KCHEPTU3a Ka4eCTBa JICKaPCTBEHHOI'O CPE/ICTBA);

3) oKcnepTu3y OTHOLIEHUS OXHJAeMOM I0JIb3bl K BO3MOXKHOMY PpHUCKY INPUMEHEHUs
JIEKapCTBEHHOI'O IIPEIapara;

Wndopmarius 06 n3MEHEHHSX:

Yacmo 2 donoanena nyukmom 4 ¢ 1 mapma 2020 2. - @edepanvhbiii 3akon om 27 oexaops 2019 e. N
475-D3

4) BKCHepTH3y PETHCTPAllMOHHOTO JOChE HA JIGKAPCTBEHHBIM TpenapaT B LENISIX OINPEIeICHUS
B3aMMO3aMEHSIEMOCTH JICKAPCTBECHHBIX IMPENAPATOB JIJIsi MEIUIIMHCKOTO TPUMEHEHUSI.

3. DkcnepTu3a JIEKapCTBEHHBIX MPENaparoB AJisi BETEPUHAPHOTO MPUMEHEHUs BKIIIOYAeT B ceOs
IKCIIEPTH3Y KavecTBa JIEKAPCTBEHHOIO CPEACTBA W OKCIIEPTH3Y OTHOIICHUS OXHIaeMOH TOJB3BI K
BO3MOXXHOMY PHCKY IIPUMEHEHUS JIEKAPCTBEHHOTO TIperapara.

TAPAHT:

Cwm. [TonoxeHue o nopsaKe 3KCIEePTU3bl, UCIIBITAaHUS U PETUCTPALlMM BETEpUHAPHBIX IpenapaToB B PO,
yTBEPKJAEHHOE | TaBHBIM rOCy1apCTBEHHBIM BeTEpUHAPHBIM HHCHIEKTOpOoM P®D 3 oktsiOps 1995 r.

CMm. komMeHTapuu K ctatbe 14 HacTosero denepabHOr0 3aK0Ha

Cratba 15. @enepaibHOE TIOCYAApCTBEHHOE OIOJKETHOE YUPEXKIECHHUE 110 IPOBEIECHUIO
JKCIIEPTU3bI JIEKAPCTBEHHBIX CPENICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (efiepaibHbIM T'OCYIaPCTBEHHBIM OFOIKETHBIM
YUPEKAECHUEM COOTBETCTBYIOLIETO YMOJHOMOUYEHHOIO (hefepalibHOr0 OpraHa MCIOJHUTEIbHON BIIACTH,
CO3JaHHBIM [UIsl 00OecredyeHHs] HUCIOJHEHHUS IOJIHOMOYUI 3Toro (eaepaibHOr0 OpraHa MO BblJade
paspelleHuii Ha TpoBeJeHHE KIMHUYECKMX MCCIEJOBAHUHN JIEKapCTBEHHBIX MpenapaTtoB U (WiIM) IO
roCy/apCTBEHHOW PETUCTPALIMH JIEKApPCTBEHHBIX MPENaparoB (J1ajee - SKCIEPTHOE YUPEKICHHE).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 15 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 naumenosanue cmamou 16 Hacmosujezo
DedepanbHoc0 3aKOHA UBNONCEHO 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexem naumeHno8anus 8 npedvioywel peoaxkyuu

Cratbs 16. Oprannsanust IpoBeICHHS YKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB

1. Oxcneprusa JIEKapCTBEHHBIX CpPEICTB IPOBOAMUTCA KOMMCCHUEH OKCIEPTOB OSKCIEPTHOIO
YUpPEKICHUS, HA3HAYEHHON €ro pyKOBOJUTENIEM, Ha OCHOBAHMM 3aJaHUS Ha IPOBEIACHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEACTBA, BBIJAHHOIO YIOJHOMOYEHHBIM (heJiepalbHbIM OPraHOM HCHOJIHHUTENIbHOM
BJacTU. PyKOBOIUTENb AKCHEPTHOTO YUpEXKIEHUs OOecreunBaeT HaJljlekallee MpOBEIeHUE SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUHM C 3aJlaHMEM, BBIIAHHBIM YIOJHOMOYEHHBIM (heaepalbHbIM
OpraHOM MCIOJIHUTEIBHON BJIACTH, U OPTaHU3yeT MOATOTOBKY CBOJHOTO 3aKJIFOUEHMS 3TOM KOMHCCHH. B
COCTaB 3TOW KOMHUCCHUH IO PEUICHUI0 PYKOBOJMUTENS SKCIEPTHOIO YUPEKICHHUS MOTYT OBITh BKJIIOUEHBI B
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KayecTBe KCIEPTOB JIMIA, HE paboTarolue B JaHHOM SKCIEPTHOM YUPEKICHUH, €CIM UX CHelHalbHbIe
3HaHUS HEOOXOAMMBI ISl TPOBENEHUS SKCHEPTH3bl M TAaKHE 3KCIEPThl OTCYTCTBYIOT B JaHHOM
SKCHEPTHOM YUPEKACHUH.

2. DKcIepToM IO IPOBEACHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK HKCIEPTHOTO YUYPEKICHHs, KOTOPBI HMEeT BbICIIEe MEIUIMHCKOe, (apMmalleBTHUECKOe,
OHosIornYecKoe, BETEPHHAPHOE WIIM XUMHUYECKOe 00pa30BaHUE M MPOBOAMT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB B MOPSAKE UCIIOIHEHHS CBOUX JIOJDKHOCTHBIX 00S3aHHOCTEH (Jaee - KCIepT).

3. Ilpu mpoBeneHUM SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB IKCHEPT HE MOXKET HAXOJUThCS B
KaKoW-1100 3aBUCMMOCTU OT JIMIA, HA3HAYMBILETO ATy HKCIEPTHU3Y, pa3padoTuuka JIeKapCTBEHHOTO
CpEeJICTBA WIN APYTUX 3aUHTEPECOBAHHBIX B PE3yJIbTaTax 3KCIEPTU3bI JIULI.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 25 Hosbpa 2013 e. N 317-@3 uacme 4 cmamvu 16 nHacmoswe2o
DedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

4. Tlpu mpoBeNEHUM OSKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB HE JOIMYyCKAeTCsl UCTpeOoBaTh y
3asBUTENII JTUOO WHBIX JIMII MaTephalbl, HEOOXOJWMBbIe HJs TPOBEJACHHUS OJKCHepTus3bl. B ciyuae
HEJIOCTaTOYHOCTH MPEICTABIECHHBIX IKCIEPTY MATEPUAIIOB IS Ja4YM 3aKJIFOUEHUS IKCIEPT CTABUT BOIPOC
O TPEACTAaBICHUU €My HEOOXOIMMBIX MaTepHUajoB TMepel PyKOBOIUTEIEM SKCIEPTHOIO YUPEXKIICHUS,
KOTOpBIA 0OpaImaercss ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIOJHOMOYCHHBIN (enepalbHbIi OpraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIJABIIUMA 3aJJaHWE HA IPOBEICHHUE HKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA.
Vkazanublii ¢enepaqbHbI OpraH HMCIOJHUTEIBLHOM BJIACTU B TEUYCHHE MATH pabouMx AHEH CO JHS
MNOCTYIUIEHUS 3alpoca PYKOBOJUTENS HKCIEPTHOTO YUPEXKICHHUSI HAMNPABIAET 3asBUTEIIO 3alpoc O
MIPEICTABICHUN HEOOXOJIUMBIX MarepuanoB. [[aHHBIN 3ampoc MOXKET OBITh MepeaaH YIMOJTHOMOUYEHHOMY
MIPEACTABUTEINIO 3asIBUTEIS JIMYHO O] PACHHUCKY, HAIPABJICH 10 NIOYTE 3aKa3HBIM [TUCbMOM WJIU NepeaaH B
AJIEKTPOHHON (PopMe MO TEIEeKOMMYHHUKAIIMOHHBIM KaHallaM CBsIi3M. B ciydae HampaBlieHUsS JTaHHOTO
3ampoca Mo IMOYTe 3aKa3HbIM MUCbMOM OH CUUTAETCS MOJYYEHHBIM IO MCTEUEHUHU IIECTH JHEH C JaThl
HaIpaBJICHUS 3aKa3HOIO MUChMA.

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axonom om 25 noabps 2013 2. N 317-@3 cmamws 16 nacmosawezo Dedepanvroo
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTABUTH OTBET HA 3alpoC YIMOJIHOMOYEHHOTO (efepalbHOrO OopraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINN JEBSIHOCTA pabo4YMX JHEW CO AHS €ro MOJTy4eHUs.
YnonHoMoueHHBIN (efepaibHbli OpraH MCIOJHUTEIbHON BJIACTH, BBIIABIIMM 3aJaHUE HA MPOBEJIECHUE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEUEHUE MATH pabounx JTHEH co THSA MOCTYIUIEHUS OT 3asBUTENS
OTBETAa Ha JAHHBIM 3alpoC HaIpaBiIseT TakKOM OTBET B DJKCIEPTHOE YyupexkJeHue. B cimydae
HEMpe/ICTaBICHUsI 10 HCTEYCHMM JEBSHOCTa pabouux JHEW 3asBUTENEeM OTBETa Ha JIaHHBIM 3arpoc
YIOJHOMOYEHHBIN (efiepanbHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHuE Ha IMPOBEJICHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHE IMATH pabouux JIHEH HampaBiseT B SKCIEPTHOE
YUpEKICHUE YBEIOMIICHHE O HENPEACTABICHUH 3asIBUTENIEM OTBETA HA 3allpOC YKa3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEKICHUS B YHNOJHOMOYEHHBIN (enepanbHblii opraxn
WCIIOJIHUTEJIBHOM BJIACTH 10 JHS INOJY4YEHHMsS ODKCIIEPTHBIM YUYPEXKICHHUEM OTBETa Ha 3alpoc WIN
YBEJOMIICHHS O HEIIPEACTaBICHUN OTBETA Ha 3alpOC HE YYUTBHIBACTCS IIPU UCUUCIECHUH CPOKA IIPOBEICHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHUAX:

Cmamovs 16 dononnena yacmoio 4.2 ¢ 15 utonsn 2018 2. - @edepanvhuiii 3akon om 4 uonusn 2018 2. N
140-D3
4.2. Ecin B cocTaBe pErMCTPallMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Ipenapar s MEIUIMHCKOIO
IIPUMEHEHHUS COAEPKUTCA NIPEAYCMOTpEHHAs cTaThell 18, uacTbio 1.1 crateu 30 u craTbell 34 HACTOALLETO
@denepalibHOTO 3aKOHA KOIMMS PEHICHHs] YIOJIHOMOYEHHOro (elepallbHOro opraHa HCHOJHUTEIbHOU
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BJIACTU O TMPOBEJCHUM WHCIEKTUPOBAHUS MPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB, JKCIEPTY 10
OQOpPMIICHHS PE3YIBTATOB AIKCIEPTU3Bl JICKAPCTBEHHOTO CPEICTBA IMPEIOCTABISACTCS B TMOPSAKE M Ha
YCIIOBUSIX, KOTOpbIE MpPeaycMOTpeHbl yacTsiMu 4 u 4.3 HacTosIed cTaThbu, KONHUS 3aKIIOUEHUs O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJACTB  TPEOOBAHHWSAM  TPABUI  HaJJIeXKAIIeh
MPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (pe/lepabHbIM OPraHOM HCIOIHUTEIbHOM
BJIACTH.

Wndopmarus 06 N3MEHEHHSX:

Cmamos 16 dononnena yacmoio 4.3 ¢ 15 utonus 2018 2. - @edepanvhuiii 3akon om 4 utonsa 2018 2. N
140-D3

4.3. 3asBuTenp 00s3aH MPEACTABUTH B YIOJIHOMOYECHHBIH (eepaiabHbIil OpraH WCHIOIHUTEIBHOM
BJIACTU KOIUIO 3aKJIIOYEHHUS O COOTBETCTBUM IMPOU3BOJIUTEINS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHUIM
NpaBuJl HajJIeKalled MPOM3BOJICTBEHHON MPAKTHKH B CPOK, HE MPEBBIMAIOIIMKA CTa BOCBMHUJIECITH
pabounx AHEH co AHs MOJIYUYEHHS 3allpoca O €€ MPEAOCTaBICHUU. Y TOJTHOMOYEHHbIHN (hefiepanibHbIil OpraH
UCTIOJIHUTENIHOW BIIACTH, BBIJABIIWHN 3aJjaHWE Ha MPOBEICHHE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TE€YeHHE MATH pabouux AHEW CO JHA MOCTYIUICHHUS OT 3asBUTENS KOMHH 3aKIIOYEHUS O COOTBETCTBUU
NPOM3BOJUTENST JIEKAPCTBEHHBIX CPEJCTB TPEeOOBAHUSM TMpaBWJI HAUICKAIIEH MPOMU3BOACTBEHHON
NPAaKTUKK, HANpaBlsieT €€ B OJKCIEPTHOE YyupexiaeHue. B ciydyae HempeacTaBlieHUS 3asBUTEIEM B
yYKa3aHHBIA CPOK KOMHM 3aKJIIOYEHHS O COOTBETCTBUH TMPOHM3BOIUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MPaBUII Ha/AJIEKAIEH TPOU3BOJACTBEHHON MPAKTUKHU YIIOJTHOMOYEHHBIN (heepaabHblii opraH
UCTIOJTHUTEIILHOW BIIACTH, BBIJABIINK 3aJjaHWE Ha MPOBEICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TE€YeHHE MATU paboYMX JHEH HampaBiseT B HKCIEPTHOE YUPEXKJECHUE YBEIOMIICHHE O HEMpPEICTaBICHUU
3asBUTEJIEM KOIHH 3aKJIIOYCHHS O COOTBETCTBHH IPOU3BOAMTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUAM
MpaBWJI HaJUIeKaIIe MPOU3BOJICTBEHHON MPAKTUKU. Bpems co IHSA HampaBjeHHs 3alpoca 3KCIEPTHOTO
YUPEKACHUSI B YIOJIHOMOYCHHBIH (heepanbHblii OpraH HMCIOJHUTEIBHON BIIACTH O JHS TONyYCHHS
9KCIIEPTHBIM YUPEKICHUEM KOMUU 3aKIIFOUEHUSI O COOTBETCTBUH IMPOU3BOAUTENS IEKAPCTBEHHBIX CPECTB
TpeOOBaHUSM TPaBWI HAJUIeKAIIEH TNPOU3BOACTBEHHOW TMPAKTHKA WM YBEAOMIIGHHS O €€
HENPEJCTABICHUN HE YYUTHIBACTCS NMPU HUCUYUCICHUU CPOKA IMPOBENEHUS JKCIEPTHU3bI JEKApPCTBEHHOTO
CpeAcTBa.

5. DOkcnepT mpH MPOBEACHUU IOPYYEHHOH €My pPYKOBOJIUTENIEM SKCIEPTHOTO YUYpPeXIECHUS
9KCIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA 00s3aH:

1) mpoBecTH TMOJIHOE MCCIIEJOBaHUE TIPEACTABICHHBIX €My OOBEKTOB, MaTepuajoB, IaTb
00OCHOBaHHOE ¥ OOBEKTUBHOE 3aKIIOYCHHWE IO TIIOCTAaBJICHHBIM TII€pe]l HUM BOIPOCaM  HIITH
MOTHBUPOBAHHOE 3aKJIIOUEHHE O HEBO3MOXKHOCTHU MPOBEIEHUS UM SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/CTBA,
€CITM TIOCTAaBJICHHBIE BOIPOCHI BBIXOIAT 3a TPEAETBl CIEMUAIBHBIX 3HAHUKA OKCIEpTa, OOBEKTHI
UCCIICIOBAaHUM U MaTepuajbl HEMPUTOJHBI MU HEIOCTATOYHBI JIJIS MPOBEACHUS HUCCICNOBAHUN M Jadyu
3aKIIIOYeHHs JHO0 COBPEMEHHBIH YPOBEHb Pa3BHTHs HAYKH HE TIO3BOJISIET OTBETHUTHh Ha MOCTABJICHHBIC
BOIIPOCHI;

2) He pasriamaTh CBEJCHHS, KOTOPhIE CTAIM €My H3BECTHBHI B CBS3H C MPOBEICHHEM DKCIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA, a TAK)KE CBEAEHUS, COCTABISIOIINE TOCYAAPCTBEHHYIO, KOMMEPUYECKYIO WU
MHYIO OXPaHsEMYIO 3aKOHOM TaliHY;

3) obecreunTh COXpPaHHOCTb MPEICTABICHHBIX 00BEKTOB UCCIIEI0OBAaHUN U MaTepHUaJIOB.

6. DKCepT HE BIIPABE:

1) mpOBOAUTE 3KCIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOPAIIEHUIO HEMOCPEJICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JINII,

2) caMOCTOSITENTbHO COOMPATh MaTepUAIIbI I IPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA;

3) MPOBOAMTH AKCTIEPTH3Y JIEKAPCTBEHHOTO CPECTBA B KAYECTBE HETOCYTAPCTBEHHOTO IKCIIEPTA.

7. B ciaydae HEOOXOJUMOCTH JKCIEPT BIpaBe XOAATAaHCTBOBATh IEpe]l PYKOBOAUTEIEM
AKCHEPTHOTO YUPEKICHUS O MPUBIICUCHUH K MMPOBEACHUIO SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA APYTUX
9KCIIEPTOB.

8. KaxpIil skcnepT, BXOASIIMNA B COCTaB KOMHCCUHU JKCIIEPTOB, KOTOPOW MOPYUYEHO MPOBEICHHUE
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9KCHEPTU3bl JIEKAPCTBEHHOI'O CPEJCTBA, HE3aBUCMMO M CaMOCTOSTEIBHO IPOBOAUT HCCIEIOBaHMS,
OLIGHUBACT PE3yJIbTaThl, MOJYYCHHbIE MM JIMYHO U JPYTUMH JKCHEepTaMu, U (POPMYJIHPYET BBIBOJBI
OTHOCHTEJIBHO ITOCTABJIEHHBIX BOIIPOCOB B IIPEJiesiaX CBOUX CIIELUAIbHBIX 3HAHUH.

9. Pe3ynbTaThl 3KCHEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA OQOPMIISIOTCS 3aKIFOUEHHEM KOMMCCHU
9KCHEPTOB. B 3aKkilOueHMM KOMHCCHM 53KCIIEPTOB YKa3bIBAlOTCS IIE€pEUYEHb HCCIIEAOBAaHUM, 00beM
NPOBEICHHBIX KaXIbIM 3KCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIC KKIBIM U3 HUX (PAKTHI U CIeTaHHBIE
B pe3yJIbTaTe UCCIEI0BAaHUM BBIBOJBI. DKCIEPT, MHEHHE KOTOPOr0 HE COBMAJAET C PEIICHHEM KOMHCCUU
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCbMEHHOU (opmMe, KOTOpOoe MprUoOIIaeTcsl K 3aKII0UCHUI0
KOMMCCHUH 3KCIIEPTOB.

10. Dxkcneprtbl, BXOAAIIME B COCTaB KOMMCCHUM, HIpPEIyNpexnaroTcs 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJaTenbcTBOM Poccuiickoit @Penepauuu 3a Jady 3aKIOUEHHs], COJAEPIKallero
HEOOOCHOBaHHBIE WM (aTbCU(PUIMPOBAHHBIC BBIBOIBI, O YEM OHU JAIOT MOIHUCKY.

11. Onpenenenue ypoBHs IpopecCHOHAIbHOM MOATOTOBKH SKCIEPTOB U aTTECTAlUs UX Ha MPaBo
IPOBEICHUS DKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB OCYILECTBIISIOTCS AHKCHEPTHO-KBATH(PHKAIMOHHBIMH
KOMHCCHUSIMH B T10PSI/IKE, YCTAHOBIEHHOM COOTBETCTBYIOILUM YIIOJHOMOUYEHHBIM (peliepaibHbIM OpPraHOM
UCTIOJTHUTEIILHOW BJIACTH. YPOBEHb MPO(GECCHOHATBHON MOATOTOBKH SKCIEPTOB MOJUICKHUT MEPECMOTPY
yKa3aHHBIMU KOMUCCHUSMH HE PEKe UeM OJIMH Pa3 B IATh JIET.

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexkabpsa 2014 o. N 429-@3 uacme 12 cmamvu 16 nHacmosweco
DedepanbHo2o 3aKOHA U3N0ANCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

12. IlpaBuna mpoBeleHUs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB U OCOOCHHOCTH 3KCHEPTH3bI
OTJCNBHBIX BHUJAOB JIGKAPCTBEHHBIX TNpenapaToB  (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCIIPOU3BEJCHHBIX JICKAPCTBEHHBIX IpENapaTroB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaTos,
OnoaHanoroBbix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX TNpenapaToB (OMOAHAJIOrOB), TOMEOHMATHYECKHX
JIEKapCTBEHHBIX IPENnapaToB, JEKAapCTBEHHbIX PACTUTENIbHBIX MPENnapaTroB, KOMOMHALMN JIEKapCTBEHHBIX
npenapatoB), (GOpPMBI 3aKIIOYEHWH KOMHCCHHM OSKCIIEPTOB YCTAaHABIMBAIOTCSA COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 16 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndhopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamos 17 nacmosweco PedepaibHoco
3aKOHA U3I0JHCEHA 8 HOBOU pedakryuu, ecmynaiowell 6 cuny ¢ 1 uroas 2015 a.

Cm. mexem cmamuu 8 npedvloyujell peoaKyuu
Cratba 17. Ilomayua u paccMOTpeHHE 3asBICHHMS O TOCYJAapCTBEHHOW pETUCTpaluu
JIEKapCTBEHHOTI'O IIpernapara /il BETEpUHAPHOTO IPUMEHEHUS

1. Jlmg rocylnapCTBEHHOM pErucCTpalliM JIEKapCTBEHHOTO Ipenapara il BETEPUHAPHOIO
OpUMEHEHHs pa3pabOTYMK TAaKOro JIEKapCTBEHHOIO IIpernapara WM YHOJIHOMOYEHHOE MM JIpyroe
IOPUAMUYECKOE JIMIO (Aajiee B HACTOSILENH CTaThe - 3asBUTENb) IPEACTABISET B YHOJHOMOYEHHBIN
¢denepanbHBI OpraH HCHOJHUTEIBHOM BIACTH, OCYLIECTBISIOMIMNA TOCYIAPCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO MPUMEHEHHUS, B JJIEKTPOHHON (popme min Ha OyMakHOM
HOCHTEJIE 3asBJIEHUE O IOCYAApCTBEHHOW PErMCTpallMy JIEKAPCTBEHHOI'O IMpenapara JJisi BETEPUHAPHOTO
NPUMEHEHHUS, a TaKXKe B MOPSAAKE, YCTAHOBIEHHOM COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (pesiepatbHbIM
OpPraHOM HCIIOJIHUTENIHOU BIJIACTH, B AJIEKTPOHHOU (GopMe WM Ha OyMaKHOM HOCHTEJNE HeoOXOIuMble
JTOKYMEHTBI, U3 KOTOpBIX (OPMHUPYETCS PErucTPalMOHHOE JOChe Ha JIEKApCTBEHHBIM MperapaT Uit
BETEPUHAPHOTO IPUMEHEHHUS.

2. B 3asBI€HNN O rOCyJapCTBEHHOM PETUCTpaly JEKapCTBEHHOIO Ipenapara Jyisi BETEpUHAPHOTO
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MPUMEHEHHUS YKa3bIBAIOTCS:

1) HaMMeHOBaHUE U A/IpeC 3asIBUTEINSL, Pa3pabOTUMKa M MPOU3BOAUTEINS JEKAPCTBEHHOTO MTperapara
JUIsL BETEPUHAPHOIO MPUMEHEHHs M aJpec MecTa OCYIIECTBICHHUS MPOU3BOJCTBA JEKAPCTBEHHOTO
npenapara A BETEPUHAPHOTO NPUMEHEHHUs (B CIyyae HaJIM4Yus HECKOJIbKHUX YYaCTHUKOB IIpolecca
MIPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaxJI0r0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO MperapaTa Jijisi BETEPUHAPHOTO MPUMEHEHUs (MEXKIyHApOIHOE
HENaTeHTOBAaHHOE, WK MPYIIHUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

3) nepeueHb NEHCTBYIOIIMX U BCIIOMOTATENbHbBIX BEIIECTB, BXOASIIUX B COCTaB JEKAPCTBEHHOI'O
npernapara Jiisi BETEpUHAPHOTO IPUMEHEHUS, C YKa3aHUEM KOJIMUYECTBA KaX/I0Tr0 U3 HUX;

4) nexapctBeHHas (opma, IO3UPOBKA, CIIOCOOBI BBEICHHUS W IMPHUMEHEHHS, CPOK T'OJHOCTH
JIEKapCTBEHHOTI'0 Ipernapara /Ui BETepUHAPHOTO IPUMEHEHUS;

5) papmakoTrepaneBTHUECKas TPyIIIa;

6) HeOOXOAMMOCTh IPUMEHEHUSI YCKOPEHHOU MPOLEAYPbl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIaPCTBEHHOM pPEruCcTpaliy JIEKApCTBEHHOTO MIpenapara;

7) KOIUH TOKyMEHTOB, OATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOUUINHBI:

a) 3a MPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOLICHUS
O’KHJaeMOM TOJIB3bI K BO3MOXKHOMY PUCKY MPUMEHEHUS JIEKApCTBEHHOTO MperapaTa Jisi BETepPHHAPHOTO
IPUMEHEHHUS [IPU €ro roCy1apCTBEHHON PETUCTpaLliu;

0) 3a BbIIauy PETUCTPALIMIOHHOTO YAOCTOBEPEHUS JIEKApPCTBEHHOTO Mpenapara;

Undopmaris 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uons 2015 . N 241-D3 6 nynkm 8 wacmu 2 cmamvu 17 nacmosiuezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs]

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxKyuu
8) Hamuume coryiacusi, MPEAYCMOTPEHHOI'O YacThi0 7 HACTOAIICH CTaThbH, €CIM C MOMEHTA
peructpanyu peepeHTHOTO JICKapCTBEHHOTO Tpernapara JJisi BETepPUHAPHOTO IPUMEHEHUS TIPOILIO MEHEe
YeM IIECTh JIET.

Undopmarust 06 n3MEHEHHSX:
Yacmws 3 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro peoaKyuio
3. PeructpanionHoe 10che B LENSIX IKCIEPTU3BI JIGKAPCTBEHHOTO Mpemnapara A BETepUHAPHOTO
NpUMEHEHUS (HOPMHUPYETCs U3 CIASAYIONINX JOKYMEHTOB M CBEJICHUH:

Wndopmaiius 06 n3MEHEHHSX:
Ilynkm 1 usmenen c 1 ansaps 2021 2. - @edepanvusiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro peoakyuio
1) cBeneHust 0 Jare MPEJOCTaBICHHS M PETUCTPALIMOHHOM HOMEpE JIMIIEH3UHU Ha MPOM3BOACTBO
JICKAPCTBEHHBIX  CPEACTB, NPEIOCTABICHHOW TPOU3BOIMTENIO0 PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npemnapara Jisi BETEpUHAPHOTO MPUMEHEHUS, 111 POCCUICKUX MTPOU3BOIUTENEH;

Wndhopmarus 06 n3MEHEHHSX :
Ilynkm 2 usmenen c 1 angaps 2021 2. - @edepanvusiii 3axon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloyuyro peoaKyuio
2) cBefeHMs O JaTe MPEJOCTaBIEHUS M PErHMCTPAllMOHHOM HOMEpE JIMIIEH3MH Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOU3BOAUTENIO (hapMaIleBTUYECKON CyOCTaHIIUM, BXOIAIIECH
B COCTaB pEruCTPUPYEMOro JIEKapCTBEHHOIO Ipernapara s BETEepUHApHOTO MPUMEHEHUs, JUIs
POCCUMCKUX IIPOU3BOAUTEIIEH;

Wudopmanust 00 N3MEHEHUSX:

Yacms 3 Odononnena nynkmom 2.1 c¢ 15 uwonsa 2018 2. - @eodepanvhuiti 3axon om 4 uwona 2018 . N
140-D3
2.1) xomusi JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPIaHOM CTpaHbl MPOU3BOAUTEINS JUIS
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KOKIOW  NPOU3BOACTBEHHOW  IUIOMIAJKU  PETUCTPUPYEMOTO  JIEKAPCTBEHHOIO  Mperapara  Juis
BETEPUHAPHOTO MPUMEHEHUSI W TIOJITBEPXKIAIOUIETO COOTBETCTBHE MPOU3BOIUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUAM IIPaBUI HaAJIEXKaIlel MPOU3BOICTBEHHOM MPAKTUKHU, U €T0 MEPEBO] Ha PYCCKUil
A3BIK, 3aBCPCHHBLIC B YCTAHOBJICHHOM IIOPSAAKEC, a TaKXKE KOIHA 3aKIYCHHUA O COOTBCTCTBHUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBaHMUAM MpaBU HAAJEXKAIEH MPOU3BOACTBEHHOMN
NPaKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJHUTEIBLHON BIACTH IS KaXKIOH
MPOU3BOJCTBEHHON IUIOHIAIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IIpermapaTa JAjsi BETEPUHAPHOTO
MMPUMCHCHUA, JII/I60 KOIIMg pPCeHICHHA O MPOBCACHUH HWHCIICKTHUPOBAHHUA MPOU3BOAUTECIIA JICKAPCTBCHHBIX
CPEICTB, MPHUHITOIO YIOJHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTEIBHONW BIIACTH JI KaKIOM
MPOU3BOJCTBEHHON IUIOMIAJKA PETUCTPUPYEMOro JIEKapCTBEHHOIO IMpernapara i BeTEpPUHAPHOIO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTaBISIOTCS B Cllydae, €Clid IMPOU3BOJCTBO JEKAPCTBEHHOTO
rperapara ocyulecTBigeTcs 3a npeaenamu Poccuiickoit denepanuu;

Wndopmarus 06 H3MEHEHHSX:

Yacme 3 donoanena nynkmom 2.2 ¢ 15 uionsa 2018 e. - @Pedepanvhviti 3akon om 4 uions 2018 e. N
140-D3
2.2) xomus J[JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTPaHbl IPOWU3BOAUTEIS
(apmaLeBTHYECKOM CyOCTaHIIMK U TIOATBEPKIAIOIIETO COOTBETCTBHE MPOU3BOAMTENS (hapMalleBTHYECKOI
CyOCTaHIIMM, BXOJSIIEH B COCTaB PETHCTPHPYEMOro JICKApPCTBEHHOTO Mpenapara Uisi BETEPHHAPHOTO
NPUMEHEHHS, TPeOOBAaHMSAM IPABWI HaJUIKaIIeH MPOM3BOACTBEHHOW INPAKTUKU, W €ro MEepeBOJ]| Ha
PYCCKHH  SI3BIK, 3aBEpPEHHBIE B YCTAHOBJIECHHOM IIOpsjIKe, B CIy4ae, €CIH IPOU3BOJCTBO
(apmaneBTHYECKOM CyOCTaHIIMU OCYIIECTBISIETCS 3a peaenaMu Poccuiickoit deneparym;
3) TpPOEKT HOPMATHUBHOIO JOKYMEHTa Ha JICKAPCTBEHHBIM TMpemapar JUisi BETEPHHAPHOTO
PUMCHEHHS;
4) MOKYyMEHT, coAepKalluii cienyromnyo uHpopManuo o ¢gapManeBTHIeCKOW CyOCTaHIIUU WIIH
(apmaLeBTHYECKUX CYOCTaHIUAX, BXOAALIMX B COCTAaB JIEKAPCTBEHHOIO Ipenapara Juisi BEeTepUHAPHOTO
NPUMEHEHUS:

Wuopmarus 06 H3MEHEHHSIX:
Iloonynkm "a" usmenen c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedbloywyro pedaKyuio

a) HauMeHOBaHHE (hapMalleBTUUECKOM CyOCTaHIMM, €€ CTpyKTypa, oOmue cBoiicTBa (mpu
TOCYJTApCTBEHHOHN PErHCTpaliii HMMYHOOHMOJIOTHUECKUX JICKAPCTBEHHBIX MPETapaToB JJIsi BETEPUHAPHOTO
NPUMEHEHHs NPEICTaBISIOTCS CBEACHUS O MITaMMe, BKIIIOYas €ro HauMeHOBaHMe, MH(popMaiuio o
MIPOMCXOXKICHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX M MECTE JeTIOHUPOBAHHSA);

0) HaMEHOBaHHUE U aJIPeC MPOU3BOJUTEINS;

B) TEXHOJIOTHS MPOU3BOJICTBA C ONMMCAHMEM CTaJIWi MPOM3BOJCTBA M METOJOB KOHTPOJIS HA BCEX
CTausIX IPOU3BOJICTBA;

Wndhopmarus 06 n3MEHEHHSX :
Ioonynxm "2" usmenen c 13 aszycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio
r) wuHpopMmamus O Tnpumecsx (HE TMPEICTABISIeTCs TMPU TOCYAAPCTBEHHOW perucTpanuu
UMMYHOOHOJIOTHIECKHX JICKAPCTBEHHBIX TIPEIapaToB I BETEPUHAPHOTO MPUMEHEHUS ),

Wndopmarys 06 n3MEHEHUAX:
THoonynxkm "0" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 . N 297-D3

CMm. npedbloywyro peoaKyuio
n) crneuudukanys Ha  (papMaleBTHUYECKYl0  CyOcTaHIMIO (HE MpEACTaBiIseTCS  NpU
TOCYJTApPCTBEHHON PErHCTpaii MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPETAapaToB IJIsi BETEPUHAPHOTO
NpUMEHEHHUS);
€) OIHCaHNe METOMK KOHTPOJISI KaUeCTBa;
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Wndopmarius 06 H3MEHEHHSX:

THloonynxm "sc" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro peoaKyuio
) pe3yJbTaThl aHalu3a cepuil (apmaneBTUYECKOH cyOcTaHIMM (HE MPEACTABISIOTCS IPH
roCyJJapCTBEHHON perucTpanui UMMYHOOHOJIOIMUYECKUX JIEKApCTBEHHBIX MIPENapaToB /AJsl BETEPUHAPHOIO
IPUMEHEHHUS);
3) nepevyeHb CTaHJapTHBIX 00pa3LOB WM BEIIECTB, UCIOJIb3YEMbIX NPU OCYLIECTBICHUH KOHTPOJIS
Ka4yecTBa;
1) ONMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEPHAIIOB U YKYHOPOUYHBIX CPECTB;

Wndopmarius 06 n3MEHEHHSX:

Hoonynkm "x" usmenen ¢ 13 aseycma 2019 2. - @edepanvhsiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro peoaKyuio
K) JlaHHbIE O CTA0WIBHOCTH (HE TWPEICTABISIFOTCS TMPH TOCYJApCTBEHHOW pErHCTpaliu
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPEMAPaTOB JIJIsl BETEPUHAPHOTO IPUMEHEHHS);
JI) CPOK T'OJTHOCTH, YCIIOBUS XPaHCHHUS;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 5 uzmenen c 13 ageycma 2019 a. - @edepanvhuiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloywyro pedakyuio

5) oruer o pe3yinbraTax JOKIMHHUYECKOIO MCCIEI0BAaHUS JIEKAPCTBEHHOI'O CpeAcTBa s
BETEPUHAPHOIO NPUMEHEHUs], BKJIIOYAIOUIMNA ONMCAHUE METOAOB ONPEAETICHHUS OCTATOUHBIX KOJINYECTB
JEHCTBYIOILErO BelleCTBA (ACHCTBYIOUIMX BEILECTB), JAOCTUTAIOLIEro (JOCTUTAIOIIMX) CHCTEMHOIO
KPOBOTOKA, B MPOIYKIHU >KMBOTHOTO IPOUCXOXKJIEHHS IOC]€ NPUMEHEHUS] TaKOro JIEKapCTBEHHOI'O
CPEJCTBA, a TAKXKE JOKYMEHTAJIbHOE MOATBEPKACHNE (BAINUIAIUs) YKa3aHHBIX METOJI0B;

6) OoT4eT O pe3yJibTaTax KJIMHUYECKOTO HCCIIEAOBAaHMUs JICKApCTBEHHOIO Ipernapara i
BETEPUHAPHOTO MPUMEHEHHUS y KaXIOTO BHJA KUBOTHBIX, YKA3aHHBIX B MHCTPYKIIUU 110 BETEPHHAPHOMY
IPUMEHEHHUIO;

7) TpPOEKT MHCTPYKIMH IO BETEPUHAPHOMY IPUMEHEHMIO JIEKApCTBEHHOrO IIperapara,
COJIEpIKalleil CIeNyIOIUE CBEICHNUS:

a) HAaUMEHOBAHUE JIEKAPCTBEHHOTO IpenapaTa sl BETEpUHAPHOTO MPUMEHEHUsI (MEKyHApOIHOE
HEMaTeHTOBAaHHOE, UJIM IPYNIHUPOBOYHOE, MIIM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nmekapcTBeHHas (hopMa C yKa3zaHHEM HAaNMEHOBAHUHN U KOJMYECTBEHHOTO COCTaBAa JICUCTBYIOIINX
BEIIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTaTeIbHbBIX BEIIECTB;

B) OIKMCaHUE BHEIIHErO BU/A JIEKAPCTBEHHOIO MpernapaTa Jijlsl BETEpUHAPHOTO IPUMEHEHUS;

r) (hapMakoTepaneBTUyecKas rpyIa JeKapcTBEHHOTo Mpernapara Jiisi BETEpUHAPHOTO MPUMEHEHHS
WJIM YKa3aHHe "TOMEONaTHYeCKUN JIEKapCTBEHHBIN TIpenapar";

n)  ¢dapMakoauHaMMKa U (apMaKOKMHETHKa (32  UCKJIIOYEHHEM  (hapMaKOKHHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB M PACTUTENFHBIX JICKAPCTBEHHBIX IPEIapaToB) WA
OTycaHre UMMYHOOHOJIOIMYECKMX CBOMCTB JIEKAPCTBEHHOT'O pernapara;

€) MOKa3aHusl I IPUMEHEHUS;

) IPOTUBOIIOKA3aHMs JUIsl IPUMEHEHHUS;

3) MepBI IPEAOCTOPOKHOCTH TIPU TIPUMEHEHNUH;

M) YKa3aHHEe BO3MOKHOCTH U 0COOEHHOCTEH MPUMEHEHUS y OEPEeMEHHBIX )KUBOTHBIX, Y )KMBOTHBIX
B TICPUO/T JIAKTAIMH, Y TOTOMCTBA JKUBOTHBIX;

K) PE&XHUM JI03UPOBAHMSA, CIIOCOO BBEJCHMS U MPUMEHEHMs, NP HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOI'0 IIpernapara Juisi BETEpUHAPHOTO MPUMEHEHUS, POI0JKUTEIbHOCTD JIEUCHHUS,

J) BO3MOXKHbIE TTOOOYHBIE ACHCTBUS, HEXKENATENbHbIE PeaKIIUU PU MPUMEHEHUH JEKapCTBEHHOTO
npernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI IIEPEI03UPOBKH, MEPHI IO OKA3aHUIO TOMOIIHU PH MEPEeI03UPOBKE;

H) B3aUMOJIEHCTBUE C IPYTUMH JIEKapCTBEHHBIMU IperapaTaMu U (WJn) KopMaMu;
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0) (hopMBbI BBIITyCKa JIEKAPCTBEHHOTO Mpemnapara AJisi BETEpUHAPHOTO IPUMEHEHHUS,
m) ykazaHue (mpu HEOoOXOTUMOCTH) OCOOCHHOCTEH JEWCTBHS JIEKAPCTBEHHOIO Ipemnapara Iis
BETEPUHAPHOTO MPUMEHEHHU S IPU TIEPBOM MpPHUEME WK IIPU €0 OTMEHE;

Wndopmarius 06 n3MEHEHHSX:

Hloonynkm "p" usmenen c 13 asecycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloyuyro pedakyuio

p) omucanue (mpu HEOOXOJUMOCTH) ACHCTBHIA CIIEUATICTa B 00JIACTH BETEPUHAPHUH, BIaJIebIla
KUBOTHOTO IIpU MPONYCKEe IMpHeMa OJHON WM HECKOJbKHUX J103 JIGKApCTBEHHOIO Mpemnapara s
BETEpUHAPHOTO IPUMEHECHHUS;

C) CpPOK TOJHOCTM M YyKa3aHHE Ha 3alpeT NpPUMEHEHHUS JIEKapCTBEHHOrO Iperapara s
BETEPUHAPHOTO IPUMEHEHHUS 110 UCTEYCHNUHU CPOKa FOJHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKazaHue Ha HEOOXOIMMOCTh XpaHEHHUsS JIEKapCTBEHHOrO IIperapara il BETEPUHAPHOTO
MPUMEHEHHUS B MECTaX, HEJIOCTYIHBIX Ui JETeH;

¢) ykazanue (Mpu HEOOXOJUMOCTH) CIEHHUATBHBIX MEP MPEAOCTOPONKHOCTH TMPU YHUUYTOKECHUU
HEHUCIOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO IPUMEHEHHUS,

X) CPOKH BO3MOKHOTO HCIOJIB30BaHMS MPOAYKIMHU YKHBOTHOTO MPOMCXOXICHUS TOCIIE BBEICHHS
YKUBOTHOMY JIEKapCTBEHHOT'O MIperapaTa Jjisi BETEPUHAPHOTO MPUMEHEHUS;

11) YCIIOBUS OTITYCKa;

Y) HaMMEHOBAHHUS W aJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOIUTENS JIEKAPCTBEHHOIO
npernapara Juist BETepUHApHOTO MTPUMEHEHHS;

II) HaMMEHOBaHHWE, aJpec OpraHu3alluy, YIOJTHOMOYEHHOW Jaep)kKareieM WM BladelbleM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO MpeTapara Ha MPUHATHE MPETEH3UH OT IOTPEOUTENs;

8) MPOEKThl MAKETOB MEPBUYHON yIMAKOBKM M BTOPUYHON YMAKOBKH JIEKAPCTBEHHOTO IperapaTa
JUTSL BETEpUHAPHOTO IPUMEHEHHUS;

9) cnenyromiye CBEACHUS O JIGKAPCTBEHHOM IIpernapaTe AJsl BETepUHAPHOTO TPUMEHEHHUS:

a) ONMCaHMUE U COCTAB JICKaPCTBEHHOTO TpenapaTa /il BETepUHAPHOTO IPUMEHEHHUS;

0) onucanue papMaleBTHUECKON pa3paboOTKy;

Wndhopmarus 06 n3MEHEHHSX :

THoonynxm "6" uzmenen c 13 ageycma 2019 2. - @edepanvruiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio
B) OIKCaHUeE IpoIecca MPOU3BOICTBA U €r0 KOHTPOJIS, MOAMMCAHHOE B MOPSJIKE, YCTAHOBICHHOM B
COOTBETCTBUM C YaCThIO | HACTOAIIEH CTaThU,

Wndopmarus 06 n3MEHEHHSX :

Hoonynkm "2" usmenen c 13 asecycma 2019 2. - @edepanvusiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedbloywyro pedaKyuio
I) ONHUCAaHHE KOHTPOJS KPUTHUYECKUX CTaJui MPOU3BOJCTBA M MPOMEKYTOYHOW MPOIYKIUH,
MOJIMTMCAHHOE B TTOPSIKE, YCTAHOBJIIEHHOM B COOTBETCTBHH C YACTHIO | HACTOSIICH CTAThU;

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 13 utona 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 yvacmu 3 cmamou 17
Hacmosiuwe2o PedepanbHo20 3aKOHA 6HECEeHbL U3MEHEHUs.

Cm. mexkcm noonynkma 8 npeovloyujei peoaxkyuu
) HaUMEHOBaHHUS M ajpeca pa3paboTuvKa, JepKaTelis WM BIAJENblla PErUCTPALMOHHOTO
YAOCTOBEPEHUsI  JICKAPCTBEHHOTO  Ipemapara, MPOU3BOJACTBEHHBIX  IUIOMIAJA0K  MPOU3BOJIUTENS
JIEKapCTBEHHOTO TIperapara Jjisi BETEPUHAPHOTO MPUMEHEHHUS C yKa3aHHEeM CTaJuil TEXHOJOTHYECKOTO
Mpoliecca, OCYHIECTBISIEMbIX Ha MPOU3BOJCTBEHHBIX IUIOMIAJKAX MPOU3BOJUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BETepHHApPHOTO PUMEHEHHS;
e) apmarieBTHYECKasT COBMECTUMOCTD;
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) MHKPOOHUOJIOTHYECKUE XapaKTEPUCTHKH,

3) MaTepHaIbHBIN OanaHC U TPOU3BOICTBA CEPHH TOTOBOTO MPOIYKTA;

1) OMUCaHNe XapaKTePUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIOPOUHBIX CPEJCTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHUE (BAIMJALMS) IPOLIECCOB U (MJIM) UX OLICHKA;

1) TpeOOBaHMS K Ka4yeCTBY BCIIOMOTATEIbHBIX BeEIIeCTB (ceprudukar, crenudukamus Ha
BCIIOMOTAaTEJIbHBIC BEIECTBA U UX 0OOCHOBAHUE);

M) aHAJIUTUYECKUE METOJUKH, HCIOJIb3yeMble IPU OCYLIECTBICHUU KOHTPOJS KauecTBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JOKYMEHTQJIbHOE MOJTBEPKICHUE (BaMIAIMs) aHATUTUHYECKUX METOJUK, UCIOIb3yeMbIX MpU
OCYIIECTBJIEHUU KOHTPOJISI KaUYECTBA BCIIOMOTaTEIbHBIX BEILIECTB;

0) uHpopManus o0 HCMHOIH30BAHUM BCIIOMOTATENbHBIX BEIIECTB UYEJIOBEYECKOTO M KUBOTHOIO
MPOUCXOXKICHHUS,

) yrpatui cuity ¢ 13 aBrycra 2019 r. - denepanbhbiii 3akon oT 2 aBrycta 2019 r. N 297-03

Wndopmarius 06 n3MEHEHHSX:

CMm. npedvloywyro pedakyuio

p) TpeOoOBaHUS K KadyeCcTBY JIGKAPCTBEHHOrO IIpermapara JUisli BETCPUHAPHOTO TMPUMEHEHUS
(ceptudukar, cienudukanys Ha JEKapCTBEHHBIN ITpenapar U ux 000CHOBaHUE);

C) aHAJWTHYECKUE METOJUKH, WCIOIb3yeMble TIPH OCYIICCTBICHHM KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'O Ipernapara i BEeTepUHAPHOTO PUMEHEHUS;

T) JOKYMEHTAIbHOE MOATBEPXKICHUEC (BaJTUIANNS) aHATUTHYCCKUX METOJUK, MCIOIb3yeMbIX TPH
OCYIIECTBIICHUU KOHTPOJISL KaYeCTBa JIEKAPCTBEHHOTO Mpernapara Jjsi BETepUHAPHOTO MPUMEHEHUS;

y) IOKYMEHT, IMOATBEPKIAMIINNA KAdeCTBO JIEKAPCTBEHHOTO Mpernapara TPeX MPOMBIIUICHHBIX
cepuii (MMPOTOKOJI aHANU3a WU cepTU(UKAT aHAIIM3a), OJIHA CEpUsi KOTOPOro JOJHKHA COBMAIATh C CepHei
o0pa31a JIeKapCTBEHHOT 0 Npenapara, oJaHHOI0 Ha PEeruCcTpaluio;

() XapaKkTepucTUKa IPUMECEH;

X) TIepeYCHb CTAaHAAPTHBIX 00pa3IOB, UCIOIB3YEMBIX IMPH OCYIICCTBICHHUH KOHTPOJIS KadecTBa
JIEKapCTBEHHOT'O Ipernapara /i BETepUHAPHOTO PUMEHEHUS;

I1) IaHHBIC O CTA0MIIBHOCTH JICKAPCTBECHHOT'O TIPerapara Jyisi BETEPUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, COJAEpXKaIllero WH(OpPMAlHUI0 O HAIWYUM WIH 00 OTCYTCTBUHU (DaKTOB
pEeTHCTpaIK JIEKAPCTBEHHOT'O TIperapara JUisi BETePUHAPHOTO TMPUMEHEHUs 3a TpereiiaMu Poccuiickoi
denepauny;

Wndhopmarus 06 n3MEHEHHSX :
Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-®D3 ¢ nyukm 11 yvacmu 3 cmamou 17 nacmosiuje2o
DedepanbH020 3aKOHA BHECEHbl USMEHEHs]

Cm. mexkcm nynkma 8 npeovioyujeil peoaxkyuu
11) cornacue B mucbMeHHOUN (hopme, MpeayCMOTPEHHOE YacThio 7 HACTOSIIEH CTaThd, B CiIydae
pETUCTpAIK BOCTIPOU3BEICHHOTO JIEKAPCTBEHHOTO TIpenapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM S3BbIKE, 3aBEPEHHOTO B YCTAHOBIEHHOM IIOPSJIKE H
MOJITBEPKJIAIOIIETO TMMPABOMOYHOCTh 3asBIICHUS O TOCYJapCTBEHHON PETUCTPAIMH JICKApCTBECHHOTO
mpernapara Jisi BETEpUHAPHOTO MPUMEHEHUS (IOBEPEHHOCTb);

Wndhopmarus 06 n3MEHEHHSX :

Yacms 3 oononnena nynkmom 13 ¢ 13 aszycma 2019 2. - @edepanvusiii 3axon om 2 agzycma 2019 2. N
297-D3

T'APAHT:

Poccuiickum npou3BoAUTENSIM UMMYHOOHOJIOTHYECKUX JIEKApPCTBEHHBIX MpPENnapaTroB pa3peraeTcs 110
31 nexaGps 2022 r. He NPEACTaBIATh B COOTBETCTBUHM C ITYHKTOM 13 CBel€HHS O rocCyAapCTBEHHOU
perucTpalnyy reHHO-UHKEHEPHO-MOAN(PUIIMPOBAHHBIX OpPraHU3MOB, IPEeIHA3HAYEHHBIX /JIS BBIITyCKa B
OKpY’KaIOIIyI0 Cpefay, MpH TOCYAapCTBEHHOW PErHCTpalil MMMYHOOHOJIOTHYECKUX JIEKapCTBEHHBIX
MpernapaToB TUIs BETEPUHAPHOTO MIPUMEHEHMUS], MOJTy4YE€HHBIX C MIPUMEHEHUEM
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TCHHO-WHXCHEPHO-MOIU(DUITUPOBAHHBIX OPTAaHU3MOB MITH COJICPKAIIUX TAKUE OPTaHU3MbI

13) cBemeHuss O TOCYAAapCTBEHHOW PErHCTPAallUU T'e€HHO-MH)KEHEPHO-MOIU(PHUIMPOBAHHBIX
OpPraHU3MOB, MPEIHA3HAUYEHHBIX JUISI BBIIYCKa B OKPYXAaWIyl cpeny (IIpH TrocyAapCTBEHHOM
pEeruCTpaliil  JICKApCTBEHHBIX MpPENapaToB Uil BETEPUHAPHOTO MPUMEHEHHs, MOJYYCHHBIX C
IPUMEHEHUEM  T'€HHO-UHXEHEPHO-MOAU(DULMPOBAHHBIX  OPraHU3MOB MM  COJAEpXKAlUX  Takue
OpTraHHU3MBI).

Wndopmarus 06 H3MEHEHHSX:
Yacmw 4 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro

4. Ilpu mnpoBedeHMH YCKOPEHHOH MpOLEeNypbl SKCHEPTH3bl JIEKAPCTBEHHOI'O Ipernapara Juls
BETEPUHAPHOTO MMPUMEHEHHS B IIEIISX €r0 FOCYJapCTBEHHON PErHCTPalii BMECTO OTYETa pa3paboT4YHKa O
pe3yibTaTax JOKIMHUYECKOro MCCIIEJOBAHUS JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOIO IPUMEHEHHUS
MOXET OBITh IPEJICTAaBICH 0030p HayuyHbIX pabOT O pe3yinbTaTax JOKIMHUYECKOTO MCCIIETO0BAHUS
pedepeHTHOro JEeKapCTBEHHOIo IIpernapara JUlsi BETEpUHApHOrO IPUMEHEHHs, a BMECTO OT4eTa O
pe3ynbTarax KIMHUYECKOT0 UCCIEI0BAaHUS JIEKAPCTBEHHOrO Mpenapara Jjisi BEeTepUHAPHOI0 IPUMEHEHUs
OTYET O pe3ysbTaTax HCCIEI0BaHUM OHMOSKBHUBAJIEHTHOCTH BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O
npernapara Jyisi BETEpUHApPHOTO PUMEHEHUS.

Wupopmarus 06 H3MEHEHHSIX:
Yacms 5 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedbloywyro pedaKyuio

5. Ha »kcmepTu3y pasiuYHBIX JICKQPCTBEHHBIX (OPM OJHOTO M TOTO KE JICKAPCTBCHHOTO
npernapara il BETCPUHAPHOTO TPHUMEHCHUS 3asBUTENIb IPEICTABISCT OTACIbHBIC 3asBICHUS U
PETHCTPAIMOHHBIC JOChe Ha KaXKIyIo JIeKapcTBEHHYIO (Gopmy. [lpu ycrnoBum ogHOBpEMEHHOW TOJa4d Ha
IKCHEPTU3Y OJHOM JICKApPCTBEHHON (OPMBI C Ppa3IMYHBIMU JIO3UPOBKOM, KOHIICHTpaluei, o0beMoM
3asIBUTENIb TPEJCTABISICT OJHO 3asABJICHHEC W PETHCTPAIMOHHOEC J0ChEe C MPUIOKCHHEM MAaKETOB
NIEPBUYHON YIIAKOBKU U BTOPHYHOU yIakoBKU. Ha Makerax mepBHYHON YIMaKOBKH M BTOPUYHOM YIAKOBKU
YKa3bIBAIOTCS BCE MPOU3BOJUMEIC JIO3UPOBKH, KOHIICHTPAIMH, O0OBEMbI M KOJWYECTBO 103 B YITAKOBKE
JIEKapCTBEHHOTO TIpernapara Jijisi BETepUHAPHOTO PUMEHEHUSI.

Wndopmarys 06 m3MEeHEHHAX:
Yacms 6 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloyuyro peoaKyuio

6. B ciydyae HempezacTaBlieHUs ¢ 3asBJICHHEM O FOCYAapCTBEHHOM perucTpanuu JeKapCTBEHHOIO
npenapara AJii BETEPUHApPHOIO NMPUMEHEHHUS JOKYMEHTOB, MOATBEP)KIAIOIIUX YIIIaTy FOCYJapCTBEHHOM
NOLUIMHBI U YKa3aHHBIX B IYHKTE 7 4acTU 2 HACTOSILEN CTAaThbU, CBEACHHUM O JIMLEH3UAX, YKAa3aHHBIX B
nyHKTax | ¥ 2 yacTu 3 HaCTOsIIEN CTaThH, a TAKXKE BbIIaBAEMbIX (IIPEAOCTABIIEMbIX) YIIOJIHOMOYEHHBIMU
(denepanbHBIMU OpraHaMU HMCIOJIHUTEIbHONW BJIACTU JOKYMEHTOB (CBEICHMIT), YKa3aHHBIX B myHKTe 2.1
4acTM 3 HACTOALIEH CTaTbM, YIOJHOMOYEHHBIN (QelepanbHblii OpraH HCHOJIHUTENBHOW BIACTH
3arnpamnivBaeT yKa3aHHbIE JOKYMEHTHI (CBEIIEHHUS) B MOPSAJIKE MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOIO
B3aMMOJCHCTBHSI.

7. He pnomyckaercss HCHOJB30BaHHME B KOMMEPUECKHMX LeIsIX HHGMOpManuu o pe3yibTaTax
JOKJIIMHUYECKUX HMCCIIEN0BAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIEJOBAHUN JIEKApPCTBEHHBIX
[penapaToB JJisi BETEPUHAPHOIO NPUMEHEHHS, MpPEJCTaBICHHON 3asBUTENEM JJs TOCyAapCTBEHHOM
perucTpalyy JIeKapCTBEHHBIX IpenapaToB, 0e3 ero coryiacuss B TEYEHHWE WIECTH JEeT C JaThl
TOCYJIapCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit deneparuu.

Wndopmarys 06 M3MEHEHUAX:

Cmamows 17 donoanena wacmoito 8 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 aseycma 2019 e. N
297-D3
8. Jlepkarenb WM BiaJieNel] PerucTPallMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara s
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BETEPUHAPHOTO MPUMEHEHHUS IPEICTaBIseT B YIOJIHOMOYEHHBIN (enepanbHblil OpraH MCIONIHUTEIbHON
BJIACTH OTYET MO pe3yjbTaraM (apMaKOHaI30pa OJUH pa3 B LIECTh MECSIIEB B TEUCHUE JBYX JIET MOCIE
roCy/IapCTBEHHOW PETUCTpallMU JIeKapcTBEHHOTo MpenapaTta B Poccuiickoit deneparuu, 3aTeM €XKEeroaHo
B TEUEHUE MOCIIEAYIOUIUX TPEX JIET U B JAIbHEHIIEM OJIMH pa3 B TPH Iroja.

TAPAHT:

CMm. koMmMeHTapuu K cTarbe 17 HacTosero denepajbHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamvu 18 nacmoswe2o
DedepanbHoe0 3aKOHA UNONCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm HAUMeEHO8aAHUS 8 NpeObloyuleli pedaKyuu
Crarba 18. Ilomawa u paccMOTpeHHE 3asBICHMS O TOCYJApCTBEHHON perucTpanuu
JIEKapCTBEHHOIO Mpernapara J1jis MEIUIUMHCKOTO MPUMEHEHHUS

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 1 cmamou 18 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. Jns rocynapCTBEHHOW perucTpaluu JEKapCTBEHHOIO Ipernapara Uil MEAUIHMHCKOIO
IPUMEHEHUS OPHINYECKOe JIMIO, ACUCTBYIOLIEE B COOCTBEHHBIX HHTEpECax MM YIIOJIHOMOUYEHHOE
IIPEACTABILAITE MHTEPECHl JIPYroro IOPHUIMYECKOrO JIMLIA M 3asABILIIOLICE JICKAPCTBEHHBIM IIpenapar Ha
rOCYJJapCTBEHHYIO pErucTpaluio (Janee B HACTOALIEM cTaThe - 3asBUTENb), NPEACTABISIET B
YIOJHOMOYEHHBIN (heiepaabHblii OpraH MCIOJIHUTEIbHONW BJIACTH, OCYLIECTBIISIOIINNA TOCYJapCTBEHHYIO
pErUCTpalMIO JIEKAPCTBEHHBIX MIPENapaToB il MEJUIIMHCKOTO IPUMEHEHHUS, B JIEKTPOHHON (popme 1 Ha
OyMa)XHOM HOCHTEJIE 3asBJICHME O TOCYJapCTBEHHOW pPETUCTPallUU JIEKapCTBEHHOTO Ipenapara Jyis
MEIUIUHCKOrO TMPUMEHEHUs, a TaKKe B I0pPsJIKE, YCTAaHOBJICHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, B DJEKTPOHHOH (opMe M Ha OyMa)XHOM HOCHTENE HEOOXOIUMbIE
JOKYMEHTBI, U3 KOTOPBIX (OopMHpyeTCs pEerucTpallMOHHOE JOChe Ha JIEKapCTBEHHBIM MNpemapar s
MEUIINHCKOTO IPUMEHEHHS.

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®D3 uacms 2 cmamvu 18 nHacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 .

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
2. B 3asBieHNH 0 TOCYJapCTBEHHOM PETUCTpaIlii JIEKAPCTBEHHOTO Tpenapara JJjisi MEAUIIUHCKOTO
MPUMEHEHHUS YKa3bIBAIOTCS:

Undopmarus 06 n3MEHEHHSX:

Ilynkm 1 usmenen c 1 ansaps 2018 2. - @edepanvusiii 3axon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloyuyro peoakyuio

1) HaumMmeHOBaHWE, aJpec 3asBUTENS] U MPOU3BOAUTENS JIEKApPCTBEHHOTO TMpemnapara s
MEUIIMHCKOTO TPUMEHEHHS, CBEJAEHUS 00 MX PErucTpallid B KAa4eCTBE HAJOTOIUIATEINbIIMKA B CTPaHE
peructpanuu (s POCCUUCKHUX FOPUIUYECKUX JIUI - UACHTU(DUKAIIMOHHBIM HOMEp HaJIOroIiaTeNlbIInKa
(MHH), nnst "HOCTpaHHBIX OPUIMYECKUX JIUI] - CTpaHa PETUCTpAIlUi, HAMMEHOBAHNE PETUCTPUPYIOIIETO
opraHa, perucTpalMOHHBIN HOMEP, KOJI HAJIOTOIUIaTelNbIMKa B CTPAHE PErUCTPalluK (MHKOPIIOPAIMH) WK
€ro aHaJoT) U aJpec MeCTa OCYIIEeCTBICHUS TIPOMU3BOJICTBA JIGKAPCTBEHHOTO Tpernapara (B ciiydae HaTuaust
HECKOJIbKUX YYaCTHUKOB TMpOIlecca €ro IMPOU3BOJCTBA HEOOXOIMMO yKazaTh KaXJIOTO0 YYacTHHUKA B
COOTBETCTBHUH C OCYIIECTBISIEMOM CTaINEH MPOU3BOJICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO TMpemnapara I MEIUIIMHCKOTO TMPUMEHEHUs (MEXIyHAPOIHOE
HEMaTeHTOBAHHOE, WJIM TPYIITUPOBOYHOE, UIIM XUMUUYECKOE U TOPTOBOE HAMMEHOBAHU);

3) nepeyeHb AEUCTBYIOMIMX M BCIIOMOTaTENIbHBIX BEIECTB, BXOJSALIUX B COCTAB JEKAPCTBEHHOI'O
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npenapara Jisi MEAUILMHCKOIO IPUMEHEHHUS], C YKa3aHUEM KOJIMYECTBA KaXJAO0T0 U3 HUX;

4) nexkapcTtBeHHas (opma, TO3WPOBKA, CIMOCOOBI BBEIACHUS M NPHUMEHEHUS, CPOK TOJIHOCTH
JIEKapCTBEHHOIO Mpernapara s MEJUIUHCKOTO IPUMEHEHHS;

5) (bapmakoTepaneBTUIeCcKas rpynna, KO aHATOMO-TEPANEBTUYECKO-XUMUUYECKOMN
KJaccu(pUKaluy, pPEKOMEHJIOoBaHHONW BcemupHOIl opranuzanueil 3ApaBOOXpaHEHHUS, 3asiBISIEMbIE
IIOKa3aHus JJi1 NIPUMEHEHNUs JIEKapCTBEHHOT' O Ipenapara i1 MEAULIMHCKOrO IPUMEHEHMS,

6) OTCYyTCTBHME HEOOXOJAMMOCTH MPEIOCTaBICHHUS OT4YeTa O pe3yibTaTax KIMHHYECKOTO
UCCJIEIOBAHMSI, UCCIIE0BaHUsI OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapaTa, pa3pelieHHOro JUlsd
MeAUIMHCKOro MpuMeHeHus B Poccuiickoit denepanuu 6ojee ABaALIATH JIET, C YKa3aHUEM HOPMATHUBHBIX
IIPABOBBIX AKTOB, IIOATBEPKAAIOIINX JAHHBINA CPOK IPUMEHEHUS;

7) HeobxoauMocTh oopMIIeHHUST pa3pelieHusl Ha BBO3 B Poccuiickyto denepaiinto KOHKPETHOM
NapTUM  3aperMCTPUPOBAHHBIX W (WJIM)  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIpEHA3HAYEHHBIX JUJISl IPOBEJCHMS HKCIIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEIAX T'OCYAAPCTBEHHOU
perucrpanuu;

8) HeoOXOAMMOCTh MPOBEACHUS SKCIEPTH3bI JTOKYMEHTOB, MPECTABICHHBIX I OMpeesIeHuUs
BO3MOXXHOCTH paccMaTpuBaTh JIEKApCTBEHHbIM @pemnapar il MEAULHUHCKOIO IPUMEHEHHUS IpU
OCYIIECTBIICHUU T'OCYJapPCTBEHHOMN perucTpaiuy B kauecTBe op(haHHOT0 JIEKAPCTBEHHOTO Mpernapara;

9) HEOOXOAMMOCTh MTPUMEHEHHSI YCKOPEHHOM MPOIeyphbl SKCIEPTH3BI JIEKAPCTBEHHBIX CPEIICTB B
LEJSAX TOCYTapCTBEHHOM pEernucTpanuu JeKapCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, TOATBEPKAAIOIINX YIUIATY TOCYAapCTBEHHOM MOIIJINHBI:

a) 3a MPOBEIEHUE IKCIEPTHU3BI JOKYMEHTOB, MPEACTABICHHBIX IJI OMpPENeTICHHUs] BO3MOKHOCTH
paccMmaTpuBaTh JIEKapCTBEHHBIN Mpenapar [yl MEIUIUHCKOTO NPUMEHEHUS IpPU OCYLIECTBIICHUU
roCy/IapCTBEHHOW PETUCTPALIUU B KaUYeCTBE OPPaHHOIO JEKAPCTBEHHOTO Mpernapara;

0) 3a MpoBelEHUE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA U 3KCIEPTU3bl OTHOLIEHUS
0’KMJIa€MOM T0JIb3bl K BO3MOXHOMY PHUCKY MPUMEHEHHMS JIEKapCTBEHHOIr'O IperapaTa, pa3pelieHHOro s
MeAMLIMHCKOro IpuMeHeHus B Poccuiickoit @enepanuu Oosiee ABaaLATH JIET, NPU OCYIIECTBICHUU
roCyJJapCTBEHHOM pEerucTpanuu JeKapCTBEHHOTO Ipenapara;

B) 3a IPOBEJCHHE IKCHEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOILIEHUS
OKMJAEMOM TOJIb3bl K BO3MOXKHOMY PUCKY IMPHUMEHEHHS JIEKApCTBEHHOIO Mpenapara A MEAULMHCKOTO
IPUMEHEHHUS IIPU €ro roCy1apCTBEHHOW PETUCTPALINN;

I') 3a MPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOT'O CPEACTBA U SKCIEPTHU3bl OTHOILIEHHS
O’KHMJJaeMOH MOJIb3bl K BOZMOKHOMY PUCKY MPHUMEHEHUS JIEKapCTBEHHOTrO Mpenapara Al MEAUIIMHCKOTO
IPUMEHEHUS, B OTHOLIEHHH KOTOPOrO IPOBEAEHBI MEKIYHAPOJHBIE MHOTIOLEHTPOBBIE KIMHUYECKUE
UCCJIEIOBAHMS, YacTb H3 KOTOpbIX IpoBenaeHa B Poccuiicko denepanuu, NOpH  OCYIIECTBICHHUH
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO MPEnapara;

11) Hanmuue corynacus HPOU3BOJIUTEINS JIEKAPCTBEHHOTO Ipenapara, MPOU3BOJCTBO KOTOPOTO
ocyumiecTBisieTcss 3a mpenenamu  Poccuiickonn  ®Denepanuy, Ha OPOBEACHHE HMHCIEKTHPOBAHMS
IIPOU3BOUTENISE HA COOTBETCTBUE TPEOOBAHUAM IIPaBUJI HA/JIEKAIEH MPOU3BOICTBEHHON NPAKTUKH;

12) Hanu4ue coryiacusi, peyCMOTPEHHOT0 4acThio |8 HacTosIel cTaTh;

13) ykazaHue BuJa JIEKAPCTBEHHOIO Ipernapara, MpeACTaBIEHHOTO Ha PEruCcTpaIUio
(pedepeHTHBI  JEeKapCTBEHHBIM  NpemapaT,  BOCIPOM3BENEHHBIM  JIGKAPCTBEHHBIM  Ipernapar,
OMOJIOTHYECKHI JIEKapCTBEHHBIN Mpernapar, 0MoaHaIoroBblii (OMOMOJO0HBIN) JIEeKapCTBEHHBIN MpenapaT
(Omoanasior), roMeonaTHYECKUil IEKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIH pacTUTEIbHBIH Mpenapar).

Wndopmarys 06 M3MEHEHUAX:

DedepanvHvim 3akonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 3 cmamovu 18 Hacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroujeli 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

3. PerucrpanyoHHOE€ J0Ch€ Ha JIEKApCTBEHHBIM IHpenapar i MEAMIMHCKOrO IPUMEHEHUs
MIpeI0CTaBIsACTCS B PopMe 00IIIEeT0 TEXHUYECKOTO TOKYMEHTA.

Wndopmarys 06 M3MEHEHUAX:
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Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 4 cmamvu 18 Hacmoswezo
DedepanbHo20o 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 aueapsa 2016 2.

Cm. mexcm wacmu 6 npeovioyuierl peoaxyuu
4. Paznenn fOKyMEHTalMM aAMUHUCTPATUBHOI'O XapaKTepa BKIIIOYAET B ceOsl:
1) 3asBiIE€HUE O rOCYJapCTBEHHOM perucTpanyy JeKapCTBEHHOIO Mpenapara Jjs MEeIULHUHCKOIO
IPUMEHEHHUS B HJIEKTPOHHOH (opme U Ha OyMa)kHOM HOCHUTEIIE;
2) KOmMIO JIOKyMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpPSJIKE U
HOJTBEPKIAIOIIET0 NIPAaBOMOYHOCTh 3asBUTEINS I10/aBaTh 3asBJIEHHE O IOCYJAapCTBEHHOM perucTrpanuu
JIEKapCTBEHHOTI'O IIpernapara Juisi MEJUIMHCKOT0 IPUMEHEHUS (JOBEPEHHOCTD);

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 3 usmenen c 1 aneaps 2021 . - @edepanvusiii 3axon om 27 oexabpsa 2019 2. N 478-D3

Cm. npeodvloyuyio peoakyuro

3) cBeneHUs O AaTe MPEJOCTABJICHUS W PETUCTPALMOHHOM HOMEpE JIMIICH3UW Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJCTB WIIM CBEJICHUS O JaTe MPEAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE 3aKIIOUCHUS
O COOTBETCTBHHM TIPOM3BOJMTENS JICKAPCTBEHHBIX CPEJICTB TPEOOBaHUSAM TIPaBU  HaJICKAIICH
MIPOU3BOJICTBEHHON MPAKTUKH, BBIJAHHBIX (MPEAOCTABICHHBIX) YIIOJTHOMOUYEHHBIM (pe/ieparbHbIM OPraHOM
WCIIOJHUTEJIBHOM BJIACTH B OTHOLIEHUH MIPOU3BOJICTBEHHOM IJIOMIAJKHA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npernapara, B Ciiydae, €Clii IPOM3BOJICTBO JIEKAPCTBEHHOIO Mpenapara ocyuecTsisiercs B Poccuiickoit
®enepanuu;

Undopmarust 06 n3MEHEHHSX:

Ilynkm 4 usmenen c 1 snsaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedbloywyro pedaKyuio

4) KONHUIO MPEAOCTaBICHHON YIMOJTHOMOUYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTENS JHUIICH3UH Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIPErapaTa U €€ NepeBo] Ha PyCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM
NOpsKe, a TaKKe KOMHUIO 3aKIIOYEHUS O COOTBETCTBUHU MPOHM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM I[IpaBUJl HaAJEXKalIe NPOU3BOJACTBEHHONW MPAKTUKH, BBIAAHHOIO YIIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCIIOJHUTEIBHOW BIACTH B OTHONICHHMHM MPOW3BOACTBEHHOH IUIOIIAKU
PEruCTPUPYEMOro JIEKApCTBEHHOTO INpenapara, Wik KOIMUI0 PELIeHUs YHOJHOMOYEHHOIo (eaepanbHOro
OopraHa HCIOJHUTEIbHOM BIACTH O NPOBEIECHUHM HWHCIEKTHUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB, B Clyyae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOI'O Ipenapara OCYLIECTBISETCS 3a Ipeleramu
Poccuiickoit denepanuu;

5) TNpOEeKT HMHCTPYKUMU 1O MEIUIUHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOIO Ipernapara,
COJIEpIKalleil CIEAYIOIUE CBEICHNUS:

a) HaMMEHOBaHME JIEKapCTBEHHOIO IIpemapara (MEXAyHapOJHOE HENaTeHTOBAHHOE, WU
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) nmekapcTBeHHas (hopMa C yKa3zaHHMEM HAaNMEHOBAaHUHN U KOJMYECTBEHHOTO COCTaBa JICUCTBYIOIINX
BEIIIECTB M KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIECTB (IIPU HEOOXOAMMOCTH KOJIMYECTBEHHOIO
COCTaBa BCIIOMOTAaTENIbHBIX BELIECTB);

B) OIKCaHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpemnapara A MEIUIUHCKOTO TPUMEHEHUS;

I) pu3uKo-XxuMUYecKre cBOMCTBA ([ paarodapManeBTHYECKUX JIEKapCTBEHHBIX MIPENapaToB);

o) GdapmakoTepaneBTHUECKass TPYMMa, KOJ JIEKapCTBEHHOIO TMpernapara s MEIUIIMHCKOTO
MPUMEHEHHUS TI0 aHATOMO-TEPANEBTHIECKO-XUMHUUECKON Kilaccupukanuu, peKkoMeHa10BaHHOW BceemupHoit
OopraHu3alei 31paBOOXpaHeHus], WK yKa3aHue "TOMeonaTH4YeCKui JIeKapCTBEHHbIN npenapar';

e) (dapmakomuHamuka U ¢dapMaKOKWMHETHKa (32  HUCKIIOYECHHEM  (apMaKOKHHETUKH
TOMEOINATUYECKUX JIEKAPCTBEHHBIX MPENAPATOB U PACTUTEINIbHBIX JIEKAPCTBEHHBIX MPENapaToB);

K) TIOKa3aHMs JJIsI TPUMEHEHNS,

3) MPOTUBOMOKA3AHUS 1JIs1 IPUMEHEHNS;

1) MEpHI MIPEIOCTOPOKHOCTU P IPUMEHEHNH;

K) YKa3aHH€ BO3MOXHOCTHM U OCOOEHHOCTEH MpHMEHEHHs JIeKapCTBEHHOIO Ipemnapara Juis
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MEAMIIMHCKOTO MpPUMEHEHUS OepeMEHHBIMU IKCHIIMHAMH, OKEHIIMHAMH B TMEpPUOJ TPYIHOTO
BCKapMIIMBAHWSI, IETHMU, B3POCIBIMU, IMEIOIIUMU XPOHHYECKHUE 3a00JICBaHUS;

J) peKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS U NMPUMEHEHHUS, TP HEOOXOAUMOCTH BpeMs MpHemMa
JICKapCTBEHHOTO TIperapaTa sl MEAUIIMHCKOTO MPUMEHEHHSI, POIOJDKUTEIILHOCTD JICYCHHSI, B TOM YHCIIE
y JieTel 10 U 1OCJe OJHOTO ro/a;

M) BO3MOXKHBIC HEXKENATEJIbHBIE pPEaKIUd TpH MPUMEHEHHU JICKQpCTBEHHOTO Tpernapara s
MEAUIIMHCKOTO TPUMEHEHHUS;

H) CUMIITOMBI TIEPEI03UPOBKH, MEPHI TI0 OKA3aHUIO MOMOIIHU TPU TIEPEI03UPOBKE;

0) B3aMMOJICICTBHE C APYTHUMHU JICKAPCTBEHHBIMU MpenapaTtaMu U (W) MUIIEeBbIMU IPOAYKTAMU;

1) GOpMBI BEITYCKA JIEKAPCTBEHHOT'O MIPEmapara;

p) ykazaHue (mpu HEO0OXOTUMOCTH) OCOOCHHOCTEH AEWCTBUS JIEKAPCTBEHHOTO Mpernapara Jyis
MEIUIIMHCKOTO MTPUMEHEHHUS TIPH IIEPBOM MMPUEME HITU TPU €r0 OTMEHE;

c) omucaHue (Ipu HEOOXOAMMOCTH) JACUCTBUH Bpada (denpamepa) U (WiId) TMalUEHTA TPH
NPOIMyCKe MpUeMa OJHOW WJIM HECKOJIbKHX JI03 JIGKQpCTBEHHOTO IMpermapara [UIsli METUIIUHCKOTO
PUMEHEHUS;

T) BO3MOXKHOE BIIMSHUE JICKQPCTBEHHOTO Tpenapara JJii MEIUIIMHCKOrO TPUMEHEHHS Ha
CIIOCOOHOCTH YIPaBIISITh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMH;

y) CPOK TOJHOCTH H YyKa3aHWE Ha 3alpeT NPHUMEHCHHUs JIEKAPCTBEHHOrO IIpermapara Jyis
MEAMIIMHCKOTO MPUMEHEHHUS 110 UCTEYCHHH CPOKa FOJIHOCTH;

¢) ycnoBus XpaHeHUS;

X) yKa3aHWe Ha HEOOXOAMMOCTh XpaHEHHs JEKapCTBEHHOrO IMpernapara Uisi MEIUIUHCKOTO
PUMEHCHHUS B MECTaX, HEJIOCTYITHBIX IS ETCH;

1) yKazaHue (Ipu HEOOXOJUMOCTH) CIEUUATbHBIX MEpP MPEIOCTOPONKHOCTU MPU YHUYTOXKEHUU
HEUCIOJIb30BaHHBIX JICKAPCTBECHHBIX MPENAPATOB JIJIsI MEIUIIMHCKOTO TPUMEHCHUS;

Y) yCIIOBHS OTITYCKa;

1) HAMMEHOBAHUS W aJipeca IMPOU3BOJCTBEHHBIX IUIOIMIAJOK IMPOU3BOAUTENS JICKAPCTBCHHOTO
npernapara;

II) HAaWMMEHOBAHWE, aJpec OpraHW3alluH, YIOJIHOMOYECHHOW JepXKaTeleM WIH BIaJeibleM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO TMpemnapara s MEAMIMHCKOTO MPUMEHEHHUs Ha
MPUHSITHE TTPETCH3UH OT MMOTPEOUTEIIS;

6) MHCTPYKIIUIO 110 MEIUIIMHCKOMY PUMEHEHHUIO WM KPAaTKYI0 XapaKTePUCTHKY JEKapCTBEHHOTO
nperapara, yTBep>KJICHHbBIC B CTPaHE MPOU3BOIUTEIS,

7) MPOEKThl MAKETOB MEPBUYHOI YMaKOBKM M BTOPUYHON YIMAKOBKH JIEKAPCTBEHHOTO IpemapaTa
JUTSE METUITUHCKOTO IPUMCHCHHSI,

8) MpPOEKT HOPMATHUBHOW TOKYMEHTAllMd WJIM HOPMAaTHBHOTO JOKYMEHTa Ha JIeKapCTBEHHBIN
mperapar Jyisl MeTUITHHCKOTO TIPUMEHEHUS JIN00 yKa3aHWe COOTBETCTBYIONICH (DapMaKOTICHHON CTaThH;

9) mokyMmeHT, cofepKaluii WH(OPMAIIUI0 O HATUYUU UIU 00 OTCYTCTBUHM (DAKTOB PETUCTpallUU
JIEKapCTBEHHOI0 IIpernapara Jyisi MEIUIIMHCKOro NIpuMeHeHus 3a npeaenamu Poccuiickorn denepannu;

10) komuu TOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBIIEHHOM TMOPSAAKE M MOATBEpKAalomuX (akt
perHCTpalyy JICKapCTBEHHOTO TIperapara B WHOCTPAHHBIX TOCYJapcTBaX B KadecTBe Op(aHHOTO
JIEKapCTBEHHOTO TIpernapara;

11) mmam ynpaBiaeHHWS pPHCKaAMH JUIS OHWOJOTHYSCKHX JICKAPCTBEHHBIX IIPEMapaToB  JUIS
MEAUIIMHCKOTO TPUMEHEHHUS,

12) nokymeHT o cucrteMe (apMakoHaa30pa JepKaTenss WIH BIaJeNblla PETUCTPAIHOHHOTO
YIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnapara;

13) MOKyMEHT, TOJATBEPKIAIONINI Ka4ecTBO JIEKAPCTBEHHOTO TIperapara TPeX MPOMBINUICHHBIX
cepuii (MMPOTOKOJI aHaNU3a WU cepTU(UKAT aHAIIM3a), OIHA CEpHUsi KOTOPOTO JOJHKHA COBIAIATh C CepHEi
o0Opa3ma JIeKapCTBEHHOTO TIperapara s MEIWIIMHCKOTO TPHMEHEHWs, TpPEICTAaBICHHOTO Ha
TOCY/IapCTBEHHYIO PETUCTPALIHIO.

Wndopmarys 06 M3MEHEHUSAX:
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Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 5 cmamovu 18 Hacmoswezo
DedepanbHo20o 3aKOHA U3N0AHCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 aueapsa 2016 2.

Cm. mexcm wacmu 6 npeovioyuierl peoaxyuu
5. Paznmen xumuueckoi, dapmMareBTHYECKOH M OMOJIOTMYECKON JOKYMEHTAIIMU BKJIIOYaeT B ceOs
JOKYMEHTBI, CoJiepKamire HHPOpMaIuio o GpapManeBTHIeCKol CyOCTaHIIMU U JICKApCTBEHHOM IIperapare
JUIST METMIIMHCKOTO MPUMEHEHHS, TPOIECCe €ro MPOM3BOJCTBA M METOJAaX KOHTPOJS KauecTBa, B TOM
1207 (03) (K

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 1 uzmenen ¢ 28 oexaops 2019 2. - @edepanvhuiil 3akon om 27 oexkabps 2019 2. N 462-D3

Cm. npeodvloyuyio peoakyuro

1) kommrio JOKYMEHTa, COJAEpXKallero cleaywmy wuHpopMmanmuio o (dapMareBTHIeCKOn
cyOcTtaHmu Wi (hapMareBTHUECKUX CYOCTaHIIMAX, BXO/SIIMX B COCTAB JIEKAPCTBEHHOIO Mpemnapara, 3a
UCKIIOYeHHeM HHpopMmammu o ¢GapMaleBTUYECKUX CYOCTAHIUAX, BKJIIOYCHHBIX B TOCYAApCTBEHHBIN
pEECTp JEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUH CO cTaThell 34 Hacrosmiero deaepaabHOro 3aK0Ha!

a) HaMMeHOBaHME (papMaIeBTUICCKON CyOCTaHIIUH, €€ CTPYKTypa, OOIIHe CBONCTBA;

0) HAMMEHOBAHUE M a/IPEC IPOU3BOAUTEIIS,

B) TEXHOJIOTHSI TIPOM3BOJICTBA C OMHCAHUEM CTAJU{ MPOU3BOJCTBA U METOJIOB KOHTPOJISI HA BCEX
CTaJIUSX TIPOU3BOJICTBA;

T') OIMCAaHKUE Pa3pabOTKHU Mpoliecca MPOU3BOJICTBA;

1) ONTUCAHKME KOHTPOJIS KPUTHUUYSCKUX CTAMI MPOU3BOJICTBA U TIPOMEKYTOYHOU TTPOTYKIIHH,

€) TOKyMEHTaJbHOE MOATBEPKICHUE (BaTUAALINS) TPOLIECCOB U (MJIM) UX OIICHKA;

7K) CBOMCTBA U CTPYKTypa JIEHCTBYIOIIHNX BEIIECTB;

3) XapaKTEePUCTHKA ITPUMECEH;

1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHME;

K) AaHaJIUTUYECKHE METOJIUKH, HCHOJb3yeMble MIPU OCYIIECTBICHUU KOHTPOJS KadecTBa
(dapManeBTUYECKON CyOCTaHIINN;

J) NOKyMEHTalbHOE MOJTBEpKICHUE (BAIMIAINS) aHATUTUYECKIUX METOAMK, UCIOIB3YEMBIX MPH
OCYIIECTBIICHUU KOHTPOJIS KauecTBa (papMarieBTHIeCKOl CyOCTaHITIH;

M) pe3yJbTaThl aHaIN3a cepuil (hapMaleBTUUECKOI CyOCTaHIINN;

H) TIEpEYCHb CTaHIAPTHBIX 00Pa3I[0B WM BEIIECTB, HCIIOIH3yEMBIX IPU OCYIIECTBICHUH KOHTPOJIS
KavecTBa;

0) OTMCAHNE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MAaTEPHAJIOB M YKYIIOPOUHBIX CPEJICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMareBTUYECKON CyOCTaHINH;

P) CpPOK FOJTHOCTH;

Wndopmarys 06 m3MEeHEHHUAX:

Yacms 5 donoanena nynkmom 1.1 ¢ 28 oexabps 2019 2. - @edepanvuviii 3axkon om 27 dexkabps 2019 e.
N 462-D3

1.1) B orHomeHuu ¢dapmMaleBTUUECKUX CYOCTaHIMI, BXOASIIMX B COCTaB JIEKAPCTBEHHOI'O
npenapata M BKJIIOYEHHBIX B TOCYAApPCTBEHHBIM peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBUU CO
cratbeil 34 nHacrosmero PeaepaJbHOTO 3aKOHA, - KOMHUS JOKYMEHTa, COAEPKAIIEro CIEIYOIIYIO
UH(POPMALIUIO:

a) HauMeHoBaHue (hapMalleBTHYECKON CyOCTaHIINH, €€ CTPYKTypa, OOIIHe CBOWCTBA;

0) HaMEHOBAaHHUE U aJPEC MPOU3BOIUTENS;

B) Pe3yJIbTAaThl aHAIN3a cepuil hapMaIeBTUUECKON CyOCTaHIINM;

T') CPOK T'OJTHOCTH;

2) JOKYMEHT, COJepXallii CIenyroIIde CBEIEeHUS O JICKQpCTBEHHOM TIIpernapare JUis
MEIUIIUHCKOTO IPUMEHEHUS:

a) OTHMCaHMUEe U COCTAB JICKAPCTBEHHOTO TpenapaTa Uit MEAUIIMHCKOTO IPUMEHECHHS;

0) omucanue QapMmaleBTHYeCKoi pa3paboTku (0OOCHOBaHME BHIOOpa COCTaBa, MEPBUYHON
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YIAaKOBKH ¥ UHOTO);

B) TEXHOJIOTHsSI IIPOM3BO/CTBA C ONMCAHUEM CTaJIUN MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTaUsIX IPOU3BOJICTBA;

I) ONWCaHUE KOHTPOJS KPUTHUYECKHX CTaJuil IIpolecca IPOU3BOJCTBA U IPOMEKYTOYHOU
IPOAYKLUH;

J1) HAUMEHOBAHHUE U aJpeC MECTa OCYILECTBIEHMS MPOU3BOACTBA JEKAPCTBEHHOIO Iperapara Jist
MEIUMIUHCKOrO IMPUMEHEHHUs (B ClIy4yae HaJIM4yusl HECKOJbKUX YYaCTHMKOB IIpoLiecca IPOU3BOACTBA
HE00XO0IMMO yKa3aTh KaXKA0T0 U3 HUX);

e) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIi OajlaHC [UId IPOU3BOICTBA CEPUM FOTOBOIO MPOIYKTA;

1) OIIMCaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJCTB;

K) JIOKyMEHTaJIbHOE IIOJATBEP)KACHHE (BaJIUAALMs) IPOLECCOB MPOU3BOJCTBA U (MIM) UX OLIEHKA;

J) TpeOOBaHUS K KAdyeCTBY BCIIOMOTATENbHBIX BEIIECTB (cepTHUdHKAT, cnenudukanus Ha
BCIIOMOTaTeIbHbIE BEILECTBA U X 0OOCHOBAHUE);

M) QHAJIUTUYECKUE METOJMKH, HCIOJIb3yEMble IPU OCYILIECTBIEHUU KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

H) JOKYMEHTQJIbHOE MOJTBEPKACHUE (BaJMJAIMs) aHATMTUYECKUX METOJMK, UCIOIb3yEMbIX IpU
OCYILECTBJIEHMH KOHTPOJISI KaueCTBa BCIIOMOIaTENIbHBIX BEILECTB;

0) uH(pOpMaIUs 00 HCIOIB30BAHUM BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO M YKHBOTHOTO
IPOMCXOXKACHUS;

1) nHpopmanus 00 UCIOIb30BAaHINH HOBBIX BCIIOMOTATENIbHBIX BELIECTB;

p) TpebOBaHUS K KauyecTBY JIEKAPCTBEHHOrO IIpernapara JUisi MEAMIMHCKOTO IMPUMEHEHHS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mpemapar U X 000CHOBaHNUE),

C) AaHAJIUTHYECKHE METOAMKH, HCIOJIb3yeMble IPU OCYIIECTBIEHUM KOHTPOJS KauyecTBa
JIEKapCTBEHHOI'0 IIpernapara Jyuisi MEJUIUHCKOTO PUMEHEHMUS;

T) JOKYMEHTAJIbHOE MOATBEP)KIACHUE (BAIMIALNS) aHATUTHUECKUX METOJHUK, UCIOIb3YEMbIX NPH
OCYILIECTBJIEHUU KOHTPOJISI KaYeCTBa JIEKAPCTBEHHOTO Mpernapara sl MEULUHCKOIO IPUMEHEHUS;

y) pe3yibTaThl aHAJTM30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAMLIMHCKOTO TPUMEHEHHMS;

¢) xapakTepucTuKa NpuMecei;

X) TepeyeHb CTaHAAPTHBIX 00pa3loB, MCIOJIb3YEMbIX MPH OCYLIECTBICHUM KOHTPOJIS KauecTBa
JIEKapCTBEHHOTI'0 IIperapara Jyuisi METUIIUHCKOTO PUMEHEHMUS;

I1) JaHHbIE O CTAaOUJIBHOCTH JIEKAPCTBEHHOTO IIpenapara JUisi MEAULIIMHCKOTO TPUMEHEHHUSL.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrovim 3axonom om 22 Oekabpa 2014 2. N 429-@3 uwacme 6 cmamou 18 nacmosweco
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 aueaps 2016 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
6. Paznen dhapmakomornyeckoi, TOKCUKOJIOTHYECKON TOKYMEHTAIlMK BKIIIOYAET B ce0sl OTUETHI O
pe3ynbTarax JOKIMHUYSCKUX MCCIICAOBAHUN JICKAPCTBEHHOTO CPEJCTBA JUISI MEAUIIMHCKOTO TPUMEHEHUS,
B TOM YHCIIE:
1) oTuer o papmMakOIUHAMUYECKUX UCCIICTOBAHMSIX;
2) otueT 0 hapMaKOKUHETHUECKUX HCCIETOBAHUSX;
3) OTYET 0 TOKCHKOJIOTHICCKUX HCCIICIOBAHUSIX.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKOHA 0onoHeHa Yacmvio 7, ecmynatowen 6 cuny ¢ 1 saneaps 2016 2.
7. Pazngen KIMHWMYECKOW MOKYMEHTAIlMM BKIIIOYAET B CEOsl OTYETHI O PE3yJIbTaTaX KIMHUYECKHX
MCCJIEeI0BAHMM JIEKApCTBEHHOTO Mpernapara AJisi MEIUIIMHCKOTO TPUMEHEHUS, B TOM YHCIIE:
1) oryetsl 00 WCCIENOBAaHUAX OHOJOCTYMHOCTM W OHOIKBHUBAJIICHTHOCTH, WCCIEIOBAHUSIX,
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YCTaHABIUBAIOIINX KOPPEISALHNIO PE3YJIbTATOB, MOJIYYCHHBIX B YCIOBUSIX 1N Vitro U in vivo;
2) oTueThl 0 (papMaAKOKUHETUIECKUX UCCIICTOBAHMSIX;
3) otyeTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUSX;
4) OTYETHI O KIIMHUYECKUX HCCIeTOBaHUAX (D PEKTUBHOCTH U OE30MIACHOCTH;
5) OTYET 0 MOCTPETUCTPALMOHHOM OIIBITE MPUMEHEHHUS (TP HATHYUN).

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKoHa 0onoanena yacmoio 8, ecmynatowen 6 cuny ¢ 1 sneapsa 2016 2.
8. TpeboBanus k o0beMy MHGOpPMAIUH, IPEIOCTABISAEMON B COCTaBE PETUCTPALIMOHHOTO JOCKE,
JUISL OTACJIBHBIX BUAOB JIEKAPCTBEHHBIX MPENapaTroB sl MEIUIIMHCKOTO MPUMEHEHHUs yCTaHaBIMBAIOTCS
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM UCIIOTHUTEILHON BIACTH.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 9 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabpsa 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

9. B oTHOIICHNH JICKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX IS MEAUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit ®enepanuu Oojiee ABaIIATA JIET U B OTHOIICHWU KOTOPBIX HEBO3MOXKHO IPOBEIACHUE
WCCJICIOBAaHHUI MX OMO3KBUBAJICHTHOCTH (32 HCKIIFOUCHUEM OMOJIOTUYECKHX JICKAPCTBECHHBIX MPEIIapaToB),
JIOITyCKAeTCsl BKIFOYCHUE B COCTaB pasjiena (papMaKoJIOrHueCKOW, TOKCUKOJIOTUYECKON JOKYMEHTAIMH U
paszena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4eTa pa3paboTyhka O pe3ysibTaTax COOCTBEHHBIX
JOKIIMHUYECKUX UCCIICIOBAHUH JICKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX WCCIICAOBAHHUM JICKAPCTBEHHBIX
IpernapaToB Uil MEIUIIMHCKOTO NMPUMEHEHHS 0030pa HaydHBIX pa0dOT O pe3yibTarax JOKIMHUYICCKUX
UCCIIC/IOBAaHHUI JICKAPCTBCHHBIX CPEJICTB M KJIMHUYECKUX WCCICIOBAHUN JaHHBIX JIGKAPCTBEHHBIX
IperapaToB, B TOM YHCIIC BKIFOUYAs OIBIT UX TIOCTPETUCTPAIMOHHOTO TPUMEHEHHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3akoHa donoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

10. IIpu rocynapCTBEHHON PEruCTpaliil BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX NpPENapaToB IS
MEAMIIMHCKOTO TPUMEHEHUsl JIOMyCKaeTcs BKIIOUEHHE B COCTaB paszaena (papMakoIOrHYecKoH,
TOKCHKOJIOTHYECKOW JIOKyMEHTAlliM MW  pa3jelia KJIWHUYEeCKOH JOKYMEHTAallMd BMECTO OTYeTa
pa3paboTurka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIICJOBAHHI JIEKapCTBEHHBIX CPEICTB
0030pa Hay4HBIX PabOT O pe3ysbTaTax JOKIMHUYECKHX HCCIECIOBAHWUN pedepeHTHOTO JIEKapCTBEHHOTO
mpenapaTta W MpeACcTaBIeHHE BMECTO KIMHUYECKUX HCCIEIOBAaHUN B MOJHOM OOBEME, YCTAaHOBIEHHOM
pa3genoM KIMHUYECKOH JOKyMEHTalluh, OT4YeTa O pe3yJIbTaTax HCCIECAOBAaHUN OMOIKBUBAICHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKApCTBEHHOI'O Ipernapara Jjs MeAMLMHCKOro npuMmeHeHus. He tpeOyercs
NpeJCTaBICHUE OT4YeTa O pe3yiabTaTax HCCIeJOBAaHNN OMODKBHBAJICHTHOCTH BOCIIPOU3BEICHHOTO
JIEKapCTBEHHOTO Tpernapara A MEAUIIMHCKOTO IPUMEHEHHs, €CITU PEerUCTPUPYIOTCS BOCTIPOU3BEACHHbIE
JIEKapCTBEHHBIE MTPETapaThl Ui MEAUITMHCKOTO IPUMEHEHHUsI, KOTOPHBIE:

1) mpenHa3HaueHBl AN MApPEHTEPAIBHOTO (MOJKOXKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO,  BHYTPHUIIOJOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPHKOPOHApHOTO) BBEJACHHUA U
IpPECTaBIAIOT cO00M BOJHBIE PACTBOPHI;

2) mpeCTaBISIIOT COOOM PacTBOPHI AJIsl NEPOPATILHOTO PUMEHEHMUS;

3) mpou3sBeieHbI B (hOpME MOPOIIKOB UITH JIMOPUIN3ATOB AJIs IPUTOTOBIICHHS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBNSAIOTCS YIIHBIMU WM TJIQ3HBIMH JIEKAPCTBEHHBIMH TIperapaTaMu, IPOU3BEeIeHHBIME B (hopMe
BOJIHBIX PAaCTBOPOB;

6) peTHa3HAYCHBI /111 MECTHOTO IPUMEHEHHUS U MIPUTOTOBJICHHI B (JOPME BOJTHBIX PACTBOPOB;

7) IpencTaBIAIOT COOOM BOIHBIE PACTBOPHI IS UCIIOJIB30BAHUS B (DOPME MHTAJSIUNA C TTOMOIIBIO
HeOyaif3epa WK B Ka4eCTBE Ha3albHBIX CIIPEEB, MPUMEHSEMBIX C IIOMOIIBIO CXOHBIX YCTPOUCTB.

Wudopmanust 00 U3MEHEHUSX:
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Yacms 11 usmenena c 22 oexaops 2020 e. - Dedepanvrviil 3axon om 22 dexaops 2020 e. N 444-D3

CMm. npedvloywyro pedaKyuio

11. Jns cinyvaeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactu 10 HacTosime craThu,
BOCIPOM3BEJICHHBIN JIEKApPCTBEHHBIM Ipenapar Al MEAMIMHCKOrO IMPUMEHEHHs JIOJDKEH COJepXkKaTh
TaKHe K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX KE KOJIMYECTBAX, Kak W pedepeHTHBIN JICKapCTBCHHBIN
npenapar. Eciu cocTaBbl BCIOMOraTeibHBIX BEIIECTB PA3IMYAIOTCS, 3aSBUTEb JIOJDKEH MPEICTaBUTH
JI0OKa3aTesIbcTBa TOTO, YTO MCIOJIb3yeMble B JAHHBIX KOHIEHTPAIMSAX BCIOMOTaTeJIbHbIE BELIECTBAa HE
BIUSIOT Ha Oe3omacHOCTh M (W) 3¢ (GEeKTUBHOCTh JIEKAPCTBEHHOI'O Mpernapara Uil MEIUIIMHCKOTO
npuMeHeHusd. B ciydae, ecnu 3asBUTENb HE MOXKET MPEACTaBUTh TaKUE JOKA3aTeNbCTBA U (WJIM) HE UMEET
JOCTyHa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJKEH IMPOBECTH COOTBETCTBYIOIIME HCCIEIOBAHUS IS
JIOKa3aTelIbcTBa OTCYTCTBHUSI BJIMSHUS Pa3HbIX BCIIOMOTATEIbHBIX BEIIECTB WM BCIOMOTaTEIbHBIX
yCTpOMCTB Ha Oe30macHOCTh U (WiH) 3(PPEeKTUBHOCTH JIGKAPCTBEHHOTO Mperapara s METUIIMHCKOTO
MPUMEHEHHUS B COOTBETCTBUM C aKTaMH, COCTaBIIIONIMMU IIpaBo EBpa3suiickoro 3KOHOMHUYECKOT0 COI03a.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa oononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

12. Ilpm roCymapCTBEHHOM  perucTpalid  KOMOWHAIMi  paHee  3aperuCTPUPOBAHHBIX
JICKapPCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOTO MPUMEHEHHUs JI0MyCKaeTCs BKIIOYEHHE B COCTaB pasjena
(apMaKoIOTHIECKON, TOKCHKOJOTHYECKOW JTOKYMEHTAMM U paslieNna KIMHHYECKOW JOKYMEHTalUuu
BMECTO OTuYeTa pa3paboTynMka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKHX HCCIIETOBAHHM
JIEKapCTBEHHBIX CpEeACTB 0030pa HAy4YHBIX pabOT O pe3ynbTaTax IOKIMHUYECKHUX HCCIICIOBAHUIMA
pedepeHTHBIX JIEKAPCTBEHHBIX MPENaparoB, BXOAAIIMX B COCTaB KOMOHMHALIMU JIEKAPCTBEHHBIX
[IPenapaToB, ¥ 00 OTCYTCTBUM UX B3aUMOJIEUCTBUS B OJIHOM JIEKapCTBEHHOM (hopMe.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo DedepanvbHoco
3aKoHa oononnera wacmoio 13, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

13. Ha skcnepTu3y pa3auYHBIX JIEKAPCTBEHHBIX (OPM OJHOTO W TOTO K€ JICKAPCTBCHHOTO
mpemnaparta Ui MEAMIIMHCKOTO TIPUMEHEHHUs 3asBUTENb TMPEACTaBISET OTAEIbHbIC 3asBICHUS W
PETHCTPAIIMOHHBIC JOChe Ha KaXKIyIO JIKApCTBEHHYIO Gopmy. IIpu ycIoBUU OJHOBpEMEHHOW MOAaYH HA
IKCIIEPTH3y OJHOU JIEKapCTBEHHON (GOpPMBI C Ppa3NUYHBIMU JO3MPOBKOM, KOHIIEHTpalue, oO0beMoM
3asIBUTEIb TMPECTABIISCT OHO 3asBJICHUE U PETUCTPANMOHHOE JIOChE C MPUIIOKCHIEM MaKETOB YITAaKOBOK
Ha KaXIYI0 JO3UPOBKY, KOKIYIO KOHIIEHTPAIINIO, K&K/l 00beM U KaXK/10€ KOJTUYECTBO J03 B YIIAaKOBKE.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 18 nacmosweco Dedepanvroco
3aKoHa donoanena yacmoio 14, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
14. Tlpu rocymapcTBEeHHOU perucTpauuu ophaHHOTO JEKApPCTBEHHOTO IMpernapara 3asBUTENb
npeAcTaBiIsieT HHGOPMAITUIO, HEOOXOIUMYIO NIl (HOPMUPOBAHUS pa3/ieia KIMHUYECKON TOKYMEHTAIUH, B
o0Bbeme, yCTaHOBIEHHOM YIIOTHOMOYEHHBIM (eIepalbHBIM OPTaHOM HCTIOTHUTETBHON BIACTH.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 18 nacmosiweco Dedepanvroco
3aKoHa oononnena yacmuio 15, ecmynaroweti 6 cuny ¢ I sneapsa 2016 e.

15. Ilpu perucrtpanuu OHOJOTHYECKOrO JIEKAPCTBEHHOI'O IMpenapara, MOJyYeHHOT0 U3 KPOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE€ PErMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIM IpemnapaTr yis
MEAMIIMHCKOTO MPUMEHEHHUS JOJKHBI ObITh MPEACTAaBIEHBI JOTOTHUTEIbHO:

1) B paznmene [OOKyMEHTAlMM aJIMUHUCTPATUBHOTO XapakTepa JOKYMEHT, cojaep Kailui
uHpOpMaLKIO 0 cyObekTax oOpaleHus JOHOPCKOW KPOBU M (MJIM) €e KOMIIOHEHTOB, O TOM, Ize Oblia
OCyIIIeCTBIIeHA JOHaIMs (KpoBHM M (WIM) TUTa3Mbl KpPOBH), a Takke JaHHbIE 00 WHOEKIIMOHHBIX
3a00JIeBaHUAX, TNEPENAIOUINXCS MapeHTepabHBIM IyTeM, HHpopMmanus o cyObekTax oOpalieHus
JOHOPCKOW KpOBM U (MJIM) €€ KOMIIOHEHTOB, B OTHOUIEHMHM KOTOPBIX OCYILECTBISIETCS KOHTPOJIb
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JIOHOPCKOW KPOBHU U (MJIH) €€ KOMIIOHEHTOB;

2) B pazaene XuMHUECKOH, (hapMaleBTHUECKONW U OMOJIOTHYECKON JOKYMEHTAIIH:

a) KpUTEpUHU U CIOCOObl 0TOOpa, TPAHCHOPTUPOBAHUS U XPaHEHUsS JOHOPCKOW KpOBU U (MIM) ee
KOMIIOHEHTOB;

0) pe3yJIbTaThl UCCIIEAOBAaHUI OTOOPAHHBIX TOHOPCKOM KPOBU M (MJIM) IUIa3Mbl KPOBU U ITYJIOB Ha
Hamyuue Bo3Oynutenedl wuHOeKuuil, BKIO4as HHPOpPMANUIO 00 HUCIONB30BaHHBIX  METOAMKAX
UCCIICJOBAHMM W B Cllydyae MWCCIENOBAaHUsA IIyJOB IUIa3Mbl KPOBU pE3yJbTAaThl IOKYMEHTAJIBHOTO
NOJATBEPKIEHUS (BaJIMJAIIMH ) UCIIOJIb30BaHHBIX METOIMK;

B) TEXHUUYECKUE XapaKTEPUCTUKU YIIAKOBKU [l 0TOOpa JOHOPCKOW KPOBU U (WJIM) IJIa3Mbl KPOBH,
BKJTI04ast HHPOpMaIHIo 00 MCIIOJIb30BaHHBIX PACTBOPAX aHTUKOATYJISIHTOB.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamuvsa 18 nacmoswezo Pedepanbro2o
3aKoHa oononxena wacmoio 16, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
16. Knunuueckue ucciieioBaHusl JIEKapCTBEHHOIO IpenapaTa il MEAULHUHCKOIO MPUMEHEHUS B
LeJsIX €ro roCyJapCTBEHHOM peructpauuu mposoaiarcss B Poccuiickoit Penepauyu B HOpAIKE,
YCTaHOBJIEHHOM cTaTtbiMu 38-44 Hacrosiero @enepanpHoro 3akoHa. OTyeT O MPOBEIEHHBIX
MCCIIEIOBAHMSIX BKJIFOYAETCS B COCTAaB pas3zeia KIMHUYECKONW TOKYMEHTAllMU PETUCTPALIMOHHOTO 10ChE Ha
JIEKApCTBEHHBIM IIpemnapar i MEJULUHCKOrO INpUMEHEHHMs. JUJIsi JeKapCTBEHHBIX IpEenapaToB Ui
MEIAMLIMHCKOTO TIPUMEHEHUS, B OTHOLIEHUWM KOTOPBIX B PE3YyJbTaTe O3KCIEPTU3Bl JTOKYMEHTOB,
IIPEACTABIICHHBIX JUI OIPENENICHUs BO3MOKHOCTH pPacCMaTpHUBaTh JIEKAPCTBEHHBIM Ipernapar s
MEMIIUHCKOIO NMPUMEHEHUsI B KadyecTBe Op(paHHOIO JICKApCTBEHHOIO Iperapara, Takas BO3MOXKHOCTh
IIPU3HAHA W B OTHOIICHUM KOTOPBIX IPOBEICHbl KIMHUYECKUE HCCIEAOBAHUSA, BBIIIOJIHEHHBIE 34
npenenamu Poccuiickoit denepannu B COOTBETCTBUM € IPAaBUIAMHU HaylexKallel 1abopaTopHON PaKTUKU
U IIpaBUJIaM{  HAJJIeXalled KIMHUYECKOM ITPaKTHUKH, JOIyCKAeTCs BKIIOYEHHE B COCTaB pasjena
KJIIMHUYECKON JOKYMEHTAIIMM BMECTO OTYETA O PE3y/bTaTax KIMHUUECKUX UCCIIEIOBAHNN JIEKapCTBEHHOTO
npenapara Uil MEIUMLIMHCKOrO IPUMEHEHUs, NpoBeneHHbIX B Poccuiickoir ®enepanuu, oruera o
pe3yJibTaTax KIMHUYECKUX MCCIIEJOBAaHNM, BBIIIOJIHEHHBIX 3a Npeaenamu Pocculickon denepanny.

Undopmarust 06 n3MEHEHHSX:
Yacmw 17 usmenena c 1 ausaps 2021 2. - @edepanvhuiii 3axon om 27 oekaobps 2019 . N 478-D3

CMm. npedvloyuyro peoakyuio

17. B cityuae HenpeacTaBieHus € 3asBJICHUEM O FOCYAapCTBEHHOW PETMCTPALMM JIEKAPCTBEHHOTO
mpernapara Uil MEIULMHCKOTO NMPUMEHEHUS JTOKYMEHTOB, NMOATBEPKIAAIOIINX YIIATy TOCYJAapCTBEHHOMN
MOUUIMHBI W YyKa3aHHbIX B 1niyHKTe 10 wyactm 2 HacToOAlIEW CTaTbH, a TAaKXE€ BbIIABAEMbIX
(mpeaocTaBIsieMbIX ) YIOTHOMOYEHHBIMU (eiepalbHBIMU OPTraHaMU UCTIOTHUTENBHOM BIIACTH JOKYMEHTOB
(cBeneHmil), yKa3aHHBIX B TTyHKTax 3 U 4 yacTu 4 HACTOAIIEH CTaThH, YMOJTHOMOUYEHHBIN (penepanbHbIi
OpraH WCIOJNHUTENBHON BIIACTH 3alpallliBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHUS) B MOPSIKE
MEXBEJJOMCTBEHHOT'0 HH(POPMAIIMOHHOTO B3aUMOICUCTBHSI.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa oononnena wacmoio 18, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

18. He nomyckaercs HCHOIb30BaHUE B KOMMEpPYECKMX LENIX HMHQOpMalMM O pe3yJbTaTax
JTOKJIMHUYECKUX HCCIIETOBAHUHN JIEKAPCTBEHHBIX CPEJCTB U KIMHUYECKHX UCCIIEIOBAHUN JIEKApCTBEHHBIX
npenapaToB Uil METUIIMHCKOTO TNPHUMEHEHUS, TPEICTAaBICHHOW 3asBUTENIEM [UIsI TOCYIapCTBEHHOMN
perucTpaluu JIeKapCcTBEHHOTO TMpemapara, ©Oe3 ero corjacuss B TEYEHHE IIeCTH JeT C JaThl
TOCYJIaPCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO npemnapaTa B Poccuiickoit deneparuu.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroo
3akoHa oonoanena yacmoio 19, ecmynaroweti 6 cuny c 1 sneaps 2016 e.
19. JlepkaTenb WM Biajeliel] peruCTPallMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOI'O IIperapara Ha
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OMOTEXHOJIOTHYECKUI Wi OpdaHHbIN JEKapCTBEHHBIN Mpenapar o0s3aH MPEeIOCTaBISITh Ha BO3ME3THON
OCHOBE 00pa3ibl pehepeHTHOro JIEKApCTBEHHOIO MpernapaTta 3assBUTEISIM IS MPOBEACHUS KIMHUYECKUX
uccienoBanuif. CtouMocTh 00pasua pedepeHTHOro JIEKApCTBEHHOrO Ipenapara, BKIOYEHHOTO B
MEpCUCHb KU3HCHHO HCO6XOI[I/IMLIX U Ba)KHEUINX JICKApPCTBCHHLIX IIPCIapaToB, HC JOJUKHA IMPCBLINIATH
3apErUCTPUPOBAHHYIO MPEACNbHYIO OTIIYCKHYIO LIeHYy Ha pedepeHTHbIN JIEKapCTBEHHBINM Mpenapar WiH
LICHY Ha JICKapCTBEHHBIN IIpenapar B CTPaHe NPOU3BOJUTEN.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamuvsa 18 nacmoswezo Pedepanbro2o
3akoHna oonoanena wacmoio 20, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
20. 3asBieHHE O TOCYJaPCTBEHHON PETUCTpalMU BOCIIPOU3BEACHHOIO JIEKAPCTBEHHOIO IIperapaTa
JUISL MEIMIMHCKOTO TPHUMEHEHHUS MOXKET OBITh MOJaHO B YIOJHOMOYEHHBIH (enepanbHblii OpraH
UCIIOJIHUTENIBHOM  BJAacTH, OCYLIECTBIISIOIIMNA TIOCYAAPCTBEHHYIO  PETHCTPALMIO  JIEKAPCTBEHHBIX
IpernapaToB, IO HUCTEUEHUU YETBIPEX JeT C JaThl TOCYJapCTBEHHOH peructpanuu pedhepeHTHOro
JIEKapCTBEHHOr0 npenapara B Pocculickoit @enepanuu.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvroo
3aKkoHa oononnena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

21. 3asBneHWe O TOCYJAapCTBCHHOW perucTpanmuu  OuoaHaaoroBoro  (OMOMog00HOTO)
JIEKapCTBEHHOTO Mpenapara (6roaHanora) MoXeT ObITh MOJAaHO B YIIOJHOMOUYEHHBIH (efepanbHbIii Opran
UCTIOJTHUTEIIbHOM  BJACTH, OCYHISCTBIISIIOIINNA  TOCYAAPCTBEHHYIO  PETHUCTPAIUIO  JICKAPCTBCHHBIX
IpernapaToB, IO UCTEUEHUH TpPeX JeT C JaThl TOCYJapCTBEHHOH perucrpanuu pedepeHTHOro
JIeKapCTBEHHOr0 npenapara B Poccuiickoit @enepanuu.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamosa 18 nacmoswezo Dedepanvrozo
3aKoHa oononnena wacmoio 22, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

22. Jlepxarenb WIM BJaJeNel] PEruCTPAMOHHOTO YIOCTOBEPEHHs JICKApCTBEHHOTO Iperapara
IPEJCTaBIsIeT B YHNOJHOMOYEHHBIN (efepanbHblii OpraH HCHOJHUTENIBHON BIIACTH, OCYIIECTBIISIONIHIA
(GYHKIMU TI0O KOHTPOJIIO M HAaa30py B cepe 31paBoOXpaHEHUs], OTUET 10 pe3yibTraTtaM (papmakoHaa3opa
OJIMH pa3 B IIECTh MECAIIEB B TEUEHUE JABYX JIET MOCIE TOCYJapPCTBEHHON PETUCTPAIlMU JIEKapCTBEHHOTO
npemnapara B Poccuiickoit denepannu, €KEroqHo B TEUCHUE MOCIECAYIOUIMX TPEX JIET U B JaJbHEUIIEM
OJIMH pa3 B MATh JIET.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 18 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 n3MEeHEHUAX:

Deodepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamosa 19 nacmoswezo Dedepanvrozo
3aKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm cmamou 8 npeodvioyuell peoaxKyuu
Cratbsa 19. [IpunsaTtue penieHust o Bblade IKCIEPTHOMY YUPEKICHHUIO 3aJlaHUsI Ha MPOBEACHUE
SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsti paboynx JHEH CO AHS MPUHATHS 3asBIEHUS O TOCYIapCTBEHHOM perucrpanuu
JIEKapCTBEHHOTO IpernapaTa COOTBETCTBYIOIIUI YIIOJIHOMOYEHHBIN (peiepanbHblii OpraH UCTIOJTHUTEIbHON
BJIACTU MPOBOAMT MPOBEPKY IMOJHOTHI, TOCTOBEPHOCTH M MPABHIBHOCTH O(QOPMIICHUS IMPEICTaBICHHbBIX
JIOKYMEHTOB PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBINM Ipenapar U NPUHUMAET PELICHUE O BblAaue
3a/1aHUS Ha TIPOBEJICHUE:

1) skcnepTH3bl TOKYMEHTOB, MPEACTABIEHHBIX JI1 ONpPENEICHHUsS] BO3MOKHOCTH paccMaTpUBATh
JIEKApCTBEHHBIM MpernapaTr Uil MEAMIMHCKOIO NPHUMEHEHHMS IPU OCYIIECTBICHHH TOCYJapCTBEHHOMN
perucTpainyy B Ka4ecTBe OpPaHHOTO JIEKApCTBEHHOTO Mpenapara;
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2) SKcmepTH3bl JIEKAPCTBEHHOIO CPEACTBA B YAaCTU SKCIEPTH3bl KadyecTBa JIEKaPCTBEHHOI'O
CPEACTBA M DKCIEPTHU3bl OTHOLICHUS OXUJAEMOW TII0Jb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUS
JIEKapCTBEHHOIO Ipernapara s MEJUIUHCKOrO IPUMEHEHUS;

3) oKcnepTH3bl JEKapCTBEHHOT'O CPEJACTBA B YaCTH HKCIEPTU3bl KadecTBa JIEKAPCTBEHHOIO
CpeicTBa M SKCHEPTU3bl OTHOLICHHS OXUIAAEMOM TMOJb3bl K BO3MOYKHOMY pHUCKY IPUMEHEHUS
JIEKapCTBEHHOr'0 TIpernapara JJisi MEIUIMHCKOrO IPHUMEHEHUS B MOPSJKE YCKOPEHHOW MPOLEAYpPBI
3KCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU CO cTaThell 26 HacTosuiero denepaabHOrO 3aK0Ha;

4) »sKcHepTU3bl JIEKAPCTBEHHOTO CPEJCTBA B OTHOIICHUM JIEKAPCTBEHHOTO IMperapaTta s
BETEPUHAPHOI0 IPUMEHEHUSI.

2. YnosHOMOUYeHHBIH (hefepanbHbld OpraH MCIIOTHUTEIHLHONW BIACTH YBEIOMIISET B AJICKTPOHHOU
dopMe unu Ha OyMaKHOM HOCHUTENE 3asBUTENS U DKCIEPTHOE YUPEKICHHE O MPHUHITOM PEUICHHH O
BbIJIaY€E 3aJaHUI HAa IPOBEAEHUE IKCIEPTU3, IPELYCMOTPEHHBIX YaCThIO | HACTOSIIEH CTaThH, U B Clly4yae
HEO0OXOJJMMOCTH O BbljIaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiuio KOHKPETHON MapTUH, CEPUU
3apEruCTPUPOBAHHBIX W (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
IIPOBEICHUH MPEyCMOTPEHHBIX KCIEPTU3 C YKAa3aHUEM MPUUYUH TAaKOI'0 OTKa3a.

3. B cnyudae BbISIBIEHHS OTCYTCTBHUSI WJIM HEIOCTOBEPHOCTH HH(GOpPMAINHU, COAEpKaIleHCs B
MPEJICTABICHHBIX 3asBUTEJIEM JIOKYMEHTAaX, YIOJHOMOYEHHBIA (efepalbHbIil OpraH HCHOIHUTEIbHOM
BJIACTH HANpaBISIET 3asBUTENIO 3alMpoc 00 YTOYHEHWH OHTOM HHPOpManuu (mamsee - 3ampoc
YHIOJTHOMOYEHHOTO (hefepaibHOro OpraHa HCHOJHUTENBHON BIIACTH), KOTOPHIH MOKET ObITh mepenaH
YIIOJTHOMOYEHHOMY MPEACTABUTEIIO 3aABUTENS JIMYHO O] PACMHUCKY, HAIPABIICH IO MOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpeJaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HANpaBJICHUS 3arpoca YIMOJIHOMOYEHHOTO (elepabHOTO OpraHa HCIOJIHHUTEIBHOW BIIACTH IO IOYTE
3aKa3HbIM IMHCbMOM OH CYHMTAETCSl MOJYYEHHBIM [0 MCTEUYEHHMM ILIECTH JHEH C JaThl HalpaBIICHHS
3aKa3HOr0 MUChMa.

4. 3asBuTens 0053aH MPEICTaBUTH OTBET HA 3alpOC YMOJIHOMOYEHHOTO (henepaabHOro opraHa
WCTIOJTHUTEIIEHON BJIACTH B CPOK, HE MPEBBIMIAIONINK JACBIHOCTA pabOYMX JTHEH CO JIHS €ro MOJyYCHHS.
Cpok, yka3zaHHbIM B yacTu | HacTosiieil cTaTbU, MPUOCTAHABIMBAETCA CO JIHS HAIIPABJICHUS 3asBUTEIIO
3ampoca YMOJHOMOYEHHOTO (eaepalbHOr0 OpraHa HMCHOJHUTEIBHOM BJIACTH 10 JIHS TOJYYEHHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHHMEM JJI OTKa3a B OpraHU3AIMK IKCIEPTH3, MPEIYCMOTPEHHBIX YacThio | HacTosIIen
CTaThH, SBJSIETCS TPEJCTABICHHWE HEOOXOMMMBIX [UJIsl TPOBEACHHUS MPEIyCMOTPEHHBIX JKCHEPTHU3
JIOKYMEHTOB B HETIOJHOM O00BbE€MEe WM HETPECTaBICHUE 3asIBUTEJIEM B YCTAHOBJIEHHBIM CpPOK OTBETa Ha
3aMmpoc YMOJIHOMOYEHHOTo (eepalbHOrO OpraHa HWCIOJHUTENBbHON BIAcTH, a TakKe MpeACTaBlICHUE
JIOKYMEHTOB, HE COJIEP KAIIUX UCUEPITBIBAIOIIETO TIEPEUHS HEOOXOIUMBIX CBEJICHUM.

Wndopmarys 06 n3MEeHEHHAX:

Cmamows 19 oonoanena uwacmoito 6 ¢ 13 aseycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 e. N
297-D3
6. Ilpu oTkase B OpraHu3aluy SKCHEPTU3BI, MPEAYCMOTPEHHONW MyHKTOM 4 yacTu | Hacrosmien
CTaTbM, JOKYMEHTBHI, BXOJAIIME B COCTAB PErMCTPALMOHHOIO JOCHhE HA JIEKAPCTBEHHBIN Ipemnapar Uil
BETEPUHAPHOTO MPUMEHEHMs, MOTYT OBbITh BO3BpAIIEHbl 3asBUTEII0 HAa OCHOBAHMM €r0 MUCHBMEHHOTO
3arpoca, HalpaBJIE€HHOTO B YHOJIHOMOYEHHBIH (enepaibHbIil OpraH UCIOJIHUTENBHOW BJIACTH B TEUCHHE
TpUALATH PabOUYMX JHEW CO JTHS MPHUHITHUS YIOJIHOMOYEHHBIM (efiepaibHbIM OpraHOM HCIIOJIHUTEIbHON
BJIACTH peIIeHUs1 00 OTKa3e B OPraHM3ALUU TAKOM SKCIEPTHU3bl. YTIOJIHOMOUYEHHBIN (enepanabHbIil opran
UCIIOJTHUTENIbHOM BJIACTH BO3BpAIlaeT 3asBUTEII0 YKa3aHHbIE JTIOKYMEHTHI B TEUYEHHE JAECATH pabouyux
JTHEH CO IHS MOJIy4E€HUs COOTBETCTBYIOIIETO 3aIpOCca 3asiBUTENS.
TAPAHT:

CM. xomMeHTapuu K ctatbe 19 HacTosmero denepalbHOTrO 3aK0Ha

Wudopmanust 00 N3MEHEHUSX:
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Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 20 nacmoswezco DedepaivHoco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexecm cmambu 6 npeovioyuieli peoakyuu
Crarba 20. DxcnepTusza JOKYMEHTOB, MPEICTABICHHBIX ISl OINPEIEICHUS BO3MOXKHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpernapar Juisi MEAULUUMHCKOIO NPUMEHEHUS NpHU
OCYIIECTBIICHUN TOCYIapCTBEHHON PErUCTPAIMK B Ka4eCTBE OpPaHHOTO JIEKAPCTBEHHOTO
npernapara

1. DkcnepTr3a JOKYMEHTOB, MPEACTABICHHBIX ISl ONPEICICHUS] BO3MOKHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIM IMpenapar Uit MEAULUHUHCKOIO IPUMEHEHUS IPU OCYIUECTBIEHUU TI'OCYJIapCTBEHHOM
pEerHCTpallui B KadecTBe Op(aHHOTO JIEKapCTBEHHOI'O IMperapaTa, COCTABICHHE KOMHUCCHEH SKCIIEPTOB
3aKJIFOYEHUS O BO3MOYKHOCTH WJIM HEBO3MOXXHOCTHM pPacCMaTpuBaTh JIEKAPCTBEHHBIM mpenapar s
MEUITMHCKOTO TPUMEHEHUS TIPU OCYIISCTBICHUH TOCYJapCTBEHHON perucTpaluy B KauecTBe ophaHHOTo
JICKapCTBEHHOTO Tpernapara ¥ HalpaBJICHWE JaHHOTO 3aKJIIOYCHHUS B YIOJIHOMOYCHHBIN (efepanbHbIN
OpraH UCIIOJHUTEIHHOM BIACTH OCYIIECTBISIOTCS B CPOK, HE MPEBBIIIAOIINN TPUALATH Pab0YMX JHEH CO
THS TIOJNIyYCHHUs OKCIEPTHBIM YUPSKICHUEM 3aJlaHusl yIOJHOMOYEHHOTO (helepaabHOro opraHa
UCIIOTHUTENIbHOM BIACTH W B JJIGKTPOHHOW ¢opMe UM Ha OyMaKHBIX HOCHUTEISIX HEO0OXOIUMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHkrax I, 2, 5, 6, 10 wactu 4 u B uwactu 7 crarbu |8 HACTOSALIETO
®denepaibHOIro 3aKOHAa.

2. JIOKyMEHTBI, COJAEpIAIHEeCsi B PETUCTPAIMOHHOM JIOChE€ Ha JICKApCTBEHHBIM mpemnapar u
MOCTYNUBIINE HA OyMa)KHBIX HOCHUTENSIX B OKCIIEPTHOE YUPEKACHUE ISl OCYIIECTBICHHS UX SKCIIEPTHU3BI
Il ONpENENICHUST BO3MOYKHOCTH pacCcMaTpUBATh JIEKAPCTBEHHBIM TMpernapar sl MEAULIHUHCKOIO
NpPUMEHEHHUS B KauecTBEe Op(aHHOrO JIEKapCTBEHHOIO Mpernapara, MOAJexar BO3BpaTy B
YIOJTHOMOYCHHBIN (peepalibHbIii OpraH HCIIOJIHUTEIBHONW BJIACTH OJHOBPEMEHHO C 3aKIIOUYCHHUSMHU
COOTBETCTBYIOIIUX SKCIEPTU3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 20 HacTosIIero q)ez[epanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 21 nacmosuwezco Dedepaivroco
3aKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm cmamou 8 npeodvioyuell peoaxKyuu
Cratbs 21. Pemenne 0 BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM TMpenapar mpu
OCYILECTBIIEHUH T'OCYAaPCTBEHHON PErucTpaluy B KauecTBe Op(aHHOTrO JICKApCTBEHHOTIO
npenapara

1. B cpok, He npeBbILIAOMINN MATH paboYUX JTHEH CO JHS MOJy4YeHUs 3aKIF0UEHUs], YKa3aHHOTO B
yactu | cratem 20 Hacrosuiero @®enepasbHOrO 3aKOHa, YMOJIHOMOUYEHHBIH (QeaepanbHblil opra
UCIIOJIHUTEIIBHOM BIIACTH OCYLIECTBIISET OLICHKY IIOJYyYEHHOIO 3aKIKOYEHUS I OIPENEIICHUsS €ro
COOTBETCTBUS 33JaHHUI0 HA IIPOBEACHUE COOTBETCTBYIOIIEH DKCIIEPTHU3bI M YBEIOMISET 3asBUTENS B
JNIEKTpOHHOW (opMe uiaM Ha OyMaXHOM HOCHTENE O pe3yjbTaTax IPOBEIEHHOW SKCIEPTU3bl C
MPUJIOKEHUEM KOIUU IKCIEPTHOTO 3aKJIIOUEHUs (C COXpaHEHHEM KOH(PUACHINAIbHOCTU MH(pOpMaIUU O
COCTaBe HKCHEPTHONH KOMUCCHH) M O BO3MOXKHOCTH MJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKApPCTBEHHBIN
npenapar Uil MEJUUMHCKOTO IPUMEHEHUs IPH OCYIIECTBIECHWH TOCYJAPCTBEHHOW pETHUCTpauuu B
KadyecTBe Op(paHHOrO JEKAPCTBEHHOTO Mpernapara.

2. Ilpy BBIHECEHHH KOMHUCCHUEH SKCIEPTOB 3aKIOYEHUS O BO3MOXXHOCTH pPAaCCMATPUBATH
JIEKapCTBEHHBIN Ipenapar Uil MEIMIUHCKOIO INPHUMEHEHMS IIPpU OCYILUECTBIECHUM TOCYHapCTBEHHOMU
perucrpaiuu B Kauectse ophaHHOrO JEKapCTBEHHOTO MpernapaTa yIoJIHOMOYEHHBIN (enepaabHblii Opran
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIMLAIONIMNA MATH paboyux JHEH cO JHS MOJy4EHUS TaHHOTO
3aKJIOYEHNs, TPUHUMAET peEUIeHWEe O BbIIAY€ 3aJaHMs Ha IPOBEACHHE OJKCIEPTU3bl KadyecTBa
JIEKApCTBEHHOI'O0 CPEACTBA U OKCIEPTU3bl OTHOILICHUS OXKUAAEMOH IIOJb3bl K BO3MOXKHOMY PHUCKY
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IIPUMEHEHHUs JIEKAPCTBEHHOTO Ipenapara Uil MEAMLIMHCKOTO IPUMEHEHHUS B IOPSAAKE YCKOPEHHOU
IIPOLIEAYPBl BKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU CO CTarbeld 26 HACTOSIIETO
®DenepallbHOTO 3aKOHa.

3. B ciiy4ae npuHATUS pelIeHNs O HEBO3MOXXHOCTU pacCMaTpUBaTh JEKapCTBEHHBIN IIpenapar Ajs
MEIUIUHCKOI0 IPUMEHEHHUS IIPU FOCYAapCTBEHHON PErucTpaliy B KauecTBe Op(PaHHOrO JIEKapCTBEHHOIO
npernapara ynoJHOMOYEHHBIN (enepanbHblii OpraH HWCHOJHHUTEIBHOM BIACTH MpPEKpallaeT MPOLEAypy
roCyJapCTBEHHON PpEerucTpalyu JIeKapCTBEHHOIO Ipernapara. 3asBUTENIb BIpaBe OOpaTUTbCA B
PErUCTPUPYIOIUN OpraH C 3asBJICHUEM O IOCYAAPCTBEHHOW PErMCTPAlMM YKa3aHHOI'O JIEKAPCTBEHHOI'O
Ipernapara B COOTBETCTBHH €O craThell 18 Hacrosmero denepanbHOro 3aKoHa.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 21 HacrosIero (-De,Z[epaJ'IbHOFO 3aKOHa

Cratbs 22. Yrpatuia cuiy ¢ 1 uronst 2015 r.

Wndopmarus 06 H3MEHEHHSX:
Cm. mexem cmamou 22

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamosa 23 nacmoswezco DedepanivHo2o
3AKOHA U3/I0JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvloyujell peoaxKyuu
Crarba 23. Oxcnepru3a KadecTBa JIEKAPCTBEHHOIO CpPEACTBA M JKCIEPTHU3a OTHOLLEHUS
0’KMJaEMOH MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKapCTBEHHOI'O Mpernapara Jiis
MEIULUHCKOTO PUMEHEHHS

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOTO CPEACTBA M IKCIEPTHU3a OTHOLLIEHUS 05KUIAEMOM T10JIb3bI
K BO3MOXXHOMY PHCKY HPHUMEHEHHUsS JIEKapCTBEHHOI'O IIpenapara JJjsi MEIULIUHCKOrO0 IMPUMEHEHHS,
COCTaBJICHHME KOMHCCHUSIMM S3KCIEPTOB 3aKJIIOUEHUI IO pe3ysibTaTaM HPOBEICHHBIX JKCIEPTU3 H
HApaBlIEHUE STUX 3aKIIOUYEHUN B YIMOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENBHON BIACTH
OCYIIECTBIISIIOTCSA B CPOK, HE MPEBBIMIAIOINN CTa JECATH pad0YuX AHEH CO THS MOJYyUYEHUS SKCHEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOLIETO 3aJaHHs YMOJHOMOYEHHOTO (hefepaibHOro OpraHa HCIOJIHUTEIbHON
BJIACTU U HEOOXOJUMBIX JIOKYMEHTOB B AJIEKTPOHHOU (hopMe MiIM Ha OyMakKHBIX HOCUTEIISX.

2. B TeueHue neBsHOCTa JHEH CO JHS TMOJYYEHUs pelIeHHs YINOJHOMOYEHHOTO (eaeparbHOro
OpraHa HUCIHOJHUTEJIbHON BIACTH O IMPOBEIEHUU 3KCIEPTU3, MPEAYCMOTPEHHBIX 4dacThbio | HacTosen
CTaTbH, 3asBUTENIb IPEACTABISAET B DKCIEPTHOE YUPEKACHHE JUIsl MPOBEACHMS DKCIIEPTU3bl KadecTBa
JIEKapCTBEHHOI'O Cpe/CcTBa 00paslibl JIEKapCTBEHHOTO IMpernapara A MEIUIIMHCKOrO0 MpHUMEHEHUS,
IPOM3BEJCHHOTO B COOTBETCTBUHU C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO M (MJIM) MPOMBIIUIEHHOTO
pEeraaMeHTOB, YTBEPKIACHHBIX PYKOBOJIUTEJIEM IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKXKe B
COOTBETCTBYIOIIUX CIydyasx o0pasibl (hapMaleBTHUECKOW CyOCTaHIIUM, TECT-IITaMMa MUKPOOPTaHU3MOB,
KyJbTYpPBbl KJIETOK, 00pa3libl BEIIECTB, MPUMEHSIEMbIX ISl KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO CPEACTBa
IyTEeM CPaBHEHMs C HUMM HCCIIEAYEMOIO JIEKAPCTBEHHOIO CPEJICTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX IS
BOCIPOM3BEICHUS METOJ0B KOHTPOJISI KAUeCTBa.

3. Ilpu momydeHun oOpa3LOB JEKApCTBEHHOTO Npenapata M ¢apMaleBTHUECKOW cyOcTaHIUU
9KCIIEPTHOE YUPEXKJACHUE BBIJACT 3asBUTENIO JOKYMEHT, IMOATBEPKAAIONIIMN IOIyYeHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIIAIOIUN TpeX pabounx AHEH, YBEIOMIISET B AJIEKTPOHHON (opMe MU Ha
OyMa)xHOM HOcHTeJIE 00 3TOM YIIOJIHOMOYEHHBIN (eiepanbHbIi OPraH UCIOTHUTENIbHOM BJIaCTH.

4. Yka3aHHbIE B 4acCTsIX 2 M 3 HACTOSIIECH CTaTbu CPOK JJIS MPEJICTaBICHHsS 3asBUTEIEM 00pa3IoB
JIEKapCTBEHHOI'0 Mpemnapara M (apManeBTHUYECKOW CYOCTaHIIMM M CPOK YBEAOMJICHHS] SKCIEPTHBIM
yupexaeHueM 00 3ToM Ha OyMaXHOM HOCUTENE YHOJHOMOYEHHOTO (eaepalbHOrO oOpraHa
HCIIOJTHUTENIbHOM BJIacTH HE BKIIIOYAIOTCSA B CPOK MPOBEACHUS IKCIEPTU3, MPEAYCMOTPEHHBIX HaCThiO |
HACTOSAIIEHN CTAaThU.

5. JIOKyMEeHTBl, TOCTYNHUBIIME B OKCIIEPTHOE YUPEKIEHUE MJs TPOBEIACHHS DSKCIEePTHU3,
NPEIYCMOTPEHHBIX YacThi0 | HACTOAIIEH CTAaThH, MOJJIEKAT BO3BpPATy B YIIOJTHOMOUYEHHBIN (heaepaibHbIN
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opra”n HCIIOJIHUTENLHON BJIACTH OOIHOBPCMCHHO C 3aKIYCHUAMH, IIOJTYYCHHBIMH I10 PE3yJIbTaTaM
COOTBCTCTBYIOIINX SKCIICPTUS.
T'APAHT:

CM. koMMeHTapuu K cTaTtbe 23 HacTosero denepabHOr0 3aKOHA

Crarps  24. 9KCH€pTI/ISa KadeCTBa JICKAPCTBCHHOTO CpEACTBa M OKCICPTH3a OTHOIICHHA
0XKHIaeMOM MOIB3bI K BO3MOXHOMY PHUCKY INPUMCHCHHA JICKAPCTBCHHOI'O NpfriapaTra Ajid
BETCPUHAPHOI'O ITPUMEHCHU A

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urona 20152 N 241-@3 6 uacmv I cmamou 24 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

1. DkcnepTr3a KayecTBa JIEKAPCTBEHHOI'O CPEACTBA U 3KCIIEPTU3a OTHOLIEHUS OKUIAEMOM I0JIb3bI
K BO3MOXXHOMY pPHCKY INPUMEHEHHUS JIEKapCTBEHHOIO IIpernapara JUii BETEPUHApPHOTO HPUMEHEHMS,
COCTaBJICHHME KOMUCCUSMHU IKCIIEPTOB 3aKJIFOUEHUH 10 pe3yJibTaTaM YKa3aHHBIX SKCIIEPTU3 U HalpaBIeHHUE
TaKUX 3aKJIIOYEHUI B YIIOJHOMOUYEHHBIN (pe/iepanbHblii OpraH HCHOJHUTENBHOM BIACTH OCYIIECTBIISIOTCS
B CPOK, HE IMPEBBINAIONINIA CTa JECATH paboduxX IHEH CcO JHS TOJTYYECHHUS IKCHEPTHBIM YUPEKICHHEM
3aJaHusl  YHOJHOMOYEHHOTO (pelepajbHOr0 OpraHa MCIOJHUTENbHOW BJIACTH C  JIOKyMEHTaMH,
yKa3aHHBIMH B yacTu 3 crateu |7 Hacrosuero @eaepanbHOro 3aK0Ha.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 13 aszycma 2019 2. - edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedbloywyro pedakyuio

2. B Teuenue TpuAmaTd paboyMxX JHEH CO MAHS TONYYEHUS pEIICHUS YHOJIHOMOYEHHOIO
deneparbHOTO OpraHa WCIOJHUTEIBHON BJIACTH O MPOBEJCHUM YKA3aHHBIX B YacTH | HACTOSIICH CTaThU
SKCHEPTU3 3asBUTEIIb MPEACTABIIAECT B HKCIEPTHOE YUPEKJCHUE U MPOBEACHUS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHOTO CpEJCTBa 00pa3Ipl JIGKAPCTBEHHOTO IIperapara JUisi BETEPUHAPHOTO IPUMEHEHHS,
IPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAaHMSIMU TEXHOJOTHYECKUX PErIaMEHTOB, YTBEP)KIEHHBIX
PYKOBOJUTENIEM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, a TAaKXKE B COOTBETCTBYIOIIMX CIIydasx
TECT-IITaMMbl MUKPOOPT'aHU3MOB, KYJIBTYPBI KJIETOK, 00pa3ibl hapMalieBTUYeCKOl CyOCTaHIIMHU, 0Opa3Libl
BEIIECTB, IPUMEHsIEMble JJIsi KOHTpOJs KaydecTBa JIEKAPCTBEHHOI'O CpPEICTBA, B KOJUYECTBaX,
HEOOXOIMMBIX JUIsl BOCIIPOU3BEICHHUS] METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu momyyeHun oOpa3IOB JIEKAPCTBEHHOTO IMpemnapara U ¢apMaleBTUUeCKOl CyOCTaHIIUH
JKCIIEPTHOE YUPEXKICHUE BBIJACT 3asBUTENIO JOKYMEHT, IOATBEPXKAAIOINN IOIYYEHHE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAIOIINN TpeX paboyux JHEH, YBEIOMIISIET B TUCbMEHHOU (opme 00 3TOM
YIOJTHOMOYEHHBIN (eiepallbHbIi OpraH UCTIOTHUTEIbHOM BIACTH.

4. Cpox uid TpeacTaBieHMs] 3asBUTENEM 0Opa3LoB JIEKQpCTBEHHOTO Ipenapara U
(bapMmareBTHYECKON CyOCTaHIIMM U CPOK YBEAOMIIEHUS 3KCIIEPTHBIM YUPEKACHUEM 00 TOM B MUCbMEHHOMN
dbopmMe yImoJIHOMOYEHHOTO (PeepaibHOTO OpraHa MCIOIHUTEIBHOM BJIACTH, YKa3aHHbBIE B JacTsixX 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IMPOBEACHUS YKAa3aHHBIX B 4acTH | HAcTOALIEH CTaTbU
JKCIIEPTH3.

5. JIoKyMeHTBI, IOCTYNMBIINE B SKCIIEPTHOE YUPEKACHHUE Ul MIPOBEIEHUS YKa3aHHBIX B dacTu |
HACTOALIEH CTaTbM OJKCHEPTU3, TMOJUIekaT BO3BpaTy B YIOJIHOMOYEHHBIM QeaepanbHbi  OpraH
VCIIOJIHUTENIBHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSMU TI0 PE3YJIbTaTaM YKa3aHHBIX dKCIIEPTH3.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 24 HacTosmero denepalbHOrO 3aK0Ha

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 22 dexabpa 2014 2. N 429-D3 naumenoeanue cmamvu 25 nHacmoauezo
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DedepanvbHoeo 3aKOHA UNONCEHO 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 urona 2015 2.

Cm. mekcm HAUMEHOBAaHUS 8 NPeOblOyuell pedaKyuu
CraTbs 25. [IoBTOpHOE MPOBEACHHUE YKCIIEPTHU3HI JICKAPCTBEHHBIX CPEICTB

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabdps 2014 2. N 429-@3 ¢ uwacmv | cmamovu 25 Hacmosweeo
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. B ciy4asx HeIOCTAaTOYHOH OOOCHOBAaHHOCTH WJIM HEIMOJNHOTHI 3aKJIIOYCHHS KOMHUCCHU
OKCIIEPTOB, HAIWYUS B HEM MPOTUBOPECUYUBBLIX JAHHBIX, (aTbCHU(PUKAIUN BBIBOJOB SKCIIEPTU3BI
JICKApPCTBEHHOTO CPEACTBA, COKPBHITHS OT YIIOJHOMOYEHHOIO (heepasbHOro opraHa HMCIIOJHUTEIbHOU
BJIACTH OCHOBAaHMH I OTBOJA OJKCIEpPTa BCJIEICTBHE €r0 3aMHTEPECOBAHHOCTH B pe3yjbTarax
COOTBETCTBYIOIIEH 3KCIIEPTHU3bI, HATUYHUS TAHHBIX O TPSIMOM JIMO0 KOCBEHHOM BMEIIATEIbCTBE B IPOIIECC
COOTBETCTBYIOIICH SKCIIEPTU3bI JIMIl, HE YYaCTBYIOIIUX B €€ MPOBEJICHUHM, HO OKA3aBIIMX BIUSHUEC Ha
IpOIeCC M PEe3yJIbTaThl €€ IMPOBEACHUS, YIMOTHOMOUYCHHBIM (elepaabHbIM OPraHOM HCIIOJHUTEILHOU
BJIACTH HAa3HAYAETCS TIOBTOPHASI SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) 3TUYECKAs IKCIIEPTH3a.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 2 cmamou 25 Hacmoswe2o
DedepanbH020 3aKOHA 8HeCeHbl UsMeHenUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
2. [loBTOpHAs JKCIEPTU3a JICKAPCTBEHHOTO CPEJICTBA MPOBOIUTCS C YYETOM PE3yJbTAaTOB paHEe
NPOBEICHHOW OKCHEPTH3bl B CPOK, YCTAHOBJICHHBIH YIIOJIHOMOYEHHBIM (eepaibHbIM  OpraHOM
WCTIOJTHUTEIILHOM BIIACTH W HE MPEBBIMIAIONUIN TPUANATH pabounx JHEH CO JHSI MOJYYCHHS SKCIEPTHBIM
YUPEKICHUEM 3aJIaHUS Ha TIPOBEIICHUE MOBTOPHOM YKCIIEPTU3BI JICKAPCTBEHHOTO CPEIICTBA.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 3 cmamou 25 Hacmoswe2o
DedepanbHo2o 3aKOHA 8HECEeHbl UsMeHeHuUs, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npedvloywett pedaKyuu
3. ®unaHcoBoe oOeclieYeHHE BBHITIOTHEHUS 33JaHHUS Ha TMPOBEACHHE MOBTOPHOM SKCIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBISETCS.
TAPAHT:

CM. kKoMMeHTapuu K cTaTthbe 25 HacTosero denepaibHOr0 3aK0Ha

CraTbs 26. YcKkopeHHas npolielypa SKCIEepPTU3bI JIEKapCTBEHHBIX CPECTB

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 13 urona 20152 N 241-D3 6 uacmv [ cmamvu 26 Hacmosweeo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm uacmu 6 npeovloyueti pedaKyuu

1. YckopeHHas mpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISAX TOCYAapCTBEHHOU
pEerucTpalyy JIEKApCTBEHHBIX IpEnapaToB MPUMEHSETCS B OTHOLIEHUH OP(AHHBIX JIEKaPCTBEHHBIX
IIpenaparoB, NEPBBIX TPEX JICKAPCTBEHHBIX IIPENaparoB, perucrpupyemsix B Poccuiickont denepanum B
KAaueCTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX IIPENAPAaTOB, OYEPEIAHOCTH KOTOPBIX OIpPEACIAECTCS B
COOTBETCTBUM C HOMEpPOM M JIaTOM BXOJAUIMX 3asBICHUH O TOCYJapCTBEHHOM pErucTpanuu
JIEKapCTBEHHBIX IIPENApaTOB B pPaMKaxX OJHOIO MEKIyHAapOJHOIO HENAaTEHTOBAHHOIO HAMMEHOBAHUS
JIEKAapCTBEHHOI'0 IIpernapara WIM TPyHNIUPOBOYHOTO HAMMEHOBAHUS JIEKAPCTBEHHOrO IIpenapara, |
JIEKapCTBEHHBIX IIpenaparos, MpeAHa3HAYEHHBIX HCKJIFOYUTEIILHO JUIS [IPUMEHEHUS
HECOBEPIICHHOJIETHUMH I'paKJaHAMHU.

Wndopmarys 06 M3MEHEHUAX:
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Deoepanvrvim 3axonom om 22 Oekabpa 2014 . N 429-D3 uacms 2 cmamvu 26 Hacmosuwezo
DedepanbHo20 3aKOHA U3N0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
2. YckopeHHas IMpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISIX TOCYAapCTBEHHOM
pEerucTpaIyy JeKapCTBEHHBIX MpenapaToB HE MPUMEHSETCS B OTHOILICHHUH:
1) 6uoanaoroBsix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0MoaHaIOroB);
2) pedepeHTHBIX JIEKapCTBEHHBIX IpEnapaToB (3a HUCKIIOYEHHEM Op(aHHBIX JIEKapPCTBEHHBIX
MpenaparoB);
TAPAHT:

Jlo 1 centsiops 2023 1. pOCCUHUCKUM TIPOU3BOJAUTEISAM JICKAPCTBEHHBIX MPENapaToB JJIsI BETEPUHAPHOTO
MPUMEHEHHUSI pa3perniaeTcsi MO0JaBaTh PETHCTPAMOHHOE JOChE JIEKAPCTBEHHOTO TMperapaTta s
BETEPUHAPHOTO MPHUMEHEHHS IO YCKOPEHHOH [Mpoleaype TOCyAapCTBEHHOW  perucTpanun
JIEKAPCTBEHHBIX CPEACTB MJII BETEPUHAPHOIO TMPUMEHEHHS Ha BOCIPOMU3BEJCHHBIC JIEKAPCTBEHHBIE
npenaparsl 0e3 ydyera TpeOOBaHMI MyHKTa 3 4acTH 2 cTaThu 26

3) BOCHPOM3BEIEHHBIX JICKAPCTBEHHBIX TMpENapaToB (3a HMCKIIOUYEHHWEM TIEPBBIX Tpex
peructpupyembix B Poccuiickoit denepannu B kKayecTBe BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MIPEMapaToB
M JICKAPCTBEHHBIX  NPENaparoB,  MNpPeAHA3HAYEHHBIX  HMCKIIOYUTENBHO  JJII  MPUMEHEHUS
HECOBEPIIICHHOJIETHUMHU T'Pa)JIaHaMu );

4) HOBBIX KOMOHMHAIINI 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX IMPENApaTOB;

5) JexapcTBEHHBIX MpENnapaTroB, 3apETUCTPUPOBAHHBIX paHee, HO MPOU3BEIACHHBIX B APYTHUX
JICKapCTBEHHBIX ()OpMax B COOTBETCTBHH C IE€pPEUHEM HAWMEHOBAHHM JICKAPCTBEHHBIX (POPM U B HOBOU
JIO3UPOBKE.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-D3 uacms 3 cmamvu 26 Hacmosuwe2o
DedepanbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

3. YckopeHHass TpoIeaypa SKCIEPTU3Bl JICKAPCTBEHHBIX CPEACTB TPOBOJUTCS IO PEIICHHUIO
COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (eepallbHOr0 OpraHa MCHOTHUTENHHOM BIACTH HAa OCHOBAHHH
3asIBJICHUS 3asBHTENS B CPOK, HE MPEBBIMIAOIINN BOCBMHJIECATH padouux aHel. [Ipu 3ToM sKkcrepTH3a
JIOKYMEHTOB, COJIEPKAIINXCS B PETUCTPAIlMOHHOM JOChE Ha JIEKAPCTBEHHBIN Mpenapar, MPOBOAHUTCS B
CPOK, HE MPEBBIMAIONINI JecaTH pabovMX ITHEH, IKCIEepTH3a KadecTBa JIEKAPCTBEHHOTO CPEJICTBA H
JKCIIEPTH3a OTHOIIEHUS OXUAAEMON TOJb3bl K BO3MOXXHOMY PHCKY MPHUMEHEHHS JIEKapCTBEHHOTO
mperapara MpoBOJATCS B CPOK, HE MPEBBIMIAIOIINH MECTHICCATH pad0odnX THEH.

Wndopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 26 nacmosuweco DedepaivHoco
3aKoHa oonoanena wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

3.1. B ortHomeHun op(daHHBIX JIEKAPCTBEHHBIX MPENaparoB MOTYT OBITh MPEJACTaBICHBI
pe3yabTaThl JOKIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX CPEACTB M KIMHMYECKUX HCCIEAOBAHUI
JIEKapCTBEHHBIX TMpEnapaToB JIsi MEIUIIMHCKOTO MPUMEHEHUS, BBIMOJIHEHHBIX 3a TipeaenaMu Poccutickoi
Qenepaniii B COOTBETCTBUM C TMpaBUJIaMH Haanexameil 1abopaTopHON MpakTHKM W TpaBUIAMU
HaJIJIeXKaIEH KIMHUYECKOW MPAKTUKHU.

4. VYckopeHHas Ipoleaypa SKCHEpTHU3bl JEKAPCTBEHHBIX CPEACTB MPOBOAUTCS B MOPSIKE,
YCTaHOBJIEHHOM cTaThsamu 17 - 20, 23 u 24 nacrosmero denepanbHOro 3aKOHA, U HE 03HAYAET CHUKEHUS
TpeboBaHUil K 6€30M1aCHOCTH, Ka4ecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MTPETapaToOB.

TAPAHT:

CMm. KoMMeHTapuH K cTaThe 26 HacTosmero denepanbHOro 3aK0Ha

Crarba 27. PemieHne o rocy1apCTBEHHOW PErMCTPallUM JIEKAPCTBEHHOTO Mpernapara
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Wndopmariys 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexaops 2014 2. N 429-D3 6 uwacmv 1 cmamvu 27 Hacmoswe2o
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

1. B cpok, HE MpeBBIIAONTNN AECATH PadOUYUX JHEW CO JHS TOJYyYCHHS 3aKIFOYCHUN KOMUCCHH
IKCIIEPTOB 110 Pe3yJibTaTaM IKCIEPTHU3bl KaueCTBA JIEKAPCTBEHHOI'O CPENCTBA M IKCIEPTU3bl OTHOLICHMUS
0’KMJIa€MOM I0JIb3bl K BOBMOKHOMY PUCKY NPHUMEHEHHs JIEKAPCTBEHHOr'O Mpernapara, COOTBETCTBYIOIINI
YIOJIHOMOYEHHBIN (heiepabHbIii OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) pa3merniaeT Ha cBoeM OQUITMATBLHOM caliTe B ceTH "MHTEepHET" COOTBETCTBYIOIINE 3aKIIOUCHUS
KOMHUCCHHM 3KCIEPTOB M OCYILIECTBIISIET HX OLEHKY /Il ONPENCIIEHUsS COOTBETCTBUS 3aJaHUI0 Ha
IIPOBE/ICHHUE ITUX IKCIIEPTU3;

2) mpUHMMAET pelIeHHe O TOCYJApCTBEHHON PETHCTpalMy JICKApCTBEHHOTO MpenapaTra Wid o0
OTKa3€ B rOCY/IapCTBEHHON PErHCTpalliy JIEKapCTBEHHOIO IIpenapara;

3) BHOCHUT NpU NPUHATUHU PELICHUS O TOCYIapCTBEHHON perucTpalnuy JeKapCTBEHHOIO Mpenapara
JMaHHBIE O 3apPErHCTPUPOBAHHOM JIEKAPCTBEHHOM IMpemapare, B TOM 4Hcle O (apMaleBTHUECKOi
cyOcTaHIIMM, BXOJSLIEH B COCTaB JIEKapCTBEHHOIO IIpernapara, B TOCYJapCTBEHHBIH pEecTp
JIEKAPCTBEHHBIX CPEACTB W BBIJAET 3asABUTEII0 PETUCTPALUMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO
npemnapara, ¢opmMa KOTOPOTO YTBEPIKIACTCS YITOJTHOMOUCHHBIM (he/iepalbHbIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH, COIVIACOBAHHBIE HOPMATUBHYI JIOKYMEHTAIMK, HOPMATUBHBIA JOKYMEHT, HMHCTPYKLHUIO 10
IPUMEHEHUIO JIEKAPCTBEHHOI'O IIpernapaTa M  MAaKeTbl IEPBUYHOM YNAKOBKM M BTOPUYHOU
(moTpeOuTeNnbCKOM) YMAKOBKM C YyKa3aHMEM Ha HUX HOMEpa PpEerucTpPalioOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa 1 1aThl €ro rocyJapCTBEHHOM pErucTpaluy Wid B CIy4yae NPUHATUS PELLICHUs
00 OTKa3ze B TOCYJapCTBEHHOW PETUCTPAllMU JIEKApPCTBEHHOTO Mpernapara yBeAOMISIET B MHUCbMEHHOM
dopme 3asBUTENsT 00 ATOM C YyKa3aHHEM NPUYMH TAaKOrO OTKa3a. 3a BBIJAYy pPETHCTPAIIMOHHOTO
YAOCTOBEPEHUSI JIEKAPCTBEHHOI'O Ipernapara B3UMAaeTcsl T'OCYJAapCTBEHHAs MOLIMHA B COOTBETCTBUU C
3aKoHOIaTeILCTBOM Poccuiickoit Deaepanuu o HAJIOTax u cOopax.

Wuopmarus 06 H3MEHEHHSIX:
Yacmo 2 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedbloywyro pedaKyuio
2. OcHOBaHHEM [Isl OTKa3a B TOCYJapCTBEHHOW pErucTpalfy JIEKapCTBEHHOTO Mperapara Ais
MEMIIMHCKOTO TPUMEHCHHUS SIBIIICTCS 3aKIIFOUESHUE COOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO (peiepaibHOTO
OpraHa HCIIOJIHUTEIBHOM BJIACTH O TOM, 4YTO KadecTBO W (Wiu) 3PQPEKTUBHOCTH PErHCTPUPYEMOTO
JICKapCTBEHHOTO Ipemnapara il MEIUIIMHCKOTO TPUMEHECHHSI HE TIOITBEPIKIACHBI ITOJIYICHHBIMU JaHHBIMU
WIM 4TO PHUCK MPUYMHEHHUS Bpeda 3J0POBBIO UEIOBEKa BCIEJCTBUE MpHEMa JIEKApCTBEHHOTO IMperapaTa
JUTSL METUITUHCKOTO MIPUMEHEHHSI TPEBhIMAET 3()PEKTUBHOCTD €ro MPUMECHEHUSI.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 . N 429-®@3 uwacme 3 cmamovu 27 Hacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. TloBTopHOE TMpencTaBICHHE B COOTBETCTBYIOLIUN YIOTHOMOYEHHBIN (enepanbHblii OpraH
WCITOJTHUTEIIbHONW BJIACTH JICKAPCTBEHHOTO TIpemapara, B OTHOIICHWH KOTOPOTO TIIOJIy4YeH OTKa3 B
rOCYJJapCTBEHHOM PEerucTpaluyyd U KOTOPBIM BIOCIEICTBUM MOABEPTCsS U3MEHEHUIO B YaCTU €r0 COCTaBa,
paccMmaTpuBaeTcsi Kak IpEeACTaBlIEHHE HOBOTO JIEKapCTBEHHOI'O Ipernapara Ha €ro TocCyJapCTBEHHYIO
PETUCTPALIUIO HE3aBUCUMO OT COXPAHEHUs €ro MePBUYHOTO HAMMEHOBAHMS.

Wndopmarnys 06 M3MEHEHUAX:

Cmamovs 27 oonoanena yacmoio 4 ¢ 15 uonsn 2018 e. - @edepanvuviii 3akon om 4 utons 2018 e. N
140-D3

4. Tlpu npenocTaBlieHUM 3asBUTEJIEM B COCTaBE PETMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIN

npenapar Jjs BETEPUHAPHOTO MPUMEHEHHUs KOMHH DPEIICHUS YIOJTHOMOYEHHOTO (enepallbHOrO0 OpraHa
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UCIIOJTHUTEIILHOM BJIACTH O TIPOBEJCHUHM MHCIICKTUPOBAHUS MTPOU3BOIUTEIIS JICKAPCTBCHHBIX CPEJCTB CPOK
NPHUHSITHS PEIICHUS O TOCYJApCTBEHHOHN PErucTpaluu JICKApCTBEHHOTO Mpernapara JJisi BEeTePHHAPHOTO
IMPUMEHEHHUS MPHUOCTAHABIMBACTCS CO JIHS IMOJIYYCHHS 3aKIFOYCHHH, YKa3aHHBIX B 4YacTH | HACTOSIIEH
CTaThH, IO THS MPUHATHS YIIOTHOMOYECHHBIM (eiepalIbHBIM OPTaHOM HCIIOJIHUTEIHLHON BIACTH PEIICHUS O
BbIJIaye WM 00 OTKa3e B BbIJAaue 3aKJIFOUCHHUS O COOTBETCTBHH IPOM3BOJUTEINS JICKAPCTBCHHBIX CPEICTB
TpeOOBaHUSM MPABUIT HAJUICKAIICH TIPOU3BOJCTBCHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO BOCEMbJIECAT
pabouux ITHEH.

Wndopmarius 06 n3MEHEHHSX:

Cmamovs 27 oonoanena yacmoto 5 ¢ 15 uona 2018 e. - @edepanvrviii 3axkon om 4 uousn 2018 e. N
140-D3
5. OcHOBaHueM Juisi OTKa3a B TOCYJapCTBEHHON PEruCTpally JIEKApCTBEHHOrO Mpernapara ajis
BETEPUHAPHOTO TPUMEHEHHS SBISICTCS 3aKIIOYCHHE YIOJTHOMOYEHHOTO (eAcpanbHOro OpraHa
UCIIOJTHUTENIbHOM BJacTM O TOM, YTO KadecTBO U (WiM) dSPPEKTUBHOCTb PETHUCTPUPYEMOTO
JIEKapCTBEHHOIO MperapaTa JJisi BETEPUHAPHOTO MPUMEHEHHS HE TIOITBEPKACHBI MOTYyUYEHHBIMU JaHHBIMU
WIHM YTO PUCK NMPUYMHEHHUS Bpea 3J0POBbIO KMBOTHOTO BCIEACTBHE IIpHEMa JIEKAPCTBEHHOTO Mpernapara
JUTSL BETCPUHAPHOTO TIPUMEHEHUS MPEBBIMACT 3P PEKTUBHOCTH €T0 MPUMEHEHHUS, OTKA3 YIIOJTHOMOYCHHOTO
denepanbHOro opraHa UCHOJHUTENIHLHOM BIACTU B BbIJAU€ 3aKIIOYEHHSI O COOTBETCTBUU MPOU3BOIUTEINS
JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPABIII HAJIEKAIICH MPOU3BOIACTBEHHON MPAKTUKHU JIJIS KaXKIOH
MPOU3BOJCTBEHHON IUIOMIAJIKKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IpermapaTa JAjsi BETEPUHAPHOTO
MPUMEHEHHUS B CITydae, €CJIM IPOU3BOACTBO JICKAPCTBEHHOTO TpernapaTa Jyisi BETEpUHAPHOTO MPUMEHEHUS
ocyuiecTBIsieTcs 3a npenenamu Poccuiickoii @enepaiuu, Uil OTCYTCTBUE TAKOTO 3aKIIOYCHHS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 277 HaCTOSIIIETO q)ez[epanLHoro 3aKOHa

Undhopmarus 06 n3MEHEHHSX:

Cmamows 27.1 usmenena c¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 475-D3

CMm. npedbloywyro pedakyuio
TAPAHT:

YnonHOMOYeHHBIN (efiepalIbHbII OpraH HCIOIHUTENbHON BiaacTu 10 1 suBaps 2021 roga onpenensier
B3alMO3aMEHSIEMOCTb JIEKAPCTBEHHBIX IIPENApaToB Il MEAMIMHCKOIO TPUMEHEHUS, KOTOpBIE
3apErUCTPUPOBAHBI 10 JHS BCTYIUIEHUs B cuity DenepanbHOro 3akoHa oT 27 aexadpst 2019 r. N 475-D3
U B3aMMO3aMEHSAEMOCTh KOTOPBIX paHee He Oblia OmpesesieHa, B MOpsiIKe, YCTAaHOBICHHOM HacTOSIIEH
CTaTheH, 3a UCKJIIOUYEHUEM JICKAPCTBEHHBIX IIPENapaToB, YKa3aHHbIX B 4acTu 4 crarbu 3 denepanbHOro
3akoHa ot 27 nekadps 2019 r. N 475-D3

Cratba  27.1. B3aumo3aMeHSI€MOCTb JIEKAPCTBEHHBIX IpenaparoB s MEIULUHCKOIro

[IPUMEHEHUs

1. B3anMo3amMeHSE€MOCTh JIEKAPCTBEHHBIX IpenaparoB Uil MEIUIUHCKOIO IPUMEHEHHMS
OTIpeNIeNsIeTCsl YIOJTHOMOUYEHHBIM (e/iepaabHbIM OpPraHOM HCIOJHUTENBHONW BJIACTH, OCYLIECTBISIOIINM
rOCYJapCTBEHHYIO PErUCTPALMIO JIEKAPCTBEHHBIX MPENapaToB Al MEAULUHCKOIO IPUMEHEHUS, B PAMKAX
OJTHOTO MEXJIyHapOJHOI'0 HEMaTeHTOBAHHOIO (WJIM XMMUYECKOT0, MJIU TPYIITUPOBOYHOI0) HAMMEH OBaHUS
Ha OCHOBE 3aKIIOYECHHMsI KOMHCCHM DKCIIEPTOB JKCIEPTHOIO YUYPEXKICHHS O B3aUMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO Ipernapara s MeIUIIMHCKOI0 IPUMEHEHHUs 100 O TOM, YTO JISKapCTBEHHBIN Mpernapar
JUIlT  MEAMIMHCKOIO TPUMEHEHHs HE sBISIETCS  B3auMMo3aMeHseMbIM. [lopsjok  ompeneneHus
B3aMMO3aMEHSEMOCTH JIEKaPCTBEHHBIX MpPENapaTroB Uil MEIMLUHCKOTO MpUMEHeHHs U Qopma
3aKJIIOYEHNsT KOMHUCCHH JKCIIEPTOB JKCHEPTHOTO YUYPEXKACHHS O B3aWMO3aMEHSEMOCTH JIEKAPCTBEHHBIX
IpenapaToB i MEIUIIMHCKOTO IpUMEHEHHs MO0 O TOM, 4YTO JIEKapCTBEHHBIN Ipemapar majs
MEJUIIMHCKOTO TNPHUMEHEHHUS HE SBISETCA B3aWMO3aMEHSEMBIM, YCTaHaBIMBaroTcs IIpaBuTenbcTBOM
Poccuiickoit denepanuu.

2. Komuccust 3KCIEepTOB 3KCHEPTHOTO YUPEKICHUS TAeT 3aKII0YEHHE O B3aMMO3aMEHSEMOCTH
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JIEKapCTBEHHOTI'0 Mpernapara A MEIUIMHCKOrO MPUMEHEHHUS THO0 O TOM, YTO JIEKApCTBEHHBIN Mpenapar
JUTS. METUITUHCKOTO IPUMEHEHUS He ABISETCA B3aMMO3aMEHSIEMbIM, HA OCHOBAHUH CIIETYIOIINX KPUTEPHUEB
(XapaKTEepUCTHK):

1) okBuBalieHTHOCTH (i1 OMOAHANIOrOBBHIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMPENapaToB
(OnoaHaNoroB) - COMOCTABUMOCTD) KAYECTBEHHBIX U KOJMUYECTBEHHBIX XapaKTEPUCTUK (apMaleBTUYECKUX
CcyOCTaHIIMII MM COIIOCTaBUMOCTh AQHTHUI€HHOI'O COCTaBa BakKLUMH. Vcrnonb3oBaHWE pa3iIuyHBIX COJIEH,
3(UpOB, KOMILJIEKCOB, U30MEPOB, KPUCTAIMYECKUX (POPM M JIPYTHX MPOU3BOJHBIX OJHOTO M TOTO XKeE
JNEHCTBYIOILEIO BEIIECTBA HE SIBISIETCA MPENATCTBUEM JUIsl ONPEACIEHUS B3aUMO3aMEHSIEMOCTH
JICKapCTBEHHBIX  MpENapaTroB, €clW MpU  MPOBEACHUM  HUCCIEAOBAHUS  OHOIKBHBAJIEHTHOCTU
JIEKapCTBEHHOI'O IIpenapara WIM HCCIEJOBaHMs TEpaleBTHUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O
mpernaparta JI0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAYMMbBIX pa3iuyuii (apMaKOKHMHETUKH U (WUJIHN)
3 PEeKTUBHOCTH U 6€30IaCHOCTH JIEKAPCTBEHHOTO ITperapara Jjsi MeAUIIMHCKOTO IPUMEHEHHS;

2) 5KBUBAJICHTHOCTbH JIeKapCcTBEHHOU (opMmbl. [loa 3KBHUBaIEHTHBIMU JIEKaPCTBEHHBIMH (hOpMaMu
NOHUMAIOTCSI pa3Hble JIEKapCTBEHHBbIC (OPMBI, MMEIOIIME OJMHAKOBBIE CIIOCOO BBEACHHS U CIIOCO0
OpPUMEHEHHUs, O00Jajalliue  COMOCTaBUMBIMH  (PapMAaKOKHMHETUYECKUMHU  XapaKTePUCTHKAMH U
(apMaKoIOTHIECKUM JICHCTBHEM M O00ECIICUMBAONINE TAKKE JTIOCTHIKEHHUE HEOOXOJMMOT0 KIMHUYECKOTO
addexra. Paznuuus nexkapcTBEHHBIX (OpPM HE ABIAIOTCS MPEMATCTBUEM U ONpeAeTeHUs
B3alIMO3AMEHSAEMOCTH  JIEKAPCTBEHHBIX  IpenapaToB, €CIM IpUd  HPOBEACHUH  HUCCIIECIOBAHUS
OMOSKBUBAJICHTHOCTH  JIEKAPCTBEHHOI'O  Mpemapara  WIM  HUCCIEJOBAHHS  TEpareBTUYECKOU
HKBUBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Iperapara JO0Ka3aHO OTCYTCTBHE KJIMHUYECKU 3HAYMMBIX pPa3Indui
dbapmakokuHeTHKH © (W) 3(PGEeKTHBHOCTH W 0€30MacHOCTH JIGKQPCTBEHHOTO Ipemapara Jjis
MEIUIIUHCKOTO IPUMEHEHUS;

3) 9KBUBAJIEHTHOCTb WJIM COIOCTABUMOCTH COCTaBa BCIIOMOTATEIbHBIX BELIECTB JIEKAPCTBEHHOIO
mpernapara A8 MEAMIMHCKOrO INpUMEHEeHWs. Pa3nuuusg coctaBa BCIOMOIAaTEIbHBIX BELIECTB
JICKapCTBEHHOI'O TMpernapara He SBISAIOTCA NPENATCTBUEM ISl OIpeAeieHHs B3auMO3aMEHSIEeMOCTH
JEKapCTBEHHbIX  IIPEnapaTroB, €ciId Ipud  [POBEIECHUU  MCCIEAOBaHUS  OMOIKBHUBAJIIEHTHOCTU
JICKapCTBEHHOT'O Tpernapara WIM HCCIEJOBaHMS TEPaleBTHUUECKON SKBHUBAJICHTHOCTH JIEKApPCTBEHHOTO
npenapara JIOKa3aHO OTCYTCTBHE KJIMHWYECKH 3HAYUMBIX pa3iuyuid (papMakOKMHETUKH U (WIJIH)
3¢ (GeKTUBHOCTH M 0€30MacHOCTH JIEKapCTBEHHOro Mpernapara Juis MEIUIMHCKOTO npuMmeHeHus. llpu
HAJIMYUU KIMHUYECKU 3HAYUMBIX Pa3iInyuil papMakOKMHETUKU U (M) 3((HEKTUBHOCTH U OE30MMaCHOCTH
JIEKapCTBEHHOTO TMpernapara A MEIULMHCKOrO NPUMEHEHHUS B3aUMO3aMEHSEMOCTb ONpeAessieTcs ¢
yKa3aHHEM Ha MCKIIIOYCHNE OTACIBHBIX TPYIII NAllueHTOB;

4) uAEHTUYHOCTH CIIOoco0a BBEICHUS U CIIoco0a MpUMEHEHMS;

5) cOOTBETCTBHE MPOU3BOAUTENS JIEKAPCTBEHHOTO CpEeACTBa TPEOOBAaHUSAM MpaBHJI HajJiexallen
IPOM3BOJICTBEHHOMN NMPAKTHKH.

3. OmpeneneHue B3aUMO3aMEHSIEMOCTH BOCIPOU3BE/IEHHBIX JIEKAPCTBEHHBIX IIPENapaToB s
MEIMIIMHCKOTO TMPUMEHEeHHs, yKa3aHHbIX B uacTu 10 crateu 18 Hactosiiero @denepalbHOTO 3aKOHA,
ocyuiecTBisieTcs: 0e3 HE0OXO0AUMOCTH JI0Ka3aTeNbCTBA UX OMO3KBHUBAJIEHTHOCTH.

4.  OcoOeHHOCTH  ONpeneieHus B3aMMO3AMEHSEMOCTH  OMOJOTHYECKUX  JIEKAPCTBEHHBIX
[IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coAepKalux KOMOMHAIUIO ABYX U Oojee
NEHCTBYIOIIMX  BEIIECTB), JIEKAPCTBEHHBIX  IpEnapaToB  JUld  MApeHTEpaTbHOTO  MUTAHUS U
HEJ03MPOBAHHBIX  JIEKAPCTBEHHBIX —TpenapaTtoB ycraHaBiauBaioTcs IIpaButensctBom  Poccuiickoit
®denepauuu.

5. OmpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOLIEHHM JIEKapCTBEHHBIX
pacTUTEIBHBIX MPENapaToB, TOMEONATHIECKIX JIEKAPCTBEHHBIX MPermapaToB.

6. ®opMupoBaHHe MEPEYHs B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX MPENnapaToB Il MEIUITUTHCKOTO
NPUMEHEHHS OCYIIECTBIISETCS AKCHEPTHBIM YUpPEXKIEHHUEM IOCPEACTBOM OOBEIMHEHUS JEKapCTBEHHBIX
IpenapaToB B OTICIBHBIC TPYNINBI, B KKIOH W3 KOTOPHIX JICKAPCTBEHHBIC MpenapaThl SBISIOTCS
B3aMMO3aMEHSEMBIMHU.

7. B cinydae BKJIIOYEHHMS] B HHCTPYKLHIO 1O METUIIMHCKOMY INPUMEHEHHIO JIEKapCTBEHHOTO
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npenapara Ha OCHOBaHMM PE3yJIbTaTOB COOTBETCTBYIOLIMX HCCIIEOBAHUM MOKa3aHWH AJs1 IPUMEHEHHUS,
KOTOpBIE OTIMYAIOTCS OT MOKA3aHUU JJIs MPUMEHEHUS JIPYIMX JIEKApCTBEHHBIX MPENapaTroB U3 IPYyMIIbI
B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IIPENapaTroB, B IE€PEYHE B3aMMO3aMEHIEMbIX JIEKAPCTBEHHBIX
IpenapaToB Il MEIUIIUHCKOTO IPUMEHEHUS I0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIA HH(POPMALIKS.

8. IlepeueHb B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX MpEnapaToB A MEIULMHCKOIO NMPUMEHEHUs
pa3MmernaeTcs yrnoJIHOMOUYEHHBIM (hefiepaibHbIM OpPTaHOM HCIIOJHUTEIBHON BIACTH, OCYIIECTBIISIOIIUM
rOCyJJapCTBEHHYIO PETUCTPALIHMIO JIEKAPCTBEHHBIX MpenapaToB Ul MEJUIIMHCKOTO IPUMEHEHNUs], HA CBOEM
ounmansuom caiite B cetn "HMutepHer". MHDopManus B nepevyHe B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
IpenapaToB Uil MEIUIMHCKOIO INPUMEHEHUS OOHOBIISETCS YKa3aHHbIM (elepajbHbIM OpraHoM
UCIIOJTHUTEJIBHOM BJIACTM C YYETOM HOBBIX 3apErHMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAapaToB IJis
MEIUIUHCKOIO IPUMEHEHHS U BHECEHHBIX U3MEHEHUH B IOKYMEHTBI, CO/IEPIKAINECs B PErUCTPALMOHHBIX
JI0ChE€ Ha 3apErUCTPUPOBAHHbIE JIEKAPCTBEHHBIE IIPENapaThl A1 MEAULIMHCKOTO IPUMEHEHHUS.

9. Ilopsi10K UCTIONB30BaHUS HHPOPMALIMU O B3aMMO3aMEHSIEMBbIX JICKapCTBEHHBIX MpenapaTax Juis
MEAMIMHCKOTO IPUMEHEHMSI M MOPAJOK Jauu pPa3bsCHEHWH IO BOIPOCAM B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MpernapaToB JUIsl MEAULUHCKOIO NPUMEHEHHUs YCTaHaBiMBaloTcs IllpaBuTenscTBOM
Poccuiickoit @enepanuu.

TAPAHT:

CMm. kommeHTapuu K ctatbe 27.1 Hacrosero @eaepanbHOro 3aKOHa

CraTbs 28. PeructpaninoHHOE y10CTOBEpEHHUE JIEKAPCTBEHHOTO MpernapaTa
1. PerucrpannoHHOe yJ0CTOBEpEHNE JIEKAPCTBEHHOTO Iperapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBbIIAETCS OECCPOUHO, 3a MCKIIOYCHHEM PEruCTPAlMOHHOTO YJIOCTOBEPEHHUS
JIEKapCTBEHHOI'0 IIPErapara, BbIIaBa€MOI'0 CO CPOKOM JIEHCTBUS IATH JIET, HA BIIEPBHIE PETUCTPUPYEMBIE B
Poccuiickoit ®enepaiuu iekapcTBEHHBIE TPETapaThl.
TAPAHT:

l'ocynapcTBeHHass perucrpanvs JEKapCTBEHHBIX MPENaparoB /s BETEPUHAPHOIO IMPUMEHEHMS,
neiicTBue kotopoil ucrekaer ¢ 14 mapra 2022 r. no 31 nexadbps 2022 r., npossieBaercs Ha 12 mecsies
2. Tlo ucTedyeHMM YyKa3aHHOTO B uacTW | HacTOSIIEH cTaThM CpoKa BbLIAaETCs OeccpouHoe
pPErucTpaliOHHOE yJAO0CTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IpH YCIOBUU TOATBEPKACHUS €ro
roCy/1apCTBEHHON PETUCTPALIUU.

Wndhopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 28 nacmosuweco Dedepaivroo
3aKOHa 0ononHena yacmoio 3, scmynatowent 6 cuny ¢ 1 urons 2015 a.

3. B ciyuyae BHeceHus B coOTBETCTBUM co cTaThsiMu 30 u 31 HacTosmero denepanbHOro 3aKoHa
U3MEHEHUN B COJEpXKalllMecss B PErMCTPALlMOHHOM JIOChE Ha 3apETHCTPUPOBAHHBIA JIEKApPCTBEHHBIN
npenapar JOKYMEHTBI, 3aTParuBalOIIMX CBEACHMS, OTPAXKEHHbIE B PETUCTPALMOHHOM YJIOCTOBEPEHUHU
JIEKapCTBEHHOT'O TIpernapara, ymoJHOMOUYEHHBIN (efepalbHbIi OpraH HCIOTHUTEIHHOW BIACTH BBITACT
HOBOE PETUCTPALMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO IMpemnapara, COAEpKalllee BHECEHHBIE B HETO
W3MEHEHUSI.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamosa 28 nacmoswezo Dedepaivroo
3aKOoHa dononnena yacmoio 4, scmynatrowen 6 cuny ¢ 1 uons 2015 e.

4. B ciyuae yTpaThl WM TOBPEXJIEHUS PETHMCTPALMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
mpenapata MO 3asBJICHMIO B IHCbMEHHOH ¢opMe JepkaTelis WM BIAAeNbla PErucTpaluOHHOTO
y0CTOBEpPEHUS JIEKAPCTBEHHOI'O IpernapaTa Wik YIOJIHOMOUYEHHOTO UMHU JIPYroro IOpUAMYECKOTo JIUIa O
BbIJJaue JyOJMKaTa PEerucTPallMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOI'O NpenapaTa yMOJTHOMOYEHHBIN
denepanbHbI OpraH UCHOJHUTENBHON BIACTU B CPOK, HE MPEBBIIAIOMINN JECSITH paboYnX JHEH co JHA
NOCTYIIJICHUSI 3asBJICHUS, BBIJACT AYyOJNUKAT PErUCTPALMOHHOTO YJIOCTOBEPEHHs JIEKapCTBEHHOT'O
npenapata. 3a Bblgady AyOiHMKaTa PpPErucTPalMOHHOTO YJIOCTOBEPEHMs JIEKapCTBEHHOIO Ipernapara
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B3MMAETCSl TOCYJapCTBEHHAs MONUIMHA B COOTBETCTBUU C 3aK0oHOAaTeIbcTBOM Poccuiickoit denepanuu o
HaJIorax u coopax.
TAPAHT:

CM. koMMeHTapuu K cTaTthbe 28 HacTosero denepabHOr0 3aK0Ha

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dekaopsa 2014 2. N 429-D3 cmamusa 29 nacmoswezco DedepaibHoco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynarowel 6 cuny ¢ 1 aueaps 2017 2.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu
TAPAHT:

l'ocynapcTBeHHasi perucrtpamusi JIEKapCTBEHHBIX IMpenapaToB JUisi BETEPUHAPHOTO IMPUMEHEHMS,
nencTBrue kKotopoi ucrekaer ¢ 14 mapra 2022 r. mo 31 nekabps 2022 r., mpoieBaercs Ha 12 MecsieB
Cratbs 29. [loareepxkaeHue rocyAapCTBEHHOM pErucTpalny JIEKapCTBEHHOTO MperapaTa
1. [ToaTBepxkaeHUE TOCYAAPCTBEHHONW PErvCTpalfy JIEKAPCTBEHHOTO Mpenapara OCyIIeCTBIsETCS
Ipu BblJaye OECCPOYHOrO PEruCTPAlMOHHOIO YAOCTOBEPEHHUsS JIEKAPCTBEHHOI'O Ipenapara B clyyae,
yKa3aHHOM B uacTu 2 cTarbu 28 Hactosmero denepalbHOr0 3aKOHa, B CPOK, HE MPEBBHIIIAIOIINN
HISCTUCCATH PabOYMX JTHEH CO JHS IMOJIYYCHHSI COOTBETCTBYIOIIMM YIIOJTHOMOUYEHHBIM (eaepaTibHbIM
OpraHOM HCIOJHUTENIbHON BJIACTU 3asBIICHUS O TOATBEPXKICHUH TOCYAApCTBEHHOW pEerucTpaiuu
JeKapCTBEHHOro npemnapara. He ocyuiecTBisieTcsi MOATBEPkKACHUE T'OCYIAapCTBEHHOM pPETUCTpaluu B
OTHOIICHHUHU JICKaPCTBEHHOT'O MIperapara, He HaXOJuBIIerocs B oOpamieHuu B Poccuiickoit denepanuu B
TEYeHHE Tpex U Oosee JeT, a TakKe B OTHOUIEHMM JIEKapCTBEHHOI'O CPEJICTBA, MPOU3BEIECHHOIO C
HapylLIeHHeM TpeOOBaHUs, YCTAaHOBIEHHOTO YacThio 3.7 ctathu 71 HacTosimero deaepanbHOro 3aKOHa.

Undopmarus 06 n3MEHEHHSX:

Yacmo 2 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedakyuio
2. 3asBJICHHE O MOATBEPKIACHUH T'OCYJIapCTBEHHOW PETUCTPAIMU JICKAPCTBEHHOTO Mpernapara s
MEJMIIMHCKOTO MPUMEHEHUS! MPEACTaBIsAETCS] B COOTBETCTBYIOIIMI YIOTHOMOUYEHHBIN (eaepanbHbIil
OpTraH HMCIIOJTHUTEIHHON BIIACTH HE paHEe YeM 3a CTO BOCEMBJECAT JTHEH J0 MCTEUYCHHUS CPOKa JICUCTBUS
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpemnapara A MEAUIIMHCKOTO TPUMEHEHHS.

Undopmairis 06 n3MEHEHHSX:

Cmamuws 29 oonoanena yacmoio 2.1 ¢ 13 ageycma 2019 2. - @edepanvhuiii 3axkon om 2 ageycma 2019 e.
N 297-D3
2.1. 3asBneHue 0 NOATBEPKIACHUH FOCYAAPCTBEHHONW PETUCTPALIMN JIEKAPCTBEHHOTO Ipenapara ajs
BETEPUHAPHOTO TPUMEHEHMsI TMPEACTABISAETCS B COOTBETCTBYIOIIMN YMOJIHOMOYEHHBIN QenepalbHbIil
OpraH MCIIOJIHUTEIbHON BJIACTH HE PAHEE YEM 3a CTO BOCEMBJAECAT JHEH J0 UCTEUYEHHUs CPOKa IEUCTBHUS
PEruCTPaIlMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O Iperapara JUisi BETEpUHAPHOIO NMPUMEHEHUS U He
NO37HEE OKOHYAHUS CPOKA €T0 IEHCTBUS.
3. [loaTBepxkneHNEe roCyIapCTBEHHONW perucTpanyy JIEKapCTBEHHOTO Mpenapara OCyIIeCTBIsSETCS
[0 pe3yibTaTaM »JKCIEPTH3bl OTHOIIEHUS OXKUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS
JIEKapCTBEHHOTO TperapaTra Ha OCHOBAHUH PE3yJIhTATOB MOHUTOPUHTA d()PEKTUBHOCTA M OE30MaCHOCTH
JIEKapCTBEHHOI'O  IIpenapara, MPOBOAMMOIO JEp)KaTeleM WM  BIAJCIBLEM PETrUCTPALMOHHOIO
y0CTOBEpPEHUS JIEKaPCTBEHHOT'O Mpenapara Ju00 yHOJTHOMOYEHHBIM UMHU IOPUIUYECKUM JIUIIOM, a TaKkKe
COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (heZiepalbHbIM OPTaHOM HCIIOJIHUTENFHON BJIACTH B COOTBETCTBUU
¢ TpeboBaHUsSIMH cTaThu 64 HacTosmero deneparbHOTO 3aKOHA.

Wndopmarnys 06 M3MEHEHUAX:
Yacmob 4 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
4. K 3asBJICHUIO O MOATBEPNKIECHUHM TOCYAApCTBEHHOW PETHCTpalluy JEKAPCTBEHHOrO Mpernapara
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JUI MEIUIIUHCKOTO IPUMEHEHUS IIPUIIararoTcs:

1) MOKyMEHTHI, cofepiKallhe pe3yJabTaThl MOHHMTOPUHTa >(PQPEKTUBHOCTH U 0€30IacHOCTU
JIEKapCTBEHHOTO IIpenapaTa s MEAULUUHCKOrO IPUMEHEHMs, IPOBEICHHOIO JAepKaTelleM WU
BJIAJEIIBLEM PErHCTPAllMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara i MEIULMHCKOIO
OpUMEHEHHUs 100 YHOJHOMOYEHHBIM MM IOPUAMYECKMM JIUIOM, MO (opme, YTBEpKIACHHOM
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJIHUTENIBHOW BIACTH;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 usmenen c 1 smeapsa 2021 2. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeodvloyuyio peoakyuro

2) cBeleHMs O JaTe MPEJOCTaBJICHUS U PErHMCTPALIMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOJCTBO
JIEKapPCTBEHHBIX CPEJICTB UJIU CBEACHHUS O 1aTe IPEJOCTABIECHUS U PErUCTPALIMOHHOM HOMEPE 3aKII0UEHUS
O COOTBETCTBUU IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM IIpaBuil  HajJIeXallen
NPOM3BOJICTBEHHON  NPAaKTUKW, MPEJOCTABICHHBIX  YIOJTHOMOUYEHHBIM  (pefiepalbHBIM  OpraHOM
UCIIOJIHUTENIBHOW BJIACTH B OTHOLIEHHWU NPOU3BOACTBEHHON IUIOLIA/IKU JIEKAPCTBEHHOIO MpernapaTa Ajs
MEAMIMHCKOTO NMPUMEHEHHS], TOCYJapCTBEHHAsl perucTpanus KOToporo MoATBEPKAAETCSA B Cllydae, eCiu
IPOM3BOJICTBO JIEKAPCTBEHHOr0 IIpernapara s MEJUIMHCKOTO IPUMEHEHHs] OCYIIECTBISIETCS B
Poccuiickoit ®enepanuu;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 3 uzmenen c 1 sameaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedbloywyro pedaKyuio

3) xomusi MPEIOCTaBICHHOW YMOJHOMOYEHHBIM OPIaHOM CTpPaHbl MPOU3BOJUTENS JIMIICH3UU HA
MIPOU3BOJCTBO JIEKAPCTBEHHOI'O IperapaTa A MEIULUMUHCKOrO MPUMEHEHHUS M €€ MEpPEeBOJ Ha PYCCKUU
A3bIK, 3aBEPECHHBIC B YCTAHOBJIEHHOM IIOPSOKE, A TAaKXKE€ KOMMS 3aKIOYECHHS O COOTBETCTBUHU
MIPOM3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHMSIM IpaBUJI  HAJJICKAIIEH IPOM3BOICTBEHHOMN
MPAKTUKH, BBIIAHHOTO YITOJIHOMOUYEHHBIM (peiepaibHBIM OPTaHOM UCTIOTHUTEILHOM BJIIACTH B OTHOIICHHUH
MPOU3BOACTBEHHOM  IUIONIAJIKA  JIGKAPCTBEHHOTO Mmpemnapara Uil MEAUIUHCKOIO IPUMEHEHUS,
FOCYJIApCTBEHHAS] PETHCTpalys KOTOPOrO MOATBEPKAACTCSA, WM KOINMHUA PELICHUS YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa HUCHOJHUTENBHON BJIACTU O TMPOBEICHUU WHCIEKTUPOBAHUS MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae, €CJIM MPOU3BOACTBO JICKAPCTBEHHOTO Ipemnapara i MEIUIMHCKOTO
IIPUMEHEHUS OCYLLIECTBIIETCSA 3a ipeaenamu Poccuiickoit denepanuu.

Wndopmarys 06 n3MEeHEHHAX:

Cmamovs 29 donoanena yacmoio 4.1 ¢ 15 utonusn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.1. B oTHOmIEHNU OUOJIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB Ui MEAUIIMHCKOTO MPUMEHEHHUS
3asBUTENb JOMOJHUTEIBHO TIPEACTABISIET PE3YJbTAaThl MEPONPHUSTUH, NPETyCMOTPEHHBIX IUIAHOM
yOpaBlIeHUSI PUCKAMH, YTBEPKACHHBIM YIOJTHOMOYEHHBIM (hefepaabHbIM OPTaHOM HCHOIHUTENBHON
BJIACTH TMPU OCYIIECTBICHUH TOCYJAapCTBEHHOM pETUCTpalliy JIEKApCTBEHHOTO TIpemapara s
MEIUIMHCKOTO PUMEHEHHS.

Wndhopmarust 06 n3MEHEHHSX:
Yacmy 4.2 uzmenena c 13 aszycma 2019 2. - @edepanvusiii 3axon om 2 agzycma 2019 2. N 297-D3

CMm. npedvioywyro pedakyuio
4.2. K 3as9BI€HHIO O MOJATBEPKICHUU TOCYJAPCTBEHHON PETHCTPAIMU JIEKAPCTBEHHOTO Mpernapara
JUIE BETEPUHAPHOTO NPUMEHEHHUs IMPHUJIAraloTcsl JOKYMEHTHI, COJEpKalllie pe3ybTaThl MOHHTOPWHIA
¢ dexTUBHOCTH U 0E30MACHOCTH JIEKapCTBEHHOI'O Mpenapara Jii BETEepUHApHOIO NPUMEHEHUs,
POBOJUMOIO JepXaTejleM WM BIAJeNblEM PErucTPallMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO
npernapara il BEeTEpUHAPHOTO TPUMEHEHHUS JHOO YIMOJHOMOUYEHHBIM UM IOPHIUYECKHAM JIHIIOM, II0
dopme, yTBEp)KICHHOH YMOJTHOMOUYEHHBIM (ellepalbHbIM OpPraHOM HCIOJHHUTENBbHOM BIIACTH, U

nn

JOKYMEHTBI, yKa3aHHble B nyHkTax |, 2 - 2.2, noanmynkrax "a", "0", "k", "n" nmynkra 4 wactu 3 ctatbu 17
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Hacrosero denepanbHOro 3akoHa. B oTHOLIEHNM MMMYHOOHOIOIMYECKHUX JIEKAPCTBEHHBIX MPENapaToB
JUIsl BETEPUHAPHOI'O IIPUMEHEHHUS HE INPEACTABISAIOTCS CBEICHMS, YKa3aHHbIE B 10 nyHkTe "K' myHkTa 4
yactu 3 crathy 17 Hactosamero deaepanbHOro 3aKoHa. B OTHOIIEHUM JIEKapCTBEHHBIX MPENapaTroB s
BETCPUHAPHOTO TPUMEHEHUS, MOJYYCHHbIX C NPUMEHEHHEM T'€HHO-HMHXCHEPHO-MOAM(PHUINPOBAHHBIX
OpPIraHU3MOB MJIM COJIEPIKAILUX TaKUE OPraHU3MBbl, JOMOJIHUTEIBHO IPEACTABISIIOTCS CBEACHUS, YKa3aHHbIE
B nnyHkTe 13 wactu 3 crareu 17 HacTodmero denepalbHOTO 3aKOHA.

Wndopmarus 06 H3MEHEHHSX:
Yacms 4.3 usmenena c 1 aunsapsa 2021 2. - @edepanvuuiil 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeodvloyuyio peoakyuro

4.3. 3asgBuUTENb BIOpPABE NPEACTABUTh C 3asBICHUEM O MOATBEPKICHUU TOCYJapCTBEHHON
perucTpanvy  JIEKapCTBEHHOIO0  IIpenapara  KOINMIO  JIOKYMEHTa, IOATBEPKIAIOLIEro  yIulaTy
roCyJapCTBEHHON TMOUUIMHBI 3a IOATBEPKIACHUE TOCYJApCTBEHHOM PpETUCTpAalMU JIEKapCTBEHHOTO
npernapara, a TaKKe BblIaBaeMble (IIPEIOCTaBIIEMbIE) YIOJIHOMOYEHHBIMU (elepalbHBIMH OpraHaMu
UCIIOJTHUTEINIHOM BJIACTH TIOKYMEHTHI (CBEJIEHUS ), YKa3aHHbIE B ITYHKTaX 2 U 3 yacTu 4 HACTOSIIEH CTaThU.
B cinydae ux HempencTaBiieHUs YIOJHOMOYEHHBIN (efepanbHbli OpraH MCIOJIHUTEIbHOW BIIACTH
3ampaniMBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUS) B MOPSAIKE MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOTO
B3aUMO/JICHCTBUA.

5. B Tteuenue pecsatu pabouynx [HEH CO [JHS TPUHATUS 3asABICHHUS O MOATBEPKIACHUU
rOCyJJapCTBEHHOM PErucTpaluu JIEKapCTBEHHOI'O Ipernapara M JOKYMEHTOB, COJEP)KAIIUX pPE3yJIbTATh
MOHHUTOpHUHTA ((HEKTUBHOCTH U 0E30MaCHOCTH JIEKAPCTBEHHOT'O IMpemnapara, MPOBOAMMOIO JIepiKaTeieM
WIM BJIQJIENIBLIEM PETUCTPALIMOHHOTO YOCTOBEPEHNUS JIEKAPCTBEHHOIO IIpernapara Ju00 yroJIHOMOYEHHBIM
MU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOIHUTEILHOM BIACTH:

1) mpoBOAMT HPOBEPKY MOJHOTHI CBEACHUI, COAEpKALIUXCS B IPEACTABICHHBIX 3asBUTEIEM
JIOKYMEHTaX;

2) mpuUHMMAET peIlIeHUuEe O MPOBEACHUU WM 00 OTKa3e B IPOBEACHUM 3KCIEPTU3bl OTHOIIEHUS
0’KHMJIa€MOM TIO0JIb3bl K BO3MOXXHOMY PHCKY INPHUMEHEHHMs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBAaHUHU
pe3yabTaTOB MOHUTOPHHTA d(PPEKTHBHOCTH M 0€30MMaCHOCTH JICKAPCTBEHHOTO Ipernapara, MPOBOAUMOTO
JepKaTelleM WM BIIAJENIblIeM PETUCTPAIMOHHOTO YAOCTOBEPEHHS JIEKApCTBEHHOTO Mpemnapara Jubo
YIOJHOMOYEHHBIM MU IOPUINYECKUM JIUIIOM, a Takxke (efepaibHbIM OPTaHOM HCIOJHUTENIBHON BIACTH
B COOTBETCTBUU ¢ TpeOoBaHUsAMU cTaThil 64 HacTosiero deneparbHOTO 3aKOHA;

3) yBemoMisieT B DJIGKTPOHHOM (opMe WM MHUCbMEHHOW (opme 3asBHUTENS W DKCIEPTHOE
yUpEeXKJIEHUE O TPUHATOM pEIIeHWH JUO0 B CiIydae MPHUHITHUS pelieHdus o0 OTKa3ze B MPOBEACHUU
JKCHEPTU3BI YKA3BIBACT IPUYMHBI TAKOTO OTKA3a.

6. B cnyuae BbISIBIEHUS HEOOCTOBEPHOCTH W (WMJIM) HEAOCTATOYHOCTH HH(poOpManuu,
coJiepKalleiicss B IpPEICTaBICHHBIX 3asBUTEIEM JOKYMEHTaxX, YHNOJHOMOYEHHbIN (efepaibHblii OopraH
MCTIOTHUTENILHOM BJIACTH HAMpPAaBJISET 3asBUTENIO 3apoc 00 YTOUYHEHUH YKa3aHHOW WH(OpManuu. 3ampoc
YIOJHOMOYEHHOTO  (peiepaliIbHOTO  OpraHa MCIOJHUTEIbHOW  BJAcTH MOXET OBITh  HepenaH
YIIOJTHOMOYEHHOMY MPEICTABUTEIIO 3aiBUTENSA JIMYHO IIOJ PACIMCKY, HAIIPABIICH II0 MOYTE 3aKa3HbIM
NUCHbMOM WJIM TEpellaH B 3JIEKTPOHHOU (opMe MO TeIeKOMMYHMKAIIMOHHBIM KaHajaMm CBs3U. B ciyuae
HaNpaBlIeHUsl 3ampoca YMOJIHOMOYEHHOTO (enepaabHOro opraHa HMCIHOJIHUTENBHOW BJACTU MO TMOYTE
3aKa3HbIM NMUCBMOM OH CYUTAETCS MOJYYECHHBIM MO HMCTEYEHWH IIECTH JHEH C JaThl HAIpPaBJICHUS
3aKa3HOIr0 MUChbMa.

7. 3asBUTENb 00s3aH IMPEICTAaBUTh OTBET Ha 3alpoC YIMOJHOMOYEHHOIO (eiepalibHOro OopraHa
UCTIOTHUTENILHON BIACTH B CPOK, HE MPEBBIIAIONINKA AEBIHOCTA pabounx THEH CO JHS €ro MONydeHHs.
CpoOK, yKa3aHHBIM B 4acTH 5 HACTOSIIEH CTAaThHM, MPUOCTAHABIMBACTCS CO JIHS HAMPABJICHUS 3asBUTEIIO
3ampoca yMmoJIHOMOYEHHOTO (elepanbHOro OopraHa HWCIOJHUTENBHON BIACTH IO JHS TMONYYSHHUS UM
COOTBETCTBYIOIIETO OTBETA M HE YUUTHIBACTCS MIPU UCUUCIEHUN CPOKA MOATBEPKICHHS TOCYAapCTBEHHOMN
pErucTpaluy JICKapCTBEHHOTO Iperapara.

8. OcHoBaHMeM [UIsl OTKa3a B IPOBEJEHUHM OSKCIEPTU3bl OTHOIICHUS O0KMJIA€MOWM TMOJIb3bl K
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BO3MO)KHOMY PHCKY IPUMEHEHHUs JIEKaPCTBCHHOIO IIpernapaTa SBJSETCS NPEICTABICHHE TOKYMEHTOB,
COJIepKALINX PE3yJIbTaThl MOHUTOPHUHTA 3(P(PEKTUBHOCTH U O€30MaCHOCTHU JIGKAPCTBEHHOTO Mpernapara, u
(M) B OTHOLIEHWH OWOJOTMYECKUX JIEKApCTBEHHBIX IPEnapaToB pe3yJbTAaTOB OCYILECTBIICHUS
MEPONPUITUA B COOTBETCTBUM C IUIAHOM YIIPABJIEHHS PHUCKAaMH, YTBEP)KIECHHBIM YIIOJHOMOYEHHBIM
(enepaabHbIM OPraHOM HCIOJHUTENIBHONW BIACTU IPU OCYIIECTBICHHM I'OCYJAapCTBEHHOM pPErucTpaluu
JICKapCTBEHHOTO Tperapara, B HENOJIHOM OOBbeMe, OTCYTCTBHE HMH(OpMaIuu, MOATBEp)KAaromeil (akt
YIUIaThl TOCYJaPCTBEHHOM MOLIMHBI 3 MOATBEPKIACHUE I'OCYJapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOIO
npemnapara, Ju00o HerpeICTaBICHHE 3asBUTENIEM B YCTAaHOBJICHHBIH CPOK OTBETA HAa YKAa3aHHBIA B yacTu 6
HACTOSIILEH CTaThU 3alPOC YIOJHOMOYEHHOIO (hefiepaibHOro opraHa MCIOJHUTEIbHOM BIACTH, a TaKKe
OTCYTCTBHUE B YKa3aHHBIX JJOKYMEHTaX UH(OPMAINH, KOTOPas JOJKHA OBITh B HUX OTPaKEHA.

9. Okcmeprusa OTHOLICHMS OKHIAEMOW TIOJIB3bI K BO3MOXXHOMY PHUCKY IIPUMEHEHUs
JIEKapCTBEHHOI'0 IpernapaTa B LENAX NOJATBEP)KIEHUS IOCYyAapCTBEHHOW pErucTpanuu JIEKapCTBEHHOIO
npernapara IpOBOAUTCS KOMHUCCHUEH 3KCIIEPTOB JKCIIEPTHOIO YUPEKICHHS B CPOK, HE IPEBBILAIOIIUN
COpOKa pabouyux THEH.

10. B cimyyae HEIOCTaTOYHOCTH NMPEACTABIEHHBIX KCIEPTY MATEPHUAIOB Ul Ja4M 3aKJIIOYEHUs
JKCIEpT 00palaeTcss K pyKOBOAUTEIO 3KCIEPTHOTO YUPEXKIEHUS O MPEIOCTABICHUN €My HEOOXOAMMBIX
MaTepHajgoB. PyKOBOIUTENb 3KCHEPTHOIO YUPEXKICHHsI OOpaIlaeTcsi ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIIOJTHOMOYCHHBINH (heiepanbHblii OpraH MCIIOJHUTEIBHON BIIACTH, BBIAABINNK 3a/JlaHUE Ha NPOBEICHHE
9KCIIEPTU3bl OTHOIUIECHUS OXHUAAEMOH IOJIb3bl K BO3MOYKHOMY PHUCKY IPUMEHEHMs JIEKapCTBEHHOIO
npenapata Ha OCHOBAHMM JOKYMEHTA, COJEPXKAIIEr0 pPe3ylbTaThl MOHHTOPUHTA 3()()EKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO npenapara. B Teuenue nsatu pabouux AHEH co JHs MOCTYIUICHUS 3ampoca
PYKOBOJUTEIS KCIEPTHOTO YUPEKICHUS YKa3aHHBIM (efepaibHbIid OpraH HCIOJHUTEIBFHONW BIIACTH
HalpaBiIgeT 3asABUTENIO 3alpoc O MPEJCTABICHUHM HEOOXOJUMBIX MaTEepHalioB, KOTOPBIM MOXET ObITh
nepeJaH yINOJIHOMOYEHHOMY IPEICTABUTENIO 3asBUTENS JMYHO IOJ PACIUCKY, HAIpaBlIEH IO MOYTE
3aKa3HbIM [TMCHMOM WM MEpeslaH B 3JIEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBsi3u. B
Cllydae HaIlpaBJIEHUs 3alpoca YHOJHOMOYEHHOIO (efepalbHOI0 OpraHa HCIIOJIHUTENbHOM BJIACTU IO
[IOYTE 3aKAa3HBIM ITMCBMOM OH CUMTAETCS MOJYYEHHBIM I10 MCTEYEHHUM LIECTH JHEH C JaThl HAIIPaBJICHHUS
3aKa3HOT'O MHUChMA.

11. 3asBurens 00s3aH MPEACTaBUTh OTBET HA 3alPOC YHOJIHOMOYEHHOro (eaepanbHOro opraHa
UCIIOJTHUTENIbHOM BJAcTH B CPOK, HE IPEBBIIIAIOIIMMA MIECTUAECATH pabouyux JHEH CO JHS MOJIy4EeHHUS
YKa3aHHOTO 3ampoca. YIOJHOMOYEHHBIM (eaepanbHblii OpraH HCHOJHUTEIbHON BIIACTH, BBIIABIIMN
3a/laHue Ha MPOBEJCHUE IKCIEPTHU3bI OTHOLICHHS OKUAAEMOM OJIb3bl K BO3SMOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEpIKAIIEero pe3yibTaTbl MOHHUTOPHHIA
3¢ dexTuBHOCTH 1 0€30MaCHOCTH JIEKApCTBEHHOI'O IpernapaTra, B T€UEHHME ISTH pabouux AHEW co JHS
HOCTYIIJICHUS OT 3asIBUTENSI OTBETA Ha 3alpoC YIOJIHOMOYEHHOTO (peiepaibHOro opraHa UCIOJHUTEIbHON
BJIACTU HANPAaBISET 3TOT OTBET B DKCIEPTHOE yupekIeHHe. B cilydyae HempencTaBieHUs MO HUCTEYEHHH
HIECTHIECATH pabouyuX JHEH 3asBUTEJIEM OTBETa Ha YKa3aHHBIM 3alpoc yHOJIHOMOYEHHBIH (heaepanbHbli
OpraH MCIIOJIHUTEIbHON BJIACTH, BHIJABIINH 33/1aHUE HA MTPOBEJICHUE IKCIIEPTU3bI OTHOLIEHUS 0KH1aeMOM
NOJIb3bl K BO3MOXXHOMY PHCKY IPMMEHEHHs JIEKApCTBEHHOIO IIpernapaTa Ha OCHOBAaHMM JOKYMEHTAa,
COJIEpIKallero pe3yJibTaThl MOHUTOPUHTA 3((EKTUBHOCTH U 0€30IaCHOCTH JIEKapCTBEHHOTO Ipernapara, B
TEUeHHUEe MATH padouyuXx JHEW HampaBisieT B SKCIEPTHOE YUpEXkKAECHUE YBEJOMIIEHHE O HENpPEeJCTaBICHUU
3asiBUTEJIEM OTBETa Ha 3alpoc yKazaHHOro opraHa. Bpems co qHS HampaBieHHs 3ampoca 3KCIEpTHOTO
YUpEXKAECHUSI B YIOJIHOMOYEHHBIH (hefiepaibHblii OpraH HCHOJHUTEIBHOM BIIACTH O JHS MOJYYCHHS
SKCIIEPTHBIM YUPEKJECHHUEM OTBETa Ha 3alpoC WK YBEIOMIICHUS O HENPEACTaBIEHUU OTBETA Ha 3allpoc He
YUUTBHIBAETCSI TPU HCYHUCIEHUU CPOKA IPOBENEHHUS DKCIIEPTH3bl OTHOLIEHUS OKUIAEMOW TIOJb3Bl K
BO3MO)KHOMY PHUCKY NMPUMEHEHHS JIEKapCTBEHHOI'O IMpernapara Ha OCHOBAaHUM JOKYMEHTA, COJEPIKallero
pe3yabTaThl MOHUTOPHUHTA 3(h(PEeKTUBHOCTH M G€30MaCHOCTH JIEKapPCTBEHHOT'O Mpenapara.

12. B cpok, He NMPEBHIIAIOITNN JAECITH padOUnUX JHEW CO JHS MOTYYEHHUS 3aKIIOUYEHUS KOMUCCUH
9KCIIEPTOB MO pe3yJbTaTaM »JKCIEPTU3bl OTHOIIEHUS OXHAA€MOM IOJb3bl K BO3MOKHOMY PHUCKY
NPUMEHEHHUs JIEKApCTBEHHOrO Mpernapara, COOTBETCTBYIOIIMM YIOITHOMOYEHHBIH (QenepalibHblil opran
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VCIIOJIHUTEJIbHON BIIACTH:

1) ocymiecTBisIeT OLIEHKY 3TOr0O 3aKJIIOUEHUS AJI ONPEIENIEHUSl €ro COOTBETCTBUS 3a/laHUIO0 Ha
MIPOBE/ICHUE YKa3aHHOM IKCIIEPTU3bI;

2) NpUHUMAET pEUIEHHE O MOJATBEP)KJIECHUU TIOCYIAPCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOI'O
npernapara Uil 00 OTKa3e B MOATBEPKACHUN TOCYIapCTBEHHON PErUCTPAIlMU JIEKApCTBEHHOTO Mpernapara;

3) BHOCUT IpU NPUHATUM PELIEHUS O IOATBEPXKACHUU TIOCYIapCTBEHHOM pPETUCTpaluu
JIEKApCTBEHHOI'0 IIpernapara CBEAEHUS B I'OCYJIapCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIAAECT
3asBUTEIIO OECCPOYHOE PETUCTPAMOHHOE YI0OCTOBEPEHHE JIEKAPCTBEHHOTO MTperapara.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 13 usmenena c 15 uonsa 2018 2. - @edepanvhuiii 3axon om 4 utonsa 2018 2. N 140-D3

Cm. npeodvloyugyio peoakyuro
13. OcHoBaHMeM JIsl OTKa3a B MOATBEPKACHUU TOCYNapCTBEHHONW PErHCTPAlMU JIEKaPCTBEHHOIO
npenapara  SBISIETCS  3aKJIIOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (efepabHOr0 OpraHa
UCIIOJTHUTENIbHOM BJIACTH O TOM, YTO PUCK MPHUUYMHEHUS Bpela 3/I0pPOBBIO YEJIOBEKAa WJIM KUBOTHOTO
BCJICJICTBHE TIpHEMa JICKapCTBEHHOTO Mpernapara npeBbimaeT 3p(HEeKTUBHOCTh €T0 MPUMEHEHHS.
14. B mnepuon mnpoBeACHUS MPOLEAYpPhl TOATBEPKACHUS TOCYAAPCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO TMpemnapata ero odpaimierue B Poccuiickoit @enepannu He MPUOCTAaHABIUBACTCA.

Wupopmarus 06 H3MEHEHHSIX:
Yacms 15 usmenena c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 . N 297-D3

CMm. npedbloywyro pedaKyuio
15. Homyckaercsi oOpaiieHHe JIEKapCTBEHHBIX IIPENapaToB 10 HCTEUEHHs CPOKa TOJHOCTH,
NPOM3BEJCHHBIX B TEYEHHUE CTa BOCBMHJCCATH KAJICHIAPHBIX JIHEH TOCIe JaThl MPHHATHUS
YIOJTHOMOYCHHBIM (peIlepalibHBIM OPraHOM HUCIIOJHUTEILHON BIACTH PEIICHUS O TIOJITBEPKICHUU
rOCYJTapCTBEHHON pErucTpalid, B COOTBETCTBHM C WH(OpPMALUEH, colepiKaileicss B JIOKyMEHTaX
PETHCTPAIIMOHHOTO JTIOChE Ha JICKAPCTBEHHBIN MPenapaTt J0 ATkl IPUHSATUS TAKOTO PEIICHUS.
TAPAHT:

CM. koMMeHTapuu K cTatbe 29 HacTosero denepabHOr0 3aK0Ha

Cratbsa 30. BHeceHne n3MeHEHUH B AOKYMCHTHI, COACPIKAIIUECA B PCrUCTPAlMOHHOM OJOCHEC Ha
SaPGFHCTpHpOBaHHLIfI HeKapCTBeHHBIﬁ npemnapar ajad MCAUIUHCKOTO ITPUMCHCHU A

Wndopmarys 06 m3MEeHEHHUAX:
Yacms 1 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

1. B memsix BHeceHUS M3MEHEHHI B OKYMEHTHI, COJEPKAIECs] B PErHCTPAIIMIOHHOM JIOChe Ha
3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpemnapar s MEIUIWHCKOTO TPUMEHEHHS, JAepXkKaTelb WIN
BJIaJIeJIel] PETUCTPAIIMOHHOTO YAOCTOBEPEHHUSl JIEKAPCTBEHHOTO IMpermapaTa WU YIMOIHOMOYEHHOE UM
JpyToe IOPHINYECKOe JIUIO (Jajiee B HACTOSIIEH CTaThe - 3asiBUTENb) MPEACTABISIET B YIOTHOMOYCHHBIH
denepanbHBI OpraH HCIOJHUTENBHON BJIACTHU 3asiBICHHE O BHECEHHHM TaKMX W3MEHEHHU Mo dopme,
YCTAaHOBJICHHOW YIIOJHOMOYEHHBIM (De/lepalbHBIM OPTaHOM HCTIOJHUTEIILHON BIACTH, W MpHUIaracMbie K
HEMY U3MEHEHHUS B yKa3aHHbIE JOKYMEHTHI, a TakKe JOKYMEHTHI, MOATBEpKAaolue HeoOX0IUMOCTh
BHECCHUS TAKUX U3MCHCHUM.

Wndopmarys 06 M3MEHEHUAX:
Yacmo 1.1 usmenena c 1 aunsaps 2021 2. - @edepanvruiii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedbloywyro pedaKyuio
1.1. [Ipu HEOOXOMMOCTH BHECEHHUS B JIOKYMEHTBI, COICpKAIINECS B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBI  JIEKAPCTBEHHBIA TMpemapaT s MEIUIIMHCKOTO TPHUMEHEHUs, W3MEHEHUH,
YKa3aHHBIX B ITYHKTE 3 4YacTH 2 HACTOSIIECH CTaThW M TPEOYIONUX IMPOBEICHUS SKCIEPTH3BI KauecTBa
JICKAPCTBEHHBIX CPEJICTB, 3asBUTENIb JOMOIHUTEIHHO MPEACTABISET B YMOTHOMOYEHHBIN (enepabHbIi

29.04.20222 Cucrema TAPAHT 63/140


http://internet.garant.ru/document/redirect/71958560/63
http://internet.garant.ru/document/redirect/57429135/2913
http://internet.garant.ru/document/redirect/72362280/284
http://internet.garant.ru/document/redirect/77670914/2915
http://internet.garant.ru/document/redirect/71958560/71
http://internet.garant.ru/document/redirect/57429135/301
http://internet.garant.ru/document/redirect/71507980/1000
http://internet.garant.ru/document/redirect/73355371/841
http://internet.garant.ru/document/redirect/77691569/3011

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

OpraH HCIIOJHUTEJIBHON BJIACTU CBEIECHHUS O J1aTe MPEAOCTABICHUS U PETUCTPALIMOHHOM HOMEpE JTULEH3UH
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB MJIM CBEJICHUS O JIaT€ MPEJOCTABJICHUS U PETUCTPALMOHHOM
HOMEpE 3aKJIOYEHUS O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IPaBUII
HaJUIeKaIled  MPOM3BOJCTBEHHOM MPAKTUKH, BbIJAHHBIX (MPEIOCTaBICHHBIX) YIOJIHOMOYEHHBIM
denepanbHbIM OpraHOM HCIOJIHUTEIHLHOW BJIACTH B OTHOIIEHHWH W3MEHEHHOM M (WJIM) JOIOJIHEHHOM
MPOU3BOJICTBEHHON  IUIOIIAJKK JIEKAPCTBEHHOI'O  Mpermapara, B Clydyae, €cClid IPOU3BOACTBO
JIeKapCTBEHHOI0 IpemapaTa ocyiuectsisiercss B Poccuiickoit ®denepauuu, aub0 cBeAeHHs O JaTe
NPEJIOCTABICHUS M PETUCTPAIIMOHHOM HOMEpPE BBIIAHHOW YIIOJHOMOYEHHBIM OPIraHOM CTPaHbI
MIPOU3BOJUTEIS JTULEH3UH Ha IPOU3BOJICTBO JIEKAPCTBEHHOIO Ipenapara U €€ MepeBoj Ha PyCCKUil A3BIK,
3aBEpPEHHBIC B YCTAHOBJIICHHOM TOPSIJIKE, a TAKXKe CBEJACHUS O JaTe MPEJOCTABICHUS U PErUCTPALIMOHHOM
HOMEpE 3aKJIOYEHUS O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSIM TIPABUII
Ha/JIeXKAIIEH TPOM3BOACTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (elepalbHBIM OpraHOM
UCIIOJTHUTENIbHOM BJIACTU B OTHOLICHUM W3MEHEHHOW U (WIM) JONOJHEHHOW MPOU3BOJICTBEHHOM
IJIOIIAJIKA JIEKAPCTBEHHOTO IMpernapara, WIM CBEACHUS O JaTe MPEAOCTaBICHUS U PErUCTPALMOHHOM
HOMEpE peIIeHUsI YHNOJHOMOYEHHOTO (herepaapbHOr0 OpraHa HCIOJMHHUTEIbHONW BIIACTH O MPOBEACHHUU
WHCIIEKTUPOBAHMS  TIPOU3BOAUTEINSI  JICKAPCTBEHHBIX CPEACTB B  Cly4ae, €CJIH  IPOU3BOICTBO
JIEKapCTBEHHOIO Ipernapara ocyllecTBiseTcs 3a npeaenamu Poccuiickoit @enepanuu.

Undopmarust 06 n3MEHEHHSX:
Yacmo 1.2 usmenena c 1 sneaps 2021 e. - Dedepanvuviii 3axon om 27 oexabps 2019 e. N 478-D3

CMm. npedvloywyro pedakyuio

1.2. IIpn HEOOXOAMMOCTH BHECEHUS B JIOKYMEHTBI, COACpIKAILUECS B PErUCTPALIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHbBIN  JIEKapCTBEHHBIM IMpenapaTr Julsl MEIUIMHCKOTO INPUMEHEHUs, W3MEHEHHH,
YKa3aHHbIX B IYHKTe 4 yacTu 2 HACTOSILENH CTaTbU M TPEOYIOLIUX IMPOBEIEHUS SKCIEPTHU3bl KauecTBa
JIEKapCTBEHHBIX CPEICTB, 3asBUTENb JOMOJHUTEIBHO NPEACTaBIseT B YNOJIHOMOYEHHBIH (henepaibHbli
OpraH MCIIOJIHUTEIbHON BJIACTH CBEJIEHUS O J1aTe MPEJIOCTABICHUS U PETUCTPALlMOHHOM HOMEpPE JIMLIEH3UU
Ha IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB MJIM CBEJIEHHS O JaTe MPEJOCTaBJICHUS U PErUCTPAlMOHHOM
HOMEpE 3aKIIOYCHUST O COOTBETCTBUU IPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IIPABIII
Ha/JIeKalleld MpPOM3BOJICTBEHHOM TMPAKTUKH, BBIAAHHBIX (TMPEIOCTABICHHBIX)  YIIOJHOMOUYEHHBIM
denepanbHBIM  OpPraHOM HCIIOJIHUTEIBHOM BIACTH B OTHOUIEHMM NPOM3BOACTBEHHOH IUIOIIAJKU
JIEKapCTBEHHOTI'0 IIpeTapara, B ciiydae, eCiM IPOU3BOICTBO JIEKAPCTBEHHOTO Mperapara OCylIeCTBIISETCS B
Poccuiickoit denepannu, 1100 cCBeEHUS O AaTe MPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE BbIAAHHON
YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOM3BOAMTENS JMIEH3MM Ha IPOU3BOJACTBO JIEKAPCTBEHHOIO
Ipernapara u ee MepeBoji Ha PYCCKU S3bIK, 3aBEPEHHBIE B YCTAHOBJIIEHHOM IOPSJIKE, a TAaKXKE CBEJCHUS O
JlaTe MPEAOCTaBICHUs M PETHCTPAllMOHHOM HOMEpPE 3aKIIYEHHS O COOTBETCTBUM IPOM3BOAUTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHMSAM IPAaBUJ HaJUIEKaIled MPOU3BOJICTBEHHON MPAKTHUKH, BBIIAHHOTO
YIOJHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJIHUTENBHON BJIACTH B OTHOLIEHWH HPOM3BOJICTBEHHOM
IUTOIIA/IKK JIEKAPCTBEHHOTO Tpenapara, WIM CBEJIEHUS O JaTe IMPEeAOoCTaBICHHUS M PEruCTPaliOHHOM
HOMEpE pelIeHHUs] YMOJHOMOUYEHHOIo (eAepaJbHOr0 OpraHa HCHOJHHUTENbHOM BIACTH O MPOBEAECHUHU
MHCIEKTUPOBAHUS IPOU3BOJUTENS JIEKAPCTBEHHOTO CpPEACTBA B  Cllydyae, €clid IPOU3BOJICTBO
JIEKapCTBEHHOTI'0 Ipernapara oCylecTBIsIeTcs 3a npenenamu Poccuiickoit @enepanun.

Wndhopmarus 06 n3MEHEHHSX :

Cmamus 30 dononnena yacmoio 1.3 ¢ 15 uons 2018 . - @edepanvuviii 3axkon om 4 uronsa 2018 e. N
140-D3
1.3. Tlpunsitue pemieHus O BHECEHMHM W3MEHEHHMU WM 00 OTKa3e BO BHECEHHUH H3MEHEHHH B
JIOKYMEHTBI, COJIepKAIllHecs] B PETUCTPAIlMOHHOM JOCh€ Ha 3apeTrHCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npemnapar i MEAUIMHCKOTO MMPUMEHEHUS, B ClTydyae HeOOXOIMMOCTH TTPOBEICHHS IKCIIEPTH3bI KauecTBa
JIEKapCTBEHHBIX CPEJICTB U (WJIM) SKCIEPTHU3bl OTHOIIEHUS OXXHUJIAEMOH MOJBb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHOI0 Ipernapara Jyuisi MEAUIIMHCKOTO MPUMEHEHUSI OCYLIECTBISETCS B CPOK, HE
MPEBBIMIAIONINN IEBIHOCTA pad0OUMX JHEH, a B OCTAJIBHBIX CIIy4asX B CPOK, HE MPEBBIMIAIOMNNA TPUALIATH
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pabounx IHEH co IHS MPHUHATHS YINOJTHOMOUYEHHBIM (efepalbHbIM OPraHOM HCHOJHUTEIBHOM BIIACTH
3asBJICHUSI O BHECEHUHU TaKUX WU3MEHEHUH.

Wndopmarus 06 H3MEHEHHSX:

Cmamosa 30 oonoanena uacmoio 1.4 ¢ 1 mapma 2020 e. - Dedepanvnvbiii 3akon om 27 dekaobps 2019 e. N
475-D3
1.4. YnonHoMo4YeHHBIH (enepanbHblii OpraH HCHOJHUTENIBHOM BIACTH C YYETOM pe3yJIbTaTOB
dbapmakoHag30pa U MPOBEPOK COOTBETCTBUSI JIEKAPCTBEHHBIX CPEACTB, HAXOIALIUXCA B TPAKIAHCKOM
000pOTe, YCTAHOBJICHHBIM TPEOOBAHMUSAM K HMX KA4YeCTBY B TEUCHHUE JECATH pabOuuX IHEH cO JHA
MOCTYIUICHHSI COOTBETCTBYIOLIEH HMH(OpMaIMKM pa3MellaeT Ha CBOEM OQHUIMAIbHOM CalWTe B CETH
"NHaTepHeT" cBeAeHHS O HEOOXOAMMOCTH BHECEHHUS B HMHCTPYKIHUIO 10 METUIIMHCKOMY HPUMEHEHHUIO
JICKapCTBEHHOI'0 Tpernapara HW3MEHEHHWH B OTHOUICHHM CBEACHUHM O MOKAa3aHHUSAX IS MPUMEHEHHS U
IPOTHBONOKA3AHUAX JJISi IPUMEHEHHS JIEKaPCTBEHHOIO IpEnapara, BhIABICHHBIX MOOOYHBIX JIEHCTBUSX,
HE)KeNaTeJIbHbIX pPeaklMsX MpU MNPUMEHEHHH JIEKApCTBEHHOTO Ipernapara U yBeAOMISET 00 3TOM B
DJIGKTPOHHON (opMe WM MHCHbMEHHON (opme (Ha OyMaKHOM HOCHUTENE) JAepiKaTelsl WM BiaJenblla
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapaTa (WM YHOJTHOMOYEHHOE WM Jpyroe
IOPUAMYECKOE JIMLO), a TakXKe JepKareledl WIM BIAJENbLIeB PEruCTPAllMOHHBIX YIOCTOBEPEHUM
JICKapPCTBEHHBIX MPENapaToB (UM YIIOJIHOMOYEHHBIX UMH IPYTHX IOPUAMYECKUX JIUIL), KOTOPBIE SIBISIFOTCS
B3alMO3aMEHSEMbIMH.

Wupopmarus 06 H3MEHEHHSIX:

Cmamosa 30 oonoanena yacmoio 1.5 ¢ 1 mapma 2020 e. - Dedepanvnubiii 3akon om 27 dekaobps 2019 e. N
475-D3
1.5. lepxaTens WM BIIAZEINEN PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO Tpernapara, a
TaKXe JIEPXKATEIH WIH BIAJICNbIIbl PETUCTPAIIMOHHBIX YJIOCTOBEPEHU JICKAPCTBEHHBIX MPENapaToB (Win
YIOJHOMOYCHHBIE HMH APYTHE IOPUIANICCKUE JTUIA), KOTOPBIC SBISIOTCS B3aMMO3aMEHSIEMBIMHU, 00sS3aHbBI
NPEJCTaBUTh B YIIOJHOMOUYEHHBIN (eliepaibHbIil OpraH MCIOJHUTEIBHON BIIACTH 3asiBICHHS O BHECCHUU
U3MCHECHUH B JIOKYMEHTBI, COJIEp)KallMecs B PETUCTPANMOHHBIX JOChE Ha 3aperuCTPUPOBAHHBIC
JICKApCTBEHHBIC MPENaparhl I MEIUIIMHCKOTO TMPUMEHEHUS, B OTHOIICHWUU CBEJCHHMN, YKa3aHHBIX B
WHCTPYKIIUU 110 MEAWIIMHCKOMY MPHUMEHECHUIO JICKAPCTBEHHBIX IMPEIapaToB, B TEYCHUE COPOKa paboumx
THEH Cco JHA pa3MeleHUs YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM HCIOTHUTEIBHOW BIIACTH
uHpopmaluu, ykazanHou B yactu 1.4 Hacrosmei ctathu. J[aHHOe TpeOOBaHME HE PaCIpOCTpPaHAETCS Ha
Cllydal BHECEHHsS B MHCTPYKIMIO 110 MEAWIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO IperapaTa
W3MCHEHUH B OTHOIIICHWW HOBBIX MTOKA3aHUMN ISl IPUMEHCHHS JICKAPCTBEHHOTO TIperapara Ha OCHOBAaHUH
pe3yNbTaTOB COOTBETCTBYIOIIUX UCCIIEIOBAHUI.

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-@3 uacms 2 cmamou 30 nacmoswezo
DedepanvbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroueil 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu

2. DKcnepTu3a JEKapCTBEHHBIX CPEACTB B YaCTU KCIEPTU3bl KAueCTBa JIEKAPCTBEHHOT'O CPECTBA
U (M) DKCTIEPTH3BI OTHOIICHHS 0’KUIAEMOM TMOJIB3bI K BO3MOKHOMY PUCKY NMPHUMEHEHHS JIEKapCTBEHHOTO
npemnapara Jjas MEAULUHCKOrO NMPUMEHEHHs MPOBOJUTCS B CIyyae BHECEHUS M3MEHEHMH B JIOKYMEHTHI,
coJepKaliecss B PErHCTPAlMOHHOM JIOCh€ Ha 3aperhCTPUPOBAHHBIA JIEKapCTBEHHBIH Ipemapar, B
OTHOILICHUH:

1) cBeneHmii, yKa3aHHBIX B HMHCTPYKIUM TIO MEIUIIMHCKOMY TIPUMEHEHHUIO JIEKapCTBEHHOTO
npemnapara:

a) JIeKapcTBeHHAs (hopMa ¢ yKa3aHWEeM HAaMMEHOBAHUH M KOJIHMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIIECTB M KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (MPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOTAaTeNIbHBIX BEUIECTB);

06) ¢apmakonmmHamMMka W (apMaKOKMHETHKa (32  HUCKIIOYEHHEeM  (apMaKOKUHETUKU
TOMEOIIaTHUECKUX JIEKAPCTBEHHBIX TPEMapaToB M PACTUTEILHBIX JIEKAPCTBEHHBIX MTPETIapaToB);
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B) IMOKa3aHUs JUIsl IPAMCHEHHS,

') MPOTUBOIOKA3aHUs JJIsl IPUMCHCHUS;

1) MEPHI MTPEIOCTOPOIKHOCTH TP MIPUMECHEHHH;

€) yKa3aHHEe BO3MOKHOCTH M OCOOCHHOCTEW NpPHUMEHEHHs JICKapCTBEHHOTO Ipernapara s
MEIUIUHCKOTO TPUMEHEHUS OCPEMCHHBIMH O KCHIIMHAMH, OJKCHIIMHAMH B TEPHOA  TPYIHOTO
BCKapMITMBAHWSI, IETHMU, B3POCIIBIMU, IMCIOIIUMU XPOHHYECKHUE 3a00JICBaHUS;

) PeXKHUM JO3UPOBaHUS, CIOCOOBI BBEACHUS M NMIPUMEHEHHS, TIPU HEOOXOAMMOCTH BpeMs IprUeMa
JIEKapCTBEHHOTO Tpernapara, MpoJOJKUTEIBHOCTD JICYCHHS, B TOM YHUCIE y JETel J0 M IMOCie OJHOTO
roja,

3) BO3MOXHBIE TTOOOYHBIC JCHCTBUS M HE)KENATEIbHBIC PEAKIIUH MPU IPUMEHEHUH JICKAPCTBEHHOTO
npenapara,

1) CUMITTOMBI TIEPEI03UPOBKH, MEPHI TI0 OKA3aHHUIO TIOMOIIY TIPH MEePEI03UPOBKE;

K) B3aUMOJICHCTBHUE C APYTUMH JICKAPCTBCHHBIMHU MTpeTiapaTaMy U (MJIH) TUIIEBBIMHU POTyKTaMU;

1) popmBl BIITyCKa JIEKaPCTBEHHOTO Tperapara;

M) yka3aHue (Tpu HEOOXOJMMOCTH) OCOOCHHOCTEH IEeHCTBHUS JIEKAPCTBEHHOrO Mpernapara IMpH
TIEPBOM IIPHEME WJIH IPU €TO OTMEHE;

H) CBEJICHHsI O BOBMOXKHOM BIIUSTHUH JIEKAPCTBEHHOTO Tperapara Juisi MeJUIIMHCKOTO IPUMEHCHUS
Ha CIIOCOOHOCTH YIIPABIIATH TPAHCIIOPTHBIMH CPEICTBAMU, MEXaHU3MAMH,

0) CPOK TOJTHOCTH M yKa3aHHE Ha 3allpeT MPUMEHEHUS JICKApCTBEHHOT'O Mperapara o UCTCUYCHUN
CpOKa roJTHOCTH;

1) YCIIOBHS XPaHCHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JICKapCTBEHHOTO Mperapara Jjisi MeJUIIHHCKOTO IIPUMECHEHUS;

3) u3MEeHEeHUsI MeCTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara Jjis MEIUIIMHCKOTO TPUMCHCHHST

4) n3MeHeHus MMoKa3aTeliei KauecTBa JICKapCTBEHHOTO Tpernapara /Ui MEIUIUHCKOTO TPUMEHEHHS
U (MJTM) METO/IOB KOHTPOJIS KauecTBa JICKAPCTBEHHOTO Mpenapara i MEAUIIMHCKOTO TPUMCHCHHS,

5) U3MEHEHUs CpOKa FOJJHOCTH JICKAPCTBECHHOTO Mperapara Jijisi MeJUIIMHCKOTO IIPUMECHEHUS;

6) CBeICHMI O HEOOXOJMMOCTH BHECCHUS WHBIX U3MEHEHUH B MHCTPYKIHIO IO MEAWIIMHCKOMY
NPUMEHEHUIO JIGKApCTBEHHOTO Tperapara, a Takke B HMHBIE JOKYMEHTHI, coOJepaliuecs B
PETHCTPAIIMOHHOM JIOChe HA 3aperHMCTPUPOBAHHBIM JIEKAPCTBEHHBINH mperapar. [Ipu 3Tom pernieHue o
MPOBEJICHUH IKCIEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEICTB U (UJIN) SKCIEPTU3BI OTHOIICHUS OXKHIaeMOM
MOJIE3BI K BOBMOXXHOMY PHCKY TPHUMEHEHUS JIGKAPCTBEHHOTO Tperapara Ui MEIUIIMHCKOTO MPUMECHCHHUS
NPUHUMAETCS B COOTBETCTBUM C YTBEP)KICHHOW  YIMOJIHOMOYEHHBIM  (peiepalibHBIM  OPraHOM
UCTIOJTHUTEIILHON BJIACTH Kiaccu(uKarieil M3MEHEHHWH, BHOCHMBIX B JOKYMEHTBI, COJIEpKaIlHecs B
PETUCTPALIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBII Mpemapar.

Wndhopmarus 06 n3MEHEHHSX :
Yacms 3 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloyuyro peoakyuio

3. 3asBUTEINH BIIpaBe MPEJACTABUTH 110 COOCTBEHHOW WHUITUATHBE BMECTE C 3asiBJICHUEM O BHECCHUU
U3MEHEHUH B JIOKyMEHTBI, COJEpKallhecs B PETHUCTPAIMOHHOM JI0OCh€ Ha 3aperucTPUpPOBAHHBIN
JICKapCTBEHHBIN TIpenapar i MEAWIIMHCKOTO MPUMEHCHHS, KOIMUH JIOKYMEHTOB, TMOJITBEPIKIAFOIINX
yIUIaTy TOCYAAapCTBEHHOW TMOIUIMHBI 32 BHECEHHE B JOKYMEHTHI, COJIEpKaIllhecs B PErHCTPAIMOHHOM
JIOCHhE Ha 3apPEeTUCTPHUPOBAHHBIN JIGKAPCTBEHHBIN Tperapar Uil MEeIUIIMHCKOTO MPUMEHCHHSI, NU3MEHEHUH,
TpeOyIOMMX TMPOBEAEHUS OJKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B YacTU OKCIEPTH3BI KauecTBa
JICKaPCTBEHHOTO CPEACTBA W (MJIM) DKCIEPTHU3BI OTHOIICHUS OXHIAEMOM IOJIB3BI K BO3MOKHOMY PHCKY
MPUMEHEHHUS JIEKaPCTBEHHOTO Mpemnapara Ui MEIUIIUHCKOTO MPUMEHEHHUs, TOCYAapCTBEHHON MOILTHHBI
3a BHECCHHE B JIOKYMEHTBHI, COJIEp)KaIllMecs B PETHCTPAIMOHHOM JOChE Ha 3aperHCTPHPOBAHHBIN
JICKapCTBEHHBIN MpenapaTr I METUIIMHCKOTO MPUMEHEHUS, U3MEHEHHUH, He TPeOYIOUINX MpPOBEACHHUS
IKCIIEPTH3bI JICKAPCTBEHHOT'O CPEJICTBA, a TAKXKe BBIJaBaeMblie (IIPEIOCTABIIIEMbIC) YIIOJTHOMOYCHHBIMHU
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denepanbHBIMU OpraHaM¥ UCHOJHUTENBHOM BJIacTU TOKYMEHTHI (CBEACHUA), yKa3aHHble B yacTsax 1.1 u
1.2 macrosimeit cratbu. B cioywae HMX HempeAcTaBICHUS YIOJIHOMOYEHHBIH (QelepanbHbIil OpraH
UCIOJIHUTENIBHOW ~ BJACTH  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTbl  (CBEACHHs) B  IOpAIKE
MEKBEJOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI.

4. B TeyeHue necaTr pabounx JHEH CO JHS MOCTYIUICHHUs] YKA3aHHOTO B UacTy | HACTOSIIEH CTaTbh
3agBICHUSI M HEOOXOAMMBIX JOKYMEHTOB YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCIIOJHUTEIbHON
BJIACTHU:

1) npoBOAUT MPOBEPKY MOIHOTHI U TOCTOBEPHOCTU CBEACHUM, COAEPKAIUXCS B IPEICTaBIECHHbIX
3asBUTENIEM MaTepUalax;

2) [pUHUMAET pELUIEHWE O TMPOBEACHWM YKa3aHHBIX B 4acTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIIUX IKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA MM 00 OTKa3e B UX POBEACHUH;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 3 uacmu 4 cmamou 30 Hacmosiue2o
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
3) yBeZOMIISIET B DJICKTPOHHOW WJIM MHUCbMEHHOW (hopMe 3asiBUTENSI O TPUHSATOM PEIICHUU WU B
cllydae TPHHSTHS PEIIeHUsT 00 OTKa3e B TPOBEACHUU COOTBETCTBYIONICH SKCIIEPTH3bI C YKa3aHHEM
NPUYHH TAKOTO OTKAa3a.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamwvs 30 nacmosweeo Dedepanvroco
3aKona 0onoinena yacmoio 4.1
4.1. B cnyvae BBISBICHUS HEIOCTOBEPHOCTH CBEICHUI, COJEp)KAIIMXCS B MPEACTABICHHBIX
3asIBUTEIIEM MaTepualiax, YIOJIHOMOYCHHBIH (eepalIbHbIil OpraH MCIIOJIHUTEIBLHOW BIACTH HAIPABIISET
3asBUTENII0 3ampoc 00 YTOYHEHUHM YKa3aHHbIX cBeldeHuil. [laHHBIA 3ampoc MoOKeT ObITh TNepelaH
YIOJIHOMOYEHHOMY TMPECTABUTEIIO 3asiBUTENS JIMYHO TOJ PACIHCKY, HAMpaBlIeH MO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpeJaH B AJIEKTPOHHOU (dopMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HaIpaBJIEHUs JAHHOTO 3ampoca MO MOYTE 3aKa3HbIM MUCHMOM OH CUHTAETCS MOJYYCHHBIM 10 UCTCUCHUH
HIECTH THEW C JaThl HANPABIEHUS 3aKa3HOrO MUChMa.

Wndopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamwvs 30 nacmosweeo Dedepavroco
3aKOHa 0ONoHeHa Yacmoio 4.2
4.2. 3asBuTeNb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpoC YMOJTHOMOUYEHHOTO (henepaabHOro opraHa
WCIIOJTHUTEIIbHOW BJIACTH B CPOK, HE TMPEBBIMIAIOIINNA JEBIHOCTA PA0OUYMX JHEW CO JIHA TOJYyYCHHS
JaHHoro 3ampoca. Cpok, ykKa3aHHbId B 4acTu 4 HACTOSALIEH CTaTbHM, NMPHOCTAHABIMBAETCS CO JHS
HaIpaBJICHUS 3asIBUTENIO 3alpoca YIOJIHOMOYEHHOTO (eiepaaIbHOTO OpraHa MUCIOJHUTEIbHON BIACTH JI0
JHSI TIOJy4EeHHMs] UM OTBETAa Ha JAHHBIM 3alpoc U HE YUYUTHIBAETCA NPU MCUYUCICHUM CPOKa MPUHATHUS
pelieHuss O BHECEHWM W3MEHEHUW B JOKYMEHTBI, COJEpKalluecs B PETHCTPALIMOHHOM JOChe Ha
3apeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar 1Jisi MEIUIIMHCKOTO TPUMEHEHHUS.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 30 nHacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyweri pedaKyuu

5. OcHoBaHUEM 1711 OTKa3a B MPOBEACHUM YKa3aHHBIX B 4acTH 2 HACTOSIIEH CTAaThbU 3KCIEPTHU3
SIBJIIETCSL TIPEJICTABICHUE JOKYMEHTOB, IIEPEUNCIEHHBIX B 4acTsAX | M 3 HACTOALIEH CTaTbU, B HETMOJIHOM
o0bemMe, HEempeJCTaBICHHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIM CPOK OTBEeTa Ha YKa3aHHBIH B uactu 4.1
HACTOSIIEH CTaThU 3alpOC YIOJIHOMOUYEHHOIO (hefiepaibHOro opraHa MCIOJHUTEIBHON BIACTH, a TaKKe
OTCYTCTBHE B MPEACTABIECHHBIX TOKYMEHTaX JOCTATOYHBIX CBEJCHH, MOATBEPKIAIOIINX HEOOXOIUMOCTh
BHECEHHUSI U3MEHEHHH, WIM OTCYTCTBHE MH(OPMAIIMH, MTOITBEPKAAIONIEH (aKT yIIaThl TOCYAapCTBEHHBIX
MOIUINH, YKA3aHHBIX B 4acTy 3 HACTOSIIEN CTaThHU.
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6. YKazaHHbIE B 4acTu 2 HACTOSIIEH CTaTbU SKCIEPTU3BI MPOBOJATCS B MOPAIKE, YCTAHOBIECHHOM
cratheil 23 Hacrosuiero deaepanbHOro 3aK0Ha.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 7 cmamvu 30 Hacmosweco
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

7. B cpok, HE TPEBHIIAIINN JECATH padOYuX THEH CO JHS MONTYYCHHS 3aKITIOYCHH KOMHCCUN
SKCHEPTOB IO pe3yjbTaTaM yKa3aHHBIX B 4YacTW 2 HACTOALIEH CTAaTbU 3KCHEPTH3, YHNOJIHOMOYEHHBIN
denepanbHBIN OPraH UCTIOTHUTEIIBHOMN BIIACTH:

1) mnpuHMMaeT pelieHHEe O BHECEHWHM U3MEHEHUH B JOKYMEHTBI, COJAEp)Kaluecs B
pPETUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar s MEAULUUHCKOTO
MPUMEHEHHUS, WIK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHUI];

2) BHOCHUT B TOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJACTB HAa OCHOBAaHUU PEIHICHUS O
BHECEHMM M3MEHEHUH B JOKYMEHTBI, COAEPKALIMECS B PETUCTPALIMOHHOM JJOChE HA 3apEruCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar i MEJIUIMHCKOTO TIPUMEHEHUs, HEOOXOIUMbIC U3MCHCHHS U BO3BpAIAeT UX
3asIBUTEIIIO;

3) BbIIAeT 3asBUTEII0 HOBOE PETHUCTPALIMOHHOE YJIOCTOBEPEHHUE JIEKApCTBEHHOIO Ipernapara B
CJIyyae U3MEHEHUS CBEJCHUMN, COIePKAIINXCSA B HEM.

8. OcHoBaHMEeM MJig OTKa3a BO BHECEHWHM H3MEHECHMA B JOKYMEHTHI, COJEpKalluecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s MEIULUHCKOrOo
MPUMEHCHHS, SBIISICTCS 3aKIIFOUSHUE YITOJIHOMOUYEHHOTO (heiepaibHOTO OpraHa UCIOIHUTEIILHOM BIIACTH O
BO3MOXXHOCTH CHI)KEHHS 0€30MacHOCTH, KayecTBa, Y(MEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA B CIydyae
BHECEHUS TAKUX U3MECHECHUM.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 9 cmamovu 30 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujell 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
9. lomyckaetcst oOpalleHHe JEeKapCTBEHHBIX MPEenapaToB s MEIULUHCKOTO MPUMEHEHHUs 0
UCTCUYCHUSI CPOKA TOJHOCTH, IMPOU3BEACHHBIX B TCUCHUE CTa BOCBMHUJICCATH JHEU IMOCIIC TaThl IPHHSITHS
YHIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTHU PEIICHUS O BHECEHUU M3MEHEHH B
JIOKYMEHTBI, COJICpPIKAIUECs B PETUCTPAIMOHHOM JIOChE, B COOTBETCTBUU C HH(POPMAITUEH, coIepKameics
B JOKYMEHTaX PEruCTPaIlMOHHOTO JOChe Ha JIEKapCTBEHHBIA Mpemapar 0 JaThl MPUHSATHS TaKOTO
pelIeHHUS.

Wndopmarus 06 n3MEHEHHSX :

Cmamows 30 oonoanena yacmoto 10 ¢ 8 mapma 2022 2. - Dedepanvhuiii 3akon om 8 mapma 2022 2. N
46-D3
10. IIpaButensctBO Poccuiickoit @enepal BIOpaBe YCTAHOBUTh OCOOEHHOCTH BHECEHHS
U3MEHEHUH B JIOKyMEHTBI, COJEpKAIMeCs B PETUCTPAMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar s MEIUIUHCKOTO TPUMEHEHHs, B ciy4yae JAeQeKTypbl WIM pHCKa
BO3HUKHOBEHUS /1e(heKTypHhI JIEKapCTBEHHBIX MIPENapaToB B CBSI3U C BBEIEHUEM B OTHOIIEHUHU Poccuiickoit
®denepalivi OrpaHUYUTEIBHBIX MEP IKOHOMUYECKOIO XapaKTepa.
TAPAHT:

Cwm. kommenTapu K ctathe 30 HacTosmero denepanbHOro 3aK0HA

Crarbsa 31. BHeceHue M3MEHEHUN B JIOKYMEHTHI, COJEPKALINECS B PETUCTPALIMOHHOM JI0ChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisi BETEPUHAPHOIO TPUMEHEHHUS

Wndopmarys 06 M3MEHEHUAX:

Yacms 1 usmenena c 1 saneaps 2021 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3
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CMm. npedvloywyro pedakyuio

1. B memsix BHeCEHUS M3MEHEHHWI B JIOKYMEHTHI, COJICPIKAIIUECS B PErHCTPAIIIOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIA JICKAPCTBEHHBIN Mpenapar Juis BETEPHHAPHOTO NPUMEHCHHUsS, JCpKATEeNb WU
BJIaJIENICl] PETUCTPAIIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOIO Tpenapara WM YIOJTHOMOUYEHHOE WM
Jpyroe IOPHINYECKOE JIHIIO (Jajiee B HACTOSIICH CTaThe - 3assBUTENb) MPEACTABISICT B YIOJTHOMOYCHHBIH
denepanbHBIE OPraH HCIIOJHUTEIBHON BJIACTU 3asBJICHWE O BHECCHWM TaKWX HM3MEHEHUi mo Gopme,
YCTaHOBJICHHOHN YIIOJIHOMOYEHHBIM (hefiepalibHbIM OPTaHOM HCIIOJIHUTEIILHOW BIIACTH, W TpUJIaracMble K
HEMY W3MCHEHHUsS B yKa3aHHBIE JOKYMEHTHI, a TakKKe IOKYMEHTHI, MOATBEPIKIAIoNIue HEOOXO0IUMOCTh
BHECCHUS TaKUX M3MEHEHUH. [Ipn HE0OX0IMMOCTH BHECCHUSI N3MEHEHHI B JIOKYMEHTBI, COJICpKAIHECs B
PETHCTPAIIIOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpemapaT i BETCPUHAPHOTO
NPUMEHEHHUS, B CIy4asX U3MEHEHHS U (WJIN) JOTIOTHEHUS TPOM3BOICTBEHHOM TUIOMIAIKH JIEKAPCTBEHHOTO
CpeACTBa, a TAaK)KE M3MEHEHHUS IOKa3aTeleld KadecTBa JIGKAPCTBEHHOTO Iperapara JJis BETepUHAPHOTO
NpUMEHEHHUsS W (MJIM) METOJOB KOHTPOJSl KadecTBa JICKAPCTBEHHOTO Iperapara Ui BETEPHHAPHOTO
NPUMCHCHUS 3asBUTENb JIOMOJHUTEIBHO TIPEACTABISICT B YIOJIHOMOYCHHBIH (enepanbHblii OpraH
UCTIOJTHUTEIILHOW BJIACTH CIICIYIOIINE JIOKYMEHTHI (CBEICHHS):

Undopmarus 06 n3MEHEHHSX:
Ilynkm 1 usmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro pedakyuio
1) cBeneHHs O JaTe MPENOCTABICHUS M PETUCTPANMOHHOM HOMEpE JIMIICH3WH Ha TPOM3BOJCTBO
JICKApCTBCHHBIX  CPEICTB, MPEIOCTABICHHOW IPOU3BOJMTENIO JIEKAPCTBEHHOIO IMperapara s
BETEPUHAPHOTO MMPUMEHECHHUS, IS POCCUHUCKUX MPOU3BOAUTEICH;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 2 uzmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedbloywyro pedaKyuio

2) cBeneHMsI O JaTe MPEIOCTaBICHUS W PETUCTPAIIMOHHOM HOMEpE JIMIICH3UM Ha MPOU3BOICTBO
JIEKapPCTBEHHBIX CPEACTB, MPEIOCTABICHHON MPOU3BOIUTENO (hapMalleBTUYECKON CyOCTaHIINM, BXOASIIEH
B COCTaB JIGKapCTBEHHOI'O Tpenapara JUid BETEPUHAPHOTO MNPUMEHEHHUs, JUIsl POCCUUCKUX
IIPOU3BOAUTENEH;

3) xomus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENS IS
Ka)XJI0M IPOU3BOJACTBEHHOM IUIOLIAJKHU JICKAPCTBEHHOT'O IIpernapara JUisi BETEPUHAPHOTO MPUMEHEHUS U
MOATBEPK/IAIONIETO COOTBETCTBHE TMPOM3BOAUTENS JIEKAPCTBEHHOTO TMperapata TPeOOBaHHSAM TPABUII
HaJUIeKaled NPOU3BOJCTBEHHONW NIPAKTHUKHA, M €ro IEpeBOJ Ha PYCCKUM A3BIK, 3aBEPEHHBIE B
YCTAHOBJICHHOM MOPSJIKE, & TAKXKE KOMUS 3aKIFOUYEHHUS O COOTBETCTBUU MPOU3BOJIUTENS JICKAPCTBEHHBIX
cpeacTB  TpeOOBaHUSM  TpaBHJI  HaJUIekKalled  MPOW3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIOJTHOMOYEHHBIM (efepalbHbIM OPraHOM HCIONHUTENBHON BIACTU JUISI KaXKJI0M MPOM3BOACTBEHHOM
TJIOMIAJIKA JICKAPCTBEHHOTO TMpernapaTta Jyisli BETEPUHAPHOTO TMPUMEHEHHS, JUOO0 KOMHS pEeHIeHUs O
MIPOBEICHUN MHCIEKTUPOBAHUS MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, IMPUHATOIO YIOJIHOMOYECHHBIM
dbenepabHBIM  OPTaHOM  HWCIOJIHUTEIBHOW BIIACTH JJIs  KaXJAOW MPOU3BOACTBEHHOM  IJIOIIAKH
JIEKapCTBEHHOIO IIperapara il BETEpUHAPHOIO IPUMEHEHUA. Y Ka3aHHbBIEC JOKYMEHTHI MIPEICTABIISIOTCS B
ClIy4yae, €CIu IPOU3BOJCTBO JIEKAPCTBEHHOIO Ipemapara JUisi BETEPUHAPHOIO  NPUMEHEHHUs
OCylIleCTBIsAETC 3a npenenamu Poccuiickon denepannu;

4) xomus JIOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl TMPOU3BOJUTEIS
dbapMaleBTUYECKON CyOCTaHIINK U MOATBEPKAAIOIIECTO COOTBETCTBUE MTPOU3BOIUTENS (hapMalleBTUIECKOM
cyOcTaHIMM, BXOJAIIEH B COCTaB JICKAPCTBEHHOTO TIpemapara [jisi BETEPUHAPHOTO MPUMEHEHHS,
TpeOOBaHUSAM TIPABUIT HAJICKAIICH MPOU3BOJICTBEHHOW MPAKTHKU, W €ro TMEepeBOJ Ha PYCCKUH SI3BIK,
3aBepEHHbIE B YCTAHOBJIEHHOM IOPsIJIKE, B CIyyae, €clid MPOU3BOJICTBO (papMalleBTUYECKON CyOCTaHLIUU
OCyILECTBIISIETCS 32 npenenamMu Poccuiickon denepannu.

Wudopmanust 00 H3MEHEHUIX:

Cmamus 31 dononnena yacmoio 1.1 ¢ 15 uons 2018 2. - @edepanvuuiii 3axkon om 4 uronsa 2018 e. N
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140-D3

1.1. B cinyyae u3MeHeHus: U (WUJIU) JOMOJHEHHS MPOU3BOJICTBEHHOW TUIOMIAIKUA JIEKAPCTBEHHOTO
CpencTBa JIOKYMEHTBI, YKa3aHHbIE B 4YacTU | HACTOSIIEW CTaTbU, NPEACTABIAIOTCS 3asgBUTEIEM B
OTHOLIEHMHM M3MEHSEMOW M (MIM) JONOJHAEMOM HPOU3BOACTBEHHON IUIOUIAJKM JIEKAPCTBEHHOTO
cpenctBa. Pemenue o BHECEHUN U3MEHEHHUM B JOKYMEHTHI, COAECPKALIUECS B PETUCTPALIMOHHOM JI0ChE HA
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBINM Mpenapar js BETEPUHAPHOIO IPUMEHEHUs, Ui 00 OTKa3e B UX
BHECEHUH NMPUHUMACTCS B ClIly4ae HEOOXOJUMOCTU IMPOBEJACHUS IKCIIEPTH3bI JIEKAPCTBEHHOIO CPENCTBA B
CPOK, HE MPEBBIMAIOMINN JAEBIHOCTA Pa0OYMX JHEH, a B OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIINI
TpUALIATH PabOUYMX JHEH CO JIHS MPHUHSITHUS YIMOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJIHUTEIBHON
BJIACTHU 3asIBJICHUS O BHECEHUU TAaKUX U3MEHEHUI.

Wndopmarus 06 H3MEHEHHSX:

Cmamobs 31 oononnena yacmoio 1.2 ¢ 13 aseycma 2019 e. - @eoepanvhuiil 3akon om 2 agzycma 2019 2.
N 297-D3

1.2. B ciydae peopraHuzauuy JeprKaTess WM BIJIAJENbLIa PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO IIpenapaTta Jjsi BeTEpUHAPHOIO IPHUMEHEHUs, pa3paboTyvka WJIM IPOU3BOAUTEIS
JIEKapCTBEHHOI'O IIpernapara il BETEPUHAPHOIO IIPUMEHEHHUs B 3asBJIICHHM O BHECEHMHM W3MECHEHUH B
JOKYMEHTBI, COIEpXallUecs B PETUCTPALMOHHOM [JOChE Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIN
npenapar Juisi BETEPUHAPHOIO INPHUMEHEHMS, YKa3bIBalOTCA JaHHbIE JOKYMEHTA, IOATBEPKIAOLIErO
BHECEHHE COOTBETCTBYIOUIMX M3MEHEHHH B ENUHBIN rocyqapCTBEHHBIM peecTp FOpUIAMYECKUX JIUL (11
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Teppuropun Poccuiickoit denepanuu), Ui MHOTO JAOKYMEHTAa,
HOJTBEPIKIAIOIIET0 PEOPraHU3allIo FOPUANYECKOro JIMLA (JUIsl OpraHu3aluii, He 3aperucTpUPOBAaHHBIX HA
tepputopuu Poccuiickoit @enepannn). 3asiBieHUE O BHECEHUN U3MEHEHUM B IOKYMEHTBI, COJIEpKaIIHECs
B PETUCTPALlMOHHOM JIOCBE Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar [uisi BETEPUHAPHOIO
NPUMEHEHHS, W TpUJIaraéMble K HEMY JOKYMEHTHI IPEACTABISIIOTCS B YIOJHOMOYCHHBIN (penepanbHbIi
OpraH HCIOJHMUTEIBbHOM BJIACTM HE IO3JHEEe 4YeM uepe3 TPUALATh pabouux THEH co JHS BHECEHUS
COOTBETCTBYIOIIMX W3MEHEHUM B EIUHBIA TOCYJapCTBEHHBI peecTp HOPUIMYECKUX JHL  (JUIs
OpraHu3aliii, 3aperucTpUpoOBaHHBIX Ha Tepputopun Poccuiickoit ®enepauuu) win co JHS NPUHATHA
COOTBETCTBYIOILIETO JOKYMEHTA, MOJATBEP)KIAIOIIET0 pPEOpPraHu3alii0 OPUAWYECKOro Juua (st
OpraHu3alliii, He 3aperucTpUpOBaHHBIX Ha Teppuropun Poccuiickoit ®denepauun). B ciydae
peopraHu3anuy JepXKaTesst WU BIAAEIblla PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara Uil BE€TEPUHApPHOIO IPUMEHEHMS 3asdBJIICHHE O BHECEHUM MWM3MEHEHHH B JIOKYMEHTHI,
CoZlepKaIIMecss B PETUCTPALMOHHOM JIOChE€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npernapar s
BETEPUHAPHOIO IPUMEHEHUs, IOJAETCA HOPUAUYECKUM JHMIOM, KOTOPOMY B XOA€ pPEOPraHU3alUU

IIEPEIAHO MIPABO BJIAJICHUS TAKUM PErMCTPALMOHHBIM yIOCTOBEPEHHUEM.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 31 nHacmoswezco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHust, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. B ciyuyae BHeCeHUs! H3MEHEHHUI B JIOKYMEHTHI, COJACPIKAIIUECS B PETHCTPAIIMOHHOM JIOChE Ha
3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar s BETEPUHAPHOIO NPUMEHEHUS, B OTHOLIECHUHU
CBEJICHUM, yKa3aHHbIX B nojanynkrax 'e", "x", "k", "n", "H", "c", "x" nynkra 7 wactu 3 crateu 17
HacTosero denepalbHOTO 3aKOHA, W3MEHEHHUS W (WJIM) JOTIOJHEHHs! MPOU3BOJCTBEHHOW IUIOMIAIKH
JIEKapCTBEHHOT'O CPEJICTBA, a TaKKe B ClIydyae HW3MEHEHHUs IIOKa3aTelied KadyecTBa JIEKapCTBEHHOTO
npenapara Juisi BETEPUHAPHOTO NPUMEHEHUsT M (MJIM) METOAOB KOHTPOJISI KadyecTBa JIEKAPCTBEHHOTO
npenapara JJisi BETEpUHAPHOTO MPUMEHEHUS! MPOBOJUTCS AKCHEPTU3a JEKAPCTBEHHOrO CPEACTBA ISt
BETEPUHAPHOTO TpHUMEHEeHUs. B cimydae HE0OXOIMMOCTH BHECEHHSI WHBIX M3MEHEHUH B JIOKYMEHTHI,
COIEpIKAIMECS B PETUCTPALMOHHOM JOChE€ HA 3apPErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar st
BETEPUHAPHOTO IPUMEHEHMS, SKCIIEPTU3a JIEKAPCTBEHHOTO CPEICTBA /U1 BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJUTCA.
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Wndopmarius 06 H3MEHEHHSX:
Yacmo 3 usmenena c 1 ausaps 2021 2. - @edepanvhwiii 3akon om 27 dexkabps 2019 2. N 478-D3

CMm. npedvloywyro peoaKyuio

3. 3asBUTEND BIIPaBE NPEACTABUTH 0 COOCTBEHHON MHUIIMATHBE BMECTE C 3asBIICHHEM O BHECEHHH
U3MEHEHUH B JOKYMEHTBI, COJEp)KalluMecs B PErHCTPALMOHHOM [JOChE Ha 3aperucTpUpOBAHHBIN
JICKapCTBEHHBIN IIpernapar i BETEPUHAPHOIO IPUMEHEHHs, KOIUU JTOKYMEHTOB, IOATBEPKIAAIOLIUX
yIUIaTy TOCYAapCTBEHHOW IOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJAEP)KAIIUECS B PErMCTPALlMOHHOM
JI0OChE HA 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar JJisi BETEPUHAPHOIO IPUMEHEHHUs], U3MEHEHU,
TpeOyIOIIMX TPOBEACHUS SKCIIEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, WJIM H3MEHEHUH, He TpeOyrommx
IPOBEICHUS AKCIEPTH3bl JEKApCTBEHHOTO CpeacTBa. B ciyyae HEOOXOAMMOCTH M3MEHEHHs CBEICHHIHA,
CoZIepXkKaIMXCd B PErHCTPAMOHHOM YJIOCTOBEPEHHMH JIEKAPCTBEHHOrO IMperapara Uisi BETEPUHAPHOIO
IIPUMEHEHUs, C 3asBJICHUEM, YKA3aHHBIM B 4aCTHU | HACTOSALIEH CTAaThU, 3asiBUTENb BIIPABE MIPEACTABUTD 110
COOCTBEHHOM MHUILIMATUBE KOMHUIO JOKYMEHTA, MOATBEPIKAAIOIIEro yIIaTy roCyAapCTBEHHOM MOILIUHBI 3a
BbI/Iayy PETUCTPALMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O Mpenapara. 3asiBUTENb BIIPAaBE NPEACTABUTD
0 COOCTBEHHOW WHUIIMATHBE CBEACHUS O JUICH3UAX, YKa3aHHbIE B MyHKTax | u 2 yactu | HacTosmei
CTaThW, a TAKXKE BBIJABAEMbIC YIOJIHOMOYECHHBIMU (eepaTbHBIMH OpraHaMU WCIIOJIHUTEIBHOW BIACTH
JIOKYMEHTBI, YKa3aHHbIE B ITyHKTe 3 yacTu | Hacrosmen ctaTeu. B ciiyyae HempeacTaBieHus yKa3aHHBIX
JIOKYMEHTOB (CBEJICHHI1) YIIOJIHOMOYEHHBIN (heaepasbHblii OpraH MCTIOJTHUTEIBHOW BIIACTH 3allpalldBacT
yKa3aHHbIE IOKYMEHTHI (CBEIEHUS) B MOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBU.

4. B cpok, HE TPEBHINIAIONINN AeCATH pabOUnX THEH CO JTHS MOCTYIUICHUS YKa3aHHOTO B 4acTw |
HACTOALICH CTaThU 3asBIICHUS UM HEOOXOAMMBIX JIOKYMEHTOB, YIOJHOMOYEHHBINH (heaepaabHbli Opra
VICIIOJIHUTEJIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JIOCTOBEPHOCTU CBEACHUMN, COACPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET pellleHue O MPOBEICHUHU IKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOTO
NpPUMEHEHHS WK 00 OTKa3e B €€ POBEICHUHY;

3) yBenomisieT B MUCbMEHHOU (popme 3asBUTENS O MPUHSATOM PEHICHUU WU B ClIy4yae MPUHATHUS
peumieHus 00 OTKa3e B NPOBEJCHUM OSKCIEPTH3bl JIEKAPCTBEHHOI'O CpPEACTBA JJsi BETEPUHAPHOIO
IIPUMEHEHUs C YKa3aHUEM IPUYMH TaKOr0 OTKAa3a.

Wndhopmarus 06 n3MEHEHHSX :

Cmamovs 31 donoanena wacmoio 4.1 ¢ 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 uionus 2018 2. N
140-D3
4.1. B ciyuae BBISBICHHS] HEOCTOBEPHOCTH M (WIJIM) HEOCTATOUHOCTH CBEACHUMN, COACPKAIIUXCS
B TPEACTABICHHBIX 3asBUTEIEM JOKYMEHTAaX, YIOJTHOMOYEHHBIN (efepalbHbIii OpraH HCIOJHUTEIHHOM
BJIACTH HAIPABIISET 3asBUTENIO0 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBEJEHUH. 3ampoc MOXKET ObITh
nepeaH yrnoJHOMOUYEHHOMY TMPEACTABUTENIO 3asIBUTEINS MO/ PACIHCKY, HAMPaBJEH IO MOYTE 3aKa3HBbIM
MUCHMOM WJIM TIEpeJaH B AJIEKTPOHHOU ¢dopMe MO TeNeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHUH YKA3aHHBIX CBEJCHUM IO MOYTE 3aKa3HbIM MUCHMOM OH CUHTACTCS
MOJIYYEHHBIM 110 UCTEYEHUH IIECTH JTHEW ¢ AaThl HAITPABJICHUS 3aKa3HOTO MMHUChMa.

Wndhopmarus 06 n3MEHEHHSX :

Cmamovs 31 donoanena yacmoio 4.2 ¢ 15 uionsn 2018 2. - @edepanvhuiii 3akon om 4 uionus 2018 2. N
140-D3
4.2. 3asBuTenb 00s3aH MPEACTABUTh OTBET Ha 3alpoC YIMOJIHOMOUYEHHOTO (peepallbHOTO OpraHa
WCIIOJTHUTEIIbHONW BJIACTH B CPOK, HE TMPEBBIMIAIONIANA JCBIHOCTA pabOUYMX JTHEH CO JHS TOMy4YeHUs
JnaHHoro 3ampoca. CpokH, yka3zaHHble B udacTu 1.l Hacrosimiedl craTbu, MPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJIEHUs 3asBUTENIO 3aIIpOca YIOJIHOMOYEHHOTO (efiepaibHOro OpraHa MCHOJHUTEIBHOM BIIACTH 10
JTHSI TIOJTYY€HUs1 OTBETA HA JaHHBIM 3alIPOC U HE YUUTHIBAIOTCS IPU UCUUCICHUU CPOKA MIPUHATHUS PEILICHUS
O BHECEHWHM U3MEHEHHWH B JOKYMEHTHI, COJep)KAallHecss B  PETUCTPAIlMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar sl BETEPUHAPHOTO TPUMEHEHUS.
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Wndopmarius 06 H3MEHEHHSX:
Yacmo 5 usmenena c 15 urons 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro peoaKyuio

5. OcHoBaHueM /i OTKa3a B MPOBEACHHHM OKCIEPTU3Bl JIEKAPCTBEHHOTO CpPEJCTBA IS
BETCPUHAPHOTO NPHUMEHEHUS SBIISCTCS TPEICTABICHUE JTOKYMEHTOB, YKa3aHHBIX B dacTsax | um 3
HACTOSIICH CTaThU, B HEMOJHOM O0BEME WM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEJICHUH, MOATBEP)KIAIOIINX HEOOXOIUMOCTh BHECCHHSI M3MEHEHHH, JIM0O0 HENPEICTABIICHUE 3asBUTEIIEM
B YCTAHOBJICHHBIA CPOK OTBETA Ha YKa3aHHBIN B uacTu 4.1 HACTOSIIEH CTaTbU 3alpoOC YIMOIHOMOYEHHOTO
dbeneparbHOrO OpraHa UCIIOTHUTEIBHON BIIACTH.

6. DKkcnepTu3a JIEKAPCTBEHHOTO CPEACTBA JJIsi BETEPUHAPHOTO MPUMEHEHHS B LEISIX BHECEHMS
W3MEHEHUH B JOKYMEHTBI, COJEpKalllMecs B PETHCTPAlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIN Mpenapar Jjsi BETEpUHAPHOTO MPUMEHEHUSI, OCYILIECTBISICTCS B MOPSIKE, YCTAHOBICHHOM
crarbeil 24 Hactosiero deaepaibHOro 3aKoHa.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 6.1 usmenena c 13 aseycma 2019 e. - Deoepanvuuiii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedakyuio

6.1. B cpok, HEe TIPEBHIMIAIONINN TECATH padOYMX THEH CO JTHS IMOTYYCHHS 3aKJIFOUCHUS KOMHCCUU
SKCHEPTOB MO pe3yjbTaTaM YKa3aHHOM B 4YacTy 2 HACTOSIIEN CTaThbU 3KCIEPTHU3bI, YIOJHOMOYEHHBIN
denepanbHBIN OPraH UCTIOJHUTEIIEHOMN BIIACTH:

1) mnpuHHMMaeT pelieHHe O BHECEHMHM UW3MEHEHUH B JOKYMEHTBI, COJAepKalluecs B
pETUCTPALIMOHHOM JIOCb€ HA 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpenapar sl BETEPUHAPHOIO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA,

2) BHOCHT B TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAaHUU PEIICHHS O
BHECEHMH U3MEHEHUH B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM JJOChE HA 3apErnCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar AJisi BETEPUHAPHOTO MPUMEHEHH s, HEOOXOAMMBbIE U3MEHEHUSI M BO3BpAIIACT 3TH
JIOKYMEHTBI 3as1BUTEITIO;

Undopmarus 06 n3MEHEHHSX:

Yacmy 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvhviii 3akon om 2 ageycma 2019 e. N
297-D3
3) BbIIAeT 3asABUTENIO HOBOE PETHCTPAIlMOHHOE yIOCTOBEpEHHE JIEKAPCTBEHHOrO Mpemnapata s
BETEPUHAPHOTO NMPHUMEHEHUS B Cllydae HEOOXOAMMOCTH W3MEHEHMs CBEACHUM, COAEpKAIUXCS B HEM, C
COXPAaHEHHEM HOMEpA PAaHEE BBIIAHHOTO PETHMCTPALMOHHOTO yJIOCTOBEPEHMS JIEKAPCTBEHHOIO Ipenapara
JUIsl BETEPUHAPHOTO PUMEHEHMUSI.

Wndopmarys 06 n3MEeHEHHAX:

Cmamovs 31 dononnena yacmoio 6.2 ¢ 15 utonusn 2018 2. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
6.2. B ciiyuae BHECEHUSI UI3MEHEHHUM B JOKYMEHTBI, COJIEpKAIINECs] B PETUCTPALIMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN MIpenapar AJis BETEPUHAPHOTO TPUMEHEHUS, B YaCTH, KacaroIIecs
U3MEHEHUs W (WJIW) JOTOJHEHHs MPOW3BOACTBEHHON TIUIOIMIAKK JIEKApCTBEHHOTO TMpernapara, Npu
MPE/ICTABICHUH 3asBUTEJIEM B COOTBETCTBUHU C ITYHKTOM 3 4YacTu | HACTOSIIEW CTAaThU KOMHUU PEIICHUS
YIOJTHOMOYEHHOTO (hefiepadbHOr0 OpraHa WCHONHUTENBHON BIACTH O TMPOBEJACHUHM HHCIIEKTHPOBAHHS
MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B yactu 6.1 HacTOSIIEH CTaThH,
MPUOCTAHABIMBAETCS CO JIHSA TOJYYEHHUS 3aKJIIOUEHUS KOMHUCCHUU DKCHEPTOB JO0 JAHS MPUHATUA
YIOJITHOMOYECHHBIM (heJIepaIbHBIM OPTaHOM MCIIOJIHUTEIILHOM BIIACTH PEIIEHUS O BbIaue Wik 00 OTKa3e B
BBIJIa4€ 3aKIIOUCHUSI O COOTBETCTBUU IMPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSM TPABUII
Ha/JIeXKalel MPON3BOJACTBEHHON MPAKTUKH, HO HE 0OJiee UeM Ha CTO BOCEMBJIECAT pabOUynX JHEH.

Wudopmanust 00 N3MEHEHUSX:

Yacmo 7 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utons 2018 2. N 140-D3
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CMm. npedvloywyro pedakyuio

7. OcHoBaHWeM JJIsi OTKa3a BO BHECCHHMM W3MEHEHUH B JOKYMEHTHI, COJACpXKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN Tpenapar s BETCPUHAPHOTO
NPUMEHEHUS, B CIIy4asx, HE TPEOYIOMIUX MPOBEICHUS IKCIEPTH3BI JIGKAPCTBEHHOTO CPEACTBA, SIBISICTCS
Npe/CTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4UacTsX | W 3 HACTOAIIEW CTaThH, B HEMOJHOM OOBEME HIIU
OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTAaX CBEICHHUH, KOTOPBIC JOJKHBI OBITh B HUX OTPaXKEHBI, JTHOO
HETIPE/ICTABJICHUE 3asSBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbBIH B 4actu 4.1 HacTosmeH
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heepabHOTO OpraHa UCIIOJHUTEIbHON BIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamosa 31 dononnena wacmoio 7.1 ¢ 15 utons 2018 2. - @edepanvhuiii 3akon om 4 utonusa 2018 2. N
140-@3
7.1. OcHoBaHMEM [UIsi OTKa3a BO BHECEHWHM HW3MECHECHHUU B JOKYMEHTBHI, COJEpKalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN TNpenapar Juii BETEPHUHAPHOTO
NPUMEHEHUS, B CIydasx, TPEOYIONIUX MPOBEACHUS SKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, SIBISICTCS
3aKJIIOYCHHUE YITOJHOMOUYEHHOTO (pelepajbHOr0 OpraHa WCIOJIHUTEILHOW BJIACTH O BO3MOXKHOCTHU
CHW)KCHHSI 0€30MMaCHOCTH, KadecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO IMpernapara BCISACTBHEC BHECECHUS
U3MCHCHHUH B YKa3aHHBIC JJOKYMEHTBI, OTKa3 YIOJIHOMOUYEHHOTO (eIepaIbHOr0 OpraHa MCIOIHUTEIbHON
BJIACTH B BBIJaue 3aKIFOUCHUS O COOTBETCTBUHU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
NpaBuJl  HaJJIeKalled TPOW3BOJICTBCHHOW NPAKTUKA B Clydyae HW3MEHEHHWs W (WIH) JIOTIOJTHEHUS
NPOM3BOJICTBEHHON IUIOMIAJKK JICKAPCTBEHHOTO IIperapara, €eClId IPOM3BOJCTBO JIEKAPCTBEHHOTO
npernapara JijIsl BETEPHHAPHOTO NMPUMEHEHHUsI OCYIIECTBIICTCS 3a mpeaenamu Poccuiickoit denepariyu,
WA OTCYTCTBHUE STOTO 3aKIFOUCHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmv 8 cmamwvu 31 nacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

8. Jlomyckaercss oOpaiieHue JEKapCTBEHHBIX MpPEMapaToB JJIsI BETCPUHAPHOTO NPHUMEHEHUS JI0
UCTEUEHHUsI CPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJECATH JHEU IMOCIE JaThl MPUHITHS
YIOJTHOMOYCHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJTHUTEIHHOW BJIACTH PENICHUS O BHECCHUM W3MCHEHUH B
JIOKYMEHTBI, COJIepKaIIUecs] B PETMCTPAIIMIOHHOM JIOChE Ha JIEKApCTBEHHBIN MpernapaT, B COOTBETCTBUU C
uH(pOpMaIeH, coepkaiieics B JOKYMEHTaX PerUCTPAIMOHHOIO JIOChEe Ha JISKAPCTBEHHBIN Mpemnapar J10
JaThl IPUHSATHS TAKOTO PEIICHHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 31 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Cratbs 32. OTMeHa rocy1apcTBEHHON perucTpaluy JEKapCTBEHHOI O Ipenapara

Pemenne 06 oTMeHe rocyAapcTBEHHOW perucTpaluy JIEKapCTBEHHOTO Mpenapara U UCKIIOYEHUH
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYJapCTBEHHOIO pEecTpa JIEKAPCTBEHHBIX CPEIACTB IPUHUMAETCS
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HUCIIOJIHUTEIBHON BIACTH B CiIydae:

1) npeacTaBieHHs  COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (eiepabHBIM  OpPraHoM
UCIIOJTHUTENIbHOM BIIACTH 3aK/IIOUYEHUST O pUCKE WIM 00 YIrpo3e 3[0pOBBIO, JKH3HM YEJOBEKa WIIU
KUBOTHOTO TPU TNPHUMEHEHUM JIEKapCTBEHHOTO Iperapara, MPEBBINAINIMX ero 3(PQeKTUBHOCTb, IO
pe3ynbTaTtaM OCyIIEeCTBISEMOr0o UM MOHUTOPHHTA O€3011aCHOCTH JIEKapCTBEHHOTO Mpernapara;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 nynkm 2 cmamvu 32 Hacmoswe2o
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm nyHkma 8 npeovloyujelt peoaxkyu
2) momauu JAepraTesieM WM BIAJENbLIEM PErucCTPallMOHHOTO YJIOCTOBEPEHHUS JIEKapCTBEHHOIO
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mpernapara  WIM YINOJHOMOYEHHBIM UM JIPYIMM IOPUAMYECKUM JIMLOM 3asiBI€HHS 00 OTMEHe
roCy/apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O Mpenapara;

3) HemoATBEP)KJIEHUSI FOCYAAPCTBEHHONW PErucTpalvy JIKApCTBEHHOTO Mpernapara 1o MCTEeYeHUU
CpOKa JIEUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUSI, BBIJAHHOTO HA IISITh JIET;

4) HempeacTaBICHUS 3asBUTENIEM HMHPOpPMAIMU, KOTOpash MOXET TMOBJeYb 3a COO0Ooi
HEOOXOIMMOCTh BHECEHMS M3MEHEHHH B JOKYMEHTBI, COJEpKAlluecsi B PETHCTPALIMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TMpermapaTr, B TeUYeHHWE TpuAUarTu padodux JHEH co JHA
HACTYTUICHHS 3TUX U3MEHEHU;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akonom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 5 cmamwvu 32 Hacmoswe2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus1, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
5) OCyIIECTBICHHS TOCYIapCTBEHHOW PErHCTpPAIllMU JIEKAPCTBEHHOTO TMpenapara Ioji TOPTrOBBIM
HAaMMEHOBAHHUEM 3apETHCTPHPOBAHHOTO paHee MOJ 3TUM TOPTOBBIM HAMMEHOBAHUEM JIEKAPCTBEHHOTO
nperapara, OTIMYArOIIeT0Cs Ka4eCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIECTB;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 15 uronsn 2018 2. - @eodepanvrviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedbloywyro pedaKyuio
6) OCYIIECTBIICHHUS TOCYJAPCTBEHHOM PETHCTPALMU OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWU OJHOTO W TOTO JK€ Jep)KaTels WM BIaJelblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOT'O Ipemnapara B BHUAC ABYX M 0ojiee JIGKAPCTBEHHBIX MPEMApaTOB TMOJ Pa3IUIHBIMU
TOPrOBBIMH HAMMEHOBAHUSIMU;
7) BBIHECEHMs] CyJIOM pEIIeHUS O HapylIeHWW TMpaB MpaBoodsagaTessi O0OBEKTOB
UHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 00pAIllCHUHN JICKAPCTBEHHBIX CPEJICTB;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovsa 32 nacmosuweco Dedepaivioco
3aKOHA 0ONoIHeHa nyHkmom 8, scmynarowum 6 cuny ¢ 1 uronsa 2015 e.
8) OTCYTCTBHUSA JIEKQpCTBEHHOTO Mpemnapara B oOpaiieHuu B Poccuiickoit @enepanuu B TeYeHHE
Tpex u 0oJiee JeT;

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamovsa 32 nacmoswezco DedepaivHo2o
3aKoHa oononneHa nynkmom 9, ecmynarowum 8 cuny ¢ 1 uronsa 2015 2.

0) HEBBINIOJIHEHUS JIepKaTeleM WM  BIQACIbIEM  PETHCTPAIIMOHHOTO  YAOCTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTa 100 YIOJTHOMOYEHHBIM UMH JAPYTUM IOPUAUYECKUM JTHIIOM MEPOTPHUSITHIA 10
oOecrieueHHI0  OE30MACHOCTH  JICKAPCTBEHHBIX  TPENapaTroB, YCTAHOBICHHBIX  YIIOJIHOMOYCHHBIM
dbenepanbHBIM OPraHOM HCIOTHUTENBHOMN BIACTU B COOTBETCTBUU C YacTsIMU 3 U 4 cTaThil 64 HACTOSIIETO
®denepalibHOTO 3aKOHA, B paMKax OCYILECTBICHUS (papMakoHaA30pa;

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 Oekabopsa 2014 2. N 429-D3 cmamwvsa 32 nacmoswezo Dedepanvroo
3axona donoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

10) oTka3a nepkarenss WIM BJaJeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npemnapata Ju00 YHMOJTHOMOYEHHOTO MMM JPYroro IOPHAWYECKOTO JHUIla OT BHECEHUs H3MEHEHUH B
WHCTPYKIIMIO TI0 TPHMEHEHHUIO JICKApCTBEHHOTO IIperapaTta, KacaroIIUXCS HOBBIX TOJITBEPKICHHBIX
JaHHBIX O TOM, YTO PHUCK MPHUYMHEHHUS Bpela 30POBBIO0 YEJIOBEKAa WM YKHBOTHOTO BCIIEACTBHE MpHeMa
JICKapCTBEHHOTO TIperapara mpeBsimaet 3Q(GEeKTHBHOCT €ro MPUMEHEHHS.

Wndopmarys 06 M3MEHEHUAX:

Cmamows 32 oonoanena nynkmom 11 ¢ 1 sneaps 2023 2. - @edepanvhsiii 3axon om 27 doexkaops 2019 e.
N 475-D3
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Cm. 6yoywyro pedakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 32 HaCTOSIICrO CDez[epanLHoro 3aKOHa

Cratbs 33. ['ocynapcTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB
TAPAHT:

Cwm. [onoxenue o I'ocyapcTBEHHOM peecTpe JISKapCTBEHHBIX CPEICTB, YTBEPKACHHOE MUH3ApaBoOM
P® 1 nexabps 1998 r. N 01/29-15
1. [ocynapcTBeHHBII peecTp JIEKapCTBEHHBIX CPEICTB COJCPIKUT IEPEYCHb JICKAPCTBEHHBIX
IpenapaToB, MPOIIEIIINX FOCYAapCTBEHHYIO PErUCTPAlHIo, MepedeHb (apMaleBTUUECKUX CYOCTaHIIHH,
BXOJISIIIMX B COCTAB JICKAPCTBEHHBIX MPENApaTOB, U CICIYIOUIYI0 HH(OPMALUIO:
1) B OTHOLICHUH JICKAPCTBEHHBIX IPETIAPATOB:

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 6 noonyukm "a" nynkma 1 wacmu 1 cmamou
33 Hacmosweeo Dedepanbhoco 3aKOHA HeCeHbl UsMeneHus, ecmynarouue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm noonynkma 8 npeovloyujeli peoaxkyuu
a) HAWMCHOBaHWE JICKAPCTBEHHOTO Ipemapara (MEXIyHapoJIHOE HEMaTeHTOBAaHHOEe, WM
IPYNIIAPOBOYHOE, HJIU XUMHUECKOE U TOPIOBOC HAUMEHOBAHS);
0) ekapcTBeHHas popMa ¢ yKazaHHEM J03UPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIN4YecTBa B
NOTPEOUTEIBLCKON YITAKOBKE;

Undopmarius 06 n3MEHEHHSX:
Iloonynxm "8" usmenen c 1 snsaps 2018 e. - Dedepanvuviii 3axon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloywyro peoakyuio

B) HAUMEHOBAHHE JICPIKATEIIS WM BJIaJIebIa PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBCHHOTO
npernapara M CBEICHHUS O PETHCTPAllUU JICp)KaTelsl WM BJIAJelblla PEerHCTPAMOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO Ipernapara JJisi MEIUIIMHCKOTO NMPUMEHECHHSI B KQUeCTBE HAJIOTOIUIATENBIINKA B CTPAaHE
peructpanuu (s POCCUUCKHUX FOPUIUYECKUX JIUI - UACHTU(DUKAIIMOHHBIM HOMEp HaJjororjaTeNlblIuKa
(MHH), st M”HOCTpaHHBIX IOPUAMYECKHX JIUI] - CTPaHA PETUCTPAllY, HAUMEHOBAHUE PETHCTPUPYIOIIETO
OpraHa, perucTpalMOHHBI HOMED, KOJI HANIOTOIUIaTe bIINKa B CTPaHe pPEerucTpanii (MHKOPIOpAIH) WU
€ro aHajsor);

Wndopmarys 06 m3MEeHEHHUAX:
Iloonynkm "2" usmenen c 1 ansaps 2018 2. - @edepanvhuiii 3akon om 28 dexaobps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
I') HANMEHOBAHKE U aJ[pec TMPOU3BOIUTENS JIEKAPCTBEHHOTO MPETapara u CBEICHUS O PETUCTPAIIH
IOPOM3BOJIUTENS  JIGKAPCTBEHHOI'O  Npemapata Uil  MEAMLUHCKOTO NPUMEHEHHs B  KauyecTBe
HaJIOTOIJIaTeNbIMKA B CTPaHe PerucTpanuu (s pOCCUHCKUX IOPUIMYECKUX JIUIL - UIEHTH(PUKAIMOHHBIH
HoMep Hanoromuatensimka (MHH), nias wHOCTpaHHBIX IOPHIMYECKHX JIMI - CTpaHa PETUCTpAIiH,
HalMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpallMOHHBI HOMEp, KOJI HaJlOroIuIaTeNbIINKa B CTpaHe
peructpanuu (MHKOPIOPALUK) WK €ro aHaJor);

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 noonynkm "0" nynkma 1 wacmu 1 cmamou

33 nacmosawezo DedepanvHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, scmynaroujei 6 cuny ¢ 1 uwonsa
2015 2.

Cm. mexcm noOnyHKma 6 npeovloyujeri peoaKyuu
1) bapmakoTeparneBTHYECKas rpynna, KOJI JIEKapCTBEHHOTO npermnapara o
aHaTOMO-TEPaNeBTUYECKO-XUMHUECKON Kiaccu(UKaIlui, peKOMEeHI0BaHHOW BcemupHON opranusanuei
3/1paBOOXPaHEHUS;
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€) OoKa3aHMsl U MPOTUBOMNOKA3aHUS K IPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapara;

’K) T0OOYHBIE JICHCTBIUS JIEKAPCTBEHHOIO Mpernapara;

3) CPOK F'OJTHOCTH JIEKapCTBEHHOI'O Mpernapara;

1) YCIIOBHUS XpaHEHUS JIEKApCTBEHHOIO IIpenapara;

K) YCJIOBUS OTITYCKa JIEKAPCTBEHHOTO IIperapara;

J) HOMep (apMakolnelHON CcTaTbM WIM B CiIydae €€ OTCYTCTBMSI HOMEpP HOpPMAaTHMBHOI
JIOKYMEHTalM1 JJ1O0 HOPMaTUBHOI'O IOKYMEHTA;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 noonynxkm "m" nynkma 1 vacmu I cmamovu
33 nacmosawezo DedepanbHoco 3aKOHA 6HECEHbl UMeHeHUsl, ecmynarouue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujei peoaxKyuu
M) JaTta TOCYIapCTBEHHOH PETrMCTpaIy JEKAapCTBEHHOTO Iperapara M €ro perucTpaiydOHHBIN
HOMEp, JaTa 3aMEeHbl PErHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara Ha OeccpouHoe
PETUCTPAIIIOHHOE  YJOCTOBEPEHUE JIGKAPCTBEHHOTO Tpenapara, Jara ToJadd  3asBICHUS O
MOJATBEPKIICHUU  TOCYJApPCTBEHHOH  pErucTpaluy  JIGKAPCTBEHHOTO  Ipermapara, JlaTa OTMEHBI
rOCYJTapCTBEHHOMN PErUCTpaIly JICKApPCTBEHHOT'O Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 1 wacmu I cmamvu 33 nHacmosiuje2o
DeoepanvHoeo 3akoHa dononnen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
H) Ka4eCTBEHHBI COCTAB M KOJIMYECTBEHHBIH COCTaB JIEHCTBYIOIIMX BEIIECTB U KAauyeCTBEHHBIN
COCTaB BCIIOMOTAaTENIbHBIX BELIECTB JIEKAPCTBEHHOI'O IIPENapara;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 oexabpsa 2014 2. N 429-D3 nynkm I wacmu 1 cmamou 33 Hacmosiue2o
DeodepanvHoeo 3akoHa dononnen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
0) uHpopmarrsa 000 BcexX pa3pelIeHHbIX BUAaX BTOPUUYHOH (IOTPEOUTENHCKON) YIAaKOBKH;

Wuopmarus 06 H3MEHEHHSIX:
Hoonynkm "n" uzmenen ¢ 1 mapma 2020 2. - @edepanvuviii 3akon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro peoakyuio
1) JaTa TPUHSTHS PEIICHUS O BO3MOXKHOCTH PacCMaTpPUBATh JIEKAPCTBEHHBIA TIperapar IpH
rOCy/IapCTBEHHOW PETUCTPAIlMU B KauecTBE OppaHHOIO JIEKApCTBEHHOTO MpemnapaTa (AJis JIeKapCTBEHHBIX
MPerapaToB JUIsl METUITUHCKOTO MPUMEHEHUS ),

Wndopmarys 06 n3MEeHEHHAX:
Hoonynkm "p" usmenen ¢ 1 mapma 2020 2. - @edepanvuwiii 3akon om 27 dekabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio
p) HalIM4yue JEKapCTBEHHOTO TMperapara B TepedyHe KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKapPCTBEHHBIX MPETapaToB (IS ICKAPCTBEHHBIX MPETApaTOB [Tl MEIUITUHCKOTO TIPUMEHEHUS );

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akoHom om 22 oexabpsa 2014 2. N 429-D3 nynkm I wacmu 1 cmamvu 33 Hacmosiuezo
DedepanbHo20 3akona 0onoaner noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 2.

C) HaJM4ue B JIEKQpCTBEHHOM Ipernapare HapKOTUYECKUX CPEACTB, MCUXOTPOIMHBIX BEIIECTB U UX
IIPEKYpPCOPOB, MOUIEkKAINUX KOHTpoutto B Poccuiickoit denepannn, B COOTBETCTBUU € 3aKOHOAATEIBCTBOM
Poccuiickoit @enepannn, MeKIyHapOAHBIMU JToroBopamu Poccuiickont denepanuu, B ToM uncie EnnHoit
KOHBEHIIMEN 0 HapKoTH4eckux cpeactax 1961 roma m Konseniuell o NCUXOTpONHbIX BemecTBax 1971
roja;

Wndopmarys 06 M3MEHEHUAX:
Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm [ wacmu 1 cmamvu 33 Hacmoswe2o
DeodepanvHozo 3akoHa 0onoaHer noonyukmom "m", ecmynarowum 6 cuny c¢ 1 urona 2015 .
T) uHpoOpManus O TOM, SBISIETCS JIM JAHHBIA JIEKAPCTBEHHBIM TMpernapaT peQepeHTHHIM
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JIEKapCTBEHHBIM MPENapaToM;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiue2o
DedepanvHozo 3akoHa dononanen noonyukmom "y", ecmynarowum 6 cuny c¢ 1 urons 20135 e.
y) CBeACHMsI O TMoJaye 3asBICHHUS O BHECEHUU H3MEHEHHMH B JIOKYMEHTBI, COJIEpKallhecs B
PETHCTPAIIMOHHOM JIOChE Ha JICKAPCTBEHHBIN MIpemnapar;
&) yrpatun cuity ¢ 1 mapta 2020 r. - Denepanbubiii 3akoH oT 27 aexadps 2019 r. N 475-d3

Wndopmarius 06 n3MEHEHHSX:
CMm. npedvloywyro pedaKyuio

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 nynkm I wacmu I cmamvu 33 Hacmosiue2o
DedepanvHozo 3akoHa dononHen noonyukmom "x", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
X) CpPOK BBEJICHUS JIEKAPCTBEHHOTO TIperapaTa B IpaXkIaHCKUI 000poT;
2) B OTHOUICHUH (hapMaIleBTUYECKUX CYOCTAHIIHIA:

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexkabpsa 2014 e. N 429-D3 6 noonynkm "a" nynkma 2 wacmu 1 cmamou
33 nacmosawezo DedepanrbHo2o 3aKOHA 6HECEHbl UsMeHeHUsl, ecmynarouue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu

a) HauMeHoBaHME (apMaleBTUYECKON CcyOcTaHIMM (MEXAyHAapOAHOE HEMaTeHTOBAHHOE, WIIH
TPYNIIAPOBOYHOE, MIIM XUMHUECKOE U TOPTrOBOE HANMEHOBAHMS);

0) HauMEHOBaHKE U aJPeC MPOU3BOAUTENS (hapMalleBTUUECKON cyOCTaHIINN;

B) CPOK TOAHOCTH (hapMaleBTUYCCKON CyOCTaHINY;

T') yCIIOBUS XpaHEeHUs papMalieBTUYECKON CyOCTaHIINN;

o) HoMep (apMakoNeHHON CcTaThl WM B Cllydae €€ OTCYTCTBHS HOMEp HOPMATHUBHOM
JOKYMEHTAIMU JIN0O0 HOPMAaTUBHOTO IOKYMEHTA;

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dekabps 2014 2. N 429-D3 nynxkm 2 wacmu 1 cmamvu 33 Hacmosiwe2o
DedepanvHoeo 3akoHa dononHen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
€) Hanuuue (hapMaleBTHUECKOM CyOCTaHLIMU B INepeuHe HAPKOTUYECKHX CPEACTB, IICUXOTPOIHBIX
BEIIECTB M HX NPEKYpPCOPOB, MOJICKAMMUX KOHTpoJr B Poccuiickoi denepannu, B COOTBETCTBHHU C
3aKoHOAaTenbCcTBOM Poccuniickoit Penepannn, MeKIyHapoAHbIMU forosopamu Poccuiickon denepanum,
B TOM uucie Enunoil koHBeHIMEld O HapKOTHYECKUX cpenactBax 1961 roma u Kousenmmeir o
NICUXOTPONHBIX BemecTBax 1971 rona.

Wndbopmarust 06 n3MEHEHHSX:

Deodepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-@3 uacmv 2 cmamvu 33 nacmoswezo
DedepanvbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

2. ®apmaneBTHUECKass CyOCTaHIIMs, MPOU3BEACHHAs Ul pealn3alii, MOXKET ObITh BKIIIOUEHA B
rOCYy/IapCTBEHHBI PEECTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHMM 3asBJICHUS pa3pabOTUYMKa WIIU
IPOM3BOJUTENS JIEKAPCTBEHHOI'O CPEJICTBA JINOO YIOJIHOMOYEHHOTO HMMH IOPHIMYECKOro JiMla Mpu
YCIIOBUM TIPOBEIEHUS B OTHOLIEHUM Takoi (apmaleBTHUeCKON CyOCTaHLMU SKCIEpPTH3bl KayecTBa
dapmarieBTHYeCKON CyOCTaHIIMM B TOPsJIKE, YCTAaHOBJIEHHOM cTaThell 34 Hactosmero PenepaabHOro
3aKkoHa. B oTHomeHuum QapManeBTHYECKMX CYOCTaHIMM, NPOU3BEAEHHBIX [UIsl pealn3aluu, B
rOCYJJapCTBEHHOM peecTpe JEeKapCTBEHHBIX CPEACTB COJEPKHUTCA CleAyIomIast HH(OpMaIHs:

1) HauMeHoBaHHe (apMalleBTHUECKON cyOcTaHIUU (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IPyNIHAPOBOYHOE, MIIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

Wudopmanust 00 N3MEHEHUSX:
Ilynkm 2 usmenen c 1 aneapsa 2018 . - @edepanvuwiii 3akon om 28 dexabpsa 2017 2. N 425-D3
Cm. npedvloywyio pedakyuro
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2) HauMEHOBaHMe, aJpec MPOU3BOANUTEINS (papMalleBTUYECKON CyOCTaHIIMM, a TAK)KE B OTHOLIEHUU
JIEKaPCTBEHHBIX CPEACTB Ul MEAMULMHCKOIO NPUMEHEHUS CBEACHHUS O PETUCTPALUU MPOU3BOAUTENS
(apMmanieBTUYECKOM CyOCTaHIIMM B KauyecTBE HAJIOrOIUIAaTENbIIMKAa B CTpPaHe perucTpauuu (s
POCCUICKMX IOPHIMYECKUX JHUI - WIACHTU(PUKAIMOHHBIA HOMep Hanoromnarensinuka (MHH), nns
MHOCTPAaHHBIX FOPUAMYECKUX JIMII - CTpPaHa PErucTpalyy, HAUMEHOBAHUE PErMCTPUPYIOLIEro OpraHa,
pEerucTpaliOHHbI HOMEp, KOJ HAaJOroILIAaTENIbIMKAa B CTPAHE PETUCTPAlUU (MHKOPIIOpALMK) WIN €ro
aHajor);

3) cpok rogHOCTH (hapMaIeBTHYECKON CyOCTaHIINM;

4) ycioBus XpaHeHusl papMarieBTUISCKON CyOCTaHIINH,

5) Homep (apmakomneiiHONH craThu JMOO B ClIy4ae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTALMU UM HOPMAaTUBHOT'O IOKYMEHTA;

6) Hannuue (papmaneBTUYECKO cyOCTaHIIMU B TiepeuHe HAPKOTHYECKHX CPEACTB, IICUXOTPOIHBIX
BEIIECTB U HMX MPEKypCOpOB, MOAJIEKAIIMX KOHTposto B Poccuiickoil ®enepanuu, B COOTBETCTBHM C
3aKOHOAATenbCcTBOM Poccniickoint denepannu, MexXyHapoaIHbIMU Jorosopamu Poccuiickonn denepanum,
B TOM uucie Ejaunoll koHBeHIMeW O HapKoTHUeckux cpeactBax 1961 roma u KonBenuwueir o
IICUXOTPONHBIX BemecTBax 1971 rona;

7) naTta BKIOYEHUs (apMalleBTUYECKON CyOCTaHIIMU B FOCYIapCTBEHHBIN peecTp JEKapCTBEHHBIX
CPEACTB, JlaTa BHECCHHS M3MEHEHHWH B JOKYMEHTHI (hapMalleBTHUECKOW CyOCTaHIIMH, JaTa HMCKIFOUEHUS
(bapMmaleBTHYECKON CyOCTaHIIMH U3 TOCYJapCTBEHHOT'O peecTpa JEKapCTBEHHbBIX CPECTB.

3. Ilopsaok BeneHUs TOCYJApCTBEHHOT'O PEecTpa JIEKApCTBEHHBIX CPEJICTB AJI MEAUIMHCKOIO
OPUMEHEHHUS M I[OPS/I0K  BEIEHUs TOCYJapCTBEHHOIO pEecTpa JIEKapCTBEHHBIX CPEACTB  JJIs
BETCPUHAPHOTO TIPUMEHEHUSI YTBEPIKIAIOTCSI COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM (eepaaIbHbIM
OpPraHOM HCIOJHUTEJILHOW BIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 33 HacTOSIICro q)ez[epanLHoro 3aKOHa

Wndopmarust 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekaops 2014 2. N 429-D3 naumenosanue cmamou 34 nHacmosuje2o
DedepanvbHo20 3aKOHA UNOHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 a.

Cm. mekcm HAUMEHOBAHUS 8 NPeOblOyuell pedaKyuu
CraTtbsa 34. BriroueHue B rocyJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB U UCKIIIOUEHUE U3
rOCyJJapCTBEHHOT'O peecTpa JIEKApCTBEHHBIX CPEACTB (papMaleBTUYECKON CyOCTaHIMH,
IIPOU3BEJICHHOM IS pean3alun

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 34 nHacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
1. Hns BxmroueHus (apMaieBTUUEeCKOl CyOCTaHIMK, TPOU3BEACHHOM s peanu3aliud, B
TOCYIApCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS DKCIIEPTHU3a €€ KaUeCTBA.

Wndhopmarus 06 n3MEHEHHSX :
Yacmo 2 usmenena c 1 ausaps 2021 2. - Dedepanvhuiii 3akon om 27 oexabps 2019 2. N 478-D3

Cm. npedvloyuyio pedakyuro
2. DOkcmepTh3a KauecTBa YyKa3aHHOM B dYacTu | HacTosimied cratbu (QapMaleBTUYECKOM
CyOCTaHIIMM, COCTaBJICHHE KOMHMCCHEH PKCIEpPTOB 3aKIIOUEHHUH MO pe3yinbTaTaM 3TOW 3KCIEPTU3bl U UX
HalpaBJICHUE B YIOJHOMOYCHHBIA (hefepabHBIi OpraH HMCIONHHUTEIBHON BIIACTH OCYIIECTBIISIOTCS B
CPOK, HE IMPEBBIMIAIONINNA ECTUAeCITH paboYnX JHEW CO JHS MOITYYEHHUS SKCIEPTHBIM YUpPEKICHHEM
COOTBETCTBYIOLETO 3aJaHMsl YHOJIHOMOYEHHOIO (PeAepalbHOTO OpraHa MHCIOJHUTEIbHOM BIIACTH U
CJICAYIOUINX IOKYMEHTOB (CBECHHI):
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Wndopmarius 06 H3MEHEHHSX:
Ilynkm 1 usmenen c 1 smeaps 2021 a. - @edepanvhviii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloywyro peoaKyuio
1) cBeneHHs O JaTe MPEJOCTABICHHUS M PETHCTPAIIMOHHOM HOMEPE JIMIICH3WH Ha TPOU3BOICTBO
JICKApCTBEHHBIX CPEACTB WUJIM CBEICHHUS O JaTe MPEJOCTABICHUS U PETUCTPAIIMIOHHOM HOMEPE 3aKITIOYCHUS
O COOTBETCTBHHM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM TpaBU  HaJIEXKAIIEH
IIPOM3BOJICTBEHHOM MPAKTHKH, BBIIAHHBIX (IIPEAOCTABICHHBIX) YIIOJTHOMOUYEHHBIM (eliepaibHbIM OpraHOM
WCTIOJTHUTEIILHON BJIACTH, B CIIy4ae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBIISICTCS B
Poccuiickoit denepaiuu;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 2 uzmenen c 15 uronsn 2018 e. - @eoepanvrviii 3axon om 4 urona 2018 2. N 140-D3

CMm. npedvloywyro peoaKyuio

2) Komus JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl IPOU3BOIUTEIS
JIEKapCTBEHHOI'O CPEJICTBA U MOATBEPHKAAIOIIETO pa3pelleHre MPOru3BOJICTBA JIEKApCTBEHHOTO CPEJCTBA, U
€ro TepeBOJl Ha PYCCKHUH S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM MOPSIKE, a TAaKXKe KOIMHUS 3aKIIOYCHHS O
COOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEICTB  TpeOOBaHHWSAM  IPaBUJ  HaJJexKallen
IIPOM3BOJICTBEHHOH MPAKTUKU, BBIAHHOTO YIIOJHOMOYEHHBIM (hefiepalbHbIM OpPTraHOM HCITOJHUTELHON
BJIACTHU, JTUOO KOMUS PELICHUs YMOJHOMOYEHHOro (efepaibHOr0 OpraHa HCHOJHUTENBbHOM BIACTH O
NPOBEICHUN WHCICKTHPOBAHUS TIPOU3BOJMTENS JIEKAPCTBEHHOTO CPEIACTBA. YKa3aHHBIE OKYMEHTHI
MPEJICTABIISIFOTCS B ClIydae, €CJId MIPOU3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYIIECTBIISIETCA 3a MpeaeiaMu
Poccuiickoit ®enepanuu;

3) IOKyMEHT, CoIep KAl ClIeyIOIINe CBEACHUS O (hapMalleBTUYECKOM CyOCTaHIIUu:

a) HaMMeHOBaHME (PapMaIeBTUICCKON CyOCTaHIIUH, €e CTPYKTypa, OOIIHe CBONCTBA;

0) HauMEHOBAaHHE U AAPEC MPOU3IBOAUTEIIS;

B) TEXHOJOTHS MPOU3BOJCTBA C ONMMCAHMEM CTaJIWi MPOM3BOJACTBA MU METOJOB KOHTPOJIS HA BCEX
CTaUAX MPOU3BOJCTBA;

T') ONKCaHKe Pa3pabOTKH MpoLecca MPOU3BO/ICTBA;

J) ONHUCAaHWE KOHTPOJIS KPUTHUECKHX CTaguil Mpolecca MPOM3BOACTBA M MPOMEKYTOUHOM
IPOYKIIHH,

€) TOKyMEHTaJIbHOE MOATBEPKIeHUE (BaTUAAIINS) TPOLIECCOB U (MJIN) X OIICHKA;

’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKA MpUMeceii;

n) crieurdukanys Ha papMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAaHMUE;

K) AaHAIUTUYECKHE METOJMKH, UCIOIb3yeMble TPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
(bapMmarieBTHYeCKOl CyOCTaHIINH;

J) NOKyMEHTAIbHOE MOJTBEPKICHUE (BAIHUIAINS) aHATUTHYECKUX METOAMK, UCIOJIB3YEMBIX MPHU
OCYIIIECTBIICHIH KOHTPOJISI KauecTBa (papMareBTH4ecKoil cyOcTaHuu;

M) pe3yJbTaThl aHaIN3a cepuil (hapMaleBTUUECKOI CyOCTaHIINN;

H) MepEeYeHb CTAHJAPTHHIX 00Pa3IIOB WIIM BEIIECTB, HCIIOJB3YEMBIX MTPH OCYIISCTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OITMCaHHE XapaKTEPUCTHUK U CBOMCTB YIAaKOBOYHBIX MaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;

1) IJaHHBIE O CTA0MIBHOCTH (papMareBTUIECKON CyOCTaHINH;

P) CPOK TOJTHOCTH;

Wndopmarys 06 M3MEHEHUAX:

Yacms 2 oononnena nynkmom 4 ¢ 1 smeaps 2018 2. - @eodepanvruiii 3axkon om 28 dexabps 2017 e.
N 425-D3
4) TOKYMEHT, COJIEpKallliil CBeIEHUSI O PETUCTPALIMH ITPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHEHHUSI B KauecTBE HAJIOrOIIaTesIbIIUKa B CTpPaHE PErucTpauuu (I pOCCUHCKUX
IOPUAMYECKUX JIML - WACHTU(PUKAIMOHHBIM HoMep Hanoromuatensiinka (MHH), nns wmnocTpanHBIX
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IOpUINYECKUX JIUL - CTPaHA PErUCTPALIMU, HAUMEHOBAHUE PErMCTPUPYIOLIETO OpraHa, perucTpaliOHHBII
HOMED, KOJI HAJOTOIUIATENbIINKA B CTPAHE PerucTpauu (MHKOPIOPALIMH) UK €TI0 aHaJIor).

3. Jna mpoBeaeHMs SKCHEPTHU3bl KayecTBAa YKA3aHHOM B dYacTu | HACcTOALIEH CTaTbH
dapmanieBTHYeCKON CyOCTaHIIMM 3asBUTENb TMPEACTABISACT B YIOJTHOMOYEHHBIH (enepaibHblii opraH
VCIIOJIHUTEJIbHON BIIACTH:

1) 3asBneHHME O BKJIIOYEHUHM B TOCYJIAPCTBEHHBIN pPEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
dbapmaneBTHYECKON CyOCTaHIINH;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamvu 34 Hacmosiue2o
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu

2) xonus JOKYMEHTa, HMOATBEP)KIAIOIIEro YIUIaTy I'OCYJapCTBEHHOM MOLUIMHBI 32 BKIIOUEHHE B
rOCYJIapCTBEHHBIN PeecTp JEKapCTBEHHBIX CPEACTB (hapMalleBTUUECKON CyOCTaHIINM, TIPOU3BEACHHON IS
peanu3anui, JMbo Mo COOCTBEHHONW MHMIIMATHBE YKa3aHHBIA JOKYMEHT. B ciydae ero HempeactaBieHUs
3asBHUTEJIEM YIIOJHOMOYEHHBIN (eliepanibHblii OpraH UCIIOJHUTEIFHONW BIACTH MPOBEpsieT (akT YIUIaThI
roCyJJapCTBEHHON NOLUIMHBI 3asBUTEIEM C MCHOJIb30BaHUEM MH(popMauuu o0 ymjiaTe rocyaapcTBEHHON
NOLUIMHBI, cojepxamieiics B [ocymapcTBeHHONH WHGOPMAMOHHON CHCTEME O TOCYAApCTBEHHBIX W
MYHHMIMIIAJbHBIX IUIATEKAaX, HA OCHOBAaHUM IIPEACTABICHHOW 3asBUTEIEM KOIMHM JOKYMEHTAa,
IOATBEPKIAOLIErO YIUIaTy FOCYJapCTBEHHOM MOLUIMHBL,

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 yacmu 3 cmamou 34 Hacmosawe2o
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm nynkma 8 npeovloyujeil peoaxKyuu
3) TOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSAIICH CTaThU;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-D3 uacms 3 cmamou 34 nacmoswezo
DedepanvbHo2o 3aKOHA OONOIHeHA NYHKMOM 4, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
4) 3asgBJieHHE O Bbljaye pasperieHus Ha BBO3 B Poccuiickyro denepaiinio KOHKPETHOW MapTHH
HE3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPEJCTBA, MPETHA3HAYCHHOTO I IMPOBEICHUS yKa3aHHOW
IKCIIEPTHU3HI.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 34 oonoanena wacmoio 3.1 ¢ 1 sineaps 2021 e. - @edepanvuviii 3axon om 27 dexaobps 2019 e. N
478-D3
3.1. B cnyuae HempenCTaBICHHUS C 3asBIEHHEM O BKIIOYEHHH B TOCYAApCTBEHHBIA peEeCcTp
JICKaPCTBEHHBIX CPEJCTB (papMareBTUUYECKOW CYOCTaHIIMHM JOKYMEHTOB, TOJATBEPKIAIONINX YILIATY
rOCy/apCTBEHHOW MOLUIMHBI U YKa3aHHBIX B MTyHKTE 2 4acTH 3 HACTOAMIEH CTaThH, a TAK)KE BBIIABAEMBIX
(TIpenocTaBIseMBbIX ) YIIOJTHOMOYCHHBIMU (eiepaTbHBIMI OpTaHAMH UCTIOJTHUTEIIBHOM BJIACTH JJOKYMEHTOB
(cBenmeHuii), yKa3aHHBIX B MYHKTax | W 2 4acTu 2 HAcCTOsIIEH CTaThH, YIOJTHOMOUYEHHBIN (eaepanbHbIi
OpraH WCIOJIHUTEIIBHON BJIACTH 3alpalluBacT YKa3aHHBIC JIOKYMEHTHI (CBEICHUS) B IOPSIKE
MEXBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOICHCTBUSI.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 oexabpsa 2014 e. N 429-D3 6 uacmv 4 cmamvu 34 nacmoswezo
DeodepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
4. B Teuenue necsatu pabouux JHEH co JHS NMPUHSITUS 3asBJICHUS O BKIIIOUYCHUN YKa3aHHOM B 4acTH
| Hacrosimed craThbu (apMmaleBTHUECKONM CyOCTaHIMU B TOCYAApCTBEHHBIH pEECTp JIEKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUYMCIEHHBIX B 4YacTH | M nyHkTe 2 yacTu 3 HACTOALIEW CTaThbu,
YIOJTHOMOYEHHBIN (e/iepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:
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1) mpoBOIUT MPOBEPKY MOJTHOTHI M JOCTOBEPHOCTH IAHHBIX, COIACPXKAIIUXCS B MPEJICTaBICHHBIX
3asiBUTEJIEM JTIOKYMEHTAX;

2) mpUHMMAeT pElICHHWE O HAMpPaBIEHUU B IKCIEPTHOE YUPEXKACHUE 3aJaHUs Ha IMPOBEACHUE
OKCIIEPTHU3BI KAUECTBA YKa3aHHOW B yacT | HACTOSAMIEH cTaThu (hapMareBTHUECKON CyOCTaHIIMH WIH 00
OTKa3€ B TAKOM HalpaBJICHUM;

3) yBeZOMIISIET B RJIEKTPOHHOW WJIM MHCbMEHHON (hopMe 3asiBUTENSI O MPUHATOM DPEIICHUU WU B
ClIy4ae OTKa3a ¢ yKa3aHUEM IIPUYMH TaKOro OTKa3a.

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 25 noaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvroo
3aKona 0onoanena yacmoio 4.1
4.1. B cnyvae BBISIBICHHUS HEIOCTOBEPHOCTU CBEIEHUM, COJEp)KAlIMXCA B IMPEACTAaBICHHBIX
3asIBUTENIEM MaTepUaiax, YIOJHOMOYCHHBINH (eliepalibHbIii OpraH MCIOJTHUTEIBLHONW BIACTH HAIPABISET
3agBUTENIO 3ampoc 00 YTOYHEHMM YKa3aHHBIX CBeAeHHM. JlaHHBIA 3ampoc MOXKET ObITh MepenaH
YIOJIHOMOYEHHOMY MPEJICTABUTEIIO 3asiBUTENS JIMYHO TMOJ PACHUCKY, HAMpaBJEH MO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpelaH B AJIEKTPOHHOU (GopMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HaIpaBJIeHUsl JAHHOTO 3aIpoca MO MOYTE 3aKa3HbIM MUCHbMOM OH CYUTAETCS MOJYYEHHBIM 110 UCTCYCHUH
HIECTH JHEH ¢ JaThl HAMpaBJICHHs 3aKa3HOTO UChMA.

Undopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 25 nosaops 2013 2. N 317-@3 cmamvs 34 nacmosweeo Dedepanvioo
3aKOHa 0ONOHEeHA Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoC YMOJIHOMOUYEHHOTO (heaepaabHOTO OpraHa
WCIIOJITHUTEIIbHOM BJIACTH B CPOK, HE MPEBBIMIAIONIMNA JAEBSIHOCTA pabOUYMX JTHEW CO JHS TOITy4YeHUs
naHHoro 3ampoca. Cpok, yka3aHHBIH B uacTu 4 HACTOSIIEH CTaThbU, MPHUOCTAHABIMBAETCS CO JHS
HaIPABIICHUS 3asBUTEIIO 3aIIpOca YIOJIHOMOYCHHOTO (e[epaTbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH 10
TTHS TIOJYYeHHs] UM OTBETa Ha JaHHBIM 3alpoc U HE YYUTHIBACTCS MPU HCUUCICHUU CPOKA DKCIIEPTU3BI
KauecTBa (hpapMaleBTUYECKON CYOCTAHIIMM, HEUCIOIb3yEeMOW TIPH IPOM3BOJCTBE JIEKAPCTBEHHBIX
IpernapaToB.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacme 5 cmamou 34 nacmoswezo
DedepanvbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu

5. OcHoBaHuEM JUIsl OTKa3a B HAINPaBJICHUU B SKCHEPTHOE YUPEKICHUE 3aJaHUsl HA IPOBEJICHUE
9KCIIEPTHU3bl KAUeCTBA YKA3aHHOM B yacTy | HacTOsIIEH CTaTb (papMalleBTUYECKON CyOCTaHIIUU ABIISETCS
HENpPEeJCTaBICHNEe JIOKYMEHTOB, YKa3aHHBIX B 4acTH 2 HACTOSIIEH CTaThH, OTCYTCTBHE WH(pOpMAIUH,
NOJATBEpXKJAIONIE (QakT yImiaTbl TOCYJAapCTBEHHON MONUIMHBI 3a BKJIIOYEHHE (apMalleBTUYECKOU
cyOCTaHIIMM, MPOM3BEACHHOM Ui pealu3alyd, B TOCYJapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEICTB,
HETIPEJICTABJIICHUE 3asgBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETA Ha YKa3aHHbIM B udactu 4.1 Hacrosmeu
CTaThH 3apOC YHNOTHOMOYEHHOTO (elepallbHOrO OpraHa MCTOJHUTENBHOM BIACTH WJIHM IMPEACTaBICHHE
JIOKYMEHTOB, HE COJIEPKALNX NCUYEPIBIBAIOIIETO MePeUHsl HEOOXOJUMBIX CBEICHUH.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrovim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uwacmv 6 cmamvu 34 nHacmosweco
DeodepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
6. B Tedenue mnATHamaTH paboOuYMX MHEH €O JAHS TIOMY4YEHUS PEIICHUS YMOIHOMOYEHHOTO
(deneparbHOTO OpraHa UCHOJHUTEIILHON BIACTH O HAINPABJICHWH B 3KCIIEPTHOE YUPEKIACHHUE 3aJaHUS HA
MPOBEJICHNE DSKCIEPTU3bl KadyecTBa YKa3aHHOM B dyacTu | HacTosmledl cratbu (apmarieBTHIeCcKon
CyOCTaHITMH 3asBUTEIb MPEJCTABISACT B KCIEPTHOE YUPESKICHHUE IS TMPOBEACHHUS TAHHOW SKCIICPTH3BI
o0pa3iisl papMaleBTUIECKOW CyOCTaHIIUK B KOJUYECTBE, HEOOXOIUMOM JJIsi BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISI KadecTBa. ODKCIEPTHOE YUYPEKIACHHE IPU TOJYYCHHH OOpasloB yKa3aHHOH B dYacth |
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HACTOSIILEH CTaTbu (papMaleBTHUECKOM CyOCTaHIIMM BBIAAET 3asABUTENIO JOKYMEHT, MOATBEP)KIArOILUI
HOJy4YeHHE 3TUX 00pa3IoB, U B CPOK, HE MPEBBIIAIOIININ TpeX paboUYX AHEH, YBEAOMIISET B 3JICKTPOHHOM
WIN MHCbMEHHOHM (popMe 00 3TOM YHOJHOMOUYEHHBIN (peepanbHblii OpraH UCIOJHUTEIbHON BIacTu. OTH
CPOKH HE BKJIIOYAIOTCS B CPOK IIPOBEICHUS TaHHON JKCIIEPTU3HI.

7. JIOKyMEHTBI, IIOCTYNMBIINE B 3KCIEPTHOE YUYPEKICHUE IS IIPOBEACHUS SKCIIEPTU3bl KauecTBa
yKa3aHHOM B yacTu | HacrosAmied craThbM (apMaleBTUYECKOH CyOCTaHIMH, MOJUIeKAT BO3BpaTy B
YIOJIHOMOYEHHBIH (peiepanbHblii OpraH HCIOJHUTEIbHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMH IO
pe3yibpTaTaM IIPOBEACHHON dKCIIEPTHU3BL.

8. B cpok, He mpeBblIIAOIIMN HATH pabOYMX AHEH CO JHSA HOJYYEHMs 3aKIIOYEHUS KOMHCCUU
AKCIEPTOB IO pe3yJibTaTaM 3KCIEPTHU3bl KAauecTBAa YKA3aHHOM B 4YacTu | HACTOSWIEH CTaThbu
(apMmareBTHYECKON CyOCTaHIIMH, YIIOJIHOMOYEHHBIN (eliepanbHblil OpraH UCIIOJIHUTEIbHON BIACTH:

1) ocyuiecTBIsIET OLIEHKY TaKOro 3aKJIIOUEHHUs /ISl OIPEJENICHUs €r0 COOTBETCTBUS 3aJaHHUI0 Ha
IIPOBEJCHUE TAHHOU DKCIIEPTU3BI,

2) UDOpUHMMAaeT peUuleHHME O BKJIIOYEHWHM YKa3aHHOM B uwacTu | Hacrosied CTaTbu
(bapmarieBTHYECKON CyOCTaHLIMU B IOCYJIAapCTBEHHBIN PEECTp JEKApCTBEHHBIX CPEJICTB WM pelleHHe 00
OTKa3€ B TAKOM BKJIIOUCHHH;

Wupopmarus 06 H3MEHEHHSX:
Ilynkm 3 uzmenen c 28 oexabps 2019 e. - Dedepanvuwiii 3axkon om 27 dexabps 2019 2. N 462-D3

CMm. npedbloywyro pedaKyuio
3) BHOCUT NpHU NPUHATUM PELICHUS O BKIIOYEHUM YKa3aHHOW B uacTW | HacTOSIIEH cTaThbH
(dapmarieBTHYeCKOi CyOCTaHIIMU B TOCYJAPCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPENICTB MPETYyCMOTPEHHYIO
yacTbio 2 craThu 33 Hacrosiero deaepalbHOro 3akoHa HHGOPMALMIO U YBEAOMIISIET 00 3TOM B
AIIEKTPOHHOM HITM MMCbMEHHOM (popme 3asBUTENS.

Wupopmarus 06 H3MEHEHHSX:
Yacmos 9 usmenena c 15 urons 2018 e. - @edepanvuviii 3akon om 4 utonss 2018 2. N 140-D3

CMm. npedbloywyro pedakyuio
9. OcHoBanmeM s OTKa3a BO BKJIIOYEHUH YKa3aHHOM B  yactu | HacTosIIeH
CTaTh¥ (papMareBTUYECKONW CyOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB SIBISIETCA
3aKJTFOYCHUE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (eAepabHOTO OpraHa WCIOJHUTEIHLHOW BIIACTH O
TOM, YTO KayeCTBO (hapMalleBTHUECKON CyOCTaHIIMH HE TTOITBEPKIEHO MOTyYeHHBIMH JaHHBIMU.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamuvsa 34 nacmoswezo Dedepanvroo
3akoHa oononnena ywacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
10. He nomyckaeTrcsi BKJIIOYEHHE B TOCYJApPCTBEHHBIN pEeCTp JEKAPCTBEHHBIX CPEICTB OAHOU
dapmareBTUUECKOW CyOCTaHIIMM, TTPOU3BEACHHON Uil peaju3alii U BBITYCKAeMON OJHUM M TEM XK€
MPOU3BOIUTENEM, B BIJIE ABYX U O0Jiee peecTPOBBIX 3alHCEH.

Wndbopmarrust 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamuvs 34 nacmosweco DedepanvHoco
3aKoHa oononnena yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.
11. BHecenue m3MeHEeHUIl B JOKYMEHTHI Ha (hpapMalleBTHUECKYI0 CyOCTaHIIMIO, MPOU3BEACHHYIO
JUTSL peali3aliii U BKITFOUEHHYIO B TOCYJAapCTBEHHBIN PEeCTp JEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISETCS B
nopsiike, ycraHoBieHHOM crtathamu 30 wu 31 Hactosmero ®denepalibHOro 3aKkOoHa, C YIUIATON
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTebecTBOM Poccuiickon deaepanuu 0 Hajlorax
u coopax.

Wudopmanust 06 n3MEHEHHAX:

Deodepanvnvim 3akonom om 22 dexabpsa 2014 2. N 429-@3 cmamvs 34 nacmosawezo Dedepanvrozo
3aKoHa dononnena ywacmoio 12, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.
12. onmyckaercst oOpaiieHre papMarieBTUUECKUX CyOCTaHIIMMA, MPOU3BEICHHBIX JJIS peau3aliii,

29.04.20222 Cuctema TAPAHT 82/140


http://internet.garant.ru/document/redirect/73355363/12
http://internet.garant.ru/document/redirect/77688020/3483
http://internet.garant.ru/document/redirect/71958560/102
http://internet.garant.ru/document/redirect/57429135/349
http://internet.garant.ru/document/redirect/70826338/1269
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/70826338/1269
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/10900200/200253
http://internet.garant.ru/document/redirect/70826338/1269
http://internet.garant.ru/document/redirect/70826338/41

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

B TE€YEHHME CTa BOCBMUJECITH JHEW N0 M TOCJe MPUHATUS YHOJHOMOYEHHBIM (efepanibHbIM OpraHOM
UCTIOJTHUTEIIbHON BIIACTH PEIICHUS O BHECCHWM H3MEHEHHM B JIOKYMEHTHI Ha (apMaleBTUYCCKYIO
CyOCTaHIIMIO, NPOM3BENCHHYIO JJs peaju3allid U BKIIOYEHHYI0 B TOCYJApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamuvsa 34 nacmoswezo Pedepanbro2o
3aKoHa oononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

13. Pemenne 00 WCKIIOYEHWH U3 TOCYJApPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEICTB
dapmaleBTUYECKON CyOCTaHLIMU, TPOU3BEIECHHOW JUIs pealn3aliy, MPUHUMAETCS YIOJTHOMOYEHHBIM
denepatbHBIM OPTaHOM HCIIOTHUTEIHLHOW BIIACTH B CIy4ae:

1) nmpeacraBieHUSs ~ COOTBETCTBYIOUIMM  YIOJHOMOYEHHBIM  (efepalbHbIM  OpPraHoM
WCTIOJTHUTEIILHON BJIACTH 3aKIIOYCHHS] O PUCKE WM 00 Yrpo3e JKM3HH WU 3I0POBBIO dYeJoBeKa JH0O
YKUBOTHOT'O IIPU UCIIOJIb30BAHUU JIEKAPCTBEHHOT'O CPEJ/ICTBA;

2) momaum pa3pabOTUYMKOM JIEKAPCTBEHHOTO CPEICTBA WM IPOU3BOJUTENIEM JIEKAPCTBEHHOTO
CpelcTBa JUOO YMOJTHOMOYEHHBIM HMHU JAPYTUM IOPUIUYECKUM JIMIIOM 3asBICHHUS 00 HMCKIIIOUEHUU U3
rOCY/apCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEJCTB (papMarieBTUYCCKOW CYOCTAaHIIMH, MPOU3BEICHHON
JUISL pealli3alivi;

3) otcyTcTBUS (hapMarleBTHUECKON CyOCTaHIINH, IIPOU3BEICHHON ISl pean3alii, B 0OpalieHuu B
Poccuiickoit deneparuu B TeUeHHE TpeX U Ooiee JIeT.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 34 HacTOSIIero q)ez[epanLHoro 3aKOHa

Cratbsa 35. Yrpatuna cuiy ¢ 1 uronst 2015 r.

Wuopmarus 06 H3MEHEHHSIX:

Cm. mexcm cmamou 35

Cmamows 36 usmenena c 1 mapma 2020 e. - Dedepanvuuiii 3axon om 27 oexaobps 2019 2. N 475-D3

CMm. npedvloyuyro peoaKyuio

Crarba 36. OOxaynoBaHue pemieHus o0 OTKa3e B BbIaue paspelieHHs Ha IpPOBEIECHUE
KJIMHUYECKOTO MCCIIEOBAHUS JIEKapCTBEHHOI'O IIpernapara, pemeHus o0 OTKaze B
TOCYJTapCTBEHHON pPETUCTpAIlMK JICKapCTBEHHOTO IIperapara, 3aKI0YeHUs KOMHCCHUU

HKCHEPTOB IKCHEPTHOTO YUPEKACHHSI WM 3aKIFOUECHUS COBETA M0 STHKE
Pemienne coOoTBETCTBYIOMIETO YIIOJIHOMOYEHHOTO (hefepalbHOTO OpraHa MCIIOJHUTEIFHON BIIACTH
00 OTKa3e B BbIJau€ pa3pelleHUs Ha NPOBEIEHUE KIMHUYECKOTO HCCIIEJAO0BAaHUs JIEKapCTBEHHOTO
npernapara, pemeHne YKa3aHHOTO (elepalbHOTO OpraHa WCIOJIHHUTENBHOW BJIacTh 00 OTKaze B
rOCYJJapCTBEHHON pEerucTpalyy JIEKapCTBEHHOIOo Iperapara, 3akJI0YeHHE KOMHCCHH JKCIEPTOB
SKCHEPTHOTO YUYPEKICHUS WU 3aKIIOUEHHE COBETa IO 3TUKE MOXET OBITh 00’KaJOBaHO B TOPSJKE,
YCTAHOBJICHHOM 3aKOHojaTenbcTBOM Poccuiickoit ®enepaunu. 3akiaroueHHE KOMHCCHH HKCIEPTOB
9KCHEPTHOTO YUYPEKACHUS O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX TPENapaToB Il MEIUITUHCKOTO
IpUMEHEeHHs MO0 O TOM, YTO JIEKAPCTBEHHBIN INpenapar JUIsi MEIUIIMHCKOTO MPUMEHEHHs He SIBIISETCS
B3aMMO3aMEHSIEMBbIM, MOXET OBITh O00XKaJIOBaHO Jep)KaTelieM WM BIAJENbIIEM pPETUCTPAIIMOHHOTO
yIOCTOBEpEHHs! JIEKAPCTBEHHOT'0 MpenapaTa B YIOJIHOMOYEHHBIH (ellepalbHblii OpraH MCIOJTHUTEIbHON
BJIACTH, KOTOPBIH NPHBIIEKAET K PACCMOTPEHUIO YKAa3aHHOW KaloOBlI TOBEIOMCTBEHHBIE €My HaydYHBIE
OpraHu3aly 1 00pa3oBaTeIbHbIE OPTaHU3aIlMH BBICIIET0 00pa30BaHuUs, OCYILECTBIISIONINE 1EATEIbHOCTD
B cdepe oOpameHHs JIEKapCTBEHHBIX CPEICTB. 3aKIIOYEHHE KOMHCCHH DJKCIIEPTOB AKCHEPTHOTO
yupexaeHus, opopMIeHHOE 110 UTOraM IepecMoTpa 00>KaJ0BaHHOIO 3aKJIFOUEHHS SKCIIepTa, MOXKET OBbITh
OCITOPEHO JAEprKaTelleM U BIIAJCIBIIEM PETUCTPAIIMOHHOTO YOCTOBEPEHHUS JICKAPCTBEHHOTO TIpernapara
a100 YMOJHOMOYEHHBIM MMM JIMIIOM B TMOpPSAKE, YCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM Poccuiickoi
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Oenepanuu. [Ipu o0xaloBaHUU pElICHUS YIOJIHOMOYEHHOTO (henepaabHOro OpraHa HCHOJHUTEIbHOM
BJIACTH, 3aKIIFOUEHUS DKCIEPTA WM KOMUCCUU DKCIEPTOB 3KCIIEPTHOIO YUPEKIEHUS, 3aKIFOUCHUS COBETA
0 ATHUKE JiepKaTellb WU BlaJelel] PeruCTPAllMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara oo
YHOOJHOMOUYCHHOC MMHU JIMIO BHPABC MPCACTABUTL PC3YJIbTAThl SKCIICPTU3LI JICKAPCTBCHHOI'O IIpCIiapara,
IPOTOKOJIBI  MOJYYEHHBIX  aKKPEAUTOBAHHBIMH  HCHBITATENIbHBIMU  J1abopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIIECIOBAHUM, UCTIBITAHUMN.

T'APAHT:

CM. koMMeHTapuu K cTatbe 36 HacTosero denepabHOr0 3aKOHA

Cratba 37. Undopmaums, cBsi3aHHas C OCYUIECTBIEHHEM TOCYAapCTBEHHON perucTpauuu
JICKapCTBEHHBIX TpenaparoB, WHGOpMALUS O 3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX
mpernaparax U JIEKapCTBEHHBIX MpernapaTax, HCKIIOUYEHHBIX U3 FOCYAapCTBEHHOTO peecTpa
JICKaPCTBEHHBIX CPEIICTB

Wndopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3
CMm. npedbloywyro pedakyuio
1. CoOTBETCTBYIOIIMK YIIOJHOMOYEHHBIH (elepanbHblii OpraH HWCHOJHHUTEIBHON BIIACTH
pa3Meriaer Ha cBoeM oduimanibHOM caiite B cetu "HHTepHer" wuH(pOpManuio, CBA3aHHYIO C
OCYIIECTBJICHUEM TOCYJAapCTBEHHON pETUCTpalliu JICKAPCTBEHHBIX IMpenaparoB, B TOM YHUCIE
MPOBEJICHUEM SKCIIEPTU3bI IEKAPCTBEHHBIX CPEACTB (BKIIIOYAs PE3YJIbTATHI €€ MPOBEACHUS ), UH()OPMALIHIO
0 3apETUCTPUPOBAHHBIX JICKAPCTBCHHBIX Ipenaparax W JICKAPCTBECHHBIX Mperaparax, UCKIIYCHHBIX U3
roCy/IapCTBEHHOI'O peecTpa JIGKApCTBEHHBIX CPECTB, HE MO3JHEE YeM uepe3 MATh padouux HEH co AHS
MOJTyYCHHUsSI YIOJTHOMOYEHHBIM (De/iepaqbHbIM OPraHOM HCIOJHUTEILHOW BIIACTH COOTBETCTBYIOIICH
nHpopmanuu.
Undopmarus 06 n3MEHEHHSX:
Deodepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 37 Hacmoswe2o
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu
2. Cpokd W TOpSAIOK pa3MelIeHUs YKa3aHHOM B uacTu | HacTosimield cTaThbu HHQPOpMAIUH
YCTaHABIIMBAIOTCS YIOJHOMOUYEHHBIM (efiepaTbHBIM OPraHOM HCIOJHUTENBHON Biactu. WHDopmanus,
yKa3aHHasg B 9acTu | HAcTOsIIENH CTaThH, SBISETCS OTKPHITOM M OOIIENOCTYMHOW M MPEJOCTaBIsSETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoin denepanmm.
TAPAHT:

CM. koMMeHTapuu K cTathe 37 HacTosero denepaibHOr0 3aK0Ha

I'masa 7. KiinHn4eckue uccijieJ0BaHHUA JEKAPCTBEHHbIX NIPENapaToB 1A MeAUIMHCKOI0
NpUMeHEeHUs, I0roBOP 00 UX MPOBE/IeHNH, TPABA NALMEHTOB, YYACTBYIOLIUX B THX HCCIeJ0BAHUAX

Cratba 38. KiuHuueckue wHccienoBaHUsl JIEKAPCTBEHHBIX IMPENapaTroB JUisli MEAUIIMHCKOIO
[IPUMEHEHUs

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 oexaobpsa 2014 e. N 429-D3 6 uacmv I cmamvu 38 nHacmoswezo
DeodepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu
1. KimHnveckne mccieloBaHus JICKapCTBEHHBIX TIPErapaToB JIl METUITMHCKOTO TMPHUMEHEHUS, B
TOM YHUCJIE MEXIYHAPOJAHBIE MHOTOLIEHTPOBBIE, MHOTOIICHTPOBBIC, TIOCTPETUCTPAIIMOHHBIE, IPOBOSATCS B
OJTHOM WJIM HECKOJBKHX MEIUIIMHCKUX OpPTraHHW3aIMsIX B COOTBETCTBUU C TIPAaBWJIAMU HaJIekaleh
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KJIMHUYECKON MPAKTUKH, YTBEP)KICHHBIMHU YITOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM HCHOJTHUTEIbHOM
BJIACTH, COOTBETCTBEHHO B CIIETYIOLIUX LIEJIAX:

1) ycranoBneHne 0O€30MAaCHOCTH JIEKAPCTBEHHBIX IPENApaToOB JJs 3/0POBBIX JTOOPOBOJIBLEB H
(W) TEPEeHOCHMOCTH WX 3J0POBBIMU JIOOPOBOJBIIAMH, 33 HCKIIOUEHHEM TaKHUX HWCCICIOBAHHM
JIEKapCTBEHHBIX MPENapaToB, IPOM3BEICHHBIX 3a npeaenamu Poccuiickoit @enepanny;

2) noabop ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHOTO IMperapara U Kypca JICUeHUs s aliueHTOB
C OIpeNeNCHHBIM 3a00JICeBaHUEM, ONTHMAIBHBIX 703 M CXEM BaKIMHALUK HUMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMH ITperapaTaMy 310pPOBBIX JOOPOBOJIBIICB;

3) ycraHOBiIeHHE OE30MaCHOCTH JEKAPCTBEHHOTO Ipenapara u ero 3p¢GeKTUBHOCTH IS TALUEHTOB
C OmnpeAeNeHHbIM 3a0ojeBaHHEM, MNPOMUIAKTHUECKOW APPEKTUBHOCTH HUMMYHOOMOIOTHUECKUX
JIEKapCTBEHHBIX MPENapaToOB ISl 3I0POBBIX JOOPOBOJIIBIIEB;

4) u3ydyeHHE BO3MOXHOCTU pACIIMPEHUS IIOKA3aHUH I MEIUIMHCKOrO IPUMEHEHUS W
BBISIBJICHUS paHee HEM3BECTHBIX MOOOYHBIX JEHCTBHIA 3apEerCTPUPOBAHHBIX JIGKAPCTBEHHBIX MTPETIApaTOB.

2. B orHomeHun BOCIIPOU3BCJACHHBLIX  JICKAPCTBCHHLIX  IIPECIapatoB i MCAUIHUHCKOI'O
NPUMEHEHHS  MPOBOJATCS  MCCIEIOBaHMsS  OMOPKBUBAJICHTHOCTH M (WJIM)  TEpaleBTUYECKON
OKBUBAJICHTHOCTH B IopAdKe, YCTaHOBJICHHOM YIOJIHOMOYCHHBIM q)el[epaﬂbHI)IM OopranomM
UCTIOJTHUTEIEHON BIIACTH.

3. OpraHmaumo MMPOBCACHUA KIIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKApCTBCHHOTI'O IIpfriapara IJid
MEIUIIMHCKOTO IIPUMEHEHUS BIIPaBE OCYLIECTBIISATS:

1) pa3paboTuuk JeKapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIUIIO;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 2 uions 2013 2. N 185-D3 nynkm 2 uacmu 3 cmamvu 38 Hacmoswe2o
DedepanbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarwell 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexkcm nyHkma 8 npeovloyujeli peoaxkyuu
2) oOpasoBarelbHBIC OpraHU3allMU BBICIICTO OOpPa30BaHUsS, OpPraHU3aIUU JOMOJHUTEIHHOTO
npodeccuoHaTbHOr0 00pa30BaHus;
3) Hay4YHO-UCCIIEI0BATEIbCKUE OPraHU3alIUH.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 13 urona 20152 N 241-D3 6 uacmv 4 cmamvu 38 Hacmosweco
DedepanbH020 3aKOHA BHeCeHbl U3MEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4. KnuHuyeckue HCCIEIOBaHUs JIEKAPCTBEHHOIO Mpemnapara Juisi MEIUIMHCKOTO MHpPUMEHEHUS
MPOBOJIATCS Ha OCHOBAaHUU PA3PEIICHUs] HA MPOBEACHHE KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
mpenapaTta, BbBIIAHHOTO — YIIOJHOMOYEHHBIM  (efepaabHbIM OpPraHOM  HCHOJHUTENBbHON  BIIACTH.
YnonHoMoueHHBIN (eepaabHblid OpraH MUCIOIHUTEIBHOM BIACTH BEAET PEECTP BBIIAHHBIX pa3pelieHuit
Ha TPOBEACHUE KIMHUYECKUX HCCIEIOBaHUMN JIEKapCTBEHHOTO Ipernapara, CoJepKallui yKka3aHue Ha uX
1EeJIb WIH LI€JIM, B YCTAHOBJIIEHHOM 3TUM OPTaHOM MOpPSJIKE.

5. Yrparuna cuny ¢ 1 utons 2015 r.

Wndopmarys 06 m3MEeHEHHUAX:

Cm. mexem uacmu 5 cmamou 38

6. K opranmsanum mnpoBeieHUS KIMHMYECKUX HCCIEIOBAHWN JIEKAPCTBEHHOIO Ipenapara s
MEIUIUHCKOTO TMPUMEHEHHUs] pPa3pabOoTUYMKOM JIEKAPCTBEHHOTO Tpernapara MOTYT HpPUBJIEKaThCA
IOpUAMYECKUE JIUIa JIF000i OpraHu3allMOHHO-TIPABOBOM ()OPMBI MPU YCIOBUU 00ECIIE€UEHHS] COOTBETCTBUS
9THX HCCieIoBaHuN TpeboBaHUIM HacTosero denepanbHOro 3aKoHa.

7. KnuHudeckne HcciaeqoBaHUs JIEKAPCTBEHHBIX NPENaparoB Uil MEIWLIHUHCKOTO IPUMEHEHUs
IOPOBOJATCS B MEAMIMHCKUX OpraHu3alusix, AaKKpPeIUTOBAHHBIX YIOJHOMOUYEHHBIM (heaeparbHbIM
OpraHOM WCIIOJHUTENIIBHOW BJIACcTH B TOpsAKe, ycTaHoBiIeHHOM IIpaBurtensctBom Poccuiickoit
denepauuu.

TAPAHT:
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C 1 suBaps 2021 r. akkpenurainus MEIWIIMHCKUX OpraHM3alldid Ha MPaBO MPOBEICHUS KIMHUYECKHUX
MCCIIe0BaHUH JIKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOTO MPUMEHEHHS] OTMEHEHa
8. [llepeuenb MEIUIIMHCKUX OpraHU3alMi, HUMEIOMIMX MpaBO MPOBOAUTH KIMHUYECKHUE

WCCIICIOBAHUS JIEKAPCTBEHHBIX IMPEMapaToB il MEIULMHCKOrO MNPUMEHEHHS, WU PEECTpP BbIAAHHBIX
pa3pelleHud  Ha  MPOBEICHHE  KIMHMUYECKUX  HCCIEIOBAHMN  JICKAPCTBEHHBIX  MpernapaToB
OITyOJIMKOBBIBAIOTCS U PA3MEIIAIOTCS YIIOTHOMOYCHHBIM (eIepabHBIM OPTaHOM HCIIOTHUTEILHON BIACTH
B YCTAaHOBJICHHOM MM IOPSAKE HAa CBOEM OoHIIMaIbLHOM caiiTe B cet "MHTepHeT".

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 38 HacTOsIIer0O CDez[epanLHoro 3aKOHa

Wndopmarius 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 39 nacmoswezo Dedepanvroco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexkcm cmamou 8 npeodvloyujell peoaxKyuu
Crarbsa 39. Pemienue o mpoBeIeHHH KIMHHUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO Ipernapara
JUTSL METUITUHCKOTO TIPUMEHEHHUSI

1. Kinunuueckoe wuccieaoBaHHE JIEKAPCTBEHHOrO IMpernapara Il MEAUIIMHCKOrOo MPUMEHEHUS
MPOBOAMTCS HA OCHOBAHUU DPa3pelICHHUs Ha MPOBEACHUE KIMHHUYECKOTO HCCIEIO0BaHUS JIEKAPCTBEHHOTO
mperapara, BBIJIAHHOTO YIIOJIHOMOYEHHBIM (efepalbHbIM OPraHOM HCIIOJTHHUTEIBHOW BIACTH II0
pe3ylbTaTaM 3KCHEePTU3bl JTOKYMEHTOB, HEOOXOAMMBIX [UIsl MOJYYEHHUS pa3pelieHus] Ha IPOBEICHUE
KJIMHUYECKOT'0 UCCIIEIOBAHUS JICKAPCTBEHHOIO Mpernapara U STUYECKON IKCIIEPTU3BL.

2. Jlns momydeHus pa3pellieHusi Ha MPOBEICHUE KIMHUYECKOTO HCCIEI0BaHUs JIEKapCTBEHHOIO
npernapara Juisi MEAUIIMHCKOTO TPUMEHEHHUS 3assBUTEIb MMPEACTABISET B YIOJIHOMOYCHHBIN (erepaibHbII
OpraH UCIIOJIHUTEIbHON BIACTHU:

1) 3asgBieHME O BbIIaue pas3pelieHUusT Ha MPOBEACHHE KIMHUYECKOTO HCCIICOBAHUS
JIEKapCTBEHHOT'O TIperapara Jyuisi MeJUIIUHCKOTO MPUMEHEHUS;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 2 uzmenen c 1 smeaps 2021 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro peoakyuio

2) KONHUU JIOKYMEHTOB, MOJTBEPXKIAIOUINX YIUIATy T'OCYJAapCTBEHHOM IOILIMHBI 32 IPOBEICHUE
ITUYECKON DKCHEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpemapaTr s IMOJIy4YEHHs
paspelieHrss Ha [POBEJIEHUE KIMHUYECKOTO HCCIIENOBaHUS JIEKApCTBEHHOIO IMpernapara s
MEAMIMHCKOTO IMPUMEHEHHUs, 3a BbIAady pa3pelleHUs Ha IPOBENCHUE KIMHUYECKOTO HCCIEI0BaHUA
JIEKapCTBEHHOTI'0 IpernapaTa Jijisl MEAUIIMHCKOrO IPUMEHEHHUS, 3a POBEIEHNE IKCIIEPTU3bl JOKYMEHTOB Ha
JEKapCTBEHHBIN IpemapaT Uil IOJY4YEHHs pas3pelleHMs] Ha [POBEICHHE  MEKIYHApOIHOTO
MHOTOIIEHTPOBOI'O KJIMHUYECKOTO HCCJIEOBAaHUS JIEKQpCTBEHHOrO Mpemnapara Juisi MEIULUHCKOTO
IIPUMEHEHNS, 32 BblIauy pa3pelIeHHs Ha IPOBENECHNE MEXIyHApPOAHOIO MHOTOLIEHTPOBOT'O KIIMHUYECKOTO
UCCJIEIOBaHMsI JIEKApPCTBEHHOT'O IpenapaTa Uil MEAMIIMHCKOrO MPUMEHEHUs, 3a MPOBEACHUE 3TUYECKOU
9KCIIEPTU3bl, DKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Ipemnapar AJs IOJYy4YEHUs pas3pelleHHs] Ha
IPOBEJCHUE TOCTPErUCTPAIMOHHOTO KIMHUYECKOIO MCCIEAOBAaHUS JIEKapCTBEHHOIO IIpernapara Jyis
MEAMIMHCKOTO TPUMEHEHMsI, 3a BbIJA4y pa3pelieHUs Ha MPOBEACHHUE IOCTPErHMCTPALMOHHOTO
KIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MpernapaTa Jiisi MEIULIUHCKOTO TPUMEHEHHS;

3) DpOTOKON KIMHUYECKOIO MCCIEJOBAHMs JIEKAPCTBEHHOIO Ipemnapara s MEAMIMHCKOIO
PUMEHEHUS;

4) Oporropy uccieaoBaTes;

5) nHGOpPMaAIMOHHBIH JIMCTOK MalUEHTA;

6) cBeneHus o0 ombITe pabOTHI UCCIENOBaTeNe MO COOTBETCTBYIOIIUM CIEHUAIBHOCTAM U UX
OTbITE pabOTHI 110 MPOBEACHUIO KIMHUYECKUX UCCIIeI0BAaHU;
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7) cBemeHUs O MEOUIMHCKUX OpraHU3alMsx, B KOTOPHIX MPEIIONaraeTcs IpOoBEAECHUE
KJIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOIO Mperapara Jjis MEAMLIHWHCKOTO NMPUMEHEHUs (TOJHOE U
COKpAIlleHHOE€ HaMMEHOBAHHUS, OPraHU3alMOHHO-IpaBoBas (opMa, MECTO HaXOXKIEHUS M MEeCTO
OCYILIECTBIICHUS JCATEIBHOCTH, TenedoH, Tenedakce, aapec dJIEKTPOHHON MOUTHl KKIO0W MEIUIIMHCKON
OpraHu3aIlim);

8) cBemeHHMs O MPEANOJAraeMbIX CpPOKaxX MPOBEACHUS  KIMHUYECKOTO  HCCIICIOBAHUS
JIEKapCTBEHHOT0 Mpernapara A MEIUILMHCKOI0 IPUMEHEHUS;

9) xomui0 AOroBOpa O0S3aTENBHOIO CTPAXOBAHMSA, 3aKIFOYEHHOTO B COOTBETCTBHHM C TUIIOBBIMU
IpaBUJaMKu  O0S3aTEIFHOTO  CTPAaXOBaHUS, C YKa3aHWEM TIPENeNbHONM YHCIEHHOCTH —IalleHTOB,
YYaCTBYIOUIMX B KJIMHUYECKOM HCCIIEJOBAaHUHM JIEKAPCTBEHHOTO THpenapara s MEAULUHCKOTO
IPUMEHEHHUS;

10) napopmanmio o cocTaBe JIEKapCTBEHHOTO Ipernapara it MEAULIUHCKOTO TPUMEHEHHUS;

11) AOKyMEHT, COCTaBIEHHBIM IPOM3BOIUTEIEM JIEKAPCTBEHHOrO Ipernapara Juisi MEAULIUHCKOTO
NPUMEHEHHUS W COJEpXKAIlMi TOKa3aTenu (XapakTepUCTUKH), a TaKKE CBEACHUS O JIEKapCTBEHHOM
npenapare s MEAMLUMHCKOTO TMPUMEHEHUs, NPOM3BEAEHHOM JUI TMPOBEJIEHHUS KIMHUYECKUX
HCCJICIOBAHNIA;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 12 usmenen c 1 saneaps 2021 2. - @edepanvusiii 3akon om 27 oexabps 2019 2. N 478-D3

CMm. npedbloywyro pedakyuio
12) cBeneHus O Jare MPEIOCTaBJICHUSI U PETUCTPAIIMOHHOM HOMEpE JIMIICH3UH Ha TPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B Cy4ae, €CiIM MPOM3BOJCTBO JEKAPCTBEHHOTO Iperapara OCYIIeCTBISIETCS B
Poccuiickoit ®exepanuu, WIM CBEIEHHS O JaTe TPEJAOCTABICHHS W PETUCTPAIIMOHHOM HOMEpe
3aKJIFOYCHUST O COOTBETCTBHH IPOU3BOJIUTENS JICKQPCTBEHHOTO Ipernapara TPeOOBaHUSAM TPaBUI
HaJIJICKAIIEH TPOU3BOJICTBEHHOW MPAKTUKH, MPEAOCTABICHHOTO YIIOJHOMOUYEHHBIM OPraHOM CTpaHbI
IIPOM3BOIUTES JIEKAPCTBEHHOTO IIpenapara.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 39 oonoanena uwacmoio 2.1 ¢ 1 aneaps 2021 e. - @edepanvuvbiii 3axkon om 27 dexaobps 2019 e. N
478-D3

2.1. B cmyuae HempeACTaBlIeHUs C 3asBJICHUEM O BBbIJAa4Y€ pa3pelieHuss Ha IPOBEACHUE
KJIIMHAYECKOI0 MCCIIEIOBAaHU JIEKAPCTBEHHOTO Ipenapara I MEAULMHCKOIO NPUMEHEHHS JOKYMEHTOB
(cBeneHmit), MOATBEPKIAIOMIUX YIUIATy TOCYJAPCTBEHHOW MONLIUHBI U YKA3aHHBIX B IYHKTE 2 4acTu 2
HACTOSIIEH CTaThbW, a TaKKe BbIIABa€MbIX (MPEIOCTABISIEMbIX) YIOJIHOMOYEHHBIMHU (heaeparbHbIMU
OpraHaMH HUCIIOJIHUTEIbHON BIACTU JOKYMEHTOB (CBEACHUN), YKa3aHHBIX B ITyHKTE 12 yacTu 2 HacTosILen
CTaThbU, YIOJHOMOYEHHBIH (enepanbHblii OpraH HCHOJIHUTENBHOM BIACTH 3alpallMBaeT yKa3aHHbIE
JIOKYMEHTHI (CBEJICHHSI) B MOPSIIKE MEKBEJOMCTBEHHOT'O NH(OPMAIIMOHHOTO B3aUMOIEHCTBHUS.

3. B cpok, He mpeBbILAIOIIMNA MATH pabounx JHEH co THS MPUHATHUS YKAa3aHHOTO B ITyHKTe | yacTtu
2 HacTOAIIEH CTaThbU 3asBJICHUS U HEOOXOJUMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (pelrepanbHblii opraH
VCIIOJIHUTEJILHON BIIACTH:

1) npoBOAUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEACHUMN, COAEPKAIIUXCS B MPEJICTABICHHBIX
3asiBUTEJIEM JOKYMEHTAX;

2) npyUHMMAET PELIEHUE O MPOBEACHUM KCIEPTU3bI TOKYMEHTOB Ui MOJIy4YE€HHUs pa3pelieHus] Ha
IIPOBEICHNUE KIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara il MEIULMHCKOTO IPUMEHEHUS U
STUYECKON AKCIEPTU3BI WK 00 OTKa3e B MPOBEJCHUH YKa3aHHBIX IKCIIEPTH3;

3) yBemomisieT B 3JIEKTpOHHOW (opMe minm Ha OyMaXHOM HOCHTEJE 3asBUTENS O HPUHATOM
penieHuu 100 B ciiyyae MPUHATHUS pelIeHus 00 0TKa3e TakKe ¢ yKazaHUEM MPUYHMH TaKOTO OTKa3a;

4) NMOArOTAaBIMBAET W HANPABISET B 3KCIEPTHOE YUPEXKIEHHUE M COBET IO JTUKE 3aJaHUE Ha
IIPOBE/ICHUE COOTBETCTBYIOIINX IKCIIEPTHU3.

4. B cnyyae BbISIBICHHSI HEMOJIHOTHI U (MJIM) HEJOCTOBEPHOCTH MH(pOpMAlMH, coleprKaleiics B
IPEJICTABICHHBIX 3asBUTEIEM JOKYMEHTAaX, YIMOJHOMOYEHHBIH (enepabHbIil OpraH HCHOJHUTEIbHOMI
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BJIACTU HAIPaBIISIET 3asBUTEINIO 3apOC 00 YTOYHEHUM yKa3aHHOW mH(popManuu. J[aHHBIM 3a1poc MOXKET
OBITh II€pe/iaH YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTEIS JINYHO 10/ PACIUCKY, HalpaBJIeH MO MOYTe
3aKa3HbIM MHUCHMOM HIIM NEPEAaH B ANEKTPOHHOU GopMe MO TeIIEKOMMYHHKAIMOHHBIM KaHallaM CBs3U. B
Clly4ae HaIpaBJICHUs JAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IIMCBMOM OH CUMTAETCS IOJyYEHHBIM IIO
MCTEUEHUH HIECTU THEH C aThl HAIMlPaBJICHUS 3aKa3HOTO MHUChbMa. 3asBUTENb 0053aH MPEJICTAaBUTh OTBET
Ha 3a1poC YIOJTHOMOUYEHHOTO (heepaqbHOrO OpraHa UCIOJHUTEIBHOM BIACTH B CPOK, HE MPEBBIIIAIOIINI
neBsHOCTa pabouux AHeW co aHS ero mnodydeHus. Cpok, yKa3zaHHBIA B 4acTu 3 HACTOSIIEW CTaTbH,
NPUOCTAHABIMBACTCS CO JIHS HAIPABJICHUS 3asBUTENIO 3alIpOCa YIOJIHOMOYEHHOTO (peepatbHOTr0 oOprana
VCIIOJIHUTEJIBHOM BJIACTU 1O JIHA IIOJYYEHHsS UM COOTBETCTBYIOLLEIO OTBETa U HE YUYMUTHIBAECTCS IPH
UCYHCIICHUN CpPOKA TPUHSATHS YIIOJHOMOYEHHBIM (e[epaTbHbIM OpPraHOM HCIOJTHUTEIHHOW BIACTH
pelIeHUsT O IPOBEACHUM OSKCHEPTU3bl JOKYMEHTOB JUI IIOJIYYEHHUS pa3pelieHUsT Ha IPOBEACHUE
KJIMHAYECKOI'0 MCCIIE0BAaHUs JICKApCTBEHHOIO IIpenapara Uit MEJUIUHCKOrO IIPUMEHEHMS.

5. OcHOBaHHEM [UIs1 OTKa3a B MPOBEACHUU IKCIEPTU3bI JOKYMEHTOB ISl TIOJYYEHHS pa3pelIeHUs
Ha [POBEACHUE KIMHUYECKOIO MCCIENOBaHUsA JIEKAPCTBEHHOIO IIpernapara Uil MEJUIUHCKOIO
MPUMEHEHHUS U 3TUUECKON SKCIEPTU3BI SBISETCS MPEACTABICHUE JOKYMEHTOB, IPEYCMOTPEHHBIX YaACThIO
2 HACTOAIICH CTAaThH, B HETIOJIHOM 00bEeMe, HEeTIPEICTaBIICHUE 3asBUTEIIEM B yCTAaHOBIICHHBII CPOK OTBETa
HAa YyKa3aHHbIH B dYacTu 4 HACTOSIIEW CTAaTbU 3alpoc YMOJIHOMOYEHHOro (¢eAepanibHOro opraHa
UCTIOJTHUTENIHOW BIIACTH JIMOO OTCYTCTBHE B INPEICTABICHHBIX JOKYMEHTaX MCUYEPIBIBAIOIIECTO TEPEUHS
HeoOxoauMmoi uHpopManuu win WHGOpPMALKU, KOTOpas MOJDKHA OBITh OTpakeHAa B HHUX, a TaKxKe
OTCYTCTBUE MH(DOPMAIIUH, MOATBEPKAAIONMIEH (aKT YIUIaThl rOCYIapCTBEHHON MOIUIMHBI 33 MPOBEACHUE
STUYECKOM HKCIEPTU3bl, HKCIEPTU3bl JOKYMEHTOB Ha JIEKApCTBEHHBIM Mpemapar sl MHOJy4eHUs
paspelieHuss Ha IIPOBEJCHHME KIMHUYECKOTO MCCIECIOBAaHMs JIEKAPCTBEHHOrO IIpenapara  Juis
MEIUIMHCKOrO MPUMEHEHMs, 3a BblAauy pa3pelieHHs Ha MPOBEJICHHE KIMHMYECKOTO MCCIIEI0BAaHUSA
JIEKapCTBEHHOI'O Mpernapara JUisi MEAULMHCKOrO IIPUMEHEHHS], 3a IIPOBEACHUE IKCIIEPTU3bl JOKYMEHTOB HA
JEKApCTBEHHbIA Ipenapar Juisl [OJYyYEHHs pa3peuieHuss Ha MPOBEIECHHUE  MEXKIYHApOIHOrO
MHOTOLIEHTPOBOIO KJIMHUYECKOIO0 MCCIEAOBAaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEAULMHCKOIO
MIPUMEHEHNS, 32 BbIIauy pa3pelieHHs] Ha IPOBEICHUE MEX1yYHAPOIHOIO MHOT'OLIEHTPOBOTO KIIMHUYECKOTO
WCCJIEIOBAHMS JIEKAPCTBEHHOIO IIpenapara sl MEJULIUHCKOIO IIPUMEHEHHs], 32 IIPOBEICHUE ITUYECKOU
JKCIIEPTU3BI, DKCIIEPTU3Bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIN IIpernapar Ui IOJYy4YEeHHUs pa3pelIeHUs Ha
IIPOBE/ICHUE TMOCTPErMCTPALIMOHHOIO KIMHMYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara Juis
MEJUIMHCKOTO TNPUMEHEHHUs, 3a BblJauy pas3pellieHUss Ha IPOBEACHUE IOCTPETUCTPALIMOHHOIO
KJINHAYECKOTI'0 HCCIIE0BAHMS JIEKapCTBEHHOIO ITpenapara Jiisi MEAUIUHCKOrO IPUMEHEHHS.

6. IlpoBeneHue »>KcHepTU3bl JOKYMEHTOB JUIsl TOJYYEHHUS pa3pelieHuss Ha MPOBEACHHE
KJIIMHAYECKOr'0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO Ipernapara sl MEIUIUHCKOTO IPUMEHEHUS U ATUYECKOU
JKCIIEPTU3BI, COCTABICHUE KOMUCCUEH IKCIIEPTOB U COBETOM I10 ITHUKE 3aKIIOUYECHHUN O BO3MOXHOCTU WIIU
HEBO3MOKHOCTH IPOBEICHUS TAKOTO KIMHMYECKOTO HCCIEAOBAHMS M HANPABICHUE dTHUX 3aKIIOUCHUN B
YIOJTHOMOYEHHBIN (enepanbHblii OpraH HWCHOJHUTENBHON BIIACTH OCYILIECTBIAIOTCS B CPOK, HE
MPEBBIMAIINN TPUANATH paboYuX ITHEH €O JHA TOJYYSHHS SKCIEPTHBIM YUPEKICHUEM 3aJlaHus
YIOJTHOMOYEHHOTO (he/lepaqbHOTO OpraHa HCIONHUTEIBHOW BIIACTH C MPHIOKEHHEM JIOKYMEHTOB,
yKa3aHHbIX B nyHktax 3, 4, 10 m 11 wactu 2 HacTosmed CTaTbH, M COBETOM IO 3THKE 3aJaHUs
YIOJTHOMOYEHHOTO (he/lepaqbHOTO OpraHa HCIONHUTEIBHOW BIIACTH C MPHIOKEHHEM JIOKYMEHTOB,
YKa3aHHBIX B MyHKTax 3 - 6, 8 U 9 yacTu 2 HACTOAIIEH CTaThU.

7. B cpok, He MPEBHIMIAIMINN MATH PabounX THEH CO THS MOTYYSHHsI 3aKIIIOUEeHUH, YKa3aHHBIX B
yacTu 6 HACTOSIIEH CTaThbH, YIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIOTHUTEILHOM BIACTH:

1) ocymiecTBisieT OIEHKY MOCTYNUBIIMX 3aKIIOYEHUN JUIsl OMNpENeNeHUss MX COOTBETCTBUS
3a/IaHUSIM Ha TIPOBEJIEHUE COOTBETCTBYIOIIUX 3KCIEPTH3;

2) NpUHUMAET pEIICHHE O BbIJau€ pa3pelieHusi Ha MPOBEACHHE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 Tpemnapara Juisi MEAMIIMHCKOTO MpPHUMEHEHUs Wi 00 OTKa3e B BbIJA4Y€ YKa3aHHOTO
paspeuicHus;

3) BBIOAET pa3pelleHue Ha IPOBEJeHNE KIMHUYECKOTO UCCIIEOBAaHUS JIEKapCTBEHHOTO Mpenapara
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JUI MEIMLIMHCKOTO IPUMEHEHHUS WK PellieHrne 00 0TKa3e B BblJJaue YKa3aHHOT'O pa3peleHMsl ¢ yKa3aHUEM
HNpUYUH OTKa3a.

8. OcHOBaHMEM JJIs OTKa3a B BblJaye pa3pelIeHUs Ha MPOBEJICHHE KIMHUYECKOTO MCCIIEOBAHUS
JICKApPCTBCHHOTO Ipfrapara Ajisd MCAUIHUHCKOrO IMPpUMCHCHUS ABJIACTCA HAJIMYUC 3aKIIIOYCHHUA KOMUCCUU
9KCHEPTOB WJIM 3aKJIIOYEHUS COBeTa I10 J3THKE O HEBO3MOKHOCTH IPOBEJCHUSA KIMHUYECKOTIO
UCCIIEIOBaHMs JIEKAPCTBEHHOI'O Ipenapara sl MEIULIUHCKOTO IPUMEHEHUs 10 pe3ysbTaraM
IPOBE/ICHHBIX SKCIEPTU3, IPETYCMOTPEHHBIX YacThiO0 6 HACTOALIEH CTAThU.

9. Pemenne 06 oTKaze B MPOBEICHUH KCIEPTHU3Bl JOKYMEHTOB JUIS TOJYYEHHUS pa3pelieHus Ha
IPOBE/ICHUE KIMHUYECKOr0 UCCIIEOBAHUS JIEKAPCTBEHHOIO Npenapara JJis MeIUIUHCKOI0 IPUMEHEHUS U
STUUYECKOH OKCIICPTHU3BI W B BbIAAYC pa3pCliCHUA Ha MOPOBCACHUC KIMHHUYCCKOI0 MCCICIOBAHUSA
JIEKapCTBEHHOT'0 IIpernapara Uil MEJUIMHCKOTO NPUMEHEHHs MOXeT ObITh 00KaloBaHO B IOpsIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBOM Poccniickoit denepanun.

T'APAHT:

CMm. komMeHTapuu K cTatbe 39 HacTosero denepabHOr0 3aK0Ha

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim saxonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
cmamoveu 39.1, scmynaroweu 6 cuny ¢ 1 uroaa 2015 e.

Cratbsa 39.1. DTrueckas sKcrepTu3a

1. DTHueckas 3KCrepTU3a MPOBOJUTCS COBETOM IO ITHKE, CO3/IaHHBIM B MOPSIKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (eiepalIbHbIM OPraHOM MCIIOJHUTEIbHONW BJIACTH, B LENSX BbIIaYM 3aKIIOYEHHS 00
9TUYECKOH OOOCHOBAHHOCTH BO3MOXKHOCTH MPOBEACHHS KIMHHUYECKOTO HCCIIENOBaHHS JIEKAPCTBEHHOIO
npemnapara Jyisi MEJUIUHCKOTO IPUMEHEHUS.

2. DkcmepraMM COBeTa IO ATHKE MOTYT ObITh MPEICTABUTENM MEIUIUHCKUX OpraHHu3aluii,
HAYYHBIX OpraHu3anuii, 00pa3oBaTeIbHBIX OPraHU3alMI BBICIIETO 00Pa30BaHUs, a TAKXKE MPEACTAaBUTEIN
OOIIECTBEHHBIX OpraHU3allui, PeIUTHO3HBIX OpPraHU3alUid U CPeACTB MaccoBoi mHpopmanuu. JlaHHbIe
OKCHEpPTHl HE MOJDKHBI HAXOMUTHCS B KaKOH-TMOO 3aBHCHMOCTH OT pa3pabOTYMKOB JIEKapCTBEHHBIX
MpenapaTroB U APYTUX JIML, 3aMHTEPECOBAHHBIX B PE3YyJIbTAaTaX 3THUECKOU SKCIEPTU3BI.

3. Omara yciayr 5KCIEPTOB COBETa IO 3THUKE OCYIIECTBIISIETCS Ha OCHOBAaHUHU JOrOBODA,
3aKJTFOYEHHOTO MEXKIY YIOJIHOMOUYEHHBIM (efepalbHbIM OPraHOM HCIIOJHUTEIBHON BIIACTH, KOTOPHIM
CO37aH COBET IO D3THUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYET OIOJKETHBIX AaCCUTHOBaHUM,
MPeyCMOTPEHHBIX YIIOTHOMOYEHHOMY (heqiepaabHOMY OpTraHy HCIIOTHUTEIHHON BIACTH, KOTOPBIM CO3/aH
COBET 110 3TUKE, B ()eiepalbHOM OI0/KETE€ Ha COOTBETCTBYIOLIHI TOJ] Ha 00ecrieueHne ero J1eTeNbHOCTH,
B pasmepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit denepanuu.

4. DKcnepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOATENILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa I0 ITHKE, IOJI0KEHNE 00 3TOM COBETE, MOPSAOK €ro AESITEeIbHOCTH, TPEOOBaHUS
K KBaIU(UKAIMK U OMBITY pabOThl MO SKCIEPTHOW OILIEHKE HAyYHBIX, MEAUIMHCKHX U JTUYECKUX
aCMEeKTOB KJIMHUYECKUX HCCIIEOBAaHUM JIEKapCTBEHHBIX IMPEnapaToB ISl MEIULMHCKOIO MpPHUMEHEHUS,
NpEeAbSBISIEMbIE K DJKCIIEPTAaM COBETa MO 3THKE, [OPSJ0K OpPraHU3alMyd M TPOBEIECHUS ATHUYECKOM
JKCIEPTU3bl, (hOpMa 3aKIIOUYEHHS] COBETa IO 3TUKE YCTAaHABJIMBAIOTCS YHMOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJHUTENbHOW BIacTH. YHCIIO mpeAacTaBUTENEH MEIUIMHCKUX OpraHu3aliii HE MOXET
MPEBBIIIATH MTOJIOBUHY OT OOIIEro YKciia SKCIEPTOB COBETA IO ITUKE.

6. Uudopmaius o coctaBe coBeTa MO ITHKE, MJIaHaX €ro padoThl M TEKyIIeH NesATeNIbHOCTH
pa3Meniaercs Ha O(QULIMATIBLHOM caliTe YyIOJIHOMOYEHHOTO (hefiepaibHOro OpraHa UCIOJHUTENBHOM BIacTu
B ceTH "MHTEpHET" B yCTAaHOBIEHHOM UM IOPsI/IKE.

TAPAHT:

Cwm. kommeHnTapu Kk ctathe 39.1 Hacrosimero deaepanbHOro 3aKoHa
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Crarbs 40. IlpoBeneHue KIMHHYECKOIO WCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpenapara s
MCIUIIUHCKOI'0 MPUMCHCHUA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvhvim 3akonom om 22 oexabps 2014 e. N 429-@3 6 uacmv I cmamvu 40 nacmoswezo
DedepanbHo20 3aKOHA 6HeceHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoan 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. PykoBoguTellb MEIUIIMHCKON OpraHU3alliu, KOTOpas MPOBOJIUT KIMHUYECKOE HCCIIEIOBAaHUE
JICKApCTBEHHOTO Tpernapara Jyuisi MEAUIIMHCKOTO IPUMEHEHUS, Ha3HaYaeT UCCIIeI0BaTEeNsl, OTBETCTBEHHOTO
3a TPOBEACHUE TAaKOTO MCCIECJOBAHMS W HMMEIOLIET0 JIEYEOHYIO CIEHUAbHOCTh, COOTBETCTBYIOIIYIO
NPOBOJIUMOMY KIIMHHYECKOMY HCCIICJIOBAaHHIO JICKAPCTBEHHOTO IIperapara, cO CTaXeM paboThl T10
nporpaMMaM KIMHHYECKUX MCCIICIOBAaHUH JICKApCTBEHHBIX MPENapaToB HE MEHEe YeM TPH Tojia U 10 €ro
NPE/IOKEHUIO Ha3HAYaeT COMCCIICA0BATENeH U3 YKciia Bpayel 3TOH MEAMIIMHCKOW OpraHu3aIluHy.

2. UccnenoBatenb OCYIIECTBISICT BBHIOOP MAIIMEHTOB, KOTOPHIE MO METUIIMHCKUM MOKA3aHUSIM
MOTYT OBITh MPHBIICUYCHBI K YYACTUIO B KIMHUYECKOM HCCJICIOBAHUU JICKAPCTBEHHOTO Mperapara s
MEIUIIMHCKOTO TPUMCHCHHSI.

3. HccrhemoBarenb W COUCCICIOBATENIM JIOJDKHBI OBITh O3HAKOMIICHBI C pe3yJbTaTaMu
JOKIIMHIUYECKOTO UCCIIEAOBAHUS JIEKAPCTBEHHOTO CPECTBA, COJACPKALIMMHUCS B OPOIIIOPE HCCIIEI0BATEIS,
IPOCKTOM TIPOTOKOJIa KJIIMHUYECKOTO HCCIICAOBAaHUS JIEKAPCTBEHHOI'O Tpernapara JUisi MEIMIIMHCKOTO
NPUMEHCHUS, Pa3pabOTaHHBIM Pa3padOTYUKOM JICKAPCTBEHHOTO Tperapara Wi WHBIM FOPUIUICCKAM
JIMIIOM, TPHBJIEKAEMBbIM K OpraHW3alMd MPOBEACHUS KIMHUYECKOTO HCCICIOBAHHS JICKAPCTBEHHOTO
nperapara Juisi MEIUITUHCKOTO MPUMEHEHUS, U JJPYTUMH MaTepHUajaMy TaKOTO HCCIICIOBAHUS.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 29 nosaops 2010 2. N 313-@3 cmamesa 40 nacmoswezo Dedepanvrozo
3aKkoHa oononnera wacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 aneaps 2011 e.
3.1. PykoBoauTenb MEIUIIMHCKOW OpraHU3allii B CPOK, HE IPEBBIIAIOIMUN TpeX pabouux JHEH co
JTHSl Hayaja MPOBEJIEHUs KIMHUYECKOTO HCCIIEOBAHMs JIEKAPCTBEHHOI'O Mpemnapara A MEAUIMHCKOTO
NPUMEHEHHS, COOOIIaeT 00 ATOM B YIMOJHOMOUYEHHBIN (hefepabHbIi OpraH HCIIOJHUTEIFHONW BIIACTH,
BBIJIaBIINI pa3pellieHre Ha MPOBEJeHUE TaKOI0 UCCIIeI0BaHUs, TI0 YCTaHOBJIEHHOU UM (GopMme.

Wndopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 11 oxmsops 20102 N 271-@3 6 uacme 4 cmamovu 40 nacmosweco
DedepanbHo20 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
4. OpraHu3anyy, OCYIIECTBISIOIIUE OPraHU3alMI0 TPOBENEHUS KIMHUYECKOTO HCCIEAOBAHUS
JIEKapCTBEHHOI'0 IIpemnapara Uil MEIWLHMHCKOTO INPUMEHEHMsT W yKa3aHHblE B 4YacTu 3 craTbu 38
HacTosuero denepanbHOro 3aKOHA, B Cilydyae HEOOXOJUMOCTH BHECEHMsS] W3MEHEHHUH B IPOTOKOJ
KJIMHUYECKOT'O UCCIIeI0BaHMS JIEKAPCTBEHHOIO MTpernapara A MeIUIUHCKOr0 IPUMEHEHHsI COOOIIA0T 00
9TOM B YIIOJIHOMOYEHHBIH (efepanbHbIi OpraH MCIOJHUTEIbHON BIIACTH, BBIAABLIMI pa3pellieHue Ha
IPOBE/IEHUE TAaKOTO UCCIIEI0BAaHUS, 110 YCTAHOBJIEHHON UM (hopMe.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 11 oxkmsaops 2010 2. N 271-@3 cmamos 40 nacmosiweco Dedepanvriozo
3aKoHa 0onoHeHa yacmoio 4.1
4.1. ®opma cooOIIeHUsT O BHECEHUHM W3MEHEHHMH B TMPOTOKON KIMHUYECKOTO HCCIEAOBAHUS
JIEKapCTBEHHOTO Mpernapara Jjisi MeTUIIMHCKOTO MPUMEHEHHS JOHKHA COJIEP)KATh CIETYIOITNE CBEICHUS:
1) HaumeHOBaHUe, NICHTU(UKAIIMOHHBIA HOMEP U JIaTa MPOTOKOJIA KIMHUYECKOTO UCCIIeIOBAHMS;
2) nata BHECEHUsI HK3MEHEHUM B MPOTOKOJI KIMHUYECKOT'O UCCIICIOBAHNS;
3) HAaMMEHOBAHKME U MECTO HAXOXKICHUS 3asIBUTEIS;
4) HaMMEHOBaHWE OPraHW3allUMH, MPHUBJICYCHHOW pa3paOOTUYMKOM JIEKAapCTBEHHOTO Ipemapara K
OpTraHHU3aIMH MPOBEICHUS KIMHUYECKOTO UCCIIeIOBaHUs (TTPH HATTMYUH );
5) HaMMEHOBAaHMS M MECTa HAXOXKJACHHS MEAWIIMHCKUX OpPTaHU3AIHi, B KOTOPBIX IPOBOIUTCS
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KJIIMHUYECKOE MCCIIEOBAHUE;

6) nata BbIIAYM pa3pelieHUsT HAa IPOBEICHHE KIMHUYECKOTO HCCIEIOBAHUS M HOMEp 3TOTO
paszperieHus;

7) ©3MEHEHUs1, BHOCUMBIE B IIPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 ¢ uwacmv 5 cmamovu 40 nacmoswez2o
DedepanbHo20 3aKOHA 6Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

5. B cpok, He MpeBBIIAIONINHN TPUAIATH pabounx AHEH CO JHS MOJY4YEeHUs YKAa3aHHOTO B yacTh 4
HACTOSILIEH CTaTbU COOOILEHUS, YIOJHOMOUYEHHBIN (hefepalbHblii OpraH MCIOJHUTEIbHONM BJIAcTH
paccMaTpuBaeT 3TO COOOIIEHHE B YCTAaHOBICHHOM MM IOpPSIKE M NPHHUMACT PEIICHHE O BHECEHHH
MU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO MCCIIEI0BAHUS JIEKAPCTBEHHOI'O IperapaTta sl MEIULMHCKOTO
npUMEHeHHs Wi 00 OTKa3e BO BHECEHMHM Takux u3MeHeHuid. [Ipm paccMmoTpeHuH cooOmmeHus o
HEOOXOJMMOCTH BHECEHUS HM3MEHEHHH B IPOTOKOJ KIMHUYECKOI'O HCCIEIOBaHMS JICKApCTBEHHOI'O
npernapara sl MEIUIIMHCKOTO IPUMEHEHHS B LIEJIAX OLIEHKM 000CHOBAHHOCTH MPE/IaraeéMbIX H3MEHEHUIH
Y ONPEIEIICHUs CTEIIEHU PUCKA Ul MAllMEHTOB, IPUHUMAIOIINX yYaCTHE B KIMHUYECKUX UCCIEIO0BAHUSAX,
YIIOJTHOMOYECHHBIM (peIepaIbHBIM OpPraHOM HCIIOJTHHUTEIBHOW BJIACTH MOTYT TIPUBIIEKATHCS OSKCIEPTHI
COBETA 110 ITHUKE.

6. KnuHuueckoe wuccienoBaHuE JIEKapCTBEHHOI'O Ipenapara A MEAULIMHCKOrO NPUMEHEHUs
MOXET OBbITb NPUOCTAHOBJIEHO WJIM IPEKpalleHo, €CIM B Mpolecce €ro MpoBeACHHUS OOHapyX eHa
ONAaCHOCTb JUISl KU3HHU, 3J0POBbs NALMEHTOB. B ciydae BOSHMKHOBEHMS ONIACHOCTH JUIS KU3HM, 310POBbS
NAIUEHTA, Y4aCTBYIOUIETO B KIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO NIpenapara A MEAULMHCKOTO
NPUMEHEHHS, HCCIeNoBaTeNn O00s3aHbl MPOMH(POPMHUPOBATE 00 ATOM PYKOBOAMTENS MEAUIIMHCKON
OpraHu3allii W OpraHu3alMio, MOJIYYMBIIYIO pa3pelleHHe YHOJHOMOYEHHOIo (eaepanibHOro opraHa
VCIIOJIHUTEJIBHOM BJIACTH HA OPraHU3ALMIO NPOBEACHUS KIMHUYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOIO
npenapara. PenieHue o MpruoCTaHOBIIEHUU KIMHUYECKOTO UCCIIEN0BAaHUs JIEKApCTBEHHOTIO Ipenapara Juis
MEAMLIMHCKOTO TMPUMEHEHUS MPUHUMAIOT pPYKOBOAMUTEIb MEIMIMHCKOW OpraHu3zauud u  (WUJIn)
OpraHu3aiysi, IMOJyYMBIIAs pa3pelleHUue YHNOJTHOMOUYEHHOIo (elepaabHOro OpraHa HCIOJHUTEIbHON
BJIACTM HA OPraHU3aLMIO IPOBEIACHUS KIMHUYECKOTO HCCIEIOBAaHUs JIEKAPCTBEHHOIO Ipernapara Uit
MEJULUHCKOIO IPUMEHEHHUs, PEIIEHHE O IMPEKpalleHUd TaKOoro HCCIEAOBAHUSA  NPUHUMACT
YIOJHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIBHONW BJIACTM HAa OCHOBAHWU COOOIIEHUS B
NUCbMEHHOW (opMe pPYyKOBOIUTENS MEIUIMHCKON OpraHu3alMM WM OpraHu3alus, I[0Jy4yuBIIas
paspellieHrne yHIOJHOMOYEHHOIO (enepaqbHOro oOpraHa MCIOJIHUTEIbHOW BIIACTH HA OpraHU3alLUIo
IIPOBEICHUS KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOTO IIpemnapara Juisi MEAULIMHCKOIO IPUMEHEHUS.

7. B cpok, He MpeBBILIAIONINI MATH pabouyuX JHEH CO JIHS 3aBEpIEHUs, PUOCTAHOBICHUS WU
IPEKpaIlCHUs]  KIMHUYECKOIO  HCCIEAOBAHMUSA  JIEKAPCTBEHHOIO  IIpemapara g  MEAUIUHCKOIO
IPUMEHEHHUs, COOOIIeHHe 00 3TOM HampaBiIIE€TCs OPraHU3alMsSMU, YKa3aHHBIMM B 4YacTu 3 cTaTbyu 38
Hacrosero ®enepaibHOro 3aKOHa, B YIOJIHOMOYEHHBIN (hesiepaibHbli OpraH HCIOJHUTEIbHON BIACTH
M0 YCTaHOBJIEHHOHN UM (opMme.

8. ®opma cooOuieHHus O 3aBEpUICHHWH, MPUOCTAHOBICHWH WM MPEKpAIlEHUH KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOIO IPUMEHEHHUS TIOJKHA COAECPKATh:

1) napopmManuio 0 MEAUIMHCKONW OpPraHU3AIMK WK MEIUIUHCKUX OPraHU3alMsIX, MPOBOANBIINX
JTAHHOE MCCIIEI0BAHNUE;

2) onMcaHKue JAHHOTO UCCIIEJOBAHMSI;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 11 oxmabpsa 2010e. N271-@3 6 nynkm 3 uacmu 8 cmamou 40
Hacmosue2o PedepanvbHo20 3aKOHA HECEeHbL USMEHEHUs

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
3) nansble uccrnenoBarens (damuins, UMs, OTUYECTBO, MECTO padOThI, 3aHMMaeMas JTOJKHOCTb,
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CHELHANbHOCTb, CTAX Pa0bOTHI 10 MPOrpaMMaM KIMHUYECKUX MCCIIEJOBAHUH JIEKapCTBEHHBIX MPENapaToB,
nepevyeHb KIMHUYECKUX HMCCIEJOBAHUN JICKApPCTBEHHBIX MPENapaToB, B KOTOPHIX OH NMPUHUMAJT y4dacThe
(mepuobl y4acTHsl) B Ka4eCTBE MCCIIEe10BATENS UM COMCCIIE0BATENS);

4) pe3ynbTar JaHHOTO UCCIIE0BaHUS (3aBEpIlEHUE, IPUOCTAHOBICHUE WU IIPEKPAIEHUE TaHHOTO
UCCIICIOBaHMS C yKa3aHMEM MX IPUYUH U BIUSHUS Ha OLIEHKY €ro pe3yJbTaToB, OOILYI0 OLICHKY pUCKa U
OKU/IaeMOW TOJIb3BI OT TNPUMEHEHHUS HUCCIEAYeMOro JIEKapCTBEHHOTO IMperapara, a Takke
npeanosaraeMbie JaabHEHIINE TSHCTBUN).

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wuons 2015 2. N 241-D3 uacmo 8.1 cmamvu 40 nacmoswezo
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm wacmu 6 npeovioyuietli peoaxyuu

8.1. Ilpu BbIABIEHHUU (enepaTbHbIM OPraHOM HCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBIISIFOIUM
(GYHKIMM TIO KOHTPOJIO W Hau30py B cdepe 3ApaBOOXpPAHEHHUs, HAPYLICHWHA TpaBul HaAJeKalei
KJIMHUYECKON IPAKTUKH IPU INPOBEACHUU KIMHUYECKOIO HCCIIECJOBAHMS JIEKApCTBEHHOI'O IIpernapara,
BIMSIOUIMX Ha IOJHOTY M (MJM) JOCTOBEPHOCTb JAHHOIO KIMHUYECKOIO MCCIEA0BaHUS, YKa3aHHbIN
(benepanbHbI OpraH MCHOJHUTEIbHON BJIACTH MPHUOCTAHABIMBAET MPOBEJICHHE JAHHOTO KJIMHUYECKOTO
UCCJIENOBAHNS W BBIHOCUT MEIMIMHCKOM OPraHM3alMy, B KOTOPOM INPOBOJMUTCS JAHHOE KIMHUYECKOE
UCCIIeIOBaHMe, IpelanucaHue o0 yCTpaHEHWH BbIABJIEGHHBIX  HapywmeHuid. Ilpu  HeycTpaneHuH
MEIULUHCKOW OpraHM3alyell BBIABICHHBIX HApYLICHUH B YCTAHOBJICHHBIM B IIPEANHMCAHUM CPOK
yKa3aHHbI (enepanbHbli OpraH HCHOJHUTENBHOM BJIACTM NPUHMMAET pELIEHHE O MNpEeKpalieHun
NPOBEICHUS KIMHUYECKOTO HMCCIICOBAHUS JICKAPCTBEHHOTO Iperapara W HampaBiseT B (herepabHbINA
OpraH HCHOJHMTEIbHOM BJIACTH, OCYUIECTBISIIOIIMN (YHKIMHM 1O BbIpaOOTKE M pean3aluu
TOCYJTAQpPCTBEHHON MOJUTHKH M HOPMAaTHBHO-IIPABOBOMY DETYJIHPOBAHUIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIFOYEHHE O BBIABJICHUU IIPU MPOBEACHUU JAHHOIO KJIMHMYECKOI'O MCCIIEJOBAHMS HAPYLIEHUN IIPABUII
HaJJIeXalleld KIMHUYECKON MPAaKTUKK JUIsl IPUHATHUS pelleHus] 00 OTMEHE pa3pelleHuss Ha OPraHu3alnio
IIPOBEJCHUS JTaHHOIO KJIMHUYECKOTO MCCIENOBAaHUSA C JAThl NPUHATHS PEUICHHUS O IPUOCTAHOBICHUH
IIPOBEICHUS KIIMHUYECKOTO UCCIIEI0OBAHMS JIEKAPCTBEHHOTO IIpenapara.

9. VYnonmHoMoueHHBIH (efepabHBIi OpraH HCHOJIHUTENBHOM BIACTH OMYyOJMKOBBIBAET U
pa3Meniaer Ha cBoeM o¢uuuanbHOM caite B cetw "MHTepHer" cooOlueHHe O 3aBepIICHUH,
IIPUOCTAHOBIICHUH WM IPEKPALICHUU KIMHUYECKOTO MCCIIEIO0BAaHUs JICKAPCTBEHHOIO Ipenapara it
MEAMIMHCKOTO MPUMEHEHUSI B CPOK, HE MPEBBIMIAIOMNN MATH paboyux AHEW CO JIHA €ro NOJyueHus, B
YCTaHOBJICHHOM UM IOPSIKE.

10. YnomHomoueHHBIN (enepalbHBI OpraH HCIOJHHUTEIBHON BJIACTH OCYIIECTBIISIET BEIICHHE
peecTpa HCClIe0BaTeNeH, MPOBOAAIINX WIN MIPOBOJUBIINX KIMHUYECKUE UCCIIEIOBAHUS JIEKAPCTBEHHBIX
IIpenaparoB Il MEIULIHUHCKOTO IPUMEHEHUs, B COOTBETCTBHM C YTBEP)KICHHBIMH UM IIpaBHJIAMU H
pa3MmelaeT ero Ha cBoeM OQHIMaIbHOM caiiTe B ceTd "VHTepHET" B YCTaHOBIEHHOM UM IOpPSJIKE.
Yka3zaHHBIN peecTp COACPKUT UH(POPMAITUIO, TPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOAIIEH CTaThH.

11. Otuer o pe3ynbrarax KIMHUYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOIO IIpenapara s
MEJUIINHCKOTO IIPUMEHEHUSI COCTABIISICTCA OpraHU3alMel, YKa3aHHOM B 4acTu 3 CTaTby 38 HACTOSIIETO
®denepanbHOro 3aKOHA, Ha OCHOBAHMM 3aKJIIOUEHUM MEIULMHCKUX OpraHu3alui, NPOBOAMBIIMX 3TO
UCCJIEIOBaHNE, U TNPEACTABISAETCS B YIOJIHOMOYEHHBIH (erepalbHblil opraH HCIOJIHUTEILHOW BIIACTH,
BBIZIABIINI PA3PEILICHUE Ha IPOBEICHUE dTOT0 UCCIEAOBAHMS, B CPOK, HE IIPEBBILIAIOIINN TPEX MECALEB
CO [JHS €ro 3aBepUIeHUs, NPHUOCTAHOBJICHUS WIA NPEKpalleHUs, B IMOPSJAKE, YCTAaHOBIECHHOM
YIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 oexkabps 2014 2. N 429-@3 ¢ uacmv 12 cmamwvu 40 nacmosawezo
DeodepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
12. Hapymenne mnpaBui HaJIexalled KIMHUYECKOW MpakTUKH, (anbcudukanms pe3ylbTaToB
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KJIMHUYECKOTO MCCIIEOBAaHUS JIEKApCTBEHHOIO Ipenaparta A MEAMIMHCKOrO INPUMEHEHHs BIIEKYT 3a
c000i1 OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOAATENLCTBOM Poccuiickoit denepanun.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim sakonom om 22 oexkabpa 2014 2. N 429-D3 6 uacme 13 cmamvu 40 nacmoswezo
DedepanbHo20 3aKOHA 6HeceHbl UsMeHeHus, scmynarouue 6 cuny ¢ 1 uoan 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
13. Ilpu mpoBeAeHUM KIMHUYECKOTO HCCIIEOBAHUS JICKAPCTBEHHOIO Ipernapara s

MEAMIIMHCKOTO MPUMEHEHUs JOMycKaeTcsl 3a00p y MalMeHTOB OMOJIOrMYECKUX MaTepuanoB (00pa3libl
OMOJIOTMYECKUX JKMJIKOCTEW, TKaHEH, CEKPEeTOB W TMPOAYKTOB >KM3HEIEATEILHOCTH 4eJIOBEKa,
(GU3MONOrMYeCKUX U TMATOJIOTMYECKUX BbIJCICHUN, Ma3KOB, COCKOOOB, CMBIBOB, MHKPOOPTaHHU3MOB,
OuorcuitHbIil MaTepual) s ux uzydenus B Poccuiickoit denepanuu u (win) 3a npeaenamu Poccuiickoit
denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 6 uacmo 14 cmamwvu 40 nacmoswezo

DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
14. Tlopsimox BBO3a B Poccuiickyro denepamnuio u BeiBo3a 3a mpenensl Poccuiickoit deaepannn
OMOJIOTUYECKHX  MaTepUaIOB, TMOJNYYCHHBIX TPU  MPOBEACHHUH  KIMHUYECKOIO  HUCCIIEOBAHUS
JIEKAapCTBEHHOT'O0 TIpenapara Jii MEIUIIMHCKOrO TPUMEHEHHUs], ycCTaHaBiuBaeTcsi I[IpaBUTEnbCTBOM
Poccuiickoit @enepanuu.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 40 HaCTOSIIIETO q)ez[epanLHoro 3aKOHa

Cratbs 41. JloroBop 0 MpOBEACHUHN KIMHUYECKOTO HMCCIICIOBAHUS JIEKAPCTBEHHOTO Ipernapara
JUISL MEAUIIUHCKOTO PUMEHEHHUS

1. Kinunuueckoe wuccieoBaHUe JEKAPCTBEHHOrO Ipernapara Il MEAUIIMHCKOrOo MPUMEHEHHUS
MIPOBOJIUTCA B COOTBETCTBUU C JOTOBOPOM O MPOBEIECHUM KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO
npenapara i MEIUIMHCKOTO TPUMEHEHHUS, 3aKJII0YaeMbIM MEXJIy OpraHu3aluer, MOIyduBIIei
pa3pelieHue ymoJIHOMOYEHHOTo (heJepaibHOro OpraHa WCIOJHUTENBHON BIACTH Ha OPraHU3AIHI0
MPOBEICHHUS TaKOTO HCCIENOBAHUS, M MEIUIIMHCKOW OpraHu3alied, OCYIIECTBISIONICH IPOBEICHUE
TaKOT'0 MCCIIEIOBAHUS.

2. JloroBop O MpOBENEHUWU KIMHUYECKOTO WCCIEIOBaHUS JIEKapCTBEHHOIO Ipernapara Jyis
MEIUILUHCKOTO MPUMEHEHHS T0JHKEH COJEPKATh:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTPaMMbI JaHHOTO HMCCIEAOBAHUS C YKa3aHHEM CYMMBI,
IpeHa3Havyaronecs JUisl BHIIUIAT UCCIIEI0BATENSAM, COUCCIIEIOBATEINSAM;

3) onpenenenue GoOpMbI IPEICTABICHUS PE3yIbTaTOB JAHHOTO MCCIEIOBAHUS B YIIOTHOMOYCHHBIN
dbenepanbHbI OpraH UCTIOJIHUTEILHON BIACTH.

TAPAHT:

CMm. komMmeHTapuu Kk ctatbe 41 HacTosmero denepaibHOTO 3aKOHA

Crarbs 42. ®uHaHCOBOE 00ECIICUCHUE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara
JJI1 MEAUIUHCKOT'O ITPUMCHCHUA
dunaHCcOBOE oOOecHeueHNe KIMHMYECKOTO KCCIICIOBAHUs JIEKAPCTBEHHOTO Tpenapara JJis
MEIUIIUHCKOTO IPUMEHEHHUS OCYIIECTBIIIETCS 3a CUET:
1) cpencTB denepanbHOrO OOIKETA;
2) CpeACTB oOpraHu3aluii, MOJYYMBIIMX pa3pelieHue Ha OpPraHU3AIMI0 IPOBEACHHS JTaHHOTO
UCCIICIOBaHHMS, B COOTBETCTBHH C YCIIOBUSIMH JIOTOBOPA O €0 MPOBEJCHUN;
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3) MHBIX HE 3alPEIICHHBIX 3aKOHOAATeIbCTBOM Poccuniickoit deneparini HCTOYHUKOB.
TCAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 4?2 HaACTOSIIIETO CDez[epanLHoro 3aKOHa

Crarbsa 43. [IpaBa nanueHTOB, y4acTBYIOUIMX B KIMHMYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara Jyisi MeAMLIUHCKOTO IPUMEHEHHUS
1. VYuacTue mnanuMeHTOB B KIMHUYECKOM MCCJIEIOBAaHUM JIEKAPCTBEHHOIO IIpenapara s
MEIUIUHCKOIO IIPUMEHEHUS SBIISETCS 10OPOBOJILHBIM.
TAPAHT:

OO0 opraHu3anuy OTAEICHUN KIMHMYECKHX HUCIBITAHUN JIEKAPCTBEHHBIX IMpEnapaToB Ha 370POBBIX
noOpoBosbLax cM. rpukas Munzapasa PO ot 25 asrycra 1992 r. N 235

2. TlauueHT WM €ro 3aKOHHBIM MpPENCTaBUTENb JOJKEH ObITh MH()OPMUPOBAH B IMCbMEHHOM
dopme:

1) o JekapcTBEHHOM IpenapaTe Uil MEIULIUHCKOIO MPUMEHEHUS M CYLUIHOCTH KIMHMYECKOIO
MCCIIEIOBAaHMS ATOTO JIEKAPCTBEHHOT'O Iperapara;

2) o 6e30MacHOCTH JIEKapCTBEHHOI'O Mpernapara JUlsi MeMIUHCKOI0 IPUMEHEHUS, €ro 0’KUAaeMOon
3 PEKTUBHOCTH U CTETICHH PHCKA IS AllUeHTa;

3) 00 yci10BUSIX yyacTus HallMEHTa B KIMHUYECKOM HCCIIEI0BaHUHU JIEKApCTBEHHOTO Mpernapara s
MEIUITUHCKOTO IPUMEHEHUS;

4) o uenu MAM LENSAX U MPOJODKUTENIBHOCTH KIMHUYECKOIO HCCIIEAOBAaHMS JIEKAPCTBEHHOTO
npernapara Uit MeAUIUHCKOTO TPUMEHEHHUS;

5) o pgedcTBUAX NAlMEHTa B ClIy4yae HENpeABUAECHHBIX 3()(EKTOB BIMSHHUS JICKAPCTBEHHOI'O
npernapara Uit MEIMIUHCKOTO IPUMEHEHHS Ha COCTOSTHHE €T0 3710POBBS;

6) 00 ycoBHsIX 00513aTEIBHOIO CTPAXOBaHMs KHU3HH, 3/J0POBbs AIIUEHTA,

7) o rapaHTHSX KOH(QUACHIMAIBFHOCTH YYacTUs MAaIieHTa B KIMHUYECKOM HCCIIEOBAHUHT
JIEKapCTBEHHOT O Npernapara Al MEJUIIMHCKOTO IPUMEHEHHUS.

3. JloOpoBobHOE corylacye MalMeHTa Ha y4acTue B KIMHUYECKOM HCCIIEAOBAHNY JIEKAPCTBEHHOTO
npenapara Juis MEIUIUHCKOrO0 NPUMEHEHHUs TMOATBEP)KIACTCS €ro MOJMUChI0 WM MOJIHCHIO €ro
3aKOHHOTO TIPEACTAaBUTENS HAa WH(OPMAIIMOHHOM JIUCTKE MAIEeHTA.

4. TlammeHT MM €ro 3aKOHHBIA MpPEACTaBUTENb MMEET IPaBO OTKA3aThCsl OT Yy4yacTUs B
KJIMHUYECKOM HCCIIEJIOBAaHUHU JICKAPCTBEHHOTO Iperapara JUisi MEIUIIUHCKOTO NMPUMEHEHUS Ha J000i
CTaJIUH NPOBEJICHNUS TAKOTO UCCIICTOBAHMSL.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 22 oxkmsaopa 2014 2. N 313-D3 6 uacme 5 cmamovu 43 nHacmosweco
DedepanbHO20 3aKOHA 6HECeHbl USMEHEHUs, CMYNnalowue 8 CUIy no UCMeyeHuu mpuoyamu OHel noce
OHsl 0puyuanvLHo20 0nyoIUKOBAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

5. IlpoBe/eHre KIMHUYECKOTO MCCIEIOBaHUsS JIEKAPCTBEHHOrO IMpemnapara i MEAUIUHCKOIro
MPUMEHEHHUS C y4acTUEeM B KauyeCTBE MAIMEHTOB JIETEH JIOMYCKAETCS TOJBKO C COTJIacUsi B MHUCHMEHHOU
dopMe ux poauTeneil, ychlHOBUTENeH. [leTm MOTryT paccMaTpuBaThCs B KadeCTBE IMOTEHIIMAIBHBIX
NAIMEHTOB TaKOTO HCCIIEeI0OBAaHUS, TOJIBKO €CIIM €ro MPOBEIeHNE HEOOX0IUMO JUIsl YKPETIEHUS 30POBbS
neTe unn npodunakTuku MHQEKIIMOHHBIX 3a00JIeBaHUN B IETCKOM BO3pacTe MO0 €CIH IIeNIbI0 TaKOTO
WCCJICIOBAHMS SIBJISIETCSl TIOJNIYYCHHE JTAHHBIX O HAWIYyYIIeH TO3WPOBKE JICKAPCTBEHHOTO Mperapara Jis
nedyeHuss Aetel. B 3TUX choydasx TakoMy HCCIEAOBAHHUIO [OJDKHO MPEAIIEeCTBOBATH KIMHUYECKOE
MCCJICIOBAHME JICKAPCTBEHHOTO TMpemnapara Uil MEIUIIMHCKOTO TMPUMEHEHHs] Ha COBEPIICHHOJICTHUX
rpakJiaHax, 32 UCKIIOUEHUEM CIIy4aeB, €CIIM UCCIEAYEMbIN JIEKAPCTBEHHBIN MpernapaT sl METUIUHCKOTO
MpUMEHEHHUS MpeAHa3HauYeH UCKITIOUNTEIBLHO JIJIsI UCIIOJIH30BAHUS HECOBEPIIICHHOJETHUMHU TPaK/IaHaAMH.

6. 3ampemiaercs NPOBEACHHE KIMHMYECKOTO HCCIEAOBaHUsl JIEKAPCTBEHHOIO Ipernapara s
MEUITMHCKOTO MPUMEHEHHS C Y4aCTHEM B KaueCTBE MAIlMEHTOB:
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1) neTeii-CUpOT U ACTEH, OCTABIIUXCS 0€3 TOTICUCHHs POAUTEIICH;

2) KEHIIMH B TNeEpuoJ OEpeMEHHOCTH, J>KCHIIMH B TIEPHOJA TPYAHOTO BCKAapMJIMBAHHA, 32
UCKJIIOYCHUEM CIIy4yacB, €CIM IPOBOAMUTCA KIMHUYECKOE HCCIIENOBAHME JIEKAPCTBEHHOIO IIperapara,
NpPeIHA3HAYCHHOTO Uil yKa3aHHBIX JKEHIIWH, PU YCIOBHHM HEOOXOJMMOCTH IONy4eHUS WHPOpPMALUU
TOJIBKO BO BpeMs INPOBEACHHS COOTBETCTBYIOIIMX KIMHMYECKUX MCCICNOBAaHUN M IPHUHIATHA BCEX
HEOOXOIMMBIX MEp IO MCKIIOYCHUIO PHUCKAa HAHECEHHs Bpela >KEHIIMHE B TEPHOJ OCpEeMEHHOCTH,
KEHIMHE B IEPUOJI TPYIHOI0 BCKapMIIMBAHUS, IOy WIN PEOCHKY;

3) BOEHHOCIYXalllUX, 3a HCKIIOUEHUEM CIy4yaeB IPOBEACHMSI KIMHUYECKOTO MCCIIEI0BAHUS
JIEKapCTBEHHOT'0 IIpernapara, CHelMalbHO pa3padOTaHHOIO Ul NPUMEHEHUS B YCIOBHUAX BOEHHBIX
NeMCTBUHM, YpEe3BBIYAMHBIX CHUTyallil, NPOQWIAKTHKK ¥ JIEYCHUs 3a00JeBaHUNH U MOPAKEHUH,
IOJYYEHHbIX B  pe3yjbTaTe BO3ACUCTBUS  HEOJAronmpUATHBIX  XUMHUYECKUX, OHOJOTHMYECKUX,
panuanuoHHbIX (akTopoB. KimHHMYEcKoe HCClieZJOBaHME TAKOrO JICKAPCTBEHHOTO Iperapara MOXeET
IIPOBOAMTHCS C yYAaCTHEM B KA4E€CTBE IMALMEHTOB BOCHHOCIYKAIUX, 38 HCKIIOUEHUEM BOSHHOCTY KAIIHX,
IPOXOJSALINX BOCHHYIO CIIyXOy IO MPHU3BIBY, C COONIOJICHEM TPeOOBaHUH, yCTAaHOBICHHBIX HACTOSIIUM
®denepallbHBIM 3aKOHOM B OTHOUICHUH I'PAXKAAHCKUX JIMLL;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nuu, oTOBIBAIOIIMX HAaKa3aHME B MECTaX JIMLICHHUS CBOOOBI, a TAKXKe JIML, HAXOJAIIUXCS MOJ
CTpa’key B CICCTBEHHBIX U30JISITOPAX.

7. Jlomyckaercs NpOBeJEHUE KIMHUYECKOTO HCCIECJOBAHMs JIEKapCTBEHHOIO IIpenapara s
MEIUIIUHCKOTO TIPUMEHEHUS, TPETHA3HAUYCHHOTO [T JICYCHUS TICUXHUECKUX 3a00JIeBaHUM, C y9acTHEM B
Ka4yecTBe MALMEHTOB JIUI] ¢ ICUXUYECKUMU 3a00JI€BaHUSMH, IPU3HAHHBIX HEJEECIIOCOOHBIMU B MOPSIJIKE,
YCTaHOBJIIEHHOM  3akoHojarensctBoM  Poccumiickoit  ®enepanuu.  KinuHudeckoe — mccienoBaHue
JIEKapCTBEHHOT'O IIperapara B 3TOM CiIy4ae MPOBOAMTCS MPH HAIUYMM COTJIacHsl B MUCbMEHHOH (opme
3aKOHHBIX [IPEICTaBUTENEH YKAa3aHHbIX JIMII.

TAPAHT:

CM. koMMeHTapuu K cTatbe 43 HacTosero denepabHOr0 3aKOHa

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 29 nosaops 2010 2. N 313-D3 cmamesa 44 nacmoswezo Dedepanvrozo
3AKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 ausaps 2011 e.

Cm. mexkcm cmamou 8 npeodvioyuell peoaxKyuu
Cratbsi 44. OOs3arenbHOE CTpaxOBaHUE KM3HH, 3/0pOBbS MAallMEHTa, YYacCTBYIOLIETO B
KJIMHUYECKOM  HCCJIEJOBAaHMM  JIEKAPCTBEHHOIO  Ipemapara JUIsli  MEIUIUHCKOTO
IPUMEHEHUS

1. Opranuszanus, NOMYYMBINAS pa3pellleHue Ha OpPraHMU3alli0 IPOBEACHUS KIMHHUYECKOTO
UCCJIEIOBaHMS JIEKAPCTBEHHOI0 TMpemnapara JUisi MEIUIUHCKOrOo HPUMEHEHMs, 00s3aHa B KauyecTBe
CTpaxoBaTejsl CTpaxoBaTb pPHUCK IPUYUHEHHS Bpelda >KU3HHU, 3/J0pPOBbI0 TMallMEHTa B pe3yjbTare
NPOBEICHUS KIMHUYECKOTO MCCIIEOBAHMS JIEKAPCTBEHHOTO Tperapara il MEAUIIMHCKOTO TPUMEHEHUS
3a CBOM CUET IyTeM 3aKJIIOYEHHUs JOroBopa 00s3aTeIbHOI0 CTPaXOBaHMUS.

2. OObBeKTOM 0053aTE€IBbHOTO CTPAXOBAHMS SABISETCS HMMYLIECTBEHHBIH HMHTEpPEC IMallueHTa,
CBSI3aHHBIN C NMPUUYMHEHHUEM BpeJlla €ro KU3HU WM 3/10pPOBBIO B PE3yJIbTaTe MPOBEICHHS KIMHUYECKOTO
UCCJIEIOBaHMS JIEKAPCTBEHHOIO MIpernapaTa Jijisl MEIUIUHCKOTO PUMEHEHUS.

3. CTpaxoBBIM CITydaeM I10 I0TOBOPY 005S3aTENIbHOTO CTPAXOBaHMS SBISIETCA CMEPTh MALMEHTa WK
YXyAILIEHUE €ro 3/J0pOBbs, B TOM UHCIE BIEKyIlee 3a COO0N yCTaHOBJIEHUE WHBAIUAHOCTH, IPU HATUYUU
NPUYMHHO-CJIECTBEHHOM CBSI3W MEXJy HACTYIJICHMEM JTOro COOBITHS M y4yacTHEM TMalleHTa B
KJIIMHUYECKOM HCCIIEJJOBAaHUH JIEKAPCTBEHHOT'O TIpernapara.

4. TpeboBaHMS O BO3MEUICHWU BpeJa, NPUYMHEHHOTO >KM3HM WM 37I0POBbIO TMAIMEHTa,
NPEIBSBISIOTCS B TEUEHHE CPOKOB  HWCKOBOW  JTABHOCTH,  YCTAHOBIEHHBIX  TPaKIAHCKIM
3aKOHO/JaTEIbCTBOM.
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5. Pa3zmep cTpaxoBoif BEIILIATHI IO JJOTOBOPY 00s13aTEIHLHOTO CTPAXOBAHUS COCTABJISET:

1) B ciiyuae cMepTH ManyeHTa JABa MWUTMOHA pyOJeil Ha KaXIoro ManueHTa, y4acTBOBABILEIO B
KJIMHUYECKOM HCCIIeI0BAHUH JIEKAPCTBEHHOIO IIpenapaTa;

2) npu yXyALIEHUH 3J0POBbs MAallUEHTA!

a) MOBJIEKIIEM 3a cO0O0M yCTaHOBJIEHUE MHBAJIMIHOCTH | IpymIibl, OMH MUJUIMOH IATHCOT THICSY
pyOneil Ha Kaxa0ro malUeHTa, YYacTBOBABLIETO B KIMHUYECKOM MCCIEAOBAHUU JIEKAPCTBEHHOI'O
npenapara;

0) moBnekmeM 3a co00il ycTaHOBJICHHE MHBAIMIHOCTH Il rpymmbl, oquH MUJUIMOH pyOsei Ha
Ka)/I0r0 MalyeHTa, y4acTBOBABIIETO B KIMHMYECKOM UCCIIEI0BAaHUH JIEKapCTBEHHOT'O Mpenapara;

B) TOBJEKIIEM 3a co0o0i ycranoBieHHe uHBaIMIHOCTH III rpynmsl, MATHCOT ThICSY pyOiei Ha
Ka)/I0r0 MaleHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIIE0BAaHUH JIEKApCTBEHHOT'O Mpenapara;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosawezo DedepanvHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, scmynaroujei 6 cuny c¢ 1 uwonsa
2015 2.

Cm. mexkcm noonynkma 8 npedvloyujeli peoaxkyuu
') HEe TIOBJICKIIIEM 32 COOOM YCTaHOBJICHUS HHBATUIHOCTH, HE 00OJIee YeM TPUCTA ThICSY pyOJiel Ha
Ka)KIO0ro MalleHTa, yYaCTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO MpernapaTa, UCXOIs
U3 HOPMATHBOB, OTPAXKAIOMIMX XapakKTep W CTEMEHb MOBPEXKICHUS 3[0POBBS, a Takke (PaKTHUICCKH
MOHECEHHBIX MAIMEHTOM PAaCcXOJI0B, BBI3BAHHBIX MOBPEXKICHUEM 3/I0POBbs, HA MEIULUHCKYIO MOMOIIIb,
npruoOpeTeHNE JICKaPCTBEHHBIX MTPENapaToB.
6. Yrparuna cuiy ¢ 1 uronst 2015 r.

Undopmarius 06 n3MEHEHHSX:

Cm. mexcem yacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTEJILHOTO CTPaXOBaHUSI HE MOXKET OBITh MEHEee, YeM CPOK MPOBEICHUS
KJIIMHUYECKOT'0 MCCIICIOBAHUS JICKapCTBEHHOIO Ipernapara.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8§ cmamvu 44 nacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npedvloywett pedaKyuu

8. YcnoBus noroBopa o0s3aTE€IbHOTO CTpPaxOBaHHWS, B TOM YHCIE CTPAaxoBble Tapudbl IO
00513aTeIbBHOMY CTPaxOBaHHIO, MEPeYeHb HEOOXOIUMBIX JIOKYMEHTOB Uil OCYILECTBIIEHUS CTPaxoBOMH
BBIIJIATBl, MOPSAJOK YCTAHOBJEHMSI CTpPaxoBaTeJeM WHIUBUAYaJIbHOTO WJIEHTU(PUKALMOHHOIO Koja
HalMeHTa, Mopsa0K UH(GOPMHUPOBAHUS CTPAXOBaTeNIEeM CTPaXOBIIMKA O MPHUBJICYEHHBIX K KIMHHUYECKOMY
UCCJIEIOBAHMIO JIEKAPCTBEHHOrO Tpernapara Juisi MEIUIUHCKOrO NPUMEHEHUs MalueHTaX, HOpSIoK
YIUIaThl CTPAaxOBOW MPEMUH, MOPSIOK pPeaTU3alil ONPEACICHHBIX HAacTOAMM DenepalbHbIM 3aKOHOM U
IpyruMu  ¢efepaibHbIMU 3aKOHAMH IpaB U O0S3aHHOCTEM CTOPOH IO JIOTOBOPY 0O0s3aTEIbHOTO
CTPaxOBaHMs, a TAaKXKE HOPMATHUBBI, OTPAXKAIOIIUE XapaKTep W CTENEHb IOBPEKICHUS 310pOBbB,
YCTaHABIMBAIOTCA TUIIOBBIMU ITPaBUIaMi 0053aTEILHOTO CTPaXOBaHUSI.

9. B ciiy4ae npuuMHEHNs Bpela )KU3HU NALMEHTA, yYaCTBOBABILETO B KIIMHUYECKOM HCCIIEI0BAaHUU
JIEKapCTBEHHOI'0 IpernapaTta, BBIFOJONPUOOpETaTeNsIMA 10 JOTOBOPY O0S3aTENbHOIO CTPaXOBaHUs
SIBIIIIOTCSL TpaXkJaHe, HMEIOIME IpaBO Ha BO3MELIEHME Bpena B CilIydae CMEPTH KOpMUJbIa B
COOTBETCTBUU C I'PAKIAHCKUM 3aKOHO/IATEILCTBOM, MPU OTCYTCTBUH TaKUX TPaXKJaH - POJUTENH, CYNpYT,
JETH YMEPIIETO MAllMEHTa, Y4aCTBOBABILIEr0 B KJIMHUYECKOM MCCIEA0BAHUU JIEKapCTBEHHOTO Mpenapara,
B Cllydyae CMEpTH MalueHTa, yYaCTBOBABIIETO B KIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOT'O Mpernapara
U HE HMMEBIIEr0 CaMOCTOSITEIBHOTO N10XOJAd, - TPaKJaHe, Ha M)KIMBEHUU KOTOPBIX OH HAaXOJMWJCS, B
OTHONIIEHUH BO3MEIICHUS pPACXOJI0B Ha TNorpe0eHue TMalKeHTa, Y4acTBOBABLIETO B KIMHUYECKOM
MCCJIEOBAHNUH JIEKAPCTBEHHOIO IIpeTnapaTta, - JINLO, IOHECIIEE TAKUE PACXOBI.

10. CrpaxoBasg BblILIaTa B CYET BO3MEIICHMS] BpeAa, NPUYMHEHHOIO JKHU3HHM MaIUeHTa,
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y4acTBOBABLIETO B KJIMHMYECKOM HMCCIEIOBAHUHU JIEKAPCTBEHHOTO Ipemnapara, paclpelesseTcs Mexay
BBITOIONIPHOOPETATENISIMH MTPOIIOPIIMOHAIBHO X KOJIMYECTBY B PABHBIX JIOJISX.

11. Ilpm HacTymieHUHM CTpPaxoBOrO Ciyd4as TMalMeHT, Yy4YacTBOBaBUIMH B KIMHUYECKOM
WCCJICIOBAaHUH JICKAPCTBEHHOTO TIPerapaTa, BEITOA0NPHOOpETaTEeNb BIPABE MPEIbIBUTH HEMOCPEICTBEHHO
CTPaxoOBILIUKY TpeOOBaHHE O BO3MEUICHUHM NMPUYMHEHHOTO Bpena. CTpaxoBas BbIILIaTa OCYIIECTBISETCS
CTPaxOBIIMKOM B TEUCHHE TPHUJALIATU JTHEH CO JIHS MPEJCTABICHUS HEOOXOIMMBIX TOKYMEHTOB. [lanueHT,
y4acTBOBABLINI B KIMHUYECKOM HCCJIEIOBAaHUU JIEKAPCTBEHHOTO IpernapaTa, Uil BeIroonpuoOperaresb
00s3aH COOOMIUTH CTPAXOBIIMUKY [UISI OCYIIECTBICHHS CTPAaxOBOW BBIILUIATHI  WHAWBHIYaJIbHBII
UACHTU(DUKAIIMOHHBIN KOJ MaIlMeHTa, YCTAHOBJIGHHBIM CTpaxoBaTeleM B COOTBETCTBUU C THUIIOBBIMU
paBuiaMy 00s3aTETLHOTO CTPaXOBAHUSI.

12. Jlo momHOro ompeaeneHus pa3Mmepa MOJJIEKAIIEr0 BO3MEIIEHHUI0 Bpela CTPAXOBIIUK I10
3asBJICHUIO MAIMEHTA, YYaCTBOBABIIETO B KIIMHUYECKOM MCCIICIOBAHUHU JICKAPCTBEHHOIO Ipenapara, uiu
3asBJICHUIO BBITOJONPHOOpETaTENIs BIIPaBe OCYIIECTBUTH YaCTh CTPAXOBOM BBIILIATHI, COOTBETCTBYIOUIYIO
(daKkTUYECKU OINpeIeTICHHON YacTH MPUYUHEHHOTO Bpe/ia.

13. CrpaxoBasg BbIILIaTA B COOTBETCTBUU C JOTOBOPOM OO0S3aTE€IBLHOTO  CTPAXOBAHMS
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIILIAT, TPUUUTAIOIIUXCS IO APYTUM BUIAM CTPAXOBaHUSI.

14. He pomyckaercs ydvacThe TMAalUMEHTa B MPOBEACHUM KIMHUYECKOTO HCCIEI0BaHUS
JIEKapCTBEHHOI'0 IIperapara Mpu OTCYTCTBUU JOTOBOpa 00513aTEIbHOI0 CTPaXOBAHMUS.

15. KouTponb 3a HCHOMHEHHWEM OpraHM3aliel, MONy4HBIIECH pa3pelieHue Ha OpraHU3aIUIo
MIPOBEICHUS KIMHUYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO Mpenapara Jijisi MEAUIMHCKOTO MPUMEHEHHUS,
YCTaHOBJICHHOW HACTOSIIEH cTaThel 00s3aHHOCTU MO 005S3aTEIbHOMY CTPAaXOBAHUIO KHU3HU, 3I0POBBS
MaIlKMeHTa, YYaCTBYIOMIETO (Y4aCTBOBABIIET0) B KJIMHUYECKOM HCCIICA0OBAHUH JIEKAPCTBEHHOTO Mperapara,
OCYIIECTBIISICTCS. YIIOJHOMOYEHHBIM (heepaabHbIM OpPraHOM HCIHOJHUTEIBHON BJIACTH, BBIJABIINM
paspelieHMe Ha TPOBEICHHE KIMHUYECKHUX HCCIICOBAHUW JICKAPCTBEHHBIX IpenapaToB s
MEAUIIMHCKOTO TPUMEHEHHS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 44 HaCTOSIIIETO q)ez[epanLHoro 3aKOHa

I'naBa 8. [Ipou3B0oACTBO U MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB

Cratbs 45. [Ipon3BoACTBO JEKAPCTBEHHBIX CPEICTB

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 45 nHacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenust, ecmynarowue ¢ cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. TIpou3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHMSAM ITPABHUI
Ha/JIeXkKalled MPOU3BOICTBEHHON MPAKTHKHU, YTBEPKACHHBIM YIIOTHOMOUYEHHBIM (efepatbHbIM OpPraHOM
UCIIOJTHUTENIbHON BiiacTh. OCOOEHHOCTH TIEpexoa MPOU3BOACTBA OT/EIBHBIX JIGKAPCTBEHHBIX CPEACTB K
UX TPOM3BOJACTBY B COOTBETCTBHH C TPEeOOBAaHHMSIMH MpPaBUI HaJAJEXKalleld MPOU3BOJICTBEHHON MPAKTUKH
ycranaBnuBaroTca IIpaBurensctBoM Poccuiickoin @enepannu. Bpigadya 3akirOyeHUid O COOTBETCTBUU
MPOU3BOJIUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBAHMSIM TMPaBUJI HAJJICKAIIeH MPOU3BOJICTBEHHOM
MPAKTUKHU OCYIIECTBIIAECTCS MO PE3yJIbTaTaM MHCIEKTUPOBAHUS MTPOU3BOIUTENICH JIEKAPCTBEHHBIX CPEIICTB
B 1nopsake, ycraHoBlieHHOM IIpaButensctBom Poccuiickoit ®enepaumu. Pasmep 1miatel 3a Bblgady
3aKTIOYEHUST O COOTBETCTBUHM TPOM3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSM  IPaBUI
HaJ[JIealen IpoOU3BOJICTBEHHON TPakTUKK ycTaHaBiuBaercs [IpaBurensctBom Pocculickoit denepanuu.
[Topsimox opraHu3alvi U TPOBEACHUS] WHCIIEKTUPOBAHUS MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEJCTB HA
COOTBETCTBUE TPEOOBAHUAM TMPABWJI HaIJEXKAIIed MPOU3BOJCTBEHHOW NPAKTHKU YCTAaHABIMBACTCS
IIpaButenscTBOM Poccuiickoit @enepannm.

29.04.20222 Cuctema TAPAHT 97/140


http://internet.garant.ru/document/redirect/12178762/1000
http://internet.garant.ru/document/redirect/12178762/1000
http://internet.garant.ru/document/redirect/70826338/13501
http://internet.garant.ru/document/redirect/70826338/41
http://internet.garant.ru/document/redirect/57503072/451
http://internet.garant.ru/document/redirect/70451198/1000
http://internet.garant.ru/document/redirect/71274496/1000
http://internet.garant.ru/document/redirect/71274496/3
http://internet.garant.ru/document/redirect/71274496/1000

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 45 nacmosweco
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeri peoaxyuu

2. Ilpou3BoICTBO JIEKapCTBEHHBIX cpeAacTB B Poccuiickoii ®Denepaunu  OCYIIECTBISAETCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIMMHU JIMIICH3UI0 Ha MPOU3BOJICTBO JEKAPCTBEHHBIX
cpenctB. [loaTBepikneHue COOTBETCTBUS JIMIIEH3MATa MpaBUiaM HaJJIeXalleld [POU3BOJICTBEHHOM
MPaKTUKU OCYIIECTBIISIETCSI B pPaMKaxX JIMIICH3UOHHOTO KOHTPOJS B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoii denepamnuu ¢ ydeToM 0COOCHHOCTEH, YKa3aHHBIX B 4acTu | HACTOAIIEH CTaThH.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS C COOMIOJEHHEM TpeOOBaHMIA
MPOMBIIIJICHHOTO PErjaMeHTa, KOTOPBIM YTBEP)KIAaeTCsl PyKOBOAMUTEIEM IMPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB H BKIIOYAaeT B ce0s TMepeueHb MCIOIB3yeMbIX (apMareBTU4Yecknx CyOCTaHimii u
BCIIOMOTATENIbHBIX BEIECTB C yKa3aHWEM KOJUYECTBA KaXJOro M3 HHX, JaHHbIE 00 HCHOJIB3yeMOM
000py/I0BaHUM, OINKMCAHUE TEXHOJIOIMYECKOro TMpollecca MU METOJOB KOHTPOJII Ha BCEX ATamax
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

Undopmarus 06 n3MEHEHHSX:
Yacmo 4 usmenena c 29 oexabps 2020 e. - Dedepanvhuiii 3axon om 27 oexabps 2019 e. N 481-D3

CMm. npedvloywyro pedakyuio

4. Tlpu MPOM3BOJICTBE JIGKAPCTBEHHBIX CPEACTB HCIOJIB3YIOTCS (DapMarieBTHUECKHE CyOCTaHIINH,
CBEJICHUS O KOTOPBIX COJEPKATCS B TOCYIAPCTBEHHOM PEecTpe JICKApCTBEHHBIX CPEICTB, 32 UCKITFOUCHHEM
dapManeBTUYECKUX CYOCTAHIIMMA, MPOU3BOIUMBIX IS MPOBEACHUS KIMHUYCCKUX HMCCICIOBAHUN W IS
skcnopta. K mpormeccy mpou3BojacTBa (GapMarieBTUYECKONH CYOCTAHIIMM OTHOCSATCS JIFOOBIC CTauH
TEXHOJOTHYECKOTO TMPOIEeCCa, IMO3BOJISIONINE IMONYYUTh TOTOBBIM IMPOJYKT, COOTBETCTBYIOIIUI
TpeOOBaHUSAM (apMaKOIEHHOW CTaThU, B TOM 4YHCIEe (EepMEHTAIMs, SKCTPAKIIUS, OYMCTKA, BBIJCICHHE,
NEPEeKPUCTALUTN3ANNS, BBICYIIMBAHUE, HW3MENbYCHHE. B cioydyae HEOOXOAMMOCTH HCIIOIH30BAHHS
STHJIOBOTO CIUPTa, B TOM YHCIE (apMaleBTHUYECKOW CYOCTaHIIMHM CIIMPTa ITHIOBOTO (dTaHOJA), TPHU
MIPOU3BO/ICTBE JICKAPCTBEHHBIX CPEJICTB B KAYECTBE JICHCTBYIOMIECTO U (MJIM) BCIIOMOTATEIBHOTO BEIIECTBA,
a Takke€ B HHBIX TEXHOJOTHYECKHX IIeNIAX MOJKHA OBITh MCIIONIb30BaHA TOJBKO (hapMalreBTHUECKas
CcyOCTaHIIMS CIIUPTA STUIIOBOTO (3TAHOI).

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 14 odexabps 2015 e. N 374-D3 yacme 4.1 cmamou 45 nHacmosweco
DedepanbHoeo 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4.1. IlepeueHb JE€KapCTBEHHBIX MPEMAPATOB ISl MEAUIIMHCKOIO MPUMEHEHHUS, B OTHOILECHUU
KOTOPBIX YCTAHABJIMBAIOTCA TpeOOBaHUS K OOBEMY Taphbl, YMAKOBKE W KOMIUIEKTHOCTH, TEPEUYCHb
JIEKAPCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHHUS, B OTHOIIEHUH KOTOPBIX YCTAaHABIMBAOTCS
TpeboBaHUsT K OOBEMYy Taphl, a TaKke TpeOoBaHUs K O0OBEMYy Tapbl, YIAKOBKE M KOMILJIEKTHOCTH
JICKapCTBEHHBIX TpenapaToB s MEAUIHUHCKOTO TMpPUMEHEHHUs, TpeOoBaHus K 00beMy Tapbl
JIEKAPCTBEHHBIX TMPENApPaTOB I BETEPUHAPHOTO TNPUMEHEHHUSI OINPEICISIIOTCS  COOTBETCTBYIOITUMU
YIOJTHOMOYEHHBIMH (hefiepalbHBIMU OpraHaAMHM HCIIOTHUTEIBHONW BIIACTH B MOPSJKE, YCTAHOBICHHOM
IIpaButenscTBOM Poccuiickoit denepannm.

Wndopmarys 06 n3MEHEHUAX:
Yacmw 4.2 usmenena c 29 oexabps 2020 e. - Dedepanvhuwiii 3axkon om 27 dexabps 2019 e. N 481-D3

CMm. npedbloywyro peoaKyuio
4.2. OpraHuzanuu, OCYIIECTBISIONINE MPOU3BOJACTBO (hapMalleBTHUECKON CyOCTaHIIMU CIUpTa
STHJIOBOTO (dTaHOJIA) Ui TIPOM3BOJICTBA CITMPTOCOJEPKAIMUX JIEKAPCTBEHHBIX IPENapaToB, OOsS3aHBI
OCYIIECTBIISITh YY€T B MOPSIKE, YCTAHOBICHHOM cTaThsiMu & U 14 demepanbHOro 3akoHa OT 22 HOSOps
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJupOBaHUU MPOU3BOJCTBA U 000POTA ITHIOBOTO CIUPTA,
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

AJIKOTOJBHOM W CIUPTOCOJAEpKAlIed TMPOAYKIIMM W 00 OrpaHWYCHHH TOTpeONeHus (paciuTHs)
asikorosbHOM npoaykiuu”. [Tpon3BoacTBO hapMarieBTHUECKONW CyOCTaHIIMM CIIUPTA 3TUIIOBOTO (3TAaHOIA)
JIOITyCKAETCsl TOJBKO OpPraHU3alUel, OCYIIECTBIIAIOLIEH MPOU3BOACTBO PEKTU(PUKOBAHHOIO STHIIOBOIO
CIHpTa W3 MHIICBOTO CHIPhS HA OCHOBAHMM JIMIEH3UM HAa MPOM3BOJICTBO 3TUIIOBOTO CIIMPTA JJIs
IPOM3BOJCTBA (papMalleBTUYECKOH CyOCTaHIMM CIUpPTAa ATUIOBOrO (3TaHOJIA) B COOTBETCTBUM C
tpeboBanusiMu Denepanbnoro 3akona ot 22 HosOps 1995 roma N 171-@3 "O rocyaapcTBeHHOM
pEryJupoBaHUM IPOU3BOACTBA M 000pOTa STHIOBOIO CHHUPTA, AIKOTOJBHOW M CIUPTOCOAEpIKallen
IPOAYKIUH U 00 OrpaHMYEHUH MOTPEOICHNUS (PACTIUTH) AIKOTOJIBHOM MPOAYKLIUHU", METO/IOM pa3BeACHUS
BOJIOM OYMILEHHOM TaKOro 3TUJIOBOIO CHUPTA, IPOM3BEACHHOIO JAaHHOW OpraHu3alMen Mo MecTy
OCYILIECTBIICHHSI TPOU3BOICTBA (hapMaIleBTUYECKON CYOCTaHIIMH CIIUPTA STHIIOBOTO (3TAHOIA).

Wndopmarus 06 H3MEHEHHSX:

Cmamus 45 oononnena uacmoio 4.3 ¢ 1 aneapa 2018 e. - @edepanvuviii 3akon om 29 urons 2017 e.
N 278-d3
4.3. NuauBuayanbHble TPEANPUHUMATENIN U IOPUAMYECKUE JIUIA, OCYIIECTBISIONUINE 3aKYIKy H
UCIIOJIb30BaHUE (DapMaleBTHUECKOW CyOCTaHIIMM CHHMpTa STHIOBOrO (3TaHOJA), a TaKXKe IMPOM3BOJCTBO,
U3rOoTOBJIEHHE U (Wiau) o0O0OpOT (32 UCKIIOYEHMEM PO3HMYHOM MpOJaku) CIMPTOCOAEPKAIIUX
JIEKapCTBEHHBIX IpernapaTroB, OO0sf3aHbl OCYHIECTBIATh MX Yy4YeT U JAEKJIapupoBaHUE B MOpPSAKeE,
YCTaHOBJIEHHOM cTaTbsimu 8 u 14 denepanpHoro 3akoHa ot 22 HoaO0ps 1995 roma N 171-®@3 "O
rOCYJJapCTBEHHOM pPEryJMpOBaHUM IPOU3BOJACTBA M 000pOTa 3TUIIOBOIO CIHPTA, AJIKOTOJBHOM U
CIIUPTOCOJIEPIKAIICH TPOTYKITUN B 00 OTpaHUYCHUN TTOTPEOICHUS (PACIMTHS) AJIKOTOJILHOU MPOTyKITUH".

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 45 oononnena yacmoio 4.4 ¢ 13 aseycma 2019 e. - @eodepanvhuiii 3akon om 2 agzycma 2019 e.
N 297-@3

4.4. Tlpu npOW3BOJICTBE JIEKAPCTBEHHBIX TMPEMapaToB JUIsi BETEPUHAPHOTO IMPUMEHEHHS
JIONyCKAETCSl HMCIIOJIb30BAaHWE TPOM3BEACHHBIX [UIS peaiu3anud  (apMaIreBTHUSCKHX CYOCTaHIIHH,
BKIIIOYCHHBIX B TOCYJApCTBEHHBIH DPEECTp JIEKApCTBEHHBIX CPEJICTB YIOJIHOMOYEHHBIM (henepanbHbIM
OPraHOM  UCIIOJIHUTEJILHOW  BJIACTH, OCYIICCTBIIIONIMM  BEICHHE TOCYAapCTBEHHOTO  peecTpa
JIEKapCTBEHHBIX CPEICTB JJISI METUIIMHCKOTO IIPUMEHEHHUSI.

5. 3anperniaercst MPOU3BOACTBO:

1) TekapcTBEHHBIX CPEJNICTB, HE BKIIOUEHHBIX B TOCYIAPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB,
32 UCKIIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, IPOM3BOIUMBIX JIJIsl MPOBEIEHUS KIMHUYECKUX UCCIeI0BaHUN
U JUTSI OKCIIOPTA,

2) banbcupUIIMPOBaHHBIX JIEKAPCTBEHHBIX CPECTB;

3) nekapCTBEHHBIX CPEACTB 0€3 JTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) nexapCTBEHHBIX CPEJICTB C HapyIIEHHEM IpaBWJl OpraHU3alllid MPOM3BOJICTBA M KOHTPOJI
Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatui cuity ¢ 29 nexabps 2020 r. - DenepanbHelii 3akoH oT 27 aekadps 2019 r. N 481-03

Wndbopmarrust 06 n3MEHEHHSX :
CMm. npedvloyuyro peoakyuio

Cmamus 45 oononnena nynkmom 6 ¢ 29 dexabps 2020 2. - @edepanvhwiii 3axon om 27 dexabps 2019 e.
N 481-D3
6) cnMpTOCOAEpkAIUX JIEKApPCTBEHHBIX IPENapaToB IO MECTy OCYLIECTBICHHs NPOU3BOACTBA
dapmaiieBTHUYECKOM CcyOCTaHIIMU CIUpTa ATHIOBOro (3TaHona) M (WIKM) MO MECTy OCYLIECTBIICHHUS
IPOM3BOJICTBA STHUJIOBOTO CIIUPTA;

Wudopmanust 00 N3MEHEHUSX:

Cmambs 45 oononnena nynkmom 7 ¢ 29 oexaops 2020 e. - @edepanvhwiii 3akon om 27 oexkadps 2019 e.

N 481-D3
7) ¢dapmaneBTHUECKOM CyOCTaHIIMM CHHpTa ATUIOBOTO (3TaHONA) M (MIIM) CIHUPTOCOAECPIKALIMX
JIEKapCTBEHHBIX IIPErapaTtoB Ha OCHOBHOM TEXHOJOTMYECKOM OO0OpYyIOBaHUM [Jisi IPOU3BOJICTBA
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

STUJIOBOTO CIUPTA, YKa3aHHOM B myHKkTe 1.1 ctateu 14.1 denepanpHOro 3akoHa oT 22 HOs0ps 1995 rona
N 171-®3 "O rocygapCTBEHHOM pPETYJIHPOBAHHHM MPOU3BOJCTBA MU 00OpPOTa ATHIOBOTO CIUPTA,
QJIKOTOJILHOM M CIHUPTOCOAEpXKAlel NPOAYKIMM U 00 OrpaHMYeHUU MOTpedsieHuss (pacmuTus)
AIKOTOJIBLHOM MpOoayKIuu".

Wndopmarus 06 H3MEHEHHSX:

Dedepanvhvim 3akonom om 22 oexabps 2014 e. N 429-d3 6 uacmv 6 cmamvu 45 Hacmoswezo
DedepanbHo20 3aKOHA 6Hecenbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoaa 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
6. Ilpu BBOJE JEKAPCTBEHHBIX CPEACTB B TPAKIAHCKUNA OOOPOT YHMOJHOMOYEHHOE JIHIIO
NIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIISCT MOATBEPKICHUE COOTBETCTBHS JICKAPCTBEHHBIX
CpeAcCTB TpeOOBaHMM, YCTAHOBJICHHBIM IPU HUX TOCYJApCTBEHHOH PETHCTpalMd, W TapaHTHPYET, 4YTO
JICKApCTBCHHBIC CPEJCTBA IPOW3BEICHBI B COOTBETCTBHHM C TPEOOBAaHHMSIMHU IIPABHUI  HaJUICKAIICH
IIPOU3BOJCTBEHHOM IIPAKTUKH.

Wndopmarus 06 H3MEHEHHSX:
Yacms 7 usmenena c 13 aszycma 2019 2. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedbloywyro pedakyuio

7. YIIOTHOMOYEHHBIM JIULIOM HPOM3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB SBISETCS €ro pabOTHUK,
aTTECTOBAHHBI B YCTAHOBJIEHHOM YIIOJIHOMOUYEHHBIM (peliepanbHbIM OPraHOM HCIOJIHUTENBbHOM BIACTH
NOPSAJKE U UMEIOIIUN CTak pabOThl HE MEHEE YeM IIATh JIET B 00JacTU MPOU3BOJCTBA U (MJIM) KOHTPOJIS
Ka4yecTBa JICKapCTBEHHBIX CPEACTB, BbICIIEE 0Opa30BaHUE COOTBETCTBEHHO 10 OJJHOW M3 CHEIMAIbHOCTEH
U (W) OJHOMY W3 HAmpaBJICHWH TIOATOTOBKH: OWOJIOTHS, OHMOTEXHOJOTHS, BETEPHHAPHS,
BETEpUHAPHO-CAaHUTApHAsl JKCIEepTH3a, KIMHUYECKas MEIUIMHA, paJUalliOHHAas, XUMHUYecKas |
Ouonornyeckas 3ammra, papmanus, GyHIaMEHTAIbHAS METUIIMHA, XUMHYECKasi TEXHOJIOT U, XUMHUSL.

Wupopmarus 06 H3MEHEHHSIX:
Yacmos 8 usmenena c 1 aneaps 2018 e. - @edepanvusiii 3akon om 29 utonsn 2017 2. N 278-D3

CMm. npedbloywyro pedakyuio

8. Ilpom3BoauTenu JIeKapCTBEHHBIX CPEACTB (32 HUCKIIOUEHUEM (apMalleBTUUYECKO CcyOcTaHIIuU
CIIUPTa STUJIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIIATH MPOJAXKy JCKApPCTBEHHBIX CPEJICTB MITH TIEPEIaBaTh UX
B YCTaHOBJICHHOM 3aKOHOJIaTeNbCTBOM Poccuiickoit denepanuu mopsike:

1) ApyTruM TIPOU3BOTUTEIISIM JICKAPCTBEHHBIX CPEJICTB IS TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;

2) opraHu3aIusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeuHbIM OpraHU3alUsSM, BETEPUHAPHBIM AaNTEYHBIM OPTAHU3AIWSIM, WHIABUATYATEHBIM
NpeINpUHUMATENISIM, UMEIOIINM JIMIEH3UI0 Ha (apMaleBTUYECKYI0 AESITeNbHOCTh WU JIMIICH3UIO Ha
MEMIIMHCKYIO JISATEIIHHOCTB;

4) Hay4HO-HCCIIEIOBATENbCKIUM OPTraHU3alUsiIM I HAyYHO-HCCIIEI0BATENbCKOM PaboThI;

5) METUIIMHCKUM OPTaHU3aIUsIM U BETCPUHAPHBIM OPTaHU3AIHSIM,

Wndopmarys 06 n3MEeHEHHAX:
Ilynkm 6 uzmenen c 13 aseycma 2019 e. - @edepanvhuiii 3axon om 2 aseycma 2019 2. N 297-D3

CMm. npedbloywyro pedaKyuio
6) opraHM3zalysM U WHAUBUAYATbHBIM TMPEIIPUHUMATENSIM, OCYIIECTBISIONIUM pa3BEACHUE,
BBIpANIMBaHUE W COJCPKAHKE )KUBOTHBIX (32 HCKIIFOUCHUEM TTPOJaKA UM (DapMarleBTHUSCKUAX CYOCTaHITHIMA
WM WX TIePEeIaun ).

Wudopmanust 00 U3MEHEHHAX:
Yacmov 9 usmenena c 29 oexabps 2020 e. - Dedepanvhuviii 3axon om 27 dexabps 2019 e. N 481-D3
Cm. npedvloyuyio pedakyuro
9. TlpousBogutenu (apmaleBTUUECKON CyOCTaHIMU CHHMPTa STHIOBOTO (3TaHONA) OO0s3aHbI

OCYIIECTBIIAITh peanu3anuio (mepeaadyy B yCTaHOBJIEHHOM 3aKOHOAATenbcTBOM Poccuiickoit ®eneparu
nopsinke)  (GapMaleBTHUECKON  CyOCTaHIIMM  CIHMpTa  ATWIOBOTO  (3TaHOJA)  MPOU3BOAUTEISIM
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

JIEKapCTBEHHBIX CPEJCTB JJIsl MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB, IPOU3BOIUTENSAM (M3TOTOBUTEIISIM)
MEIUIIMHCKUX U3JIETUH JIJIsl MPOU3BOJICTBA U M3TOTOBJICHUS MEAUIIMHCKUX U3ACIIUNA B EMKOCTSAX 00bEeMOM
He Oonee 1 mutpa u (unu) He meHee 1000 UTPOB, a OpraHU3alUsIM, YKa3aHHBIM B ITyHKTax 3 - 5 9acTu 8§
HACTOSIIEH cTaThu, B Tape 00beMoM He Oosiee 1 muTpa.

Wndopmarus 06 H3MEHEHHSX:

Cmamus 45 oononnena uacmoio 10 ¢ 29 dexabpsa 2020 e. - Dedepanvruiii 3axon om 27 dekadpsa 2019 a.
N 481-D3
10. Peanuzanms (mepemaya B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM Poccuiickoin ®denepaunu
nopsiike) (GapManeBTHYECKOW CyOCTaHIIMU CIIMPTa ATHJIOBOTO (dTaHOJA) OpraHW3alMsIM ONTOBOU
TOPTOBIIY JICKAPCTBEHHBIMH CPEJICTBAMU HE IOy CKACTCS.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 45 oononnena uacmoio 11 ¢ 29 dexabpsa 2020 e. - Dedepanvruiil 3axon om 27 dekadpsa 2019 a.
N 481-D3
11. IlepeBo3ku apMarieBTUIECKON CyOCTaHIIMK CIIUPTA 3TUIOBOTO (3TAHOJA) OCYIIECTBISIOTCS C
coOnrofeHreM TpeOOBaHUM, YCTAaHOBIIEHHBIX a03alleM 4YeTBEpPThIM NyHKTa 3 cTaThu 9 DemepanbHOro
3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocyaapCTBEHHOM pETyJIMPOBaHMM IPOU3BOJICTBA U
000poTa STUJIOBOTO CHHPTA, AaJKOTOJIBHOW M CIHUPTOCOAEpKAIleH MNPOAYKIMA U OO0 OrpaHUYCHHUH
noTpedeHus (pacuTHs) aIKOT0JIbHOM npoayKuun".
TAPAHT:

CM. koMMeHTapuu K cTaTtbe 45 HacTosero denepabHOr0 3aKOHa

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPECTB
TAPAHT:

Cm. IlonmokeHme O  MPOBEACHHWHM  DKCIEpPUMEHTa IO  MapKUPOBKE  KOHTPOJIHHBIMU
(uneHTU(UKAIMOHHBIMI) 3HAKAMH U MOHHUTOPUHTY 32 OOOPOTOM OTHEIbHBIX BHJIIOB JIEKAPCTBEHHBIX
MpenaparoB Jisi MEIUIMHCKOTO MPUMEHEHHUS, YTBEPKACHHOe nocTtanoBienueM [IpaButensctBa PO ot
24 suBaps 2017 r. N 62

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvhvim 3akonom om 11 oxkmaopa 20102. N 271-DP3 6 uacme 1 cmamou 46 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUS

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlexapcTBeHHBIE TMpemapaThl, 3a UCKIOYEHHEM JIEKapCTBEHHBIX MPENapaToB, M3TOTOBICHHBIX
anTeYHBIMM  OPTAHM3ANMSIMH, BETCPUHAPHBIMH AaNTCYHBIMA  OpPTaHW3AIUSMH, WHIUBHIYTEHBIMH
IpeIpPUHUMATEIIMU, UMEIOIIMMHU JIMIICH3UI0 Ha (papMalleBTUYECKYIO JeSTebHOCTb, JOJKHBI TOCTYNaTh
B oOpallieHue, eciu:

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 1 vacmu I cmamvu 46 nacmosiwezo
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHenust, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 8 npedvloyujeli peoaxkyuu
1) Ha WX TNEepBUYHOW YIAKOBKE (3a HWCKIIOYCHHEM TICPBHYHOW YITAKOBKH JICKAPCTBEHHBIX
PACTUTENBHBIX MpPENapaToB) XOPOIIO YUTAEMBIM HMIPU(TOM HAa PYCCKOM S3bIKE YKa3aHbl HAUMEHOBaHUE
JICKapCTBEHHOTO Tperapara (Mex 1yHapoIHOe HelIaTeHTOBAaHHOE, WIH TPYIITHPOBOYHOE, NI XUMHUYECKOE,
WM TOPTrOBOE HAMMEHOBAHNE), HOMEP CepHH, JaTa BBIMTyCKa (151 HMMYHOOHOIOTHYECKUX JIEKAPCTBEHHBIX
IperapaToB), CPOK TOAHOCTH, JIO3UPOBKA HIIM KOHIICHTpAIHs, 00beM, aKTHBHOCTh B SAMHHIIAX JCHCTBUS
WJIA KOJIMYECTBO J103;

Wudopmanust 00 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 dexabpa 2014 2. N 429-D3 ¢ nynkm 2 yacmu I cmamvu 46 nacmoswezo
DedepanbHoeo 3aKOHA 8HECeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu

2) Ha WX BTOPHYHOU (MOTPEOUTEIHLCKON) YIMAKOBKE XOPOIIO YUTAEMBIM MIPHUPTOM Ha PYCCKOM
A3bIKE YKa3aHbl HaWMEHOBAaHHE JIEKAPCTBEHHOro Mpemnapara (MeXIyHapOJHOE HENaTeHTOBAaHHOE, WIIU
CPYNIHUPOBOYHOE, WM XUMHUYECKOE M TOProBO€ HAUMEHOBAHHUSA), HAUMEHOBAHUE MPOU3BOIUTEIS
JIEKapCTBEHHOI'O Ipernapara, HOMEp CepHH, JlaTa BbIMycKa (I UMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX
npernapaToB), HOMEP PETHUCTPAIMOHHOTO YJIOCTOBEPECHHs, CPOK TOJHOCTH, CIIOCO0 TpPUMEHEHUS,
JO3UPOBKA WIIM KOHLEHTpalus, 0o0beM, aKTUBHOCTh B €IUHHUIAX JIEHCTBUS JUOO KOJIMYECTBO /03 B
yIaKOBKe, JICKApCTBEHHAs! (hopMa, YCIOBUS OTITYCKa, YCIOBUS XPAaHECHHSI, TPy IPEIUTEIIbHBIC HATITUCH.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 ¢ uwacmv 2 cmamwvu 46 nHacmoswe2o
DedepanvbHo20 3aKOHA 8HeceHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uoan 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

2. dapmareBTHUECKHE CYOCTaHIIMU JOJDKHBI MOCTYNaTh B oOpalleHue, eclii Ha WX TMEePBUYHOU
YIaKOBKE XOPOIIO YUTAEMbIM HIPU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHUE (hapMalleBTUUYECKOI
cyOcTtaHuu (MEXIyHApOJIHOE HEMATEeHTOBAHHOE, WM TPYNIHPOBOYHOE, WM XMMHUYECKOE M TOPTOBOE
HAaUMEHOBAHMS), HAUMEHOBAHUE MPOU3BOAUTENS (hapMalleBTUUECKON CyOCTaHIIMU, HOMEpP CepuM U JaTta
M3TOTOBJICHHS, KOJUYECTBO B YIAKOBKE M €IUWHUIIBI U3MEPEHHS KOJWYECTBA, CPOK T'OAHOCTU U YCIOBUS
XpaHEHUS.

3. JlexkapcTBEHHBIE CpEACTBA B KAaue€CTBE CHIBOPOTOK JIOJDKHBI IOCTYINAaTh B OOpalleHHE C
yKa3aHHEeM KHUBOTHOT'O, U3 KPOBH, TJIa3Mbl KPOBH, OPTraHOB U TKaHEH KOTOPOT'O OHH MOTYYEHBI.

4. Ha BTOopruHy10 (HOTpeOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MTOJIyYEHHBIX U3 KPOBH,
IJIa3Mbl KPOBH, OPraHOB M TKaHEH 4YelIoBeKa, JOJ’KHA HAHOCUTHCS Haanuch: "Antutena k BUU-1, BUY-2,
K BUpycCy renaruta C v MOBEpXHOCTHBIA aHTUTEH BUpYyca renatuta B oTcyTcTBYIOT".

5. Ha  nepBuuHyl0  ymakoBKy M  BTOPHYHYIO  (IOTPEOHUTENBCKYIO)  YIaKOBKY
paanodapMaleBTHIECKUX JIEKAPCTBEHHBIX CPEJICTB JOJIKEH HAHOCUTHCS 3HAK paMalluOHHOMN OMMaCHOCTH.

6. Ha BTopuuHyto (HOTpeOUTENBCKYI0) YIIAKOBKY IOMEOINATHUYECKUX JIEKAPCTBEHHBIX MPENapaToB
IOJDKHA HAHOCUTHCS Haanuch: ""I'oMeonaruueckuii”.

7. Ha BTOpuuHyI0 (TOTPEOUTENHCKYI0) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX TPErapaToB
JIOJI’KHA HAaHOCUTbCs Haanuch: "[Ipoaykius npoinia paaAualluoHHbIA KOHTPOJIb'.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uwacmv 8§ cmamvu 46 Hacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHust, scmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyr0 ymakoBKy (eciu Ui 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTh) U
BTOPUYHYIO (TIOTPEOUTENBCKYI0) YIAKOBKY JIGKAPCTBEHHBIX TMpENapaTroB, MpeIHAa3HAYEHHBIX IS
KIIMHUYECKUX MCCIIeTOBAaHNM, JOJDKHA HAHOCUTHCS HAAMUCh: " J{J1s KITMHUYECKUX HCCIeT0BaHnN".

9. VYmnakoBka JEKApCTBEHHBIX CpPEJCTB, MPEJHA3HAUYECHHBIX MCKIIOYUTENBHO [UJIsl HKCIOPTAa,
MapKHUPYyETCsl B COOTBETCTBUU C TPEOOBAHUSAMH CTPAHBI-UMIIOpTEPA.

10. Ha TtpancmopTHyio Tapy, KOoTOopas He MpeJHa3HadyeHa g MOTpeOuTeneil u B KOTOPYIO
MOMEIICHO JIEKAPCTBEHHOE CPEJCTBO, JOJKHA HAHOCUTHCA HHGPOpMAIMS O HAUMEHOBAaHWUHU, CEpPUU
JIEKaPCTBEHHOT'O CPEJCTBa, JaTe€ BBIMYCKa, KOJIMYECTBE BTOPHYHBIX (TMOTPEOUTENBCKHX) YHAKOBOK
JIEKAapCTBEHHOTO CPEJCTBA, MPOU3BOIMUTENE JIEKAPCTBEHHOTO CPEJCTBA C YKa3aHWEM HAWMMEHOBAHUS W
MECTOHAXO0XACHUS TIPOU3BOAUTENS TIEKAPCTBEHHOTO CPE/ICTBA (apec, B TOM YHUCIE cTpaHa U (WJIM) MECTO
MPOU3BOJICTBA JICKAPCTBEHHOTO CPENICTBA), a TaKXKE O CPOKE TOJHOCTH JIEKAPCTBEHHOTO CPEICTBAa U 00
YCIIOBUSIX €T0 XpaHEHHUs U MEePEeBO3KH, HEOOXOIUMbIE TPeayNpEANTEIbHbIC HAAMUCH U MAHHUITYJISITOPHBIE
3HAKH.

11. Ha mepBUYHYIO YNaKOBKY M BTOPHUYHYIO (MOTPEOUTENHCKYI0) YHMAKOBKY JIEKapCTBEHHBIX
CPEICTB Il BETEPUHAPHOTO TIPUMEHEHHWs JOJKHA HAHOCHUTBCS Haamuch: "l BeTepuHApHOTO
IpUMEHEHHu".
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12. Ha BropuuHyio (IOTpeOMTEILCKYIO) YMAKOBKY JIEKAPCTBEHHOTO IIpemapara HAHOCUTCS
LITPUXOBOH KOJ.
T'APAHT:

CM. koMMeHTapuu K cTaTtbe 46 HacTosero denepabHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akonom om 6 oexabdps 2011 2. N 409-D3 6 naumenosanue enagvl 9 Hacmosiue2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYeHUUu mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIUK08aHUS HA38aHH020 PedepalbHO20 3aKOHA

Cm. mekcm HAUMEHOBAHUS 8 NPedblOyUell PeOaKyuu

I'naBa 9. BBo3 jiekapcTBeHHbIX cpeacTB B Poccuiickyro @eepanuio 4 BbIBO3 JIEKAPCTBEHHbBIX
cpeacrts u3 Poccuiickoit Penepannu

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akoHom om 6 oexkaops 2011 2. N 409-D3 6 naumenosanue cmamou 47 Hacmosue2o
DedepanbHo2o 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPUuoyamu OHell nocje
OHA ohuyuanrbHo2o onyoIUK08aHUs HA38aHH020 PedepabHO20 3aKOHA

Cm. mekcm HAUMEHOBAHUS 8 NPeOblOyuel pedaKyuu
Crartbsa 47. Ilopsgok BBO3a JeKapCTBEHHBIX CcpelacTB B Poccuiickyto denepannio U BbIBO3a
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoit denepanmnu

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 Oexabps 2011 . N 409-P3 6 uacmv [ cmamvu 47 Hacmoswezo
DedepanbHo2o 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU Mpuoyamu OHell nocje
OHA ohuyuanrbHo2o 0nyoIUK08aHUS HA38aHH020 PedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
1. BBo3 nekapcTtBeHHBIX cpeAcTB B Poccuiickyto denepanuio OCYLIECTBISECTCS B MOPSJIKE,
ycraHoBieHHOM [IpaButensctBom Poccuiickoir  ®Depepanuv, B COOTBETCTBUM C  TaMOMKEHHBIM
3aKOHO/aTeIsCTBOM TaMokeHHOro coro3a B pamkax EBpA3DC (manee - TamokeHHBIN coro3) u (Win)
3aKoHoJaTensLcTBOM Poccuniickoi denepainiv 0 TaMOKEHHOM JIEIIE.

Wndopmarys 06 m3MEeHEHHUAX:
Yacms 2 usmenena c 28 dexabps 2019 2. - @edepanvhuiii 3akon om 27 dexaops 2019 . N 462-D3

CMm. npedvloyuyro peoakyuio
2. BBosumbie B Poccuiickyro denepannio JIeKapCTBEHHBIE CPEACTBA JIOJKHBI COAEpPkKAaThCsl B
roCyZapCTBEHHOM PEECTpE JISKAPCTBEHHBIX CPENICTB.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvhvim 3akonom om 6 Oexabpsa 2011 2. N 409-DP3 6 uacmv 3 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAlouue 6 CUNY NO UCMEeYeHUuU mpuoyamu OHell nocie
OHA ohuyUanbLHO20 ONYOIUKOBAHUSA HA36aHH020 DedepanbHo20 3aKOHA

Cm. mexem wacmu 8 npeovloyujeli peoaKyuu

3. Homyckaercs BB03 B Poccuiickyro denepanuro KOHKPETHOM NApTHM 3apErMCTPUPOBAHHBIX H
(umM)  He3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX ~ CPEJCTB, IpEIHA3HAUYEHHBIX JUIA  POBEICHUS
KJIMHUYECKUX HCCIIEIOBAaHUI JIEKapCTBEHHBIX MPErnapaToB, MPOBEACHUS SKCIEPTU3bl JIEKapCTBEHHBIX
CPEICTB AJI1 OCYLIECTBJIEHUS TOCYIapCTBEHHOM PETMCTpPAllMU JIEKAPCTBEHHBIX MPENapaTroB WIH JUIs
OKa3aHUs MEIUIUHCKOM MOMOIIM MO >KU3HEHHBIM TOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUHU
paspelieHrs, BbIAHHOTO YIOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM MCIOJHHUTEIBHON BIAcTH 10
3asiBJICHUSAM JIML, YKa3aHHbIX B cTarbe 48 Hactosmero denepanpbHoro 3akoHa. PaccMoTpeHue Takoro
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3aiBJI€HUS M TPUHATHE PpEUIEHHWs O BblJau€ pa3pelleHus Ha BBO3 KOHKPETHOM MapTuu
3aperuCTPUPOBAHHBIX U (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, NPEAHA3HAYECHHBIX UL
IPOBEIEHUS] KJIMHUYECKUX HCCIEJI0BAaHUM JIEKAPCTBEHHBIX IIPENapaTtoB, IPOBEAEHUS SKCIEPTU3bI
JEKapCTBEHHBIX CPEJICTB U1 OCYLIECTBJIEHHUS TOCYJAapCTBEHHOW pPETUCTPALlUU  JIEKApCTBEHHBIX
IpenapaToB MM JUIsl OKa3aHWsS MEAMLMHCKOW NOMOIIM IO >XU3HEHHBIM I10Ka3aHUSM KOHKPETHOI'O
nanueHTa 100 00 oTKase B BbIaye YKA3aHHOTO Pa3pelieHHs MPOU3BOAATCSA B CPOK, HE MPEBBIIIAOIINI
nsaTH pabouux aHel. [lnara 3a Belgauy yKa3aHHOTO pa3pelieHusl He B3UMaeTCsl.

Wndopmarius 06 n3MEHEHHSX:

Cmamows 47 oonoanena uacmoio 3.1 ¢ 1 mapma 2020 e. - Dedepanvusiii 3akon om 27 dexaops 2019 e. N
475-D3
TAPAHT:

[Tonoxxenns yactu 3.1 npumenstores 1o 31 nexadbps 2023 r.

3.1. Jonyckaercsi BBO3 B Poccuiickyto denepainio KOHKPETHON MapTUU HE3apEeTrUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENaparoB, COJEP)KALIMX HAPKOTHUECKHE CPEACTBA WJIM IICUXOTPOIIHBIE BEIIECTBA, B
nopsifke, ycraHoBieHHoMm [IpaButensctBoM Poccuiickoit ®denepanuu, s OKa3aHUS METUIITHCKOM
IOMOIUIH I10 KU3HEHHBIM IMOKa3aHHUAM KOHKPETHOI'O NAIMEeHTa WIM TPyNIbl MAllMEHTOB B CIydae, €cliu
UMeeTCsl pelIeHHe BpaueOHOW KOMHMCCUM METUIIMHCKOM oOpraHu3aiud o Hed()(EKTUBHOCTH WIH
HEBO3MOKHOCTH IPHUMEHEHUS y KOHKPETHOI'O IallME€HTa HHBIX 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, B TOM YHCJE COJEpKalUX JpPYrue AeHCTBYIONIME BELIECTBA, U O HEOOXOIMMOCTH BBO3a
OIPEEIEHHOr0 He3aperuCTpUPOBAHHOIO JIEKAPCTBEHHOTO IIpernapaTa ¢ yKa3aHHEM €ro MEXIYHapOIHOTO
HEMaTeHTOBAaHHOTO (MJIM XMUMHYECKOTrO, HJIM TPYNIHUPOBOYHOT0) HAMMEHOBaHHUA, (OPMBI BBITyCKa U
kosmdectBa. [lepedyenp 3a0osieBaHUII M COCTOSIHUH M COOTBETCTBYIOLIMX JICKAPCTBEHHBIX MPENapaToB,
CoJIeprKalIiNX HAPKOTUYECKUE CPEICTBA U MCHUXOTPOIIHBIE BEUIECTBA, B IEJSIX OCYIIECTBICHHUS UX BBO3a B
COOTBETCTBUH C TpEeOOBAHMSMHU HACTOSIICH YACTH YTBEPXKAACTCS YIOJIHOMOYEHHBIM (eaeparbHbIM
OpraHOM UCHOJHUTENbHOM BIACTH.

Undopmarus 06 n3MEHEHHSX:

Cmamows 47 oonoanena uacmoio 3.2 ¢ 26 mapma 2022 2. - @edepanvhsiii 3akon om 26 mapma 2022 2. N
64-D3
3.2. o 31 nmexaGps 2022 roga npomyckaroTcs BBO3 Ha Teppuroputo Poccuiickoit denepaunu u
obpamenue B Poccuiickoit ®enepaniuu ¢ y4eToM OCOOEHHOCTEH, YCTaHOBIEHHBIX I[IpaBUTENHCTBOM
Poccuiickoit ®enepannu, 3aperncTpUpPOBaHHBIX JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEIULUHCKOTO
NPUMEHEHHUs B YNaKOBKaX, MpeIHa3HAYEHHBIX AJIs 0OpalleHHs B MHOCTPAHHBIX FOCYJapCTBax, B CiIydae
neQeKTypbl JEeKapCTBEHHBIX IpenapaToB MM pHCKa €€ BO3HUKHOBEHHS B CBA3M C BBEJICHHEM B
otHowmeHnn Poccuiickoit denepanuy OrpaHUYMTENIBHBIX MEpP KOHOMHUYECKOIO XapaKTepa IPH YCIOBUU
COOTBETCTBUSI BBO3MMBIX JIEKAPCTBEHHBIX IpenapaToB TpeOOBaHUSM, YCTAHOBIEHHBIM MpU HX
perucTpanuu, 3a HUCKIOYEHHEM TpeOOBaHMN K NEPBUYHOM YNAaKOBKE, BTOPUYHOW (TOTPeOUTENHCKOM)
yIaKoBKe, a TaKke IMpH HAIMYMM Ha BTOPHUYHOW (MOTPEOUTENILCKOM) YHMAKOBKE JIEKapCTBEHHBIX
IpenapaToB, HaXOAALIMXCS B OOpallleHUH, CaMOKJIESIIENCS 3TUKETKH, cojJeprkalied HHGOpMaluo o
JIEKapCTBEHHOM IIPEINapaTe Ha PyCCKOM SI3BIKE.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 4 cmamvu 47 Hacmoswezo
DedepanbH020 3aKOHA 8HECeHbl USMEHeHUs, 6Cmynaowue 8 CUIy no UCMeYyeHUuu mpuoyamu OHel nocie
OHsL 0puyuanvbHo20 onyoIUKOBaAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweri pedaKyuu
4. B Poccuiickyro ®enepanyrto MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, Ka4eCTBO KOTOPBIX
MOJATBEPKIEHO CEPTUPUKATOM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIONINM COOTBETCTBHE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (papMaKkONEeHHbIX cTaTel OO B Cilydae UX OTCYTCTBHUS
HOPMAaTUBHOM TOKYMEHTAlLlMU WJIM HOPMaTUBHOI'O JOKYMEHTA.

Wudopmanust 00 N3MEHEHUSX:
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Deodepanvrvim 3akonom om 6 Oexaops 2011 . N 409-P3 6 uwacmv 5 cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIUK08aHUS HA38aHH020 PedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
5. 3anpemaercs BB03 B Poccuiickyto ®exepaunio ¢anbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/CTB, HEMOOPOKAYECTBEHHBIX JICKAPCTBECHHBIX CPEACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEIICTB.

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 6 cmamvu 47 Hacmoswe2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYyeHUU mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIUK08aHUS HA38aHH020 PedepailbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

6. ®@anbcuuUUpPOBaHHBIE JEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAUYECTBEHHBIE JIEKAPCTBEHHBIC
CPEACTBA MOJIEKAT UIBATUIO U MOCIIEAYIOIIEMY YHUUTOXEHHUIO WIHM BbIBO3Y U3 Poccuiickon dexnepanuu,
KOHTpa(aKkTHbIE JIEKAPCTBEHHBIE CPEJICTBA - U3BATHIO U IMOCIEAYIOIIEMY YHHUTOXKEHHUIO. YHHUUYTOKEHUE
wii  BeBO3 U3 Poccmiickoii @enepamun  panbcuuUIMpOBaHHBIX  JIGKAPCTBEHHBIX  CPEJICTB,
HEOOPOKAYECTBEHHBIX ~ JIGKAPCTBEHHBIX  CPEICTB,  KOHTpa(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISICTCA 3a CYET JMIA, OCYIIECTBHUBIIETO UX BBO3. [lOpsoK YHMYTOXKEHUS H3BATHIX
(banbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKkTHBIX JIEKAPCTBEHHBIX CPeAICTB ycTanaBnuBaercs [IpaBurensctBoM Poccuiickoit denepammu.

Undopmarust 06 n3MEHEHHSX:

DedepanvHuim 3akonom om 6 Oexabpsa 2011 e N 409-DP3 6 uyacmv 7 cmamvu 47 Hacmosue2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, 8Cmynaowue 8 CULy no UCMeYyeHuu mpuoyamu OHel nocje
OHA ohuyuanrbHo2o 0nyoIUK08aHUS HA38aHH020 PedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
7. Jluma, ocymectBistome BBo3 B Poccuiickyro ®enepanuio  (anbcupuIMpoBaHHBIX
JEKapCTBEHHBIX  CPEICTB, HEAOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB,  KOHTpa(akTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXKEHHBIM 3aKOHOATEIbCTBOM
TamoxkeHHOro coro3a u (Un) 3akoHo1aTesbeTBoM Poccuiickoit denepaiiv 0 TAMOKEHHOM JIETIe.

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrovim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 8§ cmamvu 47 Hacmosweco
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHenust, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
8. BriB03 nexapcTBeHHbIX cpencTB U3 Poccuiickoit denepanun ocymiecTBisieTcs: 6€3 NpUMEHEHUs
OTPaHUYEHUH, YCTAaHOBJIEHHBIX TAMOXKEHHBIM 3aKOHOJATENbCTBOM TaMOXEHHOTo coo3a M (Win)
3aKOHOAATeNnbCcTBOM Poccuniickoil @enepannu O roCyJapCTBEHHOM pPETYJIMPOBAHMHU BHEIIHETOPTOBOM
JeATEIbHOCTH.

Wndhopmarust 06 n3MEHEHHSX :

Cmamowsa 47 oonoanena uacmoio 9 ¢ 29 noabpa 2019 e. - @edepanvhuiii 3akon om 28 nosops 2018 e. N
449-D3
9. BBox B rpakaaHCcKuil 00OpOT JIEKapCTBEHHBIX IMPENapaToB JUIsi MEAMIUHCKOTO MPUMEHEHMS,
BBe3eHHBIX B Poccuiickyro denepainio, OCyIIECTBISETCS ¢ COOMIOACHUEM TPeOOBaHM, YCTaHOBIEHHBIX
crateeil 52.1 Hactosmero denepanbHOro 3aKoHa.

Wudopmanust 00 n3MEHEHUSX:

Cmamowsa 47 oononnena yacmoto 10 ¢ 1 cenmaopa 2023 . - @edepanvhviil 3akon om 2 urona 2021 e. N
317-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:
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Cwm. koMMeHTapuu K ctathe 47 HacTosiero denepabHOrO 3aKOHA

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axkorHom om 6 dexabps 2011 2. N 409-D3 ¢ cmamvro 48 nacmosweeo Dedepanvrozo
3GKOHA 6HeCceHbl UBMEHEHUs, Gcmynalowjue 6 CUly no UCmeYeHuu mpuoyamu OHell nocie OHs
oguyuanvrozo onyoauxkosanus HazeanHo2o PedepanbHo20 3aKOHA

Cm. mexkcm cmamou 8 npedvioyujell peoaxKyuu
Cratba 48. IOpununueckue M@, KOTOPHIM pa3pelieH BBO3 JICKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepannro

JlekapcTBennsie cpenctBa B Poccuiickyro denepainito MOryT BBO3UTh:

1) TpouW3BOIUTENH JICKAPCTBEHHBIX CPEACTB JUIsl 1LeJeid COOCTBEHHOTO IPOU3BOACTBA
JICKapPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIE pPa3pabdOTUYUKH JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIE IPOU3BOAUTEIN
JIEKapCTBEHHBIX CPEJCTB WU JAPYTue IPUIUYECKHE JIHIA M0 MOPYUYECHUIO0 Pa3paboTUuKa JIEKApCTBEHHOTO
CpEICTBA JJIs IMPOBEJIEHUS KIMHUYECKUX HCCIIEIOBAaHHUM JIEKAPCTBEHHOrO Ipenapara, OCYIIECTBIICHUS
roCy/IapCTBEHHOW PETUCTPALMK JIEKAPCTBEHHOTO MIpernapaTa, BKIIOYeHUs (papMarieBTHUeCKOr cyOcTaHIIuu
B FOCYJJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB, KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB IIPU
HAJIMYUK Pa3pelieHrs YIOJTHOMOYEHHOTO (eepalbHOro OpraHa HWCIOJHHUTEIBHON BJIACTH Ha BBO3
KOHKPETHOW MapTUU JIEKAPCTBEHHBIX CPEJICTB;

3) opraHu3aluu ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 2 wuwoas 2013 2. N 185-DP3 6 nynkm 4 cmamvu 48 nacmoswezo
DedepanbHo2o 3aKOHA BHECEeHbL USMeHeHUs, ecmynarowue 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
4) Hay4YHO-HMCCIICJIOBATEIIbCKAE OpraHW3alMy, O00pa3oBaTElbHBIC OPraHU3allMM  BBICIIETO
00pa3oBaHMsl, TPOM3BOIUTENHN JEKAPCTBEHHBIX CPEICTB Ui pa3pabOTKH, HCCIEIOBAHUN, KOHTPOJIS
0e30macHOCTH, KauecTBa, dS()()EKTUBHOCTH JICKAPCTBCHHBIX CPEICTB MPH HAJTUYUU  pa3peIICHUs
YIIOJTHOMOYEHHOTO (heZiepaibHOTO OpTraHa MCIIOIHUTEIHHON BIIACTH;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrovim 3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nHacmosaweeo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm nyHkma 8 npedvloyujeli peoaxyuu
5) MeAUIIMHCKUE OPraHM3alluY, UHbIE YKa3aHHbIE B IMyHKTax | - 4 HAacTOAILIEH CTaTbU OpraHu3aluu
JUISL OKAa3aHUs MEJULUHCKON MTOMOIIH M0 »KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO MAlMEeHTa IIPU HAIUYUU
paspelieHnss YIoJIHOMOUYEHHOro (eepaabHOr0 OpraHa MCHOJIHUTENbHOM BJIAacTH Ha BBO3 KOHKPETHOMU
HNapTUHM JICKapCTBEHHOI'O Mpernapara, BBIJAHHOTO B YCTAaHOBJIIEHHOM HOpsijKe B (hopMe 3JIEKTPOHHOIO
JIOKYMEHTA, MOJIMCAHHOT0 YCUJICHHOW KBaJIM(ULIUPOBAHHOM 3JIEKTPOHHOM MOANNCHIO;

Wndopmarys 06 M3MEHEHHUSX:

Cmamos 48 oononnena nynkmom 6 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dekabpsa 2019 e. N
475-D3
TAPAHT:

[Tonoxenus myHkra 6 nmpumensitores 10 31 nexadps 2023 r.

6) rocylapCTBEHHbIE YHUTAPHBIEC PEINPUITHS, UMYIIECTBO KOTOPHIX HaXoauTCs B (eaepaibHON
coOcTBeHHOCTH, orpeensemble [IpaBurenscTBoM Poccuiickoii denepannu, B yacTu BBo3a B Poccuiickyto
denepanvio  HE3aPETHCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IMPENAparoB, COAEPKAIMUX HAPKOTHYECKHUE
CpeicTBa MM IICUXOTPOIHBIE BEILIECTBA, JJIA OKa3aHUsS MEAUIUHCKOM IIOMOIIM II0 >KU3HEHHBIM
MIOKa3aHUSAM KOHKPETHOI'O MAlMEHTa WIM IPYIIIbI [MAIMEHTOB B COOTBETCTBUU C 4acThbio 3.1 crathu 47
Hacrosuero denepaabHOroO 3aK0Ha.

29.04.20222 Cuctema TAPAHT 106/140


http://internet.garant.ru/document/redirect/70103052/236
http://internet.garant.ru/document/redirect/70103052/262
http://internet.garant.ru/document/redirect/70103053/0
http://internet.garant.ru/document/redirect/5761738/48
http://internet.garant.ru/document/redirect/70405818/13105
http://internet.garant.ru/document/redirect/70405818/1631
http://internet.garant.ru/document/redirect/58060338/484
http://internet.garant.ru/document/redirect/70609180/16
http://internet.garant.ru/document/redirect/57742734/485
http://internet.garant.ru/document/redirect/12184522/21
http://internet.garant.ru/document/redirect/73355325/1013
http://internet.garant.ru/document/redirect/73355325/403
http://internet.garant.ru/document/redirect/73714344/2

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

'APAHT:

Cwm. koMMeHTapuu K ctathe 48 HacTosiero denepaybHOrO 3aKOHA

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akoHom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamvu 49 nacmosweco
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 6 CULY No UCMeYyeHUUu mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIUK08aHUS HA38aHH020 PedepalbHO20 3aKOHA

Cm. mekcm HAUMEHOBaHUs 8 NPeOblOywell pedaKyuu
Crarba 49. /lokyMeHTbI, IpEeACTaBIsAEMbIE B TaMOKEHHbIE opranbl Poccuiickoilt denepanuu npu
BBO3€ JIEKApPCTBEHHBIX CcpeACcTB B Poccuiickyro denepaiuio

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrovim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv [ cmamvu 49 nacmoswezo
DedepanbHo20 3aKOHA 8HECEHbL USMEHEHUS, 6CMYNAoWUe 8 CULY N0 UCMEYeHUU Mmpuoyamu OHell nocie
OHA ohuyuanrbHo20 0nyoIUK08aAHUS HA38aHH020 PedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. Ilpu BBO3e JeKapCcTBEHHBIX CpelacTB B Poccuiickyro @Denepaliito B TaMOXXEHHBIE OpPraHbI
Poccuiickoit @enepanuu Hapsay ¢ TOKYMEHTAMHU, PEICTABIEHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHO/ATeIbCTBOM TaMOXeHHOro coro3a U (WiM) 3akoHojaarerabcTBOM Poccuiickoit denepauuu o
TaMOKEHHOM JIeJI€, IPEJICTABIISIOTCS CIIEAYIOIINE JOKYMEHTHI:

1) cepruduxaT HPOU3BOAMTENS JEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOUIMI COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOTO CpeACcTBa TPeOOBaHUAM (apmakorneiiHol craTby JHOO B CiIydae ee
OTCYTCTBHSI HOPMAaTUBHON JOKYMEHTAIMH UM HOPMAaTUBHOTO JOKYMEHTA;

2) paspemieHHE YMOJHOMOYEHHOTO (elepaIbHOro OpraHa HCIIOJHUTEIHHONM BIIACTH Ha BBO3
KOHKPETHOW MapTUH JIEKaPCTBEHHOTO CPEACTBA B CIIy4asX, YCTAaHOBIEHHBIX YacThio 3 crarbu 47
HacTosero denepanbHOro 3aKoHa.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 2 cmamvu 49 nHacmoswezo
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA ohuyuanbHo2o onyoIUK08aHUs. HA38aHH020 PedepanbHO20 3aKOHA

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
2. JIokyMEHTBI, yKa3aHHbIE B IyHKTax | W 2 yactu | HacTtosmied CTaTb, NMPEICTABISIFOTCS B
TaMOKeHHbIe opranbl Poccuiickoii @enepanuu npu NpUOBITHH JEKapCTBEHHBIX cpeAcTB B Poccuiickyio
denepannio.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 49 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Dedepanvrvim 3axkonom om 29 uwnsa 2015 2. N 160-D3 6 naumenosanue cmamou 50 Hacmoswezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexem naumeHo8anus 8 npedvioyuel peoaxkyuu
Crarbs 50. BB03 nekapcTBeHHBIX mpemnaparoB B Poccuiickyro ®enepamnuio s JTUIHOTO
UCIIOJIb30BAaHUsl M WHBIX HEKOMMEpPYECKMX LIEJEH, a Takke A HCIOJb30BaHUSA Ha
TEPPUTOPUHU MEXKTYHAPOJIHOTO METUIIMHCKOTO KacTepa

Wupopmarys 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uacmv 1 cmamvu 50 Hacmoswezo
DedepanbH020 3aKOHA 8HECEHbl USMEHeHUsl, CMYNnalowue 8 CULy NO UCMeYeHuU mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIuK08anUs Ha38anH020 PedepanbHo20 3aKOHA
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Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
1. JlekapcTBeHHBIE TpenapaTbl MOTYT ObIThb BBe3eHbl B Poccuiickyro @enepanuio 0e3 ydera
TpeOOBaHMUH, MPEAYCMOTPEHHBIX YacTsIMu | - 4 ctathu 47, ctatbavmu 48 u 49 Hacrosmiero denpepaabHOTO
3aKOHA, €CJIM OHM MPEIHA3HAYEHBI JUIA:

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 2 uwona 2016 2. N 163-D3 nynkm 1 wacmu I cmamovu 50 nacmosawezco
DedepanbHo20 3aKOHA U3LOJCEH 8 HOBOU PeOaKyul

Cm. mexkcm nyHkma 8 npeovioyujeli peoaxKyuu

1) au4HOTO MCTMONB30BaHUS (PU3MUSCKUMHU JUIAMH, MPUOBIBIIUME B Poccuiickyro denepanuto.
I[Ipu »TtoM BBO3 B Poccuiickyro Denepanuio JEKApCTBEHHBIX MPENaparoB,  COAEPHKAILIMX
CHWJIIBHOJCUCTBYIOIIME U (WJIM) SJOBUTHIC BEHIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CIIHMCOK
CUJIBHOJICUCTBYIOIIMUX BEIIECTB I LI€JIEH YroJOBHOTO 3akoHojaTelbcTBa Poccuiickont denepanuu U B
CIIMCOK SOBUTBIX BEIIECTB JUIA LEJed YroJIOBHOrO 3akoHonarenscTBa Pocculickoin denepanum,
yTBepxkaeHHble [IpaButensctBoM Poccuiickoit denepanuu, OCymecTBISIETCS TPU HAJTUYUHU JTOKYMEHTOB
(3aBepeHHBIX KOMHUMA JOKYMEHTOB WJIM 3aBEPEHHBIX BBIITMCOK M3 HUX), MOJATBEPKAAONINX HA3HAUCHUE
duznyecKoMy JIMIly YKa3aHHBIX JIEKAPCTBEHHBIX IMpermapaToB (3a UCKIIOYCHHEM JIeKapCTBEHHBIX
MIpEIaparoB, 3aperucTpupoBaHHbiX B Poccuiickoit @enepanuu u oTiyckaeMbix B Poccuiickoin deneparuun
0e3 pelernta Ha JIeKapCTBEHHBIN Mpenapart). [loaTBepxkaaronme JOKyMEHThI (MX 3aBEpEeHHbIE KOMUU WIIH
3aBEpPEHHBIC BBIMUCKKM U3 HHUX) JOJDKHBI COACpP)KAaTh CBEICHHUS O HAUMEHOBAHMM M KOJHYECTBE
HA3HAYEHHOT'O JIEKAPCTBEHHOro mpemapara. B ciydae, eciau mMOATBEp)KAalolIue JOKYMEHTHI (HMX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPEHHbIC BBIMUCKA W3 HHUX) COCTABIIEHBI HAa MHOCTPAHHOM S3bIKE, K HUM
MIPUJIAraeTcs HOTapHaJlbHO 3aBEPEHHBIN MIEPEBOJ HA PYCCKUMN A3BIK;

2) WUCHOJIb30BaHUS PAOOTHUKAMU JIUIJIOMATHYECKOTO KOpIyca WM  IPEACTaBUTEISIMU
MEXIYHAPOJAHBIX OpraHU3alnii, akKpeAUTOBaHHBIX B Pocculickoii @enepanuy;

3) nedeHHs] MACCAKUPOB W UICHOB OSKHUIIAXKEW TPAHCIOPTHBIX CPEICTB, TMOE3IHBIX OpUrag u
BOJMTENICH TPAaHCTIOPTHBIX CPENICTB, MpUOBIBIIKX B Poccuiickyio ®denepaiuio;

4) nedeHusi y4aCTHUKOB MEKTyHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPONPUATUA U YIACTHHUKOB
MEXIYHAPOAHBIX IKCIECTULINN;

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 5 usmenen c 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aszycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio
5) nedeHMs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajax, LUpKaX, OKeaHapuyMax,
nenbQUHApUsAX, JIEYEHUS IUKHUX >KUBOTHBIX, IMOCTOSHHO WIM BPEMEHHO HAaCeSIOIUX TEPPUTOPHIO
Poccuiickoit denepanuu, HaxOIAIUXCA B COCTOSHUU €CTECTBEHHOM CBOOOJBI M HPUHAAISKAIIUX K
BuAaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit denepanumu u (MaM) KpacHble KHUTM CYyOBEKTOB
Poccniickoit @enepanuu, a Takke >KUBOTHBIX, BBO3UMBIX B Poccuiickyro Pexepanuro sl y4acTHs B
CIIOPTHUBHBIX U 3PEJUILHBIX MEPOIPUATHUSAX;

Wndhopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 wuious 2015 2. N 160-®@3 uyacme [ cmamwvu 50 nacmosiwezo
DedepanbHo20 3aKOHA OONOIHEHA NYHKMOM 6
6) UCIIOIH30BAaHUS HA TEPPUTOPUHU MENKTYHAPOTHOTO METUIIMHCKOTO KIacTepa.
Wuopmarys 06 H3MEHEHHSIX:
Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmv 2 cmamvu 50 nHacmosweco
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, Cmynawue 8 CULy no UCMeYyeHuu mpuoyamu OHel nocje
OHAL OhuUYUATILHO2O ONYOIUKOBAHUS HA38AHH020 DPedepabHO20 3aKOHA

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
2. B cimyyasix, IpelyCMOTPEHHBIX 4acThio | HAcCTOAIIEH cTaThH, JOIyCKAeTcsl BBO3 B Poccuiickyto
®denepannio JIEKapCTBEHHBIX NIPENapaToB, HE 3aperucTpUpOBaHHbIX B Poccuiickont denepanuu.
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Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-@3 6 uacmv 3 cmamvu 50 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUS, 6CMYNAluue 8 CULY No UCmeYeHuyu mpuoyamu OHeu nocie
OHA ohuyuanbHo2o onyoIUK08aHUS HA38aHH020 PedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. JlexapcTBeHHBIE MpeNapaThl, MpeJHA3HAYCHHBIC I TYMaHUTAPHON MOMOIIH (COACHCTBHS) WIIN
NOMOIIIM TPH YPE3BBIUAMHBIX CHTyalusX, BBO3sATcS B Poccuwiickyro ®exepanuo B 1opsjke,
ycranoBieHHoM [IpaBurensctBoMm Poccuiickoit @epepauun. 3anpemiaercss BBo3 B Poccuiickyro
deneparuio He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX TPENapaToB, IPeAHA3HAYCHHBIX I 'y MaHUTapHOU
MOMOIIIH (CONEHCTBYS) FITM TIOMOIIH TP YPE3BBIYANHBIX CHTYAIUSX.
TAPAHT:

CMm. xommeHTapuu Kk ctarbe 50 HacTosero denepabHOrO 3aKOHA

Crartpsa 51. CoTpyaHHYecTBO (eiepaabHOro OpraHa UCIOJIHUTENIBHON BIACTH, YIIOJIHOMOYEHHOIO
B 00JIaCTH TAMOXEHHOIO J€Ja, W JAPYTruX YIOJIHOMOYEHHBIX (elepallbHbIX OpPraHOB
VICIIOJIHUTENIHOM BJIACTH
1. VYnomnomoueHHbIe (QeAcpaTbHbIE OPTraHbl WCIOJHUTEIHLHOW BIIACTH TIPEJOCTABISIOT B
pacriopsbkeHue  (eepanbHOrO OpraHa HMCIHOJHUTENBHOM BJIACTH, YHOJHOMOYEHHOTO B 00JjacTu
TAaMOXXEHHOTO JieJla, TOCYAapCTBEHHBIH pEeCTp JIEKAPCTBEHHBIX CPEACTB, a TaKkkKe HH(POPMAIHIO O
BBIIaHHBIX Ppa3pelICHUsX Ha BBO3 KOHKPETHOW IIApTUM JIEKAPCTBEHHBIX CPEICTB B  CIlyyasx,
YCTaHOBJIEHHBIX 4aCThIO 3 cTarbu 47 HacTosmero denepajbHOro 3aKOHa.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 2 cmamvu 51 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHsL 0huyUaIbHO20 ONYONUKOBAHUS HA38aAHH020 DedepalbHo20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. @enepalbHbIl OpraH HCIOJHUTENBHON BIIACTH, YHOJHOMOYEHHBIN B 00JacTH TaMOXKEHHOTO
nena, uHQOpMHUpYeT yKazaHHBIE B YacTH | HACTOSIIEH CTaThbHU YMOJTHOMOYEHHBIC ()eiepallbHbIe OpraHbl
WCIIOJHUTEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpelacTB B Poccuiickyro dDenepaiuio U BBIBO3E
JeKapCTBeHHbIX cpelacTB U3 Poccuiickoit denepannu no GopMe U B MOPSAIKE, KOTOPbIE YCTaHOBIICHBI
IIpaButenscTBOM Poccuiickoit denepannm.
TAPAHT:

CMm. komMeHTapuu K ctathe 51 HacTosero denepabHOr0 3aKOHA

I'nasa 10. ®apmaneBTHYeCKAsl 1€ATEIbHOCTD

TAPAHT:

Cm. TocynmapctBennyto mnporpammy P® "Pazputue QapmaneBTHUeCKOH U MEIUIIMHCKOM
npoMmeblnieHHocTH" Ha 2013 - 2020 rr., yrBepxaeHHyt0 nocraHoBienueM IIpaBurensctBa PO ot 15
anpens 2014 r. N 305

Cratbs 52. OcymiectBienne (papMareBTHIECKOMN NI TEITbHOCTH

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 25 wnosaops 2013 2. N 317-@3 6 uacms 1 cmamvu 52 nacmosiwezo
DedepanbHo2o 3aKOHA 6HeCeHbl USMEHEHUS

Cm. mexem wacmu 8 npedvloyujeli peoaKyuu
1. ®apmaneBTuueckas JIeATEIbHOCTH OCYIIECTBISETCS OPraHU3alMsIMH ONTOBOM TOPTOBIM
JIEKapCTBEHHBIMU  CpEJCTBAMHU,  AaNTEYHbIMU  OpraHU3alMsIMH,  BETEpUHAPHBIMU  ANTEYHBIMU
OpraHHu3alUsIMH, UHAUBUAYaJIbHBIMU IIpeIPUHUMATENSIMH, UMEIOLTIMHI JIULIEH3UIO Ha
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

(dapMarieBTUYECKYIO0 JIeATEIbHOCTh, MEAWIMWHCKUMH OpTaHU3AIMsIMH, WMEIOMIMMHU JIUICH3UI0 Ha
(apMalieBTUYECKYI0 JIEATEIBHOCTh, W HMX O00OCOOJECHHBIMH MOJpa3JeieHUusIMI  (aMOyJIaTOPHSIMH,
deapamepckuMu U (HebaIepCcKo-aKymepCKUME ITyHKTaMU, IIEHTpaMu (OTIeIeHUsIMHI) 001Iel BpaueOHOM
(ceMeifHOI) TPaKTUKK), PACHOJIOKEHHBIMH B CEIbCKHX HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHble  OpPraHM3allM¥, W  BETEPUHAPHBIMU  OpraHU3alMsIM{, WMEIONIMMHU  JIMICH3UIO  Ha
(dapManeBTUYECKYIO IeATCIHLHOCTb.

TAPAHT:

Cm. [llonmokeHue O JIMIEH3WPOBAHWHM  (DApMAICBTHUECKOH  JIEATEIBHOCTH,  YTBEPKICHHOE
noctanoBieHreM IIpaButenscTBa PO ot 22 nexabps 2011 r. N 1081

CM. MeTouuecKre yKa3aHusl 10 OCYIIECTBICHUIO OpraHaMu I'OCYJIapCTBEHHOH BiacTu cyObekToB PD
NepeAaHHbIX MoJHOMOuUni P® no nunen3upoBanuio (papmManeBTHUECKON e TeIbHOCTH, YTBEPKIACHHBIC
npukazom MunzapasconpasButus Poccun ot 6 utonst 2008 r. N 263u

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim  3akonom om 27 wons 2010e. N 192-D3 yacme 2 cmamvu 52 nacmoswezo
DedepanbH020 3aKOHA U3NONCEHA 8 HOBOU PedaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. ®wusuyeckue JHIa MOTYT OCYHICCTBIATH (hapMAaleBTUUYECKYIO NEATEIBHOCTh MPU HATUIHH
BBICIICTO HJIM CPEIAHEro (papMaieBTHYEeCKOr0 00pa30BaHUS U CEpTH(UKATA CIEIHATNCTA, BBICIIETO HIIN
CPEIHEr0 BETEPHUHAPHOTO 00pa3oBaHMS M CepTU(HUKATA CHEIHUAINCTA, @ TAKXKE BBICIIETO WIH CPEIHETO
MEIUIUHCKOT0 00pa3oBaHMs, cepTU(PUKATA CHEIHATUCTa W JIOMOJHUTEIBLHOIO NPOPECCHOHATBHOTO
00pa30oBaHMs B YaCTU PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMH TIperiapaTaMy MPU YCIOBUU UX PabOTHI B
000COOJICHHBIX TIOJPa3ICICHISIX METUIIMHCKUX OpPraHU3alii, YKa3aHHBIX B UacTy | HACTOSIIEH CTaThu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 52 HaCTOSIIEro q)ez[epanLHoro 3aKOHa

Wndopmarus 06 n3MEHEHHSX :

Deodepanvrulil 3akon donoanen cmamveti 52.1 ¢ 29 noaops 2019 e. - Dedepanvhuiili 3akon om 28
Hosopsa 2018 2. N 449-D3
Cratbs 52.1. BBon B rpakgaHCcKuil 00OpOT JEKAapCTBEHHBIX MPENapaToB AN MEAUIIMHCKOTO
MIpUMEHEHUS

1. Ilepen BBOIOM B Tpa)KAaHCKHI 000POT KaXI0M CepUM WM KaXKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoit @eaepanuu JeKapCTBEHHOrO Mpenapara JJisi MEIUIIMHCKOTO TPUMEHEHUS, 32 UCKIIFOUCHUEM
UMMYHOOHMOJIOTHYECKHX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOJUTENh TAKOTO JEKApCTBEHHOTO Ipenapara
npeacTaBisieT B (enepalibHbIA OpraH HWCIOJHHUTEIBHOW BIIACTH, OCYIIECTBISIOMUNA (DYHKIIMU TI0
KOHTPOJIIO U HaJ30py B cdepe 3ApaBOOXPAaHEHUs], TOKYMEHT NMPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEJCTBA,
MOJTBEPKJIAIOIIUI KAaueCTBO JIEKAPCTBEHHOrO Ipemnapara, U IMOATBEPKIECHUE YIOJIHOMOUYEHHOTO JUIa
MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB COOTBETCTBHS JIEKAPCTBEHHOTO TIperapara TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 TOCYIapCTBEHHON PErUCTpallUy.

2. Tlepen BBOAOM B Tpa)KAAHCKHII OOOPOT KaXKIOW CEpUM WM KaXKJIOW MapTHH BBO3HUMOIO B
Poccuiickyro denepanuio JIeKapCTBEHHOTO Mpenapara Jjisi MEAUIUHCKOTO TPUMEHEHUS, 38 UCKITIOUCHUEM
UMMYHOOMOJIOTHYECKUX  JIEKAPCTBEHHBIX  MPEmapaToB, OpraHMW3alys, OCYIIECTBISIONAs  BBO3
JeKapcTBeHHOro mpemnapara B Poccuiickyro @exnepanuio, MNpeAcTaBiseT B (QenepalbHblil opraH
UCTIOTHUTENIbHON  BIIACTH, OCYIISCTBISIOMMK (YHKIMM 1O KOHTPONI H Ham3opy B cdepe
3IpaBOOXpaHEHUs, CepTUPUKAT MPOU3BOIAUTENS  JIEKAPCTBEHHOTO  CPEACTBA,  YAOCTOBEPSIOIMINI
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOTO Mpernapara TpeOoBaHUAM (dapMaKonelHO cTaThH, a B CiIydae
OTCYTCTBHS (hapMaKONMEHHON CTaThM TpPeOOBAaHWAM HOPMATHUBHOW JOKYMEHTAIMH, W TOJTBEP)KICHHE
MPEACTABUTENS] OpraHu3aluy, OCYILIECTBIAIONIEH BBO3 JIEKapCTBEHHOro mnpemnapata B Poccuiickyro
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

®denepannio U yIIOJIHOMOYEHHOW NHOCTPAHHBIM ITPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBUSA
BBO3UMOI'O JIGKAPCTBEHHOT'O IIpernapara TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH €ro ToCyJapCTBEHHOMN
pPEruCTpaLUH.

3. [lopsiok mpencraBiaeHUs] B COOTBETCTBUU € yacTAMU | M 2 HACTOAILIEH CTaTbU JIOKYMEHTOB U
CBEICHHMI O JIEKapCTBEHHBIX IIperaparax, BBOJAUMBIX B TPaXKIAHCKUNA OOOpOT, YCTAHABIMBACTCS
[IpaBurensctBoM Poccuiickoit denepanuu.

4. B OTHOLIEHHWH MEPBBIX TPEX CEpUHM WM NApPTH JIEKApCTBEHHOIO Mperapara, BIIEPBbIE
npousBeeHHoro B Poccuiickor @enepaunu Wid BOepBble BBO3UMOro B Poccuiickyro dexpepanuro, B
denepanbHbI OpraH UCHOJHUTENBHON BIACTH, OCYIIECTBISIOMINNA (PYHKIIMH MO KOHTPOJIO U HAA30pY B
cdepe 3ApaBOOXpaHEHUS, JOMOIHUTEIBHO MPEACTABIACTCS MPOTOKOI UCIBITAHUNA O COOTBETCTBHH CEPUHU
WIM TapTUM JIEKAPCTBEHHOrO IIpenapaTta s MEJUUMHCKOrO NPHUMEHEHMsS II0Ka3aTelsM KadecTBa,
IPEyCMOTPEHHBIM HOPMATHUBHOM JIOKyMEHTalMEH (Jajee - IPOTOKOJ MCHBITaHUM), MPOBOJUMBIX
AKKpEIUTOBAHHBIMHU B COOTBETCTBUU C 3aKOHOaTelbcTBOM Poccuiickoit denepanuu 00 akkpeauTaluu B
HAIlMOHAJIBHOMW  CHUCTeME  aKKpeauTauud  (eaepanbHBIMH  TOCYAAPCTBEHHBIMH  OIO/KETHBIMHU
YUPEKIEHUSIMU,  TOJABEAOMCTBEHHBIMH  (perepalbHOMY  OpraHy  HCHOJHUTENIBHON  BIIAcTH,
OCyHIECTBIAONIEMY (YHKIMM IO BbIpadOTKE U pealu3alud TOCyJapCTBEHHOW IOJUTHKU U
HOPMATHUBHO-TIPAaBOBOMY DETYJIUPOBaHHI0O B cdepe 3ApaBoOXpaHeHUs, H ¢eAepalbHOMYy OpraHy
UCTIOJIHUTENIHOW  BJACTH, OCYHIECTBISIOMIEMY (GYHKIMM 1O KOHTPOJIIO H Ham30py B cdepe
3apaBooxpaHeHus. [lopsnok BbIauu yka3aHHBIMH (elepaibHbIMU TOCYAApCTBEHHBIMU OOKETHBIMU
YUPEKICHUSMH JAHHOTO IPOTOKOJIA M pa3Mep IUIaThl 3a €ro BblIady ycTaHaBiauBaroTcs lIpaBurenscTBomM
Poccuiickoit @enepanuu.

5. ExxerogHo He no3aHee | ¢eBpais mpouM3BOAUTENN JIEKAPCTBEHHBIX CPEACTB WM OpPraHU3alMH,
OCYILIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyro denepannio, NpenCcTaBlIsIOT B
(denepanbHBIN OpraH MCHOJIHUTEIBHOW BIIACTH, OCYIICCTBIIIONINN (DYHKIHUU MO KOHTPOJIIO M HAA30py B
cdepe 3ApaBOOXPaHEHHUs, TPOTOKOJ MCHBITAHUIN MOCTYNHUBIIETO B TEUEHUE T0/Ia B TPAXKJIAHCKUI 000pOT
JIEKapCTBEHHOI'0 IIpernapaTa KOHKPETHOIO IPOM3BOJMTEN (HAa OJHY CEpUI0 KaXJI0ro TOProBOIO
HAaUMEHOBAHUS C YYETOM JIEKQpCTBEHHON (OpPMBI M TO3UPOBKH), MPOBOAUMBIX AKKPEIUTOBAHHBIMHU B
COOTBETCTBUM C 3akoHozarenscTBoM Poccuiickoil ®enepanuu 00 akkKpeAMTaluud B HAlMOHAJIBHOM
CHCTEME aKKPEIUTALMU UCIIBITaTeIbHBIMU J1JAOOPAaTOPUAMHU (LIEHTPaMH).

TAPAHT:

[TyHKT 6 BcTymaet B cuiy ¢ 28 Hos6pst 2018 .

6. IlpousBomuTenu JIEKAPCTBEHHBIX CPEICTB WM OpPraHM3alM, OCYLIECTBISIIOIINE BBO3
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyro denepaiuio, He MEHEE YEM 3a OAMH TOJ 0 IJIaHUPYEMBIX
IIPUOCTAHOBIICHHSI WJIM IPEKpPalIeHUsl IPOU3BOJCTBA JIEKAPCTBEHHBIX IPENapaTOB WM HMX BBO3a B
Poccuiickyto ®enepanuio yBelOMISIOT 00 3ToM ¢enepadbHbIi OpraH MCIOJHUTEIBHON BIIACTH,
OCYIIECTBIISIONMI (PYHKIIMM IO KOHTPOJIIO U HAA30py B cepe 31paBoOXpaHeHus U (penepanbHblil opran
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYIIECTBISAIONMN  (QYHKIMM 1O  JHMIEH3UPOBAHUIO  MPOU3BOJACTBA
JIEKApCTBEHHBIX CPEJCTB.

7. BBox B rpaxaaHckuil o0OpOT KaXa0l cepuM MM KaKJOW MapTUH MMMYHOOHOJIOTMYECKOTrO
JIEKapCTBEHHOr'0 Ipenapara, nmpousBeaeHHoro B Poccuiickoin denepannu uim BBo3uMoro B Poccuiickyro
denepanuio, OCYLIECTBISETCS Ha OCHOBAHUHM pa3pellieHHs, BBIJAHHOTO (QelepaabHbIM OpraHoM
UCIIOJTHUTENIbHOM  BIIACTH, OCYIIECTBISIOUMM (QYHKIMM TIO KOHTPOJIO M Haa3opy B cdepe
3/IpaBOOXPAaHEHMs, HA OCHOBAaHMM BBIJAHHOTO (hefepaibHBIMU TOCYAapCTBEHHBIMU OO/KETHBIMU
YUPEKICHUSMH, YKa3aHHBIMU B 4acTH 4 HACTOSIIEW CTAaThH, 3aKIFOYEHHUS O COOTBETCTBUM CEPUU WIIU
HapTUM MUMMYHOOMOJIOTHYECKOTO JIEKAPCTBEHHOI'0 Mperapara TpeOOBaHUSAM, YCTAHOBIEHHBIM IIPH €ro
rocy/apcTBeHHOU peructpanuu. [lopsnok Beljaun paspelnieHus Ha BBOJ B TpaXkJIaHCKHUH 00OpOT cepuu
WIN TTapTUU UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MpernapaTa, a TakKe MOPAA0K BbIJaud YKa3aHHOTO
3aKJIIOYEHNs M pa3Mep IulaThl 3a €ro Bblgady ycraHasiusaroTcs IIpaBurensctBoMm Poccuiickoi
denepauuu.

8. 3a HempejacTaBiIeHHE WIM HECBOEBPEMEHHOE IIPE/ICTaBICHHE JOKYMEHTOB M CBEICHHIA,
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MPEIyCMOTPEHHBIX yacTamu 1, 2, 4, 5 u 6 HacCTOSsIIEH CTaThU, MPOU3BOUTEIN JICKAPCTBEHHBIX CPEACTB U
OpraHM3aliy, OCYILIECTBIIAIOIINE BBO3 JIEKAPCTBEHHBIX NpenaparoB B Poccuiickyro denepannio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUHU C 3aKOHOAaTeIbcTBOM Poccuiickoii @enepariui.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 9 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dexkabps 2019 2. N 475-D3

CMm. npedvloyuyro pedakyuio

9. IlpencraBieHne NOKYMEHTOB M CBEIEHUM, IPENYCMOTPEHHBbIX uacTsmu 1, 2 m 4 Hacrosumen
CTaTbd, M IIOJIy4CHHE MPEAYCMOTPEHHOIO 4YacTblO 7 HACTOSALIEW CTAaTbU pa3pellieHuss Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TpenapaTa B TpaXAaHCKUH 000pOoT He TpelyroTcs B
OTHOLICHHH JIEKAPCTBEHHBIX IMPENApaToB, MPEJHA3HAYCHHBIX MU I[POBEICHUS  KIMHUYECKHUX
UCCJIEJIOBAaHUM JIEKApCTBEHHBIX IPENapaToB, IPOBEACHUSI AIKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYILIECTBIIEHUSI TOCYJAapCTBEHHOM DPETMCTPAlMU JIEKAPCTBEHHBIX IIPENapaTroB, a TAKKE B OTHOLICHUU
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENaparoB, MPEJHA3HAYEHHBIX U OKa3aHUS MEIULMHCKON
IIOMOULIY IO KU3HEHHBIM II0OKAa3aHWSM KOHKPETHOIO ITallMEHTa WJIM TPYIIBI MTallUEHTOB, BBO3MMBIX B
Poccniickyro ®denepanuio B COOTBETCTBHM € udacTamu 3 WU 3.1 crareu 47 Hactoswmero denepanbHOro
3aKOHA.

10. ITpu BBIABIEHUH B TpakJaHCKOM OOOpOTE CEpUM WIM MapTUHU JIEKApCTBEHHOrO Iperapara,
JOKYMEHTBl U CBEIEHUS O KOTOPBIX, IPENYyCMOTpEHHble dacTaMu |, 2 W 4 HacToslEed CTaTbu, HE
npeCTaBieHbl B (efepalbHBId OpraH HCIOJHUTEIBHON BJIACTH, OCYHIECTBISIOMNN (QYHKIMH 110
KOHTPOJIIO U HaA30py B cdepe 3apaBOOXpaHEHUs, JIMOO CepUM WIM MapTUU UMMYHOOHOJIOIMYECKOIo
JEKapCTBEHHOTO TMIperapara, HE WMEIOMUX pas3pelieHuss Ha BBOA B TpaxJaHCKUH  000poT,
IOPEIYyCMOTPEHHOIO0 4YacTbi0 7 HAcToALleW cTaTbM, (enepajabHbIi OpraH MCIOJHUTEIbHON BIACTH,
OCYIIECTBIISIONINA (YHKIMMA TI0 KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXpPaHEHUs, B TOPSJIKE,
ycranoBieHHoM IIpaBurensctBom Poccuiickoit ®denepanny, NpUHAMAET PEUICHHE O NPEKpalICHUU
Ipa)XAaHCKOro 000pOTa TaKUX CEPUU WM MAPTUH 10 IPEICTABICHUS YKa3aHHbBIX JJOKYMEHTOB U CBEICHUN
100 MOJTyYyeHHsl YKa3aHHOT'O pa3pereHHsL.

Undopmarust 06 n3MEHEHHSX:

DedepanvHulil 3aK0H donoaner cmamvell 52.2. ¢ 1 cenmsops 2023 2. - Dedepanvhblil 3aK0H om 2 urojis
2021 2. N 317-®3

Cm. 6yoywyro pedarkyuio

Cmamos 53 usmenena c 1 sueaps 2018 2. - @edepanvhuiii 3axon om 29 uons 2017 2. N 278-D3

CMm. npedvloyuyro peoakyuio
Crarba 53. Ilponaxa, mepenadya JEKapCTBEHHBIX CPEJICTB OpPraHU3alMsIMH ONTOBOM TOPTOBIIU
JIEKapCTBEHHBIMU CPEACTBAMU

Wndhopmarus 06 n3MEHEHHSX :

Yacmw 1 usmenerna c 29 oexabps 2020 2. - @edepanvhuiii 3akon om 27 oekabps 2019 . N 481-D3

CMm. npedvloyuyro peoaKyuio

1. Opranuzaiyu ornToBOM TOPTOBIN JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYIIECTBIATH MPOAAKY
JICKaPCTBEHHBIX CPEACTB WJIHM IepelaBaTh MX B YCTAaHOBJICHHOM 3aKOHOJATEILCTBOM Poccuiickoi
Oenepanuu nopsiake (3a UCKITIOYeHHEM (papMarieBTUIeCKol CyOCTaHIIMU CIIHPTA TUIIOBOTO (3TaHOIA):

1) ApyruM opraHU3aIUsaM OMTOBOM TOPTOBIH JICKAPCTBEHHBIMU CPEJICTBAMU;

2) IPOU3BOUTEISIM JIEKAPCTBEHHBIX CPEJICTB IS eJIel TPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) anTeYHBIM OpraHU3AIUAM U BETCPUHAPHBIM allTCUHBIM OpTaHU3AIHSIM;

4) Hay4HO-HCCIIeIOBATENBCKIUM OPTaHU3alUusIM I HAy4YHO-HCCIIEI0BATENbCKOM PabOTHI;

5) HWHOIUBUAYaJIbHBIM MPEANPUHUMATEIIIM, HMMCIOIAM JIUICH3WI0 Ha (apMaleBTHYCCKYIO
NEeSTENIbHOCTD WU JIMIIEH3UIO0 Ha MEIUIIMHCKYIO e TeIbHOCTh;

Wndopmarys 06 M3MEHEHUAX:
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Ilynkm 6 usmenen c 6 aseycma 2019 e. - @edepanvhuiii 3axon om 26 urons 2019 2. N 240-D3

CMm. npedvloywyro pedaKyuio
6) MEIMUIMHCKUM OpraHu3alusM, B TOM UHCIE CO3JaHHBIM U 33apErUCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJATEILCTBOM MHOCTPAHHOI'O TOCyIapcTBa - wieHa OpraHu3anui SKOHOMUYECKOTO
COTpYAHHUYECTBA M  Pa3BUTUA  HMHOCTPAHHBIM  IOPUAMYECKUM  JIMIAM,  HHAUBUAYaJIbHBIM
OpeIPUHUMATENSAM, SBISIOMIKUMCS yYaCTHUKaMU MPOEKTa B COOTBETCTBHM ¢ DejiepanbHbiM 3akoHOM "O
MEXIYHAPOJAHOM MEIUIIMHCKOM KJIACTEPEe M BHECEHWU M3MEHEHUMN B OTACNbHbIE 3aKOHOJIATEIbHBIE aKThI
Poccuiickoit denepanuu', 1 BETepUHAPHBIM OpraHU3aIUsAM;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 7 uzmenen c 13 aseycma 2019 . - @edepanvruiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloywyro peoaKyuio
7) opraHM3anMsIM ¥ WHAMBHIYaJbHBIM IPEIIPUHUMATEISIM, OCYIIECTBISIONIMM pPa3BelCHHE,
BBIpANIMBAHKUE W COACPKAHKE )KUBOTHBIX (32 HCKIIFOUEHUEM MPOJAKU UM (DapMalleBTHUECKUX CYOCTaHITHIA
WM UX TIepeaadn).

Wupopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 29 dexabpsa 2020 2. - @edepanvhuiii 3akon om 27 dekaopsa 2019 . N 481-D3

CMm. npedvloywyro pedaKyuio
2. OpraHu3anuu ONTOBOH TOPTrOBIU JICKAPCTBEHHBIMU CPEACTBAMH HE BIIPaBE OCYIICCTBIIATH
npopaxy (mepenadyy B YCTaHOBJIICHHOM 3aKOHOJATENbCTBOM Poccuiickoit ®Denepanuu mopsake)
(dapManeBTHYECKON CyOCTaHIINM CITUPTA ITHIOBOTO (ITAHOIA).
TAPAHT:

CMm. koMMeHTapuu K cTathbe 53 HacTosero denepaibHOr0 3aK0Ha

Wuhopmarus 06 H3MEHEHHSX:
Cmamos 54 uzmenena c 26 mapma 2022 2. - @edepanvusiii 3akon om 26 mapma 2022 2. N 64-D3

CMm. npedbloywyro pedaKyuio

Cratbs 54. [IpaBuia onToBOW TOProBIIU JIEKAPCTBEHHBIMU CPEJICTBAMU

1. OnrtoBasg TOProBist JEKApCTBEHHBIMH CPEACTBAMU OCYILECTBISETCS IIPOU3BOIUTEISMU
JIEKAPCTBEHHBIX CPEJCTB M OpPraHU3AlMAMU ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpPEICTBAMH 11O
IpaBuiIaM Hajajexalieid AUCTpUObIOTOPCKON MPAKTUKU M MpaBUIaM HaJJIeXalled NPaKTUKU XpaHeHUs U
IIEPEBO3KU JICKAPCTBEHHBIX IIPENapaToB, YTBEPKIACHHBIM COOTBETCTBYIOIIMMH  YIIOJTHOMOYEHHBIMHU
(benepaabHBIMU OpraHaMU UCIIOJIHUTEILHON BIACTH.

2. Opranuzanusi ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CpeACTBaMM oOs3aHa CcoOOIIOAAThH
npejeNbHble CPOKH OTTPY3KH 3aTpeOOBaHHBIX alTeYHON OpraHu3alyel JeKapCTBEHHBIX MpenapaToB s
MEIUIINHCKOrO IPUMEHEHHS U HE BIIPABE OTKA3bIBaTh aITEYHOW OPraHMU3aLMHU, C KOTOPOH y HEE 3aKIIF0UEH
COOTBETCTBYIOIIUHI JOTOBOP O ITOCTaBKAX JIEKAPCTBEHHBIX IIPENApaTOB I MEAULIMHCKOTO IPUMEHEHUS, B
MIOCTABKE JIEKAPCTBEHHBIX IMPENapaToB AJIi MEIUIUHCKOTO NPUMEHEHUS MpH HAIWYUM 3aTpeOOBaHHBIX
JIEKapCTBEHHBIX MPENaparoB Il MEIULIUHCKOrO NIPHMEHEHHUS Yy OpraHu3allid ONTOBOM TOPIOBIU
JIEKapCTBEHHBIMU cpeAcTBaMu. lIpenenbHble CPOKM OTTPY3KH 3aTpeOOBaHHBIX alTEYHOW OpraHu3aluei
JIEKapCTBEHHBIX IPENapaToB Ul MEAUIIMHCKOTO NMPUMEHEHUSI B 3aBUCHMOCTH OT PACIIOJNIOXKEHHUS MecTa
OTTPY3KHM  JIEKQpCTBEHHBIX IPEnaparoB Uil  MEJUUMHCKOTO INPHUMEHEHMS  YCTAaHABIMBAKOTCA
YIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 54 HacTosimero deaepaibHOTO 3aKOHA

Cratps 55. ITopsa1ok pO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMU IIpeNapaTaMu

Wndopmarys 06 M3MEHEHUAX:
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DedepanvHvim 3akoHom om 22 oexabpsa 2014 2. N 429-@3 6 uwacmv 1 cmamovu 55 Hacmoswezo
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyuieri peoakyuu

1. Po3HuuyHasi TOproBisi JEKapCTBEHHBIMHM IIperaparaMd B KOJIMYECTBAX, HEOOXOIUMBIX s
BBITIOJIHEHUST BpadeOHBIX ((enpaAmepckux) Ha3HAUYEHUH WM Ha3HAuUCHHWH CIEUATUCTOB B 00JacTu
BETEPUHAPUH,  OCYIIECTBISIETCS  alTeYHbIMU  OpraHu3alusM{,  BETEPUHAPHBIMU  AlTEYHBIMU
OpraHu3aLUSIMH, VH/IMBUIYIbHBIMA peIIPUHIMATENSMH, UMEIOIIUMHU JIMLIEH3UIO Ha
dbapMaleBTUYECKYIO JI€ATEIbHOCTh, MEIUIMHCKUMHU OpraHu3alusM{, HMEIOIIUMU JIMLIEH3UI0 Ha
(apMaleBTUYECKYI0 JIEATENbHOCTh, W HMX 00O0COOJICHHBIMH MOJpa3/eieHusIMU  (aMOyIaTopHusIMy,
denpamepckumMu U (HenbaIepCcKo-aKyepCKUME ITyHKTaMU, IIEHTpaMu (OTAeIeHUsIMHI) 001Iel BpaueOHOM
(ceMeitHOI) TPaKTUKK), PACHOJIOKEHHBIMA B CEIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHu3allid, W  BETEPUHAPHBIMM  OpraHU3alUsSMH, HMEIOIIMMU  JIMIEH3UIO  Ha
(dapMaleBTUYECKyl0 JIeSTeNbHOCTh. PaspemieHa po3HMYHAsS TOPTOBIS TOJBKO JIEKAPCTBEHHBIMHU
npenapaTaMu, 3apeructpupoBaHHbIMU B Poccuiickoil ®epepanuu Wi HU3TOTOBIEHHBIMU aANTEYHBIMU
OpraHU3aUSIMH, BETepUHAPHBIMU aNTEYHBIMH OpTaHU3aUSIMH, WH/IMBUTY ATbHBIMA
OpeINpPUHUMATEISIMU, HMMEIOIIMMHU JIMIIEH3UI0 Ha (apMaleBTUYECKYI0 JAeATeIbHOCTh. Po3Hu4Has
TOPTOBJIS JICKAPCTBEHHBIMH TIperapaTaMHd OCYIIECTBISICTCS MO NpaBWIaM HaJUIekKalled anTedHon
MPAKTUKH, YTBEPXKIEHHBIM YIIOJHOMOYEHHBIM (pe/iepaibHbIM OPTaHOM UCIIOTHUTEILHON BIACTH.

Undopmarus 06 n3MEHEHHSX:

Cmamows 55 oononnena wacmoio 1.1 ¢ 3 anpens 2020 2. - @edepanvhuiil 3akon om 3 anpens 2020 . N
105-D3
1.1. Po3Hu4Has TOProBiisl JIGKAPCTBEHHBIMU MpernaparaMu JUIsi MEAMIIMHCKOTO MpUMEHeHHus (3a
WCKJIFOYEHHMEM JIEKApPCTBEHHBIX IIPENAaparoB, OTIIYCKAaEMBIX II0 PELENTY Ha JICKapCTBEHHBIM Iperapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOINHBIX JIEKAPCTBEHHBIX IPENapaToB, a TaKXKe
CIIUPTOCOJEPKAIIUX JIEKAPCTBEHHBIX TMPEMApaTOB C OOBEMHOM [0JIEM STUIIOBOTO CIHMPTA CBBIMIE 25
MPOILEHTOB) MOXET OCYIIECTBIISTLCS — alTeYHBIMU  OpPTraHU3alMSIMH  JUCTAHIMOHHBIM  CIIOCOOOM.
PO3HMYHYIO TOProOBIIIO JIEKAPCTBEHHBIMU IIpENapaTaMy JUIsl MEAULUHCKOTO IPUMEHEHUS TUCTAHIIMOHHBIM
CHOCcO0OM MOTYT OCYHIECTBJIATH aNTEeYHble OpraHMU3allid, UMEIOIINE JIUMIEH3UI0 Ha (papMaleBTHUECKYIO
NESTeIbHOCTh WU COOTBETCTBYIOIEE paspelieHne (eaepaibHOro opraHa HCHOJHUTENBHON BIIACTH,
OCYILECTBIISIONIET0 (YHKIMU MO KOHTPOJIO M HaaA30py B cdepe 31apaBooxpaHeHus. [lopsiox Bblaun
pa3pemeHus Ha OCYILIECTBICHUE PO3ZHUYHON TOPrOBJIM JIEKAPCTBEHHBIMU IperapaTaMu JHUCTaHIIMOHHBIM
croco0oM, TpeOOBaHMs K alTeYHbIM OpraHU3alUsAM, KOTOPhIe MOTYT OCYLIECTBISATh TaKyl0 TOPTOBIIO, U
MOPSIIOK €€ OCYILECTBICHHUsA, a TakKe IpaBWJIAa JOCTaBKHM JIEKAPCTBEHHBIX IIPENApaToB TIpa)kaaHam
ycranaBnuBatotcsi  [IpaButensctBoM  Poccuiickoit  ®epepaumu. MHdopmamus 00  onaueHHbBIX
(OTHYILEHHBIX) U MOJYYEHHBIX JIEKAPCTBEHHBIX MpenapaTax BHOCUTCS B CUCTEMY MOHUTOPHHIA JBUKEHUS
JIEKapCTBEHHBIX IIPENapaToB I MEAULMHCKOIO IMPUMEHEHUs B IOPsAIKE, NMPELYCMOTPEHHOM 4YacTbiO
cratby 67 Hactosmero deaepaibHOro 3aKOHa.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akoHom om 25 noaops 2013 2. N 317-@3 6 uacms 2 cmamvu 55 nacmoswezo
DedepanbH020 3aKOHA 6HEeCeHbl USMEHeHUs.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. Buzabl anTeuHbIX OpraHW3aluii W NpaBHJia OTIYCKa JIEKAPCTBEHHBIX MpEnapaToB s
MEAMIMHCKOTO NPUMEHEHUS aNTEeYHbIMH OpTraHU3alMsIMM, WHAWBHIYAIbHBIMH IpPEIPUHUMATEISIMH,
MMEIOUIUMHU JIMIIEH3HI0 Ha (PapMaIieBTHUECKYIO JAESITEeIbHOCTD, a TAKXKE MpaBUja OTIYCKa JIEKAPCTBEHHBIX
IIPENapaToB s MEAUIIMHCKOTO PUMEHEHUS MEJUIIMHCKUMH OpraHU3alUsIMU, UMEIOIIMMHU JIMLIEH3HIO Ha
(dapMalleBTUYECKYIO0 JI€ATEIbHOCTh, M HUX 000COOJEHHBIMU MOJpA3AETICHUSIMH (aMOyJIaTOpHsIMHU,
GenpamepckuMu U GenbAIepCKo-aKyIIepCKUMH MyHKTaMHU, IIEHTpaMu (OTAEICHUsIMH) 001eil BpaueOHOM
(ceMeliHOI) MPAaKTHKHU), PACTIONOKEHHBIMU B CEJIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OPraHU3alMM, YTBEPIKIAIOTCS YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIIOJHUTENbHON
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BJIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 3 utoaa 2016 2. N 305-D@3 6 uwacmv 3 cmamovu 55 Hacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm wacmu 6 npeovioyuierl peoaxyuu
3. IIpaBuna oTIycKa HaApKOTUYECKUX CPEICTB U ICUXOTPOIHBIX BELIECTB, 3apPErUCTPUPOBAHHBIX B
KaueCcTBE JICKAPCTBEHHBIX IIPENAapaToB, JEKApPCTBEHHBIX IIPENapaToB, COAEPXKAIIUX HAPKOTHYECKUE
CpeACTBa M IICHUXOTPOIIHBbIE BEILECTBA, YTBEPKAAIOTCA YHNOJHOMOUYEHHBIM (hefiepaibHbIM OpPraHoM
UCTIOJIHUTENIPHOW BJIACTH IO COTJIACOBAHUIO C (heAepaibHBIM OpPraHOM HCIIOJHUTEIBHON BIACTH,
YIOJIHOMOYEHHBIM B cepe BHYTPEHHUX eIl

Wndopmarius 06 n3MEHEHHSX:

Yacmo 4 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro peoaKyuio
4. JlexapcTBeHHbIE TIpenapaTbhl I BETEPUHAPHOTO TMPUMEHEHUS TIOJJICKAT  OTIIYCKY
BETEPUHAPHBIMUA ANTCYHBIMH OPraHU3allMsIMH, BETCPUHAPHBIMU OPTaHU3ALUSIMU, WHIUBHIYAJTbHBIMH
OpEeINPUHUMATEISIMU, UMEIOUIMMH  JIMIIEH3UI0 Ha  (apMaleBTHUECKyI0 JeATelbHOCTh. OTIycK
JICKapPCTBEHHBIX TMPEIapaToB Ui BETEPHHAPHOTO MPUMEHEHHS OCYIIECTBISICTCS B COOTBETCTBHH C
NpaBUIaMy  HaJUIeXkKAIlleH anTeyHOW TPAKTUKU JICKAPCTBEHHBIX MPENapaToB I BETEPHHAPHOTO
MPUMEHEHUS, YTBEPKICHHBIMH YIIOJTHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOU BIIACTH.

Wupopmarus 06 H3MEHEHHSX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvhsiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedbloywyro pedaKyuio

5. IlepeueHb MEAMIMHCKHX OpTraHMU3AIMi, WMEIOIUX JHUIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeIbHOCTh, W HMX  00OCOOJIGHHBIX  MOJpa3/eieHuil  (amOymaTopuii,  (QeNnpImepcKux |
denpanepcko-aKymepckux MyHKTOB, IEHTPOB (OTaeneHuit) olmieil BpauyeOHOIl (ceMeiiHOi) MpaKTHKH),
PacIIOIOKEHHBIX B CEIbCKMX HACEJICHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€UHbIE OPraHU3alUH, a
TaKXe IepeueHb JIeKapCTBEHHBIX MpEenapaToB, MpoAaXka KOTOPhIX MOXKET OCYLIECTBIATHCS YKa3aHHBIMU
OpTraHu3aIMsIMH 1 UX 000COOJICHHBIMHY TTOAPA3/ICTICHUSIMA, YCTAaHABINBAIOTCS OPraHaMU UCTIOTHUTEIbHOM
BiacTH cyowsekToB Poccuiickoit denepanuu.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akoHom om 25 wHosaops 2013 2. N 317-@3 uacme 6 cmamvu 55 Hacmosweco
DedepanbH020 3aKOHA U3LOHCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
6. AnTeuHble OpraHu3aluy, WHIWBUIYaJbHbIE NPEANPUHUMATEIHM, HUMEIOUIME JHULEH3UI0 Ha
(dapMalleBTUYECKYI0  JAESITENbHOCTb, 00s13aHbl ~ oOecreunBaTh  yTBEpXkACHHbI I[IpaBuTenscTBOM
Poccuiickoit @enepanun u GopMupyembiii B yCTAHOBIEHHOM MM IOPsiKe MUHUMAJIBHBII acCOPTUMEHT
JIEKapCTBEHHBIX IIPernapaToB, HEOOXOAUMBIX JJI OKa3aHUs MEAUIIMHCKONW MTOMOIIIH.

Wndopmarys 06 m3MEeHEHHAX:
Yacms 7 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio

7. AnTeuHble OpraHU3alluy, WHIUBUIYyaJbHbIE NpPEANPUHUMATENH, HMEIOIUE JIMLIEH3UI0 Ha
(apMalieBTUYECKYIO JIeSTeNbHOCTh, HApSAY C JIEKapCTBEHHBIMU MpenapaTaMyd UMEIOT PpaBo mpuolOperaTh
U TpojaBaTb, B TOM YHCJIE IUCTAHIIMOHHBIM CIIOCOOOM, MEAMIIMHCKHE H3AENus, AC3UHPUIMPYIOIINe
CPEICTBa, NPEIMETHI U CPEACTBA JIMYHOW TUTHMEHBI, NOCYAY Ul MEIULUHCKUX LEJNEH, MpeaAMEeThl U
CpEICTBa, MpeJHa3HAYCHHbIE JJIS yX0/a 3a OOJIbHBIMH, HOBOPOXJIECHHBIMH M JI€TbMH, HE JIOCTUTIIMMHU
BO3pacTa TpeX JET, OYKOBYIO OINTHUKY M CpEACTBa yXOJa 3a HEH, MHUHEpAIbHbIE BOJBI, MPOIYKTHI
Je4eOHOoro, JIeTCKOr0 U JUETUYECKOro MUTAHMs, OMOJOrMYecKd aKTHUBHBIE J100aBKH, MapproMepHble U
KOCMETHYECKHE CpEACTBA, MEAMLIMHCKME W CAaHUTAapHO-IPOCBETUTENBHBIE II€YaTHbIE U3JaHUS,
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MpeHa3HaYeHHBIC JIJIs TTPOTIaraHbl 3JI0POBOTO 00pa3a KU3HH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uroaa 20152 N 262-D3 6 uwacmv 8 cmamovu 55 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEHbL U3MeHeHUs, ecmynalowue 6 cuny ¢ 1 ansapsa 2016 a.

Cm. mexkcm yacmu 6 npedvloywert pedaKyuu

8. lesTenbHOCTh anTe4yHbIX opraHuzanui BoopyxkenHbsix Cun Poccuiickoit deaepamuu, Apyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHMI M OPraHoB, B KOTOPBIX 3aKOHOJATelIbcTBOM Poccuiickoit ®enepanuu
MPEeyCMOTPEHO MPOXOXKJIEHUE BOEHHOM CiIyxObl WM (QenepalibHONM ToCydapCTBEHHOM CIIyXOBbl,
CBSA3aHHOM C IIPABOOXPAHUTEIBHOM JEATENbHOCTHIO, pPErJIaMEHTUpYeTCs HacToAmmM DenepalbHbIM
3aKOHOM U YTBEPXJCHHBIMH COOTBETCTBYIOHIMMH (heepaJbHBIMU OpraHaMHU HCIOJHUTENLHON BIACTH
nojoxeHusMu. KoHTponb 3a coOirofeHMeM yKa3aHHBIMH alTEUYHBIMH OpraHU3alMsIMU TOJ0KEHUH
HacTosuero denepaqbHOr0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMHU (heepaabHbIMU OpraHaMu
WCIIOJIHUTEJIBHOM BJIACTH.

9. He npumensiercs ¢ 1 suBaps 2021 r. - @enepansubiii 3akon ot 3 anpens 2020 r. N 105-03

Undopmarust 06 n3MEHEHHSX:

CMm. npedvloywyro pedakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 55 HaAcTOsAIIETO q)ez[epanLHoro 3aKOHa

Crartbs 56. U3rorosiienne u OTITIYCK JICKAPCTBCHHBLIX IIPCIIapaTOB
T'APAHT:

CMm. Enunble npaBuna oQOpMIIEHMsS JIEKapCTB, NPUTOTOBISAEMBIX B alTEUHbIX YUPEXKICHHUIX
(mpeanpuATUsAX) pa3IUYHBIX POPM COOCTBEHHOCTH, YTBEPKACHHbIE MUHUCTEPCTBOM 3PaBOOXPAHEHMUS
P® or 24 nrona 1997 r.

Undopmarus 06 n3MEHEHHSX:
Yacmo 1 usmenena ¢ 1 mapma 2023 2. - @edepanvhwiii 3akon om 30 dexkadps 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1. M3rortoBiieHWEe JICKAPCTBEHHBIX IPENApaToB alTEYHBIMU OpPTaHHW3AIUSIMHU, BETECPHHAPHBIMU
anTeYHbIMH OPTaHHU3AIUSAMHU, WHANBUAYAIbHBIMH MPEANPUHUMATENSAMH, HWMEIOIIUMHU JUIEH3UI0 Ha
(dapManeBTUYECKYIO JIEATEIBHOCTh, OCYIIECTBIIICTCS IO pEIenTaM Ha JIEKAPCTBEHHBIC IMpenaparkl, Mo
TpeOOBaHUSM MEAMIIMHCKUX OpraHHU3alliii, BETEpUHAPHBIX OpraHU3alluii B COOTBETCTBUU C MpaBUIAMHU
W3TOTOBJICHUSI W OTIyCKa JIGKAPCTBEHHBIX  TIPENApaTroB, YTBEPKICHHBIMA  YIIOJTHOMOUYCHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTETHHOM BIACTH.

2. ITpu U3roTOBJICHUH JICKAPCTBEHHBIX MPENApaTOB alTCUYHBIMH OPTaHU3AIUSAME, BETEPUHAPHBIMHU
anTeUYHbIMU OpPTaHU3alUsIMU, WHIUBUAYATbHBIMU TMPEANPUHUMATENSAMUA, HWMEIOIIUMU JIMIEH3UI0 Ha
(dapManeBTUYECKYIO JIEITeIbHOCTh, WCIOJB3YIOTCS (apMaleBTHUSCKUE CyOCTaHINK, BKJIFOUYCHHBIC
COOTBETCTBEHHO B FOCYAAPCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOTO TPUMEHEHUS U
TOCYapCTBEHHBIA PEECTpP JICKAPCTBEHHBIX CPEICTB JUIS BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBJICHHOM
nopsinke. He momyckaeTcs W3rOTOBJICHHE AaNTEYHBIMU OPTaHU3AIMSIMH, BETEPUHAPHBIMU ANTEUHBIMU
OpTaHHU3aAIUSIMH, WHIABUTY ATbHBIMU IPEITPUHUMATEIISIMH, UMEIOIITITMH JTUTICH3UIO Ha
(dbapMaleBTUYECKYIO JEATeIbHOCTD, JIKAPCTBEHHBIX MpENapaTroB, 3aperMCTPUPOBAHHBIX B Poccuiickoii
denepanuu.

3. MapkupoBKka JI€KapCTBEHHBIX [PErnapaToB, W3TOTOBJICHHBIX AaNTEYHBIMH OPTraHU3AIHIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTaHU3ANUSIMHA, WHIWBHIYATGHBIMH IPEANPUHUMATEIIIMA, WUMCIOIIHMH
JUIEH3UI0 Ha (apMalleBTUUECKYI0 JeATENbHOCTh, M O(OpMIIEHHE TaKWX TNpernaparoB JOJKHBI
COOTBETCTBOBATH NMPABUIIAM, YKA3aHHBIM B UacTH | HACTOSIICH CTAThH.

4. AnrteuHble OpraHW3alMd, BETEPUHAPHBIE AaNTEYHbIE OPraHU3alluH, WHIUBUIYyAIbHBIE
PEIITPUHUMATEITH, UMEIONTUE JTUICH3UIO Ha (papMaIieBTHIECKYIO JIeSTeIbHOCTh, HECYT OTBETCTBEHHOCTD
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3a HECOOJIIOJICHHE IpPAaBUJ HM3TOTOBJICHHUS M OTIYCKa JIEKAPCTBEHHBIX IMPENapaToB B COOTBETCTBUU C
3aKoHoaarenbCcTBOM Pocculickoit denepanuu.
T'APAHT:

CM. koMMeHTapuu K cTatbe 56 HacTosero denepalbHOr0 3aKOHA

Crarbsn  57. 3amnpemenue mnponaxu (anbcu(DUIUPOBAHHBIX JICKAPCTBEHHBIX  CPEJCTB,
HEOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CpeicTB
[Iponaxa banbcuPUIIPOBAHHBIX JIEKaPCTBEHHBIX CPEJCTB, HE00POKAYECTBEHHBIX
JICKapCTBEHHBIX CPEICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEIICTB 3aIPEIIACTCS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 57 HACTOSIIETO CDez[epanLHoro 3aKOHa

CraTbs 58. XpaHneHue 1ekapcTBEHHBIX CPEACTB

Undopmariust 06 M3MEHEHHSX:

Deodepanvrvim 3axonom om 22 oxkmsaopa 2014 e. N 313-P3 6 uacme 1 cmamovu 58 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNnalowue 6 CUIy no UCMeYyeHuu mpuoyamu OHel nocie
OHs 0puyuanbHOo20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. XpaHeHHE JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISICTCS MPOU3BOIUTEIISIMHA JICKAPCTBEHHBIX
CpPEe/CTB, OPraHU3alUsIMH ONTOBOM TOPTOBIIM JICKAPCTBECHHBIMU CPEJCTBAMHU, AlITCUHBIMU OPTaHU3AIMSIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTAHU3ANUSIMH, WHIAUBUIYATBHBIMH TPEANPUHUMATEIIIMUA, UMEIOIIAMHU
JMIICH3UI0 Ha (apMaleBTUYECKYIO JISTebHOCTh WM JIMICH3HI0 HAa MEIUIMHCKYIO JeSTeIbHOCTD,
MEIWIIMHCKIMH ~ OPTaHM3AIMUSIMH, BETCPUHAPHBIMH OpPTaHM3AMSIMH W WHBIMH  OpraHHW3aIUsMHU,
OCYIIECTBIISIONIMMHA OOpAIlleHUE JICKAPCTBEHHBIX CPEICTB. XPAHCHUE JICKAPCTBEHHBIX CPEJICTB JIJIS
BETEPUHAPHOTO TPUMEHEHHS OPTaHM3AMSIMH W WHIWBHIYAJIbHBIMH TMPEANPUHUMATEIIAMA B CIydasX,
€CJIM OHU HCTOJB3YIOTCS HUCKIIOYUTENHHO TPU Pa3BEICHHUH, BBIPAIMBAHUU, COJEPKAHUU U JICUYCHUU
YKUBOTHBIX, MOJKET OCYIIECTBIISATHCS 0€3 IMOTyUCHHsI TUIICH3UN Ha (PapMaIieBTHIECKYIO e TSIIEHOCTD.

2. IlpaBuma XxpaHeHHS JIEKAPCTBEHHBIX CPEACTB  YTBEPKIOAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

3. XpaHeHHe HapKOTUYECKHX JIEKAPCTBEHHBIX CPEICTB, IICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
paarodapMareBTHYECKUX  JISKAPCTBCHHBIX ~ CPEJICTB  OCYIIECTBISETCS B COOTBETCTBHU  C
3akoHo arenscTBoM Poccniickon denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 58 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 25 oexabps 2012 2. N 262-D3 enasa 10 nacmoswezo Dedepanvrozo
3aKoHa dononneHa cmamoeti 38.1, ecmynarowetl 6 cuny no UCmeyeHuu cma 80CbMudecsmu OHel nocie
OHsL 0puyuanvbHo20 onyoIUKOBAHUS HA38aHH020 DedepanbH020 3aKOHA

Cratbs 58.1. IIpenMeTHO-KOJMYECTBEHHBIN YYET JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOTO
MPUMEHEHUS
1. TlepedyeHp J€KapCTBEHHBIX CPEICTB JUISI MEAMIIMHCKOIO TMPUMEHEHHS, MOAJIeKAIIX
MPEIMETHO-KOJIMYECTBEHHOMY ~ y4YeTy, YTBEpPXkJAaeTCs YIMOJTHOMOYEHHBIM (enepalbHbIM — OpPraHoM
WCTIOJTHUTEJIbHOM BJIACTH.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 3 uoas 2016 2. N 305-D3 6 uyacms 2 cmamou 58.1 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.
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Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

2. Tlops/iox BKIIIOUEHHUSI JICKAPCTBEHHBIX CPEJCTB JIJIi MEIUIIMHCKOTO MPUMEHEHHUS B TepeyeHb
JICKaPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO MPUMEHEHHUS, MOJUIeKAIINX MPEeIMETHO-KOINYECTBEHHOMY
y4eTy, YCTaHABIIMBACTCS YIOJIHOMOYCHHBIM (enepalbHBIM OpPraHOM HCIIOTHUTEIBHOW BIACTH 10
COIJIaCOBaHUI0 C (efepalbHbIM OpPraHOM HCIOJHUTEIBHONW BIIACTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIE]I.

3. IlpeaMeTHO-KOJINYECTBEHHBIN YYeT JIEKAPCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOTO MPUMEHEHUs
BEJyT MPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEACTB, OpraHM3allMd OMNTOBOW TOPIOBIM JIEKAPCTBEHHBIMU
CpEICTBAMH, alTEeYHble OpraHU3allMy, WHAUBHUyaJbHbIE NpEANPUHUMATENN, UMEIOUINE JUIEH3UI0 Ha
(dapManeBTUYECKYIO ACSITEIbHOCTh WM JIMIICH3WIO Ha MEIUIMHCKYIO JEATEIbHOCTh, U MEIMIIMHCKHE
OpraHMu3aly, OCYIIECTBISIIONINE OOpalleHne JEKapCTBEHHBIX CPEACTB AJI MEAUIIMHCKOTO MPUMEHEHUS,
MyTeM PETUCTPALMU JIIOOBIX CBSI3aHHBIX C MX OOpAaIIeHHEM ONepaluid, MPU KOTOPHIX HU3MEHSETCS HUX
KOJIMYECTBO U (WJIM) COCTOSIHHE, B CIICIHAIBHBIX KYpHAIAX y4yeTa ONepaluii, CBA3aHHBIX ¢ 00paleHueM
JIEKAPCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO MPUMEHEHUS (JjaJiee - CrIeUaIbHbIE )KyPHAJIbI).

4. llpaBuia perucTpalnuy omepaiuii, CBI3aHHBIX C OOpallleHHEeM JIEKAPCTBEHHBIX CPEACTB JUIS
MEJUIIMHCKOTO TPUMEHEHUs, BKIIOUEHHBIX B TEPEUEHb JICKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO
MPUMEHEHHUS, MOANEKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YYETY, B CIIELUaIbHBIX )KypHallaX M IpaBuiia
BEJICHUS U XPAHCHUS CIICIUATBHBIX KYPHAIOB YTBEPKIAIOTCS YIIOTHOMOYECHHBIM (heepaabHbIM OPraHOM
UCIIOJTHUTENIbHOM BJIaCTH.

5. Kontpons 3a coOmoAcHHEM TMpaBUJl PETUCTpAIlMU OMNEpalii, CBA3aHHBIX C OOpalleHHEeM
JICKAPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO MPUMEHEHHMsI, BKJIIOUEHHBIX B TEpPEUYeHb JIEKAPCTBEHHBIX
CPEACTB Uil MEIUIMHCKOTO TMPUMEHEHHS, MOJICKAIUX MPEAMETHO-KOJIMUYECTBEHHOMY YYeTy, B
CHEIHMANIbHBIX KYypHAJIaX, a TAKXkKe 3a COOJII0/IEHUEM MPaBUII BEACHUS U XPaHEHUS CIeIMAIbHBIX )KYPHAJIOB
BO3JIaraeTCsi Ha YIOJIHOMOYCHHBIC (efepaibHble OpTraHbl HCIOJHUTCIBHOW BJIACTH W OpPTaHbI
UCIIOTHUTENIbHON BiacTu cyObekToB Poccuiickoit ®enepanuy, OCYIIECTBISIONINE JIUIIEH3UPOBAHHE
MPOU3BOJICTBA  JICKAPCTBCHHBIX  CPEICTB, (apManeBTUYCCKOW JACATEILHOCTH W METUITMHCKOM
NESTENIbHOCTH, U OCYIIECTBISIETCS B paMKax JIMLIIEH3HOHHOTO KOHTPOJIS.

TAPAHT:

CM. AQMUHHUCTpATUBHBINA pernameHT wucnoiaHenus denepanbHoil cmyk00if Mo Haa30py B cdepe
3IpaBOOXPAHEHUS] TOCYJAPCTBEHHON (YHKIMH 10 OCYIIECTBICHUIO JIMIIEH3UOHHOTO KOHTPOJIS
(dapmalleBTUUECKON NeATeIbHOCTH, YTBEpKIEHHBIM mpukazom MunznpaBa Poccunm ot 1 ceHtsiOps
2017 r. N 5851

CMm. kommeHTapuu K ctaTthe 58.1 Hacrosmero deaepanbHOro 3aKOHa

I'naBa 11. YHU4YTOXEHHE JIEKAPCTBEHHBIX CPEACTB

Cratbs 59. OcHOBaHUA U MOPpAHOK YHUUYTOXKCHUA JICKAPCTBCHHBIX CPEACTB

Wndbopmarrust 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-dD3 6 uwacmv 1 cmamvu 59 nHacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
1. HenoOpokauecTBeHHbIE JI€KapCTBEHHbIE CpEACTBa, (anbCcU(UIUPOBAHHBIE JIEKAPCTBEHHBIE
CpeACTBa TOJJIeKAT M3BATUIO U3 OOpaIleHUs M YHUYTOXKEHHIO B TIOPsJIKE, YCTAaHOBJIEHHOM
[IpaBurensctBoM Poccuiickoit ®enepanuu. OCHOBaHMEM JUIsl YHUYTOXKEHHUS JIEKAPCTBEHHBIX CPEICTB
SIBJISIETCSL PELICHUE BIJIAJIENbIIA JIEKAPCTBEHHBIX CPE/ICTB, PEIIEHUE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOIO
benepanbHOro OpraHa CMOJHUTEIBHOMN BIACTH WIN PELIEHUE Cya.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 59 Hacmosweeo
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DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus1, ecmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. KonTtpadakTHble JIeKapCTBEHHBIC CPE/ICTBA MOJJICKAT UIBATUIO U3 OOPALICHUS U YHHUTOKEHHUIO
no pewmeHuto cyaa. [lopsgok yHUUYTOXKEHUST KOHTpa(aKTHBIX JEKapCTBEHHBIX CPEACTB yCTAHABIMBACTCS
[IpaBurensctBoM Pocculickoit denepanuu.

3. Pacxonpl, cBsi3aHHBIE C YHUYTOKEHHEM KOHTpa(aKTHBIX JIEKApPCTBEHHBIX CPENCTB,
HE0OPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEACTB, (anbCHPHUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB,
BO3MEILAIOTCS UX BJIAJIEIBLEM.

4. Bnazenen JEKapCTBEHHBIX CPEJACTB JOJDKEH MPEJICTaBUTh B YIOJHOMOUYEHHBIN (elepanbHbIi
OpraH HCIIOJIHUTEJIbHOM BJIACTU JOKYMEHT WM 3aBEPEHHYI0 B YCTAHOBJIEHHOM IIOPSJIKE €ro KOIIHIO,
MOJTBEPKIA0NIUE (PaKT YHUUTOKEHUS JIEKAPCTBEHHBIX CPECTB.

5. CoOOTBETCTBYIOIIHMA YIOJHOMOYECHHBIH (heaepaibHbld OpraH HMCIOJHUTEILHON BIIACTH,
NPUHSBIIANA pelieHre 00 YHUYTOXCHHH JICKApPCTBEHHBIX CPEICTB, OCYIIECTBISIET KOHTPOIb 3a HX
YHUYTOKEHHUEM.

6. YHUYTOXXEHHME JIEKAPCTBEHHBIX CPEJCTB MPOU3BOJUTCS OpPraHU3AIMUSIMHU, HMEIOIIUMU
COOTBETCTBYIOIIYIO JIUIEH3UIO, HAa CIEIIMaIbHO 000PYI0OBaHHBIX IUIOMIA/IKAX, MOJIMTOHAX U B CHEIMAILHO
000pYIOBAaHHBIX MOMEUICHUAX C COOJIOACHHWEM TPeOOBaHUI B OOJIACTH OXpPaHBI OKPYIKAIOIIEH Cpelbl B
COOTBETCTBUU C 3aKOHOIaTeIbCTBOM Poccuiickoit deaepannu.

7. Hapxoruueckue JeKapCTBEHHbIE CpEACTBA, IICUXOTPOIIHbIE JIEKAPCTBEHHBIE CPENCTBA,
panuodapMalleBTUUECKUE  JIGKAPCTBEHHBIE ~ CpPEICTBA  YHMUYTOXKAIOTCA B COOTBETCTBUU  C
3akoHoJaTenscTBoM Poccniickon denepanmm.

TAPAHT:

CM. koMMeHTapuu K ctatbe 59 HacTosero denepaibHOro 3aK0Ha

I'napa 12. Focy)lapCTBemloe PEryjiupoBaHue NE€H HA JEKAPCTBEHHBIEC NPpeapaTbl 1Jisd
MEIUIIMHCKOI0 NIPpUMEHECHUSA

Cratba 60. T'ocymapcTBEHHOE pETyJIMpOBaHHE II€H Ha JIEKAPCTBEHHBIC TMIpenaparbl Jis
MEIUIUHCKOTO PUMEHEHHS

Wndopmarius 06 n3MEHEHHSX :
Yacmw 1 usmenena ¢ 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N 67-D3

CMm. npedvloywyro pedaKyuio
1. TocynapcTBeHHOE pEryJlUpOBaHHE IIEH Ha JIEKapCTBEHHbBIE MpemapaTrhl AN MEIUIUHCKOTO
MPUMEHEHHUS OCYIIECTBIIICTCS TIOCPEICTBOM:

Wndopmarys 06 m3MEeHEHHAX:
Ilynkm 1 uzmenen c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

CMm. npedbloywyro pedakyuio
1) yrBepxkaenus [IpaButenbctBoM Poccuiickoit denepanuu nepeus KU3HEHHO HEOOXOAMMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX TMPENapaTroB, KOTOPBIM (OPMHpPYETCS M HE PEXKE OJIHOTO paza B TOJ
[IEpECMATPUBAETCS B YCTAaHOBJIEHHOM MM IOpSAJIKE HAa OCHOBE KOMIUIEKCHOM OLEHKHM JIEKapCTBEHHBIX
MpenapaToB, BKIOYAs aHAIN3 CBEICHUM O CPAaBHUTEIHHON KIMHUYIECKOH 3((HEKTUBHOCTH M O€30MaCHOCTH
JIEKapCTBEHHOI'0 CPEJCTBA, OLIEHKY YIKOHOMHUUYECKHUX IMOCIEACTBUI MPUMEHEHHUS JIEKAPCTBEHHOI'O CPEACTBA
Y U3y4YE€HHUE JOMOJHUTENbHBIX MOCIEICTBUN TPUMEHEHUS JIEKAPCTBEHHOT'O CPE/ICTBA;

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 2 usmenen ¢ 7 utons 2019 . - @edepanvuviii 3axon om 6 urona 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
2) yTBEpXKICHHS METOIUKM pacueTa NpeaeNbHBIX OTMYCKHBIX IIeH MPOU3BOAMTENCH Ha
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JCKApCTBCHHBIC IIpCIiaparTthbl, BKIIOYCHHBIE B TICPCUCHB JKHU3HCHHO HGO6XO,Z[I/IMBIX H BaXKHEHIIHMX
JIEKapCTBEHHBIX MpEenapaToB, a TAKXKe BHEAPEHHUS MEXaHHW3MOB (POPMHPOBAHUS CUCTEMBI peepeHTHBIX
LeH;

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 3 uzmenen c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedakyuio

3) rocymapCTBEHHOM pErucTpaldd MpeaeibHBIX OTHYCKHBIX II€H MPOM3BOJAUTENICH Ha
JICKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B I[E€PEUCHb JKU3HEHHO HEOOXOIMMBIX U BaXHEHIIMX
JIEKapCTBEHHBIX IIPEIAPATOB;

4) BemeHUsA TOCYJapCTBEHHOTO peecTpa MpeAeNIbHbIX OTHYCKHBIX IIeH MPOM3BOAMUTENCH Ha
JICKapCTBEHHBIE TIperapaThl, BKIIOUEHHBIE B II€PEUYCHb JKU3HCHHO HEOOXOIUMBIX U BaXHEHIIMX
JIEKapCTBEHHBIX MPENApPaTOB;

5) yTBEpXKIEHHUS METOJIMKM YCTAaHOBJICHMS] OpraHamMu MCIOJIHUTEIBbHONH BIACTH CYOBEKTOB
Poccuiickoii denepanuu mpeieabHbIX pa3MepoB ONTOBBIX Ha0ABOK M MPEeNIbHBIX pa3MepPOB PO3HUYHBIX
Ha10aBOK K (DaKTHYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM ITPOM3BOJUTEISIMHU JICKAPCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIC IMpernapaThl, BKIIOYEHHBIE B MEPEUEHb >KU3HEHHO HEOOXOIUMBIX H
BAKHENIINX JICKAPCTBEHHBIX MPENapaToB;

6) YyCTaHOBJICHHS ITPE/IEIbHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U IMpeeIbHBIX Pa3MEPOB POZHUUHBIX
Ha10aBOK K (DaKTHYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM ITPOHM3BOJUTEISIMHU JICKAPCTBEHHBIX
IpernapaToB, Ha JIGKAPCTBEHHBIC IpenapaThl, BKIIOUEHHBIE B IEpEUYeHb >KU3HEHHO HEOOXOAUMBIX U
BAKHENIINX JIEKAPCTBEHHBIX MIPENApaToOB;

7) yTBEp>KICHHS TOPsIKa BBIOAYM TIPEIINCAHNII OpraHaM HCIOJIHUTEIbHOM BJIACTH CYOBEKTOB
Poccuiickoit @enepaunn 0 NPUBEACHUU B COOTBETCTBUE C 3aKOHOJATeNbCTBOM Poccuiickoit Denepauun
pemieHuid 00 YCTaHOBIIEHUHU TPEACNbHBIX pPa3MEPOB OMNTOBBIX HAA0ABOK M IMpeAeibHBIX pPa3MepoB
PO3HUYHBIX HaA0aBOK K (DAKTHUYECKUM OTIYCKHBIM IICHAM, YCTAaHOBJICHHBIM TPOU3BOIUTEIISIMU
JIEKApCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIOYEHHbIE B IEPEYEHb KU3HEHHO
HEOOXOJAMMBIX W BAXKHEWIIUX JICKAPCTBEHHBIX TMPENapaToOB, €CIM OHU MPUHATH C HaPYIICHUEM
3akoHojarenberBa Poccniickon ®enepannu, B mopsake, ycraHoBiaeHHOM [IpaButensctBom Poccuiickoin
denepannu;

8) HampaBieHHs YMOJHOMOYEHHBIM (erepaqbHbIM OpPraHOM HWCIOJHUTENBHON BIIACTH OpraHam
UCIIOJTHUTENIbHOM BnacTu cyObekToB Poccuiickoit @enepanuu mOpeanucaHuii o MPUBEIECHUU B
COOTBETCTBME €  3aKoHomarenbCcTBOM  Poccuiickoin  dexepanud  NPUHATBIX € HAPYLIEHUEM
3akoHofarenbcTBa Poccuiickoit @enepanun pemieHuil 00 yCTaHOBIEHUH MPENEIbHBIX Pa3MEPOB ONTOBBIX
HaZ0aBOK M TIPENENbHBIX Pa3MEPOB PO3HUYHBIX HAA0ABOK K II€HaM Ha JIEKapCTBEHHBIC Mpenaparsl,
BKJIFOYCHHBIE B MEPEUCHB )KU3HEHHO HEOOXOMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nywkm 9 cmamou 60 Hacmosaweco
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLL PeOaKyUU

Cm. mexkcm nyHkma 8 npedvloyujeli peoaxkyuu
9) ocymectBieHus (eaepalibHOTO TOCYJapCTBEHHOrO0 Haa3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAJIBHOIO TIOCYJAPCTBEHHOIO KOHTPOJS 3a IPUMEHEHUEM LIEH Ha
JIEKapCTBEHHBIC  TIpenaparbl  COOTBETCTBEHHO  YMOJHOMOYEHHBIMH  (pepepaibHBIMH  OpraHaMu
WCTIOTHUTENILHOM BIACTH W OpraHaMd HCIOJTHHUTEIbHOUW BiacTu cyObekToB Poccuiickoit Denepammu
COTJIACHO MX KOMIIETEHIIMH B IIOPs1JIKe, ycTaHOBIEHHOM IIpaButensctBom Poccuiickoit @enepanny;

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 10 usmenen ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dexabps 2019 2. N 475-D3

CMm. npedvioyuyro peoakyuio
10) mnpumeHeHHs TNpPEAyCMOTPEHHBIX 3aKoHojaTenbcTBOM Poccuiickoit  ®denepauun  mep
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OTBETCTBEHHOCTH 3a HapyllleHHe MOopsIKa IEHO0Opa30BaHusl Ha JIEKapCTBEHHbIE MpenapaThl, BKIIOUEHHbIE
B [IEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarus 06 H3MEHEHHSX:

Cmamows 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - @edepanvuuiii 3axkon om 26 mapma 2020 2. N
67-D3
2. B ycnoBusax upe3BblYaiiHON CUTyaluu U (WJIK) NPU BO3ZHUKHOBEHUU YI'PO3bl pacCIpOCTPAaHEHUs
3a00JieBaHusl, MPEICTABISIIONIET0 OMAaCHOCTh JUIS OKPY’KAIOIUX, a TaKXke B Cllydae, €ClId B TEUYCHHE
TPUALATH KaJIEHAApHBIX AHEN nociie npuHAtas lIpaBurensctBom Poccuiickoin denepanuu peiieHus o
IIPOBEICHUM MOHUTOPUHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE IIPENaparhl, HE BKIIOUEHHBIE B [1€PEUCHb
KU3HEHHO HEOOXOIMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IIPENapaTroB, Ha TEPPUTOPHIX CyOBEKTOB
Poccuiickoit @enepanu BBISIBJIEH POCT PO3HUYHBIX IIEH HA YKa3aHHbBIC JICKAPCTBEHHBIE MpENapaThl Ha
TPHUALIATEH MPOILIEHTOB U Oonee, [IpaBurenscTBO Poccuiickoii denepanuu BpaBe YCTAaHOBUTH Mpe/ICIbHBIC
OTIYCKHBIE LIEHBbI MPOU3BOIAUTENICH HA YyKAa3aHHbIE JIEKAPCTBEHHBIE IpENapaThl, MpEAesIbHbIE pa3Mephl
ONTOBBIX HAJ0aBOK U TpE/AEIbHBIE pa3Mepbl PO3HUYHBIX HAT0ABOK K (PaKTHUECKUM OTITYyCKHBIM IIEHAM
MIPOU3BOJUTENICH HA yKa3aHHBIE JICKaPCTBEHHbIE Ipenaparhl. [lepeueHp nekapcTBEHHBIX MpEnapaToB, HE
BKIIIOYCHHBIX B TI€PEUEHb >KU3HEHHO HEOOXOJWMBIX M BAXKHEHWIIMX JIEKAPCTBEHHBIX IpenapaToB, U
nopsi1ok ero popmupoBanus onpeaensitores [IpasutensctBom Poccuiickoit denepanuu.

Undopmarius 06 n3MEHEHHSX:

Cmamws 60 dononnena yacmoito 3 ¢ 26 mapma 2020 2. - @edepanvuuiii 3akon om 26 mapma 2020 e. N
67-D3
3. B TedeHue AeBsHOCTA KaJeHAAPHBIX JHEH co AHs yTBepxkaeHus lIpaButenbctBoM Poccuiickoit
denepannu MepeyHs, YKa3aHHOTO B YacTH 2 HACTOSIICH CTaThbH, HE JOIMYCKAIOTCS pean3alusi U OTIYCK
BKJIIOUEHHBIX B HETO JICKAPCTBEHHBIX MPENapaToB IO II€HaM, MPEBBIIIAIOIIUM IpeAeIbHbIe OTIYCKHBIC
[EHbl TPOU3BOAMUTENICH HAa YKa3aHHBIC JIEKAPCTBEHHBIC IperapaThl, MPEJeIbHBIE pa3MEPbl OINTOBBIX
Ha0aBOK U TMpeeNbHbIe pa3Mepbl PO3HUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM
IPOU3BOJUTENIEH Ha YKa3aHHbIE JIEKAPCTBEHHbIE IIpenapaTbl C Y4E€TOM Hajora Ha J00aBICHHYIO
CTOUMOCTb.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 60 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :
Cmamos 61 usmenena c 7 uons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
Crarbs 61. ['ocymapcTBeHHas peructpanus U MHEepeperucTpanus MpeAesbHbIX OTIYCKHBIX ILIEH
MPOU3BOAUTENEH Ha JICKAPCTBEHHBIE IMpenaparbl, BKIOUYECHHBIE B MEPEUCHb >KU3HEHHO
HEOOXOUMBIX M BaXKHEUIIIHNX JIEKApPCTBEHHBIX MIPENapaToB

1. IlpenenpHas OTHyCKHas LI€HA MPOU3BOAMUTENS HA JIEKAPCTBEHHBIM Mpenapar, BKIOYEHHBIA B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEUIIMX JIEKQPCTBEHHBIX TMPENaparoB, MOIJICKHUT
TOCYIapCTBEHHOW PErucTpalyu B IOpsiIKe, ycTaHoBiIeHHOM lIpaBurensctBoM Poccuiickoit denepannu,
HAa OCHOBAaHUU IMPEJICTAaBICHHOTO B YIIOJHOMOYEHHBIH (enepalbHblii OpraH HCIOJHUTEIHHONW BIACTH
3asBJICHUS JeprKaTelsl WM BIaJeNblla PETHCTPALMOHHOTO YAOCTOBEPEHUs JIEKaPCTBEHHOTO Iperapara
(YMOTHOMOYEHHOT'O UM JIHIIA).

2. 3aperucTpupoBaHHas TMpeaeiabHasl OTHYCKHas II€Ha MPOM3BOAUTENS Ha JIEKapCTBEHHbBIN
mpemnapar, BKJIIOYEHHBIM B TMepeueHb IKU3HEHHO HEOOXOMUMBIX U BAXKHEHWIIUX JIEKAPCTBEHHBIX
MpenapaToB, MOXKET OBITh EPEPETUCTPUPOBAHA B CTOPOHY YBEIMYCHHSI OJIMH pa3 B KAJICHIAPHOM TOy Ha
OCHOBaHUHU TPEJCTABICHHOTO B YIIOJHOMOYEHHBIN (hefepanbHbIi OpraH HCIOIHUTENBHON BiacTu 10 1
OKTAOpS KaXJIOTO TOJa 3asBJIICHHS JEpXKATeNsl WIM BIIAJIEblla PETUCTPAIMOHHOTO YIOCTOBEPECHHS
JIEKapCTBEHHOTO Mpenapara (ynoJHOMOYEHHOTO UM JIULIA).

3. 3apeructpupoBaHHas TMpejeibHAas OTIMYCKHAs II€Ha TPOW3BOJUTENST Ha JIEKApCTBEHHBIN
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npenapar, BKJIIOYEHHBI B IepeueHb JKU3HEHHO HEOOXOOUMBIX U BaXKHEHIINMX JIEKapCTBEHHBIX
IpenapaToB, MOXKET OBITH MEPEPEruCcTPUPOBAaHA B CTOPOHY CHIIKEHHS Ha OCHOBAHMU TPEICTABICHHOTO B
YIOJIHOMOYEHHBIH (peiepabHblii OpraH MCIOJIHUTEIbHON BIACTH 3asBICHMS JeprKaTelsl WIN BiaJenblia
PEruCTpaliOHHOrO YA0CTOBEPEHNUS JIEKApCTBEHHOTO Mpenapara (YIoJHOMOYEHHOTO UM JIULA).

4. [lepxaTenp WIM BIAAECl] PETHCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara
(YHOJTHOMOYEHHOE UM JIMI0) O00s3aH MNpPEJCTaBUTh B YHNOJHOMOYEHHBIH (efepaibHbId  OpraH
VCIIOJIHUTEJIBHOM BJIACTH 3asBICHUE O IEPEPETUCTPALMU 3aPETUCTPUPOBAHHON IIPEACIBHOM OTILyCKHOM
[ICHBI IIPOU3BOIUTENSI HA JIGKAPCTBEHHBIN MpeTapaT, BKIIOUEHHBIH B IIepeueHb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENAapaTOB, B CTOPOHY CHIKEHMS B CIEAYIOIUX CIydasiX:

1) cHM>KEeHME LIeHBl B MHOCTPAHHOM BaJIIOTE HA JIEKAPCTBEHHBIN IpenapaT B CTPaHe IPOU3BOJUTENS
U (WIM) B CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIM IIpenapar 3aperucTpupoBaH M (WIM) B KOTOpBIE
IIOCTAaBJISIETCS IPOU3BOAUTEIIEM;

2) CHW)KEHHUE IIeH Ha pe(epeHTHbIE JIEKapCTBEHHBIE IIpenaparbl B COOTBETCTBUHU C ITYHKTOM |
HACTOSAIIEH dYacTh (ISl COOTBETCTBYIONIMX BOCIHPOU3BEICHHBIX, OWOAHAIOTOBBIX (OMOMOJOOHBIX)
JIeKapCTBEHHBIX IpPenapaToB);

3) npeBbillIeHUE MPEIETbHON OTIMYCKHOM LIEHBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIM
(Ouoro100HBINH) JeKapCTBEHHBIM Ipernapar MHOCTPAHHOI'O IMPOM3BOACTBA HAJ| IMPEIeIbHOM OTITYCKHOMN
[IEHOW MTPOU3BOIUTEIISI HA BTOPOH BOCIIPOHM3BEACHHBIN, OMOaHAIOTOBBIN (OMOTIOO0HBIN) JIEKapCTBEHHBIH
Ipenapar, pacCUuMTaHHOW B COOTBETCTBUU C METOAMKOW, yTBepxkAcHHOHU lIpaBurensctBoMm Poccuiickoit
denepauuu;

4) npeBbllIeHUE MPENEIbHON OTIYCKHOW 1IEHbI Ha MEpBbI BOCHPOM3BEAECHHBIN, OMOaHAIOTOBbIH
(OnoTmOO0HBI) JIGKAPCTBEHHBIM TMpermapaT MPOU3BOJAUTENSI TOCYJapcTBAa - WieHa EBpa3uiickoro
JKOHOMMUYECKOTO CO03a HaJ IPEeNeiIbHOW OTIYCKHOM LE€HOW IPOM3BOJMUTENS Ha  BTOPOH
BOCIIPOM3BEJICHHBIN, OMOaHAIOroBbI (OMOMOAOOHBIN) JEKapCTBEHHBIM Mpernapar pOU3BOIUTEIS
rocyfapcrsa - wieHa EBpa3suilcKOro 5KOHOMMYECKOIO COH03a, PAaCCUMTaHHOM B COOTBETCTBUU C
METOAMKOM, yTBepkaeHHOU [IpaButenscTtBoMm Poccniickon @enepanun.

5. Ilopsimox  mepeperucTpaluy  3aperuCTPUPOBAaHHBIX  MPENEIbHBIX  OTIYCKHBIX  LIEH
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIE INpenapaThl, BKIIOUEHHBIE B I1€pPEeUeHb )KM3HEHHO HEOOXOAMMBIX U
BOXHEHMILINX JIEKAPCTBEHHBIX IIPENapaToB, B CIy4asX, MPEAyCMOTPEHHBIX 4dacTsMU 2 - 4 HacTOAIEH
craThy, ycra"aBinuBaercs [IpaBurenscTBoM Poccuiickoit deneparum.

6. DKOHOMMYECKHMI aHalIW3 NPEACIbHON OTIYCKHOM IIEHBI IPOM3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBI B IepeueHb JKM3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
IpenapaToB, IMPU €€ TOCYyJAapCTBEHHOW PETUCTPAallMd WM IEPEPETUCTPAlUU  OCYIECTBIISETCS
denepanbHBIM  OPraHOM  MCIIOJIHUTEIBHOW BIACTH, OCYLIECTBISIOMIMM (YHKIUUM TIO HIPUHATHIO
HOPMATUBHBIX TIPAaBOBBIX AKTOB M KOHTPOJIO 3a COOJIIOJCHMEM 3aKOHOJaTelbcTBa B  cdepe
roCy/AapCTBEHHOIO PEryJINpoBaHusl 1ieH (Tapu(oB) Ha TOBaphI (YCIyTn).

7. PacueT npelenbHbIX OTIIYCKHBIX LIEH, YKa3aHHBIX B 4acTsaX | M 2 HAcTOSIIEH CTaTbu, IIPU UX
rOCy/1apCTBEHHOW PETUCTPAllUK WM MEPEeperucTpany OCYLIECTBISIETCS B COOTBETCTBUU C METOJUKOM,
yTBepkaeHHou [IpaBurensctBoM Pocculickoit denepanv 1 yYUTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenue GajlaHca UHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B
nepevyeHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IpernapaTtoB, W IMPOU3BOJIUTENCH
JIEKapCTBEHHBIX IMPENapaToB, BKIIOYEHHBIX B IEpPEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENAPaTOB;

2) ¢akTuyecKkyio OTIYCKHYIO IIEHY Ha JIeKapCTBEHHbIe mperaparbl B Poccuiickoit ®enepanuu,
LIEHy BBO3a JIEKAPCTBEHHBIX IpernaparoB B Poccuiickyro ®enepanuio, a TakkKe LIEHbl Ha aHAJOTHYHbIE
JIEKapCTBEHHBIE TIpenapaThl, Haxo smuecs: B oopamenuu B Poccuiickoit deneparuu;

3) 3aTpaTel NPOM3BOJAUTENS JIEKAPCTBEHHOIO IIperapaTa Ha IPOM3BOJACTBO U PEaTU3ALUIO
JIEKapCTBEHHOI'O IIpernapara;

4) ueHy Ha JEKapCTBEHHBIH IIpenapar, ero ieHy B CTpaHe MPOU3BOAUTENSA U B CTpaHax, B KOTOPBIX
JIEeKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (W) B KOTOPBIE TOCTABISAETCS IPOU3BOAUTEIIEM.
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8. He momyckaroTcsi peain3aliysi U OTITYCK JICKAPCTBEHHBIX MPEMapaToB, BKIIOYCHHBIX B [IEPCUCHb
KU3HCHHO HCO6XOI[I/IMBIX U Ba)KHEUINX JICKAPCTBCHHLBIX IIPCIIapaTOB, HAa KOTOPLIC IMPOU3BOAHUTCIAMU
JICKAPCTBEHHBIX MPENapaToB HE 3aperuCTPUpOBaHa MpeleibHAas OTIYCKHAas I[ICHa, peaar3anus
MMPOU3BOAUTCIIAMU JICKAPCTBCHHLIX IIPCIIAPAaTOB IO HCHAM, IMPCBLIIIAIOIMIUM 3apCruCTpUpPOBAHHBLIC WJIA
HIepePEruCTPUPOBAHHBIC TPE/ICIbHBIC OTIYCKHBIC [IEHBI Ha JICKAPCTBEHHBIE MPEnapaThl ¢ y4ETOM Hajiora
Ha JI00aBIIEHHYIO CTOUMOCTb.

Wndopmarus 06 H3MEHEHHSX:
Yacms 9 usmenena c 8 mapma 2022 2. - @edepanvusiii 3akon om 8 mapma 2022 2. N 46-D3

Cm. npeodvloyuyio peoakyuro
9. OcoOeHHOCTM  TrOCYJapCTBEHHOI'O  PEryJMpOBaHUs  IpPEIENbHBIX  OTIYCKHBIX  LI€H

IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IpENapaThl, BKIIOUEHHBIE B I1€pPEUEHb )KM3HEHHO HEOOXOAMMBIX U
BO)XHEHIIUX JIEKApCTBEHHBIX IPENnapaTroB, B 3aBUCUMOCTH OT SKOHOMHYECKHMX U (WJIM) COLMAIBHBIX
KpUTEpUEB (M3MEHEHUE YCIIOBHI, MOpsAKAa M CTOMMOCTH IIPOM3BOJICTBA JIEKAPCTBEHHBIX IPENapaToB,
UCIIOJIb30BaHUE HOBBIX (OPM, METOJOB M CHOCOOOB TOCYIapCTBEHHOI'O PpEryJMpOBaHUS LEH Ha
JIEKapCTBEHHBIE IIpenapaThl, B TOM 4YHCJIE€ HAa OCHOBE MEXaHM3Ma pe(epeHTHOTro IEHOOOpa30BaHMI,
U3MEHEHUH MOpsIJIKa OKAa3aHUs MEIUIMHCKON IMOMOIIH, U3MEHEHUE Kypca WHOCTPAHHOW BAJIOTHI U MHBIE
U3MEHeHus1) ycraHaBiuBaroTcs [IpaBurensctBoM Poccuiickoit @enepanuu.

TAPAHT:

CMm. koMmMeHTapuu K ctatbe 61 HacTosero denepabHOr0 3aKOHA

Cratbs 62. ['ocynapcTBEHHBIH peecTp IMpeAENbHBIX OTIYCKHBIX II€H IPOU3BOAUTENIEH Ha
JIeKapCTBEHHbIE Ipenaparhbl, BKIIOUYEHHbIE B MEPEUYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPENapaToB

Wupopmarus 06 H3MEHEHHSIX:
Yacms 1 usmenena c 7 utons 2019 e. - @edepanvuwiii 3axkon om 6 uronsa 2019 o. N 134-D3

CMm. npedbloywyro pedakyuio

1. 3aperucTpupoBaHHBIE WJIM TEPEPETUCTPUPOBAHHBIE TMpENEIbHBIE OTIIYCKHBIE  I[€HBI
MIPOM3BOIUTEIICH HA JICKAPCTBEHHBIC MpEnapaThl, BKIOUCHHBIC B IEPEeUCHb )KHU3HEHHO HEOOXOAMMBIX U
BOXHEHMIINX JIEKAPCTBEHHBIX TIPENaparoB, TMOJUIEKAT BKIIOYEHHIO B TOCYJapCTBEHHBIA peecTp
MPEIeTbHBIX OTIMYCKHBIX IIEH MPOU3BOIUTEINICH Ha JIEKAPCTBEHHBIC Tperaparhl, BKIOYCHHBIC B TIEPEUCHb
YKU3HEHHO HEOOXOIMMBIX U BaXKHEUIITUX JIEKAPCTBEHHBIX MPEMapaToB.

2. T'ocynapcTBeHHBIH peecTp MPeAeTbHBIX OTIYCKHBIX IICH IMPOW3BOJUTENCH Ha JICKAPCTBEHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEpPEYCHb IHKU3HEHHO HEOOXOAMMBIX M BAXKHEUIINX JIEKapCTBEHHBIX
MpenapaToB, COJAEPKUT B ceOe ClIeyIONTy0 HH(OopMaInio:

Wndopmarys 06 n3MEeHEHUAX:
Ilynkm 1 uzmenen c 1 smsaps 2018 e. - @edepanvruiii 3axon om 28 oexabps 2017 e. N 425-D3

CMm. npedvloywyro pedaKyuio

1) HauMeHOBaHMe JAeprKaTeNs UIN BIaJAeNblla PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKaPCTBEHHOTO
npernapara, HAMMEHOBAaHUE MPOU3BOJUTENS JICKAPCTBEHHOTO IIperapara, CBEJACHHUS O PETHCTPAIiH
JepKaTeNs WIW BIaAeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO Tperapara, CBeJIeHUS O
pETHCTpaIMK MMPOU3BOJIUTENS JIGKAPCTBEHHOTO Tpernapara Jiisi MEJIWIIMHCKOTO MPUMEHEHHS B KadecTBe
HAJIOTOIUIATEBIINKA B CTPAHE PErHCTPAIUK (IS POCCUNUCKUX IOPUAUYECKUX JIUIL - HICHTU(DUKAIMOHHBIN
HoMmep Hanoromarensimuka (MHH), mans wHOCTpaHHBIX IOPUIWYECKUX JIUI[ - CTpaHa PETUCTPAINH,
HAaUMEHOBAaHUE PETHUCTPUPYIOILIETO OpraHa, PerUCTPAMOHHBIA HOMED, KO/ HAJIOTOILIATENNbIINKA B CTpaHe
perucTpanyy (MHKOPIOpAIMK) WM €ro aHaJlor), MECTO HAaXOXJICHUS IMPOHM3BOJICTBEHHBIX ILIOMIAJIOK,
YYacTBYIOIIMX B MPOIECCe MPOU3BOJCTBA JICKAPCTBEHHOTO Mperapara, ¢ yKa3aHHeM CTaJlid Ipoliecca
MIPOM3BO/ICTRA;

Wndopmarys 06 M3MEHEHUAX:
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosiue2o
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu
2) HaWMMEHOBAaHWE JIEKAPCTBEHHOrO Tpemapara (MeXIyHApOJHOE HelNaTeHTOBAHHOE, HIIH
TPYNIUPOBOYHOE, WIM XUMUIECKOE M TOPTOBOE HANMEHOBAHWS),
3) HOMep PerucTPalMoOHHOTO yIOCTOBEPEHUS JISKAPCTBEHHOTO Ipernapara;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 o. N 429-D3 ¢ nynkm 4 uacmu 2 cmamvu 62 Hacmosiuje2o
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxkyuu
4) nexkapcTBeHHas (popMa C yKazaHHUEM JO3MPOBKH JEKAPCTBEHHOT'O Mperapara U ero KOJIM4ecTBa
BO BTOPUYHO# (OTPEOUTEIHCKON) YIIAKOBKE, & TAK)KE KOMILJICKTHOCTb;

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 5 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 475-D3

CMm. npedvloywyro pedakyuio
5) 3aperucTpupoBaHHas MpeAeibHAs OTITYCKHAs IIeHa Ha JICKApCTBEHHBIH Mpenapar B pyosisx;

Wupopmarus 06 H3MEHEHHSIX:

Ilynkm 6 uzmenen c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedbloywyro pedakyuio
6) nata U HOMEp MpHUKa3a YMOJIHOMOYEHHOTO (eepallbHOTO OpraHa MCIOJHUTEIBHON BJIACTH O
rOCYJIapCTBEHHOW PErMCTPalyU WM NEPEPETUCTPALMU TPEAETBHON OTIIYCKHOM LIEHBI Ha JICKAPCTBEHHBIN
mpenapar, BKJIIOYEHHBIM B IepeueHb IHKU3HEHHO HEOOXOMUMBIX U BAKHEHMIIUX JIEKAPCTBEHHBIX
Mpenaparos;
Wuopmarus 06 H3MEHEHHSIX:
Yacms 2 Ooononnena nynkmom 6.1 c¢ 7 uwona 2019 o. - Dedepanvuviii 3akon om 6 utous 2019 e.
N 134-@3
6.1) nata BCTyIUIeHHS B CHITy TIpHKa3a yIOJIHOMOUYEHHOTO (peepaabHOTO OpraHa UCTIOTHUTETHFHOM
BJIACTU O TOCYAAPCTBEHHOW pErucTpaluil WIH TEePEePEerucTpaluy MpeleabHOH OTHYCKHON IEHBI
MIPOW3BOUTEIISI Ha JICKAPCTBEHHBIA IpernapaTr, BKIOYCHHBIA B IEepeueHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaTOoB;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-@3 uacmv 2 cmamvu 62 nacmoswezo
DedepanbHo20 3aKOHA 00NOIHEHA NYHKmMoM 7, écmynarouum 6 cuny ¢ 1 uronsa 2015 a.
7) WITPUXOBON KOJI, HAHECEHHBIII HAa BTOPUYHYIO (MOTPEOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHOIO
npenapara;
Wupopmarus 06 H3MEHEHHSIX:
Deodepanvrovim 3axonom om 22 Oexabpa 2014 e. N 429-®@3 uwacme 2 cmamovu 62 Hacmoswezo
DedepanvbHoeo 3aKkoHa 00NoaHeHa nyHkmom 8, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
8) KO JIeKapCTBEHHOIO Ipernapara Mo aHaTOMO-TEParneBTUYECKO-XUMHUECKON KiIacCU(pHUKaIIH,
PEKOMEH1I0BaHHOM BceMupHON opranu3anueit 3paBoOXpaHeHHUs.

Wndopmarys 06 M3MEHEHUAX:

Yacms 3 usmenena c 7 utons 2019 e. - Dedepanvuwiii 3axkon om 6 uronsn 2019 o. N 134-D3

CMm. npedbloywyro pedaKyuio
3. TocynmapcTBeHHast perucTpanus WId IepeperucTpanus MpeaeibHbIX OTHYCKHBIX IIEH Ha
JICKapCTBEHHBIC TIperapaThl, BKIIOUEHHBIC B IIepeUeHb JKU3HCHHO HEOOXOJUMBIX W BaKHEHIIHX
JICKapCTBEHHBIX TMPEMapaToB, BEACHHE TOCYJIAPCTBEHHOTO peecTpa MpelelbHBIX OTIMYCKHBIX IIeH
MIPOM3BOIUTENICH HA JICKApPCTBEHHBIC IMPErNapaThl, BKIIOUYCHHBIC B TMEPEYCHb KU3HEHHO HEOOXOIUMBIX H
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISIOTCS B MOPAIKe, ycTaHOBIEHHOM [IpaBuTenscTBomM
Poccuiickoit @enepanuu.
T'APAHT:

CM. AQMUHUCTpAaTUBHBIA perinameHT MuH3apaBa Poccuu 1O IPenOCTAaBIEHUIO TOCYAapCTBEHHOU
YCIIYTH II0 TOCYAapPCTBEHHOM PErMCTpalii MPeAebHbIX OTITYCKHBIX 1IEH Ha JIEKAPCTBEHHbIE MIpEnaparhl,
BKJIIOUEHHBIE B II€PEUEHb >KM3HEHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IpENapaTos,
YTBEPKJICHHBIN TprkazoM MunucrepcTsa 3apaBooxpanenus ot 24 utonsg 2012 r. N 42u

CwMm. KOMMCHTApHUHU K CTATbC 62 HaCTOSIICrO CDez[epanLHoro 3aKOHa

Wndopmarius 06 n3MEHEHHSX:
Haumenosarnue uzmeneno c 1 mapma 2020 e. - @edepanvuwiii 3axkon om 27 oexaops 2019 2. N 475-D3

Cm. npeodvloyuyio peoakyuro
Cratbsi 63. VYcCTaHOBIICHME OpraHamMH WCIOJHUTEIBHOW BIIaCTH CYOBEKTOB Poccuiickoit
Qenepanuil  MPEAEIBHBIX Pa3MEPOB ONTOBBIX HAN0ABOK UM MPEACIBHBIX pPa3MEpoB
PO3HUYHBIX HaA0aBOK K (AKTHYECKHMM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
IIPOU3BOJUTENIIMA  JIEKAPCTBEHHBIX IpEeNapaToB, Ha JIEKAPCTBEHHbIE IpernapaThl,
BKIIIOUCHHBIE B TMEPEUCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEUIINX JIEKAPCTBEHHBIX
IIpernapaToB

Wuopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 1 mapma 2020 e. - @edepanvhsiii 3akon om 27 oekaobps 2019 2. N 475-D3

CMm. npedbloywyro pedaKyuio

1. Opranbl HCHIONHUTEIBHOW BIAcTH cyObekToB Poccuiickoit denepanuu ycTaHaBIUBAIOT
npe/iesibHbIE pa3Mephbl ONTOBBIX HaA0aBOK U MpEEIbHBIC pa3Mephbl POZHUYHBIX HAJ0ABOK K (PaKTHUECKUM
OTIIYCKHBIM IieHaM (0e3 yueTa Hajora Ha JO0OaBICHHYIO CTOMMOCTH), YCTaHOBJICHHBIM MPOU3BOAUTEISIMU
JICKApCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC IMpenaparsl, BKIIOYEHHBIE B TEPEUYCHb >KU3HEHHO
HEOOXOJUMBIX M BKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEPKICHHOW B MOpPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickorn @enepannuu, METOJAMKON YCTAaHOBIECHHS OpraHaMu
UCTIOTHUTENBbHOM BracTH cyOnekToB Poccuiickoit denepanuu mpeaenbHBIX pa3MepOB ONTOBBIX HAJ0aBOK
U TIPENeTbHBIX Pa3MEpPOB PO3HUYHBIX HAN0aBOK K (DAKTUYECKUM OTHMYCKHBIM II€HAM, YCTaHOBJICHHBIM
MIPOU3BOJUTENSIMH JICKAPCTBEHHBIX MPENAapaTOB, HAa JIEKAPCTBEHHBIE ITPENapaThl, BKIFOYEHHBIE B [1€PEUECHb
JKU3HEHHO HEOOXOJMMBIX W BAXKHEWIIMX JIEKAapCTBEHHBIX TNpernaparoB. [IpoekThl pelieHuii opraHoB
UCTIOTHUTENbHON BiacTu cyOBekToB Poccuiickoit @enepanuui 00 yCTaHOBIEHUU U (MIU) U3MEHEHHH
MpeAebHBIX pPa3MEPOB ONTOBBIX HAM0ABOK W TIPEACIBHBIX pPa3MEPOB PO3HUYHBIX HAT0aBOK K
(daKkTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM MPOU3BOJUTENSIMU JIEKApCTBEHHBIX IMpemnapaToB, Ha
JIEKapCTBEHHBIC TMperapaThl, BKIIOYEHHBIE B TepeueHb JKMU3HEHHO HEOOXOIUMBIX M BaKHEUIINX
JICKapCTBEHHBIX MPENapaToB, MOJUIEKAT COTJACOBAHHMIO C YIOJMHOMOUYEHHBIM (efepaibHbIM OpPraHOM
WCIIOJTHUTEIIbHON BJIACTH, OCYIIECTBIISIFOIIUM (DYHKIIUU O TMPUHSATHIO HOPMATHUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COONIOJIEHUEM 3aKOHOJATeNbCTBA B cepe TocyqapCTBEHHOTO pEryJIWpOBaHUS II€H
(TapudoB) Ha ToBapsI (YCIyTH), B MOpsiaKe, ycTaHoBiIeHHOM [IpaButenscTBoM Poccutickoii deneparium.

Wndopmarys 06 n3MEeHEHHAX:
Yacms 2 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio
2. OpraHm3anuy ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH, aIllT€YHbIC OpTraHU3aINH,
UH/IMBUYalbHbIE MpeIIpUHUMATEIH, HMEIOIINe JHMIEH3UI0 Ha (DapMaleBTHUECKYIO JAeATeNbHOCTbD,
MEIUIMHCKHE OpraHu3ally, HWMEIOIIUe JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JesITeIbHOCTb, M HX
0o0oco0sieHHbIe mofpa3neneHus (amOynatopuu, (enpamepckue U ¢GenbauepcKo-aKylepcKue MyHKTBHI,
HeHTpsl (oTAeneHus) oOmeill BpaueOHON (ceMeiiHOM) MNpakTHKH), PAacHOJOXKEHHbIE B CEJIbCKUX
HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIC OPraHW3alM{, OCYIICCTBIIIOT pPealIn3aIlnio
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

JICKapCTBEHHBIX IMPEMapaToB, BKIIOYEHHBIX B TEPEUYCHb IKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX
JICKapCTBEHHBIX IMPENapaToB, IO IIeHaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBHU C TIOPSIKOM,
ycranoBieHHbIM [IpaButenscrBoM Poccuiickoit @enepanuu, U ypoBeHb KOTOPbIX (0e3 yuera Hajora Ha
NO0OABICHHYIO CTOMMOCTh) HE JOJDKCH TMPEBBIIATh CyMMYy (aKTHYECKOW OTIIYCKHOH IICHBI,
YCTaHOBJICHHON MPOU3BOAMUTEIIEM JICKaPCTBEHHOI'O IMpernapara, He MPEBbIIAIONIEH 3aperuCTpyupOBaHHON
WM TEPEeperucTpUpOBaHHON MpPENeNbHON OTIYCKHOW LIEHBI MPOU3BOAMTENA (HAa JaTy pealu3aluu
JICKapCTBEHHOI'0 Tpernapara IpOU3BOAUTENIEM), U pa3Mepa ONTOBOM Haj0aBku u (W) pasmepa
PO3HUYHON HaJ0aBKH, HE TPEBHINIAIOIINX COOTBETCTBEHHO pa3Mepa MpeNelbHOW OMTOBON HaJA0aBKH H
(wnm) pazMepa mpenebHON POSHUYHON Ha0aBKH, YCTAaHOBJICHHBIX B CyObekTe Poccuiickoit denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 3 usmenena ¢ 1 mapma 2020 2. - @edepanvhwiii 3akon om 27 dexkabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

3. Opranbl HCIIOTHUTEIHHON BiacTH cyObekToB Poccuiickoii dexepanuu pasMemiaroT B CETH
"UntepHer" nHPOpMAIIHIO O 3apEeTrUCTPUPOBAHHBIX MPEACIBHBIX OTIYCKHBIX II€HAX MPOU3BOJIUTENICH Ha
JICKapCTBEHHBIC TMperaparbl, BKIIOUEHHBIE B IE€PEUYCHb JKU3HEHHO HEOOXOIUMBIX H BaKHEHIINX
JICKapCTBEHHBIX IIpernapaToB, 00 yCTaHOBJEHHBIX B cyObekTe Poccuiickoit Depepanuu mnpeaenbHbIX
pa3mepax ONTOBBIX HaI0ABOK M (WJIM) MPENENbHBIX pa3Mepax PO3HUYHBIX HAJA0aBOK K yCTAaHOBJICHHBIM
MPOU3BOIUTENSIMU JIEKAPCTBEHHBIX IperaparoB (PaKTUYECKHUM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBIE
Ipenaparsl, BKJIIOUEHHBIE B IIEPEYEHb HKU3HEHHO HEOOXOAMMBIX M BAXKHEUIIMX JIEKAPCTBEHHBIX
IpernapaToB, a TaK)Ke O CyMMe 3apeTrHCTPUPOBAHHBIX MPEENbHBIX OTIMYCKHBIX IIEH MPOU3BOJIUTENICH Ha
JICKapCTBEHHBIC TIIperaparbl, BKIIOUYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHIINX
JICKapCTBEHHBIX TIPErapaTroB, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoii denepanuu mnpeaenbHbIX
pa3MepoB ONTOBBIX HA0ABOK U MPECIBHBIX Pa3MEPOB PO3HUYHBIX HA0aBOK M HAJIOTa HA TOOABICHHYIO
ctoumocTh. HWHpopmanus, mperycMOTpeHHas HACTOAILIEH 4YacThlO, JOJDKHA HAXOAUTHCA TaKXKe B
aNTEeYHbIX OpPraHU3alMsIX B JOCTYITHON JJISl BCEX 3aMHTEPECOBAHHBIX JIHI] (POpME U OOHOBIISTHCS IO MEPE
ee pa3MelIeHHUs OpraHaMu HCIOJHUTENbHONW BIacTH cyObekToB Poccuiickoit ®denepauuu B ceTtu
"NuTepuer".

4. Yrpatuna cuny ¢ 1 mapta 2020 r. - @enepanbhblii 3akoH ot 27 nexabps 2019 r. N 475-03

Wndhopmarus 06 n3MEHEHHSX :

CMm. npedvloyuyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 63 HaCTOAIICTO q)ez[epanLHoro 3aKOHa

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 ¢ naumenosanue enagvl 13 Hacmoswe2o
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm HAUMEHO8AHUs 8 Npedbloyuleli pedaKyuu

I'naBa 13. MouuTopuHr 3¢ eKkTUHBHOCTH U 0€30NMACHOCTH JIEKAPCTBEHHBIX MPenaparos,
Haxoasimuxcs B oOpamenuu B Poccniickoii denepauuu

Wndopmarys 06 M3MEHEHUAX:
Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovs 64 nacmoswezo Dedepanvroo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uons 2015 2.

Cm. mexecm cmamuu 8 npeovloyujell peoaKyuu
Crarbsa 64. PapmakoHaA30p

Wndopmarnys 06 M3MEHEHUSAX:

Yacms 1 usmenena c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3
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CMm. npedbloywyro peoaKyuio

1. JlekapcTBeHHBIE TIpemapaThl, HaXoAsImuecs B oopameHuu B Poccuiickoit denepanuu, moanexar
MOHHUTOPUHTY 3()PEKTUBHOCTH U OE30MACHOCTH B LENAX BBIABICHUS BO3MOXKHBIX HETaTHBHBIX
NOCIEACTBUM MX NPUMEHEHUs, WHIUBUIYaJbHOW HENEPEHOCHMOCTH, MNPEAYNPEKICHUS MEIULHUHCKHX
pabOTHUKOB, CHEIUAIMCTOB B O0JACTH BETEPUHAPHUM, MALMEHTOB WM BJIAJETbIEB >KUBOTHBIX U HX
3alUThl OT IPUMEHEHMSI TAKUX JIEKAPCTBEHHBIX IPENapaToB.

2. ®dapmakoHaI30p OCYLIECTBISETCS COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIOJIHUTENIHOM BJIACTU B YCTAaHOBJIEHHOM UM IOpPSAJKE IIyTEM aHalIM3a IpPeJoCTaBiseMOn
cyOBbekTaMu oOpallleHus JIEKapCTBEeHHbIX CPeACTB HH(POPMAIIUU O TOOOYHBIX ACHCTBUSIX, HEXKeNaTeIbHbBIX
peaKkLusX, CEpbE3HbIX HEXKEJATENbHbIX PEaKLUsAX, HENPEABUACHHBIX HEXKENATEJIbHbIX peakUusx Mpu
NPUMEHEHUU JIEKAPCTBEHHBIX IpernapaTtoB, 00 WHIMBUIYaTbHOM HEMEPEHOCUMOCTH, OTCYTCTBUH
3¢ (HEeKTUBHOCTH JIGKAPCTBEHHBIX TPEMaparoB, a Takke 00 WHBIX (akTax M OOCTOSATENbCTBAX,
NPEJCTaBISIIONIMX yIrpo3y KU3HU WIM 3/J0POBBIO UeElIOBEeKa JMOO KUBOTHOTO MpPH TNPUMEHEHHH
JICKApCTBEHHBIX IPENapaToB W BBIABICHHBIX HAa BCEX ATarax OOpaIleHus JEKapCTBEHHBIX MPENapaToB B
Poccuiickoit denepanuu u Apyrux rocygapcrpax.

3. CyObexTsl oOpallieHus JIEKapCTBEHHBIX CPEACTB B IIOPs/IKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCTIOJIHUTENIBHOM BIACcTH, 00s13aHBI COOOLIATh B YIIOJIHOMOYEHHBIN (peiepanbHbIii
OpraH HCIIOJIHUTEIbHOM BIJIACTU O TOOOUYHBIX JEWUCTBUSAX, HEXKEJATENbHBIX pEaKLUAX, CEPbE3HBIX
HEKENaTeNIbHbIX ~ peaklMsX, HENPeIBUICHHBIX HEXKEJIAaTeNbHBIX pEaKIusX NpU NPUMEHEHHH
JICKapCTBEHHBIX NPEnapaToB, 00 WHIWBUAYAIbHOW HENEPEHOCUMOCTH, OTCYTCTBUU 3(PPEeKTHBHOCTH
JICKapCTBEHHBIX IPENapaToB, a Takke 00 MHBIX (hakTax M OOCTOATENbCTBAX, MPEACTABISIOMIUX YTPO3Y
KU3HU WM 3JI0pPOBBIO YEJIOBEKA JIMOO JKMBOTHOTO MpU NPUMEHEHHM JIEKAPCTBEHHBIX IPENapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHusl JEeKapCTBEHHBIX MpemnapaToB B Poccuiickoit Dexepanuu u
JIPYTrUX rocy1apcTBax.

4. JepxaTenu WM BIAAENbLbl PErHCTPAIIMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX IPENapaToB,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BbIJaHbl pa3pelIeHUs Ha MIPOBEJICHUE KIIMHUYECKUX MCCIIEOBaHUM
B Poccuiickoit ®enepanuu, nuO0 YHNOJTHOMOYEHHBIE HMH JApyrue OPUAWYECKHE JIMIa B paMKax
oOecrnieueHns O€30MACHOCTH JEKAPCTBEHHBIX IIPENapaToB B IOPs/IKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (hefiepabHbIM OpPraHOM HCIOJHUTENBHOW BIAacTH, O0s3aHBI OCYLIECTBIATH INPHEM,
yuer, 00paboTKy, aHaiu3 M XpaHEHHE TMOCTYMAIIUX B HX aJpec OT CYObEKTOB OOpalieHHs
JIEKapCTBEHHBIX CPEJICTB U OPraHOB TOCYJAapCTBEHHOW BIIACTH COOOIIEHUI O MOOOYHBIX JEHCTBHUSAX,
HE)KEJIaTeJIbHbIX PEAKIHAX, CEPbE3HbIX HEXKENaTeNbHbIX U HEMPEIBUICHHBIX HEXKENATEIbHbIX PEeaKIUsiX
OpyU MPUMEHEHUM JIEKapCTBEHHBIX IpernapaTroB, 00 OCOOEHHOCTSAX MX B3aUMOJCHCTBHUSA C JPYyTUMHU
JIEKapCTBEHHBIMHU TIperaparaMy, WHIUBUAYAJIbHOM HENEPEHOCHUMOCTH, a Takke 00 HHBIX (akTax u
0OCTOATENILCTBAX, MPEJACTABISAIONIMX YIpo3y KHU3HM WM 30pOBBIO YEJOBEKAa JIMOO >KUBOTHOTO WIIU
BIMSIOUIMX Ha HW3MEHEHHWE OTHOLIEHUS OXHJaeMOM TMOJIb3bl K BO3MOXHOMY PHCKY HPUMEHEHHUS
JIEKapCTBEHHBIX MIPEMApPaTOB.

5. Tlpu BbIsiBIEHHM UH(POPMAIMU O CEPbE3HBIX HEXKENIATENbHBIX PEaKLUUsAX U HEMpeIBHJIEHHBIX
HE)KENNATeNbHBIX peakIUsIX IMpd IMPUMEHEHUM JIEKAPCTBEHHBIX IpernaparoB, 00 OCOOEHHOCTIX HX
B3aMMOJEHCTBUS C JOPYIMMM JIEKQpCTBEHHBIMM IIperaparaMy, WHIUBUIYaJbHOW HENEPEHOCHMOCTH, a
Takke 00 MHBIX (DaKkTax U 00CTOSTENbCTBAX, BIUSIIOMINX HA U3MEHEHUE OTHOUICHUS 0’KUAAeMON MOJIb3bI K
BO3MOXKHOMY PHMCKY TIpUMEHEHHUs JIEKAPCTBEHHBIX IIpenapaToB, JAepKaTedd WM  BIAJEIbIbI
PETUCTPALIMOHHBIX YJOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaTroB, IOPUANYECKUE JIMIA, HA UM KOTOPBIX
BbIIaHbI pa3pelleHus] Ha MpOBeJIeHUE KIMHHYeCKUX uccienoBanuili B Poccuiickoit denepauuu, 11bo
YIOJIHOMOYEHHbIE HMMHU Jpyrue IOpUJIMYEcKHe JHIa o00s3aHbl NPUHATH MEphl, HAINpaBICHHbIE Ha
YCTpAaHEHUE  HEraTUBHBIX  IOCJIEJICTBUN  MPUMEHEHHUS  TaKUX  JIEKAPCTBEHHBIX  IPEraparos,
peaynpexaeHue TPUIMHEHUS Bpeaa *KU3HU WM 37J0POBBIO YeJIOBEKa JIMOO >KUBOTHOTO, 3ALIUTY UX OT
NPUMEHEHHUS TaKuX JIEKaPCTBEHHBIX IMPErnapaToB, HA JOMOJHUTENbHBIN cOOp NaHHBIX 00 3P PEeKTUBHOCTH
1 0€30MacHOCTH TaKMX JIEKAPCTBEHHBIX MTPETIapaToB.

6. 3a HECOOOIIEHNE WU COKPBITHE HH(POPMAIIHH, PEyCMOTPEHHOMN YacThiO 3 HACTOSIICH CTaThH,
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JepKaTed WM BIIAJENbIbl PETUCTPALMOHHBIX  YJIOCTOBEPEHUI JIEKAPCTBEHHBIX IPENapaToB,
IOPUAMYECKUE JINLA, HA UMsI KOTOPBIX BBIJAHBI Pa3peLICHUs HA POBEACHNE KIMHUYECKUX HCCIIEI0BAaHUI
B Poccuiickoii ®enepanuu, auMO0 YHNOJIHOMOYEHHbIE HMHU JpYrue OPUIUYECKHE JIMIA, a TaKxke
JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta HH(OpMaIus crajga HM3BeCTHA IO POAY HUX MNPO(hecCHOHAIbHOU
JIeATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit @enepannn.

7. Ilpu moy4eHuH yroJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM MCIOJTHUTEIBHOM BIACTH B paMKax
OCYIIECTBIICHUSI MM (apMakoHaA30pa J0Ka3aTeNbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOrO IMperapaTa
YCTQHOBJICHHBIM TPEOOBAHUSAM WM TPH MOJYyYCHHMH HWHPOPMALUU O HECOOTBETCTBUU JAHHBIX 00
3¢ dexTUBHOCTH U O OE30MaCHOCTH JIEKAPCTBEHHOI'O IpernapaTa JaHHBIM O JIEKAPCTBEHHOM IIpemnapare,
COJIEpKalIMMCsl B MHCTPYKIMH 110 €r0 IPUMEHEHHUIO (B TOM YMCIIE BBISBIECHHBIX B XOJ€E OCYILIECTBICHHUS
dbapmMakoHag30pa KOHTPOJIBHO-HAA30PHBIMU OpraHaMH HMHOCTPAHHBIX TOCYJApCTB), YIOJIHOMOYEHHBIH
(denepanbHBI OpraH MCIOJIHUTEIBHOM BJIACTH B YCTAHOBJICHHOM MM IIOPS/IKE pacCCMaTPHUBAET BOIPOC O
IIPUOCTAHOBIICHUH IPUMEHEHHUS TaKOTr0 JIEKAPCTBEHHOTr'O Mpernapara.

TAPAHT:

Cm. Meroauyeckne pekomengauuu "OpraHum3anust  CioyXObl MOHHMTOPHHTAa  0O€30MAaCHOCTH
JIEKapCTBEHHBIX CPEICTB ((papMaKoHaI30pa) B KOMITAHUSAX TPOU3BOIUTENSX JICKAPCTBEHHBIX CPEJICTB
WIN JIep)KaTeNsiX PpEruCTPallMOHHBIX YyJIOCTOBEpEHMi", yTBepkaeHHble Poc3apaBHam3opom ot 25
okTs10ps 2008 T.

CM. koMMeHTapuu K cTatbe 64 HacTosero denepalbHOr0 3aKOHa

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 oexabpsa 2014 2. N 429-D3 cmamvsa 65 nacmoswezo Dedepanvrozo
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu

Cratbs 65. [IprocraHoBIEeHNE TPUMEHEHUS JIEKAPCTBEHHOIO IIpenapara

1. Ilpu moydeHnn MHGOPMALIUU O HEXKENATSIbHBIX PEAKIUAX MPU IPUMEHEHUH JICKaPCTBEHHOTO
npenapara, He YKa3aHHbIX B MHCTPYKLHMHM [0 HPUMEHEHUIO JIEKaPCTBEHHOI'O IIpenapara, CepbEe3HbIX
HE)KENaTeNIbHbIX PpEeaklUsX, 00 OCOOEHHOCTSIX €ro B3aUMOAECHCTBUS C JPYIMMH JIEKapCTBEHHBIMU
npenapaTami, KOTOpble MOTYT MPEACTAaBIATh YTPO3y KU3HU MK 3/I0pPOBbIO YeJIOBEKa JTMOO KUBOTHOTO, a
TaK’K€ O HECOOTBETCTBUHU JAHHBIX 00 3(P(PEKTUBHOCTH M O OE30MaCHOCTH JIEKapCTBEHHOI'O Ipernapara
JaHHBIM O JIEKAPCTBEHHOM IIperapare, COAEpKalluMcs B MHCTPYKIUH 10 €r0 IPUMEHEHHIO, B TOM YHCIIE
OT YIIOJIHOMOYEHHBIX OpPraHOB MHOCTPAaHHBIX TOCYAAapCTB, OOMEH KOTOpOM OCYLIECTBISETCS B
COOTBETCTBUM C COIJIAIIEHUSIMH MEXIY YHOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM MCIOJHUTEIbHON
BJACTU M YIOJHOMOYEHHBIMH OpraHaMH HHOCTPAHHBIX TOCYAAapCTB, YIOJTHOMOYEHHBIM (enepanbHblil
OpraH MCIIOJHUTEIbHON BJIACTH PacCMAaTPUBAET BOIPOC O BO3MOXKHOCTU NPUOCTAHOBJIEHUS OOpaIleHUs
TAKOro JIEKAPCTBEHHOI'O Mpenapara B I[OpsJIKEe, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (eaepanbHbIM
OpraHOM HCIIOJHUTEIBHOM BIIACTH.

2. Ilpm HeucroONHEHHWH WIM HEHAJJIeXallleM HCHOJHEHUH JIepKaTelsIMU WU  BiaJelbllaMU
PETUCTPALIMOHHBIX YIOCTOBEPEHMM JIEKAPCTBEHHBIX IIPENapaToB, HOPUAWNYECKUMH JIMIAMH, HAa WM
KOTOPBIX BBIAAHbI Pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKUX ucciienoBanuil B Poccuiickonn deneparnuu,
WIN YIOJHOMOYEHHBIMH UMHU IPYTHMMHU IOPUANYECKUMHU JTUIIAMU 00SI3aHHOCTEH, YCTAaHOBJICHHBIX YacTsIMU
3 u 4 crateu 64 Hactosmero denepalbHOTO 3aKOHA, JINOO B CIydasix MPeJICTaBICHUS] COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTHU
pe3yNbTaTOB KIMHUYECKOTO HUCCIIEeI0OBAaHUS JIEKApCTBEHHOIO Ipernapara i MEAUIIMHCKOTO MPUMEHEHNS,
KOTOPOE€ OCHOBAHO Ha pe3ysbTaTax MPOBEPKH MEIULMHCKON OpraHM3allMM, MPOBOAMBILEN YKa3aHHOE
KJIIMHUYECKOE MCCIIEIOBAHNE C HApYIIEHUEM ITPaBUJI HaJJIexkalleld KIMHUYECKON MPaKTUKH, U TIPUBENIO K
MOJYYEHHIO HEIOCTOBEPHBIX PE3YyJbTAaTOB, JUOO B Cilydyae HEBBIOJHEHMS IPENNUCAHUS, BBIJAHHOTO
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOM BJIACTH 110 HWTOTaM OCYUIECTBIICHUS
BBIOOPOYHOTO KOHTPOJIsSI KayecTBa JIEKAPCTBEHHOT'O Ipernapara, YNOJIHOMOYEHHBIH (eaepanbHblii opran
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HCIIOJIHUTEILHON BJIACTH B YCTAHOBJIICHHOM HM IIOPAJIKE pacCMaTpuBacT BOIIPOC O MPUOCTAHOBJIICHUU
IMPUMCHCHUA TAKOI'0 JICKAPCTBCHHOI'O IIpCriapara.
T'APAHT:

O mpenocTaBleHUH TEPPUTOPHATBHBIMU  YmpaBieHussMd Poc3apaBHamzopa uHpOpMaAuu O
HEeI00pOKAYECTBEHHBIX U (asibCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX CM. Ipuka3z DenepaabHON
CIy’)KOBI TIO HaJ30py B cdepe 3IpaBOOXPAaHEHHs] M COLHAIbHOrO pa3BuTHs OT 8 Qespans 2006 r.
N 255-I1p/06

Wndopmarius 06 n3MEHEHHSX:

Cmamovs 65 oonoanena yacmoro 3 ¢ 15 uronsa 2018 e. - @edepanvrviii 3axkon om 4 uous 2018 e. N
140-D3

3. YnonHoOMOYEeHHBIH (enepanbHblii OpraH HCIOJHUTEIBLHON BJIACTH NMPU TPEACTABICHHH €MY
CBEJICHMI 0 HECOOTBETCTBUU IPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM IIpaBUJI HaAJIeKaIEH
MPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApyIICHWU JUIEH3UOHHBIX TpPeOOBaHMI, KOTOpbIE ObLIH
BBISIBJIEHBI B XOJ€E IPOBEICHUS WHCIEKTUPOBAHUS IPOU3ZBOJIUTENS JIEKAPCTBEHHBIX CPEICTB WM
OCYIIECTBIICHUS JIMIIEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH
WIM MOTYT INPHUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IpEnapaTroB A MEIULUHCKOIO MpUMEHEHUS,
MPUYMHUBIINX WU CIIOCOOHBIX MPUUMHUTH BPE )KU3HU WM 30POBBIO TPAXKIAH, paCCMaTPUBAET BOIPOC
O IPHUOCTAHOBJICHUU TPUMEHEHMSI JIEKAPCTBEHHBIX IIPENapaToB MJii MEIUWLUHCKOIO NPUMEHEHHUS B
YCTaHOBJICHHOM UM TIOPSIKE B CIECAYIOIMIUX CIydasx:

1) coctaB u (WaM) TEXHOJIOTHS TIPOU3BOJCTBA JIEKAPCTBEHHOIrO Ipernapara il MEAUIIMHCKOTO
NpUMEHEHUs (C OMHCAHWEM CTaJui MPOM3BOACTBA) OTIMYAIOTCA OT 3asBICHHBIX B PErHCTPALlMOHHOM
J10ChE;

2) nexkapcTBEHHBIN Mmpenapar Jisl MEAUIIMHCKOTO IPUMEHEHHUs MPOU3BECH Ha MIPOU3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIO0ChHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOrO Ipemnapara Jjs MEIULIUHCKOrO NPUMEHEHUS, BBOJUMOIO B
rpaXkAaHCKUI 000pOT, TpeOOBAHUSIM, YCTAHOBICHHBIM MPU €r0 TOCYIapCTBEHHON perucTpaIiy;

4) [DpOW3BOJIUTENIEM JIEKAPCTBEHHBIX CPEIACTB B COIJIACOBAHHBIH C  COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIONHUTENBHON BJIACTH CPOK HE YCTPAHEHBI HapYIICHHS
TpeOOBaHUI IpaBWl HaJUIeXkKalled MPOU3BOACTBEHHON NPAaKTHKU W (WIM) JUIEH3UOHHBIX TpeOOBaHUM,
KOTOpbIe OBUIM BBHISBICHBI B XOJI€ TMPOBEACHUS HWHCIEKTUPOBAHUS TMPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEJCTB WM OCYILECTBICHMSI JTUIIEH3NOHHOTO KOHTPOJIS B cpepe MPOU3BOICTBA JIEKAPCTBEHHBIX CPECTB
YW TPHUBEJIM WM MOTYT IMPUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX MPENApPaTOB MJs MEIUIUHCKOIO
MPUMEHEHUS, TPUIMHUBIINX UM CIIOCOOHBIX MPUYMHUTH BPE KU3HHU WIIH 3JI0POBBIO TPAK/IaH.

Wndopmarys 06 n3MEeHEHHAX:

Cmamovs 65 oonoanena yacmoio 4 ¢ 15 uonsa 2018 e. - Dedepanvuviii 3akon om 4 utons 2018 e. N
140-D3
4. YnomHOMOYeHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIACTH NpPU HAIUYUU Yy HErO
CBEJIEHUI1 0 HECOOTBETCTBUU MTPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM TPaBIIT HAAJEXKaIIeH
IPOU3BOJCTBEHHOW MPAaKTUKU M (WIKM) O HApYyIIEHWU JUIEH3MOHHBIX TpPeOOBAHUM, KOTOpbIE OBLIM
BBISBIICHBI B XOZE TIIPOBEIEHUS WHCIEKTUPOBAHUS IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB WIH
OCYIIECTBIICHUS JIMLEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U NMPUBEIH
WIM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB Ul BETEPUHAPHOIO NPHUMEHEHUS,
NPUYMHUBLINX WJIM CIIOCOOHBIX MPUYMHUTH Bped KU3HU WM 3[0POBBIO KUBOTHBIX, PacCMaTpUBAaET
BOIPOC O MPUOCTAHOBJICHUH peaIN3allii U IPUMEHEHUS JIEKapCTBEHHBIX MIPENAapaToB AJIs BETEPUHAPHOTO
MPUMEHEHHUS B YCTAHOBJIEHHOM UM TIOPSIKE B CIEAYIOIINX CIydasx:
1) coctaB M (MaM) TEXHOJIOTHUS IPOU3BOJICTBA JIEKAPCTBEHHOIO Ipemnapara Jyulsi BETEPHUHAPHOTO
IpUMEHEHHUs (C ONMHMCAHHWEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asABJIEHHBIX B PErUCTPALIMOHHOM
J10ChE;
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2) neKapCTBEHHBIN Npenapar Juis BETEpUHAPHOTO0 MPUMEHEHUS IIPOU3BE/IEH Ha IPOU3BOJCTBEHHON
IUIOLIAJIKE, HE YKa3aHHOU B PETUCTPALIMOHHOM JIOCHE;

3) y npou3BOAUTENs JICKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOJTBEp)KIAroIne
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O Ipenapara Ul BETEPUHAPHOIO IPUMEHEHUsS, BBOAMMOIO B
IpaXkJJaHCKUI 000pOT, TpeOOBaHUM, YCTAHOBIEHHBIM IIPU €r0 TOCYAAPCTBEHHON perucTpanuu;

4) 1poW3BOJIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIM (eepaabHbIM OPraHOM MCIIOJHUTEIbHOM BJIACTH CPOK HE YCTPaHEHbl HApyLICHUs
TpeOOBaHUI TpaBUII HAJUIEKAILIEH MPOU3BOJACTBEHHOW MPAKTUKH M (WJIM) JIMLIEH3UOHHBIX TPEOOBaHMIA,
KOTOpble ObUIM BBIABIEHBI B XOJ€ IPOBEICHHUS HMHCIEKTUPOBAHMUS IPOU3BOIUTENS JIEKApCTBEHHBIX
CPEJICTB WJIN OCYILECTBICHUS JIMLEH3NOHHOTO KOHTPOJIS B Chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEIICTB
U IPUBEJIHA WIA MOTYT IPHUBECTH K IPOU3BOJACTBY JICKAPCTBEHHBIX IPENapaTroB [Uisl BETEPHUHAPHOTO
IPUMEHEHHUS, IPUUMHUBIINX WIA CHOCOOHBIX IPUUYUHUTD BPEJL AKU3HU WIN 3/I0POBBIO KUBOTHBIX.

Wndopmarus 06 H3MEHEHHSX:

Cmamuvs 65 dononnena yacmamu 5 u 6 ¢ 1 ausaps 2023 2. - @edepanvhuiii 3akon om 27 dekabps
2019 2. N 475-D3

Cm. 6yoywyro pedarkyuio

Cmamows 65 oonoanena uacmoio 7 ¢ 1 cenmsabpsa 2023 2. - @edepanvuwiii 3akon om 2 utoasn 2021 e. N

317-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 65 HacTOsIIEro CDCI[epaJ'IBHOFO 3aKOHa

Undopmarius 06 n3MEHEHHSX:
Cmamows 66 usmenena c 1 mapma 2020 e. - Dedepanvhuiii 3axon om 27 oexaobps 2019 2. N 475-D3

CMm. npedvloywyro pedakyuio

Cratbs 66. Inpopmanus o pesynpTaTax hapMakoHaa3opa

YnonHoMoueHHbIM  ¢enepa’abHbBIl  OpraH  MCHOJHUTEIbHON  BIACTH,  OCYILECTBIISIOLIMMA
dbapmakoHaa30p, MO €ro pe3ysbTaraM pa3MeliaeT Ha cBoeM oduimaibHOM caiite B cetu "MHTepHer"
UH(POPMALIUIO O:

1) BBIABIEHMM HOBBIX MOATBEP)KICHHBIX JaHHBIX O IOOOYHBIX JEHUCTBUAX, HEXKEIaTEeIbHbBIX
pEaKIUAX, CEPbE3HBIX HEXKEIATENIBbHBIX PEAKUUAX, HEMPEIBHUJECHHBIX HEXKEIATEIbHBIX DPEAKLUAX IPU
NPUMEHEHUH JIEKApCTBEHHOTO IMperapaTa, B TOM YHCJE BIUSIONIMX HAa OTHOLIEHUE 0)KHMJIaeMOM MOJIb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHHMSI JAHHOTO JIEKAPCTBEHHOT'O IIPENapara;

2) NPUHATHIX PELIEHUSX O BHECEHUU MU3MEHEHUI B MHCTPYKIUIO 110 TPUMEHEHUIO JIEKApCTBEHHOIO
npemnapara, 0 NMPUOCTAHOBJICHUU MPUMEHEHHUs JIEKAPCTBEHHOTrO Ipernapara, o0 U3BbATUU U3 OOpalieHus
JIEKapCTBEHHOTI'0 Iperapara Wik 0 BO300HOBJIEHUN TPUMEHEHUS JIEKapCTBEHHOTO Mpernapara.

TAPAHT:

CM. KOMMEHTapuu K cTatbe 66 HacTosero denepajbHOrO 3aKOHA

Mnopmarms 06 u3veHeHusx:
Haumenosanue usmeneno c 1 saneaps 2018 2. - @edepanvhuiii 3axon om 28 oexkabps 2017 2. N 425-D3
Cm. npedvloyuyio pedakyuro
I'naBa 14. Undopmanus o JekapcTBeHHbIX npenaparax. CucreMa MOHMTOPUHIA JABHKEHUS

JIEKAPCTBCHHLBIX NpenapaToB 1Jsd MEAUIMHCKOT0 IIPUMEHCHU A

Wndopmarys 06 M3MEHEHUAX:
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Haumenosanue usmerneno c 1 ausaps 2018 2. - @edepanvuwiii 3akon om 28 dexabps 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
Crarbst 67. Mudopmanusi o JekapcTBeHHBIX npenapaTax. CucTeMa MOHHMTOPWHIA IBM)KECHUS
JIEKapCTBEHHBIX IpenapaToB AJIs MEIULIMHCKOIO IPUMEHEHUS

Wndopmarius 06 n3MEHEHHSX:
Yacmo 1 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

1. Nudopmanus o JEKapCTBEHHBIX Mperaparax, OTIIYCKAaeMbIX IO DPELEnTy Ha JIeKapCTBEHHBIM
nperapar, JOJDKHA COJEP’KAaThCS TONBKO B CHEIUAIM3HPOBAHHBIX H3JIAHUSAX, MPEIHA3HAYCHHBIX IS
MEIUIIUHCKHX, (DapMaleBTHYECKUX paOOTHUKOB, CIICIIUAMCTOB B 001acTH BetepuHapuu. MHpopmanus o
JICKapCTBEHHBIX Tperaparax Jyisi CHEIHATUCTOB B 00JIACTH OOpalIeHUs JICKAPCTBEHHBIX CPEACTB MOXKET
colepkaTtbcsi B MOHOrpadusx, CIPaBOYHHMKAX, HAYYHBIX CTaThsiX, B JIOKJIQJax Ha KOHIrpeccax,
KOH(EPCHIUIX, CHUMIIO3MyMaX, HAayYHbIX COBETaX, a TaKKe B MHCTPYKIUSAX IO MPUMEHCHUIO
JICKapCTBEHHBIX TPenapaToB.

2. Uudopmanust o JIeKapCTBEHHBIX IperapaTrax, OTITyCKaeMbIX 0€3 pelenTta Ha JICKapCTBEHHBIM
npernapar, MOXET COJICPKAThCsl B MyONHMKANUAX M OOBSBICHHSIX CPEICTB MacCOBOW HH(GOpMAIIHH,
CICIUAIM3UPOBAHHBIX W OOIIMX IMEYATHBIX W3JAHMIX, HHCTPYKIHSIX 10 NMPUMEHEHHUIO JICKAPCTBCHHBIX
IperapaToB, UHBIX H3JIaHUSIX CYOBEKTOB OOpaIIeHUs JCKAPCTBEHHBIX CPEICTB. PekiiaMHbIe MaTepralbl O
JICKApCTBEHHOM TIperapare, OTIycKaeMoM 0e3 pelenta Ha JIEKapCTBEHHBIH Ipernapar, JIOJDKHBI
COOTBETCTBOBATh MHCTPYKIIMH 10 PUMEHEHHIO JICKAPCTBEHHOTO TIperapara.

3. JlomyckaeTcss HCIOJIb30BaHUE JFOOBIX MaTepHaIbHBIX HOCUTEINICH, MO3BOJSIONIUX XPaHUTh,
nepeaBaTh U UCIOJIh30BaTh HH(POPMAIIHIO O JICKAPCTBEHHBIX Tpernaparax 0e3 ee UCKaKCHHSI.

Wuopmarus 06 H3MEHEHHSIX:

Cmamovs 67 Ooononnena yacmoio 4 ¢ 1 uonsa 2020 2. - Dedepanvusiii 3akon om 28 dexkabps 2017 a.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexaops 2019 2. N 462-D3)

CMm. npedbloywyro pedaKyuio

4. Insa uenedl uneHTU(PUKALUU YIAKOBOK JIEKAPCTBEHHBIX MPEMapaToB s MEAULHUHCKOIO
MPUMEHEHUS MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEICTB B TOPSJIKE, YCTaHOBICHHOM IIpaBHUTENnbCTBOM
Poccuiickoit @eneparuu, HAHOCAT HA MEPBUYHYIO YITAKOBKY (B OTHOIIEHHUH JIEKAPCTBEHHBIX MPEMapaToB
JUTS METUIIMHCKOTO TIPUMEHEHUS, JUIsl KOTOPBIX HE MPEAyCMOTPEHAa BTOpPUYHAS YIIAKOBKA) U BTOPUUHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MPENaparoB Ui MEIUIIMHCKOTO MPUMEHEHHS CpeaCcTBa
UIeHTU(UKAIIMY, 32 HUCKIIOYEHHEM JICKapCTBEHHBIX MPENapaTtoB Ui MEAMIIMHCKOTO MPUMEHEHHS,
MPOU3BOAUMBIX JUISl MPOBEACHUS KIMHUYECKUX HCCIENOBAaHMM, DKCIOPTA, JEKAPCTBEHHBIX IMpeEnapaTroB
I MEIUIIMHCKOTO MPUMEHEHMS, YKa3aHHbIX B dacTsix 5 W § crtateu |3 Hactosimero ®denepanbHOro
3aKOHa, paano(dapMaleBTHUECKUX JIeKapCTBEHHBIX MpenaparoB, NHUSBOK MEIUIMHCKUX U Ta30B
MEIUITUHCKHUX.

Wndopmarys 06 n3MEeHEHUAX:

Cmamovs 67 oononnena uacmoio 5 ¢ 1 auneapa 2018 e. - @edepanvuviii 3akon om 28 dexabps 2017 a.
N 425-D3
5. XapakTepuUCTUKH CPEJICTBA HWIACHTH(PHUKAIIUN, TOPSJOK €ro HaHeCeHUS W TpeOOBaHHUS K
CTpykType u Qopmary uHOpMALNU, KOTOPYIO COJEPKUT CPEICTBO HIACHTH(PHUKAIUHU, OIMPEICISIOTCS
IIpaButenscTBOM Poccuiickoit denepanmu.

Wndopmarys 06 M3MEHEHUAX:

Cmamovs 67 oononnena uacmoro 6 ¢ 1 ausapa 2018 e. - @edepanvuuiii 3akon om 28 dexabps 2017 a.
N 425-D3
6. Ilopsnok co3maHusi, pa3BUTHS, BBOJAA B OKCINTyaTalldio, AKCIUTyaTalld W BBIBOJA U3
IKCIITyaTallid CHCTEMbl MOHUTOPWHTA JIBIXKEHHUS JIEKAPCTBEHHBIX MPEMapaToB JUIsi METUIIUHCKOTO
NPUMEHEHHUS, TIOPSJI0K TPEIOCTABIICHUS HWH(POPMAIMK, COJEpXKaIIecss B CHCTEME MOHHTOPHHTA
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JBUKEHHS JIEKQPCTBEHHBIX MpEenapaToB Ji MEIUIUHCKOTO MPUMEHEHHUs, U TMOPSI0K B3aUMOJEHCTBUS
YKa3aHHOM  CUCTEeMBl C  HHBIMH  TOCYJapCTBEHHBIMH  WH(MOPMAIMOHHBIMH  CHUCTEMaMH U
MH(GOPMALIMOHHBIMU CHCTEMaMH IOPUINYECKUX JIUI U MHAUBUIyabHBIX MpEANpPUHUMATENEH, YKa3aHHbBIX
B uactsix 7 um 10 Hactosimied crtaThu, ycraHaBnuBaroTcs [IpaButennctBom Poccuiickoit ®enepariuu.
OneparopaMy CHUCTEMbl MOHUTOPUHTA JIBUXKEHHS JIEKQPCTBEHHBIX IIPEMapaToB MJs MEAMIIMHCKOTO
NPUMEHCHUS SBISIOTCSA (elepalibHbIi  OpraH HWCIOJHUTEIBHONH BIACTH W (WJIM) OpraHu3aius,
ynoiaHomodeHHbIe [IpaButenscTBoM Poccuiickoit @enepanuu.

Wndopmarius 06 n3MEHEHHSX:

Cmamovs 67 O0ononnena yacmoio 7 ¢ 1 urons 2020 e. - @edepanvusiii 3akon om 28 dexkabps 2017 a.
N 425-D3 (8 peoakyuu Peodepanvrozo 3akona om 27 oekabpsa 2019 2. N 462-PD3)

7. FOpunuyeckue auna 1 UHAUBUAYAIbHbIE TPEIANTPUHUMATEIH, OCYIIECTBISIONINE TPOU3BOJICTBO,
xpaHeHue, BBO3 B Poccuiickyro @Penepanuio, OTHYCK, pealu3aluio, Iepenady, IOPUMEHEHUE U
YHUUYTOXKEHHE JIEKAPCTBEHHBIX MPENapaToB Jisi MEAUIIMHCKOTO MPUMEHEHHs], 00ECIIeUNBAIOT B MOPSJIKE U
B COCTaBe, KOTopble ycraHosieHbl IIpaBurensctBoM Poccuiickoit @Penepauumu € yd4eToM BHUJA
OCYIIECTBIISIEMON HMMH JI€ATEIbHOCTH, BHECEHHE HH(OpMalMK O JEKapCTBEHHBIX IMpermapaTax Jyis
MEJIUIIMHCKOTO TPUMEHEHUSI B CHUCTEMY MOHUTOPHHIA JBMIKEHHUS JICKAPCTBEHHBIX MPENaparoB MIJis
MEAUIIMHCKOTO TPUMEHEHHS.

Undopmarius 06 n3MEHEHHSX:
Yacmo 7.1 usmenena c 13 uronsn 2020 . - @edepanvhuiil 3axon om 13 urons 2020 2. N 206-D3

Heticmeue nonooicenuti yvacmu 7.1 (6 pedakyuu @edepanvrozo 3axona om 13 uona 2020 2. N 206-D3)
pacnpocmpaunsemcs Ha npagoomHuouerus, eosnuxkuue ¢ 1 uons 2020 e.

CMm. npedbloywyro pedakyuio

7.1. JlexapcTBEHHbIE Ipenaparbl Ui MEIUIUHCKOTO IPUMEHEHMs, IpeJHa3HaYeHHbIC s
o0ecrieyeHus JHL, OOJIBHBIX reMopuiIned, MyKOBHCLUIO030M, TI'MIIO(GHU3apPHBIM HAHU3MOM, OOJE3HBbIO
lomre, 370KaYecTBEHHBIMH HOBOOOpPA30BaHHUSIMU JTHM(OUIHON, KPOBETBOPHOW W POACTBEHHBIX UM
TKaHel, pacCcessHHbIM CKJIEPO30M, JIML[ 0CJI€ TPAHCIJIAHTALMU OpPraHoB U (WJIM) TKaHEH, IPOU3BECHHbIE
1o 31 nexabpsa 2019 roxa, a Taxke MHBIE JIEKAPCTBEHHbIE MpenapaThl s MEAUIIMHCKOTO IMPUMEHEHUS,
npousBeneHHple 10 1 wmroms 2020 roma, mouiekaT XpaHEHMIO, INEPEBO3KE, OTIYCKY, peaau3aluu,
nepegave, MPUMEHEHUIO0 0e3 HAHECEHUs CPEJCTB HMIACHTHU(PHUKAUU JO HCTEUEHHUS CpPOKa MX TOJAHOCTH.
[IpaBurensctBO Poccuiickoit deneparuy BlipaBe yCTaHOBUTh 0COOEHHOCTH BBOJIa B TPaKIaHCKUN 000pOT
JIEKapCTBEHHBIX IpEnaparoB i MEIUIUHCKOTO NPUMEHEHHS, MPOU3BEIEHHBIX B Mepuoj ¢ 1 uiomis
2020 rona mo 1 oxts10pst 2020 roga. B nensx BBoJa B rpa)1aHCKUI 00OPOT JIEKapCTBEHHBIE MpenapaThl
JUISL METMIIMHCKOTO IIPUMEHEHUS, 32 UCKIIOYEHHEM JIEKAapCTBEHHBIX MPENnaparoB, NpeJHa3HAYEHHbIX IS
oOecrieyeHus JHL, OOJIBHBIX TreMopuiIned, MyKOBHCLUUIO030M, TMIIO(GHU3apPHBIM HAHU3MOM, OOJEe3HbIO
lNomre, 370KayecTBEHHBIMH HOBOOOPA30BaHUSAMU JIUM(OUAHOM, KPOBETBOPHOW U POACTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIUII MTOCJI€ TPAHCIJIAHTAIMU OPTraHOB M (UJIM) TKaHEW, TPOU3BEIECHHBIE
3a mpenenamu teppuropun Poccuiickoit ®eneparuu 10 1 okTs10pst 2020 roga, MoryT ObITh BBE3EHBI B
Poccuiickyto @enepammto 10 1 sHBaps 2021 roma B 1opsiike, yCTaHOBJIEHHOM IIpaBuTenbcTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHUsI CPECTB UICHTU(DUKALIUH.

Wndhopmarus 06 n3MEHEHHSX :

Cmambs 67 oononnena yacmvio 8 ¢ 1 aunsapsa 2018 e. - @edepanvusiii 3akon om 28 dexabpsa 2017 .
N 425-D3
8. Opranmzamuss WHGOPMAIMOHHOTO B3aUMOJCHCTBUS CHUCTEMbl MOHHUTOPHHTA JBMIKEHUS
JIEKapCTBEHHBIX IpENnaparoB Uil MEIULUHCKOTO IPUMEHEHHS C MHBIMH TIOCYJapCTBEHHBIMU
MH(GOPMALIMOHHBIMU  CHCTEMaMU oOOecredyrBaeTcss B TOM YHCIE TOCPEICTBOM HH(PPACTPYKTYpHI,
oOecrieunBaromeil MH(OOPMAIIMIOHHO-TEXHOJIOTHYECKOE B3aUMOJEHCTBHE HH(POPMALMOHHBIX CUCTEM,
UCIIONIB3YEMBIX JJI TPEAOCTaBICHUS] TOCYJApPCTBEHHBIX M MYHUUMNAIBHBIX YCIYr M HCIOJHEHHS
rOCyJJapCTBEHHBIX U MyHHUIIMIIANbHBIX ()YHKLUH B 3JIEKTPOHHON (hopMme.

Wndopmarys 06 M3MEHEHUAX:

29.04.20222 Cuctema TAPAHT 132/140


http://internet.garant.ru/document/redirect/72136156/1500
http://internet.garant.ru/document/redirect/72136180/1
http://internet.garant.ru/document/redirect/71846624/172
http://internet.garant.ru/document/redirect/73355363/22
http://internet.garant.ru/document/redirect/72136156/1600
http://internet.garant.ru/document/redirect/74369768/23
http://internet.garant.ru/document/redirect/74369768/23
http://internet.garant.ru/document/redirect/74369768/44
http://internet.garant.ru/document/redirect/77689476/6771
http://internet.garant.ru/document/redirect/74323800/1000
http://internet.garant.ru/document/redirect/71846624/172

®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

Cmamovs 67 oonoanena uacmoio 9 ¢ 1 ausapsa 2018 e. - @edepanvuviii 3akon om 28 dexabps 2017 a.
N 425-D3
9. OOmenocrynHas uHGMOpMaLUsi, COAepXKallasicsi B CHCTEME MOHUTOPUHTA JIBHIKEHUS
JIEKapCTBEHHBIX IIpenapaToB JUIs MEIULMTHCKOTO IIPUMEHEHUS, pasmMeniaercs B
nH(OpMaITMOHHO-TeIEKOMMYHUKaIMOHHON ceTh "MHTepHeT" (B TOM 4mciie B (hOPME OTKPBITHIX JaHHBIX)
B [I0pPsi/IKe, yCTaHOBIEHHOM [IpaBurtensctBoM Pocculickon denepanumu.

Wndopmarus 06 H3MEHEHHSX:

Cmambs 67 oonoanena wacmoio 10 ¢ 1 aunsaps 2018 2. - @edepanvhviii 3axon om 28 dexabps 2017 e.
N 425-d3
10. IIpou3BOaUTENH JIEKAPCTBEHHBIX CPEACTB MOIYYAIOT COAEPKAILYIOCS B CUCTEME MOHUTOPUHTA
JIBYDKEHUS JICKApCTBEHHBIX IpEnapaTroB Ui MEIUIUHCKOIO INPUMEHEHHs HHPOPMALUI0 O CEpUsIX HU
HNapTUSAX JIEKaPCTBEHHBIX MPENapaToB, MPOU3BOJAUMBIX UMH M HAXOISIIMXCS B IPa)JIaHCKOM 000poTe B
Poccuiickoii ®enepanyu, 6€3B03ME3/IHO.

Wndopmarius 06 n3MEHEHHSX:

Cmamovs 67 donoanena wacmoio 11 ¢ 1 uwona 2020 2. - @edepanvhsiii 3akon om 28 oexabps 2017 a.
N 425-D3 (8 pedakyuu Dedepanvrozo 3axona om 27 dexaops 2019 2. N 462-D3)

11. 3a mpou3BOJACTBO WM MPOAAXKY JIEKAPCTBEHHBIX MPENapaToB A MEIUIIUHCKOTO MPUMEHEHUS

0c3 HaHeCeHUs CPEJACTB WACHTU(DHKAINH, C HAPYIICHHEM YCTAaHOBJIICHHOTO IOpSJIKA WX HAHCCCHHS, a

TaK)K€ 32 HECBOEBPEMEHHOE BHECCHHE MAHHBIX B CHCTEMY MOHUTOPUHTA JABMXKEHHUS JIEKAPCTBEHHBIX

IperapaToB JUIsl MEIUIIMHCKOTO MPUMEHECHHS HJTH BHECEHUE B HEE HEIOCTOBEPHBIX JAHHBIX FOPUIUICCKHEC

JUla U UHAMBHUIyallbHbIE MpEeANpPUHUMATENH, YKa3aHHbIE B 4YacTsix 4 W 7 HACTOSIIEH CTaTbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBUU € 3aKOHOJATENbLCTBOM Poccuiickoi denepannm.

Wupopmarus 06 H3MEHEHHSIX:

Cmamovs 67 donoanena uacmoio 12 ¢ 1 aneaps 2018 2. - @edepanvruiii 3axkon om 28 dexabps 2017 a.

N 425-D3
12. IIpaBurensctBo Poccuiickoii ®enepanuu BIpaBe YCTaHOBUTb OCOOEHHOCTH BHEIPEHMUS

CUCTEeMbl MOHUTOPUHTA JBW)XCHHS JIEKQpPCTBEHHBIX IIpernaparoB A MEAULHUHCKOTO TMpPUMEHEHUS,
BKIIIOYAass CPOKM €€ BHEAPEHHs, B OTHONICHWM JIEKAPCTBEHHBIX TIPEMapaToB ISl METUITMHCKOTO
NPUMEHEHHs, BKIIOYEHHBIX B MEPEYEHb KU3HEHHO HEOOXOJUMBIX W BaXXHEUIIMX JIEKAPCTBEHHBIX
IpenapaToB, JIEKAPCTBEHHBIX IPEMapaToB, NpPEAHA3HAYCHHBIX JUIi OO0ECNedeHus JHI, OOJBHBIX
reMominei, MYKOBUCIMJIO30M, THUMO(pU3ApHBIM HaHU3MOM, Oose3Hbio ['omie, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHUM(OUTHON, KPOBETBOPHON M POJCTBEHHBIX UM TKAaHEH, PACCESTHHBIM CKIIEPO30M,
JMIl TOCJIE TPAHCIUIAaHTAllMM OpPraHoB M (MJM) TKaHeW, MHBIX JIEKapCTBEHHBIX IpernapaTtoB Jyis
MEIUITUTHCKOTO TPUMEHEHHSI.

TAPAHT:

CM. KOMMeHTapuu K cTathe 67 HacTosero denepaibHOr0 3aKOHa

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 25 nosaopa 2013 2. N 317-D3 nacmoswuii DedepanvHulil 3aKOH OONOIHEH
enasou 14.1

I'naBa 14.1. Orpanunyenusi, HajaraeMble Ha OPraHU3ALUM, OCYIIECTBJIAIOIINE eI TeJbHOCTD 110
o0paiieHH 10 JIEKAPCTBEHHBIX CPeCTB

Cratbs 67.1. OrpanuyeHus, HaJaraeMble MpH OCYILECTBICHUH JIEATENBHOCTH B cpepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

1. Opranuzanuu, 3aHUMaroIIMecs pPa3pabOTKOW, MPOU3BOJACTBOM M (WIM) pealu3anuent

JIEKapCTBEHHBIX IPENnaparoB Uil MEIUIIMHCKOIO MPUMEHEHMs, OpraHu3anuy, o0nagaromuye nmpaBaMu Ha

HCITIOJIb30BAHUE TOPTrOBOTO HAMMCHOBAHUS JICKAPCTBCHHOI'O IMpe€riaparta AJid MEAUIHUHCKOro IMpPUMCHCHUS,
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OpraHu3allii OINTOBOM TOPIOBJIM JIEKAPCTBEHHBIMH CpPEJCTBAMH, AaNTEeUHble OpraHum3auuu (Mx
NPEJCTaBUTENN, WHBIE (U3UYECKHUE U IOPUIUYECKHE JIMIA, OCYLIECTBISIONINE CBOIO JEATEIBHOCTH OT
UMEHH 3THX OpraHu3aluil) B OTHOIIEHUH MEIUIMHCKUX PAaOOTHUKOB U PYKOBOAMTENEH MEAMLIMHCKUX
OpraHu3alui He BIPABE:

1) BpyuaTh MoOJapKu, BHIIJIAYNBATh JCHEXKHBIE CPEICTBA (32 MCKJIIOUEHHEM BO3HArpakKICHUH IO
JIOTOBOpaM  IIpYM  IPOBEJEHUM KIMHUYECKUX MHCCIEIOBAHUN  JIEKAPCTBEHHBIX IIPENapaTroB Ul
MEIMLIMHCKOTO IPUMEHEHHMs, BO3HAIPAXACHHUM, CBA3aHHBIX C OCYLIECTBIECHUEM MEIULHUHCKUM
pabOTHUKOM IEAArorn4ecko W (Miau) Hay4HOW JESATENIbHOCTH), B TOM YHCIIE€ OIUIAYMBaTh pa3BJEuCHUS,
OTIBIX, MPOE3] K MECTy OTHAbIXA, a TAK)K€ IPUBJIEKATH K yYaCTHIO B Pa3BJICKATEIbHBIX MEPOIPUATHUSAX,
IPOBOAMMBIX 3a CUET CBOUX CPEACTB;

2) 3aKiroyaTh COIJIALICHHMS O HA3HAYEHUM WIM DPEKOMEHJAIUM MalMeHTaM JIeKapCTBEHHbIX
[IPENapaToB Uil MEJULMHCKOrO MPUMEHEHUS (32 UCKIIIOUEHUEM JIOTOBOPOB O IIPOBEACHUHN KIMHUYECKUX
UCCIIEIOBaHUH JIEKAPCTBEHHBIX MPEnapaToB AJIs MEIULMHCKOIO IPUMEHEHUS);

3) mpenocTaBiATh 00pa3ibl JIEKAPCTBEHHBIX MPENapaToB I MEJUIIMHCKOTO IPUMEHEHHUS B LIEISIX
BpYYEHHUsI TNalMeHTaM (3a MCKIIOYEHHEM CIIyyaeB, CBA3aHHBIX C IPOBEIACHHUEM KIMHUYECKHUX
UCCJIEJOBAaHUM JIEKaPCTBEHHBIX MIPENapaToB JIJIsl MEAULIMHCKOIO IPUMEHEHU );

4) mnpenocTaBiATh HEJOCTOBEPHYIO M (WJIM) HENOJHYI0 MH(GOpMAIMIO O JIEKapCTBEHHBIX
npenaparax A MEAUIIMHCKOTO IPUMEHEHMUS,

5) nocemats ux B pabodee BpeMs Ha pabOUYMX MeCTax, 3a UCKJIIOUCHHEM CIy4aeB, CBSI3aHHBIX C
IPOBEJCHUEM KIMHUYECKUX MCCIIEI0BAaHUM JIEKapCTBEHHBIX IIPENAapaToB sl MEIUIIMHCKOTO IPUMEHEHUS,
C yyaCTHEM B TOpSJKE, YCTaHOBJIEHHOM pPYKOBOJIUTENIEM MEAULMHCKOW OpraHu3alud, B COOpaHMAX
MEAMIMHCKMX pAaOOTHUKOB W  HHBIX  MEPOINPUATHSAX, HANPaBICHHbIX Ha TMOBBIIIEHHE HX
npoeCCHOHATIBPHOIO YPOBHS WJIM Ha INPEAOCTaBICHME HH(DOPMAIMM, CBSI3aHHOH C OCYLIECTBICHUEM
MOHMTOpPHHTa 0€3011aCHOCTH JIEKAPCTBEHHBIX IIPENAapaToB;

6) noOy>XJ1aTh K BBIIMCHIBAHUIO JIEKAPCTBEHHBIX MpENapaToB A MEJUIMHCKOTO NMPUMEHEHUs Ha
OnaHKax, cofepKamux MH(OPMALUIO PEKIAMHOIO XapakTepa, a TaKKe Ha PElEeNnTypHbIX OJaHKax, Ha
KOTOpBIX 3apaHee HaledyaTaHO HaWMEHOBAaHHME JIEKapCTBEHHOIO IIpenapara uid MEIUIMHCKOrO
IPUMEHEHHUS.

2. OpraHu3aiuy, yKazaHHble B a03aliie repBoM 4acTi | HacTOAIIEeH CTaTbU, U UX MPEACTaBUTENH B
OTHOLIEHNUHU (papMalleBTHUECKUX paOOTHUKOB U PYKOBOJUTENEH allTeUHbIX OpraHU3aluil He BIIpaBe:

1) Bpy4aTh HOJapKH, BBIIUIAYMBATh JCHEKHBIE CPEACTBA, B TOM UYHMCIIE OMJAuYMBaTh pa3BIieueHMUs,
OTIBIX, MpOE3J K MECTy OTIblXa, W TPUBIEKAaTh K YYacTUIO B pa3BJIEKATEJIbHBIX MEPONPUSTHUSIX,
IIPOBOAMMBIX 3a CUET CBOUX CPEACTB;

2) mpenocTaBisATh OOpasilbl JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIUIIMHCKOTO NPUMEHEHHS JUIs
BPYUYEHHS HACETICHUIO;

3) 3akmouyaTh COIVIALICHHMS O MPEUIOKEHUU HACEIICHUI0 OIpPEJENICHHBIX JIEKapCTBEHHBIX
IIPENapaToB Ul MEJUIIUHCKOTO IIPUMEHEHMS;

4) npenocTaBiATh HEIOCTOBEPHYIO U (WJIM) HEMOJHYI0 HMHPOPMALUI0 O JIEKapCTBEHHBIX
npenaparax Uil MEIULUHCKOTO IPHMEHEHHUs, B TOM YHCIIE MMEKOIIHUX OJWHAKOBOE MEKIYHAapOJHOE
HENaTeHTOBaHHOE HaUMEHOBAHHUE.

TAPAHT:

Cwm. xomMmMmeHTapuu K ctatbe 67.1 HacTosiiero denepanbHOroO 3aKOHA

Crarbsi 67.2. TpeOoBaHus K OpraHu3allMd M MPOBEACHUIO HAYYHBIX MEPONPUSATHH, HHBIX

MEPONpPUITHI, HaNpaBiICHHBIX HA  MOBBILIEHHE  MPO(ECCHOHATBHOTO  YPOBHS

MEIUIUHCKMX paOOTHUKOB WJIM Ha NpPEJOoCTaBleHHEe HH(OpMAIUM, CBSI3aHHON C
OCYIIECTBJIEHUEM MOHUTOPUHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB

1. Ilpu npoBeneHNN Hay4YHBIX MEPONPUATHN, UHBIX MEPONPUATUH, HAIIPABICHHBIX HAa IOBBILICHHUE

npo(ecCHOHANBHOTO YPOBHS MEIULMHCKUX paOOTHUKOB MM HAa NPEJOCTAaBICHUE CBSI3aHHOW C
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OCYILECTBJIEHEM MOHUTOPUHIA O€30I1aCHOCTH JIEKApCTBEHHBIX IpenapaToB HHGOPMALUU, OPraHU3yEMBbIX
OpraHM3alusaMH, yKa3aHHbIMU B a03aiie nepsom vactu | crateu 67.1 Hacrosiero denepaibHOro 3aKOHa,
UX [PEICTaBUTENAMU U (W) GUHAHCUPYEMBIX 33 CUET CPEICTB 3TUX OPraHU3aLUi U UX MPeJICTaBUTENEH,
3ampeniaeTcs MpersiTCTBOBATh YYaCTUIO B YKa3aHHBIX MEPONPUATUSAX HHBIX OpraHu3aluid, KOTOpbIE
IIPOU3BOJAT WIHM PEATU3YIOT JIEKAPCTBEHHBIC IpEnapaTrhl I MEOULMHCKOIO IPUMEHEHUS CO CXOKHM
MeXaHU3MOM (hapMaKOJIOTHYECKOTr0 ACUCTBUS, TNO0 CO3/1aBaTh TMCKPUMUHAIIMOHHBIE YCIOBUS IS OJJHUX
YYaCTHUKOB 110 CPABHEHMIO C IPYTMMH YYaCTHUKAMM, & MMEHHO:

1) mpenocTaBiIATh pa3IMYHOE KOJIMYECTBO BPEMEHU AJIsl BHICTYIIJIEHUHM YYaCTHHUKOB, Pa3jIMyYHbIE 110
pasMepy 3aHMMaeMOH IUIOIAAM MeCTa JUIsl I€MOHCTpaluu O0pa3LoB JIEKAPCTBEHHBIX MpenapaToB IJis
MEAMIMHCKOTO TNPUMEHEHUS] WIM pPEKJIAMHBIX MaTepuajloB O JIEKApCTBEHHBIX IIpernapaTax Julsd
MEAMIMHCKOTO NPUMEHEHHS Ha DKCIO3ULMX, CTCHAAX, 32 UCKIIOYEHUEM CIIy4aeB, €CIIM TAKUE YCIOBHS
3aKpeIuIeHbl B COTJIALICHHUAX STHX OpraHM3alui, WX NpeAcTaBuTeNlel 0 (MHAHCUPOBAHUM YyKa3aHHBIX
MEpONPHUATHIA U 00YCIIOBIIEHBI PA3IMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPraHU3ALUIO;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIS YYAaCTHUKOB MEPOIPHUATHH, YKa3aHHBIX B a03ale MmepBoM
HACTOALIEH 4acTH, NPEBBIIAIONINN CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUIATHN U BEAYLIUN
K HeOOOCHOBAHHOMY OI'PaHMYEHUIO YUCJIa UX YUaCTHUKOB.

2. Opranusanuu, ykasaHHble B a03aue nepsom udactu | crareu 67.1 Hacrosmero denepanbHOro
3aKOHA, WX TPEICTABUTEIH, OCYIIECTBIIIONINE OPraHU3anuio W (Win) (UHAHCHPOBAHUE MEPONPHUSATHH,
yKa3aHHBIX B 4acTH | HacTosIEeH CTaThbu, 00s13aHbl 00eCeuynBaTh JJOCTYIN K HHPOPMALIMHU O J1aTe, MECTe U
BPEMEHM [POBEACHUSA YKa3aHHBIX MEpONPUATUHM, IUIaHAX, IPOrpaMMax IMPOBEACHUSI YKa3aHHBIX
MEPONPUATHHA U TeMax, IJIAaHUPYEMBIX HJI PACCMOTPEHMS, COCTaBE UX YYAaCTHUKOB IIyTEM pa3MEIICHHUs
COOTBETCTBYIOIIEH MH(POPMAIMU Ha CBOMX O(HUIMANBHBIX caiiTax B cetn "MHTepHeT" He mo3aHee ABYX
MECSLEB /10 Hayaja IIPOBENCHUS YKA3aHHBIX MEPOIIPUATHH.

3. Uadopmarust 0 mpoBeIeHNH MEPONPUATHI, yKa3aHHBIX B 4acTh | HACTOSIIEH CTAaThH, B CPOK,
YCTAQHOBJICHHBII 4acTbiO0 2 HAcTOsILEH CTaTbu, JOJDKHA ObITh HampaBiieHa B (efepalibHbli OpraH
UCTIOJIHUTENIFHOW ~ BJIACTH, OCYHIECTBISIOMMK (QYHKIMM TIO KOHTPOJIIO M HAa30py B cdepe
3/IpaBOOXPAaHEHMs, Ul MOCIEAYIOIIEro pa3MelleHUsl ee Ha O(UIMaIbHOM caiiTe 3TOro opraHa B CETH
"UuTepuer".

TAPAHT:

CM. koMMeHTapuu K cTaTthe 67.2 HacTosero deaepanbHOro 3aKOHa

I'masa 15. OTBeTCTBEHHOCTH 32 HAPYLIEHUE 3aKOHOAaTeIbCcTBA Poccuiickoit Penepanuu npu
o0paleHnH JeKAPCTBEHHBIX CPeICTB U BO3MeLleHHe Bpe/ia, IPUYMHEHHOI'0 3/10POBbI0 IPakKAaH
BCJICACTBUE IIPUMEHCHUSA JICKAPCTBCHHLIX IPeapaToB

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 oexabps 2014 e. N 429-D3 ¢ cmamwio 68 nacmosawezo edepanvrozo
3aKOHA 8HeceHbl usmMeHeHus, ecmynarowue 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 68 npeodvioyujell peoaxKyuu
Cratbs 68. OTBEeTCTBEHHOCTh 3a HapylleHHE 3aKoHoaarenbcTBa Poccuiickoit denepauuu npu
00palIeHNnH JIEKAPCTBEHHBIX CPEJICTB
1. Hapymenue 3akononatensctBa Poccuiickoit ®epepanuu mnpu oOpalleHUU JIEKapCTBEHHBIX
CpeACTB BIJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOJAATENLCTBOM Poccuiickoit
denepanuu.
Wndopmarnys 06 M3MEHEHUAX:

Yacms 2 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloyuyro peoakyuio
2. 3a HempeAcTaBICHUE WM HECBOEBPEMEHHOE TNpe/icTaBlIeHre HHPOpMaluu U (W) T0KyMEHTOB
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00 MpeCTaBIeHNe HEIOCTOBEPHBIX HH(OPMAIMU U (W) JOKYMEHTOB, IPETYCMOTPEHHBIX HACTOSIIINM
®denepallbHBIM 3aKOHOM, CYOBEKTHI OOpalleHUsl JEKapCTBEHHBIX CPEIICTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTeIbCTBOM Poccuiickoit denepanum.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 68 HacTosIIero CDez[epanLHoro 3aKOHa

Cratba 69. Bo3melienue Bpena, MPUUYUHEHHOTO 3/I0POBBIO TPaXKJaH BCIEACTBUE NPUMEHEHUS
JIEKAPCTBEHHBIX MPENapaToOB

1. [TponsBouTENH JIEKAPCTBEHHOTO TIpenapaTa 00sa3aH BO3MECTUTD BPE, IPUYMHEHHBINA 3/J0POBBIO
rpakJaH BCIEACTBUE IPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara, eciy J0Ka3aHo, 4To:

1) nexapcTBEHHBII mpenapar NPUMEHSUICS 110 Ha3HAYEHHMIO B COOTBETCTBUHM C MHCTPYKIUEH MO
NPUMEHEHHUIO JIEKApCTBEHHOrO Nperapara ¥ NPUYMHOW Bpelda SBHICS BBOJ B TPa)KIaHCKU 000pOT
HEZ00pOKaYeCTBEHHOIO JIEKAPCTBEHHOT'O MpeIapara;

2) Bpen 3I0pOBbIO MPHUYMHEH BCIEICTBUE HEIOCTOBEPHOW HH(pOpMAIMU, cojepKaliencs B
MHCTPYKLUHU 10 IPUMEHEHUIO JIEKAPCTBEHHOIO Ipernaparta, U3JaHHOW MPOU3BOJUTENEM JIEKAPCTBEHHOTO
npenapara.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 25 wnoaops 2013 2. N 317-@3 6 uacms 2 cmamvu 69 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

2. B cnmyuae, eciu Bpej 3I0pOBBIO I'pakJlaH MPUYUHEH BCJICACTBHAE MPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, NIPUIICIIIET0 B HErOJAHOCTh B PE3yJIbTaTe HApPYIICHHS IMPAaBHJ XPaHEHHS JICKApPCTBEHHBIX
CPEACTB, MPaBWJI ONTOBOW TOPTOBIM JEKAPCTBEHHBIMH IperapaTaMu, MPaBUJI OTIIYCKa JIEKAPCTBEHHBIX
npenapaToB, TMPaBWI M3TOTOBJICHHUS M OTIYCKA JIGKAPCTBEHHBIX IPEMapaToB, BO3MEIICHUE Bpena
OCYILIECTBIISICTCSI COOTBETCTBEHHO OpTaHU3aIlell ONTOBOW TOPTOBIHM JICKAPCTBEHHBIMH CPEICTBAMH,
anTeYyHOW OpraHu3anued, WHIUBUAYAIbHBIM NpPEANPUHUMATEIIEM, HMMCIONIMMH JIMIICH3UI0  Ha
(apMarieBTUYECKYI0 JAEATENbHOCTh WM JUICH3WI0O Ha MEAMLIUHCKYIO ICSTEIbHOCTh, MEIUIIMHCKON
OopraHu3alei, HMeLel JHIeH3MI0 Ha (apMaleBTUYECKYIO JeATeNbHOCTh (ee 000COOJIeHHBIM
nonpaszzeneHueM (amOynaropue, denpAmepckuM U (eabAlIepCKO-aKyIIepCKUM ITYHKTaMH, LEHTPOM
(oTmenenuem) obmiel BpayeOHOM (CeMeiHON) MpPaKTHKH), PACHOJIOKEHHBIM B CEJIbCKOM HACEIEHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET anTe€4Hasi OpTaHU3aIusl), JOMYCTUBIINMHU POy WJIH OTITYCK TaKoTro
JIEKapCTBEHHOTO Tpernapara.

3. Bo3memenwe Bpena, TNPUYUHEHHOTO 370POBBIO TPaXKIaH BCIEACTBUE TPUMEHEHUS
JICKapCTBEHHBIX MPENapaToOB WM COBEPIICHHS] MPOTUBOIPABHBIX AEUCTBUN cyObekTaMu oOparieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYHIECTBISETCS B COOTBETCTBUM C 3aKOHOJATEILCTBOM Poccuiickoi
®denepanuu.

TAPAHT:

CM. koMMeHTapuu K ctatbe 69 HacTosero denepaibHOr0 3aKOHA

I'maBa 16. 3akia0unTe/IbHbIE MOJ0KEHUS

Cratbs 70. O npu3HAaHUW YTPATUBIIUMH CUITYy OTACIBHBIX 3aKOHOJATEIBHBIX aKTOB (TIOJOKECHHUMA
3aKOHOJATENBHBIX aKTOB) Poccuiickoit deneparumn
[Ipu3HaTh yTpaTUBIIUMU CUITY:
1) ®enepanbubiii 3akon oT 22 wutoHa 1998 roga N 86-®3 "O nekapcTBeHHBIX cpeacTBax”
(Cobpanme 3akonoaarenbcTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);
2) ®enepanbhelii 3akoH oT 2 aaBapst 2000 roga N 5-@3 "O BHeceHUHM U3MEHEHHUS U JJOTIOJHEHUH B
O®enepanbhbiii 3akoH "O nexapctBeHHbIX cpeacTtBax" (CoOpanue 3akoHonaTenbcTBa Poccuiickoit
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®depnepannn, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akoHa oT 10 suBaps 2003 roga N 15-®3 "O BHeceHUM U3MEHEHUN U
JOTIONTHEHUH B HEKOTOpbIE 3aKOHOAaTeNbHble akThl Poccuiickoit @enepanuu B CBSI3U C NPUHSATHEM
@®enepasibHoro  3akoHa "O  JIMUEH3UPOBAHMM  OTAEIBHBIX BHJIOB  AesrenpHocTH"  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crareio 31 denepanbHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHUMU U3MEHEHUN U
JOTIONTHEHUH B HEKOTOpBIE 3aKOHOJATeNbHbIe akThl Poccuiickoit denepanuu, Npu3HaHUU yTPATUBLIIUMU
CUJly OTHEJIbHBIX 3aKOHOAATEIbHBIX akTOB Poccuiickoit ®denepanuu, NPEeAOCTABIEHUH OTIACIbHBIX
rapaHTUil COTPYJHUKAM OPraHOB BHYTPEHHHX JI€JI, OPTaHOB [0 KOHTPOJIIO 32 00OPOTOM HAPKOTHUYECKUX
CPEJICTB ¥ TICUXOTPOIHBIX BEIIECTB U YIPa3THIEMBIX (pe/iepaabHbIX OPTraHOB HAJOTOBOW MOJIUIIUU B CBSI3U
C OCYIIECTBICHHMEM Mep IO COBEpPLICHCTBOBAaHMIO rocyaapcTBeHHoro ympasieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateto 101 denepanpHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
U3MEHEHUN B 3aKoHoarenbHble akThl Poccuiickoin ®denepauuy U NPU3HAHUM YTPATUBIIMMU CHILY
HEKOTOPBIX 3aKOHOJATeNbHBIX akTOB Poccuiickoit denepanuu B CBA3M € HpUHATHEM (eaepantbHbIX
3akoHOB "O BHeceHUM H3MEHEHMH U JononHeHuid B DenepanbHplii 3akoH "OO 00lMX HPUHLIMIIAX
OpraHU3ali 3aKOHOAATENbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYJIApPCTBEHHOMN
Biractu cyobekToB Poccuiickoii ®enepauun” u "OO o00mMX NPUHIMIAX OpPraHU3alUUd MECTHOTO
camoynpasnenusi B Poccuiickoit ®@enepanun" (Cobpanue 3akonomarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crateio 28 deaepanbHoro 3akoHa ot 18 gexadbpst 2006 romxa N 231-D3 "O BBefeHUHU B JIeHCTBUE
yactu uerBeprod ['paxkmanckoro koxaekca Poccuiickont ®epepannn" (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 70 HacTOSIIETO q)ez[epanLHoro 3aKOHa

Cratbs 71. Berynnenue B cuity Hactosiiero @enepaibHOro 3aKoHa

1. Hacrosiuit denepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 ceHtssOpst 2010 roza.

2. JlekapcTBEHHBIE CpEJCTBa, 3apPETUCTPUPOBAHHBIE 1O JHS BCTYIUIEHUS B CHIJIy HACTOSILErO
@denepallbHOTO 3aKOHA, MOJIEkKAT BKIIOUEHHUIO B TOCYIApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHbIX B uvacTu | crtarbu 33 Hactosulero denepalibHOrO 3aKOHA CBEAECHUH 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOXKAECHUS BHOBb MPOLEAYpPbl T'OCYJapCTBEHHON perucTpaniu
JIEKapCTBEHHBIX MTPENapaToB.

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim 3axonom om 11 oxkmsaopa 2010e. N 271-P3 6 uacme 3 cmamvu 71 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. I'ocymapcTBeHHas! perucTpaius JEKapCTBEHHBIX MPENapaToB, 32 UCKIIOUEHUEM JICKAPCTBEHHBIX
NpenaparoB JUisi MEAMIIMHCKOTO MPUMEHEHUs, NMPEICTABICHHBIX HA YKa3aHHYI PETUCTpPalUI0 10 JHSA
BCTYIUICHUSI B cuily Hactosiiero denepabHOrO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBHH C HACTOSIIIUM
®denepanbHbIM 3aKOHOM Ha OCHOBAaHHMM JOKYMEHTOB M JAHHBIX, MPEICTABICHHBIX /0 JIHA BCTYIUICHHS B
cuity Hacrosiiero denepaabHOro 3aKOHA.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 29 mosopsa 2010e. N 313-@3 yacme 3.1 cmamovu 71 nacmoswezo
DedepanvHoeo 3aKOHA U30JHCEHA 6 HOB0U pedaxkyuu, SCmynarmowel 8 Culy co OHA OQUYUATbHO2O
onyonukoganus HazeanHo2o ®DedepanvbHo2o0 3aKOHA U PACHPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
so3Huxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
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3.1. l'ocynapcTBeHHast peructpalys JIEKapCTBEHHBIX MPENnapaToB AJs MEAUIIMHCKOTO TPUMEHEHHUS,
IPEJICTaBICHHBIX Ha TOCYJapCTBEHHYIO PpErucTpalui A0 [JHS BCTYIUIEHMS B CHJIy HACTOSIIETO
@DenepalibHOTO 3aKOHA, U TOCYIapCTBEHHAsI perUCTpalus JeKapCTBEHHbIX MPENapaToB AJIs METUIIMTHCKOTO
IPUMEHEHHUS, IPEICTABICHHBIX HA 3KCIIEPTH3Yy JIEKAPCTBEHHBIX CPEACTB A0 AHS BCTYIUIEHUS B CHILY
HacTosmero @enepalbHOrO 3aKOHAa B LENAX HX MOCIEAYIOLIEH TOCyJapCTBEHHON perucTpanuu,
OCYIIECTBIISIIOTCS HAa OCHOBAaHUM JOKYMEHTOB M JaHHBIX, IIPEJICTABICHHBIX 10 JHS BCTYIUIEHHS B CHIIY
Hactosmero @enepalibHOTO 3aKOHA, a TaKkKe 3asiBICHHs O TOCYAApCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O IIperapara, IIPeICTaBICHHOIO IIPOU3BOJUTENIEM JIEKApPCTBEHHBIX IIpENapaToB WU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU C HacToAIUM DeepanbHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN
denepanbHBIl OopraH uUcmonHUTENbHOW Biacth A0 1 wmaprta 2011 roma, Oe3 TpeGoBaHWs yIIATHI
roCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbcTBOM Poccuiickoi deaepanuu o Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 29 mosaops 20102. N 313-D3 uacms 3.2 cmamvu 71 Hacmoswe2o
DedepanvHo20 3aKOHA U3N0JCEHA 6 HOBOU peoaKyuu, ecmynaioujeti 8 Cuny co OHA OQUYUATLHO20
onyonuKo8anus Ha3eanHo20 DedepanvHo20 3aKOHA U PACHNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.2. TloaTBepkaeHHWe TOCYIAapCTBEHHOM PETHCTpAllUd JIEKAPCTBEHHBIX IMpenapaToB IS
MEIULUHCKOrO MPUMEHEHHUs], IPEACTABICHHBIX JIs MOATBEPKICHUS T'OCYAapCTBEHHOM PErucTpaluu 10
IHS BCTYIUIEHHUsI B Cuily Hacrosimero denepalibHOr0 3aKOHA, M TOJITBEPXKIACHUE TOCYIapCTBEHHOMN
pEerucTpalud JIEKAPCTBEHHBIX INIPEnapaTtoB Uil MEIULIMHCKOIO IPUMEHEHUs, IPEACTABICHHBIX Ha
AKCHEPTU3Y JEKAPCTBEHHBIX CPEACTB A0 JHS BCTYIUIEHUS B CHJly HacTosimero denepasbHOr0 3aKOHa B
HEeIsAX MOCIEIYIOWEro MOATBEPKACHUS HX TOCYJapCTBEHHOM pErucTpaluy, OCYIIECTBISIIOTCS Ha
OCHOBaHWHU JIOKYMEHTOB U JAaHHBIX, MPEJICTABICHHBIX 1O [HSA BCTYIUICHUS B CHJIy HACTOSIIETO
@denepanbHOrO 3aKOHA, a TaKKe 3asBJICHUS O NOATBEPKICHUU TOCYAAPCTBEHHOW pPErucTpaluu
JIEKapCTBEHHOI'0 IMpenapara, MNPeACTaBICHHOTO IPOU3BOJMUTENEM JIEKAPCTBEHHBIX MPENapaToB WIU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepabHbIM 3aKOHOM B YIIOJTHOMOYEHHBII
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biacth 10 1 wmapra 2011 roma, 6e3 TpeOoBaHUS YIUIAThI
rOCYIapCTBEHHOW IMOLUIMHBI, IIPEIYCMOTPEHHON 3aKOHO1aTebecTBOM Poccuiickon denepanuu 0 Hajorax
u coopax.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrovim 3axonom om 29 mnosopsa 2010e. N 313-P3 yacms 3.3 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedakyuu, 6cmynarowell 8 CUily co OHA OQUYUATLHO2O0
onyonuKoeanus HazeanHo2o DedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.3. [Ilpunsatue pemeHuss O BHECEHHMM HW3MEHEHHH B JIOKYMEHTBI, coOjepXkaliuecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKApCTBEHHBIM Ipemapar [Uisli MEIULMHCKOTO
IPUMEHEHUS W MpeJCTaBIeHHbIE A0 IHS BCTYIUIEHUS B CUJly HacTosuero denepalbHOrO 3aKOHA, U
IPUHITHE PELICHHs] O BHECCHUHM M3MEHEHUH B JTOKYMEHTBI, COIEPKALUECS B PETMCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBAaHHBIN JE€KapCTBEHHBIN Mpenapar A MEeIULIHUHCKOrO0 MPUMEHEHHUs U MpeACTaBIeHHbIE Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB O JHS BCTYIUIEHMS B cuiy Hacrosuero denepaabHOro 3akoHa,
OCYIIECTBIISIIOTCS HAa OCHOBaHMM JOKYMEHTOB M JaHHBIX, IPEJICTABICHHBIX IO JHS BCTYIUIEHUS B CHITY
HacTtosAwmero @enepaJlbHOrO 3aKOHA, a TAaKXKe 3asBJIEHUS O BHECEHMM WM3MEHEHMH B JIOKYMEHTHI,
coJiepKallfecss B PErUCTPAllMOHHOM [JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAapCTBEHHBIH Mpernapar Jis
MEAMIMHCKOTO TPUMEHEHUS, IPEICTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX IPENApaTOB WIH
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUH C HacTosuM DeepaibHbIM 3aKOHOM B YITOJTHOMOYEHHBIN
denepanbHbIl OpraH HUcmonHUTENbHOW Bracth 10 1 wmapra 2011 roma, Oe3 TpeOoBaHUS yIIATHI
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rOCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuy o Hajorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 29 wnosopa 20102 N 313-D3 yacms 3.4 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedaKyuu, 6cmynarowell 8 CUiry co OHA OQUYUATLHO20
onyonuKo8anus Ha3eanHo2o DedepanvHozo 3aKOHA U PACNPOCMPAHAIOWENUCS HA NPABOOMHOUEHUS,
sosHuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3.4. Boimaua pazpemieHuil Ha MPOBEACHUE KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
NpenaparoB s MEIULMHCKOIO NMPUMEHEHMs 1O 3asBJICHHUSM, NOJAHHBIM JI0 JHS BCTYIUICHUS B CHILY
Hacrosuero deaepaibHOro 3aK0Ha, a TAKXKE IO 3asIBJICHUSM, MTOJAHHBIM I10CIIE HS BCTYIUIEHUS B CUILY
HacTtosiero denepanbHOro 3aKOHA HA OCHOBAHUU IKCIIEPTU3, MPOBEACHHBIX A0 JHS BCTYIUIEHUS B CUILY
Hacrosero dPenepasbHOrO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUM C HacTosmuMm dDenepanbHbIM
3aKOHOM Ha OCHOBaHMWH JOKYMEHTOB U JAHHBIX, IPEACTABICHHBIX UJIU MOJYYEHHBIX 10 JHS BCTYIUICHUS B
cuiy Hacrosmero denepajbHOrO 3aKOHA, a TAKKE HA OCHOBAHMM KOIMMU IIPEIBAPUTEIBHOIO JOTOBOPA
0053aTeNFHOTO CTPAaXxOBAHUS KU3HH, 3J0POBbsI MAIIEHTOB, YYaCTBYIONINX B KIIMHUYECKOM HCCIIEI0BaHUU
JIEKApCTBEHHOT'O TMperapaTta i MEAMIIMHCKOTO IMPUMEHEHMs, WM KOIHUH JIOTOBOpa 0O0sA3aTEIHHOTO
CTPaxOBaHUsI  KU3HHM, 3/I0POBbSl MAIlMEHTOB, YYAaCTBYIOIIMX B  KIMHUYECKOM MCCIIEIOBAaHUU
JIEKapCTBEHHOT'O TIpernapara Jjisi MEIUIMHCKOTO MPUMEHEHHUs, JTMOO MPEeACTaBICHHON KOIHUU JOroBOpa
0053aTeNFHOTO CTPAaXOBaHHUA, 3aKIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMH MpaBUIIAMHU 00s3aTE€IHLHOTO
CTPaxOBaHHUs, C YKa3aHUEM MPEACIbHON YHUCIECHHOCTH MMAlMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
WCCJICIOBAaHUH JIEKAPCTBEHHOTO IperapaTa il MEIUIMHCKOTO MpPUMEHEHUs, 0e3 TpeOOBaHUS YIIIaThl
rOCyIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHON 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajlorax
U cOopax.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamos 71 nacmoswezco Dedepanvhozo
3aKOHa 0ONOJHEHA Yacmouio 3.5
3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BalIOTe IO AHS BCTYIUIEHHS B CHJIY HACTOSIIETO
®denepanbHOTO 3aKOHA TPEAEIbHBIE OTITYCKHBIC IIEHBl MHOCTPAHHBIX MTPOU3BOIUTENICH Ha JIGKAPCTBEHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEPEYCHb IKU3HEHHO HEOOXOAMMBIX M BAXKHEUIIMX JIEKaPCTBEHHBIX
MpenaparoB, MOJUIeKAT nepecyety B pyonu no kypcy LlentpansrHoro 6anka Poccuiickoit denepannu Ha
naty, ycraHoBieHHyto [IpaBurensctBom Poccuiickoit ®eneparnuu, 0e3 TpeNCTaBICHUS 3asBICHUS O
nepecyeTe IeHbl ¢ BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHUM B TOCYAAPCTBEHHBIM pPEeCTp MPeaelbHBIX
OTIYCKHBIX II€H MPOU3BOAMTENEH Ha JIEKapCTBEHHBIE MperapaThl, BKIIOUEHHBIE B MEPEUYCHb KU3HEHHO
HEO0OXOAMMBIX U BOXHEHIITNX JIEKAPCTBEHHBIX MPETapaToB.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 11 okmaopsa 2010 2. N 271-D3 cmamos 71 nacmoswezo Dedepanvriozo
3aKOHA OONONIHeHA Yacmvio 3.6
3.6. 3aperucTtpupoBaHHBIE JO JHS BCTYIUIEHHS B CWIy HacTosmero ®eaepaqbHOr0 3aKoHA
NpeieyibHbIe OTIYCKHBbIE II€Hbl POCCHUHCKMX MPOU3BOAUTENICH Ha JIEKapCTBEHHBIE MpENaparsl,
BKJIFOYCHHBIE B TEPEUEHb JKU3HEHHO HEOOXOAMMBIX W BAKHEWIIMX JIEKAPCTBEHHBIX TPENapaToB,
nojanexxar uHiaekcanuu ¢ 1 HosOps 2010 roma wcxons W3 MPOTHO3ZUPYEMOTO YpPOBHS HHOIALNH,
yctanoBieHHoro denepanbabiv 3akoHoM OT 2 aekadbps 2009 roma N 308-D3 "O denepansHoM OromKeTe
Ha 2010 rox u Ha nmnanoBslit nepuoa 2011 u 2012 ronos" Ha 2011 rog.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 6 Odexabpa 2011 2. N 409-D3 6 uacme 3.7 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAIouue 6 CUNLY No UCMeYeHUuUu mpuoyamu OHell nocie
OHA ohuyuanvbHo20 onyoOIUKO08AHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexecm wacmu 8 npeovloyujeli peoaKyuu
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3.7. Ilocne 1 mapta 2011 roga He qomMycKarOTCsS MPOU3BOACTBO U BBO3 B Poccuiickyro denepannto
JICKapCTBEHHBIX MPENapaToB B YIIAKOBKaX ¢ MAPKUPOBKOM, KOTOpasi ObLIa HAHEeCEHA JI0 JTHS BCTYILICHUS B
cuiy Hacrosimero denepanbHOro 3akoHa. [lo McTeueHWM yKa3aHHOTO CpOKa JIaHHBIE JICKAPCTBECHHBIC
npenaparbl MOT'YT OTITYCKAThCsl, PEaIn30BbIBATHCS, IEPEIABATHCS U MPUMEHSITHCS 0 UCTCYCHUS UX CPOKa
TOJHOCTH.

4. Co mus BcryrUieHus B cuily Hacrosimiero ®denepanbHoro 3akoHa u no 30 anpens 2011 rona
BKJIFOUMTEIIBHO JIOMYCKAETCs MPOBECHNE SKCIIEPTU3bI JICKAPCTBEHHBIX CPEJICTB IKCIIEPTAMU SKCIIEPTHOTO
VUPEKIACHUSI 10 TMPOXOXKACHHS HMH aTTeCTalli B TMOPSAKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM
deneparbHBIM OPraHOM UCIIOJIHUTEIILHON BIIACTH.

5. Co mus BeTyrUieHHs! B cuity Hacrosimero ®eaepanpHoro 3akoHa u mo 31 mekabpst 2013 roma
BKJIFOYMTEIIPHO OCYIIECTBIIICTCS MEPEX0 K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHUH C
MpaBUJIaMU OpPTaHM3alMU MPOU3BOJICTBA U KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEJACTB, YKa3aHHBIMU B
gact | craren 45 wHactosmero @denepaabHOTO 3aKoHa, B ToOJHOM oObeMe. Cpoku mepexonaa
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB K HX MPOU3BOACTBY B COOTBETCTBHM C KOHKPETHBIMHU
TpeOOBaHUSMU JAHHBIX MPABWII, BKIIOYAs CPOKHU aTTECTALlMU YIIOJTHOMOYEHHBIX JIUII, YKa3aHHBIX B YaCTSIX
6 n 7 crateu 45 Hacrosuiero denepanbHOro 3aKoHa, ycraHasiauBaroTcs IIpaBurenscTBoM Pocculickoit
®enepanuu.

6. JluneHsun Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BbiAaHHbIE 10 | sHBaps 2014 rona,
nerctByror nocie 1 suBaps 2014 roga 10 ucTeYeHHs] CpOKa UX JECUCTBHUS IPHU YCIOBUU COOTBETCTBUS
JUIEH3WaTa TMpaBWiiaM OPTaHW3allMd TMPOU3BOJCTBA M KOHTPOJIA KadyecTBa JICKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B uacTtu | ctathu 45 HacTosero @enepalbHOTO 3aKOHA.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 71 nacmosweco Dedepanvrioo
3aKOHa OONONIHEHA Yacmvio 7, 6cmynaioujeli 8 cuiy co OHA oQuYUaIbHO20 ONYOIUKOBAHUS HA3ZBAHHO20
DedepanbHo20 3aKOHA

7. ®opMuUpOBaHHE TOCYAAPCTBEHHOI'O 3a/laHMsi Ha TIPOBEICHHUE HKCIEPTU3BI JIEKAPCTBEHHBIX
cpenacTB ¢eaepalbHOMYy TOCYJApPCTBEHHOMY OIODKETHOMY YUPEXKIICHUIO MO MPOBEACHHUIO SKCIEPTU3bI
JICKapCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOCCIICUCHUE BBIMOJHCHUS JTOTO 33JaHUsl OCYIICCTBISIOTCS B
nopsiike, yctaHoBieHHOM DejepanbHbiM 3akoHOM 0T 12 sHBaps 1996 rona N 7-®3 "O HeKoMMepYeCKUX
opraHuzanusx".

TAPAHT:

CM. koMmMeHTapuu K ctathe 71 HacTosimero denepanbHOro 3aK0Ha

IIpesunent Poccuiickoit ®enepanuu . Mensenes
Mocksa, Kpemiib

12 anpens 2010 r.
N 61-®3
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