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

®enepanbHblil 3aKoH oT 12 anpena 2010 r. N 61-®3 "O06 oOpaliennn 1eKkapCcTBEHHBIX 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 okTs0ps, 22 nekadbps 2014 r., 8 mapta, 29 urons, 13 urons, 14, 29 nekadps 2015 r., 2 utons, 3 uros
2016 t., 29 wuroins, 28 nexabps 2017 r., 4 uronsi, 28 Hos10ps, 27 nexadps 2018 r., 6 uroHs, 26 wrons, 2 aBrycra, 27
nekadps 2019 r., 26 mapra, 1, 3 anpens, 13 utons, 8, 22 nexadps 2020 r., 11 utons, 2 urons, 30 gekadps 2021 r.

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

CM. koMMeHTapuu K HacTosemMy DeepaibHOMY 3aKOHY

T'maBa 1. O0mIue mojo:KeHHus

Cratbs 1. [Ipenmer perynupoBanus HacTosero denepanbHOro 3aK0Ha

Wupopmarus 06 H3MEHEHHSIX:

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

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosimuii @®enepanbHbli 3aKOH pETyJUpYyeT OTHOIICHHS, BO3HUKAIOIIUE B CBSI3U C
oOpamieHueM - pa3pabOTKOW, IOKIMHMYECKUMM MCCIEJOBAHUAMH, KIMHUYECKHMHU HCCIIEI0BaHUSIMH,
JKCHEPTU30M, TOCYAAPCTBEHHOW pErucTpanued, €O CTaHJapTU3alMe U € KOHTPOJEM KadecTsa,
IIPOM3BOJCTBOM, U3TOTOBIIEHUEM, XpaHEHHEM, NIEPEBO3KOM, BBO30M B Poccuiickyto ®denepanuio, BHIBO30M
n3 Poccniickoit ®enepanuyu, peKIaMON, OTIIYCKOM, peald3auued, Iepenadeil, INPUMEHEHHEM,
YHUUYTO>KEHHUEM JIEKAPCTBEHHBIX CPEJCTB.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim  3akoHom om 25 uwna 2012 2. N 93-@3 6 uacms 2 cmamvu 1 Hacmoswe2o
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUs

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2.  Hacrosumii  ®enepaibHblii  3aKOH  YCTaHABIMBAE€T IPHOPUTET  TOCYIAPCTBEHHOTO
perynupoBaHus 0€3011acHOCTH, KayecTBa U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX 0OpAIIECHUH.
TAPAHT:

CMm. koMmMeHTapuu K cTaTthe 1 HacTosimero deaepaibHOro 3aKOHA

Crartba 2. Cdepa npumenenus Hactosiero denepanbHOro 3aKoHa
Hacrosiuit @enepanbHblil 3aKOH MPUMEHSETCS] K OTHOLICHHUSIM, BOSHUKAIOLUIUM IIPU OOpalieHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepanuu.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaThC 2 HaCTOAIICTO d)e;[epanbﬁoro 3aKOHa

CraTbs 3. 3aKOHOAATETHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB

1. 3akoHomatenbcTBO 00 O0OpalIeHWH JEKAPCTBEHHBIX CPEJACTB COCTOUT W3 HACTOSIIETO
@denepallbHOTO 3aKOHa, APYTrUX (enepanbHbIX 3aKOHOB U HMHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB
Poccuiickoit @enepanuu.

Hndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim saxonom om 29 urons 2015 2. N 160-DP3 cmamwvs 3 nacmosueco PedepaibHoco 3aKOHA
oonoanena ywacmoio 1.1

1.1. 3akoHoaarensCcTBO 00 OOpALICHUH JEKAPCTBEHHBIX CPEJCTB B OTHOIICHUU FOPUIUYECKUX JIUIL
U UHAUBUIAYAJIBbHBIX  IMPEAIPUHUMATENCH, OCYIIECTBISIOMIMX  ACSATEIBHOCT HAa  TEPPUTOPUHU
MEXIyHapOJAHOIO MEIUILMHCKOrO KjacTepa, MPUMEHSIETCS C YYETOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
G®enepanbubiM 3akoHOM  "O  MEXIyHapOJHOM MEIUIIMHCKOM KJIacTepe M BHECEHWU H3MEHEHUU B
OT/ACJbHBIE 3aKOHOAaTENbHbIE akThl Poccuiickoit denepanun’.

2. [eiictBue Hacrosimero DemepanbHOTO 3aKOHA  PACIPOCTPAHSACTCS HAa  OOpalicHHe
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
O0COOEHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJaTelbcTBOM Poccuiickoit ®exepanuu 0 HapKOTHUYECKUX
CpEeICTBaX, MICUXOTPOIMHBIX BEIIECTBAX U 00 UX MpPEeKypcopax.

3. HeiictBue Hacrosimero DenepaabHOr0 3aKOHa  PacCHpOCTpaHSCTCS HAa  OOpallcHHe
pannodapMaleBTUUECKUX  JICKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEH, YCTaHOBIJIEHHBIX
3akoHOaTeIbcTBOM Poccuiickoit deaepannu B obacTu oOecrieueHust paIuaioHHON 0€30acHOCTH.

4. Ecu MexyHapoJHbIM 10roBopoM Pocculickoin @epepanny yCTaHOBIIEHBI HHBIE IIPaBUIA, YEM
T€, KOTOpble MpeaycMoTpeHbl HacTtoAumM DenepanbHbIM  3aKOHOM, IPUMEHSIOTCA IpaBuiIa
MEXIYHApOJAHOTO JI0rOBOpA.

Undopmarust 06 n3MEHEHHSX:

Cmamuws 3 oonoanena yacmoio 4.1 ¢ 8 dexkabpsa 2020 e. - @edepanvusiii 3axon om 8 dexkabps 2020 e. N
429-d3

4.1. PemeHuss MeXrocyJapCTBEHHbIX OPraHOB, MPHUHATbIE HAa OCHOBAHUM  IOJIOKEHUH
MEXIAYHApOAHBIX J0roBopoB Poccuiickorn ®Denepauuu B HX HCTOJKOBAaHUHU, IPOTHBOpPEYAIIEM
Konctutynuu Poccuiickoit ®@enepanuu, He nojuiexaT ucnojHeHuto B Poccuiickoit deneparuu. Takoe
MIPOTUBOPEUYNE MOKET OBITh YCTAHOBIICHO B IMOPSIJIKE, ONMPEACICHHOM (enepalbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

5. B Poccniickont denepanun B COOTBETCTBUU C MEKIyHAapOAHBIMHU Jorosopamu Pocculickon
Qenepanii 1 (WIM) HAa OCHOBE MPHUHIMIA B3aUMHOCTH TPU3HAIOTCS PE3YNbTaThl KIMHUYECKHUX
WCCJICIOBAHUM JICKAPCTBEHHBIX TIPEMapaToB JJisi MEAMIIMHCKOTO TPUMEHEHHs, IPOBEIACHHBIX 3a
npenenamu reppuropun Poceniickoit denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 3 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

CraTbs 4. OCHOBHbBIE IOHATHS, UCTIOb3yeMble B HacTosAeM dDenepanbHOM 3aK0HE

Jlna nenent Hacrosiero denepabHOTO 3aKOHA MCIIONb3YOTCS CIEAYIOIUE OCHOBHBIE TIOHATHS:

1) nexkapcTBeHHBbIe CpeACTBA - BEUIECTBA WJIM MX KOMOWHAIMM, BCTYMAIOIIME B KOHTAaKT C
OpPraHM3MOM Y€JOBEKa WM >KMBOTHOIO, NPOHMKAIOUIME B OpraHbl, TKaHUM OpPraHM3Ma 4YeJIOBEKa HIIU
KUBOTHOTO, IMPHUMEHseMble JUIsl NPO(UIAKTUKH, TUATHOCTHKU (32 HMCKJIIOYEHHMEM BEIIECTB MM HX
KOMOUWHAIMH, He KOHTAaKTHPYIOIIUX C OPTaHU3MOM 4YeJIOBEKa WJIM JKMBOTHOIO), JIEYEHHUs 3a00JeBaHus,
peabunuTaiuu, 1Jis COXpAaHEHHUs, MPEJOTBpAIICHUs WIM IpepbIiBaHUS OEpEeMEHHOCTH U TMOJyuYeHHbIE U3
KpOBH, IJIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHM3Ma 4YeJOBeKa WM KUBOTHOI'O, PACTECHUM, MUHEPAJIOB
METOJJaMH CHHTE3a WU C MPUMEHEHHEM OHMOJOTrMYecKHX TexXHosiornid. K jekapcTBEHHBIM cpeacTBaM
OTHOCATCS (papMalleBTUYECKHE CyOCTaHIIUH U JIeKapCTBEHHBIE IIPENapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 Oexkabps 2014 . N 429-d3 nynkm 2 cmamvu 4 Hacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaroweit 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
2) papmaneBTHUYeCcKasi CyOCTAHIIMSA - JICKAPCTBEHHOE CPEJCTBO B BHUJIE OJHOTO MJIM HECKOJBKUX
obnanaromux (HhapMaKoIOTHUECKON aKTUBHOCTBIO JIEUCTBYIONINX BEIIECTB BHE 3aBUCUMOCTU OT TPUPO/IBI
MIPOUCXOXKICHUS, KOTOPOE MPETHAZHAYCHO JIJIsl TPOU3BOJICTBA, H3TOTOBIICHUS JICKAPCTBEHHBIX MPENapaToB
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u onpenenseT ux 3pPeKTUBHOCTS;

3) BcmoMmorarejibHbIe BelIeCTBA - BEIIECTBA HEOPTaHUYECKOTO WM OPraHUYeCKOro
MIPOMCXOXKICHHUS, UCIIOJIb3YeMbIC B IIPOLIECCE MPOU3BOJICTBA, U3TOTOBJICHHMS JICKAPCTBEHHBIX IPEIapaToB
JUTSI IPUAAHUAS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) JeKapcTBeHHbIEe TpenapaTbl - JICKAPCTBCHHBIC CPEACTBA B BHJIC JICKAPCTBEHHBIX (OpM,
NpPUMEHSIEMbIE Ui NPO(PUIAKTUKY, JUATHOCTHKH, JIeUeHUs 3a0olieBaHUs, peaOWiIWTaluu, IS
COXPAHEHUS, IPEIOTBPAIICHHS HITU MIPEPBIBAHUS OCPEMEHHOCTH;

5) nekapcTBeHHAast (popMa - COCTOSTHUE JIGKAPCTBEHHOTO MpernapaTa, COOTBETCTBYIOIIEE CIIoco0am
€ro BBEJICHHUS U IPUMEHEHUS U 00eCIIeunBaroIIee TOCTHKEHUE HeoOxoauMoro jedeObHoro rddekra;

Wndopmarius 06 n3MEHEHHSX:

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

5.1) pno3upoBKa - coAepKaHME OJHOTO WIM HECKOJbKUX JIEHCTBYIOIIMX BELIECTB B
KOJIMYECTBEHHOM BBIPQXCHUHM HA CIWHUILY JO03bI, WM CIWHUIy oObeMa, WIM EIWHHIy MacChl B
COOTBETCTBUHU C JIEKAPCTBEHHOU (hopMOil 1100 [Isi HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (DOPM KOITHUECTBO
BBICBOOOKJaEMOT0 U3 JISKAPCTBEHHON ()OPMBI ICHCTBYIOIIETO BENIECTBA 3 CIMHUITY BPEMEHHU;

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

CMm. npedvloywyro pedaKyuio
6) mnepeyeHb JKH3HEHHO HeOOXOAMMBIX H BaKHEHIIMX JEKAPCTBEHHBIX IpenapaTroB -
yTBepxkaaeMmsblid 1IpaBurensctBom Poccuniickoit Penepanuu nepeyeHsb JIGKapCTBEHHBIX MPENapaToB Ul
MEIUIUHCKOI0 IPUMEHEHHUs, 00eCIIeUNBAIOIINX IPUOPUTETHBIE TOTPEOHOCTH 3/IpaBOOXPAHEHUS B LIEJIAX
NpOoHIAKTUKA U JICYCHHUS! 3a00JI€BaHUH, B TOM YHUCIIE TPEoOIaJaoIiuX B CTPYKType 3a00IeBaeMOCTH B
Poccuiickoit ®exneparuu;

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweco Dedepanviozo
3aKOoHa 0onoanena nyHkmom 6.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
6.1) opdanHbie JeKapcTBeHHbIE MPeNnapaThl - JIEKAPCTBEHHBIC Mpernaparkl, MpelHa3HauYeHHbIe
UCKJTFOUUTENIFHO JUI JUArHOCTHKU WM TATOT€HETHYECKOro JIeYeHHs (JICYCHHUs, HANpaBJIEHHOTO Ha
MEXaHU3M pa3BUTHUS 3a00JIeBaHMs) peaKuX (OpdaHHbIX) 3a00JIeBaHMIA;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvrozo
3aKoHa 0onoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

6.2) Omosiornueckme JeKapCTBeHHbIE NMpenaparthl - JEKapCTBEHHbIE Mpenaparsl, JeiCTByoIIEe
BEIIIECTBO KOTOPBIX MPOU3BEICHO MM BBIAEICHO W3 OMOJOTMYECKOTO HCTOYHHMKA W ISl ONpeAeTeHUs
CBOMCTB U Ka4eCcTBa KOTOPHIX HEOOX0UMa KOMOWHAIIUS OUOTOTHYECKUX U (PU3HKO-XUMHUYECKUX METOJIOB.
K OuonormveckuM JeKapCTBEHHBIM MperapaTaM OTHOCSTCS HMMMYHOOHOIIOTUYECKUE JIEKapCTBEHHBIE
nperaparsl, JeKapCTBEHHBIE MpermapaThl, MOJIYICHHbIE U3 KPOBH, IUIA3Mbl KPOBH YEJIOBEKA M YKHBOTHBIX
(32 HCKJIIOYEHHWEM  I[EeNbHOM  KpPOBH), OHMOTEXHOJIOTMYECKHME  JIEKAPCTBEHHBIC  IMpenaparsl,
TeHOTEPAIeBTHYECKUE JICKApPCTBEHHBIC MTPENapaThl;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 oOexkabps 2014 . N 429-d3 nynkm 7 cmamvu 4 Hacmoswezo
DedepanbHo20 3aKOHA U3TONACEH 8 HOBOU pedakyuu, ecmynatoujeti ¢ cuny ¢ 1 uronsa 2015 a.

Cm. mexcm nyHKkma 6 npeovioyujei peoakyuu
7) uMMMYyHOOHMOJOTHYeCKHe JIeKAPCTBeHHbIe Ipenaparbl - JEKapCTBEHHbIE Ipenaparsl,
npeHa3HaYeHHble JUIsI (OPMHUPOBAHUS AKTUBHOTO WJIM IMACCMBHOIO HMMMYHHUTETa JMOO TUArHOCTHUKU
HaIU4YUs ~ MUMMYHUTETa  WIM  JUArHOCTHKU  CIEeUU(UYECKOr0  MPUOOPETEHHOT0  HM3MEHEHHUS
UMMYHOJIOTHUECKOTO ~ OTBETa Ha  ajuleprusupylomue  BemectBa. K MMMYyHOOMOIOTHYECKUM
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JEKapCTBEHHBIM  IIpemaparaM  OTHOCATCS ~ BaKLUWHBI,  AHATOKCUHBI,  TOKCHHBI,  CBIBOPOTKH,
UMMYHOTJIOOYJIMHBI ¥ aJUIEPTeHBI;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 Odexabps 2014 2. N 429-@3 cmamuvsa 4 nacmosweco PedepanbHo2o
3aKoHa oononnena nynkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

7.1) OMOTeXHOJOTMYeCKHEe JIeKApCTBEHHbIe TMpenapaTrbl - JIEKAPCTBEHHBIC IPENaparsl,
IIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAHUEM OMOTEXHOJOTUYECKUX MPOLIECCOB M METOJIOB
(8 Tom uncie JHK-pekoMOMHAHTHOW TEXHOJOTHUU, TEXHOJOTUHU KOHTPOJIUPYEMOW HKCIPECCHUU TEHOB,
KOAUPYIOIIMX OHMOJOTMYECKd aKTUBHbIE OENKM B MPOKAPUOTAX M JYKApHOTaX, BKIIOYas W3MEHEHHBIE
KJIETKH MJIEKOITUTAIOIINX ), THOPHIOMHOTO METO/Ia U METOZa MOHOKJIOHAJIBHBIX aHTUTEI;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamva 4 nacmosweco PedepanbHo2o
3aKOHA 00NoHeHa nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 uions 2015 e.

7.2) reHoTepameBTH4YeCKHEe JIEKAPCTBeHHbIe MpenapaTrbl - JEKapCTBEHHbIE Ipernaparsl,
dapmaiieBTUYECKass CYOCTaHIIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOMW HYKJIEMHOBOW KHCIOTOM WM
BKJIIOYAaeT B ce0d pPEKOMOMHAHTHYIO HYKJIEMHOBYIO KHCJIOTY, MO3BOJIIOILYI0 OCYIIECTBIISTh
peryJupoBaHue, penapaiuio, 3aMeHy, J00aBlIeHne WIH yAaJeHue FTeHeTUUECKOM MOCIeI0BaTeIbHOCTH;

8) HapkoTHYecKHe JIeKAPCTBEHHbIe CpeJCTBAa - JIGKAPCTBEHHbIE  Ipenaparbl U
dapmalieBTUYECKHE CYOCTaHIIMM, COJIEpKalllle HAapKOTHUYECKHUE CPEICTBAa M BKIIOYEHHbIE B [lepeuenn
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB M HX MPEKYypCOpPOB, IMOAJEKAIIUX KOHTPOIIO B
Poccuiickoit  denepanuu, B COOTBETCTBUM C 3aKOHoJaTenbcTBOM Poccuiickoii  ®epnepanum,
MEXAYHApOAHBIMA JoroBopamu Poccuiickorn ®enepanuu, B TOM uuciae EauHON KOHBEHLMEW O
HapKOTHYeCKHX cpenactBax 1961 roaa;

9) ncUXOTpPONHbBIE JTeKAPCTBEHHbIE CPeICTBA - JICKAPCTBEHHBIE MTPETapaThl U (hapMarieBTHYECKHIE
cyOCTaHIIMM, cojAepKallue ICHUXOTPOMHbIE BEIIECTBA M BKIIOUEHHBIE B [lepedeHb HAPKOTHUECKHX
CPEICTB, ICUXOTPONHBIX BEUIECTB M HUX NPEKypcOpOB, MOJIEKAIIUX KOHTpoia B Poccuiickoit
®enepanii, B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Poccuiickoil ®denepanuu, MeEXIyHApOIHBIMU
noroBopamu Poccuiickoit @enepariun, B ToM yrciie Konenimeil 0 ICUXOTPONHBIX BemiecTBax 1971 rona;

10) paanodapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JIEKAPCTBEHHBIE CPEJCTBA, KOTOPHIE
coJiep’KaT B TOTOBOM NJIsi MCHOJB30BaHUSA (popMe OJUH PaJUOHYKIUA WM HECKOJIBKO PaJMOHYKIHUJIOB
(paanoakTHBHBIX U30TOIOB);

Wndhopmarus 06 n3MEHEHHSX :

Cmamws 4 oononnena nynkmom 10.1 ¢ 1 mapma 2020 2. - @edepanvusiii 3akon om 27 dexabps 2019 e.
N 475-D3
10.1) opuruHaJIbHBINA JeKAPCTBEHHBbIN MpenapaT - JIEKApCTBEHHBIM MpenapaT ¢ HOBBIM
JICHCTBYIOIIMM BELIECTBOM, KOTOPBIA MEPBBIM 3aperucrpupoBaH B Poccuiickoir ®Penepauuu wWin B
MHOCTPAaHHBIX TOCYJapCTBaX Ha OCHOBAHUHU PE3yJIbTATOB JOKIMHUYECKUX MCCIET0BaHUN JIEKAPCTBEHHBIX
CPeACTB M KIIMHUYECKUX HMCCIIEIOBAHHUN JIEKAPCTBEHHBIX IMPENapaToB, MOATBEP)KIAIOIINX €ro KauecTBo,
3¢ ekTUBHOCTH U 6€30M1aCHOCTS;

Wudopmanust 00 N3MEHEHUSX:
Ilynkm 11 usmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexkadpsa 2019 2. N 475-D3

Cm. npedvloyuyio peoakyuro

11) pedepeHTHBIN JIeKapCTBeHHBIM MNpenapar - JEKapCTBEHHBIN IpemnapaT, KOTOPBIH
UCIIONIB3YETCS JJI1 OLEHKH OMO3KBUBAJICHTHOCTH HJIM TEPaneBTHUECKON HSKBUBAJIEHTHOCTH, KadyecTBa,
3 exTuBHOCTH M OE30MaCHOCTH BOCIPOU3BEICHHOTO JIEKAPCTBEHHOTO Tpernapara win OM0aHaJIoroOBOTO
(6uomo100HOTO) JIeKapCTBEHHOTO Mpemnapara (Onoananora). B kauectBe pedepeHTHOrO JIeKapCTBEHHOTO
npenapara A MEAMIMHCKOrO NPUMEHEHHS] HCMOJb3yeTCsl OpUTMHAIbHBINA JI€KapCTBEHHBIM mpenapar
1100, ecIi OPUTHHAIIBHBIN JIEKapCTBEHHBIN Mpenapar He 3aperuCTpUPOBaH WM HE HAXOIUTCS B 000poTe
B Poccuiickoit denepannu u He HAXOAUTCSI B 000POTE B MHOCTPAHHBIX FOCYAAPCTBAX, BOCIIPOU3BEIEHHBIH
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JIEKapCTBEHHBIN Tpenapar Wik OMoaHaJIoOroBbIld (OMOMO00HBIN) JIEKapCTBEHHBIN mpernapaT (OuoaHasor),
KOTOPBI TIEPBBIM 3apETHCTPUPOBAH M3 4YHCIA HaXOASIMUXCs B obopore B Poccuiickoit ®eneparuw,
OMOSKBUBAJIEHTHOCTh HWJIM  TEpAleBTHUYECKas HAKBUBAJIEHTHOCTb, KadecTBO, J(P(HEKTUBHOCTh U
0€30MacHOCTh KOTOPOTO OLICHUBAIUCH MO OTHOIICHUIO K OPUTHHAIBLHOMY JIEKAPCTBEHHOMY Mperaparty, a
TakKe KauecTBO, HS(PGPEKTUBHOCTL U 0E30MaCHOCTh KOTOPOTO MOJTBEPKIAIOTCS — pe3yJibTaTaMu
dbapMakoHaa30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEACTB, HAXOSANIUXCS B TPAKIAHCKOM
000poTe, YCTAaHOBJICHHBIM TPeOOBaHMSIM K UX KauecTBY. B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO
npenapara Jijisi BETepUHAPHOTrO MPUMEHEHUS UCIIONIBb3YETCS JICKAPCTBEHHBIN IIpenapar Jyisi BETEpUHAPHOTO
MpUMEHEHUs, 3apeructpupoBaHHbli B Poccuiickoii ®denepaniii  Ha OCHOBAaHUM  PE3YJIbTATOB
JOKJIMHUYECKUX UCCIIEIOBAHUM JICKAPCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIEIOBAaHUMN JIEKapCTBEHHBIX
[IpernapaToB, MOATBEPXKIAIOLINX €ro KauyecTBO, 3P(HEKTUBHOCTh U 0€30IaCHOCTH;

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

CMm. npedvloyuyro pedaKyuio

12) Bocnpou3sBeJdeHHBbIN JIeKAPCTBEHHbIN mNpemapar - JIEKapCTBEHHBIM mpemapar it
MEAMIIMHCKOTO TPUMEHEHUS, KOTOPBI HWMEET OSKBUBAJICHTHBIH pedepeHTHOMY JIEKapCTBEHHOMY
Mperapary KayeCTBEHHbBIM COCTAB U KOJUYECTBEHHBIM COCTAB JICUCTBYIOIIUX BEUIECTB B YKBUBAJICHTHOM
JIeKapcTBEHHON (opme, OO JieKapCTBEHHBIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHUS, KOTOPbIN
UMEeT Takue ’Ke, YTO U pedepeHTHBI JEeKAPCTBEHHBIM Iperapar, KadeCTBEHHBIH COCTaB U
KOJIMYECTBEHHBIM  COCTaB  JICUCTBYIOUIMX BEHIECTB B  TakOM e  JeKapcTBeHHOW  ¢opme,
OMOAKBUBAJICHTHOCTh ~ WJIM  TEpANEBTHYECKAash  SKBUBAJEHTHOCTh  KOTOPBIX  COOTBETCTBYIOIIEMY
pedepeHTHOMY JIEKapCTBEHHOMY IpenapaTy MOATBEPK/IeHA COOTBETCTBYIOIIMMU HCCIIEOBAHUSIMU;

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

CMm. npedvloyuyro peoakyuio
12.1) TepameBTH4YecKasi 3KBMBAJEHTHOCTb JIEKAPCTBEHHBIX MpenapaTroB - IOCTH)KEHHE
KJIIMHUYECKH COIMOCTaBUMBIX TepaneBTHUecKoro 3ddexra u nokazareneit 3¢pHEeKTUBHOCTH U O€30MaCHOCTH
OpY TPUMEHEHHWU JIEKAPCTBEHHBIX MpernapaTtoB A MEIUIMHCKOTO TNPUMEHEHUS, HMEIOIIUX OJIHO
MEXIYHApOJHOE HEMaTeHTOBaHHOE (WM XWMHYECKOe, WM TpPYNIHPOBOYHOE) HaWMEHOBAaHUE, B
9KBHUBAJEHTHBIX JIO3UPOBKAX IO OJHMM U TEM JK€ MOKa3aHUSAM K MPUMEHEHHMI0O U IMpPH OAWHAKOBOM
croco0e BBEJICHHS Y OJHOU U TOM K€ IPYIIBI OOJBHBIX;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamvs 4 nacmosweco Dedepanvroo
3axona oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoanayioroBblii (0MONMOMOOHBIN) JieKAPCTBEHHBI mnpenapar (0uoaHajor) -
OMOJIOTUYECKHI JIeKapCTBEHHBIH Tperapar, CXOXHH MO0 mapaMeTpaM KaudecTBa, 3(PQPEKTUBHOCTH H
0e30MacHOCTH ¢ peepeHTHBIM OMOJIOTHYECKUM JIEKaPCTBEHHBIM IIPENapaToM B TaKOH ke JIeKapCTBEHHON
dopMe 1 UMEIOLINI HICHTUYHBIN crloco0 BBEACHUS;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo DedepanbHozo
3aKoHa oononnena nynkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3amMeHsieMblIii JIeKAPCTBEHHbI mpenapat - JIEKapCTBEHHBIH Ipemapar ¢
JOKa3aHHOM  TEepaneBTUYECKOW HKBUBAJIEHTHOCTHIO WM OHMOIKBHUBAJEHTHOCTHIO B  OTHOILIEHUU
pedepeHTHOro JeKapCTBEHHOIO Mpernapara, MMEIOUINM SKBUBAJCHTHbIE €My KaueCTBEHHBIH COCTaB WU
KOJIMYECTBEHHBIA COCTaB JEHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATENIbHBIX BELIECTB, JIEKAPCTBEHHYIO
dbopMy U criocod BBEICHUS;

Wudopmanust 00 n3MEHEHUSX:

Cmamos 4 oononnena nynkmom 12.4 ¢ 1 mapma 2020 2. - @edepanvhviii 3axon om 27 dexabpsa 2019 a.
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N 475-D3

12.4) OMO’KBUBAJEHTHOCTH JIEKAPCTBEHHBIX MPeNapaTroB - JOCTH)KECHUE COMOCTABUMBIX
MOoKa3aTeJIel CKOPOCTH BCAChIBaHUS, CTCTICHU TOCTYIICHUS K MECTY JCHCTBUS W CKOPOCTU BBIBEIICHUS
OJIHOTO WJIM HECKOJIbKHX 00Jagarommx (papMaKkoIOrHuecKold aKTHBHOCTBIO JCHCTBYIOIIMX BEIIECTB MPU
MPUMEHEHUN JICKAPCTBEHHBIX IMpENapaToB JJIi MEIUIIMHCKOTO TMPUMEHEHHS, WMEIONIUX OHO
MEXIYHAPOJAHOE HEMAaTeHTOBaHHOE (WIM XHWMHUYECKOe, WIM TPYNIUPOBOYHOE) HAWMEHOBAHHE, B
SKBUBAJICHTHBIX IO3UPOBKAX M MPHU OJMHAKOBOM CIIOCOOE BBEIICHHS;

13) nexkapcTBeHHOE PACTHTEIbHOE ChIPhe - CBEXKUE WIH BBICYIICHHBIC PACTCHHSI JINOO WX YaCTH,
WCIIOJIB3yEMBbIC 11 TPOW3BOJICTBA JICKAPCTBEHHBIX CPEJCTB OPTaHHM3alUSIMH - IPOU3BOIUTEISIMHU
JIEKAPCTBEHHBIX CPEJICTB WJIM M3TOTOBJICHUS JIEKAPCTBEHHBIX IMPENapaToB anTEYHBIMU OpraHU3AIUSIMU,
BETCPUHAPHBIMH aNTCYHBIMHA OpPraHU3aAIUsAMU, WHIUBUIYAIbHBIMUA TPEAIPUHUMATEISIMU, HUMEIOIUMU
JUILEH3UIO Ha (hapMalleBTUUECKYIO JIeSITeIbHOCTD;

14) nexapcTBeHHBIN pacTUTEJbHBIH NMpenapart - JEKApCTBEHHBIN IMperapar, MpOu3BeICHHBIN
WM W3TOTOBJICHHBIM W3 OJIHOTO BHUA JIEKAPCTBEHHOI'O PACTUTENIBHOTO CHIPhS WJIM HECKOJIbKUX BHUIOB
TaKOT'O CHIPBS M peann3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (TOTPEOUTEIHCKOI) YITaKOBKE;

Undopmarus 06 n3MEHEHHSX:

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

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
15) romeonaTu4eckuii JeKapcTBEHHBIH NMpenapar - JCKapCTBEHHBIH Mpernapar, Mponu3BeICHHbIN
WIM W3TOTOBJICHHBIH W3 (apMameBTHUECKON CcyOcTaHIuu Wik (apMaleBTHYSCKUX CyOCTaHIIMH B
COOTBETCTBUHM C TPEOOBaHUSAMH OOIIUX (apMaKONEHWHBIX CTaTell K rOMEONAaTHYECKUM JICKApCTBEHHBIM
mpernapaTaM WIM B COOTBETCTBHH C TpeOoOBaHUAMHU (papMakomew CTpPaHbl IMPOW3BOIUTEINS TaKOTO
JICKApCTBEHHOTO Mperapara;

Undopmarius 06 n3MEHEHHSX:

Deoepanvnvim 3akonom om 22 oexaops 2014 e. N 429-D3 6 nynkm 16 cmamvu 4 nacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
16) MexayHapogHOe HeNaTEHTOBAHHOE HAMMEHOBAHHE JIEKAPCTBEHHOI0 CpeacTBa -
HalMEHOBaHME JICHCTBYIOIEro BemiecTBa  (hapMaleBTUUECKOM  CyOCTaHIMM, PEKOMEHJAO0BaHHOE
BcemupHo opranusanuei 31paBoOXpaHEHNs;

Wndhopmarius 06 n3MEHEHHSX :

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

Cm. mexcm nynkma 6 npeovioyujeli pedaxyuu
17) ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 CpeACTBA - HaWMEHOBAaHUE JIEKaPCTBEHHOTO
CpEICTBA, TPUCBOCHHOE €ro pa3padoTuMKOM, JepiKaTeleM WU BIAJEIbIIeM PErucTPAIlIOHHOTO
yJIOCTOBEPEHHUS JISKApCTBEHHOTO TIpernapara;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3axona oonoanena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urwona 2015 e.

17.1) rpynnupoBoYHOe HAaMMEHOBAHME JIEKAPCTBEHHOI0 Ipenapara - HaWMEHOBaHHE
JIEKapCTBEHHOTO Mperapara, He MMEIOIIEro MeXIyHapOJHOIO HEMaTeHTOBAHHOTO HAaMMEHOBAHUS, WM
KOMOWHAIIMK JIEKapPCTBEHHBIX IIpEnapaToB, HCHOJB3yeMOE B MLENAX OOBEAWHEHHS WX B TPYIITY TOJ
€/IMHBIM HAaMEHOBAHUEM MCXOJIsl U3 OIMHAKOBOT'O COCTABa JACHCTBYIOIIMX BEIIECTB;

Wudopmanust 00 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 oexabpsa 2014 e. N 429-@3 6 nynkm 18 cmamvu 4 nacmoswezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynaowue 6 cuny ¢ 1 uronsa 2015 e.
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Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu

18) o0mas d¢apmakoneiiHass CcTAaTbsl - JOKYMEHT, YTBEPXACHHBI YIOJIHOMOYEHHBIM
denepanbHbIM OPraHOM HCIIOTHUTEIBHOW BJIACTH W COJEpKAIIMi IepeueHb IoKa3aTesield KadecTBa U
(M) METOJIOB KOHTPOJIS Ka4eCTBA KOHKPETHON JIEKApCTBEHHOM (DOPMBI, JIEKAPCTBEHHOTO PACTHTEIHHOTO
CBIPBSl, OMNHCAaHUSA OMOJOTUYECKHX, OHOXHUMHUYECKUX, MHKPOOMOJIOTHYECKHUX, (UIUKO-XUMUYECKHUX,
$u3nUeCKX, XUMUYECKUX U APYTUX METOJIOB aHAJN3a JICKAPCTBEHHOTO CPEICTBA, a TAKXKE TPeOOBaHUS K
UCIIONB3YEMBIM B LEJSX MPOBEIEHUS JaHHOIO AaHalu3a peakTHBaM, TUTPOBAHHBIM pacTBOpam,
UHAMKATOpaMm;

Wndopmarus 06 H3MEHEHHSX:

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

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
19) ¢apmakoneiiHasi cTaTbsl - JOKYMEHT, YTBEP)K/IECHHBIM YIOJIHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJIHUTEIHHON BIIACTH U COAEpIKAIMU MepeveHb MoKa3aTellell KauecTBa U METOA0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOT'O CPEJ/ICTBA;

Wupopmarus 06 H3MEHEHHSIX:

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

19.1) cranaapTHble 00pa3ubI - BELIECTBA, IOCPEACTBOM CPABHEHHS C KOTOPBHIMU OCYIIIECTBIIACTCS
KOHTPOJIb KauyecTBa UCCIIEyeMbIX JIEKaPCTBEHHBIX CPEACTB C IMOMOUIbI0 (DU3UKO-XUMUYECKUX U
OMOJIOTUYECKIX METOJIOB B IIEJIIX TOJITBEPIKICHUS COOTBETCTBUS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
HOPMATHUBHOM JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUU TOCYJAPCTBEHHOMN pErucTpanuu, u
KOTOpbIE TPUMEHSIIOTCS MJisi KaJuOPOBKH CTaHJAPTHBIX OOpPa3IOB IMPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, HMCHOJb3YEMBIX MJii KOHTPOJSI KauecTBa W HHBIX IeJied MpH OOpalieHUH JIEKapCTBEHHBIX
CPEICTB;

Wndopmarys 06 m3MEeHEHHUAX:
Deoepanvrvim 3axkonom om 22 Odekabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweco Dedepanvrozo
3axona oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) dapmakoneiinblii cTaHIapTHBI o0pa3en - CTaHAAPTHHIA 00pasel, MPOU3BEACHHBIA B
COOTBETCTBUM ¢ (hapMaKONeHHOM cTaThel;

20) HOpMATHBHASl JIOKYMEHTALUMS - JOKYMEHT, COJEpKAIlUi TEepeueHb OMpeaeNsIeMbIX IO
pe3ylbTaTaM COOTBETCTBYIOIIMX JKCIIEPTH3 IOKazaTejell KayecTBa JIEKApCTBEHHOTO CpEJCTBa IS
MEUIIMHCKOTO MPUMEHEHHS, METOJIOB KOHTPOJIS €r0 Ka4eCTBa M YCTAaHOBJIEHHBIN €r0 MPOU3BOIUTEIIEM;

21) HoOpMATHBHBIN [OKYMEHT - JOKYMEHT, COJAEpKalluii TMepevyeHb OMpeIeNieMbIX IO
pe3ynbTataM COOTBETCTBYIOIIMX IKCIEPTU3 MOKa3aTeeil kauecTBa U (WJIM) METOJ0B KOHTPOJI KauecTBa
JIEKapCTBEHHONH  (OpMBI, OMUCAHUS  OWOJOTMYECKUX, OHMOXMMHYECKHX, MHKPOOHOIOTHYECKHUX,
(UBHKO-XUMHYECKUX, PU3NICCKIX, XHMHUECKUX H IPYTHX METOJIOB aHAIIN3a JICKAPCTBEHHBIX CPEJICTB JIS
BETEPUHAPHOTO TPUMEHEHUs, TPeOOBaHUS K WCIOJIB3YEMBIM B IENSIX MPOBEICHHUS TaHHOTO aHaIu3a
peakTHBaM, THTPOBAaHHBIM PAacTBOPaM, HHIAMKATOPAM M YCTAHOBJICHHBIN €T0 MPOW3BOIUTEIICM,

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Odexabpsa 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo Dedepanvrozo
3aKkoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

21.1) oOmumii TeXHUYECKHIi TOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTepHUaoB, COCTOSIIHUNA U3
HECKOJBKMX  pa3lesioB -  JOKyMEHTallMd  aJMHUHHCTPATUBHOTO  XapakTepa, XUMHUYECKOMH,
dbapmareBTUUeCKOW W OWOJOTHYECKON JTOKyMeHTanuu, (HapMaKoIOTHIECKON, TOKCHKOJIOTHYECKOM
JOKYMEHTAIlUW, KIMHUYECKOM JOKYMEHTAlMM W TMPEACTaBISEMbIi OJHOBPEMEHHO C 3asBJIEHUEM O
TOCYJIapCTBEHHOM PETHCTPAIMK JIEKAaPCTBEHHOTO Tperapara Jijisi MeIUIIMHCKOTO IpUMeHEeHus B (popmare,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (pe/iepaTbHBIM OPraHOM HCTIOIHUTEIBHON BIACTH;

22) Ka4vecTBO JIEKAPCTBEHHOI0 CpeACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpEACTBA
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TpeOoBaHusIM (hapmakomneiHol craThbu JHOO B clyyae €€ OTCYTCTBUSI HOPMATHUBHOM JOKYMEHTAIMH WU
HOPMATUBHOTO JIOKYMEHTA;

23) 0e30macHOCTH JIEKAPCTBEHHOI'0 CPeACTBA - XapaKTEpUCTUKA JIEKAPCTBEHHOI'O CPECTBA,
OCHOBaHHAsl Ha CPABHUTEIILHOM aHANIM3€ ero 3(h()EKTUBHOCTH M PUCKA MPUYMHEHUS BPEAa 3/10pPOBBIO;

24) 3¢(peKTUBHOCTH JTEKAPCTBEHHOI0 Mpenapara - XapakTepUCTUKa CTENEHH MOJIOKHUTEILHOTO
BIMSHUS JICKAPCTBEHHOTO TMpermapara Ha TEYCHHE, IPOJOJDKUTEIBHOCTh 3a00JICBaHUS WM  €ro
IpeoTBpalleHNe, peaduINTAalINI0, HA COXpaHEHUEe, MPEA0TBPAaIllEHUE WK IIpephIBaHie 0EpEeMEHHOCTH;

25) cepus JIeKapCTBEHHOI'0 CPeCTBA - KOJIMYECTBO JIEKAPCTBEHHOI'O CPEJICTBA, IPOM3BEICHHOE B
pe3yNbTaTe OJJHOTO TEXHOJIOTHYECKOI0 IIUKJIIA ero MPOU3BOIUTEIIEM;

26) perucTpaliMOHHOE Y/AOCTOBepPeHHEe JIEKAPDCTBEHHOI0 TMpenapara -  JIOKYMEHT,
MOJTBEPXKIAIOLIUI (PaKT rocyJapCTBEHHOM perucTpaluy JeKapcTBEHHOIO IIpenapara;

Wndopmarius 06 n3MEHEHHSX:

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

26.1) nepskaTeqb WJIM BJajgesell PerdcTPAMOHHOIO Y/JI0CTOBEPEHUS JIeKAPCTBEHHOTO
npenapara - pa3paboTuuK JICKAPCTBEHHOTO CPEICTBA, MPOU3BOAUTEIN JIEKAPCTBECHHBIX CPEICTB WIH HHOE
IOPHJIMYECKOE JIMIIO, O0Ja/aroliee MpaBOM BJIAJICHUS PETUCTPAIMOHHBIM YIOCTOBEPCHUEM, KOTOPBIE
HECYT OTBETCTBEHHOCTb 32 KaueCTBO, 3()(hEeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOT'O IpErnapara;

27) perucTpaluoHHBIi HOMep - KOJOBOEC OO0OO3HA4YCHHE, IPUCBOCHHOE JICKAPCTBEHHOMY
nperapary IpH ero rocy1apCTBEHHON PETUCTPALINN;

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 oexkabps 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 nyHkma 6 npeovloyujeli peoaxkyuu

28) oOpaimeHue JIeKAPCTBEHHBLIX CPEICTB - pa3paboOTKa, JOKIUHUYECKHE HCCIICOBAHMUS,
KJIIMHUYECKHE UCCIIEIOBAHMS, IKCIEPTU3a, TOCYJapCTBEHHAsl pEerucTpamus, CTaHAapTH3alus U KOHTPOJIb
KauecTBa, IPOU3BOJICTBO, U3TOTOBIIEHUE, XPaHEHNE, NIEPEBO3Ka, BBO3 B Pocculickyro ®denepanuio, BbIBO3
n3 Poccuiickoii depepanuu, peknama, OTIYCK, pealn3anus, Iepenada, NPUMEHEHHE, YHUYTOKECHHE
JIEKapCTBEHHBIX CPEJICTB;

29) cyObekThl OOpalleHMsi JeKAPCTBEHHBIX CPeACTB - (U3NYECKUE JMIA, B TOM YHUCIE
WHAVBHUAYAJIbHBIE TPEANPUHUMATENN, U OPUIUYECKHE JIMIA, OCYIIECTBISIOIMUE NEATEIBHOCTh IpU
oOpallleHnH JIeKapCTBEHHBIX CPEJICTB;

Wndopmarys 06 n3MEeHEHHAX:

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

Cm. mexem nyHKkma 6 npeovioyweu pedaxkyuu

30) pa3paGoTUMK JIeKAPCTBEHHOr0 CpeAcTBAa - OpraHu3aius, obiajarolias MpaBaMH Ha
pe3yIbTaThl OKIMHUYECKUX HWCCIEAOBAHUHA JICKAPCTBEHHOTO CPENCTBA, KIMHHUYECKUX HCCIIETOBAHHMA
JIEKapCTBEHHOTO Mpernapara U (WIM) Ha TEXHOJOTHIO POU3BOCTBA JIEKAPCTBEHHOTO CPEJICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JCSITEIHHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPE/CTB OPraHU3ALUAMH - TPOU3BOIUTENSAMH JIEKAPCTBEHHBIX CPEJCTB HAa OJJHOU CTAIUH, HECKOJIbKUX WUIIH
BCEX CTQJMAX TEXHOJOTHYECKOTO TpOIlecca, a TAaKKe IO XPAaHCHHWI0 M pPEaN3aldd MPOU3BEIACHHBIX
JIeKapCTBEHHBIX CPE/ICTB;

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

31.1) nmnpou3BoACTBeHHAsi IUIOIIAJKA - TEPPUTOPHAIBHO  O0OCOOJEHHBIM  KOMILIEKC

MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, MpEAHA3HAUYEHHBIM JJ BBINOJIHEHHs] BCEro Ipolecca
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IIPON3BOACTBA JICKAPCTBECHHBIX CPCACTB UJIN €TI0 onpeneneHHoﬁ cTaguu,
32) MPOU3BOAUTEND JIEKAPDCTBCHHBLIX CPEACTB - OpraHu3anui, OCyICCTBIIAIOIAs MpoOUu3BOACTBO
JICKAPCTBCHHEBIX CPEACTB B COOTBECTCTBHHU C Tpe6OBaHI/IHMI/I HaCTOsSAIICIO q)ez[epanLHoro 3aKOHa,

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

CMm. npedvloywyro pedaKyuio

33) ¢dapmaneBTHYecKkasi IesITeILHOCTh - JI€ATEIHHOCTh, BKJIIOYANOIIAs B Ce0S ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMHU, MX XpaHEHHUE, MEpPeBO3KY M (WJIM) PO3ZHUYHYIO TOPTOBIIO
JICKapCTBCHHBIMHU TpernapaTaMd, B TOM YHCIE IUCTAaHIIMOHHBIM CIOCOOOM, WX OTIYCK, XpaHEHUE,
MEPEBO3KY, U3TOTOBJICHHE JIEKAPCTBEHHBIX MIPENapaToB;

34) opraHuzanMsi ONTOBOH TOPIOBJM JIEKAPDCTBEHHBIMHM CpPEJICTBAMH - OpraHu3alus,
OCYHIECTBIISIIONIASl ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMU CPEICTBAMH, HMX XpaHEHHE, MEPEBO3KY B
COOTBETCTBHUU C TPeOOBaHUAMH HacTosMEero deaepaibHOro 3aKOHA;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 35 usmenen ¢ 3 anpens 2020 e. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

CMm. npedvloywyro pedaKyuio
35) anTeuyHasm oOpraHu3anMs - OPraHHU3ANWs, CTPYKTYpPHOE IMOAPA3JICIICHHEe MEIUIIMHCKON
OpraHu3alliK, OCYIICCTBIISIFOIINE PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMH IIperiapaTaMy, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, TIEPEBO3KY, U3TOTOBJICHUE M OTIYCK JICKAPCTBEHHBIX MPEIapaToB
JUTS. METUITUHCKOTO TIPUMEHEHUST B COOTBETCTBHHU € TpeOOBaHUAMU HacTosmiero deaepaibHOro 3aK0Ha,

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

CMm. npedvloywyro peoaKyuio
36) BeTepuHapHasi aNTe4YHAsi OPraHM3alMs - OPraHU3ANMS, CTPYKTYpPHOE IOApa3CICHHE
BETEPUHAPHON OpraHu3aIliu, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU TIperapaTamH, B
TOM YHCJIC TUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHUE, U3TOTOBJICHUE W OTIYCK JICKAPCTBEHHBIX MPENapaToB
JUTSL BETEPUHAPHOTO MPUMEHEHUS B COOTBETCTBHH € TpeOOBaHUAMH HacTosiero deaepanbHOro 3aKOHa;

37) danbcupuuupoBaHHOEe JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE  CPEJCTBO,
COTPOBOXKAAEMOE JIOXKHON MH(pOpMAIUEll 0 ero coctase U (KUJIH) MIPOU3BOIUTEINE;
38) HemoOpokavyecTBEeHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE

COOTBETCTBYyIOIIEe TpeOOBaHUAM (papmakoreiiHoi cTatby JUOO B Cilydae €€ OTCYTCTBHUS TpeOOBaHHSIM
HOpMaTHBHOﬁ JOKYMCHTAIIMHU WX HOPMATHBHOT'O JOKYMCHTA,

39) kouTpadakTHOEe JIeKapCTBEHHOE CPeICTBO - JIEKapCTBEHHOE CPEICTBO, HAaXOJsIleecs B
000pOTE C HAPYIIEHNEM I'PaKIAHCKOTO 3aKOHO/IaTEIbCTRA;

40) JOKIMHMYECKOE HCC/Iel0BaHMe JIEKAPCTBEHHOI0 CpeAcTBa -  OMOJIOTMYECKUE,
MI/IKPO6I/IOJ'IOFI/I‘-ICCKI/IG, HUMMYHOJIOTHYECKHUEC, TOKCHUKOJIIOTMYCCKHUC, q)apMaKOJ'IOFI/I‘IGCKI/IC, (1)I/I3I/I[ICCKI/IG,
XUMHUYECKHE U JPyTue UCCIEeNIOBaHMs JIEKAPCTBEHHOT'O CPEJCTBA MyTeM MPHUMEHEHHs] HayYHBIX METO/I0B
OILICHOK B IIEJISIX TOJyYEeHHUS JTOKA3aTeNIbCTB 0€30MacHOCTH, KauecTBa M 3()(HEKTHBHOCTH JICKApPCTBEHHOTO
CpPENCTBa;

41) kIMHUYECKOe HCCIeI0BaHMe JIEKAPCTBEHHOT0 Mpenapara - U3ydeHHe JAUarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTHYECKUX, (ApMAKOJIOTHYECKUX CBOWCTB JIGKAPCTBEHHOIO IIpernapara B Ipoliecce
€ro TPUMEHEHHUs y YeJNOBEKa, JKMBOTHOTO, B TOM YHCJE IPOIECCOB BCACBIBAHUS, paCIpEICICHHS,
U3MEHEHHS M BBIBEJCHHs, IyTeM NPHUMEHEHHsS HAay4HBIX METOJOB OLIEHOK B IENAX IOJTy4eHUs
JTI0Ka3aTeNbCTB OE30MacCHOCTH, KadecTBa M 3()(EKTHUBHOCTH JIEKAapCTBEHHOI'O Ipernapara, JIaHHBIX O
HE)KEJIaTeNbHBIX PEaKIMUAX OpraHU3Ma YeJIOBeKa, )KUBOTHOTO HAa MPUMEHEHHUE JIEKApCTBEHHOTO Mperapara
u 00 a>(dexre ero B3aUMOJIEUCTBUS C JAPYTUMH JIEKAPCTBEHHBIMU IpernapataMu U (WIK) MHUILEBBIMU
POAYKTaMH, KOpMaMH;

42) MHOTOLEHTPOBOE KJIMHHYECKOe MCC/JIe0BAaHUE JIEKAPCTBEHHOI0 mpenapara AJs
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MEIUIMHCKOI0 TNpPUMeHEeHMsl - KIMHUYECKOE HCCIEOBaHUE JIEKAPCTBEHHOrO Mpemnapara Juis
MEIUIIUHCKOTO MPUMEHEHUs, TPOBOJMMOE Pa3pabOTYNKOM JIEKapCTBEHHOTO Ipernapara B JIByX M Ooiee
MEAMIMHCKUX OPraHu3alusix IO €IMHOMY MPOTOKOIY KIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOTO
npenapara;

43) MeXIYHApPOJHOEe MHOIOIEHTPOBOE KJIUHUYECKOe HCCIel0BaHHEe JIeKAPCTBEHHOIO
npenapara s MeJUIMHCKOI0 NPUMeHeHHs - KITMHIYECKOE UCCIIEIOBAaHHE JICKApCTBEHHOTO Ipernapara
JUISL MEAMIIMHCKOTO TIPUMEHEHUS, TPOBOAMMOE pa3pabOTUMKOM JIEKAPCTBEHHOTO Mpenapara B pa3IMyHbIX
CTpaHax Mo eIMHOMY MPOTOKOIY KIMHUYECKOTO HCCIIEIOBAHUS JIEKaPCTBEHHOTO IIpernapara;

44) nmocTperucTpauMoOHHOEe KJIMHMYECKOe HCCJIeJOBaHHe JIEKAPCTBEHHOIO Mpemnapara s
MEIUUMHCKOT0 TPHMeHeHHs - KIMHMYECKOe HCCIeI0OBaHUEe JIEKAPCTBEHHOTO Iperapara s
MEAMIIMHCKOTO MPUMEHEHHUsI, IPOBOJUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOIO Iperapara, IpaxJaaHCKHi
000pOT KOTOPOTO OCYHIECTBISIETCS MOCIE TOCYJApCTBEHHON PErHCTpalvyd, B LEISIX JOMOJHUTEIHHOTO
cbopa JaHHBIX O ero 6e3omnacHocTd U 3(HPEKTUBHOCTH, pACHIMPEHUS MOKA3aHUH K IPUMEHEHUIO TaHHOTO
JIEKapCTBEHHOTO TpeTiapara, a TAaK)Ke BBISIBIICHUS HEeXeNaTeIbHBIX PEaKIIUi MallueHTOB Ha ero JICHCTBHE;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-D3 nynkm 45 cmamovu 4 Hacmosaweco
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaowetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mekcm nyHkma 6 npeovloyujeli peoaxyuu

45) unccnenoBaHue OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHOI0 Npenapara - BHUJ KIMHUYECKOTO
MCCIIEIOBAHMsI JIEKAPCTBEHHOI'O IIperapara, MpPOBEACHUE KOTOPOrO OCYIIECTBISAETCS Ul ONpPEIEICHHUS
CKOPOCTH BCAaChIBaHHMS W BBIBEACHUS OJHOTO WM HECKOJBKHX OONagaromux (apMaKkoIoTHIecKoi
AKTUBHOCTBIO JICHCTBYIOIIMX BEILECTB, KOJMYECTBA JIEKAPCTBEHHOIO IIpenapara, JOCTHUIaIOLIEro
CUCTEMHOI'O0 KpPOBOTOKAa, U PE3YyJIbTaThl KOTOPOTO IO3BOJISIOT CHIENaTh BHIBOJ O OMOIKBUBAJIEHTHOCTU
BOCIIPOM3BEICHHOT'O JIEKAPCTBEHHOTO Ipernapara B ONpPEeSICHHbIX JIEKapCTBEHHON (hopMe U J03UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE peepeHTHOTO JEKAPCTBEHHOTO MPETapara;

46) ucciaenoBaHMe TepaneBTHYeCKOH IKBHBAJIEHTHOCTH JIeKAPCTBEHHBIX NMPeNnapaToB - BUJ
KJIIMHAYECKOI'0 MCCJIEN0BAHMS JIEKAPCTBEHHBIX IPENapaToB, IPOBENECHUE KOTOPOr0 OCYIIECTBISAETCS AJIS
BBISIBJICHHSI OIMHAKOBBIX CBOMCTB JIEKapCTBEHHBIX IpPENapaToB ONpEAEICHHON JekapcTBeHHON (opMbl, 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, CTATUCTUYECKHUE METOJbl OOpabOTKM pe3ysNbTaTOB TAaKOI'O MCCIENOBAaHUS U MEpbI IO
o0ecrieyeHn0 0e30MacHOCTH  (PU3MYECKUX JIMI, YYacTBYIOIIMX B KJIMHUYECKOM HCCIIEJOBAHUU
JIEKapCTBEHHOI'O IIperapara;

48) Opomropa mucciegoBaTeasi - CBOJHOE M3JI0KEHUE pE3yJIbTaTOB JTOKIMHUYECKOTO
WCCJIEIOBAHMS JIEKAPCTBEHHOTO CPEICTBA U KIIMHUYECKOIO HCCIIEOBaHUs JIEKAPCTBEHHOIO Ipernapara JJis
MEIULUHCKOIO IPUMEHEHHS;

49) uH(pOPMALMOHHBIH JHUCTOK NMALMEHTA - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMN
¢dopme cBeneHuUs, Kacalolecs MPOBOIUMOI0 KIMHUYECKOTO MCCIIeI0BaHUs JIEKAPCTBEHHOTO Mperapara,
U B MHCbMEHHON (hopme 10OpOBOJIBLHOE COrJIacue MalueHTa Ha y4yacTHEe B KIMHMYECKOM HCCIIEJOBaHUU
JIEKapCTBEHHOTO IMIperapara Iocje O3HAKOMJIEHHS C OCOOCHHOCTSAMH KIMHHUYECKOTO HCCIIEI0BaHMS,
MMEOIIMMY 3HAYEHUE JIJIS BBIPAXKEHHS TAKOTO COTJIACHSs;

50) moGouyHoe [elicTBHe - peaknMs OpraHu3Ma, BO3HUKIIAS B CBSA3M C IPUMEHEHUEM
JIEKApCTBEHHOI'O0 TMperapara B 033X, PEKOMEHAYEMBIX B HHCTPYKLIMH II0 €ro INPUMEHEHHUIO, IS
npoHIAKTUKHU, THATHOCTUKY, JICUeHUs 3a00JIeBaHMs WM JUI PeaOuIUTaLNY;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3axkonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 4 nacmoswezo DedepanvHozo
3axona oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

12.01.20222 Cucrema TAPAHT 10/139


http://ivo.garant.ru/document/redirect/70826338/1119
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/4045
http://ivo.garant.ru/document/redirect/70826338/1120
http://ivo.garant.ru/document/redirect/70826338/41

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

50.1) HexenaTejlbHAsl peaKklusl - HEMpeIHAMEpPEHHas HEONAronpusATHAs peakius OpraHu3Ma,
KOTOpPast MOXKET OBITh CBsI3aHA C MPUMEHEHUEM JICKApPCTBEHHOTO MPEMapara;

51) cepbe3nasi He:keslaTeIbHAsi peaKlusl - HEXKeJaTellbHAs peaklusi OpraHU3Ma, CBS3aHHAs C
NPUMEHEHUEM JIEKapCTBEHHOTO IIpenapara, MNpUBEANIas K CMEpPTH, BPOXKICHHBIM aHOMAJIUAM WIH
MOpOKaM pPa3BUTHUS MO0 NpPEACTaBISIOMas cOOON yrpo3y >KM3HM, TpeOyromias TOCHHUTAIU3aluu WU
NPUBEIIIAs K CTOMKON yTpaTe TPyJ0CIOCOOHOCTH M (MIJIN) UHBAIHIHOCTH;

Wndopmarus 06 N3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 nynkm 52 cmamvu 4 Hacmosweeo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowelt 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujell pedaKyuu

52) HenpeIBH/IeHHAS HeKeJlaTeIbHAs Peakiusl - HeXellaTeIbHasl PeaKIusi OpraHu3Ma, KoTopas
CBsi3aHA C TIPUMEHEHHEM JIEKapCTBEHHOIO IIperapara B J03aX, PEKOMEHIYEMBbIX B MPOTOKOJIE €ro
KJIMHAYECKOTO HCCIENOBaHUsA, OpONIIOpe HCCIIeNoBaTeNsd, WM C NPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B J103aX, 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 IIperapare, CoJepiKalleics B
IPOTOKOJIE €ro KJIMHWUYECKOTO WCCIICAOBaHMs, OpOLIIOpe KCCIeNoBaTeNsl WIA B WHCTPYKIMH TIO
NPUMEHEHHIO JICKAPCTBECHHOTO Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 4 nacmosweeo Dedepanvhozo
3aKoHa oononnena nyHkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) papmakoHaq30p - BUJ JACATEIBHOCTH 10 MOHUTOPUHTY 3()(HEKTUBHOCTH M OE30IaCHOCTH
JICKapCTBEHHBIX MPENapaToB, HAIIPABJICHHBIM Ha BBISIBIICHUE, OIICHKY M TIPEJOTBPAIICHHE HEXKETATSIbHBIX
MOCJICICTBHI TPUMEHEHHS JICKAPCTBEHHBIX IPENapaToB;

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 4 nacmosweco Dedepanvrozo
3aKoHa 0ononnena nyHkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) mia" ynpasJieHUsl PUCKaAMU - TIOAPOOHOE OMHCAHHE MEPONpUATHH Mo (papmMakoHAA30pY,
HAIPaBJICHHBIX HAa BBISBICHHUE, OIECHKY W IMPEJAOTBPAIICHUE WM MUHHUMH3AIUIO0 PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMU TpenapaTaMu, BKITI0Yas OleHKY 2PPEeKTUBHOCTH JaHHBIX MEPOTIPUSTHI;

Undopmais 06 u3MeHeHusX:
Ilynkm 53 usmenen ¢ 1 mapma 2023 2. - @edepanvhwiii 3axkon om 30 dexabpsa 2021 2. N 463-D3
Cm. 6yoywyro pedarkyuio
Ilynkm 53 usmenen c 13 aseycma 2019 e. - @edepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
TAPAHT:

[Tonoxxenus mynkra 53 crateu 4 (B penakiuu denepanpHoro 3akoHa oT 29 utomns 2017 r. N 242-D3) B
4acTH, Kacarolieiics GopMUpOBaHMs U BbIIAYM PELIENTOB HA JIGKAPCTBEHHBIE MpenapaThl, CoAepKalie
Ha3HaYeHHe HAPKOTHUUECKUX CPEJCTB MIIM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIIEKTPOHHBIX 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 DPAaOOTHUKOM B LENSIX OTIYyCKa JIEKQpCTBEHHOTO MpernapaTra WM €ro H3rOTOBJICHUS 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 pabOTHHUKA, JINOO JOKYMEHT YCTAaHOBJICHHOM (hOpMBI, COAep KaIni
Ha3Ha4yeHHE JIEKapCTBEHHOTO IpernapaTa Uil BEeTepUHAPHOTO MPUMEHEHHUS, BBIJAHHBIA CHEIMATUCTOM B
00J1acTH BETEpUHAPUH B IIENIAX OTIYCKA JICKAPCTBEHHOI'O Mperapara Wi €ro U3roTOBJIEHHS M OTIYCKa Ha
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6YMa)KHOM HOCHUTCIIC,

Undopmaiis 06 u3MeHeHusX:
Ilynkm 54 usmenen ¢ 1 mapma 2023 2. - @edepanvusiii 3akon om 30 oexaops 2021 2. N 463-D3
Cm. 6y0ywyro peoakyuio
Ilynkm 54 usmenen ¢ 13 aseycma 2019 e. - @edepanvuvii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
54) TpeboBaHHMe MEIUIMHCKOI OpPraHU3alMid, BeTePUHAPHOI OPraHM3alMH - JOKYMEHT
YCTAHOBJICHHON (POPMBI, KOTOPBI BBINMKMCAH MEAMLIMHCKUM PaOOTHUKOM WM CHEHUAIUCTOM B 00JacTu
BETEPUHAPUH, HUMEIOIIMMU Ha 5TO MPaBO, U COJEPKUT B NUCHbMEHHOW (opMe yKazaHUE amnTeuHOU
OpraHu3alliy WK BETEPUHAPHOW alTEYHOM OpraHu3aluy 00 OTIYCKE JIEKapCTBEHHOTrO Ipenapara Hiu o
€ro M3rOTOBJICHUH M 00 OTIIyCKe JUIsl o0ecrieueHus JeueOHoro mpoiecca B MEIULIUHCKON OpraHU3aIuiy,
BETEPUHAPHOU OpPraHU3aLUN;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dekabpa 2014 2. N 429-D3 cmamwvsa 4 nacmosawezo Dedepanvrozo
3aKOHA OONONIHeHa nyHkmom 55, ecmynarouum 6 cuny ¢ 1 uons 2015 e.

55) KoMIUIeKCHas OLIEHKa JIEKapCTBEHHOIO Ipernapara - OLEHKAa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOT'O IperapaTa, BKIIOYaoIas B ce0s aHanu3 UHGOPMAIUU O CPAaBHUTEIBbHON KIMHUYECKOM
3P PEKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO TpernapaTa, OleHKY SKOHOMHYECKUX MOCIECICTBHHA €ro
MPUMEHEHHUS, U3YYCHUE JOTOJHUTEIBHBIX MOCIEICTBUN TPUMEHEHUS JICKAPCTBEHHOT'O IIperapaTa B elsix
NPHUHSITHS PEIICHUH O BO3MOXKHOCTH BKJIIOUYCHHS JICKAPCTBEHHOI'O Iperapara B IEepPEUYeHb JKU3HCHHO
HEOOXOJUMBIX M BAXHEWIIUX JIEKaPCTBEHHBIX IpPENapaToB, HOPMATHBHBIC IPABOBHIE aKThl U HHBIC
JOKYMEHTBI, OIPEACIISIONINE TOPSAOK OKa3aHWs MEIWIIMHCKOW ITOMOINM, WJIM HCKIIOUEHUS €ro W3
YKa3aHHBIX MEPEYHs, aKTOB U JJOKYMEHTOB;

Undopmarus 06 n3MEHEHHSX:

Cmamuws 4 oononnena nynkmom 56 ¢ 1 aueaps 2018 2. - @edepanvhuiii 3axon om 28 dexaops 2017 e.
N 425-D3
56) cucreMa MOHMTOPWHIA JBUKEHHSI JIEKAPCTBEHHBIX MPeENapaToB Jisi MeIUIMHCKOTO

npuMeHeHusi - (enepanpHas rocyJapcTBeHHAs WH(POPMAIMOHHAS CHCTEMa MOHUTOPWHTA JIBHIKCHHS
JICKapCTBEHHBIX TMPEMapaToB [UIsl MEIUIIMHCKOTO TPUMEHEHHUS OT TPOU3BOIAUTENS J0 KOHEUHOTO
NOTPEOUTENsT C WCIOJB30BAHMEM B OTHOIICHUH JIEKAPCTBCHHBIX IMPEIMapaToB JUIS MEIUIIMHCKOTO
MPUMEHEHHUS CPEJICTB UACHTU(DUKAITIH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 4 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

I'naBa 2. [ToiHOMo4Yus (perepaibHBIX OPTaHOB UCMOJHUTEIbHON BJIACTH, OPraHOB
HCIOJTHUTENbHOH BJIACTH cy0ObeKTOB Poccuiickoii denepanuu npu o0pamieHH JEeKaApCTBEHHbIX
CpeAcCTB

Cratrbs 5. TlomHomouwnsi (denepanbHBIX OPraHOB HCIIOJTHUTEIBHOW BIACTH TIPU OOpaIIeHUH
JIEKapCTBEHHBIX CPEICTB
K momHoMoumsiMm  (enepanbHBIX OpPraHOB  HWCIIOJHHUTEIBHOW BJIACTH TIPH  OOpaiieHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 Oexabpa 2014 2. N 429-®d3 ¢ nynkm [ cmamovu 5 Hacmoswezo
DeodepanbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
1) mposenenue B Poccuiickoit @enepani €IMHON TOCYIapCTBEHHOM IMOJUTUKU B 00JacTu
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

o0ecrnieueHus JeKapCTBEHHBIMU MpenaparaMu rpaxaan B Poccuiickoit @eneparui;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oekabpa 2014 e. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosujezo
DedepanbHo2o 3aKOHA 6HEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 6 npeovioyujel peoakyuu
2) yTBepkIeHHWE OO0mmx dapMakonenHbx —cTaTei, (apMakolnelHbIX cTaTel, H3JaHue
rOCyJJapCTBEHHOH (papMaKorieun, CO3aHne U BeJCHNE peecTpa papMaKonelHbIX CTaHIAPTHRIX 00pa3IoB;

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

Cm. npeovloywyio peoakyuio
3) ocymiectBieHue (eAepatbHOr0 rOCyAapCTBEHHOTO KOHTpOJs (Ham3opa) B chepe obOparmeHus
JICKapCTBEHHBIX CPE/ICTB;

Undopmarus 06 n3MEHEHHSX:
Ilynkm 4 usmenen c 1 urona 2021 2. - @edepanvhuiii 3axkon om 11 utons 2021 2. N 170-D3

Cm. npeodvloywyio peoakyuio
4) TnUIEH3UPOBAaHWE NPOU3BOJCTBA JIGKAPCTBEHHBIX CPEICTB, B TOM HHCIE (QeaepaTbHbBIN
TOCYJIApPCTBEHHBIN JIMIICH3UOHHBIH KOHTPOJb JESITEIBHOCTH O TMPOHU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
NEPUOINIECKOE TOATBEPKICHUE COOTBETCTBHUS JIMIIEH3MATA, WMEIOIIEro JIMIEH3UI0 Ha TPOM3BOJCTBO
JICKApCTBCHHBIX CPEJICTB, U (apMaIleBTHYCCKON JEATEILHOCTH B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM
Poccuiickoit ®enepanuu;
TAPAHT:

Cwm. [Tlonmoxenwe O JMIEH3UPOBAHUHM TIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, YTBEPKICHHOE
nocranopiieHueM IIpaButensctBa P® ot 6 urong 2012 r. N 686

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3axkonom om 22 Oexabpa 2014 2. N 429-D3 ¢ nynkm 5 cmamvu 5 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbL UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
5) opraHu3amms SKCIEPTHU3BI JICKAPCTBEHHBIX CPEICTB, dTUYECKOW IKCHEPTHU3BI BO3MOXKHOCTHU
MPOBEJCHHUS KIMHUUYECKOTO MCCIEA0BAaHUS JEKAPCTBEHHOTO Mpernapara Juisi MeJUIIMHCKOTO MPUMEHEHHS,
OKCIIEPTH3bl  JIOKYMEHTOB, TPEICTABICHHBIX JIJIST  OMPEJCIICHUS BO3MOXHOCTH  PacCMaTpUBaTh
JIEKapCTBEHHBIN TMpemnapar [Uisi MEOUIIMHCKOTO TMPUMEHEHHs] TpPH TOCYIapCTBEHHOW perucTpaiuu B
KadecTBe Op(PaHHOTO JICKAPCTBEHHOTO Tpernapara;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3axonom om 22 odexabpa 2014 2. N 429-D3 cmamvs 5 nacmosweco Dedepanvrozo
3aKona oononnena nynkmom 3.1, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

5.1) opraHuzanusi TpPOBEACHMS] KOMILJIEKCHOM OIEHKM JIEKapCTBEHHOrO Ipenapara B IENIX
NPUHATHS pEIIeHUl O BO3MOXHOCTH BKJIIOUEHMs JICKApPCTBEHHOIO IpemnapaTra B Ie€peueHb >KU3HEHHO
HEOOXOMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IPEIapaToB, HOPMATHBHBIC IPABOBHIE aKThl W HWHBIE
JOKYMEHTBI, OIpPEACIAIOIUE MOPAJOK OKa3aHWs MEAUIMHCKOW IIOMOIIM WJIM MCKIIOYEHHS €ro W3
yKa3aHHBIX MTEPEYHsI, aKTOB U JIOKyMEHTOB;

6) BbIJaua pa3perieHnil Ha MpoBeIeHUE KIMHUYECKUX HCCIeJOBaHUN JIEKapCTBEHHBIX MpenapaTos,
BEJICHHE PEeCTpa BbIIAHHBIX pa3pelIeHUi Ha MPOBEACHHE KIMHUYECKHUX HCCIEeIOBAaHUI JIEKapCTBEHHBIX
IpenapaTos;

7) rocynapcTBeHHasl perucTpainusi JeKapCTBEHHBIX IPEenapaToB, BEIEHHWE TIOCYAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/CTB;

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrovim 3akoHom om 22 Oexaops 2014 2. N 429-®@3 nynkm 8 cmamovu 5 Hacmoswe2o
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DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowetl 6 cuny ¢ 1 ausaps 2016 2.

Cm. mexcm nynkma 6 npeovioyujeli pedaxKyuu
8) opranmzanus U (WIM) MPOBEJICHUE MHCIEKTHUPOBAHUS CYOBEKTOB OOpAILICHUS JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBHME IPaBMJIAM HaJJIeXalleld J1abopaTOpHOM IMPAKTHKM, IIpaBUaM HaJJIexarlen
KJIMHUYECKON MPAKTUKH, IIpaBUiaM HaJUIeKalled NPaKTUKUA XPAHEHHUS U IEPEBO3KU JIEKAPCTBEHHBIX
[penapaToB, MpaBWiaM HajJleXalled AUCTPUOBIOTOPCKOM MPaKTHKH, MpaBUiIaM HaJJIeKalled anTeyHon
IPAKTHKY;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 5 nacmosaweco DedepanbrHoco
3aKkoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

8.1) opranuzanus u (UIH) MPOBEJCHUE HHCIIEKTUPOBAHUS CYObEKTOB OOpAIICHHUs JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSAM IpaBUIJI HAJUICKAIIeH MPOU3BOJCTBEHHON MPAKTUKH, Bblaua
3aKIIIOYEHUH O COOTBETCTBUHM IPOHM3BOJIUTENSI JIGKAPCTBEHHBIX CPEACTB TPEOOBaHHUSAM IPaBHII
Ha/JIeXKaIlel TPOU3BOJCTBEHHON IPAKTHKY;

Undopmarust 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 5 nacmosweeo Dedepanvrozo
3aKoHa 0ononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
8.2) ycTraHOBIIEHHE TOpsJAKA BEACHUS M BEACHUE TOCYIApPCTBEHHOTO peecTpa 3aKIYCHUH O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEIACTB  TPEOOBAHWSAM  TPABUI  HAJJICKAIICH
NIPOM3BOJICTBEHHOH MPAKTHKH;

Undopmarius 06 n3MEHEHHSX:

Ilynkm 9 uzmenen ¢ 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
9) TrOCyHapCTBCHHAass pETUCTpalus IPEIeNbHBIX OTIYCKHBIX II€H TMPOW3BOJIUTEICH Ha
JICKapCTBCHHBIC TIperapaThl, BKIIOUYEHHBIC B IIepeUCHb JKU3HCHHO HEOOXOIUMBIX U BaKHEHIIHMX
JICKapCTBEHHBIX TMPEmapaToB, U BEACHHUE TOCYJIaPCTBEHHOIO peecTpa MPeAeTbHBIX OTHMYCKHBIX IIEeH
MIPOM3BOIUTEINICH HA JICKAPCTBEHHBIC MpENapaThl, BKIIOUCHHBIC B IEPEeUCHb KHU3HEHHO HEOOXOAMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

Wndopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 13 utons 2015 . N 241-D3 cmamoes 5 nacmosiweeo DedepaivHoco 3aKoHA
oononnena nynkmom 9.1
9.1) cornacoBaHre MPOEKTOB PEHICHUI OPTraHOB UCTIOTHUTENHLHOW BIACTH CyOBeKkTOB Poccuiickoit
Oenepanuu 00 YCTaHOBIEHWM U (WJIM) W3MEHEHHHM TMPEIEIbHBIX pPa3MEpPOB OINTOBBIX HAI0aBOK U
NpeenbHBIX Pa3MEPOB PO3HUYHBIX HAN0aBOK K (PAKTHUECKMM OTHYCKHBIM I[€HaM, YCTaHOBIIEHHBIM
MIPOU3BOUTEIISIMU JICKAPCTBEHHBIX MPEMApaTOB, HA JEKAPCTBEHHBIE MTpenapaThl, BKIIOYCHHBIC B I1€PEUCHb
YKU3HEHHO HEOOXOIMMBIX U BaXKHEUIITNX JIEKAPCTBEHHBIX MPEMapaTos;

Wudopmanust 00 N3MEHEHUSX:

Ilynkm 10 usmenen c 13 ageycma 2019 2. - @edepanvhuiii 3akon om 2 ageycma 2019 2. N 297-D3

Cwm. npedvioyuyio pedaxyuio
10) Bblgaua, YCTAHOBJIIEHHE TMOpSAJKAa BbIIAYM pa3pellieHHds Ha BBO3 KOHKPETHOW MNapTUH
JIEKapCTBEHHOT 0 cpeacTBa B Poccuiickyro denepanuto;

Wudopmanust 00 n3MEHEHUSX:

Ilynkm 10.1 usmenen ¢ 13 aszycma 2019 2. - Pedepanvusiii 3axkon om 2 aszycma 2019 2. N 297-D3

Cwm. npedvioywyio pedaxyuio
10.1) BbImaya, yCTaHOBIIGHUE TTOPsI/IKA BBIAAUM U (DOPMBI JOKYMEHTA, KOTOPBIH MOATBEPHKIAET, UTO
IPOU3BOJICTBO JIEKAPCTBEHHOrO TMpenapara JUuisi MEIWLHUHCKOrO MPUMEHEHHsI OCYIIECTBICHO B
COOTBETCTBUM C TpeOOBaHMAMHU TpaBWJI HaJUIekKalle MNpPOM3BOJCTBEHHON MPAaKTUKU WM YTO
JIEKapCTBEHHBI TperapaTr Il BETEPUHAPHOTO MPUMEHEHHUsS MONYIIeH K oOpamenuio B Poccuiickoit
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

denepanuu, ¥ NOUIEKHUT IPEJCTABICHUIO 110 TPEOOBAHUIO YIIOJTHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIN Mpenapar;
TAPAHT:

CM. AIMUHHCTpATUBHBINA periamMeHT deaepanbHON CITyKObI IO BETEPUHAPHOMY U (UTOCAHUTAPHOMY

HaJ30py 1O TMPEJOCTABICHUID TOCYJAPCTBEHHOW YCIyI'M IO BbIJAY€ JIOKYMEHTA, KOTOPbIU
MOATBEPKIAET, YTO JICKAPCTBEHHBINM IMpernapar sl BETEPUHAPHOTO MPUMEHEHMS JONYIIEH K
oOpamenuto B Poccuiickoit  @enepanuu, W MNOAJNEKHUT MPEACTABICHUIO MO TPEOOBAHUIO
YIIOJJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIN MpENapar, yTBEPKIACHHbBIN
npuka3zom Poccenbxo3nanzopa ot 28 nexadps 2020 r. N 1402

CMm. AIMMHUCTPATUBHBIN PErjiaMeHT MO MpeacTaBieHuio Munnpomtoprom Poccun rocymapcTBeHHOM
YCIIYTH IO BblJa4€ JTOKYMEHTA, KOTOPBIM MOATBEPKIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOT'O Mpernapara
JUIS. METMLIMHCKOTO MMPUMEHEHHUSI OCYIIIECTBICHO B COOTBETCTBUH C TPEOOBAHUSIMU MIPABUII HaJIJIeKaIIeH
MIPOU3BOJICTBEHHOMN MPAKTUKH, U MOJUICKUT MPEICTABICHUIO IO TPEOOBAHHUIO YIIOJIHOMOYEHHOTO OpraHa
CTpaHbl, B KOTOPYIO BBO3HUTCS JICKQPCTBEHHBIM Mpernapar, yTBEpKICHHBIA MpukazoM MuHIpoMTopra
Poccuu ot 31 nexadpst 2015 r. N 4369

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 utona 2015 2. N 241-D3 ¢ nynkm 10.2 cmamvu 5 Hacmosiwezo
DedepanbHoco 3aKOHA 6HEeCeHbl UMEHEHUS

Cm. mexcm nynkma 6 npeovioyujeli pedaxkyuu
10.2) BbIIaYa, yCTAaHOBJICHHUE TMOPSIKA BbIAAYM M (HOPMBI JTOKYMEHTA, COJCPIKAIIETO CBEICHHS O
CTaIusIX TEXHOJIOTHYECKOTO TpoIecca IMPOU3BOACTBA JIEKAPCTBEHHOTO CPEACTBA JJISI MEIUIIMHCKOTO
NPUMEHEHHUS, OCYIIECTBISIEMbIX Ha TePPUTOpHH EBpa3niickoro S3KOHOMUYECKOTO COH03a;
TAPAHT:

CM. AIMUHUCTPAaTUBHBIN periiaMeHT MuHnpomropra Poccuu 1o mpenocTaBieHHUIO FOCYyAapCTBEHHOU
YCIyTH 1O BbIJaye JIOKYMEHTa, COJAEpIKAlllero CBEAEHUS O CTagusX TEXHOJOTMYECKOro Ipoliecca
IIPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA JUIsl MEIMLHHCKOIO NPUMEHEHHUs, OCYIIECTBISEMBIX Ha
TeppUTOpUN EBpa3suiicKoro 3KOHOMHYECKOT0 CO03a, YTBEPKIAECHHBIN NprkazoM Munnpomropra Poccnn
ot 31 nexabps 2015 r. N 4368

11) co3ganue COBETOB MO BOMIPOCAM, CBSI3aHHBIM C OOpAICHUEM JICKAPCTBEHHBIX CPE/ICTB;
12) aTTectanus u cepTUGUKaINS CIEIUATNCTOB;
13) yrparun cuny;

Wndopmarys 06 m3MEeHEHHAX:
Cm. mexcm nynkma 13 cmamou 5

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-®@3 nynkm 14 cmamovu 5 Hacmoswe2o
DedepanbH020 3aKOHA U3NOACEH 8 HOBOLL pedakyuu, ecmynaroujeti 6 cuny ¢ 1 uronsa 2015 2.

Cm. mexcm nynkma 6 npeovioyujel pedaxkyuu

14) ocymiecTBieHue hapmMakoHaI30pa;

15) ygactue B MeX1yHApOAHOM COTPYIHUYECTBE;

16) monyuyeHue Mo 3ampocam YIOJIHOMOUYEHHOTo (eiepalbHOr0 opraHa UCHOJHUTENbHON BiIacTu
OT OpraHoB MCIIOJHUTEIBHON BiacTH cyObekToB Poccuiickoit dexepanmu, a Takke OT CyOBEKTOB
oOpallleHus1 JIEKApCTBEHHBIX CPEACTB I MEAMIIMHCKOTO NPUMEHEHUs HHQOpMalUu IO BOIpocam
YCTAQHOBIICHHSI U IPUMEHEHUS 1IeH Ha JIEKapCTBEHHbIE MTPenapaThl U HaI0ABOK K HUM;

17) mnpumeHeHHMe Mep OTBETCTBEHHOCTH 3a HapylUIeHHE 3aKoHOJaTenbcTBa Poccuiickoit
denepaunu;

Hndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabpa 2014 2. N 429-D3 cmamwvs 5 nacmoswezo Dedepanbrozo
3aKoHa donoanena nyHkmom 18, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
18) yTBepxkIeHHE TMpaBUJ HaJUIekameil J1abopaToOpHOW NPAKTUKK, NPaBUI  HaJUIeKallen
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KJIMHUYECKOW MPaKTUKU, IPaBuil HaAJEXKalleld MPOU3BOJCTBEHHONW MPAKTUKU, MPaBUI HaAJexKalei
NPAaKTUKUA XpaHEHHs M TEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB, MPaBU HaUIeKAIIEH TUCTPUOBIOTOPCKOM
MPAKTUKHU, IPABUJI HaJUIekKalleld anTeyHOW MPaKTUKH, MPaBUJ HaJJexkalleld MpakTUKu (papmakoHaa3opa
JIEKapCTBEHHBIX MIPENApaTOB JUIsl MEIULIMHCKOTO IIPUMEHEHUS;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-@3 cmamwvs 5 nacmosweco DedepanbrHoco
3aKkoHa oononnena nynkmom 19, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
19) ycranoBneHue mopsaka (GOPMUPOBAHUS PETUCTPALMOHHOTO JOChE HA JIEKAPCTBEHHBIM
npemnapar u TpeOOBaHUH K JOKYMEHTaM B €T0 COCTAaBE;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamwvs 5 nacmosweeo DedepanvHozo
3akoHa oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
20) yTBepKAeHHE IpaBuJl PallMOHAIBLHOTO BhIOOpAa HAMMEHOBAHWM JIEKAPCTBEHHBIX MpENapaToB
JUTSL METUITUHCKOTO TIPUMEHECHHS;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dekabpa 2014 2. N 429-D3 cmamwvsa 5 nacmosawezo Dedepanvrozo
3aKkoHa oononuena nynkmom 21, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
21) yTBepKIeHHE TIepevHss HAMMEHOBAHHIA JIEKAPCTBEHHBIX (OPM;
22) yrpatun cuity ¢ 1 mapta 2020 r. - ©enepanbublii 3akoH oT 27 aekadps 2019 r. N 475-03

Undopmarus 06 n3MEHEHHSX:
CMm. npedvloywyro peoaKyuio

Deodepanvrvim 3akonom om 22 oekabps 2014 2. N 429-D3 cmamovs 5 nacmosweeo Dedepanvrozo
3aKoHa oononxena nynkmom 23, ecmynarowum 6 cuny ¢ 1 uons 2015 e.
23) yTBepkIeHue TpeOOBaHUN K MHCTPYKIUU MO MEAMIIMHCKOMY MPUMEHEHHUIO JIEKApCTBEHHBIX
MpenapaToB U K MHCTPYKIUU IO BETEPUHAPHOMY IPUMEHEHUIO JIEKaPCTBEHHBIX MPEnapaTos;

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

CMm. npedvloyuyro pedaKyuio

24) npuHATUE pEUICHUH, SBISIOUIMXCS OCHOBAHUSMH JJIs BKIIOUEHHUS JIOMEHHBIX MUMEH U (WJIM)
yKazaTeneil cTpaHul] caliToB B MH(OpMAIMOHHO-TENIEKOMMYHHMKAIMOHHON cetn "MHTepHet", a Tarxke
CETEBBIX aJIPECOB B E€IMHYI0 aBTOMATU3MPOBaHHYIO HMH(OpMalMOHHYI0 cucreMy "Eaunblii peectp
JIOMEHHBIX HMMEH, YKa3aresjed CTpaHull CcalTOB B HH(OPMAIMOHHO-TENIEKOMMYHHKAIIMOHHON CeTH
"UnTepuer” u CETEBBIX aZpecoB, ITO3BOJIFOIINAX UACHTU()UIINPOBATD CalThI B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHON CEeTH "NuTepuer”, coJeprKalye uH(pOpMaIHNIo,
pacripoctpanenue kKotopoil B Poccuiickoii ®enepanuu 3ampenieHo", B OTHOIIEHHUH WH(OpMaIuu,
coJiepKallel NpeUIoKEHUE O PO3HUYHOW TOProBJIE JIEKAPCTBEHHBIMU IIperaparaMy, B TOM YHCIE
JTUCTAHIIMOHHBIM ~ CIIOCOOOM, PO3HHMYHAs TOPIOBIS KOTOPHIMU OTrpaHHMYEHa WM 3alpenieHa B
COOTBETCTBUH ¢ HacTosmuM DeepaibHbIM 3aKOHOM, U (WIIK) UH(OPMAIIMH, COepIKalel MpeIoKeHIe O
PO3HUYHOM TOPrOBIIE JIEKAPCTBEHHBIMU MpenapaTaMu, B TOM YHUCJIE JUCTAHIIMOHHBIM CIIOCOOOM, JTUIaMH,
HE MMEIOIIMMH JIMIEH3UU W Pa3pelIeHHs] Ha OCYLIECTBIEHUE TAKOW NEATEIBHOCTH, €CIM IOIy4eHHE
JUIEH3UU U pa3pellieHus IpeyCMOTPEHO 3aKOHOIaTeIbCTBOM 00 00pallleHUH JIEKAPCTBEHHBIX CPE/ICTB;

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 5 oononnena nynkmom 25 ¢ 29 nosops 2019 . - @edepanvusiii 3akon om 28 nosops 2018 e. N
449-D3
25) BBIZIa4a pa3pelieHnid Ha BBOJ B TPAXKIAHCKUM 000POT UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB.
TAPAHT:

CM. KOMMEHTapuH K cTaThe 5 HacTosero deaepanbHOro 3aKOHa
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 urona 2015 o. N 233-D3 nacmosawuii Pedepaivhulil 3aKOH OONOJHEH
cmamuveii 5.1
TAPAHT:

[Tonoxenus cratbu 5.1 pacmpocTpaHsIOTCS HAa MOTHOMOYHS (eepaIbHBIX OPraHOB MCIIOJIHUTEILHON
BJIACTH, KOTOPbIE HE MEepelaHbl sl OCYIIECTBICHHS OpraHaM rocyJapcTBEHHON BiacTu cyObekToB PO u
OpraHamM MECTHOT'O CaMOYIIPaBJICHHs COOTBETCTBYIOIIUMU (e/lepaTbHBIMHA 3aKOHAMH

Crartbs 5.1. Ilepemaua ocymiecTBICHHUS MOJTHOMOYUN (efepalbHBIX OPTraHOB HMCIOJHUTEIHLHOM
BJIACTH MpHU OOpAIIeHUH JIEKAPCTBEHHBIX CPEJCTB OpraHaM HCIOJIHUTEIBHOW BIIACTH
cyobekToB Poccuiickoit denepanun

[TomHOMOUMS (enepanbHBIX OPraHOB HCIIOJHUTENBHOW BIIACTH MpPHU OOpAIICHUH JIEKAPCTBEHHBIX

CpPEeACTB, MpEeAyCMOTpEHHble HactosmuM @DenepanbHbIM  3aKOHOM, MOTYT IepelaBarbCs IS
OCYIIECTBJICHUS ~ OpraHaM  HCIIOJHUTENbHOM  Biactu  cyOwbekToB  Poccuiickoit ~ @enepauuu
noctaHoBineHusMu IIpaButenscrBa Poccuiickoit denepanuu B nopsake, yCTaHOBIEHHOM DejiepalibHbIM
3akOHOM OT 6 OKTs0ps 1999 roma N 184-®3 "OO6 o0mMX NPUHIMIIAX OPraHW3alKU 3aKOHOIATEIbHBIX
(mpencTaBUTENbHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYJNApPCTBEHHOM BIACTH CyOBEeKTOB Poccuiickoit
Oenepanun".

TAPAHT:

CMm. xommeHTapuu K ctatbe 5.1 HacTosmero denepanbHOro 3aKoHa

Cratbs 6. [loHOMOUUS OpraHOB UCHIOJHUTENBHOM BilacTu cyobekTa Poccuiickoit denepanuu npu

00palIeHNH JIEKAPCTBEHHBIX CPEJICTB

K momHomMouMsM OpraHoB HCIONHUTENBHOW BiacTu cyObekra Poccuiickoit @enepanmuum mnpu
0OpalIeHNN JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) pa3paboTka 1 peanu3aius perioHAbHBIX MPOrpaMM OOecTiedeHHUsT HaceNeHUs JIEKapCTBEHHBIMU
npernapaTamy;

2) ycTaHOBIIEHHE MPENIEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEEIbHBIX Pa3MEepPOB POSHUYHBIX
Ha70aBOK K (DaKTUYECKUM OTIIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOM3BOJUTEISIMU JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKApCTBEHHbIE Ipenaparbl, BKIIOYEHHBIE B I€PEUYCHb KU3HEHHO HEOOXOAMMBIX H
BaXHEHMIIINX JIEKAPCTBEHHBIX NPENapaToB;

Wndopmarms 06 n3MEHEHHSAX:
Ilynkm 3 uzmenen ¢ 1 mapma 2020 e. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

CMm. npedvloyuyro peoaKyuio

3) ocCyllecTBIEHHE PETHOHATIBHOTO TOCYAApCTBEHHOIO KOHTPOJS 3a INPUMEHEHHEM IIeH Ha
JICKapCTBEHHBIE TIpenapaThl, BKIIOUEHHBIE B I€peueHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX
JIEKapCTBEHHBIX TMIPENapaToB, OPTaHW3alUSIMH ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMH,
anTEeYHbIMM OpPraHU3alUsIMUA, WHAUBUIYAIbHBIMUA MPEANPUHUMATENSAMUA, UMEIOIMIUMH JUIEH3UI0 Ha
(dbapmMareBTUUECKyl0 JIeATebHOCTh, MEAUIIMHCKUMH OpTaHM3aIllMsAMH, HWMCEIOIMIMMH JIMIICH3UI0 Ha
dbapMaleBTUYECKYI0 JEATEIbHOCTh, M WX O00O0COOJCHHBIMU TOApa3ACTICHUSIMH (aMOYIaTOPHIMH,
benpamepckumMu U (HenbaIepCcKo-aKymepCKUME MTyHKTaMU, IIEHTpaMu (OTIeIeHUsIMI) 001Iel BpaueOHOM
(ceMeifHOl) MPaKTUKHU), PACTIOIOKEHHBIMU B CENbCKUX HACEJICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIUH;

Wndopmarys 06 M3MEHEHUAX:

Cmamuvs 6 oononnena nynkmom 4 ¢ 1 aneaps 2018 o. - @edepanvuuiti 3akon om 29 uiona 2017 e.
N 242-@3
TAPAHT:

[Tonoxenus nyHkra 4 crateu 6 (B pegakiuu PenepanbHoro 3akoHa ot 29 utonst 2017 r. N 242-03) B
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4acTH, Kacarolieics GopMUpOBaHMS U BbIIaYM PELIENTOB Ha JIEKAPCTBEHHBIE MPENapaThl, COAEpPIKALIHIE
Ha3HAYEHUE HAPKOTUUYECKUX CPEJICTB HJIU IICUXOTPOIHBIX BEIIECTB, B (pOpME 3JIEKTPOHHBIX JOKYMEHTOB,
npumMmensitorcs ¢ 1 suBaps 2019 r.

4) npuHsATHE pelIeHuss 00 WCIOJB30BAHMU HA TeppuTopuu cyoObekTa Poccuiickoit deneparuu
Hapsy ¢ pelenTamMy Ha JISKapCTBEHHbIE IpenapaThl, 0(pOPMICHHBIMU Ha OyMa)XXHOM HOCHUTEIIE, PELENITOB
Ha JICKapCTBEHHBIE MPEnapaThl, CHGOPMHUPOBAHHBIX B JOPME AIIEKTPOHHBIX JJOKYMEHTOB.

TAPAHT:

CM. KOMMEHTapuu K cTarbe 6 HacTosero deaepanbHOro 3aKOHa

I'naBa 3. I'ocynapcrBennas ¢papmakonest

Cratbs 7. Pa3paboTka u uzganue rocyaapcTBEHHOM GapMakomneu, pa3MelieHle JaHHbIX O Hell
1. Ilox rocymapcTBeHHOU (hapmakomeeid MOHMUMAETCS CBOJA OOMIMX (hapMaKONEWHBIX CTaTel H
(dhapMaKOIeHHBIX CTATCH.

Undopmarus 06 n3MEHEHHSX:

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

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Pazpaborka oOmmx QapmMakomnelHbIX cTaTeid W (apMaKONEWHBIX CTaTei, B TOM YHCIE
(dapMakonelHbIx craTeii Ha (apMmakomneiHple CTaHIapTHBIE OO0pasllbl, W BKJIIOYCHHE HX B
rOCYJApCTBEHHYIO (hapMaKoIer OCYHIECTBISIOTCS B TIOPS/IKE, YCTAaHOBJICHHOM YIOJIHOMOYECHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHON BIIACTH.

Undopmarus 06 n3MEHEHHSX:

Deoepanvnvim 3axkonom om 22 Oexabpa 2014 2. N 429-@3 6 yacme 3 cmamvu 7 Hacmoswe2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, scmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

3. Pa3paboTka (apmakoneitHOW cTaTbu Ha ped)epeHTHBIN JTeKapCTBEHHBIN TIpernapar U BKIOYSHHE
€€ B TOCYJapCTBEHHYIO (hapMakomnero B TEUEHUE CpOKa JEHCTBHS 3aIlMTHl MCKIIOYUTEIBHOTO IpaBa,
YJIOCTOBEPEHHOTO MAaTEHTOM Ha pe(epeHTHBIN JeKapCTBEHHBIN MpemapaT, OCYIIECTBISIOTCS C COTIacus
ero pa3paboT4uka.

4. TocymapctBeHHass QapMakomness H3JaeTcss YIOJHOMOYEHHBIM — (eiepalibHBIM  OpPTaHOM
VCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEJCTB (efepaibHOro OI0PKETa U MOJUICKUT MEepEenu3JaHusIM He pexe
YyeM OJIMH pa3 B MATh JIET, B NEPHOJ MEXAY KOTOPBIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dbapmakoriee, cojepxkamue oOmme (QgapmakoneiHble crathbu W (W) (dapMakoIleWHbIE CTaThH,
YTBEPKACHHBIE TIOCIE U3aHUS WK MEePEN3IaHms ToCyAapCTBEHHOM (papmakomnen.

5. YmonHOMOYeHHBIM (enepanbHBIi OpPraH HWCIOMHUTEIBHOW BIACTH pa3MeEIaeT JaHHBIE O
rOCy/IapCTBEHHOU (hapMakoIliee U MPUIOKEHHIX K Hel Ha cBoeM oduiinaabHOM caiite B ceT "MHTepHer"
B YCTAaHOBJICHHOM MM TIOPSIJIKE.

TAPAHT:

CM. KOMMeHTapHH K cTaThe 7 HacTtosuero @eaepanbHOro 3aKkoHa

Wndopmarys 06 M3MEHEHUAX:

Haumenosanue usmenerno c 1 urons 2021 2. - @edepanvruiii 3axon om 11 uronsa 2021 2. N 170-D3
Cm. npeovloywyio peoakyuio

I'naBa 4. JInnen3upoBanue NPON3BOACTBA JICKAPCTBEHHBIX CPEICTB M (papManeBTHYECKOi
AeSITeIbHOCTH, FOCY1APCTBEHHBIN KOHTPOJIb (Haa30p) B cepe oOpaleHNsl JIEKAPCTBEHHBIX CPeACTB
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Crarbsn 8. JluueH3upoBaHHE NPOM3BOJCTBA JIEKAPCTBEHHBIX CPEIACTB W (papMareBTUYECKOM
JeSITebHOCTH

1. JIuueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKON JESITEIbHOCTH
OCYILECTBIIICTCSI B COOTBETCTBUU C 3aKOHOaTeNbCcTBOM Poccuiickoit deneparum.

2. OOs3arenbHBIM YCIOBUEM MPEAOCTABICHMS JIMLIEH3UU Ha IPOM3BOJACTBO JIEKApPCTBEHHBIX
CPEACTB SIBISIETCA NPUIIOKEHHUE K 3asBJICHUIO COUCKATEJNIs JIMLIEH3UU IMEepeyHs JIEKapCTBEHHBIX (HopM U
(umm) BUIOB (apMaleBTUYECKUX CyOCTaHLMM, KOTOpbIE NPOM3BOAMTEIb JIEKAPCTBEHHBIX CPEACTB
HaMepeH MPOU3BOIUTh.

UHdopMaiis 06 u3MeHeHusX:
Yacmo 3 usmenena c¢ 1 mapma 2022 2. - @edepanvruiii 3akon om 11 urona 2021 2. N 170-D3
Cm. 6yoywyro pedarkyuio
Yacmo 3 usmenena c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
3. B ciiy4yae HE0OXOAMMOCTH PaCIIMPEHHUS MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB 3a CYET HOBBIX
JICKapPCTBEHHBIX ()OPM U BHJIIOB (hapMarleBTHUECKUX CyOCTaHIUI IPOU3BOIUTEIb JICKAPCTBCHHBIX CPECTB
JIOJDKEH 1epeo(OPMUTh JIMIICH3UIO Ha MPOU3BOCTBO JICKAPCTBEHHBIX CPEIICTB.

Undopmarius 06 n3MEHEHHSX:

Cmamuws 8 donoanena yacmoio 4 ¢ 29 dexkaops 2020 e. - Dedepanvhuiil 3axon om 27 dekaops 2019 e. N
481-D3
4. JIuiieH3us Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((hapMalleBTHUECKON CyOCTaHIIMU CIIUpTa
ATHJIOBOTO (9TaHONA) BBINACTCA IPH YCIOBHM HAlW4YWs y OpraHU3alil Ha IpaBe COOCTBEHHOCTH,
XO3SIUCTBEHHOT'O BEJICHUSI WJIM ONEPATUBHOTO YMPABJICHHS OCHOBHOTO TEXHOJIOTHYECKOTO 00OPYI0BaHUS
Il TPOW3BOJCTBA ATUJIOBOIO CIUPTA, 3apErHCTPUPOBAHHOIO B COOTBETCTBUM CO crartbhenl 14.1
®enepanbHoro 3akoHa oT 22 HostOpst 1995 roma N 171-®@3 "O rocynapcTBEHHOM peryIupOBaHUU
IIPOM3BOJCTBA UM 000pOTa 3TUIIOBOIO CIHPTA, AJKOTOJIBHOM W CHUPTOCOJEpKalled MpoAyKUMH U 00
OTpaHUYEHUU NOTpeOIeHN (PACIUTHUS) aJIKOTOIBHON MPOIYKIMHU" .
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 8 HaCTOAIICTO CDez[epanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrulili 3akon donoanern cmamveti 8.1 ¢ 29 odexabps 2020 2. - Dedepanvhvlii 3akon om 27
oexaops 2019 . N 481-D3

Cratbst  8.1. OcoOeHHOCTM JUIICH3UPOBAaHUS TMPOU3BOJACTBA  JIEKAPCTBEHHBIX  CPENCTB

(papmarieBTHUYECKON CyOCTAHIIMK CIIHUPTA STUIOBOTO (ITAHOJIA)

1. JlelicTBMe JUIEH3MM Ha NPOM3BOJCTBO JIEKAPCTBEHHBIX CpeACTB ((apManeBTHYECKON
CyOCTaHIIMM CHHUpPTAa STUJIOBOTO (9TaHONA) MPUOCTAHABIMBAETCS B YaCTH IIpaBa Ha MPOU3BOICTBO
dapmaleBTUYECKON CyOCTaHIIMK CHHMpPTa STUIOBOTO (ITAaHONA) JTUIEH3UPYIOIIUM OpPraHOM B CIydasX,
onpeaeneHHbix cratbeii 20 denepanbHoro 3akoHa ot 4 mas 2011 roma N 99-®3 "O nuieH3upoBaHuU
OTJENbHBIX BHJIOB JEATEIBHOCTU", a TaKXe Ha CpPOK MPUOCTAHOBICHUS JCHCTBUSA JIMIIEH3UUW Ha
MIPOU3BOJICTBO ITHIJIOBOTO CIUPTA Ui MPOU3BOJCTBA (papManeBTUUECKOW CYyOCTaHIIMK CIIUPTA STHIOBOTO
(oTaHONA), BRIJAHHOW B COOTBETCTBUU ¢ DejiepanbHbIM 3akoHOM OT 22 HOosiops 1995 roga N 171-03 "O
rOCy/IapCTBEHHOM DETYJIMPOBAHUM MPOU3BOJACTBA W 00OpOTa ATHIIOBOTO CIUPTA, AJIKOTOJBHOW U
CIUPTOCOJIEPKAIICH MPOTYKIIUN B 00 OTpaHUYEHUN TOTPeOIeHUS (PACTIUTHS) AIKOTOIEHOU MPOTyKITUH'".

2. JleficTBMe JMIIEH3MM Ha TMPOU3BOACTBO JIEKAPCTBEHHBIX CpEACTB ((papMaleBTUUYECKOM
CyOCTaHIIMM CHOUpPTa DJTUJIOBOTO (9TaHONA) B YACTH IpaBa Ha MPOM3BOACTBO (apMaleBTUIECKOM
CyOCTaHIIMM CIHUpPTa ATHIOBOTO (dTAaHOJIA) TPEKpAIIAeTCS JHUIEH3UPYIOIUM OPTraHOM B CIyYasX,
onpezaeneHHbIx cratbeil 20 denepanpHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nunensupoBaHun
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OTJICNbHBIX BHUJOB JEATENbHOCTH", a TaKKe C JaThl MPEKpalleHUS WIM aHHYJIHUPOBAaHUS ICHCTBHS
JMIIEH3UM Ha TPOM3BOJCTBO STHJIOBOIO CIHMPTA JJs IMPOU3BOACTBA (papMaleBTUYECKON cyOcTaHIMU
CIHMpTa ITHIOBOTO (3TaHOJA), BBIAHHOW B COOTBeTCTBUU ¢ DejepaiibHbIM 3aKOHOM OT 22 HOSOpS
1995 roga N 171-®3 "O rocynapcTBEHHOM PETYIHPOBAHUH MTPOU3BOJICTBA U 000OPOTA 3TUIIOBOTO CIIUPTA,
QJIKOTOJILHOM M CIHUPTOCOAEpKAllled NPOAYKIMM U 00 OrpaHMdYeHUH MoTpedsieHus (pacruTus)
AIKOTOJIBHOM MpOoayKIuu".

Wndopmarius 06 n3MEHEHHSX:

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

CMm. npedvloywyro pedaKyuio

Cratbs 9. ['ocynapcTBeHHBIN KOHTPOIIb (HaI30p) B chepe oOpamieHus TeKapCTBEHHBIX CPEACTB

1. TocynmapcTBeHHBbI KOHTpoib (Ham30p) B cdepe oOpaiieHus JEKapCTBEHHBIX CPENICTB
OCYILIECTBIISICTCST TOCPEACTBOM  (pellepalbHOTO TOCYIApCTBEHHOTO KOHTposia (Ham3opa) B cdepe
oOpallleHusl JIEKQpCTBEHHBIX CPEACTB U (heepaabHOro TOCyAapCTBEHHOIO JIMIIEH3MOHHOTO KOHTPOIIS
JESTEIbHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB, OCYILECTBISEMBIX (peepalibHbIMU OpraHaMu
UCIIOJTHUTENIbHOM BJIacTH, ynonHoModeHHbIMU [IpaButensctBoM Poccuiickoit deneparuu.

2. Tlpenmerom (denepanbHOTO TOCYAAPCTBEHHOTO KOHTPOJS (Ham3opa) B cdepe oOpamieHus
JICKAPCTBEHHBIX CPEJICTB SIBIISIOTCS:

1) cobmroneHue 00sM3aTeNbHBIX TpeOOBaHUH B cepe oOpamnicHusl JIEKAPCTBEHHBIX CPEICTB, B TOM
YHCIIe:

a) TpeOOBaHMH K JOKIMHUYECKHM MCCIEAOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAHMSIM  JIGKAPCTBEHHBIX IIPENapaToB, W3TOTOBICHUIO, XPAaHEHUIO, TMEPEBO3KE, BBO3Yy B
Poccuiickyro ®enepauuio, OTIYCKYy, pealM3alnM, Neperadye, NTPOJAKE JIEKAPCTBEHHBIX CPEACTB,
NPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaTroB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHUIO
IPOU3BOJIUTENISIMUA JIEKAPCTBEHHBIX IPENapaTroB IIEH Ha JIEKApCTBEHHBbIE IpernapaThl, BKIIOYCHHBIE B
nepeveHb )KU3HEHHO HEOOXO0IMMBIX U BaXKHEHIINX JICKApCTBEHHBIX MIPENapaTos.;

0) TpeOOBaHMII K COOTBETCTBHIO JICKAPCTBEHHBIX CPEACTB, HAXOAAIIMUXCA B OOpalleHHH,
HoKa3aressiM KauecTBa, 3pPEeKTUBHOCTH U 0€30IaCHOCTH, YCTAaHOBJICHHBIM B COOTBETCTBUU C HACTOSALIMM
®denepanbHBIM 3aKOHOM;

B) TpeOOBaHUI K COONIOJIEHHIO CyOBEKTaMU OOpallleHUs JeKapCTBEHHBIX CPE/ICTB, YKa3aHHBIX B
yactu | craten 67.1 Hactosimero denepaqbHOrO 3aKOHA, OTPAHUYEHUM, HajdaraeéMbIX ctaTbsimu 67.1 u
67.2 nacrosamero denepanbHOro 3aK0Ha;

2) coOmrofeHWe JUIEH3UOHHBIX TpeOOBaHMN K  OCYLIECTBICHHIO  (papManeBTHUYECKON
JESATEIILHOCTH;

3) cobnoeHune TpeOOBaHUM K MTPEAOCTABICHUIO CYOBEeKTaMH OOpaIeHHs JIEKapCTBEHHBIX CPEICTB
UHPOPMALUU O JIEKApCTBEHHBIX CpEACTBaX M (WIM) JIEKApCTBEHHBIX Ipernaparax, MpeayCMOTPEHHOU
cratbsimu 9.1, 52.1 u 64 Hacrosmero @eaepanbHOro 3aKOHa.

3. Ilpm ocymectBieHnH (eaepalbHOrO TOCyIapCTBEHHOIO KOHTpoJNs (Haa3opa) B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEICTB MPOBOASTCS CIEAYIOIIME BHJbI KOHTPOJBHBIX (HAJA30PHBIX)
MEPOIIPUATHI:

1) nokyMeHTapHas IpOBEpKa;

2) Bble3HAsI IPOBEPKA,

3) BIOOPOUHBII KOHTPOJIb KaYecTBa;

4) KOHTpOJbHAS 3aKYIIKa;

5) MHCTIEKITMOHHBIA BU3UT;

6) HaOmoJeHHe 3a COONIIOJIEeHHEM O0sS3aTeNbHBIX TpeOOBaHUN (MOHMTOPUHI OE30MaCHOCTH)
(papmakxonaazop).

4. Opranusanus 1 ocyuecTBiIeHne (eaeparbHOro rocyJapCTBEHHOTO KOHTpOuIs (Hax3opa) B chepe
oOpareHusi JeKapCTBEHHBIX CpencTB perynupytorcs Denepanbubiv 3akonoMm oT 31 wmroms 2020 roma
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N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (Haa3ope) M MYyHHUIMIIAILHOM KOHTpoJie B Poccuiickoi
Oenepanun".

5. BuemnaHoBBI BBIOOPOYHBIA KOHTPOJIb KayecTBa MPOBOJUTCA B TOM 4YHCIE HAa OCHOBaHUU
IIPOrPaMMbI IIPOBEPOK.

6. [TnaHOBBIN BRIOOPOYHBIN KOHTPOJIh Ka4ECTBA HE TPOBOIUTCA.

7. Ilo pe3ynbraTaM BHIOOPOYHOTO KOHTPOJIS Ka4ecTBA HAPSy C PELICHUSIMH, IPEAyCMOTPEHHBIMU
DdenepanbabiM 3akoHOM OT 31 mrons 2020 roma N 248-D3 "O rocynapcTBEHHOM KOHTpOJE (Haa3ope) U
MYHUIIUTIATBHOM KOHTpojdie B Poccuiickoit denepanmu”, denepaabHbIMH OpraHaMH HCIOJHUTEIHHON
BJIACTHU, YIOJHOMOYEHHBIMH Ha OCYIIECTBICHHE BBIOOPOUYHOTO KOHTPOJIA KadyecTBa, MPUHUMAIOTCS
CJIEYIOIINE PELIEHUS:

1) o manpHeiileM TpaxJaHCKOM 00OpOTE CepHUM, MapTUU COOTBETCTBYIOILIETO JIEKAPCTBEHHOIO
CPEJCTBA B CIIy4ae MOATBEP)KICHUS 110 Pe3yJbTaTaM IPOBEJCHHBIX MCIBITAHUN COOTBETCTBUS KadecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBICHHBIM TPEOOBaHUSM;

2) 00 M3BATHH W3 TPAKAAHCKOTO 00OPOTA CEPHH, MAPTUU COOTBETCTBYIOIIETO JIGKAPCTBEHHOTO
CpelicTBa B Cllydae BBIABICHHUS IO pe3yjbTaTaM IMPOBEJICHHBIX HCIBITAHUNA HECOOTBETCTBUSI KAaueCTBA
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUM;

3) o mepeBone JEKAPCTBEHHOTO CpPEACTBAa Ha IMOCEPUMHBIN BBHIOOPOYHBIH KOHTPOJIb KauecTBa
JIEKapCTBEHHBIX CPEJCTB B Cllydyae MOBTOPHOI'O BBISBIIEHUS HECOOTBETCTBUS KAauecTBa JIEKAPCTBEHHOI'O
CPEICTBa YCTAHOBJIICHHBIM TpeOoBaHMSIM M (IIPH HEOOXOAMMOCTH) O IMpPOBEpKe CyOBeKTa oOpalieHus
JIEKapCTBEHHBIX CpeACTB. Pacxo/pl, CBA3aHHbBIE C MPOBEACHUEM IOCEPUNHOIO BHIOOPOYHOIO KOHTPOJIS,
OIIAYMBAIOTCS TMPOU3BOJIUTENEM JIEKQPCTBEHHOTO CpeAcTBa JHUOO JepKaTelieM WM BiaJelbleM
PErucTpaliOHHOT0 Y0CTOBEPEHNUS JIEKapCTBEHHOT' O IIperapara.

8. denepalibHbIA TOCYNAPCTBEHHBIN JIMUEH3UOHHBIA KOHTPOJIb JAESATENBHOCTU MO MPOU3BOJICTBY
JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUHM C 3aKOHOAATEIBCTBOM Poccuiickoin
®enepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOAIICTO (I)ez[epanLHoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

I'nasa 4 oononnena cmamveit 9.1 ¢ 1 uwnn 2021 2. - @edepanvhusviii 3akon om 11 uwona 2021 2. N
170-D3

Cratbsa 9.1. [Iporpamma npoBepox

1. B wmensx opraHuzainuyd BbIOOPOYHOTO KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPENCTB
dopmupyeTcs mporpamma MpoBepoK.

2. ns ueneil peanu3aluy IpOrpaMMbl MPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEJICTB U
OpraHM3aly, OCYILIECTBIISIIOIIME BBO3 JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®Pexnepanuio,
IPEIOCTaBIsAIOT B OTHOIIEHWM JIEKAPCTBEHHBIX CPEACTB JUIsl MEIUIUHCKOTO TPUMEHEHHS B
YIOJHOMOYEHHBIH (pefepalnbHblii OpraH MCIOJHUTEIBHON BIIACTH, OCYLIECTBISIOMIMNA (YHKIHMH IO
KOHTPOJIIO M HaJ30py B cdepe 3apaBOOXpAaHEHHUS, B OTHOLIEHUH JIEKAPCTBEHHBIX CPEACTB JUIS
BETEPUHAPHOTO TPUMEHEHHUS B YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCHIOJHUTENBHON BIIACTH,
OCYIIECTBISIOMUNA (PYHKITMU TI0O KOHTPOJIIO M HAJ30py B cepe oOpaleHus JeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NPUMEHEHUS, CBEIEHUS O CEPUAX, MAPTUAX JIEKAPCTBEHHBIX CPEACTB, MOCTYNAIOIUX B
rpaxkaanckuii obopor B Poccuiickoin deneparuu, B MOpsSIKe, COCTaBe U O0BEME, YCTAHOBIICHHBIX
yKa3aHHBIMH (eepalbHBIMH OpraHaMH HCIIOJHUTEIBHON BIACTH B OTHOIICHUU JIEKAPCTBEHHBIX CPE/ICTB
JUISE MEIUIIMHCKOTO MPUMEHEHHs] U B OTHOIIEHHWHU JIEKAPCTBEHHBIX CPEACTB [UIsl BETEPUHAPHOTO
IIPUMEHEHHUS COOTBETCTBEHHO.

3. Ilporpamma mpoBepok ¢opMHpyeTCs Ha KaleHAapHbI romx B cpok g0 30 aexalps roxa,
HPEIIECTBYIOLIETO TOAY MPOBeIeHHs BHIOOPOUYHOTO KOHTPOJIS.

4. B ciyyae HacTyIieHHs COOBITHH, yKa3aHHbIX B nojnyHkTtax "0" m "B" myHkra 2 uvactu 6
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HacTosIIEeH cTaThH, (efepabHbIM OPraHOM HCIOJHUTENBHOM BIACTH, OCYILIECTBIISIIOIIUM (YHKLUU I10
KOHTPOJIIO M Haa30py B cdepe 3apaBoOXpaHeHUs, (enepaibHbIM OpPraHOM HCIIOJHUTENLHOW BJIACTH,
OCYILECTBIIAIOUIMM (YHKIIMU 110 KOHTPOJIIO M HAA30py B cdepe oOpalleHus JeKapCTBEHHbBIX CPEACTB s
BETEPUHAPHOTO MIPUMEHEHHS, IPU HEOOXOIMMOCTH BHOCSATCSI COOTBETCTBYIOIINE N3MEHEHHS B IIPOrPaMMy
IIPOBEPOK.

5. B mporpammy npoBepOK MOTYT BKJIIOYAThCS MEPOIIPHUATHS C YUETOM HapyIICHUH, BBISBICHHBIX
B paMKax KOHTPOJIbHBIX (Ha30pPHBIX) MEPOIPUATHI 3a MPEIbIAYILIMNA KaleHJapHbIi TOI.

6. IIporpamMma poBEpOK COACPIKHUT:

1) nepedeHb JEKapCTBEHHBIX CPEACTB, 0TOOP 00Pa3LlOB KOTOPHIX OYAET OCYIIECTBIATHCSA B paMKax
BBIOOPOYHOTO KOHTPOJIS, POPMHUPYEMBIN C yUETOM PE3YIbTaTOB IOCYAaPCTBEHHOTO KOHTPOJIS (Ha130pa) B
cdepe oOpalleHHs JIEKAPCTBEHHBIX CPEACTB 3a KaJECHAAPHBIN 'O, MPEALIECTBYIOMUI IOy MpOBEIECHUS
BbIOOPOYHOIO KOHTPOJIS;

2) yka3aHue Ha COOBITHE, HACTYIUIEHHE KOTOPOIO SIBJIETCSI OCHOBAHMEM MAJISI OCYLIECTBICHMS
BbIOOPOYHOI'O KOHTPOJIS:

a) NOJy4YEeHUE CBEICHMH, MPEJCTABIAEMBbIX B COCTaBe M 00BbEME, YCTAHOBIEHHBIX (heaepalbHbIM
OpPraHOM HCIIOJIHUTEIFHON BIACTH, OCYIICCTBIISIOIUMM (YHKIMK IO KOHTPOJI W Haa3opy B cdepe
3/IpaBOOXpaHeHMsl, (eepaJbHbIM OPraHOM HCHOJHHUTEIbHOM BIAcTH, OCYIIECTBIIAIOIUM (DYHKIMH IO
KOHTPOJIIO M Haa30py B cdepe oOpalieHus JIeKapCTBEHHBIX CPENICTB ISl BETEPHHAPHOTO MPUMEHEHUS, O
cepusiX, MapTUAX JIEKApCTBEHHBIX CPEJICTB, MOCTYMAIOUIMX B TIpaxaaHckuil oOopor B Poccuiickoii
Qdenepany, YyKa3aHHBIX B IIyHKTe | HACTOSIIEH YacTH, OpraHW3alMsMH, OCYIIECTBISIONIMMA
IIPOM3BOJICTBO JIEKAPCTBEHHBIX cpencTB B Poccuiickoit denepanun M BBO3 JEKAapCTBEHHBIX CPENICTB B
Poccuiickyro @enepannio;

0) moydeHue MocTynawue B MopsaKe, yCTaHOBIEHHOM cTaThell 64 HacTosmero denepanbHOro
3aKoHa, WHPOPMALUK O TOOOYHBIX JCHCTBHUIX, HEKENATEIbHBIX PEAKIHUAX, CEPhE3HBIX HEXKEIaTeIbHBIX
peaKIMAX, HeNpeIBUCHHBIX HEXeNaTeIbHbIX PEeaKUUsAX IpU NMPUMEHEHHH JIEKapCTBEHHBIX IPENapaTos,
00 WHAVWBHUIYaIbHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH JIEKAPCTBEHHBIX IpenapaToB, a
Takke 00 MHBIX (PaKTax U OOCTOATENBCTBAX, NPEACTABISAIOMINX YIPO3y JKU3HU WM 3/10pPOBBIO YEJIOBEKa
au00 >KMBOTHOTO TPH TPUMEHEHHWW JIEKApCTBEHHBIX TIIPENapaToB M BBIABICHHBIX Ha BCEX JTarax
oOpalleHus IeKapCTBEHHBIX NpenapaTtoB B Poccuiickoit denepanyy u Apyrux rocy1apcrpax;

B) mojyuyeHue B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHoM oT 31 urons 2020 rona N 248-03 "O
rOCyJJapCTBEHHOM KOHTpoJie (Haa30pe) M MyHHIMIAIbHOM KoHTposie B Poccuiickoit ®Penepauuun"
CBEJICHUI O MPUYMHEHWH Bpena Wiu o0 yrpo3e NMpUYMHEHUS Bpena >KU3HHU, 3JOPOBBI0 TPaKIaH WU
KHUBOTHBIX.

Wndopmarys 06 n3MEeHEHHAX:

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

Cratbsa 9.2. ['ocyaapcTBeHHBIH KOHTPOJb (HaA30p) 3a peaiu3anueil opraHaMu HCIIOJTHUTEIbHON

BiIacTH cyObekToB Poccuiickoit @enepanuu mnoiaHoMouMid B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIMHCKOIO IPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTPOJIb (HAaA30p) 3a peaiu3aneil opraHaMi HCHOJHHUTEIbHOM BiacTu
cyonbekToB Poccuiickoit @enepanuu nmoaHoMouui B cdepe oOpallleHusi JeKapCTBEHHBIX CPENCTB IS
MEAMIMHCKOTO TPUMEHEHMS] OCYIIECTBISETCS  yNoJHOMoueHHbIM [IpaButenbctBoM  Poccuiickoit
®denepanvivi OPraHOM UCIIOTHUTENBHON BIIACTH.

2. IlpenMeTroM TOCYHapCTBEHHOTO KOHTpoOJs (Haja3opa) 3a peaiu3alueld  opraHamu
UCIIOJTHUTENIbHON BnacTu cyOwbekToB Poccuiickoit ®enepanuu mnonHomouudl B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB IS METUIIMHCKOTO NPUMEHEHUs SBISETCS COONIO/IEHUE YIOJTHOMOYEHHBIMH
OpraHaMH HCIIOJHUTEIbHOW BiacTu cyOwbekToB Poccuiickoit ®denepannu METOAMKH YCTaHOBJIECHUS
OpeleNbHBIX Pa3MEpPOB OINTOBBIX HAJ0ABOK M MpPECNbHBIX pa3MEpoB PO3HUYHBIX HAA0aBOK K
(aKkTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOJUTENSIMU JIEKApPCTBEHHBIX IpernapaToB, Ha
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JICKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B I[E€PEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXXHEHIIMX
JIEKapCTBEHHBIX IIPETAapaTOB.

3. Ilpu ocyuiecTBieHUU TOCYAapCTBEHHOIO0 KOHTPOJA (HAa30pa) 3a peanusaleil opraHamu
UCTIOJIHUTENILHOW BiacTH CcyObekToB Poccuiickoit @enepanuu mnomHoMouuii B cdepe oOparieHus
JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOIO IPUMEHEHUS IPOBOASATCS CIIEAYIOUIME BUIbI MEPOIPUATHI:

1) noKyMeHTapHbIE IPOBEPKH;

2) BbIe3AHBIC POBEPKH.

4. Opranuzainus U OCYIIECTBICHHE TOCYJAApCTBEHHOTO KOHTPOJs (Haa3opa) 3a peaiu3anuein
OopraHaMy HCITOJIHUTEIILHOM BJacTH CyObekToB Poccuiickoii @Dexepanuu MOJTHOMOYMH B cdepe
oOpallleHus1 JIEKApCTBEHHBIX CPEJICTB JUIsI MEAMIMHCKOIO NPUMEHEHUs peryiupyrorcs denepanbHbIM
3aK0HOM OT 6 OKTs0psa 1999 roma N 184-®3 "OO6 oOmmx NpUHIMIAX OPraHU3alUHd 3aKOHOJATCIIbHBIX
(IpeICTaBUTENbHBIX) W HCHOJHHUTENBHBIX OpPraHOB T'OCYJApCTBEHHOH BiacTu CyOBekToB Poccuiickoit
®Denepanun.

5. [Tlonoxxenue ©O TOCYHapCTBEHHOM KOHTposie (Ham3ope) 3a peaiu3anueld oOpraHaMmu
UCIIONTHUTENbHON BnacTu cyOwekToB Poccuiickoit ®enepanuu mnonHomouuidt B chepe oOparieHus
JIEKApCTBEHHBIX CPEACTB I MEAULMHCKOrO IIpUMeHeHus yTBepkuaaercs lIpaBurensctBoM Poccuiickon
®enepanuu.

Wupopmarus 06 H3MEHEHHSIX:

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

Cratba 9.3. PernoHaibHbIl rOCyapCTBEHHBI KOHTPOJIb (HAaA30p) 3a NPUMEHEHUEM LIEH Ha

JIeKapCTBEHHbIE MpenapaThl, BKIIOUEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX IPENapaToB

1. PerroHasbHbli rocy1apcTBEHHBIH KOHTPOJIb (Ha30p) 32 IPUMEHEHUEM LIEH Ha JICKapCTBEHHbIE
npenaparsl, BKJIIOUEHHbIE B IIEpPEYEHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKaPCTBEHHBIX
IpenapaToB, OCYIIECTBISIETCS OPraHOM HCIOJHUTENBbHOW BiacTH cyOobekra Poccuiickoit denepanuu,
YIOJTHOMOYEHHBIM BBICIIMM HCIIOJIHUTEIBHBIM OPraHOM I'OCY/JapCTBEHHON BiacTu cyOwbekTa Poccuiickoit
denepanuu.

2. IlpenmeToM pernoHaNbHOIO rocyJapCTBEHHOTO KOHTPOJIA (HaA30pa) 3a NPUMEHEHUEM LIeH Ha
JIeKapCTBEHHbIE TMpernaparbl, BKJIIOUYEHHBbIE B MEPEYEHb >KU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIUX
JIEKapCTBEHHBIX  TPENaparoB,  SBISETCS  COOJIOJEHHWE  OpraHM3alMsIMH  ONTOBOM  TOPrOBIHU
JIEKapCTBEHHBIMHU CPEJICTBAMHU, allTEYHBIMU OpPraHU3aLUsAMHU, WHIAUBUAYAJIBHBIMU IPEANPUHUMATEISAMH,
UMEIOUIUMH  JIMIEH3UI0 Ha (apManeBTUYECKYI0 JESTeNIbHOCTb, MEAMIMHCKUMH OpraHU3alusMHu,
UMEIOIMMH JIMIEH3UIO Ha (PapMalleBTHUECKYIO JEATENbHOCTh, U UX 000COOJIEHHBIMU MOpa3/eeHUIMHU
(amOynaTopusiMu, penpamepckuMu U GenbaIepcKo-aKyIlIepCKUMU yHKTaMH, LEHTPaMHU (OTAEIECHUSIMH)
oOmiell BpaueOHON (ceMeilHOM) MpPaKTHUKH), PACIMOIOKEHHBIMH B CEJIbCKUX HACENEeHHbIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTE€YHble OpTraHu3allM, MpU pealu3alud JEeKapCTBEHHBIX IpernapaToB
TpeOOBaHUN K NPUMEHEHHUIO IIeH, YPOBEHb KOTOPBIX HE JOJKEH NpPEBBIIATh CyMMYy (QaKTHUECKOU
OTIYCKHOM LI€HbI, YCTAHOBJICHHON IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IpENaparoB, U KOTOpbIE HE
NPEBBIMIAIOT 3aPETUCTPUPOBAHHBIX MPEIETbHBIX OTIYCKHBIX LI€H, U Pa3MEPOB ONTOBBIX HAa0ABOK U (MJIN)
pa3MepoB PO3HUYHBIX HAJI0aBOK, HE IMPEBBIIIAIONINX COOTBETCTBEHHO Pa3MEPOB IMpENEIbHBIX ONTOBBIX
Ha/10aBOK U (WJIK) pa3MepoB MpeAeTIbHBIX POSHUYHBIX HA10aBOK, YCTAaHOBIIEHHBIX B cyOBbeKkTe Poccuiickoit
denepanuu.

3. Opranuzanysi U OCYIIECTBICHHE PETMOHAJIBHOIO T'OCYIAapCTBEHHOIO KOHTpoJA (Haa3opa) 3a
IIPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE MpernapaThl, BKIOYEHHbIE B IePEUeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEMILNX JIEKAPCTBEHHBIX IpenaparoB, perynupytorcs denepansueiv 3akoHom oT 31 urons 2020 roga
N 248-®3 "O rocymapcTBEeHHOM KOHTpoJie (Haa3ope) W MYyHHUIMIIAILHOM KOHTpoJie B Poccuiickoi
Oenepauun".

4. TlonoxeHne 0 PerMOHaJILHOM IOCYAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MpUMEHEHUEM IIeH Ha

12.01.20222 Cucrema TAPAHT 23/139


http://ivo.garant.ru/document/redirect/12117177/0
http://ivo.garant.ru/document/redirect/12117177/0
http://ivo.garant.ru/document/redirect/403092740/1000
http://ivo.garant.ru/document/redirect/400889843/90011
http://ivo.garant.ru/document/redirect/74449814/0

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

JICKapCTBEHHBIC TMpeIapaThl, BKIIOYCHHBIC B MEPEUEHb JKU3HEHHO HEOOXOAUMBIX M BaKHEHUIIINX
JIEKAPCTBEHHBIX MPENApaTOB, YTBEPKIAACTCS BBICHIMM HCHOJHUTEIBLHBIM OPraHOM TOCYJapCTBEHHOMN
BlacTu cyowrekTa Poccuiickoit denepanuu.

Wndopmarus 06 H3MEHEHHSX:

Inasa 4 oononnena cmamveu 9.4 ¢ 1 urona 2021 e. - Dedepanvuviii 3axon om 11 uwons 2021 . N
170-D3

Cratba 9.4. @DenepasibHbII TOCYJApPCTBEHHBIN JIMLEH3UOHHBIH KOHTPOJIb JEATEIBHOCTH IIO

IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB

1. ®denepanbHbli TOCYAAPCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JAEATEIbHOCTU 110 IPOU3BOICTBY
JICKapCTBEHHBIX CPEACTB OCYLIECTBIAETCA (elepaibHbIMH OpraHaMH HUCIOJHUTEIBHOW  BIIACTH,
ynosiHoMo4eHHbIMU [IpaButenscTBoM Poccniickoit denepanun.

2. @enepanbHblil TOCYJApPCTBEHHBIM JIMIIEH3UMOHHBIM KOHTPOJb JIEATEIbHOCTH MO MPOU3BOACTBY
JIEKapPCTBEHHBIX CPEJCTB OCYILIECTBIISAETCA B COOTBETCTBUM ¢ DesepanbHbiM 3akoHOM 0T 4 mas 2011 rona
N 99-®3 "O nuueH3upOBaHUHU OTACIBHBIX BUIIOB JesTeabHOCTU" 1 DenepasibHbIM 3aKOHOM OT 31 urois
2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoje (HAA30pe) W MYHHUIMIAIHLHOM KOHTPOJIE B
Poccuiickoit ®enepanun". B pamkax denepaabHOr0 rocyJapCTBEHHOTO JIMLIIEH3MOHHOTO KOHTPOJIS
JESATENIbHOCTH 110 TPOM3BOJACTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIbHBIE (HAA30pHbBIE)
MEpPOIIPUATHS HE MPOBOIATCS, MPU 3TOM MPOBOJUTCS MNEPUOJUYECKOE MOATBEPKIECHUE COOTBETCTBUSA
JUIEH3UATOB JIMIIEH3UOHHBIM TpeOOBaHUSM B COOTBETCTBUM ¢ DenepalibHbIM 3aKOHOM OT 4 Mas
2011 romga N 99-®3 "O nuiieH3upOoBaHUU OTJEIbHBIX BUJIOB JE€ATCIHBHOCTH" .

I'naBa 5. Pa3pa60TKa, JAOKJIHUHUYIECCKHUE UCCIICAOBAHUS JIEKAPCTBEHHBIX CPEACTB, a TAKKE
KIMHHYECCKHE UCCIACI0BAHUSA JICKAPCTBCHHLIX IPeapaToB J1Jifl BETCPUHAPHOI'O IPUMECHCHUSA

Cratbs 10. PazpaboTka JiekapCTBEHHBIX CPECTB

1. Pa3paboTka JeKapCTBEHHBIX CPEJCTB BKJIIOYaeT B ceOs MOMCK HOBBIX (hapMaKoJIOTHYECKU
AaKTHUBHBIX  BEIIECTB, TIOCIEYIONIee W3yYeHHEe WX JICKApPCTBEHHBIX CBOWCTB, JOKIMHUYECKUE
UCCIIeIOBaHMs, pa3pabOTKy TEXHOJOIMH NPOM3BOACTBA (papMaleBTUYECKHX CyOCTaHIMH, pa3paboTKy
COCTaBOB M TEXHOJOTHIA IIPOM3BO/ICTBA JICKAPCTBEHHBIX MIPEMapaToB.

2. duHaHCOBOE oOecneueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYILIECTBISETCS 3a CUeT:

1) cpencTs penepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpEICTB IPOU3BOUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAY4YHO-MCCIIEJOBATEIbCKUX paboT MO JOTOBOPY MEXAY pa3pabOTUMKOM JIEKapCTBEHHBIX CPEACTB U
IIPOM3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) uHBIX HE 3alpeIIeHHBIX 3aKOHO1aTebCTBOM Poccuiickoit denepariii HCTOYHHUKOB.

3. IlpaBa  pazpaGoTumka  JIEKapCTBEHHOTO  CPEJCTBA  OXPAHAIOTCS  TPAXkIAHCKUM
3aKOHO/AaTEIBCTBOM.
TAPAHT:

CMm. xommeHTapuu Kk ctatbe 10 HacTosimero denepajbHOrO 3aKOHa

Crarbs 11. JIOKIMHHYECKOE WCCIEAOBAHUE JIEKAPCTBEHHOIO CPEACTBA Uil MEAUIMHCKOIO
MPUMEHEHUS
1. JloknmHMYeCcKOe MCCIeOBAHUE JIEKAPCTBEHHOTO CPEACTBA JJISI MEIUIMHCKOTO MPUMEHEHUS
MPOBOJIUTCA MyTEM IMPUMEHEHUS] HAay4YHBIX METOJOB OILEHOK B IEJAX MOJYyYEeHHUs] JOKa3aTelbCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

Wndopmarys 06 M3MEHEHUAX:
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Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 11 nHacmosweeo
DedepanbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
2. JIOKJIMHMYECKOE KCCIICIOBAHNE JIEKAPCTBEHHOTO CPEICTBA Ui MEIMIMHCKOTO MPUMEHEHHS
MPOBOJAMTCS B COOTBETCTBUHU C MpaBWIAMH HAJJICKAIICH J1a00paTOPHOW NPAKTHKH, YTBEPIKICHHBIMH
YIIOJTHOMOYCHHBIM (heiepalibHbIM OPTaHOM UCTIOTHUTEIIBHOM BIIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 2 uwas 2013 2. N 185-®@3 6 uacmv 3 cmamou 11 nHacmoswezco
DedepanbHo20 3aKOHA BHeCeHbl U3MeHeHUsl, ecmynaroujue 8 cuny ¢ 1 cenmsops 2013 2.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

3. JIns opraHu3alMy U TPOBENEHUS JOKIMHUYECKOTO HCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA
JUIE  MEIUIUHCKOTO TIPUMEHEHUs pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB MOTYT IPHUBIICKATH
HAYYHO-HMCCIIEIOBATEIbCKUE OpraHu3aluy, 00pa30BaTeNIbHbIC OPTraHW3aIlMM BBICIIETO OOpa30BaHMUA,
UMCIOIIME HEOOXOJUMYI MaTepHaIbHO-TEXHHUECKYI0 0a3y M KBAIM(UIIMPOBAHHBIX CIEIMAINCTOB B
COOTBETCTBYIOIIEH 00JaCTH UCCIIEIOBAHMUS.

4. JIOKIMHHYECKOE WCCIICIOBAaHHE JICKAPCTBEHHOTO CPEICTBA JUISI MEAMIIMHCKOTO IMPUMEHCHHUSI
MPOBOAMTCS 10 YTBEPKIACHHOMY pPa3pa0OTYMKOM JICKAPCTBEHHOTO CpPEICTBA IUIAHY C BEICHUEM
IPOTOKOJIa 3TOTO HMCCIEIOBAaHHUA M COCTABICHHEM OTYETa, B KOTOPOM COJAEPIKATCS PE3yJbTAaThl ATOTO
UCCIICIOBAHMS U 3aKITIOYCHUE O BO3MOXXHOCTH MPOBEJCHUS KIIMHUYECKOTO UCCIICIOBAHHS JICKAPCTBEHHOTO
nperapara Jyisi MeTUITUHCKOTO IPUMEHEHHUS.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 11 nHacmoswezco
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

5. TlpoBeaeHune mPOBEPOK COONIOJIEHUs TIPaBUI HaJJexalle 1abopaTopHON MPAKTUKH H
MPABOBBIX HOPM  HCIOJB30BAHUS KUBOTHBIX TMPH TPOBEJACHUH JIOKIMHHUYECKUX HCCIICTOBAHHMA
JICKAPCTBEHHBIX CPEJICTB S MEAUIMHCKOTO TPUMEHEHHUS OCYIIECTBISETCS  YIOTHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH.

6. Pe3ynbpTaThl JNOKIMHHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO
NPUMEHECHUST MOTYT OBITh TPEJCTABJIICHBI B YIIOJIHOMOUYEHHBIH (helepanbHblii OpraH WCHOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM MOPSIKE B IENISIX TOCYIaPCTBEHHOMN perucTpaiiy JeKapcTBEHHOTO MpemnapaTa.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 11 HaCTOAIICTO q)enepaanoro 3aKOHa

Crarba 12. JIOKIMHHYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOTO CPEICTBA U  KIMHHUYECKOE
HCCIIEIOBAHME JIEKAPCTBEHHOIO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHUS

1. JIOKIMHUYECKOE HCCIIeIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOI'O MPUMEHEHUS
MPOBOAUTCA IIyTEM IPHUMEHEHUsS] HAYYHBIX METOJOB OLEHOK B LENAX MOJYy4YEHUs [0KA3aTelbCTB
0e30MacHOCTH, KauecTBa U 3((PEeKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE ONpeNeeHHUs CpoKa
€ro BBIBEJICHHS M3 OpraHW3Ma *XKHBOTHOTO, B IENAX obecredeHuss 0e30MacHOCTH MPOIYKIIUN KUBOTHOTO
MIPOUCXO0XKICHUS MTOCIIE TPUMEHEHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOIO Mpenapara.

2. JIOKIMHUYECKOE HCCIEAOBaHUE JIEKAPCTBEHHOTO CPEJACTBA M KJIMHUYECKOE HCCIEAOBaHUE
JICKAPCTBCHHOT'O IIpf€riaparta AJd BETCPUHAPHOIO MPUMCHCHHA, HWCCIICAOBAHNEC OMOD’KBUBAJIEHTHOCTH
YKa3aHHOT'O JIEKAPCTBEHHOI'O IMpemnapara MPOBOAATCA B COOTBETCTBUM C IIPAaBUIIAMU, YTBEPKIACHHBIMU
YIOJTHOMOYEHHBIM (e/iepalIbHbIM OPTaHOM MCTIOTHUTEIbHON BIACTH.

T'APAHT:

CMm. Meroanueckne ykazanus "[IpoBeneHHE KadyeCTBEHHBIX HCCIEIOBAHUNA OHOIKBUBAIICHTHOCTH
JIEKapCTBEHHBIX CpeACTB", yTBepkaAeHHble Mun3apasconpa3sutusa Poccun ot 30 aBrycra 2004 r.
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3. JlokIMHMYECKOEe HCCIIEA0BaHNE JIEKaPCTBEHHOTO CPEJCTBA M KIMHUYECKOE HCCIIEOBAaHHE
JIEKapCTBEHHOI'0 IIpermapara Ui BETEPUHAPHOIO IIPUMEHEHHUSA IIPOBOAATCS II0 YTBEPXKIACHHOMY
pa3pabOTYMKOM JICKApPCTBEHHOTO CPEJICTBA IUIaHY C BEACHHEM IPOTOKOJIOB O3THX HCCIEIOBAHUN U
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COJEPKATCS PE3yIbTAThl THX HCCIECIOBAHU.

4. Jlnst opraHu3anuy U TMPOBEACHUS JOKIMHUYECKOTO MCCIIEAOBaHMS JIEKAPCTBEHHOTO CPEJCTBA U
KJIMHUYECKOTO MCCIIEIOBAHUS JICKAPCTBEHHOTO Iperapara /Uil BETEPUHAPHOTO MPUMEHEHHS pa3paboTunK
JEKapCTBEHHOTO  CPEACTBA  MOXKET  IPHBJIEKATh  OpraHM3allM,  HMMEIOINE  HEO0OXOIUMYIO
MaTepHaIbHO-TEXHIUUECKYI0 0a3y M KBaJM(HUIMPOBAHHBIX CIEIMAINCTOB B COOTBETCTBYIOUICH 001acTh
MCCIIEJOBAHMS.

5. KimHnueckue uccieloBaHus JIEKApCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHMS
IPOBOJAATCS B BETEPHUHAPHBIX OpraHM3alMAX M B OpTraHH3alUAX, OCYIICCTBIIONINX pPa3BEJCHHUE,
BbIpallilUBaHUC U COACPIKAHNUC ) KUBOTHBIX, B LCIIAX:

1) ycTaHOBJIEHUS TEPEHOCHMOCTH JICKAPCTBEHHBIX MPETapaToB 3J0POBBIMH KHBOTHBIMU;

2) mombopa ONTUMAIBHBIX JO3MPOBOK JICKAPCTBEHHBIX IPEMapaToB M Kypca JICUCHUs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C ONPEICICHHBIM 3a00JICBaHUEM;

3) ycraHoBieHuss ~ 0€30MacHOCTH H  APPEKTUBHOCTH  JICKAPCTBEHHOTO  Ipernapara,
NpeJHA3HAYCHHOTO JUIA JICUCHHS ONPENECNICHHBIX 3a00JeBaHUN JKUBOTHBIX, WIN 3(PQHEKTUBHOCTH
JIEKapCTBEHHOTO Iperapara Jjisi Mpo(QHIaKTHKH 3a00JI€BaHHIA 3/T0POBBIX KHUBOTHBIX;

4) wm3ydeHHsT BO3MOXKHOCTEH pAacIIUpEHHs ITOKAa3aHUH K TNPUMEHEHHUIO 3aperuCTPHPOBAHHOTO
JIEKapCTBEHHOTO MpernapaTa 1 BhISIBJICHUS pPaHEe HEM3BECTHBIX 1TOOOYHBIX JICHCTBHUIA.

6. Knmaunueckoe uccieoBaHHE JIEKapCTBEHHOTO Ipenapara Ui BETepPUHAPHOTO NPUMEHEHHS
OCYIIECTBIIICTCA 3a CUET CPEICTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPE/ICTBA.

7. Otuersl O pe3yjibTaTax IOKIMHUYECKOTO HCCIEIOBaHMUS JIEKAPCTBEHHOIO CpelicTBa U
KJIMHAYECKOTO  MCCIIEOBAHUS  JICKAPCTBEHHOTO TIpermapara JUisi  BETEepUHAPHOTO  IPUMEHEHUS
COCTaBJISIFOTCS  pa3paOOTYMKOM JICKApPCTBEHHOTO CpPEACTBAa C YYETOM 3aKIIOUEHHH OpraHu3alui,
MNPUHHUMABIINX YYaCTHEC B OpraHU3aluy U MPOBCACHUU 3THUX I/ICCHGILOB&HH?I.

8. KoHTponb 3a mpoBeAeHHEM JOKIMHHYECKUX MCCIEJOBAHUN JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECCKUX I/ICCJ'IC)IOBaHI/H\/JI JICKAPCTBCHHBIX npemnaparon JIIA BCTCPUHAPHOI'O MMPUMCHCHU A
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOJHUTENIBHOM BIacTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 12 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

I'maBa 6. OcyuiecTB/IeHHE TOCY/IaPCTBEHHON perucTpaluy JeKapCcTBEHHbIX MPeNnapaToB

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 13 nacmosweco Dedepanvroco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cury ¢ 1 utona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Cratbs 13. ['ocygapcTBeHHasi perUCTpallis JIEKapCTBEHHBIX MIPErapaToB

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim  3akonom om 13 wuwona 20152, N 241-d3 yacme 1 cmamvu 13 Hacmoswezo
DedepanbH020 3aKOHA U3NLONACEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
1. B Poccuiickoit @enepanun I0MyCKarOTCs MPOU3BOJICTBO, U3TOTOBIICHUE, XPAHEHHUE, MIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuto, BeiBo3 u3 Pocculickon ®Penepanuu, peknama, OTIIYCK, peanu3alus,
nepenada, MPUMEHEHHE, YHUUYTOKEHHME JIEKapCTBEHHBIX IIPENapaToB, €CIM OHM 3apErMCTPUPOBAHBI
COOTBETCTBYIOIIUM yIOJTHOMOYEHHBIM (peiepaibHBIM OPTaHOM HCIIOJIHUTENHHON BIACTH.
2. 'ocygapCTBEHHOM perucTpaivy NoAJIexKar:
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1) Bce nexkapcCTBEHHBIE IpemnapaThl, BIIEPBbIC MOJyIeXkKallue BBOLY B oOparmieHue B Poccuiickoit
®denepauny;

2) nexkapcCTBEHHbIE IpenapaThl, 3aperUCTPUPOBAHHBIE paHEe, HO MPOU3BEACHHbIE B JIPYrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C IEpEYHEM HAMMEHOBAHMUU JIEKAPCTBEHHBIX ()OpM, B HOBOMA
JIO3UPOBKE IPH JI0KA3ATEIbCTBE €€ KIMHNUYECKON 3HAYMMOCTH U 3()(PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETUCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX PEnapaToB.

3. l'ocynapcTBeHHass perucTpanms JIEKapCTBEHHBIX MPENapaToB OCYILIECTBISAETCS MO Pe3yJIbTaTaM
OKCHEPTH3bl JICKAPCTBEHHBIX CPEJICTB, a TOCYIApCTBEHHAs PETUCTpanus Op(aHHBIX JEKapCTBEHHBIX
IIpenapaToB OCYILIECTBISACTCA 10 pe3yJbTaTaM 3KCIEpPTU3bl JOKYMEHTOB, IPEACTABICHHBIX JUIS
OIpe/ieNIEeHUs] BO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN IpenapaT Uil MEIULUHCKOIO MPUMEHEHHUS
IPU OCYILECTBICHUH TOCYJaPCTBEHHON PErucTpaliy B KadyecTBe op(haHHOTro JIEKapCTBEHHOTO Ipernapara,
U TI0 pe3yJIbTaTaM KCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB.

4. l'ocynapcrBenHas perucTpanms JIEKAPCTBEHHOTO npenapara OCYLLECTBIISETCA
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (hefepabHBIM OpPraHOM HCIIOJIHUTEIBHONH BIIACTH B CpPOK, HE
MPEBBIIIAIOIINNA CTa MIECTUIECATH pabOYMX JHEW CO JHS MPHUHITHS COOTBETCTBYIOIIETO 3asBICHUS O
rOCy/IapCTBEHHOW perucTpanuy JIEKapCTBEHHOro Ipenapara. B yka3aHHbBI CpOK BKJIIOYAETCS Bpems,
HEO0O0XO0MMOE JIsi TIOBTOPHOTO MPOBEACHUS SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH CO
crateeil 25 Hacrosimiero denepanbHOro 3akoHa. Cpok roCyJapCTBEHHOM PErucTpalvy JIEKapCTBEHHOTO
mpernapaTa UCUUCISETCS CO IHS MPUHATUS COOTBETCTBYIOUINM YIOJIHOMOYEHHBIM (efiepaibHbIM OPraHOM
UCIIOJIHUTENIBHOM  BJIACTM  COOTBETCTBYIOIIETO  3asiBI€HHUS O TOCYJAapCTBEHHOW  pPETrUCTpaluu
JICKapCTBEHHOIO IpermapaTa C NPUIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB IO JIeHb BbIIayu
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Tpenapara. Bpems, HeoOXoauMoe AJisi HallpaBICHHS
YIOJTHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIIOJIHUTEIbHOW BJACTH 3ampoca O MPEACTaBICHUU
HEOOXOJUMBIX MAaT€pHAJIOB U MPECTABICHUS 3asBUTENIEM OTBETA Ha JIAHHBIM 3alpoCc B COOTBETCTBUU CO
cratesiMu 16, 19 m 23 nHactosmero ®denepaJbHOrO 3aKOHA, HE YYMTHIBAECTCA IPU HCUMUCIECHHUU CPOKa
roCy/1apCTBEHHON PETUCTPALIMU JIEKapCTBEHHOTO Mpenapara.

5. T'ocynapcTBEeHHOM pEerucTpanyu He MOIeXKAT:

Wndopmarius 06 n3MEHEHHSX :
Ilynkm 1 usmenen ¢ 1 mapma 2023 a. - @edepanvuuiii 3axon om 30 dexabps 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1) nexapcTBEHHBbIE MpenapaThl, M3rOTOBJICHHBIC alTEYHBIMU OPTAHHU3AIUSIMH, BETEPUHAPHBIMU
anTeYHbIMM OPraHU3alUAMH, UHIAUBUAYAJIbHBIMU NPEANPUHUMATENSMHA, KOTOPbIE UMEIOT JIMIIEH3UIO Ha
(dbapmareBTUUECKyl0 JeATEIbHOCTh, IO pelenTaM Ha JIEKapCTBEHHBIC TpernapaTthl U TPeOOBaHUAM
MEIUIMHCKUX OpPraHu3aluii, BETEpUHAPHBIX OpraHU3allni;

2) nekapCTBEHHBIE MpernapaThl, MPUoOpeTeHHbIe (M3NYECKUMU JTUIaMU 3a Tipenenamu Poccuiickoit
denepanny U NpeJHA3HAYEHHBIE J151 TUYHOTO UCTIOIb30BAHMUS;

3) JexapcTBEHHbIE TIpenapathl, BBO3UMbIe B Poccuiickyto deaepanuio A1 OKa3aHUs MEIUIIMHCKOM
MOMOILU IO >XKM3HEHHBIM MOKa3aHUsIM KOHKPETHOI'O MAallMeHTa Ha OCHOBAaHWU pa3pellieHus, BBIAAHHOTO
YIOJIHOMOYECHHBIM (peiepaibHbIM OPTaHOM UCTIOTHUTEIHFHOM BJIACTH,

4) nexkapcTBEHHBbIE CpeICTBa, BBo3uMbIe B Poccuiickyro denepaivio Ha OCHOBAHUHM BBIJIAHHOTO
YIIOJITHOMOYECHHBIM (peZIepallbHBIM OPTaHOM HCTIOJTHUTEIHHOM BJIACTH Pa3pelIeHHs] W MpeaHa3HauYeHHBIE
JUIsl TPOBEJEHUSA KIMHUYECKUX HWCCIEAOBAaHUI JIEKQpCTBEHHBIX NpenaparoB W (WJIKM) NpOBEACHUs
OKCTHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  MJIsi  OCYIIECTBIEHUS  TOCYJApCTBEHHOW  pPETHUCTpaIluu
JIEKAPCTBEHHBIX MPENapaTOB;

5) dbapmanieBTHUECKHE CyOCTaHIINM;

6) paanodapmaleBTHUECKHE JIEKAPCTBEHHBIC MpenapaThl, M3TOTOBICHHBIE HEMOCPEICTBEHHO B
MEJUIIMHCKUX OpPTaHU3AlMIX B TIOPS/IKE, YCTAHOBICEHHOM YIIOJTHOMOYEHHBIM (heneparbHbIM OpraHoM
WCIIOJIHUTENIbHON BIIACTH;

7) nexapCTBEHHBIE TIPETapaThl, MPOU3BOAUMBIE JJISI SKCIIOPTA.
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6. He nomyckaercs rocy1apCcTBEHHasi pErUCTpaLys:
1) nexkapCTBEHHBIX IIpENapaToB, OTIMYAIOIIMXCS JPYyr OT JApyra KadeCTBEHHBIM COCTaBOM
JEUCTBYIOIIUX BEILECTB, I10J OAUHAKOBBIM TOPIrOBBIM HAMMEHOBAHUEM;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 2 uzmenen ¢ 15 uronsn 2018 a. - @eodepanvrviii 3axon om 4 urons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

2) OJIHOrO JIEKapCTBEHHOI'O Iperapara, MpeJCTaBIEHHOI0 Ha IOCYJapCTBEHHYIO PETUCTPALIMIO B
OTHOILLIEHWH OJHOTO W TOTrO K€ JepKaTellsd WIM BJIaJeNblla PETUCTPALMOHHOTO YJIOCTOBEPEHUS
JICKapCTBEHHOTO Ipenapata B BUIE JBYX M 0oJjiee JIEKAPCTBEHHBIX MPENapaTroB IOJ pPa3TUYHBIMU
TOPrOBBIMU HAaUMEHOBAaHUSIMHU.

7. Tlo 3ampocy (B 27eKTpoHHOH (opme WM Ha OyMa)XHOM HOCHTENe) CyObhekTa oOpareHus
JICKapPCTBEHHBIX CPEACTB COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (eJiepaibHbIM OPraHOM HCIIOTHUTEIbHON
BJACTH, OCYILECTBISIOUIMM TOCY/JapCTBEHHYIO PETUCTPALMI0  JIEKApCTBEHHBIX IpENnaparoB, B
YCTaHOBJIEHHOM UM IOPSJIKE OCYLIECTBIISIETCS HAYYHOE KOHCYJIbTUPOBAHHME IO BOIPOCAM, CBSI3aHHBIM C
IIPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHNUN, KIMHUYECKUX UCCIIEOBAHUN JIEKAPCTBEHHBIX MpPENapaTos,
9KCIIEPTHU3bl KAa4eCTBA JIEKAPCTBEHHBIX CPEACTB, YPPEKTUBHOCTH U OE30MACHOCTH, C OCYIIECTBICHUEM
roCy/1JapCTBEHHOW PETUCTPALMU JIEKApCTBEHHBIX IpernapaToB. KoHCylbTHpOBaHHE OCYIIECTBISETCS C
npuBIIeYeHHEM (pellepalibHBIX TOCYIapCTBEHHBIX OIOJKETHBIX YUPEKACHUMN, TOIBEJOMCTBEHHBIX JAHHOMY
denepanbHOMY OpraHy HCHOJHHUTEIBHON BIACTH M HE YYAaCTBYIOIIMX B OPraHM3allMU TPOBEICHUS
SKCHEPTHU3bl KAyecTBa JIEKAPCTBEHHBIX CPEIACTB B LEJIAX OCYILIECTBICHUS WX TOCYJapCTBEHHOMN
perucTpanvi B COOTBETCTBMU CO crarThed 16 Hactosmero denepanbHOro 3aKOHA, B BUIE OTBETA B
NUCbMEHHOU (hopMe YIOIHOMOUYEHHOTO (peepaqbHOr0 OpraHa HCIOJMHUTEIBHOW BJIAcTH Ha 3ampoc.
Pa3zmep B3uMaemoii ¢ 3asBUTENS IUIATHI ONPENEAECTCS B COOTBETCTBUU C 3aKOHOJIaTeILCTBOM Poccuiickoit
Oenepanyy 00 OpraHu3aluy MPEAOCTaBICHUS TOCYAAPCTBEHHBIX U MYHUIIUIIATIBHBIX YCIyT. MHpopMarus
00 OCYIIIECTBIICHUH HAYYHOTO KOHCYJIBTUPOBAHUSA, B TOM YUCIIC CTaTbU, 0030pbI, CIIPABOYHBIC MaTEPUAITBI
U uHas uHpopMalus 00 OCYIIECTBICHUN HAy4YHOTO KOHCYJIBTUPOBAHUS, pa3MeIlaeTcss Ha OPUIIMaTEHOM
caiiTe yNOJIHOMOYEHHOro (eaepaabHOro oOpraHa HCIOJIHUTENbHOW Biactu B cetu "HHTepHer" c
COONIOZICHMEM OTpPaHUYEHHUH, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O TIEPCOHANBHBIX JIaHHBIX,
KOMMEpPUYECKOH U (MJIM) TOCYTapCTBEHHOM TaliHE.

Wndopmarys 06 m3MEeHEHHUAX:
Yacmos 8 usmenena c 1 anpens 2020 2. - @edepanvusiii 3akon om 1 anpens 2020 2. N 98-D3

CMm. npedvloywyro pedaKyuio
8. T'ocynmapcTBeHHasi perucTpanus JEKapCTBEHHBIX IpEnapaToB, KOTOpPbIE NMpeAHAa3HAUYEHbI IS

IPUMEHEHHS B  YCIOBUSX BOEHHBIX JIUCTBUM, UPE3BBIUYAMHBIX CHUTyaluil, MpEeRyNpexacHUs
Ype3BbIYAHBIX CUTyallud, TPOQHIAKTUKU U JeYeHUs 3a00JIeBaHUM, MPEICTABIAIONIMX OMACHOCTh IS
OKpYXaroIuX, 3a00JIeBaHUN M MOpPaKEHUH, MOJYYEHHBIX B pe3yjbTaTe BO3ACHCTBHS HEOJIAaronpHsITHBIX
XUMHUYECKHX, OWOIOTHYECKUX, PaJUAllMOHHBIX ()aKTOpOB, M KOTOpBIE pa3pabOTaHbl B TOM YHUCIE IO
3a/laHuio0  (eiepabHbIX OPraHOB HCIIOJIHUTENBHON BIIACTH, YMOJIHOMOYEHHBIX B 00JacTH OOOPOHBI
CTpaHbl U 0€30MaCHOCTH TOCYJapCTBa, OCYLIECTBISETCS B IMOPSAAKE, YCTaHOBIEHHOM lIpaBUTEIHCTBOM
Poccuiickoit @enepanuu.

TAPAHT:

Cwm. koMMeHTapuH K ctathbe 13 HacTosmero denepanbHOroO 3aK0HA

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 dexabpsa 2014 o. N 429-D3 cmamvs 14 nacmoswezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 uronn 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Cratbs 14. [IpuHIUTEI SKCIIEPTU3BI IEKAPCTBEHHBIX CPEJICTB
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1. DkcniepTr3a JEKapCTBEHHBIX CPEJICTB OCHOBBIBAECTCS HA NPHUHIIMIIAX 3aKOHHOCTH, COOJOACHUS
npaB M CBOOOJ YelOBEKa M TpaKJAaHWHA, MpPaB IOPUAMYECKOTO JIMIA, HE3aBHCUMOCTH 3KCIIEpTa,
O00BEKTUBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI MCCJIEIOBAHUN, NPOBOJUMBIX C HCIIOJIb30BaHHEM
COBPEMEHHBIX JOCTI)KEHUH HAyKM M TEXHUKH, OTBETCTBEHHOCTH (ellepalbHOTO T'OCYJapCTBEHHOTO
OIO/IKETHOTO YUPEXAEHHUS 110 IPOBEAECHUIO SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB U HIKCIEPTOB 32
IIPOBEICHUE U KAYECTBO DKCIIEPTU3BI.

2. DKcrepTu3a JIeKapCTBEHHBIX MPEenapaToB A MEJUIIMHCKOIO IPUMEHEHUS BKIIIOYaeT B ceOs:

1) skcnepTu3y NOKYMEHTOB, MPEACTABICHHBIX Ul OINPEAEICHUS BO3MOXHOCTU paccMaTpUBaTh
JICKapCTBEHHBIN IpenapaTr i1 MEIULUHCKOrO INPUMEHEHHsS IIPH OCYIIECTBICHHH TIOCYJapCTBEHHOHN
perucTpanyu B Kayectse ophaHHOTO JIEKAPCTBEHHOT O Ipenapara;

2) BKCIepTU3Y MPEUIOKEHHBIX METOJI0B KOHTPOJI Ka4eCTBA JIEKAPCTBEHHOI'O CPEJCTBA U KayecTBa
NPEJCTAaBICHHBIX O00pa3IoB JICKaPCTBEHHOTO CPEACTBA C KCIOJB30BAaHHMEM 3THUX METOJOB (lanee -
9KCHEPTU3a KaueCTBa JIEKapCTBEHHOI'O CPE/ICTBA);

3) oKcnepTu3y OTHOLIEHUS OXHAAeMOMl IMOoJb3bl K BO3MOXKHOMY pHUCKY IPUMEHEHUs
JIEKapCTBEHHOI'O IIPEIapara;

Undopmarus 06 n3MEHEHHSX:

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

4) sKCHepTH3y PErHCTPAllMOHHOTO JI0ChE HA JICKAPCTBEHHBIM MpenapaT B LENISIX ONpPEICIICHHS
B3aMMO3aMEHSIEMOCTH JICKAPCTBECHHBIX IMPENApaTOB JIJIsi MEIUIIMHCKOTO TPHUMEHEHUSI.

3. DkcnepTu3a JIEKapCTBEHHBIX MpENapaTroB AJsi BETEPUHAPHOTO MPUMEHEHUsS BKIIIOYAET B ceOs
IKCIIEPTH3Y KadecTBa JIEKAPCTBEHHOTO CPEJCTBA M IKCIEPTU3Y OTHOIICHHS OXXUIACMOW IIOJIB3BI K
BO3MOXXHOMY PHCKY TIPUMEHEHHUS JIEKAPCTBEHHOTO TIperapara.

TAPAHT:

Cwm. [lonoxeHne o mopsAKe SKCIEPTU3BI, UCIIBITAHUS U PETUCTPALMU BETEPUHAPHBIX IpenaparoB B PO,
yTBEPKJAEHHOE [ TaBHBIM rOCy1apCTBEHHBIM BeTEpUHAPHBIM HHCHIEKTOpOoM P®D 3 okTsiOps 1995 r.

CMm. koMMeHTapuu K cTathe 14 HacTosiero denepaibHOro 3aK0Ha

Crarba 15. ®enepasibHOE TOCYAAPCTBEHHOE OIOKETHOE YUPEXKJACHHE I10 TMPOBEICHUIO
SKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKcrepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCS (efiepaibHbIM T'OCYIaPCTBEHHBIM OFOIKETHBIM
YUPEXKJIEHUEM COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (eAepanbHOro opraHa MCIOJHUTEIHLHOW BIIACTH,
CO3JaHHBIM 1JIs1 06CCHC‘-ICHI/I$I HUCIIOJTHCHUA HOJ'IHOMO‘-IPIfI 3TOTO (benepam)Horo opraHa II0 BbIJA4eC
paspelieHuil Ha MpOBENEeHUE KIMHUYECKUX MCCIEIOBAHUMN JIEKApCTBEHHBIX MpenaparoB M (WIH) IO
rOCy/IapCTBEHHOW PETUCTPAIIUU JIEKAPCTBEHHBIX MPENapaToB (Jajee - SKCIIEPTHOE YUPEKICHHE).

T'APAHT:

CM. koMmMeHTapuu K cTatbe 15 HacTosmero denepalbHOTO 3aKOHa

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexaops 2014 2. N 429-D3 naumenosanue cmamovu 16 Hacmosuezo
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedaryuu, ecmynarowetl 6 cuny ¢ 1 urons 2015 .

Cm. mexcm HauMeHOBaHUs 8 NPeobloywel peoaKyuu
Crarbsa 16. Opranuzanus npoBeIeHUs SKCIEPTU3BI JTEKAPCTBEHHBIX CPEICTB
1. DOkcnepTusza JEKApCTBEHHBIX CPEICTB IPOBOJUTCS KOMHUCCHUEH SKCIEPTOB 3KCIEPTHOIrO
YUpEKICHUS, HA3HAYEHHON €ro pPyKOBOIUTEJIEM, Ha OCHOBAHHWH 3aJaHUs Ha TMPOBEIACHUE DKCIEPTHU3bI
JIEKapCTBEHHOTO CPEJICTBA, BBIAAHHOTO YIMOIHOMOYEHHBIM (eepalbHbIM OPTaHOM HCHOIHUTEIBHON
BJIACTH. PyKOBOAMTENb AKCIEPTHOTO YUPEKICHUS OOECTICUMBACT HAJJIS)KAIIEe MPOBEIACHUE YKCIEPTHU3bI
JICKaPCTBEHHBIX CPEJCTB B COOTBETCTBUU C 3aJlaHWEM, BBIIAHHBIM YIOIHOMOYEHHBIM (eaepalbHbIM
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OpPraHOM HCIIOJHUTEJIBHOM BJIACTH, U OPraHU3yeT IMOArOTOBKY CBOJHOIO 3aKIKOYEHHs 3TOW Komuccuu. B
COCTaB 3TOW KOMHCCHH IO PEUICHUIO PYKOBOJHUTENS SKCHEPTHOTO YUPEKICHHUS MOTYT OBITh BKJIIOUEHBI B
Ka4yecTBe SKCIEPTOB JIMLA, HE padoTarolie B JaHHOM 3KCIIEPTHOM YUPEKIACHUU, €CIM UX CIELUAIbHbIC
3HaHUS HEOOXOAMMBI JUIsl TPOBENEHUS OKCHEPTH3bl M TaKUE OKCIEPThl OTCYTCTBYIOT B JIaHHOM
JKCIIEPTHOM YUPEKICHHUH.

2. DKcCIepToM IO IPOBEACHUIO IKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK HKCHEPTHOIO YUPEKICHMs, KOTOPbIM MMEeT BbICIIEE MEIUIMHCKOE, (hapMaleBTHUECKOE,
OMosIornYecKoe, BETEPHHAPHOE WIIM XMMHUYECKOe 00pa30BaHUE M MPOBOAMT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEZCTB B IOPSI/IKE UCIIOJIHEHUS CBOUX JJOJDKHOCTHBIX 00sI3aHHOCTEH (J1asiee - HKCIEpT).

3. Ilpu mpoBeaeHUM SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB AKCIEPT HE MOMKET HAXOJUThCS B
KaKoi-mn00 3aBHCHMOCTH OT JIMIA, HA3HAYMBILEIO 3Ty SKCHEPTU3Y, DPa3pabOTUMKa JIEKAPCTBEHHOTO
Cpe/IcTBa WIK IPYTUX 3aUHTEPECOBAHHBIX B pE3yJIbTaTax dKCIEPTU3bI JIULL.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 25 Hosabps 2013 2. N 317-@3 uacme 4 cmamvu 16 Hacmosaweco
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

4. ITlpu mpoBeNEHMM OKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB HE JOIYCKAeTCsl HUCTPeOOBaTh Yy
3asBUTENIE JTUOO WHBIX JIMII MaTepHalibl, HEOOXOIWMBbIe JIsi TPOBEACHHS OJKCHEpTU3bl. B ciydae
HEJIOCTaTOYHOCTH MPEICTABIECHHBIX IKCIEPTY MATEPUAIIOB IS Ja4YM 3aKJIFOUEHUS IKCIEPT CTABUT BOIPOC
O TPEACTaBICHUU €My HEOOXOIMMBIX MaTepHUajoB TMepel PyKOBOJIUTEIEM SKCIEPTHOIO YUPEKICHUS,
KOTOpBIA 0OpaImaercss ¢ COOTBETCTBYIOIIMM 3allPOCOM B YIOJHOMOYCHHBIN (enepabHbIi OpraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIIABIIMMA 3aJJaHWE HA IPOBEICHHUE HKCIEPTU3bl JIEKAPCTBEHHOI'O CPENICTBA.
Vkazanublii ¢enepanbHbIi OpraH HCHOJHUTEIBHON BJIACTH B TEUYEHUE NATH pabO4MX IHEH CO JHS
NOCTYIUIEHUS 3alpoca PYKOBOJUTENS HKCIEPTHOTO YUYPEXKICHUsI HAMNPABIAET 3asBUTEIIO 3alpoc O
MPEACTABICHUN HEOOXOJIUMBIX MarepuanoB. [[aHHBIN 3ampoc MOXKET OBITh MepeaaH YIMOJTHOMOUYEHHOMY
MIPEACTABUTENIO 3aBUTENSA JTUYHO IO/ PACIIMCKY, HAIIPABIIEH 110 MOYTE 3aKa3HbIM IIMCbMOM WJIH IIEPEIaH B
SJIEKTPOHHOU (popMEe MO TEICKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B cilydae HampaBlIeHHs JaHHOTO
3ampoca Mo IoYTe 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJIYYEHHBIM I10 UCTEYEHUM IIECTH JTHEU C JaThbl
HaIpaBJICHUS 3aKa3HOTO MUChMA.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 25 noabps 2013 2. N 317-@3 cmamvs 16 nacmoaweeo Dedepanvroo
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTenb 00s3aH MPEACTABUTH OTBET HA 3alpoOC YIMOJIHOMOYEHHOTO (efepalbHOr0 OopraHa
UCTIOJIHUTENIHOW BJIACTH B CPOK, HE MPEBBIMIAIOMIMNA JIEBIHOCTA PabOYMX JTHEH CO JTHS €ro MoJyuyeHHs.
YnonHoMoueHHBIN (efepanbHbIi OpraH MCIIOJHUTENbHON BJIAcTH, BBIIABIIMM 3aJjaHUE HA MPOBEJICHHUE
9KCHEPTHU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEUEHUE MATH pabounx JTHEH co THSA MOCTYIUIEHUS OT 3asBUTENS
OTBETAa Ha JAHHBIM 3alpoC HAIpaBIseT TAKOM OTBET B OKCIEPTHOE YUpexJIeHHe. B  ciydae
HEMpE/ICTaBICHUSI 10 WCTEUCHHMM JEBSAHOCTa pabouux JHEW 3asBUTENeM OTBETa Ha JAHHBIM 3arpoc
YIOJHOMOYEHHBIN (efiepanbHblii OpraH MCHOJHUTENbHOM BJIACTH, BBLAABIIMN 3a/laHue Ha IMPOBEJICHUE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHHE MATH pabouMx JHEW HampaBisieT B JKCIEPTHOE
YUpEKIEHUE YBEAOMIICHHE O HENPEACTABICHUH 3assBUTEJIEM OTBETA HA 3allpOC YKa3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEKICHUS B YHNOJHOMOYEHHBIN (ernepaibHblii opraH
WCITOJIHUTENIBHOM BJIACTU 1O JHS NOJY4YEHHUS OHKCIIEPTHBIM YUYpEXKJACHHUEM OTBETAa Ha 3alpoc WU
YBEJOMIICHHS O HEIIPEACTaBICHUN OTBETA HA 3alpOC HE YYUTBHIBACTCS IIPU UCUUCIECHUH CPOKA IIPOBEICHUS
JKCHEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 16 dononnena wacmoio 4.2 ¢ 15 uona 2018 e. - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
4.2. Ecin B cocTaBe pErMCTPallMOHHOTO JIOChE Ha JIEKApPCTBEHHBIM Ipenapar Ui MEIUIHHCKOTO
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MIPUMEHEHUS COJICPKUTCS TIpeayCcMOTpeHHas ctatheil 18, yacteio 1.1 ctaten 30 U cTaTheil 34 HACTOSIIIETO
@denepallbHOTO 3aKOHA KOIMHS PEHICHHS YIOJHOMOYEHHOrO (eIepaibHOTO OpraHa HWCHOTHUTEIbHOU
BJIACTU O IMPOBEJCHUU WHCIEKTUPOBAHUS MPOU3ZBOJUTENS JIEKAPCTBEHHBIX CPEACTB, JKCIEPTY [0
0(QOpPMIICHHS PE3yIbTATOB AIKCIEPTHU3BI JIEKAPCTBEHHOTO CPEICTBA IMPEIOCTABISACTCS B TMOPSAKE W Ha
YCIIOBUSIX, KOTOPbIE MpPeaycMOTpeHbl yacTsiMu 4 u 4.3 HacTosIied CcTaThbu, KONHUS 3aKIIOUYEHUs O
COOTBETCTBUU  TPOU3BOAMTENS  JICKAPCTBEHHBIX CPEJACTB  TPEOOBAaHHWSAM  TPABUI  HaJJIeXKAIIeh
MIPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (pellepabHbIM OPraHOM HCIOJIHUTEIbHOM
BJIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamusa 16 dononnena wacmoio 4.3 ¢ 15 uona 2018 . - @eodepanvhuiti 3akon om 4 uona 2018 2. N
140-D3

4.3. 3asBuTenp 00s3aH MPEACTABUTH B YIOJIHOMOYECHHBIH (eepaibHbIii OpraH WCHOIHUTEIBHOM
BJIACTH KOIMIO 3aKIIOYCHHS O COOTBETCTBUHU IPOU3BOJAUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
NpaBuJl HaJIeKalled MPOM3BOJICTBEHHON IMPAKTHKH B CPOK, HE NPEBBIMAIOIIANA CTa BOCBMUACCATH
pabouux JHEH co JTHS MOJIYYCHHUs 3alpoca O e¢ MPEJIOCTaBICHUU. Y TIOJTHOMOYCHHBIH (eiepanbHbIi opraH
UCTIOJIHUTEIILHOW BIIACTH, BBIJABIINK 3aJaHWE Ha MPOBEJICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TEYEHUE IMATH PadOYMX JHEH CO JHS MOCTYIUICHHUS OT 3asBUTENS KOIHMH 3aKJIFOYCHHS O COOTBETCTBHHU
NPOM3BOJUTENS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAHWSAM TPABWII HAJJICKAIIEH MPOU3BOJCTBEHHON
NPaKTUKH, HANpaBJsIeT €€ B JKCIEPTHOE YyupexaeHue. B ciyuae HempencTaBlicHHs 3asBUTEICM B
yYKa3aHHBI CPOK KOMHM 3aKJIIOYEHHS O COOTBETCTBHUHM TIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TPABUII HAIJICKAIICH IPOU3BOJICTBCHHOM MPAKTUKU YITOJTHOMOUYSHHBIH (e/iepaibHbIil OpraH
UCTIOJTHUTENILHOW BIIACTH, BBIJABIIMK 3aJjaHWE Ha MPOBEICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TEYEHUE ISTH PabOUYuX JHEW HANpaBJsIeT B OKCIEPTHOE YUPEIKIACHUE YBEJOMIICHHUE O HENPEICTABICHUU
3asBUTEJIEM KOIHH 3aKJIIOYEHHUS O COOTBETCTBUH IPOU3BOJUTENS JIEKAPCTBEHHBIX CPENICTB TPEOOBAHUIM
NpaBWJ HaJUIekKAIeH MPOM3BOJICTBEHHON NMPaKTUKU. Bpemsi co qHS HampaBiieHUs 3arpoca dKCIEPTHOTO
YUPEKACHUSI B YIOJIHOMOYEHHBIH (he/iepaibHblii OpraH WCIOJHHUTEIBHON BIIACTH IO JTHS TOTYYCHHUS
9KCHEPTHBIM YUPEkKAECHUEM KOIMHU 3aKJIFOYEHHS O COOTBETCTBUH IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPE/ICTB
TpeOOBaHUSM TPaBWI HAJUICKANIEH TMPOW3BOACTBEHHOW TMPAKTHKH WM YBEAOMIIGHHS O €€
HENpE/ICTAaBICHUN HE YUYHUTHIBAETCS IMPH HCUUCIEHUHM CpOKa MPOBEIEHUS HKCHEPTH3bl JIEKApPCTBEHHOT'O
CpezcTBa.

5. DkcnepT mpH MPOBEACHUU IOPYYEHHOH €My PYKOBOJIUTENIEM SKCIEPTHOTO YUYpPeXIAECHUS
9KCIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA 00s3aH:

1) mpoBecTH TMOJIHOE MCCIEJOBAHUE NPEACTABICHHBIX €My OOBEKTOB, MaTepuaioB, OaTb
000CHOBaHHOE ¥ OOBEKTUBHOE 3aKIIOYEHHE II0 TIIOCTABIICHHBIM TIepeJ HHUM BOMpOCaM WU
MOTHBUPOBAHHOE 3aKJIIOUEHHE O HEBO3MOXKHOCTHU MPOBEIEHUS UM SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/CTBA,
€CITM TIOCTABJICHHBIE BOIPOCHl BBIXOJAT 3a TMPENENbl CIEMUANBHBIX 3HAHUK OJKCIEepTa, OOBEKTHI
UCCIIEIOBAaHUN M MaTepuaibl HENPUTOJHBI WJIM HEJOCTAaTOYHBI JUIsl NMPOBEACHUS HCCIEIOBAaHUN U J1auu
3aKIIIOYeHHs OO0 COBPEMEHHBIH YPOBEHb Pa3BHTHs HAyKH HE TIO3BOJISIET OTBETHUTHh Ha IMOCTABJICHHBIC
BOIIPOCHI;

2) He pasriamaTh CBEJCHHS, KOTOPhIE CTAIM €My H3BECTHHI B CBS3H C IPOBEICHUEM DKCIIEPTH3HI
JIEKapCTBEHHOTO CPEJICTBA, a TaK)Xe CBEACHHUS, COCTABISIONINE T'OCYJIApCTBEHHYIO, KOMMEPUYECKYIO0 WIIH
MHYIO OXPaHsEMYIO 3aKOHOM TaliHy,

3) obecreunTh COXPaHHOCTD MPEACTABICHHBIX 00BEKTOB UCCIIEIOBAaHUN U MaTEPUAIIOB.

6. DKCepT HE BIIPABE:

1) mpOBOAUTH 3KCIIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA MO OOPAIIEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3anyii WM GU3NIECKUX JINII,

2) caMOCTOSITENTbHO COOMPATh MaTepUAIIbI I IPOBEACHUS SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPECTBA;

3) MPOBOAMTH AKCTIEPTH3Y JIEKAPCTBEHHOTO CPEJICTBA B KAYECTBE HETOCYIaPCTBEHHOTO DKCIEPTA.

7. B caydae HEOOXOJUMOCTH JKCHEPT BIpaBe XOAATAaHCTBOBATh IEpe]l PYKOBOAUTEIEM
AKCHEPTHOTO YUPEKICHUS O MPUBIICUCHUH K MTPOBEACHUIO SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA APYTUX
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3KCIEPTOB.

8. Kaxpiit skcnept, BXOASIIUM B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEICHUE
SKCHEPTU3bl JIEKAPCTBEHHOI'O CPEJACTBA, HE3aBHUCHMO M CaMOCTOSITENIbHO MPOBOJUT HCCIIEIOBAHUS,
OLICHUBACT PEe3yJIbTaThl, MOJYYCHHbIE MM JIMYHO U JPYTUMH JKCHEepTaMu, U (POPMYJIHPYET BBIBOJBI
OTHOCHUTEJIBHO IIOCTABJIIEHHBIX BOIIPOCOB B MPEAEIIAX CBOMX CIIELIMAIbHBIX 3HAHUM.

9. Pe3ynbraThl 3KCHEPTU3BI JICKAPCTBEHHOTO CPEICTBA O(GOPMIISIOTCS 3aKIIOYCHHEM KOMHUCCHH
JKCIEPTOB. B 3aKiI0YeHHH KOMHUCCHHM SKCIIEPTOB YKAa3bIBAIOTCS IEpPEUYEeHb HCCIECIOBaHUM, 00BEM
IPOBEICHHBIX KaXIbIM 3KCIIEPTOM HCCIICAOBAHUH, YCTAHOBICHHBIC KKIBIM U3 HUX (PAKTHI U CICTaHHBIE
B Pe3yJbTaTe UCCIEAOBAHUN BBIBOJbL. JKCIEPT, MHEHHE KOTOPOIO HE COBIAJAET C PEIICHHMEM KOMHUCCUU
HKCIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHHE B MUCbMEHHOW (opmMe, KOTOpoe MprUoOIIaeTcsl K 3aKII0UESHUI0
KOMHCCHH 3KCIIEPTOB.

10. DxkcnepTbl, BXOAAIIME B COCTaB KOMMCCHUH, MPEAYNPEKIAOTCS OO0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3akoHOJaTelbcTBOM Poccuiickoil ®enepauuu 3a Aady 3akIIOUYEHHUs, COJEPKAILEro
HEOOOCHOBaHHBIC WK (halTbCU(PUIIMPOBAHHBIC BBIBOIBI, O YeM OHH JAIOT MOJITHICKY.

11. Onpenenenue ypoBHs MpodhecCHOHANBLHOM MOATOTOBKH KCIIEPTOB U aTTECTAIlMs UX HA MPaBO
IPOBEICHUS IKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIIIOTCS IKCIEPTHO-KBATH(PHUKAIIMOHHBIMH
KOMUCCHSIMHU B TIOPSIJIKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (pe/iepallbHbIM OPraHOM
UCTIOJTHUTEIILHOW BJIACTH. YPOBEHb MPO(GECCHOHATBHON MOATOTOBKH SKCIEPTOB MOJUICKHUT MEPECMOTPY
YKa3aHHBIMU KOMHUCCHUSIMH HE PEXKE YeM OAMH pa3 B IATH JIET.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexkabps 2014 o. N 429-@3 uacme 12 cmamvu 16 nHacmosweco
DedepanbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

12. IlpaBuna mpoBeneHUs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB U OCOOEHHOCTH 3KCIEPTH3bI
OTJCNBHBIX BHUJAOB JIGKAPCTBEHHBIX TNpenapaToB  (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCIIPOM3BEJCHHBIX JICKAPCTBEHHBIX IpernapaTroB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB,
OroaHanoroBbix (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IpenaparoB (OMOaHANIOroB), TIOMEONaTHYECKHUX
JIEKapCTBEHHBIX IPENapaToB, JEKapCTBEHHbIX PACTUTENIbHBIX MpernapaTroB, KOMOMHAIMN JIEKapCTBEHHBIX
npenaparoB), (OpPMbI 3aKJIIFOUEHUH KOMHUCCHM OJKCIEPTOB YCTAHABIMBAIOTCS COOTBETCTBYIOLIUM
YIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTENILHON BIIACTH.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 16 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamos 17 nacmosuwezco Dedepanvioco
3aKOHA UBNI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cuny ¢ 1 uroas 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxkyuu
Crares 17. Ilomaya W pacCMOTpEHHME 3asBIICHHS O TOCYJapCTBEHHOM PErMCTpalnu
JIEKapCTBEHHOTI'0 Ipernapara /i BETEpUHAPHOTO PUMEHEHUS

1. Jns rocynapCTBEHHON perucTpaluy JIEKapCTBEHHOro Ipernapara JUisi BeTEepUHAPHOIO
OpUMEHEeHHs pa3pabOTYMK TaKOro JIEKapCTBEHHOIO IIpernapara WM YHOJHOMOYEHHOE MM JIpyroe
IOPUAMYECKOE JIMIO (Jajiee B HACTOSILENH CTaTbe - 3asBUTENb) MPEACTaBISET B YHOJHOMOYEHHBIN
¢denepanbHBI OpraH HCHOJHHUTEIBHOM BIACTH, OCYLIECTBISIOMIMNA TOCYIAPCTBEHHYIO PETUCTPAIUIO
JIEKapCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO MIPUMEHEHUs, B 3JIEKTPOHHOHN (hopMe 1iin Ha OyMaskHOM
HOCHTEJIE 3asBJIEHUE O IOCYJAapCTBEHHOW PErMCTpallMy JIEKapCTBEHHOI'O Ipenapara JUisi BETEPUHAPHOTO
NPUMEHEHHUS, a TaKXKe B MOPSAAKE, YCTAHOBIEHHOM COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (pesiepabHbIM
OpPraHOM HCIIOJIHUTENFHON BIIACTH, B AJIEKTPOHHOU (GopMe MM Ha OyMaKHOM HOCHTENE HEOOXOIUMbIe
JOKYMEHTBI, U3 KOTOpPBhIX (OPMHUPYETCS PErMCTPAllMOHHOE JIOChe Ha JIEKApCTBEHHBIM MpemapaT s
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BETEPUHAPHOTO MPUMEHEHHUS.

2. B 3asdBiieHUH 0 TOCYJapCTBEHHOM perucTpanyy JIEKapCTBEHHOrO Ipernapara Juisi BETEpUHAPHOIO
MPUMEHEHHUS YKa3bIBAIOTCS:

1) HauMEeHOBaHME U AJIPEC 3asIBUTEINS, pa3pabOTUUKa U IPOU3BOAUTENIS JIEKAPCTBEHHOIO IIpenapara
JUIsL BETEPUHAPHOIO MPUMEHEHHs M aJpec MecTa OCYIIECTBICHHUS MPOU3BOJCTBA JEKAPCTBEHHOTO
npenapara s BETEPUHAPHOTO NPUMEHEHHUs (B ClIydyae HaJIM4yus HECKOJBbKHMX YYaCTHMKOB IIpolecca
MPOU3BOJICTBA HEOOXOANMO yKa3aTh KaXJI0r0 U3 HUX);

2) HaMMEHOBAHUE JICKAPCTBEHHOTO MperapaTa JijIsi BETEPUHAPHOTO MPUMEHEHUs (MEXKTyHApOIHOE
HENaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBO€ HAUMEHOBAHMS);

3) nepedeHb EHCTBYIOIIMX U BCIIOMOIATEIbHBIX BELIECTB, BXOSIIUX B COCTaB JIEKAPCTBEHHOI'O
npernapara Jisi BETEpUHAPHOTO IPUMEHEHUS, C YKa3aHUEM KOJIMUYECTBA KaX/I0Tr0 U3 HUX;

4) nexapctBeHHas (opma, JO3UPOBKA, CIIOCOOBI BBEACHHS W IPHUMEHEHHs, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O Ipernapara Jisi BETepUHAPHOTO PUMEHEHUS;

5) ¢papmakoTepaneBTHUECKAsl FPYIIa;

6) HEOOXOAMMOCTh IPUMEHEHHUSI YCKOPEHHOU MPOIEAYPhl IKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB B
LEJISIX TOCYIapCTBEHHOM pEerucTpaliy JIEKapCTBEHHOTO Mpenapara;

7) KOIUH TOKyMEHTOB, OATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOLUINHBI:

a) 3a MPOBEACHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTH3bl OTHOILEHUS
OKHJJaeMOM TOJIB3bI K BO3MOXXHOMY PUCKY MPUMEHEHHS JIEKApCTBEHHOTO Mpernapara Ui BETepHHAPHOTO
MIPUMEHEHUS MIPU €r0 TOCYAapCTBEHHOM pEerucTpaluiy;

0) 3a BbIIauy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara;

Undopmarus 06 n3MEHEHHSX:

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

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
8) HamMuue corjacusi, MPeayCMOTPEHHOTO 4YacThi0 7 HACTOSIIEH CTaThbH, €CIM C MOMEHTa
peructpanuu pe)epeHTHOTO JICKApCTBEHHOTO Mpenapara s BETePHHAPHOTO MPUMEHEHUS TIPOIILIO MEHEee
YeM IIECTh JIeT.

Wndhopmaiius 06 n3MEHEHHSX:
Yacmo 3 usmenena c 1 sneaps 2021 2. - @edepanvusiii 3axon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
3. PeructpanionHoe 10che B LENSIX IKCIEPTU3BI JIEKAPCTBEHHOTO Mpemnapara s BETepUHAPHOTO
NpUMEHEHUS (HOPMHUPYETCs U3 CIASAYIONINX JOKYMEHTOB M CBEJICHUI:

Wndopmarus 06 n3MEHEHHSX :
Ilynkm 1 usmenen c 1 smsaps 2021 2. - @edepanvuuiii 3axon om 27 dexabps 2019 2. N 478-D3

CMm. npedvloywyro pedaKyuio
1) cBeneHMs 0 nare MPENOCTaBICHUS M PETUCTPALMOHHOM HOMEPE JIMIIEH3MM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEACTB, MPEIOCTABIEHHOW TMPOU3BOAMUTENIO0 PErHCTPUPYEMOrO JIEKApPCTBEHHOTO
npemnapara Jyisi BETEpUHApHOTO IPUMEHEHUS, 111 POCCUMCKUX TPOU3BOJUTENEN;
Wudopmanust 00 N3MEHEHUSX:
Ilynkm 2 usmenen c 1 angapsa 2021 2. - @edepanvuviii 3akon om 27 dekabpsa 2019 2. N 478-D3
Cm. npedvloyuyio peoakyuro
2) cBefeHMs O Jare MPEJOCTaBICHUS M PErMCTPAllMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOCTBO
JIEKapCTBEHHBIX CPEJCTB, NMPEIOCTABICHHON MPOU3BOAUTENIO (hapMaIleBTUYECKON CyOCTaHIIUM, BXOIAIIECH
B COCTaB pEruCTpUPYEMOro JIEKapCTBEHHOIO Ipenapara ajisi BETEpUHAPHOIO TMPUMEHEHUs, JUIs
POCCUMCKUX IIPOU3BOAUTEIIEH;

Wudopmanust 00 N3MEHEHUSX:

Yacms 3 Odononnena nynkmom 2.1 ¢ 15 uwonsa 2018 2. - @eodepanvhuiti 3axon om 4 uwona 2018 2. N
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140-D3

21) KOIIUAg OOKYMCHTA, BBIJAHHOI'O YIIOJIJHOMOYCHHBIM OPraHOM CTpaHbl IMPOU3BOAWUTCIIA JIA
KOKIOW  NPOU3BOACTBEHHOW  IUIOIIAJKA  PETUCTPUPYEMOro  JIEKapCTBEHHOIO  Ipernapara i
BETEPUHAPHOTO TPUMEHEHUSI W TOJATBEPKIAIOLIEIO0 COOTBETCTBUE IMPOU3BOJIUTENS JIEKAPCTBEHHOTO
npenapara TpeOOBaHUAM [TPaBUII HaAJIEXKAaIel MPOU3BOICTBEHHOM MPAKTUKHU, U €T0 MEPEBO] HA PYCCKUil
A3BIK, 3aBCPCHHBLIC B YCTAHOBJICHHOM IIOPSAAKC, a TaKXKE KOIHA 3aKIYCHHUA O COOTBCTCTBHUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM MpaBUJl HAJUIeKaIIe MPOU3BOICTBEHHOM
NPaKTUKH, BBIJAHHOTO YHOJHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJHUTEILHON BIACTH IS KaXKIOH
MPOU3BOJCTBEHHON IUIOHIAIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IIpermapaTa JAjsi BETEPUHAPHOTO
MMPUMCHCHUA, JII/I60 KOIIMg PCeHICHHA O MPOBCACHUHU HWHCIICKTHUPOBAHUSA HMPOU3IBOJUTCIIA JICKAPCTBCHHBIX
CPEICTB, MPHUHITOIO YIOJHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOJHUTEIBHOW BIIACTH JI KaKIOU
MPOU3BOJCTBEHHON IUIOMIAJAKA PETUCTPUPYEMOro JIEKapCTBEHHOIO IMpernapara i BETEpPUHAPHOIO
NPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEICTaBISIOTCA B Cllydae, €clid MPOU3BOJICTBO JIEKAPCTBEHHOIO
rperapara ocyulecTBigeTcs 3a npeaenamu Poccuiickoit denepanuu;

Wupopmarus 06 H3MEHEHHSIX:

Yacms 3 Odononnena nynkmom 2.2 ¢ 15 uwonsa 2018 2. - @edepanvuuiii 3axon om 4 uwona 2018 . N
140-D3
2.2) Kkomus JOKYMEHTAa, BBUIAHHOTO YIIOJIHOMOUYEHHBIM OPraHOM CTpPaHbl IPOU3BOIUTEIIS
(dapMarieBTUYECKON CYOCTAHIIMHU | MOATBEPIKIAIOIIEIO COOTBETCTBUE MPOU3BOIUTENS (hapMaIleBTUISCKON
cyOCTaHITMM, BXOMSIIECH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO Mperapara Ijisi BETEPHHAPHOTO
NPUMEHECHHS, TPEOOBAHMUSAM TIPABUIJI HAJJICKAIICH MPOU3BOJACTBEHHOW INPAKTHUKU, W €ro IEepeBOJ]l Ha
PYCCKHMIl  SI3bIK, 3aBEPCHHBIC B YCTAHOBJIICHHOM TIOpsiIKE, B  Clydae, €CId IPOU3BOACTBO
(dapMarieBTHYECKON CyOCTaHIIMH OCYIIECTBIICTCS 3a npenenamu Poccuiickort deneparium;
3) MPOEKT HOPMATHUBHOTO JOKYMEHTa Ha JICKAPCTBEHHBIH TMpemapaTr Ui BETCPUHAPHOTO
NPUMEHCHHS;
4) HOKYMEHT, COJepKalluil ClIeAyIoNlyr0 nHpopmaiuoo o dapMareBTUIECKON CyOCTaHIIUU WITH
dbapmalieBTUYECKUX CyOCTaHIUAX, BXOSIIMX B COCTaB JIKAPCTBEHHOTO MpemapaTa JUisi BETEPUHAPHOTO
IPUMCHCHHS:

Wndopmarys 06 n3MEeHEHHAX:
Hloonynkm "a" usmenen c 13 aszycma 2019 e. - @edepanvuwiii 3axkon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
a) HauMeHOBaHME (hapMalleBTUUECKOM CyOCTaHIMM, €€ CTpyKTypa, oOmue cBoiicTBa (mpu
TOCYJTAQpCTBEHHON PErHCTpaui UMMYHOOHOJOTHUYECKUX JICKAPCTBEHHBIX MPETapaToB sl BETCPUHAPHOTO
NPUMEHEHHs NpPEJCTaBISAIOTCS CBEACHUS O IITaMMe, BKIIOYas €ro HauMEHOBaHHE, HH(OpMAIHIio O
MIPOMCXOXKICHUH, €r0 CBOMCTBAX, XapaKTEPUCTHKAX M MECTE JICTIOHUPOBAHHSA);
0) HaMEHOBaHHUE U aJ]PeC MPOU3BOIUTENS;
B) TEXHOJOTHS MPOU3BOJCTBA C ONMMCAHWEM CTaIWi MPOU3BOJCTBA M METOJIOB KOHTPOJSI Ha BCEX
CTausIX IPOU3BOJICTBA,
Wudopmanust 00 N3MEHEHUSX:
Ioonynkm "2" usmenen c 13 ageycma 2019 . - @edepanvhusiii 3akon om 2 ageycma 2019 2. N 297-D3
CMm. npedvioyuyro pedaKyuio
r) uHpopMmanus O TnpuMecsX (He TMpeJICTaBlIseTcs] INPH TOCYAAPCTBEHHOM pErucTparuu
UMMYHOOHOJIOTHYECKHIX JIGKAPCTBEHHBIX MPETapaToB JIJIsl BETEPUHAPHOTO MTPHUMEHEHWS);

Wndopmarys 06 M3MEHEHUAX:
THoonynxkm "0" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
n) cnermudukanus Ha  (papMmareBTHYECKyr0  CcyOcTaHIMIO (HE TPEACTaBIsAeTCS  MpU
rOCyapCTBEHHOW PETHCTPAIIM MMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX MPENapaToB JIs BETEPUHAPHOTO
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MIPUMEHEHUS);
€) OIMCaHNe METOIUK KOHTPOJISl Ka4eCTBa;

Wndopmarus 06 H3MEHEHHSX:
LHloonynkm "xc" usmenen c 13 aseycma 2019 2. - @edepanvusiii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro
) pe3yJbTaThl aHaln3a cepuil (QapmaneBTUYEeCKOH cyOcTaHIMM (HE IPEICTABISAIOTCS IpH
rOCYJJapCTBEHHON PErucTpanud UMMYHOOHMOJIOTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB IJisi BETEPUHAPHOTO
MIPUMEHEHUS);
3) IepeUeHb CTaHAAPTHBIX 00pa3L0B WM BEIIECTB, UCIIOJIb3YEMBIX IIPU OCYIIECTBICHUU KOHTPOJIS
Ka4yecTBa;
1) OIIMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

Wndopmarus 06 H3MEHEHHSX:
Iloonynkm "x" uzmenen c 13 ascycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
K) JlaHHble O CTa0WIBHOCTH (HE NPEJICTABISIIOTCS IPU TOCYIApCTBEHHOM pEerucTpanuu
UMMYHOOHOJIOIMYECKHUX JIEKAPCTBEHHBIX MPENapaToB JiJIsl BETEPUHAPHOTO IPUMEHEHMS);
JI) CPOK F'OJIHOCTH, YCIIOBUSI XpaHEHMUS;

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

CMm. npedvloywyro pedaKyuio

5) ordyer O pe3yinbraTax JAOKIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOIO CpeACTBa IS
BETEPUHAPHOTO NPUMEHEHUs, BKIIOYAIOIIMN ONMCAHUE METOJOB OIpPEAENEHUS OCTATOYHBIX KOJNYECTB
NEICTBYIOIIETO BelleCcTBA (ACHWCTBYIOUIMX BEIIECTB), JAOCTHTAIOMIEro (IJOCTUTAIOIINX) CHCTEMHOTO
KPOBOTOKAa, B MPOAYKIHMHU >XUBOTHOI'O IPOMCXOXKIEHHUS IOC/IE NPUMEHEHUS TaKOIo JIEKapCTBEHHOTO
CpEeZCTBa, a TaKXkKe JJOKYMEHTaJbHOE MOATBEPKICHHE (BaJIUIAIUA) YKA3aHHBIX METOIOB;

6) oruer O pe3yipTaTaXx KIMHUYECKOTO HCCIIEIOBaHMUS JIEKAPCTBEHHOrO Ipemnapara s
BETEPUHAPHOTO NMPUMEHEHUS Y KaXKI0TO BHAA KUBOTHBIX, YKa3aHHBIX B MHCTPYKIUH 110 BETEPUHAPHOMY
IPUMEHEHUIO;

7) TPOEKT HHCTPYKIHMHM 10 BETEPUHAPHOMY NPHUMEHEHMIO JIEKapCTBEHHOIO IpemnapaTta,
coJieprKalleil caeayoue CBeICHUs:

a) HAaMMEHOBaHUE JIEKapCTBEHHOTO Ipernapara /Ui BETEPUHAPHOIO MPUMEHEHHs! (MEXAyHapoIHOe
HENaTeHTOBAaHHOE, WIH IPYIIHUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAUMEHOBAaHMS);

0) nekapcTBeHHas GopMa ¢ yKazaHHMEM HaMMEHOBAHUN M KOJMUYECTBEHHOI'O COCTaBa JAEHCTBYIOLINX
BEIIECTB U KAUECTBEHHOT'O COCTaBa BCIIOMOTaTENIbHBIX BEIECTB;

B) ONMCAHUE BHELIHETO BUJIA JIEKApCTBEHHOTO MpenapaTta il BETepUHAPHOTO IPUMEHEHHUS;

r) hapmakoTepaneBTHUECKas rpyIina JeKapCTBEHHOT0 Mpenapara AJis BETEpUHAPHOTO IPUMEHEHUS
WIH yKa3aHHe "TOMEONaTHYECKHI JIEKapCTBEHHBIN Npenapar';

n) dapmakoguHaMuKa W (QapMaKOKMHETHKA (32  HCKIOYeHHeM  (apMaKOKHHETHKU
FOMEONAaTHUYECKUX JIEKAPCTBEHHBIX IPENApAaTOB U PACTUTENIBHBIX JIEKAPCTBEHHBIX IPENapaTroB) HIU
ONKMCaHNe UMMYHOOHOJIOTMUYECKUX CBOMCTB JIEKAPCTBEHHOT'O IIperapara;

€) MOoKa3aHusl ISl IPUMEHEHMUS;

K) IPOTUBOIIOKA3aHUS [T IPUMEHEHMS,

3) MepbI IPEJOCTOPOKHOCTH MPU NPUMEHEHNUU;

M) yKa3aHue BO3MOXHOCTH U OCOOEHHOCTEN NMPUMEHEHUs Y OEpEMEHHBIX )KMBOTHBIX, Y KHUBOTHBIX
B [IEPUOJ JIAKTALlUH, Y IOTOMCTBA )KUBOTHBIX;

K) PEeXHUM JI03UPOBAHUS, CIIOCOO BBEIEHUS M MPUMEHEHHUS, IpU HEOOXOAMMOCTH BpeMs IpHema
JIEKapCTBEHHOTI'0 IIpernapara Juisi BETEpUHAPHOTO PUMEHEHUS, IPOI0JIKUTENILHOCTD JIEYEHHUS],

J1) BO3MO>KHbIE TOOOYHbIE JEHCTBUS, HEXeNaTelIbHbIe PeaKIU MPU IPUMEHEHUHU JIEKAPCTBEHHOTO
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npernapara Jyisi BETepUHAPHOTO TPUMEHEHHS,

M) CUMITTOMBI TIEPEIO3UPOBKH, MEPHI TI0 OKA3aHUIO MIOMOIIY TIPU NIEPEI03UPOBKE;

H) B3aMMOJICHCTBHE C IPYTHMH JICKAPCTBCHHBIMHU TpeniapaTaMu U (WJIH) KOPMaMH;

0) (hopMBI BBIITyCKA JICKAPCTBEHHOTO Mpernapara JJisi BETEPUHAPHOTO IPUMCHCHHS,

1) ykazaHue (mpu HEoOXOIMMOCTH) OCOOCHHOCTEH IEWCTBHS JICKapCTBEHHOTO Iperapara is
BETEPUHAPHOTO MPUMEHECHHS IIPH MIEPBOM IPHUEME HIIU TIPHU €r0 OTMEHE;

Wndopmarus 06 H3MEHEHHSX:

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

Cm. npeodvloyuyio peoakyuro

p) onucanue (Ipu HEOOXOIUMOCTH) JEHCTBUM CIEIHMAINCTAa B 00JIACTH BETCPUHAPHUH, BIIAJICIIbIIA
KHUBOTHOTO TIpH TMPOIYCKE TNpUeMa OJHOW WM HECKOJBKUX JI03 JIGKAPCTBEHHOrO Npenapara Jis
BETEPUHAPHOTO MPUMEHEHHS,

C) CpPOK TOJHOCTH M YyKa3aHHE Ha 3alpeT NPUMEHEHHs JIEKapCTBEHHOIO Iperapara Juls
BETEPUHAPHOTO MPUMEHEHHUS 110 HCTEYECHUH CPOKA F'OJIHOCTH;

T) YCJIOBUS XpaHEHUS;

y) YKa3zaHHE Ha HEOOXOJUMOCTh XpaHEHMs JIEKAPCTBEHHOrO TMperapara JJisi BETEPUHAPHOTO
NPUMEHEHHS B MECTaX, HEIOCTYIHBIX IS IeTeH;

¢) ykazanue (mpu HEOOXOAMMOCTH) CHEIHAIBHBIX MEp MPEIOCTOPOKHOCTU MPU YHUUTOXKEHUU
HEHCII0JIb30BAaHHBIX JICKAPCTBEHHBIX MPETApaToB JJIsl BETEPUHAPHOTO MPUMEHEHHS,

X) CPOKH BO3MOXKHOT'O HCIIOJIb30BAHMSI MPOAYKIIUU KUBOTHOTO MPOUCXOXKICHHS TOCTIE BBEICHHS
KUBOTHOMY JICKQpPCTBEHHOT'O Tpernapara JJisi BETEPUHAPHOTO IIPUMEHEHUS;

11) YCJIOBHUS OTITYCKa;

4Y) HAaUMCHOBAHMS M ajpeca IMPOU3BOJCTBEHHBIX IUIOMIAJ0K MPOU3BOIUTEINS JIEKAPCTBEHHOTO
npernaparta Jijisl BETEpUHAPHOTO IPUMEHEHUS;

II) HAaWMMEHOBAaHWE, aJIpec OpraHW3alluH, YIOJIHOMOYEHHOW JepXKaTeileM WIH BIaJeibleM
PETUCTPAIIMOHHOTO YOCTOBEPEHNUS JIEKAPCTBEHHOTO MIperapaTa Ha IpUHATHE PETEH3UI OT MOTpeOuTeNs;

8) IPOEKTHl MaKeTOB NMEPBUYHON YIMAKOBKH M BTOPHYHOW YIAKOBKH JIEKAPCTBEHHOTO TIpernapara
JUTSL BETEPUHAPHOTO MPUMEHEHUS;

9) cnenmyromue cBeIeHHs O JIEKaPCTBEHHOM Tpernapare il BETepUHAPHOTO IPUMEHEHUS:

a) OIUCaHKe U COCTaB JIEKAPCTBEHHOT'O TIpernapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

0) onucanue papManeBTHIECKOMN pa3paboOTKu;

Wndopmarys 06 n3MEeHEHUAX:

Hoonynxkm "8" usmenen c 13 aseycma 2019 e. - @edepanvruiii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
B) OIMKCaHUeE IpoIecca MPOU3BOICTBA U €r0 KOHTPOJIS, MOANMCAHHOE B MOPSIJIKE, YCTAHOBICHHOM B
COOTBETCTBUM C YACTHIO | HACTOAIICH CTaThU,

Wndopmarys 06 M3MEHEHUAX:

TIoonynxkm "2" uzmenen c 13 aseycma 2019 2. - @edepanvuwiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvioyuyro pedaKyuio
I) ONHUCaHHE KOHTPOJS KPUTHUECKHUX CTaJui MPOU3BOJCTBA M IPOMEXKYTOUHON MPOIYKIIHH,
HOJIUCAaHHOE B MIOPSJKE, YCTAHOBJIEHHOM B COOTBETCTBHMM C HYACTHIO | HACTOSAIIEH CTaThy;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 13 urona 2015 2. N 241-D3 6 noonynkm "0" nynkma 9 uacmu 3 cmamou 17
Hacmosiue2o PedepanvbHo20 3aKOHA HECEeHbl USMEHEHUs

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxyuu
) HaUMEHOBaHHUS M ajpeca pa3paboTuvKa, Jep)KaTells WM BIAJENbla PETUCTPALHOHHOTO
YJIOCTOBEPEHUST  JICKAPCTBEHHOTO  Mpemnapara, IPOU3BOJCTBEHHBIX  IUIOMIAJOK  ITPOW3BOJIHUTEIS
JICKapCTBEHHOTO TpemapaTa JJisi BETePUHAPHOTO MPHUMEHEHUS C YKa3aHHEeM CTaauil TEXHOJIOTHYECKOTO
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npolecca, OCYLIECTBISEMbIX Ha IPOU3BOJACTBEHHBIX IIIOLIAJKAX IPOU3BOAMTENS JICKAPCTBEHHOI'O
npernapara Juist BETepUHApHOTO TPUMEHEHHS;

e) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTePUCTHUKH;

3) MaTepuaibHbIil OalaHC [UId IPOU3BOICTBA CEPUU TOTOBOT'O NMPOJYKTA;

1) OMHMCAaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAJIOB U YKYIOPOYHBIX CPECTB;

K) TOKyMEHTAJIbHOE IMOATBEPKICHNUE (BaTUIAIMs) TIPOLIECCOB U (MJIM) UX OIICHKA;

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

M) QHAJIUTUYECKUE METOAMKH, HCIOIb3yEMbIE I[P OCYILIECTBICHUHM KOHTPOJIS KadecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

H) JIOKyMEHTAJIbHOE MOJTBEPXKACHUE (BaJHIAIMs) aHATUTHYECKUX METOJUK, UCIOIb3yEeMbIX MPU
OCYILECTBJICHMH KOHTPOJIS Ka4eCTBa BCIIOMOIaTENIbHBIX BEILECTB;

0) uH(pOpMaIus 00 WCIOIB30BAHUN BCIIOMOTATEIbHBIX BEIIECTB YEIOBEUECKOTO U JKUBOTHOTO
IPOMCXOXKACHUS;

n) yrpatuia cuity ¢ 13 aBrycra 2019 r. - @enepanbhblii 3akoH ot 2 aBrycra 2019 r. N 297-®3

Wuopmarus 06 H3MEHEHHSIX:

CMm. npedvloywyro pedaKyuio

p) TpeOoBaHMS K KadecTBY JIEKAPCTBEHHOI'O IMIperapaTa Ui BETEPHUHAPHOTO MPUMEHEHUS
(ceprudukar, cienuduKanys Ha JIEKapCTBEHHBIHN Mperapar U X 000CHOBAaHUE),

C) aHaJUTHYECKUE METOJUKH, WCIOIb3yeMble TMPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO Tperapara Jjisi BETEPHHAPHOTO IPUMEHEHUS;

T) JOKYMEHTaJIbHOE MOATBEpXkACHUE (BaTUAAlNs) aHATUTHUYECKUX METOJUK, UCIOIb3yEMBIX MPHU
OCYILECTBIICHINH KOHTPOJISI KAa4eCTBa JICKApCTBEHHOTO Tpenapara il BETepUHAPHOTO IIPUMEHEHUS;

y) IOKYMEHT, MOATBEPXkAAIOIINNA KAuecTBO JIEKAPCTBEHHOTO Mperapara TpPeX MPOMBIIIICHHBIX
cepuii (MMPOTOKOJI aHaJIU3a UM CepTU(UKAT aHAJIN3a), OJIHA CEpUsi KOTOPOro JI0JKHA COBMAAaTh C cepueit
o0pa3ia JIeKapCTBEHHOT 0 MIpernapara, oIaHHOT0 Ha PETUCTPaltIo;

¢) xapakTepucTuKa NpuMecei;

X) TepeyeHb CTaHAAPTHBIX 00pa3loB, MCIOJIb3YEMbIX MPH OCYLIECTBICHUM KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO TIperiapara Jisi BETEPHHAPHOTO IIPUMEHEHUS;

1) JaHHbIE 0 CTAOUIIBHOCTH JIEKAPCTBEHHOTO Mpenapara Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomusi MOKyMEHTa, cojepKamero WHGOpMAIUilo O HAIMYMKA WIM 00 OTCYTCTBUU (HaKTOB
perucTpanmu JEeKapcTBEHHOr0 Ipernapara JUlsi BETepUHApHOro MpHUMEHEeHMs 3a mpeaenamu Poccuiickoi
®denepannu;

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 6 nynkm 11 uacmu 3 cmamou 17 nacmosiuezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mekcm nyHKkma 6 npeovloyujeii peoaxkyuu
11) cornacue B nmucbMeHHOHN (hopme, MPeayCMOTPEHHOE YacThio 7 HACTOSILEN CTaThbd, B CiIydae
PETUCTPALIMH BOCIIPOM3BEIEHHOTO JIEKAPCTBEHHOIO IIPENapara;
12) xomusi JOKYMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSJIKE H
MOJATBEP>KJIAIOLIETO TPAaBOMOYHOCTh 3asBIEHUS O TOCYJapCTBEHHON pPETUCTPALMU JIEKApCTBEHHOIO
npernapara Jyisi BETEpUHApHOTO MPUMEHEHUS (I0BEPEHHOCTb);

Wndopmarys 06 M3MEHEHUAX:

Yacms 3 oononnena nynkmom 13 ¢ 13 aseycma 2019 . - Dedepanvusiii 3axon om 2 agzycma 2019 e. N
297-D3
13) cBemeHuss O TOCYAApCTBEHHOM pETUCTpallMd TIe€HHO-MH)XEHEPHO-MON(DUIIMPOBAHHBIX
OpraHM3MOB, TIPEJHA3HAYEHHBIX JUIS BBIIYCKa B OKpYXawllylo cpeay (IpU TrocyJapCTBEHHOU
perucTpalyy JIEKapCTBEHHBIX IMPENaparoB [Uisi BETEPUHAPHOTO MPUMEHEHHUs, IMOJYYEHHbIX C

12.01.20222 Cucrema TAPAHT 37/139


http://ivo.garant.ru/document/redirect/72362280/25112
http://ivo.garant.ru/document/redirect/77670914/173915
http://ivo.garant.ru/document/redirect/71127950/1422
http://ivo.garant.ru/document/redirect/57402046/17311
http://ivo.garant.ru/document/redirect/10102426/77
http://ivo.garant.ru/document/redirect/72362280/25113

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

IPUMEHEHUEM  T'€HHO-UHXEHEPHO-MOAU(DULMPOBAHHBIX  OPraHU3MOB  WJIM  COJEpXalluX Takue
OpTraHU3MBI).

Wndopmarus 06 H3MEHEHHSX:
Yacmw 4 usmenena c 13 asecycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

Cm. npeodvloyuyio peoakyuro

4. Ilpu mnpoBeNeHHH YCKOPEHHOH IpOLEeNyphl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipernapara Juls
BETEPUHAPHOTO MMPUMEHEHHS B IIEIISIX €r0 FOCYJapCTBEHHON PErHCTPalii BMECTO OTYeTa pa3paboTInKa O
pe3yibTaTax JOKIMHUYECKOTO MCCIEI0BAHNUS JIEKAPCTBEHHOIO CPEICTBA AJIsi BETEPUHAPHOTO TPUMEHEHMUSI
MOXET OBIThb NPEACTaBICH 0030p HAayuHBIX pPabOT O pe3yabTarax AOKIMHHYECKOTO HCCIEIOBAHUS
pedepeHTHOro JEeKapCTBEHHOIO IIpernapara JUlsi BETEpUHApHOrO IPUMEHEHHs, a BMECTO OT4eTa O
pe3ynbTartax KIMHUYECKOT0 UCCIEI0BAaHUS JIEKAPCTBEHHOIO Ipernapara 1yl BETEpUHAPHOIO IPUMEHEHUS
OTYET O pe3yJbTaTax HCCIENOBaHUM OMOIKBUBAJIEHTHOCTH BOCIPOM3BEACHHOIO JICKAPCTBEHHOI'O
npernapara Jyisi BETEpUHApPHOTO IPUMEHEHUS.

Wuopmarus 06 H3MEHEHHSIX:
Yacmw 5 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio

5. Ha »kcmepTu3y pasiuYHBIX JICKAPCTBEHHBIX ()OPM OJHOTO H TOTO e JIEKAPCTBEHHOIO
npernapara Jijisi BETCPUHAPHOTO TPHUMEHEHHS 3asBUTENb MPEICTABISCT OTACIbHBIC 3asABICHUS U
PETHCTPAIMOHHBIC JOChE Ha KaXIyIo JIEKapcTBEHHYIO (Gopmy. [lpu ycrnoBum ogHOBpEMEHHOW TOJa4d Ha
9KCHEPTU3Y OIHOHM JIEKApCTBEHHON (OPMBI C pPa3IUYHBIMU JO3MPOBKOHM, KOHIEHTpamued, 00beMOoM
3asBUTENIb TPEJCTABISICT OJHO 3asABICHHEC W PETHCTPAIMOHHOE JO0Che C MPHIOKCHHEM MAaKETOB
NIEPBUYHON YIIAKOBKU ¥ BTOPHYHOU yIakoBKU. Ha Makerax mepBHYHON YIMaKOBKH M BTOPUYHOM YIAKOBKU
YKa3bIBAIOTCS BCE MPOU3BOJUMEIC JIO3UPOBKH, KOHIICHTPAIIMH, OOBEMBI M KOJMYECTBO JI03 B YITAKOBKE
JICKApCTBEHHOTO IMperapara Jijisi BETEPUHAPHOTO IIPUMEHEHUSI.

Wndhopmarus 06 n3MEHEHHSX :

Yacmwv 6 usmenena c 1 sneaps 2021 a. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio

6. B ciyuyae HempezacTaBieHUs ¢ 3asBJICHHEM O FOCYAapCTBEHHOM pEerucTpanuu JeKapCTBEHHOIO
npenapara AJi1 BETEPUHAPHOIO NMPUMEHEHHUS JTOKYMEHTOB, NOATBEPXKAAOIIUX YIUIATy T'OCYJapCTBEHHON
NOLUIMHBI U YKa3aHHBIX B IyHKTE 7 4acTy 2 HACTOSILEN CTAaThbU, CBEIACHHUM O JIMLEH3USAX, YKAa3aHHBIX B
nyHKTax | ¥ 2 yacTu 3 HaCTOsIIEN CTaThH, a TAKXKE BbIIaBaEMbIX (IIPEAOCTABIIEMbIX) YIIOJIHOMOYEHHBIMU
(denepanbHBIMU OpraHaMU HCIOJIHUTEIBHONW BJIACTU JOKYMEHTOB (CBEACHMI), YKa3aHHBIX B myHKTe 2.1
4acTM 3 HACTOALIEH CTaTbM, YIOJHOMOYEHHBIN (QelepanbHblii OpraH HUCHOJIHUTENBHOW BJIACTH
3anpamnvBaeT yKa3aHHbIE JOKYMEHTHI (CBEJIE€HHUS) B MOPSAJIKE MEKBEIOMCTBEHHOI'O HH(POPMAIMOHHOIO
B3aMMOJCHCTBHSI.

7. He nomyckaercss HCHOJB30BaHHME B KOMMEPUECKHMX LeIsIX HHGMOpMalnuu o pe3yibTaTax
JOKJIIMHUYECKUX HCCIIEN0BAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIIEIOBAHUM JIEKAPCTBEHHBIX
[penapaToB JJisi BETEPUHAPHOIO NPUMEHEHHS, MpPEJCTaBICHHON 3asBUTENEM Js TOCyAapCTBEHHOM
perucTpalyu JIeKapcTBEHHBIX IpenapaToB, 0e3 ero coryiacusi B TEYEHHWE WIECTH JeT C JaThl
TOCYJIaPCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO mpernapaTa B Poccutickont deneparum.

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 17 oononnena wacmoio 8 ¢ 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 ageycma 2019 e. N
297-D3
8. Jlepxkarenb UM BiaJielel] PerucTPallMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara s
BETEPUHAPHOTO MPHUMEHEHUS MPEJICTABISIET B YIOTHOMOUYEHHBIH (helepaibHbli OpraH UCHOTHUTEIHHOM
BJIACTHU OTYET IO pe3yibTaraM (papMakoHaA30pa OJMH pa3 B LIECTh MECSIEB B TEUEHHE JBYX JET MOCIe
roCyJJapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO mnpemnapaTta B Poccuiickoit denepanuu, 3aTeM e€xXeroiHo
B T€UCHHUE TOCIEAYIONINX TPEX JIET U B JAIBHEHIIIEM OJUH pa3 B TPH roja.
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'APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 17 HacTosIIero d)ez[epanLHoro 3daKOHa

Wndopmarius 06 M3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Odexaops 2014 2. N 429-D3 naumenosanue cmamou 18 nacmosuezo
DedepanbHo20 3aKOHA U3N0AHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mekcm HAUMEHOBAHUS 8 NPeOblOYuell pedaKyuu
Crarba 18. Ilomayua u paccMOTpeHME 3asBICHMS O TOCYJAapCTBEHHOH pETUCTpaluu
JIEKapCTBEHHOT'0 Ipernapara Jisi METUIIUHCKOTO PUMEHEHUS

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 uyacmv 1 cmamvu 18 nHacmoswezo
DedepanbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

1. Jns rocymapCTBEHHOW pETUCTpalMy JICKApCTBEHHOTO Mperapara Uil  MEAUIUHCKOTO
NPUMCHCHUS FOPUINYECKOE JIMIIO, JCUCTBYIONIEE B COOCTBEHHBIX HWHTEpPECaxX WIIU YIIOJTHOMOYEHHOE
NPECTaBISTh MHTEPEChl APYroro HOPUAWYECKOrO JIMIA M 3asBIISIONICE JICKAPCTBEHHBIH INpernapar Ha
TOCYJApPCTBEHHYIO PETUCTpAIMIO (Jlajiee B HACTOALICH CTaThe - 3asBUTENb), TPEACTABISACT B
YIIOJTHOMOYCHHBIN (ellepaibHbIii OpraH MCIOJIHUTEIBHOM BJIACTH, OCYIICCTBISIONIANA TOCYIapCTBEHHYIO
PETHCTpAIHIO JICKAPCTBEHHBIX MPEIApaTOB JJII MEIUIIMHCKOTO MPUMEHEHHS, B 3JISKTPOHHOUN (hopMe U Ha
OyMa)XHOM HOCHUTEJIC 3asBJICHHE O TOCYAAPCTBCHHOH PETHUCTpaIlMH JICKAPCTBEHHOTO Iperapara s
MEJMIIMHCKOTO TIPUMEHEHUS, a TaKKe B IOPSJIKE, YCTAaHOBICHHOM YIIOJTHOMOUYEHHBIM (eaepaTbHbIM
OpPraHOM HCIIOJIHUTEIILHOW BJIACTH, B DJIEKTPOHHOH (opMe u Ha OyMa)KHOM HOCHTENle HEOOXOIMMBIC
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PErHCTPAIMOHHOE JOChE Ha JICKAPCTBEHHBIA Mpermapar Uit
MEIUIIUHCKOTO TPUMEHCHUSI.

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-D3 uacmes 2 cmamou 18 nacmosweco
DedepanvbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
2. B 3asgBieHHH O TOCYJapCTBEHHOW PETUCTpAIlMU JEKAPCTBEHHOTO Mpemnapara Ui MeIUIIUHCKOTO
MPUMCHCHUS YKA3bIBAIOTCS:

Wndopmarys 06 m3MEeHEHHUAX:
Ilynkm 1 uzmenen c 1 smeaps 2018 e. - @edepanvruiii 3axon om 28 oexabps 2017 e. N 425-D3

CMm. npedvloywyro pedaKyuio

1) HauMeHOBaHHME, aJapec 3asBUTENS W TPOUZBOAMTENS JIEKAPCTBEHHOrO TMperapara s
MEAMIIMHCKOTO MPUMEHEHHUsI, CBEJICHUSI 00 MX PETUCTPallid B KaueCTBE HAJIOTOIUIATENbIIHUKA B CTpaHe
peructpanuu (s POCCUUCKHUX FOPUIUYECKUX JIUI - UACHTU(DUKAIIMOHHBIM HOMEp HaJIOroIiaTeNlbIIuKa
(MHH), nnst ”HOCTpaHHBIX OPUIMYECKUX JIUI] - CTpaHa PETUCTpAIlii, HAMMEHOBAHNE PETUCTPUPYIOIIETO
OopraHa, perucTpalMOHHBIN HOMEP, KOJI HAJIOTOIUIaTelNbIMKa B CTPAHE PErUCTPAalUK (MHKOPIIOPAIMH) WIH
€ro aHaJoT) U aJpec MeCTa OCYIIECTBJICHHS TPOU3BOJICTBA JICKAPCTBEHHOTO TIpenapara (B ciydae HaTuqus
HECKOJIbKUX YYaCTHUKOB TIpOIlecca €ro IMPOU3BOJICTBA HEOOXOAMMO yKaszaTh KaXJIOTO YYacTHUKA B
COOTBETCTBHUU C OCYIIECTBISIEMOM CTaINEH MPOU3BOJICTBA);

2) HaMMEHOBaHUE JICKAPCTBEHHOTO Mpenapara JJisi MEAUIIMHCKOTO TPUMEHEHHUs (MEKIyHapOTHOE
HEIMaTeHTOBAHHOE, WJIA TPYIIITUPOBOYHOE, WIIH XUMHUYECKOE M TOPrOBOE HAUMEHOBAHMS );

3) nepeyeHb AECUCTBYIOMIMX M BCIIOMOTaTENIbHBIX BEIECTB, BXOALIUX B COCTAB JEKAPCTBEHHOI'O
npenapara Jijisi MEAUITHHCKOTO MPUMEHEHHS, C YKa3aHUEM KOJUYECTBA KaXKOTO U3 HUX;

4) nexkapcTBeHHas ¢opMa, TO03UPOBKA, CHOCOOBI BBEACHHS W NPHUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOTO Mpemnapara Jijisi MeIUIIMHCKOTO PUMEHEHHS;

5) (bapmakoTepaneBTHIECKAS rpymmna, KOJI AHATOMO-TEPANEBTUUECKO-XUMUYECKON
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KJaccu(uKaluy, peKOMEHAOBaHHOM BcemupHON opraHusanueil 31paBOOXpaHEHUs, 3asBllsieMble
NOKa3aHus JJ11 NIPUMEHEHHUs JIEKapCTBEHHOT' 0 Ipenapara i1 MEAULIMHCKOrO IPUMEHEHMUS,

6) OTCYTCTBME HEOOXOIMMOCTH MPENOCTABICHUS OT4YeTa O pe3yibTaTraX KIMHUYECKOTIO
UCCJIEIOBAHMSI, UCCIIE0BaHUsI OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpenapara, pa3pelieHHOro Jyis
MenuIuHCcKoro npuMeHenus B Poccuiickoit denepanuu Oonee ABaaLaTh JIET, ¢ yKa3aHUEM HOPMATUBHBIX
IIPABOBBIX AKTOB, OATBEPKIAIOIINX JAHHBIN CPOK IPUMEHEHUS;

7) HeobxoauMocTh odopMiIeHUST pa3penieHus Ha BBO3 B Poccuiickyto denmeparuio KOHKPETHOM
NapTUM  3aperMCTPUPOBAHHBIX W (WJIM)  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIPEHA3HAYECHHBIX IS IPOBEICHMS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAAPCTBEHHOMN
perucrpanuu;

8) Heo0XOAMMOCTb IPOBEIEHUS SKCIEPTU3bl JOKYMEHTOB, NPEJICTABICHHBIX I OIpEaeIICHUS
BO3MOXXHOCTH paccMaTpuBaTh JIEKapCTBEHHBIN Ipernapar il MEIULHUHCKOIO IPUMEHEHUS MpU
OCYILECTBIICHUH I'OCYIapCTBEHHON pEerucTpaluy B KauecTBe op(haHHOIO JIEKAPCTBEHHOTO IIperapara;

9) HEOOXOIMMOCTh MTPUMEHEHHS YCKOPEHHOM MPOIeyphl AKCIIEPTH3BI JIEKAPCTBEHHBIX CPENICTB B
LEJISIX TOCYIapCTBEHHOM PErucTpaluy JIEKApCTBEHHOTO IIpenapara;

10) xkonuu JOKYMEHTOB, TOATBEPKAAIOIINX YIUIATY TOCYJapPCTBEHHOM MMOIUINHBL:

a) 3a NPOBEJEHHE SKCIEPTU3bl JOKYMEHTOB, MPEJICTABICHHBIX JUIS ONpPEIeNeHHUs] BO3MOXXHOCTU
paccmaTpuBaTh JIEKapCTBEHHBIN Mmpenapar Juis MEIUIUHCKOTO NPUMEHEHUS IpPHU OCYLIECTBICHUU
roCyJJapCTBEHHOM perucTpaniy B KauecTBe oppaHHOI0 JIEKApCTBEHHOIO IIpenapaTa;

0) 3a MpoBelEHUE SKCIEPTU3bl KAaYeCTBA JIEKAPCTBEHHOI'O CPEJCTBA U JKCIEPTHU3bl OTHOIICHHUS
OKMJAEMOM TI0JIb3bl K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapaTa, pa3pelieHHOro 1is
MeAMLIMHCKOro IpuMeHeHus B Poccuiickoit ®depepanuu Oonee ABaauaTtd JeT, IPU OCYLIECTBICHUU
roCyIapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O Mpenapara;

B) 3a IPOBEJCHHE IKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOILEHUS
OKMJAEMOM IO0JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOI'O IIpernapara JUisi MEIULUHCKOTO
IPUMEHEHHUS [IPU €ro roCy1apCTBEHHON PETUCTpalliu;

I') 3a MPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOT'O CPEACTBAa U SKCIEPTHU3bl OTHOILEHHS
0’KHMJJaeMOM MOJIb3bl K BO3MOKHOMY PUCKY HMPHUMEHEHUS JIEKapCTBEHHOTO Ipernapara Juisi MeIULIUHCKOTO
IPUMEHEHUS, B OTHOLIEHHH KOTOPOTO IPOBEAEHBI MEKIYHAapOJHBIE MHOTOLICHTPOBBIE KIMHUYECKHE
UCCJIEIOBAHMS, YacTh H3 KOTOpbIX IpoBenaeHa B Poccuiickor denepanuu, NOpH  OCYIIECTBICHHUH
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO MPENnapara;

11) Hanuuwue coryiacus HPOU3BOJIUTENS JIEKAPCTBEHHOIO Ipenapara, MPOU3BOACTBO KOTOPOIO
ocyumiecTBisieTcss 3a mpenenamu  Poccuiickonn  ®Denepauuy, Ha OPOBEACHHE HMHCIEKTHPOBAHMS
IIPOU3BOUTENISE HA COOTBETCTBUE TPEOOBAHUAM IIPaBUJT HAJIEKAIEH MPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuyue coryiacusi, peyCMOTPEHHOr0 YacThio 18 HacTosIel cTaThy;

13) ykazaHue BuJa JIEKaPCTBEHHOIO Ipernapara, MpeACTaBIEHHOTO Ha PEruCcTpaIUio
(pedepeHTHBI  NEeKapcTBEHHBIM  TIpemapaT,  BOCHPOM3BEAEHHBIM  JIEKapCTBEHHBIM  Impemapar,
OHMOJIOTHYECKHM JIEKapCTBEHHBIN Mpenapar, OMOaHaNIOroBbli (O0MOMOAO0HBIN) JIEKApCTBEHHBIH Ipenapar
(Omoanasior), roMeonaTHYECKUi IEeKapCTBEHHBIH Mpernapar, JIeKapcTBEHHBIH pacTUTEIbHBIH Mpenapar).

Wudopmanust 00 N3MEHEHUSX:
DedepanvHvim 3axkonom om 22 Oexabps 2014 2. N 429-@3 yacme 3 cmamovu 18 Hacmosweeo
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroujell 6 cuny ¢ 1 saueaps 2016 a.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
3. PerucrpanuioHHOoe J0Che Ha JIEKapCTBEHHBIH Tpenapar s MEAWIIMHCKOTO TPUMEHEHUs
MPEI0CTaBIsACTCS B opMe 00IIIET0 TEXHUYECKOTO IOKYMEHTA.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 e. N 429-D3 uyacmv 4 cmamou 18 nHacmosweeco
DedepanbHo20 3aKOHA U3NONACEHA 8 HOBOU pedakyuu, scmynarowell 8 cuny ¢ 1 aueaps 2016 2.

Cm. mexcm yacmu 8 npedvloyujel pedaKyuu
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4. Paznen noKyMeHTAIMK aJMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B ceOsl:

1) 3asBiIE€HUE O rOCYJapCTBEHHOMN perucTpanyy JeKapCTBEHHOI'O Mpenapara Jjs MEIULHUHCKOIO
MPUMEHEHHUS B AJIEKTPOHHOU (hopMe U Ha OyMa’kHOM HOCHUTEIIE;

2) KOmMIO JIOKyMEHTa Ha pPYCCKOM f3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IIOpPSJIKE U
MOJTBEPKJIAIOLIETO MTPAaBOMOYHOCTh 3asBUTEJNA MOJaBaTh 3asBICHHE O I'OCYAapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTI'0 IIpernapara Juisi MEJUIMHCKOT0 IPUMEHEHUS (JOBEPEHHOCTB);

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

Cm. npeovloyuyio peoakyuro

3) cBemeHUs O AaTe MPEIOCTABJICHHS M PETUCTPAIIMOHHOM HOMEpPE JIMIICH3WHW Ha MPOU3BOACTBO
JIEKApCTBEHHBIX CPEACTB WJIM CBEACHUS O JATE MPEAOCTABIECHUS U PETUCTPAIMOHHOM HOMEPE 3aKIIOUECHUS
O COOTBETCTBHUHM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHWAM TIPaBWIJI  HaJJICkKaIIEH
MIPOM3BOJICTBEHHON MTPAKTHKH, BBIJAHHBIX (TPEIOCTABICHHBIX) YIIOJIHOMOUYEHHBIM (De/IepaTbHbIM OpPraHOM
VCIIOJIHUTEJIbHON BJIACTU B OTHOLLUEHUHU MTPOU3BOJCTBEHHOM IJIOLIAKHA PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npernapara, B Ciiydae, €Clii IPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara ocylecTsisiercs B Poccuiickoit
®enepanuu;

Undopmarus 06 n3MEHEHHSX:

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

CMm. npedvloyuyro peoaKyuio

4) KONHUIO MPEAOCTaBICHHON YMOJIHOMOUYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTENS JHUIICH3UU Ha
MIPOM3BOJICTBO JISKAPCTBEHHOT'O TIPEIapaTa u ee NepeBo] Ha PYCCKH SI3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM
MOpsKe, a TaKKe KOMHUIO 3aKIIOYEHUS O COOTBETCTBUHU MPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBAaHUSAM TIPABWII HAJICKANICH TPOU3BOJICTBCHHONW MPAKTUKH, BBIIAHHOTO YIIOJHOMOYECHHBIM
dbenepanbHBIM OPraHOM HCIIOJIHUTEIBHOM BIACTH B OTHOIIEHMHM MPOM3BOACTBEHHON IUIOMIAJIKH
PETHCTPUPYEMOTO JICKAPCTBEHHOTO Ipernapara, Wik KOIUI0 PEmIeHUS YIOJTHOMOYCHHOTO (eaepaTbHOTO
OpraHa HCIOJHUTENbHOW BIACTH O MPOBEICHWU HHCIEKTUPOBAHMS TPOU3BOIUTENS JIEKAPCTBEHHBIX
CPeACTB, B ciyd4ae, €CIIH IPOW3BOJCTBO JIEKAPCTBEHHOIO IIperapara OCYIIECTBISIETCS 3a IpeleinaMu
Poccuiickoit denepanuu;

5) MPOEKT WHCTPYKIUU 10 MEIUIIMHCKOMY TIPUMEHEHHWIO JIEKAPCTBEHHOT'O TIperapara,
CoJIeprKalleil CleayIoue CBeICHUS:

a) HAMMCHOBaHWE JICKAPCTBEHHOTO Tipermapata (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WIIH
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAaHMUS);

0) nmekapcTBeHHas (hopMa C yKa3zaHHEM HAaNMEHOBAHUHN U KOJMYECTBEHHOTO COCTaBAa JICUCTBYIOIINX
BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEUIECTB (TP HEOOXOJUMOCTH KOJHMUECTBEHHOTO
COCTaBa BCIIOMOTAaTENbHBIX BEIIECTB);

B) OIMMCaHUE BHEIIHETO BH/IA JIGKAPCTBEHHOTO Mpernapata Jijisi MEIUIIMHCKOTO TPHUMEHCHUS;

T) pU3MKO-XUMUYECKHEe CBOMUCTBA (1S paarodapMaIieBTHIeCKHIX JIEKapCTBEHHBIX MPEMapaToB);

n) dapmakoTeparnieBTHUeCKas TPYINa, KOJ JICKAPCTBEHHOTO Tpernapara Uil MEAUIIHHCKOTO
MPUMEHEHHUS TI0 aHATOMO-TEPaANeBTHUYECKO-XUMHUYECKON KllacCu(UKAINU, pEeKOMEHI0BaHHON BcemupHoii
OpraHu3aIMeN 31paBOOXPAHEHHUS], WIIH YKa3aHue "TOMEOMaTHYECKHi JIEKApCTBEHHBIN MTpemnapar';

e) ¢apmakoguHamMuKka W (GapMaKOKMHETHKa (32  HCKIIOYeHHeM  (hapMaKOKWHETUKU
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEILHBIX JICKapCTBEHHBIX MIPEIapaToB);

K) TIOKA3aHMs ISl IPUMEHEHHUS;

3) IPOTUBOIIOKA3AHHUS JIJIS IPUMEHEHUS;

1) MEpPBI MIPEIOCTOPOKHOCTU TIPH IPUMEHEHHH;

K) yKa3aHWe BO3MOXXHOCTH M OCOOCHHOCTCH TNPUMEHEHHS JIEKAPCTBEHHOTO Ipernapara JJis
MEIWIIMHCKOTO TPHUMEHEHUs OepeMEHHBIMU O KCHIIUHAMH, IKCHIIMHAMH B TMEPUOJ TPYTHOTO
BCKapMITMBAHWUS, IETHMH, B3POCITBIMHU, HMEIOIIMMHU XPOHHUYECKHE 3a00JICBAHUS;

J) peKUM O3UPOBAHUs, CIIOCOOBI BBEACHUS M MPUMEHEHHsI, TP HEOOXOJAUMOCTH BpeMs MpHemMa
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JIEKapCTBEHHOT'0 MpernapaTa sl MEAUIIMHCKOTO IPUMEHEHHUSI, TPOIOJIKUTEIbHOCTD JICUEHHUS, B TOM YHCIIe
y AETEN 0 U TOCJIE OJTHOrO rofa;

M) BO3MOXKHBIE HEKENaTEeJbHbIE peaklUUd NpU MPUMEHEHHU JIeKapCTBEHHOTO Mpernapara ais
MEUIIMHCKOTO TPUMECHCHHS,

H) CUMIITOMBI NIEPE03UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY MPU NEPETO3UPOBKE;

0) B3aUMO/JICHCTBUE C JPYTUMH JIEKaPCTBEHHBIMU TperapaTaMu U (MJIK) MUIIEBBIMUA IPOTYKTaMH;

1) GopMBI BbIITYCKa JIEKAPCTBEHHOI'O IIperapara;

p) ykazaHue (mpu HEOOXOTUMOCTH) OCOOCHHOCTEH JEWCTBUS JIEKAPCTBEHHOIO Ipemnapara it
MEAMIMHCKOTO MIPUMEHEHHUS [IPH NEPBOM IIPUEME UITU TPU €TI0 OTMEHE;

c) omucanue (Mpu HEOOXOIMMOCTH) NeHCTBUI Bpauda (denpamepa) u (WiKM) TaUEHTa TPU
IpOINyCKe TMpUeMa OJHOM WM HECKOJbKHUX JI03 JIGKAPCTBEHHOrO IIpernapaTra Uil MEIUIIMHCKOTO
IPUMCHCHUS;

T) BO3MOXKHOE BIIMSHUE JIEKQPCTBEHHOTO TMpemnapara s MEIUIMHCKOr0 TPUMEHEHHS Ha
CIIOCOOHOCTB YIIPaBIISITh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMH;

y) CpOK TOAHOCTM M YyKa3aHWE Ha 3alpeT NPUMEHEHHUs JIEKapCTBEHHOrO IMpermapaTra st
MEAMIMHCKOTO IPUMEHEHHUS 110 UCTEYEHUH CPOKa F'OJIHOCTH;

&) ycnoBus XxpaHeHus;

X) yKa3zaHue Ha HEOOXOAMMOCTh XpaHEHMs JIEKapCTBEHHOIO Ipenapara JUisi METUIMHCKOrOo
MPUMEHEHHUS B MECTaX, HEJIOCTYIHBIX Ui JETeH;

1) yKa3aHue (IpU HEOOXOAMMOCTH) CHEIHATIBHBIX MEp MPEJOCTOPOKHOCTH NPU YHHUTOKCHHU
HEUCTOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS;

Y) yCIIOBUS OTITYCKa;

II) HAaMMEHOBAaHUSA U aJipeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapara;

II) HaWMEHOBaHHWE, aJpec OpraHu3alluy, YIOJTHOMOUYEHHOW JAep)kKaTeileM WM BlaJelbleM
PEruCTPaliOHHOTO YJOCTOBEPEHUS JIEKapCTBEHHOTO Mpenapara i MEAMIMHCKOrOo IMPUMEHEHUs Ha
HPUHATHE MIPETEH3UIl OT MOTpeOUTENS;

6) MHCTPYKIIUIO 110 MEIUIUHCKOMY IPUMEHEHHUIO WM KPaTKyI0 XapaKTePUCTHKY JIEKaPCTBEHHOIO
npernapara, yTBep>JACHHbBIE B CTpaHe MPOU3BOIUTENS,

7) IPOEKThl MAKETOB MEPBUYHOIN YyNaKOBKM M BTOPUYHOW YIMAKOBKH JIEKApPCTBEHHOTO INpernapara
JUTSE METUITTHCKOTO TIPUMEHEHHST,

8) MpPOEKT HOPMATHUBHOW JOKYMEHTAllMM WJIM HOPMAaTUBHOTO JOKyMEHTa Ha JIEKapCTBEHHBIN
mpemnapar JjIsl MEIUIIMHCKOTO MPUMEHEHUs JIM0O0 yKa3aHHe COOTBETCTBYIONIEH (hapMaKomeHO! CTaThu;

9) noKyMeHT, cojaepanuii HHOPMAIMIO O HATHMYUHA WU 00 OTCYTCTBUHU (DaKTOB PETHCTPALUU
JIEKapCTBEHHOT'O Tperapara Juisi MeJUIIMHCKOT0 MpUMEeHeH sl 3a npeaenamu Poccuiickoit denepanuu;

10) komuu OKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM MOPSJAKE M MOATBEPKIAIOIUX (aKT
pEerucTpalMy JEeKapCTBEHHOTO TMpenapara B HMHOCTPAHHBIX TOCYJIapcTBax B KadecTBe Op(haHHOTO
JIEKapCTBEHHOT'0 IIperapara;

11) mnman ynpaBiaeHHWs pHCKaAMH Ui OHOJOTHYECKHX JIEKapCTBEHHBIX MPEmapaToB s
MEMIIMHCKOTO TPUMECHCHHS,

12) nmoxkymeHT o cucreMe ¢apMaKoHaI30pa JepKaTels WM BIAJeNblla PEruCTPAMOHHOTO
y0CTOBEpPEHUS JIEKAPCTBEHHOTO Mpernapara;

13) mOKyMEHT, TOJATBEPKIAIOIINI KayecTBO JIEKAPCTBEHHOI'O TMpernapara TpeX MPOMBIILIEHHBIX
cepuii (MMPOTOKOJI aHaU3a UM CepTU(UKAT aHAJIM3a), OIHA CEpUs KOTOPOro JI0JKHA COBMAAaTh C cepueit
oOpa3la JIEKapCTBEHHOro Ipernapara s MEIMIMHCKOTO IPUMEHEHHs, NpPEeICTAaBICHHOTO0 Ha
rOCy/IapCTBEHHYIO PETUCTPALIMIO.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-@3 uacmv 5 cmamvu 18 nacmoswezo
DedepanbHo20 3aKOHA U3TONACEHA 8 HOBOU pedarkyuu, scmynarowell 8 cuny ¢ 1 aueaps 2016 2.
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Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
5. Paznen xummuueckoi, papmaneBTHUECKON U OMOIOTMYECKOW TOKYMEHTAllMU BKIIIOYAeT B cels
JOKYMEHTBI, coepkaiie HHopmanuio o papMaleBTUUECKONH cyOCTaHIIMU U JIEKAPCTBEHHOM IIperapare
JUIsL MEMLIMHCKOTIO NPUMEHEHHUs, MPOLIECCE €ro MPOM3BOACTBA M METOAAaX KOHTPOJS KauyecTBa, B TOM
qucIe:

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 1 uzmenen c 28 dexabps 2019 e. - Dedepanvusiii 3axkon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloywyro pedaKyuio

1) komWio JOKYMEHTa, COJAEpIKAIEro CleAy inylo wunHpopManuio o (apManeBTHIeCKON
cyOcTaHIMM WK (papManeBTUUYECKUX CyOCTaHIUAX, BXOASIIMX B COCTAB JIGKAPCTBEHHOrO Mpernapara, 3a
UCKIIOYeHHeM HHpopMammu o ¢apMaleBTUYECKUX CYOCTAHIUSAX, BKJIIOYCHHBIX B TOCYAApCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEICTB B COOTBETCTBHUHU €O cTaThell 34 Hactosuiero denepaibHOro 3aK0Ha:

a) HaMMeHOBaHME (PapMaIeBTUICCKON CyOCTaHIIUH, €e CTPYKTypa, OOIIHe CBONCTBA;

0) HaMMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C OMUCAHUEM CTAJU{ MPOU3BOJCTBA U METOJIOB KOHTPOJISI HA BCEX
CTaUAX MPOU3BOJCTBA;

T') ONKMCaHKE pa3pabOTKHU Mpollecca MPOU3BO/JICTBA;

1) OIUCaHNE KOHTPOJISI KPUTUUYECKUX CTaIUi MPOU3BOICTBA U MPOMEKYTOUHOU MPOTYKIIHH;

€) IOKYMEHTaJIbHOE TTOATBEPIKIACHUE (BAIHMIALIMS) POIIECCOB U (MJIN) UX OIICHKA;

’K) CBOMCTBA M CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepPUCTHKA TIPUMECEi;

n) crieurdukanys Ha hapMaleBTHUECKYIO CyOCTaHIUIO U €€ 000CHOBAHME;

K) QHAIUTUYCCKHEC METOJIUKH, HCIOJIb3yeMble TIPU OCYIICCTBICHHUH KOHTPOJS KadyecTBa
dapmalieBTUYECKOM cyOCcTaHIINu;

J) TOKYMEHTAIILHOE TOJITBEPKICHUE (BAIHUIAINS) aHATUTHICCKUX METOIMK, UCIOJIB3YEMBIX MPHU
OCYIIECTBIIEHUU KOHTPOJIS KauecTBa (papMarieBTUIECKON CyOCTaHITNH;

M) pe3yJIbTaThl aHAIM3a CEPHl (hapMaIleBTUUECKON CyOCTaHIINH;

H) MIepeYeHb CTaHJAPTHHIX 00Pa3I[0B WM BEIIECTB, UCTIOJIb3YyEMBIX MPU OCYIIECTBICHUU KOHTPOJIS
KauecTBa,

0) OMHCAaHNE XaPAaKTEPUCTUK U CBOMCTB YIIAaKOBOYHBIX MAaTEPHUAJIOB U YKYTIOPOUYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIIBHOCTH (papMalieBTUYEeCKON CyOCTaHIUH;

P) CPOK T'OJTHOCTH;

Wndhopmarus 06 n3MEHEHHSX :

Yacme 5 dononnena nynkmom 1.1 ¢ 28 dexabps 2019 2. - @edepanvhuiil 3axon om 27 dexkabpsa 2019 .
N 462-D3

1.1) B orHomeHuH (HapMaleBTHUECKUX CYOCTaHIMM, BXOASIIMX B COCTaB JIEKAPCTBEHHOTO
mpernapata W BKIIIOYEHHBIX B TOCYAApPCTBEHHBI PEECTp JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHU CO
cratbeil 34 Hacrosimero dexepaqbHOrO0 3aKOHA, - KONHUS JOKYMEHTa, COJEPIKAILEro CIeayIOIIyIo
UH(pOpMaILUIO:

a) HauMeHOBaHMe papMaleBTUYECKOM CyOCTaHIIH, €€ CTPYKTYpa, OOII1e CBOHCTRA;

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) pe3yJbTaThl aHANU3a cepuii (hapMarieBTHUECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;

2) JOKYyMEHT, COJepXalluil CcIeayloliue CBEAEHUS O JICKapCTBEHHOM IpenapaTre JUls
MEMIIMHCKOTO TPUMCHCHUS

a) OIUCaHKe U COCTaB JIEKAPCTBEHHOT'O MIpernapaTa Jisl METUIIUHCKOTO MPUMEHEHUS;

0) omucanue QapmareBTHIECKON pa3paboTku (0OOCHOBaHHME BBIOOpPA COCTaBa, MEPBHUYHON
YHaKOBKU U UHOTO);

B) TEXHOJOTHS MPOU3BOJICTBA C ONMMCAHUEM CTaJIWi MPOHM3BOJCTBA MU METOJOB KOHTPOJIS HA BCEX
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CTaUsIX IPOU3BOJICTBA;

I) ONWCaHUE KOHTPOJS KPUTHUYECKUX CTaguil IIpolecca IPOU3BOJCTBA U IPOMEKYTOYHOU
IPOAYKLUH;

J1) HAUMEHOBAHME U aJpPec MeCTa OCYLIECTBICHHs IIPOU3BOJACTBA JIEKAPCTBEHHOIO Ipenapara Jyis
MEIMIUHCKOrO IMPUMEHEHHs (B CilIy4ae HalM4yusl HECKOJbKMX YYAaCTHHMKOB IIpolecca IPOM3BOJCTBA
HE00XOIMMO yKa3aTh KaXKAO0T0 U3 HUX);

€) (hapmareBTHYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTMYECKHE XapaKTEPUCTUKH;

3) MaTtepuaibHbIil OalaHC [UId IPOU3BOICTBA CEPUU TOTOBOTO NMPOJYKTA;

1) OIIMCAHUE XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) IOKyMEHTaJIbHOE OJATBEP)KACHHE (BaJIUAALMs) IPOLECCOB MPOU3BOJCTBA U (MJIM) UX OLIEHKA;

J) TpeOOBaHUS K KAdyeCTBY BCIIOMOTATENBHBIX BEIIECTB (cepTUdHKAT, cnenudukanus Ha
BCIIOMOTaTeIbHbIE BEILIECTBA U X OOOCHOBAHUE);

M) QHAJIUTUYECKUE METOJMKH, HCIOJIb3yeMble IPU OCYLIECTBIEHUU KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BEIIECTB;

H) JOKYMEHTQJIbHOE MOJTBEPKICHUE (BaJMJAINs) aHATUTUHYECKUX METOJMK, UCIOIb3yEMbIX IpU
OCYILECTBJICHMH KOHTPOJISI KAa4eCTBa BCIIOMOI'aTeIbHbBIX BEIIECTB;

0) uH(pOpMaIUs 00 HCIOIB30BAHUN BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO M YKHUBOTHOTO
IPOMCXOXKACHUS;

1) nHpopmanus 00 UCIOIb30BAaHIH HOBBIX BCIIOMOTATENILHBIX BELIECTB;

p) TpebOBaHUS K KauyecTBY JIEKAPCTBEHHOrO IIpernapara Uil MEIUIMHCKOTO IMPUMEHEHHs
(ceprudukar, cienuduKanys Ha JSKapCTBEHHBIH Mpernapar ¥ uX 000CHOBaHUE);

C) AaHAJIUTHYECKHE METOAMKH, HCIOJIb3yeMble IPU OCYIIECTBIEHUM KOHTPOJS KauyecTBa
JIEKapCTBEHHOTI'0 IIpernapara Jyisi MEAULUHCKOTO IPUMEHEHUS;

T) JOKYMEHTAJIbHOE MOATBEP)KICHHUE (BalMJalMs) aHAIUTUUYECKUX METOJIUK, UCHOJIb3YyEMbIX MPH
OCYIIECTBJIEHUU KOHTPOJISI KaYeCTBa JIEKAPCTBEHHOTO Mpernapara sl MeIULUHCKOIO IPUMEHEHUS;

y) pe3yibTaThl aHATU30B CEPUI JIEKAPCTBEHHOTO Mpernapara JUisi MeAMLIUHCKOTO TPUMEHEHMS;

¢) xapakTepucTuKa NpuMecei;

X) TepeyeHb CTaHAAPTHBIX 00pa3loB, MCIOJIb3YEMbIX MPH OCYLIECTBICHUM KOHTPOJIS KauecTBa
JIEKapCTBEHHOTI'0 Ipernapara Uil MEJUIIMHCKOTO IPUMEHEHMS;

I1) JaHHbIE O CTAOUJIBHOCTH JIEKAPCTBEHHOTO Mpernapara JUisi MEAULIMHCKOTO PUMEHEHHMSL.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 Oekabps 2014 2. N 429-D3 uwacms 6 cmamou 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 saueaps 2016 a.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu
6. Paznen ¢dapmakomornyeckoil, TOKCUKOJIOTHYECKONW TOKYMEHTAIlMU BKIIIOYAET B ce0sl OTUETHI O
pe3ynbTarax JOKIMHUYSCKUX MCCIIEAOBAHUN JIGKAPCTBEHHOTO CPEJCTBA JUISI MEAUIIMHCKOTO TIPUMEHEHUS,
B TOM YHCIIE:
1) oTuer o papmMakOIUHAMUYECKUX UCCIICTOBAHMSIX;
2) otueT 0 hapMaKOKMHETHUECKUX MCCIEAOBAHUSAX;
3) OTYET 0 TOKCHKOJIOTHIECKUX HCCIICIOBAHMSIX.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 18 nacmoswezo Dedepanvroo
3aKOHA 0onoaHeHa yacmvio 7, ecmynatowjen  cuny ¢ 1 saneaps 2016 2.
7. Pazgen KIMHWUYECKOW MOKYMEHTAIlMM BKIIIOYAET B CEOsl OTYETHI O PE3yJIbTaTaX KIMHUYECKHUX
MCCJIEI0BAHMI JIEKAPCTBEHHOTO Ipenapara Jyisi MEAUIIMHCKOTO IPUMEHEHHUS, B TOM YHCIIE:
1) oryetsl 00 wHCCIENOBAaHUAX OHOJOCTYMHOCTH W OHOIKBUBAJIICHTHOCTH, WCCIEIOBAHUSIX,
YCTaHABIMBAIOIIUX KOPPETSAIUIO PE3yIbTaTOB, MOMYyUYEHHBIX B YCIOBHSIX in Vitro U in vivo;
2) oT4eTHl 0 PapMAKOKMHETHYECKUX MCCICTOBAHUSAX;
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3) otyeTsl 0 (hapMaKOAUHAMUYECKUX UCCIIEIOBAaHUSX;
4) OTYETHI O KIMHUYECKUX UCCIEI0BAHUAX YPPEKTUBHOCTH U OE30IAaCHOCTH;
5) OTYET 0 MOCTPETUCTPALMOHHOM OIIBITE MPUMEHEHHUS (ITPU HATHYHUN).

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamosa 18 nacmoswezco Dedepanvroo
3aKOoHa 0onoanena yacmoio 8, scmynarowen 6 cuny ¢ 1 saneapsa 2016 2.
8. TpebGoBanus k o0beMy MHGOpPMAIUH, TIPEIOCTABISAEMON B COCTaBE PETUCTPALIMOHHOTO JOCKE,
JUISL OTACJBHBIX BUOB JIEKAPCTBEHHBIX MPENapaTroB sl MEIUIIMHCKOTO MPUMEHEHHUs yCTaHaBIMBAIOTCS
YIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOIHUTEILHON BIACTH.

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

CMm. npedvloyuyro pedaKyuio

9. B oTHOIICHNH JICKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX IS MEAUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit ®enepanuu Oojiee ABaaIATH JIET U B OTHOIICHWU KOTOPBIX HEBO3MOXKHO IPOBEIACHUE
UCCJICIOBAaHUI MX OMO3KBUBAJICHTHOCTH (32 HCKIIFOUCHUEM OMOJIOTUYECKHX JICKAPCTBECHHBIX MPEIIapaToB),
JIOITyCKAeTCsl BKIFOYCHUE B COCTaB pasjena (papMaKoJIOrHueCKOW, TOKCUKOJIOTUYECKON JOKYMEHTAIMH U
paszena KIMHUYECKOW JOKYMEHTAIlMM BMECTO OT4eTa pa3paboTyhka O pe3ysibTaTax COOCTBEHHBIX
JOKIIMHUYECKUX UCCIICAOBAHUH JICKAPCTBEHHBIX CPEJCTB M KIMHHUYECKUX MCCIICAOBAHHUM JICKAPCTBEHHBIX
IpernapaToB Uil MEIUIMHCKOTO NMPUMEHEHHS 0030pa HaydHBIX pa0dOT O pe3ynibTarax JOKIMHUYICCKUX
UCCIIC/IOBAHHUI JICKAPCTBEHHBIX CPEICTB M KJIMHUYECKUX WCCICIOBAHUN JaHHBIX JIGKAPCTBEHHBIX
IperapaToB, B TOM YHCIIC BKIFOUYAs OIBIT UX TIOCTPETUCTPAIIMOHHOTO TPUMEHEHHUSI.

Wupopmarus 06 H3MEHEHHSIX:

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

10. Ilpu rocynapCTBEHHOW PETHUCTPAllMd BOCIPOHM3BEICHHBIX JIEKAPCTBEHHBIX MPENaparoB s
MEIUIIUHCKOTO TPUMEHEHHsI JOIMYyCKaeTcsl BKIIOYEHHE B COCTaB paszena  (papMaKoJIOTHUECKOMH,
TOKCHKOJIOTHYECKOW JIOKyMEHTAlliM U pa3jelia KIWHUYEeCKOH JOKYMEHTAallMd BMECTO OTYeTa
pa3paboTurka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKUX HCCIICIOBAHHI JIEKapCTBEHHBIX CPEICTB
0030pa Hay4YHBIX PabOT O pe3ysbTaTax JOKIMHUYECKUX HCCIEI0BaHUN peepeHTHOTO JIEKapCTBEHHOTO
mpenapaTta W MpeAcTaBIeHHE BMECTO KIMHUYECKUX HCCIEIOBAaHUN B MOJHOM O0OBEME, YCTAaHOBIEHHOM
pa3fenoM KIMHUYECKOH JTOKyMEHTallMh, OT4YeTa O pe3yJIbTaTax HCCICAOBAaHUN OMOIKBHBAICHTHOCTH
BOCIIPOM3BEJICHHOTO JIEKApCTBEHHOI'0 Ipernapara Julsi MeAWIUHCKOro npuMmeHeHus. He tpeOyercs
NpEeJCTaBICHUE OT4YeTa O pe3yiabTaTax HCCIEJOBAaHNN OMODKBHBAJICHTHOCTH BOCIIPOU3BEICHHOTO
JIEKapCTBEHHOTO Mpernapara A MEAUIIMHCKOTO IPUMEHEHHs, €CITU PEerUCTPUPYIOTCS BOCTIPOU3BEACHHbIE
JIEKapCTBEHHBIE MTPETapaThl Il MEIUITUHCKOTO IPUMEHEHHUSI, KOTOPHIE:

1) mpenHa3HaueHBl A MApPEHTEPAITBHOTO (MOJKOXKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO,  BHYTPHUIIOJOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPHKOPOHApHOTO) BBEIACHHUA U
NPECTaBISIOT cO00 BOJHBIE PACTBOPHI;

2) mpeCTaBISIIOT COOOM PacTBOPHI AJIsi HEPOPATILHOTO PUMEHEHHUS;

3) mpousBeieHbI B (hOpME MOPOIIKOB UITH JIMOPUIN3ATOB AJIs IPUTOTOBICHHS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) SBNSAIOTCS YIIHBIMU WM TJIa3HBIMH JIEKAPCTBEHHBIMU MpenapaTaMu, MPOU3BeIeHHBIMH B (hopMe
BOJIHBIX PaCTBOPOB;

6) peaHa3HAYCHBI 111 MECTHOTO IPUMEHEHUS U TIPUTOTOBJICHHI B JOPME BOJHBIX PACTBOPOB;

7) IpencTaBIAIOT CO00M BOIHBIE PACTBOPHI JJIS UCIIOIH30BaHUS B (DOpME MHTATSAIINAN C TIOMOIIIBIO
HeOyaif3epa Wi B Ka4eCTBE Ha3aJdbHBIX CIIPEEB, MPUMEHSEMBIX C ITOMOIIBIO CXOIHBIX YCTPOUCTB.

Wudopmanust 00 n3MEHEHUSX:
Yacmo 11 usmenena c 22 dexabpsa 2020 2. - @edepanvhsiii 3akon om 22 oekabps 2020 2. N 444-D3
Cm. npeovloyuyio peoakyuro
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11. Jns ciywaeB, yka3aHHBIX B InyHkTax | - 3, 5 - 7 wyactu 10 HacTosiied CTaThH,
BOCTIPOM3BEJICHHBIN JICKAPCTBEHHBIM Mpenapar i MEIUIIMHCKOTO MPUMEHECHHS JIOJDKEH COICpPKATh
TaKHUe K€ BCIIOMOTaTeNbHBIE BEIIECTBA B TAKUX K€ KOJIMYECTBAX, Kak U pedepeHTHbIN JIeKapCTBEHHbIN
npernapar. Eciu cocTaBpl BCIIOMOTATEIbHBIX BEIISCTB PA3IMUYAIOTCS, 3aSBUTEIb JIOJDKEH MPEICTABHUTH
JOKa3aTeNbCTBA TOTO, YTO HKCIIOJIb3yeMbl€ B JAHHBIX KOHIICHTPAIUSX BCIOMOTaTelbHBbIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (win) 3¢PQPEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara Ui METUIITHCKOTO
npuMeHeHus. B ciydae, eciu 3asBUTENb HE MOXKET MPEACTaBUTh TaKUE JOKA3aTeNbCTBA U (WJIM) HE HUMEET
JOCTyHa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH IMPOBECTH COOTBETCTBYIOIIUE HWCCIICTOBAHMS IS
JTOKa3aTeNbCTBA OTCYTCTBHSI BIUSHHUS Pa3HbIX BCIIOMOTATENbHBIX BEUIECTB WJIM BCIOMOTAaTEIbHBIX
YCTPOUCTB Ha Oe30macHOCTh W (WiH) 3()PEKTUBHOCTH JIGKAPCTBEHHOTO Mperapara s METUIITHCKOTO
PUMEHEHHUS B COOTBETCTBUU C aKTaMH, COCTABIISIOIIMMU MpaBo EBpa3uiickoro 5KOHOMHYECKOTO CO03a.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmosweeco Dedepanvroco
3aKoHa dononnena yacmoio 12, ecmynaroweti 6 cuny ¢ I sneaps 2016 e.

12. TIlpu TrOCYyIapcTBEHHOM  perucTpanud KOMOWHAIuil  paHee  3aperUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENapaToB JIsi MEIUIIMHCKOTO TPUMEHEHHUS JOMYCKAeTCsl BKIIIOYECHUE B COCTAB pasjesa
dbapMaKoIOTHYECKON, TOKCHUKOJIOTMYECKOH ITOKYMEHTAllMd W pas3felia KIWMHUYECKOW JTOKyMEHTAlNH
BMECTO OT4Ye€Ta pa3paboTyMka O pe3yJibTarax COOCTBEHHBIX JOKIMHUYECKHUX  HCCIICIOBAHUM
JICKapCTBEHHBIX CPEACTB 0030pa HAy4yHBIX paboT O pe3yibTarax OKIMHHUYECKUX HCCIeAOBaHUN
pedepeHTHBIX JICKAPCTBEHHBIX TPENApaToB, BXOMSIIMX B COCTaB KOMOWHAIIMH JICKAPCTBEHHBIX
[penapaToB, U 00 OTCYTCTBHH WX B3aUMOJICHCTBUS B OJIHOM JIEKapCTBEHHOU (hopMe.

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamosa 18 nacmosweeco Dedepanvroco
3aKoHa dononnena yacmoio 13, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

13. Ha »skcmepTusy pa3iauYHBIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO K€ JIEKaPCTBEHHOIO
mperapara JUIs  MEIWIIMHCKOTO TIPUMEHEHHWsS 3asBUTENb MPEJACTABISCT OTACIbHBIC 3asBICHUS H
pPErUCTpallMOHHBIEC JOChE Ha KKIYIO JeKapcTBeHHYI0 (popmy. Ilpu ycnoBum ogHOBpEMEHHON MOJa4u Ha
SKCTEPTU3y OJIHOM JIEKapCTBEHHOW (OPMBI C pPa3IUYHBIMU JIO3HPOBKOM, KOHIICHTpAIMEH, 00BEMOM
3asIBUTEIb MPECTABISAET OJHO 3asBICHUE U PETUCTPALIMOHHOE J0ChE C MPUIOKEHHEM MAKETOB YIaKOBOK
Ha KOKIYI0 JO3UPOBKY, KQXKIYI0 KOHIICHTPAIIUIO, KAkl 00beM U KaK/10€ KOJIMYECTBO 103 B yIIaKOBKE.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 oekabpsa 2014 2. N 429-D3 cmamwsa 18 nacmoswezo Dedepanvrozo
3aKoHa oononnena wacmoio 14, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
14. Tlpu rocymapCTBEHHON peructparui ophaHHOTO JIEKAPCTBEHHOIO IIperapara 3asiBUTEIh
npecTaBisieT HHPOpMAIINIo, HEOOXOAUMYO 75l (POPMUPOBAHUS pa3jiena KIMHUYECKOH JOKYMEHTAIINH, B
00Bbeme, YCTAaHOBIICHHOM YIIOJTHOMOYCHHBIM (heIepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrovim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 18 nacmosweco PedepanvHoco
3aKoHa oononnena yacmuio 15, ecmynaroweti 6 cuny c 1 sneaps 2016 e.

15. Ilpu perucrtpanuu OHOJOTHYECKOrO JIEKAPCTBEHHOI'O IMpenapara, MOJyYeHHOTO U3 KPOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE€ PErMCTPALMOHHOTO JOChE€ Ha JIEKapCTBEHHBIM IpemapaTr yis
MEAMIIMHCKOTO MIPUMEHEHHUS JOJIKHBI OBITh MPECTABIEHBI JOTIOTHUTEIBHO:

1) B pasmene [OOKyMEHTaMM aJIMUHUCTPAaTUBHOIO XapakTepa JOKyMEHT, COAep Kallui
uH(pOpMaIlI0 0 CyObeKTax OOpalleHHs] TOHOPCKOM KpOoBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, IZie OblLia
OCyIIECTBIIEHa JOHaUus (KpoBM M (WIM) IUIa3Mbl KpPOBH), a TaKKe JaHHble 00 HH(EKIHOHHBIX
3a00JIeBaHUSAX, MEPEeNaloIIUXCsl MNapeHTepalibHBIM IyTeM, HH(opMmanus o cyObekrax oOpalieHus
JIOHOPCKOM KpOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOLIEHHH KOTOPBIX OCYIIECTBIISETCS KOHTPOJIb
JIOHOPCKOM KPOBH U (MJIH) €€ KOMIIOHEHTOB;

2) B pazaene XuMHUECKOH, (hapMarieBTHUECKONW U OMOJIOTHYECKOM TOKYMEHTAIUH:
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a) KPUTEPUHU U CIIOCOOBI 0TOOpPA, TPAHCIOPTUPOBAHUS M XPAHEHUS TOHOPCKOM KPOBH M (WJIH) ee
KOMITOHEHTOB;

0) pe3ynbTaThl UCCIEJOBAaHUH OTOOPAHHBIX JOHOPCKOW KPOBH M (WJIM) IUIA3Mbl KPOBHU M ITYJIOB Ha
Hamyuue Bo3Oynuteneil wuHGpeKuuil, BKIOYas HHPOpPMANMIO 00 HUCMONB30BaHHBIX METOAMKAX
UCCIEIOBAaHU M B Cllydae MWCCIEIOBAHUS IYJOB IUIa3Mbl KPOBH PE3yJIbTaThl JOKYMEHTAJIHHOTO
HOJTBEPKICHUS (BaIUIAIMN) UCIIOJIB30BaHHBIX METO/IUK;

B) TEXHUYECKHE XapaKTEPUCTUKHN YIAKOBKHU JJIs1 0TOOpa TOHOPCKON KPOBH M (MJIH) IIa3MbI KPOBH,
BKJTI04ast HHPOpMaINio 00 MCIIOJIb30BAaHHBIX PACTBOPAX aHTHKOATYJISTHTOB.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamusa 18 nacmoswezo Pedepanbro2o
3aKoHa dononxena ywacmoio 16, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.
16. Knunuueckue ucciieJoBaHMsl JIEKApCTBEHHOI'O IIpenapaTa i MEIMIMHCKOTO IPUMEHEHUs B
LeJlsIX €ero roCyJapCTBEHHOM peructpauuu mposoaiarcss B Poccuiickoit Penepauyu B NOpAIKE,
YCTaHOBJIEHHOM cTaThiMu 38-44 Hactosuero ®enepanpHoro 3akoHa. OT4YeT O MPOBEIEHHBIX
MCCIIEIOBAHMSIX BKJIFOYAETCS B COCTAaB pa3zeiia KIMHUYECKONW TOKYMEHTAlMU PETUCTPALIMOHHOTO 10ChE Ha
JIEKApCTBEHHBIM IIpemnapar i MEJULUHCKOrO INpUMEHEHHMs. JUIsl JeKapCTBEHHBIX IpEenapaTroB Ui
MEIMLIMHCKOTO TIPUMEHEHUs, B OTHOLIEHUWM KOTOPBIX B PpE3yJbTaTe€ 3KCIEPTHU3Bl JTOKYMEHTOB,
IIPEACTABJIICHHBIX Ul OIPENENICHUs BO3MOKHOCTH pPacCMaTpHUBaTh JIEKAPCTBEHHBIM Ipernapar s
MEUIUHCKOI0 NMPUMEHEHUsI B KadyecTBe Op(aHHOIO JICKapCTBEHHOIO Iperapara, Takas BO3MOXKHOCTh
IIPU3HAHA W B OTHOIICHMM KOTOPBIX IPOBEICHBl KIMHUYECKUE HCCIEAOBAHUSA, BBIIIOJHEHHBIE 3a
npenenamu Poccuiickoit denepannu B COOTBETCTBUM € IPAaBUIAMU HaJylexKallel 1abopaTopHON PaKTUKU
U IIpaBUJIaMy  HAJJIeXallle KIMHUYECKOM IIPaKTHUKH, JOIyCKAeTCs BKIIOYEHHE B COCTaB pasjena
KJIIMHUYECKON JOKYMEHTAIIMM BMECTO OTYETA O PE3yNbTaTax KIMHUYECKUX UCCIIEI0BAHUN JIEKAPCTBEHHOTO
npenapara Uil MEIULMHCKOrO IpUMEHEHMs, IpoBeneHHbIX B Poccuiickoi ®enepanuu, oryera o
pe3yJibTaTax KIMHUYECKUX MCCIIEJOBAaHNM, BBIIIOJIHEHHBIX 3a peaenamu Pocculickon denepanny.

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

CMm. npedvloyuyro pedakyuio

17. B cityyae HenpeacTaBieHus ¢ 3asBJICHUEM O FOCYAapCTBEHHOW PErMCTpPallM JIEKAPCTBEHHOTO
mpernapara i MEIUIMHCKOTO NMPUMEHEHUS JTOKYMEHTOB, NOATBEPKIAAIOIIMX YILIATy T'OCYIapCTBEHHOMN
MOUNUIMHBI W YyKa3aHHbIX B TniyHKTe 10 wactm 2 HacTOAIIEW CTaTbH, a TAaKXE BbIIAaBAEMbIX
(mpeaocTaBIsieMbIX ) YIOTHOMOYEHHBIMU (eiepalbHBIMU OPraHaMU UCTIOTHUTENBHOM BIIaCTH JOKYMEHTOB
(cBeneHmil), yKa3aHHBIX B ITyHKTax 3 U 4 yacTu 4 HACTOAIIEH CTaThH, YIOJTHOMOUYEHHBIN (penepanbHBbIi
OpraH HCIOJNHUTENBHON BIIACTH 3alpallliBaeT YKa3aHHbIE JIOKYMEHTHl (CBEIEHHUS) B TMOPSIKE
MEXBEJJOMCTBEHHOT'0 MH(POPMAITMOHHOTO B3aMOICHCTBHUS.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 Ooexabpsa 2014 2. N 429-D3 cmamosa 18 nacmoswezco Dedepanvroo
3aKoHa oonoanena yacmoio 18, ecmynaroweti 6 cuny c I sneapsa 2016 e.

18. He nomyckaercs HCHOIb30BaHUE B KOMMEpPYECKMX LENIX HMHQOpMalMM O pe3yJbTaTax
JOKJIMHUYECKUX MCCIIEOBAaHUM JICKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIEIOBAaHUN JEeKapCTBEHHbIX
npenapaToB Ui METUIIMHCKOTO TPUMEHEHUS, MPEICTAaBICHHON 3asBHTENEM JIsi TOCYAapCTBEHHOM
perucTpalnmu JIEKapCTBEHHOro TpenapaTta, ©0e3 ero corjacus B TEYEHHE MIeCTH JIeT C JIaThl
TOCYJIaPCTBEHHOM perucTparuu peepeHTHOro JIEKapCTBEHHOTO mpernapaTa B Poccutickont @eneparim.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 cmamwsa 18 nacmoswezo Dedepanvrozo
3akoHa oonoanena yacmoio 19, ecmynaroweti 6 cuny c 1 sneaps 2016 e.
19. JlepkaTenb WM Biajeliel] perUCTPAallMOHHOTO YIOCTOBEPEHHUSI JIEKapCTBEHHOI'O IIperapara Ha
OMOTEXHOJIOTMYECKUI MM OpQaHHbIA JeKapCTBEHHBIN MpernapaT 00s3aH MPel0oCTaBIsATh Ha BO3ME3IHOM
OCHOBE 00pa3iibl pepepeHTHOro JIEKAPCTBEHHOTO Mpenapara 3asBUTENSAM JUIsl TPOBEACHHS KIMHUYECKUX
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uccienopanuif. CtoumMocTh o00pasua pedepeHTHOro JIEKApCTBEHHOrO Ipenapara, BKIOYEHHOTO B
repeyeHb KU3HEHHO HEOOXOMUMBIX U BaXKHEHUINUX JIEKAPCTBEHHBIX MpPENapaTroB, HE JODKHA MPEBBIIIATH
3apErUCTPUPOBAHHYIO MPEACNbHYIO0 OTIIYCKHYIO LIEHYy Ha pedepeHTHBIN JIeKapCTBEHHBIA MpenapaTr WiH
LIEHY Ha JIEKapCTBEHHBIN IIpenapaT B CTpaHe POU3BOAUTENS.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 cmamusa 18 nacmoswezo Pedepanbro2o
3akoHna oononnena wacmoio 20, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.
20. 3asBieHME O TOCYIaPCTBEHHOM pErucTpanuy BOCIPOU3BEIECHHOIO JIEKAPCTBEHHOTO IIperapara
JUISE MEIUIMHCKOTO TPHUMEHEHHUS MOXKET OBITh MOJaHO B YIOJIHOMOYEHHBIH (enepanbHblii OpraH
UCIIOJIHUTENIBHOM  BJAacTH, OCYLIECTBISIOIIMNA TOCYAApCTBEHHYIO  PETUCTPALMI0  JIEKAPCTBEHHBIX
[pernapaToB, IO HUCTEUEHUWU YETHIPEX JeT C JaThl TOCYJapCTBEHHOH perucrpanuu peepeHTHOro
JIEKapCTBEHHOr0 npenapara B Pocculickoit @enepanuu.

Wupopmarus 06 H3MEHEHHSIX:

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

21. 3asBneHWe O TOCYJAapCTBCHHOW perucTpanuu  OuoaHamoroBoro  (OMOMOg00HOTO)
JIEKapCTBEHHOTO Mpenapara (6roaHanora) MoxeT ObITh MOJAAHO B YIIOJTHOMOUYCHHBIH (eiepanbHbIil OpraH
UCTIOJTHUTEIIbHOM  BJACTH, OCYHICCTBIIIOIINNA  TOCYAAPCTBEHHYIO  PETHUCTPAIUIO  JICKAPCTBEHHBIX
mpernapaToB, IO UCTEUEHHWU TpeX JeT C JaThl TOCYJapCTBEHHON perucTpanuu peQepeHTHOro
JIEKapCTBEHHOI0 nipenapara B Pocculickoit @enepauuu.

Wupopmarus 06 H3MEHEHHSIX:

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

22. Jlepxarenb WIH BJaJENel] PErHCTPAMOHHOTO YIOCTOBEPEHHs JICKAPCTBEHHOTO Iperapara
MPEJCTaBIsIeT B YHNOJHOMOYEHHBIN (efepanbHbli OpraH HCHOJHUTENIBHON BIIACTH, OCYIIECTBISIONIHIA
(GYHKIMU TI0O KOHTPOJIIO M HAI30py B cepe 3ApaBOOXpaHEHUS, OTUET O pe3yibTataM (apMaKoHaI30pa
OJIMH pa3 B IIECTh MECAILIEB B TEUEHHUE JBYX JIET MOCIE TOCYJapPCTBEHHON PErHCTpaIlUH JIEKApCTBEHHOTO
npenapara B Poccuiickoit denepannu, €KEroqHo B TEUCHUE MOCIECAYIOUIMX TPEX JIET U B JaJbHEUIIEM
OJIMH pa3 B MATh JIET.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 18 HaCTOAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrovim 3akonom om 22 Oekaopsa 2014 2. N 429-D3 cmamosa 19 nacmoswezco Dedepanvrozo
3aKOHA UBNI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cuny ¢ 1 urons 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Crarbsa 19. [lpunstue pemeHus o BblIaye dKCIEPTHOMY YUPEKICHHUIO 3aIaHUSI HA MPOBEACHUE
DKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsti paboynx JHEH cO AHS MPUHATHS 3asBIEHUS O TOCYIapCTBEHHON perucTpaiuu
JIEKapCTBEHHOTO IpernapaTa COOTBETCTBYIOIIUI YIIOJIHOMOYEHHBIN (peiepanbHblii OpraH UCTIOTHUTEIbHON
BJIACTU MPOBOAMUT MPOBEPKY IMOJHOTHI, TOCTOBEPHOCTH M MPABHJIBHOCTH O(QOPMIICHUS IPEICTaBICHHbBIX
JIOKYMEHTOB PETUCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBINM Ipenapar U MPUHUMAET PELICHUE O BblAaue
3a/1aHMS HAa TIPOBEJICHUE:

1) skcnepTH3bl TOKYMEHTOB, MPEACTABIEHHBIX JI1 ONpPENEICHHUS] BO3MOKHOCTH paccMaTpUBATh
JIEKApCTBEHHBIM MpernapaTr Uil MEAMIMHCKOIO NPHUMEHEHHS IPU OCYIIECTBICHHH TOCYJapCTBEHHOM
perucTpainmy B Ka4ecTBe OpPpaHHOTO JIEKApCTBEHHOT'O Mpenapara;

2) sKcmepTH3bl JIEKAPCTBEHHOIO CPEACTBA B YAaCTU SKCIEPTH3bl KadyecTBa JIEKapCTBEHHOI'O
CpeacTBa M DOKCIEPTHU3bl OTHOLICHHUS OXUIAAEMOW II0JB3bI K BO3MOXKHOMY PHUCKY IIPUMEHEHUs
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JIEKapCTBEHHOIO Mpernapara s MEJUIHUHCKOrO IPUMEHEHMUS;

3) oKcnepTu3bl JEKapCTBEHHOTO CPEJACTBA B YaCTH HKCIEPTU3bl KAadecTBa JIEKAPCTBEHHOIO
CpeacTBa M SKCHEPTU3bl OTHOLICHHS OXUIAAEMOM TIOJb3bl K BO3MOYKHOMY pHCKY IPUMEHEHUS
JIEKapCTBEHHOr'0 IMpernapara sl MEIULMHCKOrO IPUMEHEHUS B MOPSJKE YCKOPEHHOM MpOLIEAYpbI
3KCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU CO cTaThell 26 HacTosuiero deaepaabHOTO 3aKOHA;

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

2. YnosHOMOUYeHHBIH (hefepanbHbli OpraH MCIIOTHUTEIHLHONW BIACTH YBEIOMIISET B AJIEKTPOHHOU
dopMe unu Ha OyMaKHOM HOCHUTENE 3asBUTENS U DKCIEPTHOE YUPEKICHHE O MPHUHITOM PEHICHHH O
BbIJIaY€E 3aJaHUI HA IIPOBEAECHUE IKCIEPTU3, IPEAYCMOTPEHHBIX YaCThIO | HACTOSAIIEH CTaThH, U B Clly4yae
HEO0OXOJMMOCTH O BbljIaue paspelieHus Ha BBO3 B Poccuiickyto @enepaluio KOHKPETHON MapTUH, CEPUU
3apETUCTPUPOBAHHBIX M (MJIM) HE3apPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
IIPOBECHUH MPEyCMOTPEHHBIX KCIEPTU3 C YKA3aHUEM PUYUH TAaKOI'0 OTKa3a.

3. B cnyudae BbISIBIIEHHS OTCYTCTBHUSI WJIM HEIOCTOBEPHOCTH HH(GOpPMAIMHU, COIECpKaIlEHCs B
MPEJICTABICHHBIX 3asBUTENIEM JIOKYMEHTAaX, YIOJHOMOYEHHBIH (efepanbHbIii OpraH HCHOIHUTEIbHOMN
BJIACTH HANpaBISIET 3asBUTENIO 3alMpoc 00 YTOYHEHWH HTOM uHPOpManuu (mamsee - 3ampoc
YIOJTHOMOYEHHOTO (hefepaibHOro OpraHa HCHOJHUTENBHON BIIACTH), KOTOPHIH MOKET ObITh mepenaH
YIIOJTHOMOYEHHOMY MPEACTABUTEINIO 3aABUTENS JIMYHO IOJ] PACMMUCKY, HAIPABIICH IO MOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpeJaH B AJIEKTPOHHOU (GopMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HaNpaBJICHUS 3arpoca YIMOJIHOMOYEHHOTO (elepabHOTO OpraHa HCIOJTHHUTENBHOW BIIACTH IO IOYTE
3aKa3HbIM IHCbMOM OH CYHMTAETCsl MOJYYEHHBIM [0 HMCTEYEHHMM IIECTH JHEH C JaThl HaIlpaBICHMS
3aKa3HOr0 MMMChMa.

4. 3asBuTens 0053aH MPEICTaBUTH OTBET HA 3alpoC YMOJIHOMOYEHHOTO (henepaabHOro opraHa
WCTIOJTHUTEIIEHON BJIACTH B CPOK, HE MPEBBIMIAIONINK JACBIHOCTA pabOYMX JTHEH CO JIHS €ro MOJyYCHUS.
Cpok, yka3zaHHbIM B yacTu | HacTosimieidl cTaTbU, MPUOCTAHABIMBAETCA CO JIHS HAIIPaBJICHUS 3asBUTEIIO
3ampoca YMOJHOMOYEHHOTO (eepalbHOTO0 OpraHa HMCIOJHUTETBLHON BJIACTH 10 JIHS TOJYYEHUS UM
COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHHMEM I OTKa3a B OpraHU3AIMK IKCIEPTH3, MPEIYCMOTPEHHBIX YacThio | HacTosIIen
CTaThH, SBJSIETCS TIPEJCTABICHHWE HEOOXOAUMBIX [JIsi MPOBEACHUS MPEIyCMOTPEHHBIX JKCIEPTHU3
JIOKYMEHTOB B HETIOJHOM O00BbE€MEe WM HETPECTaBICHUE 3asIBUTEJIEM B YCTAHOBJIEHHBIM CpPOK OTBETa Ha
3aMmpoc YMOJIHOMOYEHHOTO (eepalbHOrO OpraHa HWCIOJHUTENBHON BIAcTH, a TakKe MpeACTaBlIeHUE
JIOKYMEHTOB, HE COJIEP)KAIIUX UCUEPITHIBAIOIIETO MEPEUHs HEOOXOUMBIX CBEJICHUM.

Wndopmarys 06 m3MEeHEHUAX:

Cmamuws 19 oononnena wacmoio 6 ¢ 13 aseycma 2019 2. - @edepanvuuiii 3akon om 2 ageycma 2019 e. N
297-D3
6. Ilpu oTka3e B OpraHu3alyy IKCHEPTU3BI, MPEAYCMOTPEHHON MyHKTOM 4 yacTu | Hacrosien
CTaTbM, JOKYMEHTBI, BXOJSAIIME B COCTaB PErMCTPALMOHHOIO JOCHhE HA JIEKAPCTBEHHBIN Ipemapar Ui
BETEPUHAPHOTO MPUMEHEHHs, MOTYT OBITh BO3BpAIIEHbl 3asBUTEII0 HAa OCHOBAHMM €r0 MUCHMEHHOTO
3arpoca, HalpaBJIE€HHOTO B YIOJHOMOYEHHBIN (enepaabHbIii OpraH MCHOJIHUTENBHOM BIACTH B TEUCHHE
TpUALATH PabOUYMX JHEW CO JIHS MPHUHSITHUS YIMOJIHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTEIbHON
BJIACTH peEIIeHUs1 00 OTKa3e B OPraHM3ALMU TAKOM SKCIEPTH3bl. YTIOJIHOMOUYEHHBIN (enepanabHbIii opran
UCIIOJTHUTENIbHOM BIIACTH BO3BpAIlaeT 3asBUTENI0 YKa3aHHbIE JOKYMEHTHI B TE€UEHHE JAECATH pabouux
JTHEH CO JIHS MOJIy4E€HHsl COOTBETCTBYIOIIETO 3aIpOCca 3asiBUTENS.
TAPAHT:

CM. xomMmeHTapuu K ctatbe 19 HacTosmero denepalbHOTO 3aKOHA

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamovs 20 nacmosawezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 urons 2015 a.
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Cm. mexkcm cmamou 8 npedvioyujell peoaxKyuu
Crarba 20. Oxcnepru3a JOKYMEHTOB, IPEACTABICHHBIX MJI1 ONPEIECIECHUS BO3MOXHOCTHU
paccMaTpuBaTh JIEKApCTBEHHBIN mpernapar s MEAMIMHCKOTO TPUMEHEHHS Npu
OCYILECTBIICHIH T'OCYAaPCTBEHHON PETUCTPAIIMH B KauecTBE Op(aHHOTO JIEKAPCTBEHHOTO
npernapara

1. DkcnepTtHu3a JTIOKYMEHTOB, MPEICTABICHHBIX JIs ONPECICHUS BO3MOXKHOCTH pPacCMaTpUBATH
JICKapCTBEHHBIN IMpemapaTr i MEIWLUHCKOrO MPUMEHEHHs] HpPU OCYLIECTBICHUHM TOCYJapCTBEHHOM
pEerucTpany B KadyecTBE OpP(aHHOTO JIEKAPCTBEHHOTO Iperapara, COCTaBICHHE KOMHUCCHEW SKCIEPTOB
3aKJIIOUYEHUSI O BO3MOXKHOCTH HJIM HEBO3MOXKHOCTHU paccMaTpHUBaTh JIEKAPCTBEHHBIH mpernapar Jyis
MEIUIIMHCKOTO MPUMEHEHUS TP OCYIIECTBICHUH TOCYIaPCTBEHHON PETUCTPAllUU B KadyecTBe OphaHHOTO
JICKapCTBEHHOI'0 Tpernapara M HalpaBlIeHWE JaHHOTO 3aKIIOYEHHs B YIOJIHOMOYEHHBINH (eaepanbHbIi
OpraH UCTOJTHUTEIHLHOU BIACTH OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIIIAOIINNA TPUANATA padOINX THEH CO
IHS TIOJIy4€HHUs OKCIEPTHBIM YUPEXKJIEHUEM 3aJlaHusl YIOJHOMOYEHHOTo (eaepaibHOro oOpraHa
WCTIOJTHUTEIILHOM BIACTH W B DJICKTPOHHOW QopMe WM Ha OyMaKHBIX HOCHUTEISIX HEOOXOJIMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHktax 1, 2, 5, 6, 10 wactu 4 m B wactu 7 crtathu |8 HAcTOALIETrO
®denepanbHOro 3aK0Ha.

2. JlokyMeHTBI, cojepialliuecs B PErucTPallMOHHOM JOChe Ha JIEKapCTBEHHBIM mpenapar u
MOCTYNHBIIKNE Ha OYMa)KHBIX HOCUTEISX B AKCIIEPTHOE YUPEKICHUE JIsI OCYLIECTBICHUS UX IKCIEPTU3BI
JUISL  OTIpe/ieJieHHs] BO3MOXKHOCTH pacCMaTpHUBaTh JIGKAPCTBEHHBIM Mpemapar [uisi MEAULHUHCKOTO
OpUMEHEHHs B KadecTBe Op(AaHHOTO JIEKAPCTBEHHOI'O Iperapara, TOJJIeKaT BO3BpaTry B
YIOJTHOMOYEHHBIN (enepanbHblii OpraH MCIOJHUTEIBHON BJIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMHU
COOTBETCTBYIOIIUX 3KCIIEPTHU3.

TAPAHT:

CMm. xommeHTapuu K ctarbe 20 HacTosero denepabHOr0 3aKOHA

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamovsa 21 nacmoswezo Dedepanvrozo
3aKOHA UB0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cuny ¢ 1 urons 2015 a.

Cm. mexecm cmamuu 8 npeovloyuels peoaKyuu
Crarbs 21. Pemenne O BO3MOXKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM IIpenapar Ipu
OCYIIECTBJIEHUH T'OCY/IapCTBEHHON perucTpanuy B KayecTBe op(haHHOTO JIEKapCTBEHHOTO
npenapara

1. B cpok, He mpeBBIIIAIONINYN IATH padouuX JHEH cO JHS MOJy4YeHUs 3aKIYEeHUs], YKa3aHHOTO B
yactu 1 crateu 20 Hacrosmero ®denepanbHOro 3aKkoHa, YIOJIHOMOYEHHBIH (enepanbHblii opraH
UCIIOJIHUTEIIBHOM BIIACTH OCYLIECTBIISET OLICHKY IIOJYyYEHHOIO 3aKIKOYEHUSA I OIPENEIICHUsS €ro
COOTBETCTBUS 33JlaHHUI0 HA IIPOBEACHUE COOTBETCTBYIOIIEH HKCIIEPTU3bI M YBEIOMIISET 3asBUTENS B
JNIEKTpOHHOUH (opMe miaM Ha OyMaXHOM HOCHUTENE O pe3yJbTaTraX IPOBEJCHHON HKCHEPTH3Bl C
MPUJIOKEHNEM KOIUU AKCIEPTHOTO 3aKJIIOUeHUs (C cOXpaHEHHEM KOH(PUACHINAIbHOCTH MH(GOpMaIUU O
COCTaBe HKCHEPTHONH KOMUCCHH) M O BO3MOXKHOCTH MJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKApPCTBEHHBIN
npenapar il MEJUIMHCKOTO IMPUMEHEHUs NpPH OCYIIECTBIECHWU TOCYJApCTBEHHOW PpETHMCTpaldd B
KadyecTBe Op(paHHOr0 JEKApCTBEHHOTO Mpernapara.

2. Ilpy BBIHECEHHH KOMHUCCHUEH SKCIEPTOB 3aKIOYEHUS O BO3MOXXHOCTH pPAaCCMATPUBATH
JIEKapCTBEHHBIN IIpernapar Uil MEIMIMHCKOIO NPHUMEHEHHMS IIPU OCYIIECTBICHUHM TOCYAapCTBEHHOMN
perucrpanuu B Kauectse ophaHHOr0 JEKapCTBEHHOTO Mpernapara yIoJIHOMOYEHHBIH deaepaabHblil Opran
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIMLAIOMIMNA MATH paboyux JHEH cO JHS MOJy4eHUS TaHHOTO
3aKJIIOYEHUs, TPUHUMAET peEHIeHWEe O BbIIAY€ 3aJaHMs Ha IPOBEACHHE OHKCIEPTU3bl KadecTBa
JIEKApCTBEHHOI'O0 CPEACTBA U JKCIEPTHU3bl OTHOILICHMS OKUJAEMOM IIOJB3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHNs JIEKapCTBEHHOTO IIpernapara Uil MEIWLIHUHCKOTO IPUMEHEHHsI B NOPSJIKE YCKOPEHHOU
IPOLEAYPBl DKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA B COOTBETCTBUM €O CTaThell 26 HACTOALIETO
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®DenepallbHOTO 3aKOHA.

3. B ciy4ae npuHATHS pelIeHNs O HEBO3MOXHOCTU pacCMaTpUBaTh JEKapCTBEHHBIN IIpenapar AJs
MEIUIUHCKOr0 IPUMEHEHHMS IIPU FOCYAapCTBEHHON PErUCTpalvy B KauecTBe Op(haHHOrO JIEKapCTBEHHOTO
npenapara yHnoJHOMOYEHHBIN (elnepanbHblii OpraH HWCHOJHHUTENIBHOM BIACTH MpPEKpallaeT MPOLEAypy
rOoCyJapCTBEHHON PpEerucTpaluu JIeKapCTBEHHOIO Ipernapara. 3asBUTENIb BIpaBe oOOpaTUTbCA B
PErUCTPUPYIOLIUI OpraH C 3asBJICHUEM O I'OCYAAPCTBEHHOM PErMCTPAallMM YKAa3aHHOI'O JIEKAPCTBEHHOIO
Ipernapara B COOTBETCTBHH €O craThell 18 Hacrosmero denepanbHOro 3aKoHa.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 21 HacrosIIero (-Deﬂepa.]'ILHOFO 3aKOHa

Cratbs 22. Yrpartuia cuiy ¢ 1 uronst 2015 r.

Wndopmarus 06 H3MEHEHHSX:
Cm. mexem cmamou 22

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamusa 23 nacmosweco PedepanibHoco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu
Crarbsi 23. DkcnepTu3a KauecTBa JICKQPCTBEHHOI'O CpEACTBa M JKCIEpPTH3a OTHOLICHUS
0’KU/IaEMOH TI0JIB3BI K BO3MOXXHOMY PUCKY NMTPUMEHEHHS JIEKAPCTBEHHOTO Mperapara Juist
MEAMIIMHCKOTO MTPUMEHEHUS

1. DkcnepTH3a KauecTBa JIEKApCTBEHHOTO CPEACTBA U HKCIEPTU3a OTHOIICHHUS 0KUIAEMOM MOJIB3bI
K BO3MOXHOMY PHCKY TNPUMEHEHHsS JIEKapCTBEHHOrO IpermapaTa [Jisi MEIUIUHCKOTO MpPUMEHEHHUS,
COCTaBJICHUE KOMHUCCHSIMH JKCIEPTOB 3aKIIOYCHHH MO pe3yJbTaTaM IIPOBEICHHBIX HSKCHEPTH3 U
HApPaBJIEHUE STUX 3aKIIOUYEHUN B YIOJTHOMOYEHHBIN (enepanbHblii OpraH UCHOJHUTENBHON BIIACTU
OCYIIECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIONINNA CTa ACCATH padOvMX THEH CO AHS MOTyYSHHS SKCHEPTHBIM
YUPEKAECHUEM COOTBETCTBYIOIIETO 3aJaHUsl YIOJTHOMOUYEHHOIO (e/lepalbHOro OpraHa HCIOJIHUTEIbHON
BJIACTH M HEOOXOUMBIX IOKYMEHTOB B DJIEKTPOHHOH (OopMe MK Ha OYMaKHBIX HOCHUTEIISX.

2. B TeueHue neBsiHOCTa JHEH CO JHS TMOJYYEHUs pelIeHHs YINOJHOMOYEHHOIo (eaeparbHOro
OpraHa WCIOJHHUTEIBHON BJIACTH O IMPOBEACHUH SKCIEPTH3, MPEITyCMOTPEHHBIX YaCThIO | HACTOSIICH
CTaThH, 3asABUTENb IMPEJACTABIAET B JKCIEPTHOE YUPEKICHHME Ui NMPOBEAEHUS SKCIEPTHU3bl KauecTBa
JIEKApCTBEHHOTO CpEACTBA OOpa3Ibl JIGKAPCTBEHHOTO IIpernapara i MEIWIUHCKOTO MPUMEHEHHS,
IPOM3BEJCHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH OINBITHO-IPOMBIIUIEHHOTO M (MJIM) MPOMBIIUIEHHOTO
pErIaMeHTOB, YTBEPXKICHHBIX PYKOBOJHMTEIEM MPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEJICTB, a TaKXKe B
COOTBETCTBYIOIIUX CIydyasx o0pasibl (hapMaleBTHUECKOH CyOCTaHIIMM, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYPBI KJIETOK, 00pa3ibl BEUIECTB, MPUMEHIEMBIX IS KOHTPOJIS KadyecTBa JIEKapCTBEHHOTO CPECTBA
IyTE€M CPaBHEHMS C HUMM HCCIIEAYEMOIO JIEKAPCTBEHHOIO CPEJICTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX IS
BOCIIPOM3BEICHHSI METOJIOB KOHTPOJISI KAUeCTBa.

3. Ilpu momydeHunm oOpa3LOB JEKAPCTBEHHOTO Mpenapata M (apMaleBTHUECKON CyOCTaHIMH
OKCIEPTHOE YYPEKICHWE BBIIACT 3asSBUTENIO JOKYMEHT, IMOJITBEPKIAIONINA TIOTyYCHUE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIIIAIOIIUN TpeX pabounx AHEH, YBEIOMIISET B AJIEKTPOHHON (opMe MU Ha
OyMa)xHOM HOCHUTEJIE 00 3TOM YIIOJIHOMOYEHHBIN (efiepanbHbIi OpraH HCIOJHUTEIBHON BIACTH.

4. Yka3aHHbIE B 4acTsIX 2 M 3 HACTOSIIECH CTaTbu CPOK JJIS MPEJICTABICHUS 3assBUTENIEM 00pa3loB
JIEKapCTBEHHOTO TMperapara W (apMamneBTHYecKOl CyOCTaHIIMM W CPOK YBEJOMJICHHS OSKCIIEPTHBIM
yupexaeHueM 00 3ToM Ha OyMaXHOM HOCUTENEe YHNOJHOMOYEHHOTO (eaepanibHOTO OpraHa
UCTIOTHUTENIFHOW BIIACTH HE BKIIFOYAIOTCS B CPOK MPOBEICHUS JKCIIEPTHU3, MPEITyCMOTPEHHBIX YaCThIO |
HACTOSILEH CTaThH.

5. JIoKyMeHTBI, IOCTYNHBIIHE B OKCIEPTHOE YUYpPEKIECHUE Ui TPOBEACHUS ODKCIEPTHU3,
IPEIYCMOTPEHHBIX YacThi0 | HACTOAIIEH CTAaThH, MOJJIEKAT BO3BpPATy B YIIOJTHOMOUEHHBIN (heaepabHbIN
OpraH WCIIOJIHUTEITFHONH BIIACTH OJHOBPEMEHHO C 3aKIIOUEHHSIMH, TOJYYEHHBIMH 110 pe3yJbTaTaM
COOTBETCTBYIOLIUX IKCIEPTH3.
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'APAHT:
CwMm. KOMMCHTApHUHU K CTAThC 23 HACTOSIIIETO (DeﬂepaJ'IBHOFO 3daKOHa

Crarbsa 24. Dkcneprh3a KadecTBa JIEKapCTBEHHOI'O CPEJICTBA M HKCIEPTH3a OTHOILIEHUS
0’KHMJIaeMOM TI0JIb3bI K BOBMOXXHOMY PHCKY IMPUMEHEHHsI JIEKAPCTBEHHOTO TIpenapara Jis
BETEPUHAPHOTO IPUMEHEHUS

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 13 wuwona 20152 N 241-d3 6 uwacme 1 cmamvu 24 Hacmoswe2o
DedepanbHO20 3aKOHA 6HeCeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

1. DkcnepTr3a KauecTBa JEKapCTBEHHOTO CPEACTBA U HKCIEPTU3a OTHOIICHHS 0KHUIAeMO TOIb3bI
K BO3MOXXHOMY pPHCKY INPUMEHEHHUS JICKQpCTBEHHOTO Iperapara Uil BETEPUHAPHOTO NPUMEHECHHS,
COCTaBJIEHUE KOMUCCHSMH HKCIIEPTOB 3aKIIOYCHUH 110 pe3ysIbTaTaM yKa3aHHBIX IKCIIEPTH3 U HAIPaBJICHUE
TaKUX 3aKJIFOYCHUI B YIIOJHOMOYCHHBIN (peepabHbIi OpraH UCIOJHUTEIBHOMN BIACTH OCYIIECTBISIFOTCS
B CPOK, HE IMPEBBINAIONINNA CTa IeCATH pabouux JHEW CO THS TOIYYEHUS SKCIEPTHBIM YUPEKIACHHUEM
3aJjaHusl  YIOJHOMOYCHHOTO (peiepajbHOrO OpraHa MCIOJHUTEIBPHOW BJIACTH C JIOKYMEHTaMH,
yKa3aHHBIMH B yacTu 3 crateu |7 Hacrosuiero @eaepasbHOro 3aKOHa.

Wupopmarus 06 H3MEHEHHSIX:

Yacms 2 usmenena c 13 asecycma 2019 e. - Dedepanvuviii 3axkon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloywyro pedaKyuio

2. B rtewyenme Ttpuamatu pabouux IHEW CO MAHA TOJNyYEHHsS PEHICHUS YIOJIHOMOYEHHOTO
(benepaabHOro opraHa UCHOJIHUTENBHOM BIACTU O MPOBEIECHUM YKa3aHHBIX B 4acTH | HACTOALIEH cTaTbu
AKCIEPTU3 3asiBUTEINIb IPEJACTABIAECT B 3KCIEPTHOE YUPEKICHHUE Ul MPOBEICHUS SKCIIEPTH3bl KayecTBa
JIEKapCTBEHHOTO CpeJICTBa 00pa3lbl JIEKAPCTBEHHOIO IIpernapara JUlsi BETEPUHAPHOTO IMPUMEHEHMS,
IIPOU3BEIEHHOTO B COOTBETCTBUU C TPEOOBAHMSIMH TEXHOJOTMYECKUX PErJaMEHTOB, YTBEPKICHHBIX
PYKOBOJUTENIEM IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB, a TaKKE€ B COOTBETCTBYIOIIUX CIIydasx
TECT-IITaMMbl MUKPOOPTaHU3MOB, KYJIbTYpbI KJIETOK, 00pa3iibl (hapMalieBTHUECKON CyOCTaHIMK, 00pa3iibl
BEIIECTB, IPUMEHsSEMbIE Il KOHTPOJs KadecTBa JIEKAPCTBEHHOI'O CpPEIACTBA, B KOJIMYECTBAX,
HEOOXOUMBIX JIJIs1 BOCTIPOM3BEACHHSI METO/10B KOHTPOJISI KauecTBa.

3. Ilpu momydeHun oOpa3LOB JIEKAPCTBEHHOro IMpemnapara M QapMaleBTHUYeCKON CyOCTaHLIUU
9KCIIEPTHOE YUPEXKJACHHUE BBIJACT 3asBUTENIO JOKYMEHT, IOATBEPKAAIONIIMN IOIYyYEHHE YKa3aHHBIX
00pa3loB, U B CPOK, HE MPEBBIMIAOIINNA TpeX pabounx AHEH, yBeIOMIIsieT B MUCbMEHHOH (hopme 00 3TOM
YIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTEIbHON BIACTH.

4. Cpok s TpeAcTaBlIEHUs 3asBUTENEM O0pa3lloB JICKApCTBEHHOIO Ipernapara M|
(dapmaleBTUYECKOM CyOCTaHLIMU U CPOK YBEIOMIIEHUS SKCIIEPTHBIM YUPEKICHHEM 00 3TOM B MHCbMEHHOM
(dopMe YIOJHOMOYEHHOTO (e/lepaIbHOro OpraHa HCIOJHUTENbHON BIIACTH, YKa3aHHBIE B yacTix 2 U 3
HACTOALIEH CTaTbM, HE BKJIIOYAIOTCS B CPOK IPOBENEHHUS YKa3aHHBIX B 4YacTU | Hacrosmieil cratbu
JKCIIEPTH3.

5. JIokyMeHTBI, IOCTYNHBIIKE B AKCIEPTHOE YUPEXKACHUE AJI MPOBEACHUS YKa3aHHBIX B 4acTu |
HACTOSIILIEH CTaThU OJKCHEPTH3, MOAJEKAaT BO3BpPATy B YIOJHOMOUYEHHBIH (enepaabHbIi  OpraH
MCIIOJTHUTENIbHOM BJIaCTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 10 pe3yJIbTaTaM yKa3aHHbBIX SKCIIEPTH3.

TAPAHT:

CMm. KoMMeHTapuH K cTaThe 24 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 naumenosanue cmamou 25 HACMOAULE20
DedepanbH020 3aKOHA U3NONACEHO 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 .

Cm. mexcm HAuUMeHOBaHUs 8 NPeobloywell peoaKyuu
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Cratbs 25. [IoBTOpHOE MPOBEACHNUE IKCIIEPTU3HI JIEKAPCTBEHHBIX CPEICTB

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uwacmv 1 cmamvu 25 nHacmosweco
DedepanvbHo2o 3aKOHA 6HECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

1. B ciy4asx HEIOCTAaTOYHOH OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aKJIIOUCHHS KOMHUCCHU
OKCIIEPTOB, HAIWYUS B HEM MPOTUBOPECUYUBBIX JAHHBIX, (aTbCHU(PUKAIUU BBIBOJOB SKCIIEPTU3BI
JICKApPCTBEHHOTO CPEACTBA, COKPBHITHS OT YIIOJHOMOYEHHOIO (heepasbHOro opraHa HMCIIOJHUTEIbHOU
BJIACTH OCHOBAaHMH JJIs OTBOJA OJKCIEpPTa BCJIEICTBHE €ro 3aWHTEPECOBAHHOCTH B pe3yJIbTaTax
COOTBETCTBYIOIICH IKCIIEPTH3BI, HATMYHUS TAHHBIX O TPSIMOM JIMO0 KOCBEHHOM BMEIIATEIbCTBE B IPOIIECC
COOTBETCTBYIOIICH SKCIIEPTU3bI JIMI, HE YYAaCTBYIOIIUX B €€ MPOBEJICHUHM, HO OKA3aBIIMX BIUSHUE Ha
NpOIeCC W Pe3yJIbTaThl €€ IMPOBEACHUS, YIOTHOMOUYEHHBIM (ellepalbHbIM OPraHOM HWCIOJIHUTEIBHOM
BJIACTH HAa3HAYAETCS TIOBTOPHAS SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) 3TUYECKAs IKCIIEPTH3a.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 2 cmamvu 25 Hacmoswe2o
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
2. TloBTOpHAasl PKCHEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA MPOBOIMTCSA C YUYETOM PE3yJIbTATOB paHee
MPOBEJICHHOW J3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIN YIOJHOMOYEHHBIM (eAepaTbHBIM OPraHoOM
UCTIOJTHUTEIILHOW BJIACTH Y HE MPEBBIMIAOIINNA TPUALATH pab0ovnX JHEW CO JIHS TMOJTYYCHHUS SKCIIEPTHBIM
YUpEeKICHUEM 3aJaHHsI Ha TTPOBEJICHUE IIOBTOPHOM IKCIIEPTU3bI JICKAPCTBCHHOTO CPEICTRA.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 3 cmamvu 25 Hacmoswe2o
DedepanbHoco 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
3. ®unraHCOBOEC OOCCIICUCHNE BBITIONHEHUS 3aJaHHUS Ha TPOBEACHHE IOBTOPHOW AKCIEPTHU3HI
JICKaPCTBEHHOT'O CPEJICTBA HE OCYIIECTBIISIETCS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 25 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

CraTbs 26. YcKkopeHHas npolielypa SKCIEepPTU3bI JIEKapCTBEHHBIX CPECTB

Wndopmarys 06 m3MEeHEHHAX:

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

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

1. YckopeHHas mpoleaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IEISIX TOCYAapCTBEHHOM
pEeTHCTpaliK JICKAPCTBCHHBIX IPENapaToB TMPUMEHSETCS B OTHONIICHWH OP(aHHBIX JIEKapCTBEHHBIX
MpernapaToB, MEPBBIX TPeX JEKAPCTBEHHBIX MpermapaToB, perucTpupyeMbix B Poccuiickoit denepanuu B
KaueCTBE BOCIPOW3BEICHHBIX JIGKAPCTBEHHBIX IPENApaToB, OYECPEAHOCTh KOTOPBIX OIPEACIAeTCS B
COOTBETCTBUM C HOMEPOM U JIaTOW BXOJSAIIMX 3asABJICHHA O TOCYJAapPCTBEHHON perucTparuu
JICKapPCTBEHHBIX IIPEIapaToB B paMKax OJHOTO MEXJIYHApOJIHOTO HENMaTCHTOBAHHOTO HAMMEHOBaHUS
JICKapCTBEHHOTO TIpernapata WM TPYNIHUPOBOYHOTO HAMMEHOBAaHUS JICKAPCTBEHHOTO IIpemnaparta, |
JICKapPCTBEHHBIX MperapaTos, TpeTHa3HAYCHHBIX HCKITFOYUTEITIEHO JUTST MIPUMCHCHUS
HECOBEPIICHHOJIETHUMHU TPaXKIaHaMHU.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 Oexabpa 2014 2. N 429-@3 uwacms 2 cmamvu 26 nacmoswezo
DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.
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Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

2. YckopeHHas Ipoleaypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISAX TOCYAApCTBEHHOU
perucTpanmy JeKapcTBEHHBIX NpenapaToB HE IPUMEHSETCSA B OTHOLICHUH:

1) 6uoananoroBeIx (6MOMOIOOHBIX) JIEKAPCTBEHHBIX MPEMnapaToB (0M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX IpenapaToB (3a HCKIIOUEHHEM Op(paHHBIX JIEKApCTBEHHbBIX
IIPENnapaToB);

3) BOCHpOU3BEIEHHBIX JIEKAPCTBEHHBIX IpenapaToB (32 MCKIIOYEHHEM IIEpBBIX  Tpex
peructpupyemseix B Poccuiickoit @enepanuy B Ka4eCTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPENapaToB
U JICKapCTBEHHbIX  IpenapaToB,  IpeJHa3HAUYEHHbIX  HUCKJIIOYUTEIBHO Ui  IPUMEHEHUs
HECOBEPIICHHOJETHUMHU IPAKIaHAMU);

4) HOBBIX KOMOUHAIMH 3apErUCTPUPOBAHHBIX paHee JEKapCTBEHHbBIX IIPENapaToB;

5) IeKapCTBEHHBIX NpEnapaToB, 3apETUCTPHUPOBAHHBIX paHEE, HO NPOU3BEACHHBIX B APYTUX
JIEKapCTBEHHbIX (popMax B COOTBETCTBUH C I[1€pPEUHEM HAWMEHOBAHUH JIEKAPCTBEHHBIX ()OPM U B HOBOM
JIO3UPOBKE.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacmsv 3 cmamovu 26 Hacmosuwezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

3. YckopeHHass TpoIeaypa SKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB TPOBOJUTCS IO PEIICHHUIO
COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (heepasbHOr0 OpraHa HMCIOJIHUTEIBHONW BJIAaCTH HAa OCHOBAaHHH
3asIBJICHUS 3asBHUTENSI B CPOK, HE MPEBBIIAOIINA BOCBMHUICCATH paboumnx aHel. [Ipu 3Tom skcreprusa
JIOKYMEHTOB, COJICPIKAIIMXCS B PETUCTPAIIMOHHOM JIOChE HA JICKAPCTBEHHBIN Mpernapar, MPOBOJAMUTCS B
CPOK, HE MPEBBIMNAIONINN AeCATH pabdO4YMX JHEH, IKCIEepTH3a KadecTBa JIEKAPCTBEHHOTO CPEICTBA U
IKCHEPTU3a OTHOUICHUS OXKHUIACMOM IOJIb3bI K BO3MOXKHOMY PHCKY IPUMEHEHUS JICKapCTBEHHOTO
mperapara MpoBOJSATCS B CPOK, HE MPEBBIMIAIOIINN MMECTHICCATH padounX THEH.

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamuvsa 26 nacmoswezco Dedepanvroco
3aKoHa oonoanena wacmoio 3.1, ecmynaroweii 6 cuny ¢ 1 uroas 2015 2.

3.1. B ortHomeHnn Op¢aHHBIX JIEKAPCTBEHHBIX TMPENapaToB MOTYT OBITh IPEIACTABICHBI
pe3yNnbTaThl JAOKIMHUYECKHX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB W KIMHHUYECKHUX HCCIeIOBaHUMN
JICKapPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHMS, BBITIOJTHCHHBIX 3a mpejenaMu Poccuiickoit
Qenepaiii B COOTBETCTBUM C TpaBUIAMH HaAnexamled 1abopaTopHON MPaKTUKA M TIpaBUIAMU
HaJ[JIekKaEH KIMHUYECKON MPAKTHUKHY.

4. VYckopeHHas TMpoIenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB MPOBOIAUTCS B TOPSIKE,
YCTaHOBJIEHHOM cTaThsamu 17 - 20, 23 u 24 nacrosmero denepanbHOro 3aKOHA, U HE 03HAYAET CHYXKEHUS
TpeOoBaHUil K 6€30MacCHOCTH, Ka4ecTBY U dPPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

TAPAHT:

CM. KOMMEHTapuu K cTaTthe 26 HacTosmero denepalbHOTO 3aKOHa

Cratbs 27. Pemienue o rocy1apCTBEHHON PETMCTPALlMU JIEKAPCTBEHHOTO IIpernapara

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 oexabpsa 2014 e. N 429-@3 6 uacmv I cmamvu 27 nHacmoswezo
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
1. B cpok, He mpeBbIIAOIUI AeCATH pabouuX JHEH CO JAHSA MONyYeHHs 3aKIIOUEeHHH KOMUCCHU
9KCIIEPTOB MO pe3yJIbTaTaM SKCIEPTU3bl KaUeCTBA JIEKAPCTBEHHOI'O CPEACTBA M AKCIEPTHU3bl OTHOLIEHUS
OKMJAEMOH TOJIb3bl K BOZMOKHOMY PUCKY NPUMEHEHMSI JIEKAPCTBEHHOIO IIpenapaTa, COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIN (e/iepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:
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1) pa3merniaeT Ha cBoeM OQUITMATBLHOM caliTe B ceTH "MHTEepHET" COOTBETCTBYIOIINE 3aKIIOUCHUS
KOMUCCHM DKCIEPTOB M OCYUIECTBJISET WX OILEHKY JJIS OMNpEAeNICHUs COOTBETCTBHS 3aJaHUI0 Ha
MPOBEJICHUE ITUX IKCIIEPTH3;

2) mpuUHUMAET pPEUICHHEe O TOCYJapCTBEHHON PETHUCTpalUU JIEKAPCTBEHHOIO IMpemnapara uiaun o0
OTKa3e B TOCYJIapCTBEHHOM PEeruCcTpaluy JIEKApCTBEHHOTO Mpenapara;

3) BHOCUT NpU NPHUHSATUU PELICHUS O FOCYJApPCTBEHHOMN PErucTpalvy JEKapCTBEHHOTO Mpernapara
JTaHHBIE O 3apPErHCTPUPOBAHHOM JIEKAPCTBEHHOM Ipemapare, B TOM 4Hclie O (apMaleBTHUECKO
cyOcTaHIMM, BXOJAIIEH B COCTAaB JIGKAPCTBEHHOTO TMpemapara, B TOCYJapCTBEHHBIH peecTp
JICKapCTBEHHBIX CPEACTB M BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YAOCTOBEPEHUE JIEKApCTBEHHOIO
npemnapara, ¢opMa KOTOPOTO YTBEPIKIAETCS YIOIHOMOYCHHBIM ()eIepalIbHBIM OPTraHOM UCTIOTHUTEIBHOM
BJIACTH, COIJIACOBAaHHBIE HOPMATHBHYIO JOKYMEHTAI[MIO, HOPMATHUBHBIA [OKYMEHT, HMHCTPYKIHUIO II0
NPUMEHEHHUIO JICKAPCTBEHHOTO Ipenapara M MakKeThl IMEPBHUYHOM YHNAKOBKM W BTOPUYHOMU
(MOTpeOuTENbCKON) YMAKOBKM C YyKa3aHMEM Ha HHUX HOMEpa PpEerucTpalloHHOTO YJI0CTOBEPEHUS
JIEKapCTBEHHOTO MperapaTa U JaThl €r0 TOCYAapCTBEHHOM PErUCTPALIMK WIIH B CIIydae MPUHATHS pEIICHUs
00 OTKa3ze B TOCYJapCTBEHHOW PETUCTPAllMU JIEKApCTBEHHOTO Mpernapara yBeAOMISIET B MHUCbMEHHOM
dopme 3asBUTENsT 00 ITOM C yKa3aHWEM NPUYUH TaKOro OTKa3a. 3a BBLIAYy PETUCTPAMHOHHOTO
YAOCTOBEpPEHUS JIEKAPCTBEHHOI'O Mperapara B3MMAeTCs TOCYJapCTBEHHAs MOLUIMHA B COOTBETCTBUH C
3aKoHo1aTeLcTBOM Poccuiickoit denepanuu o Hajorax u coopax.

Wupopmarus 06 H3MEHEHHSIX:
Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonss 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. OcHOBaHHEM [UIsl OTKa3a B TOCYNAapCTBEHHOW pErucTpalyy JIEKapCTBEHHOro Mperapara A
MEIMIIMHCKOTO MTPUMEHECHHUS SIBJIICTCS 3aKIIFOUEHUE COOTBETCTBYIONIETO YIIOJIHOMOUYEHHOTO (perepabHOro
OpraHa HCIIOJIHUTCILHON BJIACTH O TOM, YTO KAa4eCTBO W (W) IPPEKTUBHOCTh PETUCTPUPYEMOTO
JICKapCTBEHHOTO Ipernapara il MEIUIIMHCKOTO TPUMEHECHHSI HE TIOJITBEPIKICHBI ITOJIYYCHHBIMH JaHHBIMU
WIM 4TO PHCK MPHUYMHEHUS Bpela 30POBBIO UENOBEKa BCIEICTBUE IMpHEMa JIEKAPCTBEHHOTO Mpernapara
JUTSL METUITUHCKOTO MIPUMEHEHHSI TPEBhIMaeT 3()PEKTUBHOCTD €ro MPUMEHEHUS.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axkonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 3 cmamovu 27 Hacmoswezo
DedepanbHo2o 3aKOHA UBN0NCEHA 8 HOBOU pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
3. TloBTOopHOE TMpencTaBiIeHHE B COOTBETCTBYIOIIUIN YIOJTHOMOYEHHBIN (enepanbHblii opran
WCIIOJTHUTEIIbHONW BJIACTU JIGKAPCTBEHHOTO TIpenapara, B OTHOIIEHUM KOTOPOTO TMIOJy4YeH OTKa3 B
rOCYJJapCTBEHHOM PErucTpald U KOTOPBIM BIIOCIEICTBUM MOABEPICsS M3MEHEHUIO B YaCTU €r0 COCTaBa,
paccMaTpuBaeTCs Kak MpEJCTaBICHUE HOBOIO JIEKAPCTBEHHOI'O IMpernapara Ha €ro rocyJapCTBEHHYIO
PETUCTPAIINIO HE3aBUCUMO OT COXPAHEHHUS €T0 MEPBUYHOTO0 HAUMEHOBAHUSI.

Wndopmarys 06 M3MEHEHUAX:

Cmamus 27 oonoanena yacmoto 4 ¢ 15 uwona 2018 . - @eodepanvhuiii 3axon om 4 urona 2018 e. N
140-D3
4. Tlpu mpenocTaBlieHUM 3asiBUTEJIEM B COCTaBE PETUCTPALMOHHOTO JIOChE€ Ha JIEKapCTBEHHBIN
npenapar A BETEpUHAPHOTO NMPUMEHEHHs] KOMHMM PEIICHHs YHNOJHOMOYEHHOTO (elepaibHOro opraHa
WCIIOJIHUTEJIbHON BJIACTU O NMPOBEACHUN MHCIIEKTUPOBAHUS TPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEJICTB CPOK
NPUHITUS PEIICHUsS O TOCYJAapCTBEHHOM perucTpanuy JIEKapCTBEHHOrO IMpemnapara JJii BEeTepHUHAPHOTO
MPUMEHEHHUS MPUOCTAHABIMBAETCA CO JHS TMOJYYEHUs 3aKIIOUEHUM, yKa3aHHBIX B YacTu | HacTosuen
CTaTbH, 10 JTHS MPUHATHS YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM MCTIOJIHUTEIBHON BJIACTH PEIICHUS O
BbIIaye WM 00 OTKa3e B BhIJAaue 3aKIIFOUEHUS O COOTBETCTBUU MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM MpPaBUJI HaJUIekKalleld ITPOU3BOJCTBEHHON NMPAKTUKK, HO HE 0oJiee YeM Ha CTO BOCEMbJIECAT
pabouux JHEH.

Wndopmarys 06 M3MEHEHUAX:
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Cmamus 27 oonoanena uyacmoto 5 ¢ 15 uwona 2018 2. - @edepanvruiii 3axon om 4 uwona 2018 . N
140-D3
5. OcHOBaHuEM Ui OTKa3a B TOCYJAapCTBEHHON PErMCTpallMM JIEKApCTBEHHOTO IperapaTa AJis
BETEPUHAPHOTO TPUMEHEHHS SBISICTCS 3aKIIOYCHHE YIOJHOMOYEHHOTO (eAepanbHOro OpraHa
UCIIOJTHUTENIbHOM BJacTM O TOM, YTO KadecTBO U (WiM) dS(PPEKTUBHOCTb PErHCTPUPYEMOTO
JIEKapCTBEHHOIO MperapaTa JJisi BETEpUHAPHOTO MPUMEHEHHS HE TIOJITBEPKACHBI MOJyYSHHBIMU JTAHHBIMU
WIHM YTO PUCK NMPUYMHEHHUS Bpea 3J0POBbIO KHUBOTHOTO BCIEACTBHE IIpUEMa JIEKAPCTBEHHOIO Mpernapara
JUTSL BETEPUHAPHOTO MTPUMEHEHUS MPEBBIMACT 3P PEKTUBHOCTD €r0 MPUMEHEHUS, 0TKA3 YIIOJTHOMOUYEHHOTO
denepanbHOro opraHa UCHOJIHUTEIBLHON BJIACTU B Bblaue 3aKIIOYCHHS] O COOTBETCTBUU MPOU3BOIUTEIS
JICKapPCTBEHHBIX CPEACTB TPEOOBAHMSM ITPABIII HAJUICKAIICH MPOU3BOACTBCHHON MPAKTUKU JUIS KaXIOH
MPOU3BOJCTBEHHON IUIOHIAIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IIpernapaTa JAjisi BETEPUHAPHOTO
MPUMEHEHHUS B ClTydae, €Clid IPOU3BOJICTBO JICKAPCTBEHHOTO IMpernapara Jyisi BETepUHAPHOTO MTPUMEHEHUS
ocyuiecTBisieTcs 3a npeaenamu Poccuiickoit deaepanuu, UM OTCYTCTBUE TAKOTO 3aKITIOYCHHUS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 27 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undopmarus 06 n3MEHEHHSX:

Cmamows 27.1 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oekabps 2019 2. N 475-D3

CMm. npedvloyuyro peoaKyuio
TAPAHT:

YnonHOMOYEHHBIN (efiepalIbHbIIl OpraH UCHOJIHUTENbHOU BiacTu 10 1 suBapsa 2021 roga onpenenser
B3alMO3aMEHSAEMOCTh JIEKAPCTBEHHBIX IPEMNApaToB Ul MEAMIMHCKOIO IPUMEHEHUs, KOTOpbIE
3apEruCTPUPOBAHBI 10 AHS BCTYIUIEHUs B cuity DenepanbHOro 3akoHa oT 27 aexadpst 2019 r. N 475-D3
U B3aMMO3aMEHSAEMOCTh KOTOPBIX paHee He Obliia OnpezesieHa, B MOpsIKe, YCTAHOBICHHOM HACTOsIIEH
CTaTbheH, 3a UCKJIIOUYEHUEM JICKAPCTBEHHBIX IIPENapaToB, YKAa3aHHBIX B 4acTu 4 crarbu 3 denepanbHOro
3akoHa ot 27 nekadps 2019 r. N 475-D3

Cratba 27.1. B3aumo3aMeHSI€MOCTb JIEKAPCTBEHHBIX IpenaparoB s MEIULUHCKOIo

IPUMEHEHHUS

1. B3anMmo3aMeHSE€MOCTb JIEKAPCTBEHHBIX IMpEenapaToB Ui MEIUIMHCKOTO IPUMEHEHHUS
OTIpeieNIIeTCsl YIOJHOMOUYEHHBIM (e/iepajbHbIM OpPraHOM HCIOJHUTENBHONW BIAcTH, OCYLIECTBISIOIINM
rOCy/apCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO PUMEHEHUS, B paMKax
OJTHOT'O MEXJIyHapOJHOI'0 HEMAaTeHTOBAHHOIO (MJIM XUMUYECKOT0, MM TPYNITUPOBOYHOI0) HAUMEHOBAHUS
Ha OCHOBE 3aKJIIOYEHHS KOMMCCHM DKCIIEPTOB HKCHEPTHOTO YUPEXKIEHUS O B3aMMO3AMEHSEMOCTU
JIEKapCTBEHHOTO Ipernapara Ui MeIUIIMHCKOI0 IPUMEHEHHUs 100 O TOM, YTO JISKapCTBEHHBIH Mpernapar
JUIsL  MEIUIIMHCKOTrO MpPUMEHEHHUs He sBIeTcs B3auMo3aMeHseMbIM. [lopsiiox  ompeneneHus
B3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX IMpPENapaTtoB Uil MEIUIUHCKOrO TpUMEHeHuss u (dopma
3aKJIIOYEHHS KOMHMCCHUU 3KCIIEPTOB AKCIEPTHOIO YUPEXKJEHHUS O B3aUMO3aMEHSIEMOCTH JIEKApCTBEHHBIX
IpenapaToB I MEIUIIMHCKOTO MpUMEHEHHs MO0 O TOM, 4YTO JIEKapCTBEHHBIH Ipemapar majs
MEJMIIMHCKOTO MPUMEHEHUS He SBJSETCS B3auMO3aMEHSEMbIM, ycTaHaBiauBaioTcs I[IpaBurenbcTBOM
Poccuiickoit denepanumn.

2. Komuccusi 3KCHepToB SKCIEPTHOTO YUPEXKJEHHUS AAeT 3aKJIIOUYEHUE O B3aMMO3aMEHSEMOCTH
JIEKapCTBEHHOTO Ipernapara Ui MeIUIIMHCKOr0 MPUMEHEHHUs 100 O TOM, YTO JISKapCTBEHHBIN Mpernapar
JUTSL METUIIMHCKOTO IPUMEHEHHSI HE SBJISIETCS B3aMMO3aMEHsIEMbIM, Ha OCHOBAHUU CJIEYIOIINUX KPUTEPUEB
(XapaKTepUCTHK):

1) oskBHUBaJieHTHOCTh (AJi1 OMOaHAJIOroBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpPENapaToB
(0M0aHaJIOrOB) - COMOCTAaBUMOCTb) Ka4€CTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTUK (papMalieBTUIECKUX
CyOCTaHIIMII MM COMOCTaBUMOCTh AHTUIE€HHOTO COCTaBa BakIUH. Vcroib30BaHME pazIUYHBIX COJIEH,
3(UpPOB, KOMIUIEKCOB, U30MEPOB, KPUCTAIUIMYECKHX (OPM M JIPYTUX NPOU3BOAHBIX OJHOTO M TOTO K€
NEICTBYIOIIETO BEIIeCTBA HE SBISIETCA MPENATCTBUEM [UIsl  ONpeAeNieHUs B3auMO3aMEHSIEMOCTH
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JEKapCTBEHHbIX  IpenaparoB, €ciIM IpU  [POBEACHUU  HUCCIEAOBaHMS  OMOIKBHBAJIEHTHOCTH
JIEKapCTBEHHOI'0 IIpenapara WIM HUCCIEJOBaHMs TEpaleBTHUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O
npenapara JI0Ka3aHO OTCYTCTBHE KJIMHHUYECKM 3HAYUMBIX pa3iuuuil (papMakoKMHETUKH | (WIH)
3 PEKTUBHOCTH U 0€30IIaCHOCTH JIEKAPCTBEHHOTO IpenapaTa it MEAULIMHCKOTO TPUMEHEHHS,;

2) SKBHUBAJIEHTHOCTh JIEKAPCTBEHHOU (Qopmbl. [loa 3KBUBaJCHTHBIMM JIEKAPCTBEHHBIMHU (OpMaMu
NOHUMAIOTCSI pa3Hble JIEKapCTBEHHBIC (OPMBI, MMEIOIIME OJMHAKOBBIE CIIOCOO BBEACHHS U CIIOCO0
OpPUMEHEHHs, OO0JIafalolue  COMOCTaBUMBIMM  (DApMAKOKMHETHYECKUMHM  XapaKTePUCTUKaMU U
(apMaKoIOTHIECKUM JCHCTBHEM M 00ECTICUMBAIONINE TAKKE JTIOCTHIKEHHUE HEOOXOJMMOro KIMHUYECKOTO
s¢¢exra. Paznmnuma nekapcTBeHHbIX (OpPM HE SBIAIOTCA HPENATCTBUEM Uil ONpEAeieHUs
B3alMO3AMEHAEMOCTH  JIEKAPCTBEHHBIX  IIPENapaToB, €CIM IpPU  HPOBEACHUM  UCCIICIOBAHUS
OMOPKBUBAJIEHTHOCTH  JICKAPCTBEHHOIO  Ipemapara  WIM  WCCIEAOBAaHUS  TEpalneBTUYECKOMN
HKBHUBAJIEHTHOCTHU JIEKAPCTBEHHOI'O Ipernapara JO0Ka3aHO OTCYTCTBME KJIMHHUYECKU 3HAYMMBIX pPa3Indui
dbapmakokuHeTHkn © (W) S(PGEKTUBHOCTH W 0€30MacHOCTH JIGKAPCTBEHHOTO IIpenapara Jjis
MEAMIMHCKOTO IPUMEHEHHUS;

3) SKBHUBAJEHTHOCTh WUJM COINOCTAaBUMOCTbH COCTaBa BCHOMOTraTENbHBIX BEIIECTB JIEKAPCTBEHHOI'O
npernapara A8 MEAMIMHCKOrO INpuUMEHeHWs. Pa3nuuusg coctaBa BCIOMOIAaTEIbHBIX BELIECTB
JIEKapCTBEHHOI'0 IIpenapara HeE SBISAIOTCA NPENATCTBUEM UL OINPEACIEHUS B3aUMO3aMEHSAEMOCTU
JEKapCTBEHHBIX  IIpErnapaTroB, €CciId Ipud  [POBEAECHUU  MCCIEAOBaHUS  OMOIKBUBAJIEHTHOCTHU
JIEKapCTBEHHOI'O IIpenapara WIM HCCIECJOBAHMs TEPaleBTHUECKON SKBUBAJIECHTHOCTH JIEKapCTBEHHOI'O
npenapara JI0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pPa3iduuil (apMakOKHMHETUKH U (WIJIH)
3¢ (deKTUBHOCTH M 0€30MacHOCTH JIEKApCTBEHHOro Mpernapara Juis MEIUIMHCKOro npumeHeHus. llpu
HAJIMYUY KIMHUYECKH 3HAUYMMBIX Pa3induid (papMaKOKMHETUKH U (WK) 3PPEKTUBHOCTH U 0€3011acHOCTH
JIEKapCTBEHHOI'0 IIpenapara JUlsi MEIULUHCKOIO IPUMEHEHHsI B3aUMO3aMEHSIEMOCTb OINPEACIAETCS C
YKa3aHHUEM Ha MCKJIIOYEHHE OTJENbHbBIX IPYII MallUEHTOB;

4) uAEHTUYHOCTB CII0co0a BBEICHUS U CIIoco0a MpUMEHEHMS;

5) COOTBETCTBHE MPOU3BOAMUTENS JIEKAPCTBEHHOTO CpPEACTBA TPEOOBAaHUSAM IPaBHII HaJIeKallen
IIPOU3BOJICTBEHHON IIPAKTHUKH.

3. OmpeneneHue B3aMMO3aMEHSIEMOCTH BOCIPOU3BE/IEHHBIX JIEKAPCTBEHHBIX IIPENapaToB s
MEAMIMHCKOTO NMPUMEHEHHMs, yKa3aHHbIX B uacTu 10 craten 18 Hactosmero denepalbHOrO 3aKOHA,
ocyuiecTBisieTcs: 0e3 HE0OXO0AUMOCTH JI0Ka3aTeNbCTBA UX OMO3KBUBAJIEHTHOCTH.

4. OcoOeHHOCTH  OmIpeJeNeHUs] B3aUMO3AMEHSEMOCTH  OMOJIOTMYECKUX  JIEKAPCTBEHHBIX
[IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (coAepKallux KOMOMHAIUIO ABYX U Oojee
JNEUCTBYIOIIMX  BEIIECTB), JIEKAPCTBEHHBIX  IPErNapaTtoB Il [ApeHTEepPalbHOIO  MUTAHUA U
HEJI03MPOBAHHBIX  JIEKAPCTBEHHBIX IIpenaparoB ycraHaeiauBaroTcs [IpaBurensctBoM  Poccuiickoit
®denepanuu.

5. OmpeneneHue B3aMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOLIEHHM JIEKapCTBEHHBIX
pacTUTEIBHBIX MPENApPATOB, TOMEONIATHYECKHUX JIEKAPCTBEHHBIX MIPENApPaTOB.

6. @opMupoBaHUE NEPEYHS B3aMMO3aMEHSAEMbIX JIEKaPCTBEHHBIX MPEnapaToB JJIsl MEIULUHCKOIO
NPUMEHEHHS OCYIIECTBIIETCS AKCIEPTHBIM YUPEXJAECHUEM TOCPEIACTBOM OOBEIUHEHHUs JIEKapCTBEHHBIX
IpernapaToB B OTAENbHbIE TPYMIbl, B KaXJOH M3 KOTOPBIX JIEKAPCTBEHHBIE MpEnaparbl SBISIOTCA
B3aMMO3aMEHSAEMBIMH.

7. B cnydae BKJIIOYEHMS] B HHCTPYKLHIO 1O METUIIMHCKOMY TNPUMEHEHHIO JIEKapCTBEHHOTO
npenapaTa Ha OCHOBaHHMM PE3YJIbTaTOB COOTBETCTBYIOIIMX MCCIENOBAHUM MOKa3aHWM U1 IPUMEHEHUS,
KOTOpBIE OTIMYAIOTCS OT MOKA3aHUM NJIsl MPUMEHEHHs] OPYTHX JIEKAPCTBEHHBIX MPENapaToB U3 TPYIIIBI
B3alMO3aMEHSAEMbIX JIEKAPCTBEHHBIX IPENapaTroB, B IIEPEUYHE B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX
[IpenapaToB JUIsi MEJUIIMHCKOTO IPUMEHEHHSI T0JKHA ObITh YKa3aHa COOTBETCTBYIOIIAs HH(OpMaIHs.

8. Ilepeuensr B3anMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMPENapaToB JUIsl MEIAULMHCKOIO IPUMEHEHUs
pa3Meniaercs ynoJIHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIOIIUM
rOCy/IapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX MIPENAPATOB JIs MEIULMHCKOTO IPUMEHEHHUS, HA CBOEM
ouiansuom caiite B cetd "MutepHer". UHdopmaliug B nepeyHe B3aMMO3aMEHSEMbIX JIEKaPCTBEHHBIX
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IpenapaToB JUisi MEIUIUHCKOTO TMpPUMEHEHUS OOHOBIISETCS YyKa3aHHBIM (elnepalbHbIM OpPraHoM
WCITIOJTHUTEIBHON BJIACTH C YUC€TOM HOBBIX 3apCrUCTPUPOBAHHBIX JICKAPCTBCHHBLIX IIPCIIApaTOB IJId
MEAUIMHCKOTO MPUMEHEHHSI 1 BHECEHHBIX U3MEHEHUI B IOKYMEHTBHI, COACPIKAIINECS B PETUCTPALIMOHHBIX
JIOChE Ha 3apErUCTPUPOBAHHBIC JIEKAPCTBEHHBIE MTPENapaThl AJisI MEIUIIMHCKOTO TPUMEHEHUSI.

9. Ilopsiok UCHOIB30BaHUSI MH(POPMALIMK O B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX IMpernapaTax Ajs
MEIUIIMHCKOTO TPUMEHEHUSI W TMOPSAOK Jaud pa3bSICHEHUM IO BOMpPOCaM B3aUMO3aMEHSIEMOCTU
JICKapCTBEHHBIX MpErnapaToB Ui MEIUIIMHCKOTO MPUMEHEHMsI ycTaHaBiuBatoTcs [IpaBUTenscTBOM
Poccuiickoit @enepanuu.

T'APAHT:

CMm. xommeHTapuu K ctartbe 27.1 Hacrosmero @eaepanbHOro 3aKOHa

Cpok perucrpanuu JIEKApCTBEHHOrO Ipemnapara, ucrekaromuid B nepuog ¢ 15 mapra 2020 r. mo 31
nexadpst 2020 r., nposyieH Ha 12 mecsies

Crartbs 28. PerucrpannoHHoe y0CTOBEpEHUE JIEKAPCTBEHHOIO IpenapaTa

1. PerucrpannoHHoe yJ0CTOBEpEHNE JIEKAPCTBEHHOrO IMpernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
GopM M J0O3MPOBOK BBbIIACTCA OECCPOYHO, 3a MCKIIOYEHHEM PEruCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIPETapara, BbIaBa€MOI'0 CO CPOKOM JIEHCTBUS IATH JIET, HA BIIEPBHIE PETUCTPUPYEMBIE B
Poccniickoit denepanuu J1eKapCTBEHHBIE IPENAPATHI.

2. Ilo ucTeyeHMM YyKa3aHHOTO B uacTW | HacTosIIEH cTaThM CpoKa BbLAaeTCs OeccpouHoe
pPEerucTpalioHHOE yJAO0CTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IpU YCIOBUU IOATBEPKACHUS €ro
rOCyJJapCTBEHHOMN perucTparum.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamovs 28 nacmosuweco Dedepaivioo
3aKOoHa 0ononHena wacmoio 3, scmynatowell 6 cuny ¢ 1 uons 2015 e.

3. B ciayuae BHeceHMsI B cOOTBETCTBUM co cTaThsimMu 30 u 31 Hacrosimero denepanbHOro 3aKOHA
U3MEHEHUN B COJAEpXKallMecs B PETHCTPALlMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar JOKyMEHTBI, 3aTparvBaloOIUX CBEACHUS, OTPaXECHHbIE B PErMCTPALMOHHOM YJIOCTOBEPEHHUU
JIEKapCTBEHHOTO Tpernapara, YIOJTHOMOYEHHbIN (enepanbHblii OpraH MCHOIHUTENBHON BIACTH BbIAAET
HOBOE PETUCTPALIMOHHOE YAOCTOBEpEHHUE JIEKApCTBEHHOTO Iperapara, COJAep)Kalllee BHECEHHBbIE B HETO
WU3MEHEHUSI.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamuvsa 28 nacmoswezco Dedepanvroo
3aKOoHa dononnena yacmoio 4, scmynatowen 6 cuny ¢ 1 urons 2015 a.

4. B cmywae yTpaThl WM TOBPEXJIECHUS PETHUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
mpenapara 1o 3asBICHUI0O B MHUCbMEHHOW (opme JepiKaTeiss WX BiaJelblla PErUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara Wik yIOJHOMOYEHHOTO UMHU APYTrOro IOPUINYECKOro JIMIA O
BbIJlade TyONMKaTa pPErHCTPAIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO MperapaTa YIMOJHOMOYCHHBIN
dbenepanbHBI OpraH UCMOIHUTENBHON BIACTU B CPOK, HE MPEBBIIAIOIINNA JECITH pabodnx JHEH co JHA
MOCTYIUICHUS 3asBJICHUS, BBIJIACT JIyOJMKAT PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpemnapata. 3a BbIgady AyONMKaTa PErHCTPAIlMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara
B3MMAETCS TOCYJapCTBEHHAs MONUIMHA B COOTBETCTBUU C 3aK0HOAaTeIbcTBOM Poccuiickoit denepanuu o
HaJorax u coopax.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 28 HacTosmero denepalbHOTO 3aKOHa

Wudopmanust 00 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 dexabpa 2014 o. N 429-@3 cmamvs 29 nacmosawezo Dedepanvrozo
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowet 6 cury ¢ 1 aueaps 2017 e.
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Cm. mexkcm cmamou 8 npedvioyujell peoaxKyuu
TAPAHT:

Cpok perucTtpanuu JeKapCTBEHHOr0 Ipernapara, uctekaromuii B nepuoj ¢ 15.03.2020 mo 31.12.2020,
npoJijieH Ha 12 MecsiieB
Crartba 29. [ToaTBepxaeHue rocy1apCTBEHHOM pEerMCTpalivK JICKapCTBEHHOTO Mpernapara
1. IloaTBepAxkAEHNE rOCYAAPCTBEHHOW perucTpalnyy JIEKapCTBEHHOTO Mpenapara OCyLIeCTBIIsAETCS
npu BbIJaye OECCPOYHOr0 PErrucTPAlMOHHOIO YAOCTOBEpEHUsl JIEKapCTBEHHOIO Ipernapara B clyuae,
yYKa3aHHOM B uacTu 2 cTarbu 28 Hactosmero @denepaJbHOro 3aKoHa, B CPOK, HE IPEBBIMIAIOIINN
HIecTUACCATH pabouux JHEH cO JHS IMOJyYeHHs] COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM HCIOJHUTEJIBHOM BJIACTU 3asBJIEHUS O MOATBEPKICHUM TOCYAAPCTBEHHOW perucrpanuu
JIEKapCTBEHHOIr0 mpemnapaTta. He ocymiecTBisieTcss NMOATBEPKAECHUE TOCYAApCTBEHHOM PpErucTpanuu B
OTHONICHHWHU JICKaPCTBEHHOTO Tperapara, He HaXOJWBIIerocs B oOpamienn B Poccuiickoit denepanuu B
TEYeHHe Tpex U Ooyee JeT, a TakKe B OTHOIICHHM JIEKApPCTBEHHOTO CPEJICTBA, MPOU3BEICHHOIO C
HapymeHHeM TpeOOBaHMs, yCTAaHOBIEHHOTO 4acThio 3.7 crateu 71 HacTosimero denepanibHOTo 3aKOHa.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 2 usmenena c 13 aseycma 2019 e. - Dedepanvuwiii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
2. 3asBieHHE O MOATBEPKACHUU TOCYJAapCTBEHHON PETUCTPALlMU JIEKApCTBEHHOTO Mpenapara asis
MEJMIIMHCKOTO TPUMEHEHUS MPEICTABISCTCS B COOTBETCTBYIONIMH YIIOJTHOMOYCHHBIH (eaepaTbHbIN
OpraH UCIIOJIHUTEIILHOW BJIACTH HE paHEe YeM 3a CTO BOCEMbBJECAT JHEH JI0 MCTEYCHHUSI CPOKa JCUCTBUS
PETHCTPAIIMOHHOTO YIO0CTOBEPEHUS JICKAPCTBEHHOTO Tperapara st MeAUIIMHCKOTO MPUMEHEHHSI.

Wupopmarus 06 H3MEHEHHSIX:

Cmamuws 29 dononnena uacmoto 2.1 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-@3
2.1. 3asBneHue 0 MOATBEPKIACHUH FOCYAapCTBEHHON PETUCTPALIUY JIEKApCTBEHHOTO Mpenapara Jsis
BETEPUHAPHOTO TMPUMEHCHHS TPEACTABISICTCS B COOTBETCTBYIOIIUN YIOTHOMOYCHHBIN (enepaibHbIi
OpTraH HMCIIOJTHUTEIHHOW BJIACTH HE paHee YeM 3a CTO BOCEMBJACCST JHEH JO0 MCTEYCHHS CPOKa JEHCTBUS
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO TMpernapara Uil BETEPUHAPHOTO MPUMEHEHUS U He
M03/IHEe OKOHYAHHS CPOKA €T JACHCTBUSI.
3. [MoaTBepxkaeHNE TOCYAaPCTBEHHONW PErHCTpally JIEKAPCTBEHHOTO Mpenapara OCyIIeCTBIsETCS
M0 pe3yibTaTaM »JKCIIEPTU3bl OTHOIICHUS OXXHJIAEMOW IOJNB3bl K BO3MOXHOMY PHCKY NPUMCHCHHS
JIEKapCTBEHHOT'O IpernapaTa Ha OCHOBAHUU PE3YJIbTaTOB MOHUTOPHUHTA 3 (EKTUBHOCTH U 0€30MaCHOCTH
JIEKapCTBEHHOTO  Mperapara, MPOBOJUMOIO  JepXKaTejleM WM  BIAJENbIEM PETUCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara Tu00 YIOJTHOMOYSHHBIM UMHU FOPUIUIECKUM JIUIIOM, a TAaKKe
COOTBETCTBYIOIIUM yIIOJTHOMOYEHHBIM (pe/lepalbHbIM OpTraHOM HCIOJHUTEIILHON BJIACTH B COOTBETCTBHH
¢ TpeboBaHuAMHU cTaThu 64 HacTosmero denepalbHOrO 3aKOHA.

Wndhopmarus 06 n3MEHEHHSX :
Yacmo 4 usmenena c 15 urons 2018 2. - @edepanvuuiii 3akon om 4 utonss 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

4. K 3asgBleHHUIO O MOATBEPXJACHUU TOCYNapCTBEHHOW PETUCTpAIlMU JIEKAPCTBEHHOTO MperapaTa
JUTSL MEJTUITUHCKOTO TIPUMEHEHHSI IIPUITAraroTCs:

1) JOKYMEHTHI, coOJAepKallue pe3yJabTaThl MOHHTOpPHHTa J(P(GEKTUBHOCTH U 0e30MacHOCTH
JICKapCTBEHHOTO TMpemnapara JUIsl MEAWIMHCKOTO0 TIPUMEHEHHs, IPOBEICHHOTO JepKaTelieM WU
BJIQJICTIBIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKApCTBEHHOTO Tpemapara Jis MEIUIIMHCKOTO
NPUMEHECHHUS JIMOO YIOJHOMOYCHHBIM WM FOPHIMYCCKHUM JIMIIOM, 10 (GopMme, yTBEPKIACHHOU
YIOJTHOMOYEHHBIM (e/IepaIbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH;

Wudopmanust 00 n3MEHEHUSX:

Ilynkm 2 usmenen c 1 angapsa 2021 2. - @edepanvuviii 3akon om 27 dekabpsa 2019 2. N 478-D3
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CMm. npedvloywyro pedaKyuio

2) cBefcHMS O Jare MPEJOCTABICHUS M PErHCTPAIIMOHHOM HOMEpE JIMIICH3UH Ha TPOU3BOJICTBO
JICKApCTBEHHBIX CPEACTB MJIM CBEJCHHUS O JaTe MPEIOCTABICHUS H PETUCTPAIIMIOHHOM HOMEPE 3aKITFOUCHHSI
O COOTBETCTBHHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM TPaBU  HaJIEKAIICH
NPOM3BOJICTBEHHON  NPAaKTUKW, MPEJOCTABICHHBIX  YIOJHOMOUYEHHBIM  (eliepalibHBIM  OPraHOM
WCTIOJTHUTEIILHON BIIACTH B OTHOIICHWU MPOM3BOACTBEHHOH IUIOMIAIKU JIEKAPCTBEHHOTO TperapaTa Jyis
MEIUIIUHCKOTO MTPUMEHEHHSI, TOCYIApPCTBEHHAST PETUCTPAIUS KOTOPOTrO MOJATBEPKIACTCS B Clydae, eCiu
MPOM3BOJICTBO JIEKAPCTBEHHOT'O IMIpemapara s MEAWIIMHCKOTO TPUMEHEHHUS OCYIIECTBISICTCS B
Poccuiickoit denepaiuu;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 3 usmenen c 1 sneaps 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio

3) Komus TPEJOCTaBICHHON YIOJHOMOYCHHBIM OPraHOM CTPAHBI MPOW3BOAMTENS JUICH3UU Ha
MPOM3BOJICTBO JIGKAPCTBEHHOT'O Tpernaparta Juisi MEIUIIUHCKOrO TMPUMEHEHHUSI M €€ MEPeBOJ Ha PYCCKUH
S3bIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPSIIKe, a TaKXKEe KOIMUs 3aKIIOYCHHUS O COOTBETCTBUU
NPOM3BOJIUTENST  JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TIPaBWIJI  HAJJICKAIICH MPOU3BOJCTBEHHOM
MPAKTUKH, BBIIAHHOTO YIIOJITHOMOUYEHHBIM (peIlepalIbHBIM OPTaHOM HCTIOJHUTEIILHOM BIACTH B OTHOIICHUU
NPOM3BOJICTBEHHON  IUIOIIAJKK  JICKAPCTBEHHOTO Mperapara Jijis  MEIWIIMHCKOTO  MPUMEHCHHS,
rOCY/apCTBEHHAS PErHCTpaIsl KOTOPOrO MOITBEPIKIACTCS, WM KOMHS PEIICHUS YIIOTHOMOYEHHOTO
(denepaabHOro OpraHa HCIOJHUTEILHOW BJIACTH O MPOBEICHUM WHCIICKTUPOBAHUS TPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJCTB B Ciydae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOTO Tpernapara JUisi MeIUIIHHCKOTO
NPUMEHEHHS OCYILECTBIIAETCS 3a peaenamu Poccuiickoit depepanuu.

Undopmarius 06 n3MEHEHHSX:

Cmamuws 29 oonoanena wacmoio 4.1 ¢ 15 uonsn 2018 e. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
4.1. B oTHOIIEHNU OUOIIOTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB ISl METUIIUHCKOTO MPUMEHEHHS
3asBUTENb JOMOJHUTEIBHO TIPEACTABISIET PE3YyJIbTAaThl MEPONPUITHH, MPEIYCMOTPEHHBIX IIJIAHOM
yOpaBlIeHUS PUCKAMH, YTBEPKACHHBIM YIOJTHOMOYEHHBIM (helepaabHbIM OPTaHOM HCHOIHUTEIBHON
BJACTU TMpPU OCYUIECTBJIEHUU TOCYJAapCTBEHHOW perucTpanuu JIEKapCTBEHHOrOo Mpenapara Jyis
MEIUIMHCKOTO PUMEHEHHS.

Wndhopmarus 06 n3MEHEHHSX :
Yacmy 4.2 uzmenena c 13 aszycma 2019 2. - @eodepanvusiii 3axon om 2 ageycma 2019 2. N 297-D3

Cm. npedvloyuyro pedaKyuio

4.2. K 3asBI€HUI0 0 MOATBEPKACHUHN I'OCY/IapCTBEHHOW PErHCTpallMU JIEKapCTBEHHOTO Ipenapara
JUIST BETEPUHAPHOTO TMPUMEHEHHS TPHUJIAraloTCsl JTIOKYMEHTBI, COJEpIKallue pe3ybTaThl MOHUTOPWHTA
¢ dexTuBHOCTH ¥ 0OE30MACHOCTH JICKApCTBEHHOTO TMpenapara s BETePUHAPHOTO MPUMEHEHHUS,
MPOBOJIUMOTO  JIEp)KaTeJIeM WA BIAACIBIIEM PErUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpenapaTta s BETEPUHAPHOTO MPUMEHEHHs] JTHO0 YMOJTHOMOYEHHBIM UM IOPUIUYECKHM JIHIIOM, MO
dbopme, YTBEP)KIEHHON YIOJIHOMOYECHHBIM (eepalbHBIM OpPTaHOM HCIHOJIHUTEILHON BIIACTH, W
JOKYMEHTBI, yKa3aHHbIe B yHKTax |, 2 - 2.2, moanmynkrax "a", "6", "k", "n" nynkra 4 gactu 3 ctateu 17
HacTosuero denepanbHOro 3akoHa. B OTHOIIEHNHM UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MpPErnapaToB
JUIsl BETEPUHAPHOTO MPUMEHEHUSI HE MPEJCTABISAIOTCS CBEACHUS, YKa3aHHbIe B 1o/ nyHkTe "k" nyHkra 4
gactu 3 ctateu 17 Hacrosmiero denepalbHOrO 3aKOHA. B OTHOIICHHWH JIEKAPCTBEHHBIX MPEMapaToB s
BETEPUHAPHOTO TPHUMEHEHUS, TMOTYYEHHBIX C MPUMEHEHHEM TIeHHO-HMHKEHEPHO-MOIUPUIIUPOBAHHBIX
OpPTaHWU3MOB WJIA COJCPIKAIINX TAKUE OPTaHU3MBI, JIOTTOJTHUTEIILHO TIPEICTABIISIOTCS CBE/ICHHUS, YKa3aHHBIC
B niyHkTe 13 vactu 3 crarsu 17 HacTosimero denepanbHOro 3akoHa.

Wndopmarys 06 M3MEHEHUAX:

Yacmo 4.3 usmenena c 1 aunsaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3
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CMm. npedvloywyro pedaKyuio

4.3. 3agBuUTEnb BIpaBe MPEACTABUTH C 3asBICHUEM O MOATBEPKIACHUM TOCYyAapCTBEHHOU
PETUCTpPALIMA  JIGKAPCTBEHHOIO  IIpernapara KONMK  JOKYMEHTa, IOATBEPKAAIOIIErO  YILIATy
rOCy/JapCTBEHHOW TOLUIMHBI 33 TOATBEP)KICHUE TIOCYJapCTBEHHOM pErucTpaluy JEKapCTBEHHOTO
npenapara, a TakKKe BblaBaeMble (IIPEJOCTaBISIEMbIE) YIOJIHOMOYEHHBIMU (ellepaabHbIMU OpraHaMu
VCIIOJIHUTENIHOM BJIACTH IOKYMEHTHI (CBEJIEHUS ), YKa3aHHbIE B IIYHKTaX 2 U 3 yacTu 4 HACTOALIEH CTaThU.
B cnydae ux HenpencTaBieHHs YIOJIHOMOYEHHBIH (eaepaibHblii OpraH HCIOJIHUTENBHOM BIacTH
3arpammrBaeT yKa3aHHbIE JIOKYMEHTHI (CBEICHHUS) B IMOPAIKE MEKBEIOMCTBEHHOTO HH()OPMAIMOHHOTO
B3aMMOJCHUCTBHS.

5. B Teuenue necsatu pabouyumx JHEW CO JHS TPHUHATUS 3asABJICHUS O TOATBEPKICHUU
rOCyJapCTBEHHOW PETUCTPALlUU JIEKAPCTBEHHOI'O IIpernapara W JOKYMEHTOB, COJIEP)KAIUX pPE3YJIbTaThl
MOHUTOPHHTA YPPEKTUBHOCTH M 0€30MaCHOCTH JIEKApCTBEHHOTO IpenapaTa, MPOBOAMMOTO JAepiKaTesieM
WIN BJIAJIEJIbLIEM PErHCTPALMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOIO IIpenapaTa Ju00 yIoJIHOMOUYEHHBIM
UMU I0PUINYECKUM JIULIOM, YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCHOIHUTEIbHOM BJIACTH:

1) mpoBOAMT MPOBEPKY IOJHOTHI CBEACHUH, COJEpXKAIIUXCA B IPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTax;

2) npUHUMaET pelleHHe O MPOBEACHUU WM 00 OTKa3e B MPOBEAECHUHU 3KCIEPTU3bl OTHOLICHHUS
OKMJAeMON MOJb3bl K BO3MOKHOMY PHUCKY INPUMEHEHMs JEKapCTBEHHOIO IIpernapaTa Ha OCHOBAHWUU
pe3yabTaTOB MOHUTOPUHIA 3()(PEKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipernapara, IpoBOIUMOI0O
JIepKaTelIeM WM BIIAJENIbLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOrO Ipemnapara Jndo
YIOJIHOMOYEHHBIM UMH FOPUIMUYECKUM JIMLIOM, a TaKkKe (peepabHbIM OPraHOM MCIIOJHUTEIbHON BIacTH
B COOTBETCTBUU C TpeOoBaHUsAMU cTaTbyu 64 HacTosiero denepajbHOTO 3aKOHA;

3) yBenomisieT B 3JIEKTPOHHOW (opMe MIM NUCbMEHHOW (opmMe 3asBUTENsT U HKCHEPTHOE
YUpEeXKJEHUE O NPUHATOM pelleHuu JUO0 B Cilydae HPHUHATHUS pelieHus o0 OTKa3e B IPOBEJICHUU
9KCIIEPTU3bl YKA3bIBAET IPUYMHBI TAKOTO OTKAa3a.

6. B cnyuae BbIIBIEHUS HEIOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTH HH(OpMAINH,
coJiepKalleiics B IMpeICTaBICHHBIX 3asBUTENEM JIOKYMEHTaX, YIOJIHOMOYEHHBIH (eaepanbHbli OpraH
MCIIOJTHUTENIbHOM BJIacTH HAINpaBJISIET 3asBUTENIO 3alIpoc 00 YTOYHEHUH YKa3aHHOW MH(opManuu. 3anpoc
YIOJIHOMOYEHHOr0  (elepajJbHOr0  OpraHa  MCIOJHUTEIbHOM BIAaCTH MOXET ObITh  IepeaaH
YIOJHOMOYEHHOMY NPEICTaBUTENIO0 3asBUTENS JUYHO IOJ PACIUCKY, HAIpPaBJIEH IO IMOYTE 3aKa3HbIM
IUCbMOM WM Tepe/iaH B AJIEKTPOHHOM (opMe Mo TeleKOMMYHHUKAIlMOHHBIM KaHajaM CBsi3u. B ciyuae
HaIpaBJIEHUsl 3ampoca YMOJIHOMOYEHHOTO (elepaJbHOr0 OpraHa HCHOJHUTENBbHOM BIacTH IO IOYTe
3aKa3HbIM IIHCBMOM OH CUMTAETCSl IOJIyYEHHBIM [0 HCTEUEHUM ILIECTH IHEH C JaTbl HalpaBICHUS
3aKa3HOro MHUChMa.

7. 3asBuTeNb 00s3aH IMPEICTaBUTh OTBET Ha 3alpOC YIOJHOMOYEHHOIo (eaepanbHOro opraHa
UCIIOJTHUTENIbHOM BJIAcTU B CPOK, HE MPEBBILIAIOIIMM AEBsHOCTA pabouux JHEH CO AHS €ro MoJydeHHs.
Cpok, yKa3zaHHBIM B 4acTH 5 HACTOSIIEHW CTAaTbU, IPUOCTAHABIMBACTCA CO JHS HAIIPABJICHMS 3asBUTEIIO
3arnpoca yMoOJIHOMOYEHHOTO (eepaqbHOro opraHa HCIOJHUTENBHON BIIACTH N0 JHS TONYYEHHUS UM
COOTBETCTBYIOILIEIO OTBETA U HE YUUTHIBAETCS IPU UCUNCIEHUH CPOKA MOATBEPKIEHUS FOCYAapCTBEHHOU
perucTpaiuu JeKapcTBEHHOIO Ipernapara.

8. OcHoBaHMEM [UIsl OTKa3a B IIPOBEJEHUM OJKCIEPTU3bl OTHOIICHHS O0XKHMJIAEMOM IOJIb3bl K
BO3MO)XHOMY PHCKY MpPHMEHEHHUs JIEKapCTBEHHOI'O Ipernapara SBISETCS MpeICTaBI€HHE TOKYMEHTOB,
COJIepKAIIUX PE3yJIbTaThl MOHUTOPUHTA 3((EKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara, u
(uM) B OTHOIIEHUWM OMOJOTMYECKHUX JIEKAPCTBEHHBIX IIPErapaTtoB pe3yJbTaTOB OCYIIECTBICHUS
MEPONPUITHA B COOTBETCTBUU C IUIAHOM YIIPABJICHUS PHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIHOJHUTENIBHON BIACTU MPHU OCYIIECTBICHUM TOCYAAPCTBEHHOW pEerucTpaiuu
JIEKapCTBEHHOTO Mperapara, B HEMOJHOM 0o0beMe, OTCYTCTBHE HH(OpMaIuM, MOATBEepKIaromel (akrt
YIUIaThl TOCYJaPCTBEHHOM MONUIMHBI 33 MOATBEPKACHUE IOCYJapCTBEHHON PErUCTpalliy JIE€KapCTBEHHOTO
npenapara, Ju00o HerpeICTaBICHHE 3asBUTENIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIA B 4acTH 6
HACTOALIEH CTaThbU 3alpoc YMOJIHOMOYEHHOTO (heepaabHOro OpraHa MCIOJHUTEIBHON BIIACTH, a TaKXkKe
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OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX MH(QOpMAIIMH, KOTOpas JOJKHA ObITh B HUX OTPaKeHa.

9. DOkcrnepru3a OTHOUIEHMSI OXKHMJAEMOW TOJB3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHUS
JIEKApCTBEHHOI'0 IIpernapara B LEIsAX MOATBEPKICHUS IOCYAapCTBEHHOM pPErucTpanuu JIEKapCTBEHHOTO
npenapara IpOBOAUTCS KOMHUCCHUEH S3KCIIEPTOB AKCIEPTHOIO YUPEXACHUS B CPOK, HE IPEBBILIAOIIMM
COpoKa pabouyux JHEH.

10. B cimyuyae HEOCTAaTOYHOCTH MPEACTABIEHHBIX 3KCIEPTY MAaTEPUANIOB JJIS a4y 3aKIHOYECHUS
JKCIIepPT 0Opamaercs K pyKOBOAUTEIIO IKCIEPTHOTO YUPEKACHUS O MPEIOCTABICHUN €My HEOOXOIUMBIX
MaTepHajoB. PyKOBOIUTENb SKCHEPTHOTO YUPEKICHHS OOpaIIaeTcsi ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIOJHOMOYEHHBIN (efiepanbHblii OpraH MCHOJHUTENIbHON BJAacTH, BBIAABIIMN 3a/laHue Ha IMPOBEJICHUE
OKCIEPTU3bl OTHOILEHUS O0XHJIaeMOM IOJIb3bl K BO3MOXHOMY PHUCKY IPUMEHEHHUs JIEKapCTBEHHOIO
mpernapara Ha OCHOBAHUHU JIOKYMEHTA, COZEpIXAlllero pe3yibTaTbl MOHUTOPHHIa 3(PPEeKTUBHOCTU H
0€30I1aCHOCTH JIEKAPCTBEHHOTO MpenapaTa. B Tedenue nsatu pabodymx THEH co THS MOCTYIJICHHUS 3ampoca
PYKOBOJUTENSI IKCIEPTHOTO YUYPEKACHUS YKa3aHHBINH (eaepalbHbIil OpraH HCHOJHUTEIBHOM BIACTH
HaIpaBJIET 3asBUTEII0 3alPOC O MPEJICTaBICHUM HEOOXOJUMBIX MaTe€pUalIOB, KOTOPbIH MOXKET OBITh
NepeaH YINOJHOMOUYEHHOMY MPEACTABUTENI0 3asBUTENS JUYHO IOJ PACHUCKY, HAIMpaBIEH IO IOYTE
3aKa3HbIM [TMCHMOM WJIH TI€pesiaH B AJIEKTPOHHOU (OpME MO TEIEKOMMYHHUKAIIMOHHBIM KaHajdaM CBs3U. B
clly4ae HalpaBJIEHUs 3alpoca YHNOJTHOMOYEHHOTo (eAepalbHOr0 OpraHa HCIOJHUTENBHON BJIACTU MO
[IOYTE 3aKa3HbIM [MHMCbMOM OH CUMTAETCS MOJYYEHHBIM 10 UCTEUEHHUH LIECTH JHEH C JaThl HAIpaBJICHUS
3aKa3HOr0 MUChMa.

11. 3asBuTens 00s3aH MPEICTABUThL OTBET HAa 3alpoOC YIOJTHOMOYEHHOTO (elepaibHOTO OpraHa
UCIIOTHUTENIbHON BJACTH B CPOK, HE MPEBBIIIAIONIMKA IIECTUACCATH paboyux OHEH CO JHS MOTY4YEHHS
YKa3aHHOTO 3ampoca. YTOJTHOMOYEHHBIM (eaepalbHbli OpraH HCIOJHUTEILHON BIACTH, BBIAABIINI
3a/1aHM€ Ha MIPOBEACHUE HKCIIEPTU3bI OTHOIICHUS OKUIAEMOH T0JIb3bl K BO3MOKHOMY PUCKY MPUMEHEHUS
JIEKapCTBEHHOI'0 IIpernapaTa Ha OCHOBAaHUM JOKYMEHTA, COJEp)Kallero pe3yJjbTaTbl MOHUTOPHHIA
s dexTuBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHOIO Ipernapara, B TEUEHHE IMATH pabouyux AHEW co IHS
NOCTYIUIEHHUS OT 3asBUTENS OTBETA HA 3apOC YIIOJIHOMOUYEHHOT0 ()eIepalbHOr0 opraHa UCIOJIHUTEIbHON
BJIACTH HANPABIISIET 3TOT OTBET B 3KCIEPTHOE yupexiaeHue. B ciiydyae HenpeAcTaBieHUS MO UCTEUCHUH
HIECTUECATH pabouMX JHEW 3asBUTENIEM OTBETa HA yKa3aHHBIN 3apoc yNOJIHOMOYEHHBIN (enepanbHblii
OpraH UCIIOJIHUTEIbHON BIIACTH, BHIJABIINHI 3a/1aHUE HA TPOBEICHHUE SKCIIEPTU3bl OTHOLLIEHUS 0XKUIAEMOU
MOJIb3bl K BO3MOXXHOMY PHCKY INPHUMEHEHMs JEKapCTBEHHOIO IpernapaTra Ha OCHOBAaHUM JOKYMEHTa,
COJIepKAIEro pe3yabTaThl MOHUTOPUHTA 3(h(heKTUBHOCTH U 0€30MaCHOCTH JEKapCTBEHHOTO Ipernapata, B
TE€YEHUE MATH pabouMX JHEH HampaBiseT B HKCIEPTHOE YUPEKICHHE YBEIOMJIEHUE O HENpeACTaBICHUU
3asiBUTEJIEM OTBETA Ha 3alpoC YKa3aHHOro opraHa. BpeMs co IHS HampaBieHHUs 3ampoca 3KCIEPTHOTO
YUpEXKJIEHUSI B YIOJIHOMOYEHHBIH (heepanbHblii OpraH HCIOJHUTENBHON BJIAcTH 10 JAHS MOJIy4YEHHS
9KCIIEPTHBIM YUPEKIECHUEM OTBETA HA 3alpOC WM YBEIOMIICHHUS O HENIPEACTABICHUU OTBETA Ha 3aIIpOC HE
YUUTBHIBAETCSI MPU HCUYUCIECHUU CPOKA IPOBEAEHUS OSKCIEPTH3bl OTHOLIEHUS O0KUIAEMOW TMOJb3bl K
BO3MO)KHOMY PHUCKY NPUMEHEHHS JIEKapCTBEHHOI'O Ipenapara Ha OCHOBAaHMM JOKYMEHTA, COJAEPIKaIIEro
pe3yabTaThl MOHUTOPUHTA Y()PEKTUBHOCTH U O€30TTACHOCTH JICKAPCTBEHHOTO Tpemapara.

12. B cpok, He MpeBBIIIAOMUI JecITH paboYuX THEH co AHSA MOJTYUYEeHHUs 3aKIIOUEHUS KOMUCCUU
9KCIIEPTOB MO pe3ysbTaTaM »JKCIEPTH3bl OTHOIIEHUS OXHIaeMOM TMOJb3bl K BO3MOKHOMY PHUCKY
NPUMEHEHHs JICKapCTBEHHOI'O Mperapara, COOTBETCTBYIOUIMH YIMOJHOMOYEHHBIN QenepanbHblii OpraH
WCTIOJTHUTEJIbHOM BJIACTH:

1) ocymiecTBiIsS€T OLIEHKY 3TOr0O 3aKJIIOUEHHUS AJI ONPEIEIIEHUS €ro COOTBETCTBUS 3a/laHUIO Ha
IIPOBEJICHNE YKa3aHHON IKCIEPTU3BI;

2) NpUHUMAET pEUIEHHE O MOATBEP)KJIECHUU TOCYIAapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOTO
npernapara Uil 00 0TKa3e B MOATBEPKACHUN TOCYIapCTBEHHON PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara;

3) BHOCUT IpM TPUHATUU PELIEHUS O TMOATBEPXKACHUU TOCYJapCTBEHHONW pPETUCTpaLUn
JIEKapCTBEHHOI'0 Tpernapara CBEJIEHUS B T'OCY/IapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB M BbIIAET
3asBUTENIO OECCPOYHOE PETUCTPALMOHHOE YI0OCTOBEPEHHE JIEKAPCTBEHHOTO Mperapara.

Wndopmarys 06 M3MEHEHUAX:
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Yacmo 13 usmenena c 15 uronsn 2018 e. - @edepanvuviii 3axon om 4 urons 2018 e. N 140-D3

CMm. npedvloyuyro pedaKyuio
13. OcHoBaHMeM JIsl OTKa3a B MOATBEPKIACHUU TOCYNaPCTBEHHONW PETUCTPAIMH JIEKAPCTBEHHOTO
npernapara SBISICTCS  3aKJIIOYCHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (helepaibHOTO OpraHa
UCTIOJTHUTEIILHON BJIACTH O TOM, YTO PHUCK MPHUYMHEHUS Bpela 3JI0POBBIO YECIOBEKA WJIM JKUBOTHOTO
BCJICJICTBHE TIpHEMa JICKapCTBEHHOTO Tpernapara mpeBbimaeT 3)(HEeKTUBHOCT €r0 MPUMEHEHHS.
14. B mepuon mpoOBEACHUS TMPOUEAYPHl TMOATBEPKACHHUS TOCYAAPCTBEHHOW pErHCTpaliu
JICKApCTBEHHOT O Iperapara ero oopaienue B Poccuiickoit @enepaninu He NpUOCTaHABINBACTCS.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 15 usmenena c 13 aseycma 2019 a. - @edepanvhuiii 3akon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloyuyro pedaKyuio
15. Jlomyckaercsi oOpailieHHe JIGKAPCTBEHHBIX IIPEMapaTroB 1O HMCTEYCHUsT CpPOKA TOIHOCTH,
MPOW3BEICHHBIX B TEYCHHE CTa BOCBMHJCCATH KAJICHIAPHBIX JHEW TOCIAEe JarThl MPUHSATHS
YIIOJTHOMOYCHHBIM  (peIepabHBIM OpPraHOM HCIIOJIHUTEIHOW BJIACTH PEUICHUS O TOATBEPKICHUN
TOCY/IapCTBEHHOW PETHCTpAIM, B COOTBETCTBHUH C HWH(OpPMAIUCH, coaepKamieics B JIOKyMEHTax
PETUCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIH Mperapar A0 AaThl IPUHATHS TAKOTO PEIICHHS.
TAPAHT:

CMm. koMMeHTapuu K ctatbe 29 HacTosiero denepabHOr0 3aKOHA

Crarbsa 30. Baecenne nu3MeHeHU B JOKYMEHTBI, COACPIKALIUECS B PETHCTPALIMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JTEKAPCTBEHHBIN MpenapaT A1 MEAUIIMHCKOTO TPUMEHEHUs

Undopmarus 06 n3MEHEHHSX:
Yacmo 1 usmenena c 15 uonsn 2018 2. - @edepanvuuiii 3akon om 4 utons 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio

1. B nmemax BHECEHMs] U3MEHEHHMM B JIOKYMEHTBI, COJAEPKAIUECS B PErMCTPALlMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBIA JICKAPCTBEHHBIN IIpemnapar id MEIULMHCKOIO IIPUMEHEHUs, ACp)Kareiab WIH
BIIAJICJICI] PETMCTPAlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara WM YINOJHOMOYEHHOE UM
Jpyroe I0pHINYecKoe JHIO (Jajee B HACTOSIICH CTaThe - 3asBUTENb) MPEACTABISIET B YIOIHOMOYEHHBIH
denepanbHbI OpraH HCIIOJIHUTENBHOM BJIAcTHU 3asBICHHE O BHECEHMM TaKUX H3MEHEHUH 1o Qopme,
YCTQHOBJICHHOHN YTIOJIHOMOUYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTENILHON BIIACTH, U NpUJIaraeMble K
HEMY U3MEHEHHUs B yKa3aHHbIE JOKYMEHTBI, a TaKK€ JIOKyMEHTHI, MOJITBEP)KIA0IIUEe HEOOXOIMMOCTh
BHECEHMS TAKUX U3MECHEHU.

Wndhopmarus 06 n3MEHEHHSX :
Yacmo 1.1 usmenena c 1 smsaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npedvloywyro peoaKyuio

1.1. [Ipu HEOOXOAUMOCTH BHECEHUSI B TOKYMEHTHI, COCPIKAIINECS B PETUCTPAIIMOHHOM J0ChE HA
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TIpemapar Jjsi MEIUIIMHCKOTO TMPUMEHEHHS, HW3MEHCHHH,
YKa3aHHBIX B IYHKTE 3 4acTH 2 HACTOSIIEH CTaThbW M TPEOYIONIMX IMPOBEACHUS IKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJNICTB, 3asBHUTENIb JIOMOJHHUTEIBLHO TMPEACTABISIET B YIOJIHOMOYCHHBIM (eaepaabHbIit
OpraH MCIOJHUTEIBHON BJIACTU CBEJICHUS O JlaTe MPEAOCTABICHUS M PETUCTPAIIMOHHOM HOMEpE JTUIEH3UU
Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB WJIM CBEJICHUS O J1aTe€ MPEIOCTaBICHUS M PETHCTPAIIMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM MPaBUII
HaJUIeKaled  TPOW3BOJCTBEHHOM TMPAKTUKH, BBIJAHHBIX (TMPEIOCTABICHHBIX) YIOJHOMOYECHHBIM
denepanbHBIM OpraHOM HCIIOTHUTEIHHONW BIIACTH B OTHOIICHWH W3MEHEHHOW W (WJIM) JOIOJHEHHOU
MPOU3BOJCTBEHHON  IUIOIIAAKK JIEKAPCTBEHHOI'O Mpemapara, B Cclydyae, €cld IPOU3BOACTBO
JIEKapCTBEHHOTO TIpemapara ocymecTBisiercss B Poccuiickoit ®eneparuu, 1100 CBEICHHS O JaTe
NPEJIOCTABIEHUS M PETUCTPALIMOHHOM HOMEpE BBIIAHHOW YIMOJIHOMOYEHHBIM OpPraHOM CTpPaHbI
MIPOU3BOUTEISI JTUIIEH3UH Ha MPOU3BOJICTBO JIGKAPCTBEHHOTO Tpernapara U €€ MepeBoj] Ha PYCCKHH S3BIK,
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3aBEPEHHBIC B YCTAHOBIIEHHOM MOPSJIKE, a TAKKE CBEICHMS O JaTe MPEAOCTABICHUS U PETUCTPAMOHHOM
HOMEpE 3aKIIOYEHUS O COOTBETCTBUU TPOU3BOIMTEINS JICKAPCTBEHHBIX CPEIICTB TPEOOBAHMSAM TIPABHI
Ha/JIeXKalleld MPOM3BOACTBEHHON MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (elepalibHbIM OpPraHoM
WCIIOJIHUTENIbHOM BJIACTU B OTHOILIEHWM W3MEHEHHOM U (Wau) JOINOJHEHHOW MPOU3BOJICTBEHHOM
IUIOLIAJKH JIEKAPCTBEHHOrO Ipenapara, WIA CBEACHHS O JaTe NPEJOCTaBICHUS M PErHCTPAMOHHOM
HOMEpE pCIICHUs YIOJHOMOYCHHOTO (elepalbHOTO OpraHa WCIOTHHUTEIBHOW BJIACTH O TPOBEIACHHH
WHCIIEKTUPOBAHMS  ITPOU3BOAUTENST  JICKAPCTBEHHBIX CPEACTB B  Cily4ae, €CIM  IPOU3BOACTBO
JIEKapCTBEHHOI0 IIpernapara OCyIIeCTBIAETCS 3a npenesiamu Poccuiickon denepanni.

Wndopmarus 06 H3MEHEHHSX:
Yacmy 1.2 usmenena c 1 saneaps 2021 e. - @edepanvuviii 3axkon om 27 oexabpsa 2019 2. N 478-D3

Cm. npeodvloyuyio peoakyuro

1.2. [Ipyn HEOOXOAUMOCTH BHECEHUS B JTOKYMEHTBI, COAEpKAIINECS B PErUCTPALIMOHHOM JI0ChE Ha
3aperuCTpUPOBAaHHBIM  JIEKAPCTBEHHBIM IpemapaT s MEJUIUHCKOrO NPUMEHEHUs, HW3MEHEHUH,
yYKa3aHHBIX B IyHKTe 4 4acTh 2 HACTOSIIENH CTaThbM M TPEOYIOLIUX MPOBEIEHUS HKCIEPTU3bl KauecTBa
JIEKapCTBEHHBIX CPEICTB, 3asBUTENb JOMOJHUTEIBHO MPEACTABISIET B YIOJIHOMOYCHHBINH (heaepanbHbIid
OpraH MCIOJHUTEILHON BIACTH CBEJICHUS O JaTe MPEIOCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JHUIEH3UN
Ha IMPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB WM CBEACHUS O JAaTe MPEJOCTaBICHUS] U PEruCcTPaliiOHHOM
HOMEpE 3aKJIOYEHUS O COOTBETCTBUU MPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM TIPABUII
HaJJIeXKalleld  MPOU3BOJICTBEHHOM MPAKTUKH, BBIJAHHBIX (IIPEIOCTABIEHHBIX) YIOJIHOMOUYEHHBIM
denepanbHbIM OPraHOM HCIIOJIHUTEIBHOM BIACTH B OTHOIIEHHHM TPOU3BOACTBEHHON IUIOMIAJIKH
JIEKapCTBEHHOI'0 IIpernapara, B ciiydae, eClid IPOU3BOJICTBO JIEKAPCTBEHHOIO MpenapaTa OCyIeCTBISIETCS B
Poccuiickoit denepannu, 1100 cCBeIEHUS O AaTe MPEIOCTABICHUS U PETUCTPALIMOHHOM HOMEPE BBIAAHHOMN
YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl NPOU3BOAMTENS JMIIEH3UUM HA IPOU3BOJICTBO JIEKAPCTBEHHOI'O
mpernapara u ee MmepeBoji Ha PYCCKUI S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM MOPSIKE, a TAK)XKE CBEACHUS O
JaTe MPEAOCTaBICHUS] M PEruCTPallMOHHOM HOMEpPE 3aKIIYEHHUS O COOTBETCTBUM MPOM3BOAUTENS
JIEKapCTBEHHBIX CPE/CTB TPeOOBaHMSAM MpaBWJI HaJUIeKalle MPOM3BOJICTBEHHON MPAaKTUKU, BBIAAHHOTO
YIOJHOMOYEHHBIM (eZiepanbHbIM OpraHOM HCHOJHUTENBHON BJIACTH B OTHOLIEHUM MPOM3BOACTBEHHOMN
IUIONIA/IKK JIEKAPCTBEHHOTO Ipenapara, WIM CBEIEHUS O JaTe IPENOCTABICHUS M PErucTPaliOHHOM
HOMEpE pEILIECHUsl YIOJHOMOYEHHOIO (erepaibHOTO OpraHa HCIOJIHUTEIbHOW BJIACTH O HPOBEICHHUU
MHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHOIO CPEACTBA B  Clydae, €CIIM IPOU3BOJCTBO
JIEKapCTBEHHOT0 IIpernapara OCylIeCTBIAEeTCs 3a npeneiamu Poccuiickoi denepannm.

Wndopmarys 06 n3MEeHEHUAX:

Cmamuws 30 oonoanena wacmoto 1.3 ¢ 15 uonsa 2018 . - @edepanvhuiii 3akon om 4 uonsn 2018 2. N
140-D3
1.3. IlpunsiTue pemieHuss 0 BHECEHMH W3MEHEHMM WM 00 OTKa3e BO BHECEHWU W3MEHEHUU B
JOKYMEHTBI, COJIepKalllMecsl B PETUCTPAlMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBII
npenapar sk MeTUIIMHCKOTO MTPUMEHEHHUS, B ClIydae HeOOXOAMMOCTH MPOBECHUS IKCIIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEACTB U (WJIM) SKCHEPTHU3bl OTHOLIEHUS OXKUJAEMOM MOJIb3bl K BO3MOXXHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara Jyisi MEIUIIMHCKOTO TTPUMEHEHHUSI OCYIIECTBIISIETCS B CPOK, HE
MPEBBIIAIOIINIA AEBSHOCTA pabOYMX JHEH, a B OCTAIBHBIX CIIy4asiX B CPOK, HE MPEBBIIIAIONINI TPUILATH
pabouux HEW co AHS MPUHATUS YMOJHOMOYEHHBIM (eaepaTbHbIM OPTaHOM HCTIOJHUTEIBLHON BIACTH
3asBJICHUS] O BHECEHUHU TaKMX MU3MEHEHUH.

Wudopmanust 00 N3MEHEHUSX:

Cmamowsa 30 oonoanena yacmoio 1.4 ¢ 1 mapma 2020 2. - @edepanvhsiii 3akon om 27 oexkabps 2019 2. N
475-D3
1.4. YnonHoMouyeHHbIH (enepanbHblii OpraH HMCHOJHUTENbHOM BIIACTH C YYETOM Ppe3yJIbTaTOB
dbapmMakoHag30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOIAUIMXCA B TPAXKIAHCKOM
00opoTe, yCTaHOBJIEHHBIM TpEeOOBAHUSAM K MX KauecTBy B TEUCHHE JECATH padouyux JHEH co THS
MOCTYIUIEHHS COOTBETCTBYIOLIEH MH(OpMaLMKM pa3MellaeT Ha CBOEM O(HUIMAIbHOM CalTe B CETH
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"NuTepHer" cBeneHUs O HEOOXOJMMOCTH BHECEHHS B HMHCTPYKIHIO 10 MEIULIHUHCKOMY NPUMEHEHHIO
JIEKAPCTBEHHOI'0 Tpernapara M3MEHEHUH B OTHOILIEHHWU CBEJACHUW O TMOKA3aHMSIX IS NPUMEHEHUs U
MPOTUBOMNOKA3aHUAX JJIsi IPUMEHEHHsI JIEKQpCTBEHHOTO MperapaTa, BBISABICHHBIX MOOOYHBIX JCHCTBUSAX,
HEXKENATeNIbHBIX PeaKIHsIX IMPU MPUMEHEHHH JIGKAPCTBEHHOTO TMperapara U yBEAOMISET 00 3TOM B
JEKTpOHHOU (opMe WiIM NUCbMEHHOU ¢dopMe (Ha OyMaKHOM HOCUTEJE) AepraTelis WIM BIajesbla
PEruCTPallMOHHOIO YAOCTOBEPEHUsl JIEKApCTBEHHOI'O Ipenapara (Miad YIOJIHOMOYEHHOE UM JIpyroe
IOPUAMYECKOE JIMILO), a TakXKe JepKarelell WIM BIAJeNblieB PEruCTPAIllOHHBIX YIOCTOBEPEHHI
JIEKAPCTBEHHBIX MPEMNapaToB (WM YIIOTHOMOYEHHBIX UMHU IPYTUX IOPUANYECKHUX JIUIT), KOTOPBIE SIBISIOTCS
B3aMMO3aMEHSIEMbIMHU.

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 30 donoanena wacmoio 1.5 ¢ 1 mapma 2020 e. - Dedepanvhuiii 3axon om 27 dexabps 2019 . N
475-D3
1.5. JlepxaTtenpb WK BIIAJCICI] PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS JIGKAPCTBEHHOTO Tpernapara, a
TaKKe JePKATeIH WA BIAJCIbIbI PETUCTPAIIMOHHBIX YIOCTOBEPCHHN JICKAPCTBEHHBIX MPenapaToB (WIn
YIIOJTHOMOYCHHBIC UMH JPYTHE IOPUINYCCKUE JIUIA), KOTOPBIC SIBJISIOTCS B3aMMO3aMEHICMbBIMH, 00S3aHbI
MPEJICTAaBUTh B YIIOJTHOMOYCHHBIH (peIepalIbHbI OpraH MCIOJHUTEIIBHON BIIACTH 3asBJICHUS O BHECCHHH
U3MEHCHHH B JOKYMEHTBI, COJICPXKAIMECs B PETHUCTPAIIMOHHBIX JOChE Ha 3aperHCTPUPOBAHHBIC
JICKapPCTBEHHBIE Mpenaparhl Ui MEIUIMHCKOTO TPUMEHEHHUS, B OTHOIICHUW CBEICHUMN, YKa3aHHBIX B
UHCTPYKIIUU [0 MEIUIIMHCKOMY MPHUMEHEHHIO JICKAPCTBEHHBIX IPENapaToB, B TEUYCHUE COPOKA pabOvHMX
THEH CO JHA pa3MEleHUS YIOJHOMOYEHHBIM (eepabHBIM OpraHOM HWCIIOJTHUTEIBHOW BIIACTH
UHpOpPMaIIK, YKa3aHHOW B uacTu 1.4 Hacrosmie# cratbu. JlaHHOE TpeOOBaHHE HE PACIPOCTPaHACTCS Ha
Clydal BHECCHHSI B MHCTPYKIIMIO I10 MEAWIIMHCKOMY IPUMCHCHHIO JICKAPCTBEHHOTO Iperapara
U3MEHCHHUI B OTHOIICHUW HOBBIX IMOKA3aHUH JIJIS IPUMEHECHHUS JICKApPCTBEHHOT'O TIperapara Ha OCHOBaHUHU
pe3yJIbTaTOB COOTBETCTBYIOLINX MCCIIEIOBAHUN.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 2 cmamovu 30 nacmoswezo
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroueil 6 cuny ¢ 1 sueaps 2016 a.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

2. DKcrepTU3a JEKapCTBEHHBIX CPEACTB B YAaCTH HKCIIEPTU3BI KAUeCTBA JIEKAPCTBEHHOTO CPEACTBA
U (MJTK) SKCTIEPTU3bI OTHOIIEHUS 0’KUAeMOM TOJB3bI K BOBMOKHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO
nperapara Jiisi MeIUIIUHCKOTO TTPUMEHEHHUS TPOBOJUTCS B CITydae BHECCHUS M3MEHCHHH B JIOKYMEHTHI,
CoJlepiKallfecss B PErHCTPAIlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKApCTBEHHBIM Mpemnapar, B
OTHOIICHHH:

1) cBemeHuii, yka3aHHBIX B HWHCTPYKUHUU TO MEIUIHUHCKOMY MPHUMEHEHUIO JIEKapCTBEHHOTO
npernapara:

a) IekapcTBeHHas popMa ¢ yKazaHHEM HAaMMEHOBAHUN U KOJIMUYECTBEHHOTO COCTaBa JIEHCTBYIOMINX
BEIIIECTB U KAYECTBEHHOT'O COCTaBa BCIIOMOTATENHHBIX BEIIECTB (IMMPU HEOOXOAMMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTATENbHBIX BEIIECTB);

06) dapmakoguHamMuka W (apMakOKMHETHKA (32  HCKIIOYEHHEM  (hapMaKOKHHETUKH
TOMEOTNaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JIEKAPCTBEHHBIX MPEapaToB);

B) TIOKa3aHUs JIJI IPUMEHEHUS;

T') IPOTUBOMOKA3aHUs JJIsl IPUMEHEHUS;

1) MEPBI TIPEIOCTOPOKHOCTH TIPH IPUMCHEHHH,

€) YyKa3aHHe BO3MOXXHOCTHM M OCOOEHHOCTEW MPUMEHEHHs JIeKapCTBEHHOTO Tpernapara i
MEJMIIMHCKOTO TPHUMEHEHUS OCpeMEHHBIMHA O KCHITUHAMH, IKCHIIMHAMH B TIEPUOJ TPYIHOTO
BCKapMIIMBAHMUSI, IETHMU, B3POCIBIMU, IMEIOIIUMU XPOHHYECKHE 3a00/IeBaHUS;

) PEKHUM JO3UPOBAHUS, CITOCOOBI BBEJCHUS M NMTPUMEHECHHS, TIPH HEOOXOIMMOCTH BpeMs IpreMa
JICKapCTBEHHOT'O Tperapara, MpOoJOKUTENFHOCTD JICUeHUs, B TOM YHUCIE y JeTed J0 U TOCIE OJHOTO
roja;
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3) BO3MOXXHBIEC TIOOOYHBIC ACUCTBUS M HEXEJIaTeIbHbBIC PEaKIIMKA TP TPUMEHEHUH JIEKAPCTBEHHOTO
npenapara;

1) CUMIITOMBI TIEPEI03UPOBKHU, MEPHI TI0 OKA3aHHIO ITOMOIIU TP TIEPEI03UPOBKE;

K) B3aMMOJICHCTBHE C APYTUMH JICKAPCTBEHHBIMH IIpenapaTamMy v (WJIH) MUIIEBBIMU MPOTYKTAMU;

1) (hOpMBI BBIITyCKA JICKAPCTBEHHOTO TIpenapara;

M) ykazaHuwe (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEH MEHCTBUS JICKAPCTBEHHOTO Mpemnapara Mpu
NIEPBOM IIPHEME HIU TIPU €T0 OTMEHE;

H) CBEJICHHSI O BO3MOXKHOM BIJIMSIHHH JICKAPCTBEHHOTO TIperapara Jjisi MeIUIIMHCKOTO TPUMEHEHUS
Ha CITIOCOOHOCTH YIIPABIISATh TPAHCIIOPTHBIMH CPEIICTBAMH, MEXaHU3MaMH;

0) CPOK TOJTHOCTH M yKa3aHHE Ha 3aIllpeT MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara no UCTCYCHUN
CpOKa roJTHOCTH;

I1) YCIIOBUS XpaHEHUS;

P) YCIIOBHS OTITyCKa;

2) cocTaBa JIEKapCTBEHHOTIO Mpernapara Jijisi MeJUIIMHCKOTO IPUMEHECHHS;

3) U3MEHEHUs MecTa MPOU3BOICTBA JICKAPCTBEHHOTO MTpernapara Jiisi MeAUIIMHCKOTO IPUMEHEHHS,

4) n3MeHeHHs MMoKa3aTelNel KauecTBa JeKapCTBEHHOTO Tpernapara Juisi MEIUIUHCKOTO TPUMEHEHHS
U (WIM) METOJIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Tpernapara Jyisi MEJUIUHCKOTO TPUMEHECHHUS;

5) u3MeHeHus CpoKa FOJJHOCTH JICKApCTBEHHOTO Mperapara Jjisi MeJUIIMHCKOTO IIPUMEHEHUS;

6) cBelIeHHI O HEOOXOJMMOCTH BHECEHHUS MHBIX M3MCHEHUH B MHCTPYKIUIO 110 MEIUIIMHCKOMY
NPUMEHEHHUIO JICKQpPCTBEHHOTO TIpemapara, a TakKe B HHBIE JOKYMEHTBHI, COJAEpKaliuecss B
PETUCTPAIIMOHHOM JIOChEe Ha 3aperMCTPUPOBAaHHBIN JIEKapCTBEHHBIM mpenapar. [Ipu 3TOM penieHue o
MPOBEJICHUH IKCIIEPTU3bI KAYECTBA JICKAPCTBEHHBIX CPEJICTB U (MJIH) SKCIIEPTU3BI OTHOIICHHS OKUIAeMOMN
MI0JIb3bI K BOBMOXKHOMY PHCKY NPHUMEHEHHsI JICKAPCTBEHHOTO TpernapaTa Jjisi MEJAUIUHCKOTO TIPUMEHEHUS
NPUHUMACTCS B COOTBETCTBHHM C YTBEPKICHHOW  YIIOJIHOMOYEHHBIM  (peIepaIbHBIM  OPraHoM
UCIIOJIHUTEIILHOW BJIACTH Kilaccu(uKalyueld M3MEHEHHWH, BHOCHMBIX B JOKYMEHTBI, COJICpIKAIIHeCs B
PETUCTPAIIMIOHHOM JIOChE Ha 3aperCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar.

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

CMm. npedvloywyro pedaKyuio

3. 3asiBUTENb BIpaBe MPEACTaBUTh 0 COOCTBEHHOW WHUIIMATHBE BMECTE C 3asiBIICHUEM O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COAEpXKAIUECs B PETUCTPALMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIM mpenapar Uisi MEIULMHCKOrO IPUMEHEHUs, KONUU JOKYMEHTOB, IOATBEPXKIAIOLINX
yIJIaTy TOCYJApPCTBEHHON MOIUIMHBI 3a BHECEHHE B JOKYMEHTBI, COJEPIKAIIUECS B PETHCTPALMOHHOM
JIOChE HA 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s MEAULIUHCKOTO NMPUMEHEHUS, U3MEHEHUH,
TPEOYIOIMX TPOBEJACHUSI OKCHEPTU3bl JIEKAPCTBEHHBIX CPEJACTB B YACTH OKCIEPTHU3BI KadyecTBa
JIEKapCTBEHHOTO CPEeACTBAa W (MJIM) DKCIEPTU3Bl OTHOIICHUS OXKHIaeMOH MOJIb3bl K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKAPCTBEHHOI'O Mpenapara g MEIUIMHCKOrO MPUMEHEHUS, TOCYJAPCTBEHHON MONUIMHBI
32 BHECEHHE B JIOKYMEHTBI, COJEpXKaIIMeCs B PETUCTPALMOHHOM JIOChE HaA 3apPErMCTPUPOBAHHBIN
JIEKapCTBEHHBIA TIpemnapar i METUIIMHCKOTO NMPUMEHEHHs, U3MEHEHUH, HEe TPEOYIOIMMX MPOBEICHUS
SKCHEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA, a TAKXKE BblAaBaeMble (MPEIOCTaBISEMbIE) YIIOTHOMOYEHHBIMU
dbenepaTbHBIMUA OpraHAMU HUCTIOJHUTEIHHOM BIACTH JOKYMEHTHI (CBEJACHHS), YKa3aHHBIC B JacTsax 1.1 u
1.2 Hactosimielt crathu. B ciydae uX HempeACTaBIeHHUs YIOJIHOMOYEHHBIH (QenepalbHbIil Opra
WCTIOJTHUTEIIbHOW ~ BJIACTM ~ 3alpaliMBaeT  yKa3aHHbIE  JOKYMEHTHI  (CBEICHHS) B  TOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

4. B TeyeHue necatr pabouux JHEH CO THS MOCTYIUICHHUs] YKa3aHHOTO B UacTy | HACTOSIIEH CTaTbu
3asIBJICHUS U HEOOXOJUMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOIHUTENBHON
BJIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U TOCTOBEPHOCTU CBEJIEHUM, COJIEPKAIIUXCS B IIPEICTABICHHBIX
3asBUTEJIEM MaTepraliax;
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2) mnpuHUMAET peUIeHHWEe O TMPOBEACHUM YKa3aHHBIX B 4acTU 2 HACTOALIEH CTaTbu
COOTBETCTBYIOIINX SKCIEPTU3 JICKAPCTBEHHOTO CPEJICTBA UM 00 OTKAa3€ B UX MPOBEJCHUY;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 yacmu 4 cmamou 30 nacmosiue2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxyuu
3) yBeZOMIISIET B RJIEKTPOHHOW WJIM MHCbMEHHON (opMe 3asiBUTENSI O MPUHATOM DPEIICHUU WU B
cllydae TNPHHATHS peIIeHHs 00 OTKa3e B IMPOBEICHHHM COOTBETCTBYIOIICH AKCIIEPTU3BI C YKa3aHHEM
NPUYHH TAKOTO OTKAa3a.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 25 noabps 2013 2. N 317-D3 cmamws 30 nacmoawezo Dedepanvrozo
3aKoHa 0onoHeHa yacmoio 4.1
4.1. B ciy4ae BBISIBJICHHS HEIOCTOBEPHOCTH CBEICHUH, COJEPKANIMXCS B IPEIACTABICHHBIX
3asiBUTENIEM MaTepuaiax, YIoJIHOMOYEHHBIH (efepalbHbIl OpraH MCIOJIHUTEIBHOM BIACTH HAIMpPaBIseT
3aSBUTEIIIO 3apoc 00 YTOYHCHWHM YKa3aHHBIX CBeleHWH. [laHHBIA 3ampoc MOXKET OBITh TepeaH
YHIOJTHOMOYEHHOMY NPEICTaBUTENI0 3asBUTENS JUYHO IMOJ PACIUCKY, HANpPABIEH IO IOYTE 3aKa3HBIM
MUCBMOM WJIM TIEpeJaH B AJICKTPOHHOW (hopMe MO TEIEKOMMYHHKAIIMOHHBIM KaHajaM CBs3U. B ciydae
HAIpPaBIIEHUS JaHHOTO 3ampoca Mo MOYTe 3aKa3HbIM MUCHMOM OH CYUTAETCS MOJYYSHHBIM 10 UCTCYCHHUH
HISCTH JHEH C JaThl HAPABJICHHSI 3aKa3HOTO TUChMA.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 25 noaops 2013 2. N 317-@3 cmamvsa 30 nacmosawezo DedepanivHoco
3aKOHa 0ONOHEeHa Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoc YMOJTHOMOUYEHHOTo (henepaabHOro opraHa
WCTIOJTHUTEIIEHOM BJIACTH B CPOK, HE MPEBBIMIAIONIMKA ACBIHOCTA paboOYMX JHEH CO JHS IMOJYYCHUS
naHHoro 3ampoca. Cpok, ykasaHHBIH B dacTu 4 HACTOSIIEH CTAaTbM, MPUOCTAHABIMBAETCS CO JHS
HATPABIICHUS 3asBUTEIIO 3aIpOca YIOJIHOMOYCHHOTO (eepaTbHOr0 OpraHa MCIOJHUTEIIBHON BIIACTH IO
JTHSL TIOJIYYCHUST WM OTBETa Ha JAHHBIA 3alpoC W HE YYUTHIBACTCS MPH UCYHUCICHUHM CPOKa MPUHSATHS
pelieHrss O BHECEHUM W3MEHEHUH B JOKYMEHTHI, COJAEp)Kalluecss B PErucTPalliOHHOM JOChe Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar i MEUIIMHCKOTO TPAMEHEHUS.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrovim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 30 nHacmosaweeo
DedepanvbHo2o 3aKOHA BHECEeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu
5. OcHOBaHMEM JJIs1 OTKa3a B MPOBEACHMM YKa3aHHBIX B YacTH 2 HACTOSILIEH CTAaTbU JKCIEPTHU3
ABJISIETCS MPEJCTABICHNUE JOKYMEHTOB, IIEPEUNCICHHBIX B UacTsAX | M 3 HACTOALIEH cTaThbu, B HEMOJIHOM
o0beMe, HEeNpeACTaBICHUE 3asBUTEIEM B YCTAaHOBJEHHBIM CPOK OTBeTa Ha yKa3aHHBIM B uactu 4.1
HACTOALIEH CTaTbM 3ampocC YIOJIHOMOYEHHOTO (heJepaJbHOr0 OpraHa MCIOJHUTEIBHON BIIACTH, a TaKXkKe
OTCYTCTBHUE B IPEJICTABICHHBIX JTIOKYMEHTaX JOCTAaTOUHBIX CBEACHUH, MOATBEPKIAIOIINX HEOOX0IMMOCTh
BHECEHUS] U3MEHEHUM, WM OTCYTCTBHE MH(POPMAIUH, OATBEPKIAIONIeH (aKT yIuiaThl TOCY1apCTBEHHBIX
MOIUINH, YKA3aHHBIX B 4acTH 3 HACTOSILIEN CTaThbHU.
6. YKa3aHHbIE B 4acTU 2 HACTOSIIEN CTaTbH JKCIEPTU3BI IPOBOIATCS B MOPSAKE, YCTAHOBIEHHOM
crathell 23 Hacrosuiero deaepanbHOro 3aKOHa.

Wudopmanust 00 N3MEHEHUSX:
Deodepanvhvim 3akonom om 22 oexaobpsa 2014 e. N 429-D3 6 uacmv 7 cmamvu 30 nHacmoswezo
DeodepanbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
7. B cpok, He TPEBHIMIAOIINN JECATH padOYuX THEH CO JIHS MOJYYCHUS 3aKIIOUYEHUH KOMHCCHIA
AKCIEPTOB MO pe3yjbTaTaM YKa3aHHBIX B 4YacTW 2 HACTOSIIIEH CTAaTbU SKCIEPTU3, YHNOJIHOMOYEHHBIN
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benepanbHbIN OPraH UCIOTHUTENBHOM BIIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHUHM UW3MEHEHUM B JIOKYMEHTBHI, COJEpXalluecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar s MEIULUHCKOIrO
MPUMEHEHHUS, WU 00 OTKa3€ BO BHECEHUH TAKUX U3MEHEHHUI;

2) BHOCHUT B TOCYJIapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU DELICHUS O
BHECEHUH U3MEHEHUH B JIOKYMEHTBI, COAEPIKALLUECS B PETUCTPALMOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpenapar Al MEAULMHCKOTO MPUMEHEHUs, He0OX0IMMble U3MEHEHUS U BO3BpAILAET UX
3as1BUTEIIIO;

3) BbIIaeT 3asBUTEII0 HOBOE PETHMCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOIO Ipernapara B
ClIly4ae U3MECHEHMS CBEICHUN, COIEPKAILIMUXCSA B HEM.

8. OcHOBaHMEM /i1 OTKa3a BO BHECEHWHM W3MEHEHMA B JOKYMEHTBI, COJEp)Kalluecs B
PErUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBINA JICKAPCTBEHHBIM Ipernapar i MEIULMHCKOTO
MPUMEHEHUS, SBIISICTCS 3aKII0YEHUE YIIOJIHOMOYEHHOTO (pe/iepaibHOTO OpraHa MCIOJHUTENBHOM BIAaCcTH O
BO3MOXXHOCTH CHIKCHHS O€301acHOCTH, KadecTBa, d(h(heKTUBHOCTH JEKapCTBEHHOTO CPEJICTBA B Cydae
BHECEHMS TAKUX U3MEHEHU.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 2. N 429-@3 uwacme 9 cmamou 30 nacmoswezo
DedepanvbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

9. Jlomyckaetcsi oOpalleHUe JIEKAPCTBEHHBIX MPENapaToB Ui MEJAUIUHCKOTO MPUMEHEHHUS 0
UCTCUCHUSI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TCUCHUE CTa BOCBMHJICCATH JTHEH IMOCIE NAThl MPUHSATHS
YIIOJTHOMOYCHHBIM (heiepaibHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH PEICHHs] O BHECEHUH W3MCHEHUU B
JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM J0ChE, B COOTBETCTBUH ¢ HH(OpPMAIIHEH, COIepKaIeHCst
B JIOKYMEHTaX PErHCTPAIMOHHOTO JIOChe Ha JICKAPCTBEHHBIM TMpernapar OO AaThl NMPHHATHS TaKOTO
pelIeHHUS.

TAPAHT:

CMm. xommeHTapuu Kk ctatbe 30 HacTosero denepaibHOT0 3aK0Ha

Crarbs 31. BHeceHne u3MeHeHU B JOKYMEHTBI, COACPIKAIUECS B PETHCTPAIIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i BETEPUHAPHOIO IIPUMEHEHHUS

Wndopmarys 06 n3MEeHEHHAX:
Yacmo 1 usmenena c 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 oexaops 2019 2. N 478-D3

CMm. npedvloyuyro pedakyuio

1. B nmensax BHECEHMs] U3MEHEHHMU B JIOKYMEHTBI, COJAEPKAIUECS B PErMCTPALlMOHHOM J0ChE Ha
3apErUCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar Uil BETEPUHAPHOIO MPUMEHEHUSA, Iep KaTellb WU
BIIAJICJICI] PETMCTPALlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara WM YIOJIHOMOYEHHOE WM
Jpyroe I0pHINYecKoe JHIO (Jajee B HACTOSAIICH CTaThe - 3asBUTENb) MPEACTABISIET B YIOIHOMOYEHHBIH
denepanbHbI OpraH HCIOJHUTENBHON BJIACTH 3asBI€HHE O BHECEHWM TaKWX HM3MEHeHuil mo ¢dopme,
YCTQHOBJICHHOHM YTIOJIHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCIIOJIHUTENILHOW BIIACTH, W MpUJIaraeMble K
HEMY U3MEHEHHUS B yKa3aHHbIE JOKYMEHTBI, a TakKe JIOKyMEHTHI, MOJATBEp)KAaolue HeoOX0IUMOCTb
BHECEHHUs TaKuX M3MeHeHuH. [Ipu HeoOX0IMMOCTH BHECEHUSI H3MEHEHHH B JIOKYMEHTBI, COJIepKalluecs B
PErUCTPALIMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIM JIEKAPCTBEHHBIN IpenapaTr Uil BETEPUHAPHOIO
IPUMEHEHNUS, B ClIydasX U3MEHEHUS U (WIH) TONOIHEHHS IPOM3BOACTBEHHOM IIOLIA/IKH JIEKAPCTBEHHOTO
CpPEeICTBa, a TAKXKE M3MEHEHUs I0Ka3aTelel KayecTBa JIEKAPCTBEHHOIO IMperapara JUuisi BETEpUHAPHOTO
OpUMEHEeHHUs M (MJIM) METOJOB KOHTPOJS KadecTBa JIEKApCTBEHHOTO IMperapara JUis BETEPUHAPHOIO
NPUMEHEHHUS 3asBUTENb JOMOJHUTENBHO TPEACTABIsSECT B YIOJIHOMOUYEHHBIH (enepanbHblii Oprat
UCTIOJIHUTEJILHOW BJIACTH CIEIyIOIINe TOKYMEHTHI (CBEJCHUS):

Wudopmanust 06 U3MEHEHHAX:
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Ilynkm 1 usmenen c 1 smeaps 2021 a. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 478-D3

CMm. npedvloyuyro pedaKyuio
1) cBeneHust 0 Jare MPEJOCTABICHHUS M PETUCTPANMOHHOM HOMEpE JIMIIEH3WH Ha TPOM3BOICTBO
JICKApCTBEHHBIX CPEICTB, MPEIOCTABICHHOW IPOU3BOJMTENIO JIGKAPCTBEHHOI'O Iperapara s
BETEPUHAPHOTO MPUMEHECHHSI, TSI POCCUUCKHUX TIPOU3BOAUTEIICH;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 2 uzmenen c 1 sineaps 2021 2. - @edepanvhuiii 3axon om 27 oexabps 2019 e. N 478-D3

Cm. npeovloyuyio peoakyuro

2) cBeleHMs O JaTe IPEJOCTaBIEHUS M PErMCTPallMOHHOM HOMEPE JIMIIEH3UMM Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHOMN NMPOU3BOAUTENIO (hapMalleBTUYECKON CyOCTaHIIMM, BXOAALIECH
B COCTaB JIEKAPCTBEHHOIO IIpemapara Uil BETEPUHAPHOTO IIPUMEHEHUs, Ul  POCCHUCKUX
MIPOU3BOAUTEINCH;

3) xomusi JOKYMEHTA, BbIJIaHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOIUTENSA IS
KQKIOW IPOU3BOACTBEHHOM ILIOLIAAKHU JIEKAPCTBEHHOIO Ipenapara AJis BETCPUHAPHOIO INPUMEHEHUS U
HOJTBEPKJIAIOLIETO COOTBETCTBUE IPOU3BOAMUTENS JIEKAPCTBEHHOrO Ipenapara TpeOOBaHUSAM IIPABUII
HaJUIeXKalleld ITPOU3BOJICTBEHHOW MPAaKTUKH, M €ro IEepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM IIOPSJIKE, 4 TAKXKE€ KOIMS 3aKIOYEHUS O COOTBETCTBUU IPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHWSM  TpaBWJI  HAAJESKAIIEH  MPOM3BOJICTBEHHOW  IMPAKTHKH,  BBIJAHHOTO
YIOJIHOMOYEHHBIM (heiepalibHbIM OpPraHOM HCHOJHHUTEIbHON BIIACTH Ul KaXKAOH NPOMU3BOJCTBEHHON
IUIOLIA/IKK JIEKApCTBEHHOI'O0 Ipernapara JJjsi BETEPUHAPHOTO NPHUMEHEHUs, JU00 KONHUS pelIeHUs O
IIPOBEJCHUMN MHCIEKTUPOBAHUS NPOU3BOAUTEINS JIEKAPCTBEHHBIX CPENICTB, MPUHATOrO YIOJIHOMOYEHHBIM
¢denepanbHBIM OpPraHOM HWCIOJHHUTENBHOM BIACTH Ui KaXJOH TMPOM3BOJACTBEHHOW IUIOIIAIKU
JIEKapCTBEHHOIO Ipernapara Uil BETEpPUHAPHOrO IPUMEHEHUSA. Y Ka3aHHBIE JOKYMEHTHI IIPEACTaBIAIOTCS B
ClIy4yae, €CiIu IPOU3BOJCTBO JIEKAPCTBEHHOIO IIpenapara JUuisi BETEPUHAPHOIO  NPUMEHEHUs
OCylIleCTBIsAETCs 3a npenenamu Poccuiickon denepannu;

4) Kxomusg JOKYMEHTAa, BBIJJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
(bapmareBTHYECKON CyOCTaHLIMHU U MOATBEPIKIAIOIIEr0 COOTBETCTBUE MPOU3BOAUTENS (papMalieBTUIECKOM
cyOcTaHIIMM, BXOJALIEH B COCTaB JIEKAPCTBEHHOTO IIpernapaTa JUisli BETEPUHAPHOIO NpPUMEHEHUS,
TpeOOBaHUAM TpaBUJl HaJUIeXkKalled MPOM3BOJICTBEHHON MPAaKTUKHM, M €ro MepeBOj Ha PYCCKUH A3BIK,
3aBEpEHHBIE B YCTAHOBJIEHHOM IOPSIJIKE, B Clyyae, €Clid MPOU3BOJACTBO (papMaleBTUUECKOM cyOcTaHIUN
ocyllecTBIsAeTCA 3a npeaenamu Poccuiickon Penepauuu.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 31 oonoanena wacmoio 1.1 ¢ 15 uonsn 2018 2. - @edepanvhuiii 3akon om 4 uons 2018 2. N
140-D3
1.1. B cnyyae usmeHenust U (MJIK) JOTOJHEHHs MPOU3BOJICTBEHHOM IUIOMIAIKH JIEKAPCTBEHHOTO
CpencTBa JTOKYMEHTBI, YKa3aHHbIE B dYacTu | HaCcTOAIIEH CTaThbW, NPEICTABIAIOTCS 3asBUTEIEM B
OTHOIICHHH W3MEHSeMOW H (MJM) JOMONHSEMOW TPOM3BOACTBEHHON IUIOMIANKH JIEKAPCTBEHHOTO
cpenctBa. Pemenne o BHeCEHWH M3MEHEHUH B JJOKYMEHTBI, COJIEPIKAIINECS B PETUCTPAIIMOHHOM J0Che Ha
3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpernapar Ijs BETePUHAPHOTO MPUMEHEHHUs, U 00 OTKa3e B UX
BHECCHHH MPUHUMAETCS B CITydae HEOOXOAMMOCTH MPOBEACHUS IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TIPEBBINIAIOIINN JAeBSHOCTA PabOUMX JHEH, a B OCTANBHBIX CIy4asX B CPOK, HE MPEBBIIIAIOIIHIA
TpUAIATH PaboYMX THEW CO JAHS MPHUHATHS YIOJIHOMOYECHHBIM (peepaabHbIM OPraHOM HCIOJHUTEITHHON
BJIACTH 3asIBJICHUS] O BHECEHUU TaKUX U3MEHEHUM.

Wudopmanust 00 N3MEHEHUSX:

Cmamowsa 31 oononnena yacmoio 1.2 ¢ 13 aseycma 2019 e. - @edepanvuviil 3akon om 2 aszycma 2019 2.

N 297-D3
1.2. B cnydae peopraHuzanuy JepkaTeias WM BIaJeiblla PErMCTPALIMOHHOIO YIOCTOBEPEHUs
JIEKapCTBEHHOTO IpenapaTta s BETepUHAPHOIO IPHUMEHEHUs, pa3padoTdyvka WM MPOU3BOAUTENS
JIEKapCTBEHHOI'0 Tpernapara Juisi BETEpUHAPHOTO MPUMEHEHUs B 3asBJICHUU O BHECEHHWU HM3MEHEHUH B
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JOKYMEHTBI, COIEpXaIlUeCs B PETUCTPALMOHHOM [JOChE Ha 3apErMCTPUPOBAHHBINA JICKAPCTBEHHBIN
npenapar Juisi BETEpUHAPHOIO INPHUMEHEHMS, YKa3blBalOTCA JaHHBbIE JOKYMEHTA, IOATBEPKIAOLIETO
BHECEHHE COOTBETCTBYIOIIMX HM3MEHEHHH B ENUMHBIN rocyJapCTBEHHBIN peecTp OpUANYECKUX JIHLL (Ui
OpraHM3aluii, 3aperucTpupoBaHHbIX Ha Teppuropun Poccuiickoit denepanuu), Ui MHOTO JAOKYMEHTA,
HOJTBEPIKIAIOIIET0 PEOPraHU3alio FOPUANYECKOro JIMLA (JUIsl OpraHu3aluii, He 3aperucTpUpPOBaHHbIX Ha
tepputopun Poccuiickoit @enepaunn). 3asBieHHEe O BHECEHUM U3MEHEHUH B JIOKYMEHTBI, COIEPKALLIUECS
B PETUCTPALlMOHHOM JIOCBE Ha 3apETHCTPUPOBAHHBINA JICKAPCTBEHHBIM IIpenapar [uisl BETEPHUHAPHOTIO
NPUMEHEHHS, U TPUJIaraeéMble K HEMY JOKYMEHTBI MPEACTABISAIOTCA B YIOJIHOMOYCHHBIH (enepanbHbIit
OpraH HCIOJHMUTEIBbHOM BJIACTM HE IMO3JHEE 4YeM 4epe3 TpUAuarh pabouux JHEH co JHS BHECEHUs
COOTBETCTBYIOIIUX M3MEHEHMH B EIUHBIA TOCYJapCTBEHHBI peecTp HOPUIMYECKUX JHL  (JUIst
OpraHu3alyii, 3aperucTpUpoOBaHHBIX Ha Tepputopun Poccuiickoit ®enepauuu) wiyM co THSA NPUHATUSA
COOTBETCTBYIOILIETO JOKYMEHTA, IOATBEP)KIAIOUIEr0 pPEOpraHu3alUil0 IOPUAMYECKOro Jnna (s
OopraHu3alii, HE 3aperHCTPUPOBAaHHBIX Ha Tepputopun Poccuiickoit @Denepanun). B  ciydae
peopraHu3anuu JAepKaTessi WU BIAAEIblla PETUCTPAMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara Uil BETEPUHAPHOTO IPUMEHEHMS 3asBICHUE O BHECEHMM HW3MEHEHHH B JIOKYMEHTHI,
cozep KalMecss B PETUCTPALMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IHpernapar s
BETEPUHAPHOIO INPUMEHEHMS, IOJAETCS IOPUANYECKUM JIMIIOM, KOTOPOMY B XOJI€ PEOpPraHU3alHU
IIEPENAHO IIPABO BIAJICHUS TAKUM PETMCTPALMOHHBIM YIOCTOBEPEHHUEM.

Wupopmarus 06 H3MEHEHHSIX:

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

Cm. mexkcm wacmu 6 npedvloyweti pedaKyuu

2. B ciyyae BHeCeHUs! M3MEHEHHMI B JOKYMEHTBI, COACPIKAIIUECS B PErHCTPALIMOHHOM JI0ChE Ha
3apPErUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar Mg BETEPUHAPHOIO MPUMEHEHHS, B OTHOIICHUU
CBEJICHUM, YyKa3aHHbIX B nojanynkrax 'e", "x", "k", "n", "u", "c¢", "x" nynkra 7 wactu 3 crateu 17
HacTosnero denepalbHOTO 3aKOHA, W3MEHEHHUS U (WJIM) JIOTIOJHEHHs] MPOU3BOICTBEHHOM IUIOIIAJIKH
JIEKapCTBEHHOI'0 CpPEJICTBA, a TAaKXKE€ B CiIydyae H3MEHEHUs I[I0Ka3aTelied KayecTBa JIEKAPCTBEHHOIO
mpenapaTta AJis BETEepUHAPHOTO TNPHUMEHEHUs H (WJIM) METOJOB KOHTPOJS KadecTBa JIEKApCTBEHHOTO
npernapara JJisi BETEPUHAPHOTO MPUMEHEHHS! MPOBOJUTCS AKCIEPTU3a JEKAPCTBEHHOIO CPEACTBA JISt
BETEPUHAPHOTO TpUMEHeHUs. B crmydae HE0OXOOUMOCTH BHECEHHUS HHBIX H3MEHEHUH B JIOKYMEHTHI,
COZEpKAIMECS B PETUCTPALMOHHOM JOChE€ HA 3apErUCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar st
BETEPUHAPHOTO IPUMEHEHMS, JKCIIEPTU3a JICKAPCTBEHHOTO CPEICTBA /Il BETEPUHAPHOTO IPUMEHEHUS HE
MIPOBOJUTCA.

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

CMm. npedvloywyro pedaKyuio

3. 3asiBUTENb BIIpaBe MPEACTaBUTH 0 COOCTBEHHOW WHUIIMATHBE BMECTE C 3asBIIEHUEM O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COAEpXKAIUEeCs B PETUCTPALMOHHOM JIOCh€ Ha 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar sl BETEPUHAPHOIO MNPUMEHEHMS, KOIUHU JOKYMEHTOB, MOATBEPXKIAKOLIMX
yIJIaTy TOCYJApPCTBEHHON MOIUIMHBI 32 BHECEHHE B JOKYMEHTBI, COAEPKAIIHECS B PETHUCTPAMOHHOM
JIOChE Ha 3apETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Juisi BETEpUHAPHOTO NMPUMEHEHHUS], U3MEHEHUH,
TPEOYIOMMX TPOBEICHUS JKCIEPTU3Bl JIEKAPCTBEHHOTO CPEACTBA, WM W3MEHEHUW, HEe TpeOyromux
MPOBEJICHUS AKCIEPTHU3BI JIEKAPCTBEHHOTO CPEACTBAa. B ciydae HEOOXOIMMOCTH WM3MEHEHHUS CBEJICHUH,
COAEPKAIIMXCS B PETUCTPALMOHHOM YAOCTOBEPEHUHU JIEKAPCTBEHHOTO IMpernapara g BETEPUHAPHOTO
MPUMEHEHUS, C 3asBJICHUEM, YKA3aHHBIM B 4acTU | HACTOSLIEH CTaThH, 3asIBUTENb BIIpaBe MPEACTABUTH IO
COOCTBEHHOW MHHUITMATHUBE KOO JOKYMEHTA, MMOATBEPKIAIOIIETO YIUIATy TOCYIapCTBEHHON MOIUTUHBI 32
BbIJIauy PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara. 3asiBUTEIb BIPaBe MPEICTABUTh
1Mo COOCTBEHHOW WMHUITMATHUBE CBEICHHS O JIMICH3UAX, yYKa3aHHBIC B MyHKTax | u 2 dactu | Hacrosmiei
CTaThM, a TaKk)Ke BbIJaBaeMbIe YIIOJHOMOUYEHHBIMU (helepadbHbIMU OpraHaMH HCIOJTHUTEIHLHOW BIACTH
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JIOKYMEHTBI, YKa3aHHbIE B IyHKTe 3 yacTu | Hacrosmen cratbu. B cilyyae HenpeacTaBiaeHUsl yKa3aHHBIX
JIOKYMEHTOB (CBEJCHMIA) YIIOJIHOMOYEHHBIN (efepanbHblii OpraH MCIOJIHUTEIBHOW BIACTH 3allpalldBacT
yKa3aHHBIE IOKYMEHTHI (CBEJICHUS) B IMOPSIIKE MEKBEJOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMO/ICHCTBUS.

4. B cpok, HE TPEBHIIAIONINN AeCATH paboUnX THEH CO JHS MOCTYIUICHUs YKa3aHHOTO B 4acTh |
HACTOALICH CTaThU 3asBJIEHUS W HEOOXOAMMBIX JTOKYMEHTOB, YIOJHOMOYEHHBIH (henepaiabHbli Opra
VCIIOJIHUTEJILHOM BIIACTH:

1) npoBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTU CBEACHUMN, COACPIKAIIMUXCS B MPEJICTABICHHBIX
3asiBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET pellleHue O MPOBEICHUHU IKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOIO
IpUMEHEHHS WK 00 OTKa3e B €€ IPOBEICHUHY;

3) yBenomIIsieT B MUCbMEHHOU (popme 3asBUTENSI O MPUHSATOM PELICHUU WU B Cly4yae MPUHATHUS
pemieHust 00 OTKa3e B TPOBEICHHHM AKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA JJIsl BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IPUYMH TaKOro OTKAa3a.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 31 oonoanena wacmoio 4.1 ¢ 15 uonsn 2018 2. - @edepanvuwiii 3akon om 4 uona 2018 e. N
140-D3
4.1. B ciyyae BbISBICHHS] HEOCTOBEPHOCTH U (WJIM) HEJOCTATOUHOCTH CBEACHUMN, COACPKAIIUXCS
B MPEACTABICHHBIX 3asBUTEIEM JIOKYMEHTAaX, YIOJIHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTEIHHOU
BJIACTH HAIPaBIISIET 3asBUTENIO0 3anpoc 00 YTOYHEHUM YKa3aHHBIX CBEIEHUH. 3ampoc MOXET ObITh
nepeaH yrnoJIHOMOUYEHHOMY TMPEACTABUTENIO 3asBUTEINS MO/ PACIHCKY, HAMPaBJICH IO MOYTE 3aKa3HbIM
MUCHMOM WJIM TIEpelaH B AJIEKTPOHHOU (GopMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HaIPaBIICHUS 3arpoca 00 YTOYHEHUH YKa3aHHBIX CBEICHUU IO MOYTE 3aKa3HBIM MHCHMOM OH CUHUTACTCS
MOJTyYEHHBIM 10 HCTEYSHHH IIECTH THEH ¢ JaThl HAMpaBIeHUS 3aKa3HOIO MUChMa.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 31 oonoanena wacmoio 4.2 ¢ 15 uonsn 2018 2. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3allpOC YMOJIHOMOYEHHOTO (heneparbHOro opraHa
WCIIOJTHUTEIIbHON BJIACTH B CPOK, HE MPEBBIMIAIONIANA JEBSIHOCTA pabOUYMX JHEH CO JHS TOIMy4YeHUs
JaHHoro 3ampoca. CpokH, yka3zaHHble B udacTu 1.l Hacrosimiedl cratbu, NMPUOCTAHABIMBAIOTCS CO JHS
HaIpaBJIEHUS 3asBUTENIO 3aIIpOCa YIOJIHOMOYEHHOIO (efiepaibHOr0 OpraHa MCHOJHUTEIBHOM BJIACTH 10
JTHSI TIOJTYyY€HUs1 OTBETA HA JaHHBIM 3alIpOC U HE YUUTHIBAKOTCS TPU UCUUCICHUH CPOKA IPUHATHUS PEILICHUS
O BHECEHWHM U3MEHEHHUN B JOKYMEHTBI, COJEpXKallhecss B PETUCTPAIlMOHHOM JIOCh€ Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar sl BETEPUHAPHOTO TPUMEHEHUS.

Wndopmarus 06 n3MEHEHHSX :
Yacmwv 5 usmenena c 15 urons 2018 2. - @edepanvhwiii 3akon om 4 utonsi 2018 2. N 140-D3

Cm. npedvloyuyro pedaKyuio

5. OcHoBaHueM Juid OTKa3a B TPOBEACHMM DSKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA s
BETEPUHAPHOTO IPUMEHEHMsSI SBIIAECTCS NPEJICTaBICHUE JOKYMEHTOB, YKa3aHHbIX B uacTsax | u 3
HACTOALIEH CTaThbU, B HEMOJHOM OO0bEMEe WIIM OTCYTCTBUE B MPEJCTABICHHBIX JOKYMEHTaX JIOCTATOYHBIX
CBEJICHUI1, MOATBEPKAAIOIINX HEOOX0AUMOCTh BHECEHUS N3MEHEHHH, 100 HeNpeACTaBICHUE 3asBUTEIIEM
B YCTAHOBJICHHBIN CPOK OTBETA Ha YKAa3aHHBIM B 4acTh 4.1 HACTOSIIEN CTaThH 3alpoOC YIIOTHOMOYEHHOTO
(benepaabHOro OpraHa UCIOJHUTEIBHOM BIACTH.

6. DKcnepTH3a JIEKApCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOTO NPUMEHEHMS B LEJSAX BHECEHUS
U3MEHEHUH B JIOKyMEHTBI, COJEpJKallMeCs B PETHMCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN MTpenapar sl BETEpUHAPHOTO NPUMEHEHUS, OCYILIECTBISECTCS B MOPSAIKE, YCTAHOBIEHHOM
crathell 24 Hacrosuiero deaepanbHOro 3aKOHa.

Wudopmanust 00 n3MEHEHUSX:
Yacmy 6.1 usmenena c 13 aszycma 2019 e. - @eodepanvhviti 3akon om 2 ageycma 2019 2. N 297-D3

Cm. npeovloyuyio peoakyuro
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6.1. B cpok, HEe MPEBBIMIAOIIMKN IeCATH pabOYHX JHEH CO THS MOJYYCHHS 3aKIIOUCHUS KOMUCCHH
AKCIEPTOB IO pe3yJibTaTaM YKa3aHHOM B 4acTU 2 HACTOSLIEH CTaThbU SKCIEPTHU3BI, YINOJHOMOYEHHbIN
benepanbHbIN OpraH UCIOJHUTENBHOM BIIACTH:

1) mnpuHMMaeT pelleHHe O BHECEHMHM W3MEHEHUM B JIOKYMEHTBHI, COJEp)Kaluecs B
PErMCTPAlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar il BETEPUHAPHOTO
MPUMEHEHHUS, WU 00 OTKa3€ BO BHECEHUH TAKUX U3MEHEHMUI;

2) BHOCHUT B TOCYJapCTBEHHBIN pEecTp JEeKapCTBEHHBIX CPEJICTB HAa OCHOBAaHUHU PEUICHHUS O
BHECEHHH M3MEHEHUH B JOKYMEHTBI, COACPKALIUECS B PETUCTPALIMOHHOM JJOChE Ha 3apEeTUCTPUPOBAHHBIN
JIeKapCTBEHHBIN Ipernapar sl BETepUHAPHOTO IPUMEHEHUs, HEOOXOAMMbIE U3MEHEHUS U BO3BpAIllaeT 3TH
JIOKYMEHTBI 3asIBUTEITIO;

Wndopmarus 06 H3MEHEHHSX:

Yacmw 6.1 oononnena nynkmom 3 ¢ 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 2. N
297-®3
3) BBIIAET 3asABHUTENIO HOBOE PETHCTPAIIMOHHOE yIOCTOBEPEHHE JIGKAPCTBEHHOTO Tpenapara s
BETCPUHAPHOTO NMPUMEHEHUS B Cily4yae HEOOXOAMMOCTH M3MECHEHUS CBEICHUH, COICPIKALIMXCS B HEM, C
COXpaHEHHEM HOMEpa paHee BBIAAHHOTO PETUCTPAIIMOHHOTO YJIOCTOBEPEHHSI JICKAPCTBEHHOTO Ipernapara
JUISL BETCPUHAPHOTO IPUMEHCHUSI.

Undopmarius 06 n3MEHEHHSX:

Cmamuws 31 oonoanena wacmoio 6.2 ¢ 15 uonsn 2018 2. - @edepanvuwiii 3akon om 4 uons 2018 e. N
140-D3
6.2. B ciy4yae BHeceHUS] U3MEHEHHI B JOKYMEHTBI, COAEpKAIINUECs B PErHCTPAIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar JJig BETEPUHAPHOTO TPUMEHEHUS, B YACTH, KaCAIOIICHCs
U3MEHEHUs W (WIK) JOMOJHEHHsS MPOM3BOACTBEHHON IUIOMIAAKKA JIEKApCTBEHHOTO TIperapara, MpH
MIPE/ICTABJICHUH 3asBUTEJIEM B COOTBETCTBUHU C ITYHKTOM 3 4HacTW | HACTOSIIIEH CTAaThU KOMHHU PEIICHUS
YIOJTHOMOYEHHOTO (heJiepaibHOr0 OpraHa HCHOJHUTENIBHON BIACTH O NPOBEACHUHM HHCIIEKTHPOBAHHS
MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B yactu 6.1 HACTOSIIEH CTaThH,
MPUOCTAHABIMBAETCS CO JIHSA TOJYYEHHUS 3aKJIIOUEHUS KOMHUCCHUU SKCHEPTOB 10 JAHS MPUHATUA
YIOJIHOMOYECHHBIM (heJIepaIbHBIM OPTaHOM MCIIOJHUTEIFHOM BIIACTH PEIIEHHUs O BbIJaue WK 00 OTKa3e B
BbIJIaye 3aKIIOYCHHS] O COOTBETCTBUHU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHMSIM ITPABUII
HaJyIeKaIel TPOU3BOACTBEHHOM MPAKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBIECIT pabounx JHEH.

Wndopmarys 06 n3MEeHEHHAX:
Yacmo 7 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsi 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio

7. OcHoOBaHMEM [UIsl OTKa3a BO BHECEHMM W3MEHEHU B JOKYMEHTBI, COJEp)Kalluecs B
PErMCTPAllMOHHOM JIOChE€ Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar Uil BETEPUHAPHOIO
NPUMEHEHHUs, B cIydasx, He TpeOyroIuX MPOBEACHHs 3KCIEPTU3bI JIEKAPCTBEHHOIO CPE/ICTBA, SIBIISETCS
IPEJICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsaX | M 3 HacTosIed cTaTbd, B HENOJHOM OOBbeME WU
OTCYTCTBUE B NPEACTABICHHBIX JOKYMEHTaX CBEJCHHMU, KOTOpPbIE JTOJKHBI ObITh B HUX OTPAaXKEHbI, JTUOO
HEIPEACTABICHUE 3asIBUTEIEM B YCTAHOBJIEHHBIM CPOK OTBETAa HA YKa3aHHbIM B yacTu 4.1 Hacrosmen
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa UCIIOJHUTEILHON BIACTH.

Wudopmanust 00 N3MEHEHUSX:

Cmamws 31 dononnena wacmoto 7.1 ¢ 15 uronsa 2018 o. - @edepanvruiii 3axon om 4 utona 2018 2. N
140-D3
7.1. OcHOBaHMEM JUIsI OTKa3a BO BHECEHMM W3MEHEHHH B JIOKYMEHTBI, COJEpXKallhecs B
pPEruCTpalliOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpemapaT s BETEPUHAPHOIO
NPUMEHEHHS, B CIIydasX, TPeOYIOIIUX IMPOBEACHUS HKCHEPTH3bl JIEKAPCTBEHHOTO CPEICTBA, SBISETCA
3aKJIIOYEHHE YIOJTHOMOUYEHHOro (elepaibHOr0 OpraHa HCHOJHUTENIBHOM BIIACTH O BO3MOXKHOCTH
CHIDKEHHsI 0€30IacHOCTH, KauecTBa, 3(h()EeKTUBHOCTH JIEKAPCTBEHHOTO MperapaTta BCIIEICTBHE BHECEHUS
M3MEHEHUH B yKa3aHHbIE IOKyYMEHTHI, OTKa3 YIOJIHOMOYEHHOIro (peiepaJbHOro opraHa UCIOJIHUTEIbHON
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BJIACTU B BblJau€ 3aKJIOYEHHUS O COOTBETCTBUU MPOU3BOIMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
IIpaBWJI HaJJIeXkallled IPOM3BOJCTBEHHONM IPAKTUKM B Cllydae HW3MEHEHUs U (MIU) JONOJHEHHUS
MPOU3BOJCTBEHHON IUIOMIAJKU JIEKAPCTBEHHOTO IMpernapara, €cild MPOU3BOACTBO JIEKAPCTBEHHOTO
rpernapara Uil BETEpUHApPHOrO NMPUMEHEHHUS OCYIIECTBIsAECTCS 3a npenaenamu Poccuiickonn denepanuu,
WM OTCYTCTBHUE 3TOTO 3aKIIOUYCHHUSI.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 e. N 429-®@3 uwacme 8§ cmamou 31 nacmoswezo
DedepanbHo2o 3aKOHA U3N0ACEHA 8 HOBOU pedakyuu, ecmynaroujeii 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

8. Homyckaercsi oOpallleHHE JIEKapCTBEHHBIX MPENapaToB il BETEPHUHAPHOTO MPHUMEHEHHS J0
UCTCUCHUsSI CPOKA TOJHOCTH, MPOU3BEACHHBIX B TCUECHUE CTA BOCBMUJCCATH JHEU IMOCIC NaThl IPHHSITHS
YIIOJTHOMOYCHHBIM (heiepaIbHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH PEIICHHS] O BHECEHHH W3MEHEHHUU B
JIOKYMEHTBI, COJIepPKaIIUecs] B PErHCTPAIIMOHHOM JIOChEe HA JICKAPCTBEHHBIN MpenapaT, B COOTBETCTBUU C
uHpOpMaIuel, cofepKalieiics B JOKYMEHTaX PErUCTPAIIMOHHOTO JJOChEe Ha JICKAPCTBEHHBIN Mpenapar 10
JAThl IPUHSTHS TAKOTO PEIICHHMS.

TAPAHT:

CMm. kommeHTapuu K ctatbe 31 HacTosero denepanbHOro 3aKoHa

Cratbs 32. OTMeHa TOCYIapCTBEHHON PErHCTPalUK JIEKAPCTBEHHOIO Mpernapara

Pemennie 06 oTMeHe rocyIapCTBEHHON PErMCTPallUU JIEKAPCTBEHHOTO IMpernapaTa U UCKIIOYEHUU
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYAAapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB NPUHUMAETCS
YIOJTHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HCIIOJIHUTEIHHON BJIACTH B CiIydae:

1) HPEACTABIICHUS COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM benepanbHBIM OpraHoM
UCIIOTHUTENIbHOM BIACTH 3aK/IIOUYEHUST O pUCKE WIM 00 Yrpo3e 370pOBbIO, XKU3HU YEIOBEKa WIH
KUBOTHOTO TpHU NPUMEHEHUHU JIEKapCTBEHHOTO Ipenapara, MpeBbIlaluX ero 3¢Q(eKTUBHOCTb, IO
pe3ylbTaTaM OCYIIECTBISIEMOT0 UM MOHUTOPHUHTA 0€30MaCHOCTH JIEKapCTBEHHOTO Mpernapara;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-d3 6 nynkm 2 cmamvu 32 Hacmoswe2o
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

2) momauu JeprkaTelleM WM BIAJENbIIeM PErHCTPAIlHOHHOTO YIOCTOBEPEHHsS JIEKApCTBEHHOTO
npenapara Wi YINOJTHOMOYEHHBIM UM JPYTUM IOPUAMYECKUM JIMIIOM 3asiBICHUS 00 OTMEHE
rOCy/IapCTBEHHOW PETUCTPALIUU JEKAPCTBEHHOTO Mpernapara;

3) HEMOATBEPKACHUS TOCYJApPCTBEHHOW PETHCTpaIlMy JIEKAPCTBEHHOTO Tpernapara mo UCTCUCHUH
CpOKa JICHCTBHS PErHCTPAIIMIOHHOTO YIOCTOBEPEHHUS, BBIIAHHOTO HA MATH JIET;

4) HempeacTaBIEHUS 3asBUTENEM HMHPOpPMALUMU, KOTOpask MOXET T[OBJeYb 3a Cco0oi
HEOOXOJMMOCTh BHECEHHUS H3MEHEHH B JIOKYMEHTHI, COJAEpXAalllhecs B PETUCTPALMOHHOM JI0OChEe Ha
3apErUCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipemapar, B TEUCHHE TPHJAINATH padodux JHEH co JHSA
HACTYIUICHHSI 9TUX U3MEHEHU;

Wudopmanust 00 N3MEHEHUSX:

DedepanvHuim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 5 cmamovu 32 Hacmoswe2o
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npeovioyujeli peoaxKyuu

5) OCyIIECTBICHHUS] TOCYJapCTBEHHOW PEruCTpalii JEKapCTBEHHOTO TMpenapara MoJl TOPTOBBIM
HAaMEHOBAaHHMEM 3apETHCTPUPOBAHHOTO paHee MOJA ITHM TOPTOBBIM HAWMEHOBAHHUEM JIEKApPCTBEHHOTO
npernapara, OTINYAr0IIerocs KaueCTBEHHBIM COCTABOM JCHCTBYIOIIUX BEIIECTB;

Wudopmanust 00 N3MEHEHUSX:

Ilynkm 6 usmenen ¢ 15 urons 2018 e. - Pedepanvhviii 3axon om 4 urona 2018 e. N 140-D3
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Cm. npeovloywyo pedaxyuro
6) OCYLIECTBIICHHS TOCYJAPCTBEHHON PEruCTpaIMU OJTHOTO M TOTO K€ JIGKAPCTBEHHOTO IperapaTa
B OTHOIICHWH OJHOIO M TOTO JKE [CepiKaTels WIM BIAJENbla PErHCTPALMOHHOTO YIOCTOBEPCHUS
JICKapCTBEHHOr'0 TMperapaTa B BHJIC JBYX M 0OoJjiee JICKAPCTBEHHBIX IPENapaToB IO pa3IMYHBIMU
TOPrOBBIMH HAUMEHOBAHUSIMU;
7) BBIHECEHUS CyAOM peIICHHs O HapylIeHWH MpaB MpaBooOiaaaresis  O0OBEKTOB
VHTEIUICKTYaJIbHOU COOCTBEHHOCTH IPH OOPAICHHUH JICKAPCTBECHHBIX CPE/ICTB;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamovsa 32 nacmosuwezco DedepaivHoco
3aKOHA 00noIHeHa nyHkmom 8, scmynarowum 6 cuny ¢ 1 urons 20135 e.
8) oTCyTCTBHS JIEKApCTBEHHOTO IperapaTta B oOpamieHud B Poccuiickoit denepanuu B TeUEHUE
Tpex u Ooiee JieT;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Ooekaopsa 2014 2. N 429-D3 cmamovsa 32 nacmoswezo Dedepanivroo
3aKoHa oononnena nynkmom 9, scmynarowum 6 cuny ¢ 1 urons 2015 e.

O) HCBBINIOJIHEHUS JIepKAaTelIeM WM  BIQACIBIEM  PETHCTPAIIOHHOTO  YAOCTOBEPEHUS
JIEKapCTBEHHOTO TperapaTa JIM00 yIOoJTHOMOYEHHBIM UMU APYTUM IOPUINYECKUM JTUIIOM MEPOTPUATHH 1O
oOecrieueHUI0  OC30MACHOCTH  JICKAPCTBEHHBIX  IPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYCHHBIM
dbenepanbHBIM OPraHOM HCIOIHUTENIBHOMN BIACTU B COOTBETCTBUU C YacTsIMU 3 U 4 cTaThu 64 HACTOSIIETO
®DenepanbHOTO 3aKOHA, B paMKaX OCYIIECTBICHH (papMaKoHaa30pa;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Odekaopsa 2014 2. N 429-D3 cmamuvsa 32 nacmoswezo Dedepanvroo
3akona oonoanena nynkmom 10, ecmynarowum 6 cuny ¢ 1 uons 2015 e.

10) orka3za nepkatels WM BIAJeNiblla PETUCTPALMOHHOTO YIOCTOBEPEHHUs JIEKApPCTBEHHOTO
npenapata Ju00 YHMOJTHOMOYEHHOTO MMM JPYroro IOPUAWYECKOTO JHUIla OT BHECEHUs H3MEHEHUH B
WHCTPYKIIMIO TI0O TPHUMEHEHHUIO JICKApPCTBEHHOTO IIperapara, KacaroIIUXCS HOBBIX TOJITBEPKICHHBIX
JaHHBIX O TOM, YTO PUCK MPUYMHEHHUS BpeAa 3[0POBBIO YEIOBEKA HIIM KMBOTHOTO BCIEACTBHUE MpHEMa
JICKapCTBEHHOTO TIperiapara mpeBsimaet 3 (GEeKTHBHOCT €ro MPUMEHEHHS.

Wndopmarys 06 m3MEeHEHUAX:

Cmamuws 32 oonoanena nynkmom 11 ¢ 1 sameapsa 2023 e. - @edepanvubiii 3akon om 27 dexabps 2019 e.
N 475-D3

Cm. 6yoywyro peoakyuio
TAPAHT:

CM. koMMeHTapuu K cTatbe 32 HacTosiero denepanbHOro 3aKkoHa

Cratbs 33. ['ocynapcTBEHHBIN peeCTp JIEKApCTBEHHBIX CPEICTB
TAPAHT:

CwMm. Ilonoxxenne o I'ocy1apcTBEHHOM peecTpe JIEKaPCTBEHHBIX CPEACTB, YTBEPKIAECHHOE MUH3IpaBOM
P® 1 nexabps 1998 r. N 01/29-15
1. T'ocynapcTBEeHHBIN peecTp JIEKapCTBEHHBIX CPEICTB COLEPKUT IE€PEUYEHb JIEKapCTBEHHBIX
[penapaToB, MPOLIENUINX TOCY/IapCTBEHHYIO PETHUCTPAalNIo, MepeueHb (apMaleBTUYECKUX CyOCTaHIuH,
BXOJISIIIUX B COCTaB JICKAPCTBEHHBIX MPENAPATOB, U CIEAYIONIYI0 HHPOPMAIUIO:
1) B OTHOIIEHUH J€KAPCTBEHHBIX MIPENapaToB:

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 6 noonynkm "a" nynkma 1 wacmu 1 cmamou
33 nacmosawezo @edepanbHo2o 3aKOHA Hecenbl UsMeHeHus, ecmynaiowue 6 cuny ¢ 1 urona 2015 .

Cm. mexcm noonynkma 6 npeovloyujeli peoaKyuu
a) HaMMEHOBaHUE JIEKapCTBEHHOIO Ipemnapara (MeXIyHapoJHOE HEeNaTeHTOBAaHHOE, WIIHN
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);
0) nekapcTBeHHas popMa ¢ yKazaHHEM J03UPOBKHU JIEKAPCTBEHHOTO Mperapara U ero KOJIN4YecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

Wndopmarius 06 n3MEHEHHSX:

Iloonynxm "8" usmenen c 1 sneaps 2018 e. - @edepanvuviii 3axon om 28 dexaops 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio

B) HAUMEHOBAHHE JICPKATEIs WM BJIaIEbI[a PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO
npernapara M CBEICHHS O PETHCTPAlliH JIEp)KaTellsl WM BJIAJelblla PEerHCTPAMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOTO Ipernapara il MEIUIIMHCKOTO MPUMEHEHHSI B KAQUeCTBE HAJIOTOIIATEINbIINKA B CTpaHE
peructpanuu (Ui POCCUHCKUX IOPUIUYECKUX JIUI - UACHTU()UKAIMOHHBIA HOMEp HAIOTOILIATEIbIIINKA
(MHH), nnst ”HOCTpaHHBIX IOPUANYECKUX JIUI] - CTPaHA PETUCTPALlMY, HAUMEHOBAHUE PETHCTPUPYIOIIETO
OpraHa, perucTpaliOHHBIA HOMEP, KOJ HaJIOTOIUIATENIBIINKA B CTPAHE PETUCTPAIK (MHKOPIIOPAIINY) HITH
€ro aHajor);

Wuopmarus 06 H3MEHEHHSX:
Hloonynkm "2" uzmenen c 1 ansaps 2018 2. - @edepanvusiii 3akon om 28 dexabpsa 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
I') HAUMEHOBAHUE U aIpeC MIPOU3BOIUTEIIS JICKAPCTBCHHOTO MPeTapaTa U CBEACHHS O PETUCTPAINH
NPOM3BOJUTENST  JIGKAPDCTBEHHOI'O  TIpenapara Juis  MEAUIUHCKOTO TPUMEHEHHS B KadyeCTBE
HAJIOTOIUIATEIBIIMKA B CTPAHE PETHCTPAIUH (11 POCCUNUCKUX IOPUINYECKUX JIUIL - UICHTU(DUKAIMOHHBIN
HoMep Hanoromuatensimka (MHH), st MHOCTpaHHBIX IOPHIUYECKUX JIMII - CTpaHa PETUCTpaIUH,
HAaUMEHOBAHHE PETHCTPUPYIOIIETO OpraHa, PEerUCTPAMOHHBIA HOMED, KOJI HAJIOTOTUIATENIBIINKA B CTPAHE
peructpanuu (MHKOPIOPAIIUK) WM €T0 aHaJIoT);

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 noonynkm "0" nynkma 1 wacmu I cmamou
33 nacmosawezo DedepanvHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, scmynaroujei 6 cuny c¢ 1 urwonsa
2015 2.

Cm. mekcm noonyHkma 8 npeovloyujeli peoaxyuu

1) dbapmakoTeparneBTHYECKas rpynna, KOJI JIEKapCTBEHHOTO npemnapara o
aHATOMO-TEparneBTHUECKO-XUMHUYECKON KllacCu(UKallui, peKOMEHA0BaHHOW BcemupHoil opranuzarueit
3/1paBOOXPAaHEHUS;

€) MOKa3aHus U MPOTUBOMOKA3aHUS K MPUMEHEHHUIO JIEKaPCTBEHHOTO Ipernapara;

’K) TOOOYHBIE JICHCTBYS JIEKAPCTBEHHOTO Mpernapara;

3) CPOK FOJTHOCTH JIEKAPCTBEHHOTO Mpernapara;

1) YCIIOBUS XpPaHEHHUS JICKAPCTBEHHOTO TIperapara;

K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO Mperapara;

1) HoMmep (hapMakomneiHoW CcTaTbl WA B CIydae €€ OTCYTCTBUS HOMEp HOPMAaTHBHOM
JOKYMEHTAIMHU JINOO HOPMATUBHOTO IOKYMEHTA,

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dekabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 uacmu 1 cmamou
33 nacmosweeo DedepanrbHoco 3aKOHA 6HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm noonynkma 8 npeovioyujeil peoaxKyuu
M) J1aTa TOCYJapCTBEHHON DPETUCTpAIlMU JICKAPCTBEHHOTO Mpemnapara M €ro pPerucTparmoHHbIIN
HOMEp, Jara 3aMeHbl PETHCTPAlMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Iperapara Ha OeccpodHoe
PETUCTPAIIMOHHOE  YJIOCTOBEPEHHME JICKQPCTBEHHOTO TMpemapara, JaTa [0Jayd  3asBICHHUS O
MOJATBEPKJICHUU  TOCYJApPCTBEHHON  pErucTpanyy  JIGKApCTBEHHOTO  Ipermaparta, JilaTa  OTMEHBI
rOCy/IapCTBEHHOW PETUCTPALIUU JEKAPCTBEHHOTO Mpernapara;

Wudopmanust 00 U3MEHEHHSIX:

Deodepanvrvim 3axkonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 yacmu 1 cmamovu 33 nacmoswezo
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

", n

DeoepanvHoeo 3akoHa 0onoanen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 uronsn 2015 e.
H) KAueCTBEHHBIM COCTAaB M KOJUYECTBEHHBINM COCTaB JEHCTBYIOIIMX BEIIECTB M Kau€CTBEHHBIM
COCTaB BCIIOMOTaTEIbHbBIX BELIECTB JICKAPCTBEHHOIO Mpenapara;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmoswe2o
DedepanbHo2o 3axona donoanen noonyukmom "o", scmynarowum 6 cuny ¢ 1 uons 2015 e.
0) uH$opMalus 000 BCeX pa3pelIeHHbIX BUIaX BTOPUYHOH (MTOTPEOUTEIIBCKOM) YIIAKOBKH;

Wndopmarius 06 n3MEHEHHSX:
Hloonynkm "n" usmenen ¢ 1 mapma 2020 e. - @edepanvhwiii 3akon om 27 dekabps 2019 2. N 475-D3

Cm. npeovloywyio peoakyuio
M) JaTa TPHUHITHS PEIICHUS O BO3MOXKHOCTH pPAacCMaTpHBaTh JICKAPCTBEHHBIH IMpenapar mpu
rOCYJTapCTBEHHON PETUCTpaIlK B KauecTBe Op(paHHOTO JICKAPCTBEHHOTO IMpernapara (1J1s JISKapCTBEHHBIX
MPerapaToB sl METUITUHCKOTO MPUMEHEHHUS ),

Wupopmarus 06 H3MEHEHHSX:
Hoonynkm "p" uzmenen ¢ 1 mapma 2020 2. - @edepanvhviii 3akon om 27 dexabps 2019 . N 475-D3

Cm. npeovloywyio peoakyuio
p) HajgW4uue JIEKAPCTBEHHOTO TMperapara B IEpPeYHEe JKU3HEHHO HEOOXOMUMBIX M BaXKHEHIINX
JICKapCTBEHHBIX NpenapaToB (M1 JICKApCTBEHHBIX MPENapaToB /Ui MEIUIIUHCKOTO IPUMEHEHH );

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 nynkm 1 wacmu I cmamvu 33 Hacmosiuje2o
DedepanvHoeo 3akoHa dononHen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

C) HaJM4ue B JICKQPCTBEHHOM Mpernapare HapKOTUYECKUX CPENICTB, IICUXOTPOMHBIX BEIIECTB U HX
MPEKYPCOPOB, MOJIEKANIUX KOHTPOI0 B Poccuiickoil @enepannn, B COOTBETCTBUH C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepannn, MexayHapoIHbIMU 1oroBopamu Poccuiickoit @epepaunu, B ToM uucie EnnHoi
KOHBEHIIMEN 0 HapKoTudeckux cpeactax 1961 roma u Konseniueil o mcuxoTponHbiX BemecTBax 1971
roja;

Wndopmarys 06 M3MEHEHUSAX:
Deoepanvrvim 3axkonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmoswezo
DedepanvHoeo 3akoHa 0onoaHen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 a.

T) uHbOpMalMsg O TOM, SBISIETCd M JAHHBIA JIEKapCTBEHHBIH MpemapaT peQepeHTHBIM

JICKapPCTBEHHBIM TIPEIapaToM;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm I wacmu 1 cmamvu 33 Hacmosiue2o
DedepanbHo20 3akona 0onoanen noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
y) CBEIEHHsI O TOAaye 3asBICHUS O BHECEHHWH HW3MEHEHHWH B JOKYMEHTBI, COJEpKalluecs B
PETUCTPAIIMOHHOM JI0Che Ha JIEKapCTBEHHBIH Mpenapar;
¢) yrpatun cuny ¢ 1 mapta 2020 r. - @enepanbubiii 3akoH oT 27 nekadps 2019 r. N 475-03

Wudopmarys 06 H3MEHEHHSX:
Cm. npeovloywyio peoakyuio

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamvu 33 Hacmosiue2o
DeodepanvHoeo 3akoHa dononanen noonyukmom "x", ecmynarowum 6 cuny c¢ 1 urons 2015 e.
X) CPOK BBEJICHHUS JIEKAPCTBEHHOTO MIperapaTa B rpaKIaHCKU 000poT;
2) B OTHOLIEHUHU (PapMaleBTUUECKUX CYOCTaHIIMMA:

Hndopmarus 06 H3MEHEHHSX:

e0epanbHbiM 3aKOHOM OMm exabpsi 2. -D3 ¢ noonynkm "a" nynkma 2 wacmu 1 cmamou
Deo 22 dexabps 2014 2. N 429-D3 0 "a" 2 1
33 nacmosawez2o @edepanbHo20 3aKOHA BHEeCeHbl UsMeHeHus, ecmynatouue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm noonynkma 6 npeovloyujeli peoaKyuu
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

a) HauMeHoOBaHME (apMaleBTUYECKON CcyOcTaHIUM (MEXIyHApOJHOE HEMaTeHTOBAaHHOE, WU
IPYNIAPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) HAaMMEHOBAHUE M a/IpeC TPOU3BOAUTEIS (PapMaIleBTUHIECKOM CyOCTaHIINN;

B) CPOK TOAHOCTH (hapMalleBTUYECKON CyOCTaHINY;

T') YCJIOBHS XpaHEeHHsI (papMarieBTUYECKON CyOCTaHITNY;

o) HoMmep (apMakoNeWHON cTaThl WM B Cllydyae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIMH JIN0O0 HOPMAaTUBHOTO IOKYMEHTA;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 2. N 429-D3 nynkm 2 wacmu I cmamvu 33 Hacmosiuje2o
Dedepanvrozo 3akoHa dononrnen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

e) Hanuuue (papmareBTHYeCKol CyOCTaHIIMU B NepeyHe HAPKOTUUYECKUX CPEJNICTB, TICUXOTPOIHBIX
BEILIECTB U MX IPEKYPCOPOB, MOMJICKAMUX KOHTpoJr B Poccuiickon Penepaunu, B COOTBETCTBHHU C
3aKOHOAATeNsCTBOM Poccuiickoit @enepaiinu, MeXIyHapOJHbIMU JoroBopamu Poccuiickoii denepanumy,
B TOM uucie EnuHoll KOHBeHIMel o HapkoTHueckux cpexacrtBax 1961 roma u Kousenuumeidl o
MICUXOTPOMNHBIX BenlecTBax 1971 roxa.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-@3 uacms 2 cmamou 33 Hacmoswezo
DedepanbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

2. dapmaneBTHUECKass CyOCTaHIMs, MPOU3BEACHHAs Ul pealu3allii, MOXKET ObITh BKIIIOUEHA B
rOCY/IapCTBEHHBI PEECTp JIEKapCTBEHHBIX CPEACTB HA OCHOBAaHMM 3asBJICHUS pa3pabOTUMKaA WIIU
IPOM3BOJUTENS JIEKAPCTBEHHOI'O CPEJICTBA JIMOO YIOJIHOMOYEHHOTO HMMH IOPHJIMYECKOro JiMia IMpu
YCIIOBUU TPOBEIEHUS B OTHOLICHUM TakKod (papMalieBTUUECKONM CyOCTaHLIMM 53KCIEPTU3bl KauecTBa
(bapmarieBTHYECKON CyOCTaHIIMM B IOps/IKE, YCTAaHOBJIEHHOM cTaThell 34 Hactosmiero denepaabHOro
3aKkoHa. B oTHomeHuu QapmaneBTHYECKUX CyOCTaHIMI, NpPOU3BENEHHBIX JJs peanus3aluu, B
rOCyJJapCTBEHHOM peecTpe JIEeKapCTBEHHBIX CPEACTB COJEPKUTCA ClIeAyIoLIast HH(OpMaIHs:

1) HauMeHoBaHHE (hapMalleBTHUECKON cyOcTaHIuU (MEXIyHapOJHOE HENaTEeHTOBAHHOE, WU
IPyNIHAPOBOYHOE, MM XUMHUECKOE U TOPTOBOE HAUMEHOBAHMS);

Wndopmarus 06 n3MEHEHHSX :
Ilynkm 2 usmenen c 1 smeaps 2018 e. - @edepanvhuiii 3axon om 28 dexabps 2017 2. N 425-D3

Cm. npedvloyuyro pedaKyuio

2) HauMeHOBaHMe, aJpec MPOU3BOANUTEINS (PpapMaleBTUUECKOH CyOCTaHIIMM, a TAK)Ke B OTHOLIEHUU
JIEKapCTBEHHBIX CPEACTB Ul MEAUIMHCKOIO NPUMEHEHUS CBEJICHHUS O PETUCTPAlUU MPOU3BOAUTENS
(dapMmanieBTHYeCKON CyOCTaHIIMM B KauyecTBE HAJIOTOIUIATENbIIMKA B CTpPaHE perucTpauuu (ams
POCCHUHCKHMX OPUAMYECKUX JIMIl - WISHTU(PUKAIUMOHHBbIA HoMmep Hanoromnarensiiuka (MUHH), nns
MHOCTPaHHBIX IOPUAWYECKUX JIMLl - CTpaHa PEruCcTpaluy, HAaMMEHOBAaHUE PETUCTPUPYIOIIETO OpraHa,
pEerucTpaloHHbI HOMEp, KOJ HAaJOroIUIaTeNbIIMKa B CTpaHE perucTpanuul (MHKOPHOpaluh) WK €ro
aHaJor);

3) cpok rogHOCTH (hapMareBTUIECKON CyOCTaHIINN;

4) ycnoBus XpaHeHus papMarieBTUUECKON CyOCTaHIUH;

5) HoMep (QapmakoneiiHOW cTaTbu JMOO B CiIydae €€ OTCYTCTBUSI HOMEpP HOPMaTHBHOMU
JIOKYMEHTAIMU WK HOPMaTUBHOTO TOKYMEHTA;

6) Hasnmune papManeBTUYECKOW CyOCTaHIIMU B TepeyHe HaApKOTHUYECKUX CPEJCTB, MCUXOTPOIHBIX
BELIECTB U MX IPEKYpCOpOB, MOANEKAIMX KOHTpoiro B Poccuiickoit ®@epepanuu, B COOTBETCTBUU C
3aKOHOAATeNnbCcTBOM Poccuiickoit Denepannn, MeXIyHapoIHbIMU JoroBopamu Pocculickonn ®enepanny,
B TOM uucie EnnHON KOHBeHIMEel O HapKkoTHueckux cpexactBax 1961 roma m Kousenuumein o
MICUXOTPOMNHBIX BeniecTBax 1971 roxa;

7) naTta BKIIOYEHUs (apMaleBTUYECKOl cyOCTaHIIMU B rOCYJIapCTBEHHBIN PeecTp JIEKapCTBEHHBIX
CPEICTB, JlaTa BHECEHUS M3MEHEHUH B JIOKyMEHTHI (apMaleBTUUYECKOW CyOCTaHIIMM, AaTa MUCKIIOYEHUS
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bapmaleBTUYECKOM cyOCTaHIIUU U3 TOCYIapCTBEHHOI'O PeecTpa JIEKapCTBEHHBIX CPE/CTB.

3. [lopsiiok BeAeHHUS] TOCYAAPCTBEHHOI'O pEecTpa JIEKAPCTBEHHBIX CPEACTB IJIsi MEAUIIMHCKOTO
OPUMEHEHUS U TIOPS/I0K  BEIEHUS TOCYIJapCTBEHHOTO peecTpa JIGKAPCTBEHHBIX CPEACTB  JUIsS
BETEPUHAPHOTO TMPUMEHECHUS YTBEPXKAAIOTCS COOTBETCTBYIONIMM YIOJTHOMOYEHHBIM  (peiepabHbIM
OpraHOM HCHOJHUTENIbHOM BIIACTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 33 HacTOSIICrO d)ezlepanLHoro 3aKOHa

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Odexaops 2014 2. N 429-D3 naumenosanue cmamovu 34 nHacmosujezo
DedepanbHo20 3aKOHA UNOAHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mekcm HAUMEHOBAHUS 8 NPeOblOYuell pedaKyuu
CraTtbsa 34. BriroueHue B rocyJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB U UCKIIIOUEHUE U3
rOCyJJapCTBEHHOI'O peecTpa JIEKApCTBEHHBIX CPEACTB (papMaleBTUYECKON CyOCTaHLMH,
IIPOU3BENEHHOM JUIsl peanu3aiuu

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 34 nHacmoswezco
DedepanbHoco 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
1. Jlnsa BkmodeHust (apmaneBTUUecKOl CyOCTaHIMM, TPOU3BEIEHHOW Il pealu3aluu, B
rOCyJJapCTBEHHBII peecTp JeKapCTBEHHbBIX CPEACTB, IPOBOJUTCS IKCIEPTH3a €€ KauecTBa.

Undopmarus 06 n3MEHEHHSX:
Yacmw 2 usmenena c 1 aneaps 2021 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 478-D3

Cm. npedvloyuyro pedaKyuio
2. OkcrepTu3a KauecTBa YyKa3aHHOM B dyacTu | Hacrosimied cTatbu (QapMaleBTUYECKOM
CyOCTaHIIMM, COCTaBJI€HHE KOMMCCHEH SKCIEPTOB 3aKIIOUEHUH MO pe3ylbTaTaM 3TOW 3KCIEPTU3bl U UX
HalpaBJICHUE B YIOJHOMOYEHHBIH (hefepalbHbIii OpraH HMCIOJHHUTEIBHON BIIACTH OCYIIECTBISIOTCS B
CPOK, HE IMpPEBBIMIAIOUINNA eCTUAeCATH pabounx JHEW CO JIHS MOJTYYEHHUS SKCIEPTHBIM YUpPEeKICHHEM
COOTBETCTBYIOIIETO 3aJaHUs YIOJTHOMOYEHHOTO (heAepalbHOTO OpraHa HCIIOJHUTEIBHONH BIIACTH U
CIEIYIOIINX JOKYMEHTOB (CBEACHHIA):

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

CMm. npedvloywyro pedaKyuio
1) cBeneHust 0 Jare MPENOCTaBICHHUS M PETHCTPAIIMOHHOM HOMEpE JHIICH3UM Ha MPOU3BOJCTBO
JICKapPCTBEHHBIX CPEJICTB MJITU CBEJICHHUS O JIaTe NMPEIOCTABIICHUS U PETUCTPAIMOHHOM HOMEpPE 3aKITIOUCHIS
O COOTBETCTBHHM TPOM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUAM TIPAaBUI  HaJJIekaren
MIPOW3BOJICTBEHHOW MTPAKTHKH, BBIJTAHHBIX (TPEIOCTABICHHBIX) YITOJITHOMOUEHHBIM (De/IepaTbHbIM OpTraHOM
UCTIOTHUTENILHOM BJIACTH, B Cllydae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBISIETCS B
Poccuiickoit ®exneparnuu;

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 2 usmenen ¢ 15 urons 2018 e. - @edepanvusiii 3axkon om 4 utonsn 2018 . N 140-D3

CMm. npedvloywyro pedaKyuio
2) komus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
JIEKApCTBEHHOTO CPE/ICTBA M TIOJTBEPIKIAIONIETO pa3pelieHne MPOM3BOJICTBA JIEKAPCTBEHHOTO CPECTBA, U
€ro MepeBoJi Ha PYCCKHI S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIIKE, a TAK)KE KOMHS 3aKIIIOUYEHUS O
COOTBETCTBUHU  TPOU3BOAMTENS  JICKQPCTBEHHBIX  CPEJICTB  TPeOOBAaHUSAM  IIPAaBWI  HaJIeXkKareH
MPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (peiepaibHbIM OpraHOM HCHOTHUTENBHOU
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BJIACTHU, JTUOO KOMUS pELICHUs YMOJHOMOYEHHOro (efepalbHOr0 OpraHa HCHOJHUTENbHON BIAacTH O
MPOBEJICHNN HMHCIICKTHUPOBAHUS TMPOU3BOAUTENSI JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIC JOKYMEHTBI
MPEJICTaBIISIFOTCS B ClIydae, €CJId MIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPE/ICTBA OCYIIECTBIISIETCS 3a MpeiejaMu
Poccuiickoit ®enepanuu;

3) AOKyMEHT, co/iep Kalluii ClIeyoIIre CBEACHUS O (hapMalleBTUYECKOM CyOCcTaHIUu:

a) HauMeHOBaHMe (papMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTypa, OOIIHe CBONCTBA;

0) HauMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C OMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJISI Ha BCEX
CTaUAX MPOU3BOJCTBA;

T') OIMCcaHue pa3pabOTKH Mporiecca MPOU3BOJICTBA;

J) OINHCAaHWE KOHTPOJIS KPUTHYECKHX CTaJuii Mpoliecca MPOU3BOACTBA M MPOMEKYTOUHOM
POIYKIIHH,

€) TOKYMEHTaJIbHOE TTOATBEPIKACHUE (BATHIAIIMS ) POIIECCOB M (MJIN) UX OIECHKA;

’K) CBOMCTBA M CTPYKTypa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepHCTHUKa MPUMECEH;

1) cnenudukanys Ha hapMaleBTHUECKYIO CyOCTaHIINIO U ee 000CHOBAHHME;

K) AaHAJIUTUYECKHE METOJMKH, UCIOJIb3yeMble TPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
(dapManeBTUYECKON CyOCTaHIINY;

J) NOKyMEHTaJbHOE MOJTBEPKICHUE (BAIMIAINS) aHATUTUYECKIUX METOAMK, UCIOIB3YEMBIX MPH
OCYIICCTBIICHUU KOHTPOJIS KayecTBa (papMarieBTUIeCKOr CyOCTaHITIH;

M) pe3yJbTaThl aHaju3a cepuil (hapMaleBTUUECKO CyOCTaHIINN;

H) TIEPEYCHb CTaHIAPTHBIX 00Pa3I[0B WM BEIIECTB, HCIIOIB3yEMBIX IPU OCYIICCTBICHUH KOHTPOJIS
Ka4yecTBa,

0) OTHMCAHNE XAPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHUAJTIOB H YKYTIOPOYHBIX CPE/ICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKO CyOCTaHIUY;

P) CpPOK FOJTHOCTH;

Wndopmarys 06 m3MEeHEHHAX:

Yacms 2 oononnena nynkmom 4 ¢ 1 smeapsa 2018 2. - @eodepanvhuiii 3akon om 28 dexabps 2017 e.
N 425-d3

4) TOKYMEHT, COJIEpKalliil CBEIEHUsI O PETUCTPALIMH ITPOU3BOIUTEINS JIEKAPCTBEHHBIX CPE/ICTB IS
MEIUIIUHCKOTO MPUMEHEHHUsI B KauecTBE HaJIOTOIJaTesbIlMKa B CTPaHE PErucTpanuu (A1 pOCCHUHCKUX
IOPUAMYECKUX JIML - WACHTU(PUKAIMOHHBIM HoMep Hanoromuartensiiuka (MHH), nns mnocTpanHBIX
IOPUJIMYECKUX JIML] - CTpaHa PerucTpaluy, HAMMEHOBAHNUE PETUCTPUPYIOIIETO OpraHa, perucTpalduOHHbIN
HOMeEp, KOJI HaJIOrOIUIaTeNbIIMKa B CTpaHe perucTpaiuy (MHKOPIIOpallvy) UK €ro aHajor).

3. Jlns mpoBeneHMs OSKCHEPTH3bl KayecTBa YyKa3aHHOM B dacTu | HacToslled cTaTbu
(dapmalieBTUYECKON CyOCTaHLMM 3asBUTENb MPEACTABISET B YIOJIHOMOUYEHHBIH (enepaabHblii Oprat
UCTIOJIHUTENILHON BJIACTH:

1) 3asBieHHME O BKIIOYEHHUH B TOCYAApCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JaHHOU
(dapmarieBTHYECKON CyOCTaHIINH;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 2 yacmu 3 cmamvu 34 nacmoswezo
DeodepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynaowell ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 8 npeovioyujeil peoaxKyuu
2) xonus IOKyMEHTa, MOATBEPKIAIOLIET0 YIUIATy TOCYAAPCTBEHHOW MONIIMHBI 32 BKIIOYEHHE B
rOCy/apCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB (hapMalleBTHUECKON CyOCTaHIIMH, IPOU3BEIEHHON IS
peanu3aiu, JMO0 Mo COOCTBEHHONW MHMIIMATHBE yKa3aHHBIM TOKYMEHT. B ciiydae ero HempeacTaBiIeHHS
3asiBUTENIEM YTIOJTHOMOUYEHHBIH (eepanbHblii OpraH HMCIOJHUTENBHON BJIACTU NpPOBEpSieT (PakT yIuiaThl
roCyJJapCTBEHHON MOLUIMHBI 3asBUTEJEM C HCHOJIb30BaHUEM MHGpopManuu o0 ymjiaTe rocyaapCTBEHHON
NOLUIMHBI, cojaepkaiieiics B ['ocynapcTBeHHONM HMH(OPMAIIMOHHOM CHUCTEME O TOCYJIapCTBEHHBIX U
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MYHHUIIMIIATbHBIX —IJIaTeKaX, Ha OCHOBAaHUM TMPEACTABICHHOW 3asBUTENEM KOMHUU JOKYMEHTA,
MOATBEPKAIOIIETO0 YIJIaTy FOCYJapCTBEHHOM MOLUTHHBL,

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 3 uacmu 3 cmamvu 34 nacmosiue2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nynkma 8 npeovioyujeil peoaxKyuu
3) IOKYMEHTBI, yKa3aHHBIC B UaCTH 2 HACTOAILEH CTaThU;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrovim 3akonom om 22 Oekaopa 2014 . N 429-D3 uwacmv 3 cmamovu 34 nacmoswezo
DedepanbHo20 3aK0HA 00NOIHEHA NYHKmMoM 4, ecmynarowum 6 cuny ¢ 1 utonsa 2015 2.
4) 3asBieHME O Bbljaye paspelieHus Ha BBO3 B Poccuiickyro denepannio KOHKPETHON mapTuu
HE3apEeruCTPUPOBAHHOIO JICKAPCTBEHHOI'O CPENCTBA, MPEJHA3HAYEHHOIO MJIi IPOBEIEHUS yKa3aHHOM
IKCTIIEPTH3BI.

Wupopmarus 06 H3MEHEHHSX:

Cmamuws 34 oononnena uacmoio 3.1 ¢ 1 saneaps 2021 2. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
478-D3
3.1. B cnyuae HempenCTaBICHUS C 3asBICHUEM O BKIIOYEHHUH B TOCYAAPCTBEHHBIA peecTp
JICKapPCTBEHHBIX CPEICTB (papMaIneBTUUYECKOW CYOCTaHIIMHM JOKYMEHTOB, TOJITBEPKIAIONINX YILIATY
roCy/1apCTBEHHOW MOLUIMHBI U YKa3aHHBIX B [TYHKTE 2 4acTHU 3 HACTOALICH CTaThH, a TAK)KE BBIIABAEMBIX
(TIpenocTaBIseMBbIX ) YIOJTHOMOYCHHBIMU (eepaTbHBIMU OPTaHAMHU UCIIOJTHUTEIIBHOM BJIACTH JJOKYMEHTOB
(cBenmeHuil), yKa3aHHBIX B MYHKTax | W 2 gacTu 2 HAcTOsIIEH CTaThbH, YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH UCIOJIHUTEIIbHOM BJIACTH 3alpalliBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHMs) B TOPSIKE
MEXBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aUMOICHCTBUSI.

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexaops 2014 2. N 429-d3 6 uwacmv 4 cmamvu 34 nHacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

4. B Tedyenue necsatu pabouux JHEH co JHS NMPUHSITUSA 3asBJICHUS O BKIIIOUCHUH YKa3aHHOM B 4acTH
| Hacrosimied crtaThbM (hapMalleBTUUECKON CyOCTaHIIMM B TOCYJapCTBEHHBIM pPEECTp JIEKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUYUCIEHHBIX B 4YacTH | M nyHkTe 2 uacTu 3 HACTOALIEW CTaThbH,
YIOJHOMOYEHHBIN (eiepalibHbII OpraH UCIOIHUTEIbHOM BIIACTH:

1) MpoBOAUT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH JIAHHBIX, COJAEPKAILUXCA B MPEICTaBICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET pEIIeHHE O HANpaBIEHUM B SKCIEPTHOE YUpPEXKJEHHE 3aJaHMs Ha INpPOBEICHHE
SKCTEPTU3bI KAYeCTBA YKA3aHHOW B 4acTH | HACTOSIICH CTaThu (hapMaleBTUUECKOW CyOCTaHIIMU WM 00
OTKa3€ B TAKOM HAIPABJICHUH;

3) yBenomIIsieT B 3JEKTPOHHOM HIJIM MUChMEHHOU (hopMe 3asiBUTENS O IPUHATOM PELICHUH WU B
ClIy4ae OTKa3a ¢ yKa3aHHEeM IIPUYMH TaKOro OTKa3a.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 25 noabpa 2013 2. N 317-@3 cmamva 34 nacmoswezo Dedepanbrozo
3aKoHa donoanena yacmoio 4.1
4.1. B cnydae BBISBIEHHS HEIOCTOBEPHOCTU CBEJEHUM, COJEp)KALIUMXCAd B IPEACTABICHHBIX
3asiBUTENIEM MaTepuaniax, yIoJHOMOYEHHBINH (eepalbHbIil OpraH HCIOJIHUTEIbHOW BIACTH HANpaBisieT
3agBUTENIO 3alpoc 00 YTOUHEHUM YKa3aHHBIX cCBeAeHui. JlaHHBIM 3ampoc MokeT ObITh mepeaaH
YIOJHOMOYEHHOMY NPEICTaBUTENI0 3asBUTENS JUYHO IOJ PACIUCKY, HAIpaBlIeH IO IMOYTE 3aKa3HbIM
NUCbMOM WM TIepe/iaH B JIEKTPOHHOH (popMe Mo TeleKOMMYHUKAIlMOHHBIM KaHajaM CBsi3u. B ciyuae
HaIpaBJIEHUs JIAaHHOTO 3ampoca Mo MOYTe 3aKa3HbIM MUCbMOM OH CYUTAETCSI MOJIYYEHHBIM 110 UCTEUEHUU
LIECTU JHEW C AaThl HAPaBJICHMS 3aKa3HOIO IUChMa.
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Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 25 noaops 2013 2. N 317-@3 cmamwvs 34 nacmosweeo Dedepanvroo
3aKOHA 0ONOJHEHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YMOJIHOMOYEHHOTo (henepaabHOro opraHa
UCTIOJTHUTEIILHON BIACTH B CPOK, HE MPEBBIAIONINN JEBSHOCTa pabOYMX JHEW CO JHS TOJTYYCHHS
naHHoro 3ampoca. Cpok, ykasaHHBIH B uacTu 4 HacTOSIIEH CTAaTbM, MPUOCTAHABIMBACTCS CO [JHS
HATPAaBIICHUS 3asBUTENIO 3aIIPOCa YIIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCIOJHUTEIBHON BIIACTH 10
JTHS TIOTyYeHHMs] UM OTBETa Ha JAHHBIN 3alpoc U HE YYUTHIBAETCS MPU HCUUCICHUU CPOKa DKCIEPTU3bI
KauecTBa (papMaleBTUYECKON CYOCTaHIIMM, HEUCIOIb3YEeMOW TMPH TPOU3BOACTBE JIEKAPCTBEHHBIX
IpernapaToB.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabpa 2014 2. N 429-®@3 uwacmev 5 cmamou 34 nacmoswezo
DedepanbHo20o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexkcm yacmu 6 npedvloyweti pedaKyuu

5. OcHOBaHuEM I OTKa3a B HAIIPaBJICHUM B DKCIEPTHOE YyUPEKIEHUE 3aJlaHUs Ha IPOBEJICHUE
IKCHEPTHU3BI KAYECTBA yKa3aHHOM B 4acTH | HACTOSIIEH CTaThu (hapMaleBTHUECKOW CyOCTaHIINN SBISIETCS
HENpe/ICTaBIEHUE JOKYMEHTOB, YKa3aHHBIX B 4acTu 2 HACTOSILEH CTaThbH, OTCYTCTBUE HH(OpMAaIMH,
NOATBEpXKIAoNeld (akT yIUIaThl TOCYAapCTBEHHOW TONUIMHBI 3a BKIIOYCHHE (apMalleBTHYECKON
cyOCTaHIIMM, MPOM3BEACHHOM I pealn3aluyd, B TOCYIapCTBEHHBIM peecTp JIeKapCTBEHHBIX CPE/CTB,
HEIPEACTABICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETAa HA YKa3aHHbIM B yacTu 4.1 Hacrosmen
CTaThU 3apPOC YNOJHOMOUYEHHOIO (e/lepanibHOro OpraHa MCIOJHUTENbHON BJIACTH WM NpEACTaBICHUE
JIOKYMEHTOB, HE COECPIKAINX HCUSPITBIBAIOIIETO MEPEYHs] HEOOXOIMMBIX CBEICHUIA.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uacmv 6 cmamvu 34 Hacmosweco
DedepanbHoeco 3aKOHA 8HeCeHbl UsMeHeHus:, ecmynarowue 6 cury ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

6. B TeueHue nATHaguaTH pabouyux JHEH €O AHS TOJYUYEHUS PEIIEHUs YHNOJIHOMOYEHHOIO
(benepaabHOro OpraHa MCIOJIHUTENBHOW BIACTH O HANpaBJIEHUH B HKCIEPTHOE YUpPEXJIEHHUE 33/JaHUs Ha
MPOBE/ICHUE DKCIEPTU3bl KauecTBa YKa3aHHOW B dacTu | HacTosmied cTaThu (papMareBTHYECKOM
CyOCTaHIIMM 3asBUTEIb MPEJCTABISAET B SKCIEPTHOE YUPEKICHHUE JUIsl MPOBEIEHUsS JAaHHOW 3KCIIEPTU3bI
00pasipl papMarieBTUYECKON CyOCTaHIIMM B KOJUYECTBE, HEOOXOAMMOM I BOCTIPOU3BEICHUS METOJ/IOB
KOHTPOJISI KadecTBa. OKCIEPTHOE YUpPEXJICHHE MpHU MOJydyeHHMH OoOpas3loB yKa3aHHOM B dacTu 1
HacTOALIEH cTaThbM (hapMalleBTUUECKON CyOCTaHIIMM BbIIAET 3asBUTENIO JOKYMEHT, MOJATBEPKIAIOIIHMA
HOJy4eHHE 3TUX 00pa3loB, U B CPOK, HE MPEBBILIAIOIINI TpeX pabounx AHEH, yBEAOMIIET B 3JIEKTPOHHOMN
WIM IUCbMEHHOU (opMe 00 3TOM YHNOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJIHUTENbHON BIACTU. OTH
CPOKH HE BKJIIOUAIOTCS B CPOK IIPOBEJEHUS TaHHOM dKCIIEPTU3BL.

7. JloKyMeHTBI, IOCTYNMBILNE B IKCIEPTHOE YUPEXKIECHUE IS IPOBEACHMSI SKCIIEPTU3bl KauecTBa
yKa3zaHHOM B uacTu | Hacrosmed craThbM (apMaleBTUYECKOH CyOCTaHIMM, MOJUIeKaT BO3BpaTy B
YIOJHOMOYEHHBIN (henepaabHblii OpraH HCIOJHUTENbHON BIACTH OJHOBPEMEHHO C 3aKJIIOUEHHUSMHU I10
pe3yJibTaTaM MPOBEACHHON 3KCIIEPTU3HI.

8. B cpok, He mpeBbIIAIOIIMKA MSATH pabouux AHEW CO JIHS MOJyYEHHUS 3aKIIIOUEHHUs KOMHUCCUU
9KCIIEPTOB M0 pe3yibTaTaM »JKCIEPTU3bl KauecTBa YKa3aHHOW B YacTM | HacTOALIEH cCTaTbu
dapmareBTUUeCKOr CyOCTaHITNH, YIIOTHOMOYEHHBIN (PeiepaabHbIi OpraH UCTIOTHUTEIHFHONM BIIACTH:

1) ocylIecTBISET OLIEHKY TaKOrO 3aKJIIOYEHHUs JJISl ONpPENETCHMsI €r0 COOTBETCTBMSI 3aJJaHUIO Ha
MPOBEJICHUE TAHHON DKCIIEPTU3BI;

2) T[pUHHUMAET peHleHWe O BKJIOYEHUWHM YKa3aHHOM B dYacTu | HacTosmedl CcTaTbu
dapmalieBTHYECKO CyOCTaHIIMM B TOCYAapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEJICTB MJIU pellieHne 00
OTKa3€ B TAKOM BKJIFOYEHUU;

Wudopmanust 00 U3MEHEHUSX:
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Ilynkm 3 uzmenen c 28 dexabps 2019 e. - @edepanvuwiii 3axkon om 27 dexabps 2019 2. N 462-D3

CMm. npedvloyuyro pedaKyuio
3) BHOCHUT MHpHU NPUHSITHH PEIICHUS O BKIIOUYEHUM YKa3aHHOW B yacTu | HaAcCTOsIIEeH CTaTbu
dapmalieBTUYECKOM CyOCTaHIIMK B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB MPEAYCMOTPEHHYIO
gacTeio 2 crateu 33 Hactosmero denepanbHOr0 3akoHa HH()OPMANHMIO W YBEAOMISIET 00 3TOM B
JIEKTPOHHON WM MUCbMEHHOU (hopMe 3asiBUTEIIS.

Wndopmarius 06 n3MEHEHHSX:
Yacmo 9 usmenena c 15 uronsn 2018 2. - @edepanvhuiii 3akon om 4 utons 2018 2. N 140-D3

CMm. npedvloyuyro pedaKyuio
9. OcHoBaHueM i1 OTKa3a BO BKJIIOYECHMM YKa3aHHOM B  yacTu |  HacToAIIEH
CTaTh¥ (PpapMareBTUICCKONW CyOCTaHIIMM B TOCYJApCTBEHHBIM PEeCcTp JIGKAPCTBEHHBIX CPEACTB SIBISICTCS
3aKJIIOYEHUE COOTBETCTBYIOIIETO YIIOJTHOMOYEHHOTO (helepabHOro opraHa HCIOJHUTEILHOW BIACTH O
TOM, YTO Ka4eCTBO (hapMaIieBTHUIECKON CYOCTaHIIMH HE TIOJITBEPKICHO MOTyYCHHBIMH JaHHBIMHU.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Oekabps 2014 2. N 429-D3 cmamwvs 34 nacmosuweco Dedepaivioco
3akoHa oonoanera wacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
10. He nmomyckaercsi BKJIIOYEHHE B TOCYJIApPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB OHOM
dapmaiieBTUYECKON CyOCTaHIIMM, MPOU3BEICHHONW JJIsi peanu3alli U BBITYCKAeMOW OJHUM U TEM JKe
IIPOU3BOJUTEINIEM, B BUJIE BYX U 00JIe€ PEECTPOBBIX 3alMCEH.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 Odekabpsa 2014 2. N 429-D3 cmamovsa 34 nacmoswezo Dedepanvroo
3aKkoHa oononnena wacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 e.
11. BHecenue m3MeHEHU B JOKYMEHTHI Ha (apMarieBTHYECKYI0 CYOCTAHIIHIO, MPOU3BEICHHYIO
JUISL pealii3alii U BKIIFOUEHHYIO B TOCYAapCTBEHHBIN peEeCTp JIEKAPCTBEHHBIX CPEICTB, OCYLIECTBIISETCS B
nopsiike, ycraHoBieHHOM ctaTbsmu 30 wm 31 mnHactosimero DenepanbHOr0 3aKOHa, C YILIATOM
rOCYJIapCTBEHHOW ITOUUIMHBI, IIPEIYCMOTPEHHON 3aKOHO1aTebeTBOM Poccuiickon denepanuu 0 Hajorax
u cOopax.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 Odekabdpsa 2014 2. N 429-D3 cmamovsa 34 nacmoswezo Dedepanvroo
3aKoHa oononxena wacmoio 12, ecmynarowei 6 cuny ¢ 1 urons 2015 e.
12. Jlommyckaercs oOpaieHre (hapMaleBTUUeCKiX CyOCTaHIINM, MPOU3BEICHHBIX IJIS peau3allui,
B TE€YCHHE CTa BOCHBMHUECITH JHEW N0 M TOCJE MPUHATHS YIOTHOMOYEHHBIM (efepaibHbIM OpraHOM
WCTIOJTHUTEIIEHOM BIIACTH PEMICHUS O BHECCHWH HM3MCHCHHMH B JIOKYMEHTHI Ha (apMaIeBTHYCCKYIO
CyOCTaHIIMIO, TPOM3BENCHHYIO M pealu3allid U BKIIOUYEHHYID B TOCYJapCTBEHHBIH peecTp
JICKapPCTBEHHBIX CPEJICTB.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovs 34 nacmoswezco Dedepaivroo
3aKoHa oonoanena yacmoio 13, ecmynaroweti 6 cuny ¢ I urona 2015 2.

13. Pemenne 00 WCKIIOYEHWH W3 TOCYJApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJICTB
dapmarieBTUYECKON CyOCTaHIMM, NPOM3BEACHHOW /IS pealn3allui, MPUHUMAETCS YIOJTHOMOUYEHHBIM
(denepanbHBIM OPraHOM HCIIOJIHUTEIHHON BJIACTH B CiIyYae:

1) npencraBieHHs ~ COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (eiepaJbHBIM  OpPraHoM
UCTIOJTHUTENIHOW BIIACTH 3aKJIIOUEHHS] O PHCKE WM 00 Yrpo3e >KM3HHM WM 3JI0pPOBBIO YelOBEKa JMOO
KMBOTHOTO IIPU UCIIOJIb30BAaHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) momayn pa3pabOTYNKOM JICKAPCTBEHHOTO CPEICTBA WM TPOMU3BOJHUTEIEM JIEKAPCTBEHHOTO
cpeAcTBa JUOO YNOJIHOMOYEHHBIM MMHU JPYTUM IOPUAWYECKUM JIUIIOM 3asBICHHS 00 HCKIIOUYEHUH W3
TOCYJTAQpCTBEHHOTO PEeCcTpa JICKApCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIIMU, MPOM3BEICHHOU
JUISL peanu3aluu;
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3) orcyTcTBUS apMaleBTUUECKON CyOCTaHLIMM, POU3BEICHHON AJIs peanu3anny, B 0OpaleH!! B
Poccuiickoit @enepanuu B Te4eHUE TPEX U OoJee JeT.
T'APAHT:

CM. koMMeHTapuu K cTarbe 34 HacTosuero denepabHOr0 3aKOHA

Crarba 35. YTpatuna cuny ¢ 1 urons 2015 r.

Wndopmarius 06 n3MEHEHHSX:

Cm. mexem cmamou 35

Cmamuws 36 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiti 3akon om 27 dexabpsa 2019 o. N 475-D3

Cm. npeodvloyuyio peoakyuro
Cratbs 36. OOxanoBaHue pelieHus OO0 OTKa3e B BblIaue pa3pelieHus Ha TMPOBEACHUE
KJIMHUYECKOI'0 MCCIIEJIOBAaHMS JIEKAPCTBEHHOI'O Ipenapara, pelieHus o0 oTkasze B
rOCYJapCTBEHHON pErucTpalyy JEKAPCTBEHHOIO IIpernapara, 3aKIIYeHHs] KOMHCCUHU
HKCIEPTOB IKCIEPTHOIO YUPEKACHUSI UITU 3aKITIOYEHMSI COBETA 110 ITUKE
Perenrie cOOTBETCTBYIOMIETO YIOJTHOMOYEHHOTO (heepaabHOr0 OpraHa HCIOTHUTEIbHONW BIACTH
00 oOTKaze B BbIAU€ PA3PELICHUS Ha IPOBEAECHUE KIMHUYECKOIO HCCIIEIOBAaHUS JIEKAPCTBEHHOTO
mpenapara, pelleHHe YKa3aHHOTO (¢elepalbHOr0 OpraHa HWCIOJHUTENBHONM BiacTh 00 OTKase B
rOCy/JapCTBEHHOW PETUCTpally JIEKapCTBEHHOIO Ipernapara, 3akiIoYeHUE KOMUCCHUU JKCIEPTOB
9KCIIEPTHOTO YUPEXKIECHUS WIM 3aKIIOYEHHE COBETa IO ATUKE MOXKET OBITh 00KajJOBaHO B MOPSIKE,
YCTAaHOBJIEHHOM 3aKoHOAaTenbcTBOM Poccuiickoii ®enepauuu. 3akiIrO4eHHE KOMHUCCUU JKCIEPTOB
SKCHEPTHOIO YUYPEKIEHUS O B3aWMO3AMEHSEMOCTH JIEKAPCTBEHHBIX IPENapaTtoB Il MEIULIMHCKOTO
NpUMEHEHHUs JMO0 O TOM, YTO JIEKAPCTBEHHBIN MpernapaT JJisi MEAUIIMHCKOTO MPUMEHEHHS HE SIBIISETCA
B3aMMO3aMEHSAEMbIM, MOXET OBITh O00KaJOBaHO JepKaTelieM WU BIAACNbLEM PErUCTPALMOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO TMperapara B YIOJHOMOYCHHBIM (he/lepaibHbId OpraH MCIIOJHUTEIbHON
BJIACTHU, KOTOPBIA MPUBIEKAET K PACCMOTPEHHUIO YKa3aHHOW KalloObI MOJBEAOMCTBEHHBIE €My Hay4dHBIE
OpraHu3aluu U 00pa3zoBaTesbHbIE OPraHMU3alMK BBICHIET0 00pa30BaHUs, OCYIIECTBISIONUINE AESITEIbHOCTD
B cdepe oOpalieHUs JE€KapCTBEHHBIX CPEICTB. 3aKIOYEHHE KOMMCCHUHM DSKCIEPTOB HKCHEPTHOIO
yupexJieHus, 0pOPMIIEHHOE [0 UTOraM IepecMOoTpa 00KalTOBaHHOTO 3aKJIIOUEHUS SKCIIEpTa, MOXKET ObITh
OCTIOPEHO JIepKATEJIEM WIH BIAJIETbLEM PErHMCTPALMOHHOTO yIOCTOBEPEHUS JEKAPCTBEHHOIO Mpenapara
700 YMOJTHOMOYEHHBIM HMH JIMIIOM B TOPSIKE, YCTAaHOBJIEHHOM 3aKOHOJATENhCTBOM Poccuiickoit
Oenepanun. [Ipu 00xkanoBaHUU pEIICHUS YMOJIHOMOUYEHHOTO (heepaabHOr0 OpraHa MCHOTHUTEIbHOU
BJIACTH, 3aKJIOYEHUS SKCIIEPTa WK KOMHCCHUU 3KCIEPTOB HKCIIEPTHOIO YUPEKACHHUS, 3aKIIOUCHHS COBETA
M0 ITHKE JepKaTellb WU BIaAelNel] PeTUCTPAllMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapara Jinoo
YIOJHOMOYEHHOE MMU JIMIIO BIPABE MPEACTaBUTH PE3yJbTAaThl AKCIEPTU3bI JIEKAPCTBEHHOI'O IMpenapara,
MPOTOKONBI  TOJYYEHHBIX  aKKPEAUTOBAHHBIMH  HCHBITATENHBIMH  JIabopaTopusiMu  (LIEHTpaMHu)
pe3yJIbTaTOB UCCIEIOBAHUM, UCTTBITAHUMN.
TAPAHT:

CMm. koMMeHTapuH K cTaTthe 36 HacTosero denepanbHOro 3aK0Ha

Crarbsn 37. Wudopmauus, cBA3aHHAs C OCYIIECTBICHHWEM TOCYJapCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX MpenaparoB, WHGOpMalLUs O 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
Ipenaparax 1 JIEKapCTBEHHBIX IIpenapaTax, MICKIFOUYEHHBIX U3 FOCYAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wndopmarnys 06 M3MEHEHUAX:

Yacms 1 usmenena c 13 aseycma 2019 e. - @edepanvuviii 3axon om 2 ageycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
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1. CooTBEeTCTBYIONIMH YIOJHOMOYECHHBIH (QeaepaabHblii OpraH HCIOJIHUTEIBHOW BJIACTH
pasMemniaer Ha cBoeM oduIUANTbHOM caiite B cetu "MHTepHer" wuH(OpMammio, CBSI3aHHYI C
OCYIIECTBIIEHUEM TOCYJapCTBEHHOM perucTpaluy JEKapCTBEHHBIX IIpernaparoB, B TOM UHCIE
MPOBEJICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (BKIIFOYAS PE3YJIBTATHI €€ IPOBEACHUS ), MH()OPMAIIHIO
0 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMpenaparax M JIEKApCTBEHHBIX IpernapaTax, UCKIIOYEHHBIX W3
roCy/IapCTBEHHOT'O peecTpa JIGKAPCTBEHHBIX CPECTB, HE MO3JHEE YeM 4Yepe3 MATh padouux IHEH co JaHS
MOJIy4YEHHUsl YMOJTHOMOYEHHBIM (he/iepaJbHbIM OpPraHOM HCIHOJHUTENILHOM BIACTH COOTBETCTBYIOLICH
uHpOpMaLIUH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uacmv 2 cmamvu 37 Hacmoswe2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu
2. CpokH W TOpPSIOK pa3MEIIeHUs] YKa3aHHOW B dacTu | HacTosmed cratbu HH(pOpMaIuu
YCTaHABIMBAIOTCA YIOJIHOMOUYEHHBIM (efepalbHbIM OPraHOM HCHOMHUTENbHOUN BiacTu. MHbopmarus,
yKa3aHHas B 9acTu | HACTOSIIEH CTaThH, SBISETCS OTKPHITOM M OOIICIOCTYITHOW M TPEIOCTABISETCS
3aMHTEPECOBAHHBIM JIMLIAM B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit Denepannu.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 37 HaCTOAIICTO q)ez[epaanoro 3aKOHa

I'naBa 7. KinHn4veckue uccjieaoBaHus JICKAPCTBCHHLIX MpenapaToB 1Jsd MEAUIUHCKOI'O
NMPpUMECHECHUSA, 10I0BOP 00 ux MMpoOBE€ACHUH, NIPABA NANUCHTOB, YHACTBYIOIIUX B 3TUX MCCJICA0OBAHUAX

Crarba 38. KiuHHueckue HcCCIEIOBaHUS JIEKAPCTBEHHBIX IPENapaTroB JUIsl MEAULMHCKOIO
[IPUMEHEHUs

Wndopmarius 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 38 nacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

1. Knunnueckue uccienoBanusl JEKapCTBEHHBIX IIPEnapaTroB Uil MEIULIUHCKOTO MPUMEHEHUs, B
TOM YHCJIE€ MEXIYHAPOJAHBIE MHOTOLIEHTPOBBIE, MHOTOIIEHTPOBBIE, MIOCTPETUCTPAIIMOHHBIC, POBOAATCS B
OJIHOM WJIM HECKOJbKMX MEIMIIMHCKUX OPTraHM3alUsAX B COOTBETCTBUM C IpaBUJIaMU HaJIeKallen
KJIIMHUYECKOW TPAKTUKH, YTBEP)KICHHBIMU YIOJTHOMOYECHHBIM (he/lepaIbHbIM OPraHOM HCIOJHUTEIHHOMN
BJIACTH, COOTBETCTBEHHO B CIEAYIOIIUX LIEIAX:

1) ycranoBineHue O€30MACHOCTH JIEKAPCTBEHHBIX MPEMapaTtoB s 370POBBIX JTO0OPOBOJIBIEB U
(MM) TEepPeHOCUMOCTH HUX 3JI0OPOBBIMH JOOpPOBOJBIIAMH, 33 MCKIIOUEHHEM TaKUX HCCIIeIOBaHUN
JIEKapCTBEHHBIX MPENApPaToOB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;

2) noa0bop ONTHUMANBLHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpernapara u Kypca JIeUeHHUs 171 TallHeHTOB
C OmpeNeseHHBIM 3a00JIEBaHUEM, ONTHUMAIBHBIX J03 M CXEM BaKIMHAIMH HUMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMU TpernapaTaMu 3J0POBBIX TOOPOBOIIBIIEB;

3) ycTaHoBieHHe 06€30MacHOCTH JIEKAPCTBEHHOTO MpemnapaTa u ero 3 (OEKTUBHOCTH JJIs IMAIlHEHTOB
C ompeaencHHBIM 3a0oneBaHUEM, NPOPUIAKTHUIECKOH AP(PEKTUBHOCTH HMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX MPEMapaToB JJIs 3J0POBBIX JOOPOBOJIBIICB;

4) wu3yueHHe BO3MOXKHOCTH pPAaCIIMPEHUs] TOKAa3aHUM M1 MEAUIMHCKOIO NPUMEHEHUs U
BBISIBJICHUS paHee HEM3BECTHBIX MOOOYHBIX JACHCTBUN 3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MPETapaToB.

2. B OTHOWIEHMH BOCIPOM3BE/IEHHBIX JIEKAPCTBEHHBIX MPENapaToB s MEIULHUHCKOTO
MPUMEHEHUS  MPOBOIITCS  WCCIIEOBAaHMsST  OMODKBHUBAJIEHTHOCTH W (WJIH)  TEpameBTUYECKOM
OKBUBAJICHTHOCTH B  TIOpPSAJKE, YCTAHOBJICHHOM  YIOJHOMOYEHHBIM  (heepaqbHBIM  OpPraHoOM
WCTIOJTHUTEJIbHOM BJIACTH.
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3. OpraHuzanuio MNpPOBEICHUS KIMHUYECKUX HCCIEAOBaHUN JIEKApCTBEHHOrO Tperapara s
MEJUIIMHCKOTO MPUMEHEHUS BIIPABE OCYILECTBISATD:
1) pa3paboTuuk JeKapCTBEHHOTO Mpernapara Wik yIOJIHOMOYEHHOE UM JIUIIO;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 2 uions 2013 2. N 185-DP3 nynkm 2 uacmu 3 cmamvu 38 Hacmoswe2o
DedepanvbHo2o 3aKOHA U3N0JHCEH 8 HOBOU pedaKkyuu, scmynarowel ¢ cuny ¢ 1 cenmaops 2013 e.

Cm. mexkcm nynkma 6 npeovloyujeii peoaxkyuu
2) oOpa3oBaTellbHbIC OpPraHM3AlMU BBICHIETO OOpA30BaHMs, OPraHMU3ALUU JIOTOJHHUTEIBHOTO
po(hecCHOHATLHOTO 00pa30BaHUs;
3) Hay4HO-UCCIIEIOBATEIILCKUE OpPTraHU3aIIHH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 uronn 20152 N 241-D3 6 uwacmv 4 cmamou 38 Hacmoswe2o
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

4. KnuHUYecKHe HCCIIeOBaHUS JICKApPCTBEHHOTO Ipernapara Ui MEIUIIMHCKOTO MPUMEHEHHS
MPOBOJSTCS Ha OCHOBAaHMM pa3pellieHus Ha MPOBEICHUE KIMHUYECKOTO HCCIEeIOBAHUS JIEKAPCTBEHHOTO
npenapara, BBIJAHHOTO  YIOJHOMOYEHHBIM  ()eAepaibHIM OpPraHOM  HCIIOJHUTEIBHONH — BIACTH.
YnonnomMoueHHBIN (henepanbHbld OpraH HCIIOTHUTEILHONW BIACTH BEAET PEECTP BBIIAHHBIX pa3pelieHui
Ha MPOBEJCHUE KIMHUYECKUX MCCIIEOBAHHN JICKAPCTBEHHOTO Tpernapara, CoASpX alluil yKa3aHue Ha UX
1eJb UK 1IeTIU, B YCTAaHOBJICHHOM 3THUM OPTraHOM IOPSIJIKE.

5. Vrpartuna cuiy ¢ 1 urons 2015 r.

Wupopmarus 06 H3MEHEHHSIX:

Cm. mexem wacmu 5 cmamou 38

6. K opranmsanum npoBeleHUs KIMHUYECKUX MCCIEAOBAHUN JIEKaPCTBEHHOIO Ipernapara Ajs
MEAMIMHCKOTO TPUMEHEHHUs pa3padOTUMKOM JIEKapCTBEHHOIO Ipernapara MOTYT IPUBJIEKaThCS
IOpUIMYECKUE JIMLA Jr000i oOpraHu3aliMOHHO-IPAaBOBOM (hOPMBI NP YCIOBUU 00ECIIE€YEHUs] COOTBETCTBUS
3TUX UCCleI0BaHui TpeboBaHusAM HacTosuiero denepaabHOro 3aKoHa.

7. KinmHu4eckue HMCCIeOBaHUs JIEKAPCTBEHHBIX INPENaparoB Il MEIULUHCKOTO NPUMEHEHUs
OPOBOAATCS B MEIMLMHCKUX OpraHu3alusax, aKKpEJUTOBAHHBIX YIOJHOMOYEHHBIM (enepalbHbIM
OpraHoM HCIIOJHUTEIIBHOM BJIACTM B IOpsAAKe, ycraHoBiIeHHOM IIpaBurensctBom Poccuiickoii
®denepanuu.

TAPAHT:
C 1 suBaps 2021 r. akkpenuTanus MEIULUHCKUX OpPraHU3allMii HAa MPaBO MPOBEACHUS KIMHUYECKUX
UCCIIEIOBAHNM JIEKAPCTBEHHBIX NIPENAPATOB JUIsl MEAULIMHCKOTIO IIPUMEHEHUSI OTMEHEHA

8. [IlepeueHb MEAMIMHCKUX OpraHM3alMii, HUMEIOUIMX MPaBO MPOBOJUTh KIMHUYECKUE
UCCIICNOBAHNS JIEKAPCTBEHHBIX IIPENapaToB Ui MEIULMHCKOIO NPHUMEHEHHUS, U PEECTP BBIAAHHBIX
paspelmeHnii  Ha  MPOBEACHUE  KIMHUYECKUX  HCCIEJOBAaHUM  JIEKQPCTBEHHBIX  MPENapaToB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAIOTCS YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCIIOJHUTENILHON BIACTH
B YCTaHOBJICHHOM MM IOPsIJIKE Ha CBOeM o¢uInanbHOM caifte B cetu "UHTepHer".

TAPAHT:

Cwm. kommeHTapuH K ctathe 38 HacTosero denepanbHOro 3aK0Ha

Wndopmarnys 06 M3MEHEHUAX:
Deoepanvrvim 3akonom om 22 Oekabpsa 2014 2. N 429-D3 cmamovsa 39 nacmoswezco Dedepanvroo
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl ¢ cuny ¢ 1 uons 2015 2.

Cm. mexem cmamou 6 npedvioyuiell peoakyuu
Crarbsa 39. Pemenne o npoBeAeHUM KIMHUYECKOTO MCCIEN0BAaHUS JIEKAPCTBEHHOIO Iperapara
JUI MEIUIIUHCKOTO IPUMEHEHUS
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1. KinHudeckoe uccienoBaHHE JIEKapCTBEHHOI'O Ipernapara Ais MEAMLUHCKOrO IpUMEHEHUs
IIPOBOAMTCS HAa OCHOBAHWU PA3PELICHMs] HA MPOBENECHUE KIMHMUYECKOTO MCCIEI0BAHUS JIEKAPCTBEHHOTO
npenapara, BBIJAHHOTO YIOJIHOMOYEHHBIM (efepalbHbIM OpraHoM MCIIOJHUTEIbHOM BIAcTU 110
pe3ysnbTataM 3KCHEPTU3bl JOKYMEHTOB, HEOOXOJUMBIX JJIs MOJIYYEHHMs pa3pellieHus Ha IMpPOBEICHUE
KJIMHUYECKOI'0 MCCIIeI0BaHUs JIEKAPCTBEHHOTO ITperapara U STHYECKON IKCIEPTHU3BI.

2. Jlns mosydeHusi paspellieHus Ha INPOBENECHUE KIMHUYECKOTO HMCCIIEOBAHUS JIEKAPCTBEHHOTO
npenapara i MEIULMHCKOIO IPUMEHEHUs 3asBUTENb NPEACTABISIET B YIOJIHOMOYEHHBIN (enepanbHbIil
OpraH UCIIOJIHUTEIbHOMN BIIACTH!

1) 3asBiaeHHMe O BbIAY€ pa3pelleHUs] Ha IPOBEACHHE KIMHUYECKOTO MCCIEeIOBAHUSA
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULUHCKOTO IPUMEHEHUS;

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

CMm. npedvloywyro pedaKyuio

2) KOMHUU JTIOKYMEHTOB, MOJTBEPKIAIOUINX YIUIATy TOCYJAapCTBEHHON MOLUIMHBI 3a MPOBEACHUE
TUYECKON HSKCHEPTU3bl, SKCIEPTH3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipernapar [yisl IOJIy4eHHUS
paspelieHuss Ha MPOBEJICHHE KIWHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOTO Tpernapara s
MEAMIMHCKOTO IMPUMEHEHHUs, 3a BblIayy pa3pellieHus Ha IPOBEIECHUE KIMHUYECKOIO HCCIEIOBAHUS
JICKapCTBEHHOT'O TMperapaTa A MEAUIIMHCKOTO MIPUMEHEHHUS], 32 MPOBEACHNUE IKCIIEPTU3BI IOKYMEHTOB Ha
JEKapCTBEHHBI IpemapaT Uil IOJY4YeHHUs  pPa3pelieHHs] Ha [POBEACHHUE  MEXKIYHAPOJIHOTO
MHOTOIIEHTPOBOTO KJIIMHUYECKOTO HCCJIEIOBAaHUS JIGKAPCTBEHHOrO TMpemnapara s MEAUIIMHCKOTO
IPUMEHEHHUS, 32 BblJauy pa3pelieHUs Ha POBEIECHNE MEXTyHApPOAHOIO MHOTOIIEHTPOBOT'O KIIMHUYECKOTO
MCCJIEIOBAHMSI JICKAPCTBEHHOTO IpernapaTa Uil MEAUIIMHCKOTO MPUMEHEHUS, 32 MPOBEACHUE ITUYECKOM
AKCIEPTU3BI, SKCHEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM IpemapaT JUlsl MOJIY4YeHHs pa3pelleHus Ha
MPOBEJCHUE TOCTPErUCTPAIMOHHOTO KJIMHHYECKOTO HCCIEAOBaHUS JICKapCTBEHHOIO IIperapara Jyis
MEAMIIMHCKOTO TPUMEHEHMsI, 3a BblJAuy pa3pelieHUus] Ha MPOBEACHHUE IOCTPErHMCTPALMIOHHOTO
KJIIMHUYECKOI0 UCCIIEOBAHMsI JIEKAPCTBEHHOIO IIpenapara JUisi MEAULUHCKOTO IIPUMEHEHUS;

3) OpOTOKON KIMHUYECKOIO MCCIIEOBaHMS JIEKAPCTBEHHOIO Ipernapara A MEAUIIMHCKOIO
MIPUMEHEHUS;

4) OpoIopy UCCIeI0BaTEeNs;

5) nHGOPMAITMOHHBIH TUCTOK MAIllUEHTA;

6) cBeneHUs 00 OMBITE PabOTHI MCCIEAOBATENEH MO COOTBETCTBYIOIIMM CIEIUATBLHOCTSIM U X
OTIbITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX MCCIIEJOBAHUM;

7) cBeneHUS O MEOUIMHCKUX OpraHM3alMsX, B KOTOPBIX MPEANOJaraercs IpoBeIeHUE
KIIMHUYECKOI0 MCCIEN0BAaHUs JIEKAPCTBEHHOIO IpenapaTra A MEIULUHCKOTO NPUMEHEHHUs (IIOJHOE U
COKpAIlIEHHOE HAaWMEHOBAaHMs, OpTraHU3allMOHHO-NIpaBoBas (opMa, MECTO HaXOXKACHHUS U MECTO
OCYILIECTBIICHUS JeATEIbHOCTH, TenedoH, Tenedake, aapec 3JIEKTPOHHON MOUTHl KXI0W MeIUIIMHCKON
OpraHM3aIum);

8) cBemeHHMA O IPEINOJAaraéMbIX CpOKax IPOBENEHUS KIMHUYECKOIO  HCCIEI0BaHUS
JIEKapCTBEHHOI'0 Iperapara Jyisi METUIIUHCKOTO PUMEHEHMUS;

9) xomui0 JOroBopa 00s3aTEIBLHOIO CTPAXOBaHMS, 3aKIOYEHHOTO B COOTBETCTBHUHM C TUIIOBBLIMU
npaBuwiaMy  00sA3aTEIBHOTO CTpPaxOBaHHUS, C YyKa3aHWEM NpelelNbHOM YHMCICHHOCTH MAalUeHTOB,
y4acTBYIOIIMX B KJIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO Mpenapara sl MEIULUHCKOTO
MIPUMEHEHUS,

10) uapopmanuio o cocTaBe JIeKapCTBEHHOTO Ipernapara Jiisi MEAUIIMHCKOrO IPUMEHEHHUS;

11) moxyMeHT, cOCTaBIEHHbIH MPOU3BOAMUTEIEM JIEKAPCTBEHHOI'O Mpernapara A MEAUIIMHCKOrO
NPUMEHEHHUS W COJIepXKalllMi TOoKa3aTenu (XapakTepUCTUKH), a TaKKe CBEACHUS O JIEKapCTBEHHOM
npernapare Ui MEAMIMHCKOIO TPUMEHEHHUs, TPOMU3BEACHHOM JJIsi MPOBENEHUS KIMHUYECKUX
HCCJIeIOBaHUIM;

Wudopmanust 00 N3MEHEHUSX:
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Ilynxkm 12 usmenen ¢ 1 aneaps 2021 2. - @edepanvusiii 3axkon om 27 oexabps 2019 2. N 478-D3

CMm. npedvloyuyro pedaKyuio
12) cBeneHust 0 gaTe MPeAOCTABICHUS M PETHCTPALIMOHHOM HOMEpPE JIMIICH3UM Ha MPOU3BOACTBO
JICKapCTBEHHBIX CPEJICTB B Cllydae, €ClId IPOU3BOJCTBO JIEKAPCTBEHHOTO Mpernapara OCYLIECTBIIAECTCS B
Poccuiickoit ®enepaunu, WM CBEOCHHUS O JaTe€ MPEAOCTABICHHS M PETUCTPALMOHHOM HOMEpPE
3aKJIIOUYEHUSI O COOTBETCTBHM IPOM3BOJUTENS JIEKAPCTBEHHOTO IIpernapara TpeOOBaHUSIM IpaBUII
HaJUIeKaIled MPOU3BOJCTBEHHON MPAKTUKH, MPEIOCTABICHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbI
IIPOM3BOIUTENIS JIEKAPCTBEHHOTO Mpernapara.

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 39 oonoanena uwacmoio 2.1 ¢ 1 sneaps 2021 e. - Dedepanvruiii 3axon om 27 dexabps 2019 . N
478-D3

2.1. B cnmydae HenpeacTaBiI€HUs C 3asABJICHUEM O BbIaU€ pa3peuieHusi Ha IPOBEACHHUE
KJIMHAYECKOI'0 MCCIJIEIOBAHUs JICKAPCTBEHHOT'O Ipenapara JJisd MEAUIMHCKOIO NPUMEHEHHS JOKYMEHTOB
(cBeneHuit), MOATBEPXKIAIONIUX YIIATy TOCYIapCTBEHHON MONUIMHBI U YKa3aHHBIX B IYHKTE 2 4acTH 2
HACTOSIIIIEH CTAaThW, a TAaKKe BBIIABAEMBIX (MPEIOCTABISIEMbIX) YIOJHOMOYEHHBIMHU (heaeparbHbIMU
OpraHaMHy HCIIOJIHUTEIbHON BJIACTU JOKYMEHTOB (CBEIEHUH ), YKa3aHHBIX B ITYHKTE 12 yacTu 2 HACTOSIIEH
CTaThbW, YIOJHOMOYEHHBIH (penepanbHblii OpraH HWCHOJHHUTENBHOW BIACTH 3alpallMBaeT YyKa3aHHBIC
JIOKYMEHTHI (CBEICHHS) B MOPSJIKE MEXKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUSI.

3. B cpok, He peBBIIAIOLINI TATH pad0YMX JHEH cO AHS MPUHATUS YKA3aHHOTO B ITyHKTE | yacTu
2 HaACTOAIIEH CTaThbU 3asBJICHHUS U HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIN (henepanbHblii opran
VICITOJIHUTEJIBHOM BIIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTU CBEACHUMN, COACPKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTaX;

2) npyUHUMAET PElICHUE O MPOBEACHUH SKCIEPTU3bI JOKYMEHTOB JJISl TIOMYyUYEHHUS pa3pelieHus Ha
IIPOBE/ICHUE KIMHUYECKOTO NCCIIEN0BaHUs JIEKAPCTBEHHOIO MpernapaTa 1l MEIUIIMHCKOTO IPUMEHEHUS U
THUYECKON IKCIEPTH3bI WK 00 OTKa3e B MPOBEJCHUN YKa3aHHBIX KCIEPTH3;

3) yBemomuisieT B DJIEKTPOHHOW ¢dopme mwin Ha OyMa)KHOM HOCHTENE 3asBUTENSI O TMPUHSITOM
peleHny 1100 B Cilyyae MPUHITHS PELIeHns 00 0TKa3e TaKkKe C yKa3aHUeM MPUYMH TaKOoro 0TKas3a,

4) MOArOTAaBIMBAET W HANpABJISET B 3KCIEPTHOE YUPEXKJIEHHE M COBET IO JTUKE 3aJaHuE Ha
IIPOBEICHUE COOTBETCTBYIOIIUX DKCIIEPTHU3.

4. B ciy4ae BBISBICHMS HEMOJHOTHI M (WJIM) HEIOCTOBEPHOCTH MH(POpPMAIMH, COJAEpKalIeiics B
NPECTABICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOUYEHHBIH (eaepalbHbli OpraH HCIOJHUTEIbHON
BJIACTU HAIIPaBIISIET 3asBUTEINIO 3apOoCc 00 YTOYHEHUU yKa3aHHOH MHQpopMainuu. J[aHHBINA 3ampoc MOXKeET
OBITH TIepe/iaH YIOJIHOMOYEHHOMY MPEACTAaBUTEIIO 3asiBUTENS JIMYHO 0] PACIHUCKY, HAlpaBJeH M0 MoYTe
3aKa3HbIM MTMCHMOM WJIM MepeaH B 3JIEKTPOHHOM (opMe Mo TeIeKOMMYHUKAIMOHHBIM KaHajlaM cBsi3u. B
Clly4ae HalpaBJ€HMs AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM IHCBMOM OH CYMTAETCS IOJYYEHHBIM IIO
MCTEUEHUH HIECTH THEH C JaThl HANpaBJIEHUs 3aKa3HOIO MUChbMa. 3asBUTENb OOS3aH MPEACTaBUTh OTBET
Ha 3aIpoC YIOJTHOMOUYEHHOTO (heiepabHOrO OpraHa UCIOJHUTEIBHOM BIACTH B CPOK, HE MPEBBIIIAIONIINI
JIeBSTHOCTa pabouyux OHEW co AHs ero monmydeHus. Cpok, yKa3aHHBIM B 4YacTW 3 HACTOSIIIEH CTaThH,
IPUOCTAHABIMBACTCS CO JIHS HAIpPaBJICHUs 3asIBUTENIO 3allpoca YIOJIHOMOYEHHOTO (peepanbHOro opraHa
VCIIOJIHUTENIBHOM BJIACTU 1O JHSA IOJIYYEHUsS MM COOTBETCTBYIOLIEIO OTBETa W HE YUMUTBIBAECTCS IPH
UCUUCIIEHUN CpOKa TPUHATHUSA YIOJHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM HCIOJIHUTENBHOM BIAacTH
pemeHuss O TMPOBEACHUM HSKCIEPTU3bl JOKYMEHTOB JUIsl IIOJIYYEHHUs pa3pelieHus Ha IPOBEICHUE
KJIIMHAYECKOI'0 HCCIIE0BaHUs JIEKAPCTBEHHOIO IIpenapara st MEAUIUHCKOrO IIPUMEHEHHS.

5. OcHOBaHHEM JUIs1 OTKa3a B MPOBEAECHUM IKCIIEPTU3BI JOKYMEHTOB JUISl TIOJYUYEHUS pa3pelIeHUs
Ha [POBEACHUE KIMHUYECKOIO WCCIENOBaHUs JIEKAPCTBEHHOIO IIpernapara Uil MEIUIUHCKOIO
IIPUMEHEHNS U 3TUYECKON SKCIEPTU3BI SIBISETCS MPEACTABICHUE TOKYMEHTOB, IIPEAYCMOTPEHHBIX YaCTHIO
2 HacTOALIECH CTaThbH, B HETMOJIHOM 00beMe, HEelpe/ICTaBlIeHHE 3asBUTENIEM B yCTaHOBJIEHHBIN CPOK OTBETa
Ha YKa3aHHBIH B dacTu 4 HACTOSAMIEH CTaThbW 3ampoc YIOJHOMOYEHHOTO (eaepalbHOTO oOpraHa
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WCITOJTHUTEJIbHON BJIACTH JIMOO OTCYTCTBHE B NMPEACTABICHHBIX JTOKYMEHTaX HMCUEPIBIBAIOIIETO TEPEUHS
HeoOxoauMoii mHpopManuu WM WHDOpPMAIMU, KOTOpas AOJKHA OBITh OTpakKeHa B HUX, a TaKKe
OTCYTCTBHE MH(MOpMAIUH, MOATBEPKAatomel (GakT yIIaThl TOCYIapCTBEHHON IMOIUIMHBI 32 MPOBEICHHE
ATUYECKON JKCIEPTU3bI, JKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM MpernapaT Mg MOJy4YeHUs
paspelieHuss Ha MPOBEACHUE KJIMHUYECKOTO HCCIENOBaHUA JICKAPCTBEHHOTO Ipemapara s
MEIUIIMHCKOTO MPUMEHEHHs, 3a BbIJauy pa3pelieHHs Ha MPOBEJICHHUE KIMHUYECKOTO HCCIIeOBAHUS
JIEKapCTBEHHOTO Tperapara i MEAUIMHCKOTO IPUMEHEHUS, 3a TPOBEJCHUE IKCIIEPTU3bI JOKYMEHTOB Ha
JIEKApCTBEHHBIA  Tpemapar Juisl TMOJYyYeHUs] pa3pellieHus Ha MPOBEICHHE  MEXIyHapOIHOTO
MHOTOIIEHTPOBOI'O  KJIMHUYECKOI'O0 MCCJIEAOBAHUS JIEKQPCTBEHHOrO IIpernapara g MEIULIMHCKOrO
MIPUMEHEHUS, 32 BbIIauy pa3pelieHus] Ha TPOBEACHUE MEXIYHAPOIHOIO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
WCCIICIOBAHMS JICKAPCTBEHHOIO Ipernapara JJisi MEAUIUHCKOIO0 MPUMEHEHHUS, 32 MPOBEICHUE dTUYECKOMN
AKCIIEPTHU3bI, HKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM Mpernapar Ajs MOJy4YEHUs pa3pelieHHs Ha
MPOBEJICHUE TOCTPETUCTPAIMOHHOIO KIMHUYECKOTO HMCCIENOBaHUs JIEKAPCTBEHHOIO Mpenapara Ijist
MEIUIIMHCKOTO TPUMEHEHUs, 3a BbIAauy pa3pelieHuss Ha MPOBEJACHUE IOCTPETUCTPAIMOHHOTO
KJIMHUYECKOT0 UCCIIEA0BAHUS JICKAPCTBEHHOTO Mpernapara Jijii MEAUIIMHCKOTO MPUMEHEHUS.

6. IlpoBenmeHue SKCHEPTU3bl JOKYMEHTOB [UIsl TIOJYYEHHUS pa3pelieHuss Ha IPOBEICHHE
KJIMHUYECKOTO MCCJIEA0BAaHMS JICKAPCTBEHHOIO Mpenapara JJisi MEIUIIMHCKOTrO TPUMEHEHUS U dTUYECKOM
AKCIIEPTU3BI, COCTABICHHE KOMHCCHEH SKCIEPTOB U COBETOM IO ATHUKE 3aKIIOYEHUN O BO3MOXKHOCTH HIIH
HEBO3MOKHOCTU IPOBEJCHUS TAKOTO KJIMHUYECKOI'O MCCICIOBAHUS M HAMPABJICHUE ITUX 3aKJIIOYCHUN B
YIIOJTHOMOYCHHBI  (eiepaibHblii OpraH HCIOJHUTEIBHON BIACTH OCYIIECTBISIIOTCS B CPOK, HE
IPEBBIIIAIOIINNA TPUALATH padOYuX JHEH CO JHS TMOJIYYeHHs SKCIEPTHBIM YUYPEKIACHHUEM 3aJaHUs
YIOJTHOMOYECHHOTO (hellepaqbHOr0 OpraHa HWCIOJHUTEIBHOW BIIACTH C MPHIOKEHUEM JOKYMEHTOB,
yKa3aHHbIX B nyHktax 3, 4, 10 m 11 uactm 2 Hacrosimiedl cTaTbd, WU COBETOM II0 3THUKE 3aJaHUs
YIOJHOMOYECHHOTO (he/iepaqbHOr0 OpraHa HCIOJIHUTEIBHOW BIIACTH C MPHIOKEHUEM JOKYMEHTOB,
YKa3aHHBIX B IyHKTax 3 - 6, 8 ' 9 yactu 2 HaCTOALLEH CTaThU.

7. B cpok, He TIPEBBIMIAIONIMN MATH pabOYUX THEH CO AHS MOTYyUYCHHUS 3aKIIOYEHUHN, YKa3aHHBIX B
4acTu 6 HACTOAIIEH CTaThU, YIIOJTHOMOUYEHHBIN (peiepanbHblii OpraH UCTIOHUTEIHHON BIACTH:

1) ocymiecTBisieT OIEHKY TMOCTYNHUBIIUX 3aKIIOYCHUN ISl OMpPENeNIeHUsT HX COOTBETCTBUS
3a/IaHUSIM Ha TIPOBEJIEHUE COOTBETCTBYIOUIUX SKCIEPTH3;

2) MpUHUMAET PEIICHHE O BbIJa4e pa3pelieHuss Ha MPOBEACHHE KIWHUYECKOTO HCCIICIOBAHMS
JIEKapCTBEHHOTO Tpemnapara JUisi MEAMIIMHCKOTO TpPUMEHEHUs Ui 00 OTKa3e B BBbIJA4Y€ YKa3aHHOTO
paspeunieHus;

3) BBIIACT pa3pelieHue Ha MPOBEJCHIE KIMHUYECKOTO UCCIIEOBaHUS JIEKapCTBEHHOTO Mpemnapara
JUTSL MEAUITUHCKOTO MIPUMEHEHUSI WK pelieHue 00 0TKa3e B BblJaue YKa3aHHOTO pa3pelieHus ¢ yKa3aHueM
MPUYMH OTKa3a.

8. OcHOBaHMEM JIJIs OTKa3a B BBIJA4e Pa3pelICHHs Ha MPOBEACHUE KIMHUYECKOTO UCCIEIOBaHUS
JIEKApCTBEHHOI'O Mpernapara sl MEIUIUHCKOTO TPUMEHEHUS SIBJISIETCS HAJUYHME 3aKIH0YEHUS KOMUCCUU
OKCTIEPTOB WJIM 3aKJIIOYEHHUS COBETa 10 JOTHKE O HEBO3MOXXHOCTH TMPOBEACHUS KIMHHUYECKOTO
UCCJEIOBAHMS  JIGKQPCTBEHHOrO Mpenapara s MEIUIMHCKOrO TPUMEHEHHsS 10 pPe3yJibTaram
MIPOBEICHHBIX IKCIIEPTU3, TPETYCMOTPEHHBIX YACTHIO 6 HACTOAIIEH CTAThH.

9. Pemenne 06 oTka3e B MPOBEICHUH AKCIEPTHU3BI TOKYMEHTOB /ISl MONYYCHHS Pa3pelieHus Ha
MPOBEICHHUE KIMHUYECKOTO UCCIEA0BaHMS JIEKAapCTBEHHOTO MperapaTa JJjisi MEIUIIHHCKOTO MPUMEHEHUS U
STUYECKOM HKCIEPTU3bl M B BbAau€ pa3pelieHuss Ha MPOBEJCHHE KIMHUYECKOTO MCCIEI0BAHUS
JIEKapCTBEHHOTO TIpenapara Jyisl MEIUIIMHCKOTO TPUMEHEHHS MOXKET ObITh 00KajJoBaHO B TOPSJIKE,
YCTaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickont denepanuu.

TAPAHT:

Cwm. koMMeHTapuu K ctathe 39 HacTosimero denepabHOrO 3aKOHA

Wudopmanust 00 N3MEHEHUSX:
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Deoepanvrvim 3axonom om 22 dexkabps 2014 2. N 429-D3 nacmoswuii DedepavHulil 3aKOH OONOIHEH
cmamueti 39.1, ecmynaroweui 6 cuny ¢ 1 uiona 2015 e.

Crarbsa 39.1. DTHueckas d3KCrepTusa

1. DTuueckas 3KcnepTU3a MPOBOJUTCS COBETOM I10 ATHKE, CO3/IaHHBIM B IOPSAJKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (eiepalIbHBIM OPraHOM HMCHOJIHHUTENBbHOM BIIACTH, B LIESX BBLAAYM 3aKIIIOYEHHUS 00
TUYECKOH OOOCHOBAaHHOCTH BO3MOKHOCTH MPOBEJICHHS KIMHUYECKOTO HCCIEIOBaHMS JICKAPCTBEHHOTO
npenapara Jjisi MEAULUHCKOrO IPUMEHEHHS.

2. DkcmepraMu cOBeTa IO ATHKE MOTYT OBITh MPEICTABUTEIM MEIUIMWHCKUX OpraHHW3aIuii,
HAYYHBIX OpraHu3aluii, 00pa30BaTEIbHBIX OPraHU3AIM BHICIIErO0 00pa30BaHus, a TAKXKe MPeICTaBUTENN
OOIIECTBCHHBIX OpraHU3allui, PEIUTHO3HBIX OpPTaHU3AlUNA U CPEACTB MaccoBoi mHpopmanmu. J[aHHBIE
9KCIEPTHl HE JIOJDKHBI HAXOIUTHCS B KaKOH-IMOO 3aBHCHUMOCTH OT pPa3padOTYMKOB JIEKAPCTBEHHBIX
IIPEnapaToB U APYrUx JIML, 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX 3THUYECKOU IKCIIEPTU3BL.

3. Omuara yciyr 53KCIEPTOB COBETa IO 3THKE OCYLIECTBJISETCS Ha OCHOBAaHWU JOTOBOpA,
3aKJIFOYCHHOTO MEX[y YIOJHOMOYEHHBIM (penepanibHbIM OPraHOM HCIIOJHUTEIBHOW BIIACTH, KOTOPHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa IO JTHKE, 3a CYeT OIKETHBIX ACCUTHOBAaHUM,
IPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY (eIepaTbHOMY OpraHy HCIOTHUTEIBHOM BIACTH, KOTOPHIM CO3/1aH
COBET 10 3THKE, B eiepaibHOM OI0/KETEe Ha COOTBETCTBYIOILIUH I'0Jl HA 00ecreYeHne ero AeaTeIbHOCTH,
B pa3zMepax, ycraHoBiIeHHbIX [IpaBurensctBoM Pocculickoit denepanuu.

4. DxkcrepThl COBETa IO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUHM C 3aKOHO/1aTEJILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa M0 THKE, OJI0KEHHE 00 3TOM COBETE, MOPSAOK €ro AesITeIbHOCTH, TPEOOBaHUS
K KBaIM(HUKAIMK U OMBITY PabOTBI MO OSKCIEPTHOW OICHKE HAYYHBIX, MEIUIIMHCKUX W ITHUYECKUX
aCIIEKTOB KJIMHUYECKUX MCCIEJOBAaHUN JIEKAPCTBEHHBIX IPENapaToB s MEJULMHCKOTO MPUMEHEHMS,
IPEABSBISIEMBIE K JKCIIEPTaM COBETA IO JTHKE, I[OPSAJ0K OPraHM3aluyd M IPOBEICHHS ITHYECKOU
9KCIIEePTH3bl, (hopMa 3aKIIOYEHHS COBETa MO ATUKE YCTAaHABIMBAIOTCS YHOJIHOMOYEHHBIM (eepalbHbIM
OpPraHOM HCHOJIHUTENBHON BiacTU. YUHCIO NpEeACTaBUTENIC MEIMIUHCKUX OpraHu3alydid HE MOXKET
MPEBBIIATH MMOJIOBUHY OT OOIIEro YKciia SKCIEPTOB COBETA MO ITHKE.

6. Undopmanusg o coctaBe coBeTa IO 3THUKE, MJaHaX €ro padoThl M TEKyLIeH AesITeIbHOCTU
pa3Meriaercs Ha OUIMATBHOM CalTe YIIOJTHOMOUYEHHOTO (heIepaIbHOTO OpraHa MUCIIOTHUTEILHON BIACTH
B ceTH "MHTEpHET" B yCTAaHOBJIEHHOM UM IOPSI/IKE.

TAPAHT:

CMm. xommeHTapuu K ctathe 39.1 Hacrosmero @eaepanbHOro 3aKOHa

Cratba  40. HpOBCI[eHI/Ie KIIMHAYCCKOI'0 HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpCliapara IJid
MCIUIUHCKOI'0 MPUMCHCHUA

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 40 nHacmosweco
DedepanbHoco 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu

1. PykoBoguTens MEIUIIMHCKOW OpraHu3aluy, KOTopas MPOBOAUT KIMHUYECKOE HCCIEIOBaHUE
JIEKapCTBEHHOIO MpernapaTa sk MEAUIIMHCKOTO0 MPUMEHEHHS], HA3HAYaeT UCCIIeA0BaTelNsl, OTBETCTBEHHOTO
3a TIPOBEJICHHE TAaKOTO WCCIICOBAHMS W HWMEIOIIET0 JIEYeOHYI0 CHEelUaTIbHOCTh, COOTBETCTBYIOIIYIO
MPOBOAMMOMY KJIMHUYECKOMY HCCIIEJJOBAaHUIO JIEKAPCTBEHHOIO IIpemapaTa, CO CTaxeM padoThl M0
nporpaMmMaM KJIMHUYECKUX HCCIICIOBAHUMN JICKAPCTBEHHBIX MPEMapaToB HE MEHEE YeM TPHU Tojla U IO €ro
MPEAJIOKEHUIO Ha3HAYAET COUCCIIeIOBaTENeH U3 Yucia Bpaueld 3TOM MeIUIIMHCKON OpraHu3aliu.

2. WccnenmoBarenb OCYIIECTBISICT BBIOOpP MAIMEHTOB, KOTOPHIE MO MEIUIIMHCKAM ITOKa3aHUIM
MOTYT OBITh MPHUBJICUEHBI K YYACTHUIO B KIMHUYECKOM HCCIEIOBAHWUU JIEKAPCTBEHHOTO Mpemnaparta Jyis
METUITMHCKOTO MPUMEHEHHS.

3. HccnenmoBarens W COMCCIENOBATENM JOJKHBI OBITh O3HAKOMIIGHBI C  pe3yibTaTaMu

12.01.20222 Cucrema TAPAHT 89/139


http://ivo.garant.ru/document/redirect/70826338/1032
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/12181165/1
http://ivo.garant.ru/document/redirect/12125267/1926
http://ivo.garant.ru/document/redirect/12178437/1000
http://ivo.garant.ru/document/redirect/12178437/2000
http://ivo.garant.ru/document/redirect/71806572/1000
http://ivo.garant.ru/document/redirect/71952238/1000
http://ivo.garant.ru/document/redirect/57344188/3901
http://ivo.garant.ru/document/redirect/70826338/1331
http://ivo.garant.ru/document/redirect/70826338/41
http://ivo.garant.ru/document/redirect/57503072/401

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

JOKIIMHHUYECKOI'O UCCIICAOBaHUsA JICKAPCTBEHHOT'O CPEACTBA, COACPKALLIUMUCS B 6pOI_HI-Op€ HcciaeaoBarei,
IMPOCKTOM IHPOTOKOJIa KIMHHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O Ipfcrapara i1 MCIUIHUHCKOI'O
IIPUMCHCHU A, pa3pa6OTaHHBIM p33pa60T‘lI/IKOM JICKApCTBEHHOI'O IIpfriapaTta WJIWM HHBIM HOPUANYCCKUM
JIMIOM, IIPUBJICKACMBIM K OpraHu3alliid IMPOBCACHHA KIMHHUYCCKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O
nmpemnapara Jjis1 MCAUIUHCKOI'O IPUMCHECHM, 1 JPYTUMU MaTCpUalaMi TaKOIro MCCIICAOBaHUA.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-P3 cmamvs 40 nacmoswezco Dedepanvrozo
3axona donoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 ausapsa 2011 e.
3.1. PykoBoauTenp MEAUITMHCKONW OpPTaHU3AIlMU B CPOK, HE TIPEBBIMIAIOIINNA TpeX pabouux AHEH co
JIHS Hayaja MPOBEJIEHUS KIMHUYECKOI'O HCCIIEOBAHMS JIEKAPCTBEHHOI'O Ipernapara Juis MEJUIMHCKOrO
NPUMEHEHHUs, cooluiaer o0 3TOM B YIOJHOMOYEHHBIH (eaepanbHblii OpraH HCIOJHUTEIbHONW BIIACTH,
BBIJIABIINI pa3pelieHe Ha MPOBEJCHUE TAKOTO UCCIIeIOBaHUs, TI0 YCTAaHOBJICHHOW UM (opMme.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 11 oxkmaopa 2010e. N 271-P3 6 uacme 4 cmamovu 40 nacmoswezo
DedepanbHoco 3aKOHA 6HEeCeHbl U3MEHEHUS

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
4. OpraHu3anuy, OCYIIECTBISIOIIUE OPraHU3alMI0 IPOBEICHUS KIMHUYECKOIO HCCIEAOBAHUS
JIEKapCTBEHHOI'0 IIpemnapara Uil MEAMLIMHCKOrO INPUMEHEHMS W YyKa3aHHbIE B 4YacTu 3 craTbu 38
Hactosuero ®enepanbHOro 3aKOHA, B Cilydyae HEOOXOJUMOCTH BHECEHMS] W3MEHEHHUH B IPOTOKOI
KJIMHUYECKOI'O UCCIIeI0BaHMsI JIEKAPCTBEHHOIO IIpernapara A MeIUIUHCKOI0 IPUMEHEHHs cOO0IaoT 00
3TOM B YIIOJHOMOYEHHBIH (herepanbHblii OpraH MCIOJHHUTEIBHOW BIIACTH, BBIJABIIMN pa3pelicHHuE Ha
IPOBE/IEHUE TAKOTO UCCIIEJ0BAaHUS, 110 YCTAHOBJIEHHON UM (hopMe.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 11 oxkmsaopsa 2010 2. N 271-@3 cmamovs 40 nacmosweco Dedepanvioco
3aKoHa donoanena yacmoio 4.1

4.1. ®opma cooOlIeHUS O BHECEHMHM W3MEHEHMH B MPOTOKOJ] KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTI'0 Ipernapara Juisi MEJUIIMHCKOTO MPUMEHEHUS IOJIKHA COAEepkKaTh CIEAYIOIUE CBEICHNUS:

1) HauMeHOBaHue, ACHTU(DUKALIMOHHBIA HOMEP U JaTa MPOTOKOJIA KIMHUYECKOTO UCCIIEJOBAHUS;

2) nata BHECEHUSI U3BMEHEHUH B POTOKOJ KIMHUYECKOTO UCCIIEI0BAHUS;

3) HaMMEHOBaHUE U MECTO HAaXOXKJICHUS 3asiBUTEII;

4) HauMEHOBaHME OpraHHU3alM, MPHUBJICUEHHOW pPa3pabOTUYMKOM JIEKAPCTBEHHOrO IpernapaTra K
OpraHu3alK MIPOBEACHUS KIMHUYECKOTO UCCIIEeJOBaHuUS (IIPU HAIUYHHN);

5) HauMMEHOBaHUS M MeCTa HaXOXJIEHUS MEAMIMHCKUX OpraHM3aliii, B KOTOPBIX MPOBOJIUTCS
KIIMHUYECKOE UCCIIEOBAHNUE;

6) nmara BbIIAaYM pa3pelleHHs Ha MPOBEACHHME KIMHUYECKOTO HCCIIENOBAaHUS M HOMEpP ATOro
pa3peleHus;

7) N3MEHEHUs, BHOCUMBIE B POTOKOJI KIMHUYECKOTO UCCIIEIOBAHUSI.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 5 cmamvu 40 nHacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu

5. B cpok, He MpeBbIIAONINN TpUAIaTH pabounx JAHEH cO AHS MOJTYYEeHHUs YKa3aHHOrO B yacTh 4
HACTOALIEH CTaThbU COOOIICHHS, YIOJHOMOYEHHBIH (QenepalibHblii OpraH HUCHOJHUTENbHON BIacTu
paccMaTpUBAeT 3TO COOOLIECHHE B YCTAHOBIEHHOM MM IOpPS/JIKE M NPHUHUMACT pelIeHHEe O BHECEHUH
WU3MEHEHUN B IIPOTOKOJ KIMHUYECKOIO HMCCIIEI0BAHUS JIEKAPCTBEHHOIO IperapaTta Uil MEIUIMHCKOTO
OpUMEHeHHs Wi o0 OTKa3e BO BHECEHMM Takux Hu3MeHeHud. IIpu paccMoTpeHMH COOOLIEHHS O
HEOOXOJUMOCTH BHECEHHUSI W3MEHEHHH B MPOTOKOJN KIMHUYECKOTO HCCIIEJOBaHUs JIEKApCTBEHHOTO
npenapara sl METUIIMHCKOTO IPUMEHEHHUS B LIENIAX OLIEHKH 000CHOBAHHOCTH IMPE/IaraeéMbIX N3MEHEHUH
Y ONPEICIICHUS CTENEHU PUCKA Ul MALMEHTOB, IPUHUMAIOIINX YYaCTHE B KIIMHUYECKUX HUCCIIECIOBAHMSIX,
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YIOJIHOMOYEHHBIM (pe/iepajbHbIM OpPraHOM HCIOJHUTEIBHOM BJIACTH MOTYT IPHUBIIEKATHCS SKCHEPTHI
COBETA 110 JTHUKE.

6. KnuHuueckoe HccienoBaHUE JIEKapCTBEHHOIO IIpenapara Il MEAMIMHCKOrO IPUMEHEHUs
MOXET OBbIThb NPUOCTAHOBJICHO WIJIM TMPEKPAIIeHO, €CIM B IPOLECCe €ro IMPOBEACHHS OOHApyKeHa
OIIACHOCTb IS JKU3HM, 340POBbsl NAIMEHTOB. B cily4ae BOSHUKHOBEHUS OMACHOCTH UI JKU3HM, 340POBbS
NManuceHTa, Y4aCTBYIOIICTO B KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOI'O IIpCrapaTta AJid MCAUIITUHCKOI'O
IPUMEHEHUs, HccienoBaTend o00s3aHbl NPOUHPOPMHUPOBATE 00 3TOM PYKOBOAWUTENS MEAMLUHCKON
OpraHu3alliil W OpraHU3alHio, MOJYYHBIIYIO pa3pelIeHHEe YHOJHOMOYEHHOTO (eaepanibHOTO OpraHa
VCIIOJIHUTEIIBHOM BJIACTH HA OPraHU3alUI0 MPOBENEHUS KIMHUYECKOTO HCCIIENOBAHUSA JIEKAPCTBEHHOTO
npenapara. Pemenue o NpuoCTaHOBICHUM KIMHUYECKOTO MCCIIE0BAaHUs JIEKAPCTBEHHOIO IIpenapara Juist
MEIUIUHCKOIO IPUMEHEHHUs] MPUHUMAIOT PYKOBOJUTEIb MEIUIMHCKON opraHuzanuu u  (Win)
OpraHu3aiysi, IMOJyYMBIIAs pPa3pelieHUe YHOTHOMOYEHHOTO (elepaIbHOro OpraHa HCIOJHUTEIbHON
BJIACTH HAa OPraHMU3ALMIO IIPOBEIEHUS KIMHUYECKOIO MCCIENOBAaHUSA JIEKAPCTBEHHOrO Ipenapara Juis
MEIULINMHCKOI'O MNPHUMCHCHUA, PEICHUC (6] MMPCKpalcCHUu TakKoro HUCCIICJOBaHUA MIPpUHUMACT
YIOJIHOMOYEHHBIH (esepaibHblii OpraH MCIOJHUTENbHON BJIACTM HAa OCHOBAHHUU COOOILEHUS B
MMACHEMEHHOMN q)opMe PYKOBOOUTECIIA M€I[HIII/IHCKOI71 opraHu3alvi WJIW OpraHu3alusd, I[TOJy4YuBIIas
paspelieHre YIoJIHOMOYEHHOIro (hefepalbHOr0 OpraHa HCHOJHUTENbHOM BIIACTM HAa OpraHU3aLuUIo
IMMPOBCACHU A KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOT'O IIperiapara JJIsi MCAUIIUHCKOI'0 MPUMCHCHUA.

7. B cpok, HE MpPEBBILIAIONIMNA MATH pabouux JAHEH cO JHS 3aBeplIeHUs, IPUOCTAHOBICHUS WU
IMPpEKpalCHuA KIIMHUYECKOI'O HUCCIICAOBaHUA JICKApCTBCHHOT'O Iperapara JJIA MEIUIIMHCKOI'O
IPUMEHEHHUs, COoOoOILIeHne 00 3TOM HaNpaBISIETCs OPraHU3aLMUSAMM, YKa3aHHbIMH B 4YacTW 3 cTaTbu 38
Hacrosmero denepaibHOr0 3aKOHA, B YIOJHOMOYEHHBIN (hesiepaibHbIi OpraH MCIOJHUTEILHON BIACTH
10 YCTAHOBJICHHON UM (hopMme.

8. ®opma coOOIIECHUSI O 3aBEPIICHUH, MPUOCTAHOBIECHWU WM TMPEKPAMEHUN KIMHUYECKOTO
MCCIIEIOBAHMsI JIEKAPCTBEHHOIO IIpenapaTa JUisl MEAULUHCKOTO IIPUMEHEHUS JOJKHA COJEPKATh!

1) uadopManuo 0 MEIUIIMHCKON OpraHU3AIMKA WM MEIUIMHCKUX OPTaHU3aIUAX, TPOBOIUBIINX
JIAHHOE UCCIIEI0BAHHUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNUS,

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 11 oxmsabps 20102. N 271-@3 6 nynkm 3 uacmu 8 cmamou 40
Hacmosue2o PedepanbHo2o 3aKOHA BHECeHbl USMEHEeHUS

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu

3) nmanHble uccienosarens (pamwims, UMs, OTYECTBO, MECTO PabOThI, 3aHUMaeMasi JOJKHOCTD,
CIENHNAIbHOCTbD, CTaX pa0bOTHI MO MPOTrpaMMaM KIMHUYECKUX HCCIEI0BaHUHN JeKapCTBEHHBIX MPEnapaTos,
nepeYeHb KIMHUYSCKUX HCCIIEAOBAHNUN JIGKAPCTBEHHBIX IMPEMapaToB, B KOTOPHIX OH MPUHUMAJ y4acTHE
(TIepuoIbl y4acTus) B Ka4eCTBE UCCIEeIOBATENS UM COMCCIIEIOBATENs);

4) pe3yJbTaT JaHHOTO HUCCIeA0BaHus (3aBeplleHre, MPUOCTAHOBIICHUE WK TIPEKpaIieHue JaHHOTO
WCCJICIOBAHMSI C YKAa3aHHEM UX MPUYUH U BIHMSHHS HA OIEHKY €ro pe3yibTaToB, OOIIYIO OIEHKY PUCKa U
OKUTaeMOW  TOJIE3BI  OT TIPUMEHEHHUS HCCIEAyeMOro JICKapCTBEHHOTO Tperapara, a Takke
mpeJnoiaraeMele TajgbHeIe 1ecTBUS).

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 13 wuona 2015 2. N 241-D3 uacme 8.1 cmamvu 40 nacmoswezo
DedepanbH020 3aKOHA U3LONHCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm uacmu 6 npedvloyuett pedaKyuu
8.1. Ilpu BbIsABICHHH (enepaTbHBIM OPraHOM HCIIOJHUTENIBHOW BJIACTH, OCYIIECTBIISIOIIUM
GYHKIIMM TIO KOHTPOJIO W Haja30opy B cdepe 3apaBOOXpaHEHMs, HApPYIIEHUH TMpaBuil HaJJexarien
KJIMHUYECKON TPAKTUKU NPU TNPOBEAECHUU KIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpenapara,
BIMSIOUIMX Ha TOJHOTY M (MJIM) JOCTOBEPHOCTh JIaHHOTO KJIMHHUYECKOIO HCCIEOBaHUS, yKa3aHHBIH
(benepanbHBI OpraH MCIOJHUTEIBHON BIIACTH MPHOCTAHABIMBAET NMPOBEACHUE JAHHOTO KIMHUYECKOTIO
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UCCJIEIOBAHMSI U BBIHOCUT MEIUIIMHCKOW OpraHu3alu, B KOTOPOH MPOBOIUTCS JaHHOE KIMHUYECKOE
UCCIICIOBaHMe, TMpeanucanue o0 yCTpaHEHWH BBIABICHHBIX  HapyuieHuid. Ilpu  HeycTpaHeHHH
MEAMIIMHCKONW OpraHu3alieil BBIABICHHBIX HApyIIEHUH B YCTAHOBJCHHBI B MPEINUCAHUH CPOK
yKa3aHHBIA (enepanbHblii OpraH HCHOJHUTENBHOM BIIACTH TNPUHUMAET PEHICHHE O TPEeKpalieHun
MPOBEJCHUS KIMHUYECKOTO0 HCCIIEOBAHUS JIEKQPCTBEHHOrO IpernapaTa M HampaBisieT B (enepaibHbIi
OpraH HCHOJHHUTEIbHOM BJIACTH, OCYUICCTBISIOMMK (YHKIMM 1O BBIpaOOTKE U peaau3aluu
rOCy/1apCTBEHHOW TMOJUTHUKHA W HOPMATHBHO-IIPABOBOMY DETYJIHMPOBAaHHIO B cdepe 3ApaBOOXPAHEHUS,
3aKJIFOYEHHE O BBIABICHUU IIPU MPOBEAECHUU JAHHOI'O KJIMHUYECKOTO MCCIIEI0BAaHUS HapyLIEHUH MpaBuil
Ha/JIeXKalled KIMHUYECKON MPaKTUKK JJIsl IPUHATHUS pelieHusl 00 OTMEHe pa3pelleHHs Ha OpraHu3aliio
IPOBEJCHUS JTaHHOTO KJIMHUYECKOTO MCCIEN0BAaHUS C JaThl NPUHATHS PEUIEHUS] O NPUOCTAHOBICHUU
MPOBEJCHUS KIMHUYECKOT0 CCIIEI0BaHuUs JIEKapCTBEHHOTO Tpernapara.

9. VYmnonHOMO4YEHHBIN (enepanbHblii OpraH HCIOJHUTEIHHON BIACTU OIMYOJIMKOBHIBACT U
pasMemaeT Ha cBoeM odunHaibHOM caiite B cetn "HMHTepHer" cooOlieHHe O 3aBepIICHUH,
IPUOCTAHOBJICHUU WM HPEKPALIEHUH KIMHUYECKOIO MCCIEAO0BaHUS JIEKAPCTBEHHOrO IIpernapaTa yis
MEAMIIMHCKOTO MPUMEHEHHUSI B CPOK, HE MPEBBIMIAOIINN MATH pabouyux AHEW CO JIHSA €ro MOJyuYeHUs, B
YCTaHOBJICHHOM UM HOpPSKE.

10. YnonmHoMmo4eHHbIH (eaepanbHbli OpraH HCHOJHUTENBHON BJIAcTU OCYIIECTBIISIET BEICHUE
peecTpa uccienoBaresneii, NpoBOIAIIMX WIM MPOBOJUBIIMX KIMHUYECKUE HUCCIIEIOBAHUS JIEKAPCTBEHHBIX
IpenapaToB JUisi MEAULMHCKOTO MPUMEHEHHS, B COOTBETCTBUU C YTBEPKACHHBIMHU UM TMpaBUIAMU U
pa3Mmermaer ero Ha cBoeM Oo¢puIUaTIbHOM caiite B ceth "MHTepHET" B yCTAaHOBICHHOM WM IIODS/IKE.
VYkazaHHBIN peecTp COAEPKUT UHDOPMALIUIO, TPETYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOAIIECH CTaThU.

11. Otuer o0 pe3ynbTarax KJIMHAYECKOTO WCCIICIOBAHMS JICKAPCTBEHHOIO Iperapara Jyis
MEAMIIMHCKOTO MPUMEHEHHSI COCTaBISETCSl OpraHu3aliel, yka3aHHONH B 4acTu 3 cTaTby 38 HACTOAIIETO
@®enepalibHOTO 3aKOHA, HA OCHOBAHMM 3aKIIIOUYEHUN MEIUIMHCKUX OpraHu3aluii, NPOBOAMBILUX 3TO
UCCIIEIOBAaHKE, U TPEACTABISACTCS B YIOJHOMOYEHHBIH (elepalbHbIil OpraH HCIOJIHUTEIbHOW BIIACTH,
BBIIaBILIMHI pa3pelIeHre Ha MMPOBEIEHUE 3TOr0 UCCIEOBAHMS, B CPOK, HE NMPEBBIMIAIOIIUN TPEX MECSIIEB
CO JHS €ro 3aBepUICHUs, MPUOCTAHOBJICHUS WM NPEKpalleHus, B TMOPSJAKE, YCTAaHOBICHHOM
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM UCIIOJIHUTEIBHON BIACTH.

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 ¢ uacmo 12 cmamwvu 40 nacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenust, ecmynarowue ¢ cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
12. Hapymenue npasuil HaJuiekalled KIMHUYECKON MpakTUKH, (anbcuuKkanus pe3yabTaToB
KJIIMHAYECKOI0 HCCJIENO0BAHMS JIEKAPCTBEHHOI'O Ipernapara Uil MEIULHMHCKOTO NPUMEHEHHS BIIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHUH C 3aKOHOAATeNbCTBOM Poccuiickoit denepanun.

Wndopmarys 06 m3MEeHEHHSAX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 6 uacmo 13 cmamwvu 40 nacmoswezo
DedepanbHoco 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
13. Ilpu mnpoBeneHUMM KIMHUYECKOTO HCCIEAOBaHUSA JIEKAPCTBEHHOTO TIpemapara Juis

MEIWIIMHCKOTO TPUMEHEHUs JOMycKaeTcss 3a00p y MAIMEeHTOB OMOJOTMYECKUX MaTepuanoB (0Opasiibl
OMOJIOTMYECKUX JKHJIKOCTEH, TKaHEH, CEKPEeTOB W TMPOAYKTOB JKH3HEIEATEILHOCTH YeJIOBEKa,
(GUBHONOTHYECKUX U TATOJIOTMYECKUX BBIACNEHUN, Ma3KoB, COCKOOOB, CMBIBOB, MHKPOOPTaHH3MOB,
OMOTICHITHBIN MaTepHal) s ux u3ydenus B Poccuiickoit denepanuu u (wim) 3a npeaenamu Poccuiickoit
denepanuu.

Wudopmanust 00 n3MEHEHUSX:

DedepanvHvim 3axonom om 22 dexabpa 2014 2. N 429-D3 6 uacmev 14 cmamovu 40 Hacmosweeo

DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
14. Tlopsiox BBO3a B Poccuiickyro ®denepaiuio u BeiBo3a 3a npenensl Poccuiickonn denepanuun
OMOJIOTUYECKHX  MaTepUaIoB, IOJIYYEHHBIX IpPU  MPOBEACHUH  KIMHUYECKOIO  HCCIIEOBAHUS
JIEKApCTBEHHOI'0 TIpenapara Jisi MEIUIMHCKOrO IPUMEHEHHUs], ycTaHaBiuBaeTcsi lIpaBuTenbcTBOM
Poccuiickoit denepanumu.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 4(0) HACTOSIIIETO (-Deﬂepa.]'ILHOFO 3aKOHa

Cratbs 41. JloroBop 0 MpOBEACHUM KIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Ipernapara
JUISL MEAUIIUHCKOTO IPUMEHEHHUS

1. Knunuueckoe wucciaenoBaHue JIEKAPCTBEHHOIO Ipernapara Uil MEAMIMHCKOr0 NPUMEHEHUs
MIPOBOJIUTCA B COOTBETCTBUU C JOTOBOPOM O MPOBEIECHUM KIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOTO
npenapara JUisi MEAMLMHCKOIO IPUMEHEHHs, 3aKJII0YaeMblM MEXIy OpraHu3alued, MOoJy4YuBLIeH
paspelieHue yMoJIHOMOYEHHOro (hefepaibHOr0 OpraHa WCIOJHUTEIBHON BIACTH HA OpPTaHHU3AIUI0
IPOBEJCHUS TaKOTrO MCCIEAOBAHUSA, U MEIUIMHCKOM OpraHu3anuel, OCYIIECTBISIOLIEH IpOBEIACHHE
TaKOr0 MCCIIEIOBAHUA.

2. JloroBop O MpOBENEHUU KIMHUYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOTO IIpernapara Ajs
MEIUILUHCKOr0 MPUMEHEHUS JIOJHKEH COJEPKATh:

1) ycnoBus ¥ CPOKH MPOBEAEHUS JAHHOTO UCCIIEIOBAHMS;

2) ompeneneHue oOHIEH CTOMMOCTH MPOrPaMMbI JaHHOTO HMCCIEIOBAHUS C YKa3aHUEM CYMMBI,
IpeHa3Havyaroecs Juisl BHILIAT UCCIIE0BATENAM, COUCCIIEI0BATEISM;

3) onpenenenue GoOpMbI IPEICTaBICHUS PE3yIbTaTOB JAHHOTO UCCIIEIOBAHUS B YIIOJTHOMOYCHHBIN
(denepanbHBIN OPTaH UCTIOTHUTEIILHOM BIIACTH.

TAPAHT:

CMm. xomMeHTapuu K ctathbe 41 HacTosero denepaibHOT0 3aKOHA

Cratbs 42. ®unancoBoe o0ecrieueHrne KIMHUYECKOTO UCCIIEIOBAHMS JIEKAPCTBEHHOTO TIpenapara
JUIL METUIIUHCKOT O IPUMEHEHUS

®uHaHcoBOe oO0OecrneyeHue KIMHUYECKOTO MCCIIEeI0BaHusl JIEKapCTBEHHOTO Ipemnapara s
MEJIULIMHCKOTO IPUMEHEHUS OCYIIECTBIISECTCS 3a CUET:

1) cpenctB denepaqbHOTO OIOIKETA;

2) cpelncTB OpraHu3aliii, MOJYYHMBIIUX pa3pelleHne Ha OPTraHU3allUi0 TMPOBEACHUS TAaHHOTO
MCCIIEIOBAHMS, B COOTBETCTBUHU C YCIOBUSIMU JOTOBOPA O €r0 MPOBEJICHUH;

3) UHBIX HE 3aMpelIeHHBIX 3aKOHOAaTeTbCcTBOM Poccuiickoit deaepaniuu HCTOYHUKOB.

T'APAHT:

CM. KoMMeHTapuu K cTathbe 42 HacTosero denepaibHOT0 3aKOHA

Cratbs 43. [IpaBa manueHTOB, y4acTBYIOIIMX B KIMHUYECKOM HCCIECJOBAaHUHU JIEKAPCTBEHHOIO
npenapara Juisi MEAULUHCKOrO IIPUMEHEHUS
l. VYyacTme mnanmuMeHTOB B KJIMHUYECKOM MCCIIEIOBAHWH JIEKAPCTBEHHOIO IIpemapara Juist
MEIUIIUHCKOTO IPUMEHEHUS SBISIETCS 10OPOBOJILHBIM.
TAPAHT:

OO0 opraHu3aluu OTAEICHUNA KIMHUYECKHX HCHBITAHUN JIEKAPCTBEHHBIX IpEnapaToB Ha 370POBBIX
no0poBobIiax cM. ipuka3 Munzapasa PO ot 25 asrycra 1992 r. N 235
2. TlarmeHT WM €ro 3aKOHHBIN MPEACTaBUTENh NOJKEH OBITh WH(OOPMUPOBAH B MUCHMEHHOM
dbopwme:
1) o nekapcTBEHHOM Mpemnapare sl MEIULMHCKOTO MPUMEHEHUS U CYIIHOCTU KIMHUYECKOTO
HCCJIEJOBAHMSI 3TOTO JIEKAPCTBEHHOTO Mpernapara;
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2) 0 6€30macHOCTH JIEKAPCTBEHHOTO TpernapaTa sl MEJUIIMHCKOTO IPUMEHEHHS, €T0 0XKUIaeMOit
3 PEKTUBHOCTH U CTETICHH PHCKA IS NAlUeHTa;

3) 00 ycinoBUsX y4acTHs NalMeHTA B KIMHUYECKOM MCCIIEJOBAaHUH JIEKAPCTBEHHOTO Tperapara Juis
MEIUIIUHCKOTO IPUMEHEHHS;

4) 0 menM WM LENAX U IMPOAODKUTEIBHOCTH KIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOTO
npenapara Uit MeAUIUHCKOTO TPUMEHEHHUS;

5) o neHcTBUAX TMAalMEeHTa B Cilydyae HENpeaBUACHHBIX 3((EKTOB BIMSHHS JIEKapPCTBEHHOTO
npenapara Uit MEAMIUHCKOTO IPUMEHEHHS Ha COCTOSIHUE €T0 370POBBS;

6) 00 ycnoBHX 0053aTEIFHOTO CTPAaXOBAHUS JKU3HH, 30POBbs MAIMCHTA,;

7) o rapaHTHSX KOH(QUACHIMATBHOCTH YYacTUsl MAIeHTa B KIMHUYECKOM HCCIIEOBAHUHU
JIEKapCTBEHHOTO Mpenapara Juisi MeIUIIMHCKOTO IPUMEHECHHSI.

3. JloOpoBobHOE corylacke MallueHTa Ha y4acTUue B KIMHHUUECKOM HCCIIEAOBAHNY JIEKAPCTBEHHOIO
npenapara Uil MEAMLIUHCKOTO MPUMEHEHHs IOATBEPXKIACTCS €ro IMOMNHCHIO WM HOANHUCHIO €ro
3aKOHHOTO TIPEACTAaBUTEIS HAa HH(OPMAIIMOHHOM JIUCTKE MAIeHTA.

4. TlaupeHT WM €ro 3aKOHHBIA MPEACTAaBHTENb HMEET IPaBO OTKa3aTbCs OT Yy4acTHs B
KJIMHAYECKOM HCCIICJIOBAHUHU JICKAPCTBEHHOTO Iperapara Ui MEeIUIIMHCKOrO NMPUMEHEHUS Ha J000i
CTaJM{ TPOBEICHUS TAKOTO MCCIICIOBAHHUS.

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oxkmsaopa 2014 e. N 313-D3 6 uacme 5 cmamovu 43 nacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNalowue 6 CULy no UCMeYeHuu mpuoyamu OHel nocie
OHs 0puyuanvbHo20 0nyoIUKO8AHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexkcm wacmu 6 npedvloyweti pedaKyuu

5. IlpoBejeHne KIMHUYECKOTO MCCIENOBAaHUA JIEKAPCTBEHHOIO Ipenapara uisi MEJULMHCKOTO
IIPUMEHEHHUS C YYaCTHEM B KayeCTBE NALIMEHTOB JETEH JOIIYCKAeTCs TOJIBKO C COIJIacHsl B MHCBMEHHOU
dopme ux ponuTenei, ychlHOBHTENEH. JleTM MOTyT paccMaTpuBaThbCsi B KayeCTBE IMOTECHIMAIBHBIX
HalMEeHTOB TaKOI'0 MCCIE0BAHMUs, TOJBKO €CJIM €ro MpOoBeleHNe HEOOX0IUMO /ISl YKPEIICHHUs 3J0POBbS
neTe win npounakTuku MHQEKIUOHHBIX 3a00JIeBaHUN B IETCKOM BO3pacTe JIMOO €CH IIeJIbI0 TaKOTro
UCCJICIOBAHNS SIBJISETCS IOJy4EHHE JAaHHBIX O HAWIyYIIeW NO3UPOBKE JIEKAPCTBEHHOIO Iperapara s
JedYeHus JAeTe. B 3TuX cioydasx TakoMy HCCIEAOBAaHUIO JOJDKHO IIPEAIIECTBOBATh KIMHUYECKOE
UCCIIEIOBAHKUE JIEKAPCTBEHHOIO Ipenapara Mg MEIMIMHCKOrO IPUMEHEHMS Ha COBEPILUEHHOJICTHUX
IPAXKJIaHAaX, 32 UCKIIOUYEHHUEM CIIy4aeB, €CIIM UCCIIEAYEMBIN JIEKAPCTBEHHBIN Mpenapar Juisi MEIULUHCKOTO
IIPUMEHEHUs [IPEAHA3HAYEH UCKIIIOUUTEIIBHO IJIs UCIIOIb30BaHUsl HECOBEPIIEHHOJIETHUMH I'PaXk IaHAMMU.

6. 3ampemiaeTcsi MPOBEIECHUE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara ajis
MEJULUHCKOrO IPUMEHEHMS C YYaCTUEM B KaU€CTBE MALlMEHTOB:

1) neTeli-CUPOT U AETEH, OCTABIIUXCS 0€3 TOTICUCHUS POAUTEIICH;

2) KEeHIIMH B NepuoJ OEpeMEHHOCTH, >KEHIIMH B TMEpPHOJA TIPYAHOrO BCKapMJIMBAaHHA, 32
UCKIIFOYEHHEM CIIy4aeB, €CJIM NPOBOJUTCSH KIMHHYECKOE HCCIEIOBaHUE JIEKAPCTBEHHOIO IIpemnapara,
NpeIHA3HAYCHHOTO Il YKa3aHHBIX JKEHIIWH, IPU YCIOBMM HEOOXOIMMOCTH IOJIydeHUs MH(POpMaIuu
TOJIBKO BO BpPEMsS NPOBEICHUS COOTBETCTBYIOIIMX KIMHUYECKUX HCCICJOBAaHUN W NPHUHATHS BCEX
HEOOXOIMMBIX MEp M0 MCKIIOYEHUIO PHUCKAa HAHECEHHs Bpe/la >KEHIIMHE B IepHoj] OCpeMEHHOCTH,
YKEHIIMHE B IEPUO IPYAHOI0 BCKApMIIMBAHMUS, IIJIOY WU PEOCHKY;

3) BOCHHOCIYyXalllUX, 3a HCKIIOUEHUEM CIIy4yaeB NPOBEACHMS KIMHUYECKOTO MCCIEN0BAHUS
JIEKapCTBEHHOI'0 Tperapara, CIeNHaIbHO pPa3padOTaHHOTO [UIsi NMPUMEHEHHsS] B YCIOBUSX BOEHHBIX
NeMcTBUHM, Ype3BbIYAMHBIX CHUTyalMi, NpPOQUIAKTUKM M JIeYeHUs 3a00JeBaHUNl UM TOpaKEHHI,
MOJlyYeHHBIX B  pe3yjbTare BO3JACHCTBUS  HEONArONMPUSATHBIX  XHMHUYECKUX, OHOJOTMYECKHX,
panuanMoHHbIX (akTopoB. KimMHHYeckoe HccleoBaHHE TaKOro JIEKApCTBEHHOrO IpenapaTa MOXET
IIPOBOJIUTHCS C YYACTHEM B KaUECTBE MALMEHTOB BOCHHOCIYKAILIMX, 3a UCKIIFOYEHNEM BOCHHOCITYKAIUX,
IPOXOJSALINX BOCHHYIO CIykO0y IO NMPHU3BIBY, ¢ COOMIO/IEHNEM TPeOOBaHU, yCTaHOBIECHHBIX HACTOSIIUM
®denepanbHBIM 3aKOHOM B OTHOIIEHUH T'PaXKTAHCKUX JINIL,
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4) COTPYTHUKOB MIPABOOXPAHUTEILHBIX OPTAHOB;

5) nui, oTOBIBAIOIIMX HAKa3aHUE B MECTAaX JIMIICHUS CBOOOIBI, a TAKXKE JIMII, HAXOMSIIUXCS IO
CTpaKeH B CIICJICTBEHHBIX U30JISTOPaX.

7. Jomyckaercst npoBejeHre KIMHUYECKOrO0 HCCIEAOBAHUS JIGKApCTBEHHOTO Mperapara s
MEUITMHCKOTO MMPUMEHEHHSI, TPEAHA3HAUYEHHOTO JIJIS JICUCHHsI TICHXUYECKUX 3a00JICBaHUH, C y9aCTHEM B
KAaueCTBE IMAlMEHTOB JIUI[ C MICUXUYECKUMU 3a00JIEBAHUSIMU, MPU3HAHHBIX HEJIEECIIOCOOHBIMU B MOPSAKE,
YCTAHOBJIICHHOM  3akoHojateinbcTBoM  Poccmiickoir  ®Depeparuu.  KnmHuueckoe — ucciaegoBaHHe
JICKapCTBEHHOTO Tpernapara B 3TOM Cydyae MPOBOIUTCS MPU HATUYHUU COTJIACHS B MHCBMEHHOU (opme
3aKOHHBIX IIPEICTABUTENICH YKa3aHHBIX JIHII.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 43 HACTOSIIIETO (-Deﬂepa.]'ILHOFO 3dKOHa

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 29 nosops 2010 e. N 313-@3 cmames 44 nacmosiweco Dedepanivroco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynarowel 6 cuny ¢ 1 aueaps 2011 a.

Cm. mekcm cmamou 8 npeodvioyujell peoaxKyuu
Cratbs 44. OOs3aTeNbHOE CTPaxXOBaHWE IKW3HHU, 3/I0POBbS IMAlIMCHTA, YYaCTBYIOIIETO B
KIIMHUYECKOM  HUCCJICJOBAaHMM  JIEKAPCTBEHHOTO  Mpemapara [Uisi  MEIUIUHCKOTO
PUMEHEHHS

1. Opranuzanus, NOTYYHBIIAs pa3pelleHHe Ha OPraHU3alMI0 TPOBEIACHHS KIMHHYECKOTO
UCCIICIOBaHMsI JICKQpPCTBEHHOTO TIpenapaTta JUisi MEAMIMHCKOTO TPHUMEHEHHs, 00s3aHa B KadecTBE
CTpaxoBaTejisi CTPaxoBaTb PHUCK MPUYMHEHUS Bpela KU3HU, 3/I0POBBIO IMallMEHTa B pe3yJbTaTe
NPOBEICHUS KIMHUYECKOTO MCCIIEOBAHMS JIEKAPCTBEHHOTO Iperapara il MEAUIIMHCKOTO PUMEHEHUS
3a CBOM CUeT MyTeM 3aKIJIFOUEHUs JOrOBOpa 00s13aTEIbHOTO CTPAXOBaHU.

2. OObeKTOM 0053aTE€IbHOTO CTPAXOBAHMS SBISETCS HMMYLIECTBEHHBIH HMHTEpEC IMallueHTa,
CBSI3aHHBIN C NMPUUYMHEHHWEM BpeJlla €ro KU3HU WM 3/10pPOBBIO B PE3yJbTaTe MPOBEICHHS KIMHUYECKOTO
UCCIIEIOBaHMS JICKAPCTBEHHOTO Tpernapara JJisi MEIUIIHHCKOTO TIPUMEHEHUSI.

3. CTpaxoBBIM CITydaeM I10 I0TOBOPY 005S3aTEILHOTO CTPAXOBaHMS SBISETCS CMEPTh MALMEHTa WIN
YXyIIICHNE €ro 3/I0pOBhs, B TOM YHCIIE BIEKYyIIEe 32 COOOH YCTaHOBJIEHUE WHBAIUIHOCTH, TIPH HATUIAN
NPUYMHHO-CJIEICTBEHHOM CBSI3W MEXJy HACTYIJICHMEM JTOro COOBITHS M YYacTHEM THalHueHTa B
KJIMHIYECKOM HMCCIIeIOBAaHUH JIEKAPCTBEHHOTO TIpernapara.

4. TpeboBaHMs O BO3MEUICHWU BpeJa, NPUYMHEHHOTO >KM3HM WM 37I0POBbIO MAIMEHTa,
NPEIBSBISIOTCS B TEUEHHE  CPOKOB  HWCKOBOM  JIaBHOCTH,  YCTAHOBIIEHHBIX  TPaKIAHCKIM
3aKOHO/IATEIbCTBOM.

5. Pa3zmep cTpaxoBoii BBIILIATHI [0 JOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS COCTABIISET:

1) B ciiydae cMepTH MaiyeHTa JABa MUJUTHOHA pyOJei Ha KaXIOro MalueHTa, y4acTBOBABILIETO B
KJIMHUYECKOM HCCIIeIOBaHUH JIEKAPCTBEHHOTO IIpenapaTa;

2) pu yXyIIIEHUH 3I0POBbS MAIMECHTA!

a) MOBJIEKIIEM 3a cO00M yCTaHOBJIEHUE MHBAJIMIHOCTH | IpyMIibl, OMH MUJUIMOH MATHCOT THICSY
pyOieli Ha KaXIoro TMAalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM WCCICIOBAHUN JIEKAPCTBEHHOTO
npenapara;

0) moBiekmeM 3a co0oil ycTaHOBJIEHHE MHBAMUAHOCTU Il rpynmel, oguH MmimnoH pyOned Ha
KaXJI0T'0 MaIlMeHTa, y4aCTBOBABIIETO B KIMHUUECKOM MCCIICOBAaHUH JIEKApPCTBEHHOTO Mpenapara;

B) MOBJIEKILIEM 3a co00i yctaHoBieHUe MHBanuaHOCTU III rpymmel, msaTbcOT ThicAY pyOsiei Ha
KaXJI0T'0 MaIlMeHTa, y4aCTBOBABIIETO B KIMHUUECKOM MCCIIEOBAaHUH JIEKAPCTBEHHOTO Mpenapara;

Wudopmanust 00 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 dekabps 2014 2. N 429-D3 noonynxkm "2" nynkma 2 wacmu 5 cmamou
44 nacmosuwyeco DedepanbHo20 3aKOHA U3NONCEH 8 HOBOU pedakyuu, ecmynaiouell 6 cury ¢ 1 uwona
2015 2.
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Cm. mekcm noonynkma 8 npeovloyujeli peoaxkyuu
T') HE TIOBJIEKIIIEM 3a CO0O YCTAaHOBIICHUSI HHBAJMIHOCTH, HE O0JIee UeM TPUCTA THICSY pyOJieid Ha
Ka)KI0r0 MalMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEI0BAaHUU JIEKAPCTBEHHOTO IMpernapaTa, UCXOAs
U3 HOPMATHBOB, OTPAXAIOMIMX XapakTep W CTENEHb MOBPEXKICHUS 3[0POBBS, a Takke (PaKTHUIECKH
MOHECEHHBIX MAIMEHTOM PACXOJI0B, BBI3BAHHBIX MOBPEKIACHUEM 3JI0POBbS, HA MEIUIMHCKYIO MOMOIIb,
NpUOOpETEHUE JIEKAPCTBECHHBIX MPENapaToB.
6. Yrparuna cuny ¢ 1 uronst 2015 r.

Wndopmarius 06 n3MEHEHHSX:

Cm. mexem yacmu 6 cmamou 44
7. Cpok moroBopa 00sI3aTEIIBHOTO CTPAaXxOBAaHHUS HE MOXKET OBITh MEHEE, YeM CPOK IMPOBEICHUS
KIIMHUYECKOT'0 MCCIICIOBAHUS JICKAPCTBEHHOTO Mpernapara.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-dD3 6 uwacmv 8§ cmamvu 44 nacmosweco
DedepanvbHo2o 3aKOHA BHeCEeHbl UsMeHeHUs, scmynaowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

8. YcmoBus m0roBopa 00s3aTEIBLHOTO CTpPaxOBaHHUS, B TOM YHCJIE CTpPaxoBble Tapudsl MO
00s13aTeIbHOMY CTPaxOBaHUIO, MEPEYCHb HEOOXOAMMBIX TOKYMEHTOB ISl OCYIIECTBIEHHUS CTPAaXxOBOM
BBIIJIATHI, MOPSAJOK YCTAHOBJCHMSI CTpaxoBaTeleM WHIUBUAYaIbHOTO HISHTU(GUKAIMOHHOTO KOJa
MaIUeHTa, MOPSIOK WH(QOPMUPOBAHHS CTPAXOBATEIIEM CTPAXOBIIUKA O MPUBICYCHHBIX K KIMHUYCCKOMY
HCCJIEIOBAHUIO JIEKAPCTBEHHOI'O Mpernapara uisi MEJUUUHCKOrO NPUMEHEHUs IMalMEeHTaX, MOPSI0K
yIUIaThl CTPAXOBOM MPEMUU, TTOPSIOK Pealiu3alliu ONPECICHHBIX HacTOAIUM DenepaabHbIM 3aKOHOM U
npyrumu  ¢deaepaibHbIMA  3aKOHAMH TpaB U OO0S3aHHOCTEH CTOPOH MO JOTOBOPY 0053aTelbHOrO
CTpaxoOBaHUs, a TaKXKe HOPMATHBBI, OTPAKAIOIIUE XapaKTep M CTENEeHb MOBPEXKICHUS 310POBbS,
YCTaHABIMBAIOTCA TUIIOBBIMU ITPaBUIaMi 003aTETFHOTO CTPaXOBaHUSI.

9. B ciiyvae npuunHeHUs Bpe/a )KU3HU MAIMEHTa, y9aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUN
JIEKapCTBEHHOT'O TpernapaTta, BBIFOJOMPUOOpETATeNIIMU 1O JOTOBOPY O00S3aTeIbHOTO CTPaXOBaHUS
SABJISIIOTCS TpaXKJAaHe, HMEIOIIME IMpPaBO Ha BO3MEIICHHE Bpeda B CilIydae CMEPTH KOpPMUJIbIA B
COOTBETCTBUU C I'PAXkJIAHCKUM 3aKOHOATEILCTBOM, TP OTCYTCTBUM TaKUX IPAXKIAH - POAUTENH, CYIIPYT,
JIETH yMEpIIEro MalyeHTa, y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUH JIEKAPCTBEHHOTO Tperapara,
B CJIy4ae CMEpTHU MalMEHTa, y4aCTBOBABLIETO B KJIMHUYECKOM HMCCIIEOBAaHUU JIEKAPCTBEHHOr'O Mpenapara
U HE WMEBIIEr0 CaMOCTOSITEIBHOTO J0X0J1a, - TPaKJaHe, Ha WKIUBEHUH KOTOPBIX OH HAXOIWICS, B
OTHONIIEHMH BO3MEIICHHUS PACXOJI0B Ha TorpeOeHHe TMalKueHTa, YYacTBOBABIIETO B KIMHUYECKOM
MCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIPerapara, - IO, IOHECIIee TAKUE PACXO/Ibl.

10. CrpaxoBass BblILIaTa B CYET BO3MEIICHUS BpeAa, NPUUYMHEHHOTO JKW3HU MAalUeHTa,
y4acTBOBABLIETO B KJIMHMYECKOM MCCIIEJIOBAaHUU JIEKAPCTBEHHOIO Ipemnapara, paclpelesseTcs Mexay
BBITOIONPHOOPETATENSIMH MTPOMIOPIIUOHATIBHO UX KOJIMYECTBY B PABHBIX JIOJIAX.

I11. Tlpu HacTymi€eHUM CTPAxXOBOTIO Ciiy4yash [MAIMEHT, YYaCTBOBABIIMKA B KIMHUYECKOM
WCCJICIOBAaHUH JIEKAPCTBEHHOTO TIperapaTa, BEITOA0NPHOOpETaTeNNb BIPaBe MPEIbIBUTh HEMOCPEICTBEHHO
CTPaxOBIIMKY TpeOOBaHHWE O BO3MEIIEHWU MPUYMHEHHOTO Bpena. CTpaxoBas BBIIUIATA OCYIECTBIISETCS
CTPaxOBIIMKOM B T€UCHHE TPHUJALIATU THEH CO JTHS MPECTaBICHUs HEOOXOIMMBIX TOKYMEHTOB. [lanueHT,
Y4aCTBOBABIINH B KIIMHUYECKOM HCCIIEOBAaHUU JICKAPCTBEHHOTO Tpernapara, Wil BhITOJA0NPHOOpeTaTeNb
00s13aH COOOIIUTh CTPAXOBIIMKY JUIsl OCYIIECTBJICHHS CTPaxOBOM BBIIUIATH  WHAMBHYaTbHBIN
UIECHTU(DUKAITMOHHBIA KOJ TMalMeHTa, YCTAaHOBJICHHBIM CTPaxoBaTeIeM B COOTBETCTBHHM C THIIOBBIMU
npaBuiiaMy 00s3aTENLHOTO CTPaXOBaHUSI.

12. Jlo momHOrO oOmpeneneHus pasMepa IMOJJICkKAMEro BO3MENIEHUIO Bpela CTPAaXOBIIUK I10
3asBJICHUIO MAIMEHTa, YYaCTBOBABILIErO B KIIMHUYECKOM MCCIEIOBAHUU JIEKAPCTBEHHOIO IMpenapara, uiu
3asBJICHUIO BBITOJIONIPHOOPETATEINS BIPABE OCYIIECTBUTh YacTh CTPAXOBOM BBITIIIATHI, COOTBETCTBYOIIYO
(dakTUYECKH OIpeIeICHHON YacTH MPUYUHEHHOTO Bpea.

13. CrpaxoBasg BbIIUIaTA B COOTBETCTBUU C JOrOBOPOM OO0S3aTE€IBHOTO CTPAaXOBAHMS
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OCYILECTBIISAETCS] HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIIUXCS IO JPYTUM BHJIaM CTPAXOBaHUS.

14. He AONYCKACTCA y4YaCTUC IMallUCHTA B HNPOBCACHHHU KIMHHUYCCKOIO HCCICAOBAHUA
JIEKapCTBEHHOTO Npernapara Ipu OTCYTCTBUH JIOTOBOPA 0053aTEILHOTO CTPAXOBaHMSL.

15. KoHTponb 3a HCIOJHEHHWEM OpraHM3alMel, IMONy4MBIIEH pa3pellleHue Ha OpraHU3aLUIo
IPOBE/ICHUS KIMHUYECKOTO0 UCCIIEIOBAaHUS JIEKAPCTBEHHOIO MpenapaTa Uil MeAULIUHCKOrO0 IPUMEHEHNH,
YCTQHOBJICHHOM HACTOSIIEH CTaTbell OOS3aHHOCTU IO 00S3aTENIbHOMY CTPaXOBaHMIO >KU3HHU, 3/I0POBbBS
NalMEeHTa, y4aCcTBYIOLIEro (y4acTBOBABIIET0) B KIMHUYECKOM MCCIIEIOBAHUH JIEKApCTBEHHOTO Mpenapara,
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (beﬂepaanHM OpraHom MCIOJTHUTEIBHOMN BJIaCTH, BBIJABIINM
paspelleHne Ha IPOBEACHUE KIMHUYECKUX MCCIEJOBAHMN  JICKApCTBEHHBIX IpenapaTroB Ui
MCIUIIUHCKOI'0 MPUMCHCHU .

T'APAHT:

CM. koMMeHTapuu K cTatbe 44 HacTosero denepaibHOTO 3aKOHA

I'naBa 8. HpOI/ISBOIlCTBO U MAapKHUPOBKA JIEKAPCTBCHHLIX CPEACTB

CraTtbs 45. [Ipon3BoACTBO JEKapCTBEHHBIX CPEICTB

Wndopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 1 cmamou 45 nacmosweco
DedepanbHo2o 3aKOHA BHECEeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

1. TIpom3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO COOTBETCTBOBATH TPEOOBAHHSM IIPABUII
Ha/JIeXKalled MPOU3BOICTBEHHON NMPAKTHKHU, YTBEPKACHHBIM YIIOTHOMOUYEHHBIM (efepaibHbIM OpPraHOM
WCIIOJTHUTENIbHON Bi1acTh. OCOOEHHOCTH Tepexoda MPOU3BOACTBA OT/EIBHBIX JIGKAPCTBEHHBIX CPEACTB K
UX TPOU3BOJACTBY B COOTBETCTBHH C TPeOOBAaHHMSMH MpPaBUI HaJAJEXKalleld MPOU3BOJICTBEHHON MPAKTUKU
ycranaBnuBaroTca IIpaBurensctBoM Poccuiickoin @enepannu. Bpigadya 3akiroyeHUid O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSIM TMpaBUJ HAJJIeKaIIe MPOU3BOICTBEHHOM
MPAKTUKHU OCYUIECTBIIAECTCS MO PE3yIbTaTaM MHCIEKTHPOBAHUS MTPOU3BOIUTEINIEH JIEKAPCTBEHHBIX CPEJICTB
B 1nopsake, ycraHoBiieHHOM IIpaBurensctBom Poccuiickoit ®enepaumu. Pasmep rmiartel 3a BbLgady
3aKJTIOUYEHUS O COOTBETCTBUM TPOM3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM  TPaBUII
HaJ[JIeXaled IpoOU3BOJICTBEHHON NTPaKTUKK ycTaHaBiuBaercs [IpaBurensctBom Pocculickoit denepanuu.
[Topsiiox opraHu3aldd U TPOBEACHUS] WHCIIEKTUPOBAHUS MPOU3BOAUTEIEH JIEKAPCTBEHHBIX CPEJCTB Ha
COOTBETCTBUE TPEOOBAHUAM TMPaBWJI HaJJIekKAIIeW MPOU3BOJICTBEHHOW MPAKTUKUA YCTaHABIUBACTCS
IIpaButenscTBOM Poccuiickoit denepannm.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 45 nacmosweco
DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu

2. IIpou3BOICTBO JIEKApCTBEHHBIX cpeacTB B Poccuiickoii ®enepaunu  OCYIIECTBISETCS
MPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX CPEACTB, UMEIOLIMMHU JULEH3UI0O HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX
cpeactB. IloaTBepkieHNME COOTBETCTBHS JIMIIEH3MATa MpaBWJIAM HAJICKAIIEH MPOU3BOJICTBEHHON
MPAKTUKU OCYLIECTBIIIETCA B paMKaxX JMLEH3UOHHOTO KOHTPOJISI B COOTBETCTBHUU C 3aKOHOJATEIbCTBOM
Poccuiickoit deneparuu ¢ yueToM 0COOEHHOCTEH, YKa3aHHBIX B 4acTy | HACTOSIIEH CTaThHU.

3. IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB OCYIIECTBISECTCS C COOMIOJCHHEM TpeOOBaHUM
MPOMBIIICHHOTO PErJIaMeHTa, KOTOPBIM YTBEPKIAETCA PYKOBOAUTEIEM MPOU3BOIUTEIS JEKAPCTBEHHBIX
CPEICTB ¥ BKIIOYaeT B ce0s TMepeueHb HCIOIb3yeMbIX (apMareBTHYecknx CyOCcTaHImii U
BCIIOMOTATENILHBIX BEIIECTB C YKa3aHWEM KOJWYECTBA KaXKIOTO W3 HHUX, JaHHBIE 00 HCIOJIb3yeMOM
000pyZIOBaHNHU, ONMHCAHHE TEXHOJIOTUYECKOTO Tpollecca W METOJOB KOHTPOJS Ha BCEX dTamax
MIPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB.
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Wndopmarius 06 H3MEHEHHSX:
Yacmo 4 usmenena c 29 oexabps 2020 e. - Dedepanvhuiii 3axon om 27 oexabps 2019 e. N 481-D3

CMm. npedvloyuyro pedaKyuio

4. Tlpu mPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB HCIOJIB3YIOTCS (DapMarleBTHUECKHE CyOCTaHIINH,
CBEJICHUS O KOTOPBIX COJEPIKATCS B TOCYIAPCTBEHHOM PeecTpe JICKApCTBEHHBIX CPECTB, 32 UCKITFOUCHHEM
dbapManeBTUYECKUX CYOCTAaHIIMA, MPOU3BOJUMBIX I MPOBEACHUS KIMHUYECKUX WCCICAOBAHUN U JUIS
skcniopta. K mpormeccy mpou3BojcTBa (papMameBTUYECKOH CyOCTaHIIMM OTHOCSATCS JIIOOBIE CTaJauu
TEXHOJOTHYECKOTO TMPOIecca, IO3BOJSIONINE IMONYYUTh TOTOBBIM TMPOAYKT, COOTBETCTBYIOIIUI
TpeOOBaHUSM (apMaKONEHHOW CTaThU, B TOM YHCIe (QepMEHTAIUs, SKCTPAKIIMS, OYMCTKA, BBIICICHUE,
NEPEeKPUCTAIUTN3AINS, BBICYIIMBAaHUE, W3MEIbYCHHE. B ciaydae HEOOXOAMMOCTH HCIIOJIb30BAHUS
STHJIOBOTO CIIUPTa, B TOM YHCIE (apMaIleBTHUECKOW CYOCTaHIIMHM CIMPTa ITHIOBOTO (dTaHOJA), TPHU
MIPOU3BO/JICTBE JICKAPCTBEHHBIX CPEJICTB B KAYECTBE JICHCTBYIOMIETO M (MJIM) BCIOMOTAaTEIHLHOTO BEIECTBA,
a TaK)KE€ B WHBIX TEXHOJOTHMUYECKUX IIESAX JOJDKHA OBITh HCIOJB30BaHA TOJILKO (hapMaleBTHUCCKas
CcyOCTaHIIMs CIIUPTA STUIIOBOTO (3TAHOI).

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 14 odexabps 2015 2. N 374-D3 yacme 4.1 cmamou 45 nHacmoswezco
DedepanbHoeo 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

4.1. llepeuenb JI€KapCTBEHHBIX MpENapaToB i MEAUIMHCKOTO IMPUMEHEHMs, B OTHOILLIECHUU
KOTOPBIX YCTaHABJIMBAIOTCS TpeOOoBaHMS K OObEMYy Taphl, YMAaKOBKE M KOMILUIEKTHOCTH, IEpeYCHb
JIEKapCTBEHHBIX IIPENapaToB JJisl BETEPUHAPHOTO NIPUMEHEHHUS, B OTHOIIEHNN KOTOPBIX yCTaHABIUBAIOTCS
TpeOoBaHUSI K 00bEMy Tapbl, a Takke TpeOoBaHHMS K OOBEMY Taphl, YNAKOBKE W KOMIUIEKTHOCTHU
JIEKapCTBEHHBIX IpErnaparoB s MEIULUHCKOIO IpPUMEHEHHs, TpeOoBaHMs K 0O0bEeMy Tapbl
JICKapCTBEHHBIX MPENapaToB MJisg BETEPUHAPHOTO MPUMEHEHUS OINPEACINSIOTCS COOTBETCTBYIOIIUMU
YIOJHOMOYEHHBIMH (efiepalbHBIMU OpraHaMHM MCIIOJHUTEIBHONW BIIACTH B MOPSAJIKE, YCTAHOBJICHHOM
IIpaBurensctBoM Poccuiickoit denepanuu.

Wndhopmarus 06 n3MEHEHHSX :
Yacmw 4.2 usmenena c 29 dexabps 2020 e. - Dedepanvusiii 3axon om 27 oexaops 2019 2. N 481-D3

Cm. npedvloyuyro pedaKyuio

4.2. OpraHu3anuy, OCYIIECTBISIOUIME MPOU3BOACTBO (hapMalleBTUUECKON CyOCTaHLMU CHHUpTa
STHJIOBOTO (dTaHOJIA) Uil TPOM3BOJICTBA CIIMPTOCOJCPKAIIMX JIEKAPCTBEHHBIX IPENapaToB, OOsS3aHBI
OCYILECTBIIAATh yUYET B MOPS/IKE, YCTAHOBIEHHOM cTaThsiMu 8 U 14 DenepaibHOro 3akoHa oT 22 HOoA0pA
1995 roga N 171-®3 "O rocynapcTBEHHOM peryJupOBaHUU MPOU3BOJICTBA U 000POTA ITHIOBOTO CIUPTA,
QJIKOTOJIBHOM M cIMpTOcoAepXkalieil NpoayKuuu U 00 OrpaHWYeHUH MNOTpedieHust (pacHuTHs)
ankoroyibHOM mpoaykiuu". IIponsBoacTBo GapMarieBTHYeCKOd CyOCTaHIIMM COUPTA 3TUIIOBOTO (3TAHOJIA)
JIOITyCKAeTCsl TOJBKO OpPraHM3aluel, OCYIIECTBISIONEH MPOU3BOJACTBO PEKTU(UKOBAHHOTO 3THUIIOBOTO
CIHMpTa W3 MHIICBOTO CHIPhS HAa OCHOBAaHWH JIMIEH3WM Ha MPOM3BOJICTBO JTHUIIOBOTO CITHPTA JIJIS
NPOM3BOJICTBA (papMalleBTUYECKON CyOCTaHIIMM CHOUpPTAa STWIOBOrO (3TaHONA) B COOTBETCTBUU C
TpeboBanusiMu DejiepasibHOro 3akoHa oT 22 HosiOps 1995 roma N 171-@3 "O rocynapcTBeHHOM
pEryJIMpOBaHUM TPOU3BOJACTBA M 000pOTa ASTHIOBOIO CHHPTA, AJKOTOJBHOW M CIUPTOCOJEpIKalIeH
NPOAYKIMH U 00 OrpaHMYEHUH NOTpeOIeHHs (pacTIUTHs) AIKOTOJIbHONW MPOAYKIMH'", METOJOM pa3BEICHHS
BOJIOM OYMILEHHOM TaKOro ATUJIOBOTO CHHUPTA, MPOM3BEAECHHOTO JAaHHOW OpraHu3alued Mo MecTy
OCYIIIECTBIIEHHUS MPOU3BOJICTBA (hapMaIleBTHUECKON CYOCTaHIIMU CITUPTA STHJIOBOTO (3TaHOJA).

Wndopmarys 06 M3MEHEHUAX:

Cmamus 45 oononnena uacmoto 4.3 ¢ 1 saneaps 2018 e. - @eodepanvhuiii 3akon om 29 uronsa 2017 e.
N 278-@3
4.3. NaauBuayaibHbIe TPEIIPUHAMATEIH W OPUINYCCKHE JIUIA, OCYIIECTRIISIONINE 3aKyNKy H
UCIIONIb30BaHue (papMalleBTUYECKONW CYyOCTaHIIMH CIUPTa ATHIOBOTO (3TAHONA), a TaKkKe MPOU3BOCTBO,
W3TOTOBJNICHHE © (WIM) OO0OpOT (3a WCKIIOYEHWEM PO3HUYHOM TMPOJAKU) CHUPTOCOACPKAITUX
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JIEKapCTBEHHBIX IIpPENnapaTroB, O0sM3aHbl OCYLIECTBIATh MX Y4YeT M JEKIapupoBaHHE B HOpsJKe,
YCTAHOBIICHHOM cTaThsiMu 8 u 14 DepepanpHoro 3akoHa ot 22 Hos6pa 1995 roma N 171-®3 "O
roCyJJapCTBEHHOM pPEryJUpOBaHUM IPOU3BOJACTBA M 000pOTa 3TUIIOBOIO CIHPTA, AJIKOTOJBHOH U
CIHUPTOCOIEpIKAILEH NMPOIYKIIMU U 00 OTPaHUYCHUH MOTPEOICHHS (PACTUTH) ATKOTOJIBHOW MPOAYKITUH'".

Wndopmarus 06 H3MEHEHHSX:

Cmamus 45 dononnena uacmoto 4.4 ¢ 13 ageycma 2019 2. - @edepanvusiii 3akon om 2 aseycma 2019 e.
N 297-@3

4.4. Tlpu npOU3BOJCTBE JIEKAPCTBEHHBIX MPEMapaToB JUIsl BETEPUHAPHOTO IMPUMEHEHHS
JIOITyCKAETCSl  HMCIIOJIb30BAaHWE MPOM3BEACHHBIX JUIS peaiu3aiuu  (apManeBTHYCCKUX CyOCTaHIINH,
BKJIIOYCHHBIX B TOCYJapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJCTB YIIOJHOMOUYEHHBIM (heaeparbHbIM
OpraHOM  WCIIOJIHUTEIIFHOW  BJIACTH, OCYIICCTBIIIIONIMM  BEICHHE TOCYJAapCTBEHHOTO  peecTpa
JIEKapCTBEHHBIX CPEICTB JJISi METUIIMHCKOTO IIPUMEHEHHUSL.

5. 3ampemaercsi IPOU3BOJCTBO:

1) TekapCTBEHHBIX CPEJICTB, HE BKIIOUEHHBIX B FOCYIAPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB,
3a UCKITFOYCHUEM JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOIUMBIX JIJISl TIPOBEICHUS KIIMHUYSCKUX UCCIICIOBAHUN
U JUTSI OKCIIOPTA,

2) anbcupuIMpPOBaHHBIX JICKAPCTBEHHBIX CPE/CTB;

3) nleKkapCTBEHHBIX CPEACTB 0€3 JUILEH3UU Ha POU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) neKapCTBEHHBIX CPEICTB C HApPYIICHUEM IPaBUJI OPraHW3aldd MPOM3BOJICTBA M KOHTPOJIS
Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuiy ¢ 29 nexabps 2020 r. - @enepanbublii 3akon oT 27 nexkadpst 2019 r. N 481-D3

Undopmarust 06 n3MEHEHHSX:
CMm. npedvloyuyro peoaKyuio

Cmamuws 45 oononnena nynkmom 6 ¢ 29 oexaops 2020 2. - @edepanvhsiii 3axkon om 27 dexaops 2019 e.
N 481-D3
6) cnupTOCcoAepKAlUX JEKAapCTBEHHBIX IPENapaTroB IO MECTy OCYLIECTBIEHHs NPOU3BOACTBA
¢dapmaiieBTUYECKON CcyOCTaHIMU CIUpTa STHIOBOrO (3TaHona) M (WIM) MO MECTy OCYIIECTBICHUS
IPOM3BOJICTBA 3THUJIOBOTO CIIUPTA;

Wndopmarus 06 n3MEHEHHSX :

Cmamws 45 oononnena nynkmom 7 ¢ 29 dexabps 2020 2. - @edepanvhsiii 3axon om 27 dexabps 2019 e.
N481-D3
7) dapmarieBTUYECKO CyOCTaHIIMHM CHOUPTa ITUIOBOTO (dTaHONA) U (MIU) CHUPTOCOEPKAIINX
JICKapCTBEHHBIX IIPErapaToB Ha OCHOBHOM TEXHOJIOTUYECKOM OOOpYIOBaHWU [UIS TIPOM3BOICTBA
STUJIOBOTO CIIUPTA, yKa3aHHOM B myHKkTe 1.1 ctateu 14.1 @enepanbHOro 3akoHa ot 22 Hos0ps 1995 roga
N 171-®3 "O rocygapcTBEHHOM peryJHpOBAaHUU TPOU3BOJACTBA M 000pOTa STUIIOBOTO CIUPTA,
QJIKOTOJIBHOM M cnMpTOcoAepXkalieil MNpoayKuuh u 00 OrpaHWYeHUH MOTpediaeHus (pactuuTHs)
AJIKOTOJILHOM MpOTyKIuu'".

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-d3 6 uwacmv 6 cmamvu 45 nHacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
6. Ilpu BBOIE JEKAPCTBEHHBIX CPEACTB B TPAXKAAHCKHA OOOPOT YIOITHOMOUEHHOE JHIIO
MIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJCTB OCYIIECTBISCT IMOATBEPKICHUE COOTBETCTBHS JICKAPCTBECHHBIX
CPEICTB TPeOOBAaHUSAM, YCTAHOBJIEHHBIM IPH WX TOCYAApCTBEHHOW PETUCTpAIlMU, U TapaHTHPYET, UTO
JICKapCTBEHHBIC CPEJCTBA TPOU3BEJICHBI B COOTBETCTBHHM C TPEeOOBAaHUSAMHU IIPABWII HaJyIeKallen
MIPOU3BOJICTBEHHON TTPAKTHKHU.

Wudopmanust 00 n3MEHEHUSX:

Yacmo 7 usmenena c 13 ageycma 2019 . - @edepanvhsiii 3akon om 2 ageycma 2019 2. N 297-D3
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CMm. npedvloywyro pedaKyuio

7. YTIIOITHOMOYCHHBIM JIUIIOM TPOM3BOAMTENS JIEKAPCTBEHHBIX CPENICTB SBISETCS €ro paOOTHUK,
aTTECTOBAHHBI B YCTAHOBJIICHHOM YITOJTHOMOUYEHHBIM (peliepaibHbIM OPTaHOM HCIOJHHUTEIBHOW BIACTH
MOPSIIKEe U UMEIOIINN CTaK pabOThl HE MEHEE YeM IIATh JIET B 00JacTH MPOU3BOJICTBA M (MJIH) KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPECTB, BBICIIEE 0OpAa30BaHHE COOTBETCTBEHHO IO OJTHOW M3 CHEIMATbHOCTEH
U (WIM) OJHOMY W3 HANPaBICHWA MOATOTOBKH: OWOJOTHS, OHOTEXHOJOTHS, BETEPHHAPUS,
BETCPUHAPHO-CAHUTAPHAST JKCIEPTH3a, KIMHUYECKAs MEIUIMHA, paJUaliOHHAs, XUMHUYecKas |
Oumosnoruveckas 3amura, papmais, GyHIaMeHTaAIbHAS MEUITNHA, XUMHUYECKast TEXHOIOT S, XUMUSL.

Wndopmarus 06 H3MEHEHHSX:
Yacmov 8 usmenena c 1 aneaps 2018 2. - @edepanvusiii 3akon om 29 utonsn 2017 2. N 278-D3

Cm. npeodvloyuyio peoakyuro

8. IIponsBoauTenH JEKApCTBEHHBIX CPEICTB (3a UCKIHOYEHUEM (hapMaleBTUUECKON CyOCTaHLUU
CIUpPTa 3TUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIIATH IPOJAXKy JEKapCTBEHHBIX CPEICTB UM NIEPEaBaTh UX
B YCTaHOBJICHHOM 3aKoHoJaTeabcTBOM Poccuiickoit denepanuu nopsjake:

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3anysM ONTOBON TOProBIIH JIEKAPCTBEHHBIMU CPEJICTBAMM;

3) anTeuHbIM OpraHu3alusaM, BETEPUHAPHBIM alTEYHBIM OPraHU3alMsIM, HHIUBUIYAJIbHBIM
OpeANpUHUMATENSAM, UMEIOLUM JIMIEH3UI0 Ha (DapMaleBTUUECKYIO JAEATENbHOCTh WIM JIMIEH3UI0 Ha
MEAMLMHCKYIO 1A TENbHOCTD;

4) Hay4YHO-MCCIIEJ0BATENbCKUM OPraHU3aLUAM JUIl HayYHO-UCCIIe10BaTeIbCKONW paboThI;

5) MEIULIMHCKUM OpraHU3alusM U BETEPUHAPHBIM OpTraHU3alUsIM;

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 13 aseycma 2019 a. - @edepanvhuiii 3axon om 2 aseycma 2019 e. N 297-D3

CMm. npedvloywyro pedaKyuio
6) OpraHM3alysaM W WHIAUBUAYATBHBIM TPEIIPUHUMATEISIM, OCYIIECTBISIFOIINM pa3BeIcHUE,
BBIpAlIBaHUE U COACPKAHHE )KUBOTHBIX (32 HCKIIIOUEHUEM MPOJaKU UM (hapMalleBTHUECKUX CyOCTaHIIHIA
WJIN UX TIepeaayn).

Wndhopmarus 06 n3MEHEHHSX :
Yacmv 9 usmenerna c 29 oexabps 2020 2. - @edepanvhuiii 3akon om 27 oekabps 2019 . N 481-D3

CMm. npedvloywyro pedaKyuio

9. IlpowusBomutenu (apmareBTHUECKOH CyOCTaHIIMM CHHpPTa JTUIOBOrO (dTaHOIA) OOSI3aHBI
OCYIIECTBIISITh pealu3aluio (repeaady B YCTAHOBJICHHOM 3aKOHOJATeIhcTBOM Poccuiickoit ®enepannun
nopsiake)  (dapmaleBTHUECKON  CyOCTaHIIMM  CIHMpTa  ATWIOBOrO  (3TaHOJa)  MPOU3BOAUTEISM
JICKapPCTBEHHBIX CPEJICTB JIJIS MPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB, IPOU3BOTUTEISIM (H3TOTOBHUTEIISIM )
MEAUIMHCKUX U3ENUi ISl TPOU3BOJCTBA U U3TOTOBICHUS METUIIMHCKUX U3JEIUNA B €MKOCTAX 00BEMOM
He Oonee 1 mutpa u (unu) He menee 1000 muTpoB, a OpraHU3aNUsIM, YKa3aHHBIM B MyHKTax 3 - 5 gacTu 8§
HACTOSAIIEH cTaThu, B Tape 00beMoM He Oosiee 1 muTpa.

Wudopmanust 00 N3MEHEHUSX:

Cmamows 45 oononnena uacmoio 10 ¢ 29 dexabpa 2020 2. - @edepanvhuiii 3axon om 27 dexabpsa 2019 a.
N 481-D3
10. Peanmuzanus (mepemadya B YCTAHOBJICHHOM 3aKOHOIATENbCTBOM Poccuiickoit denepanuu
nopsiike) ¢dapMaleBTUUEeCKOW CyOCTaHIIMM COHpPTa DSTHJIOBOTO (dTaHOJIA) OpraHU3aIUsSM OINTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMU HE JTOTYCKAETCSI.

Wudopmanust 00 n3MEHEHUSX:

Cmamows 45 oononnena uacmoio 11 ¢ 29 dexabpa 2020 2. - @edepanvhulii 3axon om 27 dexabps 2019 a.

N 481-D3
11. IlepeBo3ku ¢apMmarieBTUYECKON CyOCTaHIIMK CIIUPTA ATUIIOBOrO (3TAHOJA) OCYIIECTBISIOTCS C
coOnrofeHreM TpeOOBaHUM, YCTAHOBIIEHHBIX a03alleM 4YeTBEPTHIM NyHKTa 3 cTaTbu 9 DenepanbHOro
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3akoHa oT 22 HosO0ps 1995 roga N 171-d3 "O rocyaapCTBEHHOM PETYJIUPOBAHUHU IPOU3BOJICTBA U
000poTa STUJIOBOTO CHHPTA, ATKOTOIBHOW M CIHUPTOCOACPIKANIEH NPOAYKIMA U OO0 OrpaHUYCHHUH
noTpeOaeHus (PacUTHs) aTKOTOJILHON MPOIYKITUN".

TAPAHT:

Cwm. koMMeHTapuu K ctathe 45 HacTosiero denepaybHOrO 3aKOHA

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm.  Ilonoxkenne O  TPOBEACHMH  DKCIHEPUMEHTAa IO  MAapKUPOBKE  KOHTPOJIbHBIMHU
(uneHTU(UKALMOHHBIMU) 3HAKAMH U MOHUTOPUHTY 3a OOOPOTOM OTHAEIbHBIX BHJIOB JIEKAPCTBEHHBIX
MpenaparoB JJisi MEIUIMHCKOTO MMPUMEHEHHUs, YTBEepKACHHOe nocTtanopienueM [IpaButensctBa PO ot
24 suBaps 2017 r. N 62

Undopmarus 06 n3MEHEHHSX:

DedepanvHvim 3akonom om 11 oxkmsaops 20102 N 271-DP3 6 uacms 1 cmamvu 46 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlexapcTBeHHBIC TpemapaThl, 3a UCKIIOYCHUEM JIGKAPCTBEHHBIX IMPETapaTOB, M3TOTOBJICHHBIX
anTeYHBIMH  OpraHHW3alUsIMH, BETCPHHAPHBIMH alTCUYHBIMH OPTaHU3AIUSAMH, WHIWBUIYAIbHBIMUA
IPEIPUHAMATEIIIMHU, UMEIOIMMH JIMIICH3UIO Ha (apMaleBTUICCKYIO JeATCIIbHOCTb, JOJDKHBI TTOCTYTATh
B oOpalieHue, eciiu:

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 1 yacmu I cmamvu 46 nacmosiwezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
1) Ha uX mNEepBUYHONH YHAKOBKE (32 HUCKIIOYCHHEM TEPBUYHONM YIMAKOBKH JIEKAPCTBEHHBIX
PACTHTENBHBIX TPENapaToB) XOPOIIO YUTAEMBIM MIPU(TOM HA PYCCKOM S3bIKE YKa3aHbl HAaMMEHOBAaHUE
JIEKapCTBEHHOTO Ipemnapara (Mex/1yHapo HOe HeaTeHTOBAaHHOE, WIH TPYIIHPOBOYHOE, U XUMHUYECKOE,
WJIH TOPTOBOE HAMMEHOBAHNE), HOMEP CEPHH, JaTa BBITyCKa (IS HMMYHOOHWOJIOTHUECKUX JIEKAPCTBEHHBIX
MpenapaToB), CPOK TOAHOCTH, TIO3UPOBKA WM KOHIIEHTpAIus, 00beM, aKTUBHOCTh B €IMHUIAX JICHCTBHS
VI KOJIMYECTBO JI03;

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu I cmamvu 46 Hacmosiwezo
DedepanbHoeo 3aKOHA 6HeCeHbl UsMeHeHust, ecmynarowue 6 cuny ¢ 1 utons 2015 e.

Cm. mexcm nynkma 6 npeovioyujel pedaxkyuu

2) Ha UX BTOPUYHOU (MOTPEOUTENHCKON) YIMAaKOBKE XOPOIIO YHUTAEMBIM IMIPUPTOM Ha PYCCKOM
SI3BIKE yKa3aHbl HAMMEHOBAaHUE JIEKAPCTBEHHOTO TMperapara (MeXIyHapoIHOE HEMaTeHTOBAHHOE, WIIU
IPYNIUPOBOYHOE, WM XHMHUYECKOE W TOProBO€ HAMMCHOBAHHWS), HAUMEHOBAHHE IPOW3BOJIUTEIS
JIEKapCTBEHHOTO Tpernapara, HOMep CEpUH, JaTa BBIMyCcKa (IS MMMYHOOMOIOTUYECKUX JIEKAPCTBEHHBIX
nperapaToB), HOMEpP PETHUCTPAIMOHHOTO YJIOCTOBEPECHHs, CPOK TOJHOCTH, CIIOCO0 TpHUMEHEHHUS,
JO3UPOBKA WIIM KOHIIEHTpAalUs, 00beM, aKTUBHOCTh B €IWHUIAX ACUCTBUS JIMOO KOIUYECTBO 03 B
yIaKOBKe, JISKApCTBEHHAs (popMa, YCIIOBUS OTITYCKa, YCIOBHS XPAHCHHUS, IPEIYIPEANTEILHBIC HAITHCH.

Wndopmarnys 06 M3MEHEHUAX:
Deoepanvrvim 3axonom om 22 oexkaops 2014 2. N 429-d3 6 uacmv 2 cmamvu 46 Hacmosweco
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. dapmareBTHUECKHE CYOCTaHIIMU JOJKHBI MOCTyNaTh B OOpalleHue, €Clii Ha UX TEPBHYHOM
YIaKOBKE XOPOIIO YATAEMbIM IMIPU(YTOM Ha PYyCCKOM SI3bIKE YKa3aHbl HAUMEHOBAaHUE (hapMaIlleBTHUECKOM
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cyOcTtaHiu (MEXIYHApOJIHOE HEMATCeHTOBAHHOE, WM TPYNIHPOBOYHOE, WJIM XUMHUYECKOE M TOPTOBOE
HAUMEHOBAHMWS), HAUMECHOBAHUE MPOU3BOAUTENS (hapMalleBTHUECKON CyOCTaHIIMM, HOMEpP Cepuy W JaTta
W3TOTOBJICHHS, KOJUYECTBO B YITAKOBKE M CIUHUIIBI U3MEPECHHS KOJUYECTBA, CPOK TOJHOCTH M YCIOBHUS
XpaHEeHHUS.

3. JlekapcTBeHHBIC CpEACTBA B KAaueCTBE CHIBOPOTOK JIOJDKHBI IOCTYIAaTh B OOpalleHHE C
yYKa3aHUEM KUBOTHOTO, U3 KPOBH, TUIa3MbI KPOBH, OPTAHOB U TKaHEH KOTOPOTO OHU MOJTYUYEHBI.

4. Ha BTOpHYHYO (MMOTPEOUTENBCKYIO) YITAKOBKY JICKAPCTBEHHBIX CPEJICTB, IMOJTYUYEHHBIX U3 KPOBH,
1J1a3Mbl KPOBU, OPTaHOB U TKaHEH YeJIOBEKa, A0 KHA HAHOCUThCS Haanuch: "Anturena k BUU-1, BUU-2,
K BUpycy renaruta C ¥ MOBEPXHOCTHBIM aHTUTEH BUpyca renarutra B otcyTcTByroT".

5. Ha  nepBuunyio YHOAKOBKY U BTOPUYHYIO (TOTPeOUTENBCKYIO) YIAKOBKY
paarodapMareBTHIECKUX JICKAPCTBEHHBIX CPEJICTB JOJIKEH HAHOCUTHCS 3HAK paualliOHHOMN OIMacCHOCTH.

6. Ha BTOpHuHyI0 (MOTPEOUTENHCKYI0) YIAKOBKY MOMEONATUYECKUX JIEKAPCTBEHHBIX TPENapaToB
NOJDKHA HAHOCUTHCS Haamuck: "['oMmeonaTnueckuii".

7. Ha BropuuHyl0 (HOTpEOUTENbCKYI0) YMAKOBKY JIEKAPCTBEHHBLIX PACTUTENBHBIX IIPErapaToB
JIOJKHA HAHOCUThCS Haanuck: "[Ipoaykuus npouwia paiualuOHHbIA KOHTPOJIb" .

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 8§ cmamvu 46 nHacmosweco
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

8. Ha mnepBuuHyro ymakoBKy (€CiM MJii 3TOTO CYIIECTBYET TEXHHUYECKas BO3MOXXHOCTh) U
BTOPUYHYIO (TIOTPEOUTENIbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX IpENaparoB, IPeIHA3HAYCHHBIX JUIs
KJIMHUYECKUX UCCIEA0BaHUH, I0JKHA HAHOCUTHCA HAAMUCh: "Il KTMHUYECKUX HCCIIeJOBaHUNI" .

9. VnakoBka JEKapCTBEHHBIX CpPEICTB, IMpPEAHA3HAYEHHbIX HWCKIIOYUTEIBHO JJIs JKCIOpTa,
MapKUPYETCsl B COOTBETCTBUHU C TPEOOBAHHUSIMH CTPAHbI-UMIIOPTEPA.

10. Ha TpancnopTHyio Tapy, KOoTOopas HE€ NpeJHa3HadeHa Jyisd MOTpeOuTeNnell U B KOTOPYIO
MOMEIIEHO JIEKaPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUThCS WHPOpMAIUs O HAUMEHOBAaHUH, Cepuu
JIEKapCTBEHHOI'O CPEJCTBa, JaTe BbIMYCKA, KOJMYECTBE BTOPUUYHBIX (MOTPEOUTENIBCKUX) YHAKOBOK
JIEKAPCTBEHHOI'O0 CPEACTBA, MPOU3BOAUTENEC JIEKAPCTBEHHOI'O CPEACTBA C yKa3aHUEM HAWMEHOBAaHUS U
MECTOHAXOXCHUS MPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA (aapec, B TOM YHCIIE CTpaHa U (MJIH) MECTO
IPOM3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), a TaKXKe O CPOKE TOJHOCTH JIEKApCTBEHHOI'O CpelcTBa U 00
YCIIOBUSIX €0 XpaHEHUsl U MEePeBO3KU, HEOOXOAUMbIE TPEAYNPEAUTEIbHbIE HAAIUCH U MAaHUIYJISATOPHBIE
3HAKH.

11. Ha nepBHYHYI0 YNAaKOBKY M BTOPUUYHYIO (MOTPEOMTENHCKYI0) YHNAKOBKY JIEKapCTBEHHBIX
CPEeACTB [UIsl BETEPUHAPHOIO MPUMEHEHUs JOJKHA HAHOCHUThCS Haamuch: "Jlg BeTepuHapHOro
npUMeHeHus".

12. Ha BropuuyHyro (IOTPEOUTENHCKYIO) YHAKOBKY JIEKAPCTBEHHOTO TWIperapaTa HaHOCHTCA
HITPUXOBOH KOJ.

TAPAHT:

Cwm. koMMeHTapuH K cTaTthe 46 HacTosero denepanbHOro 3aK0Ha

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrovim 3axkonom om 6 oexkaops 2011 e. N 409-D3 6 naumenosanue enasvl 9 Hacmosweco
DedepanbHO20 3aKOHA 8HECeHbl USMEHEHUs, Cmynaouue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHsL 0puyuanvbHo20 0nYyoOIUKOBAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexcm HaumMeHO8aHUs 6 Npeobloyujeti peoaKyuu

I'maBa 9. BBo3 1ekapcTBeHHBIX cpeacTB B Poceniickyio ®denepanuio 1 BbIBO3 JIEKAPCTBEHHBIX
cpeacrts u3 Poccuiickoii Pegepannu
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Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 oexaops 2011 2. N 409-D3 6 naumenosanue cmamou 47 Hacmosue2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYeHUUu mpuoyamu OHell nocie
OHAL OhuYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm HauUMeHO8aHUSL 8 NPedbloyuell pedaKyuu
Crarbsa 47. Ilopsimok BBO3a JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro ®Denepaiuio ¥ BBIBO3A
JIeKapCTBEHHBIX cpeacTB u3 Poccuiickoiit denepanu

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 . N 409-P3 6 uwacmv [ cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYyeHUuUu mpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. BBo3 nexapcTBeHHBIX cpelacTB B Poccuiickyro @Penepanuio OCYLIECTBISETCS B IOPSAIKE,
ycraHoBiieHHOM [IpaButenbctBom Poccuiickoit  ®denepanuu, B COOTBETCTBHM C  TaMOXCHHBIM
3aKoHO1aTeTLCTBOM TaMmoxeHHOTO coro3a B pamkax EBpA3DC (nmanee - TamMoXeHHBIH COIO3) U (WIIN)
3aKoHOJIaTeIbcTBOM Poccuiickoit deneparuu 0 TaMOKEHHOM JIeTIe.

Undopmarus 06 n3MEHEHHSX:
Yacmo 2 usmenena c 28 oexabps 2019 2. - @edepanvuwiii 3axon om 27 dexabps 2019 e. N 462-D3

CMm. npedvloywyro pedaKyuio
2. BBosumbie B Poccuiickyro ®Denepainuio JIEKapCTBEHHBIC CPEICTBA JOJDKHBI COJCPKATHCS B
rOCYJIapCTBEHHOM pPeecTpe JEKapCTBEHHBIX CPE/ICTB.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uwacmv 3 cmamvu 47 Hacmoswe2o
DedepanbHoco 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIOWUE 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu

3. Homyckaetcs BBo3 B Poccuiickyio ®Denepainuio KOHKPETHOW MapTHH 3aperUCTPUPOBAHHBIX U
(W)  HE3apeTUCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB, TMPEIHA3HAYCHHBIX JUIS  TPOBEIACHHS
KIIMHUYECKUX HCCIEeNOBAaHUI JIEKApCTBEHHBIX MpernapaToB, MPOBENEHUS SKCIEPTH3bl JIEKAPCTBEHHBIX
CPEICTB MJI OCYIICCTBIICHUS TOCYJAapCTBCHHOW pPETUCTPAIlMU JICKAPCTBEHHBIX TPENapaToB WIH IS
OKa3aHUs MEIUIIMHCKON TMOMOIIM MO >KU3HEHHBIM TOKa3aHUSM KOHKPETHOTO MAallMeHTa Ha OCHOBAHHUU
paspelieHus, BBIJAHHOTO YIOJTHOMOYEHHBIM (efiepalbHBIM OPTraHOM HCIIOJIHUTEIBHONW BJIACTH I10
3asBJICHUSAM JIMII, YKa3aHHBIX B cTarhe 48 Hactosmero denepanmpHoro 3akoHa. PaccMoTpeHue Takoro
3aBJICHUS W TPHHITHE pEIICHWS O BbIJade pa3pelicHus Ha BBO3 KOHKPETHOW IAapTHU
3apEruCTPUPOBAHHBIX U (WJIHM) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MpPEJHA3HAYCHHBIX IS
MPOBEJICHUS KJIMHHYECKUX HCCIICJOBAHUN JIGKAPCTBEHHBIX TIPENapaToB, TPOBEACHUS OSKCIICPTH3BI
JIEKapCTBEHHBIX CPEJICTB JUIS OCYIIECTBIEHUS TOCYJapCTBEHHOW PETUCTPAllMU  JIEKAPCTBEHHBIX
IpernapaToB WX JUIS OKa3aHUS MEAWIIMHCKOW ITOMOIMM IO JKM3HCHHBIM ITOKa3aHUSM KOHKPETHOTO
naueHTa 1160 o0 OoTKa3e B BbIJaye YKAa3aHHOTO PAa3pelICHUs MPOU3BOAITCS B CPOK, HE MPEBBIIIAIOIIHIA
nATH pabouunx gqHei. [1naTa 3a BeIady yKa3aHHOTO Pa3pemieHUs He B3UMAETCS.

Wndopmarys 06 M3MEHEHUSX:

Cmamuws 47 oonoanena uwacmoio 3.1 ¢ 1 mapma 2020 e. - Dedepanvrviii 3axkon om 27 dexaobps 2019 e. N
475-D3
TAPAHT:
[Tonoxenus gactu 3.1 npumenstores 10 31 nexadps 2023 .
3.1. lonyckaercs BBO3 B Pocculickyro @enepannio KOHKPETHON NAapTHH HE3apErMCTPUPOBAHHBIX
JIEKAPCTBEHHBIX MPENapaToB, COJAEPKAIIUX HAPKOTUYECKHE CPEJICTBA WM TMCUXOTPONHBIE BEUIECTBA, B
nopsiike, ycranoBieHHOM IIpaButenscTBoM Poccuiickoit ®enepaunu, Mg OKa3aHUS MEIUIUHCKON
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IIOMOIIX TI0 XM3HEHHBIM MOKa3aHUSM KOHKPETHOTO MAalMeHTa WM TPYIIbl NalMeHTOB B CIydae, €CiH
UMEETCsl peUIeHHe BpaueOHON KOMUCCHHM MEIUIIMHCKOM OpraHu3anmud O HeI(P(EeKTUBHOCTH WU
HEBO3MOXXHOCTH NIPUMEHEHHS y KOHKPETHOTO MAIEHTa WHBIX 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB, B TOM YHCJIE COJEpPXKAIIMX JApyrue AEHCTBYIOIIUE BELIECTBA, U O HEOOXOIUMOCTU BBO3a
OIIPEIETICHHOTO He3aperuCTPUPOBAHHOTO JIGKAPCTBEHHOTO TIperapaTa ¢ yKa3aHHEeM €ro MEKIyHapOJHOTO
HEMaTeHTOBAHHOTO (MM XMMHUYECKOTO, WIH TPYIIUPOBOYHOIO) HAUMEHOBAHHS, (OPMBI BBITYCKAa M
konmnuecTBa. I[lepeueHp 3a0oneBaHUl M COCTOSHHMH M COOTBETCTBYIOIIMX JICKAPCTBEHHBIX IIPENapaToB,
CoJIepKaIINX HAPKOTUYECKHE CPEICTBA M IICUXOTPOIHBIE BELIECTBA, B IENAX OCYIIECTBICHHUS X BBO3a B
COOTBETCTBUHM C TpPEOOBAHMSAMHM HACTOSILIEH YacTH YTBEP)KAACTCS YHNOJIHOMOYEHHBIM (eaepalbHbIM
OpPTraHOM HCTIOJHUTEIILHOW BIACTH.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 . N 409-P3 6 uacmv 4 cmamvu 47 Hacmoswezo
DedepanbHo2o 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHAL 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
4. B Poccuiickyto deneparyiro MOKHO BBO3UTh JICKAPCTBEHHBIC CPEICTBA, KAYECTBO KOTOPBIX
MOJITBEPKJICHO CEPTH(PUKATOM IMPOU3BOAUTEIS JIEKAPCTBEHHBIX CPEACTB, YAOCTOBEPSIOIINM COOTBETCTBUE
BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHUSAM (DapMaKOIEHHBIX cTaTel MO0 B Cily4ae UX OTCYTCTBUS
HOPMAaTHUBHOW IOKYMEHTAI[UU WJIM HOPMATHBHOTO JOKYMEHTA.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uacmv 5 cmamvu 47 Hacmoswezo
DedepanbHoco 3aKOHA HECEeHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
5. 3ampemaercs BB03 B Poccuiickyro @enepanuio QanbcuGUIUPOBAHHBIX JIEKApPCTBEHHBIX
CpeZACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 6 Oexabps 2011 2. N 409-D3 6 uacmv 6 cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 6 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHSA OPUYUATILHO2O ONYONUKOBAHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. ®DanpcuduIEpoOBaHHBIC JCKAPCTBEHHBIC CPEICTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CpEeIICTBA MOAJIEKAT UIBATUIO U TIOCTEAYIONIEMY YHUUYTOKEHHUIO UITH BBIBO3Yy U3 Poccuiickoit denepanum,
KOHTpa(aKTHBIE JICKAPCTBCHHBIC CPEJICTBA - U3BATHIO U IMOCIICAYIOIMIEMY YHHYTOXKCHUIO. YHHUTOKEHUE
wii BbIBO3 U3 Poccuiickoit @enepanuu  panbcuPUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
HEJOOPOKAYECTBCHHBIX ~ JICKAPCTBEHHBIX  CPEJCTB, KOHTpPA(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISIETCS 3a CYET IIMIA, OCYIIECTBUBIIErO WX BBO3. [lOpsI0K YHHUYTOXKEHUS U3BATHIX
banbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAYSCTBCHHBIX JICKAPCTBEHHBIX CPECTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaBurenscTBoM Poccuiickoit denepammu.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 6 Oexkabpsa 2011 2. N 409-DP3 6 uacmv 7 cmamvu 47 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAIouue 6 CUNLY No UCMeYeHUuUu mpuoyamu OHell nocie
OHA 0huYUanbLHO20 ONYOIUKOBAHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexem uacmu 6 npeovioyujeli pedakyuu
7. Jluna, ocymectBiasionie BBo3 B Poccuiickyto ®enepaumio  (anbcuumpoBaHHBIX
JICKapCTBEHHBIX ~ CPEJCTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEACTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C TAMOYKEHHBIM 3aKOHOATEILCTBOM
TamoxxeHHOTO cor03a U (MIIK) 3aK0HO1aTeIbeTBOM Poccuiickoit denepanuu 0 TAMOKEHHOM JIETIE.
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Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexkabps 2014 2. N 429-D3 6 uwacmv 8§ cmamvu 47 nHacmosweco
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
8. BbIBO3 jieKkapCTBEHHBIX cpeacTB u3 Poccuiickoit denepariuy ocymiecTBIseTC 0€3 TPUMEHEHUS
OTpAaHWYECHUM, YCTAHOBJICHHBIX TAMOKEHHBIM 3aKOHOJIATEILCTBOM TaMOXEHHOTO coro3a U (WJIM)
3aKOoHOAATeNsCTBOM Poccuiickoit @enepanuu O TOCYIApCTBEHHOM pETyJIUPOBAHMM BHEIIHETOPTOBOI
JeSATEeIbHOCTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamws 47 oonoanena uacmoio 9 ¢ 29 nosops 2019 2. - @edepanvusiii 3akon om 28 nosopsa 2018 e. N
449-D3
9. BBoa B rpaxkgaHCKUi 00OpOT JIEKAPCTBEHHBIX MPENapaToB JJsi MEIUIIMHCKOTO MPUMCHEHUS,
BBE3CHHBIX B Poccuiickyto denepainio, oCymecTBIseTCsS ¢ COONM0IeHUeM TpeOOBaHUM, YCTAHOBICHHBIX
crarbeil 52.1 Hacrosmero PeaepanbHOro 3aKOHa.

Wupopmarus 06 H3MEHEHHSIX:

Cmamuws 47 oononnena uacmoio 10 ¢ 1 cenmaops 2023 2. - @edepanvusiii 3axon om 2 urwons 2021 2. N
317-D3

Cm. 6yoywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 47 HaCTOAIICTO d)ez[epaJn,Horo 3aKOHa

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 6 dexabps 2011 2. N 409-D3 ¢ cmamvio 48 nacmosaweco Dedepanvrozo
3AKOHA BHECEeHbl UMEHEHUsl, GCMYNAarwue 6 CUly No UCMedeHuu mpuoyamu OHell nocie OHs
opuyuanvHozo onyoIuKo8anus Ha3eanHo2o PedepanbHo2o 3aKoHa

Cm. mexcm cmambvu 8 npedvloyueti pedaKyuu
Cratba 48. IOpuanueckue nMma, KOTOPBIM pa3pelleH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuro

JlexapctBenHnsble cpenctsa B Poccuiickyro denepanuio MOryT BBO3UTE:

1) mnpousBoIMTENHM JIEKAPCTBEHHBIX CPEACTB s LieJded COOCTBEHHOIO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) UWHOCTpaHHbIE pPa3padOTUMKU JIEKAPCTBEHHBIX CPEJACTB M MHOCTPAHHBIE IMPOU3BOAUTEIH
JIEKapCTBEHHBIX CPEJICTB WU JpyTue IOpUANYECKHE JIMIA [0 NOPYUYEHHIO pa3paboTuuKa JIEKapCTBEHHOTO
CpeICTBA JJIs IMPOBEIEHUS KIMHUYECKHX HCCIIEJOBAaHUM JIEKApCTBEHHOIO Ipernapara, OCYIECTBICHHS
roCyJJapCTBEHHOM perucTpaluy JIEKapcTBEHHOTO Mpernapara, BKIIUEHUs papMalieBTHYeCKON CyOCTaHIIUH
B FOCYJJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB, KOHTPOJISI KayecTBa JIEKApPCTBEHHBIX CPEACTB IPU
HAJIMYUM pa3pelieHrs YIOJIHOMOYEHHOTO (eepaJbHOro OpraHa HCHOJHHUTENIbHON BIIACTH Ha BBO3
KOHKPETHOW MapTUU JIEKAPCTBEHHBIX CPE/ICTB;

3) opraHu3aiuu ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEACTBAMU;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 2 uoaa 2013 2. N 185-P3 6 nynkm 4 cmamvu 48 nacmosawezo
DeodepanbHoe0 3aKOHA BHECEeHbL USMeHeHUs, ecmynalowue 6 cuny ¢ 1 cenmsaobps 2013 e.

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
4) Hay4YHO-WCCIIEZIOBATEIIbCKAE OpraHW3alud, o00pa3oBaTeNbHBIE OpPTraHWU3alldM  BBICIIETO
0o0pa3oBaHusl, MPOM3BOJUTENIN JIEKAPCTBEHHBIX CPEICTB Il pa3pabOTKH, HCCIEIOBAHUN, KOHTPOJSA
0e30MacHOCTH, KadecTBa, A(P(GEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MpPU HATUYUU Pa3peLIeHHs
YIOJIHOMOYEHHOT0 (heiepaibHOTO OpraHa UCIIOJIHUTEIbHOM BIIACTH;

Wndopmarius 06 H3MEHEHHSX:
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Deoepanvrvim s3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmosweeo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm nynkma 6 npeovioyujel peoaKyuu
5) MEeIMIIMHCKIE OpTraHU3allii, HHbIC YKa3aHHBIC B ITyHKTaxX | - 4 HACTOSIIEH CTaThU OpraHU3aIuu
JUTSL OKa3aHUsI MEIUIIMHCKON IMOMOIIY 10 KU3HEHHBIM MOKA3aHUSM KOHKPETHOTO MallMeHTa MPH HATMYUU
paspenieHrs YIoJTHOMOUYEHHOTO (heepaslbHOro OopraHa WCIOJIHHUTENBHOW BJIACTH HA BBO3 KOHKPETHOM
napTUU JICKAPCTBEHHOTO TIperapara, BBJIAHHOTO B YCTAHOBJICHHOM TNOpsAKE B (OpME IJIEKTPOHHOTO
JOKYMEHTA, TIOANMCAHHOTO YCHUIICHHON KBATH(DUITUPOBAHHOM 3JICKTPOHHOM 1O/IITICHIO;

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 48 donoanena nyunkmom 6 ¢ 1 mapma 2020 2. - Dedepanvusiii 3axon om 27 dekaops 2019 e. N
475-D3
TAPAHT:

[Tonosxenus nmynkra 6 mpumensitores 10 31 nexadps 2023 r.

6) rocy1apCTBEHHbIE YHUTApHbIE NPEANPUATHS, UMYIIECTBO KOTOPBIX HAXOAUTCS B (eepaabHON
coOcTBeHHOCTH, onpeensembie [IpaButenbctBom Poccuiickoit denepaunu, B yactu BBo3a B Poccuiickyto
@denepalvilo  HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAaparoB, COAEPIKAIUX HAPKOTUYECKUE
CpencTBa MM IICUXOTPOIHBIE BEIIECTBA, I OKAa3aHUS MEAUIMHCKOM IIOMOIIM IO YKU3HEHHBIM
IIOKa3aHUsIM KOHKPETHOI'O INMALMEHTA WU TPYIIBl NAUEHTOB B COOTBETCTBMM € 4acThio 3.1 crateu 47
Hacrosuero denepaibHOrO 3aKOHa.

TAPAHT:

CM. koMMeHTapuu K cTaTtbe 48 HacTosero denepaibHOr0 3aKOHA

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 6 dexkabpsa 2011 2. N 409-D3 6 naumenosanue cmamou 49 Hacmoswe2o
DedepanbHO20 3aKOHA 8HECEeHbl USMEHEHUsl, 6CMYNalowue 8 CULy no UCMeYyeHuu mpuoyamu oHel nocie
OHA 0pUYUATLHO20 ONYOIUKOBAHUS HA38AHH020 DPedepanbHO20 3aKOHA

Cm. mexcm HauMeHO8aHUsL 8 NPedbloyuell pedaKyuu
Crartbsa 49. JlokyMeHTHI, IpeJCTaBIsieMbIe B TaMOKeHHBIE opranbl Poccuiickoit denepanuu npu
BBO3€ JIEKapCTBEHHBIX cpeAcTB B Poccuiickyro denepanuto

Wndhopmarius 06 n3MEHEHHSX :

Deodepanvnvim 3akonom om 6 Oexabpsa 2011 2. N 409-DP3 6 uacmv 1 cmamvu 49 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAIouue 6 CUNY NO UCMEeYeHUU mpuoyamu OHell nocie
OHA ohuyUanbHO20 ONYOIUKO8AHUSA HA36aHH020 DedepanbHo20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Ilpu BBO3€ JEKapcTBEHHBIX CpelAcTB B Poccuiickyro ®Penepanuio B TaMOXXEHHBIE OPraHbI
Poccuiickoit denepanuu HapsaLy ¢ JOKYMEHTaMU, IPEACTABIEHUE KOTOPBIX MPEAYCMOTPEHO TAMOKEHHBIM
3aKOHOJIaTETLCTBOM TaMOXXKEHHOTO coro3a W (WiM) 3akoHojaTenbcTBOM Poccuiickoit ®eneparuu o
TaMOKEHHOM JI€JI€, IPEJICTABIISIOTCS CIEAYIOINE JOKYMEHTBI:

1) cepruduxaT HPOU3BOAMUTENS JEKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIOUIMII COOTBETCTBHE
BBO3UMOI'O JIEKAPCTBEHHOI'O CpejcTBa TpeOoBaHUAM (apmakoreiiHol craTby JHOO B cilIydae ee
OTCYTCTBHSI HOpPMAaTUBHON JOKYMEHTAIMH UM HOPMATHBHOI'O JOKYMEHTAa;

2) paspelieHHe YMOJHOMOYEHHOTO (QelepalbHOro OpraHa HCIOJHUTEIbHON BJIACTH Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJIECHHBIX YaCTblO 3 crtaTeu 47
HacTosuero denepanbHOro 3aKoHa.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 6 Oexkabpa 2011 2. N 409-P3 6 uacmv 2 cmamvu 49 nacmoswezo
DedepanbHoz20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 6 CUILY No UCMeYeHUU mpuoyamu OHell nocie
OHA ohuyuanbHo2o onyoIuKo8anus Ha3earnno2o PedepanbHo20 3aKOHA
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Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu
2. JlokyMeHTBI, yKa3aHHblE B IyHKTax | W 2 yactu | HacTrosmed cTaTbu, IPEICTaBISIIOTCS B
TaMOXeHHBbIe opraHbl Poccuiickoit deneparuu npu NpHOBITHN JIGKAPCTBEHHBIX CpelcTB B Poccuiickyro
®denepanuio.
TAPAHT:

CMm. xomMeHTapuu K ctatbe 49 HacTosiero denepabHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 29 utonsa 2015 2. N 160-D3 6 naumenosanue cmamvu 50 Hacmosue2o
DedepanbHo20 3aKOHA BHEeCeHbl U3MEHEHUS

CMm. mekcm HAUMEHOBAaHUS 8 NPeOdblOyuell pedaKyuu
Crarbsa 50. BBo3 nekapctBeHHbIX mnpenapatoB B Poccuiickyro ®Dexpepanuio uisi JTUYHOIO
WCIIOJIb30BaHUS M HMHBIX HEKOMMEpPYECKHMX IIeJied, a TakKe I HMCIIOJIb30BaHUs Ha
TEPPUTOPUHU MEKTYHAPOIHOTO METUIIMHCKOTO KacTepa

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 6 Oexaops 2011 2. N 409-P3 6 uwacmo I cmamvu 50 Hacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUsl, CMYNalowue 6 CUIy no UCMeYeHUuU mpuoyamu OHel nocie
OHs 0puyuanbHOo20 ONYOIUKOBAHUS HA38AHH020 DedepanlbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu
1. JlekapcTBeHHBIE TpemapaTbl MOTYT OBITh BBe3eHBI B Poccmiickyio Dexepammio 6e3 yuera
TpeOoBaHU, MPEeTyCMOTPEHHBIX YacTsaMu | - 4 crateu 47, ctathsivu 48 u 49 Hacrosero denepanbHOTO
3aKOHA, €CJIM OHM MPEJIHA3HAYEHBI JUIS:

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 2 urwonsa 2016 2. N 163-D3 nynkm 1 wacmu I cmamou 50 nacmosaweco
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLL PeOaKyUU

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu

1) auuHOTrO MCHONB30BaHUS (PU3MUECKMMHU JUIAMH, NpuObIBIIUMHU B Poccuiickyio denepanuio.
IIpu »Tom BBO3 B Poccuiickyro dDenepanuio  JIEKapCTBEHHBIX  IIPENApPATOB,  COJEPIKALIUX
CUJIBHOJCUCTBYIONME ¥ (WJIM) STOBUTHIC BEIIECTBA, BKIIOYCHHBIE COOTBETCTBEHHO B  CITHCOK
CUJIBHOJICUCTBYIOIINUX BELIECTB JUIA LIEJIEW YrOJIOBHOTO 3aKkoHOozaTesnbcTBa Poccuiickon denepanuu U B
CIMCOK SAJIOBUTBIX BEIIECTB [UIs ILIE€JIEM YroJOBHOTO 3akKoHonarelbcTBa Poccuiickoit depepanuu,
yTBep)KaeHHbIe [IpaButenscTBom Poccuiickonn denepanuu, OCyLIECTBISAETCS NPU HAIUYUU JTOKYMEHTOB
(3aBepeHHBIX KON JOKYMEHTOB WJIM 3aBEPEHHBIX BBIITMCOK M3 HUX), MOJITBEPNKIAONINX HA3HAUCHUE
dbuznyeckoMy JIHIy YKa3aHHBIX JIEKapCTBEHHBIX IMpemapaToB (3a UCKIIOYCHHEM JIeKapCTBEHHBIX
MpEInaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit @eaepanuu u otnyckaembix B Poccuiickoit denepaunu
0e3 peliernta Ha JIeKapCTBEHHBIN MpenapaT). [loaTBepxkaaronime JOKyMEHTHI (MX 3aBEpEeHHbIE KOMUU WU
3aBEpPEHHBIC BBIMUCKA W3 HHUX) JOJKHBI COJEp)KaTh CBEICHHWS O HAWNMEHOBAaHWUU U KOJIHMYECTBE
HA3HAYEHHOTO JIEKAPCTBEHHOIO TMpemapara. B ciydae, eciw MOATBEp)KIOAIONIME JOKYMEHTBI (KX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPEHHBIC BBIMUCKA W3 HHUX) COCTABJICHBI HAa WHOCTPAHHOM S3BIKE, K HHUM
MPUJIAraeTCs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUM SA3BIK;

2) WCHONb30BaHUS pAOOTHHKAMU JIUIJIOMATHYECKOTO KOpIyca WM  TPEACTaBUTEIISIMHU
MEKIyHapOAHBIX OpraHu3aluii, aKKpeIuTOBaHHbIX B Poccuiickon denepaunu;

3) 7nedeHHs] MACCAKUPOB W WICHOB HKHUIAKEH TPAHCHOPTHBIX CPEACTB, TMOE3IHBIX OpuUrag u
BOJIMTENICH TPAaHCTIOPTHBIX CPENICTB, MpUOBLIBIIKUX B Poccuiickyto Denepaiuio;

4) nedeHnsl y9aCTHUKOB MEXKTyHAPOIHBIX KYJIbTYPHBIX, CIIOPTUBHBIX MEPONPUATUA U YIACTHHKOB
MEKIYHApOAHBIX dKCIICIULIN;

Wudopmanust 00 N3MEHEHUSX:

Ilynkm 5 usmenen ¢ 13 asecycma 2019 2. - @edepanvuwiii 3akon om 2 aszycma 2019 2. N 297-D3
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Cm. npeovloywyio peoakyuio
5) JeyeHHs] KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300CaJax, LHUpPKax, OKeaHapuyMax,
nenbQUHApUAX, JICUYEHUS TUKUX >KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEJSIOUINX TEPPUTOPUIO
Poccuiickoit denepanun, HaXOISAIIUXCA B COCTOSHUU €CTECTBEHHON CBOOOIBI M NPUHAISKAIMIMUX K
BHUJIaM, 3aHeceHHbIM B KpacHyro kuHury Poccuiickoii ®denepanuu u (WIM) KpacHbIe KHUTH CyOBEKTOB
Poccniickoit ®@enepanuu, a TakkKe >KUBOTHBIX, BBO3MMBIX B Poccuiickyro denepauuro Uil y4acTus B
CIIOPTUBHBIX U 3PEJUILHBIX MEPONPUATHUSAX;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 wuoun 2015 e. N 160-@3 uyacme [ cmamwvu 50 unacmoswezo
DedepanvbHo2o 3aKOHA OONOIHEHA NYHKMOM 6
6) UCTIOJIB30BAaHUS HA TEPPUTOPUHN MEXKTYHAPOJIHOTO MEIUIIMHCKOTO KacTepa.

Wndopmarius 06 n3MEHEHHSX:

DedepanvHvim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uyacmv 2 cmamvu 50 Hacmosue2o
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNnalowue 6 CUIy no UCMeYyeHuu mpuoyamu OHel nocie
OHs 0puyuanvbHo20 0nyoIUKOBaAHUS HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. B ciyyasix, IpelyCMOTPEHHBIX 4acThio 1 HacTosAlIEeH cTaThy, AOIycKaeTcsl BBO3 B Poccuiickyro
®denepanyio JIEKapCTBEHHBIX IIPENapaToB, HE 3aperucTpUpOBaHHbIX B Poccuiickoit denepanun.

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akonom om 6 Oexabps 2011 2. N 409-P3 6 uyacmv 3 cmamwvu 50 Hacmosue2o
DedepanbH020 3aKOHA 8HECEeHbl USMEHeHUs, 8Cmynaowue 8 CUIy no UCMeYyeHuu mpuoyamu OHel nocje
OHAL 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu
3. JlekapcTBEeHHbIE MpenapaThl, IpeAHa3HAYCHHbIE ISl T'yMaHUTAapHON oMoy (COAeUCTBU) U
IIOMOIIMA IIpXM 4YPE3BbIYAWHBIX CHUTyalHsX, BBO3iATCA B Poccuiickyro @enepanuio B IOpPSJKE,
ycraHoBiaeHHOM IIpaBurensctBom Poccuiickoit ®enepanuun. 3anpeniaercss BBo3 B Poccuiickyro
denepannio He3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENAPaTOB, IPEAHA3HAYEHHBIX I TyMaHUTapHOU
HOMOIIH (COJIEHCTBUSA) MU TIOMOLIM IIPU YPE3BbIYAHBIX CUTYalHsX.
TAPAHT:

CwMm. KOMMCHTApHHU K CTAThC 50 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Cratbsa 51. CorpynHudecTBo (heaepaqbHOro OpraHa UCIOJHUTEIbHON BIACTH, YIIOJHOMOYEHHOIO
B 00JIaCTH TaMOXXEHHOTO JieJla, W JIPYT'MX YIOJIHOMOYEHHBIX (hefepabHbIX OpPraHoB
HACIIOTHUTETbHON BIACTH
1. VYnonHomoueHHble (QenepaabHble OpraHbl MCIOJHUTEIBHOM BIIACTH MNPEJOCTAaBISAIOT B
pactiopspkeHHe  (eiepalbHOTO OpraHa MCIOJHWUTENBHON BJIACTH, YHMOJHOMOYEHHOTO B 00JacTé
TaMOXEHHOT'0 JieJla, TOCYJapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB, a Takke HHGPOPMAIHIO O
BBIJJAHHBIX PA3pEIICHHUSX Ha BBO3 KOHKPETHOM MAapTUH JIEKAPCTBEHHBIX CPEACTB B  Cllydasx,
YCTAHOBJIEHHBIX YacThi0 3 cTaThu 47 HacTosAero denepaabHOro 3aKOHa.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 6 Oexabpsa 2011 2. N 409-P3 6 uacmv 2 cmamvu 51 nacmoswezo
DedepanvHo20 3aKOHA 6HeCeHbl USMEHEHUs, GCMYNAaowue 6 CULY N0 UCMeYeHUul mpuoyamu Oxell nocie
OHA 0huYUanbLHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexem uacmu 6 npeovioyujeli pedaxyuu
2. @enepalbHbIl OpraH WCHOJHUTENBHON BIIACTH, YHOJHOMOYEHHBIH B 00JacTH TaMOXKEHHOTO
nena, THPOPMUPYET yKa3aHHbIE B 4acTy | HACTOSIIEH CTaTbU YHOJHOMOYEHHbIE (e/iepabHbIe OpTraHbl
WCTIOJTHUTEJIBHOM BJIACTM O BBO3€ JIEKAPCTBEHHBIX cpelacTB B Poccuiickyro @Denepaiuio U BBIBO3E
JeKapCTBeHHbIX cpelacTB U3 Poccuiickoit denepauuu no GopmMe U B MOPSAIKE, KOTOPHIE YCTaHOBIIECHBI
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IIpaButenscTBOM Poccutickoit denepanuu.
TCAPAHT:

Cwm. koMMeHTapuu K ctathe 51 HacTosiero denepanbHOrO 3aKOHA

I'naBa 10. ®apmaneBTHUYECKAas 1eATEJIbHOCTH

T'APAHT:

Cm. TocynmapcrBennyto mporpammy P® "Pasputme QapmManeBTHUECKOW U MEIUIIMHCKOM
npoMsblnieHHocTd" Ha 2013 - 2020 rr., yTBepxaeHHYyt0 nocraHoBieHueM IlpaBurensctBa P® ot 15
arnpenst 2014 r. N 305

Cratbs 52. OcymectBieHne (papMareBTHIECKOMN NeITeTbHOCTH

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akoHom om 25 wnosaops 2013 2. N 317-@3 6 uwacms 1 cmamvu 52 nHacmosweco
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu

1. ®apmareBTudeckas JesSTEILHOCTh OCYIIECTBIISICTCS OpraHU3alMsIMUA ONTOBOW TOPTOBIH
JICKapCTBEHHBIMU  CPEJCTBAMHU,  AaNTEYHbIMH  OpraHU3alUsIMH, BETEPUHAPHBIMU  aNTEYHBIMU
OpTraHHU3aAIUSIMH, WHABUTYTBHBIMU PeITPHHUMATEIISIMH, UMEIOIIUMHU JIMIIEH3UIO Ha
(dbapMaleBTUYECKYIO JI€ATEIbHOCTh, MEIUIIMHCKUMHU OpraHu3alUsIMU, HMEIOIIUMU JIMIECH3UI0 Ha
(dapMalieBTUYECKYI0 JIEATEIBHOCTh, W HX O00OCOOJICHHBIMH MOJpa3ieieHusIMU  (aMOyIaToOpHusIMHy,
denpamepckuMu U QenpaImepcKo-aKyepCKUMH IyHKTaMu, IIEHTpaMu (OTAeNeHUsIMU) 00111el BpaueOHOM
(ceMeitHON) MPAaKTHUKH), PACIIONIOKEHHBIMH B CEILCKUX HACEJICHHBIX IMYyHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble  OpraHW3allid, W  BETEPUHAPHBIMM  OpraHU3alUsMH, HMCEIOIIMMU  JIMIEH3UIO  Ha
(dhapManeBTUYECKYIO JICITCILHOCTb.
TAPAHT:

Cm. IlonoxxeHue O JIMLIEH3UPOBAaHUM  (DapMaIeBTUUECKOW  JAESITEIBbHOCTH, YTBEP)KIEHHOE
nocraHoBneHueM [IpaButensctBa PO ot 22 nexabps 2011 r. N 1081

CM. MeToIMYecKre YKa3aHUs MO OCYIIECTBIECHHIO OpraHaMy TOCyJAapCTBEHHOM BiacTu cyObektoB PO
nepeaHHbIX nosiHoMounit P® no nuieH3supoBaHuio papMaleBTUYECKO AeATeIbHOCTH, YTBEPKICHHbBIE
npukazom Munzapascoipa3Butus Poccun ot 6 nrons 2008 r. N 2631

Wndopmarus 06 n3MEHEHHSX :

DedepanvHvim  s3akonom om 27 wuiona 20102. N 192-@3 uacme 2 cmamwvu 52 Hacmoswe2o
DedepanbH020 3aKOHA U3NONCEHA 8 HOBOU Pe0aKyuu

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. ®wusnyeckue JUIa MOTYT OCYHICCTBIATH (hapMaIEeBTHUECKYIO NEATEIHHOCTh TPH HATHIUU

BBICIIIETO MJIU CpelHero (GapMareBTHYeCKOro o0pa3oBaHus U cepTU(UKATa CIENUATNCTa, BBICIIETO WIH
CPeIHET0 BETEPHUHAPHOTO 0Opa3oBaHMS M CepTU(UKATA CHEIHAINCTA, a TAKXKE BBICHIETO WA CPEITHETro
MEAWIIMHCKOTO 00pa3zoBaHusi, cepTu(dUKaTra CHEUaINCTa W JOMOJHUTEIHHOrO MpodeccrnoHaIbHOTO
0o0pa30oBaHMs B YaCTH PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMH TIperiapaTaMy IPU YCIOBHU WX PabOTHI B
000COOJICHHBIX MTO/Ipa3IeIeHUIX METUIIUHCKUX OpraHU3allui, YKa3aHHBIX B 4acTH | HACTOSAIICH CTaThU.

TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 52 HaCTOAIICTO d)euepanbﬁoro 3aKOHa

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhviii 3akoH donoanen cmamveu 52.1 ¢ 29 noabpa 2019 e. - @edepanvuviii 3akon om 28
Hosops 2018 2. N 449-D3
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Cratbs 52.1. BBog B rpakJaHCKuii 00OpOT JIEKAPCTBEHHBIX IPEMapaToB ISl MEAUIIUHCKOTO
MIpUMEHEHUS

1. Ilepen BBOJIOM B TpayKIaHCKHA 0OOPOT KaXKJIOM CEpUU WM KAXKIOW MapTHH IMPOU3BEICHHOTO B
Poccuiickoit deaepaiuu JEKapCTBEHHOrO Mpenapara JJjisi MEAUIUHCKOTO MPUMEHEHHUS], 38 UCKIOUYEHUEM
MMMYHOOHMOJIOTUYECKHX JIEKAPCTBEHHBIX MPENapaToB, MPOU3BOIUTEIh TAKOTO JICKAPCTBEHHOTO Mpenapara
npencTaBisier B (eaepanbHBIA  OpraH HCIOJHUTEIBHONW BJIACTH, OCYIIECTBISIONIMN (QYHKIMUA TIO
KOHTPOJIIO ¥ HAI30py B cdepe 3ApaBOOXpaHCHHUs], JOKYMEHT MPOU3BOJAUTENS JIEKAPCTBEHHOTO CPEJCTBA,
MOATBEPKIAIOMIMN KAa4eCTBO JIEKAPCTBEHHOrO Ipenapara, M MOATBEPKICHHUE YIMOJHOMOYEHHOrO JIMIA
MIPOU3BOJUTENS JIGKAPCTBEHHBIX CPEJICTB COOTBETCTBHS JIGKAPCTBEHHOTO Tperapara TpeOOBaHMSIM,
YCTaHOBJIEHHBIM IIPU €r0 F'OCYAApPCTBEHHOW PErUCTPaALIUH.

2. Tlepen BBOJOM B TPaKIAHCKHH OOOPOT KAXKIOW CEpUM WM KaKIOH MapTHH BBO3UMOIO B
Poccuiickyro @enepanuio JIEKapCTBEHHOTO Mpenapara Iyl MEAULUUHCKOIO IPUMEHEHUS, 3 UCKIIOUCHUEM
MMMYHOOHMOJIOTUYECKUX  JICKAPCTBEHHBIX  IIPENapaTroB, OpraHU3amus, OCYIIECTBIISIONIAs  BBO3
JeKapcTBEHHOro mpemnapara B Poccuiickyro ®enepanuio, NpeAcCTaBiseT B (eAepalbHbIA  Oprax
UCIIOTHUTENIbHOM  BIIACTH, OCYIIECTBISIOMIMK (YHKIMM 1O KOHTPOIIO M Ham3opy B cdepe
3IpaBOOXpAaHEHUsI, CEepTU(PHUKAT MPOU3BOAUTENSI  JIGKAPCTBEHHOTO  CPEACTBA,  YJIOCTOBEPSIIOUIUI
COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOI'O IMpernapaTta TpeOboBaHUsAM (apMaKoNelHol cTaThy, a B CIy4ae
OTCYTCTBHUS (papMakOINEHHOW CTaThMl TPEOOBAHUSM HOPMATHBHOW JOKYMEHTAIMH, W TIOJATBEPIKICHHE
MPEACTABUTENS] OpraHu3aliy, OCYIIECTBIIAIONICH BBO3 JIEKAPCTBEHHOro Impenapara B Poccuiickyro
denepalrio U YHOJHOMOYEHHOW MHOCTPAHHBIM MPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHS
BBO3MMOI'O JIEKAPCTBEHHOTO Ipernapara TpPeOOBaHUSAM, YCTAHOBJICHHBIM IIPU €ro TOCyAapCTBEHHOM
perucTpanmm.

3. Ilopsimok mpeacTaBi€HUs B COOTBETCTBUM C 4HacTsiMU | U 2 HACTOALIEH CTaTbU JOKYMEHTOB U
CBEJCHHWI O JICKAPCTBCHHBIX TIperaparax, BBOJUMBIX B TPaXIAHCKUKW 000pOT, YCTAHABIMBACTCS
IIpaButenscTBOM Poccutickoit denepanuu.

4. B oOTHOLIEHUM MEPBBIX TPEX CEPUIl WM NapTUHl JIEKAPCTBEHHOIO IIpernapaTa, BIIEpPBbIE
npousBeeHHoro B Poccuiickon Penepaunu Wid BoepBble BBo3uMoOro B Poccuiickyro dexpepanuro, B
dbeneparbHBI OpTaH UCIOJHUTEIBHON BIIACTH, OCYIIECTBISIONINN (DYHKIIMU MO KOHTPOJIIO W HAI30py B
cdepe 3IpaBOOXpaHEHUSs, TOTIOTHUTEIHHO MPEICTABISAETCS MPOTOKOJ UCTIBITAHUN O COOTBETCTBHH CEPUU
WY TAPTUM JICKAPCTBEHHOTO IMpernapara g MEAUIHUHCKOrO MNPHUMEHEHHS ITOKA3aTeNsiM KadecTsa,
MPEeIyCMOTPEHHBIM HOPMATHBHOM JIOKyMEHTalMel (Janee - MPOTOKON WCHBITaHHM), MPOBOJUMBIX
AKKPEJIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit denepainiuu 006 akKpeauTauu B
HAI[MOHAJBLHOW  CHUCTEME  aKKpeauTaluu  QenepalbHBIMH  TOCYAAPCTBEHHBIMU  OIOKETHBIMH
YUPEKICHUSMH, MOIBEIOMCTBEHHEIMH benepanbHOMY Ooprany HCIIOJIHUTEILHOMN BJIACTH,
OCyHIECTBIISIfOIEMY (YHKIMKM TIO BBIPAa0OTKE U pealnu3alliil TOCYyJapCTBEHHOW TOMUTHKU H
HOPMATHBHO-TIPABOBOMY  PETYJIUPOBaHHIO B cdepe 3apaBooXpaHeHUs, U ¢eJepabHOMY OpraHy
UCTIOTHUTENIbHON BJIACTH, OCYIIECTBISIONIEMY (YHKIMM 1O KOHTPOIO H Haa3opy B cdepe
3apaBooxpaneHus. [lopsmok BbmauM yka3aHHBIMH (eepaTbHBIMH TOCYJIAPCTBEHHBIMH OFOKETHBIMHU
YUPEKIECHUSIMUA JAHHOTO MPOTOKOJIA U pa3Mep IJIaThl 33 €ro BblAauy ycTaHaBiuBaroTcs [IpaButenbcTBOM
Poccuiickoit @enepanuu.

5. Exxerogno He mo3aHee | deBpains mpon3BOAUTENH JIEKAPCTBEHHBIX CPEACTB WU OpPTaHU3AINH,
OCYIIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro dDexpeparuio, MPEACTaBISIOT B
denepanbHBI OpraH UCTIOTHUTENBLHON BIACTH, OCYIIECTBISIOMNN (PYHKIIMH MO KOHTPOIIO W HAA30py B
chepe 3m1paBoOOXpaHEHHUs, MPOTOKOJ HUCIIBITAHUN MOCTYNHBIIETO B TEUEHHUE TOJIa B TPAXKIAHCKUN 000pOT
JICKapCTBEHHOTO TpermapaTa KOHKPETHOTO TMPOU3BOIUTENsSI (Ha OAHY CEpHI0 KaXIOro TOPTOBOTO
HAaWMEHOBAaHMS C YYETOM JIEKAPCTBEHHOW (DOPMBI U JO3WPOBKHU), MPOBOJUMBIX AKKPEAUTOBAHHBIMHU B
COOTBETCTBUHU C 3aKoHOAaTenscTBOM Poccuiickoit ®enepanuu 00 akKpeAMTallMd B HAIMOHAIBHOMN
CUCTEME aKKpEIUTAI[HN UCTIBITATeIbHBIMU J1a00paTOpusMH (LIEHTPaMH).

TAPAHT:

ITyHkT 6 BcTymaet B cuity ¢ 28 Hos0ps 2018 r.
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6. IlpousBomuTenu JIEKAPCTBEHHBIX CPEACTB WM OpPraHU3aluyd, OCYILECTBIISAIOUIME BBO3
JIEKapCTBEHHBIX IpemnaparoB B Poccuiickyro @enepannio, HE MEHEE 4eM 3a OJMH TOJ A0 IIaHUPYEMbIX
IIPUOCTAHOBJICHUS MJIM IPEKPALLEHUS IPOU3BOJCTBA JICKAPCTBEHHBIX IIPENApaTOB WIM HMX BBO3a B
Poccuiickyto ®enepanmio yBemoMISIOT 00 3ToM (efepaibHBIA OpraH MCIOJHUTEIBHONW BIIACTH,
OCYILECTBIIAIOUIMH (DYHKIIMU IO KOHTPOJIIO M HAA30py B chepe 3apaBooXpaHeHUs U (penepabHblil opran
UCTIOJIHUTENIGHOW ~ BJIACTH, OCYIIECTBISIIONMK  (QYHKIMM TO  JIMIEH3UPOBAHHIO  IPOU3BOJICTBA
JICKapPCTBEHHBIX CPEICTB.

7. BBox B rpaxxaaHcKkuii 000pOT KaXKHAOH CepUH WMIM KKIOW MapTUH MMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOTr'0 Ipenapara, nmpousegaeHHoro B Poccuiickoii denepannu uim BBo3uMoro B Poccuiickyro
@denepanuio, OCYLIECTBISIETCS Ha OCHOBAaHMHM pPa3pelICHUs, BBIIAHHOTO (elepalbHbBIM OPraHoM
UCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBISIIOIMM (YHKIMM 10 KOHTPOJIK M Haa3opy B cdepe
3paBOOXPAaHEHMs, HA OCHOBAHWM BBIJAHHOTO (hefepaibHBIMU TOCYAapCTBEHHBIMU OOKETHBIMU
YUPEKICHUSIMH, YKa3aHHBIMU B 4acTh 4 HACTOSILIEW CTaTbH, 3aKIIOYEHUS O COOTBETCTBUU CEPUU WIIU
napTUU UMMYHOOHOJIOTMYECKOIO JIEKAPCTBEHHOIO Ipenapara TpeOOBAHMSM, YCTAHOBJIEHHBIM IIpU €ro
rocyIapcTBEHHON peructpauuu. [1opsaok Beljaun pasperieHuss Ha BBOJA B Ipa)IaHCKUIl 000poT cepuu
WIM apTUU UMMYHOOUOJIOTUYECKOT0 JIEKaPCTBEHHOI'O Mpenapara, a TakKe MOPsI0K BbIIa4l yKa3aHHOTO
3aKJIIOYEHHS M pasMep IUIaThl 3a €ro Bblgady ycraHasinusarorcs [IpaButensctBom Poccuiickoi
®denepauuu.

8. 3a HeNpencTaBICHUE WIM HECBOEBPEMEHHOE IIPEICTaBICHUE JAOKYMEHTOB W CBEIICHUH,
IIPEAYCMOTPEHHBIX yacTsMu 1, 2, 4, 5 1 6 HACTOAIIEH CTaThbHU, IPOU3BOAUTEIIN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alyy, OCYIIECTBIIAIOIINAE BBO3 JIEKapCTBEHHBIX NpenaparoB B Poccuiickyro denepannro, HecyT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoin denepannm.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 9 usmenena c 1 mapma 2020 e. - Dedepanvusiii 3axkon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

9. IlpencraBineHne NOKYMEHTOB M CBEIEHUH, NPENYCMOTPEHHBIX uacTsamu |, 2 m 4 Hacrosmen
CTaTbU, W TMOJYYEHHE MPEIYCMOTPEHHOIO 4YaCThIO 7 HACTOSIIEW CTaTbU pa3pelieHuss Ha BBOJ
UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOIO TpenapaTa B TIpaXAaHCKUH 000poT He TpelyroTcs B
OTHOLIEHHWN JIEKAPCTBEHHBIX IIPENaparoB, NPEIHA3HAYEHHBIX U1 IPOBEACHUS  KIMHUYECKUX
UCCJIEIOBAHUM JICKApCTBEHHBIX IIPENapaTroB, IIPOBEIEHUsS OKCIEPTU3BI JIEKAPCTBEHHBIX CPEIACTB I
OCYILECTBJIEHUS T'OCYJApCTBEHHON DPETHCTpALMU JIEKAPCTBEHHBIX IIPEMApPAaTOB, a TaKK€ B OTHOIICHUH
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaTroB, NPEJHA3HAYCHHBIX I OKa3aHWs MEIULMHCKON
IIOMOIIXA IO >KMU3HEHHBIM IOKa3aHMWSAM KOHKPETHOIO ITallMEeHTa WM TPYNIbl MAalMEHTOB, BBO3UMBIX B
Poccuiickyro ®denepanuio B cOOTBETCTBUM ¢ udacTavu 3 U 3.1 crateu 47 Hactosmero deaepanbHOro
3aKOHa.

10. IIpu BBIIBIEHMH B Tpa)JIaHCKOM 00OpOTE CEpHM WM MAPTHU JIEKApCTBEHHOTO INpernapara,
JIOKYMEHTbl U CBEIEHUS O KOTOPBIX, HMPEAYCMOTpeHHble uacTsimMu |, 2 m 4 Hacrosued craTtbH, He
npescTaBieHbl B (efepalibHBIi OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOMMN (QYHKIMM 110
KOHTPOJIIO U Haa30py B chepe 3apaBooXpaHEHUs, JUOO0 CEpUH MU MApTHH HMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOTO IMIperapara, HE UMEIOIIUX pa3pelieHuss Ha BBOA B  TIpaxJaHCKUH  000poT,
IPEeyCMOTPEHHOIO 4YacThio 7 HacCTosIed CTaTbH, (enepalibHbIii OpraH HUCIOJHUTEIbHOM BIIACTH,
OCYILECTBIISIONIMM (YHKIMHM IO KOHTPOJIO M HaA30py B cdepe 3ApaBOOXpaHEHUs, B TOPSJIKE,
ycranoBieHHoM IIpaButensctBom Poccuiickoii ®enepanuu, NPUHUMAET PEIICHHE O IpEeKpanieHUuu
rpaXkJJaHCKOro 000pOTa TaKUX CEPUU WIIM MAPTUH JI0 MPEICTABICHUS YKa3aHHBIX JOKYMEHTOB M CBEJICHUN
100 MOTyUYeHHUs] YKa3aHHOTO pa3peleHusl.

Wndopmarys 06 M3MEHEHUAX:

DeoepanvHulll 3aKk0H donoaner cmamvell 52.2. ¢ 1 cenmsaops 2023 2. - Dedepanvhulil 3aK0H om 2 uros
2021 2. N 317-®D3

Cm. 6yoywyro pedarkyuio
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Cmamows 53 usmenena c 1 ausaps 2018 2. - @edepanvhuiii 3axon om 29 urons 2017 2. N 278-D3

Cm. npeovloywyio peoakyuio
Cratbsa 53. Ilponmaxa, mepenadya JCKapCTBEHHBIX CPEJCTB OPTraHU3AIMSIMH ONTOBON TOPTOBIU
JICKapCTBECHHBIMH CPEJICTBAMHU

Wndopmarius 06 M3MEHEHHSX:

Yacmo 1 usmenena c 29 oexabps 2020 e. - Dedepanvhuiii 3axon om 27 oexabps 2019 e. N 481-D3

CMm. npedvloywyro pedaKyuio

1. Opranusaiuu onToBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJCTBAMU MOTYT OCYIIECTBIISATH MPOJIAXKy
JICKapCTBEHHBIX CPEACTB WJIM TIEpeAaBaTh MX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit
deneparun nmopsiake (3a UCKITIOUEHHEM (hapMaleBTHUECKOM CyOCTaHIIMM CITUPTa 3TUIIOBOTO (3TaHOJIA):

1) apyrumM opraHu3aIusaM ONTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEIICTBAMU;

2) IpOU3BOIUTEISM JICKAPCTBEHHBIX CPEJCTB IS IIENICH MPOU3BOICTBA JICKAPCTBEHHBIX CPEJICTB;

3) anTeuHBIM OpraHU3aIUsAM U BETCPUHAPHBIM alITCYHBIM OPTaHU3AIUIM;

4) HAyYHO-HMCCIIEIOBATEIILCKHM OPTaHU3aIUAM IS HAYYHO-MCCIIeIOBATEIbCKOW PabOThI;

5) WHOUBUAYaJIbHBIM MPEANPUHUMATEIISAM, HMMCIOIUM JIUICH3WI0 Ha (apMaleBTUYCCKYIO
JeSITeIbHOCTD WJIH JIMIIEH3UIO Ha MEUIIUHCKYIO JeSITeIbHOCTD,

Undopmarius 06 n3MEHEHHSX:

Ilynkm 6 uzmenen c 6 ageycma 2019 2. - @edepanvusiii 3axkon om 26 uioasn 2019 2. N 240-D3

Cm. npeodvloywyio peodakyuio
6) MEIWIIMHCKMM OpraHu3alusM, B TOM UYHCJIEC CO3JaHHBIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUH C 3aKOHOJATEILCTBOM MHOCTPAHHOTO TOCyIapcTBa - wieHa OpraHu3anuu SKOHOMHYECKOTO
COTPYIHWUYECCTBA W  PA3BUTUA  HWHOCTPAHHBIM  FOPUIUYCCKHM  JIMIAM,  WHIWBHIYaJTbHBIM
IpeIPUHUMATENSM, SBISIOIIKUMCS yYaCTHUKaMU MPOEKTa B COOTBETCTBUH ¢ DejiepanbHbiM 3akoHOM "O
MEXTyHApOJHOM MEIHUIIMHCKOM KJIACTepe W BHECCHHM M3MEHCHHH B OT/ICIbHBIC 3aKOHOAATEIBHBIC aKThI
Poccuiickoit @eneparuu', u BeTepUHAPHBIM OPTaHU3AIIMSIM;

Wndhopmarius 06 n3MEHEHHSX :

Ilynkm 7 usmenen ¢ 13 aseycma 2019 2. - @edepanvhsiii 3axon om 2 aseycma 2019 2. N 297-D3

Cm. npeodvloyuwyio peoakyuio
7) oOpraHM3alyAM W WHIAUBUAYATBHBIM TPEIIPUHUMATEISM, OCYIIECTBISIFOIINM pa3BeIcHUE,
BBIpAlMBaHUE U COACPKAHHE )KUBOTHBIX (32 HCKIIIOUEHUEM MPOJaKU UM (hapMalleBTHUECKUX CyOCTaHIIHIMA
WJIN UX TIepeaayn).

Wndopmarys 06 n3MEeHEHHAX:
Yacms 2 usmenena c 29 dexabps 2020 2. - @edepanvhuiii 3akon om 27 dekaops 2019 . N 481-D3

Cm. npeodvloyuwyio peoakyuio
2. OpraHu3aiid ONTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEJCTBAMH HE BIIPaBE OCYIICCTBIIATH
npofaxy (mepemady B YCTAaHOBIIGHHOM 3aKOHOJATeNhCTBOM Poccuiickoit ®Dexepanuu  mopsake)
(dapmareBTUIeCKON CyOCTaHITMU CIIUPTA STUIIOBOTO (ITAaHOA).
TAPAHT:

CMm. koMMeHTapuH K cTaThe 53 HacTosmero denepanbHOro 3aK0Ha

Wndopmarnys 06 M3MEHEHUAX:
Deoepanvrvim 3akonom om 22 oexaops 2014 e. N 429-D3 6 cmamvio 54 nacmosuwezco Dedepanvioo
3aKOHA 8HeceHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexem cmamou 6 npedvioyuierl peoakyuu
Cratbs 54. [IpaBuna onToBOM TOProBIIM JIEKAPCTBEHHBIMU CPEICTBAMU
OnroBas  TOProBis  JIEKAPCTBEHHBIMU  CPEICTBAMU  OCYILECTBISAETCS  IIPOM3BOIUTEISIMU
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JIEKaPCTBEHHBIX CPEACTB W OpPraHU3alUsMU ONTOBOM TOPIrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH I10
IpaBuiIaM HaAJeKaIeld AUCTPUOBIOTOPCKON MPAKTUKU M MpaBWIaM HaJUIeKAIeH MPaKTHUKH XpaHEHHs U
IIEPEBO3KU JICKAPCTBEHHBIX IIPENapaToB, YTBEPXKACHHBIM COOTBETCTBYIOIUMMH YIIOJTHOMOYCHHBIMU
(benepaabHBIMU OpraHaMy UCTIOJHUTEILHON BIACTH.

TAPAHT:

CM. komMeHTapuu K cTatbe 54 HacTosuero denepabHOTO 3aKOHA

Cratbs 55. [lopsg0k pO3HUYHOM TOProBIIM JIE€KApPCTBEHHBIMH NpenapaTaMu

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 55 Hacmosweco
DedepanbHo20o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioywierl peoaxyuu

1. Po3HuuHas TOProBisl JIGKAPCTBEHHBIMH NpenapaTaMH B KOJMYECTBAX, HEOOXOAUMBIX IS
BBIMIOJTHEHHST BpaueOHBIX ((enpaiepckux) Ha3HAYCHWH WM Ha3HAYeHUH CHEeHaluCTOB B 00JacTH
BETEPUHAPUHU,  OCYIIECTBISICTCA  aANTEYHBIMM  OpPraHU3alMsIMH,  BETEPUHAPHBIMU  AlTEYHBIMHU
OpraHu3aIusIMu, WHUBUTyIbHBIMU MpeANPUHUMATEISAMH, MMEIOIIUMHU JIULEH3HIO Ha
(dapMaieBTUYECKYI0 JIATENIbHOCTh, MEAWLIMHCKUMH OpTaHU3AIMsIMH, WMEIOMIMMHU JIUICH3UI0 Ha
dbapMalleBTUYECKYI0 JI€ATEIbHOCTh, M HUX O000COOJCHHBIMU MOApPA3ACTICHUAMH (aMOyJIaTOPHIMH,
denpamepckuMu U (PerbaImepcKo-aKyIepCKUMHE ITyHKTaMH, IICHTpaMu (OTACICHUSIMH ) 00IIel BpaueOHOM
(ceMeliHOI1) PAaKTHKKU), PACIIONOKEHHBIMU B CEIbCKUX HACEICHHBIX MYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHble  OpraHU3allid, M  BETEPUHAPHBIMM  OpraHU3alUsAMH, MMEIOIIMMU  JIMIIEH3UIO  Ha
dbapMalleBTUYECKYIO0 JIeATENbHOCTh. Pa3perieHa po3HUYHAsT TOPTOBIS TOJBKO JIEKAPCTBEHHBIMH
nperaparaMmu, 3aperucTpupoBaHHbIMU B Poccuiickoii ®enepaunu WIM H3TOTOBJIEHHBIMU AlTEYHBIMHU
OpraHu3alusIMu, BETEPUHAPHBIMHU anTeYHbIMU OpraHu3alusIMu, WHJUBU1yalbHbIMU
OpEeIPUHUMATEISIMU, MMEIOIIMMHU JIMIEH3UI0 Ha (QapMaleBTHUUECKYIO JesTeNbHOCTh. Po3HHYHas
TOProBJsl JIEKAPCTBEHHBIMU IpenaparamMl OCYIIECTBISIETCS IO MpaBWIaM HaJJIeXkalled anTedyHon
IPAKTUKH, YTBEP>KJIEHHBIM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIbHOMN BIACTH.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 55 oonoanena wacmoio 1.1 ¢ 3 anpens 2020 e. - @edepanvhuiii 3axon om 3 anpens 2020 e. N
105-D3
1.1. Po3Hu4Has TOPromilsl JIEKAPCTBEHHBIMU IMpenaparaMy JUIsi MEAMIIMHCKOIO NpUMEHeHHus (3a
UCKIIFOUEHHEM JIEKAPCTBEHHBIX IIPENApaToB, OTIIYCKAEMBIX IO PELENTy Ha JIEKApCTBEHHBIW IIpemnapar,
HAapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB, a TAKXKE
CIHMPTOCOJIEPKAIUX JIEKAPCTBEHHBIX MpPENnapaTtoB ¢ OOBEMHOHN J0jel 3TUIOBOro CHHMpTa CBbIIIE 25
IPOLEHTOB) MOXET OCYIIECTBIISTLCS  alTeYHbIMHM  OpPraHM3alMsIMHM  JUCTAHLIMOHHBIM  CIOCOOOM.
Po3HHMYHYIO TOPrOBIIIO JEKAPCTBEHHBIMU ITPENapaTaMu Uil MEAUIIUHCKOTO IIPUMEHEHHS TUCTAHIIMOHHBIM
CrocoO0OM MOTYT OCYIIECTBIISITh alTEYHbIE OpraHU3aI[MH, UMEIOLIUE JUIEH3UI0 Ha (apMaleBTUYECKYIO
NeSITeIbHOCTh M COOTBETCTBYIOIIEE pa3pelieHne QenepaibHOro opraHa HCIOJHUTEIbHON BIIACTH,
OCYHIECTBIISIONIET0 (PYHKIMM O KOHTPOJIIO M HAA30py B cdepe 3apaBooxpaHeHud. [lopsnox Bbaaun
paspelnieHuss Ha OCYIIECTBICHUE PO3HUYHOM TOPrOBIIM JICKAPCTBEHHBIMU IIperapaTaMu IUCTaHLIMOHHBIM
crocoboM, TpeGoBaHMS K aNTeUHbIM OPraHU3alUsiM, KOTOPhIE MOTYT OCYILECTBISATh TaKyl0 TOPTOBIIO, U
MOPSIOK €€ OCYIIECTBIEHUsA, a TAaKKe IpaBUIa JOCTABKM JICKAPCTBEHHBIX IIPENApPATOB I'PakJIaHaM
ycranaBnuBatorcsa  [IpaButenbctBom  Poccuiickoir  ®@enepanuu. WMudopmanms 00  ommaueHHBIX
(OTHYIIIEHHBIX) U MOJYYCHHBIX JIEKAPCTBEHHBIX MpEnapaTax BHOCUTCS B CUCTEMY MOHUTOPUHTA JBHKCHHUS
JIEKAPCTBEHHBIX IPENapaToB Il MEAUIMHCKOIO MPUMEHEHUs B MOPSJKE, MPEAYCMOTPEHHOM 4YaCThIO 7/
crateu 67 Hacrosuero deaepanbHOro 3aKOHa.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 25 noaops 2013 2. N 317-@3 6 uacms 2 cmamvu 55 Hacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs.
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Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

2. Buapl anTedHBIX OpraHW3aluii W TpaBWIa OTIYCKAa JICKAPCTBEHHBIX MPENaparoB IS
MEIUIIUHCKOTO TMPHUMEHEHHS aNTeYHBIMH OPTraHU3alUSAMH, HHIUBUIYAIbHBIMU IPEIPUHAMATEISIMH,
UMEIOITIMH JIHIICH3UIO Ha (PapMaIieBTHYECKYIO JACATeIbHOCTD, a TAK)KE MpaBUiIa OTITYCKa JIEKAPCTBECHHBIX
npenapaToB JUIsl MEITUITMHCKOTO TPUMEHEHHS MEJUIIMHCKAMH OPTaHU3AIMsIMHA, UMEIOIIMMU JIMIICH3UIO Ha
dapMaleBTUYECKYI0 JIEATEeIbHOCTh, M HUX 000COOJICHHBIMU TOJApa3AcieHUs MU (aMOyIaTOPUsMHU,
denpamepckumMu U (HebaIepCcKo-aKymepCKUME ITyHKTaMU, IIEHTpaMu (OTAeICHUsIMHI) 001Iel BpaueOHOM
(ceMelHOI) TIPAKTHKH), PACIIONIOKCHHBIMU B CEIbCKUX HACEICHHBIX MYHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIE OPTraHU3aIMH, YTBEPXKIAIOTCS YIOJHOMOUYEHHBIM (efepalibHbIM OPraHOM HCIIOJHUTEILHOU
BJIACTH.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim  3axkonom om 3 wutoaa 2016 2. N 305-DP3 6 uacmv 3 cmamvu 55 Hacmoswe2o
DedepanbHO20 3aKOHA 6HeCeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
3. IIpaBuia oTmycKa HAPKOTHYECKUX CPEJICTB M ICUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4yeCcTBE JICKAPCTBEHHBIX INPENapaToB, JICKAPCTBEHHBIX NPENapaToB, COACPKAIIMX HAPKOTHYCCKUE
CpEICTBA W TIICHXOTPOITHBIC BEIIECTBA, YTBEPKMAAOTCS YIOJHOMOYCHHBIM (eIepaIbHBIM OPraHoOM
UCITIOJIHUTEIILHOW BJIACTH MO0 COTJIACOBaHUIO C (elepalibHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH,
YIOJTHOMOYCHHBIM B C()epe BHYTPEHHUX JIEI.

Wuopmarus 06 H3MEHEHHSIX:
Yacmw 4 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloywyro pedaKyuio
4. JlekapcTBEHHBIC TIpemaparbl JUIsi BETCPUHAPHOTO TPUMEHEHHUS IOJICKAT OTITYCKY
BETCPUHAPHBIMU AaNTEYHBIMUA OPTaHU3AIMSIMUA, BETCPUHAPHBIMH OPTraHU3AIMSIMH, HHIUBUIYAIbHBIMU
NPEIMPUHAMATEIIMA, UMEIONIUMH  JIMIICH3UI0 Ha  (apMaleBTUYECKYIO0 JIeATeIbHOCTh.  OTITyCK
JICKapPCTBEHHBIX TMPEMmapaToB Ui BETEPHUHAPHOTO MPUMEHEHHS OCYIIECTBISETCS B COOTBETCTBHH C
MpaBwJiaMy  HQ/UISKAMEH aNnTeyHOW TMPAKTHUKW JICKAPCTBEHHBIX TIPENapaTroB I BETEPHHAPHOTO
MPUMEHEHHUS, YTBEPKICHHBIMH YIOJTHOMOYEHHBIM (eiepabHBIM OPTaHOM HCTIOTHUTEIHHOM BIACTH.

Wndopmarys 06 m3MEeHEHHAX:
Yacms 5 usmenena c 3 anpens 2020 2. - @edepanvusiii 3akon om 3 anpens 2020 2. N 105-D3

Cm. npedvloyuyro pedaKyuio

5. IlepeueHbp MEAMIMHCKMX OpraHW3alUii, HWMEIOLIIMX JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NesITeNbHOCTb, M HMX  000COOJIEHHBIX  MOJpa3/ieneHuit  (amOynaTopuil,  (enpamepckux U
benpaepcKko-akymepcKux MyHKTOB, IEHTPOB (OTACNICHHI) 00IIe BpaueOHOW (CeMEHOM) MPaKTUKH),
PACIIONIOKEHHBIX B CEIbCKUX HACEIEHHBIX IMYHKTaX, B KOTOPHIX OTCYTCTBYIOT allT€UHble OpraHU3alluy, a
TaKXKe TepeueHb JICKApCTBEHHBIX MPENapaToB, MPoaaXka KOTOPBIX MOXKET OCYIIECTBISTHCS YKa3aHHBIMU
OpraHu3alsIMU 1 UX 000COOJICHHBIMU MOAPa3AeICHUSIMH, YCTAaHABIMBAIOTCS OPraHaMH MCIIOJTHUTEIbHON
BIacTu cyowrekToB Poccuiickoit denepanun.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3akoHom om 25 Hosaops 2013 2. N 317-@3 uacme 6 cmamvu 55 Hacmosweeo
DedepanbH020 3AKOHA U3NLONACEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
6. AnTeuyHble OpraHW3allMd, WHIWBUIAYAJIbHbIE MTPEANPUHUMATENN, HMEIONIME JHUIECH3UI0 Ha
dbapMaleBTUYECKyI0  ACSITENbHOCTh, 00si3aHBI  OOecreynBaTh  yTBEpXKACHHBINH [IpaBUTETHCTBOM
Poccuiickoit @enepanuu 1 GOpMUPYEMBIH B YCTAHOBJICHHOM MM TOPSIKE MHHUMAJIBHBIA aCCOPTUMEHT
JIEKapPCTBEHHBIX MIPErapaToB, HEOOXOIUMBIX JJI OKa3aHUs MEAUIIMHCKOW TOMOIIIH.

Wudopmanust 00 N3MEHEHUSX:

Yacmy 7 usmenena c 3 anpens 2020 2. - @edepanvroviii 3akon om 3 anpena 2020 2. N 105-P3
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CMm. npedvloywyro pedaKyuio

7. AnredHble OpraHU3alMH, WHIMBUAYyAIbHBIC NPEANPHUHUMATENN, WMEIOIIUE JUICH3HIO Ha
(apMaLeBTHYECKYIO AEATEIBLHOCTD, HAPSTY C JIEKAPCTBEHHBIMH IIperapaTaMyd UMEIOT MIPaBo MPHOOpETaTh
U TpoJaBaTh, B TOM YHCIIE€ AMCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKHE H3ACTHs, Ie3UH(PHUIUPYIOIIHE
Cpe/ACTBa, MPEAMETHl M CPEACTBA JIMYHOW TMTHEHBI, TOCYAY IS MEAWIUHCKUX LeJei, MpeaMeTsl |
CpeACTBa, MpeAHA3HAYCHHbIC U1 yX0Ja 3a OOJbHBIMH, HOBOPOXKJICHHBIMH U JECTbMH, HE JAOCTHTIIUMHU
BO3pacTta TpeX JIeT, OYKOBYIO ONTHUKY M CPEACTBAa YXOAa 3a HEH, MUHEpaJbHBIC BOJBI, MPOMYKTHI
71e4eOHOro, EeTCKOr0 M TUETHYECKOrO NMUTAHHS, OMOJOTMYECKH aKTHUBHBIC H00ABKH, MapproMepHbIC U
KOCMETHYECKHE CpEICTBA, MEOUIMHCKHE W CAHUTApHO-IIPOCBETUTENbHBIC I€YAaTHBIC H3JaHUS,
npeHa3HauYeHHbIE I POTaraH/ibl 3J0pOBOr0 00pasa KHU3HH.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 13 wuwonsa 20152 N 262-D3 6 uacmv 8 cmamwvu 55 Hacmoswez2o
DedepanbHoe0 3aKOHA BHECEeHbL U3MeHeHUs, ecmynalowue 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

8. JesTenbHOCTh anTedyHblx opraHuzauuil Boopy:xennbix Cun Poccuiickoit @enepanuu, Apyrux
BOMCK, BOMHCKHUX (DOPMUPOBAaHHMI M OpraHoB, B KOTOPBIX 3aKOHOJaTeabcTBOM Poccuiickoit ®enepanuu
NPEIYCMOTPEHO TPOXOXKICHHE BOEHHOW CHyXObl wWin (QenepanbHONl TOCYJapCTBEHHON CITyXOBI,
CBA3aHHOM C IIPAaBOOXPAHMTEIBHOW JEATEIBHOCTBIO, perylaMeHTupyercss Hacrosmum denepanbHbIM
3aKOHOM M YTBEP)KIECHHBIMH COOTBETCTBYIOIIMMH (he/epalbHbIMA OpraHaMH HCIIOJIHUTEIFHON BIIACTH
nojoxeHusMu. KoHTponb 3a coOdrofieHMEM yKa3aHHBIMU alTEUHBIMU OpraHU3alMsIMU IOJ0XKEHUH
HacTosuero denepaJbHOr0 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIIMMU (heepaabHbIMU OpraHaMu
VICIIOJIHUTEIJIHOM BJIACTH.

9. He npumensiercs ¢ 1 ssuBapst 2021 r. - @enepanbublii 3akoH ot 3 anpens 2020 r. N 105-03

Wupopmarus 06 H3MEHEHHSIX:

CMm. npedbloywyro pedaKyuio
TAPAHT:

CM. KoMMeHTapuu K cTathbe 55 HacTosero denepalbHOT0 3aK0Ha

CraTbs 56. 3roToBiieHne U OTIYCK JIEKAPCTBEHHBIX MPENapaToB
TAPAHT:

Cm. Enunbie mpaBuna oQopMmieHHs JI€KapcTB, MNPUTOTOBISEMBIX B aNTEUHBIX YUPEIKICHUSIX
(MpeanpuATHsAX) Pa3IMYHBIX POPM COOCTBEHHOCTH, YTBEPKIACHHbIE MUHHUCTEPCTBOM 37PaBOOXPAHECHHUS
P® ot 24 wirons 1997 r.

Wndopmarys 06 n3MEeHEHHAX:

Yacms 1 usmenena c 1 mapma 2023 e. - @edepanvusiii 3axkon om 30 oexaops 2021 2. N 463-D3

Cm. 6yoywyro pedarkyuio

1. MsrotoBrneHue JEKApPCTBEHHBIX MPENaparoB anTEYHBIMU OpPTaHHU3aIUsSMHU, BETEPUHAPHBIMU
aNTCYHBIMM OpPTaHHW3AIUAMH, WHIAWNBUIAYATBHBIMU TPEANPUHUMATEIIIMA, HMCIOIIAMHA JIMIICH3WI0 Ha
dbapMaleBTUYECKYIO JIEATEIHHOCTh, OCYIIECTBISCTCS MO pEIenTaM Ha JIeKapCTBEHHBIE Mpenaparsl, Mo
TpeOOBaHUSAM MEJMIIMHCKUX OpTaHW3aIlui, BETCPUHAPHBIX OPTAHWU3AIWKA B COOTBETCTBHH C IMPaBHJIAMHU
U3TOTOBJICHUSI W OTIYCKa JIGKAPCTBEHHBIX TPENapaTroB, YTBEPKIECHHBIMU  YIIOJTHOMOUYEHHBIM
(denepaTbHBIM OPTaHOM HCTIOTHUTEITLHOM BIIACTH.

2. Ilpu U3roTOBJICHUH JIEKAPCTBEHHBIX MPENapaToB anTeYHbIMUA OPTaHU3AIMSIMHE, BETEPUHAPHBIMU
ANTeYHBIMU  OPTaHW3AIUSIMU, WHIUBUAYATbHBIMU TPEANPUHAMATEIIIMA, HWMCIOIIMMHA JIMICH3UIO Ha
dbapMaleBTUYECKYI0 JAESITeTbHOCTh, HCHONB3YIOTCS (hapMaleBTHUECKUe CyOCTaHIIMK, BKJIIOUEHHBIC
COOTBETCTBEHHO B FOCYAAPCTBEHHBIA PEeCTpP JICKAPCTBEHHBIX CPEACTB JUISI MEAMIIMHCKOTO TPUMEHEHUS U
rOCY/apCTBEHHBIA PEECTp JEKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO MPUMEHEHHSI B YCTaHOBJICHHOM
nopsinke. He momyckaercs W3rOTOBJICHHE AalTEYHBIMH OPTraHU3alWSIMH, BETCPUHAPHBIMU alTCUYHBIMH
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OpraHU3aIUsIMU, WHIUBUTy ATbHBIMH MpEANPUHUMATEIISIMH, HMEIOIIUMH JIALICH3UIO Ha
(dapMaleBTUYECKYIO JICATeIbHOCTD, JICKAPCTBEHHBIX IPENapaTroB, 3aperuCTpUPOBAHHBIX B Poccuiickoii
denepanyu.

3. MapkupoBKa JEeKapCTBEHHBIX I[IPENapaToB, H3TOTOBJICHHBIX AaNTEUYHBIMU OpraHU3ALMIMHU,
BETCPUHAPHBIMH aNTCYHBIMHA OPraHU3aAIUsAMU, WHIUBUIYAIbHBIMA TPEANPUHUMATEISIMU, HUMEIOIUMU
JUICH3UI0 Ha (apMaleBTHUECKYIO JESTCIBHOCTh, W O(OpPMIICHHE TAaKUX MPENnaparoB JIOJKHBI
COOTBETCTBOBATh IIPaBUiIaM, YKa3aHHBIM B 4acTH | HACTOSIIEH CTaThH.

4. AnTeuyHble OpraHu3allM, BETEPUHAPHBIC alTEYHbIC OpraHU3AlUH, WHIUBUIYAIbHbBIC
MpEeANPUHUMATEINN, UMEIOIINE JTUICH3UI0 Ha (papMarieBTHYECKYIO ACATEIHbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJI0JICHUE TPABWJI HM3TOTOBIICHUS W OTIYCKa JIEKAPCTBEHHBIX IMPENapaToB B COOTBETCTBHUH C
3aKoHOJaTeabCcTBOM Poccuiickoit denepanni.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 56 HaCTOoAIICTO (DeﬂepaJ'IBHOFO 3aKOHa

Cratba 57. 3ampemieHue mnpojaxu  ¢GanbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX  CPEJICTB,
HEeI00pOKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX
CpeACTB
[Tponaxa ¢banbCUUIMPOBAHHBIX  JIEKAPCTBEHHBIX CpEACTB, HEe100pOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIPEIIaCTCs.
TAPAHT:

CM. koMMeHTapuu K cTatbe 57 HacTosero denepabHOTO 3aKOHA

Cratbs 58. XpaHeHue JieKapCTBEHHBIX CPEJICTB

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 oxkmsaopa 2014 e. N 313-P3 6 uacme 1 cmamovu 58 nacmoswezo
DedepanbH020 3aKOHA 8HECEHbl USMEHeHUsl, Cmynalowue 8 CULy no UCmeyeHuu mpuoyamu OHel nocie
OHAL 0huYUaAIbHO20 ONYOIUKOBAHUS HA38aHH020 DPedepabHO20 3aKOHA

Cm. mexkcm yacmu 6 npedvloyueti pedaKyuu

1. XpaHeHue JEKapCTBEHHBIX CPEACTB OCYLIECTBISACTCS MPOU3BOAUTENSAMHU JIEKapCTBEHHbIX
CpEe/CTB, OPraHU3aLUSIMHI ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMH, AalITCUHBIMU OPTaHU3AIMSIMH,
BETEpUHAPHBIMU AaNTEYHbIMU OPTraHU3ALUAMM, HHIUBUAYAIbHBIMU TMPEANPUHUMATENIMH, HUMEIOIUMHI
JMIEH3UI0 Ha (apMareBTUYECKY0 JIesSTebHOCTh WM JUICH3WI0O Ha MEIUIMHCKYIO eSTeIbHOCTD,
MEIUIUHCKUMHM ~ OpraHM3alUsAMH, BETEPUHAPHBIMU OpraHU3alUSAMH W HUHBIMH  OpTaHU3ALMsIMH,
OCYIIECTBIISIIONIMMH OOpaIlleHne JICKApPCTBEHHBIX CPEACTB. XpaHEHHWE JIEKapPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHMs OpPraHM3aLMsAMU M HUHIAUBHIYaJbHBIMH TNPEINPUHUMATEISIMU B CIyYasXx,
€CITM OHU WCIIONB3YIOTCS HMCKIIOYUTEIBHO TPU Pa3BEICHHUH, BBIPAIIUBAHUH, COJCPKAHUU U JICYCHUH
KHBOTHBIX, MOXKET OCYIIECTBIATHCS 0€3 MOMyUYeHHs JUIIEH3UU Ha (PapMalleBTHUECKYIO eI TeIbHOCTD.

2. IlpaBmma XpaHEHHs JIGKAPCTBEHHBIX  CPEICTB  YTBEPXKAAIOTCS  COOTBETCTBYIOIIMM
YIOJHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJHUTEIBHOM BIACTH.

3. XpaHeHHe HAPKOTUYECKHUX JIEKAPCTBEHHBIX CPEICTB, MCUXOTPOITHBIX JIEKAPCTBEHHBIX CPEICTB,
panuodapManeBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYIIECTBISIETCS B COOTBETCTBMHM  C
3aKoHO/1aTenbCcTBOM Pocculickon Penepanyu.

TAPAHT:

CMm. koMMeHTapuH K cTaThe 58 HacTosero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 25 odexabpsa 2012 2. N 262-D3 enasa 10 nacmoswezo Pedepanvrozco
3aKoHa donoixena cmamvell 58.1, scmynarowell 6 cuiry no UcCmeyeHuu cma 8ocbmudecimu OHell nocie
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OHA ohuyuanvbHo2o onyoIUK08aH U HA36aHHO20 DedepanbHo20 3aKOHA
Crarbsa 58.1. IIpeagMeTHO-KOIMYECTBEHHBIH YYET JIEKAPCTBEHHBIX CPEACTB JII MEIULHMHCKOIO
IIPUMEHEHHUS
1. TlepedyeHb JIEKAPCTBEHHBIX CPEACTB JUISI MEAMLIMHCKOINO IPUMEHEHHs, MOJJIeKalINX
IPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy, YTBEpXJaeTcsl YIOJIHOMOYEHHbIM (eAepaJbHbIM OpPraHoM
VCIIOJIHUTEJIBHON BIIACTH.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 3 uiona 2016 2. N 305-DP3 6 uwacme 2 cmamvu 58.1 nacmoswezo
DedepanbHO20 3aKOHA 6HeCeHbl USMEHEHUS.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

2. Ilopsaiox BKIIIOUEHHUS JIEKAPCTBEHHBIX CPEACTB JUJISi MEIUIMHCKOTO MPUMEHEHHUS B IepeycHb
JIEKAPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO MPUMEHEHHUS, MOJUIeKAIINX MPEeIMETHO-KOINYECTBEHHOMY
y4eTy, YCTaHABIIMBACTCS YIOJTHOMOYCHHBIM (enepallbHBIM OPraHOM HCIIOTHHUTEIBHOW BIACTH 10
COrJTacoBaHUI0 C (efepalbHBIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH, YIIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX JIE]I.

3. IlpeaMeTHO-KOJIUYECTBEHHBIH YYeT JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOTO MPUMEHEHUS
BEyT TPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEICTB, OPraHU3allMd ONTOBOM TOPIOBJIM JIEKapCTBEHHBIMU
CpEICTBAMH, aNTEeYHble OpraHU3allMy, WHAMBHIyallbHbIE MPEANPUHUMATENN, UMEIOUINE JUIEH3UI0 Ha
(dapManeBTUYECKYIO JCSATSIbHOCTh WM JIMIICH3MIO HAa MEIAMIIMHCKYIO NIEATEIBHOCTh, M MEIUINHCKHE
OpTraHMU3aIlH, OCYIIECTBISIIONINE OOpaIleHne JEKapCTBEHHBIX CPEACTB AJSl MEAUIIMHCKOTO MPUMEHEHUs,
MyTEeM PETUCTPAIMHU JIIOOBIX CBSI3aHHBIX C UX OOpAIICHUEM OIepaluid, P KOTOPBIX H3MEHSETCS HX
KOJIMYECTBO U (WJIM) COCTOSIHHME, B CIICIHAIBHBIX KYpHAIAX y4yeTa ONepaluii, CBA3aHHBIX ¢ 00paleHueM
JIEKAPCTBEHHBIX CPEJICTB JUIsI MEAUIIMHCKOTO MMPUMEHEHUS (Jjajiee - CrielUaIbHbIE )KypPHAJIbI).

4. llpaBuia perucTpaluu OIepaluii, CBI3aHHBIX C OOpallleHuEM JIEKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHUs, BKIIOUYEHHBIX B TEPEUEHb JICKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO
MPUMEHEHUS, TOJUIeKAIUX MPEAMETHO-KOJIMYECTBEHHOMY YUY€Ty, B CIEHHMAIbHBIX XypHajgax M IpaBuia
BEJICHUS U XPAHEHUS CTICIMAIIBHBIX KYPHAJIOB YTBEPXKIAOTCS YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM
WCIIOJIHUTENIbHON BJIACTH.

5. KonTpons 3a coOmofeHUEM MpaBUIl PETUCTpAIlMU OMNEpalfii, CBA3aHHBIX C OOpallleHUeM
JIEKAPCTBEHHBIX CPEICTB Il MEAUIMHCKOTO NPUMEHEHHMs, BKIIOUEHHBIX B MEPEUEHb JIEKAPCTBEHHBIX
CPENCTB Uil MEIUIIMHCKOTO TPUMEHEHHS, TMOJIeKAIINX MPEAMETHO-KOJIUYECTBEHHOMY VYeTy, B
CHEIMANIbHBIX KYypHAJIaxX, a TAaKXkKe 3a COOJI0/IEHUEM MPaBUI BEICHUS U XPaHEHUS CIIeUaIbHBIX KYPHAJIOB
BO3JIaraeTcsi Ha YIOJHOMOYEHHBIE (enepanbHbie OpraHbl HCIOJHUTEIBHOM BJIACTU W OpPTraHBI
UCTIOTHUTENbHON BiacTu cyObekToB Poccuiickoit ®exepaiuy, OCYIIECTBISIONINE JIUIIEH3UPOBAHHE
MPOU3BOJICTBA  JICKAPCTBEHHBIX  CPEACTB, (papMalleBTUYECKONW  ACATEIBbHOCTM U MEIUIIMHCKOU
JIeATEIbHOCTH, U OCYIIECTBIISIETCS B pAMKaX JIMLIEH3MOHHOTO KOHTPOJIS.

TAPAHT:

CM. AIMUHHUCTpATUBHBINA pernameHT wucnoidHeHus denepanbHoil chmyk00i MO Ham30py B cdepe
3/IpaBOOXpPAHEHUS] TOCYJapCTBEHHOM (YHKIMHM TIO OCYIIECTBIEHHUIO JIMIIEH3MOHHOTO KOHTPOJIS
(apMarieBTUUECKON JEATeNbHOCTH, YTBEPXKAECHHBIH mnpukazoM Mun3npaBa Poccunm ot 1 ceHTA0ps
2017 r. N 5851

Cwm. xommeHTapuu K ctatbe 58.1 HacTosiiero denepanbHOrO 3aKOHA

I'naBa 11. YHHYTOXKeHHE JTIeKAPCTBEHHBIX CPEACTB

Cratbs 59. OcHOBaHUS U NOPSIOK YHUUYTOKEHHUS JIEKAPCTBEHHBIX CPEJCTB

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-d3 6 uwacmv 1 cmamvu 59 nHacmosaweeo
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DedepanbHo20 3aKOHA 8HeCeHbl UsMeHenus, ecmynarouwue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu
1. HenoOpokayecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (albCUPHUIIMPOBAHHBIC JIEKAPCTBEHHBIC
CpeAcTBa TOJUIeKAT M3BATUIO U3 OOpallleHuss M YHUYTOXKEHUIO B IIOPsJIKE, YCTAaHOBJIEHHOM
[IpaButenbctBoM Poccuiickoit denepaunu. OcHOBaHMEM JIsi YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
ABJIICTCS PEILICHUE BJIAJENIbLIA JIEKAPCTBEHHBIX CPEICTB, PEIIEHUE COOTBETCTBYIOLIETO YIIOJTHOMOYEHHOIO
¢denepaabHOro OpraHa UCIOJHUTEIBHOM BIACTH WM PELICHUE CYAa.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3axkonom om 22 oexabps 2014 2. N 429-@3 ¢ uwacmv 2 cmamwvu 59 nHacmosweeo
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npedvloyueti pedaKyuu

2. KonutpadakTHble JIeKapcTBEHHBIE CPE/ICTBA MOJJIEKAT UIBATUIO U3 OOPALICHUS U YHHUUTOKEHHUIO
o pemeHuro cyaa. [lopsgok YHHYTOXKEHUST KOHTPAa(haKTHBIX JEKAPCTBEHHBIX CPEACTB yCTaHABIMBACTCS
[IpaButenscTBOM Poccuiickoit denepanum.

3. Pacxompl, cBs3aHHBIE C YHUYTOKCHHEM KOHTpPA(aKTHBIX JICKAPCTBEHHBIX CPEJICTB,
HEJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (haabCHUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEIIAIOTCS UX BJIAJIENIbIIEM.

4. Bmanenen JeKapCTBEHHBIX CPEJICTB JOJDKCH IMPEACTABUTh B YIOJTHOMOYCHHBIN (erepaibHbIM
OpraH HCIIOJIHUTEJIbHOM BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSJIKE €ro KOIIHIO,
MOITBEPKIAIONNE (PAKT YHUITOKCHHS JICKAPCTBEHHBIX CPE/CTB.

5. CoOTBETCTBYIOIIMI YMOJTHOMOYEHHBIH (efepanbHbIi OpraH HCIOJTHUTEIbHOW BJIACTH,
NPHUHSBIIANA pelieHre 00 YHWYTOXKCHHH JICKQPCTBEHHBIX CPEACTB, OCYIIECTBISIET KOHTPOJh 3a HUX
YHUYTOKEHHUEM.

6. YHUYTOXXEHHME JIEKAPCTBEHHBIX CPEJCTB MPOU3BOJIUTCA OpraHU3aAIUsIMUA, HWMEIOIIUMHU
COOTBETCTBYIOIIYIO JIUIEH3UIO, HAa CTIEIIHaIbHO 000PYI0OBaHHBIX IUIOMIA/IKAX, MMOJUTOHAX U B CHEIMAILHO
000pyI0BaHHBIX MOMEUIEHUSIX C COOI0JeHNeM TpeOoBaHHUI B 00JacTH OXpaHbl OKPY’KaIOLIEH cpenbl B
COOTBETCTBUHU C 3aKOHO1aTenbcTBOM Poccuniickon denepanni.

7. HapkoTtuueckue JEKapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPE/ICTBA,
panuodapMalleBTUUECKUE  JIGKAPCTBEHHBIE ~ CpPEICTBA  YHMUTOXKAIOTCA B COOTBETCTBUU  C
3aKoHO1aTenbCcTBOM Pocculickon @enepanyu.

TAPAHT:

CM. koMMeHTapuu K ctatbe 59 HacTosero denepabHOT0 3aKOHA

I'naBa 12. 'ocynapcTBeHHOe peryJiipoBaHue eH HA JIeKapCTBeHHbIE NpenapaTsl s
MeIMIMHCKOr0 MPpUMeHeHu sl

Crarba 60. ['ocynapcTBeHHOE pEryJIMpOBaHHME I1I€H Ha JIEKAPCTBEHHbIE Mpenaparbl AJis
MEIUITMHCKOTO MPUMEHECHHS
Wndopmarys 06 M3MEHEHUAX:
Yacmo 1 usmenena c 26 mapma 2020 2. - @edepanvhuiii 3akon om 26 mapma 2020 2. N 67-D3
CMm. npedvloywyro pedaKyuio
1. T'ocynapcTBeHHOE pPETyIMpPOBAHME LIEH Ha JIEKAPCTBEHHBIE Mpenaparbl A MEAUIMHCKOIrO
MIPUMEHEHHUS OCYIIECTBIISIETCS MTOCPEIACTBOM:

Wndopmarys 06 M3MEHEHUAX:
Ilynxkm 1 usmenen c 13 uronsn 2020 a. - @edepanvrviii 3axon om 13 urons 2020 2. N 206-D3

CMm. npedvloywyro pedaKyuio
1) yrBepxkaenus [IpaButenbctBoM Poccuiickoit denepanuu rnepeurs KU3HEHHO HEOOXOAMMBIX U
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BaXHEHIIIMX JIEKAPCTBEHHBIX IpEnapaToB, KOTOPbI (OpMUpYETCSs W HE pexe OIHOro pasza B Troj
NepecMaTpUBACTCS B YCTAHOBJIEHHOM KM TIOPS/JIKE Ha OCHOBE KOMIUIEKCHON OILICHKM JIEKAPCTBEHHBIX
IpenapaToB, BKJIOYask aHAINU3 CBEICHUN O CPAaBHUTENIbHON KIMHUYECKOM 3(PPEeKTUBHOCTU U OE30MMaCHOCTH
JIEKApCTBEHHOI'O CPEJICTBA, OLIEHKY YKOHOMHYECKUX MOCIEACTBUNA NMPUMEHEHHUSI JICKAPCTBEHHOTO CPEICTBA
U U3y4YEHHUE JOMOJHUTENIbHBIX MOCIEACTBUIM MPUMEHEHUS JIEKAPCTBEHHOT'O CPE/ICTBA;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 2 uzmenen c 7 uronsa 2019 2. - @edepanvruiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
2) yTBEpXKICHHS METOIMKM pacueTa NpPEAeTbHBIX OTHYCKHBIX II€H TMPOM3BOAMTENCH Ha
JICKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B [E€PEUCHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JICKapPCTBEHHBIX IPEMapaToB, a TaKXKe BHEIPCHUS MEXaHU3MOB (DOPMUPOBAHUS CHUCTEMBI PedepeHTHBIX
ICH,;
Undopmarus 06 n3MEHEHHSX:

Ilynkm 3 uzmenen c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro peoaKyuio

3) TOCYIapCTBEHHOW pPETUCTpalldd MpeNeibHBIX OTHYCKHBIX II€H MPOU3BOAUTENECH Ha
JICKApCTBEHHBIC TMpEerapaThl, BKIIOYCHHBICE B MEPEYEHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIHX
JIEKapCTBEHHBIX IPEIapaToB;

4) BelmeHUsA TOCYJapCTBEHHOIO peecTpa MPeaeiIbHbIX OTIYCKHBIX II€H TPOU3BOJIUTENEH Ha
JICKapCTBEHHBIC TMperapaThl, BKIIOYCHHBIC B TIepeucHb JKM3HEHHO HEOOXOIUMBIX M BaKHECHIIHX
JIEKapCTBEHHBIX IPEIAPATOB;

5) yTBepKIEHUS METOJMKH YCTAaHOBIEHHS OpraHaMu HCIOJIHUTEIbHOM BIACTH CYOBEKTOB
Poccuiickoit @enepanuu npeaenbHbIX pa3MepOB ONMTOBBIX HAI0ABOK U MPEIETbHBIX Pa3MEPOB POZHUYHBIX
Ha0aBOK K (DaKTUUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
MpenapaTroB, Ha JIEKAPCTBEHHBIC Mpenaparhl, BKIIOYCHHBIE B TEPEUCHb >KU3HEHHO HEOOXOIUMBIX H
BAKHENIIUX JIEKAPCTBEHHBIX IIPENApPaTOB;

6) yCTaHOBJICHUS TPE/IEITHHBIX Pa3MEPOB ONMTOBBIX HAJA0ABOK U MPEEIHHBIX Pa3MEPOB PO3ZHUYHBIX
Ha0aBOK K (DaKTUUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM TPOM3BOJUTEISIMH JIEKAPCTBEHHBIX
MpenaparoB, Ha JIEKAPCTBEHHBIC IMpenapaThl, BKIIOYEHHBIE B IME€PEUYCHb KU3HEHHO HEOOXOIAUMBIX U
BAKHENIIUX JIEKAPCTBEHHBIX IIPENApPaTOB;

7) YTBEpXKIEHUS TIOPsKa BBIAAYM TIPEANMCAHUI OpraHaM HCIOJIHUTEIBHON BJIACTH CyOBEKTOB
Poccuiickoit @enepaunu 0 NPUBENEHUU B COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickoint denepaunu
pemieHuit 00 YCTaHOBJICHHHM TPEEIbHBIX pa3MEpPOB OINTOBBIX HAA0aBOK M MPEIEIbHBIX pPa3MepoB
PO3HUYHBIX HaA0aBOK K (DAKTUYECKUM OTIYCKHBIM II€HaM, YCTAaHOBIEHHBIM TMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIPENaparhbl, BKJIKOYEHHbIE B IMEPEUYEHb KU3HEHHO
HEOOXOJMMBIX W BAXHEWIIMX JICKAPCTBEHHBIX TMPENapaToOB, €CIM OHHU TMPUHATHI C HapyIICHUEM
3akoHojarenbeTBa Poccniickonn denepannu, B mopsake, ycraHoBiaeHHOM [IpaButensctBom Poccuiickoin
denepanuu;

8) HampaBieHHs YIOJTHOMOYEHHBIM (elepalbHbIM OpraHOM HCIOJHUTEIBHON BIIACTH OpraHaM
WCIIOJTHUTEIIbHOW BJAcTH CyOBbekTOB Poccuiickoit dDenepaniuu TpeANHCaHWUN O TPUBEACHUH B
COOTBETCTBME €  3aKOHoHarenbCcTBOM  Poccuitickoii  dexepanui  NPUHATBIX € HAPYLIEHHUEM
3akoHofarenscTBa Poccuiickoit @enepanun pemeHuil 06 yCTaHOBICHUH MPEEIbHBIX Pa3MepPOB ONTOBBIX
Ha0aBOK M TIPENENbHBIX Pa3MEPOB PO3HUYHBIX HAN0ABOK K IIEHaM Ha JIEKAPCTBEHHBIC Mpenaparhl,
BKJIFOYCHHBIE B IEPEUYCHB )KU3HEHHO HEOOXOMMBIX M BAKHEHIIINX JIEKAPCTBEHHBIX MPETIapaTOB;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim  3axonom om 25 wuona 2012 2. N 93-@3 nywkm 9 cmamou 60 Hacmosaweco
DedepanbH020 3aKOHA U3NONHCEH 8 HOBOLL PeOaKyUU

Cm. mexkcm nynkma 6 npeovioyujeil peoaxKyuu
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9) ocymectBneHus (¢eneparbHOro TrOCYyAapCTBEHHOro Haa3opa B cdepe oOpaiieHus
JIEKaPCTBEHHBIX CPEJACTB M PETMOHAIBHOIO TI'OCYJAPCTBEHHOrO KOHTPOJS 3a IPUMEHEHUEM LEH Ha
JICKapCTBEHHbIE  Mpenaparbl  COOTBETCTBEHHO  YIOJHOMOYEHHBIMH  (elepaibHBIMH  OpraHaMu
WCTIOJTHUTEIILHON BIIACTH W OpPraHaMU WCIOJTHHUTEIBHOW BiacTu cyOBbekToB Poccuiickoit Deneparmu
COTJIACHO MX KOMIIETEHIIMH B 110psiJIKe, ycTaHOBIEHHOM [IpaButensctBom Poccuiickoi ®@enepanny;

Wndopmarius 06 n3MEHEHHSX:
Ilynkm 10 usmenen ¢ 1 mapma 2020 e. - @edepanvusiii 3akon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio
10) mnpumeHeHHMs TNpPeRyCMOTPEHHBIX 3akoHoAarenbcTBOM Poccuiickoit  ®enepauun  mep
OTBETCTBEHHOCTH 3a HapyllICHHE MOpsKa LIeHO00pa30BaHUs Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIOUEHHbIE
B TIepeueHb )KU3HEHHO HEOOXOIMMBIX U BaKHEHIIINX JICKApCTBEHHBIX IPEnapaToB.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 60 oononnena yacmoio 2 ¢ 26 mapma 2020 2. - @edepanvusiii 3axon om 26 mapma 2020 2. N
67-D3
2. B ycnoBusax upe3BblYaiiHON CUTyalluu U (MJIM) IPU BO3HUKHOBEHUU YIPO3bl PACIIPOCTPAHEHUS
3a00J€eBaHMs, NPEACTABISIOIIEr0 OMACHOCTh JUISl OKPYXKAIOIIUX, a TaKKe B clyyae, €Clld B TEUCHHE
TPUALATH KaJEHAApHBIX AHEN nociie npuHATtHs lIpaBurensctBom Poccuiickoin denepanuu pemieHus o
IIPOBEJCHUY MOHUTOPUHIA PO3HUUYHBIX II€H Ha JIEKAPCTBEHHBIEC IIPENapaThl, HE BKJIIOUEHHBIEC B IIEPEUEHb
KU3HEHHO HEOOXOIMMBIX M BaXHEUIIMX JEKAPCTBEHHBIX IPEMapaTroB, Ha TEPPUTOPHUSIX CYOBEKTOB
Poccuiickoit denepanuun BbIABIECH POCT PO3HUYHBIX LIEH HAa YKa3aHHbBIC JICKAPCTBEHHBIEC IIperapaThl Ha
TPHUALIATH MPOILIEHTOB U Ooiee, [TpaBurenscTBO Poccuiickoii denepannu BIpaBe YCTAaHOBUTH NPE/ICTbHBIC
OTIIYCKHBIE LIEHBI NPOM3BOAUTEIECH Ha yKa3aHHBIE JICKApPCTBEHHBIE IIpENapaThl, IPEIEIbHBIE Pa3MeEphI
ONTOBBIX HAJ0ABOK W TPEAEIbHBIE pa3Mepbl PO3HUYHBIX HAT0ABOK K (PAaKTHUECKUM OTITYCKHBIM II€HAM
IIPOM3BOJUTENIEH HA yKa3aHHBIE JICKapCTBEHHBIE Mpenapartsl. IlepedeHb eKapCTBEHHBIX NPENapaToB, HE
BKJIIOUEHHBIX B IME€PEUEHb >XU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IpENapaToB, U
nopsi10k ero popmupoBanus onpezaenstores [IpasurensctBom Poccuiickoit denepannu.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 60 oononnena yacmoto 3 ¢ 26 mapma 2020 2. - @edepanvhwiii 3axon om 26 mapma 2020 2. N
67-D3
3. B TedueHne AeBSHOCTA KaJEHAAPHBIX JHEU co AHs yTBepkaeHus lIpaBurenscrBoM Poccuiickoi
denepanyy NepeyHs, yKa3aHHOIO B 4acTU 2 HACTOSILIEH CTaTbH, HE JOIYCKAIOTCS peau3alus U OTIIYyCK
BKJIFOYCHHBIX B HErO JICKAPCTBEHHBIX IPENapaToB IO LIEHAM, MPEBBIIAIONIUM IPEACIIbHBIE OTIIYCKHBIC
LIEHbl IIPOM3BOAMTENICEH HAa YKa3aHHBIC JIEKAPCTBEHHBIC IpENapaThl, NPEJECIbHbBIE pa3MEPbl ONTOBBIX
Ha/l0aBOK U TMIpeliesIbHble pa3Mepbl PO3HMYHBIX HAa/l0aBOK K (aKTUUYECKUM OTIIYCKHBIM II€HaM
IPOM3BOJUTENIE Ha YKa3aHHbIE JIEKAPCTBEHHbIE Ipenaparbl C Yy4eTOM Hajora Ha J100aBJIEHHYIO
CTOMMOCTb.
TAPAHT:

CMm. xommeHTapuu Kk ctatbe 60 HacTosmero denepalbHOTO 3aKOHA

Wndopmarys 06 M3MEHEHUAX:
Cmamows 61 usmenena c 7 urons 2019 2. - @edepanvhuiii 3axon om 6 utons 2019 2. N 134-D3

CMm. npedvloywyro pedaKyuio
Crarbs 61. T'ocynapcTBeHHass peructpanus W NEPEeperucTpanus MPeAebHBIX OTIYCKHBIX LIEH
MPOU3BOAUTENEH Ha JICKAPCTBEHHBIE MpernapaThl, BKIIOUYEHHBIE B MEPEUYECHb KU3HEHHO
HEOOXOUMBIX M BOXKHEHIIIHX JIEKAPCTBEHHBIX MIPEMapaToB
1. IlpenenpHas OTHyCKHas LI€HA MPOU3BOAMUTENS HA JIEKAPCTBEHHBIM Mpenapar, BKIOYECHHBIA B
nepeyeHb JKU3HEHHO HEOOXOJMMBIX U BaXKHEWIIMX JIEKQPCTBEHHBIX TMPENapaTroB, IMOIJICKHUT
rOCYyIapCTBEHHOW PErucTpaluu B IOpsiaKe, ycTaHoBieHHOM [IpaBurensctBoM Poccuiickoin ®Denepanuu,
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Ha OCHOBAaHUHU IPEACTABICHHOIO B YNOJHOMOYEHHBIN (elepanbHblii OpraH HCIOJHUTEIBHOM BIACTH
3asBJICHUS JEprKaTess WM BJAJENblia PETUCTPALMOHHOIO YAOCTOBEpPEHUs JIEKaPCTBEHHOIO IIperapara
(YTIOJTHOMOYEHHOTO MM JIUIIA).

2. 3apeructpupoBaHHas IpeAeibHAas OTIYCKHAs L€HAa IPOM3BOJAUTENS HA JIEKapCTBEHHBIN
npenapar, BKJIIOYEHHBI B Ie€peueHb JKU3HEHHO HEOOXOOMMBIX M BaKHEHIIMX JIEeKapCTBEHHBIX
IpenapaToB, MOKET ObITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEITMYEHUS OJJMH pa3 B KaJCHIAPHOM roJy Ha
OCHOBAHMHU NPEACTABICHHOIO B YIOJHOMOYEHHBIN (erepaiabHblii OpraH MCHOJIHUTENBbHOM Biactu 10 1
OKTSIOpsI KaX/JIO0TO Toja 3asBICHHS JepXaTeis WIM BIaJeliblla PETUCTPAI[MOHHOTO YJOCTOBEPECHUS
JIEKapCTBEHHOT O Npemnapara (yIOoJIHOMOYEHHOTO UM JIMLA).

3. 3aperucTtpupoBaHHas IpeleibHas OTIYCKHas II€Ha IPOM3BOAUTENSI HA JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHBIM B I€peueHb JKU3HEHHO HEOOXOMMBIX M BaKHEHIIMX JEKapCTBEHHBIX
IpenapaToB, MOXKET OBITh MEPEPErucTPUPOBaHA B CTOPOHY CHIDKEHHS HA OCHOBAHHH IPEICTABICHHOTO B
YIOJIHOMOYEHHBIH (peiepabHblii OpraH MCIOJIHUTEIbHON BIACTH 3asBICHMS JeprKaTelsl WIN Biajenblia
PErucTpaliOHHOr0 Y0CTOBEPEHNUS JIEKapCTBEHHOTO pernapara (YIoJIHOMOUYEHHOTO UM JIUIIA).

4. JlepxaTenb WIM BIAJAEIEl] PETHCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara
(YHOTHOMOYEHHOE UM JIMI0) O00si3aH MNPEJCTaBUTh B YHOJHOMOYEHHBIM (efepaibHbId  OpraH
VICIIOJIHUTENIBHOM BJIACTH 3asBICHUE O MEPEPETUCTPALNU 3aPETUCTPUPOBAHHON IPENEIBbHON OTITYCKHOU
LIEHBI [TPOU3BOIUTEIIS Ha JIEKAPCTBEHHBIN Npenapar, BKIOUYEHHBIN B I1€peueHb KU3HEHHO HEOOXOIMMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENApaTOB, B CTOPOHY CHUKEHMS B CIEAYIOIIUX CIydasX:

1) cHM>KEHME LIeHBl B MHOCTPAHHOM BaJlIOTE HA JIEKAPCTBEHHBIN IpernapaT B CTpaHe IPOU3BOJUTENS
U (WIM) B CTpaHaxX, B KOTOPBIX JIEKAPCTBEHHBIN Npenapar 3aperucTpupoBaH M (WIM) B KOTOpBIE
IIOCTABJISIETCS IPOU3BOAUTEIIEM;

2) CHW)KEHHUE IIeH Ha peQepeHTHbIE JIEKapCTBEHHBIE Ipenaparbl B COOTBETCTBUHU C IYHKTOM |
HACTOSIIEH dYacTh (U1 COOTBETCTBYIOIIMX BOCIIPOU3BENICHHBIX, OHWOAHAIOTOBBIX (OMONOJOOHBIX)
JIeKapCTBEHHBIX IpenapaToB);

3) npeBblllieHNEe MPEIETbHON OTIMYCKHOM LIEHBI Ha TIEPBBIM BOCIPOM3BEICHHBIN, OMOaHAIOTOBBIMA
(6moro100HBIN) JeKapCTBEHHBIM MpernapaT MHOCTPAHHOTO IMPOM3BOJACTBA HaJ MpPEAeIbHOM OTIYCKHOU
LIEHOW MPOU3BOJUTENSI HA BTOPOH BOCIIPOM3BEACHHBIN, OM0aHanoroBbli (OMOMO100HBI) JIeKapCTBEHHBIH
npenapar, pacCUYMTaHHOW B COOTBETCTBMM C METOIMKOMW, yTBepxkaeHHOU IIpaBurensctBoM Poccuiickoi
denepannu;

4) npeBbllIeHNE MPEETbHOW OTIMYCKHOW 1I€HBI HA MEpBbI BOCHPOM3BEAECHHBINH, OHMOaHATIOTOBbIHI
(OuomoMOOHBIN) JEKAPCTBEHHBIA TMpenapar MPOU3BOJAUTENS TOCyAapcTBa - wieHa EBpasuiickoro
JKOHOMHYECKOIO0  COK03a Haa IPEeACIbHOW  OTIYCKHOM LIEHOW IPOU3BOJUTENS HAa  BTOPOM
BOCIPOM3BEJICHHBINA, OHOAaHANOroBbIil (OMOMOAOOHBIN) JEKAapCTBEHHBIM mpernapar MNpPOU3BOAUTENS
rocyfapcTsa - wieHa EBpa3suilcKOro 5KOHOMHMYECKOIO COH03a, PACCUMTaHHOM B COOTBETCTBUU C
METOAMKOM, yTBepxkaeHHOM [IpaButenscTtBoM Poccniickont denepanun.

5. Ilopsimox  mepeperucTpanuy  3aperHCTPUPOBAHHBIX — MPENEIbHBIX  OTIYCKHBIX  LIEH
MIPOU3BOUTENIEH Ha JIEKApCTBEHHBIE NMpenapaThl, BKIIOUEHHBIE B I€peueHb )KM3HEHHO HEOOXOAMMBIX U
BaXHEMILINX JIEKAPCTBEHHBIX IIPENapaToB, B CIy4asX, MPEAyCMOTPEHHBIX dacTsMu 2 - 4 HacToAlEH
craTey, ycraHaBinuBaercs [IpaBurenscTBoM Poccuiickoit deneparum.

6. DKOHOMMYECKMI aHaIW3 NPEACIbHON OTIYCKHOW II€HBI IPOM3BOJMUTENS Ha JIEKAapCTBEHHBIN
npenapar, BKJIIOYEHHBIM B T1epeyeHb JKM3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
IpenapaToB, IpU €€ TOCYyJAapCTBEHHOW pPETUCTPAllMM WM IEPEPETUCTPALUN  OCYILECTBISETCS
denepanbHBIM  OPraHOM  MCIIOJHUTEIBHOW BJIACTH, OCYIIECTBISIOMIUM (GYHKIUM 10 MPHUHSITHIO
HOPMATUBHBIX TPAaBOBBIX AaKTOB M KOHTPOJIO 3a COOJIOJICHMEM 3aKOHOAATeNbCcTBA B  cdepe
roCy/IapCTBEHHOIO PeryJInpoBaHusl 1ieH (TapuoB) Ha ToBaphl (YCIyTn).

7. PacueT npelenbHbIX OTIYCKHBIX LI€H, YKa3aHHBIX B 4acTsX | M 2 HacTOSIIEH CTaTbu, IIPU UX
rOCYJapCTBEHHON PETUCTPALMU WIHA MEPEPETUCTPAMU OCYIIECTBISETCS B COOTBETCTBUH C METOAMKOM,
yTBepxkaeHHou [IpaBurensctBoM Pocculickoit denepani ¥ y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenue GaaHca UHTEPECOB MOTPEOUTENEN JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B
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nepeyeHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, W MPOU3BOAUTEICH
JICKapCTBEHHBIX IPENapaToB, BKIIOYCHHBIX B IMEPEYCHb >KU3HEHHO HEOOXOMUMBIX W BaKHEHIINX
JIEKapCTBEHHBIX IIPENAPaTOB;

2) (axTHyecKkylo OTHYCKHYIO IIEHY Ha JIeKapCTBEHHbIe npemnapaTthl B Poccuiickoit deneparmu,
LIEHY BBO3a JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro @enepanuio, a Takke LEHbl Ha aHAJIOIMYHBIC
JICKapCTBEHHBIE MpenapaThl, Haxo sIIuecs B oopariennn B Poccuiickoit denepanuuy;

3) 3arparhl NPOMU3BOJAUTENS JIEKAPCTBEHHOrO IpenapaTa Ha IMPOM3BOJACTBO U pealu3aluio
JIEKapCTBEHHOI'O IIperapara;

4) neHy Ha JeKapCTBEHHBIH Mpenapar, ero 1eHy B CTpaHe IPOU3BOJUTENSA U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIM) B KOTOPBIE TOCTABIISAETCS IPOU3BOAUTEIIEM.

8. He nomyckarorcs peannzanusi U OTIYCK JIEKAPCTBEHHBIX MPENAPATOB, BKIOUEHHBIX B [1€PEUYEHb
KU3HEHHO HEOOXOJUMBIX M BAaXHEMIIUX JIEKApPCTBEHHBIX MPENaparoB, Ha KOTOPbIE MPOU3BOAUTEISIMU
JICKapCTBEHHBIX IIpenaparoB HE 3aperuCTpUpOBaHa IIpeleribHas OTIYyCKHAs LEHa, peaau3anus
IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IPENApPaTOB IO IEHAaM, IPEBBILIAIOIINAM 3apErUCTPUPOBAHHBIC WIH
NIEPEPETUCTPUPOBAHHBIC IIPENIEIbHBIE OTIYCKHBIE LIEHBI HA JICKAPCTBEHHBIE NPENaparhbl ¢ y4eTOM HaJlora
Ha J00aBJIEHHYIO CTOUMOCTb.

9. Oco0eHHOCTH  TrOCYJapCTBEHHOI'O  PEryJMpOBaHUs  HpPEJENbHBIX  OTIYCKHBIX  LI€H
IIPOU3BOJUTENIEH Ha JIEKAPCTBEHHBIE INpenapaThl, BKIIOUEHHBIE B I1€pPEeUeHb )KM3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JIEKapCTBEHHBIX IpernapaTroB, B 3aBUCHUMOCTH OT 3KOHOMHYECKUX M (WJIM) COLMAJIBHBIX
KpUTepUeB (M3MEHEHHE YCIOBH, MOpsKa U CTOMMOCTH IPOU3BOJICTBA JIEKAPCTBEHHBIX IMPENaparos,
UCIOJIb30BaHUE HOBBIX (OPM, METOJOB M CHOCOOOB TOCYIapCTBEHHOI'O PpEryJMpOBaHUS LEH Ha
JIEKapCTBEHHbIE Ipenaparbl, B TOM 4YKCIE Ha OCHOBE Me€XaHHM3Ma pe(epeHTHOro I€HOO0Opa3oBaHUS,
U3MEHEHUH TMOopsAlKa OKa3aHWs MEIUIMHCKONM IIOMOIIM, M MHbIE HW3MEHEHHs) YCTaHaBJIMBAIOTCA
[IpaBurensctBoM Poccniickoit denepanun.

TAPAHT:

Cwm. komMeHTapuH K ctaTthe 61 HacTosmero denepanbHOro 3aK0HA

Cratbst 62. T['ocylnapCTBEHHBI pEEeCTp MPEAEIbHBIX OTIYCKHBIX ILI€H IPOM3BOJAUTENEH Ha
JIEKapCTBEHHBIE Ipenaparhbl, BKJIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX H
Ba)XHEHIINX JIEKAPCTBEHHBIX MIPENapaToB

Wndopmarus 06 n3MEHEHHSX :
Yacmw 1 usmenena c 7 utons 2019 e. - Dedepanvuwiii 3axon om 6 urons 2019 2. N 134-D3

Cm. npedvloyuyro pedaKyuio

1. 3aperucTpupoBaHHbIC WM IEPEPETHCTPUPOBAHHBIC TPEACIbHBIE OTHYCKHBIC IICHBI
NIPOM3BOJIUTENICH Ha JICKAPCTBEHHBIC MPENapaThl, BKJIOYCHHBIC B IepeucHb KU3HEHHO HEOOXOIMMBIX H
BOKHEHIINX JICKAPCTBEHHBIX MPENapaToB, IOJJICKAT BKIOYEHHUIO B TOCYJAapCTBEHHBIN PeecTp
NpeJCIbHBIX OTITYCKHBIX IIEH MPOU3BOMTENICH Ha JICKapCTBEHHBIE MPEMaparhl, BKIOYCHHBIC B TIEPEUYCHb
YKH3HECHHO HEOOXOMMBIX M BOKHEHIITNX JIEKAPCTBEHHBIX MPEIIapaToB.

2. T'ocynapCTBEHHBINH peecTp MpeAeIbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENICH Ha JIGKAPCTBEHHBIC
npenaparthl, BKIIOYEHHBIE B TMEPEYCHb JKU3HCHHO HEOOXOMUMBIX M BAKHCHIINX JIEKAPCTBEHHBIX
MpernapaToB, COJIEPKUT B cede CIey oMyt HH()OPMAIIHIO:

Wudopmanust 00 N3MEHEHUSX:
Ilynkm I usmenen c 1 aneapsa 2018 . - @edepanvuviii 3akon om 28 dekabpsa 2017 2. N 425-D3

CMm. npedvloywyro pedaKyuio
1) HanMeHOBaHUE JAeprKATeNs UIH BIaJelblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS IEKAPCTBEHHOTO
nperapara, HAaMMCHOBAaHUE IPOM3BOJIUTEINS JICKAPCTBEHHOTO IIpernapara, CBEACHHS O PErHCTpalnn
JeprKaTels WK BIaAeNblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Tperapara, CBeJICHUS O
pETHCTpAIMK MMPOU3BOJIUTEINS JIEKAPCTBEHHOT'O TpermapaTa JiUIsi MEIUIMHCKOTO MPUMEHEHHUS B KadecTBE
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HAJIOTOIJIaTENbIMKA B CTPAHE PErucTpanuu (A1 pOCCUHCKUX IOPUIMYECKUX JIULL - UAEHTH()UKALMOHHBIN
HoMmep Hanoromarensmuka (MHH), nans mHOCTpaHHBIX IOPUAMYECKUX JIUI[ - CTpaHa pPETUCTpPaLUH,
HAaUMEHOBAHUE PErMCTPUPYIOLIETO OpraHa, PErUCTPalMOHHBIA HOMED, KOJ HAJIOTOIUIATENbIINKA B CTPAHE
peructpanuy (MHKOPHOpAalMM) WM €r0 aHaJlor), MECTO HaXOXJAEHMs IPOU3BOACTBEHHBIX ILIOLIAOK,
Y4acTBYIOLIMX B IIPOLECCE MPOU3BOJCTBA JIEKAPCTBEHHOI'O IIpenapara, ¢ yKa3aHueM CTaJuu Ipolecca
IIPOU3BOCTBA;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu 2 cmamvu 62 Hacmosiuwe2o
DedepanvbHoeo 3aKOHA BHECeHbl UsMeHeHus, ecmynaowue 6 cury ¢ 1 urons 2015 e.

Cm. mexcm nynkma 6 npeovioyujeil peoaxKyuu
2) HauMEHOBaHME JIEKAPCTBEHHOrO Ipemnapara (MeXIyHApOJHOE HENaTeHTOBAaHHOE, WM
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);
3) HOMep perucTpaloOHHOTO Y0CTOBEPEHHUS JIEKAPCTBEHHOT'O perapara;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 dexabps 2014 e. N 429-D3 ¢ nynkm 4 yacmu 2 cmamou 62 Hacmosiuezo
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu
4) nexapcTBeHHas (opma ¢ yKazaHUEM JIO3UPOBKH JIEKAPCTBEHHOI'O MperapaTa U ero KoJIn4ecTBa
BO BTOPUYHOM (TTOTPEOUTENBCKO) YIIAKOBKE, a TAKKE KOMIUJICKTHOCTb;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 5 uzmenen ¢ 1 mapma 2020 2. - @edepanvhuiii 3axon om 27 dexabps 2019 e. N 475-D3

Cm. npeodvloywyio peoakyuio
5) 3apeructpupoBaHHasl MpeJieNibHas OTIYCKHAs IICHA Ha JICKApCTBEHHBIH Mpernapar B pyOJsix;

Undopmarus 06 n3MEHEHHSX:
Ilynkm 6 usmenen c 7 urons 2019 2. - @edepanvhuiii 3akon om 6 uonsa 2019 2. N 134-D3

Cm. npeodvloyuwyio peoakyuio
6) nata ¥ HOMEp MpHUKa3a YIOJTHOMOYEHHOTO (elepaabHOTO OpraHa MCIOJHUTEIHLHOM BIIACTH O
rOCYJJapCTBEHHOM PErucTpally WU MEePEePErucTpaluy MpeaeabHON OTIYCKHON 1IEHbl Ha JIEKAPCTBEHHBIM
npenapar, BKJIIOUEHHBIH B TIepeueHb JKMU3HEHHO HEOOXOJMMBIX W BAXKHEMIIUX JIEKAPCTBEHHBIX
Mpenaparos;
Undopmarust 06 n3MEHEHHSX:
Yacmey 2 Odononnwena nynkmom 6.1 ¢ 7 uona 2019 2. - @edepanvuwviti 3akon om 6 utons 2019 e.
N 134-@3
6.1) nata BCTyIUIeHHS B CHITy TIpHKa3a yIOJIHOMOUYEHHOTO (peepaabHOTO OpraHa UCTIOTHUTETHFHOM
BJIACTU O TOCYJJapPCTBEHHOM pErucCTpallii WM MEPEPEerucTpauu MpeAelbHOW OTIIYCKHOW II€HBI
MPOU3BOJUTENSI Ha JICKAPCTBEHHBIM MpernapaTr, BKIIOUYEHHBIA B IEpeueHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUIITNX JICKAPCTBEHHBIX MIPENapaToB;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 Oekabpa 2014 . N 429-®@3 uwacms 2 cmamovu 62 Hacmoswezo
DeodepanvbHoeo 3aKOHA OONOIHEeHA NYHKMOM 7, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
7) WTPUXOBOM KOJ, HAHECEHHBI Ha BTOPHYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO
npemnapara;
Wndopmarys 06 M3MEHEHUAX:
Deoepanvrovim 3axonom om 22 Oexabpa 2014 e. N 429-®D3 uacms 2 cmamvu 62 Hacmoswe2o
DedepanvHozo 3akoHa 0onoaHeHa nyHkmom 8, ecmynarowum 6 cuny ¢ 1 uronsa 2015 e.
8) KOJ JeKapCTBEHHOIO Ipemnapara M0 aHAaTOMO-TepaneBTUYECKO-XUMHUECKON KilacCU(pUKALNU,
PEKOMEHI0BaHHOM BceMUpHOU opraHusanueit 34paBoOXpaHeHHUs.
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Wndopmarius 06 H3MEHEHHSX:

Yacmo 3 usmenena ¢ 7 urons 2019 e. - @edepanvhwiii 3akon om 6 utons 2019 2. N 134-D3

CMm. npedvloyuyro pedaKyuio
3. TocynmapcTBeHHast permcrpamnus WIA MepeperucTpamnusi MPEAebHbIX OTIYCKHBIX IIeH Ha

JICKapCTBCHHBIC TMperaparbl, BKIIOUCHHBIE B I[1E€PCYCHb JKU3HEHHO HEOOXOIUMBIX H BaKHEHIINX
JICKapCTBEHHBIX TMPEMapaToB, BEACHHE TOCYIAPCTBEHHOTO pEecTpa MpPENeibHBIX OTIYCKHBIX IIeH
NPOM3BOJIUTENCH Ha JICKAPCTBEHHBIC MPENapaThl, BKIOYECHHBIC B MEPEYCHb )KMU3HEHHO HEOOXOIUMBIX U
BaXHEHININX JIEKAPCTBEHHBIX MPENAPATOB, OCYIIECTBISIOTCS B MOPSIKE, yCTAHOBICHHOM [IpaBuTEeIbcTBOM
Poccuiickoit denepanumu.

TAPAHT:

CM. AnMUHHMCTpAaTHUBHBIA periiaMmeHT Mun3apaBa Poccuu 1o npenocTaBieHHIO TOCyIapCTBEHHOH
YCIIyTHU 10 TOCYJapCTBEHHON PETUCTPALlMU IPEIEIbHBIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MIPENapaThl,
BKJIIOYCHHbIE B IE€pPEUEHb JKU3HEHHO HEOOXOJMMBIX M BaXXHEHWIIMX JIEKaPCTBEHHBIX IPENapaTos,
YTBEPKIACHHBIN ITprkazoM MuHucrepcTBa 31paBooxpanenus ot 24 utonst 2012 r. N 421

CM. kKoMMeHTapuu K cTarbe 62 HacTosero denepabHOr0 3aKOHa

Undopmarus 06 n3MEHEHHSX:

Haumenosarnue uzmeneno c 1 mapma 2020 e. - @edepanvuwiii 3axon om 27 oexabps 2019 2. N 475-D3

CMm. npedvloywyro peoaKyuio
Cratbs 63. VYcrTaHOBIE€HHME OpraHaMd HCIOJHUTENIbHOM BiacTu cyOwbekToB Poccuiickoi
@denepanuy NpelesbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK M IpPENENIbHBIX pa3MepoB
PO3HHYHBIX HaA0aBOK K (DAaKTUYECKUM  OTIIYCKHBIM  II€HaM, YCTaHOBJICHHBIM
IPOM3BOIUTENSAMU  JIGKAPCTBEHHBIX IMPENapaToB, Ha JICKApCTBEHHbIC IpenapaThl,
BKJIIOYCHHBIE B TIEPEUYCHb JKU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX
IIpenapaToB

Wndhopmarus 06 n3MEHEHHSX :

Yacmo 1 usmenerna ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 dexabps 2019 2. N 475-D3

CMm. npedvloyuyro peoaKyuio

1. Opranbl HCIONHUTEIBHOW BIAacTH cyObekToB Poccuiickoit ®enepanun ycTaHaBIUMBaIOT
npezenbHble pa3Mepbl ONTOBBIX HAA0aBOK U MpeAebHbIE pa3Mepbl PO3HUYHBIX HaJJ0ABOK K (PaKTHUECKUM
OTIIYCKHBIM ILiIeHaM (0e3 yueTra Hajora Ha JO0OaBIEHHYIO CTOMMOCTH), YCTaHOBJIEHHBIM MPOU3BOIUTENISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIC IPENaparbl, BKIIOUYEHHBIE B IIEPEYCHb JKU3HEHHO
HEOOXOJUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B COOTBETCTBUU C YTBEP)KICHHOW B MOPSAKE,
ycraHoBiieHHOM [IIpaBurensctBoM Poccuiickonn @enepannu, METOAMKON YCTAaHOBIEHUS OpraHaMu
UCIIOJTHUTENIbHOM BiacTu cyObekToB Poccuiickoit denepanuu npeaenbHbIX pa3MepoB ONTOBBIX HaJA0aBOK
U TpeJeNIbHBIX pa3MepoB PO3HUYHBIX HAJ0ABOK K (DaKTHYECKMM OTIYCKHBIM II€HaM, YCTaHOBIJICHHBIM
IIPOU3BOJUTEISIMH JIEKAPCTBEHHBIX MPENAapaTOB, HA JIEKAPCTBEHHBIE IIpENapaThl, BKIOYEHHBIE B [1I€PEUEHb
KU3HEHHO HEOOXOJMMBIX M BaXHEHIIMX JIEKapCTBEHHBIX IpenapaTtoB. [IpoekTsl perieHuit opraHoB
UCIIOJTHUTENIbHON BiacTu cyObekToB Poccuiickoit @enepanuu 00 YCTaHOBIEHUU U (MJIM) U3MEHEHHH
IpeJeNbHBIX PAa3MEpPOB OINTOBBIX HAI0ABOK M MpPEACNbHBIX pa3MEpoB pPO3HUYHBIX HAA0aBOK K
(aKkTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOJIUTENIIMU JIEKAPCTBEHHBIX INpEnaparoB, Ha
JIeKapCTBEHHbIE TIpernaparbl, BKIIOUEHHBIE B I[I€PEUYCHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaToB, MOJUIEKAT COTJACOBAHMIO C YIOJIHOMOUYEHHBIM (eiepaibHbIM OpPraHOM
UCTIOJIHUTENIHOW BIIACTH, OCYIIECTBISAIONIMM (DYHKIUHN MO NPUHATHIO HOPMAaTUBHBIX MPABOBBIX aKTOB U
KOHTPOJIIO 3a COOJIIOJIEHUEM 3aKOHOJATeNbCTBA B c(epe TOCYJIapCTBEHHOI'O pETyJIUpOBaHUS II€H
(TapudoB) Ha TOBapkI (yCIyTrH), B MOpsike, ycTaHoBieHHOM [IpaButensctBoM Poccuiickoi deneparui.

Wudopmanust 00 N3MEHEHUSX:

Yacmo 2 usmenena c 1 mapma 2020 2. - @edepanvhuiii 3akon om 27 oexadps 2019 2. N 475-D3
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CMm. npedvloywyro pedaKyuio

2. OpraHu3alnyy ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpEICTBAMM, alT€YHbIC OpraHHU3aLUH,
WHAMBUAYaIbHbIE TPEINPUHUMATEIN, HMEIOIINE JIMIEH3UI0 Ha (apMaleBTHUUECKYIO esSTEIbHOCTD,
MEIMIMHCKHE OpraHu3alyy, HWMCEIOIIUE JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 JeSATeIbHOCTb, M HX
00ocobseHHbIe TIoApasaenaeHus (amOynaTtopuu, Qenpamepckue U ¢GeabAmepcKo-aKyepeKue MyHKTHI,
HeHTpbl (OoTHeneHus) oOmel BpayeOHOM (CeMeilHOM) NpPaKTUKHU), PACHOJIOKEHHBIE B  CEIbCKHUX
HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIE OPTraHU3AlMU, OCYIIECTBIISIIOT pealli3aluio
JICKapCTBEHHBIX IMPEMapaToB, BKIIOUEHHBIX B IEPEUYCHb KU3HEHHO HEOOXOMUMBIX H BaXKHEHIIMX
JICKapCTBEHHBIX IpENapaToB, IO IIeHaM, KOTOpble (QOPMHUPYIOTCS B COOTBETCTBUU C TMOPSAKOM,
ycranoBieHHbIM [IpaButensctBoM Poccuiickoit Denepanuu, U ypoBeHb KOTOPHIX (0e3 ydera Hajora Ha
NOOABJICHHYIO CTOMMOCTh) HE [JOJDKEH TMpEeBBIATh CyMMYy (aKTHYeCKOW OTIIYCKHOH IIeHBI,
YCTAaHOBJIEHHON MPOU3BOAMTEIEM JIEKAPCTBEHHOI'O Iperapara, He MPEBBILIAOIIEH 3aperucTpupOBaHHON
WIM TepeperucTpUpoOBaHHON MpeleIbHOW OTIYCKHOM IIEeHbl MPOM3BOIUTENsS (HAa JaTy pealu3aluu
JICKapCTBEHHOTO TIperapara MPOW3BOIUTENIEM), MW pa3Mepa ONTOBOW Han0aBku u (WiM) pasmepa
PO3HUYHOI Han0aBKU, HE MPEBBIMIAIONIUX COOTBETCTBEHHO pa3Mepa MpeleibHONW OMTOBON Ha/l0aBKU U
(unm) pazMepa npeaeabHON pO3HUYHOM Ha/10aBKH, YCTaHOBIIEHHBIX B cyObekTe Poccuiickoit denepanuu.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 3 usmenena ¢ 1 mapma 2020 e. - @edepanvusiii 3axkon om 27 oexaobps 2019 2. N 475-D3

CMm. npedvloywyro pedaKyuio

3. Opranbl HCIOJMHUTENIHHONW BIACTH CyObekToB Poccuiickoit denepanuu pa3MenialoT B CETH
"MaTepHeT" MHPOPMALIMIO O 3apETUCTPUPOBAHHBIX MPENETBHBIX OTITYCKHBIX IIEHAaX MPOU3BOAUTENCH Ha
JICKapCTBEHHBIE TIpenapaThl, BKIIOUEHHBIE B I[I€pPEUCHb >KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIMX
JIEKApCTBEHHBIX TPEMapaToB, o0 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit Denepannu NpeaeiabHBIX
pa3Mepax ONTOBBIX HAJ0ABOK U (WMJIM) MpeneibHBIX pa3Mepax PO3HUYHBIX HAJA0AaBOK K YCTaHOBJICHHBIM
MPOU3BOUTEIISIMUA JICKAPCTBCHHBIX IIPEraparoB (PaKTUYECKUM OTITYCKHBIM IICHAM Ha JICKAPCTBEHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEPEYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEUIIMX JIEKaPCTBEHHBIX
[IPEnapaToB, a TaKXKe O CyMM€ 3aperUCTPUPOBAHHBIX MPEJCIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH Ha
JICKapCTBEHHBIE TpemapaThl, BKIIOUYEHHbIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaXHEHIIMX
JIEKapCTBEHHBIX TMpenapaToB, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit deneparuu mnpenenbHbIX
pa3MepoB OINTOBBIX HaJ0ABOK U MpEAENbHBIX pa3MEPOB POZHUYHBIX HAJ0ABOK U HAJora Ha J100aBIEHHYIO
ctouMmocTb. WHpopmanus, mnperycMOTpeHHas HACTOAILIEH 4YacThlo, JOJDKHA HAXOAWUThCA TakkKe B
anTEeYHbIX OpPTaHU3AlMIX B JOCTYITHOU JJISl BCEX 3aMHTEPECOBAHHBIX JHIl (hOpMe 1 OOHOBIISTHCS MO MEpe
ee pa3MEIleHHs OpraHaMu HCIOJIHUTENbHOM BiacTH cyObekToB Poccuiickoit denepauuu B ceTu
"NuTepuer".

4. Vrparuna cuiy ¢ 1 mapta 2020 r. - @enepanbubiii 3akoH ot 27 nekadbps 2019 r. N 475-03

Wndopmarys 06 n3MEeHEHHAX:

CMm. npedvloywyro pedaKyuio
TAPAHT:

CMm. koMMeHTapuH K cTaThe 63 HacTosero denepanbHOro 3aK0Ha

Wudopmanust 00 N3MEHEHUSX:

DedepanvHuim 3axonom om 22 dexabps 2014 2. N 429-D3 6 naumenosanue 2nasvi 13 Hacmoswe2o
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexecm naumeno8anus 8 npeovioywel peoaxyuu
I'naBa 13. MoHUTOPHHT 3(PPEeKTUBHOCTH U 0€30I1ACHOCTH JIEKAPCTBEHHbIX NPeNnapaTos,
Haxoasimuxcs B oopamennu B Poccuniickoii @enepanun

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovsa 64 nacmoswezco Dedepanvroco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexcm cmambu 6 npedvloywell peoakyuu
Crarbsa 64. PapmakoHaa30p

Wndopmarius 06 n3MEHEHHSX:

Yacmo 1 usmenena c 13 aseycma 2019 2. - @edepanvusiii 3akon om 2 aeeycma 2019 2. N 297-D3

CMm. npedvloyuyro peoaKyuio

1. JIekapcTBeHHBIC TperapaThl, HaXoasAIMecs: B oOpamieHuu B Poccuiickoit denepanuu, moaiexar
MOHHTOPHHTY JS()(PEKTUBHOCTH U OE30MACHOCTH B IENSAX BBIABICHUS BO3MOXKHBIX HETaTHBHBIX
MOCJICJICTBUA WX TMPUMEHECHHS, WHIWBHIYAIbHOW HEMEPEHOCHMOCTH, MPEIYyNPEKICHUS METUITHMHCKUX
pabOTHUKOB, CIEIUAIUCTOB B 00JacCTH BETEPUHAPHH, MAIMCHTOB WIIM BIIAJCNIBIIEB >KHBOTHBIX M HX
3aIIUTHI OT MPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPEIapaToB.

2. ®dapmakoHAI30p OCYHICCTBISCTCS COOTBETCTBYIONIUM YIIOJHOMOYCHHBIM (hefepaabHbIM
OpraHOM HCIOJIHUTENILHOM BJIACTH B YCTAaHOBICHHOM UM TMOPSAIKE IMyTeM aHaiu3a IpeaocTaBIsieMOoit
cyOBeKTaMu oOpalieHus JIEKapCTBEHHBIX CPEACTB HHPOPMAIIUU O TIOOOYHBIX JACHCTBHSIX, HEXKEIATSIIBHBIX
pPEaKIMAX, CEPbE3HBIX HEXKENATEIbHBIX PEAKIUAX, HENMPEABUACHHBIX HEXEIATCIbHBIX PEAKIHUAX IPHU
MPUMEHEHUN JICKAPCTBEHHBIX IMpenaparoB, 00 WHIWBUIYAIbHOM HEMEPEHOCUMOCTH, OTCYTCTBUU
9 (HEeKTHBHOCTH JIGKAPCTBEHHBIX TIPENapaTroB, a Takke 00 WHBIX (akTax M OOCTOSATENbCTBAX,
IOPEJCTABISIIOIINX yIrPo3y KU3HU WIM 3J0POBBIO UElIOBEeKa JMOO KUBOTHOTO MpPH NPUMEHEHHH
JIEKApCTBEHHBIX TPENapaToB W BBISIBJICHHBIX HA BCEX ATamax OoOpalleHus JICKapCTBEHHBIX MPEMapaToB B
Poccuiickoit denepanuu u Apyrux rocygapcrpax.

3. CyObexThl 0OpalnieHus JIEKapCTBEHHBIX CPEACTB B MOPSI/IKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCTIOJIHUTEIBHOM BIACTH, 00s13aHBI COOOLIATh B YIIOJIHOMOYEHHBIN (peiepanbHbIii
OpraH WCIOJIHUTEIBHON BJIACTH O TMOOOYHBIX JCHCTBUAX, HEXKENATEIbHBIX PEAKIMIX, CEPhE3HBIX
HEXENATeNbHbIX  pEaKlMsIX, HENPEeIBUACHHBIX HEXKEJIATeNbHBIX pEaKUUsAX MpU  [PUMEHEHUU
JIEKAPCTBEHHBIX TPEnapaTroB, 00 WHIWBUIYAIbHOW HEMEPEHOCUMOCTH, OTCYTCTBUHM 3(P(HEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (haKTax M OOCTOSATENHCTBAX, MPEACTABIAIONIUX YIPO3Y
JKU3HU WJIM 3/I0POBBIO UEJOBEKa JIMOO >KMBOTHOTO MPU TMPUMEHEHUHM JIEKapCTBEHHBIX IPEnapaTtoB M
BBISIBJICHHBIX Ha BCEX JTamax oOpalleHusi JEeKapCTBEHHBIX MpemapaToB B Poccuiickoit Dexepanuu u
JIPYTUX TOCYIapCTBaX.

4. JlepkaTenu WM BIAJENbIbl PETMCTPALMOHHBIX YAOCTOBEPEHUU JIEKAPCTBEHHBIX IPENaparos,
IOpUINYECKUE JIUIIA, HA UMSI KOTOPBIX BBIJIAHBI Pa3peIIeHUs Ha MPOBEICHNE KIMHUYECKUX HCCIIeIOBAHUM
B Poccuiickoit ®enepannu, nuO0 yHOJTHOMOYEHHBIE HMH JpYyrue IOpUAMYECKHE JHIla B paMKax
obecrieueHust 6€30MaCHOCTH JIEKAPCTBEHHBIX MPEMApaToOB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM
YHIOJTHOMOYEHHBIM (eiepalbHBIM OPraHOM HCIOJHUTENBHON BIIACTH, OO0S3aHBI OCYIIECTBISTH MPHUEM,
y4yer, oOpabOTKy, aHalu3 W XpaHEHHE TMOCTYyMNaloIMX B HX aJpec OT CYOBEKTOB OOpalieHus
JICKApPCTBEHHBIX CPEJCTB U OPraHOB TOCYJapCTBEHHON BIACTH COOOIIEHUN O MOOOYHBIX JEHCTBUSX,
HEXENAaTeJbHBIX PEaKIUAX, CEPhE3HBIX HEXKEIATeIbHBIX U HEMPEIBUICHHBIX HEXETATeIbHBIX PEaKIUsIX
Ipy TPUMEHEHUU JIEKApCTBEHHBIX MpenaparoB, 00 OCOOEHHOCTSX WX B3aHUMOJCHCTBUS C JIPYTHMH
JIEKapCTBEHHBIMU TperapaTaMyu, WHIWBUIYyAIbHOW HEMEPEHOCHMOCTH, a Takke 00 WHBIX (akTax u
00CTOSITENECTBAX, MPEJCTABNISIONINX YIPO3y KU3HU WU 3J0POBBIO YelOBeKa MO0 >KMBOTHOTO WIIH
BIUSIONINX HA W3MEHECHHE OTHOIICHUS OXXHJIaeMOW TIOJIb3bI K BO3MOXXHOMY PHUCKY TPUMEHEHUS
JIEKAPCTBEHHBIX MPEMApPaTOB.

5. Ilpu BeIsiBIeHUn WHGOPMAIIMH O CEPHE3HBIX HEXKEIATENBHBIX PEAKIHSIX W HEMPEeIBUJICHHBIX
HEXENATeNIbHBIX PEaKIMsIX TMpH MPUMEHEHUH JEKapCTBEHHBIX MIpernapatoB, 00 OCOOCHHOCTSIX UX
B3aUMOJICCTBUSL C JPYTUMH JIEKAPCTBEHHBIMH TpenapaTaMu, WHIUBHUIYyAIbHOW HENMEPEHOCHUMOCTH, a
Takke 00 MHBIX (aKTax U 0OCTOSATENHCTBAX, BIUSIIONINX HA U3MEHEHHE OTHOIIECHUS 0KUAeMOM TMOJIb3HI K
BO3MOXKHOMY PHCKY TIPUMEHEHHWs JICKapCTBEHHBIX TMpEenapaToB, JEp)KaTeIu WJIH  BIIAJEIbIIBI
PETUCTPALIMOHHBIX YAOCTOBEPEHUN JIEKaPCTBEHHBIX IPENapaToB, IOPUAMYECKHE JIMILA, HA UM KOTOPBIX
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BbIJIaHbl pa3pelleHuss Ha MpOBEIEHUE KIMHHYECKUX uccienoBanuii B Poccuiickoit denepauuu, 1ubdo
YIOJIHOMOYECHHBIE HMMHU JIpyTU€ IOPUAUYECKUE Jihla OOsi3aHbl MPUHATH MEphl, HANpaBJICHHbIC Ha
YCTPAHEHUE  HETaTUBHBIX  IIOCJIEACTBUI  NPUMEHEHHs  TaKMX  JIEKapCTBEHHBIX  IPENapaTos,
IpeIynpexJaCHUe MPUIHMHCHUS BPeIa KU3HU WM 3I0POBBIO YEIOBEKa JIMOO >KHBOTHOTO, 3aIUTY UX OT
NPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IMIPENapaToB, HA JOMOJHUTENIbHBIN cOOp MaHHBIX 00 3QPEKTUBHOCTH
1 06€30MaCHOCTH TaKUX JIEKAPCTBECHHBIX MPENapaToB.

6. 3a HecOoOOIIEHNE WU COKPBITHE MHPOPMALIUH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH CTaThH,
JepKaTed WU BIIAJENbIBl  PETUCTPALMOHHBIX  yJIOCTOBEPEHHI  JICKAPCTBEHHBIX IPENapaToB,
IOpUIMYECKHE JIMIA, HA UMl KOTOPBIX BBIIAHBI PAa3pEIICHUs HA POBEICHNE KIMHUYECKUX MCCIIEOBaHUN
B Poccuiickoii ®eneparnuu, auMO0 YIOIHOMOYCHHBIE HWMH JPYTrUe MOPUIUYECKHE JIMIA, a TaKKe
JOJKHOCTHBIE JIUIA, KOTOPBIM 3Ta HHGoOpMaIusi CcTaja H3BECTHA MO POIy HMX MNpodeccHOHAIbHON
JIEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATENBCTBOM Poccuiickon denepannm.

7. Ilpu nony4eHUH yroJHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH B paMKax
OCYIICCTBIICHUST MM (apMaKkoHaJ30pa JOKA3aTeILCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO Iperapara
YCTaHOBJICHHBIM TpPEOOBAHMSIM WU TpPU TOJYyYEeHUH HHPOpPMAIMM O HECOOTBETCTBUM IaHHBIX 00
3¢ (HEKTHBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOI'O IperapaTa JaHHBIM O JICKAPCTBEHHOM IIpemapare,
COJIep>KalIMMCsI B MHCTPYKIIUHU TI0 €ro MPUMEHEHHUIO (B TOM YHUCIE BBISBICHHBIX B XOJE OCYIIECTBICHUS
dapMakoHaa30pa KOHTPOIHHO-HAJA30PHBIMH OpraHAMH HHOCTPAHHBIX TOCYJApCTB), YIIOJHOMOYCHHBIH
denepanbHbI OpraH UCHOJHUTENBHOM BJIACTU B YCTAHOBJICHHOM UM TIOPSIKE pacCMaTPUBAET BOMPOC O
MIPUOCTAHOBIICHUU TPUMEHEHHUS TaKOT0 JIEKApCTBEHHOTO Mperapara.

TAPAHT:

CMm. Meroguueckue pexomenpanuu "OpraHuzanuss CiayKObl MOHUTOpPHHIa  O€30MAaCHOCTH
JIEKapCTBEHHBIX CPEIACTB ((papMakoHaq30pa) B KOMIIAHUSAX MPOU3BOAMTENSX JIEKAPCTBEHHBIX CPEICTB
WIK JepXKaTeisiX pPEerucTpalMOHHbIX YJIOCTOBEpEeHMH", yTBepxkaeHHble Poc3apaBHag3opoM oT 25
okTsI0ps 2008 T.

CwMm. KOMMCHTApHUHU K CTAThC 64 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 cmamovs 65 nacmosuweco Dedepaivroco
3aKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cury ¢ 1 urons 2015 a.

Cm. mexcm cmambu 8 npedvloyuiell peoakyuu

Cratbs 65. [IproctaHoBIeHHE TPUMEHEHUS JIEKAPCTBEHHOTO TIpenapara

1. ITpu monydeHun MHGOPMAIMH O HEKENATEIbHBIX PEAKIUAX MPU MPUMEHEHUH JIEKaPCTBEHHOTO
npernapara, HE YKAa3aHHBIX B HMHCTPYKUHUH IO MPUMEHEHUIO JIEKAPCTBEHHOIO IMpENnapara, CEepbEe3HbIX
HEXENaTeNIbHbIX peaklusx, 00 OCOOEHHOCTSIX €ro B3aUMOACWCTBUS C JPYTMMH JIEKapCTBEHHBIMU
npenaparamu, KOTOpbIe MOTYT IIPEJICTABIIATh YTPO3y KU3HHU WJIH 3JI0POBBIO YeNIOBEKA JIMOO )KUBOTHOTO, a
Tak)K€ O HECOOTBETCTBUHU JAHHBIX 00 3(PPEKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO Ipernapara
JTaHHBIM O JICKAPCTBEHHOM Mpenapare, COACPKAIUMCS B HHCTPYKIIMH MO €ro MPUMEHEHUIO, B TOM YHCIIE
OT YIIOJIHOMOYEHHBIX OpPraHOB HMHOCTPAHHBIX TOCYAapCTB, OOMEH KOTOpOH OCYIIECTBISETCS B
COOTBETCTBUHU C COTJIAIICHUSMH MEXIY YIOJTHOMOYEHHBIM (enepaibHbIM OPTraHOM HCIIOTHUTEIHHOM
BJIACTH W YIOJHOMOYEHHBIMH OpraHaMH HWHOCTPAHHBIX TOCYAApCTB, YIMOJTHOMOYEHHBIN (eaepanbHbIN
OpraH MCIOJIHUTEIFHON BJIACTH pAacCMaTpPUBAET BOIPOC O BO3MOKHOCTH NMPHUOCTAHOBJICHHS OOpaIieHUst
TAaKOro JIEKAPCTBEHHOT'O TMpernapara B IMOPs/IKe, YCTAaHOBIEHHOM YIOJTHOMOUYEHHBIM (eaepatbHbIM
OpraHOM MCIOJIHUTEILHOM BJIACTH.

2. Ilpyu HeWCHOJHEHWH WM HEHAAJICKAIIEM HCIOJIHEHUHN JEpXKaTeIsIMU WM BiaJelbliaMU
pETUCTPALIMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUIWYECKUMH JIMIAMH, Ha WM
KOTOPBIX BbIJAHbI Pa3pellICHHs] HA MPOBEACHUE KIMHUYECKUX HcciienoBaHui B Poccuiickonn denepanuu,
WJIM YIIOJITHOMOYEHHBIMA UMU JIPYTUMH IOPUIUICCKUMU JIMIIAMH 00sI3aHHOCTEHN, YCTAaHOBJICHHBIX YaCTSIMU
3 u 4 crateu 64 Hactosmero denepalbHOTO 3aKO0HA, JINOO B CIydasx MPECTaBICHHUS COOTBETCTBYIOIIUM
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YIOJHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCHOJIHHUTENBFHOM BJIACTH 3aKIIIOUEHUS O HEIOCTOBEPHOCTHU
pPe3yJIbTAaTOB KJIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpenapara Jyisi MeIAUIIMHCKOTO TPUMEHEHUS,
KOTOPOE€ OCHOBAHO Ha pe3ysbTaTax MPOBEPKH MEIUIMHCKON OpraHu3aluy, MPOBOAMBILEH yKa3aHHOE
KJIIMHUYECKOE MCCIIEAOBAaHUE C HAPYIICHUEM ITpaBuil HaJIEkKAIICH KIMHUYECKON MPAKTUKH, U MPUBETO K
MOJyYEHUIO HEOCTOBEPHBIX PEe3yJbTaTOB, JUOO B CiIydyae HEBBINOJIHEHHS NPEINUCAHMS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM WCIIOJHUTEIBHOW BIJIACTH IO WTOTaM OCYIIECTBIICHHS
BBIOOPOYHOIO KOHTPOJISI KauecTBa JICKAPCTBEHHOTO Ipenapara, YIOJIHOMOYEHHBIN (enepanbHblii opraH
WCIIOJIHUTEJIbHOM BJIACTH B YCTAHOBJICHHOM KM IIODPSJIKE PACCMATPUBAECT BOINPOC O MPUOCTAHOBICHUHU
MPUMEHEHHUS TaKOTO JIEKAPCTBEHHOTO MIpernapara.
TAPAHT:

O nmpenocTaBlIeHUM TEPPUTOPHANBHBIMU  YmpaBieHusiMu Poc3apaBHagzopa uHbopManuu o
HE00POKAYECTBCHHBIX U (haTbCUPHUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX CM. npukaz degepanbHON
CIy»O0bI TIO HAA30py B cepe 3apaBOOXpAHEHUS M CONMAIBHOrO pas3BuTHs oT 8 depans 2006 r.
N 255-11p/06

Wuopmarus 06 H3MEHEHHSIX:

Cmamus 65 oononnena yacmoto 3 ¢ 15 uwona 2018 2. - @eodepanvhuiii 3axon om 4 urona 2018 e. N
140-D3

3. YnoaHOMOYEHHBIN (enepanbHblii OpraH HMCIOJIHUTEIbHOW BIACTH IpPHU IPEACTABICHUH €My
CBE/IEHUI1 0 HECOOTBETCTBUU ITPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPaBIII HAAJIEXKaIeH
IPOM3BOJCTBEHHOW MPAKTUKU M (WIM) O HAapyILIEHWU JIMLIEH3UOHHBIX TpeOOBaHMM, KOTOpPbIE ObLIM
BBISBJICHBl B XOJIe IPOBEJCHHUS WHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB MU
OCYILECTBIICHHS JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB U MPHUBEIN
WIA MOTYT IPUBECTH K MPOMU3BOJCTBY JIEKAPCTBEHHBIX MpPENapaToB A MEAULIMHCKOTO IMPUMEHEHHUS,
IPUYMHUBLINX WM CIIOCOOHBIX MPUYMHUTH BpPE )KM3HU WM 30POBBIO IPAXKIaH, pacCMaTpUBAET BOIPOC
O TPUOCTAHOBJICHUM TPHUMEHEHUsS JEKapCTBEHHBIX IpernapaTroB Uil MEJUIMHCKOIO MPUMEHEHHs B
YCTAaHOBJICHHOM UM TOPS/IKE B CIEAYIOIINX CIydasx:

1) cocraB u (MJIM) TEXHOJOTHsS MPOM3BOJACTBA JEKAPCTBEHHOIO Ipenapara JUlsi MEAULUHCKOTO
IpUMEHEHUs (C ONMMCAHWEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asBJIECHHBIX B PErUCTPALIMOHHOM
JI0CBE;

2) nexkapCTBEHHBIN Mpenapar JUisi MEAUIIMHCKOTO IPUMEHEHHUs IPOU3BEIEH Ha IPOU3BOJICTBEHHON
IUIOLIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOIO Ipenapara [js MEIULUHCKOrO NPUMEHEHUs, BBOJMUMOIO B
rpaXxAaHCKUI 000pOT, TpeOOBAHUSAM, YCTAHOBJICHHBIM IPU €r0 TOCYIapCTBEHHOMN perucTpaniy;

4) mnpous3BOOUTENEM JIEKAPCTBEHHBIX CPEJICTB B COIJIACOBAaHHBIH C COOTBETCTBYIOLIMM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHON BJIACTU CPOK HE YCTPAHEHbI HapYLICHUS
TpeOOBaHUIN NpaBusl HaJUIeXKAILEH MPOU3BOJCTBEHHONW MPAKTUKM M (WJIM) JIMLEH3UOHHBIX TpeOOBaHMIA,
KOTOpbI€ ObUIM BBISBICHBI B XOJI€ MPOBEACHHUS HWHCIEKTUPOBAHUS MPOU3BOIAUTENS JIEKAPCTBEHHBIX
CPECTB WJIM OCYIIECTBICHUS JIMIEH3UNOHHOTO KOHTPOJIS B cpepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
U TpUBEIM WIM MOTYT HPHUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX IPENapaToB ISl MEIUIIMHCKOTO
NPUMEHEHUS, MPUUUHUBIINX UM CIOCOOHBIX MPUYMHUTD BPeJl )KU3HU WM 37J0POBBIO IT'PaXKJIaH.

Wudopmanust 00 N3MEHEHUSX:

Cmamws 65 dononnena yacmoio 4 ¢ 15 utona 2018 o. - @edepanvhoiii 3akon om 4 utons 2018 e. N
140-D3
4. YnomHOMOYEeHHBIH (enepanbHblii OpraH HWCHOTHUTENHLHON BIACTH MPH HAIUYUU Y HETO
CBEJICHU O HECOOTBETCTBUH MTPOU3BOIUTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM TTPaBIIT HAAJICKAIICH
MPOU3BOJCTBEHHOW MPAKTUKU M (WIKM) O HApPyIIEHWW IUICH3UOHHBIX TpPEOOBAaHUN, KOTOpbIE ObUIH
BBISIBJICHBI B XOJI€ TPOBEJACHUS WHCIICKTUPOBAHUS TPOUZBOAMUTENS JIEKAPCTBEHHBIX CPEJICTB WM
OCYIIECTBIICHUS JIUIIEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U MPUBEIH
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WIM MOTYT IPHUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENApaTOB [Isi BETEPUHAPHOIO MPUMEHEHMS,
IPUUMHUBLIMX WM CIIOCOOHBIX NPUYMHUTH BpEA KU3HU WM 30POBBIO KUBOTHBIX, PAaCCMaTpPUBAET
BOIIPOC O NMPUOCTAHOBJIICHUH PeAIN3aliy U IPUMEHEHHUS JICKaPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO
IPUMEHEHHUS B YCTAHOBJIEHHOM UM IIOPS/IKE B CIEAYIOIIUX CIydasx:

1) coctaB M (WiIM) TEXHOJIOTHUS MPOU3BOACTBA JIEKAPCTBEHHOrO MperapaTa IJid BETEpUHAPHOIO
IPUMEHEHUs (C ONMCAHMEM CTaJui NMPOU3BOACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B PETUCTPALMOHHOM
JIOCBE;

2) nexapCTBEHHbIN IIpenapar /jis BETEpUHAPHOTO IIPUMEHEHUS [IPOU3BEIEH Ha IIPOU3BOICTBEHHOM
IJIOLIAJIKE, HE YKA3aHHOW B PErUCTPALIMOHHOM JI0ChE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KayecTBa JICKAPCTBEHHOIO IMpernapaTta Uil BETEPUHAPHOIO IMPUMEHEHHs, BBOJUMOIO B
TpaXXIaHCKUI 000pOT, TpeOOBAHMIM, YCTAHOBJICHHBIM IIPH €0 TOCYIapCTBEHHON PErHCTPALIUY;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIJIACOBAaHHBIH C  COOTBETCTBYIOUIMM
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BJIACTH CPOK HE YCTpaHEHbl HapylIEHUs
TpeOOBaHUI IpaBWl HAJUIekKAIIEW MPOU3BOACTBEHHON MPAKTHUKU W (WJIM) JTUIECH3MOHHBIX TPEOOBAaHUM,
KOTOpbI€ ObUIM BBISBJICHBI B XOJI€ INPOBEACHHUS HWHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEJICTB WM OCYILIECTBICHHS JTUIICH3UOHHOTO KOHTPOJIS B cpepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB
U TpPUBEIM WIK MOTYT MPUBECTH K IPOM3BOJACTBY JIEKAPCTBEHHBIX IIPENapaToB [Jisi BETEPUHAPHOTO
MPUMEHEHUS, IPUYUHUBIINX WM CIOCOOHBIX MPUUYUHUTE BPEJl KU3HU HIIU 3J0POBBIO KHUBOTHBIX.

Undopmarius 06 n3MEHEHHSX:

Cmamovs 65 oonoanena wacmamu 5 u 6 ¢ 1 aueapa 2023 e. - @edepanvhubiii 3akon om 27 Oekabps

2019 2. N 475-D3
Cm. 6yoywyro pedarkyuio

Cmamus 65 oononanena yacmoio 7 ¢ 1 cenmabps 2023 . - @edepanvusiii 3akon om 2 utona 2021 o. N
317-®3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CM. KoMMeHTapuu K cTatbe 65 HacTosiero denepanbHOro 3aKoHa

Wndopmarys 06 n3MEeHEHHAX:
Cmamuws 66 usmenena ¢ 1 mapma 2020 2. - @edepanvhuiiti 3akon om 27 dekaopsa 2019 . N 475-D3

CMm. npedvloywyro pedaKyuio

Crartbs 66. ndopmarus o pezynpraTtax papmakoHaazopa

VYnonHoMoueHHBINM  ¢eAepanbHbIi  OpraH  MCHOJHUTENBHONW  BJIACTH,  OCYIIECTBIISIOIINMA
dapmakoHa 30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha cBoeM oduuuanbHoM caiite B cetn "HHTepHer"
uH($OpMaIHIO O:

1) BBISBIEHUM HOBBIX IOATBEP)KICHHBIX MTaHHBIX O MOOOYHBIX JAEHCTBUSX, HEXeIaTeIbHbIX
peaKkuusax, CEphe3HbIX HEXKeNATEeNbHbIX PEaKUUsAX, HENPEABUICHHBIX HEXENaTeNbHbIX peakuusx Mpu
IIPUMEHEHUN JIEKAPCTBEHHOTO IIperapaTa, B TOM YHCIE BIUSIOUIMX HA OTHOLIEHHE OKUJAEMOM MOJIb3bl K
BO3MOXKHOMY PUCKY MPUMEHEHHSI JAHHOTO JIEKAPCTBEHHOT'O IIperapara;

2) NpUHATHIX PELIEHUAX O BHECEHUU NU3MEHEHUH B MHCTPYKIUIO 10 IPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAHOBJICHUM MPUMEHEHHS JIEKapCTBEHHOrO IMpemnapara, o0 M3bATUU U3 0OpalleHus
JIEKapCTBEHHOT O Mpernapara Wik 0 BO300OHOBICHUH PUMEHEHHs JIEKAPCTBEHHOTO Mperapara.

TAPAHT:

CM. KOMMEHTapuu K cTaTbe 66 HacTosmero PenepajbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHUAX:
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Haumenosarnue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axon om 28 oexaops 2017 2. N 425-D3
CMm. npedvloyuyro pedaKyuio

I'naBa 14. Undgopmanus o JiekapcTBeHHbIX Npenaparax. CucreMa MOHUTOPUHIA IBUKEHUS
JIEKAPCTBEHHBIX MPENapaToB AJis1 MeIUIIHHCKOT0 NPUMeHEeHUs

Wndopmarus 06 H3MEHEHHSX:
Haumenosanue usmeneno c 1 ausaps 2018 2. - @edepanvhviii 3axon om 28 dexabps 2017 2. N 425-D3

CMm. npedbloywyro pedaKyuio
Crarbst 67. Mudopmanuss o JeKapcTBeHHBIX npenapatax. CucTteMa MOHUTOPHUHTA JIBHKCHUS
JIEKapCTBEHHBIX IpenapaToB AJIs MEIULIMHCKOTO PUMEHEHUS

Wndopmarus 06 H3MEHEHHSX:
Yacms 1 usmenena c 13 aseycma 2019 e. - Dedepanvuviii 3axkon om 2 agzycma 2019 2. N 297-D3

CMm. npedvloyuyro pedaKyuio

1. Madopmarus o JIGKapCTBEHHBIX Ipernaparax, OTIYCKAaeMbIX IO DEIEeNTy Ha JIeKapCTBEHHBIH
npernapar, JOJDKHA COJEPXKAThCS TOJBKO B CHEIMATHM3UPOBAHHBIX H3/IAHUAX, MPEIHA3HAYCHHBIX IS
MEIMIMHCKIX, (apMaleBTHICCKUX paOOTHHUKOB, CIICIIMATUCTOB B 00JIacTH BeTepuHapuu. Mupopmanwms o
JICKApCTBEHHBIX Iperaparax JJisl CHEIMaINCTOB B 00JacTH oOpalleHusl JIGKAPCTBEHHBIX CPEICTB MOXET
COJIep)KaThCs B MOHOrpadusX, CIPaBOYHUKAX, HAYYHBIX CTaThsIX, B JOKJIaJgaxX HAa KOHTpeccax,
KOH(EpPEHIMAX, CUMIIO3MyMaX, HAayYHBIX COBETaX, a TaKKe B WHCTPYKIUAX IO TMPUMECHECHHUIO
JICKapPCTBEHHBIX MTPEIapaToB.

2. Mudopmanus o JEKapCTBEHHBIX Npenapartax, OTIYCKaeMbIX 0e3 pelenTa Ha JIGKapCTBEHHBIN
mperapar, MOXET COJIEPKaThCs B IMYyOJUKANUAX W OOBSBICHUSX CPEICTB MAacCOBOW WHGOpMAIUH,
CHCIUATM3UPOBAHHBIX W OOLIMX IMEYATHBIX W3JAHUSAX, MHCTPYKLHUAX IO MPUMEHEHHUIO JIEKapCTBEHHBIX
MperapaToB, UHBIX M3JIaHUSIX CYOBEKTOB OOpaIICHHUs JICKApCTBEHHBIX CPEICTB. PeKIaMHbIC MaTepHalibl O
JIEKapCTBEHHOM TMpemnapare, OTHyckaemMoM Oe3 pelenta Ha JEKapCTBEHHBIM IMpemapaT, JOJKHBI
COOTBETCTBOBATHh MHCTPYKIIMH 10 MPUMEHEHHIO JICKAPCTBEHHOTO Mperapara.

3. JlomyckaeTcst HCIIOJIb30BaHHUE JIOOBIX MaTepHAbHBIX HOCHUTENEH, MO3BOJIAIONINX XPAHUTh,
nepeIaBaTh U HCIIOJIh30BaTh HH(POPMAIIHMIO O JICKApCTBEHHBIX IIperaparax 0e3 ee NCKaKeHUS.

Wndopmarys 06 m3MEeHEHHAX:

Cmamus 67 donoanena wacmoio 4 ¢ 1 urwons 2020 o. - Dedepanvuviii 3akon om 28 dexabps 2017 a.
N 425-D3 (8 pedakyuu Dedepanvroco 3axona om 27 oexabps 2019 2. N 462-D3)

CMm. npedvloyuyro pedakyuio

4. Inga uenedl uIEHTU(PUKALMU YIAKOBOK JIEKAPCTBEHHBIX IpENapaToB s MEAULHUHCKOIO
IIPUMEHEHUs IIPOU3BOAMUTENIN JICKAPCTBEHHBIX CPEACTB B IOpPsKe, YCTaHOBIEHHOM lIpaBurenscTBom
Poccuiickoit @eneparuy, HAHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOLIEHUH JIEKAPCTBEHHBIX MpPENapaToB
JUI. MEAMLIMHCKOTO MPUMEHEHHUs, Ui KOTOPBIX HE MPEeayCMOTpPeHa BTOPUYHAs YIIAKOBKA) U BTOPUUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MpEnaparoB i MEIUIMHCKOTO MPUMEHEHHUs CpelcTBa
UJCHTUQHUKAIIMY, 33 HUCKJIIOYEHHUEM JIEKapCTBEHHBIX MpenapaTtoB il MEAWLIMHCKOTO MPUMEHEHMS,
MIPOU3BOJUMBIX Uil MPOBEACHUS KIMHUYECKUX MCCIENOBAaHUM, JKCIIOPTA, JEKAPCTBEHHBIX IPENapaToB
JUIsT. MEAWLIMHCKOTO NPUMEHEHHUs, YKa3aHHBIX B dacTax 5 W 8 crathu 13 Hactosmero denepaabHOro
3aKOHa, paauo(dapMalleBTUUECKUX JIEKapCTBEHHBIX IpEenapaTroB, NHUSIBOK MEIUIMHCKUX U Ta30B
MEJIULUHCKUX.

Wudopmanus 06 n3MEHEHHAX:

Cmamovs 67 oononnena uacmoio 5 ¢ 1 aneapsa 2018 . - @edepanvhuiii 3akon om 28 dexabpsa 2017 a.
N 425-D3

5. XapakTepuCTHKH CpeJIcTBa HIACHTU(UKALMHU, MOPSAAOK €ro HaHeCEeHHs M TpeOOBaHUS K

CTpyKType U Qopmary uH(DOpMAaLHUU, KOTOPYIO COJEPKUT CPEICTBO HACHTU(DUKAIMH, OIPEIEsSIOTCs
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IIpaButenscTBOM Poccutickoit denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Cmamus 67 donoanena yacmoto 6 ¢ 1 aneaps 2018 . - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-@3
6. Ilopsnok co3gaHus, pa3BUTHS, BBOJA B 3KCIUIyaTallMiO, SKCIUIyaTallUM M BbIBOJA U3
JKCIUTyaTalldd CUCTEMbl MOHHMTOPMHIA JBUKEHUS JICKAPCTBEHHBIX IIPENapaTroB ISl MEAUIIMHCKOTO
NPUMEHEHHUS, TIOPSJA0K MPEeIOCTaBlIeHUus HHPOpPMAIMK, COJEepKalleiics B CHCTEME MOHHMTOPHUHIA
JBIKEHUSI JICKAPCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO MPUMEHEHHUS, W IOPsJI0K B3aUMOJACUCTBUS
yKa3aHHOM  CHUCTeMbl C  HHBIMH  TOCYJapCTBEHHBIMH  WH(MOPMAllMOHHBIMU  CHUCTEMaMH U
WH(OPMAIMOHHBIMU CHCTEMAMH IOPUINYECKHUX JIUI] U WHAUBUIYAIBHBIX MPEANPUHUMATENCH, YKa3aHHBIX
B yactax 7 u 10 Hactosimied crtaTbM, ycraHaBiuBaroTcsa IIpaButenbctBom Poccuiickoit depeparuu.
OnepaTopaMud CHCTEMbl MOHHUTOPUHIA JBWXKEHHUS JIEKAPCTBEHHBIX IMpENnapaToB Mg MEAUIIUMHCKOIO
NPUMEHEHUS SBJISIOTCS (enepalbHbIi OpraH HCIOJHUTENbHOM BIACTH U (WJIM) OpraHu3aius,
ynosiHoMo4eHHbIe [IpaBurenscTBoM Poccuiickoit denepanumu.

Wuopmarus 06 H3MEHEHHSIX:

Cmamus 67 donoanena wacmoio 7 ¢ 1 uwons 2020 o. - Dedepanvubiii 3akon om 28 dexabpsa 2017 a.
N 425-D3 (8 pedakyuu Dedepanvroco 3axona om 27 dexabps 2019 2. N 462-D3)

7. FOpunudeckue ara ¥ WHAUBUIYAIBHBIC TIPESITPHHIMATEIH, OCYIIECTBIISIONINE TPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyro ®enepanuio, OTIYCK, pealHM3alvio, Iepenady, NPUMEHEHUE |
YHUYTOXKCHHE JICKAPCTBCHHBIX MIPEMAapaToB JJIsl MEAUIIMHCKOTO MIPUMEHEHUS, 00ECIICUNBAIOT B MOPSIIKE U
B cocTaBe, KorTopwie ycraHoBjeHbl [IpaBurenbctBom Poccuiickoit ®enepanuu ¢ ydeToM BuUja
OCYIICCTBIISIEMON WMH JIEATEIHHOCTH, BHECCHHE WH(OpPMAamMM O JEKapCTBEHHBIX IMpermapaTax Jyis
MEIUIIUHCKOTO TMPUMEHEHUS B CHUCTEMYy MOHUTOPHHIrA JBM)KCHHUS JICKAPCTBEHHBIX IPEIapaToB JUis
MEIUIIMHCKOTO TPUMCHCHHSI.

Wuopmarus 06 H3MEHEHHSIX:
Yacms 7.1 usmenena c 13 urona 2020 2. - @edepanvhuiii 3akon om 13 urons 2020 2. N 206-D3

eticmeue nonoscenuti uacmu 7.1 (8 peoakyuu Deoepanvrozo saxona om 13 urons 2020 2. N 206-D3)
PAcnpocmpaHsaemcs Ha npagoomuouterus, eo3Huxuue ¢ 1 uona 2020 e.

Cm. npedvloyuyro pedaKyuio

7.1. JlexapcTBEHHBIE Ipenaparbl Ul MEIUIMHCKOTO IPUMEHEHMsI, IpEJHa3HAYEHHBbIE IS
oOecnieueHus JHI, OOJIbHBIX TeMO(pUINe, MyKOBHUCIUA030M, THINO(PHU3aPHBIM HAHU3MOM, OOJIE3HBIO
l'omre, 370KayecTBEHHBIMH HOBOOOpPA30BaHMSIMU JIUM(OUIHON, KPOBETBOPHOW U POACTBEHHBIX UM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIUII MTOCJI€ TPAHCIJIAaHTAIMU OPTaHOB M (WJIM) TKaHEW, MPOU3BEICHHbBIC
1o 31 nexabps 2019 roxa, a Takke MHbIE JIEKAPCTBEHHBIE MPENapaThl sl MEIUIIMHCKOTO MPUMEHEHMS,
npousBeneHnbie 10 1 wmrons 2020 ronma, mojuiexaT XpaHEHMIO, MEpPEeBO3Ke, OTIYCKY, pealu3aluu,
nepenaye, MPUMEHEHUIO 0e3 HAaHECEHUs CPEICTB MAECHTH(PHUKAIMU 10 MCTEYEHHS CPOKAa MX T'OJHOCTH.
[IpaButenbctBo Poccuiickoii denepainu BipaBe yCTaHOBUTh OCOOEHHOCTH BBOJA B TPakJJaHCKUN 000pOT
JIEKapCTBEHHBIX IPENaparoB I MEIULUHCKOTO NPUMEHEHHs, MPOU3BEIEHHBIX B IEpuolx ¢ 1 urons
2020 roga no 1 oktabps 2020 roga. B nensix BBoJa B Ipa)AaHCKUI 000pOT JE€KapCTBEHHBIE MpenapaThbl
JUISL METMLIMHCKOTO IIPUMEHEHUS, 32 UCKIIOYEHUEM JIEKAPCTBEHHBIX MPENaparoB, NPEeJHAa3HAYEHHbBIX IS
oOecrieyeHus JHI, OOJILHBIX TeMO(UINeH, MyKOBUCIUA030M, THNO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
lomre, 3710KaYecTBEHHBIMH HOBOOOPA30BAaHHMSIMU JUMQOUIHON, KPOBETBOPHOM M POJCTBEHHBIX WM
TKaHEH, pacCeTHHBIM CKJIEPO30M, JIUII MTOCJIe TPAHCIJIAHTAIIMK OPTaHOB M (MJIM) TKAaHEU, TPOU3BEICHHBIE
3a mpenenamu teppuropun Poccuiickoit ®eneparu 10 1 okts10pst 2020 roga, MoryT ObITh BBE3EHBI B
Poccniickyro ®enepanmro 1o 1 suBaps 2021 roma B mopsjke, ycTraHOBIeHHOM IIpaBurenscTBOM
Poccuiickoit @enepannu, 6€3 HaHECEHUS CPEJICTB UACHTU(DUKALIUH.

Wndopmarys 06 M3MEHEHUAX:

Cmamus 67 donoanena yacmoto 8 ¢ 1 aneapsa 2018 . - @edepanvusiii 3akon om 28 dexabpsa 2017 e.
N 425-D3
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8. Opranuzauus HHGPOPMALMOHHOTO B3aUMOJEHCTBHMSI CHCTEMbl MOHMTOPUHIA JIBUIKEHUS
JEKapCTBEHHBIX IpenaparoB il MEIULIUHCKOTO IPUMEHEHUS C HHBIMH TOCYJapCTBEHHBIMU
UHPOPMALIMOHHBIMU CHCTEMaMM OOeCleuuBaeTcs B TOM UHCIE IOCPEACTBOM HH(QPACTPYKTYpHI,
oOecrieunBaromeil MH(OOPMAIIMOHHO-TEXHOJIOTHYECKOE B3aUMOJCHCTBHE HH(POPMALMOHHBIX CUCTEM,
UCIOJB3YEMBIX I IPEAOCTaBICHHUS TIOCYJAapCTBEHHBIX M MYHULMNAIBHBIX YCIYI M HCIOJIHEHUS
rOCYJJapCTBEHHBIX U MyHHUIIMIIAIBHBIX ()YHKIUH B 3JIEKTPOHHOU (hopMme.

Wndopmarus 06 H3MEHEHHSX:

Cmamovsa 67 oononnena uacmoio 9 c 1 aneaps 2018 . - @edepanvhuiii 3akon om 28 dexabpsa 2017 a.
N 425-d3
9. OOmenocrynHas uHGMOpPMALHS, COACPXKAMASACS B CHCTEME MOHUTOPWUHTA JIBHDKCHUS
JIeKapCTBEHHBIX IIpernaparoB s MEAMLUHCKOTO IIPUMEHEHMUS, pasmenaercs B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIIMOHHOU ceTu "MHTepHeT" (B TOM umcie B (opMe OTKPHITHIX JTaHHBIX)
B 1opsijike, ycraHoBiaeHHOM [IpaBurensctBoM Poccuiickoit denepaunu.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 67 oonoanena yacmoto 10 ¢ 1 sneaps 2018 2. - @edepanvuuiii 3axon om 28 dexabps 2017 e.
N 425-D3
10. IIpousBoauTeNn IEKapCTBEHHBIX CPEJCTB MOTYYAOT COJIEPKALIYIOCS B CHCTEME MOHUTOPUHTA
JBUKCHHS JICKAPCTBCHHBIX MIPEMapaToB IS MEIUIMHCKOTO TPUMEHEHHUS HH()OpPMAIHMIO O CepHusiX u
NapTUAX JIEKAPCTBEHHBIX MpPENapaTroB, MPOU3BOAMMBIX UMH M HAXOJSIIMXCS B TPa)kJIaHCKOM 000poTe B
Poccuiickoit deneparum, 6€3B03ME3THO.

Wupopmarus 06 H3MEHEHHSIX:

Cmamus 67 donoanena yacmoiro 11 ¢ 1 utona 2020 e. - @edepanvnuwiii 3akon om 28 dexabps 2017 e.
N 425-D3 (8 pedakyuu Dedepanvhoco 3axona om 27 oexabps 2019 2. N 462-D3)

11. 3a mpou3BOACTBO WM MPOJAXKY JEKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO PUMEH CHHSI

0e3 HaHeceHUs CPEeJCTB MJAECHTH(HKAIUU, C HapyIIEHHEM YCTaHOBJIEHHOIO MOps/IKAa MX HAaHECEHUus, a

TaK)Ke 3a HECBOEBPEMEHHOE BHECEHHE JaHHBIX B CHCTEMY MOHHTOPWHTA JIBUKCHHUS JIEKApCTBEHHBIX

IpenapaToB [yl MEAMIIMHCKOTO MPUMEHEHUS HJIM BHECEHUE B HEE€ HEJOCTOBEPHBIX JAHHBIX IOPUANYECKHE

JWIIa ¥ WHAWBUIYaIbHbIC TPEANPUHUMATENN, YKa3aHHbIE B 4acTsaX 4 W 7 HACTOSIIEH CTaThbH, HECYT
OTBETCTBEHHOCTH B COOTBETCTBHUHM € 3aKOHOJaTelbcTBOM Poccuiickoit dexepannu.

Wndbopmarrust 06 n3MEHEHHSX :

Cmamuws 67 oonoanena yacmoto 12 ¢ 1 sneaps 2018 2. - @edepanvhwiii 3axon om 28 dexabps 2017 e.
N 425-D3
12. IlpaButensctBo Poccuiickoit ®Penepannu BOpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHMS

CHUCTEMBl MOHHUTOPHMHIA JBWKEHHs JIEKAPCTBEHHBIX IPENAPAaTOB I MEIULUHCKOIO IPUMEHEHMS,
BKJIIOYasi CPOKM €€ BHEIPEHUs, B OTHOLICHUU JICKAPCTBEHHBIX IIPENAPATOB Uil MEIHULMHCKOIO
IPUMEHEHHUS, BKJIIOUYEHHBIX B IE€pEeYeHb >KU3HEHHO HEOOXOIMMBIX W BaKHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, JIEKApCTBEHHBIX MpernapaTroB, NpPeAHA3HAYEHHBIX Ui oOecneueHusl JIML, OOJBHBIX
remMounueii, MyKOBUCIMJ030M, THUNO(HU3apHBIM HaHU3MOM, OoJyie3HbIO [ole, 3JI0KayeCTBEHHBIMU
HOBOOOPA30BaHUAMHM JTUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
JUI TIOCJI€ TpPAHCIUIAaHTAllUM OpPraHOB W (MJM) TKaHEW, HMHBIX JIEKAPCTBEHHBIX IpEenapaToB JUIs
MEJIULUHCKOTO IIPUMEHEHHS.

TAPAHT:

CM. koMMeHTapuu K cTatbe 67 HacTosAero denepanpbHOro 3aKoHa

Wndopmarys 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 25 nosaopsa 2013 e. N 317-D3 nacmoswuii Dedepanvhulil 3aKOH 0ONOIHEH
enaeou 14.1

I'maBa 14.1. Orpanuy4eHus1, HaJJaraeMble Ha OPraHU3alu, OCYIIECTBISIONINE 1esITeIbHOCTD 10
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00paIeHN 10 JIEKAPCTBEHHBIX CPEICTB

Crartba 67.1. OrpannueHus, HajlaraeMble TIPU OCYIIECTBICHUHU JCSITEIBHOCTU B chepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

1. OpraHuzanuy, 3aHUMAMOIIMAECS pPa3pabOTKON, TMPOW3BOACTBOM U (WIM) peanu3aluei
JIKapCTBEHHBIX MpEerapaTroB AJs MEIUIMHCKOTO MPUMEHEHUs], OpraHu3aluy, o0Jaatoie npaBaMu Ha
MCII0JIb30BaHUE TOPTOBOrO HAMMEHOBAHUS JIEKAPCTBEHHOI'O Ipernapara Jyuisi MEIULIUHCKOTO IMPUMEHEHUS,
OpraHM3alMyl ONTOBOM TOPrOBJIM JIGKAPCTBEHHBIMH CpEJICTBAMH, alTE4YHbIE OpraHu3anuud (Ux
NPEJCTaBUTENN, WHBIE (U3UYECKUE U IOPUIUYECKUE JIMIA, OCYLIECTBISIONINE CBOIO JEATEIBHOCTH OT
UMEHHU ATHX OpraHu3aluii) B OTHONICHUH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOJIUTENICH MEIUIIMHCKUX
OpraHu3alui He BIPABE:

1) Bpy4aTh mojgapku, BbIIIAYMBATh JEHEKHbIE CPEICTBA (32 UCKIOYEHHEM BO3HATPaXKJIECHUH 110
JIOTOBOpaM  IIpY  IPOBEJCHUM KIMHUYECKMX HCCIEOBAHUN  JIEKAPCTBEHHBIX IPENapaTroB Ul
MEJMIIMHCKOTO TMPUMEHEHHS, BO3HAIPaXJCHUN, CBA3aHHBIX C OCYIIECTBICHHUEM MEIULHUHCKUM
pabOTHUKOM MEAarorTHYecKON U (WJIM) HayYHOU JIEATEIbHOCTH), B TOM YHKCJIE OIUIaYUBaTh Pa3BIICUCHUS,
OTJIBIX, MPOE3] K MECTy OT/AbIXa, a TaKKe MPUBIEKATh K yYaCTHIO B Pa3BJIEKATENbHBIX MEPONPUATHUSX,
IPOBOAMMBIX 3a CUET CBOUX CPE/ICTB;

2) 3aKiIoyaTh COIVIALICHUS O HA3HAYCHWH WM PEKOMEHAAlMU MaIlMeHTaM JIeKapCTBEHHBIX
IIPENapaToB Uil MEJUILMHCKOrO MPUMEHEHHS (32 UCKIIIOUEHUEM JIOTOBOPOB O MPOBEACHUHN KIMHUYECKUX
MCCJICIOBAaHUM JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIUHCKOTO MPUMEHEHUS);

3) npenocTaBiIsITh 00pa3Ilbl JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO IPUMEHEHHS B IIEJISIX
BpYUYCHHUS TalMeHTaM (32 HCKIIOYEHHEM CIydyaeB, CBSA3aHHBIX C MPOBEACHHUEM KIMHUYECKUX
UCCJIEJOBAaHUM JIEKAPCTBEHHBIX MTPENapaToOB JUIsl MEAULIMHCKOTO IPUMEHEHUS);

4) TpenocTaBNsATh HENOCTOBEPHYIO U (WIM) HEMONHYI0 HHPOPMAIMI0 O JIEKapCTBEHHBIX
npenaparax A MEAUIIMHCKOTO IPUMEHEHMUS,

5) mocemats ux B paboyee BpeMs Ha pabOUYMX MeCTax, 3a UCKIIOUEHHEM CIydaeB, CBA3AHHBIX C
IPOBEJCHUEM KIMHUYECKUX UCCIIeI0BAaHUH JIEKAPCTBEHHBIX IPENapaToB sl MEIULIUHCKOTO IPUMEHEHUS,
C ydyaCTHE€M B TOpSJIKE, YCTaHOBJIEHHOM pPYKOBOJIUTENIEM MEAWIMHCKOW OpraHu3aluu, B COOpaHMAX
MEIMIMHCKMX pAaOOTHUKOB W  HHBIX  MEPOINpPHUATHSAX, HANpaBIEHHbIX Ha IMOBBIIIEHUE  UX
npoeCCHOHATIBLHOTO YPOBHS WIM Ha NPEAOCTaBlIeHHE HH(YOPMALUH, CBSI3aHHONH C OCYILECTBIEHHEM
MOHMTOpPHHTa 0€30M1aCHOCTH JIEKAPCTBEHHBIX MTPENapaToB;

6) nmoOyXJ1aTh K BBIIHMCHIBAHUIO JEKAPCTBEHHBIX MpenapaToB A MEIUIIMHCKOIO NMPUMEHEHUsS Ha
OylaHKax, coJepKaluxX MHQOpPMAIMIO PEKIAMHOIO XapakTepa, a TakKe Ha pelenTypHbIX OjaHKax, Ha
KOTOpBIX 3apaHee HaleyaTaHO HaWMEHOBAHHME JIEKApCTBEHHOIO IIpernapara Uil MEIUIIMHCKOrO
PUMEHEHHUS.

2. OpraHu3aiuy, yKazaHHble B a03aliie repBoM 4acTi | HacTOAIIEeH CTaTbM, U UX MPEACTAaBUTENH B
OTHOLIEHNUHU (papMalleBTHUECKUX paOOTHUKOB U PYKOBOJUTENEH allTeUHbIX OpraHU3aluil He BIIpaBe:

1) BpyuaTh noJapku, BBIILJIAYMBATH JEHEKHBIE CPEACTBA, B TOM YUCJE OIIAUYMBATH Pa3BICUYEHUS,
OTIIBIX, MPOE3J K MECTy OTIbIXa, W TPUBJIEKAaTh K YYacTUIO B pa3BJIEKATENbHBIX MEPONPUSITHUSIX,
IIPOBOAMMBIX 3a CUET CBOUX CPEJCTB;

2) mpenocTaBisATh OOpasilbl JIEKAPCTBEHHBIX IMPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS IJis
BPYUYEHHS HACETICHUIO;

3) 3akioyaTh COIVIALIEHUS O TMPEAJIOKEHUU HACENEHUIO OINpEeNIEHHBIX JIEKapCTBEHHBIX
IIPENapaToB sl MEJUILIMHCKOTO IIPUMEHEHMS;

4) npenocTaBiATh HEIOCTOBEPHYIO U (WIM) HEMOJHYI0 HMHPOPMAIUIO O JIEKapCTBEHHBIX
npenaparax Uil MEIULIUHCKOTO IPHUMEHEHHUs, B TOM YHUCJIE MMEIOIIUX OJMHAKOBOE MEXIyHAPOIHOE
HENaTeHTOBaHHOE HaUMEHOBAHMUE.

TAPAHT:

Cwm. kommeHTapuu K ctathe 67.1 HacTosimero deaepanbHOro 3aKoHa
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Crarba 67.2. TpeboBaHus K OpraHu3aluyd M IIPOBEJCHUIO HAy4YHBIX MEPOIPUSATUI, HHBIX
MEpONPUATHHA, HANpPABIEHHBIX Ha  IOBBIIEHHE MPO(ECCHOHAIBHOIO  YPOBHS
MEIMIUHCKUX paOOTHUKOB WJIM Ha MPEJOCTaBIeHWE WHQPOPMALUU, CBSI3aHHOH C
OCYILECTBJIEHHEM MOHUTOPUHIa 0€30I1aCHOCTH JIEKAPCTBEHHBIX IIPENapaToB

1. Ilpu npoBeneHNN Hay4YHBIX MEPONPUATHNA, UHBIX MEPOINPUATUIN, HAIIPABJIECHHBIX HA IOBBIILIEHUE
IpOopECCHOHATBHOIO YPOBHS MEIULUHCKUX paOOTHUKOB WM Ha TPEAOCTABJIEHUE CBS3aHHOW C
OCYILIECTBIICHHEM MOHUTOPUHTA O€30MaCHOCTH JIEKApCTBEHHBIX MpenapaToB HH(POPMAIIUU, OPTaHU3yEMBIX
OpraHu3alUsIMM, YKa3aHHbIMU B a03aie nepsom vactu | crateu 67.1 HacTosdmero denepaibHOro 3aK0oHa,
UX MPEICTABUTEIAMU U (W) GUHAHCUPYEMBIX 3a CUET CPEICTB STUX OPTaHU3AIUI U UX MPEJICTaBUTENCH,
3allpeIlaeTcsl NpPEeNnATCTBOBAaTh YYacTHIO B YKA3aHHBIX MEPONPHATHSIX HHBIX OpPraHMU3alMi, KOTOpBIE
IPOU3BOJAT WIM PEATM3YIOT JIEKAPCTBEHHBIE Mpenaparbl A MEIULIUHCKOTO IPUMEHEHHS CO CXOXKHUM
MEXaHU3MOM (hapMaKoIOrHYECKOro AeHCTBUS, TMO0 CO3/1aBaTh TMCKPUMUHAILIMOHHbBIE YCIOBUS IS OJHUX
Y4aCTHUKOB IO CPaBHEHUIO C IPYTMMH YYaCTHUKAMHU, @ UMEHHO:

1) npeaocTaBIATh pa3IMUYHOE KOJIMYECTBO BPEMEHU JISl BBICTYIIJICHUH YYaCTHUKOB, Pa3IHMyYHbIE IO
pasMmepy 3aHMMaeMOW IUIOIIaJu MecTa A JAEMOHCTpAalUU OOpa3LoB JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIMIMHCKOIO IPUMEHEHUS WIM PpEKJIaMHBIX MAaTepUajoB O JIEKapCTBEHHBIX IIpenaparax Juisd
MEJULMHCKOrO IPUMEHEHUS HA 3KCIO3ULHUAX, CTEHIAX, 32 UCKIOYEHUEM CIIy4aeB, €CIIM TAKUE YCIIOBHS
3aKpeIuIeHbl B COMIALICHUAX 3THX OpraHM3alui, WX HpeicTaBuTeliell 0 (PMHAHCUPOBAHUM YKa3aHHbBIX
MEPONPUITUIA U 00YCIIOBJIEHBI PAa3IMYHBIMU 3aTPaTaMU YYACTHUKOB HAa X OPraHU3alIMIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YYACTHUKOB MEPOIPHUITUH, yKa3aHHBIX B a03ale MepBoM
HACTOSIIIEN YaCTH, IIPEBBIIIAIOIINI CyMMY 3aTpaT Ha OPraHU3AlMI0 YKA3aHHBIX MEPOIPUATUN U BELyIIHN
K HEOOOCHOBAHHOMY OI'PaHMUYCHMIO YHMCIIa UX YYaCTHUKOB.

2. Opranu3anuu, ykazaHHble B ab03aie nepsom yactu | crateu 67.1 Hacrosimero denepanbHOro
3aKOHA, UX MPEICTaBUTEIM, OCYILECTBIAIOLUINE OPraHMU3aLui0 U (WiM) GUHAHCUPOBAHUE MEPONPHUSATHH,
yKa3aHHBIX B yacTu | HacTosmiei cratby, 00s13aHbl 00ecreunBaTh JOCTYM K HH(OPMAlLIUK O AaTe, MecTe U
BPEMEHHM TIPOBENCHUS YKa3aHHBIX MEpONPUATUM, IUIaHAX, MPOrpaMMax MPOBEACHUS YKa3aHHBIX
MEPONPUIATHIA M TeMaX, MJIaHUPYEMbIX IJII PaCCMOTPEHHS, COCTaBE UX YYACTHUKOB ITyTEM pa3MeEIICHUs
COOTBETCTBYIOLIEH MH(POpPMALMU Ha CBOMX O(UUMANBHBIX caiiTax B ceTn "MHTepHeT" He mo3aHee ABYX
MECSILIEB /10 Ha4yaJla TPOBEACHUS YKA3aHHBIX MEPOIIPUATHI.

3. Uadopmarust 0 npoBeleHUN MEPONPHUATHI, yKa3aHHBIX B yacTu | HAcCTOSIIEH CTaThH, B CPOK,
YCTAaHOBJICHHBIM YacTblO 2 HACTOSILENH CTaThbU, JOJDKHA OBbITh HampaBiieHa B (elepaibHbl Oprax
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYLIECTBIAIOMIMNA (QYHKIMM 1O KOHTPOJIIO M HAaA30py B cdepe
3/IpaBOOXPAHEHMs, Ul MOCIEAYIOIIEro pa3MeUleHus ee Ha O(UIMAIBbHOM CaiiTe 3TOro OopraHa B CETH
"NuTepuer".

TAPAHT:

CM. KOMMEHTapHH K cTaThe 67.2 HacTosmero deaepaabHOro 3aK0Ha

I'maBa 15. OTBeTCTBEHHOCTH 32 HapYyLIeHHe 3aKOHoAaTeIbcTBA Pocceniickoit @enepanuu npu
o0paleHNH JIEKAPCTBEHHBIX CPEACTB U BO3MELIeHHe Bpe/ia, IPUYHHEHHOI'0 310POBbI0 IPAK/IaH
BCJIEACTBHE IPUMEHEHH JIEKAPCTBEeHHBIX NIPenapaTos

Wudopmanus 06 U3MEHEHHAX:
Deodepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 ¢ cmamvwio 68 nacmosuwezo PedepanbHozo
3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 2.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
CraTbst 68. OTBEeTCTBEHHOCTh 3a HapyIleHHE 3aKOHOAaTenbcTBa Poccuiickoit denepanuu npu
00OpaleHuu JTeKapCTBEHHBIX CPEACTB
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1. Hapymenue 3akoHomatenbcTBa Poccuiickoit denepanuu mnpu oOpalieHUH JIEKapCTBEHHBIX
CPEICTB BIJIEYET 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATEIBCTBOM Poccuiickoit
denepanyu.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 2 usmenena c 15 uonsn 2018 2. - @edepanvuuiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedvloywyro pedaKyuio
2. 3a HempeaCTaBICHUE WM HECBOEBPEMEHHOE NpeICTaBlIeHe HHPOpMAuU U (MIIH) TOKYMEHTOB
a100 mpesICTaBIeHUE HEJOCTOBEPHBIX HH(POPMAIMH U (MJIK) JOKYMEHTOB, IPEAYCMOTPEHHBIX HACTOSALIUM
®denepallbHBIM  3aKOHOM, CYOBEKTHI OOpalleHusi JEKapCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJAaTeIbCTBOM Poccuiickoit denepannm.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 68 HacTOAIICrO (-Deﬂepa.]'ILHOFO 3aKOHa

Cratbsi 69. Bo3memienue Bpena, NPUUMHEHHOTO 3[0POBBIO TpakJaH BCIEACTBUE NMPUMEHEHUS
JIEKapCTBEHHBIX IIPENapaToB

1. [TpousBouTeEb JIEKAPCTBEHHOI'O TipenapaTa 00s3aH BO3MECTUTh BPE, IPUUMHEHHBIN 3/J0POBBIO
rpakJlaH BCIIEICTBUE IPUMEHEHU JIEKapCTBEHHOI'O MIpenapara, €Ciu JoKa3aHo, YTo:

1) nexkapcTBEHHBIH IpenapaT NPUMEHSUICS MO Ha3HAUYEHUIO0 B COOTBETCTBUM C MHCTPYKIMEH IO
IPUMEHEHHUIO JIEKApCTBEHHOIO Ipernapara M NPUYMHOW Bpelda SBWICA BBOJ B IPa)KIaHCKUM 000pOT
He100pOKaYeCTBEHHOIO JIEKAPCTBEHHOTO IIperapara;

2) Bped 3I0pOBBIO TNPHYMHEH BCIIEJACTBHE HEIOCTOBEpHOW HH(OPMAIIMH, COJEpXKAlIeics B
MHCTPYKLMU N0 NMPUMEHEHHIO JIEKAPCTBEHHOr0 Mpenapara, W3JaHHON IpPOU3BOIUTEIEM JIEKAPCTBEHHOIO
npenapara.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 25 noaops 2013 2. N 317-@3 6 uacms 2 cmamvu 69 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

2. B ciygae, ecnu Bpea 310pOBbIO I'paXKAaH MPUUMHEH BCIIECICTBUE NMPUMEHEHHS JIEKapPCTBEHHOIO
npenapara, MPUIIEAIEr0 B HETOJHOCTh B pEe3yJjbTaTe HApyLICHUs MpaBUJI XPAaHEHUs JIEKAPCTBEHHBIX
CPEJCTB, MPaBUJI ONTOBOM TOProBIM JIEKAPCTBEHHBIMHU NperaparaMy, MPaBHJI OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, MpaBUJ M3TOTOBJIEHUS M OTIYCKa JIEKAPCTBEHHBIX IIpPENapaToB, BO3MEUICHUE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHW3alMeil ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CpPEICTBAMH,
anTeYHOM  oOpraHu3alueil, WHAUBUAYAIbHBIM MPEANPUHUMATEIEM, HWMEIOMIMMH JULEH3HI Ha
(dapMaleBTUYECKYIO JI€ATEIbHOCTh WM JIMIEH3UI0 HAa MEAUIMHCKYIO JEeSTENIbHOCTb, MEIUIIMHCKOM
OopraHu3alei, HMeLel JHIEeH3MI0 Ha (QapMaleBTUYECKYIO0 JAeATeNbHOCTh (ee 000CO0IEHHBIM
nonpaszzeneHueM (amOynaropuei, (enpAmepckuM U (eabAlIepCKO-aKyIIepCKUM ITYHKTaMH, LEHTPOM
(oTnenenuem) obmieil BpaueOHOW (ceMelHOl) NpPaKTUKH), PACIONIOKEHHBIM B CEIbCKOM HAaCEJICHHOM
MYHKTE, B KOTOPOM OTCYTCTBYET allTe4YHasl OpraHu3alius), JOMyCTUBIIUMHU MPOJAXy WM OTIYCK TaKOTO
JIEKapCTBEHHOT'O Tpernapara.

3. Bo3memienue Bpena, MNPUYMHEHHOTO 370POBBbI0 Tpa)JaH BCIEACTBHE MPUMEHEHUs
JICKapCTBEHHBIX MPENapaTOB WM COBEPIICHHs] MPOTUBOIPABHBIX NEUCTBUH cyObekTamMu oOpalieHus
JIEKAPCTBEHHBIX CPEJCTB, OCYHIECTBIAETCSA B COOTBETCTBHUM C 3aKOHOJATEILCTBOM PoOCCHUHCKOM
denepauuu.

TAPAHT:

CM. komMeHTapuu K cTatbe 69 HacTosmero denepalbHOTO 3aKOHA

I'maBa 16. 3akia0unTe/bHbIE MOJ0KEHU
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Crarbsa 70. O npu3HaHUM YTPATUBILIMMU CHIIy OTAEIbHBIX 3aKOHOJATEJIbHBIX aKTOB (I10JIOXKEHUI

3aKOHOJIaTeIbHBIX akTOB) Poccuiickoit deneparuu

[Tpu3HaTh yTPaTUBILUMU CUITY:

1) Denepanbubiii 3akon oT 22 wioHa 1998 roma N 86-®3 "O nexkapCTBEHHBIX CpeacTBax'
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhbiii 3akon oT 2 saBaps 2000 roga N 5-3 "O BHeceHUH U3MEHEHHSI U JTOTIOJTHEHUH B
@enepanbublii 3akoH "O sekapctBeHHbIX cpeactBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannn, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akoHa oT 10 suBaps 2003 roga N 15-®3 "O BHeceHUH U3MEHEHUH U
JOTIONTHEHUH B HEKOTOpbIE 3aKOHOAaTeNnbHble akThl Poccuiickoit Penepanuu B CBS3M C NPUHSATHEM
@enepanbHoro  3akoHa "O  JTUIEGH3UMPOBAaHWU  OTAENBHBIX BHIOB nestensHocTH'  (CoOpanue
3akoHoarenscTBa Poccutickoit deneparuu, 2003, N 2, cr. 167);

4) crateio 31 denepanbpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHMH U3MEHEHUN U
JOTIONTHEHUH B HEKOTOpBIE 3aKOHOJATENbHbIE akThl Poccuiickoit denepanuu, Npu3HaHUU YTPATUBLIIUMU
CUIy OTHAEIBHBIX 3aKOHOJATENbHBIX akToB Poccuiickon @enepanuu, IPENOCTABICHUN OTIEIbHBIX
rapaHTUil COTpyJHUKAM OPraHOB BHYTPEHHHX JI€JI, OPIaHOB 10 KOHTPOIIIO 32 000POTOM HAPKOTUYECKUX
CPEJCTB U NICUXOTPOIHBIX BEIIECTB U yIPa3IHAEMBIX (heepaIbHbIX OPIraHOB HAJIOIOBOM MOJUIUH B CBSI3U
C OCYIIECTBICHHEM Mep IO COBEpPUICHCTBOBAHMIO TrocyaapcTBeHHoro ympaieHus" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 @enmepanbHoro 3akoHa oT 22 asrycta 2004 roma N 122-®3 "O BHecenuu
U3MEHEHUN B 3aKoHoJarenbHble akThl Poccuiickoin denepauuy M NPU3HAHWM YTPATUBIIMMH CUILY
HEKOTOPBIX 3aKOHOJATeNbHBIX akTOB Poccuiickoit denepanuu B CBA3M € NpUHATHEM (eaepaibHbIX
3akoHOB "O BHeceHUMM H3MEHEHMH M JononHeHuid B DenepanbHblii 3akoH "OO 00mMX NpUHIUIAX
OpraHM3aIMi 3aKOHOAATENbHBIX (TPEACTABUTENBHBIX) U HCIOJHUTEIBHBIX OPraHOB TOCYAAapCTBEHHOM
Bractu cyobekToB Poccuiickoii ®enepauuun” u "OO oO0mMX NpPUHIMIIAX OpPraHU3alUUd MECTHOTO
camoynpasnenust B Poccuiickoit denepauun" (CoOpanue 3akoHonaTtenbcTBa Poccuiickoit @eneparum,
2004, N 35, ct. 3607);

6) cratsio 28 denepanbHoro 3akoHa ot 18 nexadbps 2006 rona N 231-®3 "O BBeneHuu B JieiicTBUe
yacTu uerBeprod ['paxkmanckoro koxaekca Poccuiickoit ®enepannu" (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 70 HaCTOAIICT O (DCI[epaJ'IBHOFO 3aKOHa

Cratbs 71. Berynnenue B cuiny HacTosuero ®enepaibHOT0 3aK0Ha

1. Hacrosiuit denepanbHblii 3aK0H BeTymaeT B cuity ¢ 1 ceHtsiOpst 2010 roza.

2. JlekapcTBeHHBIE CpEICTBa, 3apPETUCTPUPOBAHHBIE O AHS BCTYIUIEHUS B CHUJY HACTOSIIETO
@denepalIbHOTO 3aKOHA, MOJIEkKAT BKIIOUEHUIO B TOCYIAapPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEACTB C
BHECEHHEM YKa3aHHBIX B dacTh | crtateu 33 Hacrosmiero deaepalbHOr0 3aKOHa CBEICHMM 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0e3 MPOXOXKAECHUS BHOBb NPOIEIyphl TOCYAAPCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MTPerapaToB.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 11 oxkmsaops 2010e. N 271-P3 6 uacme 3 cmamvu 71 nacmoswezo
DedepanbHo20 3aKOHA BHECEeHbl U3MEHEH s

Cm. mexkcm uacmu 6 npedvloyuert pedaKyuu
3. I'ocymapcTBeHHas! perucTpalusl JeKapCTBEHHBIX MPENapaToB, 3a UCKIIOUEHUEM JICKAPCTBEHHBIX
MpenaparoB JUisi MEAMIMHCKOTO MPUMEHEHHUs, MPEICTABICHHBIX HAa YKa3aHHYI0 PETUCTpalUi0 10 JHSA
BCTYIUICHHUSI B cuily Hactosmero denepabHOr0 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBHH C HACTOSIIAM
®denepanbHbIM 3aKOHOM Ha OCHOBAHMM JOKYMEHTOB M JIAaHHBIX, MPEJICTABIECHHBIX J0 JIHS BCTYIUICHUS B
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CUI1y HACTOAIIECTO d)ez[epaﬂbHoro 3aKOHa.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 29 mosopsa 2010e. N 313-P3 yacme 3.1 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3N0JCEHA 6 HOBOU peoakyuu, ecmynaioujeti 8 Cuny co OHA OQUYUATLHO2O
onyonuKkoeanus HazeanHo2o DedepanvHo20 3aKOHA U PACHPOCMPAHAIOUENCS HA NPABOOMHOUIEHUS,
gozHuxuue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloywett pedaKyuu

3.1. 'ocynapcTBeHHas perucTpanus JIEKapCTBEHHBIX MIPENapaToB sl MEAULIUHCKOTO IPUMEHEHHUS,
NPEJCTAaBICHHBIX Ha TOCYJApCTBEHHYIO pETHCTPALMI0 OO0 JHSA BCTYIUIGHHS B CHJIY HACTOSILETro
denepanbHOro 3aKOHA, U TOCYJAPCTBEHHAs! PErUCTpalys JIEKapCTBEHHBIX MTPENapaToB A MEIUIMHCKOIO
NPUMEHEHHS, TPEACTABICHHBIX Ha SKCIEPTU3Y JICKApCTBEHHBIX CPEIACTB O IHS BCTYIUICHUS B CHITY
Hacrosimero ®enepanbHOro 3akoHa B ILENAX HUX MOCIEAYIOIIEH TOCYAAPCTBEHHOM perucTpaiui,
OCYILECTBIISIFOTCS. HA OCHOBAHWHU JIOKYMEHTOB M JAHHBIX, MPEJICTABICHHBIX JO JIHS BCTYIUICHHS B CHITY
Hacrosimero dexepasbHOrO 3akoHa, a TaKKe 3asiBJIEHUA O TOCYJIApCTBEHHOM perucTpalnuu
JIEKapCTBEHHOI'O IIperapara, IpeICTaBICHHOIO IPOU3BOJUTENIEM JIEKApPCTBEHHBIX IIpPEenapaToB WU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHU € HacTosIIUM DeniepaabHbIM 3aKOHOM B YIOJTHOMOYEHHBIH
denepanbHBIl OpraH HUcHONHUTENbHOW Biacth 10 1 wmapra 2011 roma, Oe3 TpeGoBaHWS yIUIATHI
roCyJapCTBEHHOM MOLUIMHBIL, PETyCMOTPEHHOM 3aKoHOo1aTeibeTBOM Poccuiickoit @enepanuu o Haorax
u coopax.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 29 nosopa 20102 N 313-P3 yacms 3.2 cmamovu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedaKyuu, 6cmynarowell 8 CUily co OHA OQUYUATLHO20
onyonuKo8anus Ha3eanHo2o DedepanvHo20 3aKOHA U PACHNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwuue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

3.2. TloaTBepkaeHHWE TOCYJapCTBEHHOM pErMCTpallUd JIEKAPCTBEHHBIX IMpEnapaToB i
MEUIIMHCKOTO MPUMEHEHHUsI, TIPEACTABICHHBIX I TMOATBEPXKIEHUS TOCYAApPCTBEHHOM PErHCTpPallUU 10
JHS BCTYIUIEHMs B cuily Hacrosiuiero denepalbHOr0 3aKOHA, M MOATBEP)KIECHUE TOCYJIapPCTBEHHOM
pEerucTpal JIEKQpCTBEHHBIX TMPENapaToB JUIsi MEAMIIMHCKOTO TPUMEHEHHUs, TPEACTABICHHBIX Ha
SKCHEePTU3Y JIEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUS B CHIy HacTosmero deaepalbHOro 3aKoHa B
LHEeNAX TMOCIEAYIOUIEro NOATBEPKACHUS HX TOCYJAPCTBEHHOW pErucTpaluM, OCYIIECTBISIOTCA Ha
OCHOBaHMM JIOKYMEHTOB W JaHHBIX, MPEJICTABIEHHBIX 1O [JHS BCTYIUICHUS B CHJIy HacCTOSILIErO
@enepalbHOrO0 3aKOHA, a TaKXKe 3asBICHHUS O TMOATBEPKACHUU TOCYIAPCTBEHHOW PpETUCTpaLU
JIEKapCTBEHHOI'O0 TMpernapaTra, IPeACTaBICHHOIO MPOU3BOJMUTENIEM JIEKAPCTBEHHBIX IIPENapaTtoB WIIU
YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAacTOSIIMM DenepanbHbIM 3aKOHOM B YTIIOJTHOMOYEHHBII
denepanbHbIl OpraH HUCHOJIHUTENbHOM Biacth 10 1 mapra 2011 roma, 6e3 TpeOoBaHUS YIUIATHI
rOCYJIapCTBEHHOW MOUUIMHBI, PETYCMOTPEHHON 3aKOHO1aTelbecTBOM Poccuiickon denepanuu 0 Hajlorax
u cOopax.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 29 mosopsa 20102 N 313-P3 yacms 3.3 cmamovu 71 nacmoswezo
DedepanbH020 3aKOHA U3NIONHCEHA 6 HOBOU peoaKyuu, Cmynarowel 8 CUumry co OHA OQUUUATLHO20
onyonukoganus HazeanHo2o DedepanvbHoz2o0 3aKOHA U PACHPOCMPAHAIOULENCS HA NPABOOMHOUIEHUS,
so3Huxwue ¢ 1 cenmsaops 2010 e.

Cm. mexcm uacmu 6 npedvloywett pedaKyuu
3.3. Ilpunsatne pemieHuss O BHECEHWHM W3MEHEHHMH B JOKYMEHTBI, COJEpXKaluecs B
PETHCTPAIIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIH Mpemapar sl MEIUIUHCKOTO
NPUMEHEHUS U TPEICTaBICHHbIE JO JHS BCTYIUIEHUS B CHJIy HacTosmero denepalbHOTO 3aKOHA, U
MPUHSITHE PEIICHHUS] O BHECCHUHM U3MEHEHUH B JIOKYMEHTBI, COJIEPIKAIUECs B PETUCTPAIIMOHHOM JIOChE Ha
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3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT Il MEIUIIUHCKOTO MPUMEHEHHS U MPE/ICTaBICHHbIE Ha
IKCIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 1O JIHA BCTYIUIEHMs] B cuiy Hacrosiuero denepaibHOro 3akoHa,
OCYIIECTBIISIIOTCA HAa OCHOBAaHMM JOKYMEHTOB WM JaHHBIX, IPEICTABICHHBIX IO JHS BCTYIUIEHUS B CHITY
HacTtoslero @enepaibHOrO 3aKOHA, a TAaKXKE 3asABJICHUS O BHECEHWHM HW3MEHEHUH B JOKYMEHTHI,
coJlepKallfecss B PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIN JIEKAPCTBEHHBIA Mperapar s
MEAMIMHCKOTO TPUMEHEHUS, IPEJCTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX IIPENApaTOB WU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOAUMM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
denepanbHBIl OpraH HUcHoNHUTENBbHOW Biacth g0 1 wmapra 2011 roma, Oe3 TpeGoBaHWS yIUIATHI
roCyIapCTBEHHOW MONUIMHBI, MPETyCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuu o Hajlorax
u coopax.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 29 mosopa 20102. N 313-DP3 uwacme 3.4 cmamvu 71 nacmoswezo
DedepanvHo20 3aKOHA U3N0JCEHA 6 HOBOU peoaryuu, ecmynaioujeti 8 Cuny co OHA OQUYUATLHO2O
onyonuKo8anus Ha3eanHo2o0 DedepanvHo20 3aKOHA U PACNPOCMPAHAIOWENCs HA NPABOOMHOUEHUS,
sosnuxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npedvloyweti pedaKyuu

3.4. Bpimaua pazpemieHuil Ha TNPOBEJACHUE KIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX
[penaparoB s MEIUIMHCKOIO NMPUMEHEHMs MO 3asBJICHHSIM, MOJAHHBIM JO JIHS BCTYIUIEHHS B CHIIY
Hacrosuero deaepaabHOro 3aK0Ha, a TAKXKE IO 3asIBJCHUSM, MTOJAHHBIM I10CIIE THS BCTYIUIEHUS B CUITY
HacTrosiero denepanbHOrO 3aKOHA HA OCHOBAHUU JKCIEPTU3, IPOBEIECHHBIX 0 JIHS BCTYIUICHUS B CUITY
Hacrosmero denepanbHOro 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUMU € HacTosuuM DenepanbHbIM
3aKOHOM Ha OCHOBAaHUHU JOKYMEHTOB U JTAHHBIX, IPEJCTABICHHBIX UJIM MOJTYYEHHBIX 10 JHS BCTYIUICHUS B
cuiny Hacrosmero denepalbHOro 3aKOHa, a TaKyK€ Ha OCHOBAaHUM KOIIMU IPEABAPUTENIBHOIO JT0rOBOpa
0053aTeNFHOTO CTPAXOBAHUS JKU3HH, 3J0POBbsSI MAIIMEHTOB, YUYACTBYIOIIMX B KIMHUYECKOM UCCIICIOBAaHUH
JIEKAapCTBEHHOI'O TMperapaTta i MEAMIIMHCKOTO MPUMEHEHMs, WM KOIHUH JIOTOBOpa 0O0sA3aTEIHHOTO
CTpaxOBaHUs JKU3HM, 370pOBbS IMALMEHTOB, YYACTBYIOIIMX B  KIMHUYECKOM  HCCIEIOBAaHUHU
JIEKapCTBEHHOT'O TIpemnapara JIjisi MEAUIIMHCKOTO NMPUMEHEHHUs], JIHOO MpeACTaBICHHOW KOIWU JIOTOBOpa
00513aTeNFHOTO CTPAaXOBaHUsA, 3aKIIOYEHHOTO B COOTBETCTBUU C THUIIOBBIMH TpaBUIAMHU 00s3aT€IHHOTO
CTpaxOBaHUs, C YKa3aHWEM NPEACIbHON YHUCIEHHOCTH MAaIlMEHTOB, YYaCTBYIOUIMX B KIMHUYECKOM
MCCIIEIOBAaHUM JIEKAPCTBEHHOTO MperapaTa AJsi MEIULUHCKOrO MpUMEHEeHHs, 06e3 TpeOOBaHUS YILIATHI
TOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTeIbecTBOM Poccuiickon deaepanuu 0 Hajlorax
u cobopax.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 11 oxmsaops 2010 2. N 271-@3 cmamos 71 nacmosiweco Dedepanvriozo
3aKOHa 0ONOHEeHA Yacmoio 3.5
3.5. 3apeructpupoBaHHblE B WHOCTPAHHOW BAJIOTE JO JAHS BCTYIUIEHUS B CHIJY HACTOSIIETO
®deepanbHOTrO 3aKOHA MPEAEIbHBIE OTITYCKHBIE IIEHBl MHOCTPAHHBIX MTPOU3BOAUTENICH HA JIEKAPCTBEHHBIE
mpemnapaTsl, BKIIOUEHHBIE B TIEPEYCHb IKU3HEHHO HEOOXOAMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
MpenaparoB, MOJIeKAT rmepecyeTy B pyonu nmo kypcy llentpansHoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyto [IpaBurensctBom Poccuiickoit ®eneparuu, 0e3 TpPENCTaBICHUS 3asBICHUS O
nepecyeTe IEeHbl ¢ BHECEHHEM COOTBETCTBYIONIMX M3MEHEHHWM B TOCYJAPCTBEHHBIN peecTp MpeaeTbHBIX
OTIMYCKHBIX LIEH MPOU3BOJIUTENECH Ha JEKAPCTBEHHBIE Mpenaparhbl, BKIIOUEHHbIE B MEPEUEHb >KU3HEHHO
HEOOXOAMMBIX U BKHEHIITNX JIEKAPCTBEHHBIX MPETapaToB.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 11 okmsaopsa 2010 2. N 271-@3 cmamovs 71 nacmoswezo Dedepanvrozo
3aKOHA OONOJHeHa Yacmbio 3.6
3.6. 3aperucTpupoBaHHBIE 10 AHS BCTYIUIEHMS B CHJIY HacTodmero PeaepajibHOTO 3aKOHA
npelenbHble OTHYCKHBIE IIEHBI POCCUKWCKHX TMPOM3BOAMTENICH Ha JIEKapCTBEHHBIE Mpenaparsl,
BKIIIOUCHHBIC B TIEPEUCHb JKU3HCHHO HEOOXOJMMBIX W BaXKHEHININWX JIEKAPCTBCHHBIX IPENapaToB,
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®denepanbhbiii 3akoH ot 12 anpesst 2010 . N 61-03 "O06 obparieHnn JiekapCcTBEHHbBIX cpeacTs” (C ...

nojyiexxatr wuHAekcanuu ¢ 1 HosO6ps 2010 roma wmcxons W3 MPOTHO3UPYEMOTO YPOBHS HMHQIISINH,
ycraHoBiIeHHOTo DeepanbHbiM 3akoHOM OT 2 nekadpst 2009 roga N 308-D3 "O denepansHom Orompkere
Ha 2010 roa u Ha ianoBbid iepuo 2011 u 2012 rogos" Ha 2011 roa.

Wndopmarius 06 M3MEHEHHSX:

Deoepanvrvim 3axonom om 6 Oexaops 2011 2. N 409-@3 6 uacmv 3.7 cmamovu 71 nHacmoswezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, 6CMYNnalowue 6 CULy no UCMeYeHUuu mpuoyamu OHel nocie
OHs opuyuanvbHo20 onyoIUKO8aAHUS HA38AHH020 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npedvloyuett pedaKyuu

3.7. Ilocne 1 maprta 2011 roxa He gomyckaroTCs MPOU3BOACTBO U BBO3 B Poccuiickyto denepanuto
JIEKapCTBEHHBIX IMPENapaToB B YIIAKOBKAX ¢ MAPKUPOBKOM, KOTOpas Obljia HaHECEHa JI0 JHS BCTYIUICHUS B
cuny Hacrosiuero denepanbHoro 3akoHa. [lo uMcTeyeHUM yKa3aHHOTO CpPOKa JAHHBIE JIEKApCTBEHHBIC
npenaparbl MOTYT OTITYCKaThCsI, peaIn30BbIBATHCS, TIEPEIABATHCS U MPUMEHSITHCS 10 UCTCYCHUS UX CPOKa
TOJHOCTH.

4. Co nHs BerymieHus: B cwily Hacrosiuiero @enepanbHoro 3akoHa u no 30 anpens 2011 rona
BKJIFOYUTEJIBHO JIOMYCKAETCsl MPOBEICHNE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB IKCIIEPTAMU IKCIIEPTHOTO
YUpPEXKIEHUSI 1O TMPOXOKICHUS HUMH aTTeCTalldd B TMOPSJIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
deneparbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH.

5. Co mHs BCTyIUIeHMs] B cuily Hacrosmero deaepanbHoro 3akoHa u 1mo 31 mekadbps 2013 roga
BKJIFOYUTEIIBHO OCYIIECTBIIICTCS MEPEX0] K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUH C
IpaBUJIaMU OpraHU3allMU MPOU3BOJICTBA U KOHTPOJIS KAa4eCTBA JIGKAPCTBEHHBIX CPEJICTB, YKa3aHHBIMU B
gact | craren 45 wHactosimero @denepaibHOTO 3aKkoHa, B ToJHOM oObeMe. Cpoku mepexonaa
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K UX TMPOU3BOJACTBY B COOTBETCTBUU C KOHKPETHBIMH
TpeOOBAHUSIMU JTAHHBIX MPABUII, BKJIIOYAsi CPOKU aTTECTAIIMU YIIOJIHOMOYEHHBIX JIUI], YKAa3aHHBIX B YaCTSX
6 u 7 crateu 45 Hacrosmero denepanbHOrO 3aKoHa, ycTaHaBiuBaroTcs [IpaBurensctBoM Poccuiickoii
®denepauuu.

6. JluueH3unm Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPENCTB, BblAaHHbIE 10 1 sHBaps 2014 rona,
neiictByrot nocne 1 sHBaps 2014 rona 10 uMcCTedeHUs CpoOKa UX JAEUCTBUSA MPH YCIOBUU COOTBETCTBUS
JULEH3MaTa MpaBUiiaM OPraHM3alMyd MPOM3BOJCTBA M KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX CPEACTB,
YKa3aHHBIM B yacTu | crtaten 45 Hactosuero deaepaibHOro 3aKoHa.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 29 nosaops 2010 2. N 313-D3 cmamesa 71 nacmosweco DedepanvbHoco
3aKOHA OONOJNIHEHA Yacmvio 7, cmynaioujeli 8 Culy co OHsA oQuyuaIbHo20 onyoIUKOBAHUS HA38AHHO20
DedepanbHo20 3aKoHa

7. ®dopmupoBaHHE TOCYIAPCTBEHHOTO 3aJaHHs Ha MPOBEICHUE HKCIEPTHU3BI JIEKAPCTBEHHBIX
cpencTB (eaepaTbHOMy TOCYIApPCTBEHHOMY OIO/DKETHOMY YYPEXKJICHHIO IO TPOBEACHHIO SKCIICPTHU3BI
JIEKapCTBEHHBIX CPEACTB U (pMHAHCOBOE OOecleueHHe BBIMOJHEHUS STOTO 3aJaHUS OCYIIECTBISIOTCS B
nopsiike, yctaHoBiaeHHOM DesiepanbubiM 3akoHOM oT 12 siuBapst 1996 roma N 7-03 "O HEeKOMMEpYECKUX
opraHuzanusx".

TAPAHT:

CM. xomMeHTapuu K ctatbe 71 HacTosmero denepalbHOTO 3aKOHa

IIpesunent Poccuiickoit denepanuun . Mensenes
Mocksa, Kpemiib

12 ampens 2010 r.
N 61-®3
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