®enepanbHblil 3akoH oT 12 anpens 2010 r. N 61-03
"O06 oOpareHuu JeKapCTBEHHBIX CPeCTB"

C u3MeHeHHSIMH H JOIMOJTHCHUAMM OT:

27 wrois, 11 oxTs6ps, 29 Hos0pst 2010 1., 6 nexadbps 2011 1., 25 urons, 25 mexadpst 2012 r., 2 wroirs, 25 Hos6pst 2013
r., 12 mapTa, 22 okTs0ps, 22 nekadbps 2014 r., 8 mapta, 29 utons, 13 urons, 14, 29 nexadpst 2015 r., 2 uroHs, 3 U
2016 r., 29 uromns, 28 nexabps 2017 r., 4 uroHs, 28 HOsI0ps1, 27 nexadps 2018 r.

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

CM. koMMeHTapuu K HacTosemMy DeiepalbHOMY 3aKOHY

T'maBa 1. O0mIue mojo:KeHHus

Cratbs 1. [Ipenmer perynupoBanus HacTosero denepanbHoro 3aKkoHa

Wuopmarus 06 H3MEHEHHSIX:

DeodepanvHvim 3akoHom om 6 Oekaopa 2011 2. N 409-d3 6 uacme 1 cmamovu 1 nacmosawezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHsL 0huyUaIbHO20 ONYONUKOBAHUS HA38aAHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. Hacrosimuii @®enepanbHbli 3aKOH pETyJUpYyeT OTHOIICHHS, BO3HUKAIOIIUE B CBSI3U C
oOpamieHueM - pa3pabOTKOW, IOKIMHMYECKUMM MCCIEJOBAHUAMH, KIMHUYECKUMHU HCCIIEI0BaHUSIMU,
JKCHEPTU30M, TOCYAAPCTBEHHOW pErucrpauued, €O CTaHJapTU3alhed M ¢ KOHTPOJEM KadecTBa,
IIPOM3BOJCTBOM, U3TOTOBIIEHUEM, XpaHEHHEM, NIEPEBO3KOM, BBO30M B Poccuiickyro ®denepanuio, BHIBO30M
n3 Poccniickoit ®enepanuyu, peKIaMON, OTIIYCKOM, pealnd3auued, Iepenadeil, INpPUMEHEHHEM,
YHUUYTOKEHHUEM JIEKAPCTBEHHBIX CPEJCTB.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim sakonom om 25 uonsa 2012 2. N 93-D3 6 yvacme 2 cmamou 1 nacmosuweco Pedepanvrozo
3aKOHA 6HECeHbl USMEHEHUs

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

CMm. komMeHTapuu K cTaThe | Hacrosmero deaepanbHOro 3aKOHA

Crartba 2. Cdepa npumenenus Hactosiero denepanbHOro 3aKoHa
Hacrosimuit @enepanbHblii 3aKOH MPUMEHSETCS] K OTHOLICHHUSIM, BOSHUKAIOUIUM IIPU OOpalieHUH
JIEKapCTBEHHBIX CPEICTB Ha Tepputopuu Poccuiickon @enepannu.
TAPAHT:

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

CraTbs 3. 3aKOHOAATETHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB

1. 3akoHomatenbcTBO 00 OOpalleHWH JEKAPCTBEHHBIX CPEJACTB COCTOUT W3 HACTOSIIETO
@denepallbHOTO 3aKOHa, APYTUX (enepaqbHbIX 3aKOHOB W HMHBIX HOPMATHUBHBIX TPABOBBIX AaKTOB
Poccuiickoit @enepanuu.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 29 utonsn 2015 2. N 160-D3 cmamwvs 3 nacmosweeo PedepanbHoco 3aKOHA


http://ivo.garant.ru/document?id=12074909&sub=0
http://ivo.garant.ru/document?id=12074909&sub=0
http://ivo.garant.ru/document?id=70003052&sub=231
http://ivo.garant.ru/document?id=70003052&sub=262
http://ivo.garant.ru/document?id=70003053&sub=0
http://ivo.garant.ru/document?id=5661738&sub=110
http://ivo.garant.ru/document?id=70092818&sub=237
http://ivo.garant.ru/document?id=57944025&sub=120
http://ivo.garant.ru/document?id=71008014&sub=241

oononnena uacmoio 1.1

1.1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJCTB B OTHOIICHUH IOPHINYECKUX JIHIL
U UHAUBUAYAIBHBIX  I[pEAIPUHUMATENEH, OCYLIECTBISAIOIINUX JACSITEIIBHOCT HAa  TEPPUTOPHUU
MEXyHapOJAHOIO MEIULMHCKOIO KjacTepa, MPUMEHSETCS € YYETOM OCOOEHHOCTEH, yCTaHOBJIEHHBIX
DenepanbHbiM  3ak0HOM  "O  MEXIyHapOJHOM MEIUIMHCKOM KJIacTepe M BHECEHUU HW3MEHEHUU B
OT/IeNIbHBIE 3aKOHOATENbHbIC akThl Poccuiickoit deneparun’.

2. [HeiictBue Hacrosimiero ®DenepanbHOro 3akoHa  pacHpoCTpaHseTcs Ha  oOpalleHue
HAapKOTUYECKUX JICKAPCTBEHHBIX CPEACTB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
O0COOCHHOCTEH, YCTAHOBJIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoit ®dexepanuu 0 HapKOTHYECKUX
CpeACTBax, MCUXOTPOITHBIX BEIIECTBAX U 00 MX MpeKypcopax.

3. HeiictBue Hacrosimero DenepaibHOro 3aKOHa pacHpocTpaHsercs Ha oOpalleHue
pannodapManeBTUYeCKUX JIGKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBIICHHBIX
3akoHojarenscTBoM Poccuiickoit deneparuu B o0nactu o0ecnedeHus paiualuoOHHON 6e30M1acCHOCTH.

4. Ecnin MexxayHapoJIHbIM AoroBopoM Poccuiickoit denepaiiny ycTaHOBIIEHBI MHBIE MPaBUiia, YEM
T€, KOTOpbIE NPEeAyCMOTpeHbl HacrosuuM @DenepanbHbIM  3aKOHOM, IPUMEHSIOTCA  IpaBUja
MEXIYHAPOJHOTO I0r0BOpa.

5. B Poccuiickoit denepanun B COOTBETCTBUU C MEXKIyHapOJHBIMHU JoroBopamu Poccuiickoit
@enepanii 1 (WIM) Ha OCHOBE MPHUHIMIIA B3aMMHOCTH IMPU3HAIOTCS PE3YJIbTAaThl KIMHUYECKUX
WCCJIEIOBAHMI  JIEKAapCTBEHHBIX NIPENapaTroB [Jisi MEAUIMHCKOIO IPUMEHEHMs, IPOBEICHHBIX 3a
npeaenaMu teppuropun Poccuiickoit @enepannm.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 3 Hacrosero deaepanbHOro 3aKOHa

Cratbs 4. OCHOBHBIE IIOHATHS, UCIIOJIb3yEeMbl€ B HacTosieM DeepaabHOM 3aKOHE

Hns ueneit Hactosiniero deepanbHOro 3aK0OHA UCTIOIB3YOTCS CIIETYIOIINE OCHOBHBIE TOHATHS:

1) nexkapcTBeHHbIE CpeCTBA - BENIECTBA WJIM MX KOMOWHAIIMHU, BCTYMAlOIIME€ B KOHTAKT C
OpraHu3MOM YCJIOBCKAa WKW KHUBOTHOI'O, IMPOHUKAIOIIWEC B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKA HIIN
JKUBOTHOTO, TMPHUMEHseMble JUIsI TPO(UIAKTUKU, TUATHOCTHKU (32 HMCKIIOYEHHEM BEIIEeCTB WM HX
KOMOWHAIIUM, HE KOHTAKTUPYIOIIMX C OPTaHHU3MOM YEJIOBEKa WJIM KUBOTHOTO), JIEUeHHUs 3a00JeBaHMUs,
peaOuIUTalNy, A COXpaHEHUs, MPEAOTBPAIlCHUs] WM TpepbhIBaHUS OCPEMEHHOCTH U TOJTYYSHHBIE W3
KpOBH, IJIa3MbI KPOBHU, U3 OPraHOB, TKaHEH opranni3ma 4€JIOBEKa UJIW JXUBOTHOTO, paCTeHI/Ifl, MHHCPAJIOB
METOJJaMU CHHTE3a WUIU C MPUMEHEHHEM OMOJOTHYEeCKHX TeXHONorui. K JexapcTBEHHBIM cpeicTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTAHIIUU U JIEKApCTBEHHBIE MTPENapaThl;

Wndopmarys 06 m3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 oOexkabps 2014 e. N 429-d3 nynkm 2 cmamvu 4 Hacmoswe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, ecmynaowell ¢ cuny ¢ 1 uons 2015 e.

Cm. mexkcm nyHKkma 6 npeovloyujeii peoaxkyuu

2) papmaneBTHUYECKasi CYOCTAHIIUSA - JICKAPCTBEHHOE CPEACTBO B BHJIC OJHOTO MJIM HECKOJIBKUX
oOnagaromux (hapMaKkoJIOTHYeCKOi aKTUBHOCTBIO JIEHCTBYIOIIMX BELIECTB BHE 3aBUCUMOCTH OT IPUPOIbI
MIPOMCXOXKICHHUS, KOTOPOE MpeIHa3HAUEHO ISl TPOM3BOJICTBA, H3TOTOBIICHUS JIGKAPCTBEHHBIX TPENapaToB
U onpezensieT ux 3(h(HEeKTUBHOCTE;

3) BcrmoMorartelbHbIe BellecTBa - BEMECTBA HEOPTaHMYECKOTO WM  OPTaHUYECKOTO
IPOMCXOXKACHUS, UCIIONIb3yEMbIE B MPOIECCe MPOU3BOACTBA, U3TOTOBICHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL IPUAJIAHAST UM HEOOXOAMMBIX (PU3UKO-XUMHUYECKIX CBOWCTB;

4) nexkapcTBeHHbIe IpenapaTbl - JEKapCTBEHHbIE CPEACTBa B BHJE JICKAPCTBEHHBIX (OpM,
npUMeHsieMble [UIS  NMPO(UIAKTHKK, JHATHOCTHKH, JIeUeHHs 3a00NieBaHWs, peaOMIUTAaNd, IS
COXpaHEeHMs, IPEAOTBPAILCHUS WU TPEPhIBaHNs OEPEMEHHOCTH;

5) nekapcTBeHHasi (popMa - COCTOSIHME JIEKAapCTBEHHOTO Mpenapara, COOTBETCTBYIOLIEE Clloco0aM
€ro BBEJICHUS U IPUMEHEHUS U 00ecIieunBaloliee JOCTIKEHIEe He00X0AUMOro jJeueOHoro 3¢ pexra;
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Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3aKOHa 0ononnena nyHkmom 3.1, ecmynarowum 6 cuny ¢ 1 urona 2015 2.

5.1) pno3upoBKa - coAepKaHME OIJHOIO WJIM HECKOJbKUX JIEHCTBYIOIIMX BELIECTB B
KOJIMYECTBEHHOM BBIPQXXCHUM HA €IWHUILY 1O03bl, WM CIUHUIly oObeMa, WIM EAWHHIy MacChl B
COOTBETCTBUHU C JIEKAPCTBEHHOU (hOpMOil 1100 ISl HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX (DOPM KOITHUECTBO
BBICBOO0XKTAEMOT'0 M3 JIEKAPCTBEHHOH (POPMBI ICHCTBYIOLIETO BEIIECTBA 32 €MHHILY BPEMEHH;

6) mnepevyeHb KU3HEHHO HEOOXOAMMBIX M Ba’KHEHIIHMX JIEeKAPCTBEHHBIX IpenapaToB -
exerogHo yrteepxkaaeMmsld IIpaBurensctBoM Poccuiickont @enepanuu IepedyeHb  JIEKAPCTBEHHBIX
IpernapaToB Ui MEIUIMHCKOTO IMPUMEHEHHs, O0O0eCNeuMBaIOIIUX MPUOPUTETHBIE MOTPEOHOCTH
3IpaBOOXpAaHEHUS] B IENAX NPOMUIAKTUKYA W JICYCHHs 3a00JICBaHUM, B TOM 4YHCIE MPEOOJIaJaroninx B
CTpYKType 3abosieBaecMocTH B Poccuiickoit denepanuu;

Undopmarust 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 Odexabps 2014 e. N 429-D3 cmamwvs 4 nacmosweco DedepanbHoco
3aKOHa 0onoanena nyHkmom 6.1, ecmynarowum 6 cuny ¢ 1 urona 2015 a.
6.1) opdannbie JekapcTBeHHbIe MpenapaThbl - JIGKAPCTBEHHBIC Mpernaparsl, MpelHa3HauYeHHbIC
UCKITIOYUTEIILHO Il JUArHOCTHKH WJIM IMaTOTEHETHYECKOrO JICYCHHUs (JICUCHUs, HAIpaBICHHOTO Ha
MEXaHU3M pa3BUTHs 3a0051eBaHus) penkuX (opdaHHBIX) 3a00JICBaHUIA;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamwvs 4 nacmosweco DedepanbHoco
3aKOHA 0onoHeHa nyHkmom 6.2, ecmynarowum 6 cuny ¢ 1 urona 2015 a.

6.2) OuosIorNYecKHe JeKaAPpCTBEHHbIe Npenaparsl - JeKapCTBEHHbIE Mpenapatsl, NeHCTBYOIIEe
BEIIECTBO KOTOPBIX NMPOM3BEACHO HIIM BBIIEICHO M3 OHOJIOTMYECKOr0 HMCTOYHHMKA M JUIS OINpENeIICHUS
CBOICTB M KauecTBa KOTOPBIX HEOOXOAMMa KOMOMHAIINS OUOIOTrHYECKUX U (PU3UKO-XUMHUYECKUX METO/I0B.
K OwnomormdeckuM JeKapCTBEHHBIM IIpenapaTaM OTHOCSATCS WMMYHOOHOJOTHUYECKHE JIEKapCTBEHHBIC
mpemnaparthl, JeKapCTBEHHBIE MpenapaThl, MOJYYeHHbIE U3 KPOBH, IMJIa3Mbl KPOBH YENOBEKA U >KUBOTHBIX
(32 HMCKJIIOYEHHWEM  LEeJbHOM  KpOBH),  OMOTEXHOJIOTMYECKHE  JIEKAPCTBEHHBbIE  Ipenaparsl,
TeHOTEpaNeBTHYECKUE JIEKapCTBEHHBIE MPEnapaThl;

Wndopmarius 06 n3MEHEHHSX :

DedepanvHvim 3axkonom om 22 Oexabpsa 2014 2. N 429-D3 nynkm 7 cmamvu 4 Hacmosujezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynatowjeit 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

7) MMMYHOOMOJIOTHYECKHEe JIeKAPCTBEHHbIe TMpenapaTrbl - JEKapCTBEHHBIE Mpenaparsl,
npeIHa3HaYCHHBIC TSI (OPMUPOBAHUS AKTHBHOIO WJIM IMACCUBHOTO WMMYHHTETA JHOO JAMATHOCTUKH
HAIUYUS ~ WUMMYHUTETAa WM JUArHOCTHKU  CIEUU(UYECKOTO  MPHUOOPETEHHOTO  HM3MEHEHHUS
UMMYHOJIOTHYECKOTO  OTBeTa Ha  aulepru3upyromue BemectBa. K =~ UMMYHOOHOJIOTHYCCKHM
JEKapCTBEHHBIM  TIpemapaTaM  OTHOCSTCS ~ BaKIMHBI,  aHATOKCHHBI, = TOKCHUHBI,  CHIBOPOTKH,
UMMYHOTJIOOYJTHHBI ¥ aJUICPTCHEI;

Wndopmarys 06 n3MEHEHUAX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3aKoHa oononnena nyHkmom 7.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

7.1) OuoTexHoJIOTMYeCKHe JIeKAapCTBeHHbIe Ipenaparbl - JIEKAapCTBEHHbIE Ipenaparsl,
IPOM3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C UCIIOJIb30BAaHMEM OMOTEXHOJIOTHYECKUX MPOLIECCOB U METO/I0B
(B8 Tom uucne JJHK-pexkomMOMHAHTHOW TEXHOJIOTMH, TEXHOJOTHH KOHTPOJIHUPYEMOM SKCIPECCHH TEHOB,
KOJMPYIOUIMX OWOJIOTHYECKH aKTHBHbBIE OCNIKM B MPOKApUOTaX W IYKapHOTax, BKIIOYAs M3MEHEHHbBIE
KJIETKH MJICKOITUTAFOIINX ), TAOPHIOMHOTO METO/Ia U METOa MOHOKJIOHAIEHBIX aHTHTET;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3aKOHA 0ONOIHeHa nyHkmom 7.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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7.2) reHoTepanmeBTHYeCKHe JIEKAPCTBEHHbIC Ipenaparbl - JICKapCTBEHHbIE IIPenaparsl,
dapmanieBTHyeckass CyOCTaHIIUS KOTOPBIX SIBIISIETCS PEKOMOMHAHTHOW HYKJICMHOBOW KHCIOTOW WIIH
BKJIIOYaeT B ce0s PpPEKOMOMHAHTHYI HYKIEHMHOBYIO KHCJIOTY, HO3BOJIIOIIYI0 OCYILECTBIATh
perynupoBaHue, penapamuio, 3aMeHy, J00aBIeHHEe WK yJalleHHe TeHETHUECKON MOCIeI0BATEIbHOCTH;

8) HapkoTHYecKHe JIeKAPCTBEHHbIe CpeACcTBAa -  JICKapCTBEHHbIE  Ipenaparbl U
dapmarnieBTHYecKre CyOCTaHIIMH, COJAEpXKallie HApPKOTHYECKHUE CpEelICTBAa M BKIIOYEHHBIE B llepeuenn
HapKOTUYECKUX CPEICTB, IICUXOTPOIHBIX BEIIECTB M HX IPEKypCOPOB, IMOMJIEKAIIUX KOHTPOJIIO B
Poccniickoit  ®@epepauuu, B COOTBETCTBHUM C  3aKkoHozarenbcTBOM  Poccuiickon — denepanuu,
MEXAYHApOAHBIMU JoroBopamu Poccuiickoir ®enepauuu, B TOM uuciae EauHON KOHBeHLMEW O
HapKOTHUYECKUX cpeacTBax 1961 roxa;

9) nCcMXOTPONHBbIE JIEKAPCTBEHHbIE CPeACTBA - JIEKAPCTBEHHBIE IIpenapaThl U (papMaleBTHYECKHe
CyOCTaHIIMM, COJEpIKAalllMe TICUXOTPOIHbIE BEIIECTBA M BKIIOYEHHbIE B llepedeHb HapKOTHUECKUX
CPEICTB, IICUXOTPOIHBIX BEUIECTB M HUX IPEKypcopoB, MOAJIEKAIUX KOHTpouto B Poccuiickoit
@denepanny, B COOTBETCTBUM C 3aKOHOAArenbCTBOM Poccuiickoin denepanuu, MexAyHAPOIAHBIMU
noroBopamu Poccuiickoit @enepanuu, B ToM yrcie KonpeHineil o mcuxoTponHbix BemiectBax 1971 roaa;

10) paanoapmaneBTHYECKHE JTeKAPCTBEHHbIE CPeICTBA - JIEKAPCTBEHHbIE CPECTBA, KOTOPHIE
coJiepKaT B IOTOBOHM JJIs MCIIOJIb30BaHUS (OpMe OJMH PAAMOHYKIUA WIM HECKOJbKO PAAMOHYKIINI0B
(panrMoaKTUBHBIX U30TOTOB);

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 wuwona 2015 2. N 241-D3 6 nynkm 11 cmamvu 4 nHacmosawe2o
DedepanbHoco 3aKOHA 6HEeCeHbl USMEHEHUS

Cm. mexkcm nynkma 6 npedvloyujeli peoaxyuu
TAPAHT:

o 1 suBaps 2016 1. 11 neneit Hacrosiero PenepanbHOro 3akoHa (B pepakuuu deepaabHOro 3aKkoHa
ot 13 urons 2015 r. N 241-®3) B kauecTBe pedepeHTHOr0 JIEKapCTBEHHOT0 Mpernapara paccMaTpuBaeTCs
OpPUTMHAJILHBIN JIEKAPCTBEHHBIN IpenapaT
11) pedepenTHBIN JleKapCTBEHHbIN NMpenapaT - JIGKAPCTBEHHBIN Mpenapar, KOTOPbIi BIIEpPBbIE
3apeructpupoBad B Poccuiickoit ®enepanuu, kayectBo, 3G(EKTUBHOCTH M 0€30MACHOCTb KOTOPOIo
JI0OKa3aHbl HAa OCHOBAHMM pE3YJIbTATOB JOKJIMHUYECKHX HCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPEICTB U
KIMHUYECKUX MCCIENOBAaHUN  JIEKAPCTBEHHBIX IIPENapaToB, IPOBEACHHBIX B COOTBETCTBUU C
TpeOoBaHusAMU yacteil 6 U 7 cratbu 18 Hacrosmero denepanbHOro 3ak0Ha B OTHOIIEHUH JIEKAPCTBEHHBIX
CPEACTB AJISi MEIUIIMHCKOTO NMPUMEHEHUs JTMO0 B COOTBETCTBUM C TPEOOBAaHUSIMHU CTaTby 12 HACTOSAIIErO
@®enepalibHOTO 3aKOHA B OTHOILEHUU JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPHUMEHEHUs, U
KOTOPBII HCHOJB3yeTcsl Ul OLEHKHM OMOIKBMBAJICHTHOCTH WJIM TEPAaNeBTHMUYECKOW SKBUBAJIEHTHOCTH,
KauecTBa, F(Q(PEKTUBHOCTH U OE30MACHOCTH BOCIPOM3BEICHHOTO WM OMOaHAIOroBOro (OMOmomao00HOTO)
JIEKapCTBEHHOI'O IIPENapara;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oekabpa 2014 o. N 429-D3 nynkm 12 cmamvu 4 Hacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaroweit 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
12) Bocmpou3Be/leHHbIN JIeKAPCTBEHHBIH NpenapaTr - JIEKAPCTBEHHBIM Mpenapar, KOTOpPHIii
MMeeT TaKOW K€ KauyeCTBEHHBIN COCTaB M KOJIMYECTBEHHBIM COCTAB JCHCTBYIOIIUX BEIECTB B TAKOW K€
JIEKapCTBEHHON (opMme, uTO U pedepeHTHBIH JIeKapCTBEHHBIM Npenapar, U OMO3KBHUBAJIEHTHOCTb WIIU
TepaneBTHYECKas SKBUBAJIEHTHOCTh KOTOPOT0 pehepeHTHOMY JIEKapCTBEHHOMY Ipernapary MoATBEpKIeHa
COOTBETCTBYIOIIMMH UCCIIEI0BAHUSIMU;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 cmamwvs 4 nacmoawezco Pedepanvhoco
3aKoHa oononnena nynkmom 12.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.
12.1) TepameBTHMYecKasi JIKBHMBAJEHTHOCTb - JOCTHKEHHE KIMHUYECKH COIMOCTaBHUMOIO
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TEPANICBTUYCCKOI'O 3(b(beKTa npu MNOpUMECHCHUHN JICKAPCTBCHHBIX IIp€rapaTroB I MCEIUIHWHCKOI'O
IMPUMCHCHUA IJId OHHOﬁ U TOH ke T'pyHIibL 0OIBHBIX II0 OIHHM U TCM K€ ITOKa3aHUAM K IPUMCHCHUIO,

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim s3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 12.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.2) OuoananoroBblii (0MONMOAOOHBIN) JieKAPCTBEHHbI mnpenapatr (0moaHaior) -
OMOJIOTHYECKHI JIeKapCTBEHHBIN IIperapar, CXO0XHi [0 mapaMeTpaM KadecTBa, 3(PQPEKTUBHOCTH HU
0e30macHOCTH ¢ peepeHTHBIM OMOIOTUYECKUM JICKAPCTBEHHBIM MPEMapaToM B TaKOH e JIEKapCTBEHHOM
dbopMe 1 UMEIOIINN UACHTUYHBINA CII0OCOO BBEICHUS;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DedepanbHoco
3aKoHa oononnena nyHkmom 12.3, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

12.3) B3amMo3amMeHsieMblii JieKAPCTBEHHBI TMpemapaT - JIGKapCTBEHHBIH mpermapar c
JOKa3aHHOW  TEPANeBTUYCCKOW DKBHBAJICHTHOCTHIO WM OHOIKBHBAJICHTHOCTHIO B  OTHOIICHUU
pedepeHTHOr0 JIEKApCTBEHHOTO Mpernapara, WMEIOIIMNA SKBHUBAJICHTHBIE €My KayeCTBEHHBIH COCTaB M
KOJIMYECTBEHHBIA COCTaB JICHCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOTATEIILHBIX BEIIECTB, JICKAPCTBECHHYIO
dbopMy U criocod BBEICHUS;

13) JekapcTBEeHHOE PACTUTEIbHOE ChIPbe - CBEXKHE WM BBHICYIICHHBIC PACTCHHSI JIMOO WX YaCTH,
UCIIONIb3YEMbIC JUIS TPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB OPraHMU3AlUSIMH - TPOU3BOAUTEISIMU
JICKapPCTBEHHBIX CPEACTB WJIM HM3TOTOBJICHUS JICKAPCTBEHHBIX TPENApaToB allTeYHBIMU OpPTaHHU3aAIUsIMU,
BETEPUHAPHBIMU ANTEYHBIMH OPraHU3aALUAMU, WHAUBHUIYAIbHBIMH TPEANPUHUMATENSIMU, HUMEIOIIUMHU
JUICH3UIO Ha (hapMalleBTUYECKYIO JIeITEeTbHOCTh;

14) nexapcTBeHHBIN pPacTHTEJbHBIH TNpenapaTr - JCKapCTBEHHBIN Ipernapar, IPOU3BeICHHBIN
WIM W3TOTOBJICHHBIM W3 OJHOTO BUJA JIGKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS WM HECKOJBKUX BHUJIOB
TaKOT'O CBIPhS M pean3yeMblil B pac)acOBAaHHOM BHUJIE BO BTOPUYHON (TTOTPEOUTENHCKOI) YITaKOBKE;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3akonom om 22 Oekabpa 2014 o. N 429-D3 nynkm 15 cmamvu 4 Hacmoswezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowel 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
15) romeonaTnyeckuii JJeKapCcTBEHHBIH NMpenapar - JeKapCTBEHHbIH Npenapar, Mponu3BeICHHbIN
WIM M3TOTOBJIIEHHBIN U3 (apmaleBTHUUecKoll cyOcTaHIMU WM (apMaleBTHUECKUX CyOCTaHUUN B
COOTBETCTBUM C TpeOOBaHUAMH OOIIMX (apMakoNeWHBIX CTaTell K rOMEONaTUYECKUM JIEKapCTBEHHBIM
npernapataM WM B COOTBETCTBUM C TpeOOBaHUSAMHU (papMakomen CTpaHbl TMPOU3BOAUTENSI TAaKOTO
JIEKapCTBEHHOI'O IIPENapara;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3axkonom om 22 oexadps 2014 2. N 429-@3 ¢ nynkm 16 cmamvu 4 nacmoswezo
DedepanvHo2o 3aKOHA 8HeCceHbl usmeHeHus, ecmynarowue 6 cury ¢ 1 urons 2015 2.

Cm. mexcm nyHKkma 6 npeovloyujerl peoaKyuu
16) MekayHApoJHOe HENATEHTOBAHHOEC HAMMEHOBAHME JIEKAPCTBEHHOI0 cCpeacTBa -
HalMEHOBAaHME JICHCTBYIOIEro BemiecTBa  (hapMaleBTHUECKOM  CyOCTaHIMM, PEKOMEHJI0BAaHHOE

BcemupHoi opranuszanuei 31paBoOOXpaHeHUs;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-®@3 6 nynkm 17 cmamvu 4 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nyHKkma 6 npeovloyujerl peoaKyuu
17) Topropoe HauMeHOBAaHHUE JIEKAPCTBEHHOI0 CPEACTBA - HAUMEHOBAaHHE JIEKAPCTBEHHOIO
CPEICTBA, IPUCBOCHHOE €ro pa3padOTUMKOM, Jep)KaTeleM WM BJIAAEIbIEM PErHCTPallMOHHOTO
yZIOCTOBEPEHUS JIEKapCTBEHHOI' O Tpenapara;
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3aKoHa oononnena nynkmom 17.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

17.1) rpynnupoBoYHOe HAHMEHOBAHHE JIEKAPCTBEHHOIO Ipenapara - HaWMEHOBaHHUE
JICKapCTBEHHOTO Tpernapara, He MMEIOIIET0 MEXIYHApOJIHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHUS, WIIU
KOMOHMHAIIUM JIEKAPCTBEHHBIX IPENapaToB, HCIOIb3yeMO€ B LENSAX OOBEAMHEHHS UX B TPYIILY IMOJ]
€IMHBIM HAMEHOBAaHUEM MCXO/IS U3 OJMHAKOBOTO COCTaBa JACHCTBYIONIUX BEIIECTB;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-®@3 ¢ nynkm 18 cmamvu 4 nacmoswezo
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm nyHkma 6 npeovloyujeli peoaxkyuu

18) oO0mas ¢apmakoneiiHass cTaTbsd - JOKYMEHT, YTBEPXACHHBI YINOJIHOMOYEHHBIM
(denepanbHBIM OpPraHOM MCIIOJHHUTEIBHON BIACTH M COJEpKalllMi IMepeyeHb IoKa3aTelel KadecTBa U
(WTi) METOJIOB KOHTPOJISI Ka4eCTBAa KOHKPETHOU JICKAPCTBEHHOH (DOPMBI, JIEKAPCTBEHHOTO PACTHTEIHHOTO
CBIPbs, ONHCAHUS OHOJOrMYECKHX, OHOXUMHUYECKHX, MHMKPOOHOJIOTHUECKUX, (UZUKO-XUMUUECKUX,
(GU3NIECKUX, XHMUYECKUX M APYTUX METOJIOB aHAN3a JICKAPCTBEHHOTO CPEJCTBA, a TAK)KE TPEOOBAHUS K
UCMOJb3YEeMbIM B LEJISAX HPOBEIEHUS JIaHHOI'O aHajiM3a peakTHBaM, TUTPOBAHHBIM pacTBOpPaM,
UHAMKATOpaMm;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-®@3 ¢ nynkm 19 cmamvu 4 nacmoswezo
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu
19) ¢apmakoneiinasi cTaThsi - JOKYMEHT, YTBEP)KICHHBIA YIOJHOMOYCHHBIM (eaepalbHbIM
OpPTaHOM HCIIOJTHUTEIIHHON BIIACTH U COACPKAIIUN TepeUeHb MoKa3aTeliell KaueCTBA U METOJ0B KOHTPOJIS
KayecTBa JIEKAPCTBEHHOTO CPEJICTBA;

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 cmamwvs 4 nacmosaweeo DPedepanbHo2o
3akoHa oononnena nynkmom 19.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.1) cranpapTHbie 00pa3ibl - BELIECTBA, IOCPEICTBOM CPABHEHUS C KOTOPBIMU OCYIIECTBIISETCS
KOHTPOJIb KauyecTBa HCCIIEyeMbIX JIEKapCTBEHHBIX CPEACTB C MOMOUIbI0 (U3HKO-XUMUYECKUX U
OMOJIOTMYECKUX METOJIOB B LIESAX MOATBEPIKJIEHUS COOTBETCTBUS JEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM
HOPMAaTHUBHOM JOKYMEHTAI[MH, YCTAaHOBJIEHHBIM NPU OCYILIECTBIECHUU T'OCYJApCTBEHHON perucTpaunuu, u
KOTOpBIE TPUMEHSIOTCS ISl KaauOpOBKM CTAaHAAPTHBIX 0Opas3loB MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, HCHOJb3YEMBIX JJsi KOHTpPOJISI KauecTBa M HMHBIX IeJied Npu OOpalleHHH JIeKapCTBEHHBIX
CPEICTB;

Wndopmarys 06 M3MEHEHUAX:
Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3akoHa oononnena nynkmom 19.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

19.2) ¢apmakoneiinblii cTaHaapTHBII o0pa3en - cTaHIApTHBIA oOpasel, MPOM3BEACHHBIH B
COOTBETCTBUHU C (papmMakoneitHON cTaThei;

20) HOpMATHBHASl [OKYMEHTALMs - JOKYMEHT, COJEpKalllUuil NepeueHb OIpEeAeNsieMbIX 10
pe3yibTataM COOTBETCTBYIOUIMX SKCIEPTU3 IOKa3aTesiell KauecTBa JIEKapCTBEHHOIO CpeAcTBa s
MEAMIMHCKOTO IPUMEHEHHNS, METOJJOB KOHTPOJIS €70 KaUe€CTBA U YCTAaHOBJIEHHBIN €r0 MPOU3BOIUTENIEM;

21) HoOpMATHMBHBII [JOKYMEHT - JOKYMEHT, COJAEp)Kallui TMepedeHb ONpeeNsieMbIX IO
pe3yJbTaTaM COOTBETCTBYIOLIMX IKCIEPTH3 MOKa3zaTesiel KauecTBa U (MJIM) METOJI0B KOHTpPOJI KayecTBa
JIEKapCTBEHHOW (POpPMBI, OMUCaHUS OWOJIOTHYECKUX, OMOXUMHUYECKUX, MUKPOOHOIOTUYECKHX, (HHU3UKO-
XUMHUYECKHX, (U3MUECKUX, XUMHUYECKHX M JPYTMX METOJOB aHaIh3a JIEKApPCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO TNPUMEHEHHUs, TPeOOBaHUS K HCIOJIb3YEMBbIM B LEISIX MPOBENEHUS NaHHOTO aHAIN3a
peakTuBaM, TUTPOBaHHBIM PacTBOpaM, HHAMKATOPaM U yCTAHOBJIEHHBIN €r0 POU3BOAUTEIEM;
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3akoHa oononnena nynkmom 21.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

21.1) oOmuii TeXHUYECKHH JOKYMEHT - KOMIUICKT JOKYMEHTOB M MAaTE€pPHaJIOB, COCTOSIIUNA W3
HECKOJIBKUX  pa3lesioB -  JOKYMEHTalMW  aJMHHHUCTPATUBHOTO  XapakTepa,  XUMHUYECKOM,
dapmanieBTUYECKON U OHOJOTMYECKOW JOKyMEHTAalMH, (PapMaKoIOrHuYecKOod, TOKCHUKOJIOTHUYECKOM
JOKYMEHTAllUM, KIMHUYECKOH JOKYMEHTAlMH W TPEACTABIAEMBbId OJHOBPEMEHHO C 3asBICHHEM O
rOCy/apCTBEHHOW pEerucTpaluy JEeKapCcTBEHHOI O Mpenapara Juisi MeAUIIMHCKOTo IpUMeHeHus B opmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OpraHOM UCIIOJIHUTEIBHOM BIIACTH;

22) Ka4yecTBO JIeKAPCTBEHHOI'0 CpeICTBAa - COOTBETCTBUE JICKAPCTBEHHOIO CpEACTBa
TpeGoBaHUsAM (hapMaKOMEHHON CTaTh JIMOO B CIy4yae ee OTCYTCTBUS HOPMATHBHOM JOKYMEHTAIUU WA
HOPMATHUBHOTO JIOKYMEHTa;

23) 0e30MacCHOCTH JIEKAPCTBEHHOI0 CPeICTBA - XapaKTEPUCTHUKA JIEKApPCTBEHHOTO CPEICTBA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHaliu3e ero 3((HEeKTUBHOCTH U PUCKA MPUYHMHEHUS Bpea 310POBbIO;

24) 3¢peKTUBHOCTH JIEKAPCTBEHHOI0 MPeNnapara - XapaKTePUCTHKA CTETIEHU TOJI0KUTEIBHOTO
BIUSHUS JICKAPCTBEHHOTO IIpernapara Ha TEYeHHE, MPOJOJDKUTENBHOCTh 3a00JIeBaHUS WM  €ro
IpeJO0TBpalLIeHNE, peaOMIINTAINIO, HA COXPaHEeHHUE, TPEJOTBPAICHHE WX TIPephIBaHne OEPEeMEHHOCTH;

25) cepusi JieKapCTBEHHOI0 CPeACTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPEICTBA, POU3BEICHHOE B
pe3yabTaTe 0JJHOTO TEXHOJIOTHYECKOTO KA €r0 MPOU3BOAUTEIIEM;

26) perucTpauMOHHOEe YyJI0CTOBepeHHE JeKAPCTBEHHOro Ipemapara -  JOKYMEHT,
HOJTBEPKIAIOMINNA (PAaKT rOCyIapCTBEHHON PETHCTPALINY JIEKAPCTBEHHOTO TIpenapaTra;

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-D3 cmamvs 4 nacmosaweco PedepaibHo2o
3aKoHa oononnena nynkmom 26.1, ecmynaowum 6 cuny ¢ 1 urons 2015 e.

26.1) pep:katenb WIM BJIajesiel]l PEruCTPALMOHHOIO YIOCTOBEPEHHS JEeKAPCTBEHHOIO
npenapara - pa3paboTuuK JIEKApCTBEHHOTO CPEICTBA, MPOU3BOIUTEND JIEKAPCTBEHHBIX CPEJCTB WA UHOE
IOPHIMYECKOe JIMIO, O0Janaroiee MpaBOM BJIAJEHUS PETUCTPAIOHHBIM YIOCTOBEPEHHEM, KOTOPHIE
HECYT OTBETCTBEHHOCTH 32 KaueCTBO, 3(h(PEeKTUBHOCTH U 6E€30MaCHOCTh JIEKAPCTBEHHOTO Mpernapara;

27) perucTpalMoOHHbLIA HOMEpP - KOJOBO€ OOO3HAUEHHE, MPHUCBOCHHOE JIEKAPCTBEHHOMY
mpernapary IpH ero rocy/1apCTBEHHON PETUCTPaLInu;

Wndopmarius 06 n3MEHEHHSX :

DedepanvHvim 3akoHoM om 6 Oekabps 2011 2. N 409-D3 ¢ nynkm 28 cmamovu 4 Hacmoawezo
DedepanbHo20 3aKOHA 8HECeHbl USMEHEHUs, CMynalowue 8 CUIy no UCmeyeHuu mpuoyamu OHel nocie
OHsl 0puyuanvbHo20 0NYoOIUKOBAHUS HA38AHH020 DedepalbH020 3aKOHA

Cm. mexkcm nyHkma 6 npeovloyuieli peoaxkyuu

28) oOpamieHue JeKAPCTBEHHBIX CPEICTB - pa3paboTKa, TOKIMHUYECKHUE HCCIIEIOBaHMUS,
KJIMHUYECKHE HCCIEeIOBaHUsSA, SKCIEPTU3a, TOCYJapCTBEHHAs: PETUCTpals, CTaHIapTH3aMs U KOHTPOJIb
Kau4ecTBa, MPOU3BOJICTBO, U3TOTOBIIEHHE, XPAHEHHE, NIEPEBO3Ka, BBO3 B Poccuiickyro denepanuro, BEIBO3
u3 Poccuiickoii @enepanum, pekiama, OTIYCK, pealu3alus, Iepeaada, NPUMEHEHUE, YHUUYTOKEHUE
JIEKapCTBEHHBIX CPEJICTB;

29) cy0beKkTHl OOpalleHHs] JeKAPCTBEHHbIX CPeACTB - (U3MuUecCKHe JHIa, B TOM YHCIE
WHAMBHUAyaIbHbIE MPEANPUHUMATEIN, W IOPUIUYECKHE JHIA, OCYIIECTBISIOUINE JEeSATeNIbHOCTh IpH
0OpaleHNH JIEKAPCTBEHHBIX CPEJICTB;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axkonom om 22 oexabdps 2014 2. N 429-@3 ¢ nynkm 30 cmamvu 4 nacmoswezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
30) pa3padoT4MK JIeKAPCTBEHHOT0 CpeacTBa - OpraHu3aiys, oOiajaromas IMpaBaMu Ha
pe3yabTaThl OKIMHUYECKUX HWCCICAOBAHUHA JICKAPCTBEHHOTO CPENICTBA, KIMHHYECKUX HCCIIEAOBAHHMA
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JICKApCTBCHHOT'O IIpfIriapara u (I/IJ'II/I) Ha TEXHOJIOTHIO ITPOU3BOACTBA JICKAPCTBEHHOI'O CPEACTBA,

31) MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JCATCIBHOCTDL 110 ITPOU3BOACTBY JICKAPCTBCHHBIX
CpE€ACTB OpraHHU3alUuAMU - IIPOU3BOJUTCIAMU JICKAPCTBCHHBIX CPEACTB HA OHHOﬁ cTaauu, HECKOJIBKHUX HNIIN
BCCX CTagudaX TCEXHOJOIMYCCKOr0o IpoHecca, a TAKKEC IO XPAHCHUIO W pcCaiM3allui IMMPOU3BCIACHHLIX
JICKAPCTBCHHEBIX CPCACTB;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3akoHa oononnena nynkmom 31.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

31.1) npou3BOACTBeHHasl IUIOMIAJAKA - TEPPUTOPHAIBHO  OOOCOOJEHHBIM  KOMILIEKC
MIPOU3BOJUTEINS JICKAPCTBEHHBIX CPEJICTB, MPEIHA3HAUYCHHBIA [ BBIIIOJIHEHUS BCEro Ipoliecca
MIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB UIIU €T0 OIPe/IeJICHHON CTa/luu;

32) npou3BOAUTE/b JIEKAPCTBEHHBIX CPEACTB - OpraHu3allus, OCYIIECTBIISIONAs TPOU3BOACTBO
JICKapPCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsIMU HacTosilero denepaabHOro 3aK0Ha;

33) dapmaneBTHYecKas [eATEJbLHOCTh - JI€ATEIBHOCTh, BKIIOYAKOMIas B ce0s ONTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJCTBAMH, HMX XpaHEHHE, MEepPeBO3KY W (WJIH) PO3HHUUYHYIO TOPTOBIIIO
JIEKApCTBEHHBIMU TpeNapaTaMy, HMX OTIYCK, XpaHEHHUe, MEepPeBO3KYy, H3TOTOBJICHHE JIEKAPCTBEHHBIX
[penapaTos;

34) opraHu3amusi ONTOBOI TOProOBJW JIEKAPCTBEHHBIMH CpPeICTBAMHU - OpTaHU3AINS,
OCYIIECTBIISIIONIAS ONTOBYI) TOPrOBIIO JIEKAPCTBEHHBIMU CpPEICTBAMH, HMX XpaHEHHE, MEPEBO3KY B
COOTBETCTBUU C TPeOOBaHUAMH HacTosMEero deaepaibHOro 3aKOHA;

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 25 mnosopa 2013 2. N 317-@3 6 nynkm 35 cmamwvu 4 nacmoswe2o
DedepanbHoco 3aKOHA 6HECeHbl U3MEHEHUS

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu

35) anTeyHasm oOpraHM3anusi - OpraHU3alMs, CTPYKTypHOE MOApa3JeleHne MEeAUIMHCKON
OpraHM3aliy, OCYIIECTBIAIOIME PO3HUYHYIO TOPrOBJIIO JIEKAPCTBEHHBIMH IIpernapaTaMH, XpaHEHUE,
NEPEBO3KY, M3TOTOBJIEHHE M OTIYCK JIEKAPCTBEHHBIX IPENapaToB ISl MEAULMHCKOIO MPUMEHEHHUS B
COOTBETCTBUM € TpeOOBaHUAMU HacTosero deaepanbHOro 3aKoHa;

36) BeTepuHapHasi anTe4yHasi OPraHM3alUsl - OpraHU3alMs, CTPYKTypHOE IOApa3JieleHne
BETEPUHAPHONW OPraHM3allMM, OCYIIECTBIISIIOIINE PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IpernapaTamH,
XpaHEHUe, U3rOTOBJIEHME M OTIYCK JIEKAapCTBEHHBIX IpenapaToB Jis BETEPUHAPHOTO IMPUMEHEHUS B
COOTBETCTBUM ¢ TpeOoBaHUAMU HacTosero deaepanbHOro 3aKoHa;

37) danbcupuuupoBaHHOEe JIeKAPCTBEHHOE CPeACTBO - JIGKAPCTBEHHOE  CPEJICTBO,
COTMPOBOXKAAEMOE JIOXKHON MH(POPMAIUEH 0 ero cocTaBe (M) TPOU3BOTUTENE;
38) HexoOpokavecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HE

COOTBETCTBYyIOIIEe TpeOOBaHUAM (papmakoreiiHoi cTatby JUOO B Clydae €€ OTCYTCTBHUS TpeOOBaHMIM
HOpMaTHBHOﬁ JOKYMCHTAIIMHU UM HOPMATHBHOT'O JOKYMCHTA,

39) xoHTpad)aKkTHOe JIeKAPCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPEICTBO, HAXOMALIEECS B
000poTe ¢ HapyIIEHUEM I'PAX/IaHCKOIO 3aKOHO/aTEIbCTBA;

40) JOOKJIMHMYECKOe HCC/Ie0BaHHEe JIEKAPCTBEHHOI0 CpeAcTBa -  OMOJIOTHYECKHE,
MI/IKpO6I/IOJ'IOFI/I‘-IeCKI/Ie, HUMMYHOJIOTHYECKHUEC, TOKCHKOJIOTNYCCKUE, @apMaKonomquKHe, (1)I/I3I/I'-ICCKI/IG,
XUMHYECKHE U JIPYTHE UCCIIEIOBAHMS JIEKAPCTBEHHOIO CPEACTBA IMMYTEM NPUMEHEHMSI HAyYHBIX METOJOB
OLIEHOK B LIEJISIX NOJTY4EHHUs JA0Ka3aTesbCTB 0€30IacHOCTHU, KauecTBa U AP(PEKTUBHOCTH JICKAPCTBEHHOIO
CpEICTBa;

41) kauMHMYecKOe HMccilel0BaHUe JIEKAPCTBEHHOr0 Npenapara - W3y4eHHe TUarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTHYECKUX, (ApMAKOJIOTHYECKUX CBOMCTB JIGKAPCTBEHHOIO Ipernapara B Ipoliecce
€ro MPUMEHEHMsI Yy 4YelOoBeKa, >KMBOTHOTO, B TOM YHUCIE MPOIECCOB BCACHIBAHUS, pacIpeaeieHus,
W3MEHEHUs W BBIBEJCHMS, IyTEM IPUMEHEHHS HAy4YHBIX METOAOB OLIEHOK B IENAX IOIy4YECHHUS
JI0Ka3aTelbCcTB 0€30MacHOCTH, KadecTBa U A(P(YEKTUBHOCTH JIEKApCTBEHHOIO Ipenapara, JaHHBIX O
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HE)KeNaTeJIbHbIX peaklUsaX OpraHu3Ma 4YelloBeKa, )KUBOTHOI'O Ha MPUMEHEHHE JIEKapCTBEHHOT0 Ipernapara
U 00 3¢dexTe ero B3aUMOJCHCTBUSA C OPYTMMH JICKAPCTBEHHBIMH IpenaparaMu U (WIM) MHILEBBIMU
IPOAYKTaMH, KOPMaMU;

42) MHOIOLEHTPOBOE KJIMHHYECKOe HCCIe0BAHHe JIEKAPCTBEHHOIO Ipenapara s
MEIUIMHCKOI0 TPHUMEHeHHsl - KIMHUYECKOE UCCIIEJJOBaHHE JIEKAPCTBEHHOrO0 TMpemnapara Jyis
MEIUIIUHCKOTO MPUMEHEHUS, TPOBOJMMOE Pa3pabOTYNKOM JIEKApCTBEHHOTO Ipernapara B JIByX M Ooiee
MEAMIMHCKUX OPraHu3alugXx IO €AMHOMY MPOTOKOIY KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
npernapara;

43) MeXKIYHAPOIHOE MHOTOLEHTPOBOE KJIHHUYECKOe HCCIel0BaHUe JeKAPCTBEHHOI0
npenapara AJsi MeMIIHHCKOI0 IIPUMeHEHHs - KJIMHUYECKOE UCCIIEI0BAHNE JIEKAPCTBEHHOI'O IIpernapaTa
JUISE MEAMIIMHCKOTO TIPUMEHEHUS, IPOBOJMMOE pa3pabOTUMKOM JIEKApPCTBEHHOTO IpernapaTa B pa3InyHbIX
CTpaHax I10 €IMHOMY ITPOTOKOJIy KIMHUYECKOTO MCCIIEI0BaHuUs JIEKapCTBEHHOTO Mpenapara;

44) mocTperucTpanioHHOe KJINHHYECKOe HCCJIe0OBaHHE JIEKAPCTBEHHOIO Mpemnapara s
MEIUIIMHCKOI0 TPUMEHEeHHMsl - KIMHUYECKOE HCCIIEOBaHUE JIEKAPCTBEHHOrO Ipenapara Juis
MEAMIIMHCKOTO MPUMEHEHHUsI, IPOBOJUMOE MPOU3BOJUTENIEM JIEKAPCTBEHHOTO Mperapara, IpaxaaHCKHi
000pOT KOTOpPOr0 OCYIIECTBISIETCS I10OCIIE TOCYJApCTBEHHON PETrMCTpaliy, B LENAX JOMOJIHUTEIHLHOTO
cbopa JaHHBIX 0 ero 6e3omnacHocTd U 3(H(PEKTUBHOCTH, pACIIMPEHHS MTOKA3aHUN K MPUMEHEHHUIO TAHHOTO
JIEKapCTBEHHOTI'O IIperapara, a TAK)Ke BbISIBJICHUS HE)KENATEIbHbIX PEAKIIUK NAIIMEHTOB Ha €ro JIEHCTBUE;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim s3axkonom om 22 oexkabps 2014 e. N 429-d3 nynkm 45 cmamvu 4 nacmosawe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, escmynaowetl ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm nynkma 6 npedvloyujeli peoaxyuu

45) uccaenoBaHue 0MOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOr0 Mpemnapara - BHJ KIMHHYECKOTO
UCCJIEIOBAHMSI JICKAPCTBEHHOI'O Tpernapara, MpPOBEACHHE KOTOPOro OCYIIECTBISICTCS ISl OMpEeelIeHUS
CKOPOCTH BCAaChIBaHUS W BBIBSJCHUS OJHOTO WM HECKOJIBKUX oOOyamarommx (HapMaKoJIOTHISCKOM
AKTUBHOCTBIO JICUCTBYIOIIMX BEIIECTB, KOJIWYECTBA JIEKAPCTBEHHOTO TMpemnapara, JOCTUTAIOIIETO
CHUCTEMHOTO KPOBOTOKA, M PE3yJIbTaThl KOTOPOTO IO3BOJISIFOT CIIENAaTh BBIBOJ O OMOIKBUBAICHTHOCTH
BOCTIPOM3BEJICHHOTO JIEKAPCTBEHHOTO Tpernapara B ONpeAeNIeHHBIX JeKapCTBEHHOH (hopMe U JT03UPOBKE,
COOTBETCTBYIOIIUX (POpME U TO3UPOBKE pe)epeHTHOTO JICKAPCTBEHHOTO Mperapara;

46) uccienoBaHUe TepaneBTUYECKOH IKBMBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BUJ
KITMHUYECKOTO MCCIICAOBAHUS JICKAPCTBEHHBIX IMPEIapaToB, MPOBEACHHE KOTOPOTO OCYIIECTBISCTCS IS
BBISIBJICHUSI OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPEmapaToB OMpPEIEICHHON JIeKapCcTBEHHOU (popmbl, a
Tak)Ke HAJIMYUS OJMHAKOBBIX TIOKa3aTesel 0e30macHOCTH U () ()EKTHBHOCTH JICKAPCTBEHHBIX MPENapaToB,
OJIMHAKOBBIX KIIMHUYECKHUX 3P (HEKTOB IPU UX IPUMEHEHHH;

47) MPOTOKOJ KJIMHHYECKOTO WCCIEAOBAHHUS JIEKAPDCTBEHHOr0 mpenapara - JOKYMEHT, B
KOTOPOM OMpEAENsoTCa Ienu, (OpMbI OpraHU3allMd U METOAOJIOTHS MPOBENEHUS KIMHUYECKOTO
WCCJICJIOBAHMSI, CTATHUCTUICCKUE METOJBI OOpabOTKH pe3yJIbTaTOB TAaKOTO HCCICIOBAHUS M MEPHI II0
obOecrieueHrn0 0e30macHOCTH  (DM3MUECKHUX JIMI, YYacCTBYIOIIUX B KIMHUYECKOM UCCIICJOBAaHUH
JICKapCTBEHHOTO TIperapara;

48) Opomopa muccjaegoBaTe/si - CBOJAHOE M3JI0KEHUE PpE3YyJbTaTOB JOKIMHUYECKOTO
WCCJICIOBAHMS JIEKAPCTBEHHOTO CPEJICTBA U KIIMHUIECKOTO MCCIICIOBAHUS JICKApPCTBEHHOTO TIperapara Jyis
MEAUIIMHCKOTO MTPUMEHEHHUS,

49) uHpopMalMOHHBIH JUCTOK NMAIMEHTA - JOKYMEHT, B KOTOPOM COAEpXkarcs B JOCTYIHOM
dbopMe cBeeHHs, Kacalomuecs: MPOBOAUMOTO KIMHHYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO Tpernapara,
¥ B MHUCBbMEHHOH (hopMe JTOOPOBOJBLHOE COTJIACHE TMAaIlMeHTa Ha yYacTHUE B KIIMHHYECKOM HCCIICIOBAHHH
JICKapCTBEHHOTO Tpernapara IMocjie O3HAKOMIJIGHHS C OCOOEHHOCTSMHU KIMHHYECKOTO HCCIeI0BaHUs,
UMEIOIITUMH 3HAYCHUE JIJTST BEIPAXKCHHS TAKOT'O COTJIACHS,

50) moGouyHoe felicTBHE - peaklMs OpPraHW3Ma, BO3HUKIIAS B CBSI3M C TPUMEHEHUEM
JIEKapCTBEHHOI'0 TIpernapara B [03aX, PEKOMEHIYEeMbIX B MHCTPYKIMM [0 €ro NPUMEHEHHIO, I
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HpO(i)I/IJ'IaKTI/IKI/I, JUArHOCTHUKH, JICHCHUA 3a00JIeBaHUs WU JI pea61/IJ'II/ITaHI/II/I;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 4 nacmosweeo DPedepanbHoco
3akoHa oonoanena nynkmom 50.1, ecmynarowum 6 cuny ¢ 1 urons 20135 e.

50.1) HexenaTejbHAsl peakuMsi - HENpeaHAMEpeHHass HeOJaronmpusTHas peakius OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C MPUMEHEHHEM JICKApPCTBEHHOTO Tpernapara;

51) cepbe3nasi HexkeJiaTeJIbHAsi peaklHsl - HEXKelaTeJIbHas PEakiUs OpraHu3Ma, CBsi3aHHas C
MPUMEHEHUEM JIEKapCTBEHHOTO IIpenapara, MNpUBEAlIas K CMEpPTH, BPOXKICHHBIM aHOMAJIUAM WIH
MOpOKaM pPa3BUTHUS MO0 NpPEACTaBISIOMas cOOON yrpo3y >KWM3HM, TpeOyromias TOCHHUTAIU3aluu WU
MpHUBEAIIas K CTOUKON yTpaTe TPYJA0CIOCOOHOCTH U (VTN ) HHBAJIUHOCTH;

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Oexabps 2014 2. N 429-®D3 nynkm 52 cmamvu 4 Hacmoswezo
DedepanvbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynaroweit 6 cuny ¢ 1 uons 2015 e.

Cm. mexcm nynkma 6 npeovioyujell pedaxKyuu

52) HenmpeIBH/IeHHAs He)KeJlaTeIbHAs peaKIusl - HeKelaTeIbHAsS PEaKIUs OpraHu3Ma, KoTopas
CBsi3aHA C TPUMCHECHUEM JIEKapCTBEHHOIO Iperapara B [03aX, PEKOMEHIYEMBbIX B MPOTOKOJIE €ro
KJIMHAYECKOTO HCCIENOBaHUsA, OpOIIIOpe WCCIIEoBATeNsA, WM C TPUMEHEHHEM JIEKapCTBEHHOTO
npenapara B J103aX, PEKOMEHIYEMbIX B HMHCTPYKIMH IO €ro NPUMEHEHHUIO Uil NPO(UIAKTUKH,
JTUATHOCTHKH, JICYCHHS 3a00JIEBaHUS WIH MEIUIIMHCKOW PeaOWINTAlNY TAMeHTa, U CYIIHOCTh, TSKECTh
WIA HMCXOJ] KOTOPOH HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IMIperapare, CoIepiKalieiics B
IPOTOKOJIE €ro KIMHUYECKOTO WCCIICAOBaHMs, OpOLIIOpe WCCIEeNoBaTeNsl WIA B WHCTPYKIMH TIO
NPUMEHEHHIO JICKAPCTBEHHOTO Mperapara;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Odexabps 2014 2. N 429-D3 cmamvs 4 nacmosweco DPedepaibHo2o
3axona oononnena nynkmom 52.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.1) ¢papmakoHan30p - BUJ JEATEIBHOCTH 110 MOHUTOPUHTY 3(PPEKTUBHOCTH U 0€301aCHOCTU
JIEKapCTBEHHBIX MPENapaToB, HAIIPABJICHHBIN Ha BBISIBIICHUE, OLICHKY M IPEJOTBPAICHUE HEXKENaTeIbHbIX
MOCJIE/ICTBUM MPUMEHEHHS JIEKapCTBEHHBIX MTPENapaToB;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akoHom om 22 dexabps 2014 2. N 429-D3 cmamovs 4 nacmosweco DPedepanbHoco
3aKona oononnena nynkmom 52.2, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
52.2) myiaH ynpaBJieHHsi PUCKAMM - TIOJIPOOHOE OINHCAHME MEPONPUITUH TIO (papMakoHAA30pY,
HaIlpaBJIEHHBIX Ha BBISBIECHUE, OLUEHKY M MPEAOTBpPALICHUE WM MUHUMHU3ALMIO PUCKOB, CBA3AHHBIX C
JIEKapCTBEHHBIMU TIpenapaTamu, BKItouas oleHKY 3 ()EKTUBHOCTH JaHHBIX MEPOIIPHUSATHIA;

Wndopmarys 06 n3MEeHEHUAX:
Ilynxkm 53 usmenen c 1 ansaps 2018 2. - @edepanvuwiii 3akon om 29 urwons 2017 2. N 242-D3

CMm. npedbloywyro peoakyuio
TAPAHT:

[Tonoxenus mynkra 53 crateu 4 (B penakmun DenepanpHoro 3akoHa oT 29 uronst 2017 r. N 242-D3) B
4acTH, Kacarolieiics (opMUpOBaHMS U BbIIAYM PELIENTOB HA JIEKAPCTBEHHBIE MpenapaThl, CoAeprKaline
Ha3HaYeHHe HAPKOTHUUECKUX CPEJCTB HIIM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIIEKTPOHHBIX JOKYMEHTOB,
npumensitorcs ¢ 1 saBapst 2019 r.

53) peuenTt Ha JeKapCTBeHHbIN NMpenapaTr - MEIULUHCKUNA JTOKYMEHT YCTaHOBJIEHHOU (hOpMBI,
coJiepKallliii Ha3HA4YEHHE JIEKapCTBEHHOIO Ipernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEAMIIMHCKUM DPAOOTHUKOM B HENSIX OTIYCKa JIGKAPCTBEHHOTO INpernapara WM €ro HM3rOTOBJIEHUS U
OTITycka Ha OyMa)kHOM HOCHUTEJIE WJIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MpPEeCTaBUTeNs B (hopme
JEKTPOHHOTO JIOKYMEHTA, TMOJIMHCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOW KBaIM(UIIMPOBAHHON
HIIEKTPOHHOH TIOIIHMCH MEAUIUHCKOTO pabOTHUKA, MO0 JOKYMEHT yCTAaHOBJICHHOM (POPMBI, cosepKaruit
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Ha3HauY€HHUE JIEKAPCTBEHHOro IpenapaTa AJs BETEPUHAPHOI'O NMPUMEHEHMs, BBIAAHHBIA BETEPHUHAPHBIM
pabOTHHKOM B LENAX OTIYCKa JICKQpPCTBEHHOIO Mperapara HJIM €ro M3rOTOBJICHHA M OTIyCKa Ha
OyMa)XHOM HOCHTEJIE;

54) TpeGoBaHHe MeIMIIMHCKON OpPraHM3anMy, BeTEPHUHAPHON OPraHM3auMH - JOKYMEHT
YCTAHOBJICHHON ()OPMBI, KOTOPBIH BHINMMCAH MEIUIMHCKUM WM BETEPUHAPHBIM PAaOOTHUKOM, UMEIOIIUM
Ha 9TO MpPaBO, W COJCPKHUT B NUCHbMEHHOW (opMe yKazaHUE aNTEYHOM OpraHM3aluU 00 OTITyCKe
JIEKapCTBEHHOT'0 Ipernapara WJIM O €ro M3rOTOBJICHMM U 00 OTmycke i oOecredeHus JiedueOHOro
npolecca B MEAUIIMHCKOM OpraHu3alyy, BETEpUHAPHON OpraHU3allly;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim s3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvs 4 nacmosaweco Dedepanvrozo
3aKOHA OONOIHeHa nyHkmom 55, ecmynarouum 6 cuny ¢ 1 urons 2015 e.

55) KoMIUIeKCHas OLIEHKa JIEKapCTBEHHOIO IIpernapara - OLEHKa 3aperucTpUpOBaHHOIO
JIEKapCTBEHHOT'O IperapaTa, BKIIOYaoas B ce0sl aHanu3 MHGOPMAIUU O CPAaBHUTEIbHON KIMHUYECKOU
3P PEKTUBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO TpernapaTa, OleHKY SKOHOMHUYECKUX MOCIECICTBHHA ero
NPUMEHEHHUS, U3YYCHUE JOTOJHUTEIBHBIX MOCIEICTBUN IPUMEHEHUS JIEKapCTBEHHOTO Mpernapara B LessaxX
NPHUHSITHS PEIICHUH O BO3MOXKHOCTH BKJIIOUYCHHS JICKAPCTBEHHOI'O Iperapara B IepPEUYeHb JKU3HCHHO
HEOOXOJUMBIX M BAXHEWUIIUX JIEKAPCTBEHHBIX IpPENapaTroB, HOPMATHBHBIC IPABOBHIE aKThl U HHBIC
JOKYMEHTBI, OIPEACIISIONINE TOPSAOK OKa3aHWs MEIMIIMHCKOW ITOMOIIM, WJIM HCKIIOUEHUS €ro W3
YKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;

Undopmarus 06 n3MEHEHHSX:

Cmamuws 4 donoanena nyukmom 56 c¢ 1 aueapsa 2018 e. - @edepanvuuiii 3akon om 28 dexabps 2017 a.
N 425-D3
56) cucreMa MOHHMTOPHMHIA JIBUKEHHSI JIEKAPCTBEHHBIX INpPeNnapaToB AJdsi MeIUIIHHCKOIO

npuMeHeHusi - QenepaibHas TOCYJapCTBEHHAs WH(GOPMAIMOHHAS CHCTEMa MOHHUTOPWUHTA JBHKCHHS
JIEKAPCTBEHHBIX TPEMApaToB JUIsl MEAMIMHCKOIO MPUMEHEHHS OT MPOU3BOAMUTENS JI0 KOHEYHOTO
NOoTpeOUTeNsT C WCIMOJB30BAaHUEM B OTHOIIEHWW JIEKAPCTBEHHBIX IMPENapaToB Il MEIUIIMHCKOTO
MPUMEHEHUS CPEJICTB UACHTU(DUKAITIH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 4 HaCTOAIICTO (De,[[epaﬂbHOFO 3aKOHa

I'naBa 2. [ToiHoOMo4Yus (peepajbHBIX OPTaHOB UCMOJHUTEIbHON BJIACTH, OPraHOB
HCIIOJIHUTEIbHOM BJ1acTu cy0bekToB Poccuiickoii @egepanun npu odpameHuu JeKapcTBEHHbIX
CpeacTB

Cratba S. [lonHoMouus ¢enepalbHBIX OPraHOB MCIIOJHUTEIBHONW BIIACTU TpHU OOpalieHuu
JIEKapCTBEHHBIX CPEICTB
K nmnonHomouusM QenepanbHbIX OpraHoOB HCIOJIHUTENBHOM BIACTH MpH  oOpalleHuun
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oexabpsa 2014 2. N 429-d3 6 nynkm [ cmamvu 5 Hacmoswezo
DedepanvHo2o 3aKOHA 8HeCceHbl usmeHeHus, ecmynarowue 6 cury ¢ 1 urons 2015 2.

Cm. mexem nyHKkma 6 npeovioyweu pedaxkyuu
1) mposenenue B Poccuiickoit @enepanii €IMHON TOCYIapCTBEHHOM IMOJUTUKU B 00JacTu
o0ecrieyeHus JIeKapCTBEHHbIMU IIpenapaTaMu rpaxaad B Poccuiickoit @eneparuy;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oekabpsa 2014 2. N 429-d3 6 nynkm 2 cmamvu 5 Hacmosuezo
DedepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus1, scmynaowue 6 cuny ¢ 1 urons 2015 e.
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Cm. mexcm nynkma 6 npeovioyujeli pedaKyuu
2) yTBepxkAeHHE o00mux (apmakonelHbIx crared, (apMakoleWHbIX cTaTed, HW3JaHue
rocyJapCTBEHHOH (papMaKoIieu, co3jaHnue 1 BeJleHHe peecTpa (papMaKkoneiHbIX CTaHIapPTHBIX 00pa3LoB;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 25 uionsn 2012 2. N 93-D3 6 nynkm 3 cmamou 5 nacmosiugeco PedepaibHoco
3GKOHA BHECeHbl USMEHEHs]

Cm. mexcm nynkma 6 npeovioyujell peoaKyuu
3) ocymIecTBICHHE TOCYJapCTBEHHOTO KOHTPOJIsI (Haa3opa) B chepe oOpalieHus JeKapCTBEHHBIX
CPEICTB;
4) TuIeH3upOBaHKEe TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB U (papMaleBTUUECKON NESTEIIbHOCTH B
COOTBETCTBUU C 3aKOHO1aTelbeTBOM Poccniickoit denepanuu;
TAPAHT:

Cwm. [lonoxxeHue O JMIEH3UPOBAHUM TPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB, YTBEP)KIECHHOE
nocranopiieHueM IIpaButensctBa P® ot 6 urong 2012 r. N 686

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 e. N 429-D3 6 nynkm 5 cmamvu 5 Hacmosuezo
DedepanbH020 3aKOHA 8HeCeHbl UsMeHenus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujell pedaxKyuu
5) opraHu3amms SKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB, dTUYECKOW IKCHEPTHU3BI BO3MOXKHOCTHU
NPOBE/ICHUS] KIIMHUYECKOTO MUCCIICIOBAaHUS JIEKAPCTBEHHOIO TpenapaTa Juisi MEIUIUHCKOTO IPUMEHEHUS,
OKCIIEPTH3bl  JIOKYMEHTOB, TMPEICTABICHHBIX IS OMPEICIICHUS BO3MOXHOCTH  PacCMaTpUBaTh
JICKApCTBCHHBIM TpenapaTr i MEIMIIMHCKOTO TPUMEHEHHUs IPH TOCYIApCTBCHHOW PErHCTpaluu B
KadyecTBe Op(PaHHOTO JICKAPCTBEHHOTO Tperapara;

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-d3 cmamwvsi 5 nacmosaweeo PedepanbHo2o
3aKona oononnena nynkmom 3.1, ecmynarowum 6 cuny c¢ 1 urona 2015 e.

5.1) opraHuzanusi NpPOBEACHMS] KOMILJIEKCHOM OIEHKM JIEKapCTBEHHOrO Ipenapara B LENx
OPUHITUS PEHIeHUH O BO3MOXKHOCTH BKJIIOYEHHS JIEKapCTBEHHOTO Ipernapara B IepeueHb >KU3HEHHO
HEOOXOIMMBIX M BaXHEWIIMX JIEKAPCTBEHHBIX IIPEIapaToB, HOPMATHBHBIC IPABOBbIE AaKThl W WHBIE
JIOKYMEHTBI, OIpPEIeIAIONINe MOPSJIOK OKa3zaHWs MEIUIMHCKOM IMOMOINM WM HCKIIOYEHHS €ro us3
yKa3aHHBIX MTEPEYHsI, aKTOB U JIOKYyMEHTOB;

6) BbI1aya pa3pelieHuii Ha MpoBeIeHNne KIMHUYECKUX UCCIIEeIOBAaHHM JIEKapCTBEHHBIX MPENaparos,
BEJICHUE PEECTpa BBIIAHHBIX Pa3pelIeHWH Ha MPOBENEHUE KIMHWUYECKHX HCCIIEAOBAHUH JIGKAPCTBEHHBIX
MpenapaTos;

7) TOCymapCTBEHHAs PETrHCTpalusl JIEKAPCTBEHHBIX TIIPEIapaToB, BEICHHE T'OCYIapCTBEHHOTO
peecTpa JeKapCTBEHHbIX CPE/ICTB;

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 Oexabpa 2014 e. N 429-D3 nynkm 8 cmamvu 5 Hacmoswezo
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowetl 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexcm nynkma 6 npeovioyujell peoaKyuu
8) opranuzanus U (WIH) MPOBEACHUE MHCIEKTUPOBAHUS CYOBEKTOB OOpalleHus JIEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE IpaBujaM HaJJIeKallel abopaTOpHONW MpPaKTHKH, IpaBuiiaM HaJJexaiei
KJIMHUYECKOW MPaKTUKH, MpaBUiIaM HaJJexkalled MpPaKTUKU XPaHEHUs U TMEPEBO3KU JIEKAPCTBEHHBIX
MpenaparoB, MpaBUjaM HaJIeXKaIeH TUCTPUOBIOTOPCKON MPAKTHKH, MPaBHJIaM HaJIeKalIed anTeqHO
MPaKTUKU;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvhvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Dedepanvhoco
3aKkoHa oononnena nynkmom 8.1, ecmynarowum 6 cuny ¢ 1 urons 2015 a.
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8.1) opranuzarus u (WIM) MIPOBEACHUE MHCIICKTUPOBAHUS CYOBEKTOB OOpaIeHHs JIEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEOOBAHUSM IPABUJI HAJUICKAIICH MPOU3BOJCTBEHHON MPAKTUKH, BbIIaua
3aKIIIOYCHUH O COOTBETCTBUHM TPOHM3BOJIUTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHHUSM  IPAaBHII
Ha/JIeXKAIIEH POU3BOJICTBEHHON IPAKTHKHY;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3axonom om 22 oexabps 2014 2. N 429-@3 cmamwvs 5 nacmosawezo Dedepanvrozo
3aKoHa oononnena nynkmom 8.2, ecmynarowum 6 cuny ¢ 1 urona 2015 e.

8.2) ycTaHOBIIEHHE IOpsiAKa BEIEHUS M BEJIEHUE TOCYJapCTBEHHOI'O peecTpa 3aKJIIOUEHUH O
COOTBETCTBUM  MPOU3BOAMTENS  JICKAPCTBEHHBIX CPEACTB  TpeOOBaHHMSAM MpaBU  HaJJexallen
IIPOU3BOJCTBEHHOM IPAKTUKH;

9) rocynapcTBeHHas perucTpalys yCTaHOBJIEHHBIX MPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB
IpeJeNbHBIX OTIMYCKHBIX LIEH HAa XM3HEHHO HEOOXOIMMBbIC W Ba)KHEHIINE JIGKAPCTBEHHBIC IMperapaTbl U
BEJICHHE I'OCYJapCTBEHHOTO peecTpa MpeAeNbHBIX OTIYCKHBIX IIEH MPOWU3BOIUTENICH Ha JIEKApCTBEHHBIE
Ipenaparsl, BKJIIOUEHHBIE B I[I€pEUeHb IKU3HEHHO HEOOXOAMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX
IpenapaTos;

Undopmarus 06 n3MEHEHHSX:
Dedepanvruim 3axonom om 13 utona 2015 2. N 241-D3 cmamss 5 nacmosweco Pedepanvho2o 3aKoHa
oononnena nynkmom 9.1

9.1) cornacoBaHre MPOEKTOB PEIICHUI OPraHOB UCHOJHUTENBHOM BIAacTH cyObeKkToB Poccuiickoi
Qeneparun 00 YCTaHOBJIGHWH W (WIM) HM3MEHEHHHM NPEICNbHBIX Pa3MEpPOB OINTOBBIX HAI0aBOK M
IpelebHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK K (PAKTHUYECKMM OTIYCKHBIM I[€HaM, YCTaHOBIIEHHBIM
IIPOU3BOIUTEINISIMU JIEKAPCTBEHHBIX NIPENApaToB, HAa JIEKAPCTBEHHBIE MIPENapaThl, BKIIFOUEHHBIE B IIEPEUEHb
YKU3HEHHO HEOOXOIMMBIX U BaXKHEUIITNX JICKAPCTBEHHBIX MIPEMapaTos;

Undopmarus 06 n3MEHEHHSX:

Deoepanvnvim 3akonom om 22 oekabpa 2014 o. N 429-D3 nynkm 10 cmamvu 5 Hacmosuje2o
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynatowjelt 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
10) ycTaHoBneHHE MOpsi/ika BBO3a JIEKAPCTBEHHBIX cpelcTB B Poccuiickyto denepaliiio 1 BpIBO3a
JIEKapCTBEHHBIX cpeAcTB u3 Poccuiickoin denepannu;

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-@3 cmamwvsi 5 nacmosaweeo PedepanbHo2o
3axona oononnena nynkmom 10.1, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

10.1) BbImaya, ycTaHOBIIEHHE TTOPSIKA BBIAAYU U (DOPMBI TOKYMEHTA, KOTOPBII MOATBEPKIAET, YTO
MIPOM3BOJICTBO JICKAPCTBEHHOTO IMpermapaTa OCYIICCTBICHO B COOTBETCTBHHM C TPEOOBAaHUSAMHU TIPABHI
Ha/JIeXKalleld TPOU3BOJACTBEHHOW TMPAKTHUKW, M TOJUICKUT TMPEICTaBICHUIO IO TpeOOBaHUIO
YIOJHOMOYEHHOTO OpTraHa CTPaHbI, B KOTOPYIO BBO3UTCS JICKApPCTBEHHBIH MTperapar;

TAPAHT:

CM. AIIMUHHMCTPATUBHBIA pErjaMeHT MO MpeacTaBieHuto Munnpomtoprom Poccum rocynapcTBEHHOM
YCIIyTH TIO BblIau€ JOKYMEHTa, KOTOPBIA MOJATBEPKAAET, UTO POU3BOACTBO JIEKAPCTBEHHOTO Mpenapara
JUTSI METUITMHCKOTO TIPUMEHEHHSI OCYIIIECTBICHO B COOTBETCTBUU C TPEOOBAHHMSAMU MPABHII HAJIJICKAIICH
MIPOU3BOJICTBEHHON MPAKTUKH, U TOJICKUT MPEICTABICHUIO IO TPEOOBAHUIO YITOIHOMOYEHHOT'O OpraHa
CTpaHbl, B KOTOPYIO BBO3UTCS JICKQPCTBEHHBIM Mpemapar, YTBEPXKACHHBIM MpUKazoM MUHIpoOMTOpra
Poccun ot 31 mexadpst 2015 r. N 4369

Wudopmanust 00 N3MEHEHUSX:
Deodepanvnvim 3akonom om 13 wiona 2015 2. N 241-@3 ¢ nynkm 10.2 cmamvu 5 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEHbl USMEHEHUS

Cm. mexcm nynkma 8 npeovioyujeli peoaKyuu
10.2) BBIgaua, yCTAaHOBIECHUE TMOPSAIKA BBIIAYM U (POPMBI TOKYMEHTA, COACPIKAIIETO CBEACHUS O
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CTaAuAX TEXHOJOTMYECKOro IIpolecca IMPOU3BOJACTBA JIEKAPCTBEHHOIO CPEACTBA I MEOULUHCKOIO
IIPUMEHEHUs, OCYILECTBIIIEMbIX Ha TEPPUTOpUN EBpa3HiiCKOro 5JKOHOMUYECKOTO COK034;
TAPAHT:

CM. AnmuHHMCTpaTUBHBIA periameHT MuHnpomropra Poccun mo mpeaocTaBiIeHHMIO TOCYJapCTBEHHOMN
yCIyrd MO BblJaue JOKYMEHTa, COJAEPIKAIEro CBEACHUS O CTaJusAX TEXHOJIOTMYECKOIo Ipolecca
IIPOM3BOJICTBA JIEKAPCTBEHHOIO CpEACTBA JUIsl MEIMLMHCKOIO IPUMEHEHHUs, OCYIIECTBISEMBIX Ha
Tepputopun EBpa3uiickoro 3KOHOMMUYECKOI0 COr03a, YTBEPKACHHBIN npukazom Munnpomtopra Poccun
ot 31 nexabps 2015 r. N 4368

11) co3manue coBeTOB MO BONPOCAM, CBA3aHHBIM C 00OpaIlleHUEM JIEKapCTBEHHBIX CPE/CTB;

12) arrecTarus u cepTH(PUKAIUS CIICIIHATUCTOB;

13) yrpatun cuiy;

Wndopmarius 06 n3MEHEHHSX:
Cm. mexcm nynkma 13 cmamou 5

DedepanvHvim 3akoHom om 22 Oekabpsa 2014 2. N 429-D3 nynkm 14 cmameu 5 Hacmoawezo
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynarowei 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu

14) ocymecTBiieHrne (hapMaKoHa130pa;

15) yyactue B MeXIyHaApOAHOM COTPYIHUYECTBE;

16) monmydeHue Mo 3ampocaM YIOJHOMOUYEHHOTO ()eepalbHOTO OpraHa UCIOJHUTEILHOW BIACTH
OT OpraHoB HCIOJHHUTENIbHOM BiacTU CcyOBbekToB Poccuiickoit @enepalnii, a Takke OT CYOBEKTOB
oOpamieHns: JIEKapCTBEHHBIX CPEACTB ISl MEAWIMHCKOTO TNPUMEHEHUs WH(POpPMaluu IO BOMPOCAM
YCTaHOBJICHHS Y IPUMEHEHHUS LIeH Ha JIEKapCTBEHHbIE Mpenaparbl 1 HaJ0ABOK K HUM;

17) npumeHeHHMEe Mep OTBETCTBEHHOCTH 3a HapyLIEHME 3aKOHOJaTelnbcTBa Poccuiickoit
denepauny;

Wndhopmarus 06 n3MEHEHHSX :
Deodepanvrvim 3axkonom om 22 oexkabps 2014 2. N 429-@3 cmamvs 5 nacmoawezco Pedepanvrozo
3aKoHa oononnena nyHkmom 18, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

18) yTBepkIeHHWE TpaBWJI HAJUIeKaIIe TabOpaTOpHOW TMPaKTUKU, T[PaBUI  HaJJIeKallen
KIIMHUYECKOW TPAKTUKH, [PABUJI HAJJIEkKAEH NPOU3BOJCTBEHHOW NPAKTHKH, [PABWI HaJJIekKaeH
MPAKTUKU XPAaHEHUS U MEePEBO3KU JIEKAPCTBEHHBIX MPENapaToB, MPaBuil HaJIeKaIIeH JUCTPHUObIOTOPCKOM
NPAKTUKH, [TPaBUJI HAJUIEkKAIIeW anTeyHOW NMPAKTUKH, MPaBUJl HaAJEXKalleld mpakTHUKU (papmakoHaa3opa
JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOTO TPUMEHEHUS;

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-@3 cmamvs 5 nacmoawezco Pedepanvrozo
3aKoHa oononnena nynkmom 19, ecmynarowum 6 cuny c¢ 1 urons 2015 a.
19) ycraHoBneHue TOpsiika (OPMUPOBAHMS PETHCTPALIMOHHOTO JOChE Ha JIEKapCTBEHHBIN
npemnapar u TpeOoBaHUH K TOKYMEHTaM B €T0 COCTABE;

Wuopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 e. N 429-D3 cmamvsi 5 nacmosaweeo DPedepanbHo2o
3axona oonoanena nynkmom 20, ecmynarowum 6 cuny ¢ 1 uiona 2015 e.

20) yTBepXIEHHUE TPaBWII PAIlHOHAIHFHOTO BHIOOpAa HAMMEHOBAHWH JIGKAPCTBEHHBIX TPENapaToB

JUIS. METUITUHCKOT'O TIPUMEHEHUS;

Hndopmarus 06 H3MEHEHHSX:
Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-@3 cmamwvs 5 nacmoawezo Pedepanvhoco
3aKoHa oonoanena nynkmom 21, ecmynarowum 6 cuny ¢ 1 urons 2015 a.

21) yTBepkJeHHE IIepevHsi HAUMEHOBAHHH JIEKapCTBEHHBIX (OpM;

Hndopmarus 06 n3MEHEHHSX:

Deodepanvnvim 3akonom om 22 Oexkabps 2014 2. N 429-D3 cmamwvs 5 nacmoawezo Pedepanvhoco
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3aKOHa 0onoHeHa nyHkmom 22, ecmynarouum 6 cuny ¢ 1 urons 2015 e.
22) ¢QopmupoBaHMEe peecTpa TUIOBBIX HWHCTPYKIMHA MO MEAMIMHCKOMY TIPUMEHEHHUIO
B3alMO3aMEHSAEMbIX JIeKapCTBEHHBIX MIPENapaTos;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 dexabps 2014 e. N 429-D3 cmamvs 5 nacmosweeo DPedepanbHoco
3aKOHa 0ononHeHa nyHkmom 23, ecmynarouum 6 cuny ¢ 1 urons 2015 a.
23) yTBepxkJeHHE TPeOOBAHUN K MHCTPYKLUHUU MO MEAUIIMHCKOMY IPHUMEHEHUIO JeKapCTBEHHBIX
MPernapaToB U K MHCTPYKIUU IO BETEPHUHAPHOMY IPUMEHEHUIO JICKAPCTBEHHBIX MIPEapaTos;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 odexkabps 2014 2. N 429-d3 cmamvs 5 nacmosaweco DPedepanbHo2o
3aKOoHa 0ononHeHa nyHkmom 24, ecmynarowum 6 cuny ¢ 1 urons 2015 e.

24) nocynebHOE 3aKphITHE CAWTOB, CcoOAEpKaMMX WHOOPMANMIO O PO3HUYHOW MPOJaKe
JTUCTAHIIMOHHBIM CIOCOOOM, MpPENoKEHUE O MPUOOPETEHUH JHUCTAHIIMOHHBIM CHOCOOOM, JTOCTaBKE
JTUCTaHIIMOHHBIM crocoOoM u (W) mepenade (pU3MUECKOMY JIHMIy AWCTAaHIIMOHHBIM CIIOCOOOM
JICKapCTBEHHBIX  MPENapaTroB, HAPKOTUYECKUX JIGKAPCTBEHHBIX IMPEMapaToB M  MCUXOTPOIHBIX
JIEKApCTBEHHBIX IIPENapaToB, 32 UCKIIOYECHHEM CIIy4yaeB, yCTaHOBIEHHbIX lIpaBurensctBom Poccuiickoit
®enepanuu.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 5 oononnena nyukmom 25 ¢ 29 nosaops 2019 2. - @edepanvuuiii 3akon om 28 nosops 2018 e. N

449-D3

Cm. 6yoywyro pedarkyuio
TAPAHT:

CM. KOMMEHTapuu K cTaThe 5 Hacrosero deaepanbHOro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim sakonom om 13 uroas 2015 e. N 233-D3 nacmoswuii Dedepanvhblii 3aKOH OONOIHEH
cmamveti 5.1
Cratbsa 5.1. Tlepemaua ocyiecTBIeHUsS TOJTHOMOYMA (eAepanbHBIX OPraHOB HCIIONIHUTEIHHON
BJIACTU TpU OOpaIIEeHUU JIEKAPCTBEHHBIX CPEJCTB OpraHaM HCIOJHUTEILHON BIIACTH
cyobextoB Poccuiickoit denepannn
[TorHOMOUMST (henepaibHBIX OPraHOB MCIOJHUTEIHHOW BJIACTU TPH OOpAIICHUH JIEKAPCTBEHHBIX
CpPEACTB, IMPEAyCMOTPEHHbIE HAcTOAIMM  DenepanbHbIM  3aKOHOM, MOTYT INEpPeAaBaTbCs IS
OCYIIECTBJICHUS ~ OpraHaM  HCIIOJIHUTENbHOM  Biactu  cyOwbekToB  Poccuiickoit  @enepauuu
nocraHoBiieHUsIMU [IpaButenscrBa Poccuiickonn denepanuu B MOPSAAKE, YCTaHOBIEHHOM DejiepaibHbIM
3akoHOM OT 6 OkTAOps 1999 roma N 184-®3 "OO6 o0mMX NPUHLMIIAX OPraHU3ALMU 3aKOHOAATEIbHBIX
(TIpencTaBUTENbHBIX) W MCIOJHUTEIBHBIX OPraHOB TOCYJApCTBEHHOH BiacTH CyOBeKTOB Poccuiickoii
®enepanun’.
TAPAHT:

CMm. koMMeHTapuH K cTaTthe 5.1 HacTosdmero denepajlbHOro 3aK0Ha

Crartba 6. [TorHOMOUYHNS OpraHOB UCTIOJIHUTENLHON Bi1acTH cyobekTa Poccuiickoit denepannu npu
0OpalleHuH JIeKapCTBEHHBIX CPEACTB

K mnonHomounsM oOpraHoB HCIONHUTENBbHOW BiacTu cyObekTa Poccuiickoit ®denepanuu npu
o0pallleHUH JIEKapCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka 1 peanu3aiysi peruoHaJIbHBIX IPOrpaMM 0OecrieueHHs] HaCeIeHUs JIeKapCTBEHHBIMU
npenapaTamu;

2) yCTaHOBIICHHE MPENIEIbHBIX Pa3MEpPOB OINTOBHIX HAZ0ABOK U MPEACIbHBIX Pa3MEepPOB POSHUYHBIX
Ha/0aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM IPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX
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IpenapaToB, Ha JICKApCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B II€PEUYCHb KU3HEHHO HEOOXOAMMBIX H
BAKHEUILUX JICKADCTBECHHBIX IIPENIApaToB;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 25 utonsa 2012 2. N 93-D3 6 nynkm 3 cmamou 6 Hacmosiue2o PedepanbHo2o
3AKOHA 6HECEeHbl USMEHEHUs.

Cm. mexcm nynkma 6 npeovioyujeli pedaxKyuu
3) ocylecTBICHHE PETHOHAIBHOTO TOCYIApPCTBEHHOTO KOHTPOJS 3a IMPUMEHEHHEM IIeH Ha
JICKApCTBCHHBIC TMperaparbl, BKJIIOUEHHBIE B I[1E€PEUYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKapCTBCHHBIX IPENapaToB, OPraHU3alHUSIMH ONTOBOW TOPTOBIHM, AaNTEYHBIMUA OpraHU3AIUSMHU,
WH/IMBUIYIbHBIMU TPEANPUHUMATEIISIMU, UIMEIOIIMMH JIMIICH3UIO Ha (hapMaIleBTHYECKYIO JeSITeIIbHOCTD;

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 6 oonoanena nynkmom 4 ¢ 1 aneaps 2018 . - @edepanvrviii 3axon om 29 utons 2017 2. N 242-
D3
TAPAHT:

[Tonoxenus mynkra 4 crarbu 6 (B penakuuu DepepanbHoro 3akoHa oT 29 utong 2017 r. N 242-D3) B
yacTu, Kacaroueicss (OpMUPOBaHMS U BbIJAul PELIETITOB Ha JIEKAPCTBEHHBIE MpENapaThl, COAEpKalIe
Ha3HaYeHHE HAPKOTHUYECKUX CPEJCTB HIIM ICUXOTPOIHBIX BEIIECTB, B (hOpME IIEKTPOHHBIX JTOKYMEHTOB,
npumensitores ¢ 1 saBapst 2019 r.

4) mpuHATHE pelieHuss 00 HCIONb30BaHUHM Ha TeppuTopuu cyonekra Poccuiickoin denepanuu
HapsIy C pelenTamMy Ha JIEKapCTBEHHBIE TpenapaTsl, 0(popMICHHBIMA Ha OyMa)KHOM HOCHUTEIIE, PEIETITOB
Ha JIEKapCTBEHHBIE IIpenaparThl, CPOPMUPOBAHHBIX B (hOpMeE IIIEKTPOHHBIX JJOKYMEHTOB.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 6 HacTosero deaepanbHOro 3aKOHA

I'maBa 3. I'ocynapcTBennas ¢papmaxonest

Cratbs 7. Pa3paboTka 1 n3gaHue rocyaapcTBEHHON papmakonen, pa3MeIieHue JaHHbIX O Hel
1. Ilox rocymapcTBeHHOU (hapmakomeeil MOHMMAeTCs CBOJA OO0mMX (apMaKoNelHbIX cTaTeill u
(dbapmMakoIelHbIX CTaTeH.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 odexkaops 2014 2. N 429-D3 6 uacmv 2 cmamvu 7 HACMOAUE20
DedepanbHoeo 3aKOHA 8HeCeHbl uUsMeHeHust, ecmynarowue 6 cuny ¢ 1 utons 2015 e.

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu

2. Pa3paborka o0mux ¢apmakonelHbIXx cTaTel U (apMakoneiHbIX cTaTred, B TOM 4YHUCIIE
dapmakonelHpIx craTeii Ha (apmakomneiiHble CTaHIapTHBIE O0paslibl, W BKIIOYEHHE HX B
TOCYJApPCTBEHHYIO (hapMaKoIer OCYIIECTBISIOTCS B TIOPSI/IKE, YCTAaHOBJICHHOM YIOJHOMOYECHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 oekabpsa 2014 2. N 429-d3 6 uyacme 3 cmamvu 7 Hacmosuezo
DeodepanvbHoeo 3aKOHA BHeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. Pa3paboTtka (apmakoneilHON cTaTby Ha pe)epeHTHBIN JeKapCTBEHHBIN Ipernapar U BKIYEHHE
€e B TOCyJapCTBEHHYIO (hapMakoler0 B TEYEHHE CpoKa NEHCTBUS 3aIllMThl HCKIIOYUTENIBHOTO MpPaBa,
yIOCTOBEPEHHOTO MAaTEHTOM Ha peepeHTHBIN JIEKaPCTBEHHBIN Tpernapar, OCYIIECTBISIOTCS C COTIacus
€ro pa3paboT4HKa.
4. TocymapcTtBeHHass ¢apmakornes H3AACTCS  YIIOJHOMOYEHHBIM  (henepasbHBIM — OPraHOM
UCTIOJIHUTENIHOW BJIACTH 32 CYET CPEACTB (peaepanbHOro OIOKeTa U MOJUICKUT NEepeu3TaHusIM He peke
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YyeM OJMH pa3 B MATh JIET, B NEPHOJ MEXAY KOTOPBIMU HM3JAIOTCS MPUIOKEHUS K TOCYJapCTBEHHOM
dapmakoriee, conepxkamue oOmme ¢dapmakorneiHple cTathi W (WiK) (apMaKONECWHBIE CTaTbhH,
YTBEPKACHHBIE TOCIE U3IaHUs WK Mepen3IaHus rocyAapCcTBEHHOM (papmakomnen.

5. YnonHOMO4YEHHBIH (enepanbHblii OpraH HWCHOJHUTEIBHON BIIACTH pa3MenlaeT JaHHBIE O
roCcyJIapCTBEHHOM (papMakoriee U MPUIIOKEHUIX K HEH Ha cBoeM opuIIMaIbHOM caiite B cetn "MHTEepHET"
B YCTAHOBJICHHOM UM TOPSIJIKE.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 7 Hacrosero deaepanbHOro 3aKOHa

I'naBa 4. I'ocynapcTBeHHbII KOHTPOJIb PU 00pallleHUH JIEKAPCTBEHHBIX CPeICTB

Crarbsn 8. JluneHsupoBaHue NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJACTB U (papMaleBTUYECKON
JIEATEIIbLHOCTH
1. JInueH3upoBaHue MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKON JesTeIbHOCTH
OCYILECTBIISICTCA B COOTBETCTBHH € 3aK0HOAaTebcTBOM Poccniickoit denepanun.
TAPAHT:

Cm. IlonoxkeHue o0 JUIEH3UPOBAHWU IPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, YTBEPXKICHHOE
nocranopiieHueM IIpaButensctBa P® ot 6 urong 2012 r. N 686

2. OO0s13aTeIbHBIM YCIIOBUEM TMPEJOCTABICHUS JIMIICH3UM Ha MPOU3BOJCTBO JICKAPCTBEHHBIX
CPEICTB SIBISIETCS MPUIIOKEHUE K 3asBICHUIO COMCKATENs JIMIIEH3UH IMEpPeuHs JEKApCTBEHHBIX (hopMm u
(wn) BUAOB (apmalleBTUUECKUX CyOCTaHLMH, KOTOpbIE NPOU3BOAMTENb JIEKAPCTBEHHBIX CPEACTB
HaMEpEeH MPOU3BOIUTH.

3. B ciyyae HEOOXOAMMOCTH pacIIMpeHMs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 3a CUET HOBBIX
JIEKapCTBEHHBIX (OPM U BHUIIOB (hapMarleBTHUECKUX CyOCTaHIMI TPOU3BOAUTEND JTIEKAPCTBEHHBIX CPEACTB
JIOJIKEH TMOJIYYUTh HOBYIO JIMIIEH3UIO HA IIPOM3BOCTBO JIEKAPCTBEHHBIX CPEJCTB.

TAPAHT:

CM. kKoMMeHTapuu K cTaThe 8 HacTosero deaepanbHOro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 25 uwna 2012 . N 93-D3 cmamuvs 9 nacmosiweco Dedepanviozo 3aKoHA
U3JI0J#CEHA 8 HOBOU pe0aKyuu

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Crartbs 9. 'ocyjapcTBeHHBII KOHTPOJIb (HAaA30p) B chepe 0OpallieHus JIEKapCTBEHHBIX CPEJICTB
1. T'ocynapcTBeHHBIN KOHTpOIb (Hai30p) B cepe oOpalieHust JeKapCTBEHHBIX CPEJCTB BKIIOYAET
B ce0sL:
1) NHIIEH3MOHHBIM KOHTPOJb B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB M B cdepe
(apMalneBTUYECKOH 1€ TeIbHOCTH;
2) (denepanbHBIN rOCy1apCTBEHHBINA HAA30p B cepe oOpallieHus JeKapCTBEHHbBIX CPEJICTB;

Wndopmarys 06 n3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 e. N 429-D3 wacmv [ cmamvu 9 nacmoswe2o
DedepanbHo20 3aKoHa 0onoaHeHa nynkmom 3, ecmynarouum 6 cuny ¢ 1 uronsa 2015 2.

3) BEIOOPOYHBIN KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB.

2. JIWIeH3UOHHBIM KOHTPOJbh B cdepe MpPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(dbapmareBTUUeCKOl JACSATEIHPHOCTH OCYIIECTBISETCS YIMOJTHOMOUYEHHBIMU  (pefepaTbHbBIM  OpPTaHOM
UCTIOTHUTENILHON BIACTH W OpraHaMd HCIOJTHHUTEIBHOUW BiacTU cyObekToB Poccuiickoit denepammu
COTJIaCHO MX KOMIIETEHIIMU B TIOPAJIKE, YCTaHOBIeHHOM DenepaibHbIM 3akoHOM OT 26 mekabps 2008 roga
N 294-®3 "O 3amure nNpaB OPUAUYECKUX JIMII U WHAUBUAYAIbHBIX IpEANPUHUMATENEH IIpU
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OCYIIECTBJICHUN TOCYJIapCTBEHHOTO KOHTPOJSA (HAa30pa) W MYHHUIUMIAIBHOTO KOHTPOJA', C YYETOM
0COOEHHOCTEHN OpraHu3aldy U MPOBEJCHUS MPOBEPOK, YCTAHOBICHHBIX DeiepanbHbiM 3aKOHOM OT 4 Mast
2011 romga N 99-®3 "O nuiieH3upOoBaHUU OTJEIbHBIX BUIOB JEATCIHBHOCTH" .

TAPAHT:

CMm. AJMUHUCTPATHBHBIA pErjaMEeHT HWCHoJHeHUus Munnpomroprom Poccuu rocyaapcTBEHHOM
(GYHKIMHM TIO OCYIIECTBJICHUIO JIMIIEH3MOHHOTO KOHTPOJIA JESATEIBHOCTH IO IPOHU3BOJCTBY
JIEKAPCTBEHHBIX CPEJCTB JJII MEIULHUHCKOTO MPUMEHEHMS, YTBEPKACHHBIA MpUKazoM MuHIpoMropra
Poccun ot 4 oxTs16pst 2013 1. N 1607

3. @epepalbHbIl TOCYJIApCTBEHHBI Ham30op B cdepe oOpamieHusl JIEKapCTBEHHBIX CPEICTB
OCYILIECTBIISICTCS.  YIOJTHOMOYEHHBIMU (peiepabHIMU OpraHaMy HCIIOJHUTENIFHOW BiAacTH (nanee -
OpraHbl TOCYIapCTBEHHOTO HAJ30pa) COTJacHO MX KOMIETEHLUHUH B TOPSAKE, YCTaHOBICHHOM
[IpaBurensctBoM Poccuiickoit denepanuu.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 e. N 429-D3 uwacmv 4 cmamvu 9 nacmosawe2o
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4. OenepanbHBI TOCYAapCTBEHHBIH Ham30p B cdepe oOpameHus JIEKapCTBEHHBIX CpPEACTB
BKJIIOYAET B ceOsl:

1) opraHu3anuio U MPOBEJACHHUE MPOBEPOK COOIIONCHUS CyOBEKTaMU OOpAIEHUS JICKapCTBEHHBIX
CPEICTB YCTAHOBJICHHBIX HacToAIUM PDenepalibHbIM 3aKOHOM M INPHUHATBIMH B COOTBETCTBHUM C HHUM
MHBIMM HOPMAaTHUBHBIMM IpaBOBbIMU akTamu Poccuiickoit ®@epepanuu TpeOOBaHUN K JOKIMHUYECKUM
WCCIIEOBAHMSIM JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUM MCCIENOBAHUSAM JIEKAPCTBEHHBIX IPENApaTroB,
XpaHEHMIO, IIEPEBO3Ke, BBO3Y B Pocculiickyro denepanuio, OTIYCKY, pean3aliuy JIEKapCTBEHHBIX CPECTB,
IPUMEHEHHUIO JIEKapCTBEHHBIX MpenapaToB, YHUUTOKEHHIO JIEKAPCTBEHHBIX CPECTB, a TAKXKE COOTI0ACHUS
YIOJHOMOYEHHBIMH OpraHaMH MCIIOJIHUTEIbHOU BiacTu cyObekToB Poccuiickoit denepanuu METOAMKU
YCTAQHOBJICHUSI TIPE/IETbHBIX Pa3MEPOB ONTOBBIX Ha/10aBOK M MPEEIbHBIX Pa3MEPOB POSHUYHBIX HAJJ0ABOK
K (haKTMUECKHUM OTIYCKHBIM LI€HaM, YCTAaHOBJIEHHBIM IIPOU3BOJUTENISIMU JIEKAPCTBEHHBIX MpEnapaTroB, Ha
JIeKapCTBEHHbIE TMpernaparbl, BKIIOUEHHBIE B I[I€PEUYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX MPEMapaToB (J1ajnee - o0s3aTenbHbIe TpeOOBaHMs ),

2) opraHu3zalio ¥ NpoBeJIeHHE TPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB, HAXOASIIMXCS B
rpaXxAaHCKOM 000pOTE, YCTAaHOBJIEHHBIM TPEOOBAaHUSAM K UX KaueCTBY;

Wndopmarys 06 n3MEeHEHHAX:

Yacms 4 oononnena nynkmom 2.1 ¢ 7 ausapsa 2019 2. - edepanvuviii 3akon om 27 oexaops 2018 o. N
511-D3

2.1) npoBefieHrEe KOHTPOJIBHBIX 3aKYIOK B II€JIIX NMPOBEPKU COONIOICHUS CyObeKTaMH oOpallieHus
JIEKapCTBEHHBIX CPEJCTB, OCYLIECTBISIOIIMMHU POZHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH penapaTamMu JUIs
MEIUIIUHCKOTO TPHUMEHEHHs, TpPaBWI OTIyCKa JIEKAPCTBEHHBIX TMPEIapaToB Il METUITMHCKOTO
npuMeHeHus W (WIK) 3amnpera NOpoJaXxu  (GaJbCU(UIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB,
HeT0OpPOKaYeCTBEHHBIX JICKAPCTBEHHBIX CPEICTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) opranu3anuio u nposesieHHe (hapMaKoHaI30pa;

4) npuMeHeHue B MOPsIJIKe, YCTAaHOBIEHHOM 3aKoHo1aTenbcTBOM Poccuiickoit denepaunu, Mep mo
IPECCUEHUIO BBIABICHHBIX HApyIIEHUIH 00sM3aTeNbHBIX TpeOOBaHMNA M (MJIM) YCTPAHEHMIO IOCIEACTBUI
TaKUX HApyIMICHWH, B TOM YHCIE MPHUHATHE PEIICHUS O HaXOXKICHHH JIEKAPCTBEHHBIX CPEICTB B
oOpallleHnH, BbIiavy MpeInUcaHnii 00 YCTpaHEeHUH BBISBJICHHBIX HapyIIeHUI 00s3aTeNbHBIX TpeOOBaHUM
Y TIPUBJICYCHNE K OTBETCTBEHHOCTH JIUI], COBEPIINBIINX TAKHE HAPYIICHHS.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 oexkabps 2014 e. N 429-D3 wacmv 5 cmamvu 9 nacmoswe2o
DedepanbHo20 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 .

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
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5. @epepalbHbIl TOCYJIApCTBEHHBI Ham3op B cdepe oOpalieHusl JIEKapCTBEHHBIX CPEICTB
OCYILECTBIISIETCS B MOPsJKE, ycTaHOBICHHOM DeepanbHbiM 3akoHoM 0T 26 aexadpst 2008 rona N 294-D3
"O 3ammTe NpaB HOPUAMYECKUX JIML W WHJIMBHUIYAIbHBIX HPEANPUHHUMATENEH IPU OCYLIECTBICHUU
TOCYJApCTBEHHOTO KOHTpOJIA (HAq30pa) W MYHHUIMIIAIBHOTO KOHTPOJSA", C y4eTOM OCOOEHHOCTEH,
YCTaHOBJIEHHBIX HacTosled cratbel. [IpenBapurensHoe cormacoBaHue ¢ opraHaMu IPOKYpaTypbl CPOKOB
NPOBEICHUS BHEIJIAHOBOM TPOBEPKM CYOBEKTOB OOpalIeHUs JIEKApCTBEHHBIX CPEICTB, a TaKkKe
MIPEBAPUTEIIBHOE YBEIOMJICHUE FOPUINYECKHUX JIML, WHIMBHUAYAJIbHBIX MpPEAIpPUHUMATENECH O Hayaie
NpOBEIEHUS 3TOW TpoBepkH He Tpedyercs. OpraHbl NPOKYpaTypbl H3BEHIAIOTCS O MPOBEACHUHU
BHEIUTAHOBON MPOBEPKU CYOBEKTOB OOpalleHHs JEKapCTBEHHBIX CPEACTB IOCPEACTBOM HaIlpaBJICHUSA
COOTBETCTBYIOIIUX JOKYMEHTOB B TEUEHHE TpeX paboumx [HEH ¢ MOMEHTa OKOHYAHHUS MPOBEICHUS
YKa3aHHOW BHEIIAHOBOM MPOBEPKH.

6. JloipkHOCTHBIE JMIIAa OpraHa TOCYJapCTBEHHOI'O HaJa30pa B TOPSAKE, YCTAHOBIECHHOM
3aKoHOJaTeNbCTBOM Poccuiickonn dejepaiiiy, UMET MTPaBo:

1) mony4arh Ha OCHOBAaHUU MOTHBHPOBAHHBIX IMUCHbMEHHBIX 3alIPOCOB OT CYOBEKTOB OOpallleHus
JICKapCTBEHHBIX CPEACTB, OPraHOB HCIOJIHUTEIBHOUW BiacTH cyObekToB Poccuiickoit ®enepaunu u
OpPraHOB MECTHOTO CaMOYINpaBJICHUS JOKYMEHTHI M HWHQPOPMAIMIO IO BOIpOCaM OOpalieHus
JIEKAPCTBEHHBIX CPEJCTB;

2) OecHpenaTCTBEHHO IO MPEAbSBICHUU CIYKEOHOrO YAOCTOBEpEHUS U KONHU IpUKa3a
(pacnopsikeHHsI) opraHa rocyJIapCTBEHHOI'O HaJa30pa O Ha3HAYEHUH MPOBEPKHU IMOCEIaTh UCHOIb3yeMbIe
IOPUAMYECKUMU  JIMLIAMH, WHJIUMBUAYAJbHBIMU NPEIIPUHUMATEISIMH, SBISIOLUMUCS CyObEKTaMU
oOpallleHusl JIEKapCTBEHHBIX CPEICTB, MPHU OCYIIECTBICHUHM CBOCH NEATEIbHOCTH TEPPUTOPHUH, 3JIaHUS,
MOMEILEHUS U COOPYKEHUS B LENSIX IPOBEIACHUSI MEPOIIPUATHI 110 KOHTPOJIIO;

3) mpoBoAUTH OTOOP OOpa3lOB JIEKAPCTBEHHBIX CPEACTB, MPEAHA3HAUCHHBIX JI peallu3aluu U
peanu3yeMbIX CyObeKTaMu 00paleHns JEKapCTBEHHBIX CPECTB, /Ul MPOBEPKH MX Ka4eCTBA, IPOBEICHHS
UCCIICIOBAaHUM, HUCHBITAHUA B COOTBETCTBMM C TMpaBHJIaMH OTOOpa o00pa3loB, YCTaHOBJIEHHBIMU
YIOJHOMOYEHHBIM (e/IepaJIbHbIM OPTaHOM MCIIOIHUTEIBHON BIACTH;

Wndopmarys 06 m3MEeHEHHAX:

Yacms 6 oononnena nynkmom 3.1 ¢ 7 aunsapsa 2019 e. - @edepanvrviii 3akon om 27 dexaops 2018 o. N
511-D3

3.1) mpoBOAWTH KOHTPOJBHBIE 3aKyNKH JIEKQPCTBEHHBIX TNPENapaToB IS METUIIMHCKOTO
OPUMEHEHHS B LEJNAX HPOBEPKH COONIOJCHUs CyOBeKTaMH OOpalleHusl JIEKapCTBEHHBIX CPEJICTB,
OCYIIECTBISIOIIMMU  PO3HUYHYIO TOPrOBIIIO JIEKAPCTBEHHBIMU TpenaparaMyd i  MEIUIIMHCKOTO
OPUMEHEHHUs, MpaBUJ OTIyCKa JIEKApCTBEHHBIX NpenapaToB JUIsl MEAULMHCKOTO MPUMEHEHUs U (WIH)
3anpera nOpoAaxku  (ambCUUUUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  HENOOPOKaueCTBEHHBIX
JIEKapCTBEHHBIX CPEAICTB U KOHTPAa()aKTHBIX JIEKAPCTBEHHBIX CPEJICTB;

4) BbIIaBaTh CyOBEKTaM OOpaleHHs] JEKApCTBEHHBIX CPEJICTB MPEANHCAHHUS O MpeKpalleHUuH
HapyleHni 00s3aTeNbHbIX TpeOOBaHUW M 00 YCTPaHEHWHU BBIABICHHBIX HAapyLIEHUH OO0S3aTeNbHBIX
TpeOOoBaHUi;

5) HampaBisATh B YIOJHOMOYEHHBIE OpraHbl MaTepuajbl, CBS3aHHbIE C HaPYLICHUSIMHU
00s3aTeNbHBIX TPeOOBAHUMU, NJISI PELIeHHs] BOIMPOCOB O BO30YXKIEHHWU YTOJOBHBIX [l IO IMpPU3HAKAM
IIPECTYILICHUHN.

Wudopmanust 00 n3MEHEHUSX:

Deoepanvrvim 3akonom om 22 Oexkabps 2014 2. N 429-@3 cmamws 9 nacmoawezo Dedepanvroco
3aKOHA 00NoIHeHa yacmoio 7, scmynarowen 6 cuny ¢ 1 uons 2015 a.

7. Bb100pOUHBIN KOHTPOJIb KaYecTBa JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIIAETCS YITOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTEIFHON BIIACTH B YCTAHOBICHHOM MM TOPSI/IKE U BKITFOYAET B CEOSL:

1) oOpaboTKy cBeleHH, B 00s3aTeIbHOM MOPSIKE MPEIOCTaBIIEMBbIX CyObeKTaMU OOpaIleHus
JIEKApCTBEHHBIX CPEICTB, O CEPHSX, MAPTHIX JEKAPCTBEHHBIX CPEACTB, MOCTYIAONINX B TPaKIaHCKHA
obopot B Poccuiickoit denepanmu;

2) oTO0p 00pa3IoB JICKAPCTBEHHBIX CPEICTB Y CYOBEKTOB OOpaIleHUs JIEKAPCTBEHHBIX CPEJICTB B


http://ivo.garant.ru/document?id=12064247&sub=0
http://ivo.garant.ru/document?id=72039346&sub=22
http://ivo.garant.ru/document?id=70726338&sub=1430
http://ivo.garant.ru/document?id=70726338&sub=41

HEeNSIX MPOBEACHUS HCIBITAHUN HAa UX COOTBETCTBUE TPeOOBAaHUSM HOPMATHBHOW JOKYMEHTAIMHM WM
HOPMATUBHBIX TOKYMCHTOB;,

3) npuHsATHE MO pe3yJbTaTaM MPOBEACHHBIX HCIBITAHUI PElIeHUs O JallbHEHIIeM Ipa)kIaHCKOM
000pOTE COOTBETCTBYIOLIETO JEKAPCTBEHHOTO CPEJICTBA;

4) npuHATHE YHNOJHOMOYEHHBIM (efepalbHbIM OPraHOM HCIHOJHUTENIBHON BJIACTU pPELICHUS O
MEPEeBOJIC JICKAPCTBEHHOTO CPEJICTBA HA TOCEPHIHBINA BHIOOPOUYHBIM KOHTPOJIh KAa4eCTBA JICKAPCTBEHHBIX
CpPEICTB B CiIy4yae IIOBTOPHOI'O BBISBICHUS HECOOTBETCTBUS KAaueCTBAa JIEKAPCTBEHHOIO CpENICTBA
YCTQHOBJICHHBIM TpeOoBaHMsAM H (IpU HEOOXOOUMOCTH) O TPOBEpKE CyObeKkTa oOpalieHus
JIEKapCTBEHHBIX CpEACTB. Pacxojbl, CBA3aHHBIE C MPOBEIECHUEM MOCEPUHHOr0 BHIOOPOUYHOIO KOHTPOJISL
Ka4yecTBa JICKAPCTBEHHBIX CPEJCTB, OIUIAYMBAIOTCS IMPOU3BOJHUTEIEM JICKAPCTBEHHOTO CPEACTBA JIMOO
JIep>KaTesIeM W BJIaJIeblIeM PErUCTPALIMOHHOIO yI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 9 HaCTOAIICTO (DeﬂepaﬂbHOFO 3aKOHa

I'naBa 5. Pa3pa®oTka, 10KJIMHUYECKHE HCCIe0BAHNS JIEKAPCTBEHHBIX CPEACTB, a TAKKe
KJIMHHYECKHEe UCCIIeJOBAHNS JIEKAPCTBEHHBIX NMPENapaToB AJIA BeTePUHAPHOIO NPUMeHEeHUs

Cratbs 10. Pa3paboTka JIeKapCTBEHHBIX CPEACTB

1. Pa3paboTka JIEKapCTBEHHBIX CPEICTB BKJIIOYACT B ceOs TMOMCK HOBBIX (DapMaKOJIOTHUYECKU
AaKTUBHBIX BEIIECTB, IMOCIEAYIOLIEe HW3Y4YCHHE UX JIeKApCTBEHHBIX CBOWMCTB, JIOKIMHUYECKHE
UCCIIEIOBaHMs, pa3pabOTKy TEXHOJOTWH MPOU3BOACTBA (hapMaIeBTHYECKUX CYyOCTaHIMA, pa3paboTKy
COCTaBOB U TEXHOJIOTUN ITPOM3BO/ICTBA JIEKAPCTBEHHBIX MPENAPaTOB.

2. ®uHaHCcOBOE obecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET:

1) cpencTB ¢enepanbHOTroO OOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEIICTB;

3) cpeAcTB MpPOU3BOAUTENCH  JIEKAPCTBEHHBIX CPEICTB TPU  BBINOJIHEHUH  HAy4YHO-
UCCIIEIOBATEIIbCKMX paboT 1O JOTOBOPY MEXIy pa3pabOTYMKOM JIEKApCTBEHHBIX CPEICTB U
IPOM3BOIUTENIEM JICKAPCTBEHHBIX CPE/ICTB;

4) MHBIX HE 3alPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepaniuu HCTOYHHKOB.

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

CMm. xommeHTapuu Kk ctathe 10 HacTosero denepalbHOTO 3aKOHA

Cratpa 11. I[OKJ'II/IHI/I‘IGCKOC HCCIICAOBAHUC JICKAPCTBECHHOI'O CpCACTBa A MCAUIHUHCKOIO
MMPUMCHCHUA
1. HOK.HI/IHI/I‘—IGCKOQ HCCIICAOBAHUC JICKAPCTBECHHOI'O CpeACTBa MJII MCAUIUHCKOTIO MPUMCHCHHA
MMPOBOAUTCA MIYTEM TMPUMCHCHHA HAYUYHBIX MCTOAOB OICHOK B MNEAX IMOJYUYCHUSA JOKa3aTCJILCTB
66301’[3.CHOCTI/I, KadeCTBa U B(I)(bCKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axkonom om 22 Oexabdps 2014 e. N 429-d3 6 yacme 2 cmamvu 11 nacmoswezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexecm wacmu 8 npeovloyujeli peoaKyuu
2. JIOKJIMHUYECKOE HCCIEeIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA JUIsl MEIUIMHCKOIO MPUMEHEHHUS
IPOBOJIUTCS B COOTBETCTBHM C TIpaBMJIaMU HajAJekalled 1a0opaTOpHOM MpPaKTHUKH, YTBEP>KIACHHBIMU
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM HCTIOTHUTEIbHOU BIIACTH.

Wndopmarius 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 2 utoaa 2013 2. N 185-D3 6 uacmv 3 cmamwvu 11 nacmosweco
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DedepanbHoeo 3aKOHA BHECEeHbL UBMeHeHUs, ecmynalowue 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. Jlns opraHu3alMy U TPOBENEHUS JOKIMHUYECKOTO HCCIEIOBAHUS JEKAPCTBEHHOTO CPEICTBA
JUIE MEIUIIUHCKOTO TPUMEHEHUsS] pa3pabOTUYMKH JICKAPCTBEHHBIX CPEACTB MOTYT INPHUBJIEKATh HAYyYHO-
UCCIIEIOBATEIbCKUE OpraHu3aluy, 00pa3oBaTEIbHBbIC OPraHU3aIlMH BBICIIETO OOpa30BaHMS, WMEIOIIUE
HEOOXOJIMMYI0  MaTepUAIbHO-TEXHUYECKYI0 0a3sy ¥  KBaIM(QUIMPOBAHHBIX  CIICIUATUCTOB B
COOTBETCTBYIOIIEH 00JaCTH UCCIIEIOBAHMUS.

4. JIOKIMHHYECKOE WCCIIEIOBAaHHE JICKAPCTBEHHOTO CPEICTBA UISI MEAMIIMHCKOTO IMPHUMEHCHHSI
MPOBOAMTCS 10 YTBEPKACHHOMY pPa3paOOTUMKOM JIGKAPCTBEHHOTO CPEACTBA IUTAHY C BEICHUEM
NPOTOKOJIa 3TOTO WCCIECIOBAHHUS W COCTAaBJICHHUEM OTYETa, B KOTOPOM COJAEPIKATCS PE3yJbTaThl ITOTO
UCCIICIOBAaHMS U 3aKIIIOYEHUE O BO3MOXXHOCTH MPOBEACHUS KIMHUYECKOTO UCCIIEIOBAaHUS JICKAPCTBEHHOTO
npenapara Juisi MEJIUIUHCKOTO IPUMEHECHHSI.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 5 cmamvu 11 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. TlpoBeacHWe TPOBEPOK COONIIOJIEHUS TMIPABHI HAJISKAMEH TabOpaTOpHOH TPAKTUKH U
MPABOBBIX HOPM HCIOJB30BAHUS KUBOTHBIX MPH TPOBEACHUHM JIOKJIMHHUYCCKHX HCCIICTOBAHHMA
JICKApPCTBCHHBIX CPEICTB JUIS MEIUIMHCKOTO TPHUMEHEHHS OCYIIECTBIICTCS  yIIOJIHOMOYECHHBIM
deneparbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH.

6. Pe3ynbTaThl JOKIIMHHUYECKOTO HWCCIEAOBAHUS JICKAPCTBEHHOTO CPEJACTBA JIISI METUIIMHCKOTO
NPUMEHECHUS MOTYT OBITh TPEICTABJIICHBI B YIOJHOMOYEHHBIH (henepanbHblii OpraH WCIOTHUTEILHOM
BJIACTH B YCTAHOBJICHHOM TIOPSIJIKE B IIEIISIX TOCYIAPCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO Mperapara.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 11 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

Crarba 12. JIOKIMHHMYECKOE HCCIIEJOBAaHUE JIEKAPCTBEHHOIO CpPEACTBA M KIMHUYECKOE
UCCJIEIOBaHKE JIEKaPCTBEHHOI'O IIperapara /il BETEpUHAPHOTO PUMEHEHUS

1. JIOKIMHUYECKOE HMCCIEAOBAHNUE JIEKAPCTBEHHOIO CPEACTBA JII BETEPUHAPHOIO IPUMEHEHHUS
IPOBOAMUTCS IIyT€M IPUMEHEHMs] HAy4yHBIX METOJIOB OIEHOK B IENAX IOJyYeHHUs JI0Ka3aTelbCTB
0€30MacHOCTH, KauecTBa U Y(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA, B TOM UHUCIIE OMpPEENIEHUs CPOKa
€ro BBIBEJICHMS U3 OpraHu3Ma *XKMBOTHOTO, B LEJIAX oOecredeHusi 0e30MacHOCTU MPOIYKIUN KUBOTHOTO
IIPOUCXOXKIECHUS MTOCIIE IPUMEHEHUS COOTBETCTBYIOILETO JIEKapCTBEHHOTO Mperapara.

2. JIOKJIMHMYECKOE MCCIEJOBAHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIEI0BaHUE
JIEKapCTBEHHOTO TIpernapara Ui BETEepUHAPHOIO MNPUMEHEHHs, HCCIIeJ0BaHNe OMOIKBHUBAIEHTHOCTH
YKa3aHHOT'O JIEKApCTBEHHOTO IpernapaTa MPOBOJATCS B COOTBETCTBUU C TIPaBUIIaMU, YTBEPKICHHBIMU
YIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHOM BIACTH.

TAPAHT:

CMm. Meroauueckue ykasanus "[IpoBefeHHE KayeCTBEHHBIX HCCIEAOBAaHUM OHOIKBUBAJICHTHOCTH
JIEKapCTBEHHBIX CPeACTB", yTBEepKaAeHHbIe Mun3apascoipa3sutus Poccuu ot 30 aBrycra 2004 r.

3. JloKIMHHMYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOE MCCIEA0BAaHUE
JIEKapCTBEHHOI'0 Ipemnapara JUisi BETEPUHAPHOTO MPUMEHEHHS TMPOBOJATCA IO YTBEPKIECHHOMY
pa3pabOTYUKOM JIEKApCTBEHHOTO CpEACTBA IUIAHY C BEJEHUEM IPOTOKOJIOB 3THUX HCCIENOBAHUN U
COCTaBJIEHHMEM OTYETOB, B KOTOPBIX CO/IEPKATCS PE3YJIbTAThI 3TUX UCCIETOBAHUIA.

4. [Ins opraHu3aluy ¥ NPOBEAECHUS JOKIMHUYECKOTO MCCIIEN0BAHUS JIEKAPCTBEHHOIO CPEACTBA U
KJIIMHUYECKOT0 MCCIe0BaHU JIEKApCTBEHHOTO Mpenapara AJisl BEeTepUHAPHOIO MPUMEHEHHUS pa3paboTurk
JIEKapCTBEHHOTO CPEJICTBA MOJKET IMPHUBIIEKATh OpPraHU3alMM, MUMEIOLIMEe HEOO0XOIUMYI0 MaTepHallbHO-
TEXHUUYECKYIO 0a3y U KBaM(UIHUPOBAHHBIX CHEIUATMCTOB B COOTBETCTBYIOLIEH 00J1aCTH UCCIEIOBAHMUS.
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5. Knunudeckue uccrienoBaHus JIEKAPCTBEHHBIX IPENapaToB A BETEPUHAPHOTO MPUMEHEHHUS
IPOBOASTCS B BETEPUHAPHBIX OpraHu3alMsIX M B OpPraHU3alUsAX, OCYIIECTBISIOLIUX pa3BEICHUE,
BbIpalBaHUE U COJIEP)KAHUE KUBOTHBIX, B LEJISIX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPETIAPATOB 3/10POBBIMU KUBOTHBIMU;

2) moabopa ONTHMAJBHBIX JIO3UPOBOK JIEKAPCTBEHHBIX MpEnaparoB M Kypca JEYeHUs Ha
KOHKPETHOM TPYIITE )KUBOTHBIX C ONPE/IEIICHHBIM 3a00JI€BaHUEM;

3) ycraHoBieHuss ~ Oe3omacHOCTM M 3(PGPEKTUBHOCTH  JIGKAPCTBEHHOrO  Iperapara,
NpPEIHA3HAYCHHOTO JUIs JICYCHUS ONpEACTCHHbIX 3a00JIeBaHUI KHUBOTHBIX, HIHM 3((HEKTUBHOCTH
JIEKapCTBEHHOT'0 Ipernapara Juis NpouiakTuky 3a00JIeBaHUN 3I0POBBIX )KUBOTHBIX;

4) u3ydeHuss BO3MOXHOCTEH pacIIMPEHMs] IOKa3aHUM K INPUMEHEHHUIO 3aperuCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara 1 BhISIBICHUS PaHEe HEU3BECTHBIX MOOOYHBIX JICHCTBUI.

6. KnunHuueckoe ucciiejoBaHHE JIEKAPCTBEHHOIO Ipernapara [y BETEPUHAPHOIO IPUMEHEHUs
OCYIIECTBIISIETCS 32 CUET CPEJCTB pa3pabOTUYHKA JIEKAPCTBEHHOTO CPE/ICTBA.

7. OtueTsl O pe3yibTaTax JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOI'O CpEACTBA U
KIIMHUYECKOTO  HUCCIICJIOBaHMSI  JICKAPCTBEHHOTO  Iperapara i  BETEPUHAPHOTO  MPUMEHEHHUS
COCTaBJISIIOTCA Pa3pabOTUMKOM JIEKAPCTBEHHOI'O CpEACTBA C YYETOM 3aKJIIOYEHUM OpraHu3auui,
MPUHUMABIINX YYaCcTHE B OPraHU3AIMK U TPOBEJCHUH 3TUX UCCIIEI0OBAHUI.

8. KoHTpons 3a mnpoBeJeHHEM JOKIMHUYECKUX MCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U
KIIMHUYECKUX  HMCCIEIOBAHUN  JICKQPCTBEHHBIX IMpErnapatoB Ui BETEPUHAPHOTO  MPUMEHEHHUS
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heepabHbIM OPTaHOM HCTIOTHUTEIBHOM BIACTH.

TAPAHT:

CMm. komMeHTapuu K ctaTthe 12 HacTosuero denepajbHOrO 3aKOHA

I'naBa 6. OcyiecTBiIeHHE TOCYIAPCTBEHHOM PerucTpPaluy JeKAPCTBEHHBIX NPenapaTos

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axonom om 22 dexaobps 2014 2. N 429-D3 cmamovs 13 nacmosuwezo PedepanbHoco
3aKOHA U3I0JHCEHA 8 HOBOU pedakryuu, ecmynaiowell 6 cuny ¢ 1 uroas 2015 a.

Cm. mexem cmamuu 8 npeovloywels peoaKyuu
Cratbs 13. ['ocygapcTBeHHas perucTpanus JEKapCTBEHHBIX IIPENapaToB

Wndopmarys 06 m3MEeHEHHAX:

Deoepanvrvim  3axonom om 13 wuwona 20152 N 241-P3 yacme [ cmamvu 13 Hacmoswezo
DedepanbH020 3aKOHA U3LONHCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. B Poccuiickoii ®@enepanun JOMyCKAKOTCs MPOU3BOACTBO, U3TOTOBJIEHUE, XPAHEHNUE, IIEPEBO3KA,
BBO3 B Poccuiickyro ®denepanuro, BeiBo3 u3 Poccuiickoin @enepannu, peknama, OTIYCK, peanu3alys,
nepegaya, MPUMEHEHHME, YHMUYTOKEHUE JIEKapCTBEHHBIX IIPEMAapaToB, €CIM OHU 3aperMCTPUPOBAHBI
COOTBETCTBYIOIIKMM YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH.

2. I'ocynapcTBEHHOM perucTpanuy Moyiexar:

1) Bce jexapCTBEHHBIE TpernapaThl, BIEPBBIC MOJJISKAINEe BBOAY B oOpamieHue B Poccuiickoii
denepaunu;

2) nexkapCTBEHHbIE IpemnapaThl, 3aperUCTPUpPOBAaHHBbIE paHEe, HO MPOU3BEAEHHBIE B JIPYrHX
JIEKapCTBEHHBIX (pOpMaxX B COOTBETCTBHH C TiepeyHEeM HAMMEHOBAaHUMN JIEKapCTBEHHBIX (opMm, B HOBOU
JIO3UPOBKE IPH JI0KA3aTENbCTBE €€ KIMHNUYECKON 3HAYMMOCTH 1 3()(PEKTUBHOCTH;

3) HOBBIe KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX MPENapaToB.

3. I'ocynapcTBeHHasi perucTpalys JIEKapCTBEHHBIX MPENnapaToB OCYIIECTBISETCS MO pe3ysibTaTaM
OKCHEPTHU3bl JICKAPCTBEHHBIX CPEJICTB, a TOCYIApCTBEHHAs PETrUCTpanus OpQaHHBIX JEKapCTBEHHBIX
IIpPEernapaToB OCYIIECTBISIETCS IO pe3ysibTaTaM JKCIEePTH3bl JOKYMEHTOB, MPEJCTABIECHHBIX IS
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orpezesieHus BO3MOXXHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN IMpernapaT Uil MEeIULHUHCKOIO MPUMEHEHHUS
IIPU OCYIIECTBICHUHU TOCYJAapCTBEHHOM PErucTpaluy B KauecTBe Op(aHHOro JIEKapCTBEHHOIO Mperapara,
U TI0 pe3yJibTaTaM SKCIEePTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. l'ocynapctBeHHass ~ perucrpanus JIEKapCTBEHHOT'O npenapara OCYILIECTBIISIETCS
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJIHUTENIBHON BIIaCTH B CpPOK, HE
NPEBBIMIAIOIINN CTa MIECTUAECATH pabounx AHEW CO JHS MPHUHATUS COOTBETCTBYIOIIETO 3asBICHUS O
rOCy/IapCTBEHHOW pEerucTpalnuy JIeKapCTBEHHOro Mpemnapara. B yka3aHHBI CpOK BKJIIOYAETCS Bpems,
HE00X0IMMOE ISl TIOBTOPHOTO MPOBEACHUS SKCIEPTU3bI JEKAPCTBEHHOTO CPEICTBA B COOTBETCTBHU CO
cratbeil 25 Hactosmero denepanbHoro 3akoHa. Cpok rocyAapCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npernaparta UCUUCIISETCS CO THS MPUHATHS COOTBETCTBYIOLIUM YIIOJHOMOUYEHHBIM (heZiepaibHbIM OpraHOM
UCIIOJTHUTENIbHOM  BIACTH  COOTBETCTBYIOIIETO  3asBJIEHUS O TOCYJIApCTBEHHOM  perucrpaiuu
JICKapCTBEHHOTO TMpemapara ¢ NPWIOKEHHEM HEOOXOJUMBIX JOKYMEHTOB IO JEHb BbIJAud
PErUCTPALIMOHHOTO yIOCTOBEPEHHS JIEKaPCTBEHHOTO Mpemnapara. Bpemsi, HeoOxoaqumoe A HampaBiIeHUs
YIOJHOMOYEHHBIM (peIepalIbHbIM OpPraHoM MHCIIOJIHUTEIbHOW BJACTH 3ampoca O MpeACTaBICHUU
HEOOXOJMMBIX MAaTepPHAJIOB U MPECTABICHUS 3agBUTENIEM OTBETA Ha JIAaHHBIM 3apOC B COOTBETCTBUU CO
cratbsiMu 16, 19 m 23 nacrosmero deaepaibHOTO 3aKOHA, HE YYMTBIBAETCA IMPU HCUHUCICHUU CPOKa
roCy/IapCTBEHHOU PETUCTPALIMU JIEKApCTBEHHOTO Mpenapara.

5. T'ocynapCTBEHHOW pEerucTpalmu HE MOAJIeKAT:

1) nmexkapcTBeHHbIE IMpenaparbl, U3TOTOBJICHHbIE ANTEUYHBIMH OpPTaHHU3AIUSMHU, BETEPUHAPHBIMU
anTEeYHBIMH OPraHU3alUAMH, WHIAUBUAYAJIbHBIMU TPEANPUHUMATEISIMHA, KOTOPbIE UMEIOT JIMIICH3UIO HA
(dbapMaleBTUYECKYIO JESATENbHOCTh, IO pelenTaM Ha JIeKapCTBEHHbIE MpemapaTbl U TpPeOOBaHUAM
MEAMIMHCKUX OpraHu3aliil, BETEpUHAPHBIX OpraHU3allHii;

2) nexapcTBEHHBIE Mpernaparhl, MpuoOpeTeHHbIe GU3NYECKUMU JIMIIAMU 3a npeaenamu Poccuiickoi
®denepalyiy U MpeIHa3HAYEHHbIE AJIs TMYHOTO MCII0JIb30BaHMUS;

3) nekapcTBEHHBIE MpemnapaThl, BBO3UMbIe B Poccuiickyto Denepanuio A OKa3aHus MEIUIIMHCKON
MOMOUIH T0 >KU3HEHHBIM IOKa3aHUSM KOHKPETHOI'O MallieHTa Ha OCHOBAaHWM pa3pelleHHs, BbIIAHHOTO
YIOJTHOMOYEHHBIM (eiepaIbHBIM OPTaHOM MCIIOTHUTEILHON BIACTH;

4) nexkapCTBEHHBIE CpelCTBa, BBo3uMble B Poccuiickyro denepannio Ha OCHOBAHUHM BBIJIAHHOTO
YIOJTHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJHUTEIBHOW BIIACTH pa3pellieHHs] U MpeaHa3HAYeHHbIE
JUISL TIPOBEIEHUS KJIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHBIX NpernapaToB W (WIM) MPOBEACHUS
SKCHEPTU3bl  JIEKAPCTBEHHBIX  CPEICTB  JJs  OCYILUECTBIEHUS  TOCYJAapCTBEHHOM  perucrpanuu
JIEKapCTBEHHBIX [IPENapaTos;

5) papmaneBTHUecKre CyOCTaHINM;

6) pamuodapmaleBTUUECKHE JIEKAPCTBEHHBIC MperapaThl, W3TOTOBJICHHBIE HEMOCPEACTBEHHO B
MEAMIIMHCKUX OPTraHU3alluiX B TIOPsIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (eaepaabHbIM OpPraHOM
UCIIOJTHUTENIbHOM BIIACTH;

7) nexapCTBEHHbIE IPeNapaThl, MPOU3BOAUMBIE JJIS SKCIIOPTA.

6. He nomyckaercs rocygapCTBEHHAsi pErucTpanus:

1) nexapCTBEHHBIX MpeNaparoB, OTIWYAIOLIMXCS JAPYyTr OT Jpyra KayeCTBEHHBIM COCTaBOM
JNENCTBYIOIINX BEIECTB, O] OJUHAKOBBIM TOPIrOBHIM HAMEHOBAHUEM;

Wndopmarys 06 n3MEHEHUAX:
Ilynxkm 2 usmenen ¢ 15 urons 2018 2. - @edepanvuviii 3akon om 4 uronsn 2018 . N 140-D3
CMm. npedbloywyro peoakyuio

2) OJHOTO JIEKapCTBEHHOI'O Ipernapara, MpeJCTaBIEHHOI0 Ha IOCYJapCTBEHHYIO PETUCTPALMIO B
OTHOIIEHUH OJHOTO W TOTO K€ JepaTellds WM Biajeiblla PErucCTPAlMOHHOIO YyIOCTOBEPEHHS
JIEKapCTBEHHOTO TMpemnapata B BUAEC JABYX U 0Oojiee IIEKAPCTBEHHBIX IMPEMapaToB MO Pa3TUYHBIMU
TOPTrOBBIMU HAUMEHOBAaHUSIMHU.

7. Ilo 3ampocy (B ayeKTpoHHOW (opMe Wi Ha OyMaXXHOM HOCHUTeNe) cyObeKTa OoOpalieHus
JIEKapPCTBEHHBIX CPEACTB COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (eiepanbHbIM OPraHOM HCIIOJIHUTEIbHON
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BJIACTHU, OCYILECTBISIOUIMM TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKApPCTBEHHBIX IpEnaparoB, B
YCTAaHOBJIEHHOM UM MOPSIKE OCYIIECTBISAETCS HAy4YHOE KOHCYJIbTHPOBAHUE IO BOIPOCAM, CBSI3aHHBIM C
MPOBEJCHUEM JOKIMHUYECKUX MCCIEAOBAHUN, KIMHUYECKUX UCCIIEOBAHUI JIEKAPCTBEHHBIX MPENapaTos,
OKCHEPTH3bl KAueCTBA JIEKAPCTBEHHBIX CPEACTB, F(P(PEKTUBHOCTH M OE30MACHOCTH, C OCYIIECTBICHUEM
rOCy/IapCTBEHHOW PETUCTPALlUU JIEKapCTBEHHBIX IMpernapaToB. KoHCynbTUpOBaHHE OCYIIECTBISIETCS C
npuBJeueHHEM (eaepanbHbIX TOCYAapCTBEHHBIX OI0/DKETHBIX YUPESKICHUH, TOABEIOMCTBEHHBIX JAHHOMY
denepanbHOMy OpraHy HCIOJHUTEIBHON BIIACTM W HE YYACTBYIOIIMX B OpraHU3alldd IPOBEICHUS
OKCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEACTB B LEIAX OCYLIECTBIEHHUS HX TIOCYAapCTBEHHOU
pPErucTpallMid B COOTBETCTBHHM CO cTarThell 16 Hacrosimero denepalbHOr0 3aKOHA, B BHJAE OTBETa B
NUCHbMEHHOW (OpME YIOIHOMOYEHHOTO (peiepaJbHOr0 OpraHa HCIOJIHUTENBHOW BJIACTH Ha 3ampoc.
Pazmep B3uMaeMoii ¢ 3asiBUTENIA IIAThl ONPEENSIeTCS B COOTBETCTBUH C 3aKOHOATeNLCTBOM Poccuiickoit
Denepanun 00 OpraHu3alyy IPeAOCTaBICHHS TOCYyIapCTBEHHBIX U MyHUIMNAIBHBIX yeiryT. MHopmarus
00 OCYIIECTBICHUN HAYYHOTO KOHCYJIbTUPOBAHHUSA, B TOM YHUCIIE CTaThU, 0030pbI, CIPABOYHBIC MaTEPHAIIBI
U MHasg uHpopMarys 00 OCYIIECTBICHUH HAYYHOTO KOHCYJIBTHPOBAHUS, pPa3MEIIaeTCs Ha OPHUIHATHLHOM
caiiTe yMOJIHOMOYEHHOTO (enepaabHOr0 OpraHa HCHOJHUTENbHOW Biactu B cetd "HHTepHer" c
COONIOICHUEM OrPAaHUYEHHUH, YCTAHOBJIEHHBIX 3aKOHOJATEILCTBOM O IEPCOHAJIBHBIX JIaHHBIX,
KOMMEPUYECKOH U (W) TOCYTapCTBEHHOM TaiiHe.

8. I'ocynapcTBeHHass perucTpanus JEKapCTBEHHBIX IPENapaToB, KOTOpbIE MpeAHA3HAYEHbI IS
NPUMEHEHUS B YCIOBHUSX BOCHHBIX JIEHCTBUH, YpPE3BBIYAMHBIX CHUTyaluid, NPOGUIAKTUKA U JICYCHUS
3a00JIeBaHUN M MOPaKEHUM, MOJYUYEHHBIX B pe3yjbTaTe BO3ACUCTBUS HEOIArONpUATHBIX XUMHUYECKHX,
OMOJIOTUYECKHX, paHallMOHHBIX (AKTOPOB, W pa3paboTaHbl MO 3aJaHUI0 (efepanbHBIX OpPraHOB
VCIIOJIHUTENIbHOM BJIACTH, YIIOJIHOMOUYEHHBIX B 00JaCTH OOOpPOHBI CTpaHbl U 0€30IIaCHOCTU I'OCY/apCTBa,
OCYIIECTBIISIETCS B OpsiAKe, yctaHoBIeHHOM [IpaButenbctBoMm Poccuiickoit denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 13 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 14 nacmosuweco @PedepanbHoco
3AKOHA U3NI0JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu

Cratbs 14. [IpuHIUDBI SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

1. DkcnepTr3a JeKapCTBEHHBIX CPEJCTB OCHOBBIBAECTCS Ha NMPUHIMIIAX 3aKOHHOCTH, COOIIOACHUS
npaB ¥ CBOOOJ dYelOBEKa M TpaKJAaHWHA, TpPaB IOPUAMYECKOTO JIMIA, HE3aBHCUMOCTH DJKCIIEpTa,
O0OBEKTMBHOCTH, BCECTOPOHHOCTH M TIOJIHOTHI HCCJIEIOBAHUN, NPOBOJUMBIX C HCHOJIb30BAHUEM
COBPEMEHHBIX [JOCTI)KEHUH HAyKM M TEXHUKH, OTBETCTBEHHOCTH (e/lepalbHOr0 T'OCYIapCTBEHHOIO
OFO/DKETHOTO YUPEXKIACHUS IO TPOBEACHUIO SKCIEPTU3bl JIGKAPCTBEHHBIX CPEICTB W OKCIEPTOB 32
NPOBE/IEHUE U KaYeCTBO IKCIIEPTHUBI.

2. DKcrepTr3a JIEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO MPIMEHEHHS BKJIIOYAeT B ceOsl:

1) skcnepTu3y AOKYMEHTOB, MPEACTABICHHBIX Ui ONpEIeNCHHs BO3MOXHOCTH PaccCMaTpHUBATh
JICKApCTBEHHBIM TIpenapar Ijisi MEIUIIMHCKOTO TMPHMEHEHHS TPH OCYIIECTBICHHH TOCYIapCTBEHHON
perucTpaimy B Ka4ecTBe OpPaHHOrO JEKapCTBEHHOTO Mpernapara;

2) BKCTIepTH3Y MPEUIOKEHHBIX METOIOB KOHTPOJISI Ka4eCTBa JICKAPCTBEHHOTO CPEJICTBA U Ka4eCcTBa
NPECTaBICHHBIX 00pa3loB JIEKAPCTBEHHOIO CPEICTBA C MCIIOJB30BAaHHMEM 3THUX METOJOB (Janee -
JKCIIepPTH3a KauecTBa JIEKaPCTBEHHOI'O CPEICTBA);

3) D9KcHepTHU3y OTHOLIEHHMS OXHJIAEMOM IMOJb3bI K BO3MOXKHOMY PHCKY TNPUMEHEHUS
JIEKapCTBEHHOT'0 Tpernapara.

3. DkcnepTH3a JEKapCTBEHHBIX MpPENapaToB JJIsi BETEPHUHAPHOTI'O NMPHUMEHEHUs BKIIIOYaeT B cels
JKCIIEPTH3y KayecTBa JIEKAPCTBEHHOTO CPEJICTBA U DJKCIEPTU3Y OTHOIICHMSI OKMIAaeMOW IMOJIb3bl K
BO3MOXXHOMY PHCKY IPUMEHEHUS JIEKapCTBEHHOTO Ipernapara.
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T'APAHT:

Cwm. [Tonoxkenue o mopsaaKe SKCHEPTU3bl, UCIIBITAaHHUS U PETUCTPAllMK BETEPUHAPHBIX NpenaparoB B PO,
YTBEPXkKACHHOE | TaBHBIM IOCY1apCTBEHHBIM BETEpUHAPHBIM UHCIIEKTOPOM P®D 3 okTsa6pst 1995 r.

CMm. komMeHTapuu K ctaTthe 14 HacTosero denepabHOrO 3aKOHA

Cratba 15. ®enepanbHoe TOCYyIapCTBEHHOE OIOJDKETHOE YUPEXKJEHHE 110 IPOBEJICHUIO
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

DKcrnepTu3a JeKapCTBEHHBIX CPEICTB MPOBOAUTCA (efepaibHbIM TOCYIaPCTBEHHBIM OHOIKETHBIM
YUPEKACHUEM COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOTO (heAepabHOTO OpraHa WCHOJIHUTENBHOM BIIACTH,
CO3JaHHBIM [UIsi OOecrevyeHHsT HUCIOJHEHHUS MOJIHOMOYU 3Toro (enaepaibHOr0 OpraHa MO BblIaye
paspelieHuii Ha MpPOBEACHHUE KIMHUYECKUX MCCIEAOBAaHUN JIEKapCTBEHHBIX NpenaparoB W (WiIu) IO
roCy/IapCTBEHHOU PETUCTPALIUU JIEKApPCTBEHHBIX MPENaparoB (J1ajee - SKCIEPTHOE YUPEKICHHE).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 15 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 naumenosanue cmamvu 16 nacmosweco
DedepanbHo20 3aKOHA UBNONCEHO 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mekcm HAuMeHOB8aHUs 8 nPedbloyuell peoaKyuu

CraTbs 16. Opranusanus NpoBeACHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

1. DOkcneprusa JEKapCTBEHHBIX CpPEICTB IPOBOJUTCS KOMHUCCHEH HKCIEPTOB 3SKCIEPTHOIO
YUpEXKJIEHUS, Ha3HAUEHHOM €ro pyKOBOJWTEJIEM, Ha OCHOBAHUHU 33JaHMsI HA IMPOBEAECHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEJACTBA, BBIJAHHOI'O YIOJHOMOYEHHBIM (pefepalibHbIM OpPraHOM HCIIOJIHUTEIbHON
BJacTU. PyKOBOIUTENb AIKCHEPTHOTO YUpEXKIECHUs O0ECreunBaeT HaJljIeKallee MPOBEIECHUE SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUM C 3aJlaHHEM, BBIIAHHBIM YIOJHOMOYEHHBIM (heaepalbHbIM
OpraHOM HCIOJHUTEIbHON BJIACTH, U OPraHU3yeT MOJArOTOBKY CBOJHOTO 3aKIIOYEHUs 3TOW Komuccuu. B
COCTaB 3TOW KOMHUCCHUH IO PELICHHUI0 PYKOBOJMUTENS SKCHEPTHOIO YUPEKICHHUS MOTYT OBbITh BKJIIOUEHBI B
KayecTBE KCIEPTOB JIMIIA, HE pabdoTarolue B JaHHOM SKCIEPTHOM YUPEKICHUH, €CIIM UX CHelHabHbIe
3HaHUS HEOOXOAMMBI JUIsl TPOBEIEHUS HKCHEPTH3bl M TaKHUE SKCIEPThl OTCYTCTBYIOT B JIaHHOM
9KCIIEPTHOM YUPEKICHUH.

2. DKCIepToM IO NPOBEACHHUIO JKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB SIBJSETCS aTTECTOBAaHHBIN
pabOTHUK SKCIEPTHOIO YUPEKIEHHS, KOTOPBI HMMEET BbICIIEE MEIUIMHCKOE, (hapMmalieBTHUECKOe,
Ouosornyeckoe, BETepMHAPHOE WM XMMHUYECKoe 00pa30BaHUE M MPOBOAMT SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJCTB B MOPSAKE UCIIOTHEHHS CBOUX JIOJKHOCTHBIX 00s3aHHOCTEH (Jajee - SKCIepT).

3. IIpu npoBeneHNN HKCIEPTU3HI JIEKAPCTBEHHBIX CPEJCTB SKCIEPT HE MOYKET HAXOAUTHCS B KAKOM-
a1n00 3aBUCHMOCTH OT JIMIA, HA3HAYMBILIETO 3Ty AKCHEPTU3Y, pa3zpaboTurKa JIEKapCTBEHHOI'O CPEJICTBA
WIM JIPYTHX 3aUHTEPECOBAHHBIX B PE3YJIbTAaTax dKCIIEPTU3bI JIULL.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim  3akonom om 25 mnoabpa 2013 e. N 317-@3 uacme 4 cmamvu 16 nacmoswezo
DedepanbHo20 3aKOHA UNONCEHA 8 HOBOU PeOaKyuu

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4. Tlpm mpoBeAEHUH OHKCHEPTH3bl JICKAPCTBEHHBIX CPEICTB HE JOMyCKAeTCs HCTpeboBaTh Y
3asiBUTENII JUOO WHBIX JIMII MarepHuaibl, HEOOXOIWMble Il TPOBEACHHS OSKCHepTu3bl. B ciydae
HEJOCTATOYHOCTH IIPEACTABIICHHBIX KCIIEPTY MATEPUAIIOB UL Ja4M 3aKII0YEHUs DKCIEPT CTABUT BOIIPOC
O TPEACTaBIEHUU €My HEOOXOIMMBIX MaTepUajoB IMepes PyKOBOJIUTEIEM SKCIEPTHOIO YUpEeXJIEHUS,
KOTOpPBIII oOpamaercss ¢ COOTBETCTBYIOLIMM 3allpOCOM B YIOJHOMOYEHHBIH (elepanbHblil opraxn
WCIIOJIHUTEIIBHOM BJIACTH, BBIIABIIMK 3aJaHHE HA NPOBENCHUE DKCIIEPTH3bl JIEKAPCTBEHHOIO CPEICTBA.
VYkazanHblii (enepanbHblii OpraH MCIOMHUTEIBHON BIAcTH B TEUEHHE NATH PabO4YMX IHEH co IHSA
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MOCTYILIEHUs 3apoca PYKOBOIUTENSA ODKCIEPTHOIO YYPEKICHHsS HANPaBIAET 3asABUTEIIO 3alpoc O
IIPEJICTAaBICHUH HEOOXOJUMBIX MarepuaioB. [laHHBIN 3ampoc MOXET OBITh IEpefaH YHOJHOMOYEHHOMY
IIPEACTABUTEIIO 3asIBUTEIS JINYHO IO PACIUCKY, HAPABJICH 110 II0YTE 3aKa3HBIM IIMCbMOM UJIU IIEPEIaH B
ANIEKTPOHHON (opMe IO TEIEKOMMYHUKAIMOHHBIM KaHalaM CBsi3W. B ciyyae HampaBieHHs JaHHOTO
3arpoca MO IOYTE 3aKa3HBIM MHCBMOM OH CUUTAETCS IIOJYyYEHHBIM IIO MCTCYEHUM ILIECTH JHEH C JaThl
HaIIpaBJICHUS 3aKa3HOI0 IHChMa.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvhvim 3akonom om 25 Hosopsa 2013 2. N 317-P3 cmamva 16 nacmoawezo Dedepanvhoco
3aKoHa donoanena yacmoio 4.1
4.1. 3asBuTeNb 00s3aH MPEACTAaBUTH OTBET Ha 3aMpOC YIMOJTHOMOYEHHOTO (henepanbHOro opraHa
UCIIOJIHUTENIBHON BJIACTH B CPOK, HE NPEBBIIAIOIINN JEBSIHOCTa pabO4YMX JHEH CO AHS €ro MOIy4eHUs.
YnonHOMOYeHHBIH (hefiepaibHblid OpraH UCIOJIHUTEIFHONW BJIACTH, BBIIABLIMK 3aJaHHE Ha MPOBEICHUE
9KCHEPTHU3bI JIEKAPCTBEHHOI'O CPE/ICTBA, B TEUEHUE IATH pabouuX JHEH co HS MOCTYIUIEHUS OT 3asBUTENs
OTBETAa Ha JAHHBIA 3alpOC HaIpaBIsSeT TaKOM OTBET B DJKCIEPTHOE YyupexkiaeHue. B ciydae
HENpEe/ICTaBIECHUsI 110 HCTEYCHMM JEBSIHOCTAa pabouux AHEH 3asBUTENEM OTBETa Ha JaHHBIN 3arpoc
YIIOJTHOMOYCHHBINH (peiepabHblii OpraH MCIIOJHUTEIBHON BIIACTH, BBIAABINNK 3a/JlaHUE Ha NPOBEICHHE
9KCHEPTU3bl JIEKAPCTBEHHOTO CPEJCTBA, B TEUEHHE MATH pabouux JHEH HampaBisieT B SKCIEPTHOE
YUpEKICHUE YBEIOMIICHHE O HENIPEACTABICHUH 3asIBUTEJIEM OTBETA HA 3allpOC YKa3aHHOIO opraHa. Bpems
CO JIHA HAalpaBJIEHUS 3alpoca 3KCIEPTHOTO YUPEKACHUS B YHNOJHOMOYEHHBIN (enepaibHblii opran
VCIIOJIHUTEJIBHOM BJIACTU 1O JHS IIOJY4EHHMS OJKCIEPTHBIM YUYPEXKICHHEM OTBETa Ha 3alpoc WIH
YBEAOMIICHHSI O HENPEACTABJIICHUN OTBETA HA 3alIpOC HE YYUTBIBAETCS IIPU UCYUCIIEHUU CPOKA ITPOBEICHUS
DKCIIEPTU3BI JJIEKAPCTBEHHOI'O CPE/ICTBA.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 16 oononnena yacmoio 4.2 ¢ 15 utons 2018 2. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
4.2. Ecniu B cocTaBe perucTpaliiOHHOrO J0Ch€ Ha JEKapCTBEHHBIM Ipenapar Ajas MEIUIIMHCKOTO
IIPUMEHEHHUS COAEPKUTCA NIPEAYCMOTpEHHAs cTaThell 18, yacTbio 1.1 craten 30 1 craTbell 34 HACTOAILLETO
@denepalibHOTO 3aKOHA KOMMS PELIEHMs] YIOJIHOMOYEHHOro (eepallbHOro opraHa HCHOJHUTEIbHOU
BJIACTH O IMIPOBEJACHUU WHCIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, S3KCIEPTY MO
0(QOpMIIEHHS pe3yJbTaTOB AIKCHEPTHU3bl JIEKAPCTBEHHOI'O CPEJCTBA IPENOCTABISAETCS B TMOpPSAKE M Ha
YCIOBUSAX, KOTOpBIE MperycMOTpeHbl dacTsmMu 4 M 4.3 HacTosAled CTaTbM, KONMS 3aKIIOYEHUS O
COOTBETCTBUU  NPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEACTB  TpeOOBaHMSAM  IIpaBUJI  HaJJIexallen
IPOM3BOJICTBEHHOIN MPAKTUKHU, BBIIAHHOTO YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCHOJHHUTEIbHON
BJIACTH.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 16 oononnena yacmoio 4.3 ¢ 15 urons 2018 2. - @edepanvuuiii 3akon om 4 urons 2018 2. N 140-
D3
4.3. 3asgBuTenb 0053aH MPEJCTABUTH B YIIOJIHOMOYEHHBIH (perepalibHblil opraH UCHOJTHUTEIbHOM
BJIACTH KOIMIO 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOJAUTENS JICKAPCTBEHHBIX CPEICTB TPEeOOBAHUSAM
IIpaBUJI HaJJIeXkalled MPOU3BOJCTBEHHONW NPAKTHUKUA B CPOK, HE MPEBBIMAIONIUNA CTa BOCBMUIECITH
pabouux JHEH co THS MOJTYUYEHHUs 3alpoca O €€ MPEeIO0CTaBICHUN. Y IOJHOMOYEHHBIN (eaepanbHbIii OpraH
WCIIOJTHUTENIbHOM BJAacTH, BbIIABIIMHN 3a/laHUE Ha MPOBEACHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, B
TEUYEHHUE MATH PadO4YMX JHEH CO JHSA MOCTYIJICHHS OT 3asBUTENS KOINHUM 3aKIIOYEHHS O COOTBETCTBHHU
MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TpeOOBaHMSIM TMpaBUi HaJUIeKalled MpPOU3BOICTBEHHOM
IIPAKTUKH, HANpPaBIsE€T €€ B DJKCIEPTHOE YUpeXkAcHHE. B ciydae HeNpenCTaBlIEHUS 3asBUTEIIEM B
YKa3aHHBI CPOK KOMHMM 3aKIIOYEHUS O COOTBETCTBHUHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM MPaBUII HA/IJIeKaIIEH POU3BOJICTBEHHOM MPAKTUKKM YIOJTHOMOYEHHBIN (hefepaibHbI opraH
WCIIOJTHUTENIbHOM BJIAacTH, BbIIABIIMHN 3a/laHUE Ha MPOBEIACHHE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA, B
TEYEHHUE IATH pabouyuX JHEW HampaBisieT B SKCIEPTHOE YUPEXkKACHUE YBEJOMIICHHE O HENPECTaBICHUU
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3asgBUTENIEM KOMHUH 3aKJIIOYEHHUS O COOTBETCTBUU MPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM
MPaBWJI HAJUICKAIICH TPOU3BOJCTBEHHON MPAKTUKHU. BpeMsi co JHS HampaBJICHHs 3alpoca SKCIEPTHOTO
YUpEXKJIEHUSI B YIMOJIHOMOYEHHBIH (heepanbHblii OpraH HCHOJHUTEIBHON BJIAcTH 10 JHS MOJIY4YEHUS
OKCIIEPTHBIM YUPEKICHUEM KOMUH 3aKIIFOUEHUSI O COOTBETCTBUY MPOU3BOAUTENS JICKAPCTBECHHBIX CPEICTB
TpeOOBaHUSIM MpaBWJI  HAAJEXKallell MPOU3BOJACTBEHHOW MPAKTUKU MM YBEIOMJICHHS O €€
HENPEJCTABICHUNA HE YYUTHIBACTCS MPU HCUYHUCICHUU CPOKAa MPOBEICHUS JKCIEPTH3BI JIEKAPCTBEHHOTO
CpeJICTBa.

5. DKcmepT mpu TPOBEACHHWHM IMOPYYCHHOH €My pPYKOBOJMTEIEM SKCIIEPTHOTO YUPEKICHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA 00sI3aH:

1) mpoBecTH TIOTHOE WCCIEAOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTEpHajoB, JaTh
000CHOBaHHOE U OOBEKTUBHOE 3aKJIIOUYEHHE [0 I[IOCTAaBJIEHHBIM IepeJ HUM BONpOcaM WU
MOTHBHPOBAHHOE 3aKIFOUYCHHE O HEBO3MOXXHOCTH MTPOBEICHUS UM IKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA,
€CJIM TIOCTAaBJICHHBIE BOIMPOCH BBIXOMAT 3a TMpeAeNbl CIEUUaIbHBIX 3HAHUN OJKCHepTa, OOBEKTHI
WCCJICIOBAaHUA W MaTepHajbl HEMPUTOIHBI MU HEIOCTATOYHBI JIJISl TPOBEACHUS WCCICIOBAHUN W JTa4d
3aKJIIOUYEHUs TUOO COBPEMEHHBIM YPOBEHb Pa3BUTHUSI HAYKHU HE IMO3BOJISIET OTBETHTHh Ha MOCTaBJICHHBIE
BOTIPOCHI;

2) He pa3riamiath CBEJCHHs, KOTOPbIE CTall €My M3BECTHBI B CBSI3U C MPOBEICHUEM IKCIEPTU3BI
JICKaPCTBEHHOTO CPEJCTBA, a TAK)KE CBEJCHHS, COCTABJISIONIME T'OCYJapCTBEHHYI0, KOMMEPYECKYIO0 HITU
UHYIO OXpaHseMyI0 3aKOHOM TaifHy;

3) obecreunTh COXPaHHOCTh MPEACTABICHHBIX OOBEKTOB UCCIEIOBAaHUN U MaTEPHUAIIOB.

6. DKcIepT He BIpaBe:

1) IpoBOUTE 3KCHEPTU3Y JIEKAPCTBEHHOI'O CPEJCTBA IO OOPAIICHHIO HEMOCPEIACTBCHHO K HEMY
OpraHu3aIuil UIu GU3NIECKUX JIHII,

2) caMOCTOSITEIILHO COOMPATh MaTSPUATBI JIJISl TIPOBEIACHISI SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA;

3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HETOCYIaPCTBEHHOTO IKCIIEPTA.

7. B ciydae HEOOXOIUMOCTH OJKCIIEPT BIIpaBE XOJATAaHCTBOBATh IeEpea PYKOBOIUTEIIEM
9KCIIEPTHOTO YUPEKACHUS O MPUBJICUCHUHU K IPOBEIACHHUIO IKCIIEPTHU3HI JIEKAPCTBEHHOTO CPEICTBA JPYTHX
JKCIIEPTOB.

8. Kaxxaplit sKcrepT, BXOJALINI B COCTaB KOMUCCHUU HKCIIEPTOB, KOTOPOH MOPYYEHO MPOBEICHUE
IKCIIEPTH3bI JIEKAPCTBEHHOTO CPEJCTBA, HE3ABUCUMO M CaMOCTOSITEIbHO TIPOBOJUT HCCIICIOBAHUS,
OIICHMBAET PEe3yJbTAaThl, MOJNyYEHHbIE UM JUYHO U JAPYTUMHU OSKCIEepTamMHu, U (OPMYITHUPYET BBIBOJIBI
OTHOCHUTEIIEHO ITOCTaBJICHHBIX BOITPOCOB B MpeeiiaX CBOUX CIICIIUATBHBIX 3HAHHM.

9. Pe3ynbTaThl SKCIEPTHU3BI JIEKAPCTBEHHOTO CpelcTBa O(GOPMISIOTCS 3aKIIOUEHHEM KOMHCCUU
JKCIIEPTOB. B 3aKIIfOYeHWM KOMHCCHH DKCIIEPTOB YKA3bIBAIOTCS TIEPEYCHb HCCIICOBAHUA, O0BEM
MPOBEJICHHBIX KAKIBIM DKCIEPTOM HCCIIEOBaHHM, YCTAHOBICHHbBIE KAKIBIM M3 HUX (PAKThI M CCNaHHBIC
B pe3yJbTaTe MCCIICIOBAaHUHN BBIBOABI. DKCIIEPT, MHEHHE KOTOPOTO HE COBIAIACT C PEIICHUEM KOMHCCHH
9KCIIEPTOB, BIPABE BBIPA3UTh CBOE MHEHUE B MUCHbMEHHON opMe, KOTOpOe MPUOOIIACTCS K 3aKITIOYCHUIO
KOMUCCHH IKCIIEPTOB.

10. DxcrmepThl, BXOASAIIUE B COCTaB KOMHCCHH, NPEIYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTelbcTBOM Poccuiickor Penepanuu 3a Jady 3aKJIIOYEHHUS, COJCPIKAIIETO
HE0OOCHOBaHHBIE UM (PallbCU(DUIIMPOBAHHBIE BHIBOBI, O YeM OHH JIAIOT TOJITUCKY .

11. Onpenenenue ypoBHs MpodeCcCHOHATHHOM MOATOTOBKH JKCIIEPTOB M aTTECTAIMS X Ha TIPABO
MPOBEJICHUS DKCIEPTU3BI JIEKAPCTBEHHBIX CPENICTB OCYIIECTBISIFOTCS JKCHEPTHO-KBATU(UKAIMOHHBIMU
KOMHUCCHSIMH B TIOPSI/IKE, YCTAHOBIEHHOM COOTBETCTBYIONIUM YIIOJTHOMOUEHHBIM (De/lepabHBIM OpPraHOM
UCTIOTHUTENIbHON BIIACTH. YPOBEHb MPO(ECCHOHANBLHOW MOATOTOBKH IKCIEPTOB MOJICKUT MEPECMOTPY
yKa3aHHBIMU KOMHCCHSIMH HE PEXe U4eM OJIUH pa3 B IATH JICT.

Wudopmanust 00 N3MEHEHUSX:

DedepanvHvim 3axonom om 22 Oexkabpa 2014 2. N 429-D3 uacms 12 cmamwvu 16 nacmoawezo
DedepanbHo20 3aKOHA U3NOAHCEHA 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 .
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
12. TIpaBuna mpoBeneHUsS SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH DSKCIICPTH3BI

OTICNBHBIX BHUJOB JIGKAPCTBEHHBIX TpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX  IPENapaTos,
BOCTIPOM3BEJICHHBIX  JICKAPCTBEHHBIX TIPENapaTroB, OWOJIOTUYECKUX JICKAPCTBEHHBIX IPENaparos,
OMoaHAIOTOBBIX  (OMOMOOOHBIX) JICKAPCTBEHHBIX IpenapatoB (OMOAHAJIOTOB), TOMEOMATHYECKUX
JICKapPCTBEHHBIX TPENapaToB, JIGKAPCTBEHHBIX PACTHTEIBHBIX MPENapaToB, KOMOWHAIMNA JIEKAPCTBEHHBIX
npenapatoB), (GOpPMBI 3aKIIOYCHUH KOMHUCCHHM OSKCIIEPTOB YCTAaHABIMBAKOTCS COOTBETCTBYIOIIUM
YIOJTHOMOYECHHBIM ()eIepaIbHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH.

TAPAHT:

CMm. koMmMeHTapuu K cTaTtbhe 16 HacTosmero denepabHOIO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 17 nacmosuweco @PedepanbHoco
3aKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cuiy ¢ 1 uroas 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Cratba 17. Ilomaya u paccMOTpeHHE 3asBICHHMS O TOCYJapCTBEHHOW pPETrUCTpaluu
JIEKapCTBEHHOTI'0 Ipernapara Jyis BETEpUHAPHOTO PUMEHEHUS

1. Jns rocymapCTBEHHOH perucTpaluu JIEKapCTBEHHOrO Tpernapara JUisli BETEpPUHAPHOIO
NPUMEHEHHs pa3pabOTYMK TAaKOro JICKApPCTBEHHOTO IMIperapara WA YHOJHOMOYEHHOE WM JIpYroe
IOPUIMYECKOE JIMIIO (Jajee B HACTOSILEH CTaThe - 3asABUTENb) MPEACTABISET B YHOJHOMOYECHHBIN
denepanbHBIl OpraH WCHOJHHUTEIBHON BIACTH, OCYIIECTBISIOMIMNA TOCYIAPCTBEHHYIO PETHUCTPAIUIO
JICKapPCTBEHHBIX MPENaparoB JJIsl BETEPUHAPHOTO IPUMEHEHHs, B 3JIEKTPOHHOH (hopMe uiin Ha OyMaskHOM
HOCUTEJIE 3asIBIIEHUE O IOCYAApCTBEHHOW PErMCTpaluy JIEKapCTBEHHOI'O Mpenapara JUisi BETEPUHAPHOTO
NPUMEHEHHUS, a TaKXKe B TOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIINM YIIOJHOMOUYEHHBIM (pelieparbHbIM
OpraHOM HCIIOJHUTEIbHOW BJAcTH, B 3JEKTPOHHOU (opMe mwid Ha OyMaKHOM HOCHUTEJE HEOOXOJMMBbIe
TOKYMEHTBI, U3 KOTOPBIX (OPMHUPYETCS PErucTPAlMOHHOE JOChe Ha JIEKApCTBEHHBIM MpemapaT it
BETEPUHAPHOTO IPUMEHEHHUS.

2. B 3asBI€HNN O rOCYJapCTBEHHOM perucTpanuu JeKapcTBEHHOIO Mpemnapara AJisi BETEpUHApPHOrO
NPUMEHEHHUS YKa3bIBAIOTCH:

1) HauMeHOBaHUE U aJIpec 3asBUTEINSI, pa3paboTurKa U MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara
JUIsL BETEPUHApPHOIO TNPUMEHEHHMs M aJpec MecTa OCYIIECTBICHHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO
mpenapaTta JAjs BETePUHAPHOTO MPHUMEHEHHUs (B clydyae HaIM4YUs HECKOJBKHUX YYaCTHHKOB IIpoIecca
IPOU3BOJICTBA HEOOXOAMMO YKa3aTh KaX/J0r0 U3 HUX);

2) HaMEHOBaHUE JIEKAPCTBEHHOTO Mpemnapara Jijisl BEeTepHHAPHOTO MPUMEHEHUs (MEXIyHApOIHOE
HEMAaTeHTOBAaHHOE, WX IPYINIUPOBOYHOE, WIM XUMUYECKOE U TOPrOBOE€ HAUMEHOBAHMS );

3) mepedeHb NEHCTBYIOMIMX U BCIIOMOTATENbHBIX BEIIECTB, BXOJASIINX B COCTaB JEKAPCTBEHHOI'O
npenapara Jijisi BEeTepMHapHOro MPUMEHEHHUS, C YKa3aHUEM KOJIMYECTBA KaX0r0 U3 HUX;

4) nexkapctBeHHas ¢GopMa, T03UPOBKA, CHOCOOBI BBEACHHS W NPHUMEHEHHUS, CPOK TOJHOCTH
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOTO MPUMEHEHUS;

5) dapmakoTepaneBTHUECKAsl TPYIA;

6) HEOOXOMMOCTh MTPUMEHEHHsI YCKOPEHHOM MpPOIelyphbl SKCIEPTH3bI JIEKAPCTBEHHBIX CPENICTB B
LEJSIX TOCYTapCTBEHHOM perucTpaliy JIEKapCTBEHHOTO Mpenapara;

7) KONUU TOKYMEHTOB, OJITBEPKAAOLIUX YIIJIATy FOCYJapCTBEHHOMN MOIIIUHBI:

a) 3a MPOBEACHHUE SKCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M IKCIEPTH3bl OTHOILEHUS
0’KM/Ia€MOM T0JIb3bl K BO3MOKHOMY PHCKY NMPUMEHEHHUsI JIEKAPCTBEHHOTO TperapaTa Jjisi BET€pUHAPHOTO
NPUMEHEHHUS IIPU €ro roCyIapCTBEHHON PETUCTpalliu;

0) 3a BpIJauy PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO MTpernapara;

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 13 urons 2015 2. N 241-D3 ¢ nynkm 8 yacmu 2 cmamou 17 nacmoawezo
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@6()6pdﬂbHO€0 3AKOHA 6HECEHblI USMEHEHUA

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
8) Hanmuuue coriacusi, MPEAyCMOTPEHHOIO YacThio 7 HACTOALICH CTaTbH, €CIM C MOMEHTa
perucrpanuu peepeHTHOro JEKaApCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO IPUMEHEHHUS IPOIILIIO MEHEe
YeM IIECTh JIeT.
3. PeructpanuoHHoe 10cbe B MEJSIX 3KCIEPTH3bI JIEKAPCTBEHHOTO Tpernapara Jjisi BETePHHAPHOTO
IpPUMEHEHUS (POPMUPYETCs U3 CIASAYIONINX JOKYMEHTOB:

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 1 uzmenen c 15 utons 2018 2. - @edepanvusiii 3axkon om 4 uronsn 2018 . N 140-D3

Cm. npeovloywyio peoakyuro
1) komus JMLIEH3UM HA IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB, BBIJIAHHON MPOU3BOAMUTEIIO
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpernapara Ui BETEPUHAPHOTO INPUMEHEHUs, JUIsl POCCUHCKUX
MIPOU3BOAUTENEH;

Undopmarus 06 n3MEHEHHSX:
Ilynkm 2 usmenen c 15 utonsn 2018 e. - Dedepanvusiii 3axkon om 4 uionsn 2018 2. N 140-D3

CMm. npedbloywyro peoakyuio
2) xomus JHMIICH3MM Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEICTB, BBIIAHHOW MPOM3BOIUTEIIO
(dapManeBTUYECKON CyOCTaHIINHU, BXOJISIIEH B COCTaB PErHCTPUPYEMOTO JICKAPCTBEHHOTO TIperapara Jjis
BETCPUHAPHOTO IPUMEHEHUS, JIJIsl POCCUICKUX TIPOU3BOUTEIICH;

Undopmarust 06 n3MEHEHHSX:

Yacmo 3 donoanena nynkmom 2.1 ¢ 15 utons 2018 2. - @edepanvuwiii 3akon om 4 uionsn 2018 . N 140-
D3
2.1) xomusi TOKyMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTENS JUIS
KaXJI0W  NPOM3BOJICTBEHHOW  IUIOIIAJKH  PETUCTPUPYEMOrO  JIEKApCTBEHHOrO  Mperapara  JJist
BETEPUHAPHOTO NIPUMEHEHUS M TOATBEPXKIAIOLIET0 COOTBETCTBUE IPOU3BOIAUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUIM TPABKIT HAJJIeKAIEH MPONU3BOJICTBEHHON MPAKTUKH, U €T0 MEePEBOJ Ha PYCCKHI
A3bIK, 3aBEPECHHBIC B YCTAHOBJIEHHOM IIOPSJKE, A TAaKXe€ KOIMS 3aKIOUYECHHS O COOTBETCTBUHU
MPOU3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TpeOOBaHUSIM TIPaBWJI HAJIEKAIIeH MPOU3BOJACTBEHHOM
MPAKTUKH, BBIJAHHOTO YMOJHOMOYEHHBIM (hefiepaibHbIM OpPTraHOM HCIIOJHUTENBHON BIACTU ISl KaXKIOM
MPOU3BOACTBEHHOM IUIOMIAJIKA PETUCTPUPYEMOIO JIEKAPCTBEHHOI'O TMpenapara il BETEPUHAPHOTO
MPUMEHEHHUs, JHU00 KOMHS pEeUIeHHs O MPOBEIECHWH WHCIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, MPHUHATOTO YMOJHOMOYEHHBIM (eAepaqbHbIM OPraHOM HCIIOTHUTEIBHOW BJIACTH IS KaXIOu
MIPOU3BOACTBEHHON IUIOWIAJKM PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO
MPUMEHEHHUS. YKa3aHHbIE JOKYMEHTHI MPEIACTABIISIIOTCS B CIydae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOTO
rpernapara ocyuecTsisieTcs 3a npeaenamu Poccniickont denepanuu;

Wudopmanust 00 N3MEHEHUSX:

Yacmws 3 oonoanena nynkmom 2.2 ¢ 15 uonsn 2018 2. - @edepanvruiii 3akon om 4 urona 2018 2. N 140-
D3
2.2) xomus JOKYMEHTa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpaHbl IPOU3BOIMUTENS
dapmalieBTUYECKOM CyOCTaHIIMM U MOATBEPKAAIOIIET0 COOTBETCTBHUE MPOU3BOAUTENS (hapMalleBTUYECKOM
cyOCTaHIIMM, BXOJSIIEH B COCTaB PErHCTPUPYEMOro JIEKApCTBEHHOIO Mpemnaparta JUlsi BETEPHUHAPHOTO
NPUMEHEHHUs, TpeOOBaHMUSM IIpaBUJl HaJUIeXkalled NpPOU3BOJCTBEHHONW MPAaKTUKH, W €ro IMepeBoj Ha
PYCCKMHM  S3BIK, 3aBEpPEHHbIE B YCTAaHOBJIEHHOM IIOpsJIKE, B CIy4yae, €CId IPOU3BOACTBO
bapmareBTUUeCKON CyOCTaHITUN OCYIIECTBIISIETCS 3a npeaenamu Poccuiickoit @enepanuu;
3) NpOEKT HOPMAaTHUBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIN IpemapaT Uil BETEPUHAPHOIO
PUMEHEHUS;
4) MOKyMEHT, coJiepalluil Cleayroyo HHPOpMaLuio o (GapManeBTHYeCKOl CyOCTaHIIMHM WIIH
(apManeBTUYECKHX CyOCTaHIMAX, BXOASIIUX B COCTaB JIEKAPCTBEHHOIO Ipernapara IJisi BETEPUHAPHOTO
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IPUMEHEHHUS:

a) HauMeHOBaHMEe (papMaIeBTUICCKON CyOCTaHIIH, €€ CTPYKTypa, OOIIHe CBONCTBA;

0) HaMEHOBAHUE U aJIPeC POU3BOIUTEINS;

B) TEXHOJOTHs MPOU3BOJACTBA C ONMMCAHUEM CTaJIWi MPOM3BOJCTBA U METOJOB KOHTPOJIS HA BCEX
CTausIX IPOU3BOJICTBA;

r) HHGOpPMAaLIUS O IPUMECSX;

1) cnerudukaius Ha GapMaleBTUUECKYI0 CyOCTaHIINIO;

€) ONMCaHue METOUK KOHTPOJISI KaUeCcTBa;

) pe3yibTaThl aHAIU3a cepuil (hapMaleBTHUECKO CyOCTaHInY;

3) MepevYeHb CTAaHAAPTHBIX 00PA3II0B WIIM BEUIECTB, CIIOIb3YEMBIX IPU OCYIIECTBICHUN KOHTPOJIS
Ka4yecTBa;

M) OMHMCAaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPHAJIOB U YKYIOPOYHBIX CPEICTB;

K) JaHHBIE O CTAOUIILHOCTH;

J) CPOK TOIHOCTH, YCIIOBHS XpaHEHHS,

5) oryer o pe3ynbTaTax JOKJIMHHYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO CpeicTBa IS
BETEPUHAPHOTO IPUMEHEHHUS;

6) OoT4eT O pe3yJibTaTax KJIMHUYECKOTO HCCIEAOBAaHMUs JICKApCTBEHHOIO Ipernapara i
BETEPUHAPHOTO MPUMEHEHHUS y KaXIOTO BHJA KUBOTHBIX, YKa3aHHBIX B MHCTPYKLHUH 110 BETEPUHAPHOMY
HIPUMEHEHHUIO;

7) TPOEKT HWHCTPYKIMH [0 BETEPHUHAPHOMY NPHUMEHEHHIO JICKQpCTBEHHOTO TIpernapara,
coJiepKallel ciaeayromue CBeCHHS:

a) HAMMEHOBAHHWE JICKAPCTBEHHOTO Iperapara /Uil BETEPHHAPHOTO MPUMEHEHHs (MEXITyHapOIHOES
HEMaTeHTOBAaHHOE, UJIM IPYNIHUPOBOYHOE, MM XUMUUYECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHas popMa ¢ yKazaHHEM HAaMMEHOBAHUN M KOJMUYECTBEHHOTO COCTaBa JICHCTBYIOLINX
BEIIIECTB M KAYECTBEHHOT'O COCTaBa BCIIOMOTaTeIbHbBIX BEIIECTB;

B) ONMICaHWE BHEITHETO BUA JIEKAPCTBEHHOTO Mperapara Jjisi BETEPHHAPHOTO IIPUMEHEHUS;

r) hapMakoTepaneBTUyecKas rpyIna JeKapcTBEHHOTo Mpernapara Jiisi BETEpUHAPHOTO MPUMEHEHHS
WJIM YKa3aHHe "TOMEONaTHYeCKU JIEKapCTBEHHBIN TIpenapar";

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

€) MOKa3aHus I IPUMEHEHUS;

) IPOTUBOIIOKA3aHMs JUIsl IPUMEHEHHUS;

3) MepbI IPEJOCTOPOKHOCTH MTPH TPUMEHEHNH;

M) YKa3aHHe BO3MOKHOCTH M 0COOEHHOCTEH MPUMEHEHUsS! y OepeMEHHBIX )KUBOTHBIX, Y )KHUBOTHBIX
B TICPUO/T JIAKTAIMH, Y TOTOMCTBA KUBOTHBIX;

K) PE&XKHUM JI03UPOBAHMS, CIIOCOO BBEJCHMSA U MPUMEHEHMs, NP HEOOXOAMMOCTH BpeMs MpHeMa
JIEKapCTBEHHOTO TIperiapara Jisi BETEPHHAPHOTO IIPUMEHEHU S, TPOI0KUTEILHOCTD JICYCHUST;

J) BO3MOXKHbIE TTOOOYHbIE ACUCTBUS, HEXKENATENbHbIE PEeaKui MPpU MPUMEHEHUH JEKapCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPUMEHEHHS,

M) CUMIITOMBI IIEPEI03UPOBKH, MEPHI TI0 OKA3aHUIO TOMOIIU IPH MEePEeI03UPOBKE;

H) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMHU IIperapaTaMu U (W) KopMaMu;

0) ¢opMBI BBIITyCKa JEKapCTBEHHOTO Mpenapara Jjisi BETEpUHAPHOT0 IPUMEHEHUS;

1) ykazaHue (Mpu HEoOXOJUMOCTH) OCOOEHHOCTEH AeWCTBUS JIEKAPCTBEHHOIO Ipemnapara s
BETEpUHAPHOI'0 IPUMEHEHHUS TIPU TIEPBOM IIPUEME UJIH IIPU €r0 OTMEHE;

p) omucaHue (Ipu HEOOXOAMMOCTH) JEMCTBHI BETEpUHApPHOIO Bpaya (BETEPUHAPHOIO
¢enpamepa), MHOTO CIeNUaNINUcTa B 001aCTH BeTEpUHAPHUH, BJIAJIETIbIIa )KUBOTHOTO MPH MPOITyCKE IpuemMa
OJTHOW MJTM HECKOJIBKHX JI03 JIEKAPCTBEHHOTO TIpenapaTa /Uil BETepUHAPHOTO IPUMEHEHHS;

C) CpPOK TOJHOCTHM M YyKa3aHHE Ha 3alpeT NPUMEHEHHUS JIeKapCTBEHHOTO IMperapara Jyis
BETEPUHAPHOI0 IPUMEHEHHUS 110 UCTEYEHUN CPOKa FOJHOCTH;



T) YCIIOBHSI XpaHCHHSI,

y) yKazaHue Ha HEOOXOIMMOCTb XpPaHEHHUsS JIEKapCTBEHHOrO IIperapara Uil BETEPUHAPHOTO
NPUMEHEHHS B MECTaX, HEIOCTYITHBIX IS JICTEH;

¢) ykazanue (Ipu HEOOXOIMMOCTH) CIIEHUAIBHBIX MEp MPEIOCTOPONKHOCTH MPU YHUUYTOKECHUHU
HEHCITOJIb30BaHHBIX JICKAPCTBEHHBIX MPETAPATOB JIJIsl BETEPUHAPHOTO MPUMEHEHUS,

X) CPOKH BO3MOKHOTO HCIOJIB30BaHUS MPOAYKLIMHU )KUBOTHOTO MPOMCXOXKIAECHUS TOCIIE BBEICHHS
KMBOTHOMY JICKQpPCTBEHHOT'O Tpernapara Jjisi BETEPHHAPHOTO IIPUMECHEHUS;

11) YCJIOBHUS OTITYCKa;

Y) HAaUMCHOBAHHs M ajpeca MPOU3BOJCTBEHHBIX IUIOMAJ0K MPOU3BOJIUTEINS JIEKAPCTBEHHOTO
npernapara Jyuist BETepUHApHOTO TPUMEHEHHS,

II) HAaWMMEHOBAaHWE, aJpec OpraHW3alluH, YIOJIHOMOYCHHOW JepXKaTejleM WIH BlaJeibleM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO MIperapara Ha MPUHATHE IPETEH3UN OT MOTPeOUTes;

8) MPOEKThl MAaKETOB NEPBUYHOMN YITAKOBKM M BTOPHYHOW YIAKOBKH JICKAPCTBEHHOTO Tperapara
JUTSL BETEpUHAPHOTO IPUMEHEHHS;

9) cnenyrolue CBeeHHs O JISKAPCTBEHHOM TIpernapare il BETCPUHAPHOTO IPUMEHCHUS:

a) OMMCaHMUEe U COCTAB JICKaPCTBEHHOTO TpenapaTa Jyisi BETepUHAPHOTO IPUMEHEHUS;

0) onucanue (papMareBTUICCKOMN pa3pabOTKH;

B) ONMCAHHUE MPOIIecca MPOU3BOICTBA M €r0 KOHTPOJIS;

I') ONMCAHKE KOHTPOJISI KPUTUYCCKUX CTAJIUN TIPOU3BOJICTBA U MPOMEKYTOYHOMN PO TYKIIHH;

Undopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 13 uions 2015 e. N 241-D3 ¢ noonynkm "0" nynkma 9 wacmu 3 cmamou 17
Hacmosue2o Pedepanvnoco 3aKOHA GHECEHbl USMEHEHUS

Cm. mekcm noonynKkma 8 npeovioyujei peoaxkyuu

) HaUMEHOBaHHUS M ajpeca pa3paboTuvKa, Jep)KaTells WM BIAJENblla PErUCTPALMOHHOTO
YJAOCTOBEPEHUSI  JIEKAPCTBEHHOIO  Ipenapara, IPOU3BOJCTBEHHBIX  IUIOUIAJIOK  MPOU3BOAUTENS
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHE XapaKTEePUCTUKH;

3) MaTepUaIbHBIA OallaHC /171 MPOU3BOCTBA CEPUH T'OTOBOTO MPOAYKTA;

1) ONMMCaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB U YKYHNOPOUYHBIX CPECTB;

K) JOKYMEHTaJIbHOE MOATBEPKACHNE (BAIMIAIMS) IPOLIECCOB U (MJIM) UX OLIEHKA;

J) TpeOOBaHUS K KauyecTBY BCIOMOTATENbHBIX BEWIECTB (cepTU(HKAT, cneuudukanus Ha
BCIIOMOTaTeJIbHBIE BEIIECTBA U UX OOOCHOBAHUE);

M) aHaJUTUYECKHE METOJUKH, HCIOJNb3yeMble NpPU OCYLIECTBICHUH KOHTpOJS KadecTBa
BCIIOMOTATEIHHBIX BEIIECTB;

H) JIOKyMEHTaJIbHOE MOJTBEpPXk/ICHUE (BaJIHMIAIMs) aHATUTHYECKUX METOJUK, UCHOIb3yEMbIX MpPHU
OCYIIIECTBIICHIUH KOHTPOJISI KAYEeCTBA BCITIOMOTATEIBHBIX BEIIECTB;

0) uH(oOpMaIus 00 HCMOIB30BAHUM BCIIOMOIATENIbHBIX BELIECTB YEJIOBEYECKOIO M KHUBOTHOTO
TIPOMCXOXKICHUS;

1) nHpopmanus 00 UCTOIb30BaHIUH HOBBIX BCIIOMOTaTENIbHBIX BEILIECTB;

p) TpeOoBaHWS K KadecTBY JIEKAPCTBEHHOTO TIpenaparta il BETEPHHAPHOTO IPHMEHEHHS
(ceptuukar, cerudukanys Ha JSKapCTBEHHBIH Mpenapar ¥ UX 000CHOBaHUE);

C) aHATUTHYECKHE METOAMKH, WCIONb3yeMble TPH OCYIIECTBICHHMH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

T) JOKYMEHTAJIBHOE TOATBEPXKICHHUE (BATHUIANNS) aHATUTHYECKAX METOMIUK, UCMOIB3yEeMbIX MPH
OCYILIECTBIICHMH KOHTPOJISI KauecTBa JICKapCTBEHHOTO MpenapaTta /il BETepUHAPHOTO IPUMEHEHUS;

y) IOKYMEHT, MOJTBEPKIAIONIMI Ka4ecTBO JIEKAPCTBEHHOTO Iperapara TpeX MPOMBIIUICHHBIX
cepuil (MPOTOKOJ aHAU3a WK cepTU(UKAT aHAJIM3a), OJJHA CEPHsI KOTOPOTo J0JDKHA COBIAAATh C cepueit
oOpa3s1ia JIeKapCTBEHHOT 0 Mpenapara, oJaHHOT0 Ha PEeruCcTPaIuio;
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&) XapakTepucTUKa IPUMECEH;

X) MEpeYeHb CTAaHJAPTHBIX 00PA3LOB, UCIOJIb3YEMbIX MPH OCYIIECTBICHUU KOHTPOJS KadyecTBa
JIEKapCTBEHHOT'0 Ipernapara /i BETepUHAPHOTO PUMEHEHUS;

11) JaHHbIE O CTAOUIILHOCTH JICKAPCTBEHHOTO IIpenapara Jyisi BETEpUHAPHOTO MPUMEHEHUS,

10) xomusi MOKYyMEHTa, COJEpKallero MHMOpPMALHI0 O HAIWYMM WIA 00 OTCYTCTBUHM (HaKTOB
perucTpanuu JIEKapCTBEHHOTO Mpernapara JJisi BETEpUHAPHOIO MPUMEHEHHUs 3a mpenenamu Poccuiickoi
denepanuu;

Wndopmarius 06 n3MEHEHHSX:
Deoepanvrvim 3akonom om 13 urona 2015 o. N 241-DP3 6 nyukm 11 wacmu 3 cmamou 17 nacmoswe2o
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm nyHkma 6 npeovloyujeli pedaKyuu

11) cornmacue B NUCbMEHHOM (opme, NMPeryCMOTPEHHOE 4YacTbi0 7 HACTOALIEH CTaThH, B Cilydae
perucTpanyy BOCIPOU3BEIEHHOI0 JIEKAPCTBEHHOI'O IIPEnapara;

12) xomusi JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOI0 B YCTAHOBJICHHOM IIOpsJKE H
MOJTBEPKJIAIOLIETO TMPAaBOMOYHOCTh 3asBJICHUS O TOCYJapCTBEHHOM pPETrMCTpaluy JIEKApCTBEHHOTO
npenapara Jyisi BETepUHApHOT0 IPUMEHEHHs (J0BEPEHHOCTH ).

4. Ilpu mnpoBeneHUM YCKOPEHHOH IpoLeayphl AKCHEPTHU3bl JIEKAPCTBEHHOrO IIpernapaTta Jyis
BETEpUHAPHOIO TNPUMEHEHHUS B ILENAX €ro IOCYJapCTBEHHON pErucTpalMd MOXET IpeACTaBIAThCS
UHpOpMaNs, TOTyYCHHAs TPU NPOBEICHUH KIMHUYECKUX HCCIECOBAHNIN JIEKAPCTBEHHOTO Iperapara u
ONnyOJMKOBAaHHAs B CIEUUAIM3UPOBAHHBIX IEYAaTHBIX M3JAHMIX, a TaKXKe JOKYMEHTBI, CoJeprKallue
pe3ynbTaThl MCCIEAOBaHHUS OWO3KBUBAJIEHTHOCTH JIEKAPCTBEHHOrO Ipenapara Juisi BETEPUHAPHOIO
IPUMEHEHHUS.

5. Ha oskcmepTtusy pa3inuyHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO JK€ JICKAPCTBEHHOTO
npenapara s BETEpUHAPHOTO IPUMEHEHHs 3asBUTENb MPEICTABISIET OT/AEIbHbIE 3asBICHUS U
perucTpaloHHble JOChe Ha KaXIylo JIeKapcTBEHHYI0 popmy. Ilpu ycnoBun ogHOBpeMEHHON MoJauu Ha
9KCHEPTU3y OAHOM JIeKapCTBEHHOH (OPMBI C pa3IMYHBIMU JI03UPOBKOM, KOHIEHTpauuei, oO0beMoM
3asiBUTEJIb MPEACTABIISAET OJHO 3asBJICHUE U PETUCTPALIMOHHOE JI0ChE C MPUIIOKEHHUEM MAKETOB YIIaKOBOK
Ha KaXIYIO JO3UPOBKY, K&KAYI0 KOHIIEHTPALNIO, KAXKAbII 00beM U KaX/10€ KOJIUYECTBO /103 B YIIaKOBKE.

6. 3asBUTENb BIpaBe MNPEACTaBUTh MO COOCTBEHHOM HWHUIIMATHBE BMECTE C 3asBJIEHHEM O
rOCy/JapCTBEHHOW pErucTpalMy JIEKapCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO INPUMEHEHUS
JIOKYMEHTBI, OJATBEPKJAIOUINE YIUIaTy IOCYAapCTBEHHOW MOLUIMHBI U yKa3aHHbIE B IIyHKTe 7 dactu 2
HacTosel craThi. B cilydae MX HemnpencTaBieHUs] COOTBETCTBYIOUIMH YIIOJIHOMOYEHHBIN (enepanbHbIi
OpraH HCIOJHUTENbHOM BIAacTH MNpoBepseT (QakT YIUIaThl 3asBUTENEM TOCYAapCTBEHHOW MOUUIMHBI
HOCPEJCTBOM HCHOJIb30BaHUs MHGpOpManuu 00 ymjiaTe rocylapcTBEHHOW MOLUIMHBL, cojeprKalieiics B
lNocynapctBenHOl MH(GOPMAIMOHHON CHCTEME O TOCYAApCTBEHHBIX M MYHULMIANbHBIX IIJIaTekaxX, Ha
OCHOBAaHMM  IIPEACTABICHHBIX  3asBUTEJIEM  KONMMH  JOKYMEHTOB, IOATBEPKAAOIIMUX  yIUIATy
rOCyIapCTBEHHOMW MOIIJTUHBI.

7. He nomyckaercs HCHOJNb30BAHME B KOMMEPUECKHX LENAX HHPOpPMAIMM O pe3yibTaTax
JOKJIMHUYECKUX HMCCIIEI0OBAaHUM JIEKApPCTBEHHBIX CPEJCTB U KIMHUYECKUX MCCIIETOBAHHUM JIEKAPCTBEHHBIX
[IpenapaToB A BETEPUHAPHOIO TNPUMEHEHMS, IPEJICTaBICHHON 3asBUTENEM s TOCYAapCTBEHHOU
perucTpainyy JEeKapCTBEHHBIX IpernaparoB, 0Oe3 €ro corjacusi B TeUeHHWE IIeCTH JeT C JaThl
rOCyJJapCTBEHHOM perucTpanuy peepeHTHOTo JeKapCTBEHHOT o npenapara B Poccuiickoit deneparum.

TAPAHT:

CM. komMeHTapuu K ctaTthe 17 HacTosmero denepalbHOTO 3aKOHa

Wudopmanust 00 n3MEHEHUSX:

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 naumenosanue cmamvu 18 nacmosujezo
DedepanbHo20 3aKOHA U3NOACEHO 8 HOBOU pedarkyuu, ecmynarowetl 6 cury ¢ 1 urons 2015 .
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CMm. mekcm HAUMeHOBaHUs 8 NPedblOyuell pedaKyuu
Cratrba 18. Ilomawa u paccMOTpeHHE 3asBICHMS O TOCYJAapCTBEHHOW pETrUCTpaluu
JICKApCTBEHHOTO Mperapara JJisi MEIUIIMHCKOTO IIPUMEHEHUS

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacms 1 cmamou 18 nacmoswezo
DedepanbHo2o 3aKOHA U3N0AHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 uons 2015 a.

Cm. mexcm wacmu 6 npeovioyujeli peoakyuu

1. Jng rocynapcTBEHHOW perucTpalMy JICKapCTBEHHOIO Ipenapara A MEAULUHCKOro
NPUMEHEHUS OPHIMYECKOe JUIO0, JCHCTBYIOLIee B COOCTBEHHBIX HHTEpPECAaX WM YIOJTHOMOYEHHOE
IPEACTaBIATh MHTEPEChl APYroro IOPUAMYECKOIo JIMLA M 3asBIIAIOLIee JIEKapCTBEHHbIM INpemnapar Ha
rOCYJapCTBEHHYIO PETUCTpAlMIO (Jajee B HACTOALIEM CTaThe - 3asBUTENb), IIPEACTaBIACT B
YIOJHOMOYEHHBIH (eliepanbHblii OpraH MCHOJIHUTENIBHOM BIIACTH, OCYLIECTBISIOIINN rOCy1apCTBEHHYIO
perucTpalmo JeKapcTBEHHbIX IIPENapaToB AJIs MEIULIMHCKOTO IPUMEHEHMS], B 3JIEKTPOHHOM (hopMe U Ha
OyMa)XHOM HOCHTEJIe 3asBJICHUE O TOCYAAPCTBEHHOM perucTpaluu JeKapCTBEHHOIo Ipernapara ajs
MEIUIIUHCKOTO TMPHUMEHEHHs, a TaKKe B TOpPS/IKE, YCTAaHOBICHHOM YIIOJIHOMOYEHHBIM (henepanbHbIM
OpPraHOM HCIIOJIHUTEJIBHOW BIIACTH, B 3JIEKTPOHHOH (opMe M Ha OyMakKHOM HOCHUTElNEe HEoOXOIUMble
JOKYMEHTBI, U3 KOTOPHIX (POpMHUpYETCS PErHCTPallMOHHOE JOChe Ha JIEKapCTBEHHBIH Ipemapar s
MEIUIUHCKOTO IPUMEHEHHUS.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-@3 yacmv 2 cmamou 18 nacmoswezo
DedepanbHo20 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. B 3asBJICHHH O TOCYJapCTBEHHOW PETUCTPAIIMU JICKAPCTBCHHOTO Mpemnapara Uik MEIUIIMHCKOTO
MPUMEHEHHUS YKa3bIBAIOTCS:

Wndhopmarus 06 n3MEHEHHSX :

Ilynkm 1 usmenen c 1 snsaps 2018 e. - @edepanvuuiii 3axon om 28 oexabps 2017 e. N 425-D3

CMm. npedvbloywyro peoaxyuio

1) HamMeHOBaHWE, aJapec 3asABUTEIS W TPOU3BOJIUTEINS JICKQPCTBEHHOTO TMpemnapara s
MEAUIIMHCKOTO MPUMEHEHHsI, CBEICHUSI 00 MX PETUCTPalliid B KaueCTBE HAJIOTOIUIATENbIIUKA B CTpaHe
peructpanuu (JUl POCCHMCKUX IOPHINYCCKUX JIHIl - UICHTH(PUKAIMOHHBI HOMEp HAJIOTOTUIATETBINKA
(MHH), nns vHOCTpaHHBIX IOPUAMYECKUX JIUI] - CTPaHa PETUCTPAllMU, HAUMEHOBAHUE PETHCTPHUPYIOIIETO
OpraHa, perUCTPAIMOHHBIA HOMED, KOJT HAIOTOIUIATEIIbIIMKA B CTPAHE PETUCTPANMH (MHKOPIIOPAIINH) WITH
€ro aHaJloT) M aJIpec MecTa OCYIIECTBICHHUS IPOU3BOICTBA JIEKAPCTBEHHOTO Mpenapata (B caydyae HaTudHs
HECKOJIBKMX YYaCTHUKOB TIpoOIlecca €ro IMPOM3BOJICTBA HEOOXOAMMO YyKa3aTh KaXKJIOTO0 YYaCTHUKA B
COOTBETCTBUU C OCYIIECTBISIEMON CTaiuell MPONU3BOACTBA);

2) HaMMEHOBAHMWE JICKAPCTBEHHOTO Ipernapara Jijisi MEIUIIMHCKOTO TIPUMEHEHUS (MEXTyHAPOIHOE
HEMaTeHTOBAaHHOE, WK TPYIIUPOBOYHOE, UM XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHMS);

3) mepedeHb JIEHCTBYIOMIMX W BCIIOMOTATEIBHBIX BEIIECTB, BXOJSAIINX B COCTAaB JICKAPCTBEHHOTO
mpernaparta Jisi METUIIMHCKOTO MPUMEHEHUSs, C YKa3aHUeM KOJIHUYECTBA KaXI0T0 U3 HUX;

4) nekapcTBeHHas ¢GopMa, TO03UPOBKA, CIOCOOBI BBEACHHWS W TPHUMEHEHHUS, CPOK TOJHOCTH
JICKapCTBEHHOTO TIperapara Jisi METUIIUHCKOTO PUMEHEHHUS;

5) (bapMakoTepareBTuIecKast rpymmna, KOJI aHATOMO-TEPaANeBTUICCKO-XUMHIECKOM
KIacCU(pUKallMK, PEKOMEHJIOBaHHOW BcemupHO opraHusanuel 3ApaBOOXpaHEHUs, 3asBIIIEMbIC
MOKAa3aHUs 1)1 TPUMEHEHHS JICKapCTBEHHOTO TIpernapara ik MEeANIIHHCKOTO TPUMCHCHHS,

6) OTCYTCTBHE HEOOXOJAMMOCTH TPEIOCTaBICHHS OT4YeTa O pe3yibTarax KIMHHYECKOTO
UCCIICIOBaHMS, WCCIEIOBAaHNs OMOIKBUBAJIICHTHOCTH JIGKAPCTBEHHOTO Tpernapara, pa3pelieHHOro s
MeAUIIMHCKOTO MpuMeHeHus B Poccuiickoit deaeparuu Oonee ABAALIATH JIET, C YKa3aHUEM HOPMATHUBHBIX
NPaBOBBIX aKTOB, MTOITBEPIKAAIONINX JAHHBIA CPOK IIPUMECHEHUS;
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7) HeobxoauMocTh oopMiIeHUST pa3penieHuss Ha BBO3 B Poccuiickyto denmeparuio KOHKPETHOM
NapTUHM  3aperMCTPUPOBAHHBIX W (WJIM)  HE3apETMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB,
IIPEIHA3HAYCHHBIX MU IPOBEICHMS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEIACTB B LEISIX TIOCYAAPCTBEHHOU
perucrpanuu;

8) HeoO0XOAMMOCTb IPOBEIEHUS SKCIEPTU3bl JOKYMEHTOB, NPEJICTABICHHBIX I OIpEaeIICHUS
BO3MOXXHOCTH paccMaTpuBaTh JIEKapCTBEHHBIM Ipernapar il MEIULUHCKOIO IPUMEHEHUS IpU
OCYILECTBIIEHUH I'OCYJapCTBEHHON PErucTpaluy B KayecTBe OppaHHOIo JIEKAPCTBEHHOI'O IIpenapaTa;

9) HEOOXOIMMOCTh MTPUMEHEHHS YCKOPEHHOM MPOIeyphl SKCIEPTH3BI JIEKAPCTBEHHBIX CPENICTB B
LeJISIX TOCYIapCTBEHHOM PErucTpalyy JICKApCTBEHHOTO IIpenapara;

10) xonuu JOKYMEHTOB, IOATBEPKAAIOIINX YIUIATYy TOCYAapCTBEHHOM MOIIJINHBI:

a) 3a MIPOBEJEHHE SKCIEPTU3bl JOKYMEHTOB, MPEJICTABICHHBIX JUIS ONpPEIENeHHs] BO3MOXXHOCTH
paccmaTpuBaTrh JIEKapCTBEHHBIN Ipenapar [yl MEIUIUHCKOTO IPUMEHEHUS IpPU OCYLIECTBICHUU
roCyJJapCTBEHHOM perucTpaniy B KauecTBe OppaHHOTO JIEKapCTBEHHOI'O Mpenapara;

0) 3a MpoBeJEHUE SKCIEPTU3bl KAaYeCTBA JIEKAPCTBEHHOI'O CPEJCTBA U JKCIIEPTU3bl OTHOIICHHUS
OKMJAEMOH TI0JIb3bl K BO3MOYKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIpenapaTa, pa3pelieHHOro 1JIs
MeAMLIMHCKOro IpuMeHeHus B Poccuiickoit @enepanuu Ooisiee ABaALATH JIET, NPU OCYIIECTBICHUU
roCyIapCTBEHHOW PETUCTPALIMU JIEKaPCTBEHHOT'O MPenapara;

B) 3a IPOBEJCHHE IKCHEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bl OTHOILEHUS
OKMJAEMOM IOJIb3bl K BOBMOXKHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOIO Ipenapara il MEJULMHCKOTO
IPUMEHEHHUS IIPU €ro roCy1apCTBEHHON PETUCTpaLliu;

I') 3a IPOBEAECHUE HKCHEPTH3bl KAauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIEPTU3bl OTHOILEHHS
0’KHMJJaeMOM MOJIb3bl K BOZMOKHOMY PUCKY MPHUMEHEHHS JIEKapCTBEHHOTrO Mpenapara A MEAUIMHCKOTO
IIPUMEHEHHUS, B OTHOLIEHHHM KOTOPOrO IPOBENEHBI MEKIYHAapOJHBIE MHOIOLICHTPOBBIE KIMHUYECKHE
UCCJIEOBAHMS, YacTb M3 KOTOpPbIX IpoBeneHa B Poccuiickoi denepanuu, NpH  OCYIIECTBICHUH
roCy/IapCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO MPENnapara;

11) Hanmuue cornacus HPOU3BOIUTENS JIEKAPCTBEHHOIO Ipenapara, MPOU3BOACTBO KOTOPOIO
ocyumiecTBisieTcss 3a mpenenamu  Poccuiickonn  ®Denepanuy, Ha OPOBEACHHE HMHCIEKTHPOBAHMS
IIPOU3BOIUTENISE HA COOTBETCTBUE TPEOOBAHUAM IIPaBUJT HAAJIEKAIEH MPOU3BOICTBEHHOMN NPAKTUKH;

12) Hanuyue coryiacusi, peyCMOTPEHHOr0 4acThio |8 HacTosIel cTaTh;

13) ykazaHue BuJa JIEKaPCTBEHHOIO Ipenapara, MpeACTaBIEHHOT0 Ha PEruCcTpalUio
(pedepeHTHBI  JEeKapCTBEHHBIM  NpemapaT,  BOCIPOM3BENEHHBIM  JIGKAPCTBEHHBIH  Ipernapar,
OMOJIOTUYECKHM JIEKapCTBEHHBIN Mpenapar, OMoaHaNIOroBblil (0MOMOA00HBIN) JIEKAapCTBEHHBIH Ipenapar
(OmoaHnasor), roMeonaTHUECKUil IEKapCTBEHHBIH Npernapar, JIeKapcTBEHHBINH pacTUTEIbHBIHN Mpenapar).

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axkonom om 22 Odexabps 2014 2. N 429-@3 yacms 3 cmamou 18 nacmoswezo
DedepanbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroujeil 6 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. PerucrpanuioHHoe J0Che Ha JIEKapCTBEHHBIH Mpenapar i MEAWIIMHCKOTO TPUMEHEHUs
MPEI0CTaBIsACTCS B opMe 00IIIET0 TEXHUYECKOTO IOKYMEHTA.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacmev 4 cmamou 18 nacmosweco
DedepanbHo20 3aKOHA U3NONACEHA 8 HOBOU pedakyuu, ecmynarowell 8 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
4. Paznien MOKyMEHTAIMK aIMUHUCTPATUBHOTO XapaKkTepa BKIIOYaeT B ceOs:
1) 3asBiIeHUE O TOCYAapCTBEHHOM PErHMCTpallMK JIEKAPCTBEHHOIrO IMpenapara Iy MEAUIUHCKOTrOo
NPUMEHEHHUS B AIEKTPOHHOU (hopMe U Ha OyMa’)kHOM HOCHUTEIIE;
2) KONWIO JIOKYMEHTa Ha pYCCKOM S3bIKE€, 3aBEPEHHOrO0 B YCTAaHOBJIEHHOM T[OpPSJIKE U
MOATBEPKJAOIIET0 TPAaBOMOYHOCTh 3asBUTENS MOJAaBATh 3asBJICHUE O IOCYJApPCTBEHHON PEruCTpaluu
JIEKapCTBEHHOIO Mpernapara Ajisi MeIUIUHCKOT0 MPUMEHEHHS (JI0BEPEHHOCTH);
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Wndopmarius 06 n3MEHEHHSX:

Ilynkm 3 usmenen c 15 utonsn 2018 e. - @edepanvusiii 3axkon om 4 utousn 2018 . N 140-D3

CMm. npedbloywyro peoakyuio
3) KOINHUIO JIMIEH3UM HAa MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB WM KOMHUIO 3aKIIOYEHUS O
COOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHBIX CPEICTB  TpeOOBaHUSAM  IpaBUJI  HaJJexkallen
MPOM3BOJICTBEHHON TMPAKTUKHU, BBIIAHHBIX YIOJHOMOYEHHBIM ()eiepallbHBIM OPTaHOM HCTIOTHUTEIHHOM
BJIACTU B OTHOLUEHWU MPOU3BOJICTBEHHOW IUIOUIAJIKM PErMCTPUPYEMOrO JEKapCTBEHHOIO IMperapara, B
cly4ae, €l MPOU3BOJICTBO JIEKAPCTBEHHOIO IIperapara ocyuiecTsisiercss B Poccuiickoint @enepanuu;

Wndopmarus 06 H3MEHEHHSX:
Ilynkm 4 uzmenen c 15 utons 2018 2. - @edepanvusiii 3axkon om 4 uronsn 2018 2. N 140-D3

Cm. npeovloyuyio peoakyuro

4) KOmMWIO BBIAAHHON YIHOJHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOJIUTENS JIMLEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIPErapaTa U €€ NepeBo] Ha PyCCKUM SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM
MOpsKe, a TaKKe KOMHUIO 3aKIIOYEHUS O COOTBETCTBUHU MPOHM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM I[IpaBUJl HAAJIEXKalIE IPOU3BOJACTBEHHON IPAKTUKH, BBLAAHHOIO YIOJHOMOYEHHBIM
denepanbHbIM OPraHOM HCIIOJHUTEIBHOW BIACTH B OTHOIICHHMHM TMPOW3BOACTBEHHON IUIOIIAIKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO Iperapara, Wik KOMHUI0 PEUICHUs YHOIHOMOYEHHOTO (heepaibHOro
OpraHa HCIOJHUTENBHOW BJIACTH O MPOBEACHUU HHCIEKTUPOBAHMS MPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB, B Cllyyae, €CIM NPOU3BOJACTBO JIEKAPCTBEHHOI'O Ipenapara OCYLIECTBIIAETCA 3a IpeleiaamMu
Poccuiickoit ®eneparuu;

5) MOpOEKT MHCTPYKUMU 10 MEIUIUHCKOMY TNPUMEHEHHUIO JIEKAPCTBEHHOIO Ipernapara,
coJieprKalleil cIeayolue CBeICHUS:

a) HaUMEHOBaHME JIEKapCTBEHHOIO IIpemapara (MEXAyHapOoJHOE HENaTeHTOBAHHOE, WU
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMUS);

0) nmekapcTBeHHas (hopMa C yKazaHHEM HAaNMEHOBAHUHN U KOJMYECTBEHHOTO COCTaBa JICUCTBYIOIINX
BEIIIECTB M KaUEeCTBEHHOTO COCTAaBa BCIIOMOTATENIbHBIX BEIECTB (IIPH HEOOXOAMMOCTH KOJINYECTBEHHOTO
COCTaBa BCIIOMOTATENIbHBIX BELIECTB);

B) OIKCaHUE BHEIIHETO BU/IA JIEKAPCTBEHHOTO Mpenapara A MeIUIUHCKOTO TPUMEHEHUS;

I) pu3uKo-XxuMUYecKre cBOMCTBA (U1 paarodapMaleBTHYECKHUX JIEKapCTBEHHBIX IIPENapaToB);

n) GdapmakoTeparneBTHUECKass TPYMNa, KOJ JEKapCTBEHHOIO TMpernapara i MEIUIIMHCKOTO
MPUMEHEHHUS TI0 aHATOMO-TEPANEBTUIECKO-XUMHUUECKON Kilaccuukanuu, pekoMeHa0BaHHOW BceemupHoit
OpraHu3almei 31paBOOXpPAHEHMS, MIIM YKa3aHUE "TOMEONaTHUYEeCKUH JIeKapCTBEHHBIH npenapar';

e) (dapmakonmuHamuka U ¢dapMaKOKMHETHKa (32  HUCKIIOYEeHHEM  (apMaKOKHHETUKH
TOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U paCTUTENbHBIX JEKapPCTBEHHBIX MPemnapaToB);

K) TIOKA3aHUs 1JIs1 TPUMEHEHNS,

3) MPOTUBOMNOKA3aHUS ISl IPUMEHEHUS;

1) MEpHI MIPEIOCTOPOKHOCTU MTPU IPUMEHEHNH;

K) YKa3aHH€ BO3MOXHOCTM U OCOOEHHOCTEH MpHMEHEHHs JIeKapCTBEHHOIO Ipemnapara Juis
MEIUIIMHCKOTO TPUMEHEHHS OCEpEeMEHHBIMU IKEHIIMHAMH, JKCHIIMHAMH B TIEPHOJ TPYJAHOTO
BCKapMIIMBAHMUSI, IETHMH, B3POCIBIMU, IMEIOIIUMU XPOHHUECKHE 3a00/IeBaHUS;

J) peKUM JO3UPOBAHUS, CIIOCOOBI BBEACHUS U MPUMEHEHHMsI, P HEOOXOIUMOCTH BpeMs MpHemMa
JIEKapCTBEHHOIO MpernapaTa sk MEAUIIMHCKOTO PUMEHEHHUSI, MPOJOIKUTEIIBHOCTD JICYEHUSI, B TOM YHUCIIE
y A€Tel 0 ¥ TIOCJIE€ OJTHOTO roja;

M) BO3MOXKHBIC HEKENATENbHBIE pEaKlUd TpHU MPUMEHEHHU JIEKapCTBEHHOTO TMpernapara ais
MEUITMHCKOTO IPUMEHEHHSI;

H) CUMIITOMBI IEPEJO3UPOBKH, MEPHI IO OKA3aHUIO IOMOILY TIPU NEPEJO3UPOBKE;

0) B3aUMOJICHCTBUE C APYTUMHU JICKAPCTBEHHBIMH TperapaTaMu 1 (WJIH) MUAIIEBBIMU TTPOTyKTAMU;

) popMBI BEIMTyCKa JIEKAPCTBEHHOTO MIperapara;

p) ykazanue (pu HEOoOXOIMMOCTH) OCOOCHHOCTEW NEWCTBHS JICKapCTBEHHOIO Mperapara it


http://ivo.garant.ru/document?id=71858560&sub=41
http://ivo.garant.ru/document?id=57329135&sub=1843
http://ivo.garant.ru/document?id=70351198&sub=1000
http://ivo.garant.ru/document?id=71858560&sub=42
http://ivo.garant.ru/document?id=57329135&sub=1844
http://ivo.garant.ru/document?id=70351198&sub=1000

MEAMIIMHCKOTO MIPUMEHEHHUS [IPH NIEPBOM IIPUEME UITU TPU €r0 OTMEHE;

c) omucanue (Mpu HEOOXOIMMOCTH) NeHCTBUI Bpauda (denpamepa) u (WiKM) TaUEHTa TpU
IpOIMyCKe MpUeMa OJHOM WM HECKOJbKUX J103 JIGKAPCTBEHHOrO IIpernapaTra Uil MEIUIIMHCKOTO
IPUMCHCHUS;

T) BO3MOXKHOE BIIMSHUE JIEKQPCTBEHHOTO TMpenapara g MEIUIMHCKOr0 TPUMEHEHHS Ha
CHOCOOHOCTh YIPABIATH TPAHCHOPTHBIMH CPEJCTBAMU, MEXaHU3MAMU;

y) CpOK TOJHOCTM M YyKa3aHHWE Ha 3alpeT NIPUMEHEHHUs JIEKapCTBEHHOrO IIpermapaTra Jyis
MEAMIMHCKOTO IPUMEHEHHUS 110 UCTEYEHUH CPOKa F'OJIHOCTH;

¢) ycroBuUs XpaHCHUS;

X) yKa3zaHue Ha HEOOXOAMMOCTb XpaHEHMs JIEKapCTBEHHOIO Ipenapara JUlsi MEIULMHCKOrO
MPUMEHEHHUS B MECTaX, HEJIOCTYIHBIX Ui JETeH;

) yKka3aHue (Ipu HEOOXOIMMOCTH) CHEIHATIbHBIX MEp MPEJOCTOPOKHOCTH MPU YHHUTOKCHHU
HEUCTOJIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO TPUMEHEHUS;

Y) yCIIOBUS OTITYCKa;

II) HAaMMEHOBAaHUSA W aJipeca MPOU3BOJCTBEHHBIX IUIOMIAOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara;

II) HaWMEHOBaHHE, aJpec OpraHu3alluy, YIOJTHOMOUYEHHOW Jaep)kaTeieM WM BIaJelbleM
PEruCTPallIOHHOIO0 YIOCTOBEPEHUS JIEKApCTBEHHOTO Ipenapara i MEAMIMHCKOrO IMPUMEHEHUs Ha
NPUHITHE IPETEH3UM OT MOTPEOUTENS;

6) MHCTPYKIUIO 110 MEIULMHCKOMY IIPUMEHEHUIO WM KPaTKYI0 XapaKTEPUCTHKY JIEKaPCTBEHHOIO
npernapara, yTBep»JACHHbIE B CTpaHe MPOU3BOIUTES,

7) IPOEKThl MAKETOB NEPBUYHOI yNaKOBKM M BTOPUYHON YNAKOBKH JIEKAPCTBEHHOrO Ipernapara
JUTSL METUITUHCKOTO TIPUMEHEHHS,

8) MpOEKT HOPMATUBHOW JOKYMEHTAllMM WJIM HOPMAaTUBHOIO JOKyMEHTa Ha JIEKapCTBEHHBIN
npenapar JUisi MEAMLIMHCKOTO MPUMEHEHHs 00 yKa3zaHHe COOTBETCTBYIOIIEH (papMaKkoneiHON CTaThy;

9) nOKyMeHT, coaepxaiuii HHPOPMAIMIO O HATHMYUHA WU 00 OTCYTCTBUHU (DaKTOB PETHCTpALIUU
JIEKapCTBEHHOT'O Ipernapara Uil MEJUIIMHCKOr0 MPUMEHEHMSI 3a peaenamu Poccuiickoit ®enepanny;

10) komuu [OKyMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM MOPSAJAKE M MOATBEPKIAIOIUX (aKT
perucTpanyy JIEKapCTBEHHOI'O TIpenapaTa B MHOCTPaHHBIX TOCYAapcTBaXx B KadecTBE Op(haHHOTro
JIEKapCTBEHHOI'0 IIpernapara;

11) mnman ynpaBiaeHHs pHCKaMH Ui OHOJOTHYECKUX JIEKapCTBEHHBIX MpemapaToB s
MEAMIMHCKOTO IPUMEHEHHUS;

12) nokymeHT o cucreMe (papmakoHaa30pa Jepxkarens WIM BiaJesblla PEruCTPaiOHHOTO
y0CTOBEPEHUS JIEKAPCTBEHHOTO Npernapara;

13) 1OKyMEeHT, MOATBEP)KIAIOIIMI KadecTBO JIEKAPCTBEHHOIO Ipernapara TPeX MPOMBIIIICHHbBIX
cepuii (MMPOTOKOJI aHAJU3a WU cepTU(UKAT aHAJIM3a), O/IHA CEpUsl KOTOPOro JOJHKHA COBMAJATh C cepuen
o0Opa3la JIeKapCTBEHHOro Ipernapara s MEIMIMHCKOTO IPUMEHEHHs, NpPEeICTAaBICHHOI0 Ha
rOCy/IapCTBEHHYIO PETUCTPALIMIO.

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 o. N 429-@3 yacms 5 cmamou 18 nacmosweco
DedepanbH020 3aKOHA U3TONHCEHA 8 HOBOU pedakyuu, ecmynarowell 8 cuny ¢ 1 aueaps 2016 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. Paznen xumudeckoid, GapManeBTHYECKOW M OMOJOTHYECKOW JOKYMEHTAllUU BKJIIOYAaeT B cels
JIOKYMEHTBI, cofiepKamire nHGopMaIuio o GpapMaieBTHIecKol CyOCTaHIIMY U JIEKapCTBEHHOM IIpernapare
JUTT MEAWIIMHCKOTO TIPUMEHEHUS, TPOIECCe €ro MPOW3BOACTBA W METOAAaX KOHTPOJS KavyecTBa, B TOM
qucie:

1) xomuri JOKYMEHTa, COJEp)KaIIero CIAeAYINylo uWHPopMaui o GdapMaleBTHIeCKO
cyOcTaHITMK WU papMaleBTUIECKUX CyOCTaHIUAX, BXOISAIINX B COCTAB JIEKaPCTBEHHOTO Ipernapara:

a) HauMeHoBaHue (hapMaleBTHYECKOW CyOCTaHIINH, €€ CTPYKTypa, OOIIHNe CBOWCTBA;
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0) HauMEHOBAHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C OMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJISI HA BCEX
CTaIUAX MPOU3BOJCTBA;

T') ONKCaHKe Pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

1) OITUCaHNe KOHTPOJISI KPUTUYECKUX CTAMI MPOU3BOICTBA U MPOMEKYTOUHOU MPOIYKIIHH;

€) IOKYMEHTaJIbHOE TTOATBEPKACHUE (BAIMIALIM) POIIECCOB U (UJIM) UX OLICHKA;

’K) CBOMCTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnernuukanus Ha (apMaleBTHUECKYI0 CyOCTaHIIMIO M €€ 000CHOBAHME;

K) aQHAIUTUYECKHUE METOJIUKH, HCIOJIb3yeMble TIPU OCYIIECTBICHHUH KOHTPOJS KadyecTBa
dbapmaneBTHUECKON CyOCTaHIINM;

J) TOKYMEHTAILHOE TIOJTBEPKICHUE (BAIMIAINS) AaHATUTUICCKIX METOJHK, UCTIONb3YEMBIX MPH
OCYIIECTBIICHUU KOHTPOJISl KauecTBa (papMarieBTUUECKON CyOCTaHITNH;

M) pe3yJIbTaThl aHAJIM3a CEPHUIl (hapMaIleBTUUECKON CyOCTaHIIN;

H) MepeYeHb CTaHJAPTHHIX 00Pa3I[0B WK BEILIECTB, UCIOIb3yEMbIX IPU OCYIIECTBICHUH KOHTPOJIS
KayecTBa,

0) OMKCAHNE XaPAKTEPUCTUK U CBOMCTB YIIAaKOBOYHBIX MAaTEPHUAJIOB U YKYIOPOUYHBIX CPE/ICTB;

1) JAaHHBIE O CTAOMIIBHOCTH (hapMaleBTHUECKOW CyOCTaHIINY;

P) CPOK FOJIHOCTH;

2) JIOKyMEHT, cojAepXKalllui CJEeAyIoUIMe CBEACHHS O JIEKApCTBEHHOM IIpemnapare Juis
MEAMIIMHCKOTO MTPUMEHEHUS:

a) OIIMCaHME U COCTaB JIEKAPCTBEHHOI'O IIpenapara sl MEAULMHCKOTO IPUMEHEHUS;

0) omucanue (QapmaneBTHYCCKON pa3paboTku (0OOCHOBaHHME BBHIOOpAa COCTaBa, IEPBUYHOM
YIaKOBKU U UHOTO);

B) TEXHOJIOTHsSI TIPOM3BOJICTBA C OMUCAHUEM CTaJIUi MPOU3BOJCTBA U METOJOB KOHTPOJIS HAa BCEX
CTa/IASX TIPOU3BOJICTBA;

I) ONHWCaHWE KOHTPOJS KPUTHUYECKHX CTaauil TMpollecca MPOU3BOJICTBA U TMPOMEXKYTOUHOU
IPOYKIIHH,

1) HAUMEHOBAHUE M aJpec MEeCTa OCYIIECTBICHHs MPOU3BOICTBA JIEKAPCTBEHHOTO MpemapaTa st
MEJHMIIMHCKOTO TPUMEHEHUs (B Ciydae HAJIMYUS HECKOIBKUX YYaCTHHKOB TIpOIlecca MPOU3BOACTBA
HEOO0XO0IMMO yKa3aTh KaKJOTO U3 HUX);

e) ¢apmareBTUIeCKasi COBMECTUMOCTb;

’K) MUKPOOHMOJIOTHYECKHE XapaKTePUCTUKH;

3) MaTepUaIbHBIA OallaHC /171 MPOU3BOCTBA CEPUH TOTOBOTO MPOAYKTA;

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YITAKOBOYHBIX MaTEPHANIOB M YKYIIOPOUHBIX CPECTB;

K) TOKyMEHTaJIbHOE MOATBEPKICHNE (BaTuIaIusl) IPOLIECCOB MTPOU3BOICTBA U (MJIN) UX OIIEHKA;

) TpeboBaHUST K KadeCcTBY BCIOMOTaTeIbHBIX BellecTB (ceprudukar, crneuuduxanus Ha
BCIIOMOTaTEeJIbHBIE BEIIECTBA U UX OOOCHOBAHUE);

M) aQHAIUTUYECKHE METOAUKH, WCIOJIb3yeMble TMPU OCYIIECTBICHUH KOHTPOJS KauecTBa
BCIIOMOTaTEIbHBIX BEIICCTB;

H) JOKYMEHTQJIbHOE TOJTBEPKACHUE (BAMIAINS) aHATUTHYECKIX METOJIUK, UCIIOIb3yeMbIX MpU
OCYIIECTBIIEHUU KOHTPOJISI Ka4yeCcTBa BCIIOMOTaTEIbHBIX BEILIECTB;

0) uHpopMalus 00 HCIOIH30BAHUM BCIIOMOTATENBHBIX BEIIECTB UYEIOBEUECKOTO M YKUBOTHOTO
MIPOUCXOXKICHHS,

) uHopMaIys 00 UCIOIb30BAHIH HOBBIX BCIOMOTAaTEIbHBIX BEIIECTB;

p) TpeOOBaHUS K KauyeCTBY JIEKAPCTBEHHOTO IMIpernaparta JJisd MEJAWIIMHCKOTO MPUMCHCHHS
(cepTudukar, cnenudukaiys Ha JeKapCTBEHHBIN Mpenapar U uX 000CHOBaHUE);

C) aHAJIUTHYECKHE METOJIUKH, WCIOIb3yeMble TP OCYIICCTBICHHM KOHTPOJS KavyecTBa
JICKapCTBEHHOTO TIperapara Jyisi MeTUIIUHCKOTO MPUMEHEHHUS;

T) JOKYMEHTaJIbHOE MOATBEpXKACHUE (BaJUAAlNs) aHAJTUTHUYECKUX METOJMK, MCIOIb3yEeMbIX MpPU



OCYIIIECTBIICHINH KOHTPOJISI KA4eCTBa JIEKAPCTBEHHOTO IIpenapara Juisi MEJIUIUHCKOTO TPUMEHECHHUS;

y) pe3yJIbTaThl aHATM30B CEPHl JIEKAPCTBEHHOTO MpermapaTa JIyIsl MeIUIIMHCKOTO IPUMEHEHUS;

&) XapakTepucTUKa IPUMECEH;

X) TIEpeYCHb CTAaHAAPTHBIX 00Pa3I[0B, UCIOIB3YEMBIX MPH OCYIIECTBICHUU KOHTPOJISI KayecTBa
JICKApCTBEHHOTO Mperapara JJisi METUIIHHCKOTO IIPUMECHEHUS;

11) IaHHBIC O CTA0MIIBHOCTH JISKAPCTBEHHOT'O TIperapara Juisi MeIUIIMHCKOTO PUMEHEHHUSI.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexkabpa 2014 e. N 429-d3 uacmv 6 cmamovu 18 nacmoawezo
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOU pedakyuu, scmynaroueli 6 cuny ¢ 1 saueaps 2016 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
6. Paznen (apmakonornyeckoi, TOKCHKOJIOTHYECKON JTOKYMEHTAIlMK BKIIFOYAET B ce€0sl OTYETHI O
pe3yJbTaTax JOKIMHUYESCKUX WCCIIEIOBAHUI JIGKAPCTBEHHOTO CPEJICTBA JUISI METUIIMHCKOTO MTPUMEHCHHS,
B TOM YHCIIC:
1) oTder 0 apMaKOAMHAMHYECKUX UCCIICTOBAHMSIX;
2) otueT 0 (apMaKOKUHETHUCCKUX MCCIIETOBAHUSX;
3) OTYET O TOKCUKOJIOTUYECKUX UCCIICIOBAHUSIX.

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosueco @PedepanbHoco
3aKOHA 0ONOIHeHa yacmvio 7, scmynarowel 6 cuny ¢ 1 saneapsa 2016 2.
7. Paznmen KJIMHUYECKOW JOKYMEHTAIlUU BKJIIOYAeT B ceOsl OTYETHI O pe3yjbTaTaX KIMHHUYECKHX
UCCIIEIOBaHMI JIEKAPCTBEHHOTO TIperapara Jjisi MeJUIIMHCKOTO MPUMEHEHHsI, B TOM YHCIIE:
1) oTuersl 00 WuCCIEAOBaHMUSIX OHOJOCTYMHOCTH W OHOSKBHUBAJICHTHOCTU, HCCIEIOBAHUSIX,
YCTaHABJIMBAIOUINX KOPPEISIIHUIO PE3yIbTaTOB, MOJYYSHHBIX B YCIOBHUSX in Vitro u in vivo;
2) oTueThl 0 (papMaKOKUHETUYECKUX UCCIIECTOBAHMSIX;
3) oT4eThl 0 (papMaKOIMHAMUYECKUX HCCIICTOBAHUSIX;
4) 0TYeTHI O KIMHUYECKUX UCCIIE0BAHUAX YPPEKTUBHOCTH U OE30IIaCHOCTH;
5) OTYET 0 MOCTPETUCTPALIMOHHOM OTBITE MPUMEHEHUSI (ITPU HATUYHNN).

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmoswezco @PedepanbrHoco
3aKoHa 0onoaxena wacmoio 8, scmynarowell 6 cuny ¢ 1 saneaps 2016 a.
8. TpeboBanust k 00beMy MH(POPMAIIUHU, MPETOCTABISIEMON B COCTABE PETHCTPAIIMOHHOTO JI0ChE,
JUTISL OTJICBHBIX BUJIOB JIEKAPCTBEHHBIX MPENaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHHUs YCTaHaBIUBAIOTCS
YIOJTHOMOYECHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHAUTEILHOU BIIACTH.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosweco @PedepanbrHoco
3aKoHa dononnera yacmoio 9, scmynaroweit 6 cuny ¢ 1 sneaps 2016 a.

9. B oTHOIIEHNH JIEKAPCTBEHHBIX MPENapaToB, Pa3pelICHHBIX IS MEAUIIMHCKOTO MPUMEHEHUS B
Poccuiickoit ®enepanuu Oosnee ABaaAmaTv JeT (3a HWCKIIOYCHHEM OHMOJOTHYECKHX JIEKAPCTBEHHBIX
IpernapaToB), JIOMYCKAaeTCs BKIIOUEHHE B COCTaB pasfena (HapMakOIOTHUYECKOH, TOKCHUKOIOTHYECKOU
JOKYMEHTAIlM WM pa3jeiia KIMHWUYSCKOW JOKYMEHTAIMd BMECTO OTYeTa pa3paboT4MKa O pe3ybTaTax
COOCTBEHHBIX JOKIMHHYECKUX HCCIIECTOBAHUMA JEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX HCCICTOBAHHMA
JICKAPCTBEHHBIX TPENapaToB IS MEIUIIMHCKOTO TPHUMEHEHHUs 0030pa Hay4dHBIX paboT O pe3yibTrarax
TOKIMHUYECKUX HCCIEAOBAHUN JICKAPCTBEHHBIX CPEACTB M KJIMHMYECKUX MCCIEAOBAHUN JaHHBIX
JICKapPCTBEHHBIX MTPETapaToB, B TOM YUCJIC BKITFOUAS OIBIT HX TTOCTPETUCTPANMOHHOTO TPUMCHECHHS.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 18 nacmoswezo Pedepanvhoco
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny c I smeaps 2016 e.

10. TIpu rocynapCTBEHHON perucTpanydd BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX MpenapaToB s

MEIUIIUHCKOTO TPUMEHEHHUs JOMYCKaeTCsl BKIIOYEHHE B COCTaB pasjena (papMakoJIOTHUECKOM,
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TOKCHKOJIOTMYECKOM JIOKYMEHTALlMM M  pa3fena KIMHUYECKOM JOKYMEHTaluh BMECTO OTyeTa
pa3paboTynka O pe3yibTaTax COOCTBEHHBIX IOKIMHUYECKUX HCCIEIOBAHHMH JIEKAPCTBEHHBIX CPEICTB
0030pa Hay4HbIX paboOT O pe3yibTaTaxX IOKIMHUYECKHX HCCIENOBaHUM pedepeHTHOTO JIEKapCTBEHHOTO
npernapara M IMpeICcTaBIeHHE BMECTO KIMHHMYECKUX HCCIICAOBAHUH B IOJHOM 0OBEME, yCTaHOBICHHOM
pas3zesioM KJIMHUYECKOM JOKYMEHTAlMH, OT4eTa O pe3yjbTaTax HCCIeJA0BaHUN OHOIKBHUBAJICHTHOCTH
BOCIIPOM3BEICHHOIO JIEKAPCTBEHHOI'O Ipenapara i MEAULUHCKOro npuMeHeHus. He tpeOyercs
Ipe/CTaBICHUEe OT4eTa O pe3yJbTaTaxX HCCIeIOBaHUI OMOAKBUBAJIEHTHOCTH BOCIPOU3BEIECHHOTO
JIEKapCTBEHHOI'0 Mpernapara Al MEAUIMHCKOIO IPUMEHEHUS, €CJIU PErUCTPUPYIOTCS BOCIIPOU3BEACHHbIE
JIEKApCTBEHHbIE ITPeNapaThl AJIs1 MEIULIMHCKOTO IPUMEHEHUSI, KOTOPBIE:

1) mpenHasHaueHbl A MApPEHTEPAIBHOIO (IIOJKOXHOIO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTIO,
BHYTPUIJIA3HOTO,  BHYTPHUIIOJIOCTHOTO,  BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBEACHUA W
NPECTaBISIIOT cO00M BOJHBIE PACTBOPHI;

2) mpelCTaBISIIOT COOO0M PacTBOPHI AJIsi HEPOPATLHOTO MPUMEHEHHUS;

3) mpowusBeneHb! B OpPME MOPOLIKOB WM JTHO(PUIN3ATOB IS IPUTOTOBICHHUS PACTBOPOB;

4) ABNAIOTCS ra3aMu;

5) ABIAIOTCA YIIHBIMU WM TJIa3HBIMM JIEKAPCTBEHHBIMU IIperiapaTaMu, IPOU3BEIEHHBIMU B (popMe
BOJHBIX PACTBOPOB;

6) mpeHa3HAYEHBI 11 MECTHOTO TPUMEHEHHS U IIPUTOTOBJICHHI B (hOpME BOIHBIX PACTBOPOB;

7) nmpeAcTaBIsAOT cO0OM BOAHBIE PACTBOPHI IJI UCHIOIB30BaHUS B (JOPME MHTAISALUN C TOMOUIBIO
HeOyaif3epa WK B KaueCTBE Ha3aJIbHBIX CIIPEEB, IPUMEHSAEMBIX C IIOMOILBIO CXOHBIX YCTPOUCTB.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovsa 18 nacmosuwezco @PedepanbrHoco
3aKkoHa oononnera wacmoio 11, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

11. Jns cimywaeB, yka3aHHbIX B mnyHktax | - 3, 5 - 7 wactu 10 HacTosimed cTaThu,
BOCTIPOM3BEJICHHBIN JIEKApPCTBEHHBIM Mpenapar A MEAUIIMHCKOTO MPUMEHEHMs JIOJDKEH COAepKaTh
TaKHe K€ BCIIOMOTATENbHBIC BEIIECTBA B TAKUX KE KOJIMYECTBAX, Kak W peepeHTHBIN JIeKapCTBCHHBIN
npenapar. Ecnu cocTaBel BCIOMOTaTelIbHBIX BEIIECTB PA3NIMUYAIOTCS, 3aSBUTENb JIOJDKEH MPEICTaBHUTH
JIOKA3aTeIbCTBA TOTO, YTO HCIIOJIb3YEeMbI€ B JIAHHBIX KOHIICHTPAIMSAX BCIIOMOTATEIbHBIC BEIIECTBA HE
BIUSIOT Ha Oe3omacHOCTh M (wiH) 3¢PGEeKTUBHOCTh JIEKAPCTBEHHOTO Mpernapara Ui METUIITHCKOTO
npuMeHeHus. B cirydae, eciu 3assBHTENh HE MOXKET MPEACTABUTh TAKUE JOKA3aTeILCTBA U (MJIM) HE HMEET
JOCTyHa K COOTBETCTBYIOIIMM JaHHBIM, OH JOJDKEH MPOBECTH COOTBETCTBYIOIIME HWCCIICTOBAHMS IS
JTOKA3aTeIbCTBA OTCYTCTBHSI BIUSHUS PA3HBIX BCIIOMOTATEBHBIX BEIICCTB WM BCIOMOTATEIbHBIX
yCTpOMCTB Ha Oe30macHOCTh W (WiH) 3(PPEeKTUBHOCTH JIGKAPCTBEHHOTO Mpernapara A METUIITHCKOTO
NPUMEHCHUS B TIOPSJKE, YCTAHOBJICHHOM YIIOJHOMOYECHHBIM (helepaabHbIM OPTaHOM HCTIOTHUTEIBHOM
BJIACTH.

Wndopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamwvs 18 nHacmoswezo Pedepanvhoco
3akoHa dononnena wacmoio 12, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

12. TIlpu rocymaapCTBEHHOW perucTpalud KOMOMHAIMM  paHee  3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPEnaparoB JJIsl MEAUIIMHCKOTO MIPUMEHEHUs JTOMMYCKaeTCsl BKIOYEHHE B COCTaB pasjena
(bapMaKoIOTH4eCKOi, TOKCHUKOJOTHYECKOW JIOKYMEHTAMU U pasjieNa KIMHUYECKOW JOKYMEHTalUuu
BMECTO OTuYeTa pa3paboTyMka ©O pe3ylbTaTaXx COOCTBEHHBIX JOKJIMHUYECKHX HCCIETOBaHHM
JIEKapCTBEHHBIX CpEeACTB 0030pa Hay4HbIX paboOT O pe3ylibTaTax JOKIMHHUYECKUX HCCIeI0BaHUN
pedepeHTHBIX JIEKApCTBEHHBIX MpENnapaTroB, BXOASIIMX B COCTaB KOMOMHAIIMM JIEKapCTBEHHBIX
IpenapaToB, ¥ 00 OTCYTCTBUU MX B3aUMOJICHCTBUS B OAHOI JIeKapCTBEHHOH (Gopme.

Wudopmanust 00 n3MEHEHUSX:

Deoepanvnvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 cmamwvs 18 nacmoswezo Pedepanvhoco
3akoHa dononnena wacmoio 13, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
13. Ha »skcnepTu3y pasivyHBIX JIEKapCTBEHHBIX (POPM OJHOTO M TOrO € JIEKaPCTBEHHOI'O
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mpenaparta Uil MEAMIIMHCKOTO MPUMEHEHHUs 3asBUTENb IMPEACTaBISET OTAEIbHbIC 3asBICHUS U
pPETHCTPAIOHHBIC JOChe Ha KaXIyI0 JIeKapcTBEeHHYIO (Gopmy. [lpu ycnoBun ogHOBpEMEHHON MOJa4d Ha
9KCIIEPTU3y OJHOW JIEKapCTBEHHON (OpPMBI C pa3IUYHBIMU JO3UPOBKOM, KOHIIEHTpaluei, oO0beMoM
3asBUTENb MPEJICTABISAET OJTHO 3asBJICHUE M PETHCTPALIMOHHOE JJOChE C MPUIIOKEHUEM MAKETOB YIIaKOBOK
Ha KaXIYI0 JO3UPOBKY, KKy KOHIIEHTPAIIHMIO, K&K bl 00beM U Kaxk/10€ KOJUYECTBO /103 B YIIaKOBKE.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuwezco @PedepanbHoco
3aKoHa dononnena yacmoio 14, ecmynaroweti 6 cuny c I sneaps 2016 e.
14. Ilpu rocymapCTBEHHOH perucTpauuud Op¢aHHOrO JIEKApPCTBEHHOTO I[IpernapaTa 3asBUTEIb
MpeCTaBIsIeT HHPOPMAIIHIO, HEOOXOANUMYIO 71l (POPMUPOBAHUS pa3jiena KIMHHYECKON JOKYMEHTAIINH, B
o0Bbeme, yCTaHOBJICHHOM YIOJTHOMOYEHHBIM (peiepalbHbIM OPTaHOM HCIIOTHUTEIbHON BIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuweco @PedepanbHoco
3aKoHa dononnena yacmoio 15, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

15. Ilpu peructpanuu OHOJOTHYECKOTO JIEKAPCTBEHHOI'O IMpernapara, MOJy4YeHHOTO U3 KPOBH,
IUTa3Mbl KPOBM YEJIOBEKa, B COCTaBE PETHCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIM TNpemnapar s
MEAMIIMHCKOTO MIPUMEHEHUS TOJIKHBI OBITh MPECTABICHBI JOTIOTHUTEIBHO:

1) B pasmene JOKyMEHTAallMM aJIMHUHHCTPATUBHOTO XapakTepa JOKYMEHT, COJEpKaIlnuid
uH(pOpMaIMI0 0 CyObeKTax OOpalleHHs] TOHOPCKOW KpOBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, IJie ObuLia
OCYIIIECTBIIEHA JoHaIuUs (KpoBU M (WIM) IUIa3Mbl KpPOBH), a TakXkKe JaHHbIE 00 MH(PEKIIMOHHBIX
3a00JIeBaHUAX, MEPENaoIUXCs MapeHTepalbHbIM TyTeM, HH(popMmamus o cyObekTax oOpaiieHus
JIOHOPCKOW KpOBH H (MJIM) €€ KOMIIOHEHTOB, B OTHOLICHHHM KOTOPBIX OCYIIECTBIISETCS KOHTPOJIb
JIOHOPCKOM KPOBH U (MJIHM) €€ KOMIIOHEHTOB;

2) B pazaerne XUMHYECKOH, (hapMareBTHUECKON M OMOJIOTHYECKON JOKYMEHTAIIHH:

a) KpUTEpUHU U CIOCOOBI 0TOOpa, TPAHCHOPTUPOBAHUS U XPaHEHUs JOHOPCKOW KpOBU U (MIH) ee
KOMITOHEHTOB;

0) pe3yabpTaThl HCCIEA0BaHUN OTOOpPaHHBIX JOHOPCKOW KPOBH U (MJIH) TUIa3Mbl KPOBU U ITYJIOB HA
Hanmuuue Bo30yauTenedl MHQEKuui, BKIoYas HHGOpMalKio 00 HCHOJB30BaHHBIX METOIUKAX
UCCIIEIOBAaHUM W B Cllyyae WCCIAEAOBaHUs IYyJIOB IJIa3Mbl KPOBU pe3yJibTaThl JTOKYMEHTAJIbHOTO
MOJTBEPKIEHUS (BaTUIAIMH) HCITOJIb30BaHHBIX METO/IVK;

B) TEXHUYECKUE XaPAKTEPUCTHKHU YIIAKOBKH I OTOOpa JTOHOPCKOM KPOBH M (MITH) TJIa3Mbl KPOBH,
BKJTI0Yast HHPOPMAIHIO 00 MCIIOIb30BaHHBIX PACTBOPAX aHTHKOATYJISTHTOB.

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-®3 cmamovs 18 nacmoswezo @PedepanbHoco
3aKoHa oononxera wacmoio 16, ecmynaroueti 6 cuny ¢ 1 sneaps 2016 e.
16. Knunudeckue ucciieJoBaHMsl JIEKApCTBEHHOTO MpernapaTa AJii MEIULIUHCKOIO NMPUMEHEHHS B
LEeIsAX €ro TOCYyNapCTBEHHOW perucrpauuu Inposoxadrcs B Poccuiickon @enepauuu B IOPSIKE,
YCTAaHOBJIEHHOM cTaTbsamu 38-44 Hactodmero ®PenepasbHOro 3akoHa. OTdeT O IPOBEACHHBIX
UCCIIEIOBAHMSX BKIIIOUAETCS B COCTAaB pasjieia KIMHUYECKOW TOKYMEHTAUU PErUCTPALMOHHOIO 10ChE Ha
JIEKapCTBEHHBIM IIpernapar i MEJULIUHCKOTO INpUMEHEHHMs. JIIsi JeKapCTBEHHBIX IpEenapaToB IS
MEJULUHCKOIO IPUMEHEHHUs, B OTHOUICHUU KOTOPBIX B peE3yIbTaTe JKCIEPTU3bl JOKYMEHTOB,
IIPEAICTABICHHBIX I ONpPENENEHUs BO3MOKHOCTM pacCcMaTpHUBaTh JIEKAPCTBEHHBIM mpernapar miis
MEIUIIUHCKOTO TPUMEHEHUSI B KadyecTBe Op(aHHOIO JIEKapCTBEHHOIO Iperapara, Takas BO3MOXKHOCTh
IPU3HAHA W B OTHOIIEHMM KOTOPBIX IIPOBEJACHBI KIMHUYECKHE WCCIEAOBAHMS, BBIITOJIHEHHBIE 32
npenenamu Poccuiickoit denepaiiny B COOTBETCTBUU C TIPaBIIaMU HaANEXKAIEH 1abopaTOPHON MPaKTUKU
U TIpaBUJIaM{  HAJJIeXalled KIMHUYECKOM IPaKTHUKH, JOIYyCKAaeTCsd BKIIOYEHHE B COCTaB paszfena
KJIIMHAYECKON JOKYMEHTAllU BMECTO OTUETa O Pe3yJIbTaTax KIMHUYECKUX UCCIIEIOBAHNUN JIEKAPCTBEHHOTO
mpenapara Uil MEIUMLIMHCKOrO NpPUMEHEHUs, npoBeneHHbIX B Poccuiickoir ®enepanuum, oruera o
pe3yibpTaTax KIMHUYECKUX UCCIIEIOBAaHUMN, BBIIIOJIHEHHBIX 3a npenenamu Pocculickoit denepanun.
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Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuwezco @PedepanbrHoco
3aKoHa oononnena yacmoio 17, ecmynaroujeti 6 cuny ¢ I sneaps 2016 e.

17. 3agButens BIpaBe MNPEICTaBUTH MO COOCTBEHHOM WHHIMATUBE BMECTE C 3asBJICHHEM O
roCyJJapCTBEHHOM pEeruCcTpaliiy JIEKapCTBEHHOTO IIpenapara Jyisi MEAUIIUMHCKOTO MPUMEHEHHUSI IOKYMEHTHI,
MOJTBEPKJIAIOIIUE YIUIaTy TOCYIapCTBEHHOM MOIUIMHBI M yKa3aHHble B nyHkTe 10 yactu 2 Hacrosien
cTaThl. B ciydae WX HEIpPEICTaBICHHS COOTBETCTBYIOIIUIN YIIOJHOMOYEHHBIH (henepaabHblii OpraH
MCIIOJTHUTENIbHOM BJacTU MpoBepsieT (akT yIiaThl TOCYIapCTBEHHON MONUIMHBI 3asIBUTENIEM MTOCPEICTBOM
UCTIONb30BaHUsl ~ MHpOpMAIMK 00  ymiaTe TOCyJAapCTBEHHOW  TONUIMHBI,  COJAEpXKalleics B
['ocynapcTBeHHON MHGPOPMAIMOHHON cHCTEME O TOCYAapCTBEHHBIX M MYHUIMIAIBHBIX IUIaTeXax, Ha
OCHOBaHUM  MPEJCTABICHHBIX  3asBUTENIEM  KONUW  JOKYMEHTOB, MOATBEPKIAIOIIUX  YILIATy
roCyAapCTBEHHOW MOILIHHBI.

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuweco @PedepanbHoco
3aKoHa donoanena yacmoio 18, ecmynaroweti 6 cuny ¢ I sneaps 2016 e.

18. He nomyckaercs HCHOIB30BAaHUE B KOMMEpPYECKHX LENIX HMHQOpMAMM O pe3yibTaTax
JOKJIMHUYECKUX UCCIICIOBAHMM JICKAPCTBEHHBIX CPEACTB M KIIMHMYECKUX MCCICIOBAHUMN JIEKAPCTBEHHBIX
IpenapaToB Ui MEIUIIMHCKOTO TNPUMEHEHHs], MPEICTaBICHHON 3asBUTEIEM [UIsl TOCYAapCTBEHHOM
perucTpanyy  JEKapCTBEHHOrO TMperapara, 0e3 ero corjacus B TEYCHHWE IIECTH JIET C JaThl
rOCy/IapCTBEHHOU perucTpanuu peepeHTHOro JeKapCTBEHHOTo npemnapara B Poccuiickoii @enepanuu.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosueco @PedepanbHoco
3akoHa donoanena yacmoio 19, ecmynaroweti 6 cuny c 1 sneaps 2016 e.

19. JlepkaTenb UM BIAJENell PETUCTPALMOHHOTO yIOCTOBEPEHHsI JIEKAPCTBEHHOIO IMperapaTa Ha
OMOTEeXHOJIOTMYECKUH UM Op(aHHBIN JIEKApCTBEHHBIN MpenapaT o0s3aH MPEAOCTaBIsATh Ha BO3ME3THOM
OCHOBe 00pa3libl peepeHTHOTO JIEKAPCTBEHHOTO IMpernapara 3asBUTENSAM Ui POBEACHUS KIMHUYECKUX
uccienoBannii. CTouMOCTh oOpasina pePepeHTHOro JIEKapCTBEHHOTO Tpernapara, BKJIOYEHHOTO B
nepeyeHb KU3HEHHO HeOOXOMUMBIX U BaXXHEHUIINX JIEKAPCTBEHHBIX MpENaparoB, HE JOJDKHA MPEBHIIIAThH
3apETUCTPUPOBAHHYIO TPEACTHHYI0 OTITYCKHYIO IIeHY Ha pedepeHTHBIH JIGKAPCTBEHHBIA IperapaTr WIn
I[EHY Ha JICKapCTBEHHBIN MpemnapaT B CTpaHe MPOU3BOAUTETIS.

Wndhopmarust 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 18 nacmosuweco DPedepanbHoco
3axoHna donoanena yacmoio 20, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.
20. 3asBieHNE O TOCYJaPCTBEHHON PETUCTPALMM BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOTO IIpenapara
JUISL MEIUUMHCKOTO TPHMEHEHUS MOXKET OBITh IOJAaHO B YIOJHOMOYEHHBIH (eaepanbHblii OpraH
VCIIOJIHUTENIBHOM  BJAacTH, OCYHIECTBIIIOIUMN  TOCYAAPCTBEHHYIO  PETHCTPALMIO  JIEKAPCTBEHHBIX
[pernapaToB, IO HCTEUEHUU YeThIpeX JET C JaThl TOCYJapCTBEHHOM perucrpauuu peQepeHTHOro
JIEKapCTBEHHOIO Ipenapara B Poccuiickon denepanuu.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamovs 18 nHacmoswezo Pedepanvhoco
3akoHa oononnena wacmoio 21, ecmynaroweti 6 cuny ¢ 1 sneaps 2016 e.

21. 3asBneHMe O TOCYJapCTBEHHOH perucrpauuu OuoaHamoroBoro (6uomomoOHOTro)
JIEKapCTBEHHOTO TIpenapara (OnoaHangora) MOXeT ObITh MOJAAHO B YIIOJTHOMOYEHHBIN (heepaibHbIA OpraH
WCIIOJIHUTENIBHOM  BJAacTH, OCYLIECTBISIIOIIMN  TIOCYAAPCTBEHHYIO  PETHCTPALMIO  JIEKAPCTBEHHBIX
[pernapaToB, IO HCTEUEHUU TpeX JeT C JaThl TOCYJapCTBEHHON perucrpauuu pedepeHTHOro
JIEKapCTBEHHOIO Ipenapara B Poccuiickon denepanuu.

Wudopmanust 00 n3MEHEHUSX:

Deoepanvhvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamwvs 18 nacmoswezo Pedepanvhoco
3aKoHa dononHena yacmoio 22, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.
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22. Jlepkarenbp WIM BIajeiel] PErucTPalOHHOIO YJIOCTOBEPEHMS JIEKApCTBEHHOrO IIperapara
MPEJCTaBISIET B YIOJHOMOYCHHBIN (eepalbHBI OpPraH WCHOJHUTEIBHON BIIACTH, OCYIIECTBIISIONIHMA
(GyHKIMH IO KOHTPOJIFO U HaI30py B cepe 3IpaBOOXpaHEHHUs, OTYET MO pe3yibTaTtaM (papMakoHam3opa
OJIMH pa3 B LIECTh MECALIEB B TEUEHHUE JBYX JIET IMOCJIE TOCYIapCTBEHHON PErHCTpalld JIEKAPCTBEHHOTO
npenapara B Poccuiickoit denepannu, €KEroqHo B TEUCHUE MOCICAYIONIMX TPEX JIET U B JaJbHEUIIeM
OJIUH pa3 B MATh JIET.

TAPAHT:

CM. komMeHTapuu K cTaTthe 18 HacTosero denepabHOrO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabpsa 2014 2. N 429-D3 cmamvs 19 nacmosweco Dedepanvrozo
3AKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cuiy ¢ 1 urons 2015 e.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Cratbsa 19. [IpunsTue pemieHuss 0 BblIaue 3KCIEPTHOMY YUPEXKICHUIO 3aJaHUSI HA IIPOBEICHUE
JKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA

1. B Teuenue necsati pabounx qHEH cO AHS MPUHATHS 3asBIECHUS O TOCYAapCTBEHHON PETUCTPALUU
JIEKapCTBEHHOTI'O Mpernapara COOTBETCTBYIOUINM YIIOTHOMOUYEHHBIN (efiepanbHblil OpraH UCIOJIHUTEIbHON
BJIACTU MPOBOAMUT MPOBEPKY IMOJHOTHI, TOCTOBEPHOCTH M MPABHJIBHOCTH O(GOPMIICHHS MPEACTABICHHBIX
JOKYMEHTOB PETHUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIA Ipenapar U IPUHUMAET PELICHHE O BbIIAYe
3a/1aHUs Ha TIPOBEJICHUE:

1) skcnepTH3bl HOKYMEHTOB, MPEACTABIEHHBIX JI OIpPENEICHHUs] BO3MOKHOCTH paccMaTpUBATh
JIEKApCTBEHHBIA MpernapaT s MEAMIMHCKOIO MNPUMEHEHHS IpPU OCYIIECTBICHHH TOCYJapCTBEHHOM
perucTpanyu B KayecTse ophaHHOTO JIEKAPCTBEHHOTO TIpenapaTa;

2) DBKCHepTH3bl JIEKApCTBEHHOTO CpEICTBA B YaCTH SKCIEPTHU3bl KadyecTBa JIEKAPCTBEHHOI'O
CpencTBa M OKCHEPTHU3bl OTHOLICHMS OXUIAEMOM II0Jb3bI K BO3MOYKHOMY pHCKY IIPUMEHEHUS
JIEKapCTBEHHOIO IIpernapara i MEJULIUHCKOrO IPUMEHEHHS;

3) osKchepTH3bl JIEKAPCTBEHHOI'O CPEACTBA B YaCTU HKCIEPTH3bl KadyecTBa JIEKAPCTBEHHOI'O
CpeAcTBa M DOKCIEPTHU3bl OTHOLIECHHS OXUIAAEMOW II0IB3bI K BO3MOYKHOMY PHUCKY IIPUMEHEHUs
JIEKApCTBEHHOI'0 TMpernapara Uil MEAUIMHCKOrO IPUMEHEHHS B IMOPSAKE YCKOPEHHOW HpPOLELYpbI
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThell 26 HacTosmero denepagbHOrO 3aK0Ha;

4) bsKcmepTUsbl JIEKAPCTBEHHOTO CPEACTBa B OTHOIIEHUU JIEKAPCTBEHHOTO IIperapaTta Juis
BETEPUHAPHOI0 IIPUMEHEHUS.

2. YomHOMOYEHHBIN (heepalibHbIA OpTraH MCIIOJHUTEIHHOM BIACTH YBEIOMIISIET B DJIECKTPOHHOM
¢dopme mwim Ha OyMaXHOM HOCHUTENE 3asBUTENS M IKCIEPTHOE YUPESKICHHE O MPHUHIATOM DPEUICHHU O
BbIJIay€ 3aJJaHUIl Ha ITPOBEJEHHUE DKCIEPTU3, IPEAYCMOTPEHHBIX YacThO | HACTOAILEH CTaTbU, U B CIydac
HEoOXOJJMMOCTH O BbljIaue paspelieHus Ha BBO3 B Poccuiickyro @enepaiuio KOHKPETHON MapTUH, CEPUU
3apETUCTPUPOBAHHBIX M (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB MM 00 OTKa3e B
IIPOBEICHUH MPEyCMOTPEHHBIX KCIEPTU3 C YKAa3aHUEM IMPUYMH TaKOI'0 OTKa3a.

3. B cnydae BbISBICHHS OTCYTCTBHMSI WJIM HEJOCTOBEPHOCTH HH(OPMALUHU, coAepXkalleiics B
IPEJICTABICHHBIX 3asBHUTEJEM JOKYMEHTaX, YIOJHOMOYEHHBIH (enepabHbIil OpraH HCHOJHUTEIbHOMN
BJIACTH HANpaBisieT 3asBUTENIO 3almpoc 00 YTOYHEHUH HTOM uHPOpManuu (namsee - 3amnpoc
YIOJHOMOYEHHOTO (hefiepaibHOr0 OpraHa HCIHOJHUTENIBbHOM BIIACTH), KOTOPHIH MOKET ObITh NepenaH
YIIOJIJHOMOYEHHOMY IIPEICTABUTEIIO 3asiBUTENSA JIMYHO IIOJ PACIMUCKY, HAIPABIEH IO IOYTE 3aKa3HBIM
MUCHbMOM WJIM TepeJaH B AJIEKTPOHHOU (opMe MO TeIeKOMMYHUKAIIMOHHBIM KaHajaMm CBA3U. B ciydae
HalpaBJIEHUs] 3arpoca YMOJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIHOJIHUTENBbHOM BJIACTH MO IOYTE
3aKa3HpIM IMCbMOM OH CYMTAETCS IMOJYYEHHBIM II0 MCTEUYEHHMM INECTH JHEH C JaThl HANpPaBIICHUS
3aKa3HOI0 MMUChMa.

4. 3asBuTenp 0053aH MPEACTaBUTH OTBET HA 3alpoC YMOJIHOMOYEHHOTO (henepaabHOro opraHa
UCTIOJIHUTENILHOW BJIACTH B CPOK, HE MPEBBIIIAIOMINN JEBIHOCTA pabOUYMX JHEW CO AHS €ro MOIYy4eHUS.
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Cpok, ykazaHHBIH B yacTH | HAcTOSILEH CTaTbU, IPUOCTAHABIMBACTCS CO JHs HAINPABICHUS 3asSBUTEIIO
3arpoca yMOJIHOMOYEHHOro (eepaJbHOr0 OpraHa HMCIIOJHUTENBHOW BIACTH A0 JHS THOJYYCHUS HM
COOTBETCTBYIOILETO OTBETA.

5. OcHoBaHMEM JUIsl OTKa3a B OpraHU3alluy AKCIEPTU3, MPEAYCMOTPEHHBIX 4acThio | HacTosIen
CTaTbU, SBJSIETCS MPEACTABICHHE HEOOXOAMMBIX MJIs MPOBEAECHUS NPELYyCMOTPEHHBIX HKCIEPTHU3
JIOKYMEHTOB B HEIIOJIHOM O00bEME WUJIM HENPEJCTABICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
3alpoC YIOJHOMOUYEHHOIo (hefepajlbHOrO OpraHa MCIOJHHUTEIbHON BIIACTH, a TakKXe MpeacTaBICHUE
JIOKYMEHTOB, HE COZEPIKAIINX HCYEPITBIBAIOIIETO MEPEYHs] HEOOXOAMMBIX CBEICHHIA.

TAPAHT:

CMm. xomMmeHTapuu K ctaTtbhe 19 HacTosero denepajbHOTO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-@3 cmamwvsa 20 nacmosuweco PedepaibHoco
3aKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cuiy ¢ 1 uroas 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Crarba 20. DOkcnepru3a JOKYMEHTOB, IPEACTABICHHBIX [UIsI ONPENETICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpemapar Juisi MEAUUUHCKOIO NPUMEHEHUS IpHU
OCYIIECTBIICHUU TOCYIapCTBEHHON PErucTpaly B KayecTBe Op(haHHOTO JIEKApPCTBEHHOTO
npernapara

1. DkcnepTtH3a TOKYMEHTOB, NMPEACTABICHHBIX JIsi ONPEAEIICHHs BO3MOYKHOCTH paccMaTpUBaTh
JIEKapCTBECHHBIM Mpenapar Uil MEAULUHUHCKOIO IPUMEHEHUS IPU OCYIIECTBICHUU TOCYJIapCTBEHHOM
pErHCTpalluk B KadecTBe Op(aHHOrO JIEKAPCTBEHHOI'O IMperapaTra, COCTaBICHHE KOMHUCCHEH IKCIIEPTOB
3aKJIFOYEHUS O BO3MOXKHOCTH WJIM HEBO3MOXHOCTHM PacCMaTpuBaTh JIEKAPCTBEHHBIM mpenapar s
MEAMIIMHCKOTO MPUMEHEHUS MIPHU OCYIIECTBICHUH TOCYIapPCTBEHHON PETUCTpallii B KayecTBe OphaHHOTO
JIEKAapCTBEHHOT'O TIpenapara W HalpaBiCHHE JaHHOTO 3aKJIIOYEHUS B YIOJHOMOYEHHBIN (eaepanbHbIil
OpraH UCTOJHUTENHHOM BIACTU OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIIAIOIINNA TPUALIATA pabOUNX THEH CO
JTHS TIONYYEeHMsS] OKCIEPTHBIM YUpEXIACHUEM 3aJaHusl YIOJHOMOYEHHOro (enepaJibHOTO opraHa
UCTIOTHUTENIbHON BIAaCTH W B DJIGKTPOHHOW (opMe WM Ha OyMaKHBIX HOCHUTENSIX HEOOXOAMMBIX
JIOKYMEHTOB, YKa3aHHbIX B nyHkrax I, 2, 5, 6, 10 gactu 4 m B uvactu 7 crarbu 18 HACTOSMIETO
®denepanbHOro 3aKOHa.

2. JIOKyMEHTBI, COJAEpIaIhecss B PETUCTPAIMOHHOM JIOCh€ Ha JIEKApCTBEHHBIM Mpemnapar u
MOCTYNUBIIHNE HA OyMa)KHBIX HOCUTENSX B OKCIIEPTHOE YUPEKACHUE IS OCYIIECTBICHUS UX SKCIIEPTHU3BI
I OMpENENICHUS] BO3MOYKHOCTH pacCMaTpHBaTh JIEKAPCTBEHHBIA TMIpenapar il MEIUIMHCKOTO
NpPUMEHEHHUs B KauecTBe Op(aHHOrO JEKapCTBEHHOIO TMpernapara, MOAJexar BO3BpaTy B
YIOJTHOMOYEHHBIN (enepanbHblii OpraH HCIOJHUTENBHON BJIACTH OJHOBPEMEHHO C 3aKIIOYCHHUSIMHU
COOTBETCTBYIOIIUX AKCIEPTHU3.

TAPAHT:

Cwm. kommeHTapu K ctathe 20 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamwvs 21 nHacmoswezo Pedepanvhoco
3AKOHA U3NI0JHCEHA 8 HOBOU pedakyuu, ecmynarowell 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm cmamou 8 npeodvioyujell peoaxKyuu
Crarbst 21. PemeHune o0 BO3MOXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM Tpenapar Impu
OCYIIECTBJIEHUH T'OCYIapCTBEHHON perucTpainuy B KayecTBe op(haHHOTO JIEKapCTBEHHOTO
npenapara
1. B cpok, He MpeBBIIAIONUN MATH PadOYUX THEH CO THS MOJYYCHHS 3aKIIOUCHUS, YKA3aHHOTO B
gactu | crateu 20 Hacrosimero @enepanrbHOTO 3aKOHA, YHOJIHOMOYEHHBIM (QenepanbHbIil opran
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UCIIOJIHUTENIBHOW BJIACTH OCYILECTBJIAET OLIEHKY IOJIY4YEHHOIO 3aKJIIOUEHHs Ul OIpEleNIeHUs €ero
COOTBETCTBHUS 33JaHUI0 HA IPOBEACHHUE COOTBETCTBYIOLIEH S3KCIEPTU3bI U YBEIOMIIAET 3asBUTEIS B
JIEKTPOHHOH (opMe MiaM Ha OyMa)XHOM HOCHUTENE O pe3yJbTaTaXx IPOBEICHHON HKCHEPTH3bl C
MPUIOKEHUEM KOMUU IKCIEPTHOTO 3aKIFOUeHUs (C COXpaHEHHEM KOH(PUACHIIUATHLHOCTH WH(POPMAIIUU O
COCTaBe HKCHEPTHONU KOMUCCHM) M O BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpUBaTh JICKApPCTBEHHbII
npemnapar ajid MCEAULIMUHCKOTO MNPUMCHCHHA HIpHU OCYHICCTBICHUU FOCYHapCTBeHHOﬁ peructpaniiu B
Ka4yecTBe Op(paHHOro JEKapCTBEHHOT'O Mpernapara.

2. llpu BbIHECEHMM KOMMCCHEH SKCIEPTOB 3aKJIIOUEHUS O BO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIM mpenapar Iis MEIUIUHCKOIO IPUMEHEHMs IpPH OCYLIECTBICHUHM TIOCYIapCTBEHHOU
perucTpanyy B KauecTBe OpPaHHOTO JIEKAPCTBEHHOTO TpenapaTa yrnoJHOMOUYEHHBIH (efepalbHbIid Oprad
UCIIOJIHUTENIBHOW BJIACTU B CPOK, HE IPEBBILAIOUIMNA NATH pabouux AHEH CO JHS MOJY4EHHUs JaHHOI'O
3aKIIIOYCHUA, IMPUHUMACT PCHICHUC O BbLAAYC 3alaHUA Ha MPOBCACHUC OKCICPTU3BI KadYCCTBa
JIEKapCTBEHHOTO CPEJCTBA W OSKCIEPTU3bl OTHOLICHUS OXHMJIAEMOM MOJIb3bl K BO3MOXKHOMY PHUCKY
IMPUMCHCHUA JICKAPCTBCHHOI'O IIpf€riapara MJjid MCAUWIHUHCKOIO IMPUMCHCHUA B IIOPAIKE yCKOpeHHOﬁ
IpOLeypbl 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUM CO CTaThedl 20 HACTOSAIIEro
®denepanbHOro 3aK0Ha.

3. B cinyyae npuHsATHS pelieHusl O HEBO3MOXKHOCTH pPacCMaTpUBAaTh JEKapCTBEHHbIN IpenapaT A
MEAMIMHCKOTO MPUMEHEHUS IIPU FOCYAapCTBEHHONW perucTpanuy B KauecTBe op(haHHOrO JIEKApCTBEHHOTO
npenapara yHnoJHOMOYEHHbIN (enepanbHblii OpraH HMCHOJHUTENBbHOM BIACTH HpPEKpallaeT Mpoueaypy
TOCYJAQpCTBEHHON PETrHCTpalii JICKApCTBEHHOTO TIpernapara. 3asBUTENb BIpaBe OOPaTUTHCA B
PETUCTPUPYIOIIUI OpraH ¢ 3asABJICHUEM O TOCYJAapCTBEHHON PErucTpaluy YKa3aHHOI'O JIEKAPCTBEHHOIO
Ipenapara B COOTBETCTBHHM €O cTaThell |8 Hacrosamero @eaepaabHOro 3aK0Ha.

I'’APAHT:

CMm. komMeHTapuu K ctaTthe 21 HacTosero denepaibHOr0 3aK0Ha

Cratbs 22. Yrparuna cuiy ¢ 1 urons 2015 r.

Wndbopmarrust 06 n3MEHEHHSX :

Cm. mexkem cmamou 22

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 23 nacmosueco PedepaibHoco
3aKOHA UBI0JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cury ¢ 1 urons 2015 a.

Cm. mexem cmamuu 8 npeovloywelt peoaKyuu
Cratba 23. DxcnepTu3a KadecTBa JIEKAPCTBEHHOTO CpEACTBA M JKCIEpTH3a OTHOIIEHUS
0’KMJ1a€MOH TI0JIb3Bbl K BO3MOXXHOMY PUCKY IIPUMEHEHHMs JIEKApCTBEHHOIO IIpernapara Jis
MEUIIUHCKOTO IPUMEHEHHS

1. OkcnepTr3a Ka4ecTBa JIEKAPCTBEHHOIO CPEAICTBA U DKCIEPTU3a OTHOLIEHUS OKUIAEMOM MOJIB3bI
K BO3MOXXHOMY PHCKY NPHMEHEHHMsS JIEKapCTBEHHOI'O IIpenapara sl MEIUIUHCKOrO0 IPUMEHEHHS,
COCTABJICHUE KOMHUCCHSAMHU OKCIEPTOB 3aKIIOUYEHHUM [0 pe3yJbTaTaM IPOBEACHHBIX JKCIEPTU3 U
HaIpaBJIEHUE STUX 3aKIIOUYEHUH B YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHON BIACTH
OCYILIECTBIISIIOTCS. B CPOK, HE MPEBBIMIAIOLINNA CTa JeCATH pabouux THEH co AHS MOJyYeHHs HKCHEPTHBIM
YUPEXKJIEHUEM COOTBETCTBYIOLIErO 3aJaHHsl YHNOJHOMOYEHHOro (efepaibHOro opraHa HCIOJHUTEIbHON
BJIACTH U HEOOXOJAUMBIX JOKYMEHTOB B 3JIEKTPOHHOH (opMe min Ha OYMakKHbIX HOCUTENSX.

2. B TedeHue AeBsSHOCTA THEH CO JTHA TOJYYCHHS PEHICHUS YIOJHOMOYEHHOTO (henepalbHOTO
OpraHa MCIOJHUTEJIBHOM BIACTH O IMPOBEIEHUHU DKCIEPTH3, MPEAYCMOTPEHHBIX 4YacThbi0 | HacTosmen
CTaThU, 3asBUTEb IPEACTABISIET B JKCIEPTHOE YUPEKACHHUE I MPOBEICHUS SKCIEPTH3bl KAdyecTBa
JIEKapCTBEHHOTO CpeACTBAa 0O0pa3lbl JIEKAPCTBEHHOTO Ipernapara s MEIUIUHCKOro MPUMEHEHHUS,
IIPOU3BEIEHHOTO B COOTBETCTBHM C TPEOOBAHUSMHU ONBITHO-IPOMBIIUIEHHOTO U (MJIM) HMPOMBIIUIEHHOTO
PErJIaMEHTOB, YTBEPXKACHHBIX PYKOBOJUTEIEM IIPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, a TaKXKeE B
COOTBETCTBYIOIIUX CIydyasx o0pa3ibl (papMaleBTUUECKON CyOCTaHIIUMM, TECT-IITaMMa MUKPOOPTaHU3MOB,
KYJIBTYpBI KJIETOK, 00pa3libl BEUIECTB, MPUMEHIEMbIX JJIs1 KOHTPOJISI KauecTBa JIEKapCTBEHHOI'O CPEJCTBA
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IIyTE€M CPaBHEHMs C HUMM HCCIIEAYEMOI0 JIEKAPCTBEHHOI'O CPEJICTBA, B KOJIMUYECTBAX, HEOOXOAUMBIX AJIS
BOCIIPOM3BEJICHUS METOJOB KOHTPOJIS KauecTBa.

3. Ilpu nmomydeHun oOpa3LOB JIEKAPCTBEHHOrO Ipemnapara W (apMaleBTHUYECKOH CyOCTaHLUU
DKCIIEPTHOE YYPEKIACHUE BBINACT 3aSBUTEII0 JOKYMEHT, IMOATBEP)KIAIOIIMM IIOIYyYEHUE YKa3aHHBIX
00pa3LoB, U B CPOK, HE MPEBBIIAIOIUN TpeX pabounx AHEH, yBEIOMIISET B 3JIEKTPOHHOM (opMe MU Ha
OyMa)KHOM HOCHUTEIIE 00 3TOM YIOJIHOMOYEHHBIN (eiepaabHbIi OpraH UCIOTHUTEIBHOM BIACTH.

4. Yka3aHHbIE B 4acTsIX 2 M 3 HACTOSIEH CTaTbU CPOK AJIS MPEJICTABICHUS 3asBUTEIEM 00pa3LOB
JIEKapCTBEHHOTO IMpernapara W (apManeBTUYeCKOH CyOCTaHIIMM W CPOK YBEJOMJICHHS 3KCIEPTHBIM
yupexkaeHueM 00 3ToOM Ha OyMa)XHOM HOCUTENIE YIOJHOMOYEHHOIro (QelepajibHOro OpraHa
VCIIOJIHUTENIBHOM BJIAcTU HE BKJIIOYAIOTCS B CPOK IPOBEAEHHUS 3KCIEPTU3, NMPEAYCMOTPEHHBIX UYaCTbIO |
HACTOAILIEH CTAaThH.

5. JIOKyMeHTBbI, NOCTYIUMBIIME B 3KCIEPTHOE YUYPEKICHHUE JUI IPOBEACHUS OKCIIEPTHU3,
IPEIYCMOTPEHHBIX YacThi0 | HACTOALIEH CTAaThH, MOJIEKAT BO3BPATy B YIIOJHOMOUYEHHBIH (heaepaibHbIN
OpraH HCIIOJIHUTEJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOYCHMSIMH, IOJYYEHHBIMH II0 DPE3yJIbTaTaM
COOTBETCTBYIOIUX 3KCIIEPTHU3.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 23 HaCTOAIICTO d)eﬂepanLHoro 3aKOHa

Cratba 24. DkcnepTu3a KadyecTBa JIEKAPCTBEHHOIO CpEACTBA M JKCIEPTH3a OTHOILEHUS
0’KU/1aeMOH TOJIb3bl K BO3MOXKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOI'O Mpernapara Juis
BETEPUHAPHOTO IPUMEHEHMUSI

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 13 wuons 20152 N 241-P3 6 uacmv 1 cmamvu 24 nHacmosawe2o
DedepanbHoco 3aKOHA 6HeCeHbl UMEHEHUS

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

1. DkcnepTr3a Ka4ecTBa JIEKAPCTBEHHOIO CPEACTBA U DKCIEPTU3a OTHOLIEHUS OKUIAEMOM MOJIb3bI
K BO3MOXKHOMY pHUCKY NPHUMEHEHHUS JIEKapCTBEHHOIO Ipernapara A BETEpUHAPHOIO INPUMEHEHUS,
COCTaBJICHHE KOMUCCHUSIMH 3KCIIEPTOB 3aKIFOUEHUN 10 pe3yJIbTaTaM YKa3aHHBIX SKCIEPTU3 U HAIPABIICHHUE
TaKHUX 3aKJIOYEHHUN B YIIOJIHOMOYEHHBIN (efiepanbHbIil OpraH MCIOIHUTEIbHON BIACTU OCYILECTBISIOTCS
B CPOK, HE IMPEBBILAIONIMNA CTa JeciITH pabouux JHEW cO THS MOJy4eHHUsS SKCIEPTHBIM YUpeKICHUEM
3a/laHusl  YIOJHOMOYEHHOIro (pelepaqbHOr0 OpraHa MCIOJIHUTEIBHOW BIIACTH C JOKYMEHTaMH,
YKa3aHHBIMH B yacTu 3 ctathu |7 Hacrosuiero deaepanbHOTrO 3aKOHA.

2. B Teuenue nATHagUATH pabOYMX JAHEW CO JHS IMOJIyYEHUS pPEIICHHS YIOJIHOMOYEHHOIO
dbenepanbHOTO OpraHa UCHOJHUTENBHON BIACTH O MPOBEICHUH YKa3aHHBIX B YacTH | HACTOSIIEH CTaThbu
9KCIIEPTU3 3asBUTENb IPEJCTABIISIET B DKCIEPTHOE YUPEKIEHHUE Ul TPOBEJEHUS DKCIIEPTU3bl KauyecTBa
JIEKapCTBEHHOI'O CpEACTBAa OOpa3Ibl JIEKApCTBEHHOIO IIpernapara [Uisi BETEpUHAPHOIO MPHUMEHEHUS,
IPOM3BEACHHOTO B COOTBETCTBUU C TPEOOBAaHMSIMU TEXHOJOTHUYECKUX PETIaMEHTOB, YTBEPKICHHBIX
PYKOBOJUTENIEM MPOU3BOAMUTENS JIEKAPCTBEHHBIX CpPEICTB, a Takke oOpaszern (apManeBTHUECKON
CyOCTaHIIMH B KOJIMYECTBAX, HEOOXOAUMBIX JUIsl BOCIIPOU3BEIEHHUS] METOIOB KOHTPOJISI KauecTBa.

3. Ilpu momyueHun 0Opa3IOB JIEKAPCTBEHHOTO TMpemnapata W ¢apMareBTUIeCKol CyOCTaHIIUH
SKCHEPTHOE YUYPEXKJECHHUE BBIAACT 3asBUTENI0 JOKYMEHT, MOJATBEPKAAIONINN TMOJYyUYEeHHUE YKa3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAOIINN TpeX paboyux JHEH, YBETOMIISIET B TUCbMEHHOU (hopme 00 dTOM
YIOJTHOMOYEHHBIHN (peiepalibHbII OpraH UCTIOTHUTEIHHONU BIACTH.

4. Cpox id TpencTaBieHMs] 3asBUTENeM 0O0Opa3loB JIEKAPCTBEHHOrO Ipernapara H
(bapmarieBTHYECKON CyOCTAHIINH U CPOK YBEAOMIICHUS 3KCIIEPTHBIM YUPEKACHUEM 00 TOM B MUCbMEHHOMN
dbopMe yImoJIHOMOYEHHOTO (peepaibHOTO OpraHa MCIOJTHUTEIBHOW BIIACTH, YKa3aHHBIE B YacTsiX 2 W 3
HACTOSIIIEN CTaThU, HE BKIIOYAIOTCS B CPOK MPOBEJIEHUS YKA3aHHBIX B 4YacTU | HACTOsALIEH CTaTbU
JKCHEPTHU3.

5. JIOKyMEHTBI, MOCTYNUBIINE B KCIIEPTHOE YUPEKICHUE ISl POBEACHUSI YKa3aHHBIX B yactu |
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HACTOALIEH CTaTbM OJKCHEPTU3, TMOJUIekKAT BO3BpaTy B YIOJIHOMOYEHHBIM deaepanbHbi  Opra
MCIIOJIHUTEJIbHON BJIACTU OJTHOBPEMEHHO C 3aKJIFOUCHUSIMU 110 pe3yjibTaTaM YKa3aHHbBIX KCIEPTH3.
TAPAHT:

CM. koMMeHTapuu K cTaThe 24 HacTosero denepabHOr0 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 naumenosanue cmamvu 25 HACMOAUE20
DedepanbHo20 3aKOHA UNOAHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm HAUMEHOBAHUS 8 NPeodblOyuel pe0aKyuu
Crartba 25. [ToBTOpHOE TPOBECHHUE SKCIIEPTU3BI JICKAPCTBEHHBIX CPEIICTB

Wndopmarius 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 Oexkabpa 2014 e. N 429-@3 6 uwacme [ cmamwu 25 nacmosuezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. B ciywasx HeIOCTaTOYHOH OOOCHOBAHHOCTH WJIM HEIMOJNHOTHI 3aKJIIOYCHHS KOMHUCCHU
OKCIIEPTOB, HAIWYHS B HEM MPOTUBOPCUYUBBIX JAHHBIX, (aTbCH(PUKAIUU BBIBOJOB JKCIIEPTU3BI
JICKApPCTBECHHOTO CPEICTBA, COKPBHITHS OT YIOJHOMOYEHHOIO (heepasibHOro opraHa HMCIIOJHUTEIbLHOU
BJIACTH OCHOBAHMH JJIsI OTBOJA OKCIEpPTa BCJIEICTBHE €r0 3aWHTEPECOBAaHHOCTH B pe3yJbTaTax
COOTBETCTBYIOIIEH 3KCIEPTH3bI, HATUYHUS TAHHBIX O TPSIMOM JIMOO KOCBEHHOM BMEIIATEIbCTBE B IMPOIIECC
COOTBETCTBYIOIICH SKCIIEPTU3bI JIMIl, HE YYAaCTBYIOIIUX B €€ MPOBEJICHUHU, HO OKA3aBIIMX BIUSHUEC Ha
NPOIECC U PE3YJIbTAThl €€ IMPOBEACHUS, YIMOJHOMOYCHHBIM (eepalbHbIM OPraHOM HCIIOJHUTEIBHON
BJIACTH HAa3HAYAETCS TIOBTOPHAS SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA M (MJIM) 3TUYECKAs IKCIIEPTH3a.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 25 nHacmoswe2o
DedepanbHo2co 3aKOHA 8HeCeHbl uUsMeHeHust, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
2. TloBTOpHAast HKCHEPTU3A JIEKAPCTBEHHOTO CPEJICTBA TPOBOIMTCS C yUETOM pE3yJIbTATOB paHee
MPOBEJCHHONW DJKCIEePTH3bl B CPOK, YCTAHOBJICHHBIN YIMOJHOMOYEHHBIM (efepaibHbIM OPraHOM
WCTIOJTHUTEIIEHOM BJIACTH W HE MPEBBIMAIONUN TPUANATA PAO0OUNX THEH CO JTHS MONyYEHHUS IKCIEPTHBIM
yUpeKIeHUEM 3aJaHUsI Ha TPOBEJICHIE MOBTOPHOM SKCIIEPTU3bI IEKAPCTBEHHOTO CPECTRA.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3axkonom om 22 oexkabps 2014 e. N 429-d3 6 uyacme 3 cmamvu 25 nacmosuezo
DedepanvHo2o 3aKOHA 8HeceHbl usmeHenus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm yacmu 6 npeovloyueti pedaKyuu
3. ®wunHaHCOBOEC OOCCIICYCHHE BBHITIOJHEHHUS 3aJaHUS Ha TPOBEJACHHUE TOBTOPHOW 3KCIEPTH3BI
JIEKapCTBEHHOTO CPEJICTBA HE OCYIIECTBIISETCS.
TAPAHT:

Cwm. KOMMCHTApHHU K CTAaTbC 25 HaCTOAIICTO d)euepanbﬂoro 3aKOHa

Cratbs 26. YckopeHHas IpoLeIypa SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 13 wuons 2015e. N 241-P3 6 uacmv 1 cmamvu 26 Hacmoswe2o
DedepanbHo2o 3aKOHA 6HeCeHbl USMEHEHUS

Cm. mexcm yacmu 6 npeovioywel pedaxyuu
1. YckopeHHas mpouenypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TOCYAApCTBEHHOU
pEerucTpany JEKapCTBEHHBIX IpenapaToB IPUMEHSETCS B OTHOUICHWH Op(aHHBIX JIEKapPCTBEHHBIX
MpEnaparoB, MEPBBIX TPEX JEKAPCTBEHHBIX MpenapaToB, perucTpupyembix B Poccuiickoit denepaunu B
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KAaueCTBE BOCIPOMU3BEICHHBIX JIEKAPCTBEHHBIX IIPEIAPAaTOB, OYEPENHOCTH KOTOPBIX OIpPEACIACTCS B
COOTBETCTBUM C HOMEpPOM M JarToOM BXOJMUIMX 3asABICHUH O TOCYHAapCTBEHHOW pErucTpalyu
JICKapCTBEHHBIX IIPENApaTOB B paMKaX OJHOIO0 MEXKIyHAapOJHOI'O HENAaTEHTOBAHHOIO HAaMMEHOBAHMS
JIEKapCTBEHHOI'0 IIpernapara WIM TPyNIIMPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO IIpenapara, |
JICKapCTBEHHBIX [Ipenaparos, IpeAHa3HaYEHHbIX HCKJIFOYUTEIIBHO JUIs [IPUMEHEHUS
HECOBEPILICHHOJIETHUMU I'PaKJaHAMU.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akoHom om 22 oexkabpa 2014 e. N 429-@3 uacmv 2 cmamovu 26 Hacmoawezo
DedepanvbHoeo 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. YckopeHHas Ipoleaypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB B LEISAX TOCYAApCTBEHHOU
PErUCTPalUU JIEKAPCTBEHHBIX NPENAPAaTOB HE IPUMEHSIETCS B OTHOILICHUH:

1) 6roananoroBbIx (6MOMOI00HBIX) JIEKAPCTBEHHBIX IpenapaTroB (01oaHaIOToB);

2) pedepeHTHBIX JEKapCTBEHHBIX MpenaparoB (3a HCKIOUEHUEM Op(haHHBIX JEKAPCTBEHHBIX
[IPEnapaToB);

3) BOCHPOU3BEACHHBIX JIGKAPCTBEHHBIX TMpenaparoB (3a HUCKIIOYEHHEM TEPBBIX  TpPex
peructpupyeMbix B Poccuiickoin @enepanuy B Ka4€CTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX IIPENAapaToOB
M JIEKAPCTBEHHBIX  NpENaparoB,  MPEAHA3HAYEHHBIX  HMCKIOYUTENBHO  JJIi  [PUMEHEHHUS
HECOBEPIICHHOJIETHUMH I'paX/1aHaMu );

4) HOBBIX KOMOMHALIMN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) JnexapCTBEHHBIX IpENaparoB, 3aperUCTPUPOBAHHBIX pPaHEE, HO IMPOM3BEIEHHBIX B JPYIrHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C IE€PEYHEM HAaWMEHOBAHHM JIEKapCTBEHHBIX (OpM U B HOBOH
JIO3UPOBKE.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axkonom om 22 oexabps 2014 o. N 429-@3 yacms 3 cmamovu 26 nacmoswe2o
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeil 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

3. YckopeHHass Tpoleaypa SKCHEepTU3bl JEKApPCTBEHHBIX CPEACTB MPOBOAUTCSA IO PEIICHUIO
COOTBETCTBYIOIIETO YITOJIHOMOYEHHOTO (he/iepalbHOro opraHa HMCIOJHUTEIBHON BIACTH Ha OCHOBAaHUU
3asIBJICHUS 3asBHUTENS B CPOK, HE MPEBBIIAIONINI BOCHMHAECATH pabounx aHel. [Ipu sTom skcmepTusa
JIOKYMEHTOB, COJICPKAIINXCS B PETUCTPAIIMOHHOM JOChE HA JIGKAPCTBEHHBINA IMpenapar, MPOBOAUTCS B
CPOK, HE MPEBBIIAIONINI AecaTh paboymx THEH, SKCIepTH3a KadecTBa JIEKapCTBEHHOT'O CPEACTBA H
JKCIIEPTH3a OTHOIICHUS OXUIAEMOH TOJIh3bl K BO3MOXXHOMY PHCKY TPHMEHEHHUS JIEKapCTBEHHOTO
npernapara MpoBOJSTCS B CPOK, HE MPEBBILIAIOIIHN MECTHICCATH pabouuX THEH.

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 26 nacmosueco PedepanbHoco
3aKoHa donoanena yacmoio 3.1, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.

3.1. B ortHomeHun op¢aHHBIX JIEKAPCTBEHHBIX MPENapaToB MOTYT OBITh MPEICTaBICHBI
pe3yabTaThl JTOKIWHUYECKUX HCCIECIOBAHUNM JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCICIOBAHUMN
JIEKAPCTBEHHBIX MpEnapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS, BBINOIHEHHBIX 3a npeaenamu Poccuiickoit
®denepanii B COOTBETCTBUHM C TIPABWJIAMH HaJJIeKamled J1abopaTOpHOW TPaKTUKH W TIpaBUIIaMU
HaJyIeKallel KIMHUYECKON MTPaKTUKH.

4. YcKopeHHas Tporeaypa SKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IMPOBOAUTCS B TOPSIKE,
yCcTaHOBJIEHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepalbHOrO 3aKOHA, U HE O3HAYAET CHUKEHUS
TpeOoBaHUil K 6€30M1acCHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MTPENapaTOB.

TAPAHT:

CM. KOMMEHTapuu K cTaThe 26 HacTosmero denepalbHOTO 3aKOHA
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CraTbs 27. Pemienue o rocy1apcTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO Mpernapara

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-®D3 6 uwacmv 1 cmamvu 27 nHacmoswezo
DedepanbHo2o 3aKOHA 6HEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu

1. B cpok, HE MpeBBIIAONTNN ASCATH PadOYUX JHEH CO JHS TOJYyYCHHS 3aKITFOYCHUH KOMUCCHH
IKCIIEPTOB I10 Pe3yJibTaTaM IKCIEPTHU3bl KaueCTBA JIEKAPCTBEHHOI'O CPEICTBA M IKCHEPTU3bl OTHOLICHMUS
0’KHMJIa€MOM I0JIb3bl K BOBMOYKHOMY PUCKY IPUMEHEHHUs JIEKAPCTBEHHOTO IperapaTa, COOTBETCTBYOIIUM
YIOJIHOMOYEHHBIN (heiepabHbIii OpraH UCIIOJTHUTEIBHOMN BIIACTH:

1) pa3merniaeT Ha cBoeM OQUITMATBLHOM caliTe B ceTH "MHTEepHET" COOTBETCTBYIOIINE 3aKIIOUCHUS
KOMHUCCHUHM 3KCIEPTOB M OCYLIECTBIISIET WX OLEHKY Ui ONPEIEIICHUS COOTBETCTBUS 3aJaHUI0 Ha
IIPOBE/ICHHUE 3TUX IKCIIEPTU3;

2) mpUHHAMAET pelIeHHe O TOCYJApCTBEHHON PETHCTpalMy JICKApCTBEHHOTO MpenapaTra Wid 00
OTKa3€ B rOCY/IapCTBEHHON PErucTpaluu JEKapCTBEHHOTO IIpenapara;

3) BHOCHUT NpH NPUHATUM PEIIECHUS O TOCYIaPCTBEHHON perucTpaiuy JeKapCTBEHHOIO Mpernapara
JMaHHBIE O 3apPErHCTPUPOBAHHOM JIEKAPCTBEHHOM Ipemapare, B TOM 4Hcle O (apMaleBTHUECKOi
cyOcTaHIIMM, BXOJSLIEH B COCTaB JIEKapCTBEHHOIO IIpernapara, B TOCYJapCTBEHHBIH pPEecTp
JIEKAPCTBEHHBIX CPEACTB W BBIJAET 3asBUTEII0 PETUCTPALMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOTO
npenapara, ¢opmMa KOTOPOTO YTBEPKIACTCS YITOJTHOMOUEHHBIM (he/iepalbHbIM OPTaHOM HCIIOJTHUTEIHHON
BJIACTH, COIVIACOBAHHBIE HOPMATUBHYI JIOKYMEHTAIMI, HOPMATUBHBIA JOKYMEHT, WHCTPYKLHUIO 10
IPUMEHEHHIO JIEKAPCTBEHHOI'O IIpernapaTa M MAaKeTbl IEPBUYHOM  YNAKOBKM M BTOPUYHOU
(moTpeOuTeNbCKOM) YMAKOBKM C YyKa3aHHEM Ha HUX HOMEpa PperucTpPallioHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpernapaTa 1 J1aThl €ro rocyapCTBEHHOM perucTpaly Uiu B cIydyae NPUHATUS PELICHUS
00 OTKa3ze B TOCYJapCTBEHHOW PETUCTPAllMU JIEKApCTBEHHOTO Mpernapara yBeAOMIISIET B MHUCbMEHHOM
dopme 3asBUTENsT 00 ATOM C yKa3aHMEM INPUYUH TaKOro OTKa3a. 3a BbLIAYy PErUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara B3MMAETCs TOCYJapCTBEHHAs MOLIIMHA B COOTBETCTBUM C
3akoHojarenbcTBoM Poccuiickoit denepanuu o Hajorax u coopax.

Wndopmarys 06 m3MEeHEHHUAX:
Yacmo 2 usmenena c 15 urons 2018 e. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedbloywyro peoakyuio
2. OcHOBaHUEM JUIsl OTKa3a B TOCYJAapCTBEHHOW perucTpaluy JIEKapCTBEHHOro Ipernapara A
MEIUIIUHCKOTO IPUMEHEHUS SBIISIETCS 3aKII0UE€HHE COOTBETCTBYIOIIETO YIIOJTHOMOUEHHOTO (e/iepaibHOro
OopraHa HCIIOJIHUTEIbHOM BJacTHU O TOM, 4YTO KadecTBO U (Win) 3PQPEKTUBHOCTb PErHCTPUPYEMOTO
JIEKapCTBEHHOT'O Ipenapara il MEIULIUHCKOIO IPUMEHEHHSI HE TIOATBEPKIACHBI ITOJIy4YEHHBIMHU JAHHBIMU
WIM 4TO PUCK IIPUYMHEHUS BpeAa 3J0POBBI0 UEJIOBEKA BCIIECJACTBHE IIPHEMA JIEKAPCTBEHHOI'O IIperapara
JUTSL METUIITHCKOTO MIPUMEHEHHUSI TPEBBIIIAET 3(PPEKTUBHOCTD €r0 MPUMEHEHHS.

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacms 3 cmamovu 27 Hacmoswe2o
DedepanvbHo2o 3aKOHA UNONCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3. TloBTOopHOE TMpencTaBiICHHE B COOTBETCTBYIOLIUI YIOJTHOMOYEHHBIN (enepanbHbli OpraH
UCTIOJTHUTEIIEHOM BJIACTH JICKAPCTBEHHOTO IIperapaTa, B OTHOIICHWHM KOTOPOTO TIOJNyYeH OTKa3 B
rOCYy/IapCTBEHHOW PETHCTPAIK M KOTOPBIN BIIOCIEACTBUH TOJBEPICsS U3MEHEHHIO B YacTH €r0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEICTaBIEHHE HOBOTO JIGKAPCTBEHHOTO TIperapaTa Ha €ro TrocyAapCTBEHHYIO
PETUCTPALIMIO HE3aBUCUMO OT COXPAHEHHsI €T0 MePBUYHOTO HAMMEHOBAHUS.

Wudopmanust 00 N3MEHEHUSX:

Cmamws 27 oononnena yacmoio 4 ¢ 15 uons 2018 . - @edepanvuviii 3axon om 4 utona 2018 2. N 140-
D3
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4. Tlpu mpeaoCTaBICHUH 3asSBUTEJIEM B COCTaBE PErMCTPAIIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIM
npernapar Ajs BEeTEPUHAPHOTO MPUMEHEHHsI KOIMHMH PEIICHUs YIMOJTHOMOYEHHOTO (eAepaibHOrO OpraHa
WCIIOJTHUTEIILHOM BJIACTH O IIPOBEJICHUH MHCIICKTUPOBAHUS MTPOU3BOIUTEIIS JICKAPCTBECHHBIX CPEJCTB CPOK
NPUHSITHS PEIICHUS O TOCYJApCTBEHHOH pPErucTpaiyy JICKAPCTBEHHOTO Mpemnapara AJisi BEeTePHHAPHOTO
IMPUMEHEHHUS MPHUOCTAHABIMBACTCS CO JIHS IMOJIYYCHHS 3aKIFOYCHHH, YKa3aHHBIX B 4YacTH | HACTOSIIEH
CTaThH, IO JTHS MPUHATHS YIIOJTHOMOYECHHBIM (eIepalIbHBIM OPTaHOM HCIIOJIHUTEIHLHON BIACTH PEIICHUS O
BbIJIaye WM 00 OTKa3e B BbBIJAaue 3aKJIFOUCHHUS O COOTBETCTBHH IPOM3BOJUTEINS JICKAPCTBECHHBIX CPEICTB
TpeOOBaHUSM MPABUIT HAJUICKAIICH TIPOU3BOJCTBCHHON MPAKTUKH, HO HE 0OJiee YeM Ha CTO BOCEMBJIECST
pabouux THEH.

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 27 oononnena yacmoio 5 ¢ 15 utons 2018 2. - @edepanvusiii 3akon om 4 uonsn 2018 . N 140-
D3
5. OcHoBaHMEM MJis1 OTKa3a B TOCYJAapCTBEHHOW PErMCTpallMy JIEKAPCTBEHHOrO Ipemnapara AJis

BETEPUHAPHOTO TPUMEHEHHS SBISICTCS  3aKIIOYCHHE YIOJHOMOYEHHOTO (eAepalbHOrO OpraHa
UCIIONTHUTENIHOM BJIacTH O TOM, YTO KadecTBO U (WiM) dS(PPEKTUBHOCTH PErHCTPUPYEMOTO
JIEKapCTBEHHOTO MperapaTa JJisi BETEPUHAPHOTO MPUMEHEHHS HE TIOITBEPKACHBI MOJTYyUYE€HHBIMU JaHHBIMHU
WIHM YTO PUCK NMPUYMHEHHUS Bpea 3J0POBbIO KUBOTHOTO BCIEACTBHE IIpHEMa JIEKAPCTBEHHOTO Mperapara
JUTSL BETCPUHAPHOTO MTPUMEHEHUS MPEBBIMAET 3P PEKTUBHOCTD €T0 MPUMEHEHUS, 0TKA3 YIIOJTHOMOUYEHHOTO
denepanbHOro opraHa UCHOJHUTENHLHOM BIACTU B BbIJA4€ 3aKIIOYEHHSI O COOTBETCTBUU MPOU3BOIUTEINS
JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IPABUII HAIJIEKAIICH MPOU3BOIACTBEHHON MPAKTUKHU JUJIS KaXKIOH
MPOU3BOJCTBEHHON IUIOMIAJIKM PErHCTPUPYEMOro JIEKapCTBEHHOI'O IpermapaTa [Ajsi BETEPUHAPHOTO
MPUMEHEHHUS B ClTydae, €Clid IPOU3BOJICTBO JICKAPCTBEHHOTO Ipernapara Jyuisi BETepUHAPHOTO TPUMEHEHUS
ocyuiecTBIsieTcs 3a npenenamu Poccuiickoii @enepariuu, Uil OTCYTCTBUE TAKOTO 3aKIIOYCHHS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 27 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 oekaops 2014 2. N 429-D3 nacmoswuii Pedepanvubiii 3aKOH OONOJHEH
cmamveu 27.1, scmynaroweu 6 cuny ¢ 1 uroasn 20135 e.
Crarba 27.1. Ilopsanok ompeneneHus B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IPENAapaToB MAJIs
MEAMIMHCKOTO TPUMEHEHHUS

1. B3anM03aMeHAEMOCTb JIEKAPCTBEHHBIX MPEMApaToB Ul MEAUIMHCKONO IPUMEHEHHUS
ompezaensieTca B nopsijke, ycraHoBieHHOM [IpaButensctBom Poccuiickoit ®enepannu, HA OCHOBAaHHH
CIIEIYIOIINX ITapaMETPOB:

1) oskBuBaJieHTHOCTh (AJi1 OMOaHAJIOroBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IPENapaToB
(0M0aHaJIOrOB) - COMOCTAaBUMOCTb) Ka4€CTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTUK (papMalieBTUUECKUX
cyOcTaHIMil (MCHOIb30BaHUE PA3JIUYHBIX coJied, 3(UPOB, KOMILIEKCOB, M30MEPOB, KPUCTAIMYECKUX
GbopM M IpyTUX MPOU3BOIHBIX OJHOTO U TOTO e JIEHCTBYIOIIErO BEIIECTBA HE SIBJISETCS MPEMSITCTBUEM
JUISL  B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IpEnaparoB, €CIU MpU TPOBEACHUM HCCIEIOBaHUS
OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipernapara WIM B Cllydyae HEBO3MOXKHOCTU IPOBEAEHUS ITOTO
UCCJIEIOBaHMS TIPU TPOBEACHUU HCCIEIOBAaHUS TEpaneBTHUYECKONM 3KBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npernapara JI0Ka3aHO OTCYTCTBHE KJIMHUYECKM 3HAYUMBIX pa3iuyuii (papMakoOKMHETUKH U (WIH)
6e3omacHOCTH U 3G (HEKTUBHOCTH JIEKAPCTBEHHOTO MpenapaTa sl MeIMLUHCKOTO IPUMEHEHU );

2) SKBHMBAJICHTHOCTh JICKAPCTBEHHOH (hOpMBbI (IIOJ SKBUBAJIECHTHBIMHU JIEKAPCTBEHHBIMU (pOpMaMu
MOHMMAIOTCSl pa3HbIe JIEKAPCTBEHHbIE (DOPMBI, MMEIOIINE OJHMHAKOBBIE CIOCOO BBEJIEHUS U CIOCO0
OpUMEHEeHHs, OO0JIaJalolie  COMOCTaBUMBIMM  (DapMAKOKMHETHMUYECKUMHM  XapaKTEepUCTHKaMU U
(dapMaKoJIOTHYECKUM JIeHCTBUEM U O0ECIEeUNBAIOIINE TaKXKe JTOCTHKEHHE HEOOXOAUMOIro KIMHUYECKOTO
apdexra. Paznuuus nekapcTBEHHBIX (OPM HE SBISIOTCS MPENATCTBHEM Ui UX B3aHMMO3aMEHSIEMOCTH,
€CJIM MPH NPOBEICHUM HCCIEIOBAaHUS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O MperapaTra Wid B Cilydae
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HEBO3MOKHOCTH TPOBEAEHUSI ATOr0 HCCIENOBaHUS MpPU MPOBEICHUHM HCCIEIOBAHUS TEpareBTUYECKOM
OKBHUBAJICHTHOCTH JICKAPCTBEHHOTO Tperapara JOKa3aHO OTCYTCTBHE KIIMHUYECKU 3HAYMMBIX Pa3IAdHiA
dbapmakokuHeTHkn | (W) Oe3omacHOocTH M A((PEKTUBHOCTH JIGKAPCTBEHHOTO IIpenapara s
MEAUIIMHCKOTO TPUMECHECHHS );

3) 9KBUBAJIEHTHOCTb WJIM COIOCTABUMOCTb COCTaBa BCIIOMOTATEIbHBIX BELIECTB JIEKAPCTBEHHOI'O
mpermapara Il MEAMIIMHCKOTO TMPUMEHEHHs (pa3iudus COCTaBa BCIOMOTATEIbHBIX BEIICCTB
JIEKapCTBEHHOI'0 Ipemnapara JUisi MEAMIIMHCKOTO TNPUMEHEHUS HEe SIBIAIOTCS MNPEMATCTBUEM IS UX
B3aMMO3aMCHSEMOCTH, €CIIM TPU TPOBEACHUH WCCIICOBAHUS OMOIKBHBAIIEHTHOCTU JIEKAPCTBEHHOTO
mpernaparta Uil MEIULMHCKOTO MPUMEHEHHUS WM B ClIydae HEBO3MOXXHOCTH TMPOBEACHUSI STOTO
WCCJICIOBAHMS TPU TIPOBEACHUM HCCIICIOBAHUS TEPANCBTUYCCKONH JKBUBAJICHTHOCTH JIEKAPCTBEHHOTO
npenapara it MEAULMHCKOTO MPUMEHEHUS JI0KAa3aHO OTCYTCTBHE KIMHUYECKH 3HAYMMBIX Ppa3IUUHi
dapmakokuHeTukn W (uiaM) Oe3omacHOCTH H  3((EKTUBHOCTH JIEKAPCTBEHHOIO Iperapara s
MEAMIIMHCKOTO0 TpuMeHeHus. [Ipu 3ToM pa3nuuus cocTaBa BCIOMOTATENbHBIX BELIECTB HE JOJDKHBI
MPUBOJIUTH K PUCKY BOSHUKHOBCHHSI CEPhE3HBIX HEXKEIATSIIBHBIX PEaKIUi y OTACIbHBIX TPYIII IMallMEHTOB
WM TIOBBIIIEHUS YaCTOTHI MX BOZHUKHOBEHHS );

4) UIEHTUYHOCTh CII0CO0a BBEJICHUS U IPUMEHEHHS;

5) OTCyTCTBHE KIMHHYECKM 3HAUYUMBIX pa3IU4uid NP  TOPOBEACHUHM  HCCIEI0BaHUS
OMOPKBUBAJICHTHOCTH JICKAPCTBCHHOT'O Tpernapara WM B CIIydae HEBO3MOXHOCTH IPOBEICHUS STOTO
UCCIICIOBAaHMSI OTCYTCTBHE KIMHUYECKHM 3HAUYUMBIX pa3IU4Mii ToKa3aTened 0Oe30MmacHOCTH H
3¢ (HEKTUBHOCTH JIGKAPCTBEHHOTO TMperapara TMpU MNPOBEICHUH HCCICIOBAHUS TEPaleBTUYCCKOM
SKBUBAJICHTHOCTHU. J[aHHBII MapamMeTp He IPUMEHSETCS B OTHOIICHUH BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX
MpernaparoB, yka3aHHbIX B uvactu 10 crateu |8 Hacrosmero deaepalibHOTO 3aKOHA. B oTHoOuIeHUU
OMoaHaNOroBbIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IMpenaparoB (OMOaHANOroB) AaHHBIE 00 OTCYTCTBHH
KIIMHUYECKH 3HAYUMBIX Pa3iu4uii 0e30MacHOCTH, Y3PPEKTUBHOCTH U MMMYHOTEHHOCTH JICKAPCTBEHHOTO
mpemnapata Mo pe3yjibTaTaM MPOBEACHHS KIMHUYECKHX MCCIEIOBAHUN MPEIOCTABISIIOTCS B TOpPSIKE,
YCTaHOBJICHHOM HACTOSAIIEH YacThIO;

6) COOTBETCTBME MPOU3BOAUTENSI JIEKAPCTBEHHOTO CpEICTBAa TpeOOBaHUSM HajuIekKallen
MIPOU3BOJICTBEHHON TTPAKTHKH.

2. CpaBHEHHE MapaMeTPOB PETUCTPUPYEMBIX JIEKAPCTBEHHBIX MpENapaTtoB JIsl MEAUIIUHCKOTO
MPUMEHCHUS OCYIIECTBIISCTCS KOMHUCCHEH JKCIEPTOB SKCIIEPTHOTO YUPEKIACHHUS TPH TPOBEIACHHUH
JKCIIEPTHU3bI TAKUX JIEKAPCTBEHHBIX MPENapaToB B MPOLECCE WX TOCYAapCTBEHHON perucTpaiui. BeiBoabl
JKCIIEPTOB O B3aUMO3aMCHICMOCTH WM HEB3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX IIPENapaToB IS
MEAMIIMHCKOTO TIPUMEHEHUs, CAENaHHble B pe3ylbTaTe JTOr0 CpaBHEHUS, OGOPMISIOTCS B BUC
MPWIOKEHUST K 3aKJIIOYECHUIO0 JKCIIEPTOB MO (PopMme, YTBEPKIACHHON YIOJTHOMOYEHHBIM (heepaabHbIM
OpraHOM UCTHOJTHUTENHHOM BIACTH.

3. TlomoxeHwsI HACTOSAIICH CTaThbH HE PACIPOCTPAHSIOTCS Ha peepeHTHBIC JIEKAPCTBECHHBIC
npernaparhl, JICKApCTBEHHBIE PACTUTEIbHBIC MpernapaThl, TOMEOMATUYECKUE JIEKAPCTBEHHBIE MpenapaThl U
JICKapPCTBEHHBIC IpPerapaThl, KOTOPBIC pa3pelieHbl JUIsi MEIUIIMHCKOr0 TPHMEHEeHHs B Poccuiickoit
Oenepanuu 601ee ABaAIATH JIET U B OTHOIICHUH KOTOPHIX HEBO3MOXKHO MPOBEICHUE MCCIIECTOBAHUS UX
OMOAKBUBAJICHTHOCTH.

TAPAHT:

Cwm. kommeHTapuH K ctaTthe 27.1 Hactosmero @eaepanbHOro 3aKkoHa

Cratbs 28. PeructpaninoHHOE y10CTOBEPEHHE JIEKAPCTBEHHOIO IIpenapaTa

1. PerucrtpannoHHoe yJI0CTOBEpEHNE JIEKAPCTBEHHOIO IperapaTa ¢ YKa3aHHEM JIEKapCTBEHHBIX
dopM M J03MPOBOK BBIIAETCA OECCPOUYHO, 3a MCKIIOYEHHEM PEruCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'0 IIperapara, BbIIaBaeMOI'0 CO CPOKOM JIEHCTBUS MATH JIET, HA BIEPBHIE PETUCTPUPYEMBIE B
Poccuiickoit denepanuu JIE€KapCTBEHHBIE IPENAPATHI.

2. Tlo ucTedyeHWM yKa3aHHOTO B YacTW | HACTOAIMIEH CTaThbM CPOKa BBIAACTCS OECCPOUHOE
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PETUCTPALIMOHHOE YIOCTOBEPEHHME JICKaPCTBEHHOI'O IIpenapara IpU YCIOBHM IOATBEPXKICHUS €ro
roCyJJapCTBEHHOMN pEerucTpanuu.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 oexabpa 2014 2. N 429-D3 cmamvs 28 nacmosuweco Dedepanvriozo
3aKOHa 0ononHena wacmoio 3, scmynarowet 6 cuny ¢ 1 uons 2015 e.

3. B ciayuyae BHeceHMsI B cOOTBETCTBUM cO cTaThsimu 30 u 31 Hacrosiuero deaepanbHOro 3aKOHA
U3MEHEHUH B coJiepXKallldecss B PEruCTPAlMOHHOM JI0Ch€ Ha 3aperucTpUPOBAHHBIN JIEKapCTBEHHBIN
npenapar JOKyMEHTBI, 3aTParvBalOIIUX CBEACHUS, OTPAXXEHHbIE B PErMCTPALMOHHOM YJIOCTOBEPEHHUU
JIEKapCTBEHHOT'0 IIperapara, YIOJHOMOUYEHHbIH (efepalibHblii OpraH HCIOJHUTEIBHONW BIIACTH BBIAAET
HOBOE€ PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara, COAEp)Kallee BHECEHHBIE B HETO
U3MEHEHUS.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 28 nacmosueco PedepanbHoco
3aKOHa dononena yacmoio 4, scmynarowen 6 cuny ¢ 1 urons 2015 a.

4. B cnyuyae yTpaThl WM TMOBPEKICHUS PErHCTPAIIMIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
mperapara 1O 3asABJICHHIO B IHCBMEHHON (opMe JIepiKaTellss WX BIAACNblla PETUCTPANHOHHOTO
yAOCTOBEPEHUS JIEKAPCTBEHHOTIO MperapaTa Wik YIOJIHOMOUYEHHOTO UMHU JIPYTOoro IOPUAMYECKOTO Ul O
BbIJIaye yOMMKaTa pEerucTPAlMOHHOTO YJIOCTOBEPEHHS JICKAPCTBEHHOTO Mperapara yImOJTHOMOYCHHBIH
denepanbHbI OpraH UCHOIHUTENBHON BIACTU B CPOK, HE MPEBBIIIAIOIINNA JECITH pabodYnX JHEH co JHA
MOCTYIUICHUST 3asIBJICHHS, BBIIaeT JyOIHMKAT pPETHCTPAIMOHHOTO YyIOCTOBEPCHHS JIEKAPCTBEHHOTO
mpemnapata. 3a Bblgady AyOnMKaTa PErucTPaliOHHOTO YJIOCTOBEPEHHS JIEKapCTBEHHOIO Iperapara
B3MMAETCS TOCYJapCTBEHHAs MOUUIMHA B COOTBETCTBUU C 3aK0HOAaTebcTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 28 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 29 nacmosueco PedepanbHoco
3AKOHA UB0JHCEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cuny ¢ 1 ausaps 2017 e.

Cm. mexcm cmambwu 8 npedvioywell peoakyuu

Cratbs 29. [loareBepaeHue rocy1apCTBEHHOM PEruCcTpallvy JIEKApCTBEHHOTO MperapaTa

1. IloaTBEepxKAEHNE TOCYAAPCTBEHHOW PErMCTpalMM JIEKAPCTBEHHOTO Npenapara OCyLIeCTBIISETCS
Ipu BblJaue OECCPOYHOrO PErvcTPAllMOHHOIO YIOCTOBEPEHMS JIEKApCTBEHHOTO IpernapaTa B ciydvae,
YKa3aHHOM B dacTu 2 cTarbu 28 HacTtosmero denepaJbHOr0 3aKOHa, B CPOK, HE IPEBBIIAOIINN
HIECTUJECATH pabouux JHEH cO JHS IMOJIyYEHHs COOTBETCTBYIOLIMM YHOJHOMOYEHHBIM (erepalbHbIM
OpraHOM HCIOJHUTEJIBHOM BJIACTU 3asBJICHUS O TOATBEPKICHUM TOCYAAPCTBEHHOW pErucTpanuu
JIeKapCTBEHHOro mnpemnapara. He ocymiecTBisieTcss MOATBEPXk ACHHE TOCYNapCTBEHHONW DPETUCTpaluu B
OTHOILIEHUHU JIEKApCTBEHHOTO Tpernapara, He HaxojauBlierocs B oOpamiennu B Poccuiickoit @enepanuu B
T€YeHHe Tpex U Oosee JeT, a TakkKe B OTHOUIEHHM JIEKapCTBEHHOTO CPE/ICTBA, NMPOU3BEIECHHOIO C
HapylIeHHeM TpeOOBaHUs, yCTAaHOBIECHHOTO UacThio 3.7 crateu 71 HacTosmero deaepanbHOro 3aKoHa.

2. 3asBIE€HHE O NOJTBEPKACHUU TOCYJIAPCTBEHHOW PETMCTPALlMM JIEKAPCTBEHHOI'O IIpenapara
NPEJCTaBIsIETCs. B COOTBETCTBYIOIIMNA YIIOJTHOMOUYEHHBIN (peepanbHblii OpraH HCIOJHUTENBHON BIacTu
HE paHee YeM 3a CTO BOCEMbJECAT JHEH J0 HCTEYeHMs] CpOKa JEeHUCTBUS PErucTPariOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara.

3. IloaTBepxkaeHNE TOCYAAPCTBEHHOW PETUCTPAIMU JEKAPCTBEHHOIO IMperapaTa OCYIECTBISETCA
[0 pe3yibTaTaM »JKCIEPTH3bl OTHOIIEHUS O0XXUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHS
JIEKapCTBEHHOTO TIperapaTta Ha OCHOBAHWH PE3YIhTATOB MOHUTOPUHTA d(HPEKTUBHOCTA M OE30MaCHOCTH
JIEKapCTBEHHOI'O IIpenapara, M[pPOBOJUMOIO JIep)KaTeleM WIM  BIAAEIBbLEM  PErucTPalMOHHOIO
yAOCTOBEpPEHUS JIEKAPCTBEHHOT'O Mpenapara Ju00 yHOJTHOMOYEHHBIM UMHU IOPUIUYECKUM JIUIIOM, a TaKkKe
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COOTBETCTBYIOIUM YIOJIHOMOYEHHBIM (hefepalbHbIM OPraHOM HCIIOJIHUTENIBLHON BIIACTH B COOTBETCTBUU
¢ TpeboBanuAMU cTaThu 64 HacTosmero deaepanbHOTO 3aKOHA.

Wndopmarus 06 H3MEHEHHSX:
Yacmo 4 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

Cm. npeovloywyio peoakyuro

4. K 3asBJICHUIO O MOATBEPNKIECHUM TOCYAapCTBEHHOM pPErUCTpalMK JICKAPCTBEHHOTO IMpernapara
JUIS METULIUHCKOTO IIPUMEHEHUS PUJIaratoTCs:

1) IMOKyMEHTBI, coHepKallhe pe3yJbTaTbl MOHUTOpUHTa AS()PEKTUBHOCTH H OE30MaCHOCTH
JIEKapCTBEHHOI0 Impenapara JUisi MEOUUHUHCKOIO IPUMEHEHHs, MPOBEACHHOTO JEpKaTeleM WU
BJIQJICTIBIIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHMS JICKAPCTBEHHOTO Mpemnapara s MEIUIMHCKOTO
NpUMEHEHUs JHOO0 YINOJIHOMOYEHHBIM UM IOPUAMYECKUM JIMLIOM, 10 (dopme, YTBEPKICHHOU
YIIOJITHOMOYECHHBIM (peiepabHbIM OPraHOM UCIIOJIHUTEILHOM BJIACTH,

2) Komus JIMIIEH3UW Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEJACTB HJIM KOMHUS 3aKIIOUEHUS O
COOTBETCTBUU  IPOM3BOJUTENSA  JICKAPCTBEHHBIX CPEICTB  TpeOOBaHUAM  IpaBWJI  HaJIekKaIIeh
MPOU3BOJICTBEHHON MPAKTHUKH, BBIIAHHBIX YIMOJTHOMOYEHHBIM (heepalIbHbIM OPTaHOM HCTIOIHUTEIHHOM
BJIACTM B OTHOIIEHWM MPOU3BOJICTBEHHOM IUIOMIAJKHU JICKAPCTBEHHOI'O Mpenapara sl MEIUIIMHCKOTO
MIPUMEHEHUS, TOCYIAPCTBEHHASI PETUCTPALMsl KOTOPOro MOATBEPKAAETCSA B CIydae, €CIU MPOU3BOJACTBO
JIEKapCTBEHHOIO Mpernapara 11 MeJULIUHCKOro NpUMeHeHHs ocyuiecTisercs B Poccuiickoit denepanuu;

3) Komwus BBIJJAHHOM YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl TPOW3BOAMUTENS JIUIEH3UH Ha
MIPOU3BOJCTBO JIEKAPCTBEHHOTI'O IperapaTta A MEIULUMUHCKOrO MPUMEHEHHUS M €€ MEpPEeBOJ Ha PYCCKUU
A3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM IIOPSAKE, a TaKKe KOIMUS 3aKIKYEHUS O COOTBETCTBUU
MIPOM3BOJUTEINS JICKAPCTBEHHBIX CPEACTB TPEeOOBAaHMSM IpaBUJI  HAJJICKAIIEH IPOM3BOICTBEHHOMN
MPAKTUKH, BBIIAHHOTO YITOJIHOMOUYEHHBIM (peiepalibHBIM OPTaHOM UCTIOTHUTEILHOM BJIIACTH B OTHOIICHHUH
MPOU3BOACTBEHHOM  IUIOIIAJIKKA  JIGKAPCTBEHHOTO mpemnapara Uil MEAUIUHCKOIO IPUMEHEHUS,
FOCYIApCTBEHHAS] PETHCTpals KOTOPOro MOATBEPKAAETCS, WA KONMHUSA PELICHHS YHOJIHOMOYEHHOTO
denepanbHOTO OpraHa HUCHOJHUTENBHON BJIACTU O MPOBEICHUU WHCIEKTUPOBAHUS MPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEJICTB B CIIy4yae, €CJIM MPOU3BOACTBO JICKAPCTBEHHOTO Mpemnapara i MEIUIIMHCKOTO
IIPUMEHEHUS OCYLIECTBIIsIETCSA 3a npeaenamu Poccniickont denepanumu.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 29 oonoanena yacmoio 4.1 ¢ 15 urons 2018 e. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
4.1. B oTHOmIEHNU OUOJIOTUYECKUX JICKAPCTBEHHBIX MPEMapaToB Ui MEAUIIMHCKOTO MPUMEHEHHUS
3asBUTENb JOMOJIHUTEIBHO TPEACTABISIET PE3YyJIbTaThl MEPONPHUITHH, MNPEIYCMOTPEHHBIX IIJIAHOM
yOpaBlIeHUS PUCKAMH, YTBEPKACHHBIM YIOJTHOMOYEHHBIM (helepaabHbIM OPTaHOM HCIHOIHUTENbHON
BJIACTH TMPU OCYIIECTBICHUH TOCYJApCTBEHHOW pPETUCTpaAllMy JIGKAPCTBEHHOTO TIpemapara s
MEIUIUHCKOTO PUMEHEHHS.

Wudopmanust 00 N3MEHEHUSX:

Cmamws 29 oononnena yacmoto 4.2 ¢ 15 uions 2018 2. - @edepanvhsiii 3axon om 4 uons 2018 2. N 140-
D3
4.2. K 3as8BIeHUI0 0 MOATBEPKACHUHN T'OCYIapCTBEHHON pETUCTpaliy JIEKapCTBEHHOTO Mpernapara
JUIST BETEPUHAPHOTO MPUMEHEHHS TPHUJIAraloTCsl JTOKYMEHTBI, COJEpIKaIliue pe3yabTaThl MOHUTOPWHTA
¢ dexTuBHOCTH © 0E30MaCHOCTH JICKApCTBEHHOTO TMpemnapara s BETePUHAPHOTO MPUMEHEHUS,
MPOBOJIMMOTO  JIEp’KaTeJIeM WA BIAACIBIIEM PETHCTPAIMOHHOTO YIOCTOBEPEHHsI JIEKAPCTBEHHOTO
mpenapaTta s BETEPUHAPHOTO MPUMEHEHHs] JHO0 yMOJTHOMOYEHHBIM UM IOPUIUYECKHM JIHIIOM, MO
dbopme, YTBEP)KIEHHON YIOJIHOMOYECHHBIM (eepalbHBIM OPTaHOM HCIHOJIHUTEIHLHON BIIACTH, W
JOKYMEHTBI, yKa3aHHbIe B MyHKTax |, 2 - 2.2, moanmynkrax "a", "6", "k", "n" nynkra 4 gactu 3 ctateu 17
Hacrosimiero depepaabHOTO 3aKOHA.

Wndopmarius 06 H3MEHEHHSX:

Cmamuws 29 oononnena yacmoio 4.3 ¢ 15 urons 2018 e. - @edepanvuwiii 3akon om 4 urons 2018 e. N 140-
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D3

4.3. C 3as8BI€HUEM O MOATBEPKACHUU IOCYJapCTBEHHOM pErucTpaluy JEKapCTBEHHOTO IIpernapaTa
3asiBUTENb MPEJICTABISAET KOMUIO TOKYMEHTA, MOATBEPKAAIOLIEr0 YIUIaTy FOCyJapCTBEHHOM MOLUIMHBI 3a
HOJTBEPK/ICHHE TOCYAapCTBEHHONW PErMCTpAIMK JIEKAPCTBEHHOTO IMpenapara, JJM00 MOXKET MpPeICTaBUTh
yKa3aHHbBII JJOKYMEHT 110 cOOCTBEHHOU MHUIMAaTHBe. B ciyuyae HempencTaBiIeHHs yKa3aHHOTO JOKYMEHTa
YIOJIHOMOYEHHBIH  (efepalbHblii  OpraH  HCIOJHUTEIBHOM BJIACTH  HpoOBepseT (akT  yIUIaThl
rOCy/IapCTBEHHOW TOUUIMHBI 3asgBUTENIEM IOCPEJCTBOM HCIONb30BaHUS HHMOpManuu 00 ymiate
rOCy/IapCTBEHHOW TIONUIMHBI, cojaepkamieiics B [ocymapcTBeHHOW WHQPOPMAIMOHHON CHUCTEME O
rOCYJapCTBEHHBIX U MYHULMIIAJIBHBIX IUIATE€XKaX, HA OCHOBAHHMU IPEJCTABICHHOMN 3asABUTENIEM KOIUHU
JIOKYMEHTA, OATBEPKIAAIOIIETO YIUIATy FOCYAapCTBEHHOM MMOIIIMHBI.

5. B Tteuenue pecatu pabouynx [HEH CO JHSA TPUHATHUS 3asABICHHUS O TMOATBEPKACHUU
rOCy/JapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapaTa U JOKYMEHTOB, COJEpPKallUX pe3yJbTaTbl
MOHHUTOpHUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOT'O IMpemnapara, MPOBOAMMOIO JIepiKaTeieM
WIM BJIAJIENIBLIEM PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IIpernapara Jud0 yrnoIHOMOUYEHHBIM
MU IOPUINYECKUM JIUIIOM, YIIOJTHOMOYEHHBIH (eiepalibHbIi OpraH UCIOJIHUTEIHOM BIACTH:

1) mpoBOAMT HPOBEPKY MOJHOTHI CBEACHUI, COAEpIKALIUXCS B IPEACTABICHHBIX 3asiBUTEIEM
JIOKYMEHTAaX;

2) npuHMMAET peIlleHUuEe O MPOBEACHUU WM 00 OTKa3e B IPOBEACHUM 3KCIEPTU3bl OTHOIIEHUS
0’)KMJIa€MOM TO0JIb3bl K BO3MOXXHOMY PHCKY INPHUMEHEHHMs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBAaHUU
pe3yIbTaTOB MOHUTOPHHTA YPPEKTHBHOCTH M 0€30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara, MpoBOJAUMOTO
JepKaTelieM WM BIIAJENIbLIEM PETUCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOrO Ipemnapara 0o
YIOJHOMOYEHHBIM MU FOPUINYECKUM JIUIIOM, a Takxke (efepaibHbIM OPTaHOM HCIIOJHUTENIBHON BIACTH
B COOTBETCTBUHU C TpeOoBaHusAMU cTaThil 64 HacTosiero denepanbHOTO 3aKOHA;

3) yBenoMisieT B DJIGKTPOHHOW (opMe WM TUChMEHHOW ¢opMe 3asBUTENS U IKCIIEPTHOE
YUpEXKAECHUE O MPHUHATOM pEUIeHHH JMOO0 B Cilydae MPHUHATHS pelieHuss 00 OTKa3e B MPOBEICHHUU
9KCIIEPTU3bI YKA3bIBAET MPUYMHBI TAKOTO OTKa3a.

6. B cnyuae BbISIBIEHUS HEOOCTOBEPHOCTH W (WIM) HEAOCTATOYHOCTH HH(poOpManuu,
coJiepiKalleiicss B IpPEICTaBICHHBIX 3asBUTEIEM JOKYMEHTaxX, YHNOJHOMOYEHHbIN (efepaibHblii opraH
MCTIOTHUTENILHOM BJIACTH HAIMpPAaBIISIET 3asBUTENIO 3apoc 00 YTOYHEHUH YKa3aHHOW MH(opmanuu. 3ampoc
YIOJHOMOYEHHOTO  (peiepaliIbHOTO  OpraHa  MCIOJHUTEIbHOW  BJAcTH MOXET OBITh  HIepenaH
YIOJIHOMOYEHHOMY MPEICTABUTEINI0 3asiBUTENS JIMYHO MOJ PACHHUCKY, HAMpaBIEH MO MOYTE 3aKa3HbIM
NUCHbMOM WJIM NEpeaH B AEKTPOHHOU (opMe MO TEeIeKOMMYHMKAIlMOHHBIM KaHajaMm cBA3U. B ciyuae
HaNpaBlieHUsl 3ampoca YMOJIHOMOYEHHOTO (enepaabHOro OopraHa HMCHOJIHUTENBHOW BJACTU MO TMOYTE
3aKa3HbIM IHCbMOM OH CUMTAETCSl IMOJIyYEHHBIM [0 HCTEUEHUHM IIECTH JHEH C JaThbl HampaBICHUS
3aKa3HOr0 MUChMa.

7. 3asBUTENb 00s3aH IMPEICTAaBUTh OTBET Ha 3alpoC YIMOJHOMOYEHHOIO (eiepallbHOro OopraHa
UCTIOTHUTENILHOM BIACTH B CPOK, HE MPEBBIIAIONINKA AEBIHOCTA pabounx THEH CO JHS €ro MONydeHHs.
CpoOK, yKa3aHHBIM B 4acTH 5 HACTOSIIEH CTAaThH, MPUOCTAHABIMBACTCS CO JIHS HAMPABJICHUS 3asBUTEIIO
3ampoca yMmoJIHOMOYEHHOTO (elepanbHOro OopraHa HCIOJHUTENBHONW BIACTH IO JHS TMONYYSHHUS UM
COOTBETCTBYIOILIETO OTBETA U HE YUUTHIBAETCS IPU UCUMCICHUH CPOKa MOATBEPK/IEHUS TOCYAapCTBEHHOM
pEerucTpaluy JeKapCTBEHHOTO Mpernapara.

8. OcHoBaHMeM [UIsl OTKa3a B IPOBEIEHUH OSKCHEPTU3bl OTHOIICHUS OXKHMJIA€MOM TMOIb3bl K
BO3MOKHOMY PHCKY NPUMEHEHHUs JIEKapCTBEHHOTO Ipernapara sBISETCS IMPEJCTaBICHUE TOKYMEHTOB,
CoJIepKalliX pe3yJbTaTbl MOHUTOPUHTA 3(PPEKTUBHOCTU U OE30MaCHOCTH JIEKApCTBEHHOTO Mpernapara, u
(umM) B OTHOIIEHWW OWOJIOTMYECKUX JIGKAPCTBEHHBIX TIPENapaToB pPe3yJdbTaTOB OCYIIECTBICHUS
MEPONpPUITUA B COOTBETCTBUM C IUIAHOM YIIPABJIEHUS PHUCKaMH, YTBEP)KICHHBIM YIOJIHOMOUYEHHBIM
denepanbHBIM OPraHOM HCHOJHUTENBHON BJIACTU MPHU OCYIIECTBICHHH TOCYAAPCTBEHHOW pPErHCTpaIiu
JIEKapCTBEHHOI'0 Ipenapara, B HEMOJHOM oObeMe, OTCYTCTBHE MH(pOpMalluu, MOATBEpXkAaromel (axt
yIUIaThl TOCYIAPCTBEHHOM MOIUIMHBI 32 TOATBEPKIEHUE TOCYIAPCTBEHHON PEruCTpaliy JIEKapCTBEHHOTO
npemnapara, 1100 HempeICTaBICHUEe 3asBUTEIIEM B YCTAaHOBJICHHBIN CPOK OTBETa Ha YKa3aHHBINA B 4acTH 6



HACTOSIILEH CTaThbU 3alPOC YIOJHOMOUYEHHOI0 (hefiepaibHOro opraHa MCIOJHUTEIbHOM BIACTH, a TAKKe
OTCYTCTBHUE B YKa3aHHBIX JJOKYMEHTaX WH(OpMAIMU, KOTOPasi 1OJIKHA OBITh B HUX OTpa)keHa.

9. Okcmeprusa OTHOLICHMS OKHIAEMOW TIOJIB3bI K BO3MOXXKHOMY PHCKY IIPUMEHEHUs
JIEKapCTBEHHOI'0 IIpernapara B LEIAX MOATBEPKICHHs IOCYAapCTBEHHOM PETUCTpALUU JIEKapCTBEHHOTO
npenapara IpOBOAUTCS KOMHUCCHUEH JKCIIEPTOB HKCIEPTHOTIO YUYPEXKACHHS B CPOK, HE IPEBBILIAOIINN
COpOKa pabouyux THEH.

10. B cimydyae HEIOCTaTOYHOCTH NPEACTABICHHBIX JKCIEPTY MATEPHUAIOB Ul Ja4M 3aKJIIOYEHUs
IKCHEPT oOpamaercs K pyKOBOAUTEIIO SKCIIEPTHOTO YUPEXKICHHS O MPEIOCTABICHUN €My HEO0OXOAUMBIX
MaTepHagoB. PyKOBOIUTENb 3KCHEPTHOIO YUPEXKICHHsI OOpallaeTcsi ¢ COOTBETCTBYIOIIMM 3alpocoM B
YIIOJTHOMOYEHHBIN (pe/iepanbHblii OpraH MCIOJHUTEIBHON BIIACTH, BBIAABIINK 3a/JlaHUE Ha NPOBEICHUE
JKCIIEPTU3bl OTHOIICHUSA OXHUAAEMOH IOJIb3bI K BO3MOXXHOMY PHUCKY IPHUMEHEHHs JIEKapCTBEHHOIO
npenapata Ha OCHOBAHMM JOKYMEHTA, COJEPXKAIEro pe3ylbTaThl MOHHTOPUHTA 3()()EKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO npenapara. B Teuenue nsatu pabouux AHEH co JHs MOCTYIUICHUS 3arpoca
PYKOBOJAUTEINS KCIEPTHOTO YUPESKICHUS YKa3aHHBIM (elepaibHblii OpraH HCIOJHUTEIHHON BIIACTH
HalpaBiIgeT 3asABUTENIO 3alpoc O MPEJCTABICHUHM HEOOXOJUMBIX MaTepHalioB, KOTOPBIM MOXET ObITh
IIEpEeNaH YIMOJHOMOUYEHHOMY IIPEICTABUTENIO 3asBUTENSA JUYHO I10J PACHUCKY, HAIIPABIEH II0 I0YTE
3aKa3HbIM [TMCHMOM WM MEpeslaH B 3JIEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajlaM CBs3U. B
Cllydae HaIlpaBJIEHUs 3alpoca YHOJHOMOYEHHOIO (elepalbHOI0 OpraHa HCIOJHUTENbHOM BJIACTU IO
[I0YTE 3aKA3HBIM ITMCBMOM OH CUMTAETCS IOJIYYEHHBIM II0 MCTEYEHHUM LIECTH JHEH C JaThl HAIPaBJICHHUS
3aKa3HOr0 MMUChMa.

11. 3asBurens 00s3aH MPEICTaBUTh OTBET HA 3alPOC YHOJIHOMOYEHHOro (heepanbHOro opraHa
UCIIOJIHUTENIbHOM BJACTU B CPOK, HE IPEBBILIAIOIIMNA IIECTUAECATH pabouyuXx THEH CO IHS IMOJIy4EeHHUS
YKa3aHHOI'O 3ampoca. YIOJHOMOYEHHbIM (eaepanbHblii OpraH MCHOJHUTEIbHON BIIACTH, BbIIABIIMN
3a/1aHKME Ha IIPOBEACHUE IKCIIEPTU3bI OTHOLICHHS OKUIAEMOH IOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'0 IIpelapara Ha OCHOBAHMM JOKYMEHTA, COAEPXKAIIEro pe3yiabTaTbl MOHMTOPUHIA
3¢ dexTuBHOCTH K 0€30MaCHOCTH JIEKApCTBEHHOI'O IpernapaTa, B T€UEHHME IMSTH pabouyux JAHEW co JHS
HOCTYIIJICHUS OT 3asiBUTENSI OTBETA Ha 3alpoC YIOJIHOMOYEHHOTO (peiepalbHOro opraHa UCIOJHUTEIbHON
BJIACTH HANPABJISIET 3TOT OTBET B JKCIEPTHOE ydpexkaAeHHE. B ciydae HenmpencTaBlIeHHs 110 UCTCUYECHHUH
MIECTHIECATH paboUynX JHEH 3asBUTEJIEeM OTBETa Ha YKa3aHHBIM 3alpoc yIOJIHOMOYEHHBINH (enepaabHbIi
OpraH HCIIOJHUTEIBHON BIIACTH, BBIJABIINHI 3a/1aHUE HA IIPOBEICHHUE DKCIIEPTU3bl OTHOIIECHUS OXKUAAEMOU
MOJIB3bl K BO3MOKHOMY PHCKY IPUMEHEHUs JICKapCTBEHHOI'O IIpelapara Ha OCHOBAaHUU JOKYMEHTA,
COJIEpIKallero pe3ysibTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U 0€30MaCHOCTH JIEKaPCTBEHHOI'O Mpenapara, B
TEUeHHUEe MATH pabouyuXx JHEW HampaBiseT B SKCIEPTHOE YUpEXkKAECHUE YBEJOMJIEHHE O HENpPEeJCTaBICHUU
3asBHATENIEM OTBETA Ha 3alpoC YKa3aHHOIO opraHa. Bpems co aHS HampaBiIeHMs 3ampoca 3KCIEPTHOTO
YUpEXKAECHUSI B YIOJIHOMOYEHHBIH (hefiepabHblii OpraH HCHOJHHUTENbHOM BJIACTH 10 JIHS MOJIYYEeHHUs
SKCHEPTHBIM YUPEXKACHUEM OTBETA HA 3alIpOC WJIM YBEJOMIICHHS O HENPEACTABICHUN OTBETA HA 3alpoC HE
YUYUTBIBACTCS IIPU HCYUCIICHWM CPOKa IIPOBEACHMS DKCIIEPTU3bl OTHOIICHUS O0XXHAAEMOW IOJIb3bI K
BO3MOKHOMY PHUCKY IPHMEHEHHMs JIEKAPCTBEHHOI'O Ipernapara Ha OCHOBAHWUHU JOKYMEHTA, COJEP>KAILEro
pe3yabTaThl MOHUTOPHUHTA 3(h(PEeKTUBHOCTU M O€30MaCHOCTH JIEKaPCTBEHHOT'O Mpenapara.

12. B cpok, HEe MPEBHIIAIOIINN JAECITH pabOUnX JHEW CO JHS MOTYYEHHUS 3aKIIOUYEHUS KOMUCCUH
JKCIEPTOB IO PE3YJIbTaTaM JKCIEPTU3bl OTHOLICHUS OXUIAAEMOW IOJIB3BI K BO3MOXKHOMY DPHUCKY
NPUMEHEHHUs JIEKAPCTBEHHOrO Mpernapara, COOTBETCTBYIOIIMM YIOITHOMOYEHHBIH (QenepalibHblil opra
VCIIOJIHUTEIILHON BIIACTH:

1) ocymiecTBisSe€T OLIEHKY 3TOTO 3aKJIIOUEHHUS AJIs OMpEIENIeHUsl €ro COOTBETCTBUS 3a/laHUIO0 Ha
IIPOBEICHUE YKa3aHHOMN DKCIIEPTU3HI;

2) NpUHUMAET pelIeHHe O MOJATBEPXKJIEHUU TOCYJapCTBEHHON PETUCTPAllUU JIEKapCTBEHHOIO
npernapara Ui 00 0TKase B HOATBEPKIEHUH rOCyIapCTBEHHON PEerucTpaliiy JeKapCTBEHHOT'O Mpenapara;

3) BHOCHT TMpU TNPUHATUU PELIEHUS O TMOATBEPKACHUU TOCYIapCTBEHHOW pErucTpaluu
JIEKapCTBEHHOI'O IIperapara CBEAEHUs B I'OCYJAapCTBEHHBIA PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIACT
3asBUTEIII0 OECCPOUHOE PETUCTPALIMIOHHOE Y OCTOBEPEHNUE JIEKAPCTBEHHOIO IIpenapara.



Wndopmarius 06 n3MEHEHHSX:

Yacmo 13 usmenena c 15 uronsn 2018 a. - @edepanvrviii 3axon om 4 urona 2018 2. N 140-D3

CMm. npedbloywyro peoakyuio

13. OcHoBaHMeM JIsl OTKa3a B MOATBEPKICHUU TOCYNapCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO
npernapara SBJISICTCS  3aKIIOYCHHE COOTBETCTBYIOIICTO YIIOJHOMOYEHHOTO (elepaabHOro OpraHa
UCTIOJTHUTEIILHON BJIACTH O TOM, YTO PHUCK MPUYMHEHUS Bpela 3JI0POBBIO YEIOBEKA WJIM KUBOTHOTO
BCJICJICTBHE TIpHEMa JICKapCTBEHHOTO Mpernapara npeBbimaeT 3 (HEeKTUBHOCT €ro MPUMEHEHHUS.

14. B mepuoa mpOBEACHUS MPOLEAYPhl IOATBEPKICHUS TOCYJAapCTBEHHOW PETUCTPAINU
JICKApCTBEHHOT O Iperapara ero oopaienue B Poccuiickoit @enepaninu He NpUOCTaHABINBACTCS.

15. lomyckaercst oOpallieHue JICKApCTBEHHBIX MPEMapaToB s MEAWIIMHCKOTO MPUMEHEHUS 0
UCTEUYCHHS CPOKa TOJHOCTH, TPOHM3BEICHHBIX B TEYCHUE CTa BOCBMHUJICCATH KaJCHIAPHBIX JHEH Imocie
JaThl TPUHSATUS YIOJHOMOYEHHBIM (helepaabHbIM OPTraHOM HCIOJHUTEIBHON BIIACTH PEIICHUS O
HOJTBEPXKICHUHN TOCYJIApPCTBEHHON PErMCTpaIlK, B COOTBETCTBMH C HMH(OpMaIueid, cojepikamieiics B
JOKYMEHTaX PErHCTPAIIMOHHOTO JI0ChE HA JICKAPCTBEHHBIH Mpernapart J0 JaThl IPUHSATHS TAKOTO PEIICHUS.

TAPAHT:

CM. koMMeHTapuu K cTaTthe 29 HacTosero denepabHOr0 3aKOHA

Crarbs 30. BHecenne n3MeHeHUH B HAOKYMCHTHI, COACPpIKAIMUECA B PECrUCTPANMOHHOM NOCBE HaA
3ap€FI/ICTpI/IpOBaHHHﬁ JIeKapCTBeHHI)Iﬁ npemnapar ajd MCAUIUUHCKOIO IIPUMCHCHU A

Wupopmarus 06 H3MEHEHHSIX:
Yacmo 1 usmenena c 15 urons 2018 e. - @edepanvusiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedvbloywyro peoakyuio

1. B memsix BHeCeHUS M3MEHEHHWH B JIOKYMEHTHI, COJEPIKAIIUECS B PETHCTPAIIMIOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKApPCTBEHHBIM TMpemapaT i MEIUIMHCKOTO TNPUMEHEHUS, Jep>KaTelb WU
BJIAJIENIEl] PETUCTPAIIMIOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOTO Tpernapara WIM YHMOJTHOMOYEHHOE WM
JIpyroe IpUINYecKOoe JHIIO (Jlanee B HACTOSIICH cTaThe - 3asiBUTEINb) MPEACTABISET B YIIOJIHOMOYSHHBIN
denepanbHBI OpraH WCIIOJIHUTEIBPHONH BJIACTH 3asBJICHHE O BHECCHHHM TaKMX W3MEHEHWH 1o (opme,
YCTaHOBJICHHOW YMOJHOMOYEHHBIM (hefiepaabHbIM OPraHOM HCTOJHUTENBHON BIACTH, U MpUIaraeMbie K
HEMY W3MCHEHHWS B yKa3aHHBIE JOKYMEHTHI, a TakKe JOKyMEHTHI, MOJTBEPKIAI0Ne HEOOXO0IUMOCTh
BHECEHUS TAKUX U3MEHEHUHU.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 30 0onoanena yacmoio 1.1 ¢ 15 urons 2018 e. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
1.1. [Ipn HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTHI, COACPKAIINECS B PErUCTPAIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TIpemapar Jjsi MEIUIIMHCKOTO TPUMEHEHHS, HW3MEHCHHH,
YKa3aHHBIX B MYHKTE 3 4acTH 2 HACTOSIIEH CTaThbM M TPEOYIOUIUX MPOBEICHUS IKCIEPTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJICTB, 3asBUTENIb JOMOJIHUTEIBHO TMPEACTABISET B YNOJIHOMOYEHHBIN (enepabHbIil
OpraH MCHOJHUTEIbHOMN BIACTU KOMUIO JMIIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WIIM KOIHUIO
3aKJIIOYEHHUS O COOTBETCTBUHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM TMPaBUI
Ha/JIeXKAIIed TMPOU3BOJICTBEHHONW TMPAKTUKU, BBIIAHHBIX YIOJHOMOYEHHBIM (heaepaabHbIM OpPraHOM
UCIIOJTHUTENIbHOM BJIACTU B OTHOLIEHHMM W3MEHEHHOW W (WIM) JONOJHEHHOW IPOU3BOJICTBEHHOM
IJIOLIAJKA JIEKAPCTBEHHOTO IMperapaTa, B Ciy4yae, €CJId IPOU3BOJICTBO JIEKAPCTBEHHOTO IMpenapara
ocymectisiercss B Poccuiickoit deaepannn, OO KOMUIO BEIIAHHOW YIIOTHOMOYEHHBIM OPTaHOM CTpaHBI
MPOU3BOJUTEINS JTUIEH3UH Ha MPOU3BOJICTBO JIEKAPCTBEHHOTO Mpernapara U €€ MepeBoj Ha PyCCKUil fA3BIK,
3aBEpEHHBbIE B YCTAHOBJICHHOM IOPSIJIKE, a TAK)Ke KOMHIO 3aKIFOYEHHUS O COOTBETCTBUHU NMPOU3BOIUTENS
JICKapPCTBEHHBIX CPEJCTB TPEOOBAHUSAM ITPABIII HAJUJISKAIIEH MPOU3BOJCTBEHHONW MPAKTHKHU, BBIAAHHOTO
YIOJHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIOJIHUTEILHOW BJIACTH B OTHOIIEHUU M3MEHEHHOW U (WJIN)
JIOTIOJITHEHHOM MPOU3BOJICTBEHHOW IUIOLIAAKUA JICKAPCTBEHHOT'O Ipernapara, WIA KOIMHUI0 PEIICHUs
YIOJHOMOYEHHOTO (hefepaibHOro OpraHa HCHOJHUTENBHON BJIAcTH O NPOBEACHUM HHCIIEKTHPOBAHUS
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MIPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB B Cllydae, €ClIM MPOM3BOACTBO JIEKAPCTBEHHOTO IMperapaTa
OCYILECTBISIETCS 32 npenenamu Poccuiickon denepannm.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 30 oononnena yacmoio 1.2 ¢ 15 utons 2018 2. - @edepanvuuiii 3akon om 4 urons 2018 2. N 140-
D3
1.2. [Ipu HEOOXOAUMOCTH BHECEHUS B JIOKYMEHTHI, COACPKAIINECS B PErUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIA  JIEKAPCTBEHHBIM Mpernapar Uil MEIULIMHCKOTO IPUMEHEHMs, W3MEHEHUH,
YKa3aHHBIX B IYHKTE 4 4acTh 2 HACTOSIIEH CTaThWl M TPEOYIOUIUX MPOBEICHUS IKCIEPTH3BI KauecTBa
JICKapPCTBEHHBIX CPEJCTB, 3asBUTENIb JOMOJIHUTEIBHO MPEACTABISET B yNOIHOMOYEHHBIN (eaepabHbIil
OpraH MCHOJHUTEIBHOMN BJIACTU KOMUIO JIMIICH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WIIM KOIHUIO
3aKJIIOUYEHUSI O COOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPEeOOBaHUSAM  TIPaBUI
Ha/JIeXKAMIEH TPOU3BOJCTBEHHONW TMPAKTUKH, BBIIAHHBIX YIOJHOMOYCHHBIM (DeaepaabHbIM OPraHOM
WCIIOJIHUTEJIbHOM BJIACTH B OTHOUIEHUH MPOM3BOJICTBEHHOW IUIOIIAJKH JIEKAPCTBEHHOIrO IIpernapara, B
cly4dae, €clid MPOM3BOACTBO JIEKAPCTBEHHOIO Ipenapara ocyuectBisiercas B Pocculickoit denepanuu,
100 KOIMHUIO BBIJAHHOW YIOJHOMOYEHHBIM OPraHOM CTPAHBI MPOU3BOAUTENS JTUIICH3UN HA MIPOU3BOJCTBO
JIEKApCTBEHHOT'O TIpernapara U €€ MepeBOj Ha PYCCKUM SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSJIKE, a
TaK)Ke KOMHUIO 3aKJIFOUEHUS O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSIM
NpaBWJI HAJISKANIEH TMPOW3BOJACTBCHHON TMPAKTUKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (heneparbHbIM
OpraHOM MCIOJIHUTEIbHOM BJIACTU B OTHOIIEHWHM IPOU3BOJCTBEHHOM IUIOIIAJKU JIEKAPCTBEHHOTO
npenapara, Wik KOIHUIO PEHICHUsl YIMOJTHOMOYEHHOTO (eepalbHOr0 OpraHa MCIOJHUTEIBLHON BIIACTH O
MIPOBEICHUN MHCIIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJCTBA B CIIy4ae, €Clid IPOU3BOACTBO
JIEKapCTBEHHOI0 IIpernapara OCylIeCTBIAETCS 3a npenesiamu Poccuiickon denepannm.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 30 oononnena yacmoio 1.3 ¢ 15 utons 2018 2. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
1.3. IlpunsiTue pemieHuss 0 BHECEHWH W3MEHEHMM WM 00 OTKa3e BO BHECEHWU WU3MEHEHUU B
TOKYMEHTBI, COJepXalluecs B PETUCTPALMOHHOM JOCh€ Ha 3apeTHCTPUPOBAHHBINA JIEKAPCTBEHHBIN
nperapar i MEJUIIMHCKOTO MPUMEHEHHS, B ClTydae HeOOXOIMMOCTH TIPOBEICHHUS IKCIIEPTH3bI Ka4eCcTBa
JICKAPCTBEHHBIX CPEACTB W (WJIM) SKCIEPTH3bl OTHOIICHUS OXHAaeMOM TOJb3bl K BO3MOKHOMY PHUCKY
MPUMEHEHHUS JICKQpCTBEHHOTO IMpernaparta JiUIs MEIUIIUHCKOTO MPUMEHEHHsS OCYIIECTBIIICTCS B CPOK, HE
MPEBBIIIAIONINIA AEBSIHOCTA paboYMX IHEH, a B OCTAIbHBIX CIlydasX B CPOK, HE MPEBBIIIAOIINNA TPUIATH
paboumx JHEH cO JTHS TPHUHATHS YIIOJTHOMOYEHHBIM (eepaTbHBIM OPraHOM HCIIOJTHUTEIHLHOW BIIACTH
3asIBJICHUS O BHECEHUU TaKUX U3MEHEHHIA.

Wndopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacms 2 cmamou 30 nacmoswe2o
DedepanvbHo20 3aKOHA U3N0NCEHA 8 HOBOU pedarkyuu, scmynaroueil 6 cuny ¢ 1 aueaps 2016 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. DKcnepTu3a JEKapCTBEHHBIX CPEACTB B YaCTH SKCIEPTHU3Bl KauecTBa JIEKAPCTBEHHOT'O CPECTBA
U (MJIH) DKCTIEPTH3BI OTHOLICHUS O’KUAAEMOM MOJTB3bI K BO3MOKHOMY PUCKY NTPHMEHEHHSI JICKApCTBEHHOTO
npenapara s MEAULIUHCKOTO NMPUMEHEHHs MPOBOJUTCS B CIy4yae BHECEHUS M3MEHEHMU B JIOKYMEHTHI,
coJiepKaliecss B PErHCTPAlMOHHOM JI0Ch€ Ha 3aperHCTPUPOBAHHBIA JIEKAPCTBEHHBIH TIpemapar, B
OTHOILICHUH:

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

a) JIeKapcTBeHHAs (hopMa ¢ yKa3aHWEeM HAaMMEHOBAHUH M KOJIHMYECTBEHHOTO COCTaBa JICHCTBYIOIINX
BEIIIECTB M KaUeCTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIECTB (IIPU HEOOXOAUMOCTH KOJIMYECTBEHHOTO
COCTaBa BCIIOMOTAaTeNIbHBIX BEUIECTB);

06) ¢apmakonuHamMMka W (QapMaKOKMHETHKAa (32  HUCKIIOYEHHEM  (apMaKOKUHETUKU
TOMEOIATHYECKHX JICKAPCTBEHHBIX IPEMapaToB U PaCTUTEIBHBIX JICKAPCTBEHHBIX IPEIapaToB);
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B) ITOKa3aHUs JUIs IPUMEHEHMS,;

I') IPOTUBOINIOKA3aHUs AJIs1 IPUMEHEHUS;

1) MEPBbI IIPEIOCTOPOKHOCTH NPU IPUMEHEHHH;

€) yKa3aHHEe BO3MOKHOCTH M OCOOCHHOCTEW NpPHUMEHEHHs JICKapCTBEHHOTO Ipernapara s
MEIUIUHCKOIO IPUMEHEHUs OEpeMEHHbIMHM JKEHIIMHAMM, SKEHIIMHAMM B IEpPUOA  TPYIAHOIO
BCKapMJIMBaHMUsI, IETbMH, B3POCIIBIMU, UMEIOIIMMHU XPOHUUECKHE 3a00JI€BaHNUS;

) PEXHUM J03MPOBaHUS, CLIOCOOBI BBEACHUS M IPUMEHEHHMs, IIPU HEOOXOAUMOCTH BpeMs MpUeMa
JIEKapCTBEHHOI'0 IIperapara, MpOoJOJDKUTEIbHOCTh JIEYEHUs, B TOM YHUCIE y JE€Ted A0 U IOCIE OJHOTrO
roja;

3) BO3MOXHBIE TIOOOYHBIE JCHCTBUS U HEeXeNaTeIbHbIE PEaKIUK MIPH MPUMEHEHHH JIEKApPCTBEHHOTO
npenapara;

1) CUMIITOMBI IEPEJO3UPOBKH, MEPHI IO OKA3AHUIO IIOMOLLY IIPU IEPEJO3UPOBKE;

K) B3aUMOJIEHCTBUE C APYTUMHU JIEKApCTBEHHBIMU IIperapaTaMy U (MJIM) HUILEBbIMU MPOyKTAMU;

1) (opMbl BBIITyCKa JIEKaPCTBEHHOT'O IIperapara;

M) ykazaHue (Ipu HEOOXOJMMOCTH) OCOOCHHOCTEHW AEHUCTBUS JIEKApCTBEHHOIO IMpernapara npu
HEPBOM IIPUEME WM NIPU €TO OTMEHE;

H) CBEJICHHs O BO3MOKHOM BJIMSIHUM JIEKAPCTBEHHOTO Tpernapara [yl MEJUIMHCKOTO IPUMEHEHUs
Ha CITIOCOOHOCTD YTIPABIIATH TPAHCTIOPTHBIMHU CPEICTBAMH, MEXaHU3MaMH;

0) CPOK IOJTHOCTH U YKa3aHHE Ha 3allpeT NMPUMEHEHUs JISKapCTBEHHOI'O Mpenapara o UCTEYEHUU
CPOKa F'OJJTHOCTH;

1) YCJIOBUS XpaHEHHUS;

P) YCIIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTI'O Mpenapara A1 MEIULMHCKOI0 IPUMEHEHUS;

3) u3MeHeHus1 MecTa IIPOU3BO/ICTBA JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO IPUMEHEHHUS,;

4) n3MeHeHMs Moka3aTesiell KauecTBa JeKapCTBEHHOT'O Mpenapara /i MEAULUHCKOTO TPUMEHEHUS
U (UJIM) METO/I0B KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO Npenapara Jjsl MEIUIUHCKOIO0 TPUMEHEHUS;

5) u3MeHeHus cpoka roJJHOCTH JIEKapCTBEHHOTO Mpernapara A MEJUIIMHCKOTO IPUMEHEHUS;

6) cBeeHUI O HEOOXOJMMOCTH BHECEHHS MHBIX U3MEHEHUI B MHCTPYKIMIO MO MEAUIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOIO TIIpenapara, a Takke B MHBbIE JOKYMEHTHI, COJEpXkalluecs B
pPErucTpalliOHHOM JIOCh€ Ha 3aperuCTPUpPOBAaHHBIM JIeKapCTBEHHbINM mpemnapar. [Ipu 3Tom pemienue o
IIPOBEJCHUH IKCIEPTU3BI KAUECTBA JIEKAPCTBEHHBIX CPENCTB U (MJIN) SKCIEPTU3bI OTHOIICHUS 0XKHIaeMOU
MOJIb3bl K BOBMOKHOMY PUCKY IPUMEHEHUs JIEKAPCTBEHHOTO Mpernapara A MEIUIUHCKOTO TPUMEHEHHUS
IOPUHUMAETC B COOTBETCTBMM C  YTBEP)KICHHOM  YIOJHOMOUYEHHBIM  (pefepaibHbIM  OPraHOM
UCIIOJTHUTENIbHOM BJIacTH Kiaccudukaieil W3MEHEHWH, BHOCHUMBIX B JOKYMEHTHI, COJIEpIKallhecsl B
PETUCTPALIMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpernapar.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvnvim 3axonom om 22 oexabps 2014 2. N 429-@3 uacms 3 cmamovu 30 nacmosawezo
DedepanvbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. C 3asBneHHEM O BHECEHHWU HM3MEHEHUI B JOKYMEHTHI, COJEpKaIlhecs B PETUCTPAIMOHHOM
JI0OChE Ha 3aperMCTPUPOBAHHBIA JIGKAPCTBECHHBIA TpermapaT IS METUIIUHCKOTO TMPUMEHEHUS, HapsIy C
JTOKYMEHTaMH, YKa3aHHBIMU B 4acTé | HACTOSIIEH CTAaThH, 3asSBUTENb MPEICTABISIET KOMUU JTOKYMEHTOB,
MOJITBEPKJIAIONINX YIIATy TOCYJapCTBEHHOW TMONUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJEpIKAIIUecs B
PETUCTPAIIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBINA JIEKAPCTBEHHBIM TMpemapaTr Uisi METUIIMHCKOTO
NPUMCHCHUS, W3MCHCHHH, TPeOYIOIIUX IPOBEICHUS OSKCIEPTU3bl JICKAPCTBEHHBIX CPEJICTB B YacTH
9KCIIEPTHU3bI KaueCTBa JIEKAPCTBEHHOTO CPENICTBA U (MJIM) SKCIIEPTU3bI OTHOIICHUS OKUJAEMON TOJB3bI K
BO3MOXKHOMY PHCKY TPHMEHECHHS JICKapCTBEHHOTO TMpernapara Uil MEIUIUHCKOTO TPUMEHEHHUS,
rOCy/IapCTBEHHOW TOIUTMHBI 32 BHECEHUE B JJOKYMEHTBI, COJEpIKAIIUecs B PErHCTPAIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIA JICKAPCTBEHHBIM Iperapar il MEIUIMHCKOTO TPUMEHEHUs, H3MCHCHUWH, He
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TPeOYIOIMX MPOBEIEHUS SKCIEPTU3bl JICKApCTBEHHOI'O CpelICTBa, JMOO BIpaBe IPEACTaBUTH IIO
COOCTBEHHOM WHUIIMATHBE yKa3aHHbIE JOKYMEHTHl. B ciyuyae uMX HenmpeIcTaBIEHMs YINOIHOMOYEHHBIN
(benepanbHbI OpraH HCIOJIHMTENBHOM BIacTW NpoBepsieT (aKT YIUIAThl IOCYJapCTBEHHBIX MHOLUINH
3asgBUTEJIEM TIOCPEACTBOM HCIOJB30BaHUA HMHPOpPMAaLUMU 00 yIjiare TOCYAAPCTBEHHBIX IOILIHH,
cojepxaieiica B 'ocyaapcTBeHHOM MHGOPMALMOHHON CUCTEME O TOCYJapCTBEHHBIX M MYyHHMIMIAIBHBIX
IJIaTEXKAaX, HA OCHOBAHUM IPEACTABICHHBIX 3aABUTENIEM KONUN JOKYMEHTOB, IOATBEPKAAIOIIMX YILIATy
roCyAapCTBEHHON MOILIMHBI.

4. B Tedenue aecaTu pabovmX JHEH CO HS MOCTYIUICHUS YKa3aHHOTO B YacTy | HACTOSIIEH CTaThu
3asBJICHUA M HEOOXOIMMBIX JOKYMEHTOB YIOJIHOMOYEHHBIH (enepanabHblii OpraH HCIOJHUTEIbHON
BJIACTH:

1) mpoBOAUT NMPOBEPKY MOJHOTHI U IOCTOBEPHOCTH CBEACHUH, COAEPKALIUXCS B IPEICTABICHHbIX
3asBUTEIIEM MaTepUaIax;

2) [OpUHUMAeT pelieHHe O MPOBEIEHUMM YKa3aHHBIX B 4YacTu 2 HACTOALIEH CTaThH
COOTBETCTBYIOIIMX 3KCIEPTU3 JIEKAPCTBEHHOI'O CPEACTBA UM 00 OTKa3€ B UX IIPOBEIACHUH;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 3 uacmu 4 cmamou 30 nacmoswe2o
DedepanbHoco 3aKOHA 6HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxkyuu
3) yBeZOMIISIET B DJIEKTPOHHOW WJIM MHUCBMEHHON (hopMe 3asiBUTENSI O MPUHATOM PEIICHUU WU B
cilyyae MpPUHATUS pelieHuss o0 OTKa3e B IPOBEIEHHM COOTBETCTBYIOLIEH 3KCHEPTH3bl C YKa3aHUEM
NPUYHH TAKOTO OTKAa3a.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 cmamesa 30 nacmosaweco PedepanibHo2o
3aKoHa 0onoHeHa yacmoio 4.1
4.1. B ciy4ae BBISIBJICHHS HEIOCTOBEPHOCTH CBEICHUH, COJEPKANIMXCS B MPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, YIOJIHOMOYEHHBIH (elepalibHbIil OpraH HCIOJIHUTEIbHOW BIACTH HANpPAaBIsSET
3asBUTENII0 3ampoc 00 YTOYHEHHHM YKa3aHHBIX CBeAeHUMW. JlaHHBINA 3ampoc MOXKeT OBITh TmepeaaH
YIOJTHOMOYEHHOMY TPEICTaBUTEN0 3asBUTENS JMYHO MMOJ PACIUCKy, HANpPaBleH IO IMOYTE 3aKa3HBIM
MUCHMOM WJIM TIEpeJlaH B AJICKTPOHHOU (opMe MO TEeIeKOMMYHHKAIIMOHHBIM KaHajdaM CBs3U. B ciydae
HAIpPaBIIEHUS JaHHOTO 3ampoca Mo MOYTe 3aKa3HbIM MUCHMOM OH CUUTAETCS MOJYYCHHBIM 10 UCTCYCHHUH
IIECTH JHEH C JaThl HAPABJICHHS 3aKa3HOTO TTUChMA.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 cmamesa 30 nacmosaweeo PedepanbHo2o
3aKOHA 0ONOJHEHA Yacmuio 4.2
4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET Ha 3alpoC YIMOJIHOMOYEHHOTO (eepalbHOrO OopraHa
UCTIOTHUTENILHOM BIACTH B CPOK, HE MPEBBIMIAIONINKA AEeBIHOCTA pabo4YMX [HEH CO JHS MOIYYEeHHUS
JaHHoro 3ampoca. Cpok, yKa3aHHbBII B yacTu 4 HACTOAIIEH CTAaThbu, NMPHUOCTAHABIMBAETCA CO JHA
HATPaBIIEHUS 3asBUTENIO 3aMpoca YIOIHOMOYEHHOTO (efiepaibHOr0 OpraHa MCHOJHUTEIBHON BIACTH 10
JTHSI TIONyYEeHHWs] UM OTBETAa Ha JaHHBIM 3aMpoC W HE YYUTHIBACTCA TPH WCUYUCICHHH CPOKA MPUHATHUS
pElIeHUs O BHECEHHMM HW3MEHEHUH B JOKYMEHTBI, COJEpXAIIUecs B PETUCTPAllMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TTpenapar JUisi MEAUIIMHCKOTO TPUMEHEHUSI.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-®D3 6 uwacmv 5 cmamwvu 30 nacmoswezo
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
5. OcHoBaHMEM JJIsl OTKa3a B MPOBEACHUM YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU IKCIEPTHU3
SIBIIIETCS TIPEJICTABJICHUE JOKYMEHTOB, ITEPEUNCIICHHBIX B UaCTsAX | M 3 HACTOAIICH CTAaThH, B HEIIOJTHOM
o0beMe, HENpeICTaBICHHE 3asBUTEIEM B YCTAaHOBICHHBIM CPOK OTBETa Ha YKa3aHHBIA B uactu 4.1
HACTOSIIEH CTaThU 3allpOC YIOJHOMOYEHHOTO (hefepalbHOro0 OpraHa MCIIOJHUTEIBHON BJIACTH, a TaKKe
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OTCYTCTBHE B IPEJICTABIICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHUM, TIOITBEPKIAAOIIUX HEOOXOAMMOCTh
BHECEHUSI U3MCHECHUM, WM OTCYTCTBHE MH(POPMAIUH, TIOATBEPKIAONICH (PaKT YIUIAThl TOCYIapCTBEHHBIX
MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIICH CTaThH.

6. YKa3aHHbIC B 4acTU 2 HACTOSIIEH CTaTbU HKCIEPTU3BI TPOBOJATCA B MOPSAJIKE, YCTAHOBICHHOM
crarbeil 23 Hactosero deaepaibHOro 3aKoHa.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv 7 cmamvu 30 nacmoswezo
DedepanvbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu

7. B cpok, HE TPEBBIIAOIINN ASCATH pabOYUX JTHEH CO JHS MOJYyYCHHs 3aKITFOYCHUH KOMUCCHHA
AKCIEPTOB IO pe3yjbTaTaM YKa3aHHBIX B 4acTH 2 HACTOSIIEW CTAaThbU HKCIEPTU3, YINOJHOMOYEHHBIN
benepanbHbIN OpraH UCIOTHUTENBHOM BIIACTH:

1) npuHMMaer pelieHMe O BHECEHMHM UW3MEHEHUH B JOKYMEHTBI, COJEp)Kaluecs B
PETUCTPALIMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBINA JIEKApPCTBEHHBIM MpemapaTr [Uisi METUIIMHCKOTO
IPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHUI;

2) BHOCHUT B TOCYJIapCTBEHHBII peecTp JIEKAPCTBEHHBIX CPEJICTB HAa OCHOBAaHUU DELICHUS O
BHECEHUH M3MEHEHUH B JIOKYMEHTBI, COJIEPKALIUECS B PETUCTPALIMIOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIM
JICKapCTBEHHBIN Mpenapar Al MEAULIUHCKOTO MPUMEHEHUs, He0OXO0IMMbIe U3MEHEHUS U BO3BpAILAeT UX
3asIBUTEIIIO;

3) BbIIaeT 3asBHUTENI0 HOBOE PETHMCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOrO Ipernapara B
Clly4ae U3MEHEHHUs CBEJCHUI, COEpKAILUXCS B HEM.

8. OcHOBaHMEM /i1 OTKa3a BO BHECEHWHM W3MEHEHMA B JOKYMEHTBI, COJEp)Kalluecs B
PEruCTpPallMOHHOM [JOChb€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar i MEIULUHCKOIO
MPUMEHEHUS, SBIISETCS 3aKII0YEHUE YITOJHOMOUYEHHOTO (peiepalbHOTO OpraHa MCHOIHUTENIBHOM BIACTH O
BO3MO>KHOCTH CHM)KE€HHS 0€30IacHOCTH, KayecTBa, 3((EKTUBHOCTH JIEKAPCTBEHHOIO CPEJCTBA B CIydyae
BHECEHUS TAKUX U3MEHEHHUH.

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3axkoHom om 22 odexabps 2014 2. N 429-@3 yacmv 9 cmamou 30 umacmoswezo
DedepanvbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
9. Jlomyckaetcsi oOpalieHue JEeKapCTBEHHBIX IPENapaToB Ul MEIUIWHCKOTO TPHUMEHEHUS 0

UCTEUEHUsI CPOKa TOJIHOCTH, MPOU3BEACHHBIX B TE€UEHUE CTa BOCBMUJECATH JHEU IMOCIE JaThl MPUHITHS
YIIOJTHOMOYCHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJIHUTEIHHOW BJIACTH PEIICHUS O BHECEHUW M3MEHCHHH B
JIOKYMEHTBI, COJIEPKAIIIUECs B PETUCTPALIMOHHOM J0ChE, B COOTBETCTBUH ¢ HH(OpMAIIHE, coiepKalecs
B JOKYMEHTaX PEruCTPaIlOHHOTO JOChe Ha JIEKapCTBEHHBIA Mpemapar 0 JaThl MPUHSATHS TaKOTO
pelIeHHS.

TAPAHT:

Cwm. kommeHnTapu k ctathe 30 HacTosmero denepanbHOro 3aK0HA

Crarba 31. BHeceHne M3MEHEHUI B JJOKYMEHTHI, COJACPKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha
3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENApAT JJIsl BETEPUHAPHOTO MPUMEHEHHUS

Wudopmanust 00 N3MEHEHUSX:
Yacmo 1 usmenena c 15 urons 2018 2. - @edepanvusiii 3akon om 4 utonsi 2018 . N 140-D3

Cm. npedvloyuyio peoaKyuro
1. B menax BHECEHUS] U3MEHEHHN B JOKYMEHTBI, COAEPKAIIMECSd B PETHCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TIpenapar JUisi BETEPUHAPHOIO IPUMEHEHHUS, JEpiKaTelab WU
BJIaJICTICL] PETUCTPALIMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOrO IMpenapara Wid YHIOJHOMOYEHHOE WM
JIpyroe IpUANYecKoe JUIO (Jajiee B HACTOSIICH CTaThe - 3asBUTENb) MPEICTABIsAET B YIOJTHOMOYEHHbBIN
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denepanbHbIl OpraH HCIOJHUTENBHON BJIACTU 3asBICHHE O BHECEHMM TaKUX HM3MEHEHuil mo dopme,
yCTaHOBHeHHOﬁ YIOJIHOMOYCHHBIM (bellepaHBHLIM OopraHomM HWCHOJHUTEIBHOMN BJIaCTH, U OpUIaraCMbiC K
HEMY U3MEHEHHUS B yKa3aHHbIE JOKYMEHTBI, a TakKe JIOKyMEHTBI, MOATBEpKAaolue HeoOX0IUMOCTb
BHECCHUS TaKUX U3MEHEHUM. HpI/I HCO6XOI[I/IMOCTI/I BHECCHHUS U3MCHEHUHU B AOKYMCHTHI, COACPKAIIUCCA B
PETUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM mpernapar A BETePUHAPHOTO
IMPUMCHCHUA, B ClIydasaX U3MCHCHUSA U (I/IHI/I) JOITIOJIHCHUA HpOHSBOI[CTBGHHOfI IJIOIIAaJIKK JICKAPCTBCHHOT'O
CPEICTBa, a TAaK)Ke M3MEHEHMsI MOKa3aTeliell KadecTBa JIEKapCTBEHHOIO Ipemnapara AJii BEeTEPHUHAPHOTO
NpUMEHEHUS W (WJIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOrO IperapaTta il BETEPUHAPHOIO
NPUMEHEHUS 3asBUTENb JOMOJHUTEIBHO TPEACTABIsSECT B YIOJIHOMOYEHHBIH (eaepanbHblii Opra
WCIIOJIHUTEJIbHON BJIACTH CJIEYIOLINE JOKYMEHTBI:

1) komus JMIIEH3UM HA TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, BBIIAHHON MPOM3BOAUTEIIO
JIEKapCTBEHHOIO Mpernapara Jjisi BETepUHAPHOT0 MPUMEHEHUS, AJI1 POCCUMCKUX TTPOU3BOAUTENCH;

2) Komlus JUICH3UU Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEJACTB, BBIAAHHON MPOU3BOIUTEIIO
(dapManeBTUYECKON CyOCTaHIIMK, BXOMSIICH B COCTAaB JICKAPCTBEHHOTO Tperapara Jisi BETCPUHAPHOTO
MPUMEHEHUS, Il POCCUICKUX MPOU3BOIUTEINCIH;

3) KOIIUAg JOKYMCHTA, BBIAAHHOTO YIIOJIHOMOYCHHBIM OpPTraHOM CTpaHbl MPOU3BOAUTCIIA JIA
Ka)KIO0W MPOM3BOACTBEHHON IIOMIAAKU JIEKAPCTBEHHOTO Mperapara A BETePUHAPHOTO MPUMEHEHUS U
MOATBEPIK/IAONIETO COOTBETCTBHE TMPOM3BOAMUTENS JIEKAPCTBEHHOI'O Mperapata TPeOOBAHHSAM IPABUII
Ha/JIeXKAIleld MPOU3BOJICTBEHHONW TMPAKTUKU, W €ro TMepeBOJl Ha PYCCKUH S3bIK, 3aBEpEHHbIC B
YCTAHOBJICHHOM IIOPAJKE, 4 TAKIKC KOIMUA 3aKIIIOYCHUA O COOTBCTCTBHUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
cpeacTB  TpeOOBaHMSM  MpaBWJI  HaJUIeXkKalled  MPOW3BOACTBEHHON  NPAKTHKH,  BBIJAHHOTO
YIOJIHOMOYECHHBIM (peAepaTbHBIM OPTraHOM HCIIOJIHUTEIIBHOW BJIACTU ISl KaXKJIOW IMPOU3BOICTBEHHOM
IUTONIAJIKK JIGKAPCTBEHHOTO Tperapara Jijisi BETEPUHAPHOTO MPUMEHEHHs, JHOO0 KOMHs pEelIeHUS O
MMPOBCACHNHN HWHCIICKTUPOBAHUA IPOU3BOJUTEIIA JICKAPCTBCHHLIX CPEACTB, MPUHATOr0 YIOJIHOMOYCHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIBHOW BIACTH s KaKIOW MPOM3BOACTBEHHON IUIOIIAJIKH
JICKApPCTBCHHOTO IMperiapaTa Ajid BETCPUHAPHOTO MPUMCHCHUS. VkazanHble JOKYMCHTEI IPECACTABIIAIOTCA B
cly4yae, €Clu TPOU3BOJCTBO JIEKAPCTBEHHOIO IMpenapara JUuisli BETEPUHAPHOTO MPUMEHEHUS
OCYIIEeCTBIsIETCS 32 npenenamu Poccuiickont denepanuu;

4) Komus JOKYMEHTa, BBIJAHHOTO YIMOJIHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOAUTENS
(dapmareBTUUeCKON CyOCTaHIIUN U TTOTBEPIKIAIOIIETO COOTBETCTBUE MPOU3BOIUTENS (DapMalleBTHUECKOM
cyOCTaHIIMM, BXONAILIEH B COCTaB JIEKAPCTBEHHOTO TIpemapaTa Uil BETEPUHAPHOTO TMPUMEHEHUS,
TpeOOBaHUSAM TpaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW MPAKTHUKU, U €ro MEepeBOj Ha PYCCKUM SI3BIK,
3aBepEHHBIC B YCTAaHOBIEHHOM MOPSJKE, B Clydae, €Clid MPOU3BOJCTBO (papMalieBTUYECKON CyOCTaHIIUU
OCYIIIECTBISIETCS 32 npenenamu Poccuiickon denepannm.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 31 0oononnena yacmoro 1.1 ¢ 15 utons 2018 2. - @edepanvuwiii 3akon om 4 urons 2018 e. N 140-
D3
1.1. B cinyyae m3MeHeHUs W (WJIM) JOMOJHEHHS MPOU3BOJICTBEHHON IIJIOMIAKHA JIEKAPCTBEHHOTO
CpeacTBa JIOKYMEHTBI, YKa3aHHble B 4acTu | HacToslleld CTaThbW, NPEICTABIAIOTCS 3asBUTEJIEM B
OTHOIIICHUH W3MEHseMOM U (WJIM) JOTMOJHSAEMON MPOU3BOJCTBEHHON TUIOMIAJKH JIEKAPCTBEHHOTO
cpencTsa. PenieHne 0 BHECEHMM U3MEHEHUN B JJOKYMEHTHI, COJIEPKALMECS B PETUCTPALIMOHHOM JOChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar i BEeTEPUHAPHOTO MPUMEHEHUs, WM 00 OTKa3e B WX
BHECEHUU MPUHUMAETCS B CIIy4ae HEOOXOTUMOCTU MPOBEICHUS SKCIIEPTU3bI JTIEKAPCTBEHHOTO CPEJICTBA B
CPOK, HE TPEBBIMAIOIINNA JEBIHOCTA pabOYUX JHEH, a B OCTAIBHBIX CIydasx B CPOK, HE MPEBBIMIAIOIINANA
TPUALIATH PAOOUMX JHEH CO JIHS MPHUHSITHUS YIOIHOMOYEHHBIM (heJepaabHbIM OpPTraHOM HCIIOJIHUTEIBHON
BJIACTH 3asBJICHUS O BHECEHUH TAKUX U3MEHEHMUIA.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 oexabps 2014 2. N 429-®@3 6 uwacmv 2 cmamvu 31 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. B ciyuyae BHeceHUsI U3MEHEHHUM B JIOKYMEHTBI, COACPIKAIIUECS B PErHMCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM TMpernapaT Jjisl BETEPUHAPHOTO IPUMEHEHHs, B OTHOIICHUH
CBEJICHUH, YKa3aHHbIX B mnojmynkrax "e", "x", "k", "n", "u", "c¢", "x" nmynkra 7 wactu 3 crarbu 17
Hactosimero dejepasbHOTO 3aKOHA, M3MEHEHMsI M (WJIHM) JIOMOJHEHHS IPOW3BOJCTBEHHOHN IIIOMIAIKH
JIEKApCTBEHHOT'O0 CPEJICTBA, a TakXKe B Ciyyae HM3MEHEHHMs IOKa3aTejell KadecTBa JIEKapCTBEHHOTO
npenapara Juisi BETEPUHAPHOTO NPUMEHEHUS W (W) METOJOB KOHTPOJISI KadecTBa JIEKAPCTBEHHOTO
npenapara ajisi BETEPUHAPHOTO MPUMEHEHHS IMPOBOJUTCA JKCIEPTH3a JIEKAPCTBEHHOTO CpPElICTBa MJis
BETCPUHAPHOTO TNpPUMEHEHHUs. B ciiydae HE0OXOJAMMOCTH BHECEHHS WHBIX M3MEHCHHMH B JIOKYMEHTHI,
cojiepXkalirecss B PETUCTPALlMOHHOM JIOChE€ Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM mpenapaTr ajis
BETEPUHAPHOTO MPUMEHEHHUS, IKCIIEPTH3a JICKAPCTBEHHOTO CPEACTBA Il BETEPUHAPHOTO IPUMEHEHHS HE
MIPOBOJIUTCS.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 okmaops 2014 2. N 313-d3 6 uacme 3 cmamvu 31 nacmoswe2o
DedepanbHoco 3aKOHA 6HeCeHbl usMeHeHust, scmynarowue 6 cuny ¢ 1 aueaps 2015 .

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. C 3asBneHWEM O BHECCHHHM HM3MEHEHHUI B JOKYMEHTBI, COJAEPXAIIMECS B PETUCTPAIMOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Uisi BETEPUHAPHOIO MPUMEHEHUs], HapsAly C
JOKYMEHTaMH, YKa3aHHbIMM B 4acTh | HAcTOSINIEd CTaTbW, NPEACTABIAKOTCS JOKYMEHTBI,
MOATBEPKIAOIINE YIUIATy TOCYJApCTBEHHON MOLUIMHBI 32 BHECEHHME B JOKYMEHTBI, COJEpKalllhecs B
pETUCTPALIMOHHOM JIOCh€ HA 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIA IIpenapar sl BETEPUHAPHOIO
NPUMEHEHUS, HM3MEHEHUH, TpeOyIomMX MpPOBEACHUS SKCIEPTH3bl JEKApCTBEHHOTO CpEACTBa IS
BETEPUHAPHOTO TTPUMEHEHUS, HJIM U3MCHECHU, HEe TPEOYIOMUX MPOBEICHHS SKCIIEPTH3BI JICKAPCTBEHHOTO
CpencTBa /Il BETEPUHAPHOTO IPUMEHEHUSI.

4. B cpok, He TIPEBBIMIANINN 1ecATH padoOYnX JTHEW CO JTHS MOCTYIUICHUS YKAa3aHHOTO B 4acTu |
HACTOAIIEH CTaThU 3asBIIEHUS W HEOOXOAMMBIX JTOKYMEHTOB, YIOJHOMOYEHHBIH (heaepaabHbli OpraH
WCTIOJTHUTEIIbHOM BJIACTH:

1) mpoBOAUT MPOBEPKY MOTHOTHI U IOCTOBEPHOCTH CBEACHUMN, COAEPIKAIIUXCS B MPEICTABICHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) mpUHUMAET pellIeHre O MPOBEICHUHU IKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA JIJIsl BETEPUHAPHOTO
MpUMEHEHUs Uil 00 0TKa3e B €€ MPOBEICHUN;

3) yBenoMIIsieT B MUChbMEHHOU (popme 3asBUTENSI O MPUHSATOM PEIICHUH WU B CIy4yae MPUHATHUS
pemieHuss 00 OTKa3ze B TMPOBEIACHUU OHKCIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA I BETEPUHAPHOTO
MIPUMEHEHUS C YKa3aHUEM IPUYMH TAKOTO OTKa3a.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 31 0oononnena yacmoio 4.1 ¢ 15 urons 2018 e. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
4.1. B ciyyae BBISBICHHS] HEOCTOBEPHOCTH U (WJIM) HEJOCTATOUHOCTH CBEACHUMN, COACPKAIIUXCS
B TPEACTABICHHBIX 3asBUTEIEM JIOKYMEHTAaX, YIOJTHOMOYEHHBIN (efepalbHbIii OpraH HCTOJHUTEIHHOU
BJIACTH HAIPABIISICT 3asBUTENIO 3ampoc 00 YTOYHEHHWH YKa3aHHBIX CBEICHHM. 3ampoc MOXET OBbITh
nepead yrnoJHOMOUYCHHOMY TMPEACTABUTENIO 3asIBUTEINS MO PACIHCKY, HAMPaBJeH IO MOYTE 3aKa3HBIM
MUCHMOM WJIHM TIEpeJaH B AJIEKTPOHHOU (GopMe MO TeIeKOMMYHHUKAIIMOHHBIM KaHajdaMm CBs3U. B ciydae
HaIpaBJIeHUs 3ampoca 00 YTOYHEHHH YKA3aHHBIX CBEJCHHUM IO MOYTE 3aKa3HBIM MHCHMOM OH CUHUTACTCS
MOJIYYEHHBIM 110 UCTEYEHUU IIECTH JTHEN ¢ JaThl HAIIPABJICHUS 3aKa3HOTO MMHUChMa.

Wudopmanust 00 N3MEHEHUSX:

Cmamws 31 0ononnena yacmoto 4.2 ¢ 15 uions 2018 2. - @edepanvhsiii 3axon om 4 uons 2018 2. N 140-
D3

4.2. 3asBUTenb 00s3aH MPEACTABUTH OTBET Ha 3aMpoC YIMOJTHOMOUYEHHOTO (heaepambHOro opraHa

HCIIOJTHUTENIbHOM BJIacTH B CPOK, HE MpPEBBIMIAIONIMKI AeBsSHOCTAa pabo4yMX HEH cO JHS MOJIy4EeHHUS
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nanHoro 3ampoca. Cpoku, yka3zaHHble B dacTu |.] Hacrosimed CTaTbd, MPUOCTAHABIMBAIOTCS CO JHS
HaMpaBJICHUS 3asBUTEIIO 3aIpOca YIOJTHOMOUYEHHOTO (peepaibHOTO OpraHa MCIOJIHUTENFHON BIACTH 10
JTHSI TIOJTy4€HUSI OTBETA HA JIaHHBIH 3alpOC U HE YUUTHIBAIOTCS MPU UCUUCIICHUH CPOKA MPUHSATHUS PELICHUS
O BHECEHHMHM U3MEHEHUH B JOKYMEHTBI, COJIEp)KalllUecs B  PETUCTPALMOHHOM JIOChe Ha
3aperucTPUPOBAHHBIN JEKapCTBEHHBIH Mpenapar Al BeTepUHAPHOTO MPUMEHEHHUS.

Wndopmarius 06 n3MEHEHHSX:

Yacmo 5 usmenena c 15 uonsn 2018 2. - @edepanvruiii 3axon om 4 utons 2018 2. N 140-D3

CMm. npedbloywyro peoakyuio

5. OcHoBaHueM Uil OTKa3a B IPOBEICHUM OJKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA s
BETEPUHAPHOIO IPUMEHEHMs SBJIACTCS IPEICTaBICHHE IOKYMEHTOB, YKa3aHHbIX B dacTsax | u 3
HACTOSIIEH CTaThH, B HEMOJIHOM O00bEME MM OTCYTCTBHE B NPEICTABICHHBIX JOKYMEHTaX JOCTAaTOYHBIX
CBEJICHUI, MOATBEPKAAIOIIUX HEOOX0AUMOCTh BHECEHUS N3MEHEHHH, TM00 HelpeACTaBICHNE 3asBUTEIIEM
B YCTAHOBJICHHBIM CPOK OTBETA Ha YKAa3aHHBIM B 4acTy 4.1 HACTOSIIEW CTATbH 3alpOC YIIOTHOMOYEHHOTO
(benepaabHOro opraHa UCHOJHUTEIbHOM BIACTH.

6. DkcrnepTusa JIEKapCTBEHHOIO CPEJCTBA JUIsl BETEPUHAPHOTO NPUMEHEHUS B IIEJIIX BHECEHUS
U3MEHEHUH B JIOKyMEHTBI, COJEpKallMeCs B PErMCTPAMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar s BETEpUHAPHOTO IPUMEHEHUS, OCYILECTBISICTCS B IIOPSAJKE, YCTAHOBIEHHOM
craTtbell 24 HacTosero denepalbHOTO 3aKOHa.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 okmsaops 2014 2. N 313-D3 cmamwvs 31 nacmosuwezco DPedepaibHoco
3aKOHa O0onoaHeHa uacmvio 6.1, ecmynarowei 6 cuiy HO UCMeYeHUuu mpuoyamu OHeli Nnocie OHs
oguyuanvrozo onyoauxkosanus HazeanHo2o PedepanbHo20 3aKOHA

6.1. B cpok, HE TPEBBIMIAOIINN MSATH Pa0OYUX JTHEH CO JHS TOJMYUYCHUS 3aKITFOUYCHUS KOMHCCUU
9KCIIEPTOB IO pe3yJbTaTaM YKa3aHHOW B 4YacTu 2 HACTOSIIEHW CTaThU DKCHEPTU3bI, YIOJIHOMOYEHHBIN
dbenepanbHBIN OpraH UCTIOJIHUTEIBHON BIACTH:

1) mnpuHMMaeT pemieHHe O BHECEHWHM U3MEHEHWH B JOKYMEHTBI, COJAep)Kaluecs B
PETHCTPAIIMIOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN TMpermapaTr Ui BETCPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHI;

2) BHOCHUT B TOCYIApCTBEHHBIH pEeCTp JICKApPCTBEHHBIX CPEICTB HAa OCHOBAaHUHU PEHICHHS O
BHECEHUHU M3MEHEHUH B JJOKYMEHTBI, COJIEPKAIIUECS B PETHCTPAIIMIOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIH
JICKapCTBEHHBIHN Tperapar Jisl BETepUHAPHOTO TPUMEHEHH S, HEOOXO0JMMbIC U3MEHEHHUS U BO3BpAIIaeT ITH
JIOKYMEHTBHI 3asIBUTEIIO.

Wndhopmarus 06 n3MEHEHHSX :

Cmamuws 31 0donoanena yacmwio 6.2 ¢ 15 urons 2018 e. - @edepanvuwiii 3akon om 4 urons 2018 2. N 140-
D3
6.2. B ciiyyae BHECEHUS! U3MEHEHHUM B JOKYMEHTBI, COJIEpKAIINECs] B PETUCTPALIMIOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN TIpemnapar IJis BETEPUHAPHOTO IPUMEHEHUS, B YaCTH, KacaroIIeHcst
U3MEHEHUs1 W (WJIM) JONOJIHEHMS NPOU3BOACTBEHHOM IUIOMIAJKU JEKAPCTBEHHOIO Ipenapara, Mpu
MPE/ICTABIICHUH 3asBUTEJIEM B COOTBETCTBUHU C ITYHKTOM 3 4YacTW | HACTOSIIEW CTAThU KOMHUHU PEIICHUS
YIOJTHOMOYEHHOTO (hefiepaabHOr0 OpraHa WCHONHUTENBHON BIACTH O NPOBEJACHUHM HHCIIEKTHPOBAHUS
MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHbIM B yactu 6.1 HacTOSIIEH CTaThH,
MPUOCTAHABIMBAETCS CO JIHSA TOJYYEHHUS 3aKJIIOUYEHUS KOMHUCCHUU DSKCHEPTOB [0 JAHS MPUHATUA
YIIOJITHOMOYECHHBIM (heJIepaIbHBIM OPTaHOM MCIIOJIHUTEIILHOM BJIACTH PEIISHUS O BbIaue Win 00 OTKa3e B
BbIJIaye 3aKIIOYCHHS] O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM TTPABUII
HaJyIeKaIel TPOU3BOACTBEHHOM MPAKTUKH, HO HE 00Jiee YeM Ha CTO BOCEMBCCAT padounx JHEH.

Wndopmarys 06 M3MEHEHUAX:
Yacmo 7 usmenena c 15 urons 2018 e. - @edepanvuwiii 3akon om 4 utonsn 2018 . N 140-D3

CMm. npedvloywyro peoakyuio
7. OcHoBaHuEM JJisI OTKa3a BO BHECEHMM HW3MEHEHUHW B JOKYMEHTBI, COJEpJKaIlHecs B
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PETUCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM mpenapar Al BETepUHAPHOTO
NPUMEHEHUS, B CIIy4asx, HE TPEOYIOIIUX MPOBEICHUS IKCIEPTH3BI JIGKAPCTBEHHOTO CPEACTBA, SIBISICTCS
IpEeJICTaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTsxX | M 3 HAcCTOsIIEH CcTaThbd, B HEMOJHOM OOBEME WIIH
OTCYTCTBHE B IMPEICTABICHHBIX JOKYMEHTAaX CBEICHHUH, KOTOPhIE JOKHBI OBITh B HUX OTPAXKCHBI, JIMOO
HENPEJCTaBICHNUE 3asBUTEIEM B YCTAHOBJIGHHBIM CPOK OTBETa Ha yKa3aHHBIA B yactu 4.1 Hacrosiuen
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heZepalbHOTO OpraHa UCIIOJHUTEIFHON BIACTH.

Wndopmarus 06 H3MEHEHHSX:

Cmamuws 31 oononnena yacmoio 7.1 ¢ 15 utons 2018 2. - @edepanvuviii 3akon om 4 urons 2018 2. N 140-
D3
7.1. OcHoBaHMEM [UIsi OTKa3a BO BHECEHHWH W3MECHECHHUU B JOKYMEHTBHI, COJEpKalluecs B
PETUCTPAIIMOHHOM JIOCh€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN TIpenapar s BETCPUHAPHOTO
NPUMEHEHUS, B CIydasx, TPEOYIOIUX MPOBEACHUS SKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, SIBISICTCS
3aKJIFOYCHHUE YITOJHOMOUYEHHOTO ()elepajbHOr0 OpraHa WCIOJIHUTEILHOW BJIACTH O BO3MOXKHOCTHU
CHW)KCHHS 0€30MMacCHOCTH, KayecTBa, 3(PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCIICICTBUE BHECCHHS
U3MCHCHHUI B YKa3aHHBIC JJOKYMEHTBI, OTKa3 YIOJIHOMOUYEHHOTO (eIepaabHOr0 OpraHa MCIOIHUTEIbHON
BJIACTH B BBIJaue 3aKIFOUCHUS O COOTBETCTBUU MPOU3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
NpaBUJl  HaJJIeKalled TPOW3BOJICTBCHHOW NPAKTUKU B Clydyac HW3MEHEHHWs W (WIH) JIOTIOJHEHUS
IPOM3BOJICTBEHHON IUIOIIAAKH JICKAPCTBEHHOTO IIperapara, €ecCld TPOU3BOJCTBO JICKAPCTBEHHOTO
npernapara JijIsl BETCPHHAPHOTO NMPUMEHEHHUsI OCYIIECTBIIICTCS 3a mpeaenamu Poccuiickoit deneparyu,
WA OTCYTCTBHUE STOTO 3aKIFOUCHUSI.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axkonom om 22 oexkabps 2014 2. N 429-@3 yacms 8 cmamovu 31 nacmosweco
DedepanbHoeo 3aKOHA U3N0NCEHA 8 HOBOL pedakyuu, scmynaroujeli 6 cuny ¢ 1 uons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
8. Jlomyckaercss oOpamieHHe JEKapCTBEHHBIX MPEIapaToB I BETCPUHAPHOTO TPHUMEHEHUS JI0

UCTEUEHHUsI CPOKa TOJHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMUJECATH JHEU IMOCIE JaThl MPUHITUS
YIOJTHOMOYCHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJIHUTEIHHON BJIACTH PEIICHUS O BHECEHUW M3MEHCHHH B
JIOKYMEHTBI, COJIepKaIIUecs] B PETMCTPAIIMOHHOM JIOChE Ha JIEKApCTBEHHBIN MpemnapaT, B COOTBETCTBUU C
uH(pOpMaIeH, coepkaiieics B JOKYMEHTaX PEerUCTPAIlMOHHOTO JIOChEe Ha JICKAPCTBEHHBIN Mpemnapar J10
JaThl IPUHSATHS TAKOTO PEIICHHUS.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 31 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

Cratbs 32. OTMeHa rocy1apcTBEHHON perucTpaluy JEKapCTBEHHOI O Ipenapara

Pemenne 06 oTMeHe rocyAapcTBEHHOW perucTpanuy JIEKapCTBEHHOTO Mpenapara U UCKIIOYEHUH
JIEKapCTBEHHOI'0 IIpernapaTa M3 TOCYAAPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJHOMOYEHHBIM (e/iepalIbHbIM OPraHOM HUCIIOJIHUTEIBHON BJIACTH B CiIydae:

1) npencraBieHHs ~ COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM  (eiepaJbHBIM  OpPraHoM
UCIIOJTHUTENIbHOM BIACTH 3aKJIIOUEHUST O pUCKEe WIM 00 Yrpo3e 370pOBbI0, XU3HU YEIOBEKa WIH
KUBOTHOTO TPU TNPHUMEHEHUH JIEKapCTBEHHOTO IMperapara, MPEBBINAINIMX ero 3(PQPeKTUBHOCTb, IO
pe3ynbTaTtaM OCyIIEeCTBISIEMOro UM MOHUTOPHHTA 6€3011aCHOCTH JIEKapCTBEHHOTO Mpemnapara;

Wndopmarys 06 n3MEHEHUAX:

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-®@3 6 nynkm 2 cmamovu 32 Hacmosue2o
DedepanbHoeo 3aKOHA 6HeCeHbl usMeHenus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm nyHKkma 6 npeovloyujeii peoaxkyuu
2) mojauu JAep>kKaresieM WIN BJIAJENbLEM PEruCTPAallMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapata WIM YHOJHOMOYEHHBIM MM JIPYTMM IOPUAMYECKHM JIMIIOM 3asBJIEHUS 00 OTMEeHe
roCyJapCTBEHHOHN perucTpalyuy JeKapCTBEHHOI O Mpenapara;
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3) HemoATBEPKJIEHUSI FOCYAaPCTBEHHONW PErucTpalfy JIGKApCTBEHHOrO Mperapara 1o UCTEYeHUU
CpOKa JIEUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUSI, BBIJAHHOTO Ha IISITh JIET;

4) HempeacTaBICHUS 3asBUTENIEM HMHPOpPMAIMU, KOTOpask MOXET TMOBJeYb 3a CO0Ooi
HEOOXOJIMMOCTh BHECCHHS HM3MEHEHHI B JIOKYMEHTHI, COACPXkAIIUECs B PETUCTPAMOHHOM JI0OChE Ha
3aperUCTPUPOBAHHBIA JIGKAPCTBEHHBIM TMpermapaTr, B TeUYeHUE TpuAUaTu padouux JHEH co JHA
HACTYTUICHHS 3TUX U3MEHEHU;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 ¢ nynkm 5 cmamovu 32 nacmosue2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
5) OCyIIECTBICHHS TOCYIapCTBEHHOW PEruCTpaI JIEKAPCTBEHHOTO IMpernapara Imoj TOPTOBBIM
HAaMMEHOBAHHUEM 3apETHCTPHPOBAHHOTO paHee MOJ 3TUM TOPTOBBIM HAMMEHOBAHUEM JIEKAPCTBEHHOTO
nperapara, OTINIArOIIeroCs KaueCTBEHHBIM COCTABOM JICHCTBYIONUX BEIISCTB;

Wuopmarus 06 H3MEHEHHSIX:
Ilynkm 6 uzmenen c 15 utonsn 2018 2. - Dedepanvusiii 3akon om 4 uronsn 2018 . N 140-D3

CMm. npedbloywyro peoakyuio
6) OCYyIIECTBIICHHUS TOCYJAPCTBEHHOM PETHCTPALMU OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWU OJHOTO W TOTO JK€ JIep)KaTelsl WM BIAJeNblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOTO IMpemnapara B BHUAC JABYX M 0Oojiee JIEKAPCTBEHHBIX MPEMapaToOB MO Pa3TUIHBIMHU
TOPrOBBIMH HAMMEHOBAHUSIMU;
7) BBIHECEHHMs] CyJIOM pEHIeHUS O HapylUIeHWHW TMpaB MpaBoodsagaTessi 0OBEKTOB
UHTEJUICKTYyaJIbHOW COOCTBEHHOCTH MPH 00pAaIllCHUN JICKAPCTBEHHBIX CPEJICTB;

Undopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 32 nacmosuweco @PedepaibHoco
3aKOHA 0onoHeHa nyHkmom 8, scmynatowum 6 cuny ¢ 1 urons 2015 e.
8) OTCYTCTBHUSA JIEKQpCTBEHHOTO Mpemnapara B oOpaiieHuu B Poccuiickoit @enepanuu B TeYeHHE
Tpex u 0oJiee JeT;

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 32 nacmosuweco PedepaibHoco
3aKoHa oononnena nynkmom 9, ecmynarowum 8 cuny ¢ 1 uronsa 2015 2.

O) HEBBINIOJIHEHUS JIepKaTeleM WM  BIQJACIBIEM  PETHCTPAIIMOHHOTO  YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapaTa 00 YIOJTHOMOYEHHBIM UMH JAPYTUM IOPUANYECKUM JTHIIOM MEPOTIPHUSITHHA 10
obOecrieueHHI0O  OC30MACHOCTH  JICKAPCTBEHHBIX  IMPENaparoB, YCTAHOBJICHHBIX  YIIOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCIOTHUTENBHON BIACTH B COOTBETCTBUU C YacTsIMU 3 U 4 cTaThyl 64 HACTOSIIETO
®denepalibHOTO 3aKOHA, B paMKax OCYILECTBICHUS (apMaKkoHaA30pa;

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-@3 cmamovs 32 nacmosuweco PedepanbHoco
3akoHa oonoanena nynkmom 10, ecmynarowum 6 cuny c¢ 1 urons 2015 a.

10) oTkaza nepkarenss WIM BIaJelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara Ju00 YIOJHOMOYEHHOTO HMMHU JIPYroro IOpUAMYECKOrO JUIa OT BHECEHUS W3MEHEHHH B
WHCTPYKIMIO TIO TPHUMEHEHHWIO JICKApCTBEHHOTO IIperapara, KacarollUXCs HOBBIX ITOATBEPKICHHBIX
JAHHBIX O TOM, YTO PHUCK IMPUYMHEHUs Bpela 30POBbIO YEIOBEKA WIJIM JKMUBOTHOTO BCIEJCTBHE NpHEMa
JIEKApCTBEHHOTO Tperapara MpeBbimaeT 3PPEKTHBHOCTh €r0 IPUMEHEHHSI.

TAPAHT:

CMm. koMMeHTapuH K cTaThe 32 HacTosmero denepanbHOro 3aK0Ha

Cratbs 33. ['ocygapCcTBEHHBIN peecTp JIEKApCTBEHHBIX CPEICTB
TAPAHT:
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Cwm. Ilonoxenue o I'ocygapcTBEHHOM peecTpe JEKapCTBEHHBIX CPEICTB, YTBEPXKICHHOE MMH3ApaBOM
P® 1 nexabps 1998 r. N 01/29-15
1. T'ocynapcTBeHHBIN peecTp JIEKapCTBEHHBIX CPEICTB COICPKUT IEPEUYeHb JIEKapCTBEHHBIX
IpenapaToB, MPOIIEAIINX TOCYAAPCTBEHHYIO PETUCTPAIMIO, NMEpedyeHb (apMaleBTUYECKUX CyOCTaHIIHIA,
BXO/ISIIIMX B COCTaB JIEKAPCTBEHHBIX MIPENapaToB, U CIEAYIONIYI0 HHPOPMAIUIO:
1) B OTHOILIEHHUH JIEKAPCTBEHHBIX MIPENapaToOB:

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 dexadps 2014 2. N 429-D3 6 noonynxkm "a" nynkma 1 yvacmu 1 cmamou
33 nacmosweeo DedepanrbHo2o 3aKOHA 6HeCeHbl UsMeHeHUs, scmynarouue 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm noonyukma 6 npeovioyujell peoaxkyuu
a) HAWMMCHOBaHWE JICKAPCTBEHHOTO IpemapaTta (MEXIyHapoJHOE HEMaTeHTOBAaHHOEe, WM
IPYNIIAPOBOYHOE, HJIH XUMHUECKOE ¥ TOPIOBOEC HAUMEHOBAHUS);
0) nekapcTBeHHas popMa ¢ yKazaHHEM J03UPOBKH JIEKAPCTBEHHOTO Mperapara U ero KOJIN4ecTBa B
NOTPEOUTEIBLCKON YITAKOBKE;

Undopmarust 06 n3MEHEHHSX:
Iloonynxm "6" usmenen c 1 sneaps 2018 e. - @edepanvuwiii 3axon om 28 dexaops 2017 2. N 425-D3

Cm. npedvloywyro peoakyuio

B) HAMMEHOBAHHUE JICPIKATESI HITU BJIaJIE)Iblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOT'O
npernapara M CBEICHHUS O PETHCTPAllUH JEpKaTelsl WM BJIAJelNblia PEeruCTPAallMOHHOTO YAOCTOBEPEHUS
JICKApCTBEHHOTO TIpenapara Jijisi MEIUIIMHCKOTO MPUMEHEHHs B Ka4eCTBE HAJIOTOILIATEIIbINMKA B CTPaHE
peructpanuu (JUisl pOCCHMCKUX IOPHINYCCKUX JIHIl - UACHTH(PUKAIMOHHBI HOMEp HAJIOTOTUIATENBIINKA
(MHH), it “HOCTpaHHBIX IOPUIUYECKUX JIMII - CTpaHa PETUCTPAIMK, HAUMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, peruCTPANMOHHBIA HOMED, KOJI HAIOTOIUTATEIIbIIIUKA B CTPAHE PETUCTPANNH (MHKOPIIOPAINH) WUITH
€ro aHasor);

Wndhopmarus 06 n3MEHEHHSX :
THloonynxm "2" usmenen c 1 sngeaps 2018 2. - @edepanvusiii 3axon om 28 oexabps 2017 2. N 425-D3

Cm. npeovloywyio peoakyuio
I') HAMMEHOBAHHE U aJ[pec MPOU3BOIUTENS JIEKAPCTBEHHOTO MPETapaTa u CBEICHUS O PETUCTPAIIH
IPOM3BOJIUTENS  JIGKAPCTBEHHOI'O  Npemapata Ui  MEAMLUHCKOTO NPHUMEHEHHs B  KauyecTBe
HAJIOTOTIIATEIIbIMKA B CTPaHE PETHUCTpAanU (11 POCCUACKUX IOPUIMUECKUX JIUI - HICHTH(PUKAITMOHHBIH
HoMep Hanoromatensiuka (MHH), 11 MHOCTpaHHBIX IOPUAMYECKUX JIMII - CTpaHa PpErucTpaiu,
HaMMEHOBAHWE PETUCTPUPYIOIIETO OpraHa, PETUCTPAIIMOHHBI HOMEp, KOJI HaJOTOIUIATEeNbIINKA B CTPaHe
peructpanuy (MHKOPIOpAIK) WK €ro aHaJlor);

Wndopmarus 06 n3MEHEHHSX :

DedepanvHuim 3axkonom om 22 dexabps 2014 2. N 429-D3 noonynxm "0" nynkma I vacmu 1 cmamou 33
Hacmoswezo DedepanbHo20 3aKOHA UBNIONHCEH 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm noonynKkma 8 npeovioyujell peoaxKyuu

n) (QapmakoTepaneBTHUecKass Tpymma, KoJ JEKapCTBEHHOTO INpemapaTta IO aHaTOMO-
TEpaneBTUYECKO-XUMUYECKOW  Kiaccuukanuy, peKkoMeHJAoBaHHON  BcemupHoit — opraHu3zainuei
3/1paBOOXPaHEHUS;

€) MOoKa3aHMs U MPOTUBOMOKAa3aHUsI K IPUMEHEHUIO JIeKapCTBEHHOTO Mpernapara;

) M0OOYHBIE IEHCTBYS JIEKAPCTBEHHOTO Mpenapara;

3) CPOK 'OJJTHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCJIOBHUS XpaHEHUS JIEKApCTBEHHOTO NIpenapara;

K) YCJIOBHSI OTITyCKa JIEKApCTBEHHOI'O MIpernapara;

J) HOMep (apMakomeilHol cTaTb HJIM B Clydae €€ OTCYTCTBHS HOMEp HOPMaTHBHOM
JIOKYMEHTaIMu JIN00 HOPMAaTUBHOTO TIOKYMEHTA;

Wndopmarus 06 H3MEHEHHSX:
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Deodepanvrvim saxonom om 22 dexabps 2014 2. N 429-D3 6 noonynkm "m" nynkma 1 vacmu 1 cmamou
33 nacmosawezo DedepanbHo2o 3aKOHA 6HECEHbl UsMeHeHUsl, ecmynarouue 6 cuny ¢ 1 urona 2015 2.

Cm. mexcm noonynkma 6 npeovioyujel peoaxkyuu
M) JaTta TOCYIapCTBEHHOH PETrMCTpaIiy JCKAapCTBEHHOTO Iperapara M €ro perucTparnydOHHBIHN
HOMEp, JaTa 3aMEHbl PErHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO Ipernapara Ha OeccpoyHoe
PETUCTPAIIIOHHOE  YJOCTOBEPEHUE JIGKAPCTBEHHOTO Tperapara, Jara ToJadd  3asBICHUS O
MOJATBEPKICHUU  TOCYJApPCTBEHHOH  pEerucTpaluy JIGKAPCTBEHHOTO  Ipemapara, JaTa  OTMEHBI
TOCYTApPCTBEHHOHN PETUCTpaIlH JICKAPCTBEHHOTO Mperapara;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nHacmosweco
DedepanbHoeo 3axona donoaner noonyukmom "n'", scmynaowum 6 cuny ¢ 1 uons 2015 2.
H) KQUeCTBCHHBIH COCTaB M KOJIHMYECTBEHHBIH COCTaB JCHUCTBYIOIIUX BEIIECTB M KaYCCTBEHHBIN
COCTaB BCIIOMOTATEIILHBIX BEIICCTB JIEKAPCTBECHHOTO MIPEapara;

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 o. N 429-D3 nynkm 1 uwacmu 1 cmamou 33 nacmoswe2o
DeodepanvHoeo 3aKkoHa donoanen noonyukmom "o", ecmynarowum 6 cuny ¢ 1 urons 2015 a.
0) nH(pOpMaIus 000 BCEX pa3peIIeHHBIX BUaX BTOPHYHOHN (TOTPEOUTEIIBCKO) YITaKOBKH;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexaops 2014 o. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nacmoswe2o
DedepanvHoeo 3aKkoHa 0ononHen noonyukmom "n", ecmynarowum 6 cuny ¢ 1 urona 2015 a.
N) Jara NPHHATUS PEIICHHS O BO3MOXHOCTH PacCMaTpUBaTh JIGKAPCTBEHHBINM TMpernapar Npu
rOCY/apCTBEHHOW PETUCTPALINU B KAUYECTBE OPPaHHOTO JICKAPCTBEHHOTO Tperapara;

Undopmarust 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexabps 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nacmosuezo
DedepanbHo20 3axona 0onoaner noonyukmom "p", ecmynarowum 6 cuny ¢ 1 urona 2015 e.
p) Hajuuue JIEKApCTBEHHOrO Ipernapara B IE€peyHE >KU3HEHHO HEOOXOOUMBIX M BaXKHEHIINX
JIEKapCTBEHHBIX IIPENAPaTOB;

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 nHacmosuje2o
DeodepanvHoeo 3akoHa dononnen noonyukmom "c", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

C) HaJM4ue B JIEKQPCTBEHHOM Mpernapare HapKOTUYECKUX CPENICTB, IMCHXOTPOIMHBIX BEIIECTB U HX
MPEKYPCOPOB, MOJJIEKANUX KOHTPOI0 B Poccuiickoil denepannn, B COOTBETCTBUH C 3aKOHOAATEILCTBOM
Poccuiickoit @enepannu, MeXIyHapoAHbIMU toroBopamu Poccuiickon denepanuu, B TOM uncie EnnHoi
KOHBEHIIMEN 0 HapKoTudeckux cpeactax 1961 roma u Konseniueil o ncuxoTponHbIX BemecTBax 1971
rona;

Hndopmarus 06 H3MEHEHHSX:
DedepanvHvim 3axonom om 22 dexabps 2014 2. N 429-D3 nynkm I wacmu 1 cmamou 33 Hacmosawezo
DeodepanvHoeo 3akoHa 0onoanen noonyukmom "m", ecmynarowum 6 cuny ¢ 1 urons 2015 a.

T) uHbOpMalUsg O TOM, SBISIETCS IJIM JAHHBIA JIEKAPCTBEHHBIA mpemnapaT pedepeHTHBIM

JIEKapCTBEHHBIM MpPENapaToM;

Wupopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexaops 2014 o. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nHacmosweco
Deodepanvrozo 3akona 0onoaner noonyukmom "y", ecmynarowum 6 cuny ¢ 1 urona 2015 e.
y) CBEIEHMsI O TMoJaye 3asBICHHUS O BHECEHHMM H3MEHEHHUH B JOKYMEHTBI, COJEepKallhecs B
PErUCTPallMOHHOM JIOChE Ha JIEKApCTBEHHBIN IIpenapar;

Hndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 nynkm 1 vacmu 1 cmamou 33 Hacmosue2o
Deodepanvroeo 3akona donoanen noonyukmom "¢h", ecmynarowum 6 cuny ¢ 1 urons 2015 e.
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¢) cBeneHust 0 B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO Mpenapara;

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 1 wacmu 1 cmamou 33 nHacmosweco
DedepanvHozo 3akoHa dononnen noonyukmom "x", ecmynarowum 6 cuny c¢ 1 urons 2015 e.

X) CPOK BBEJICHHUS JIEKAPCTBEHHOI'O MIperapaTa B rpaKIaHCKuil 000poT;

2) B OTHOUICHUH (hapMalleBTUYECKUX CYyOCTaHIIHIA:

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 6 noonynxkm "a" nynkma 2 yvacmu 1 cmamou
33 Hacmosweeo DedepanrbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarouue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm noonyHKkma 8 npeovioyueil peoaxkyuu

a) HauMeHOBaHWE (hapMalEBTHUECKOW CyOCTaHIIMM (MEXIyHApOAHOE HEMaTeHTOBAaHHOE, WU
TPYHNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) HaMMEHOBAaHUE U aJPeC MPOU3BOAMUTENS (DapMaleBTHUECKON CyOCTaHIINY;

B) CPOK TOAHOCTH (hapMalieBTUYECKON CyOCTaHIINY;

T') yCTIOBHUS XpaHEHUs (papMalleBTHYECKON CyOCTaHIINH;

o) HoMmep (apMakomeHONW CcTaThM WJIM B ClIy4ae €€ OTCYTCTBUS HOMEpP HOPMATHUBHOM
JOKYMEHTAIUH JT100 HOPMAaTHBHOTO JIOKYMEHTA;

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 22 oexaopsa 2014 o. N 429-D3 nynkm 2 wacmu 1 cmamou 33 Hacmoswe2o
DedepanvHoeo 3akoHa dononHen noonyukmom "e", ecmynarowum 6 cuny ¢ 1 urons 2015 e.

e) Hanuuue (hapmareBTH4YeCKON CyOCTaHIIMHU B NepeyHe HAPKOTUUYECKUX CPENICTB, TICUXOTPOIMHBIX
BEILIECTB M UX IPEKYpPCOPOB, MOMJICKAMMUX KOHTpoJr B Poccuiickor denepauuu, B COOTBETCTBHHU C
3aKOoHOAATeNsCTBOM Poccuiickoit @enepaiuu, MeXIyHapOJHbIMU JoroBopamu Poccuiickoii denepanumy,
B TOM uuciae EnuHoil koHBeHIMENd O HapKOTHYECKUX cpenactBax 1961 roma u Kousenmmeir o
NICUXOTPONHBIX BemecTBax 1971 rona.

Wndopmarys 06 m3MEeHEHHUAX:

Deodepanvrvim 3axkonom om 22 odexkabps 2014 2. N 429-@3 yacms 2 cmamovu 33 Hacmoswe2o
DedepanvbHo2o 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroueli 6 cuny ¢ 1 urona 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. dapmaneBTHUECKass CyOCTaHIMs, NPOU3BEACHHAs Ul pean3alii, MOXKET ObITh BKIIIOUEHA B
rOCY/IapCTBEHHBI PEECTp JIEKapCTBEHHBIX CPEACTB HAa OCHOBAaHMM 3asBJICHUS pa3pabOTUYMKaA WIIU
IPOM3BOJUTENS JIEKAPCTBEHHOI'O CPEJCTBA JIMOO YIMOJIHOMOYEHHOTO HMH IOPHJIMYECKOro JiMIa Mpu
YCIIOBUU TIPOBEIEHUS B OTHOLIEHHMM Takoi (apmalieBTHUECKON CyOCTaHLMM SKCIEpPTH3bl KayecTBa
(bapmarnieBTHYeCKON CyOCTaHIIMM B TOpsJIKE, YCTAaHOBJIEHHOM cTaThell 34 Hactosmero denepaabHOro
3aKkoHa. B oTHomeHuMu QapManeBTUUYECKUMX CYOCTaHIMM, NPOU3BEAEHHBIX [UIsl pealu3allid, B
rOCYJJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COJEPKHUTCA CleAyIoLIast HH(OpMaIHs:

1) HauMeHoBaHHe (apMmalleBTHUECKON cyOcTaHIuMU (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IPyNIHAPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

Wudopmanust 00 N3MEHEHUSX:
Ilynkm 2 usmenen c 1 aneapsa 2018 . - @edepanvuviii 3akon om 28 oexkabpsa 2017 2. N 425-D3

Cm. npedvloywyio peoakyuro

2) HauMEHOBaHUe, aJIpec MPOU3BOAUTENS (papMaIleBTUIECKON CYyOCTaHITNH, a TAKKE B OTHOIICHUH
JIEKaPCTBEHHBIX CPEACTB Ul MEIMLIHMHCKOIO NPUMEHEHUS CBEICHHUS O PETUCTPALUU MPOU3BOAUTENS
dapmainieBTUYECKOM CyOCTaHLIMM B KayecTBE HAJOrOIJIaTeNbUIMKa B CTpaHe perucrpanuu (s
POCCHUUCKHUX IOPUAMYECKUX JIMIl - WACHTH(PHUKAIMOHHBI HoMep Hamoromarensinuka (MHH), mns
MHOCTPAHHBIX IOPUAWYECKUX JIMIl - CTpaHa pPErucTpalud, HAaUMEHOBAaHUE PETHCTPUPYIOIIETO OpraHa,
PETUCTPaIlMOHHBII HOMEp, KOJ HAaJOrOIUIaTeNbIIMKa B CTpaHE PErUCTpalld (MHKOPIIOpAIMK) WK €ro
aHajsor);
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3) cpok rogHOCTH (hapMareBTUISCKOM CyOCTaHIINM;

4) ycioBusi XpaHeHHs papMalleBTUIECKON CyOCTaHINY;

5) HoMmep (QapMmakomneiiHOW cTaThbu JUOO B clydyae e€e OTCYTCTBUSL HOMEpP HOPMAaTUBHOMN
JIOKYMEHTAIIMW UM HOPMATUBHOIO IOKYMEHTA;

6) Hanmune papManeBTUYECKONW CyOCTaHIIMU B TepeyHe HAPKOTHUYECKUX CPEJCTB, MCUXOTPOIHBIX
BEILIECTB U UX IPEKYPCOPOB, MOMJICKAMMUX KOHTpoJr B Poccuiickon Penepaunu, B COOTBETCTBHHU C
3aKoHoJaTenbcTBOM Poccuiickoit denepanuu, MexayHapoIHbIMU JoroBopamu Poccuiickoin @epeparuu,
B TOM uucie EnnHoill KOHBeHIMel O HapkoTHueckux cpexncrtBax 1961 roma u Kousenuumeil o
MICUXOTPONHBIX BeniecTBax 1971 roaa;

7) nata BKIIOYEHUsS (apManeBTUYECKOH cyOCTaHIIMU B FOCYApCTBEHHBIN PEECTp JIEKaPCTBEHHBIX
CPEICTB, JlaTa BHECEHUS M3MEHEHUH B JIOKYMEHTHI (papMaleBTUUYECKOW CyOCTaHIIMM, AaTa UCKIIOYECHUS
(dapManeBTUYECKON CyOCTaHIIUU U3 TOCYNaPCTBEHHOT'O PeecTpa JICKaPCTBEHHBIX CPE/CTB.

3. Ilopsimok BemeHUs TOCYIApPCTBEHHOTO peecTpa JEKAapCTBEHHBIX CPEICTB IS MEAUIIMHCKOIO
NPUMEHEHUS W TOPSJ0K BEIACHUS TOCYJapCTBEHHOTO peecTpa JICKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHUS YTBEPXKAAIOTCS COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (peepanbHbIM
OpraHOM MCIOJIHUTEIHLHOM BJIACTH.

TAPAHT:

CM. koMMeHTapuu K cTaThe 33 HacTosuero denepaibHOrO 3aKOHA

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 oexaobps 2014 2. N 429-D3 naumenosanue cmamvu 34 nacmoswe2o
DedepanbHoeo 3aKOHA UBNONCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urons 2015 a.

Cm. mexcm HauMeHO8aHUs 8 Npeodvbloyuell pedaxKyuu
Cratbs 34. BriiroueHue B rocyapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB U UCKIIOUEHUE U3
TOCYJTApCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEACTB (apMalleBTUYECKONH CyOCTaHIIHH,
MIPOU3BENCHHOM JIJIsl peanu3aliu

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 odexabps 2014 2. N 429-®@3 6 uwacmv I cmamvu 34 nacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu
1. Jns BxmrodeHust (apmareBTUUeCKOl CcyOCTaHINKM, TPOU3BEIEHHOW M peaau3alud, B
TOCYapCTBEHHBIN peecTp JIEKAPCTBECHHBIX CPEJICTB, TPOBOAMTCS IKCIIEPTH3a €€ KaueCcTRa.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 (8 peoaxyuu Pedepanvroco 3axona om 13
uronss 2015 e. N 241-®3) wacmo 2 cmamou 34 nacmosiueco PedepaibHoco 3aKOHA UZLONCEHA 8 HOBOU
pedaxyuu, ecmynaroujeli 6 cuny ¢ 1 sneaps 2016 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. DkcmepTh3a KauecTBa YyKa3aHHOM B dYacTu | HacTOsmIeW cTaTbu (QapMareBTUIECKOM
CyOCTaHITMH, COCTABICHHE KOMHUCCUEH IKCIIEPTOB 3aKIIOUSHUH 10 pe3ysibTaTaM 3TOW IKCHEPTU3BI H UX
HalpaBlieHUE B YIOJHOMOYEHHBINH (hefepaibHblii OpraH HCIOJHUTEIBHON BIACTH OCYIIECTBISIOTCS B
CPOK, HE MPEBBIMAIONIMA IIECTUACCITH PabOYMX JTHEH CO JHS TMOJYyYEHHUsS DKCIEPTHBIM YUPEKICHHEM
COOTBETCTBYIOIIETO 3aJaHUsl YMOJTHOMOUYEHHOTO (enepaqbHOr0 OpraHa HUCHOJHUTENLHOW BIACTH H
CJICAYIOUINX JIOKyMEHTOB:

Wndopmarnys 06 M3MEHEHUAX:
Ilynxkm 1 usmenen c 15 urons 2018 2. - @edepanvuviii 3akon om 4 uronsn 2018 2. N 140-D3
CMm. npedbloywyro peoakyuio

1) KOIIKUA JHUOCH3WMKM Ha IIPOU3BOACTBO JICKAPCTBCHHBIX CPCIACTB HIIM KOIIKMA 3aKIIOYCHHA O
COOTBCTCTBHUH MMPOU3BOAUTCIIA JICKApCTBCHHBIX CpCACTB Tpe60BaHI/ISIM ImpaBuJI HaJJIeKaIen
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HpOHSBOI{CTBCHHOﬁ IIPaKTUKH, BbIAAHHBIX YIIOJJHOMOYCHHBIM (bez[epaanLIM OpraHomM HCIIOTHUTEIbHOHN
BJIaCTH, B CiIydac, €CIH IIPOM3BOACTBO JICKAPCTBCHHOI'O CPEACTBA OCYMICCTBILICTCA B Poccuiickoit
denepanuu;

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 2 uzmenen c 15 utonsn 2018 2. - @edepanvuwiii 3akon om 4 urousn 2018 2. N 140-D3

CMm. npedbloywyro peoakyuio

2) Komus JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpPaHbl POU3BOIUTEIS
JIEKapCTBEHHOT'O CPEJICTBA M TIOATBEPIKIAIOIIETO pa3pelieHne MPOU3BO/ICTBA JIEKAPCTBEHHOTO CPENICTBA, 1
€ro MepeBoJi Ha PYCCKHU S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIIKE, a TAK)KE KOMHS 3aKIIFOUYEHUS O
COOTBETCTBUU  IPOM3BOJUTENS  JICKAPCTBEHHBIX CPEIACTB  TpeOOBaHUAM  IpaBWJI  HaJIeKaIeh
MPOU3BOJICTBEHHON TMPAKTHUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (peiepabHbIM OPTaHOM HCIIOTHHUTEIHHOM
BJIACTH, JMOO KOMHS PEIICHHs YIOJHOMOYEHHOTO (eaepaabHOT0 OpraHa HMCIOJHUTEILHOM BJIACTH O
MPOBEJICHUN HMHCIICKTHPOBAHMS TPOU3BOJAUTENSI JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHBIC JOKYMEHTBI
MPEJICTABISIFOTCS B ClIydae, €ClId MIPOU3BOJICTBO JIEKAPCTBEHHOT'O CPEJICTBA OCYIIECTBISICTCS 3a MpeleaMu
Poccuiickoit ®enepanuu;

3) IOKyMEHT, COIepKaIlii ClIeyI0IIne CBEACHUS O (hapMalleBTUYECKOM CyOCTaHIINu:

a) HaMMeHOBaHMEe (PapMaIeBTUICCKOM CyOCTaHIIUH, €e CTPYKTypa, OOIIHe CBONCTBA;

0) HAMMEHOBAHUE M aJIPEC IPOU3BOAUTEIIS;

B) TEXHOJIOTHSI TIPOM3BOJICTBA C OMUCAHUEM CTAJIUN MPOU3BOJCTBA U METOJIOB KOHTPOJISI HA BCEX
CTaJUsAX MPOU3BOJICTBA;

T') OIMCaHue pa3paboTKHU MpoIecca MPOU3BOJICTBA;

J) OINHUCAaHWE KOHTPOJIS KPUTHYECKHX CTaJWii Mpollecca MPOU3BOACTBA M MPOMEKYTOUHOM
POIYKIIHH,

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

’K) CBOMCTBA U CTPYKTypa JACUCTBYIOIIUX BEIIECTB;

3) XapaKTepUCTHKa MPUMECEH;

n) crienrdukanys Ha GpapMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAaHMUE;

K) AaHAIUTUYECKHE METOJIMKH, UCIOJIb3yeMble TPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
(dbapMaIneBTHYECKON CyOCTaHIINN;

J) NOKyMEHTAIbHOE MOJTBEpKACHUE (BAIMIAINS) aHATUTUIECKIUX METOAMK, UCTIONB3YEMBIX MPH
OCYIIECTBIICHUU KOHTPOJIS KauecTBa (papMarieBTHIeCKOl CyOCTaHITIH;

M) pe3yJbTaThl aHaIN3a cepuil (hapMalleBTUUECKOI CyOCTaHIINN;

H) TIEpEYCHb CTaHIAPTHBIX 00Pa3I[0B WIN BEIIECTB, HCIIOIB3yEMbIX IPU OCYIIECTBICHUH KOHTPOJIS
KavecTBa;

0) OTMCAHNE XaPAKTEPUCTHK U CBOMCTB YITAaKOBOYHBIX MAaTEPHUATIOB H YKYTIOPOYHBIX CPEJICTB;

1) JaHHBIE O CTA0MIBHOCTH (papMareBTHYECKON CyOCTaHINH;

P) CPOK r'OJTHOCTH;

Wndopmarys 06 M3MEHEHUAX:

Yacms 2 donoanena nywkmom 4 c¢ 1 ameaps 2018 o. - @eodepanvruiii 3axon om 28 dexabpsa 2017 a.
N 425-D3

4) TOKYMEHT, COJIEpKalliil CBEIEHUsI O PETUCTPALIMH ITPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB IS
MEAMIMHCKOTO NMPUMEHEHNsI B KayeCTBE HAJOTOIIATENBIINKA B CTPAHE PErHCTpalu (A1 POCCHUICKUX
IOPUAMYECKUX JIML - WACHTUPUKAIMOHHBIM HoMep Hanoromuatensiinka (MHH), nns wmHocTpanHBIX
IOPUAMYECKUX JIUI] - CTpaHa PETUCTPALY, HAUMEHOBAHUE PETUCTPHUPYIOIIETO OpraHa, perucTpaliOHHbIN
HOMeEp, KOJI HAJIOrOIUIaTeNbIINKa B CTpaHe perucTpauuy (MHKOPIIOpallii) UIK €ro aHajor).

3. Jua mpoBeneHUs OKCIEPTH3bl KauyecTBAa YKa3aHHOM B wacTu | HAacTosAUIEW cTaTbu
dapmalleBTUYECKON CyOCTaHLMU 3asBUTENIb MPEACTaBISET B YIOJIHOMOYEHHBIH (enepaabHbli Opra
VCIIOJIHUTENIHOM BJIACTH:

1) 3asBneHWE O BKIIOYEHHWHW B TOCYJIAPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEACTB JAaHHOU
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dbapmaneBTUUECKON CyOCTaHIINH;

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 22 dexaops 2014 2. N 429-D3 nynkm 2 wacmu 3 cmamou 34 nHacmosweco
DedepanvbHo2o 3aKOHA U3N0NHCEH 8 HOBOU pedakyuu, scmynatoweit 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu

2) xonus JOKYMEHTa, NOATBEP)KIAIOIIEro YIUIaTy I'OCYJapCTBEHHOM MOLUIMHBI 32 BKIIOUEHHE B
TOCYJIapCTBEHHBII PeecTp JEKapCTBEHHBIX CPEACTB (hapMalleBTUYECKON CyOCTaHIINM, TIPOU3BEACHHON IS
peanu3anuy, Jubo Mo COOCTBEHHONW MHMLIMATHBE yKa3aHHBIM JTOKYMEHT. B cilyuae ero HempezacraBieHus
3asBUTEJIEM YITOJHOMOYEHHBIN (eliepanbHblil OpraH UCIOJHUTEILHONW BIACTH MPOBEpsieT (hakT YIUIAThI
roCyJJapCTBEHHOHN NOLUIMHBI 3asBUTEIEM C UCHOJIb30BaHUEM MH(pOpMaLuu 00 ymaTe rocyaapCTBEHHON
NOLUIMHBI, cojepxamieiics B [ocymapcTBeHHON WH(POPMALMOHHON CHCTEME O TOCYJAapCTBEHHBIX U
MYHHMIMIIAJbHBIX IUIATEKAaX, HA OCHOBAaHUM IIPEACTABICHHOW 3asBUTEIEM KOIMHM JOKYMEHTAa,
MOATBEPKJAOLIErO yIIaTy FOCYJapCTBEHHOM MOLUIVHBL,

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 3 uacmu 3 cmamsu 34 Hacmosue2o
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
3) TOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSIICH CTaThU;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacmv 3 cmamovu 34 uacmoswezo
DedepanbHo2o 3aKOHA OONONHeHA NYHKMOM 4, ecmynarowum 6 cuny ¢ 1 urons 2015 e.
4) 3asBieHHE O Bbljaye paspelieHus Ha BBo3 B Poccuiickyro ®denepanuio KOHKPETHOW MapTHH
HE3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO CPEJCTBA, MPEIHA3HAYCHHOTO I IPOBEICHUS YKa3aHHOW
JKCIIEPTHU3BI.

Wndbopmarrust 06 n3MEHEHHSX :

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 6 uwacmv 4 cmamvu 34 nHacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu

4. B Tedyenue necsatu pabouux JHEH co JHS MPUHSITUSA 3asBJICHUS O BKIIIOUCHUH YKa3aHHOM B 4acTH
| Hacrosimied crtaThbM (hapMalleBTUUECKON CyOCTaHIIMM B TOCYJapCTBEHHBIM pEECTp JIEKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, IEPEUYMCIEHHBIX B 4YacTH | M nyHkTe 2 uacTu 3 HACTOALIEW CTaThbH,
YIOJHOMOYEHHBIN (eiepalibHbII OpraH UCIOIHUTEIbHOM BIIACTH:

1) MpOBOAUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTU JIAHHBIX, COJAEPKAILMXCA B MPEICTaBICHHbIX
3asBUTEJIEM JOKYMEHTaX;

2) mpUHUMAET peIIeHUE O HalpaBJIEHMH B HKCIEPTHOE YUPEKJICHHE 3aJaHus Ha IPOBEJCHHE
AKCTEPTU3bI KAYeCTBA YKA3aHHOW B YacTH | HACTOSIICH CTaThu (hapMaleBTUUECKOW CyOCTaHIIMU WJIH 00
OTKa3€ B TAKOM HAIPABJICHUH;

3) yBenoMIIsIeT B 3JEKTPOHHOM HIJIM MUChMEHHOU (hopMe 3asiBUTENS O IPUHATOM PELICHUH WU B
ClIy4ae OTKa3a ¢ yKa3aHHuEeM IIPUYMH TaKOro OTKa3a.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 25 nosops 2013 2. N 317-P3 cmamvsa 34 nacmoawezco Dedepanvroco
3aKoHa donoanena yacmoio 4.1
4.1. B ciny4ae BBISBIECHHS HEIOCTOBEPHOCTU CBEJIEHUM, COJEp)KALIMXCAd B IPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax, yIoJIHOMOYEHHbIH (eepalbHbIil OpraH HCIOJIHUTEIbHOW BIACTH HAIpaBisieT
3agBUTENIO 3alpoc 00 YTOYHEHUM YKa3aHHBIX cCBeAeHui. JlaHHBIM 3ampoc MokeT ObITh mepeaaH
YIOJHOMOYEHHOMY NPEICTaBUTENIO0 3asBUTENS JUYHO IOJ PACIUCKY, HAIpPaBJIEH IO IMOYTE 3aKa3HbIM
NUCbMOM WM TIepe/iaH B AJIEKTPOHHOM (popMe Mo TeleKOMMYHUKAIlMOHHBIM KaHajaM CBsi3u. B ciyuae
HalpaBJIEHUs JTaHHOT'O 3alpoca Mo MoYTe 3aKa3HbIM MMCbMOM OH CUMTAETCS MOJYUYEHHBIM MO UCTEUEHUU
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meCTHu HHCﬁ C JaThbl HAIIpaBJICHUA 3aKa3HOI'0O IIMChMa.

Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 25 nosopsa 2013 o. N 317-@3 cmames 34 nacmosweco DedepanibHoco
3aKOHA 0ONOJHEHA Yacmoio 4.2
4.2. 3asBuTenb 00s3aH MPEACTaBUTh OTBET Ha 3alpoC YNMOJIHOMOUYEHHOTo (henepaabHOro opraHa
UCTIOTHUTEIILHOM BIACTH B CPOK, HE MPEBBIMIAIONIMKA AEBIHOCTA paboYMX JHEH CO JHS MOJYYCHUS
naHHoro 3ampoca. Cpok, ykasaHHBIH B uacTu 4 HacTOSIIEH CTAaTbM, MPUOCTAHABIMBACTCS CO [JHS
HATPABIICHUS 3asBUTEIIO 3aIpOca YIOJIHOMOYCHHOTO (efepaTbHOr0 OpraHa MCHOJHUTEIBHON BIIACTH 10
JTHS TIOJYyYeHHUs] UM OTBETa Ha JAaHHBIM 3alpoc U HE YYUTHIBAETCS MPU HCUUCICHUU CPOKa DKCIEPTU3bI
KauecTBa (hpapMaleBTUYECKON CYOCTaHIIMM, HEUCIOIb3YEeMOW TMPH TPOU3BOACTBE JIEKAPCTBEHHBIX
IpernapaToB.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-@3 yacms 5 cmamovu 34 nacmoswezo
DedepanvbHo20 3aKOHA UN0NHCEHA 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. OcHOBaHuEM I OTKa3a B HAIIPaBJICHUM B DKCIEPTHOE YyUPEKIEHUE 3aJlaHUs Ha IPOBEJICHUE
OKCIEPTHU3BI KAYECTBA yKa3aHHOHM B 4acTH | HACTOSIIEH CTaThu (hapMaleBTHUECKOW CyOCTaHIINU SBISIETCS
HENpe/ICTaBIEHUE JOKYMEHTOB, YKa3aHHBIX B 4acTu 2 HACTOSILEH CTaThbH, OTCYTCTBUE HH(MOpMAIMH,
NOATBEpXKIAtoNeld (akT yIUIaThl TOCYAapCTBEHHOW TONUIMHBI 3a BKIIOYCHHE (hapMalleBTHIECKON
cyOCTaHIIMM, MPOM3BEACHHONW I pealn3aluyd, B TOCYJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPE/CTB,
HEIIPEACTABICHUE 3asIBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHbIM B yacTu 4.1 Hacrosmen
CTaThbU 3alpOC YNOJHOMOUYEHHOIO (e/leparibHOro OpraHa MCIOJHUTENbHON BJIACTH WM NpEACTaBICHUE
JIOKYMEHTOB, HE COJIEPKALUX NCUYEPIIBIBAIOIIETO MEPEUHsI HEOOXOJUMBIX CBEICHUN.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-®D3 6 uwacmv 6 cmamvu 34 nacmosweco
DedepanvbHo2o 3aKOHA BHeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

6. B TedyeHume mnATHagUATH pPAabOUYMX JHEW €O JHSA MOJYYEHMs pEIIeHHs YHNOJTHOMOYEHHOTO
¢denepanbHOro OpraHa MCHOJHUTENBHOM BIacTH O HANpaBJIEHUU B 3KCIEPTHOE YUPEXKACHUE 3a/JaHUS HA
IPOBE/IEHUE SKCIEPTU3bl KayecTBa yKa3aHHOM B uacTu | HacTtosmled crtaTbu (apMaleBTHUECKON
CyOCTaHIIMM 3asBUTEINb MPEACTABISET B IKCHEPTHOE YUPEKICHHUE Ui MPOBEACHUS JaHHOM SKCIIEPTHU3BI
o0pa3iubl papMaleBTUYECKONH CyOCTaHIIMM B KOJUYECTBE, HEOOXOAUMOM JUIsl BOCIPOU3BEACHUS METO/I0B
KOHTpPOJISI KadyecTBa. OKCIEPTHOE YUYPEXKACHHE IpU IOJyuyeHUH oOpa3loB yKazaHHOM B dactu |
HacTosIIel cTaTbu (papMaleBTHUECKOW CyOCTaHIIMM BBIAAET 3asBUTENIO JOKYMEHT, MOATBEPKIArOIUI
NOJTy4yeHHUe 3TUX 00pa3loB, U B CPOK, HE MPEBBILIAIOIINNA TpeX padounx JAHEN, YBEIOMIISET B AJIEKTPOHHOU
WIN MTMCbMEHHOM (popMe 00 3TOM YHNOJTHOMOYEHHBIH (hefepanbHbli OpraH UCHOJIHUTENBHOM BIACTH. DTH
CPOKH HE BKJIFOYAKOTCS B CPOK MPOBEJICHUSI TAHHON HKCIIEPTU3HI.

7. JOKyMEHTBI, ITOCTYNMBIIKXE B DKCIEPTHOE YUPEKIACHUE I IPOBEACHUS DKCIIEPTU3bI Ka4yeCTBa
yKa3aHHOM B uacTu | Hacrosmied cratbu (apMmareBTHUYECKONW CyOCTaHLMHU, MOJJIeKaT BO3BpaTy B
YIOJIHOMOYEHHBIH (peiepanbHblii OpraH HCIOJHUTENFHON BIACTH OJHOBPEMEHHO C 3aKIIOYEHUSMH IO
pe3yapTaTaM MPOBEACHHON SKCIIEPTHU3BI.

8. B cpok, He mpeBbIIIAOMUN MATH PabOYMX JHEH CO JHS MOJYYEHHs 3aKIIOYEHUS KOMHCCUHU
AKCIIEPTOB MO pe3yjbTaTaM JSKCIEPTH3bl KadecTBa YKa3aHHOM B 4YacTu | HACTOAIIEH CTaTbH
(dapmarieBTHYeCKON CyOCTaHINH, YITOJIHOMOUYEHHBIH (pe/iepaitbHbIi OpraH UCTIOMHUTELHON BIACTH:

1) ocymiecTBIsIeT OLIEHKY TaKOrO 3aKJIIOUEHHUs JJIsl ONpPENEeNICHUs €ro COOTBETCTBUA 3aJaHHUIO Ha
IIPOBEICHNUE TAHHOU DKCIIEPTU3HI;

2) TMNpUHUMAET peHieHHe O BKJIOYEHWHW YyKa3aHHOM B dYacTW | HACTOSIIEH CTaThbu
(dapmarieBTHYeCKON CyOCTaHLIMM B TOCYJIApPCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEJICTB WM pelieHHe 00
OTKa3€ B TAKOM BKJIFOUECHHUY;
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 nynkm 3 uacmu 8 cmamvu 34 nacmosue2o
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mekcm nyHKkma 6 npeovloyujeli peoaxkyuu
3) BHOCUT NpU MNPUHATHUM PEHICHHS O BKIIIOUYEHUU YKa3aHHOM B yacTu | HAcTOSILIEH CTaTbH
dapmarieBTHYECKON CyOCTaHIIMU B TOCYJAPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB MPETYCMOTPEHHYIO
nyHkToM 2 yactu |1 ctateu 33 Hactosuiero denepaibHOr0 3aKoHa HH(OPMAIIMIO U YBEJOMIISIET 00 STOM B
AIIEKTPOHHOM HJIM MMMCbMEHHOM (hopMme 3asBUTENS.

Wndopmarus 06 H3MEHEHHSX:
Yacmov 9 usmenena c 15 uronsa 2018 2. - @edepanvusiii 3akon om 4 utons 2018 e. N 140-D3

CMm. npedbloywyro peoakyuio
9. OcHoBaHueM i1 OTKa3a BO BKJIIOYEHMM YKa3aHHOM B  yacTu |  HacToAleH
CTaTh¥ (papMaIeBTUICCKONW CyOCTaHIIMN B TOCYJApCTBEHHBIM PEeCTp JICKAPCTBEHHBIX CPEACTB SIBISICTCS
3aKJIFOYEHHUE COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (eAepalbHOr0 opraHa MCHOJHUTEIBHOM BIIACTH O
TOM, YTO Ka4eCTBO (hapMaIrieBTHIECKON CYOCTaHIIMH HE TIOJITBEPKICHO MOTyYCHHBIMH JaHHBIMHU.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 34 nacmosuweco @PedepanbHoco
3akoHa oonoanena yacmoio 10, ecmynaroweti 6 cuny ¢ 1 urons 2015 2.
10. He nmomyckaercs BKJIIOYEHHE B TOCYJIAapPCTBEHHBIH PEeCTp JIEKapCTBEHHBIX CPEACTB OIHOMU
(dapManeBTUYECKON CyOCTaHITMN, TIPOU3BEICHHONW I peaM3alliil U BBITYCKACMOW OJHUM U TEM JXKe
MPOU3BOIUTENIEM, B BIJIE IBYX U O0Jiee PeeCTPOBBIX 3aIHCEH.

Wupopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-®D3 cmamwvsa 34 nacmosuweco PedepanbHoco
3aKoHa oononnena yacmoio 11, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
11. BHecenue m3MeHEeHUIl B JOKYMEHTHI Ha (hapMalieBTHUECKYI0 CyOCTaHIIMIO, MPOU3BEACHHYIO
JUTSL pealii3aliii U BKITFOUEHHYIO B TOCYAapCTBEHHBIN peeCTp JEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIETCS B
nopsiike, ycraHoBiIeHHOM cratbamu 30 wu 31 Hactosmero ®denepallbHOrO 3aKOHa, € YIUIATON
rOCYIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHON 3aKOHO1aTeIbecTBOM Poccuiickon deaepanuu 0 Hajorax
u cbopax.

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 34 nacmosueco PedepanbHoco
3aKoHa oononnena yacmoio 12, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.
12. Jlomyckaercsi oOpaiieHre (papMareBTUIECKUX CyOCTaHIIHA, TPOU3BEICHHBIX IS pean3alui,
B TEUEHHE CTa BOCHBMHUJECATH JTHEW 10 U TMOCJTE TPHUHATHSA YIOTHOMOYEHHBIM (eepaibHbIM OpPTaHOM
UCTIOTHUTENIbHON BIACTH pEIIEHUS O BHECEHWH M3MEHEHHMH B JIOKYMEHTHI Ha (apMaleBTHYECKYIO
CyOCTaHIMIO, TIPOW3BEICHHYIO Ui peaju3allid ¥ BKIIOYCHHYI0 B TOCYJIApCTBEHHBIH pEecTp
JIEKaPCTBEHHBIX CPEJICTB.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 cmamws 34 nHacmoswezo Pedepanvroco
3aKoHa oononnena yacmoio 13, ecmynaroweti 6 cuny ¢ 1 urons 2015 a.

13. Pemenue 00 UCKIIOUEHHMH U3 TOCYJApPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPENICTB
dapmalieBTUYECKON CyOCTaHLIMM, TPOU3BEIECHHOW JUIsl pealu3alvy, NPUHUMAETCS YIOJTHOMOYEHHBIM
(enepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH B CIIy4ae:

1) nmpeacraBieHUsT ~ COOTBETCTBYIOUIMM  YINOJHOMOUYEHHBIM  (efepalbHbIM  OpPraHoM
UCTIOJIHUTENIEHOW BJIACTH 3aKJIIOUEHHMS O PHCKE MM 00 Yrpo3e >KM3HM WM 370POBBIO yeloBeKa JIMOO
YKUBOTHOT'O IIPU UCIIOJIb30BaHUU JIEKAPCTBEHHOTO CPEJICTBA;

2) momauM pa3pabOTUYUKOM JIEKAPCTBEHHOTO CPEJACTBA WJIM TPOU3BOJUTEIEM JIEKAPCTBEHHOTO
cpeAcTBa JUOO YNOJIHOMOYEHHBIM MMHU JPYTUM IOPUAWYECKUM JIUIIOM 3asBJICHUS 00 HCKIIOYEHUH U3
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roCyJJapCTBEHHOI'O PEECcTpa JEKapCTBEHHBIX CPEJICTB (apMaleBTHUECKOW CyOCTaHLIMU, MPOM3BEAECHHON
JUI pealln3alvy;
3) orcytcTBUS (apMalieBTUUECKON CyOCTaHLIMY, IPOU3BEACHHOM s pealn3aluy, B OOpalleHuu B
Poccuiickoit @enepanuu B Te4eHUE TPEX U OoJee JeT.
T'APAHT:

CM. koMMeHTapuu K cTaTbe 34 HacTosuero denepalbHOr0 3aKOHA

Crarba 35. YTpatuna cuny ¢ 1 urons 2015 r.

Wndopmarius 06 n3MEHEHHSX:

Cm. mexkem cmamou 35

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvsa 36 nacmosuweco PedepaibHoco
3aKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetll 6 cury ¢ 1 uroas 2015 a.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Crarba 36. OOxaymoBaHue pemieHus o0 OTKa3e B BblAau€ pa3pelieHHs Ha IpPOBEACHUE
KJIMHUYECKOTO MCCIIEOBAHUS JIEKApCTBEHHOIO IIpernapara, pemeHus o0 OTKaze B
TOCYJApCTBEHHON pPETHUCTpAMK JICKApCTBEHHOTO Iperapara, 3akKJIYeHUS KOMHCCHUU
9KCHEPTOB IKCHEPTHOTO YUPEKICHUS WU 3aKJIIOUEHUS COBETA 110 3TUKE
Pemienne coOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (hefepalbHOTO OpraHa MCIIOJHUTEIFHON BIIACTH
00 OTKa3e B BblJau€ pa3pelleHUs] Ha NPOBEIEHUE KIMHUYECKOTO HCCIIEAO0BAaHUs JIEKapCTBEHHOIO
npenapara, pelmeHHe YKa3aHHOTO (elepalbHOTO OpraHa HCIOJIHHUTEIBHOW BJIacTd 00 OTKasze B
rOCYJJapCTBEHHOM perucTpaluy JIEKapCTBEHHOIO Ipenapara, 3akJI04YeHHE KOMHCCHU 3KCIEPTOB
OKCHEPTHOTO YUPEXKICHHS WM 3aKIIOYCHHE COBETa IO 3TUKE MOXET OBITh O0KaJIOBaHO B TOPSIIKE,
YCTAHOBJIEHHOM 3aKOHOAaTesnbcTBOM Poccuiickoit @enepannu. 3akiaroueHue skcnepra, opopMIEHHOE 0
UTOTaM SKCIIEPTU3HI B IEIISX OIMpPEISIICHUS B3aNMO3aMEHIEMOCTH 3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO
npernapara, MOKeT ObITh 00KaJIOBaHO JIeprKaTesleM HIIM BIIAJENIbLEM PEerucTPallMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTa B KOMHUCCHIO 3KCIIEPTOB HKCHEPTHOTO YUPESKACHUS. 3aKIIIOUYCHHE KOMHUCCHU
9KCHEPTOB  3KCIEPTHOTO YyupexaAeHus, o¢GOopMIIEHHOE IO UTOraM IepecMoTpa 00>KaJ0BaHHOIO
3aKIIIOYCHHS HSKCIEpTa, MOXKET OBITh OCIOPEHO JepKaTelieM WM BIAICIbIEM PETUCTPAIIHOHHOTO
yIOCTOBEpEHHs] JIEKApCTBEHHOI0 Ipenapara JHUOO YHNOJHOMOYEHHBIM MMM JIMIOM B THOpSJKe,
YCTAaHOBJIEHHOM  3aKkoHojaTenbcTBOM  Poccuiickoit  ®@enepauuu. Ilpu  oOkanmoBaHuM — peuieHHs
YIOJHOMOYEHHOTO (heiepalIbHOro OpraHa UCTIOJHUTEILHON BIIACTH, 3aKJIFOYEHUS SKCIIepTa UM KOMUCCUU
9KCHEPTOB HKCHEPTHOTO YUPEKICHHs, 3aKIIOUYECHUS COBETa IO JTHUKE JepiKaTellb WM BIJIeNell
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOT0 Npernapara JIM00 yIoJIHOMOYEHHOE UMH JIUIIO BIIPaBe
NPEJCTaBUTh  PEe3yJIbTaThl  JKCIEPTU3Bl  JIEKAPCTBEHHOTO TIpenapaTra, MPOTOKOJBI  MOJYyYEHHBIX
AKKpPE/IUTOBAHHBIMU ~ UCIHBITATEIbHBIMU  JJaOOpaTOpusiMU  (LIEHTpaMu) pe3yJbTaTOB HCCIEI0BaHMIA,
WCTIBITAHUIA.
TAPAHT:

CMm. koMMeHTapuH K cTaThe 36 HacTosmero denepanbHOro 3aK0Ha

Crarbsn 37. UHudopmanusi, cBA3aHHAs C OCYIIECTBICHHEM TOCYJapCTBEHHOH perucTpanuu
JIEKapCTBEHHBIX MpenaparoB, HMHGOpMaLKs O 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
Ipenaparax 1 JIEKapCTBEHHBIX IIpenapaTax, MICKIFOUYEHHBIX U3 FOCYAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-®D3 6 uwacmv I cmamvu 37 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. CoOTBETCTBYIOIIMK YIOJHOMOYEHHBIH (enepaibHblii OpraH HCHOJHHUTEIBHON BIIACTH
pasMemaer Ha cBoeM odunuarbHOM caidte B ceth "HMHTepHeT' WH(pOpMAaIMIO, CBS3aHHYK C
OCYIIECTBJIEHUEM TOCYJapCTBEHHOM pEerucTpalMy JEKapCTBEHHBIX IIpernaparoB, B TOM UHCIE
MIPOBEJICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB (BKIIIOYAs PE3yJIbTATh €€ MPOBEACHUS ), HH(DOPMALIHIO
0 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Ipenaparax M JIEKApCTBEHHBIX Iperaparax, UCKIIOYEHHBIX U3
roCy/IapCTBEHHOI'O peecTpa JIGKApCTBEHHBIX CPECTB, HE MO3JHEE YeM uepe3 MATh pabouux HEH co AHS
HOJYYCHUS COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (De/lepalbHbBIM OpPraHOM HCIIOJHUTEIBHON BIACTH
3asiBJIEHUS O TOCYJJAPCTBEHHOM pErucTpanuu JEKapCcTBEHHOT O IIpenapara.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 6 uacmv 2 cmamvu 37 Hacmosuezo
DedepanvbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. Cpoku u TOpSJIOK pa3MelleHUs yKa3aHHOM B uacTu | HacTosield cTaTbM HHQPOpPMAIUH
YCTaHABIIMBAIOTCS YIOJHOMOUYEHHBIM (eepaTbHBIM OPraHOM HCIOJHUTENbHON BiacTu. MHpopmarus,
yKa3aHHasg B 4acTu | HAcTOsIIEW CTaThH, SBISETCS OTKPHITOM M OOIIENTOCTYMHOM M IPEJOCTaBIsSETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.
TAPAHT:

CM. koMMeHTapuu K cTaTbhe 37 HacTosuero denepabHOr0 3aKOHA

I'masa 7. KiinHu4eckue muccjie10BaAaHUS JeKAPCTBEHHBIX NMPeNnapaToB IS MeTHIIHHCKOT0
NpPUMEeHEeHHs], JOTOBOP 00 MX MPOBeAeHNH, TPABA MAIUEHTOB, YYACTBYIOIIHUX B 3THX HCCJIET0BAHUAX

Crarba 38. Kimnuueckne HUCCIICAOBaHUA JICKAPCTBCHHBIX IIPCMapaToOB A4 MCEIAUIMHCKOI'O
MMPUMCHCHUA

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axkoHom om 22 oexabps 2014 2. N 429-®D3 6 uwacmv I cmamvu 38 nacmoswezo
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHeHust, ecmynarowue 6 cuny ¢ 1 urons 2015 a.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

1. Knuanueckue mccieioBanus JIEKapCTBEHHBIX MPETapaToB Ui METUIIMHCKOTO PUMEHEHUs, B
TOM YHCJI€ MEXIYHapOAHblE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIMOHHbIE, IPOBOJATCS B
OJTHOW WJIM HECKOJBKHX MEIWIMHCKUX OpPTaHMW3alusAX B COOTBETCTBHUH C IPABUJIAMH HaJUICKAIICH
KJIMHUYECKON NMPaKTHKH, YTBEP’KACHHBIMU YHOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HMCIOJHUTEIbHON
BJIACTH, COOTBETCTBEHHO B CIIAYIOMINX IIEJISX:

1) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHBIX IPENnapaTroB A 3J0POBBIX J0OpPOBOJIBLEB U
(WM) TepeHOCHMMOCTH WX 3/J0pPOBBIMH  JOOpPOBOJBIIAMH, 32 WCKIIOUYCHHEM TaKUX HCCIeOBaHUI
JIeKapCTBEHHBIX MpenapaToB, MPOU3BEIEHHBIX 3a peaenamu Poccuiickoit @enepanny;

2) moadop ONTUMABHBIX JO3UPOBOK JIEKAPCTBEHHOTO Tperapara U Kypca JICUeHUs /IS TTallueHTOB
C OmpeeNeHHbIM 3a00JIeBaHHEM, ONTHUMAJIBHBIX 703 M CXEM BaKIMHAIUK HWMMYHOOHOJIOTHYECKUMHU
JIEKapCTBEHHBIMH TTpeTiapaTaMy 3I0POBBIX JOOPOBOJIBIICE;

3) ycraHoBieHue 0e30MacHOCTH JIEKApCTBEHHOTO Ipenapata U ero 3pekTuBHOCTH 171 MalMeHTOB
C ompeaeneHHbIM 3a0ojieBaHUEM, MNPOPUIAKTHUECKOH A(PGEKTUBHOCTH HMMMYHOOHOJIOTUYECKUX
JIeKapCTBEHHBIX MpenapaToB s 37J0POBBIX T00POBOJIBIIEB;

4) wu3y4eHHE BO3MOXXHOCTH pACHIMPEHHS TIIOKa3aHUH ISl MEIUIIUHCKOTO TPHMEHEHHsS W
BBISIBJICHHSI paHee HEU3BECTHBIX MOOOYHBIX JAEHCTBHUM 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB.

2. B OTHOWmEHWH BOCIIPOM3BEIECHHBIX JICKAPCTBEHHBIX MPENApaToB UISi MEIHIIMHCKOTO
NPUMEHEHHUS  TMPOBOMATCA  MCCIIEIOBAHWS  OMOSKBUBAJICHTHOCTH U (WIM)  TEpaneBTHYECKOU
SKBHUBAJCHTHOCTH B  TIOPSIIKE, YCTAHOBJICHHOM  YIIOJHOMOYEHHBIM  (elepaTbHbIM  OpPraHOM
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UCTIOJTHUTEJIEHON BJIACTH.

3. OpraHu3zanuio NPOBEACHHUS KIMHUYECKUX HCCICIOBAHUN JICKApCTBEHHOTO Mperapara s
METUIIMHCKOTO IIPUMEHEHHUS BIIPABE OCYLIECTBIISATS:

1) pa3paboTuuk J€KapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIULO;

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 2 uwaa 2013 2. N 185-D3 nynkm 2 yacmu 3 cmamvu 38 Hacmoswe2o
DedepanbHoeo 3aKOHA U3N0NCEH 8 HOBOU pedaKkyuu, scmynarowell 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mekcm nyHKkma 6 npeovioyujeli peoaxkyuu
2) oOpa3oBaTelbHBIE OpPraHM3AlMU BBICHIETO OOpa30BaHMs, OPraHU3AIUH JIOTOJIHUTEIHEHOTO
podeCCHOHAIBHOTO 00pa30BaHUs;
3) HayyHO-UCCIIE0BATENbCKUE OpraHU3aliy.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wuwona 20152 N 241-D3 6 uacmv 4 cmamvu 38 Hacmosawe2o
DedepanbHoco 3aKOHA 6HeCeHbl USMEHEHUS

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4. KinuHudeckue HCCieNOBaHMs JIEKapCTBEHHOIO Ipenapara s MEIULUHCKOTO INPUMEHEHHUS
IIPOBOJATCS Ha OCHOBAaHUM PA3PELICHHs] HA IPOBEACHHUE KIMHUYECKOTO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO
npenapara, BBIJAHHOTO  YIOJIHOMOYEHHBIM  (efepallbHbIM OpPraHoM  MCIIOJHHUTEIbHOM  BIACTH.
Y1noaHOMOYEHHBIH (peepanbHbIii OpraH WCIOJHUTEIBHON BIACTH BEJET PEECTP BBIIAHHBIX pa3pelIeHUN
Ha IPOBEJCHNUE KIMHUYECKUX MCCIEN0BAaHUN JEKapCTBEHHOIO IIpenapara, COACp Kalluil yKa3aHue Ha UX
L[€JIb WIH LI€JIN, B YCTAHOBJIIEHHOM 3TUM OPTaHOM IOPSJIKE.

5. VYrparuna cuny ¢ 1 uronst 2015 r.

Undopmarius 06 n3MEHEHHSX:

Cm. mexem yacmu 5 cmamou 38

6. K opranusanuu mnpoBeneHUs KIMHUYECKUX MCCIEIOBAaHUN JIEKapCTBEHHOIO IpernapaTa s
MEIUIUHCKOTO TMPUMEHEHHUs] pPa3pabOoTUMKOM JIEKAPCTBEHHOTO Iperapara MOTYT IpHUBJIeKaTbcs
IOpUAMYECKUE JIUIA JIF000I OpraHU3allMOHHO-TIPAaBOBOM (POPMBI MPU YCIOBUU 00ECIIEUEHHS] COOTBETCTBHS
9THX HCciel0BaHui TpeboBaHUsIM HacTosiero denepaibHOro 3aKoHa.

7. KnuHudeckne HcciaeqoBaHUs JIEKAPCTBEHHBIX IIPENAapaTroB Uil MEIUIMHCKOTO INPUMEHEHHUS
IOPOBOJATCS B MEAMLMHCKUX OpraHU3alusAX, AaKKpPEeJUTOBAHHBIX YHNOJIHOMOYEHHBIM (enepaabHbIM
OpraHOM HCIIOJHUTEJIBHOW BJIAcTM B IOpsJKe, YycTaHOBIeHHOM IIpaBurensctBoM Poccuiickoit
denepanuu.

8. IlepeueHb MEAMIMHCKUX OpraHM3alMii, HUMEIOUIMX MPaBO MPOBOJUTh KIMHUYECKUE
UCCJIEIOBAHNS JIEKAPCTBEHHBIX IIPENapaToB JUIl MEIULMHCKOIO IPUMEHEHMs, U PEECTp BbIJAHHBIX
paspelmieHnii  Ha  NPOBEACHUE  KIMHUYECKMX  HCCIEJOBAaHUM  JIEKAPCTBEHHBIX  MPENapaToB
OIyOJIMKOBBIBAIOTCS U Pa3MELIAIOTCS YIIOJIHOMOYEHHBIM (eiepabHbIM OPTaHOM UCIIOJHUTENILHON BIACTH
B YCTaHOBJICHHOM MM IOPsIJIKE Ha CBOeM ouInanbHOM caifte B cetu "UHTepHer".

TAPAHT:

Cwm. kommeHTapuH K ctaThe 38 HacTosmero denepanbHOro 3aK0Ha

Wndopmarys 06 M3MEHEHUAX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 39 nacmosuweco @PedepanbHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, scmynarowetl 6 cuny ¢ 1 uons 2015 2.

Cm. mexcm cmambvu 8 npeovioywell peoakyuu
Cratbs 39. Pemenue o npoBeeHHH KIMHUYECKOTO HCCIEIOBAaHHS JIEKAPCTBEHHOIO Ipernapara
JUISL MEOULIUHCKOTO TIPUMEHEHMSI
1. KinmHudeckoe uccienoBaHHe JIEKAPCTBEHHOIO Ipernapara Ais MEAMLHUHCKOTO IpPUMEHEHUs
IIPOBOAMTCS HAa OCHOBAHWM PA3PELICHMs] HA MPOBEAECHUE KIMHMUYECKOTO MCCIEN0BAHUS JIEKAPCTBEHHOTO
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npenapara, BBIJAHHOTO YIOJHOMOYCHHBIM (elepaIbHbIM OPraHoOM HCIIOJIHUTEIIBHOW BJIACTH  TI0
pe3yibTaTaM JKCIEepPTU3bl JOKYMEHTOB, HEOOXOJIMMBIX JJisi TOJYYEHHUS pPa3pelieHHs Ha MPOBEJCHUE
KJIIMHUYECKOT'O MCCIICIOBAHUS JICKAPCTBEHHOTO MIpenapara U STHYECKON IKCIIEPTHU3HI.

2. Jlnga mosrydeHHsl pa3pelieHHs] Ha MPOBEICHUE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara Juisi MEIUIIMHCKOTO TIPUMEHEHUS 3assBUTENb MPEACTABISAET B YIIOJTHOMOYEHHBIN (penepanbHbIid
OpraH UCHOJIHUTENIbHOMN BJIACTH:

1) 3asBiieHME O BbIIaue pas3peliecHUus Ha MPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOIO Mpenapara s MEIUIIMHCKOTO PUMEHEHHS;

2) KONUU JTOKYMEHTOB, MOATBEPKIAIOIINX YIUIATY TOCYJApPCTBEHHOM IMOIUIMHBI 32 IPOBEICHHE
TUYECKON JKCIEPTHU3bl, JKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM MpernapaT Mg MOJy4YeHUs
paspelnieHuss Ha TPOBEICHHE KIMHUYECKOTO HCCICIOBAaHUS JICKAPCTBEHHOIrO Ipemapara i
MEIUIIMHCKOTO MPUMEHEHHs, 3a BbIJauy pa3pelieHHs Ha MPOBEJICHHUE KIMHUYECKOTO HCCIIeOBAHUS
JIEKapCTBEHHOT'O TperapaTa A MEAUIIMHCKOTO MIPUMEHEHHUS], 32 MPOBEACHNUE IKCIIEPTU3BI IOKYMEHTOB Ha
JIEKApCTBEHHBIA  TIpenapar Juisl TMOJYyYEHUs] pa3pelieHuss Ha TPOBEICHHUE  MEXKIYyHApOIHOTO
MHOTOLICHTPOBOTO KJIMHUYECKOTO HCCIICOBAHUs JIEKAPCTBEHHOTO Tperapara JUisi MEAUIIMHCKOTO
MIPUMEHEHHS, 32 BbIIauy pa3pelieHus] Ha TPOBEACHUE MEXIYHAPOIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO
MCCJICIOBAHMS JICKAPCTBEHHOTO Ipemnapara i MEIUIIMHCKOTO MPUMEHEHHUs, 32 TPOBEICHUE ITHYCCKOM
AKCIIEPTHU3BI, HKCIEPTU3Bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM Mpernapar Ajs TMOJy4YeHUs pa3pelieHHs Ha
MIPOBEJICHUE TOCTPETUCTPAIIMOHHOTO KIMHUYECKOTO0 MCCIICIOBAaHUS JISKAPCTBEHHOI'O Mperapara JJis
MEIUIIMHCKOTO TPUMEHEHUsS, 3a BbIauy pa3pelieHusi Ha MPOBEJACHUE IOCTPETUCTPAIMOHHOTO
KJIIMHUYECKOTO HCCASAOBAHMS JICKAPCTBEHHOTO Mperapara Jid MEIUIIMHCKOTO NMPUMEHEHHS, WU TI0
cOOCTBEHHOW WMHHUIIMATUBE yKa3aHHBbIC JOKYMEHTHI. B ciydae HempeacTaBieHHs 3asBUTENIEM YKa3aHHBIX
JIOKYMEHTOB YIOJHOMOYEHHBIN (peliepanbHblii OpraH MCHOJIHUTEIBHOM BIACTU MpPOBEpsieT (akT yIUIaThl
rOCYapCTBEHHOW MOILIMHBI C MCIOJIh30BAaHUEM HH(POPMAIMK 00 yIUIaTe TOCyAapCTBEHHOW IMOILIHHBEI,
conepskanieiicst B ['ocygapcTBeHHOM MH(DOPMAIIMOHHONW CUCTEME O TOCYAapCTBEHHBIX U MYHHUIIUTAIBHBIX
nJaTe)kax, Ha OCHOBAHHH MPEICTABICHHBIX 3asBUTEIEM KON TOKYMEHTOB,;

3) TpOTOKON KIMHUYECKOTO UCCIIEOBaHMS JIEKAPCTBEHHOIO IMpermapara Ais MEAUIIMHCKOTO
IPUMCHCHUS;

4) Oporrropy uccaeaoBaTes;

5) nHGOpPMaIMOHHBIH JIMCTOK MAlUEHTA;

6) cBeneHus o0 ombiTe pabOThl HCCIEAOBaTENel MO COOTBETCTBYIONIMM CIENHUATBHOCTAM M HX
OTBITE PAaOOTHI IO MPOBEACHUIO KIIMHUYECKUX UCCIIEOBAaHUM;

7) cBemeHUS O MEOUIIMHCKUX OpraHM3alMsIX, B KOTOPBIX MpPEAINoNiaraercs MpOBeACHUE
KJIMHUYECKOT'O HCCIIEIOBAHUSI JICKAPCTBEHHOTO Mpernapara JJis MEAUIIMHCKOTO MpUMEHEHUs (MOJIHOE U
COKpAIlleHHOE€ HAaWMEHOBAHMs, OpTaHU3alMOHHO-MIpaBoBast ¢opMa, MECTO HAXOXKACHUS M MECTO
OCYIIIECTBIICHUS JEATEIBHOCTH, TenedoH, Tenedakc, aapec IEKTPOHHOW MOUTHI KaXIA0W METUIIMHCKOM
OpraHu3aIm);

8) cBemeHHMsT O TPEANOJIAraeMbIX CPOKax TPOBENCHUS KIWHUYECKOTO  HCCIEIOBaHUS
JIEKapCTBEHHOIO Mpenapara s MEJUIUHCKOTO IPUMEHEHHS;

9) xommiO AOTOBOpa 00S3aTETHHOTO CTPaXOBaHMS, 3aKJIFOYEHHOTO B COOTBETCTBHHM C THUITOBBIMU
npaBuiaMyd  00s3aTENBPHOTO CTPaXOBaHUS, C yKa3aHWEM NPEJNeIbHONW YHCICHHOCTH TAlUeHTOB,
YYaCTBYIOIIMX B KJIMHHYECKOM HCCIEJOBAaHUU JICKAPCTBEHHOTO Tperapara Jid MEIUIIMHCKOTO
IPUMEHEHUS;

10) madopmaruio 0 coctaBe JIEKapCTBEHHOTO MperapaTa sk MEIUIIMHCKOTO TPUMEHEHUS;

11) mOKyMeHT, COCTaBIEHHBIM MPOU3BOJUTENEM JIEKAPCTBEHHOTO IpernapaTa A MEIUIUHCKOTO
MPUMEHEHUS W COJCpIKAIUi TOoKa3aTenu (XapaKTepUCTUKH), a TakKKe CBEJACHUS O JIEKapCTBEHHOM
npenapare JUisi MEAMIMHCKOTO NPUMEHEHUs, NPOU3BEACHHOM [UIi TMPOBEICHUS KIMHHUYECKHUX
HCCIICTOBAHUM;

Wndopmarus 06 H3MEHEHHSX:

Ilynkm 12 usmenen c 15 uronsa 2018 2. - @edepanvruiii 3akon om 4 uionsi 2018 2. N 140-D3


http://ivo.garant.ru/document?id=12078762&sub=1000
http://ivo.garant.ru/document?id=12078762&sub=1000
http://ivo.garant.ru/document?id=71858560&sub=11

CMm. npedbloywyro peoakyuio

12) xonuio JMIIEH3UM Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB B Ciyyae, €Cld IMPOU3BOACTBO
JIEKapCTBEHHOI'0 Mpernapara ocyuiectsisiercs B Poccuiickoil denepanny, WM KOMUIO 3aKIHOYEHUS O
COOTBETCTBUHM MPOM3BOIUTENS JICKAPCTBEHHOTO IMperapara TpeOOBaHUSM MpaBUJI  HaJjIeKalei
MIPOU3BOJCTBEHHON MPAKTUKH, BBIIAHHOIO YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOAUTEILS
JIEKapCTBEHHOTI'O TIperapara.

3. B cpok, He nmpeBpIIaomui AT padounXx AHEH CO THS MPUHATHS YKa3aHHOTO B ITyHKTE | yacTu
2 HacTOSIIEH CTaTbU 3asABJICHUS M HEOOXOIUMBIX JOKYMEHTOB, YIIOJTHOMOUYEHHBIN (herepabHblid opran
VCIIOJIHUTEJIbHON BIIACTH:

1) npoBOANT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEIECHUMN, COAEPKAIUXCS B IIPEJICTAaBICHHbIX
3asIBUTEJIEM JIOKYMEHTAX;

2) OIpUHUMAET PELIECHUE O MPOBEACHUM SKCIIEPTU3bl JOKYMEHTOB /IS IIOJYUYEHHUS pa3pelIeHUs Ha
MIPOBEICHUE KIMHUYECKOTO UCCIEA0BaHMs JIEKapCTBEHHOIO MpernapaTa AJisi MEAULIMHCKOTO IPUMEHEHHUS U
THYECKON IKCTIIEPTHU3HI WK 00 OTKa3e B MPOBEJCHUN YKAa3aHHBIX dKCIIEPTH3;

3) yBemomusieT B SJEKTPOHHON (opMe WM Ha OyMakKHOM HOCHTENE 3asBUTENSI O MPHUHSITOM
perieHny 100 B cilyyae NPUHATUS PEeLIeHUs 00 OTKa3€ TAaKKe C yKa3aHUEM IIPUYMH TaKOT'0 OTKa3a;

4) MOArOTaBIIMBAET W HAMPABJISET B JKCIEPTHOE YUPEXKIECHHWE M COBET MO JTUKE 3aJaHUE Ha
IIPOBEJICHUE COOTBETCTBYIOLIUX IKCIIEPTU3.

4. B ciyyae BBISBICHHS HEMOJIHOTHI M (WJIM) HETOCTOBEPHOCTH MH(OPMAILIMH, COJAEpKaIleics B
IPECTAaBICHHBIX 3asBHUTENEM JOKYMEHTaX, YIOJHOMOUYEHHBIH (efepabHbId OpraH HCIOJHUTEIHHON
BJIACTH HAIPABIISIET 3asBUTEINIO 3aIIPOC 00 YTOYHEHUU yKa3aHHOH MH(popmaiuu. J[aHHBINA 3ampoc MOXKET
OBITh I€pe/iaH YIOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTEIS JINYHO 110/ PaCIUCKY, HalpaBJeH MO MOoYTe
3aKa3HbIM MMMCHMOM WJIH TEepefaH B SJIEKTPOHHOU dopMe Mo TeIeKOMMYHUKAIIMOHHBIM KaHallaM cBsi3u. B
cllydae HalpaBJ€HHs AAHHOIO 3alpoca IO MOYTE 3aKa3HbIM MHCbMOM OH CYMTAETCS IOJIyYEHHBIM IO
MCTEUCHUH IIECTU THEH C MaThl HAIMPABJICHUS 3aKa3HOTO MHUChMa. 3asBUTENb 0053aH MPEICTaBUTh OTBET
Ha 3aMpoc YIOJIHOMOYEHHOIO (eIepalibHOTO OpraHa HUCIOJIHUTEIbHON BIACTH B CPOK, HE MPEBBILIAOIINN
neBsHOCTa pabouux AHeW co AHS ero monydeHus. Cpok, yKa3aHHBIA B 4acTu 3 HACTOSIIEH CTaThH,
IPUOCTaHABJIMBAETCS CO JIHSA HANpaBJICHUS 3asBUTEIIO 3aIIpOca YIOJIHOMOYEHHOTO (pesiepaqbHOro opraHa
VCIIOJIHUTENIBHOM BJIACTU 0 JHS IOJIyYEHHS UM COOTBETCTBYIOILEIO OTBETA M HE YUYUTBIBAECTCSA IIPU
UCUMCIICHUN CpOKa TPUHATHS YIOJIHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJIHUTEIbHOW BIIACTH
pelIeHUssT O NPOBEIACHUM OKCIEPTU3bl JOKYMEHTOB Ui IIOJY4YEHHMsS pa3pellieHUuss Ha IPOBEICHUE
KJIMHUYECKOT'0 UCCIIEIOBaHMSI JIEKAPCTBEHHOIO MIperapara Juisi METUIIUHCKOTO PUMEHEHUSI.

5. OcHOBaHMEM AJI OTKa3a B MPOBEACHUM IKCIEPTU3BI JOKYMEHTOB JUIS MOITYYEHMs pa3pelleHus
Ha TPOBEJACHHME KIMHUYECKOTO HCCIEIOBAaHUS JIEKQpCTBEHHOTO Mpenapara g MEIUIIMHCKOrO
MPUMEHEHHUS U 3TUYECKON SKCIEPTU3BI SIBISETCS MPEACTABICHUE TOKYMEHTOB, MPEAYCMOTPEHHBIX YaCThIO
2 HacTOsIIEeH CTaTbU, B HEMOJHOM O00bEME, HENIPEICTABICHUE 3asBUTEIEM B YCTAHOBJIEHHBIH CPOK OTBETA
HAa YyKa3aHHBIH B dYacTu 4 HACTOSIIEW CTAaTbU 3alpoc YMOJIHOMOYEHHOTro (eAepaibHOro opraHa
UCIIOJTHUTENIbHOM BJacTU JIMOO OTCYTCTBHE B IMPEACTaBICHHBIX JOKYMEHTaX HCUEPIbIBAIOIIEIO MEepedHs
HeoOxoauMoi WHpoOpManuu WM WHGOpPMALMU, KOTOpas MOJDKHA OBITh OTpakeHAa B HHUX, a TaKXKe
OTCYTCTBHE MH(pOpMaIUH, MOATBEPKAAIONIeH QaKT ymiaThl roOCyAapCTBEHHOM MOIUIMHBI 332 MPOBEJCHHE
ITUYECKON DKCHEPTU3bl, 3KCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpemapaTr s TMOIy4YEHHs
paspelieHrss Ha [POBEJEHUE KIMHUYECKOTO HCCIEJOBaHMS JIEKAPCTBEHHOIO Mpernapara s
MEAMIMHCKOTO IMPUMEHEHHUS, 3a BblIayy pa3pellieHUs Ha IPOBEICHUE KIMHMYECKOIO HCCIEIOBAHUS
JIEKapCTBEHHOTI'0 MpernapaTa Il MEAUIIMHCKOTO MPUMEHEHHUS, 3a MPOBEIEHNE IKCIIEPTU3bI JOKYMEHTOB Ha
JEKapCTBEHHBIN IpemapaT Uil IOJY4YEHHs  pa3pelleHHs] Ha [POBEAECHHE  MEKIYHApOIHOTO
MHOTOIIEHTPOBOT'O KJIMHUYECKOTO HCCJIEIOBAaHUS JIEKApCTBEHHOrO TMpemnapara s MEAUIIMHCKOTO
IPUMEHEHNS, 32 BblJauy pa3pelIeHNs Ha IPOBEIECHNE MEXTyHApPOAHOIO MHOTOILIEHTPOBOT'O KIIMHUYECKOTO
HCCJIEIOBaHMSI JIEKAPCTBEHHOTO MpenapaTa Ui MEIULIHUHCKOrO MPUMEHEHUS, 3a MPOBEACHUE 3TUYECKON
AKCIIEPTU3BI, HKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIA Mpenapar Iy MOJIyYeHHUsS pa3penieHus Ha
IIPOBEICHUE MOCTPErMCTPALIMOHHOTIO KIMHUYECKOrO0 MCCIEOBAaHUs JIEKAPCTBEHHOrO MperapaTta s
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MEIMLIMHCKOIO IPUMEHEHMs, 3a BblJA4y pAa3pelleHUss Ha MPOBEACHHUE IOCTPErHCTPALMOHHOIO
KJIMHAYECKOTr'0 HCCIIEOBAaHUS JIEKAPCTBEHHOIO IIpenapara Uil MEAULUHCKOrO IIPUMEHEHHS.

6. IlpoBeneHme »HKcHEpTU3bl [OKYMEHTOB U1 IONYYEHMs] pas3pelIcHHs Ha IMPOBEACHHE
KJIMHAYECKOr'0 MCCIIEOBAaHUs JIEKAPCTBEHHOIO IIpernapara i MEIULIHUHCKOIO IIPUMEHEHUS U ATUYECKOU
JKCIIEPTU3bl, COCTABICHUE KOMUCCUEHN DKCIIEPTOB U COBETOM I10 3THKE 3aKIHOYEHHUN O BO3MOKHOCTH HJIU
HEBO3MOKHOCTH IIPOBEICHUS TAKOTO KIMHUYECKOIO HCCIEAOBAHUSA W HAIPABICHUE JTUX 3aKIIOYCHUH B
YIOJIHOMOYEHHBIH (esepanbHblii OpraH MCHOJHUTEIbHONH BIACTU OCYLIECTBIAIOTCA B CPOK, HE
NPEBBIIAIOIINANA TPUAIATH pabouyux IHEH CO AHS TOJXYYEeHHUS SKCHEPTHBIM YUYPEKICHHUEM 3a/1aHus
YIOJIHOMOYEHHOI0 (pe/lepallbHOr0 OpraHa HCIOJHUTEIbHON BJIACTH C NPUIOKEHUEM JIOKYMEHTOB,
yKkazaHHbIX B nyHktax 3, 4, 10 m 11 uactu 2 Hacrosimiedl cTaTbh, U COBETOM II0 3THUKE 3aJaHus
YIOJIHOMOYEHHOI0 (pe/lepallbHOr0 OpraHa HCIOJHUTEIbHON BJIACTH C NPUIOKEHUEM JIOKYMEHTOB,
YKa3aHHBIX B IIyHKTaX 3 - 6, 8 U 9 yacTu 2 HACTOALLIEH CTaThU.

7. B cpok, He NPEeBBIIAOLMN IATH pabOYMX THEH CO JIHS MOJIyuYeHHs 3aKII0YeHUH, yKa3aHHbIX B
qacTh 6 HACTOAIICH CTaThU, YIIOJTHOMOUYEHHBIH (pe/iepabHbIi OpraH UCTIOIHUTEILHON BIIACTH:

1) ocymiecTBiseT OLEHKY IOCTYNMBIIUX 3aKJIIOYEHUH I OINpeNeNeHuss UX COOTBETCTBUS
3a/IaHUAM Ha IIPOBEICHUE COOTBETCTBYIOIIUX dKCIIEPTH3;

2) mpuHMMAaeT pelleHHe O BblJaye pa3pelleHUs] Ha MNpOBeIeHHE KIMHUYECKOIO MCCIeIOBaHUs
JIEKapCTBEHHOI'0 Ipemnapara Juisi MEAMIMHCKOTO MNPUMEHEHUs WU 00 OTKa3e B BbIJA4Y€ YKa3aHHOIO
paspeleHus;

3) BBIOAET pa3pelleHue Ha IPOBEACHUE KIMHUYECKOIO UCCIIE0OBAHUS JIEKapCTBEHHOTO Ipenapara
JUIS. MEIMLIMHCKOTO IPUMEHEHHUS WIIK pellieHrne 00 OTKa3e B BblJJaue YKa3aHHOT'O pa3pelleHMs ¢ yKa3aHUeM
IIPUYMH OTKAa3a.

8. OcHOBaHMEM JUIsl OTKa3a B BbLJA4e pa3pelICHUs HA NPOBEICHUE KIMHUYECKOIO UCCIIEI0BaHU
JIEKapCTBEHHOI'O IIperapara Uil MEJULIUHCKOTO IPUMEHEHUs SIBJISETCS HAaJW4Me 3aKIH0YEHUS KOMHCCUHU
JKCIEPTOB MWJIM 3aKIIOYEHUs COBETa II0 JTUKE O HEBO3MOXKHOCTU IIPOBEACHUSA KIMHUYECKOIO
WCCJIENOBAHMS  JIEKQPCTBEHHOIO Mpernapara Uil MEIUIMHCKOrO IPUMEHEHHsI 110 Pe3yJIbTaTaMm
IIPOBEJEHHBIX IKCIEPTU3, IPELYCMOTPEHHBIX 4aCTHIO O HACTOSALIEH CTAaThU.

9. Pemienue 06 oTkaze B MPOBEICHUM AKCIEPTU3BI TOKYMEHTOB JJISl MOJIYYEHUs pa3pelieHUs Ha
IIPOBEICHHUE KIMHUYECKOTO UCCIEA0BaHMs JIEKapCTBEHHOIO Npernapara 1Jisi MEAULMHCKOTO IPUMEHEHHUS U
OTUYECKOM DHKCIEPTU3bl M B BbAAYE pa3pelIeHUsT Ha IPOBENCHHE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOT0 IMperaparta il MEJUIIMHCKOTO MPHUMEHEHHsS MOXET OBITh 00KaloBaHO B HOpSJIKE,
YCTaHOBJIEHHOM 3aKoHozAarenbcTBOM Poccniickoit denepanun.

TAPAHT:

Cwm. komMmeHTapuH K ctaTthe 39 HacTosmero denepanbHOro 3aK0HA

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 nacmoawuii Pedepanvhblil 3aKOH OONOJHEH
cmamyeti 39.1, ecmynaroweti 6 cuny ¢ 1 urona 2015 2.

Crarbsa 39.1. DTuyeckas 3KcnepTusa

1. DTHdeckas 3KCepTr3a MPOBOJUTCS COBETOM IO ITHKE, CO3/IaHHBIM B MOPSIKE, YCTAHOBICHHOM
YIOJHOMOYECHHBIM (heIepaIbHBIM OPTaHOM WCIIOJTHUTEIBLHOW BJIACTH, B IEJSIX BBIIAYM 3aKITIOYCHHS 00
ITUYECKOH OOOCHOBAHHOCTH BO3MOKHOCTH TPOBEACHUS KIMHUYECKOTO HCCIIETOBAHMS JIEKAPCTBEHHOTO
nperapara Jyisi MeTUITUHCKOTO IPUMEHEHUS.

2. DkcmepraMu cOBeTa IO ATHKE MOTYT OBITh MPEICTABUTENH MEIUIWHCKUX OpTaHHU3aIluii,
HAyYHBIX OpraHu3alnii, 00pa30BaTEIILHBIX OPTaHU3AIMIA BBICIIETO 00Pa30BaHMUs, a TAKXKE MPEICTABUTEIH
OOIIECTBEHHBIX OpraHU3allui, PEIUTHO3HBIX OpPTaHU3alUi U CPeACTB MaccoBoi mHpopmanmu. J[aHHbIE
9KCIIEPTHl HE JIOJDKHBI HAXOJIUTHCS B KAKOH-JIMOO 3aBHUCHMOCTH OT pPa3paOOTYUKOB JIEKapCTBEHHBIX
MpenapaToB U APYTUX JIUI, 3aNHTEPECOBAHHBIX B PE3YJIbTATaX STUYECKON IKCIIEPTU3HI.

3. Omnara ycioyr SKCIEpPTOB COBETa IO 3THUKE OCYIIECTBISAETCS Ha OCHOBAaHUHU JOTrOBODA,
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3aKJIFOUEHHOTO MEXAY YIOJIHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIHOJHUTEIBHON BIIACTH, KOTOPBHIM
CO3MaH COBET IO JTHUKE, M OKCIEPTOM COBETa IO JTHKE, 32 CYET OFDKETHBIX ACCUTHOBAHUH,
IPEyCMOTPEHHBIX YIIOJTHOMOYEHHOMY (heliepaabHOMY OpTraHy HCIOTHUTEIbHON BIACTH, KOTOPBIM CO3/aH
COBET TI0 3THKE, B ()eiepaIbHOM OI0JKETEe Ha COOTBETCTBYIOIINI TOJ] HAa 00ECTIEYeHUE ero JIeATEITHbHOCTH,
B pazmepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit denepariumu.

4. DKcrepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHO/IATEILCTBOM
Poccuiickoit denepanum.

5. CocraB coBeTa IO ITHKE, MOJI0KEHHUE 00 3TOM COBETE, MOPSAOK €Tro ACSITeILHOCTH, TPEOOBaHUS
K KBaIM(UKAIMK U ONBITY pabOThl MO SKCIEPTHOW OILIEHKE HAyYHBIX, MEAUIMHCKHX U 3TUYECKHX
ACMEKTOB KJIMHUYECKUX MCCIEIOBAaHUN JICKAPCTBEHHBIX IPENapaToB MJisi MEIUIMHCKOTO MPUMEHEHHS,
OpeIbsBIsieMble K DKCIEpTaM COBETa MO JTHUKE, IOPSJOK OpraHu3allMi M IPOBEIACHHS ATHYECKOM
OKCIIEPTU3BI, (opMa 3aKITIOYCHHUS] COBETA MO ATHKE YCTAHABIMBAIOTCS YIOJTHOMOYECHHBIM (pereparbHbIM
OpraHOM HCIIOJIHUTENbHON BIAacTH. YHWCIO mpeacTaBUTENe MEAMIIMHCKHX OpraHu3aluii HEe MOXKEeT
MPEBBINIATH ITOJIOBUHY OT OOIIEro YKCIIa SKCIIEPTOB COBETA IO ATHKE.

6. Uudopmaiusa o coctaBe coBeTa MO 3THUKE, MJaHaX €ro padoThl M TEKyIIeH AesITeTbHOCTU
pasmMeniaetcs Ha O(QUIIMATHFHOM CaliTe YIIOJTHOMOYEHHOTO (efepaTbHOr0 OpraHa UCTIOJHUTEILHOW BIIACTH
B ceTu "MHTEepHET" B yCTAHOBIEHHOM UM IOPSI/IKE.

TAPAHT:

Cwm. xommeHTapuu k ctatbe 39.1 HacTosmero denepanbHOrO 3aKOHA

Cratba 40. IlpoBeaeHHe KIMHUYECKOTO HCCIEAOBAaHUS JICKAPCTBEHHOrO TMperapara Jis
MEAMIIMHCKOTO MTPUMEHEHUS

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 oexabps 2014 2. N 429-D3 6 uwacmv I cmamvu 40 nacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. PykoBoguTenb MEIMLIMHCKOW OpraHM3alyd, KOTOpas NMPOBOAMUT KIMHHYECKOE HCCIEIOBAHHE
JIEKapCTBEHHOTI'O IIpernapara 1yl MEAUIIMHCKOTO IPUMEHEHM S, HA3HAYAET UCCIIE0BATENS, OTBETCTBEHHOTO
3a TNPOBENECHUE TAaKOT0 MCCIEAOBAHUS U HMEIOLIET0 JIEYEOHYIO0 CHEeIUaIbHOCTh, COOTBETCTBYIOLIYIO
IPOBOJUMOMY KIMHMYECKOMY HCCIIEIOBAaHMIO JIEKApCTBEHHOTO IIpernapara, cO CTakeM paboThl IO
porpaMMaM KJIMHUYECKUX HCCIIEIOBaHMM JeKapCTBEHHBIX MperapaToB HE MEHEe YeM TPU Trojia U MO ero
IIPEJUI0KEHUIO HA3HAYAET COUCCIIEI0BATENIEH U3 YKCIa Bpayell 3TOM MEINLIMHCKON OpraHU3allnu.

2. UccnenoBaTenb OCYLIECTBISET BBHIOOP MAllMEHTOB, KOTOPbIE MO MEIUIMHCKUM MOKAa3aHUSIM
MOTYT OBITh NpPUBJIECUEHBl K YYaCTUIO B KIMHHUYECKOM HCCIEIOBAaHUU JIEKApCTBEHHOIO Mpernaparta ajs
MEAMIMHCKOTO TPUMEHEHHS.

3. HccnenoBatenr u couccielnoBaTeNM JOJDKHBI OBITh O3HAKOMIIEHBI C  pe3yibTaTaMu
JOKJIMHUYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOT'O CPEJCTBA, COJEPKALIUMHUCS B OPOILIOpPE HCCIIEe0BATEINS,
IIPOEKTOM TIPOTOKOJIA KJIMHUYECKOTO HCCIENOBAHMS JIEKAPCTBEHHOTO IIpemnapara sl MEIULUHCKOTO
NpUMEHEeHHs, Pa3paboTaHHBIM Pa3padOTUMKOM JIEKAPCTBEHHOTO Ipernapara WM WHBIM IOPUIUYECKUM
JUIIOM, TPHUBJIEKAaEMbIM K OpraHM3allMM MPOBEACHUS KIMHUYECKOTO HCCIIEJOBAHMS JIEKApCTBEHHOTO
npernapara Juisi MEJUIUHCKOTO IPUMEHEHUS, U JPYTUMH MaTepHajgaMH TaKOro UCCIIEI0BaHUS.

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3akonom om 29 nosopsa 2010e. N 313-P3 cmamvs 40 nacmoawezo Dedepanvhoco
3aKoHa oonoanena yacmoio 3.1, ecmynaroweti 6 cuny c 1 aneaps 2011 e.
3.1. PykoBoauTenb MEIUIIMHCKOW OpraHU3allii B CPOK, HE MPEBBIMIAIOMNN TpeX pabouux JHEH co
JTHS Hayaja MPOBEJIEHUS KIMHUYECKOIO MCCIIEOBAHMS JIEKAPCTBEHHOI'O Ipenapara JUuisi MEJUIMHCKOTO
PUMEHEHHUs, cooOuiaer o0 3TOM B YIOJIHOMOYEHHBIH (eaepanbHbIi OpraH HCIOJHUTEIBHON BIIACTH,
BBIJIAaBIINI pa3pelieHre Ha MPOBEJCHUE TAKOT0 UCCIIeI0OBaHUs, TI0 YCTAaHOBJICHHOW UM (opMme.

Wndopmarus 06 H3MEHEHHSX:
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Deoepanvrvim 3akonom om 11 oxmsaops 2010e. N 271-@3 6 uacmv 4 cmamvu 40 nacmosweco
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
4. OpraHuzaluy, OCYIIECTBISIOIIUE OPraHU3alUI0 TMPOBEICHUS KIMHHUYECKOTO HCCIEIOBAHUS
JIEKApCTBEHHOI'0 Tpernapara isd MEAUIMHCKOIO NPUMEHEHUsT M yKa3aHHble B dYacTu 3 crartbu 38
Hactosuero denepanbHOro 3aKoHA, B Cily4yae HEOOXOJUMOCTH BHECEHHS] W3MEHEHHUHW B IPOTOKOI
KJIIMHUYECKOI'0 UCCIIEI0BAaHUS JIEKAPCTBEHHOI'O IIpenapara s MEAUIIMHCKOTO IPUMEHEHUs Co00IarT 00
9TOM B YIOJHOMOYEHHBIA (efepanbHbIi OpraH HCIOJIHUTEIBHONW BIIACTH, BBIAABIIMM pa3pelicHHEe Ha
IPOBEICHUE TAKOTO UCCIIEOBAHUS, 110 YCTAHOBIEHHON UM (hopme.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvhvim 3akonom om 11 oxkmabpa 2010 2. N 271-®P3 cmames 40 nacmoswezo Dedepanvbhoco
3aKoHa donoanena yacmoio 4.1
4.1. ®opma cooOImIeHUS O BHECEHHHM HW3MEHEHHH B MPOTOKOJ KIMHHYECKOTO HCCIIETOBAHMS
JIEKapCTBEHHOT O Ipernapara Jjsi MEJUIIMHCKOTO IPUMEHEHHs! TOJDKHA COAEPIKaTh CIEAYIOIINE CBEICHUS:
1) HanMeHOBaHUEe, UACHTU(DUKAITMOHHBIA HOMEP | J]aTa IPOTOKOJIA KIIMHUYECKOTO UCCIIC0OBaHUS;
2) nata BHECEHUS] U3MEHEHUH B IPOTOKOJI KJIMHUYECKOTIO UCCIIEIOBAHNUS;
3) HaMMEHOBaHUE U MECTO HAXOKJCHUS 3asBUTEIIS;
4) HaMMEHOBAaHUE OpraHM3alliu, MPHUBJICYEHHON pa3pabOTUYMKOM JIEKAPCTBEHHOrO IpenapaTta K
OpraHu3aIiK MTPOBEACHUS KIIMHUYECKOTO HCCIIEJOBAHUS (TIPH HAIWYHH);
5) HauMEHOBaHUS U MeCTa HAaXOXJIEHUS MEIUIMHCKUX OpraHu3aluil, B KOTOPBIX NPOBOAUTCS
KJIMHUYECKOE MCCIIEeI0OBAHNE;
6) naTa BbIJAYM pa3pelleHUs] Ha IMPOBEJCHHE KIMHUYECKOIO MCCIEJOBAHUS M HOMEp 3TOrO
pa3peuieHus;
7) U3MEHEHUs, BHOCUMBbIE B IPOTOKOJI KIIMHUYECKOT'O UCCIIEI0OBAHUS.

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 6 uwacmv 5 cmamvu 40 nacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. B cpok, He TIpeBBIMAIMIHNN TPUALATH Pad0OUnX THEWU CO JHS MOJYyYEeHUs] YKa3aHHOTO B JacTu 4
HACTOAIIEH CTaThbW COOOIICHUS, YIIOJHOMOYEHHBIH (QelepalbHblii OpraH HUCHOIHUTENBbHON BIacTH
paccMarpuBaeT 3TO COOOIIECHHWE B YCTAHOBJICHHOM MM IOPSAKE W NMPUHUMAET PEHICHHWE O BHECEHUU
M3MEHEHUN B IPOTOKOJ KIMHUYECKOIO MCCIIEI0BAHUS JIEKAPCTBEHHOI'O IperapaTta s MEIUIMHCKOTO
NpUMEHEHUsS WM 00 OTKa3e BO BHECEHHMM Takux wu3MeHeHud. [Ipu paccmoTpeHun cooOmieHus o
HEOOXOJUMOCTH BHECEHUS W3MEHEHHUH B TMPOTOKOJN KIMHMYECKOTO WCCIIEOBAHMs JIEKAPCTBEHHOTO
npemnapara s MEAUIIMHCKOTO MPUMEHEHHSI B LENSIX OIICHKH 0OOCHOBAHHOCTH MpEAJiaraéMbIX H3MEHEHHIMA
Y OTPENICNICHHS CTEIEHN PUCKA IS MAalMEHTOB, MPUHUMAIOIIUX yYacTUE B KIMHUYECKUX UCCIICIOBAHUSAX,
YIOJTHOMOYEHHBIM (pellepallbHBIM OpPraHOM HCTIOJHUTEILHOW BIACTH MOTYT MPHUBJIEKATHCS IKCIEPTHI
COBETA IO JTHUKE.

6. KiuHuueckoe uccieloBaHHE JIEKAPCTBEHHOrO IMpemnapara sl MEAUIMHCKOrO MPUMEHEHUS
MOKET OBIThb NPUOCTAHOBIEHO WJIM MPEKpalleHO, €CIM B IMpoliecce €ero MpoBeAeHHs] OOHapyx eHa
OMacHOCTb ISl ’KU3HHU, 3J0POBbs NAMEHTOB. B cilyuae BO3SHUKHOBEHHSI ONACHOCTH ISl KU3HU, 3J0POBbS
MalMeHTa, YYaCTBYIOIIETO B KIIMHUYECKOM MCCIIEAOBAaHUH JIEKAPCTBEHHOTO Mpenapara sl MEIULIMHCKOTO
NPUMEHEHUS, HUCCIeNoBaTeNu O0sS3aHbl MPOUHPOPMHUPOBATE 00 OSTOM PYKOBOIUTENS METUIITHCKOM
OpraHM3all U OPraHHU3alUIo, MOJIYYUBIIYIO pa3pelieHHe YMOJHOMOYEHHOro (enepalbHOr0 OpraHa
WCIIOJIHUTENIbHOM BJIACTH HAa OPraHU3ALMIO MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO
npenapara. Pemenne o MpuOCTaHOBIIEHUH KIIMHWYECKOTO UCCIIEA0BaHUS JICKaPCTBEHHOTO Ipenapara JJis
MEAWIIMHCKOTO TPUMEHEHUS MPUHUMAIOT pPYKOBOAMUTEIh MEIWIIMHCKOW OpraHu3alud u  (UJIH)
OpraHu3aiys, MOJIY4YUBIIAs pa3pelleHre YMOJIHOMOYEHHOTO (eepaibHOro opraHa HCHOJIHUTEIbHOU
BJIACTM HA OPraHU3alMIO TMPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Mpemnapara s
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MEIMIMHCKOTO INPUMEHEHUs, PEIIEHUE O MPEKPAllCHUWH TAaKOrO0 MCCIEAOBAaHUSA IPUHUMACT
YIIOJTHOMOYEHHBIH (eepaibHblii OpraH HCIOJHUTENPHOW BIACTH HAa OCHOBAHHUU COOOIIEHUS B
NUCbMEHHOH (opMe pPYyKOBOIUTENS MEIUIMHCKON OpraHu3alud WM OpraHu3alus, IOJy4YHMBILIAs
paspelieHue yImoJIHOMOYEHHOTo (peepanbHOr0 OpraHa HCIOJHUTEIBHONH BJIACTH Ha OPraHU3alMIo
IIPOBEJCHUS KIMHUYECKOT0 CCIIEN0BaHuUs JIEKapCTBEHHOTO TIpernapara i MEAULIMHCKOTO IPUMEHEHHS.

7. B cpok, HE MPEBBILAIOIINNA MATH paboyuX JHEH CO IHS 3aBepIICHUs, IPUOCTAHOBICHHUS WU
IPEKPAICHUs]  KIMHUYECKOrO  HCCIIENOBaHUS JIEKapCTBEHHOIO Ipernapara il  MEAULMHCKOIO
NPUMEHEHHs, COOOIeHne 00 3TOM HANpaBISIETCs OPraHU3ALMSAMH, YKa3aHHBIMH B HYacTH 3 CTaTbu 38
Hacrosero denepaabHOro 3aKOHa, B YIOJIHOMOYEHHBIN (hefiepasibHbli OpraH MCIIOJHUTEIbHON BIACTH
M0 YCTaHOBJIEHHOU UM (opme.

8. ®opma cooOuieHHs O 3aBEpUICHUU, IPUOCTAHOBICHUU WM IPEKPAILEHUH KIMHUYECKOTO
HCCIIEI0BAHMS JIEKAPCTBEHHOT'O IIpenapara Juisi MEAULIMHCKOIO IPUMEHEHHUs TOJKHA COACPKATh:

1) nadopmanuo 0 MEAUIUHCKON OpraHU3alMK WIK MEIULIUHCKUX OpPraHU3alMsIX, POBOANBIINX
JaHHOE UCCIIEJOBAHMUE;

2) onucaHue JaHHOTO UCCIIEI0BaHUS;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 11 okmsaops 2010 2. N 271-D3 6 nynkm 3 uacmu 8 cmamou 40 nacmosue2o
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxKyuu

3) nannble uccrnenoparens (damMuwinsg, UMs, OTYECTBO, MECTO padOThI, 3aHMMaeMas JIOJKHOCTb,
CHENHUATBHOCTD, CTaX Pa0OTHI IO MPOrpaMMaM KIMHUYECKUX MCCIIETOBAHUH JIEKAPCTBEHHBIX MPETMapaToB,
nepeyeHb KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IMPENapaToB, B KOTOPHIX OH MPUHUMAN y4acTHe
(epuo/ibl y4acTus) B KaU€CTBE UCCIIEI0BATENS UM COMCCIIE0BATENS);

4) pe3ynbTar JaHHOTO UCCIIEIOBaHUS (3aBepIleHUE, MPUOCTAHOBICHUE WU MPEKpaIleHHe JaHHOTO
UCCJIEIOBaHMSI C YKa3aHHEM UX IPUYUH U BIMSHHS HA OLEHKY €ro pe3yjbTaToB, OOILYI0 OLEHKY pUCKa U
OKMJAEMOH TOJb3bl OT NPUMEHEHHsS HCCIEAYEMOro JIEKapCTBEHHOIO IIpenapara, a TaKxke
npearnogaraeMbie JalbHEHIIINE T1eUCTBUS).

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim  3akoHom om 13 wutona 2015e. N 241-D3 uacme 8.1 cmamvu 40 nacmoswezo
DedepanbH020 3aKOHA U3NONCEHA 8 HOBOU Pe0aKyuu

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

8.1. Ilpu BwIABIEHUU (efepatbHbIM OpPraHOM HWCHOJHUTENBHON BJIACTH, OCYIIECTBISIOUIUM
(GYHKIMM TIO KOHTPOJIO W Haj30py B cdepe 3apaBOOXpaHEHMs, HApPYIIEHUN MpaBuil HaJJexallen
KJIMHWUYECKOW NPAKTUKU TPHU MPOBEACHUM KIMHMYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOrO Ipemnapara,
BIMAIOUIMX Ha IOJHOTY M (MJIM) JOCTOBEPHOCTH [aHHOIO KIMHMYECKOIO HCCIIEIOBaHUS, yKa3aHHBIN
denepanbHbI OpraH HUCIOJHUTENBHON BJIACTU MPHOCTAHABIMBAET NMPOBEIECHUE AAHHOTO KIMHHUYECKOIO
UCCJIEOBAHMSI U BBIHOCUT MEIUIIMHCKOW OpraHM3aliM, B KOTOPOH MPOBOAUTCS JAaHHOE KIMHUYECKOE
UCCIIeIOBaHMEe, TMpeAnucaHue o0 YCTpaHEHUU BBIABIEHHBIX HapywmeHuil. [lpy  HeycTpanenuun
MEIUIIMHCKOW OpraHu3aluell BBIABICHHBIX HApyLIEHUH B YCTAHOBJICHHBIM B NPEANHUCAHMU CPOK
yKa3aHHbIN (enepaibHbli OpraH HCIOJHUTENBHON BIACTH NPUHHMMAET peIIeHHe O MpeKpaleHun
MPOBEJCHUS KIMHUYECKOTO HMCCIIEIOBAHUS JICKQPCTBEHHOTO IperapaTa W HampaBisieT B (enepaibHbIi
OpraH UCIHOJHHUTEIbHOM BJIACTH, OCYIIECTBISIOMMK (YHKIUMUM 1O BbIpadOTKE U pealu3aluu
rOCYJapCTBEHHON MOJUTHKH M HOPMAaTHUBHO-IIPABOBOMY DETYJIMPOBAHHIO B cdepe 3ApaBOOXpaHEHUS,
3aKJIIOYE€HHE O BBISBIEHUU MPU MPOBEACHUU JAHHOTO KJIMHUYECKOTO MCCIE0BaHUS HapyUICHUM MpaBui
Ha/TIeXKAIeHd KIMHUYEeCKON MPAaKTUKK ISl IPUHSATHUS pelIeHus] 00 OTMEHE pa3pellieHus Ha OPraHu3alHIo
MPOBEJCHHUS JTaHHOTO KJIMHUYECKOTO MCCIEIO0BAaHUSA C JaThl NMPUHATHS PEUICHHs] O MPUOCTAHOBJICHHUU
IIPOBEJEHUS KIMHUUYECKOT0 MCCIIEN0BaHuUs JIEKapCTBEHHOTO Tpernapara.

9. VYmonHOoMOYeHHBIM (QenepaabHbIii OpraH WCIOJHUTEIBLHON BJIACTH OIYyOJMKOBBIBACT M
pasMmemiaeT Ha CBOeM OQHIMaTbHOM caidte B cetu "HMHTepHer" cooOlieHne o 3aBeplieHUH,
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MIPUOCTAHOBIICHUHA WM MPEKPALICHUU KIMHUYECKOTO MCCIIEOBAaHUs JICKAPCTBEHHOI'O Ipernapara s
MEIUIIUHCKOTO TMPUMEHEHHUS B CPOK, HE MPEBBIMIAIONINN TATH pabodnx JHEH €O JHS €ro IMOJyuyeHUs, B
YCTaHOBJICHHOM UM IMOPSAKE.

10. YnomHoMmo4eHHBIH (eaepanbHblii OpraH WCHOJHUTEIBHON BJIACTH OCYIIECTBISICT BEICHUC
peecTpa ucciieqoBaTeNneil, NPOBOASAIIMX WM MPOBOJMBIINX KIMHUYECKHE MCCIIEOBAHUS JIEKAPCTBEHHBIX
[IPEenapaToB JUisl MEIAWLMHCKOIO HNPUMEHEHHS, B COOTBETCTBUU C YTBEP)KIECHHBIMM MM IpaBUIAMHU U
pa3MelaeT ero Ha cBoeM oduIHMaTbHOM caiiTe B cetH "MHTepHeT" B yCTAaHOBJICHHOM MM IOPSIKE.
YKazaHHBIN peecTp COACPKUT HH(POPMAITUIO, TPETyCMOTPEHHYIO ITYHKTOM 3 4acTh 8 HACTOSILIEH CTaThH.

I11. Ortuer o0 pe3ynbTarax KIMHUYECKOTO UCCIENOBAHMS JIEKAPCTBEHHOI'O IIpernapara JJis
MEAMIMHCKOTO MPUMEHEHHUSI COCTABISETCSl OpraHU3alel, yKa3aHHOM B 4acTu 3 cTaTby 38 HACTOALLETO
®denepanbHOrO0 3aKOHA, Ha OCHOBAHMM 3aKJIFOUEHUW MEIUUMHCKUX OpraHu3aluil, MPOBOAMBIIMX 3TO
UCCIICIOBAaHNEe, W TPEJCTABISCTCS B YINOJHOMOUYCHHBIN (erepaabHblii OpraH MCIOJIHUTENBHOM BIIACTH,
BBIJIABUIMI pa3pelleHre Ha MPOBEIECHUE 3TOTO MCCIEAOBAHMS, B CPOK, HE IMPEBBIILIAIOIINN TPEX MECALEB
CO [JHS €ro 3aBEepUICHUs, MPHUOCTAHOBJICHUS WIM NPEKpAIlCHUs, B IOPSJKE, YCTaHOBICHHOM
YIOJTHOMOYEHHBIM (eIepaIbHbIM OPTaHOM HCIIOTHUTEIHHON BIACTH.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 e. N 429-D3 6 wacmv 12 cmamvu 40 nacmosweco
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
12. Hapymienue mpaBuil HajJieKalled KIMHUYECKOW TMPAKTUKH, (albCUPUKAIMS pPE3yJIbTaTOB
KIIMHUYECKOTO MCCIIEAOBAHUS JICKAPCTBEHHOTO Mperapara i MEIUIUHCKOTO MPUMEHEHHUS BIEKYT 3a
c00OM OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

Undopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oekabps 2014 e. N 429-D3 6 wacmv 13 cmamvu 40 nacmosweco
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
13. Tlpu mpoBeACHUM KJIMHUYECKOTO HCCIEIOBAHUS JICKAPCTBEHHOTO TIpemapara s

MEAMIIMHCKOTO TPHUMEHEHUs JOMycKaeTcsl 3a00p y MAIMeHTOB OMOJOTMYECKHUX MaTepuanoB (0Opasiibl
OMOJIOTMUECKUX JKMJIKOCTEW, TKaHEH, CEKPEeTOB W TMPOAYKTOB >KH3HEIEATEILHOCTH YeJIOBEKa,
(GU3BHONOTMYECKUX W TMATOJIOTMYECKUX BBIIENEHUN, Ma3KoB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHM3MOB,
OMOTICHITHBIN MaTepHal) s ux u3ydenus B Poccuiickoit denepanuu u (wim) 3a npenenamu Poccuiickoit
denepanuu.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 Oexabpsa 2014 2. N 429-D3 6 uwacmv 14 cmamvu 40 nacmosweco

DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynatowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
14. Tlopsanox BBo3a B Poccuiickyro ®@enepanuio u BbIBo3a 3a npenensl Poccuiickoit denepannn
OMOJIOTMYECKMX  MaTepUaIOB, TMOJY4YEHHBIX IPU  MPOBEACHUH  KIMHUYECKOIO  HUCCIIEJOBAHUS
JIEKapCTBEHHOI'0 IIpemapara i MEJULMHCKOrO IIPUMEHEHHs, ycTaHaBiuBaercs IIpaBurenscTBOM
Poccuiickoit @enepanuu.
TAPAHT:

Cwm. kommenTapu k ctathe 40 HacTosero denepanbHOro 3aK0HA

Cratbs 41. [loroBop 0 mpoBeIEHUM KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOrO Mpernapara

JUIS. METUIIUHCKOTO TPUMEHEHUS
1. KnuHuueckoe wucCcieoBaHUE JIEKAPCTBEHHOTO Ipenapara il MEIUIIMHCKOTO MPUMEHEHUS
MPOBOJUTCS B COOTBETCTBHAM C JOTOBOPOM O MPOBEAECHUHN KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO
mpernapara Uil MEIULMHCKOrO MPUMEHEHHUS, 3aKIIOYAEMbIM MEXKIY OpraHu3alyeld, MOJyYUBILEH
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paspenieHue YIOJHOMOYEHHOro (helepalIbHOTO OpraHa MCIOJHUTEIPHOM BJIACTH HAa OpraHU3aIHI0
MPOBEJICHUS TAaKOrO0 MCCIEIOBAHUS, M MEIUIMHCKOW OpraHu3aluen, OCYIIECTBISIONICH ITpOBEIeHHE
TaKOT'O MCCIICTOBAHMS.

2. JloroBop O WPOBEACHHHM KIWHUYECKOTO HCCIICIOBAHMS JIEKAPCTBEHHOrO IIpenapara mJis
MEJIUIIMHCKOTO TPUMEHEHUS JIOJKEH COICPKATh:

1) ycioBus 1 CpOKU MPOBEACHUS JAHHOTO HCCIICIOBAHUS;

2) ompenenaeHue OOIIEH CTOMMOCTH MPOTPAMMBI JIAHHOTO HWCCJICJIOBAHMS C YKa3aHHUEM CYMMBI,
npeHa3HavaroEencs sl BBIIUIAT UCCIIEA0BATEIIAM, COMCCIIEI0BATEIISM;

3) ompenenenue GopMbI IPEACTABICHUS PE3YIbTATOB JAHHOTO UCCIICIOBAHMS B YITOJTHOMOYCHHBIH
(benepanbHBIN OPTaH UCTIOTHUTEIILHOM BIIACTH.

TAPAHT:

CMm. komMeHTapuu K ctaTthe 41 HacTosero denepabHOTO 3aKOHA

Crartbs 42. OuHaHcoBoe obecrieueHre KIMHUYECKOTO UCCIIE0BAaHUS JIEKapCTBEHHOIO Ipenapara
JUISL MEAULIUHCKOTO IIPUMEHEHHS

@duHaHcOoBOe oOecreueHre KIMHUYECKOI0 MCCIEOBAHUS JIEKAPCTBEHHOrO IpenapaTta JJis
MEIULUHCKOrO IPUMEHEHHS OCYLIECTBIISIETCS 3a CYET:

1) cpenctB deaepalbHOTO OFOJIKETA;

2) cpelIcTB OpraHM3alyii, MOJY4YMBILIMX pa3pelleHHe Ha OpraHu3aldi0 IMPOBEAEHUS JaHHOIO
MCCIIEJOBAHMSI, B COOTBETCTBUU C YCIOBHUSMM JOTOBOpA O €r0 MPOBEACHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeNbCTBOM Poccuiickoil denepanu HICTOUHUKOB.

TAPAHT:

CM. koMMeHTapuu K cTaThe 42 HacTosuero denepabHOr0 3aKOHA

Cratbs 43. IlpaBa manueHTOB, y4acTBYIOIIMX B KJIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOTO
rpernapara Jiuisi MEIUIMHCKOTO IPUMEHEHHUS
I. VYdyactme nanMeHTOB B KJIMHUYECKOM MCCIEIOBAaHWM JICKAPCTBEHHOTO TIperapara s
MEAUIIMHCKOTO TPUMEHEHHUS SABIISETCS JOOPOBOJIBHBIM.
TAPAHT:

OO0 opraHuzanuu OTAEICHUH KIMHUYECKHX HCIBITAHUI JIEKapCTBEHHBIX IPENapaToB Ha 3J0POBBIX
no0poBoibIiax cM. ipuka3 Munzapasa PO ot 25 asrycra 1992 r. N 235

2. TlanueHT WM €ro 3aKOHHBIM IMpeICTaBUTENb JOJKEH ObITh MH()OPMUPOBAH B MHCbMEHHOU
dbopwme:

1) o 5exkapcTBEHHOM mpemnapaTe Uil MEIUIUHCKOIO MPUMEHEHUS M CYLIIHOCTH KIMHHYECKOTO
MCCJIEIOBaHMsI 3TOTO JIEKAPCTBEHHOTO Mpernapara;

2) o 6e30MacHOCTH JIEKApCTBEHHOTO Ipernapara Jyuisl MeIUIIMHCKOrO IPUMEHEHHs, €r0 0’KUIaeMOon
3¢ ()EeKTUBHOCTHU U CTENIEHU pUCKa IS MallMeHTa;

3) 00 yclioBHSIX yyacTus HAllMEHTa B KIMHUYECKOM HCCIIEI0BaHUHU JIEKApCTBEHHOTO Mpernapara s
MEAMIIMHCKOTO TPUMEHEHHUS;

4) o menmum MM LENSIX U NPOAOJKUTENBHOCTH KIMHUYECKOIO MCCIEN0BAaHUS JIEKAPCTBEHHOIO
npernapara Jyisi METUIUHCKOTO PUMEHEHUS;

5) o pAeWcTBUAX MAlMEHTa B Cly4yae HENpeABUAECHHBIX 3()(EKTOB BIUSHHUS JIEKApPCTBEHHOTO
npemnapara Jyisi METUIUHCKOTO MPUMEHEHUS Ha COCTOSIHUE €T0 3/J0POBbS;

6) 00 yCIOBHSIX 00513aTEIBHOTO CTPAaXOBaHMS KHU3HH, 3/I0POBbsS NMAIUEHTA,

7) o rapaHTusX KOH(QUICHIMAIBHOCTH YYacTHUs TallieHTa B KIMHUYECKOM HCCIIeI0BaHUU
JIEKapCTBEHHOT'O Ipernapara Uil MEJUIIMHCKOTO IPUMEHEHMS.

3. JoOpoBosbHOE corjacHe MalueHTa Ha y4acTHe B KIIMHUYECKOM HCCIIEI0BaHUU JIEKapCTBEHHOTO
npenapara JUisi MEIUIUMHCKOTO NPUMEHEHUS MOATBEP)KIAACTCS €ro MOANUCHI0O WM TMOANHMCHIO €ro
3aKOHHOTO MPEICTaBUTENS Ha UHPOPMAIIMIOHHOM JIUCTKE MaleHTa.
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4. HaHI/ICHT WM €ro 3aKOHHBIN NpEaACTaBUTCIIb HMCECT IIpaBO OTKa3aTbCA OT Y4YaCTus B
KIIMHUYCCKOM HMCCJIICAOBAHHUU JICKAPCTBCHHOI'O Hpfcrapara Mjd MCIUIUMHCKOI0 IMPUMCHCHHUA Ha T000H
CTaguu IMPOBCACHHUA TaKOI'o NCCICAOBaHM.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 okmsaops 2014 e. N 313-@3 6 uacmv 5 cmamvu 43 nacmoswezo
DedepanbHo20 3aKOHA 6HECEHbl USMEHEHUs, 6CMYNnalowue 6 CULy no UCMeYeHUuu mpuoyamu OHel nocie
OHs opuyuanvbHo2o onyoIUKO8aHUs HA38aHH020 DedepalbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

5. IlpoBeneHne KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOrO IMpenapara JUisi MEAMLIMHCKOIO
IIPUMEHEHHUS C Y4aCTHEM B KayeCTBE IALIMCHTOB JETEH JOIIyCKAeTCs TOJIBKO C COIJIACHs B NMHCBMEHHOU
dopme ux ponuteneil, ychlHOBHTENEH. J[eTH MOTyT paccMaTpHBaThbCsi B KayeCTBE IMOTEHIUAIBHBIX
NAIMEHTOB TAKOI'0 MCCIEI0BAHUS, TOJBKO €CJIM €ro MPOBeIeHHE HEOOXOIUMO ISl YKPEIUIEHUS 3/10pOBbs
nered win npoUIaKTUKA WHPEKITMOHHBIX 3a00JIEBaHUI B IETCKOM BO3pacTe JIMOO €CIIH LENbI0 TaKoro
WCCIIEOBAHMSI SBJIAETCS MOJIYYEHHE NaHHBIX O HAWIy4lled NO3MPOBKE JIEKAPCTBEHHOIO Ipernapara JUis
JedeHus Aeted. B 3THX ciydasxX TakoMy HCCIIEIOBAaHUIO JOJDKHO IIPEAIIECTBOBaTh KIMHUYECKOE
MCCIIEIOBAHNE JIEKAPCTBEHHOIO IIpernapara A MEOUIMHCKOrO INPUMEHEHHUS Ha COBEPIICHHOJIETHUX
rpa)kAaHax, 3a UCKJIIOUEHUEM CIIy4aeB, €CJIM UCCIIEyeMbli JIEKapCTBEHHBIN Ipenapar A MEIULMHCKOTO
IIPUMEHEHHUS IIPEIHA3HAYEH UCKIIFOUNTENBHO AJIS UCTIOIb30BaHUS HECOBEPIIECHHOJIETHUMY TPakJaHAMHU.

6. 3ampemiaercsi MPOBEIECHUE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOI'O Ipenapara s
MEAMIMHCKOrO IPUMEHEHHUS ¢ yYaCTUEM B KaU€CTBE NAI[UEHTOB:

1) neTeii-CUpOT U AETEH, OCTABIIUXCS 0€3 TOTCUCHUS POAUTEIICH;

2) KEHIIMH B HepuoJ OEpeMEHHOCTH, >KEHIIMH B IEpHOJA TIPYAHOrO BCKAapMJIMBAaHMA, 32
UCKJIIOYEHHEM CJIy4yaeB, €CIM IPOBOAMUTCA KIMHUYECKOE HCCIIEIOBaHHE JIEKAPCTBEHHOI'O IIpernaparta,
NPEJHA3HAYCHHOTO I YKa3aHHBIX JKEHIIWH, IPU YCIOBMM HEOOXOJMMOCTH IOJIy4E€HHUS HMHPOpPMALUU
TOJIbKO BO BpeMsi NPOBEACHMUS COOTBETCTBYIOIIMX KIMHMYECKHUX MCCIENOBAaHUN M MPHUHITHS BCEX
HEOOXOJIMMBIX MEp M0 HCKIIOYEHUIO PHUCKAa HAHECEHWs Bpe/la JKEeHIIMHE B IepHoj] OCpeMEHHOCTH,
YKEHIIMHE B IEPUO IPYAHOIO BCKApMIIMBAHMS, IIJIOY WU PEOCHKY;

3) BOGHHOCIY’)XaIllUX, 33 HUCKJIIOUEHHEM CIIy4yaeB IPOBEJCHUS KIMHUYECKOTO MCCIEeI0BAHUS
JIEKapCTBEHHOI'0 Tpernapara, CIEeNHaIbHO pPa3padOTaHHOTO JUIsi NMPUMEHEHMS] B YCIOBUSX BOEHHBIX
NeMcTBUM, Ype3BbIYAMHBIX CHUTyalMi, NpOoQUIAKTUKM M JieueHUs 3a00eBaHUNl W TOpaKeHWI,
MOJlyYEHHBIX B  pe3yibTare BO3JCHCTBUS  HEONArONpUATHBIX  XUMUYECKUX, OMOJIOTMYECKHUX,
panuanMoHHbIX (akTopoB. KiMHHYeckoe ucclesoBaHHE TaKOro JIEKApCTBEHHOrO IpenapaTa MOXET
IPOBOAMUTHCS C YUYACTHEM B KAUE€CTBE MAllMEHTOB BOEHHOCITY KAIIMX, 3a UCKIIOYEHHEM BOCHHOCIYKAIllUX,
IPOXOJSALIMX BOCHHYIO CIIyKOy IO NMPHU3BIBY, C COOIIOJIEHMEM TPeOOBaHUM, yCTAaHOBICHHBIX HACTOSIIUM
®denepalibHbIM 3aKOHOM B OTHOUIEHUH IPaKAAHCKUX JIMIL;

4) cOTpyAHUKOB IPAaBOOXPAHUTEIbHBIX OPTaHOB;

5) aui, oTOBIBAIOIIMX HAaKa3aHWE B MECTaX JIMIICHHsS] CBOOOJBI, a TaKKe JIUL, HAXOSIIUXCS MOJ
CTpaXkeil B CIIEACTBEHHBIX U30JIATOpaX.

7. Jlomyckaercs NpoBeJeHHE KIMHUYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO Ipernapara ajs
MEIUIIUHCKOTO TIPUMEHEHUS, TPEeIHA3HAUEHHOT O JUIs JICYeHUs TICUXHMUECKUX 3a00JIeBaHuM, C y4acTHEM B
KayecTBE MAalMEeHTOB JIUI[ C ICUXUYECKUMHU 3a00JIEeBaHUSIMU, PU3HAHHBIX HEIEeCIOCOOHBIMU B MOPSIKE,
YCTaHOBJIEHHOM  3akoHojatesnbcTBOM — Poccumiickont — ®epepanuu.  KimHudeckoe — HMccienoBaHue
JIEKapCTBEHHOI'0 Mpernapara B 3TOM Ciy4yae MPOBOJUTCS NMPH HAJUYMUU COIJIacHs B MHCbMEHHON (opme
3aKOHHBIX ITPEICTABUTENEN YKA3aHHBIX JIMII.

TAPAHT:

CM. koMMeHTapuu K cTaTthe 43 HacTosmero denepalbHOTO 3aKOHa

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosopsa 2010 2. N 313-P3 cmamvs 44 nacmoawezo Dedepanvbhoco
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3AKOHA U30JICEHA 8 HOBOU pedakyuu, ecmynarowetl 6 cury ¢ 1 ausaps 2011 e.

Cm. mekcm cmamou 8 npedvioyujell peoaxKyuu
Cratbs 44. OOs3aTeNbHOE CTPaxOBAaHHWE JKU3HU, 3J0POBBS MAIMEHTA, YYaCTBYIOIIETO B
KIMHUYECKOM  HCCJIEJOBAaHMM  JIEKAPCTBEHHOIO  Mperapara JUisi  MEIUIUHCKOTO
MpUMEHEHUS

1. Opranuzanus, NOJY4YHUBIIAs pa3pelleHHe Ha OPraHU3alMI0 TPOBEIACHHS KIMHHYECKOTIO
MCCJICIOBAHMS JICKAPCTBEHHOI'O TMperapara JUuisi MEIUIMHCKOTO MpPUMEHEHHUs, 00s3aHa B KauecTBe
CTpaxoBaTejsl CTPaxoBaTb pPHUCK MPUYMHEHHUS Bpela KU3HU, 3JI0POBBIO IMallMEHTa B pe3yJbTaTe
MPOBEICHUS KIIMHMYECKOTO UCCIIEIOBAHUSI JIEKAPCTBEHHOIO MperapaTa Jyisi MEIUIUHCKOTO MTPUMEHEHUS
3a CBOI CUeT IyTeM 3aKIIIOYEHHS I0T0BOpa 00s3aTeIbHOTO CTPaxOBaHUSI.

2. OOBEKTOM 0053aTEeTBPHOTO CTPAXOBAHMS SBISETCS WMMYIICCTBCHHBIH WHTEpPEC IMAalMeHTa,
CBSI3aHHBIN C MPUYMHEHHUEM BpEJa €ro >KM3HH WM 3[0POBBIO B pe3yJibTaTe MPOBEICHUS KIMHUYECKOTO
MCCJICI0BAHMS JICKAPCTBEHHOTO TIpernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS.

3. CTpaxoBBIM CIIy4aeMm MO AOTOBOPY 00s3aTeILHOTO CTPaXOBaHUS SIBIISIETCS CMEPTh MAllUEeHTa WK
YXYAIIEHUE €ro 37J0POBhs, B TOM YHCJIE BIEKyIIee 3a cOO0H yCTaHOBJICHUE WHBATUIAHOCTH, ITPH HAUTUIUHU
MPUYUHHO-CJIEICTBEHHON CBSA3M MEXAYy HACTYIUIEHHEM JTOr0 COOBITHS W Yy4YacTHEM TMalllieHTa B
KJIMHUYECKOM HCCJIEJOBAaHUM JIEKAPCTBEHHOI'O IIperapara.

4. TpebGoBanusi O BO3MELIEHUU Bpela, MNPUYMHEHHOTO >KH3HU WM 3/I0POBBIO MAallMEHTA,
NPEABSBISIIOTCA B~ TEYEHHE  CPOKOB  HMCKOBOM  JITABHOCTH,  YCTAaHOBJICHHBIX  I'DAKIAHCKUM
3aKOHO/ATEIbCTBOM.

5. Pa3zmep cTpaxoBoii BRIILIATHI IO JOTOBOPY 00s13aTEILHOTO CTPAXOBAHUS COCTABIISIET:

1) B cmyuyae cMepTH MalMeHTa JIBa MUJUIMOHA pyOJNiel Ha Ka)J0ro MalUeHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCIIEJJOBAaHUM JIEKaPCTBEHHOTI'O Ipenapara;

2) mpu yXyAIIEHUHU 3J0POBbs MAIIMEHTA!

a) TIOBJICKIIIEM 3a COOOM YCTaHOBJIEHWE WHBAIUIHOCTH | Tpymmbl, OAMH MUJUIMOH MATHCOT THICSIY
pyOieii Ha KaXIOro TAalMeHTa, y4YacTBOBABIIET0 B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO
npemnapara;

0) moBnekieM 3a co0oil ycTaHoBieHHe HHBaIWAHOCTU Il rpynmel, oguH MWIITHOH pyOned Ha
KaXJIOTO TAIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HUCCIIEIOBAHUH JICKAPCTBEHHOTO MIpernapara;

B) TMOBJIEKIIIEM 3a co0oi yctaHoBieHue WHBamuaHOCcTH Il rpymmbl, msIThCOT ThICAY pyOsel Ha
KaXJIOTO TAIMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HUCCIIEIOBAHUH JICKAPCTBEHHOTO MIpernapara;

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 22 dexabpsa 2014 2. N 429-D3 noonynkm "2" nynkma 2 wacmu 5 cmamou 44
Hacmoswe2o PedepanbHo2o 3aKOHA U3NIONHCEH 8 HOBOU pedakyuu, écmynaroujeli 6 cury ¢ 1 utons 2015 a.

Cm. mekcm noonyHKkma 8 npeovioyujeil peoaxKyuu
') HE MOBJIEKIIIEM 3a CO00I yCTAaHOBJICHHS] MHBAJIMTHOCTH, HE O0Jiee ueM TpUCTa ThIcA4Y pyOsiel Ha
KQ)XJIOTO MAalMEeHTa, YYaCTBOBABILIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOIO MpernapaTa, UCXos
W3 HOPMAaTHBOB, OTPAXAIOIIWX XapaKTep W CTENEeHb TMOBPEKIEHUS 3/I0POBbS, a Takxke (PakTHyecKu
MOHECEHHBIX MAlMEHTOM PacXOJ0B, BbI3BAHHBIX MOBPEXKIACHUEM 30POBbsl, HA MEAMIIMHCKYIO MOMOIIb,
pruoOpeTeHNE JICKAPCTBEHHBIX MPENapaToB.
6. Yrpatuna cuny ¢ 1 utons 2015 r.

Wudopmanust 00 n3MEHEHUSX:

Cm. mexcm uacmu 6 cmamou 44
7. Cpok moroBopa 00s3aTE€ILHOTO CTPaxOBaHUsSI HE MOXKET OBITh MEHEee, YeM CPOK MPOBEICHUS
KJIMHUYECKOT'0 UCCIIEIOBAaHUs JIEKAPCTBEHHOIO Mpenapara.

Wudopmanust 00 n3MEHEHUSX:

Deodepanvrvim 3axonom om 22 oexabdps 2014 e. N 429-D3 6 yacme 8 cmamvu 44 nacmoswezo
DedepanbHo20 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

8. VYcmoBus moroBopa 00s3aTEIBLHOTO CTPAXOBaHUS, B TOM YHCJIE CTPAaxoBble Tapudbl 1O
00s13aTeIbHOMY CTPAaXOBAHMIO, TEPECYCHb HEOOXOJMMBIX JTOKYMEHTOB IS OCYIIECTBICHHS CTPaxOBOM
BBITIATHI, TOPSJIOK YCTAHOBJICHHS CTpPaxoOBaTeJieM WHIUBUIAYAIbHOTO HICHTU(PUKAIMOHHOTO KOja
HaIUeHTa, MOPSI0K HHHOPMUPOBAHHS CTPAXOBATEIIEM CTPAXOBIIHMKA O MPUBJICUYCHHBIX K KIMHHYCCKOMY
WCCJICIOBAHHUIO JICKAPCTBEHHOTO Tpernapara Jyuisi MEIUIIMHCKOTO NPHMEHEHUs MalUeHTaX, MOPSI0K
YIUIAThl CTPAXOBOW MPEMHUH, IMOPSIOK peaTr3allii ONpPEISICHHBIX HacTOsAIMM DeepalbHBIM 3aKOHOM U
npyrumu  defepatbHbIMA  3aKOHAMH TpaB M O0S3aHHOCTEH CTOPOH 1O JIOTOBOPY 0OsI3aTEIIEHOTO
CTPaxOBaHHs, a TaKXKE HOPMATHBBI, OTPAKAIOUIUEC XapaKTep W CTENCHb IOBPEKICHHUS 3I0POBbB,
YCTaHABIMBAIOTCS TUIIOBBIMU TIPABHUIIAMHU 00S3aTEITLHOTO CTPaXOBAHUSI.

9. B ciiy4yae npu4yMHEHHUS Bpe/ia dU3HU MAIMCHTa, Y4aCTBOBABIIIETO B KIIMHUYECKOM HCCIICIOBAHUT
JICKapCTBEHHOTO TMpernapara, BBIFOJONPHOOpETATENIIMA 110 JOTOBOPY O0S3aTEIBHOTO CTPAXOBaHUS
SBIISIIOTCSI TPaKIaHE, WMCIOIIME MpPaBO Ha BO3MCIICHHE Bpela B Cllyyae CMEpPTH KOPMWIbLIA B
COOTBETCTBHUU C I'PAXKIAHCKIM 3aKOHOJIATEIHCTBOM, IMPU OTCYTCTBUH TaKUX TPAKIaH - POJUTEIH, CYTPYT,
JIETH YMEPIIEro MaIeHTa, y4aCTBOBABIIETO0 B KJIMHUYECKOM HMCCIICIOBAHUH JIEKAPCTBEHHOIO TIperapara,
B ClTydae CMEPTH MaIlMeHTa, YYaCTBOBABIIETO B KIIMHUYECKOM HCCIICIOBAaHHUH JICKAPCTBEHHOTO IperapaTa
U HE HMMEBIIErO CaMOCTOSTEIBLHOIO JI0XOJa, - FPakKIaHe, Ha FOKIMBEHHH KOTOPBIX OH HAaXOJWJICSH, B
OTHONIICHHH BO3MEIICHHUS PACXOJI0OB Ha TOrpeOCHUE IMalMeHTa, YYacTBOBABIIETO B KIMHUYCCKOM
WCCJICIOBAHHMH JICKAPCTBEHHOI'O IIperapara, - JIIO, MOHECIIee TAKUE PACXO/IbI.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHHUS BpeAa, NPUYMHEHHOTO >KW3HHU MAaIlUeHTa,
YYacTBOBABIIETO B KIMHUYECKOM HCCJICIOBAHUU JIEKAPCTBEHHOI'O TIpernapara, pachpeaeiseTcs MEXITy
BBITOIONTPHOOPETATEIISIMH MTPOITOPIUOHATEHO X KOJIMYSCTBY B PABHBIX JIOJISX.

11. Tlpm HaCTYIUICHMH CTpPaxOBOrO Cliyyas TMAIMEeHT, Yy4YaCTBOBABIIMA B KIMHHYECKOM
WCCJICIOBAHHUH JICKAPCTBEHHOTO TIPEIapaTa, BEITOA0NPHOOPETaTENb BIPABE MPEIBbIBUTH HEMIOCPEICTBEHHO
CTPaxOBIIUKY TpeOOBaHHE O BO3MEUICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BBIMIATa OCYIIECTBISETCS
CTPaxOBIIMKOM B TCUCHHE TPHJLATH JTHEH CO JIHS MPEJCTABICHUS HEOOXOIMMBIX JTOKYMEHTOB. [lanueHT,
y4acTBOBABIINI B KIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOTO IpernapaTa, Uil BeIFO0NpruoOpeTaTesb
00s13aH  COOOIIUTH CTPAXOBIIUKY JUISI OCYIIECTBJICHHS CTPaxXxOBOH BBITUIATH  WHIMBHY JTbHBIN
UACHTU(DHUKAIIMOHHBIN KOJ TMaIlMeHTa, YCTAHOBJICHHBIM CTpaxoBaTeleM B COOTBETCTBUU C THUIIOBBIMU
IpaBmiaMy 00s3aTEITLHOTO CTPaXOBAHUSI.

12. Jlo momHOrO ompeAeNeHus pa3Mmepa MOJJISKAIIer0 BO3MEIICHHUI0 Bpela CTPAXOBIIUK IO
3aSIBJICHUIO TAllMEHTa, YIaCTBOBABIIETO B KIIMHUMYECKOM HCCIICIOBAHUU JICKAPCTBEHHOTO Tperapara, Wiu
3asIBJICHUIO BBITOJONPHOOPETATENSI BIIPAaBE OCYIIECTBUTh YaCTh CTPAaXOBOM BBIMIATHI, COOTBETCTBYIOIIYIO
(aKTUYECKU OIpeIeTICHHON YacTH MPUYUHEHHOTO Bpe/ia.

13. CrpaxoBasg BbIILIATA B COOTBETCTBUU C JOTOBOPOM O0S3aTEIHHOTO CTPaXxOBAaHUSA
OCYIICCTBIISICTCS HE3aBUCHUMO OT BBITIIAT, MPUYUTAIONIUXCS IO IPYTHUM BHJIaM CTPaXOBaHHMSI.

14. He pomyckaercs ydvacThe TAIlMEHTa B TMPOBEACHUM KIWHUYECKOTO HCCIEIOBaHUS
JICKapCTBEHHOTO TIperiapara Mpu OTCYTCTBUU JOTOBOPA 00S3aTEIILHOTO CTPAXOBaHUS.

15. KonTponb 3a HCHONHEHHUEM OpraHHW3alMel, MONyYHBIICH pa3pelieHHe Ha OpraHU3aIUio
MIPOBEJICHUS KIMHHYECKOTO MCCIIE0BAHUS JICKAPCTBEHHOTO Tperapara Juisi MeIUITMHCKOTO PUMEHEHWS,
YCTAaHOBJICHHOW HACTOSIIEH cTaThel 00SI3aHHOCTH MO 00s3aTEIbBHOMY CTPaXOBaHUIO >KU3HH, 370POBbBS
MaIMeHTa, YIaCcTBYIONIETO (YYacTBOBABIIIETO) B KIIMHMYECKOM UCCIICOBAHUH JICKAPCTBEHHOTO Mpernapara,
OCYIIECTBIISIETCS YIIOJHOMOUYEHHBIM (heiepanbHbIM OpPraHOM HWCIHOJHUTENBHON BJIACTH, BBIJABIINM
paspelieHne Ha TPOBEJCHUE KIMHWYSCKUX HUCCIICIOBAHMHA JICKApPCTBEHHBIX IMperapaTroB IS
MEAUIIMHCKOTO MTPUMEHEHHUS.

TAPAHT:

Cwm. kommeHTapuH K ctaThe 44 HacTosero denepanbHOro 3aK0HA

I'naBa 8. HpOI/I3BOZ[CTBO U MapKHUPOBKA JIEKAPCTBCHHLIX CPEACTB
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Cratbs 45. [Ipon3BoACTBO JEKAPCTBEHHBIX CPEICTB

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 oexabps 2014 2. N 429-D3 6 uwacmv I cmamvu 45 nacmosawe2o
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB JOJKHO COOTBETCTBOBATH TPEOOBAHMUSAM IIPABIII
Ha/JIeXKalled MPOU3BOICTBEHHON NMPAKTHKHU, YTBEPKICHHBIM YIOJTHOMOYEHHBIM (efepaibHbIM OpPraHOM
UCIIOJIHUTENbHOM BiacTu. OcoOEHHOCTH MEepexo/a MPOU3BOJICTBA OTAEIbHBIX JIEKAPCTBEHHBIX CPEICTB K
UX TPOM3BOJACTBY B COOTBETCTBHM C TpeOOBaHMSIMHM MpPaBUI HaJJEXKalllel MPOU3BOJICTBEHHONW MPAKTUKU
ycranaBnuBaroTca IIpaBurensctBoM Poccuiickori @enepaunu. Bpigadya 3akiroyeHHid O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM MpaBUJ HAJUIeKalle MPOU3BOICTBEHHOM
IPAKTUKU OCYILIECTBIISETCA 110 pe3ysibTaTaM MHCIEKTHPOBAHUS IIPOU3BOAUTENCH JIE€KApCTBEHHBIX CPEACTB
B 1opsijike, ycraHoBlieHHOM IIpaButenbctBom Poccuiickoir ®enepauuu. Pasmep muiatel 3a Bblgady
3aKJIIOYEHHUS O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM IMPaBUI
HaJyIeKallel MpOU3BOICTBEHHOW NPakTUKK ycTaHaBiauBaercs IpaButensctBom Poccuiickoit @enepanmu.
[Topsiiok opraHu3alMy U MPOBEIEHUS WHCIEKTUPOBAHUS IPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEJICTB Ha
COOTBETCTBUE TPEOOBAHUAM TMpPAaBWJI HaJIeXkKAlled MPOU3BOJCTBEHHOW MPAKTHKU YCTAaHABIMBACTCS
[IpaBurensctBoM Poccniickoit denepanun.

Wuopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 45 nacmosweco
DedepanbHo2co 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 utons 2015 a.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. Ilpou3BOACTBO JIeKapCTBEHHBIX cpeacTB B Poccuiickoir ®Penepanuu  OCYIIECTBIAETCS
MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIONIMMHU JIMIIEH3UI0 Ha MPOU3BOJACTBO JICKAPCTBEHHBIX
cpeactB. IloaTBepklieHHE COOTBETCTBUS JIMIIEH3WMATa MPABWIAM HAJUIEKAIEH MPOU3BOJICTBEHHOM
MPaKTUKH OCYIIECTBIISIETCSI B paMKax JIMIICH3MOHHOTO KOHTPOJISI B COOTBETCTBHUHU C 3aKOHOAATEIHCTBOM
Poccuiickoit ®enepariuu ¢ yaeToM 0COOCHHOCTEH, yKa3aHHBIX B yacTH | HACTOSIIEH CTaThH.

3. TIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COOJIIOJICHHEM TpeOOBaHMIA
MPOMBILIUIEHHOTO PErjaMeHTa, KOTOPbIA YTBEPKAAETCS PYKOBOJIUTEIEM MPOU3BOJUTEINS JIEKAPCTBEHHBIX
CPEICTB M BKJIIOYaeT B ce0s IMepeueHb MCHOIb3yeMbIX (apMaleBTHUecKuX CcyOcTaHluil U
BCIIOMOTATENIbHBIX BEIIECTB C yKa3aHWEM KOJIMYECTBA KaXXJOr0 M3 HHX, JaHHBIE 00 HCHOIB3yeMOM
000py/IOBaHNUM, OIMCAHUE TEXHOJOTHMYECKOT0 TpoIecca W METOJOB KOHTPOJsS Ha BCEX JTamax
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB.

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-D3 6 uacmv 4 cmamvu 45 nacmoswezo
DedepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4. Tlpu mpOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB UCIOJIB3YIOTCS (hapMarleBTHUECKHe CyOCTaHIINH,
BKITFOUCHHBIC B IOCY/IaPCTBEHHBIN PEeCTp JIGKAPCTBEHHBIX CPEJICTB, 3a UCKITIOYCHUEM (apMaIleBTHUECKUX
CcyOCTaHIIN, TPOU3BOAUMBIX JJIs TPOBEACHHS KIMHUYECKUX HCCIeNOBaHUM U a7 dkcnoprta. K mporeccy
IIPOM3BOJICTBA (papMaIleBTUIECKON CyOCTaHIIMH OTHOCSTCS JFOOBIE CTaJMK TEXHOJOTHUYECKOTO IpoIecca,
MO3BOJIAIOIINE MMOTYYUTh TOTOBBIA MPOAYKT, COOTBETCTBYIOIIHI TpeOoBaHUSAM (papMaKONEeHON cTaThH, B
TOM 4Hclie (GepMeHTaIs, SKCTPAKIUSA, OYHCTKA, BBIJCICHUE, NMEPEeKPUCTAILIU3AINs, BBICYIINBAHUE,
U3MeTbYCHHUE.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3akonom om 14 Oexabpsa 2015 2. N 374-D3 uwacmv 4.1 cmamvu 45 nacmoswezo
DedepanbHo20 3aKOHA U3NONCEHA 8 HOBOU PeOaKyuu
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Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

4.1. TlepeuyeHb IIEKAPCTBEHHBIX NPENApPaToOB Ui MEIUIIMHCKOTO MPUMEHEHHS, B OTHOIICHUH
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHMs K OObEMYy Tapbl, YINAKOBKE M KOMIUICKTHOCTH, NepEUYCHb
JICKapPCTBEHHBIX MPEMapaToB /i BETEPUHAPHOTO IPUMEHEHHS, B OTHOIIICHUH KOTOPBIX yCTaHABIUBAIOTCS
TpeOOBaHUS K OOBbEMYy Tapbl, a TakkKe TpeOOBaHUS K OOBEMY Tapbl, YIAKOBKE W KOMILICKTHOCTH
JICKapCTBEHHBIX TIPENapaToB Uil MEIUIMHCKOTO TMPUMEHEHHs, TpeOoBaHUsT K 00beMy Tapbl
JICKApCTBEHHBIX MPEMapaToB Ui BETEPUHAPHOTO TIPUMEHEHHUSI ONPEACISIOTCS COOTBETCTBYIOIIUMHU
YIOJTHOMOYECHHBIMH (heACpATbHBIMU OpPraHAMH WCIIOJTHUTEIBHONW BIIACTH B MOPSJIKE, YCTAHOBICHHOM
IIpaButenscTBOM Poccuiickoit denepanuu.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 3 uroasn 2016 e. N 261-DP3 cmamvu 45 nacmosweco PedepanbHoco 3aKOHA
oonoanena uwacmolio 4.2, ecmynarowetl 6 cuny ¢ 1 aneaps 2017 2.

4.2. OpraHu3anuy, OCYIIECTBISIOUIME MPOU3BOACTBO (hapMaleBTHUECKOM CyOCTaHIMM CIHUPTa
STHJIOBOTO (3TaHOJNA) JJISI MPOW3BOJACTBA CIHUPTOCOACPIKAIIMX JICKAPCTBEHHBIX MpPENapaToB, OO0sM3aHBI
OCYILECTBIIAATh yUeT U JAEKJIApUpOBaHUE B MOPSAKE, YCTAHOBJIEHHOM craThsimu 8 U 14 denepanbHOro
3akoHa oT 22 HosiOpst 1995 roma N 171-®@3 "O rocymapCTBEHHOM pETYJIMPOBAHWU TPOHU3BOJICTBA H
o0opoTa 3TUJIOBOTO CHMPTA, AJKOTOJIBHOW M CHUPTOCOAEp)KAIled NPONYKIMM U 00 OrpaHU4YeHUH
noTpedeHus (pacuTHs) aIKOT0JIbHOM NMpoayKIuu'.

Wupopmarus 06 H3MEHEHHSIX:

Cmamos 45 oononnena uacmoio 4.3 ¢ 1 auneapsa 2018 o. - @eodepanvruiii 3axkon om 29 urwns 2017 e.
N 278-D3
4.3. NauBuayanbHble TPEANPUHUMATENN U IOPUAMYECKHE JIMIA, OCYIIECTBISIONINE 3aKYIKy H
UCIIOJIb30BaHUE (hapMaleBTHUECKOW CyOCTaHIIMM CHMpTa STHIOBOrO (3TaHOJA), a TaKXke IMPOM3BOJCTBO,
U3rOoTOBJIEHHE U (WiaM) o0O0OpOT (3a UCKIIOYEHHMEM PO3HMYHOM MpOJaku) CIMPTOCOAEpKAIIUX
JIEKapCTBEHHBIX IpernapaTtoB, O0sM3aHbl OCYIIECTBIATh MX Yy4YeT M JEKJIapupoBaHHE B MOPsJKe,
yYCTaHOBJIEHHOM cTaTbsimMu 8 u 14 denepanmpHoro 3akoHa ot 22 Hosa0ps 1995 roga N 171-®@3 "O
rOCYJJapCTBEHHOM pPEryJUpOBaHUM TMPOMU3BOJACTBA M 000pOTa 3THIIOBOIO CIHPTA, AJIKOTOJBHOM U
CHUPTOCOAEpIKaIIEeH MPOIYKIIUN U 00 OrpaHUYEHUHN OTPeOaeHHS (PAaCIUTH) AIKOTOJIbHON MPOTyKIUu'".
5. 3anperniaercst MPOU3BOACTBO:
1) TekapCcTBEHHBIX CPEJICTB, HE BKIFOUEHHBIX B FOCYIAPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB,
32 UCKIIIOYEHUEM JIEKAPCTBEHHBIX CPEACTB, IPOM3BOIUMBIX JIJIsl MPOBEIEHUS KIMHUYECKUX UCCIeI0BaHUN
U JUTSI OKCIIOPTA,
2) panbcupUIIMPOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nekapCTBEHHBIX CPEACTB 0€3 JTUIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;
4) nexapCTBEHHBIX CPEJICTB C HapyIIEHHEM IpaBWJl OpraHU3alllid MPOM3BOJICTBA M KOHTPOJI
Ka4ecTBa JIEKAPCTBEHHBIX CPEJICTB;

Wndopmarys 06 n3MEHEHUAX:

Yacms 5 oononnena nynkmom 5 ¢ 1 aunsapsa 2018 e. - @edepanvuwiii 3axon om 29 urons 2017 2. N 278-
D3
5) (apmaneBTHUECKOW CYOCTaHIIMM CHOUPTa OSTUJIOBOTO (9TAaHONA) HA TEXHOJOTHUUYECKOM

000pyI0OBaHUH, KOTOPOE HE 3aperuCTPUPOBAHO MIIM 3aKOHCEPBUPOBAHO B COOTBETCTBHM ¢ DesiepabHbIM
3akoHOM OT 22 Hoa0ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM pETYJIUPOBAHUU MPOU3BOJACTBA U
0o0opoTa 3TUJIOBOTO CIMPTA, AJKOTOJBHOW U CIUPTOCOAEpKAIled NPONYKIMM U 00 OrpaHU4YeHUH
noTpebseHus (pacuTHs) aIKOTOJIbHOM MPOoXyKIuu'".

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 22 odexabps 2014 2. N 429-D3 6 uwacmv 6 cmamvu 45 nHacmoswezo

DedepanbHo20 3aKOHA 8HeCeHbl U3MeHeHUs, scmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu
6. Ilpu BBOmE JEKAPCTBEHHBIX CPEACTB B TPAKIAHCKHN OOOPOT YMOJHOMOYECHHOE JIUIIO
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IIPOU3BOJUTEIIS JICKAPCTBEHHBIX CPEICTB OCYILECTBIISIET MOATBEPKICHUE COOTBETCTBMSI JICKAPCTBEHHBIX
CpeAcCTB TpeOOBAaHMIM, YCTAHOBJICHHBIM TPU HUX TOCYJApCTBEHHOH PETUCTpAalMH, W TapaHTHUPYET, YTO
JIEKapCTBEHHbIE CPEJICTBA IPOU3BEACHBI B COOTBETCTBMM C TpPEOOBAaHMSAMHU IIPABUI  HaJUIeXkKaleH
IIPOU3BOJCTBEHHOM IIPAKTUKH.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akoHom om 22 okmaopa 2014 2. N 313-@3 uacme 7 cmamvu 45 nacmosawezo
DedepanbHo20 3aKOHA UBNONCEHA 8 HOBOU pedaKyuu, 6CMynarowell 8 Culy no UCmeyeHuu mpuoyamu
OHell nocie OHA OQhuUYUATLHO20 ONYOIUKOBAHUS HA36AHHO20 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

7. YIOJHOMOYEHHBIM JIUIIOM MPOU3BOJIUTEIS JICKAPCTBEHHBIX CPEICTB SIBISICTCS €ro pabOTHUK,
aTTECTOBAHHBI B YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heJepaibHbIM OPraHOM HCTOTHHUTEIHHOW BIACTH
MOPSIJIKE U UMEIOIIUH CTaXK paboThl HE MEHEE YeM ISTh JIET B 00JIACTH MPOU3BOJICTBA M (M) KOHTPOJIS
Ka4yecTBa JICKapPCTBEHHBIX CPEACTB, BBICIIEE 00pa30BaHWE COOTBETCTBEHHO O OJHOM M3 CHENHATBHOCTEH
U (WIKM) OJIHOMY W3 HAlpaBJICHUH MOJIrOTOBKH: OWMOJIOTHS, OMOTEXHOJIOTHs, BETEPUHAPHS, KIMHUYCCKAsS
MEIWIIMHA, paJWalMOHHAs, XUMHYECKas H Owuoyiormueckas 3ammra, (apmanus, ¢(yHIaMEeHTAIbHAS
MEIUIUHA, XUMUYECKask TEXHOJIOTHsSI, XUMHUSI.

Undopmarus 06 n3MEHEHHSX:
Yacmo 8 usmenena c 1 aneaps 2018 e. - @edepanvusiii 3axkon om 29 utonsn 2017 2. N 278-D3

CMm. npedvloywyro peoakyuio

8. IIpousBoauTeNH JEKAPCTBEHHBIX CPEICTB (32 MCKIFOYCHUEM (DapMaleBTHYECKOW CyOCTaHIIUU
CIIUPTa STUJIOBOTO (3TaHOJIa) MOTYT OCYIICCTBIIATH MPOJAXKY JICKAPCTBEHHBIX CPEIICTB MU TIEPEIaBaTh UX
B YCTaHOBJICHHOM 3aKOHOJATeIbCTBOM Poccuiickoit denepaiuu nopsjke:

1) ApyruM POU3BOTUTEIISIM JICKAPCTBEHHBIX CPEJICTB IS TPOU3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aIusM ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMHU;

3) anTeuHbIM OpraHU3alUsSM, BETEPUHAPHBIM AaNTEYHBIM OPTAHU3AIMSIM, WHIABUATYATHEHBIM
NpeIpPUHUMATENISIM, UMEIOIIUM JTUIEH3UI0 Ha (papMaleBTUYECKYIO0 AeATEIbHOCTh WM JIMLEH3UIO Ha
MEMIIMHCKYIO JISATSITHBHOCTH;

4) Hay4HO-HCCIIEI0OBATENbCKIUM OPTraHU3alUsaIM Il Hay4YHO-HCCIIEI0BATENbCKOM PabOThI;

5) METUIIMHCKUM OPTaHU3aIUsIM U BETCPUHAPHBIM OPTaHU3AIHSIM;

6) opraHuzaIusIM, OCYIIECTBISIOMIUM pPa3BeACHNE, BhIpAIIMBAHIE U COJIEPKaHNE KUBOTHBIX.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 45 dononnena uacmoio 9 ¢ 1 saneaps 2018 2. - Dedepanvrviii 3axon om 29 utons 2017 2. N 278§-
D3
9. TlpousBogutenu (apmaleBTUUECKON CyOCTaHIMM CHMPTa STUIOBOTrO (3TaHONA) OO0s3aHbI

OCYIIECTBIISITh pealu3aluio (mepeaadyy B yCTAaHOBJIEHHOM 3aKOHOJaTelnbcTBOM Poccuiickoit denepanuu
nopsiike)  ¢dapManeBTHYeCKOW — CyOCTaHIIMM — CIUpTa  ATWIOBOrO  (3TaHONA)  MPOU3BOAUTENSIM
JIEKapCTBEHHBIX CPEJCTB JUIsl MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB B €MKOCTSIX o0beMoM He Oonee 1
autpa U (unu) He menee 1000 auTpoB, a opraHu3anusM, yKa3aHHBIM B MyHKTax 2 - 6 4acTh 8 HACTOSIIEH
CTaThH, B Tape 00beMoM He Ooree 1 nutpa.

TAPAHT:

CMm. koMMeHTapuH K ctaThe 45 HacTosmero denepanbHOro 3aK0HA

CraTtbs 46. MapkupoBKa JIEKAPCTBEHHBIX CPEICTB
TAPAHT:

Cm.  Ilomoxenwe O  MPOBENEHHMHM  OKCIEPUMEHTa 1O  MAapKUPOBKE  KOHTPOJIbHBIMHU
(uneHTU(UKAIMOHHBIMU) 3HAKAMH W MOHHUTOPHUHTY 3a 00OPOTOM OTIEIbHBIX BHUJOB JIEKAPCTBEHHBIX
IIPENapaToB Il MEAULMHCKOIO NIPUMEHEHHUSI, YTBEPKACHHOE NocTaHoBiIeHreM [IpaBurenscrBa PO or
24 auBaps 2017 r. N 62
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Wndopmarius 06 n3MEHEHHSX:

Deodepanvrvim 3akonom om 11 oxkmsaops 2010e. N 271-@3 6 uacme 1 cmamvu 46 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
1. JlekapcTBEHHBIC IMpemaparhl, 32 UCKIIOUCHHEM JICKApPCTBEHHBIX IPENapaToB, U3rOTOBICHHBIX
anTeYHBIMU  OPTaHU3ANMSIMH, BETCPUHAPHBIMH AaNTEYHBIMU  OpPTaHU3AIUSMH, WHIUBHIYAIbHBIMH
NPEANPUHUMATEISIMA, UMEIOIIIUMU JIMIIEH3UI0 Ha (PapMareBTUUYECKYIO IeSITeIbHOCTD, JOJDKHBI TOCTYIATh
B oOpallieHue, eciu:

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 1 uacmu 1 cmamsu 46 nacmoswezo
DedepanbHo2o 3aKOHA 8HeCeHbl usMeHeHus, ecmynarowue 6 cuny ¢ 1 urons 2015 2.

Cm. mekcm nyHkma 6 npeovioyujeli peoaxkyuu
1) Ha WX NEPBUYHOM YIAKOBKE (32 HCKIIOYCHHEM TICPBHYHOW YIAKOBKH JICKAPCTBEHHBIX
PaCTUTENBHBIX MPENapaToB) XOPOIIO YMTAEMbIM IIPHU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAUMCHOBAHHE
JICKapCTBEHHOTO Tpernapara (Mex 1yHapoIHOE HeTIaTeHTOBAaHHOE, WIH TPYIITHPOBOYHOE, UIIH XUMUIECKOE,
WJIN TOPIOBOE HAMMEHOBAHKE), HOMEP CEPUH, JIaTa BBIMYCKa (I *UMMYHOOUOJIOTHYECKUX JICKAPCTBECHHBIX
IperapaToB), CPOK TOAHOCTH, TIO3UPOBKA WM KOHIICHTpAIHs, 00beM, aKTUBHOCTh B AMHHIIAX JCHCTBUS
WJIN KOJIMYECTBO JI03;

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 oexabps 2014 2. N 429-D3 6 nynkm 2 uacmu 1 cmamvu 46 nacmosuezo
DedepanbH020 3aKOHA 8HeCeHbl UsMeHenus, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexkcm nynkma 6 npedvloyujeli peoaxkyuu

2) Ha UX BTOPUYHOH (MOTPEOUTENIHCKOI) YMaKOBKE XOPOLIO YMTAEMBIM HIPU(PTOM HA PYCCKOM
A3bIKE yKa3aHbl HaMMEHOBAHUE JIEKAPCTBEHHOrO Ipenapara (MeXAyHapoJHOE HENaTeHTOBAHHOE, WIN
IPYINIUPOBOYHOE, WM XHMHUYECKOE U TOProBO€ HAMMEHOBAHHS), HAUMEHOBAHME IPOU3BOJUTENS
JIEKapCTBEHHOTO MpenapaTa, HOMEp CepuH, Jara BbIycka (JUIsI MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX
[IpernapaToB), HOMEP PETUCTPALMOHHOIO YJIOCTOBEPEHMS, CPOK TOJHOCTH, CIIOCOO MpHUMEHEHUS,
JIO3MPOBKAa WM KOHLIEHTpAIus, 00beM, aKTMBHOCTb B €IMHHMIAX AECUCTBH JIMOO KOJMYECTBO /103 B
yIaKOBKe, JIEKapCTBEHHAs! (opMa, YCIOBHUS OTITYCKa, YCIOBHS XpaHEHUS, IPEIyPEAUTENbHbIE HAAMUCH.

Wndopmarys 06 n3MEeHEHUAX:

Deodepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-®D3 6 uacmv 2 cmamvu 46 nacmoswe2o
DedepanbHoeo 3aKOHA 6HeCeHbl uUsMeHenust, ecmynarowue ¢ cuny ¢ 1 urons 2015 e.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

2. ®apMalleBTHYECKHE CYOCTaHIIMU JOJDKHBI TOCTYIaTh B OOpallieHue, eCii Ha WX MEePBUYHOU
YIaKOBKE XOPOIIO YUTaEMbIM IIPU(PTOM HA PYCCKOM SI3bIKE YKa3aHbl HAUMEHOBaHUE (apMalleBTUUECKOM
cyOcTtaHum (MEXIyHApOIHOE HEMATEeHTOBAHHOE, WM TPYNIHPOBOYHOE, WM XUMHUYECKOE M TOPTOBOE
HAaUMEHOBAHUS), HAUMEHOBaHHUE MPOU3BOIUTENS (hapMalleBTUUECKON CyOCTaHIIMU, HOMEpP Cepur U JaTta
M3TOTOBJICHUS, KOJIMYECTBO B YIIAKOBKE M €IWHHUIIBI U3MEPEHUS KOJWYECTBA, CPOK TOJHOCTH U YCIOBHUS
XpaHEHHs.

3. JlexapcTBeHHBIE CpEJCTBA B KAaueCTBE CHIBOPOTOK JIOJDKHBI TOCTYNATh B OOpalIeHHE C
YKa3aHUEM KUBOTHOI'O, U3 KPOBH, IJIa3Mbl KPOBU, OPTaHOB U TKAHEN KOTOPOTO OHU ITOJYUYEHBI.

4. Ha BTOpH4HYO (MMOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPECTB, MOTYYEHHBIX U3 KPOBH,
J1a3Mbl KPOBU, OPTaHOB U TKaHEH YeJIOBEKa, A0 KHA HAHOCUThCS Haanuck: "Anturena k BUU-1, BUY-2,
K BUpYycCy renaruta C ¥ MOBEpXHOCTHBIN aHTUTEH BUpYca renatuta B oTcyTcTBYrOT".

5. Ha  mnepBuyHyr0  ymakoBKY HU  BTOPHUYHYIO (TOTpeOUTENBCKYI0)  YIAKOBKY
paanodapMareBTHIECKUX JIEKAPCTBEHHBIX CPEJICTB JOJIKEH HAHOCUTHCS 3HAK paualliOHHON OMMaCHOCTH.

6. Ha BTopuuHyto (MOTpeOUTENBCKYIO) YITAKOBKY TOMEOINATHYECKIX JIEKAPCTBEHHBIX MPENapaToB
NOJDKHA HAHOCUTHCS Haamuck: "T'omMeonaTnueckuii".
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7. Ha BropuuHyro (IOTPEOMTEIbCKYIO) YHAKOBKY JIEKADCTBEHHBIX PACTUTEIbHBIX IPENapaToB
JI0JKHA HAaHOCUTbCs Haanuch: "[Ipoaykius npoiia paaualluoHHbIA KOHTPOJIb'.

Wndopmarus 06 H3MEHEHHSX:

DedepanvHvim 3akoHom om 22 Odexabpa 2014 e. N 429-@3 6 uwacme 8 cmamvu 46 nacmosuezo
DedepanvbHoeo 3aKOHA BHECEeHbl UsMeHeHUs, ecmynaowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

8. Ha mnepBuuHyl0 ymakoBKYy (€CiM [JIi 3TOrO CYIIECTBYET TEXHUYECKas BO3MOXHOCTh) HU
BTOPUYHYIO (TIOTPEOUTENbCKYI0) YIAKOBKY JIGKAPCTBEHHBIX IpENapaTroB, MpeIHAa3HAYCHHBIX IS
KIIMHUYECKUX MCCIICIOBAaHUMN, TOJDKHA HAHOCUTHCS HAANMUCh: " J[71s KIIMHUYECKUX HCCIIeI0BaHNN".

9. VYmnakoBka JEKapCTBEHHBIX CpPEICTB, MPEAHA3HAUYEHHBIX HWCKIIOYUTEIBHO [UIsl SKCIOpPTa,
MapKUPYETCS] B COOTBETCTBHH C TPEOOBAHHSIMU CTPAHBI-UMIIOPTEPA.

10. Ha TtpancnoptHyio Tapy, KOTOpas HE NpeqHa3HadeHa Juid MOTpeOHuTeNnell U B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEIICTBO, JOJDKHA HAHOCUTHCS WHQPOpMAIUs O HAWNMCHOBAaHUH, CEepUU
JIEKAPCTBEHHOT'O CPEJCTBa, JaTe€ BBIMYCKa, KOJIMYECTBE BTOPUUYHBIX (MOTPEOUTENBCKUX) YHAKOBOK
JIEKAPCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENIEC JIEKAPCTBEHHOI'O CPEICTBA C yKa3aHMEM HAWMEHOBAHHS M
MECTOHAXO0XACHUS TIPOU3BOAUTENS JIEKAPCTBEHHOTO CPE/ICTBA (apec, B TOM YHUCIE cTpaHa U (WJIM) MECTO
MIPOM3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA), & TAKKE O CPOKE TOJHOCTH JICKAPCTBEHHOT'O CPEICTBA M 00
YCIIOBUSIX €T0 XpaHEHUs U MEePEeBO3KU, HEOOXOAMMbIE MPeayNpeaAUTEIbHbIC HAANUCH U MAHUITYJISITOPHBIE
3HAKHU.

11. Ha mepBHYHYIO YNaKOBKY MU BTOPHUYHYIO (MOTPEOUTENBCKYI0) YHAKOBKY JIEKapCTBEHHBIX
CPEACTB Il BETECPUHAPHOTO TPUMEHEHUs JOJKHA HAHOCUThCS Haamuch: "Jlis BeTepuHApHOTO
npuMeHeHus".

12. Ha BropmuHyro (HOTpPEOMTEIHCKYI0) YHAKOBKY JIEKAPCTBEHHOTO TIpenapara HAHOCHTCS
HITPUXOBOM KOJI.

TAPAHT:

CwMm. KOMMCHTApHHU K CTAaTbC 46 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvnvim 3axkonom om 6 Odekabpa 2011 e. N 409-D3 6 naumenosanue enasvi 9 nacmosuje2o
DedepanvHo20 3aKOHA 8HECEHbL USMEHEHUS, 6CMYNAlouue 6 CUILY NO UCMeYeHUU mpuoyamu OHell nocie
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepaibHO20 3aKOHA

Cm. mexcm HAUMEHOBAHUS 8 NPeOdblOYUel pe0aKyuu

I'naBa 9. BBo3 jiekapcTBeHHBIX cpeacTB B Poccuiickyro @enepanuio u BbIBO3 JIEKAPCTBEHHBIX
cpeacts u3 Poccuiickont @exepaunu

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 6 dexabpsa 2011 2. N 409-D3 6 naumenosanue cmamvu 47 Hacmosue2o
DedepanvHo20 3aKOHA 6HeCeHbl USMEHEHUs, GCMYNAarwue 6 CULY N0 UCMeYeHUul mpuoyamu Oxell nocie
OHA 0huyUaNLHO20 ONYOIUKOBAHUA HA36aAHH020 DedepanbHo20 3aKOHA

Cm. mexcm HauMeHOB8aHUS 8 NPeObLOYUell peOaKyuu
Crarba 47. Ilopsamoxk BBO3a JIEKapCTBEHHBIX cpelacTB B Poccuiickyro d@enepanuio M BbIBO3a
JIEKapCTBEHHBIX CpelcTB U3 Poccuiickon denepanuu

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3akonom om 6 Oekabpa 2011 e. N 409-@3 6 uacmv I cmamvu 47 Hacmosuezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAowue 6 CULY NO UCMeYeHUU mpuoyamu OHell nocie
OHAL 0pUYUATLHO20 ONYOIUKOBAHUS HA38AHH020 DedepanbHo20 3aKOHA

Cm. mexem uacmu 6 npedvioyujeli pedakyuu
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1. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyro dDenepanuio OCyIIECTBIAECTCS B MOPSIKE,
ycraHoBiieHHOM [IpaButensctBom Poccuiickoir ®Depepanud, B COOTBETCTBUM C  TaMOMKEHHBIM
3aK0HO/1aTeTLCTBOM TamoxkeHHOTO coro3a B pamkax EBpA3DC (manee - TaMOXKeHHBIH COXO3) U (HIIN)
3akoHo1aresibecTBOM Pocceniickoit denepanuy 0 TaMOKEHHOM JENE.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 Oekabpa 2011 e N 409-D3 6 uacmv 2 cmamvu 47 nHacmoswe2o
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, CMYNAoWue 8 CULY N0 UCMEeYeHUU Mmpuoyamu OHell nocie
OHA 0huYUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npedvloyweti pedaKyuu
2. Bo3umebie B Poccuiickyro ®denepannio JeKapCTBEHHBIE CPEJCTBA JIOJDKHBI OBITh BKIIIOUCHBI B
rOCYJIapCTBEHHBIN pPeecTp JIEKaPCTBEHHBIX CPE/ICTB.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 Oexkabpa 2011 e N 409-@3 6 uacmv 3 cmamvu 47 nHacmoswe2o
DedepanbHo2o 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA 0huyUaIbHO20 ONYOIUKOBAHUS HA36aHH020 DPedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. Homyckaercst BBo3 B Poccuiickyto ®@enepanuio KOHKPETHOW MapTUM 3aperMCTPUPOBAHHBIX U
(unu)  HE3aperuCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB, MPEJHA3HAYEHHBIX U1l  TPOBEACHUS
KJIMHUYECKUX HCCIIEOBAaHUI JIEKapCTBEHHBIX IIPENapaToB, IMPOBENEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB MJIsi OCYIIECTBIIEHUS TOCYIapCTBEHHON pETHUCTpAIlMU JIGKAPCTBEHHBIX MpENapaTtoB WIH IS
OKa3aHUs MEIUIMHCKOM MOMOIIM MO KM3HEHHBIM IOKa3aHUSM KOHKPETHOTO MallMeHTa Ha OCHOBAHWUU
paspelieHus, BBIJAHHOTO YIIOJIHOMOYEHHBIM (elepalbHBIM OPraHOM HCIHOJHUTENIBHON BIACTH IIO
3asBJICHUSIM JIML, YKa3aHHbIX B cTaThe 48 Hacrodumero deaepalbHOrO 3aKoHa. PaccMOTpeHHe Takoro
3asBJICHAS M IPUHATHE pEHIEHHs O BbIJA4Ye pa3pelleHUs Ha BBO3 KOHKPETHOW IAapTHUHU
3aperuCTPpUPOBAHHBIX U (MJIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYEHHBIX IS
IPOBEJCHUS KJIMHMYECKUX MCCIENOBAHUN JIEKAPCTBEHHBIX IIPENapaTroB, INPOBEACHUS OSKCIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB Ui OCYLIECTBJIEHUS TOCYJapCTBEHHOW pPETUCTPALlUU JIEKapCTBEHHBIX
IpenapaToB WM JUId OKa3aHUs MEAMIMHCKOW IOMOINM IO JKU3HEHHBIM IIOKa3aHUSIM KOHKPETHOTO
nanueHTa Jub0 o0 oTKa3e B BblJIay€ YKa3aHHOTO Pa3pelIeHHs] MPOU3BOAITCS B CPOK, HE MPEBBILIAOIINM
nsaTH pabouux AHel. [Inara 3a Belgauy yKa3aHHOTO pa3pelieHusl He B3UMaeTcs.

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axonom om 6 Oexkabpa 2011 e. N 409-@3 6 uacmv 4 cmamvu 47 nHacmoswe2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlouue 6 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHSA OPUYUATTLHO2O ONYONUKOBAHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeowvloyueti pedaKyuu
4. B Poccuiickyro ®enepanyrto MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA, Ka4eCTBO KOTOPBIX
MOJTBEPKJIEHO CEPTUPUKATOM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB, YIOCTOBEPSIOLINM COOTBETCTBUE
BBO3HMMBIX JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM (papMaKkONEeHHbIX cTaTel OO B Cilydae UX OTCYTCTBHUS
HOPMAaTUBHOM TOKYMEHTAllMU WJIM HOPMaTUBHOTO JOKYMEHTA.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvhvim 3akonom om 6 Odekabpa 2011 e. N 409-@3 6 uacmv 5 cmamvu 47 Hacmosuje2o
DedepanvbHo20 3aKOHA 6HeCeHbl USMEHEHUs, GCMYNAarwue 6 CULY N0 UCMeYeHUul mpuoyamu oxell nocie
OHA 0huYUanbLHO20 ONYOIUKOBAHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexem yacmu 6 npeovioywel pedaxkyuu
5. 3ampemaercs BB03 B Poccuiickyto @Penepannio (anbcuUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HeTOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvhvim 3akoHom om 6 Odekabpa 2011 e. N 409-@3 6 uacmv 6 cmamvu 47 Hacmosujezo
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DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAoWUe 8 CULY N0 UCMEeYeHUU Mmpuoyamu OHell nocie
OHA ohuyuanrbHo20 0nyoOIUKO08AHUS HA38aHH020 PedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

6. danbcuUUUPOBAHHBIC JIEKAPCTBEHHBIE CPEACTBA, HEIOOPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
CPEACTBA IMOUIEKAT UIBATUIO U MOCIEAYIOIMIEMY YHUUTOXKEHUIO WK BbIBO3Y U3 Poccuiickon denepanuu,
KOHTpa(aKTHbIE JIEKAPCTBEHHBIE CPEJICTBA - U3BATUIO U IMOCIEAYIOLIEMY YHUUYTOXKEHUIO. Y HUUTOXEHHE
wii  BeiBO3 U3 Poccmiickoii @enepamun  panbcuUIMpOBaHHBIX  JIGKAPCTBEHHBIX  CPEJCTB,
HEI0OPOKAYECTBEHHBIX ~ JIEKAPCTBEHHBIX  CPEJICTB,  KOHTPAa()aKTHBIX  JIEKAPCTBEHHBIX  CPENICTB
OCYILECTBIISICTCA 3@ CYET JMIA, OCYIIECTBHUBIIEr0O UX BBO3. [lOpsok YHMUYTOXKEHUS H3BATHIX
(banbCUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
KOHTpa(aKTHHIX JIEKAPCTBEHHBIX CPEe/ICTB ycTaHaBnuBaercs [IpaButensctBoM Poccuiickoii @enepanum.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 Oekabpa 2011 e. N 409-@3 6 uacmv 7 cmamvu 47 nHacmoswe2o
DedepanbHo2o 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUE 8 CULY N0 UCMEYeHUU MPpuoyamu OHell nocje
OHA ohuyuanrbHo2o onyoIUK08aHUs HA38aHH020 PedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
7. Jluma, ocymiectBisiomue BB03 B Poccuiickyto ®enepanmio  (anbcuUIMpOBaHHBIX
JEKapCTBEHHBIX  CPEICTB, HEIOOPOKAYECTBEHHBIX  JICKAPCTBEHHBIX  CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXKEHHBIM 3aKOHOATEIbCTBOM
TamoxkeHHOro coro3a u (Uin) 3akoHo1aTesibeTBoM Poccuiickoit denepanyv 0 TAMOKEHHOM JIETIE.

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akoHom om 22 odexabps 2014 2. N 429-D3 6 uwacmv 8 cmamvu 47 nacmoswe2o
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
8. BriB0O3 ekapcTBeHHBIX cpencTB U3 Poccuiickoit @eaeparuu ocyiecTBisieTcs 6€3 MpuMeHEHHUs
OTPaHWYCHUH, YCTAHOBJICHHBIX TAMOXXCHHBIM 3aKOHOATEILCTBOM TaMOXXEHHOro cor3a u  (HIH)
3aKOHOAATeNsCTBOM Poccuiickoit denepannu 0 TOCYIapCTBEHHOM PETYJIUPOBAHMM BHEIIHETOPTOBOI
JESTSIILHOCTH.

Wndopmarys 06 n3MEeHEHHAX:

Cmamuws 47 donoanena wacmoio 9 ¢ 29 noabps 2019 e. - @edepanvhuiii 3axon om 28 noaops 2018 e. N
449-D3

Cm. 6yoywyro peoakyuio
TAPAHT:

CwMm. KOMMCHTApHHU K CTAaTbC 47 HaCTOAIICTO (DeﬂepaHbHOFO 3aKOHa

Wudopmanust 00 n3MEHEHUSX:

Deoepanvrvim 3akonom om 6 oexkaops 2011 e. N 409-D3 6 cmamvio 48 nacmoawezo Pedepanvhoco
3aKOHA 6HEeCeHbl U3MEHeHUs, 6CMYnamwue 6 Culy No UCmedeHuu mpuoyamu oOuel nocie OHs
odpuyuanbHozo onyoaukosanus nazeanno2o PedepanbHo20 3aKOHA

Cm. mexcm cmamwvu 8 npedvloyweti pedaKyuu
Cratba 48. IOpumumyeckue nuila, KOTOPHIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuro

JlexapctBenHble cpencTBa B Poccuiickyro denepainio MOTyT BBO3UTH:

1) mpoM3BOMMTENM JICKAPCTBEHHBIX CPEACTB JUIA  IeJed COOCTBEHHOTO IPOM3BOJICTBA
JICKapPCTBEHHBIX CPEJICTB;

2) WHOCTpaHHBIC pPa3pa0OTYMKU JICKAPCTBEHHBIX CPEJACTB M HMHOCTPAHHBIC IPOU3BOIUTEIIN
JICKAPCTBEHHBIX CPEICTB WU JAPYTUe IOPUINISCKHIE JHIA M0 MOPYICHUIO Pa3padoTUnKa JIEKapCTBEHHOTO
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CpeICTBa JJI IPOBEICHUS KIMHUYECKMX HCCIIECJOBAHMM JIEKAPCTBEHHOIO IIpernapaTra, OCYIECTBICHHUS
rOCYJJapCTBEHHOM PErucTpaluy JIGKapCTBEHHOTO Mpernapara, BKIIOUSHHs (papMalieBTHIeCKOi cyOcTaHInu
B I'OCYJapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEICTB, KOHTPOJIS KayeCTBA JIEKAPCTBEHHBIX CPEACTB IIPU
HAJIMYUK Pa3peuieHus YIOJIHOMOYEHHOTO (heepaJbHOr0 OpraHa HCHOJHHUTENBHON BIACTH Ha BBO3
KOHKPETHOU IIapTUU JIEKAPCTBEHHBIX CPE/CTB;

3) opranu3anuy ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMY;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 2 uwoaa 2013 2. N 185-D3 6 nynkm 4 cmamovu 48 nacmosweco
DedepanbHoe0 3aKOHA BHECEeHbl U3MeHeHUsl, ecmynaowue 6 cuny ¢ 1 cenmsaops 2013 e.

Cm. mexcm nynkma 6 npeovioyujeli pedaxyuu
4) Hay4YHO-HCCIIEJIOBAaTEIIbCKAE OpraHu3alMy, o0pa3oBaTelbHbIE OPraHU3AlMM  BBICIIETO
0o0pa3oBaHUs, TPOW3BOIUTEIN JIEKAPCTBEHHBIX CPEICTB Uil pa3pabOTKH, HCCICIOBAHUN, KOHTPOJIS
0e30MacHOCTH, KadecTBa, J(PPEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB MPU HATUYHUA PA3PEIICHHUS
YIIOJITHOMOYEHHOTO (heiepalibHOTO OpraHa UCIIOJIHUTEIbLHON BIIACTH,

Undopmarust 06 n3MEHEHHSX:

DedepanvHvim 3akonom om 12 mapma 2014 2. N 33-@3 6 nynkm 5 cmamvu 48 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexcm nynkma 8 npeovioyujell peoaKyuu
5) MEeAUIIMHCKUE OPraHM3alluY, UHbIE YKa3aHHbIE B IMyHKTax | - 4 HAacCTOALIEH CTaTbU OpraHu3aluu
JUIsL OKa3aHUsl MEIULIMHCKOMN ITOMOIIY 10 KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOI'O MalMeHTa IIPU HAINYUHU
paspeuieHns yrnoJHOMOUYEHHOTO (heJiepaibHOr0 OopraHa MCIOJIHHUTENBHOW BIIACTH HA BBO3 KOHKPETHOM
HNapTUHM JICKapCTBEHHOI'O Ipernapara, BbIJAHHOTO B YCTAHOBJIIEHHOM HOpsijKe B (hopMe 3JIEKTPOHHOI'O
JIOKYMEHTA, TIOANMCAHHOTO YCHIICHHON KBATH(DUIIUPOBAHHOM 3JIEKTPOHHOI MO/IITUCHIO.
TAPAHT:

CM. koMMeHTapuu K cTaThe 48 HacTosero denepalbHOT0 3aKOHA

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 6 dekabpsa 2011 e. N 409-D3 6 naumenosanue cmamou 49 nacmosue2o
DedepanbHoco 3aKOHA HECEHbL USMEHEHUS, 6CMYNAIOWUe 6 CULY N0 UCMEYeHUU MPpuoyamu OHell nocie
OHA ohuyUanIbHO20 ONYoOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm HAUMEHOBAHUSA 8 NPeOdblOYuel pe0aKyuu
Cratbs 49. JlokyMeHTBI, IPECTaBIsIeMble B TaMOKeHHBIe opraHbl Poccuiickoit deaeparnuu npu
BBO3€ JIEKAPCTBEHHBIX CPeACTB B Poccuiickyro denepaiuio

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3axonom om 6 Oexkabpa 2011 e. N 409-@3 6 uacmv 1 cmamovu 49 nacmoswezo
DedepanbHo20 3aKOHA 8HECEeHbL USMEHEHUS, 6CMYNAlouue 6 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHAL 0huYUAILHO20 ONYOIUKOBAHUS HA38AHH020 DPedepabHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. Tlpm BBO3e nekapcTBeHHBIX cpelncTB B Poccuiickyro Penepannio B TaMOKEHHBIE OpTraHbI
Poccuiickoit denepanuu HapsAy ¢ JOKyMEHTaMU, IPEICTABIEHUE KOTOPBIX MPEAYCMOTPEHO TaAMOKEHHBIM
3aKOHOJIaTETLCTBOM TaMOXXEHHOTO coro3a W (WiM) 3akoHojaTenbcTBOM Poccuiickoit deneparuu o
TaMOKEHHOM JIeJI€, IPEJICTABIISIOTCS CIECAYIOINE JOKYMEHTBI:

1) ceprtudukar NPOM3BOIUTENS JEKAPCTBEHHOTO CPEICTBA, YAOCTOBEPSIONIMA COOTBETCTBHE
BBO3MMOT'O JIEKAPCTBEHHOTO CpelCcTBa TpeboBaHusM (apmakoneitHoll crateu aubO B Ciydae ee
OTCYTCTBHSI HOpPMAaTUBHON JOKYMEHTAIMH UM HOPMATHBHOI'O JOKYMEHTA;

2) paspelieHUe YMOJHOMOYEHHOTO (QeepalbHOr0 OpraHa MCIOJHUTEIbHON BIIACTHM Ha BBO3
KOHKPETHOM NapTHM JIEKAPCTBEHHOI'O CPEACTBA B CIIy4asX, YCTAHOBJICHHBIX 4acTbio 3 crtatbu 47
HacTosero denepanbHOro 3aKoHa.
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 6 Oexkabpa 2011 e. N 409-@3 6 uacmv 2 cmamovu 49 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 6 CULY No UCMeYeHUUu mpuoyamu OHell nocie
OHAL OhuYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepalbHO20 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. JIOKyMeHTBI, yKa3aHHble B NMyHKTax | M 2 yactu | HaACTOSIIEW CTaThbU, MPEJCTABISAIOTCS B
TaMOXeHHBbIe opraHbl Poccuiickoit deneparuu npyu NpHOBITHN JIGKAPCTBEHHBIX CPelCcTB B Poccuiickyro
®denepanuio.
TAPAHT:

CMm. xomMeHTapuu Kk ctaTthe 49 HacTosero denepaibHOTO 3aKOHA

Wuopmarus 06 H3MEHEHHSIX:

Deoepanvrvim 3akonom om 29 uona 2015 2. N 160-DP3 6 naumenosanue cmamovu 50 Hacmosue2o
DedepanbHo20 3aKOHA 6HEeCeHbl U3MEHEHUS

CMm. mekcm HAUMEHOBAHUS 8 NPedblOyuel peoaKyuu
Crarbsi 50. BB03 JjekapcTBeHHBIX mpemnapatoB B Poccuiickyro @Denepaiuio s JTMYHOTO
UCIIONIb30BAaHUsI W WHBIX HEKOMMEPYCCKUX I, a TakKe I HWCIOJb30BaHUS Ha
TEPPUTOPUN MEKIYHAPOIHOTO MEIUIIMHCKOTO KIlacTepa

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 6 Oekabps 2011 2. N 409-@3 ¢ uacmv [ cmamvu 50 Hacmoawezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, CMYNalowue 8 CUIy no UCMeYeHUuu mpuoyamu OHel noce
OHs 0puyuanvbHo20 onyoIUKO8aHUs HA38aHH020 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. JlekapcTBeHHBIE mpemnaparbl MOTyT ObITh BBe3eHbl B Poccuiickyro ®enepanuto 6e3 yuera
TpeOOBaHUH, IPEAYCMOTPEHHBIX dacTsamu | - 4 crateu 47, ctatbsamu 48 u 49 Hactosmero deaepanbHOro
3aKOHA, €CJIM OHM MPEeIHA3HAYEHBI JUIS:

Wndopmarys 06 n3MEeHEHUAX:

Deoepanvrvim 3axonom om 2 uiona 2016 2. N 163-D3 nynkm 1 yacmu I cmamovu 50 nacmosweco
DedepanbHo20 3aKOHA U3LONCEH 8 HOBOU PeOaKyul

Cm. mexcm nynkma 6 npeovioyujeli pedaxyuu

1) Au4HOTO MCTMONB30BaHUS (HU3MUECKUMHU JHUIaMH, MpUObIBIIMME B Poccuiickyto denepariuio.
IIpp stom BBO3 B Poccuiickyro @enepanuio JIEKapCTBEHHBIX  IPENapaTroB,  COAEPKALIUX
CWIBbHOJCHCTBYIOME ¥ (WIHM) SJOBHUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B  CIIHCOK
CUJIBHOJICHCTBYIOIIMX BEIIECTB JUIA LIEJIEW YrOoJOBHOTO 3aKkoHOzaTenbcTBa Poccuiickonn denepanuu U B
CIIMCOK SJIOBUTBIX BEIIECTB Ui LIE€JIEW YrOJOBHOIO 3akoHonaresnbcTBa Poccuiickoin depepanuu,
yTBep)KaeHHbIe [IpaButenscTBomM Poccuiickon denepanuu, OCyIIECTBISETCS NMPU HATUYUU JTOKYMEHTOB
(3aBepeHHBIX KOMHWA JOKYMEHTOB WJIM 3aBEPEHHBIX BBIITMCOK M3 HUX), MOJITBEPNKIAONINX HA3HAUCHUE
dbuznyecKoMy JIHMIy YKa3aHHBIX JIEKapCTBEHHBIX IMpemapaToB (3a UCKIIOYCHHEM JIEKapCTBEHHBIX
MpernaparoB, 3aperucTpupoBaHHbIX B Poccuiickoit @enepanuu u otnyckaembix B Poccuiickoit denepannn
0e3 perernita Ha JIEKapCTBEHHBIN TpemnapatT). [loaTBepikaaroiue TOKyMEHTHI (MX 3aBEpEeHHBIC KOMUU WU
3aBEpPEHHBIC BBIMUCKM W3 HHUX) JODKHBI COJCpPXKaTh CBEICHHUS O HAaWUMEHOBAHMM M KOJHYECTBE
HA3HAYEHHOTO JIEKAPCTBEHHOIO TMpemapara. B ciydae, eciw MOATBEp)KIOAIONIME JOKYMEHTBI (KX
3aBEpPEHHBIC KOMHMHM WJIM 3aBEPECHHBIC BBIMUCKM W3 HHUX) COCTABJICHBI HAa WHOCTPAHHOM S3BIKE, K HHUM
MPUJIAraeTCs HOTAPUAIBHO 3aBEPEHHBIN NIEPEBOJ HA PYCCKUM SA3BIK;

2) WCHONb30BaHUS PAOOTHUKAMH JUIJIOMATHYECKOTO KOpIyca WM  TPEICTaBUTEIISIMHU
MEKIyHapOAHBIX OpraHu3aluii, aKKpeIuTOBaHHbIX B Poccuiickon denepaunu;

3) J5edyeHHs] MacCaXMPOB M WICHOB JKUNAXEW TPaHCIOPTHBIX CPEICTB, MOE3AHBIX Opurag u
BOJIUTENEH TPAHCIIOPTHBIX CPEACTB, MpUOBIBIIMX B Poccuiickyio denepanio;
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4) neyeHus] yYaCTHUKOB MEXAYHAPOIHBIX KyJIbTYPHBIX, CIOPTUBHBIX MEPONPUITUIA U YYACTHHUKOB
MEXIYHAPOAHBIX IKCIIECTULINN;

5) neyeHUs] KOHKPETHBIX *UBOTHBIX B 300MapKax, a TaKKe *UBOTHBIX, BBO3UMbIX B Poccuiickyro
degepannio A1 y4acTHsi B CHOPTUBHBIX U 3PEJIUIIHBIX MEPOIIPUATHSX;

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim  3akoHom om 29 wuwonsa 2015 2. N 160-@3 uacme 1 cmamwvu 50 nacmoswezo
DedepanvbHoeo 3aKOHA OONOIHEHA NYHKMOM 6
6) UCTIONB30BAHUS HA TEPPUTOPUHU MEXKTYHAPOJTHOTO MEIUIIMHCKOTO KIacTepa.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3axonom om 6 Oekabpa 20112 N 409-D3 6 uacmv 2 cmamvu 50 nHacmoswe2o
DedepanbHo20 3aKOHA 6HECEHbL USMEHEHUS, 6CMYNAwue 8 CULY N0 UCMEYeHUU Mmpuoyamu OHell nocie
OHA 0huYUaAIbHO20 ONYOIUKOBAHUS HA36aHH020 DedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. B ciydasix, IpelyCMOTPEHHBIX 4acThi0 | HAaCTOAILIEH cTaThH, AOIYyCKaeTcsl BBO3 B Poccuiickyro
®denepannio JIEKapCTBEHHBIX NIPENapaToB, HE 3aperucTpupoBaHHbIX B Pocculickon denepanuu.

Wupopmarus 06 H3MEHEHHSIX:

Deodepanvrvim 3axonom om 6 Oekabpa 2011 e N 409-@3 6 uacmv 3 cmamvu 50 nHacmoswe2o
DedepanbHo20 3aKOHA 6HECEeHbL USMEHEHUS, 6CMYNAlowue 8 CULY No UCMeYeHUU mpuoyamu OHell nocie
OHSA OPUYUATILHO2O ONYOIUKOBAHUS HA38aHHO20 DedepanbH020 3aKOHA

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
3. JlekapcTBeHHBIEC TIpenaparhl, MpeJHA3HAUYCHHbIE JIJIS1 TYMAaHUTAPHOM MOMOIIHU (COACHCTBUSA) HIIN
NOMOILIM TpU YpPEe3BbIUAWHBIX CHUTyalUusX, BBO3sATCA B Poccuiickyro @enepauuio B IOpPsKE,
yctanoBieHHoM [IpaBurensctBoMm Poccuiickoit @epepanun. 3ampemiaercss BBo3 B Poccuiickyro
denepalnio He3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MPeAHA3HAYEHHBIX JIs1 TyMaHUTapHOU
MOMOIIHU (COACUCTBUS) WIIU TIOMOIIIH MPU YPE3BBIYANHBIX CUTYAIIHIX.
TAPAHT:

CMm. xommeHTapuu Kk ctathe 50 HacTosero denepaibHOT0 3aKOHA

Cratbs 51. CotpyaauuectBo (efepaabHOr0 OpraHa UCMOIHUTENBHON BIACTH, YIIOTHOMOYEHHOTO
B 00JIacTH TaMOXEHHOIO Jeja, W JPYTuX YIMOJIHOMOYEHHBIX (eepallbHbIX OpPraHoOB
HCITOJIHUTEILHOM BIIACTH
1. YnomnomoueHHble (enepaibHbIe OpraHbl HWCIOJIHUTEIBHOW BIIACTH TMPEJOCTABISIIOT B
pacriopsbkeHre ¢efepanbHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTH, YHMOJHOMOYEHHOTO B  00IacTH
TaMOXEHHOTO JieJla, TOCYJAapCTBEHHBIN peecTp JEeKApCTBEHHBIX CPEACTB, a Takxke HWH(opManuo o
BBIJJAHHBIX pPAa3pelICHHsIX Ha BBO3 KOHKPETHOM MapTUU JIEKapCTBEHHBIX CPEACTB B Cllydasx,
YCTaHOBJIEHHBIX 4aCThI0 3 cTaThk 47 HacTosero deaepaibHOro 3aKoHa.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 6 Oexkabpa 2011 e. N 409-@3 6 uacmv 2 cmamvu 51 nHacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl USMEHeHUs, Cmynawue 8 CULy no UCMeYyeHuu mpuoyamu OHel nocje
OH3L 0huYUaAIbHO20 ONYOIUKOBAHUS HA38AHH020 DPedepabHO20 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
2. depepanbHBli OpraH UCMOJIHUTEIBHOW BIIACTH, YIMOJTHOMOUYEHHBIH B O0JIACTH TaMO>KEHHOTO
nena, UHQOpMHUpYeT yKa3zaHHbIE B yacTH | HAcTOSIIEH CTaTbMU YNOJIHOMOYEHHBIE (pe/iepalibHble OpraHbl
UCIIOJIHUTENIBHOM BJIACTHM O BBO3€ JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro denepanuio U BbIBO3E
JIeKapCTBEHHBIX cpeAcTB U3 Poccuiickoil @enepaunu no Gopme U B MOPSJIKE, KOTOPHIE yCTaHOBJIECHbI
IIpaBurensctBoM Poccuiickoit denepanumn.
TAPAHT:

CMm. xomMeHTapuu K ctaTthe 51 HacTosmero denepalbHOTO 3aKOHA
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I'naBa 10. ®apmaneBTHUYECKas 1eITEJIbHOCTH

T'APAHT:

Cm. TocymapctBeHnyro mnporpammy P®  "Pa3Butue QapmaneBTHUECKOW W MEIUIIUHCKOMN
npomeinuieHHOCTU" Ha 2013 - 2020 rr., yTBepkIeHHYI0 nocraHoBieHueM l[IpaBurenbctBa PP ot 15
anpens 2014 r. N 305

Cratbs 52. OcymectBieHne (papMareBTHIECKOMN NeITeTbHOCTH

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 25 nosopsa 2013 e. N 317-@3 6 uacme 1 cmamvu 52 nacmoswezo
DedepanbHo20 3aKOHA 8HECEHbl USMEHEHUs]

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu

1. ®apmareBThueckas JeATeIbHOCTbH OCYIIECTBISETCS OpPraHU3alMsIMH ONTOBOM TOPTOBIH
JICKapCTBCHHBIMU  CPEJICTBAMH,  aNTEYHBIMH  OPraHU3alUsSIMH,  BCTCPUHAPHBIMH  AlTCYHBIMHU
OpraHU3aIUsIMU, WHIUBUAYAIbHBIMU peIpUHUMATEISIMH, UMEIOITIMHU JTUICH3UIO Ha
(dapManeBTUYECKYI0 JIEATEIbHOCTh, MEIUIIMHCKUMHU OpTraHWU3alUsIMH, WMCIOIIUMU JIMICH3WIO Ha
dbapMalleBTUYECKYIO0 JI€ATEIbHOCTh, M HUX O000COOJCHHBIMU MOApPA3ACTICHUAMH (aMOyJIaTOpHIMH,
denpamepckuMu U (PebAImepcKo-aKyIepCKUMHE ITyHKTaMU, IICHTpaMu (OTACICHUSIMH) 00IIel BpaueOHOM
(ceMeiiHOl) MPaKTUKHK), PACTIOIOKEHHBIMU B CEIBCKUX HACEJICHHBIX MYyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4YHble  OpTraHM3allid, W  BETCPUHAPHBIMU  OpPraHU3ALMSIMH, UMEIOIMIUMH  JIUIEH3UI0  Ha
(bapMaleBTUYECKYIO 1€ATEIbHOCTb.
TAPAHT:

Cm. Ilonoxenwme 0  JHUIEH3UPOBAHUU  (papMalleBTUUECKOW  JIEATEIbHOCTH,  YTBEPKIACHHOE
noctaHoBieHreM IIpaButenscTBa PO ot 22 nexadbps 2011 r. N 1081

CM. mMeToaMyecKkHe yKa3aHusi M0 OCYLIECTBICHUIO OpraHaMM rocylapCcTBEHHOU BiacTu cyObekToB PD
nepeaHHbIX nosHoMounit P® no nuieH3supoBaHuio papMaleBTUYECKO AeATeIbHOCTH, YTBEPKICHHbBIE
npukazom Munszapascoipa3Butus Poccun ot 6 nrons 2008 r. N 2631

Wndopmarius 06 n3MEHEHHSX :

DedepanvHvim  3akonom om 27 wuwons 20102. N 192-@3 uacms 2 cmamvu 52 Hacmosawezo
DedepanbH020 3aKOHA U3NONHCEHA 8 HOBOU PeOaKyuu

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. ®wuzuyeckue JHIa MOTYT OCYHIECTBIATH (hapMalleBTUYECKYIO JEATEIbHOCTh MPU HATUYUU

BBICIIETO WJIM CpeHEro ¢apmarieBTUYECKOro o0pa3oBaHus U cepTU(dUKaATa CIEUATUCTA, BBICIIETO WA
CpeIHEro BETepUHAPHOr0 00pa3oBaHMs U cepTU(UKATa CHEHATUCTa, a TaKKe BBICIIETO MIU CPEIHETrO
MEIUIIMHCKOTO OoO0pa3oBaHus, cepTU(]HKaTa CHIEeNUaTucTa WU JOMOJHUTEIHLHOTO MPOQPECCHOHAIBHOTO
o0pa3oBaHMs B YaCTU PO3HUYHOW TOPTOBJIM JICKAPCTBEHHBIMH TIperaparaMy MpU YCIOBUU UX PabOTHI B
000CO0OJIEHHBIX MTOPA3ICICHHUSIX METUIIMHCKUX OPTaHU3aIlii, YKa3aHHBIX B 9acTH | HACTOSIICH CTaThH.

TCAPAHT:

CM. KOMMeHTapHH K cTaThe 52 HacTosmero denepanbHOro 3aK0Ha

Wudopmanust 06 N3MEHEHUSX:

Deodepanvhuviii 3akon 0onoanen cmamoeu 52.1 ¢ 29 nosopsa 2019 2. - Dedepanvhuiii 3axon om 28 HOAOps
2018 2. N 449-D3
Crates 52.1. BBom B rpakgaHCKuii 0OOpOT JIEKAPCTBEHHBIX MPEMapaToB Uil MEAUIIMHCKOTO
MPUMEHEHUS
1. [lepen BBOJOM B rpaskJaHCKUN O0OPOT KAXKIOW CEPUU WIH KKIOW MapTUU MPOU3BEICHHOTO B
Poccuiickoit @epepaiuu JeKapCTBEHHOrO Mpenapara sl MEJUIMHCKOTO MPUMEHEHHS, 32 UCKIIOUYECHUEM
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MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MTPENapaToB, MPOU3BOIUTEIb TAKOTO JICKAPCTBEHHOTO IIpernapara
npencTaBisier B (eaepanbHBIA OpraH HCIOJHUTEIBHONW BJIACTH, OCYIIECTBISIONINN (QYHKIMHA IO
KOHTPOJIIO ¥ HAI30py B chepe 3ApaBOOXpaHCHHs], JOKYMEHT IPOU3BOJAMUTENS JIEKAPCTBEHHOTO CPEJICTBA,
MOATBEPKIAIOMIMN KAa4eCTBO JIEKAPCTBEHHOrO Ipenapara, M IMOATBEPKICHHUE YMOJHOMOYEHHOrO JIMIA
MIPOM3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB COOTBETCTBHS JIGKAPCTBEHHOTO Tperapara TpeOOBaHMSIM,
YCTaHOBJICHHBIM IIPU €r0 F'OCYAApPCTBEHHOW PErUCTPALIUH.

2. Tlepen BBOJOM B TpakKIaHCKUK OOOPOT KaXJAOW CEPUU WM KKIOW MapTHH BBO3MMOTO B
Poccuiickyro @enepanuio JIEKapCTBEHHOTO Mpenapara Jjisi MEAULUUHCKOIO IPUMEHEHUS, 33 UCKIIOUCHUEM
MMMYHOOHMOJIOTUYECKUX  JICKAPCTBEHHBIX  IpPENapaTroB, OpraHU3amus, OCYIIECTBIISIONIAsS  BBO3
JeKapCTBEHHOTO Tpenapara B Poccuiickyio @enepanuio, MpeacTaBIsieT B (QenepaibHbI  OpraH
WCIIOJTHUTEIIbHOW  BJIACTH, OCYHICCTBILIIONMK (YHKIMM 1O KOHTPOJIO M Haa3opy B cdepe
3IpaBOOXpaHEHUs, CEPTUPUKAT TPOUZBOJUTEINS JICKQPCTBEHHOTO CPEACTBA,  YJAOCTOBEPSIOMINIA
COOTBETCTBHE BBO3MMOTIO JICKAPCTBEHHOTO Mpenapara TpeOoBaHUsIM GapMaKOICHHON CTaThH, a B ClIydac
OTCYTCTBHUS (papMaKOINEHHOW CTaThWl TPEOOBAHUSM HOPMATHBHOW JOKYMEHTAIMH, W TIOJATBEPKICHHE
MPEJCTaBUTENSl OpraHU3alliK, OCYIIECTBIAIONIEH BBO3 JIEKAPCTBEHHOIro Iipemnapata B Poccuiickyro
denepannio U YIOJHOMOYEHHOW HHOCTPAHHBIM IPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBHUS
BBO3MMOTO JICKAPCTBEHHOI'O TMperaparta TPeOOBaHUSAM, YCTAaHOBJICHHBIM IPU €ro TOCYAapCTBEHHOM
perucTpanum.

3. [lopsimok mpeAcTaBiICHHUS B COOTBETCTBUHU C HaCTAMHU | M 2 HACTOSIIECH CTaThbU JIOKYMEHTOB U
CBEJCHHWI O JICKAPCTBCHHBIX TIperaparax, BBOJUMBIX B TPaXIAHCKUH O0OOPOT, YCTaHABIMBACTCS
[IpaButenscTBOM Poccuiickoit denepanum.

4. B oTHOLIEHMH MNEPBBIX TPEX CEpUN WIM MAPTHH JIEKAPCTBEHHOI'O IIpernapaTa, BIIEpPBbIE
npousBegeHHoro B Poccuiickoit denepanuu Wid BHepBbie BBo3uMoro B Poccuiickyro dexpepaiuto, B
denepanbHBI OpraH UCIOJHUTEILHON BIACTH, OCYIICCTBISIOMNN (DYHKIIMH MO KOHTPOJIIO U HAIA30py B
cdepe 3IpaBoOOXpaHEHUSs], TOTIOJHUTEIBHO MPEICTABISAETCS MPOTOKOJ UCTIBITAHUN O COOTBETCTBHH CEPUU
WM TAPTUM JICKAPCTBEHHOTO IMpenapara g MEAUIUHCKOIO0 MNPUMEHEHHS ITOKAa3aTeNsiM KadecTBa,
MPEeIyCMOTPEHHBIM HOPMAaTHBHOM JIOKyMEHTallMel (Jaiee - MPOTOKON WCHBITaHHM), MPOBOJUMBIX
AKKPEJIUTOBAHHBIMU B COOTBETCTBUU C 3aKOHOATEILCTBOM Poccuiickoit denepainuu 006 akKpeaUTaIuu B
HAI[MOHAJLHOW  CUCTEME  aKKpeauTaluu  QenepaJbHBIMH  TOCYAAPCTBEHHBIMU  OIOKETHBIMH
YUPEXKICHUSMH, MOABEJOMCTBEHHBIMH benepaibHOMY Oprany HCIIOJIHUTEILHOMI BJIACTH,
OCYHIECTBISONIEMY (DYHKIIUU MO BBIPAOOTKE U peanu3allii rocyAapCTBEHHOW MOIUTHKUA U HOPMAaTHUBHO-
MPaBOBOMY PETYJIUPOBAHUIO B cdepe 3ApaBOOXpaHEeHUs, W (eneparbHOMY OpraHy HMCIOTHUTEIHHOU
BJIACTH, OCYIIECTBISIONIEMY (DYHKIIMU MO KOHTPOJIIO U Haa3opy B chepe 3apaBooxpaneHus. [lopsaok
BBIJIAYM YKa3aHHBIMU (PeiepaibHBIMH TOCYAAPCTBEHHBIMH OIO/DKETHBIMU YUPEKICHUSAMH JTaHHOTO
IIPOTOKOJIA ¥ pa3Mep IUIATHI 3a €0 Bblauy ycraHasiuBarorcs [IpasurensctsoM Pocculickoit @enepanuu.

5. Exeronno He mo3aHee | ¢eBpasist mporU3BOAUTENN JIEKAPCTBEHHBIX CPEJCTB WM OpraHU3aIiH,
OCYILECTBISIIOIIME BBO3 JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuto, NpeacTaBiIsiOT B
dbenepanbHBIi OPTaH UCIOJHUTEILHON BIIACTH, OCYIIECTBISIONINN (DYHKIIUU MO KOHTPOJIIO W HAI30py B
cdepe 3ApaBOOXpaHEHUs, TPOTOKON UCIBITAHUHN MOCTYMHUBIIETO B TE€YEHHE rojia B TPAXKIAHCKUI 000pOT
JIEKapCTBEHHOTO TIpermapara KOHKPETHOTO TMPOM3BOAUTENS (HAa OJHY CEpPUI0 KaXJIOTO TOPTOBOTO
HAUMEHOBAHUS C YYETOM JIEKQpPCTBEHHOH (OpPMBI M TO3UPOBKH), MPOBOJAMMBIX AKKPETUTOBAHHBIMHU B
COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoir ®Deaepanuu 00 aKKpeIWTallMd B HAIMOHATHHOMN
CUCTEME aKKPEIUTAI[MH UCTIBITATeTbHBIMU Ja00paTopusMu (LICHTPaMH).

TCAPAHT:

[TynkT 6 BcTynaer B cuity ¢ 28 Hosi0psa 2018 1.

6. Ilpom3BomuTenu JIEKapCTBEHHBIX CPEACTB WIM OpPraHU3allud, OCYLIECTBISIOIINE BBO3
JIEKapCTBEHHBIX NpemnaparoB B Poccuiickyro @enepannio, HE MEHEE 4eM 3a OAMH TOJ A0 IIaHUPYEMBIX
MPUOCTAHOBJICHUSI WJIM TPEKpallleHUusl MPOU3BOJICTBA JIEKAPCTBEHHBIX IpernapaToB WJIM HX BBO3a B
Poccuiickyto ®enepanuio yBeIOMISIOT 00 3ToM (¢enepalbHBIi OpraH HCIOJHUTEIBHON BIIACTH,
OCYILECTBIIAIONIMH (PYHKIIMU 1O KOHTPOJIIO M HaA30py B chepe 3apaBoOXpaHeHUs U (penepabHblil opran
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UCIIOJTHUTENIbHOM  BJIACTH, OCYILECTBISIOMIMK ~ (QYHKIMM 1O  JIMIEH3UPOBAHHIO  MPOM3BOJACTBA
JIEKapCTBEHHBIX CPEICTB.

7. BBoJ B TpaKTaHCKHK 0OOPOT KaXKIOW CEPHHM WM KaKIOH MapTHU WMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipenapara, mpousBeaeHHoro B Poccuiickoir denepanuu uinm BBo3uMoro B Poccuiickyro
@Oenepalliio, OCYIIECTBISETCS Ha OCHOBAaHMHM pa3pelIeHUs, BBIAAHHOTO (eaepaabHbIM OPraHoM
UCTIOJTHUTEIIbHON BIIACTH, OCYIICCTBISIONMM (DYHKIMH TIO KOHTPOJIIO U Haa3opy B cdepe
3IpaBOOXpAaHEHUS, HAa OCHOBAaHWU BBIIAHHOTO (enepalbHBIMH TOCYAAPCTBEHHBIMU OIOXKETHBIMU
YUPEXKJIEHUSAMH, YKa3aHHBIMM B dacTy 4 HAcCTOALIEH CTaTbM, 3aKIKOYEHHUS] O COOTBETCTBUU CEPUM WU
napTUd UMMYHOOHOJOTHYECKOr0 JIEKApCTBEHHOTO Ipemnapara TpeOOBAHUSIM, YCTaHOBJICHHBIM IIPU €ro
rOCyJapCTBEHHON peructpanuu. [1opsaok BeIIauM paspelieHus: Ha BBOJA B Ipa)IaHCKUIl 000poT cepuu
WIM TApTUU UMMYHOOHOJIOTUYECKOTO JIEKapCTBEHHOT'O Mpenapara, a TakkKe MOPsI0K BbIIa4l YKa3aHHOTO
3aKJIIOYEHUs M pa3Mep IulaThl 3a €ro Bblgady ycraHasinuBarorcs IIpaBurensctBoM Poccuiickoin
®enepanuu.

8. 3a HempeACTaBlieHWE WJIM HECBOEBPEMEHHOE IIPEJCTaBICHUE JOKYMEHTOB U CBEACHMIA,
MPEeAYyCMOTPEHHBIX yacTsMu 1, 2, 4, 5 n 6 HACTOAILEH CTaThbU, TPOU3BOAUTEIIN JIEKAPCTBEHHBIX CPEACTB U
OpraHu3aluy, OCYLIECTBILIIOIIME BBO3 JIEKAPCTBEHHBIX IpenapatoB B Pocculickyro denepanuro, HECYT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuiickoit denepanuu.

9. IlpencraBneHue AOKYMEHTOB M CBEACHMH, NMPEAyCMOTPEHHBIX dacTaMu |, 2 U 4 Hacrosuen
CTaThbU, U TMOJYYEHHUE MPEIYCMOTPEHHOIO YAaCThIO 7 HACTOSIIEN CTaThU pa3pelieHusi Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapaTa B TPaXAaHCKUKH 000pOT He TpelyroTcs B
OTHOLLIEHHWU JICKAPCTBEHHBIX IMPENaparoB, NPEIHA3HAYEHHBIX JJIs MPOBEICHUS  KIMHUYECKHX
WCCJIEIOBAHNM JIEKAPCTBEHHBIX IIPENapaTroB, IIPOBEICHUs DKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MJIA
OCYILECTBJIEHUSI TOCYJAPCTBEHHON pPETUCTpalMU JIEKAPCTBEHHBIX MPENApaTOB, a TaKK€ B OTHOIICHHUU
HE3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENaparoB, NPEJHA3HAYCHHBIX I OKa3aHUS MEIULMHCKOU
IIOMOILX 10 >KU3HEHHBIM IIOKa3aHUSAM KOHKPETHOI'O IAllMeHTa, BBO3UMBIX B Pocculickyro denepanuio B
COOTBETCTBHUHU C 4aCTHIO 3 craTthy 47 HacTosAmero deaepabHOrO 3aKOHA.

10. Ilpu BBISIBIEHHH B TpakJaHCKOM 00OpOTE CepUU WIM MapTUU JIEKApCTBEHHOTO IMpernapata,
JIOKYMEHTbl M CBEACHUS O KOTOPBIX, MPEAYCMOTPEHHBbIE dacTsiMu 1, 2 W 4 HACTOSAIIEHW CTAaTbH, HE
npecTaBieHbl B (efepalibHbli OpraH MCIOJHUTEIBHON BJIACTH, OCYLIECTBISIOMIMN (QYHKIMM 110
KOHTPOJIIO U Haa30py B cdepe 3apaBoOXpaHEHHUs, JTUOO CEpUH WU MapTHH UMMYHOOHOJIOTHYECKOTO
JEKapCTBEHHOTO IMperapara, HE HUMEIOIIUX pa3pelieHuss Ha BBOA B TIpaxJaHCKuUM 000poT,
IPEIyCMOTPEHHOIO 4YacThio 7 HACTOSILEH CTaTbH, (perepalbHblii OpraH HUCIHOJHUTEIbHOM BIIACTH,
OCYILECTBIAIONIMM (YHKIMH IO KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXpaHEHUs, B TMOPSJIKe,
yctaHoBieHHOM IIpaButensctBom Poccuiickoit ®Penepanyu, NPUHUMAET PELIEHUE O IPEKpalleHUH
rpaXkJJaHCKOro 000pOTa TaKUX CEPUU WIIM MAPTUH JI0 NMPEICTaBICHUS YKa3aHHbBIX JOKYMEHTOB M CBEJICHUN
a100 MOJyUYeHUs] YKa3aHHOTO pa3peleHusl.

Wudopmanust 00 n3MEHEHUSX:
Cmamus 53 usmenena c 1 aneapsa 2018 2. - @edepanvhuiii 3axkon om 29 uronsn 2017 2. N 278-D3

Cm. npedvloywyio pedakyuro
Crarbsa 53. Ilpogaxa, mepegada JEKapCTBEHHBIX CPEICTB OpPraHU3ALMAMHU ONTOBOM TOPIOBIIH
JIEKapCTBEHHBIMU CPEACTBAMU

1. Opranusaiyu ornToBOi TOPTrOBIIU JIEKAPCTBEHHBIMU CPEICTBAMU MOTYT OCYIIECTBIIATH MPOAAKY
JIEKapCTBEHHBIX CPEACTB WIM IepeAaBaTb MX B YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoin
denepannuu NOPsIAKE:

1) apyrumM opraHu3anusaM ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOU3BOIUTEIISM JIEKApPCTBEHHBIX CPEJICTB AJIS LeJIel TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;

3) anTeuyHbIM OpraHU3alUsAM U BETEPUHAPHBIM allTEYHbIM OpraHU3aLUsaM;

4) Hay4YHO-MCCIIE0BATENBCKUM OPIaHU3alUAM [l HAyYHO-HCCIIe10BaTeIbCKON PabOTHI;
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5) UHAMBUAYAlbHBIM MpPEANPUHUMATENSIM, MMEIOUIMM JIMIEH3UI0 Ha (DapMaleBTUYECKYIO
JIEATEIbHOCTh WIH JIMLEH3UI0 HA MEAULUHCKYIO 1€ATEIIbHOCTD;

6) MEOULIMHCKUM OpraHu3alysIM, BeTepUHAPHBIM OpraHU3alusiIM;

7) opranu3anusM, OCyLIECTBIISIOIINM Pa3BEACHHE, BEIPAILIMBAHUE U COJIEP/KAHNE KUBOTHBIX.

2. OpraHuzaluyd  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpEACTBAMHU  O0s3aHbI XPaHWUTh
3aKyIUICHHYI0 (DapMaleBTUUECKYl0 CyOCTaHLMIO CIHMpTa 3TWIOBOTO (3TaHOJA), OCYIIECTBIATH €€
pealM3alvi0 WM Iepefady B YCTaHOBICHHOM 3aKOHoAarenscTBOM Poccuiickoit ®denepanum mnopsake
OpraHu3alysaM, yKa3aHHbIM B IyHKTax | - 7 wactu | HacTosmled cTaTted, B Tape o0beMoM He Oonee 1
JUTpA.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 53 HacTOAIIEr0O d)ezlepanLHoro 3aKOHa

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 ¢ cmamvio 54 nacmosuweco PedepaibHoco
3aKOHA 8HeceHbl usMeHeHus:, scmynarowue 6 cuny ¢ 1 urons 2015 e.

Cm. mekcm cmamovu 8 npeodvioyujell peoaxKyuu
Cratbs 54. [IpaBuia onToBON TOProBIIY JIEKAPCTBEHHBIMU CPEJICTBAMU
OnToBasi TOProBis  JIGKAPCTBEHHBIMH  CPEICTBAMH  OCYIIECTBISICTCS  [IPOU3BOJIUTEISIMU
JIEKAPCTBEHHBIX CPEJCTB M OpraHU3alMsIMA ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH TI0
IpaBuiiaM HaJAJexalleld AUCTPUOBIOTOPCKOM MPAKTUKU U MpaBUJIaM HaJJIeXkalleld MPaKTUKU XPaHEHHS U
NEPEBO3KM JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKACHHBIM COOTBETCTBYIOIIUMH YIIOJIHOMOYEHHBIMU
benepanbHBIMU OpraHaMU UCTIOTHUTENBLHOM BIACTH.
TAPAHT:

O0 0coOEHHOCTSAX MPOJAKU JIEKAPCTBEHHBIX IMPENapaToB M HM3AEIMH MEIULIMHCKOTO HAa3HAUYEHUS CM.
nocranosienue IIpasurenscrBa PO ot 19 sguBaps 1998 r. N 55

CM. koMMeHTapuu K cTaThe 54 HacTosuero denepaibHOT0 3aKOHA

Cratpa 55. [Tops10k poO3HUYHON TOProBIIH JIEKAPCTBEHHBIMH NIperapaTaMu

Wndopmarius 06 n3MEHEHHSX :

Deodepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 6 uwacmv 1 cmamvu 55 Hacmoswezo
DedepanvbHo2o 3aKOHA 8HeCeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. Po3nuyHasi TOProBisi JIEKAPCTBEHHBIMU TpErapaTaMyd B KOJUYECTBAX, HEOOXOIUMBIX IS
BBITIOJTHEHHST BpaueOHBIX ((eNbaIepckux) Ha3HAYCHW WM Ha3HAYeHWH CHEeIHaluCTOB B 00IacTH
BETCPUHAPUHU,  OCYIIECTBISCTCA  aANTEYHBIMM  OpPraHU3AlMsIMH,  BETEPUHAPHBIMH  alTEYHBIMHU
OpraHu3aIMsIMU, WHUBUTyIbHBIMU MpeANPUHUMATEIISAMH, MMEIOIIUMH JULEH3UIO Ha
(dapmMareBTUUECKyl0 JIeATeIbHOCTh, MEAUIIMHCKUMH OpTaHM3aIllMsIMH, HWMCEIOIMIMMH JIMICH3UI0 Ha
dbapMaleBTUYECKYI0 JEATEIbHOCTh, M WX O000COOJCHHBIMU TOApa3ACTICHUSIMH (aMOYJIaTOPHIMH,
benpamepckumMu U HenbaIepCcKo-aKyepCKUME MTyHKTaMU, IIEHTpaMu (OTIeIeHUsIMI) 001Iel BpaueOHOM
(ceMeifHOl) MPaKTUKHU), PACTIOIOKEHHBIMUA B CENbCKUX HACEJICHHBIX MyHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHble  OpTaHMW3allid, W  BETCPUHAPHBIMH  OpPraHU3ANMSAMH, WMEIOIMIUMH  JIUICH3UI0  Ha
dbapMaleBTUUYECKYI0 JIeATENbHOCTh. Paspernena po3HWYHAasT TOPTOBIS TOJNBKO JIEKAPCTBEHHBIMH
npernaparaMmu, 3aperucTpupoBaHHbIMU B Poccuiickoii ®enepauv WM HM3TOTOBJIEHHBIMU ANTEYHBIMHU
OpraHu3aIsIMU, BETEpUHAPHBIMU anTEeYHbIMU OpraHu3aIusIMu, WHJUBUTyalbHBIMU
OpeINpPUHUMATEISIMI, HMMEIOIIMMU JIMICH3UI0 Ha (apMaleBTUYECKYI0 JAeATeIbHOCTh. Po3HWYHas
TOPTOBJISl JICKAPCTBEHHBIMHU TIperapaTaMi OCYIIECTBISIETCS TIO0 TIpaBWiIaM HaJIeXallew amnTedHon
MPAKTUKH, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOJIHUTEIHHON BIACTH.

Wndopmarus 06 H3MEHEHHSX:
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Deodepanvrvim 3akonom om 25 nosopsa 2013 e. N 317-@3 6 uacme 2 cmamvu 55 nacmoswezo
DedepanbHo20 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. Buapl anTeyHBIX OpraHM3alMd M TpaBWia OTIYCKAa JICKAPCTBEHHBIX MPENapaTroB JUIs
MEIMIIMHCKOTO TIPUMEHEHUSl aNTeYHBIMA OPTaHU3AIMSIMH, WHIAUBHIYATbHBIMH MPEIPHHUMATEISIMH,
UMCIOIIMMHU JIIIEH3UIO Ha (hapMaleBTHUECKYO ACATEIBHOCTD, & TAKXKE ITPABUIIA OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB sl MEAUIIMHCKOTO TIPUMEHEHUSI MEUITMHCKUMH OpTaHU3AIMsIMI, UMCIOIIIMMH JIUIIEH3UI0 Ha
(bapMaleBTUUECKYI0 JIeSITeIIbHOCTh, W WX OO0OCOOJICHHBIMH IOJPA3ACICHUSIMU (aMOyJIaTOpUSIMH,
denpamepckuMu U PenbAImepcKo-aKyepCKUMH ITyHKTaMU, IIEHTpaMu (OTACICHUSIMHI) 00IIel BpaueOHOM
(ceMeitHON) TPAaKTHUKH), PACIIONIOKEHHBIMH B CEILCKUX HACEJICHHBIX IyHKTAaX, B KOTOPHIX OTCYTCTBYIOT
anTeYHbIC OPTaHU3AIMH, YTBEPKIAIOTCS YMOTHOMOYECHHBIM (elepaabHbIM OPraHOM HCIOTHUTEIbHOM
BJIACTH.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim  3akonom om 3 uwan 2016 2. N 305-@3 6 uacms 3 cmamovu 55 Hacmosuezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3. IIpaBuia oTHmycKa HAPKOTHYECKUX CPEJICTB M ICUXOTPOITHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
KauecTBE JICKAPCTBCHHBIX IPETapaToB, JICKAPCTBEHHBIX NIPEMapaToB, COJCPKAIIMX HAPKOTHYCCKHEC
CpeACTBa M TICUXOTPOITHBIC BEIIECTBA, YTBEPXKAAIOTCS YIOJIHOMOYCHHBIM (eiepalibHbIM OpraHOM
UCTIOJTHUTEIIGHOM BIIACTH 110 COTJIACOBaHWIO C (emepalbHBIM OpraHOM HCIOJHUTEIBHON BIIACTH,
YIIOJTHOMOYCHHBIM B Chepe BHYTPEHHUX JCII.

4. JlekapcTBEHHBIC TIpemaparbl JUIsi BETCPUHAPHOTO TPUMEHEHHUS IOJICKAT OTITYCKY
BETCPUHAPHBIMU ANTEYHBIMUA OPTaHU3AIMSIMUA, BETCPUHAPHBIMH OPTraHU3AIMSIMH, WHIUBUIYaJIbHBIMU
NPEIPUHAMATEIIIMU, UMEIONUMH JIUIEH3UI0 Ha (DapMarieBTHYECKYI0 AesITeNbHOCTh. [IpaBmia oTmycka
JICKapCTBEHHBIX TMpemapaToB Ui BETEPHUHAPHOTO TMPUMEHEHHS] YTBEPKAAIOTCS YHOTHOMOYEHHBIM
(deneparbHBIM OPTaHOM UCTIOTHUTEILHOM BIIACTH.

Wndopmarys 06 n3MEeHEHHAX:

Deodepanvrvim 3akonom om 25 nosopa 2013 2. N 317-@3 6 uacme 5 cmamvu 55 nacmoswezo
DedepanbH020 3aKOHA BHECEeHbl USMEHEHs.

Cm. mexkcm yacmu 6 npeovloyweti pedaKyuu

5. IlepeueHb MEIMIMHCKUX OpraHM3alUd, HMEIOMMX JHMIEH3UI0 Ha (apMaleBTHYECKYIO
JeATeTbHOCTh, U WX O00OCOOJEHHBIX TojpasneneHuil (amOynaTopuid, GenpAmepckux U ¢eapAmepcKo-
aKyIIEepCKUX IMYHKTOB, LIEHTPOB (OT/AENIeHUI) o01eil BpaueOHON (ceMelHOM) MPAaKTUKHN), PaCIOI0KEHHBIX
B CEJIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OpPTraHU3alld, a TAKKe MepedeHb
JIEKapCTBEHHBIX IpernapaTtoB (3a HUCKIIOUYEHHEM HApPKOTUYECKUX JIEKApCTBEHHBIX IMpernapaTtoB U
NICUXOTPOITHBIX JICKAPCTBEHHBIX MpPENapaToB), MPOJaka KOTOPBIX MOXKET OCYIIECTBISTHCS YKa3aHHBIMHU
OpraHu3alsIMH U UX 000COOJICHHBIMU MOAPa3eICHUSIMH, YCTAaHABIMBAIOTCS OPraHaMH MCIIOJTHUTEIbHON
BNacTu cyowrekToB Poccuiickoit denepanun.

Wndopmarnys 06 M3MEHEHUAX:

Deodepanvrvim 3akonom om 25 mosopa 2013 2. N 317-@3 uyacme 6 cmamovu 55 nacmoswezo
DedepanbH020 3AKOHA U3NONCEHA 8 HOBOU PeOaKyuu

Cm. mexecm wacmu 8 npeovloyujeli peoaKyuu
6. AnTeuyHble OpraHW3allH, WHAWBHIyaJIbHbIC MPEANPUHUMATENIH, WMEIOIINE JIMIEH3UI Ha
(dapManieBTUYECKYl0  JeSTeIbHOCTh, 00s3aHbl ~ oOecrmeunBaTh  yTBepkJIeHHBbIH I[IpaBUTEIHCTBOM
Poccuiickoit @enepanuu u GOpMUPYEMBIN B YCTAaHOBJICHHOM MM TOPSIIKE MHHUMAJIBHBIA aCcCOPTUMEHT
JIEKapCTBEHHBIX TIPenapaToB, HEOOXOIUMBIX JUIs OKa3aHUS MEIUIIUHCKON TTOMOIITH.

Wudopmanust 00 H3MEHEHUIX:

Deoepanvrvim 3akonom om 25 noabpa 2013 o. N 317-@3 6 uwacms 7 cmamvu 55 Hacmoswezo
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@edepaﬂbﬂoeo 3AKOHA 6HECEHblI USMEHEHUA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

7. AnTedHble OpraHW3allMU, WHIUBUIAYyadbHbIC NPEINPHUHUMATEIH, WMEIONINE IUICH3UI0 Ha
(apMarieBTUYECKYIO JIeATEILHOCTh, HAPSAY C JICKApCTBEHHBIMH TIperapaTaMyd UMEIOT IPaBo MpruoOpeTaTh
U TPOJaBaTh MEIUIMHCKHE H3ACNUs, Ne3WH(OUIMPYIONUE CPEICTBA, MPEAMETHI U CPEACTBA JIMYHOU
THTUEHBI, TIOCYly IS MEAMIMHCKUX IIeJIeH, MPEeIMEThl U CPEICTBa, MpEJAHa3HAaYCHHBbIC ISl yXona 3a
OOJBLHBIMU, HOBOPOXKIIEHHBIMH W JCTbMH, HE JOCTHTIIMMH BO3pacTa TpPeX JIET, OYKOBYIO OINTHUKY H
Cpe/CTBa yXoja 3a Hei, MUHEepaJIbHbIE BOIbBI, MPOAYKTHI JICYEOHOTO, IETCKOTO M JUETUYCCKOTO MMUTAHHMS,
OMOJIOTUYECKH aKTUBHBIE J100aBKH, MappIOMEpHbIE M KOCMETHYECKHE CpPEICTBA, MEIUIIMHCKUE W
CaHMTAPHO-TIPOCBETHTEIIbHBIC TICUATHBIC M3/aHUs, IPEIHA3HAYCHHBIC JIJIsl TIPOTIaraH bl 3JI0pOBOrO oOpas3a
KU3HU.

Wndopmarus 06 H3MEHEHHSX:

Deodepanvrvim 3akonom om 13 wuwons 20152 N 262-@3 6 uacmv 8 cmamvu 55 Hacmosawe2o
DedepanbHoe0 3aKOHA BHECEeHbL U3MeHeHUsl, ecmynalowue 6 cuny ¢ 1 aueaps 2016 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
8. JesarenbHOCTh anre4Hslx opraHusauuil Boopy:xennsix Cun Poccuiickoit @enepanuu, Apyrux

BOICK, BOMHCKMX ()OPMUPOBAHUN U OPraHoB, B KOTOPBIX 3aKOHOJAaTelnbcTBOM Poccuiickoit denepauuu
IPEIYCMOTPEHO MPOXOXKICHHE BOEHHOW CIyXObl WM (QenepanbHONl TOCYJapCTBEHHON CITyXOBI,
CBSI3aHHOW C IPaBOOXPAHUTENIBHONW JESITEIbHOCTBIO, pErJIaMeHTHpyeTcsl HacTosmuM DenepaabHbIM
3aKOHOM M YTBEP)KJICHHBIMH COOTBETCTBYIOIIUMH (hefiepalibHBIMA OpraHaMy HCIIOJHUTEIBHON BIACTH
nojoxeHusMu. KoHTponb 3a coOdrofieHMEM yKa3aHHBIMU aIllTEUHbIMU OpraHU3alMsIMU IOJ0XKEHUH
HacTosuero denepaJbHOr0 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIMMU (heepaabHbIMU OpraHaMu
UCIIOJIHUTEJILHON BJIacTH.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 55 HacToAIIETO CDCI[epaJ'IbHOFO 3aKOHa

Cratbs 56. 3roToBieHue u OTITIYCK JICKAPCTBCHHBIX IIPEIIapaToOB
TAPAHT:

CMm. Enunesle mpaBuna o(OpMIIEHUS JIEKapCTB, MPUTOTOBISIEMBIX B alTEUHBIX YUYPEKIAECHUSIX
(mpeanpuATUsAX) pa3IMYHBIX POPM COOCTBEHHOCTH, YTBEPKIACHHbIE MUHHUCTEPCTBOM 3PaBOOXPaHEHHUS
P® ot 24 nrona 1997 r.

1. MsroroBieHue JEKapCTBEHHBIX IpPENapaToB anTEYHbBIMU OpraHU3alUsIMH, BETEPUHAPHBIMU
anNTEYHbIMM OpPraHM3alUsAMHU, WHAVBUAYAJIbHBIMH IPEANPUHUMATENAMH, HMMEIOIMMHU JIMIEH3UIO Ha
(dapMaleBTUYECKYIO JIEATENbHOCTh, OCYLIECTBIISETCS IO PELENTaM Ha JIEKAPCTBEHHBIE IMpenaparsl, MO
TpeOOBaHUSAM METUIMHCKUX OpraHU3allii, BeTepUHAPHBIX OpraHU3aluil B COOTBETCTBHM C IpaBUIaMU
U3TOTOBJIEHUSI W OTIYCKa JIGKAPCTBEHHBIX IPENaparoB, YTBEPXKIECHHBIMU  YIOJTHOMOYEHHBIM
denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH.

2. Ilpu U3roTOBJIEHUH JIEKAPCTBEHHBIX MPENapaToB anTe€YHbIMU OPraHU3AMSIMU, BETEPUHAPHBIMU
aNTEeYHbIMM OpPraHU3aLUsIMU, WHIUBUAYAJIbHBIMU TPEANPUHUMATENSAMHA, HMEIOIIMMHU JIMLIEH3UI0 Ha
(dapMalleBTUYECKYIO JAESTEeIbHOCTh, HCHOJB3YIOTCS (apMaleBTUUECKUe CyOCTaHIIMH, BKJIIOUEHHBIE
COOTBETCTBEHHO B F'OCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB Ul MEAUIIMHCKOTO IPUMEHEHUS U
rOCy/IapCTBEHHBIH PEECTp JEKApPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO MPUMEHEHHSI B yCTaHOBJIEHHOM
nopsiake. He nomyckaercs M3roTOBIEHHME alTEYHBIMH OPraHU3alMsSMH, BETEPUHAPHBIMU alTEUHBIMU
OpraHHu3alUsIMH, UHAUBUAYaIbHBIMU MpepUHUMATESIMH, UMEIOLTIMHI JUICH3UIO0 Ha
(apMaleBTUYECKYIO0 AEATENbHOCTb, JIEKAPCTBEHHBIX IPENapaToB, 3aperucTpUPOBaHHBIX B Poccuiickoit
denepanuu.

3. MapkupoBKka JI€KapCTBEHHBIX IIPENapaToB, W3TOTOBJIEHHBIX AaNTEYHBIMU OpIraHMU3ALMIMM,
BETEPUHAPHBIMU ANTCYHBIMM OPTraHU3ALWAMH, WHAWBHUIYAIBHBIMHM IPEANPUHUMATEIAMA, HMEIOIIUMHU
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JMIEH3UI0 Ha (apMaleBTUYECKYIO0 JEATeNbHOCTh, U O(OpMIIEHHE TaKUX IpenapaToB JOJKHBI
COOTBCTCTBOBATL IMPpaBUJIaM, YKa3aHHbIM B 4aCTU 1 HaCTOSIHIGfI CTaThbu.

4. AnteuHble OpraHu3ally, BETEPUHAPHBIC AaNTEYHble OpraHU3alluM, WHAWBUIYaJIbHbIC
npeanpruHuMaTeiii, UMCIOIUC JIMICH3UIO Ha Q)apMaueBTquCKon ACATCIBHOCTD, HECYT OTBCTCTBCHHOCTD
3a HECOOJIIOJICHHE IPAaBUJ M3IOTOBJICHHUS MU OTIYCKa JIEKAPCTBEHHBIX IpENapaToB B COOTBETCTBUU C
3aKoHoaarenbCcTBOM Pocculickoit denepanuu.

T'APAHT:

CM. koMMeHTapuu K cTaTbe 56 HacTosero denepalbHOr0 3aKOHa

Crarbsn  57. 3ampemenue mnpogaxu  (anbCU(UIMPOBAHHBIX JICKAPCTBEHHBIX  CPEICTB,
HEOOPOKAYECTBCHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CpeiCTB
[Iponaxa banbcuPUITIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HET00pOKaYECTBEHHBIX
JICKapCTBEHHBIX CPEJICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEIICTB 3aIPEINACTCS.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 57 HACTOSIIETO (DeﬂepaJ'ILHOFO 3aKOHa

CraTbs 58. XpaHneHue 1ekapcTBEHHBIX CPEACTB

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 okmsaops 2014 2. N 313-@3 6 uacme 1 cmamvu 58 nacmoswezo
DedepanbHo20 3aKOHA 6HECEeHbl USMEHEHUs, 6CMYNalowue 6 CUIy no UCMeYeHUuU mpuoyamu OHel noce
OHs 0puyuanvbHo20 onyoIUKO8aAHUS HA38aHH020 DedepanlbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyueti pedaKyuu

1. XpaHeHHEe JIEKApCTBEHHBIX CPEJCTB OCYIIECTBISICTCS MPOU3BOJUTEIISIMA JICKAPCTBEHHBIX
CPEIICTB, OPraHU3AIUSIMHU ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU CPEACTBAMH, alITEYHBIMU OPTaHU3AIUSIMH,
BETEPUHAPHBIMU AINTCYHBIMH OPTaHU3ANUSIMH, WHIUBHIYyATGHBIMH TPEANPUHUMATEIIIMA, WUMCIOIIHMH
JUIEH3UI0 Ha (hapMalleBTHUUECKYIO JeATeIbHOCTh WU JUIEH3UI0 Ha MEAMIMHCKYIO JAeSTeIbHOCTD,
MEJWIIMHCKIMH  OPTaHMU3AIMSIMH, BETCPUHAPHBIMH OpPTAaHM3ANMSIMH W HWHBIMH  OpraHHW3aIUsIMHU,
OCYIIECTBIISIONUMHU OOpallieHHe JIeKapCTBEHHBIX CPEICTB. XpaHEHUE JEKaPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO TPUMEHEHHS OPTaHM3AIMSIMH W WHIWBHIYAJTbHBIMH TMPEANPUHUMATEIIIMA B CIydasX,
€CJIM OHU HCMOJB3YIOTCS HUCKIIOYUTENHHO TMPHU PAa3BEACHUU, BHIPAIIUBAHUU, COJCPKAHUU M JICUCHUU
YKUBOTHBIX, MOJKET OCYIIECTBIISTLCS 0€3 MOTyUICHHsI TUIICH3UH Ha (PapMaIieBTHIECKYIO e TSIIEHOCTD.

2. IlpaBuma XxpaHeHHUS  JIEKAPCTBEHHBIX CPEACTB  YTBEPKIAIOTCS  COOTBETCTBYIOIIUM
YIOJTHOMOYECHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHAUTEILHOW BIIACTH.

3. XpaHeHHe HapKOTUYECKHX JIEKAPCTBEHHBIX CPEICTB, IICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJICTB,
panrodapMareBTHUYCCKUX  JICKAPCTBCHHBIX ~ CPEJICTB  OCYIIECTBISETCS B COOTBETCTBHU  C
3akoHoJarenscTBoM Poccniickon denepanuu.

TAPAHT:

O Mepax Mo yJay4lIEHHIO y4yeTa, XpaHEHHs, BBIIMMCHIBAHUSA U MCIOJIb30BaHUS HAPKOTUUECKUX CPEJICTB U
MICUXOTPOIHBIX BEIIECTB cM. nprka3 Munsapasa PO ot 12 Hos0ps 1997 r. N 330

CMm. koMMeHTapuH K cTaThe 58 HacTosero denepanbHOro 3aK0Ha

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim 3axonom om 25 dexabps 2012 2. N 262-D3 enasa 10 nacmosawezo DedepanvHozo 3aKOHA
oononnena cmamveil 58.1, ecmynaroweri 6 cuny no ucmedeHuu cma 80CbMUOECIMU OHell nocie OHs.
oguyuanvbHo2o onyoauxkosanus HazeanHo2o PedepanbHo20 3aKOHA
Crarba 58.1. [IpenMeTHO-KOMMYECTBEHHBIM YUYE€T JIEKAPCTBEHHBIX CPEACTB JJISI MEAUIMHCKOIO
MpUMEHEHUS
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1. IlepeueHp neKapCTBEHHBIX CPEACTB ISl MEAULUHCKOTO IPUMEHEHUS, TOJIEKAIINX PEIMETHO-
KOJIMYECTBEHHOMY YYeTy, YTBEPKAACTCS YIMOJHOMOYCHHBIM (eepaTbHBIM OPraHOM HCIOJHUTEIBLHON
BJIACTH.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 3 uwas 2016 2. N 305-@3 6 uyacms 2 cmamvu 58.1 Hacmosweco
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. llops/loK BKIIFOUEHHUSI JIEKAPCTBEHHBIX CPEACTB Il MEIULMHCKOTO IPUMEHEHHUs B I[EpEyYEHb
JIEKaPCTBEHHBIX CPEJICTB I MEAULIMHCKOIO NMPUMEHEHHUS, NOJUIEKAIIMX IPEIMETHO-KOJINYECTBEHHOMY
y4eTy, YCTaHABIIMBAETCS YIOJIHOMOYEHHBIM (QelepalbHbIM OpPraHoM HCIIOJIHUTEIbHOW BIACTH 10
COTJIACOBAHUIO ¢ (hefepasbHBIM OpPraHOM HCIIOJHUTEIBHON BJIACTH, YIOJHOMOYEHHBIM B cdepe
BHYTPEHHUX JIE]I.

3. IlpeaMeTHO-KOJIMYECTBEHHBIN YUET JIEKAPCTBEHHBIX CPEACTB JII MEAMIIMHCKOIO IMPUMEHEHUs
BEyT IPOU3BOAUTENIN JIEKAPCTBEHHBIX CPEACTB, OpPraHM3alMd ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU
CPEICTBAaMH, alTEYHble OpraHU3alliy, WHAWBUyaJbHbIE NPEANPUHUMATENN, UMEIOUINE JIMLUEH3UI0 Ha
dbapMaleBTUYECKYIO JESITeNbHOCTh WM JIMIICH3UI0 HAa MEAMIMHCKYIO NIEeATENbHOCTh, U MEAUIIMHCKHE
OpraHM3aliy, OCYIIECTBIISIIOIINE 0OpalleHne JIEKapCTBEHHBIX CPEACTB JJI MEAUIIMHCKOrO MPUMEHEHUS,
MyTeM PETUCTPALMU JIIOOBIX CBSI3aHHBIX C MX OOpalleHHEM Omepaluid, MPU KOTOPHIX HU3MEHSETCS HUX
KOJINYECTBO U (MJIM) COCTOSIHUE, B CIICIIMANILHBIX JKYpHAJIax ydeTa Olepanui, CBI3aHHBIX ¢ 0OpameHneM
JICKaPCTBEHHBIX CPEJICTB LI MEIUIIMHCKOTO MPUMEHEHHUSI (Jaiee - crieluaibHbIe )KypPHAIIbI).

4. [lpaBuia perucTpauuy olneparuii, CBI3aHHBIX C OOpallleHUEM JIEKAPCTBEHHBIX CPEACTB IS
MEIULUHCKOTO IMPUMEHEHUs, BKIIOUEHHBIX B IMEPEUYEHb JIEKAPCTBEHHBIX CPEICTB I MEAULUHCKOTO
IPUMEHEHHUS, MOAJISKAUX PEAMETHO-KOJIMYECTBEHHOMY YUETY, B CIIEHUAIbHBIX KypHaJaX M IpaBuiia
BEJICHUS U XPAHEHUs CIICHUATbHBIX )KYPHAIOB YTBEPKAAIOTCS YIIOTHOMOYEHHBIM (efiepaibHbIM OPraHOM
WCTIOJTHUTEJIBHOM BJIACTH.

5. KoHTposnb 3a coOmroleHMeM MpaBU PErucTpaly OMepaluii, CBs3aHHBIX C OOpalleHHneM
JIEKapCTBEHHBIX CPEJICTB U MEIUIIMHCKOTO NPUMEHEHMs, BKJIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEICTB [UIsl MEAMIMHCKOIO TPUMEHEHUs, MOMJIEKAIUX MPEIMETHO-KOIMYECTBEHHOMY Y4YeTy, B
CHEIMalIbHBIX KYpHAJIax, a TAKXkKe 3a COOJII0/IEHNEM MPaBUJI BEACHUS U XpPaHEHUS CIEeMAIbHBIX )KypPHAJIOB
BO3JIaraeTcsi Ha YIOJIHOMOYEHHBbIE (QelepaibHble OpraHbl MCIOJHUTEIbHOM BIAaCTH U OpraHbl
UCIIOJTHUTENIbHOM BiacTu cyObekToB Poccuiickoit ®exnepanuy, OCYIIECTBISIONINE JIMLEH3UPOBAHHE
IPOM3BOJICTBA  JIGKAPCTBEHHBIX  CPEACTB, (apMalleBTUYECKOH  JESATEeNbHOCTM M MEIUIMHCKOMN
JeSITENIbBHOCTH, U OCYIIECTBIISETCS B paMKax JINLIEH3UOHHOTO KOHTPOJIS.

TAPAHT:

CM. AIMUHHCTPATHMBHBIM perjamMeHT wucnoiHeHus DenepalibHONW CIIy»)00i MO Ham30py B cdepe
3PABOOXPAHEHHS] TOCYIAPCTBEHHOW (YHKIIMM 10 OCYIICCTBJICHHUIO JIUIICH3MOHHOTO KOHTPOJIS

(dapmaleBTUUECKON NeATeIbHOCTH, YTBEpKJIEHHBIM mnpukazom MunznpaBa Poccum ot 1 ceHtsiOps
2017 r. N 5851

CM. xommeHTapuu K ctaTthe 58.1 Hacrosmero PenepanbHOro 3aKOHa

I'masa 11. YHHUYTOXKEHHE JIEKAPCTBEHHBIX CPEICTB

Cratbs 59. OcHoBaHUA U NMOPAIOK YHUUYTOXKCHUA JICKAPCTBCHHBIX CPEACTB

Wudopmanust 00 N3MEHEHUSX:

Deoepanvnvim 3axkonom om 22 oexabps 2014 e. N 429-d3 6 yacme I cmamvu 59 nacmoswezo
DeodepanvbHoeo 3aKOHA 8HeCeHbl UsMeHeHus, ecmynalowue 6 cuny ¢ 1 urons 2015 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
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1. HenoOpokauecTBeHHbIE JIEKapCTBEHHBIE CpEACTBa, (albCcU(UIUPOBAHHBIE JIEKAPCTBEHHBIC
CpEICTBA TIOJUICKAT M3IBATHIO U3 OOpalleHHuss W YHUYTOXKEHUIO B IMOPSJIKE, YCTaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanun. OCHOBaHUEM JUIsl YHUUTOXEHHUS JIEKAPCTBEHHBIX CPEIICTB
SIBJISIETCSL PELIEHHE BIIAJIENblia JIEKAPCTBEHHBIX CPE/ICTB, PEIIEHUE COOTBETCTBYIOLIETO YIIOJHOMOYEHHOIO
benepanbHOro opraHa UCHOJHUTEIBHOMN BIACTH WK PELICHUE Cya.

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 22 Oexabps 2014 2. N 429-D3 6 uwacmv 2 cmamvu 59 Hacmoswezo
DedepanvbHo2o 3aKOHA 6HeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm wacmu 6 npeovioyujeli peoaxkyuu

2. KonutpadakTHble JIeKapcTBEHHBIE CPE/ICTBA MOJJIEKAT UIBATUIO U3 OOPALICHUS U YHHUUTOKEHUIO
1o pemeHuto cyna. [lopsiiox yHHYTOXKEeHUs KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTaHABIMBACTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

3. Pacxompl, CBsi3aHHBIE C YHHYTOXKCHHEM KOHTpA(aKTHBIX JICKAPCTBEHHBIX CPEACTB,
HEeI00pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (ambCU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
BO3MEILAIOTCS UX BJIAJIEIBLEM.

4. Bnazenen JeKapCTBEHHBIX CPEACTB JOJDKEH IMPEICTaBUTh B YIIOJHOMOUYEHHBIN (elepanbHbIi
OpraH HCIIOJIHUTEJIBHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIEHHOM IIOPSJIKE €ro KOIIMIO,
HOATBEep K AatoNIMe (PaKT YHUUTOKEHHS JIEKapCTBEHHBIX CPEZCTB.

5. COOTBETCTBYIOLIMI YIOJHOMOYEHHBIH (enepanbHblid  OpraH WCIOJHUTEIFHOW BIIACTH,
OPUHABLIMKA pelieHue 00 YHMYTOXKEHHUU JIEKApCTBEHHBIX CPEJICTB, OCYILECTBIIIET KOHTPOJb 3a HX
YHUYTOKEHHUEM.

6. YHMUYTOXXEHHE JIEKAPCTBEHHBIX CPEACTB IPOU3BOJUTCS OpraHu3alUsMU, HMEIOIIHUMU
COOTBETCTBYIOIYIO JIMLEH3UIO, HAa CIELUAIbHO 000PYI0BaHHBIX ILIOLIA/IKAX, [TOJINTOHAX U B CHELMAIBHO
000pYIOBaHHBIX MOMELICHUAX € COOJIOAEHUEM TpeOOBaHUI B 00JIACTH OXpaHbl OKpYXKarollled cpelsl B
COOTBETCTBUU C 3aKOHOIaTeILCTBOM Poccuiickon denepannm.

7. Hapxoruueckue JEKapCTBEHHBIE CPEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA,
paauodapmaleBTUUECKUE  JIGKapCTBEHHbIE  CpPEACTBA  YHUUTOXKAIOTCSI B COOTBETCTBUHU €
3akoHo arenscTBoM Poceniickon denepanumu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 59 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

I'nasa 12. I'ocynapcTBeHHOe peryJiMpOBaHue IeH HA JIeKAPCTBEHHbIE Npenaparsl AJs
MEeTUIIUHCKOT0 PUMEeHEeHUs!

Cratbs  60. T'ocymapcTBEeHHOE pEryJMpOBaHHME II€H Ha JIEKApCTBEHHBIE IIpemapaTsl AJIs
MEAMIIMHCKOTO TPUMEHEHHUS

['ocynapcTBeHHOE peryiIMpoBaHUE LEH Ha JIEKapCTBEHHBbIE IIpemapaThl A MEIULHUHCKOIO
MPUMEHEHHUS OCYLIECTBIISETCS TOCPEACTBOM:

Wndopmarnys 06 M3MEHEHUAX:

Deoepanvrvim s3axkonom om 22 oexkaops 2014 e. N 429-d3 nynkm 1 cmamou 60 nacmoswe2o
DedepanvbHo2o 3aKOHA U3N0NCEH 8 HOBOU pedakyuu, scmynarowjeit 8 cuny ¢ 1 urons 2015 e.

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu
1) yrBepxknaenus [IpaButenbctBoM Poccuiickoit deneparuu rnepeds KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX IPENapaToB, KOTOPHIH CHOPMHUPOBAH B YCTAHOBIECHHOM MM IMOps/IKE Ha
OCHOBE KOMIUIEKCHOW OIIEHKH JIEKAPCTBEHHBIX IPENapaToB, BKIOYAs aHAIU3 CBEICHUN O CPAaBHUTEIBHOU
KIMHUYECKOW 3(PGEeKTHBHOCTH W O€30MaCHOCTH JIEKAPCTBEHHOTO CPEJCTBA, OIEHKY JKOHOMHYECKHX
MOCJEACTBUIM TPUMEHEHHUS JIEKAPCTBEHHOIO CPEACTBA WM M3YYEHHUE JOMOJHUTENBHBIX ITOCIEACTBUMI
MIPUMEHEHUS JIEKAPCTBEHHOTO CPECTBA;
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Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akoHom om 22 Oexabps 2014 2. N 429-®@3 6 nynkm 2 cmamovu 60 nacmoswezo
DedepanbHo20o 3aKOHA BHEeCeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexcm nyHkma 6 npeovloyujeli pedaKyuu

2) YTBEpPXKICHMS METOJMKU YCTAHOBJICHMS IPOU3BOAMUTENIAIMU JIEKAPCTBEHHBIX IIpenapaToB
IIPENCIBHBIX OTIIYCKHBIX LIEH Ha JICKAPCTBEHHBIC IIPENaparhl, BKIIOYEHHBbIE B IIEPEYCHb KU3HEHHO
HEOOXOJMMBIX UM BAXXKHEMIIMX JIEKAPCTBEHHBIX IIPENapaToB, a TaKKe BHEIPEHUS MEXaHU3MOB
¢dopmupoBaHus cCTEMBI pe(hepEHTHBIX LIEH;

3) rocymapCTBEHHOM pETrUCTpallMd  YCTAaHOBJIEHHBIX IPOU3BOAUTENSIMH  JIEKapCTBEHHBIX
IIPENapaToB IIPENEIbHBIX OTIIYCKHBIX ILIEH Ha JICKapCTBEHHBIE IIPENaparhbl, BKIIOYEHHBIE B IIEPEUYCHb
AKU3HEHHO HEOOXOAMMBIX M BaKHEHUIIHNX JIEKAPCTBEHHBIX MPENapaToB;

4) BenmeHus TOCYJapCTBEHHOIO pEecTpa MPEAENIbHbIX OTIYCKHBIX ILI€H NPOM3BOAMTENECH Ha
JIeKapCTBEHHbIE Ipernaparbl, BKIIOYEHHbIE B I[I€PEUCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX MPENApaTOB;

5) yTBepXkKIEHUS METOJIMKU YCTAaHOBJIEHUS OpraHaMu MCIIOJHUTEIbHONM BIIACTH CYOBEKTOB
Poccuiickoit denepannu npeneabHbIX pa3sMEPOB ONTOBBIX HA0aBOK U IPEJEIIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
[IPEnapaToB, Ha JIEKApPCTBEHHBIE IpernapaThl, BKIIOUEHHBbIE B IEPEUEHb >KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIEKAPCTBEHHBIX IIPENApaTOB;

6) yCTaHOBJICHHS TIPE/ICITBHBIX PAa3MEpPOB ONTOBBIX HAaA0ABOK M MPEACITbHBIX pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX
npenapaToB, Ha JICKAPCTBEHHBIE IpENaparbl, BKIIOYCHHBIE B IE€PEUYCHb KU3HEHHO HEOOXOAWMBIX H
BaXHEHILNX JIEKAPCTBEHHBIX IIPENApaTOB;

7) yTBEp)KIACHMS IOpsAJKa BBIJAYM IIPEIMCAHNIl OpraHaM HCIIOJIHUTEIbHOW BJIACTH CYOBEKTOB
Poccuiickoit @enepannu 0 NPUBEICHUHA B COOTBETCTBUE C 3aKOHOAATENLCTBOM Poccuiickon denepanuun
pemieHuid 00 YCTAHOBJIEHHH NPEIENbHBIX pa3MEpOB ONTOBBIX HaA0aBOK M MpPEACIbHBIX pPa3MEpOB
PO3HMYHBIX HaA0aBOK K (PAKTMYECKHMM OTIYCKHBIM II€HaM, YCTaHOBJECHHBIM IPOU3BOAUTEISIMU
JIEKApCTBEHHBIX IPENapaToOB, Ha JIEKAPCTBEHHBIC IIpenaparsl, BKIIOYEHHBICE B IIEPEYCHb KMU3HEHHO
HEOOXOJMMBIX M BAKHEHIIHMX JIEKApPCTBEHHBIX NPENapaToB, €CIM OHM MPHUHATHI C HapyLICHHEM
3akoHoaarenbcTBa Poccuiickoit denepanuu, B nopsake, ycraHopiaeHHoM [IpaButensctBom Poccuiickoit
denepauny;

8) HampaBiIeHHs YIOJHOMOYEHHBIM (heliepaJbHbIM OpraHOM HCHOJHUTENBHOM BIIACTH OpraHam
UCTIOJIHUTENIbHOW BIAacTH cyObekToB Poccuiickoit ®Penepauuu mnpeanucaHuil o TNpUBEIEHUH B
COOTBETCTBHE C  3akoHoaarenbcTBOM  Poccumiickoi  ®enepanuu  NPUHATBIX € HapyIICHHEM
3akoHozaTenbcTBa Poccuiickoit deaepannn pemeHnii 00 yCTaHOBIEHUH HPEAEIbHBIX Pa3MEpPOB ONTOBBIX
HaJ0aBOK M MpelelbHBIX Pa3MEPOB PO3HUYHBIX HAA0AaBOK K II€HaM Ha JIEKAPCTBEHHBIE IMpenaparsbl,
BKJIIOYEHHBIE B TIepeUEHb )KU3HEHHO HEOOXOIUMBIX U BRXKHEHIIINX JICKAPCTBEHHBIX MIPENapaToB;

Wudopmanust 00 N3MEHEHUSX:

Deoepanvrvim 3axonom om 25 urons 2012 2. N 93-D3 nynkm 9 cmamou 60 nacmoswezo PedepanvHozo
3AKOHA U3NOJACEH 8 HOBOU PeOaKyuu

Cm. mexkcm nyHkma 6 npeovioyujeli peoaxkyuu

9) ocymectBneHus (¢eaeparbHOr0 TrOCYyAapCTBEHHOro Haa3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB M PETMOHAIBHOTO TOCYJIAPCTBEHHOIO KOHTPOJS 3a NPUMEHEHHEeM IIeH Ha
JeKapCTBEHHbIE  IpenapaTbl  COOTBETCTBEHHO  YINOJHOMOYEHHBIMH  (efiepalibHbIMU  OpraHaMu
UCIIOJTHUTENIbHOM BIACTHM W OpraHaMu HCIOJHUTEIbHOW BiacTu cyObekToB Poccuiickoit Penepanuu
COIIACHO MX KOMIIETEHIIMHU B I10psi/IKe, ycTaHOBIEHHOM IIpaBurensctBoM Poccuiickoit @enepanumy;

10) mnpumeHeHHs TPEAyCMOTPEHHBIX 3akoHoAaTrenbcTBOM Poccuiickoit ®enepanuu  mep
OTBETCTBEHHOCTHU 32 HapyIlIeHHE MOpsKa [IEHO0Opa30BaHUs Ha >KU3HEHHO HEOOXOIMMBbIE U BaKHEHIIne
JIEKApCTBEHHBIE ITPENapaTshl.
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T'APAHT:

Cwm. koMMeHTapuu K ctatbe 60 HacTosiero denepanbHOrO 3aKOHA

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 8 mapma 2015 2. N 34-D3 naumenosanue cmamvu 61 Hacmoswezo
DedepanbHo20 3aKOHA UNOHCEHO 8 HOBOU pedakyuu, ecmynaroujeli 6 cuny ¢ 1 urona 2015 2.

Cm. mexkcm HaUMEHOBAHUSA 8 NPeodbloyujel peoaKyuu
Cratbs 61. ['ocynapcTBeHHas: peTUCTpallvsl yCTaAHABITUBAEMBIX TIPOU3BOIUTEISIMH JICKAPCTBEHHBIX
IperapaToB MPeIeTbHBIX OTITYCKHBIX IIEH Ha JIKAPCTBEHHBIC MPEapaThl, BKIIOYCHHBIC B
nepeveHb )KU3HEHHO HEOOXOIMMBIX M BYKHEHIIINX JICKAPCTBEHHBIX MPEMapaToB

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 uacms 1 cmamou 61 nacmosiueco PedepaibHoco
3AKOHA U3NI0JICEHA 8 HOBOU pedakyuu, ecmynaiowetl 6 cury ¢ 1 uroas 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
1. YcranaBnuBaeMble TPOU3BOAUTEISIMH JICKAPCTBEHHBIX IPENapaToOB MpPeAeSbHbIE OTITYCKHBIC
IIEHbI Ha JICKAPCTBEHHBIC MpEIapaThl, BKJIOUEHHBIC B IepeUYcHb KU3HECHHO HEOOXOIMMBIX U BOKHEHUIIINX
JIEKApCTBEHHBIX MPENapaToB, MOJJICKAT TOCYJAPCTBEHHON pETHUCTpaIlldu B TOPSIKE, YCTaHOBIEHHOM
[IpaButenscTBOM Poccuiickoit denepanum.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 uacms 2 cmamou 61 nacmosueco PedepaibHoco
3AKOHA U3/I0JHCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 a.

Cm. mexcm yacmu 6 npeovloyweti pedaKyuu
2. Ha ocHoBanuum mojgaHHOro 10 | OKTAOpS KaXIOro rofa 3asBJiCHHsS] TMPOU3BOAUTENS
JIEKapCTBEHHBIX TIPENapaToB, BKIIOYEHHBIX B IE€PEUCHb IKHU3HEHHO HEOOXOJWMBIX W BaKHEHIINX
JIEKapCTBEHHBIX MpenapaToB, 3aperuCTPUpPOBAHHAs IpejeibHas OTIYCKHas LeHa Ha JIEKapCTBEHHBIN
npernapaTt MOXXeT ObITh epeperucTPUPOBaHA OIMH pa3 B KaJCHIAPHOM TOAY B TIOPSIKE, YCTAHOBICHHOM
IIpaBurensctBoM Poccuiickoit denepanumn.
TAPAHT:

CM. cmpaBKy O MpeIeNbHBIX pa3Mepax ONTOBBIX HAA0AaBOK M MpEIeNbHBIX pa3Mepax pPO3HUYHBIX
Ha70aBOK K 1I€HaM Ha JKM3HEHHO HeoOXOAMMbIE M BakHeHIINe JekapcTBeHHble npenaparsl (KHBIIID),
yCTaHOBJICHHbIE B CyObekTax PD

2.1. Yrparuna cuiy ¢ 1 uronst 2015 r.

Wndopmarys 06 n3MEeHEHHAX:

Cm. mexem wacmu 2.1 cmamou 61
2.2. Yrparuna cuiy ¢ 1 uronst 2015 r.

Wudopmanust 00 N3MEHEHUSX:

Cm. mexem yacmu 2.2 cmamou 61

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 uacms 3 cmamou 61 nacmosiueco PedepaibHoco
3AKOHA U30JHCEHA 8 HOBOU pedaxyuu, ecmynarowetl ¢ cuny ¢ 1 uons 2015 2.

Cm. mexcm yacmu 6 npeovioywel pedaxkyuu

3. Pacuer npenenpHBIX OTMYCKHBIX II€H, YKA3aHHBIX B 4acTsax | W 2 HACTOSAIIEH CTaTbH, IPHU UX
rOCYJapCTBEHHOM PErUCTPALMU WIH IIEPEPETUCTPALUU OCYIIECTBISAETCS B COOTBETCTBUU C METOAUKOM,
yTBepxkeHHoM [IpaBurenbctBoM Poccuiickoit denepaniiy M yYUTHIBAIONICH, B YACTHOCTH:

1) cobGmonenne GanaHca WHTEPECOB MOTpeOUTENEH JEKAapCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B
nepeyeHb JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IpEnapaToB, W MPOU3BOAUTEIEH
JIEKapCTBEHHBIX IpENapaToB, BKIIOYEHHBIX B IMEPEYEHb >KU3HEHHO HEOOXOMUMBIX M BaKHEUIIMX
JICKapCTBEHHBIX IIPENAapaToB;
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2) (dakTHYEeCKyIO OTIYCKHYIO IIEHY Ha JIeKapCTBEHHBIC Tpemaparbl B Poccuiickoit deneparumy,
LIEHY BBO3a JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepannio, a TaKKE LEHbI HA aHAIOTMYHBIE
JIeKapCTBEHHBIE Mpenapathl, HaxosMecs B oopamienun B Poccuiickoit @eneparui;

3) 3aTpaThl IPOU3BOJUTENS JIEKAPCTBEHHOIO IIpernapaTa Ha IPOMU3BOJACTBO U PeaTU3aLUI0
JIEKapCTBEHHOIO IIpernapara;

4) ueHy Ha JIEKApCTBEHHBIA TMperapaT HWHOCTPAHHOTO MPOU3BOJACTBA, €ro IIEHYy B CTpaHe
MIPOU3BOJUTENS U B CTPaHaX, B KOTOPBIX Iperapar 3aperucTpupoBaH U (WIHM) B KOTOPBIE MOCTaBISIETCS
WHOCTPAHHBIM [TPOU3BOUTEIIEM.

TAPAHT:

Cwm. MeToMKy yCTaHOBJICHHS TPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MPENApaTOB MPEACIbHBIX OTITYCKHBIX
[[EH Ha JIEKapCTBEHHbBIE MPENaparhl, BKIOYCHHbIC B MEPEYCHb KU3HEHHO HEOOXOAMMBIX U BAYKHEHIINX
JIEKAPCTBEHHBIX  IPENapaToB, YTBEPXKIACHHYIO MpukazoM MMHHCTEpCTBA 3pPABOOXPAHCHUS U
conuabHOro pa3Butus PO u denepanbHoit ciryx0bI 1o Tapudam ot 3 HosiOps 2010 r. N 9611/527-a

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim  3akonom om 3 uwan 2016 2. N 350-P3 6 uacmv 4 cmamou 61 nacmoswezo
DedepanbH020 3aKOHA BHECEHbl USMEHEHUs]

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
4. He momyckaroTcsi peajau3alys U OTITYCK JICKAPCTBEHHBIX MPENapaToB, BKIKYECHHBIX B IIEPCUCHb
KU3HEHHO HEOOXOJIUMBIX M BRXHCHUIIUX JICKAPCTBEHHBIX IPENapaToB, Ha KOTOPHIE MPOU3BOJAUTEISIMU
JICKApCTBEHHBIX IPEIapaToB HE 3apEruCTpUpPOBaHA MpejeabHas OTIYCKHAs I[I€HA, PEeaU3alus U OTIIYCK
MPOU3BOIUTEIISIMUA JIGKAPCTBEHHBIX IPEIMapaToB IO IICHAM, MPEBBIMIAIONIM 3aperUCTPUPOBAHHBIC
npeebHbIC OTIYCKHBIC IICHBI Ha JICKAPCTBEHHBIC TIPErapaThl.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 8 mapma 2015 2. N 34-D3 cmamus 61 nacmoswezo PedepanbHoco 3aKOHA
odononnena yacmoio 5, scmynaiowetl 6 cuny ¢ 16 mapma 2015 e.

5. OcCOOEHHOCTH TOCYJapCTBEHHOTO pEryJUpPOBaHUS TMpPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC TMIperapaThl, BKIIOYCHHBIE B TEpeueHb JKMU3HEHHO HEOOXOIUMBIX M BaKHEUIINX
JICKapCTBEHHBIX MPENaparoB, B 3aBUCUMOCTH OT HKOHOMHUYECKUX U (WJIHM) COIHMAIBHBIX KPUTEPHEB
(M3MeHEeHHEe yCIOBUM, TOPSAIKA U CTOMMOCTH MPOU3BO/ICTBA JICKAPCTBEHHBIX MPEMApaTOB, UCIIOIb30BAHNE
HOBBIX (OpM, METOIOB H CIOCOOOB TOCYAapCTBEHHOT'O pETyIWPOBAHUSA II€H Ha JIEeKapCTBEHHBIE
npenaparbl, B TOM YHCJIE Ha OCHOBE MEXaHU3Ma PePEepeHTHOro IeHO0Opa30BaHUsl, U3MEHEHHUIN TOpsIKa
OKa3aHUs MEIUIIMHCKOM MOMOIIM, U UHbIE U3MEHEeHHsI) ycTaHaBnuBawTcs [IpaButensctBoM Poccuiickoii
denepanuu.

TAPAHT:

CMm. komMeHTapuu K cTaTthe 61 HacTosmero denepalibHOT0 3aKOHA

Crarbst 62. T'ocyaapCTBEHHBIM peecTp NPENEIbHBIX OTIYCKHBIX II€H IPOU3BOIUTENEH Ha
JIeKapCTBEHHbIE Mpernaparhl, BKIIOUYEHHBbIE B MEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEWIINX JICKAPCTBEHHBIX ITPENapaToB
1. 3apeructpupoBaHHBIE NIPEIEIbHBIE OTIYCKHBIE II€Hbl Ha JIEKAPCTBEHHBIE IIpENaparsl,
BKJIIOUEHHBIE B II€peyeHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
NOJJIEKAT BKJIIOYEHUIO B I'OCYJAPCTBEHHBIN PEECTp MPEAEIbHBIX OTIYCKHBIX II€H IMPOU3BOAMUTENECH Ha
JIEKapCTBEHHBIE IIpenapaThl, BKIIOUYEHHbIE B IMEpPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IPENAPATOB.
2. 'ocymapCTBEHHBIN peecTp MPEAeNIbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENEH Ha JIEKapCTBEHHbBIC
npenapaTthl, BKIIOYEHHbIE B IMEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BAXKHEHMIIMX JEKapCTBEHHBIX
MpenapaToB, COJACPKUT B ceOe CIIeYIONTy0 HH(OpMAITHIO:

Wndopmarius 06 H3MEHEHHSX:


http://ivo.garant.ru/document?id=12080591&sub=1000
http://ivo.garant.ru/document?id=12080591&sub=0
http://ivo.garant.ru/document?id=71335486&sub=1
http://ivo.garant.ru/document?id=57310775&sub=614
http://ivo.garant.ru/document?id=72023048&sub=1000
http://ivo.garant.ru/document?id=70785226&sub=15
http://ivo.garant.ru/document?id=70785226&sub=33
http://ivo.garant.ru/document?id=72023048&sub=1000
http://ivo.garant.ru/document?id=72023048&sub=1000
http://ivo.garant.ru/document?id=52390025&sub=0

Ilynkm 1 usmenen c 1 smsaps 2018 e. - @edepanvuuiii 3axon om 28 oexabps 2017 e. N 425-D3

Cm. npeodvloywyro peoakyuio

1) HanMeHOBaHUE JepPIKATEIS WIH BIIaJIeibIla PETUCTPAIMOHHOTO YIAOCTOBEPEHUS JIEKAPCTBCHHOTO
npernapara, HaUMEHOBAaHHE IPOU3BOIMTENS JICKAPCTBEHHOTO TNpenapara, CBEIACHUS O PErHCTpaluu
Jiep KaTeNs WU BIaJelblla PErHCTPAlMOHHOTO YJOCTOBEPEHHUS JICKApPCTBEHHOTO Ipernapara, CBeICHHs O
pETUCTpaIK TTPOU3BOAUTENS JIGKAPCTBEHHOTO Tperapara JUisi MEAMIIMHCKOTO NPHUMEHEHHsI B KaueCTBE
HAJIOTOIUIATEIBIINKA B CTPAHE PErHCTPAIUH (1 POCCUUCKUX IOPUIUYECKUX JIUIL - HICHTU(DUKAITMOHHBIN
HoMep Hanoromuatensiuka (MHH), st MHOCTpaHHBIX IOPHIUYECKUX JIMII - CTpaHa PETUCTpAIUH,
HAUMEHOBAHHE PETHCTPUPYIOIIETO OpraHa, PEeTUCTPANMOHHBIA HOMED, KOJI HAJIOTOTIATENBIINKA B CTPAHE
perucTpanyu (MHKOPIOPAIMK) MM €ro aHaJor), MECTO HAaXOXXICHHS IMPOWU3BOACTBEHHBIX ILJIOMIA/IOK,
YUYacCTBYIOUIMX B IPOLECCE MPOU3BOACTBA JEKAPCTBEHHOTO IpenapaTa, ¢ yKa3aHHEM CTaJHH Ipolecca
IPOM3BOJICTBA;

Undopmarus 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 dexabps 2014 2. N 429-D3 ¢ nynkm 2 yacmu 2 cmamou 62 Hacmoaujezo
DedepanvbHo2o 3aKOHA 8HECeHbl UsMeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 e.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxkyuu
2) HauMEHOBaHHME JIEKAPCTBEHHOro Mpemnapara (MEXIyHApOJHOE HENaTeHTOBAaHHOE, WM
IPYNIIAPOBOYHOE, MM XUMHUECKOE ¥ TOPTOBOE HAUMEHOBAHMS);
3) HOMep PerucTPaLMOHHOrO y10CTOBEPEHUS JICKApCTBEHHOI'O Mpenapara;

Undopmarust 06 n3MEHEHHSX:

DedepanvHuim 3akoHom om 22 0exabps 2014 2. N 429-D3 ¢ nynkm 4 yacmu 2 cmamou 62 Hacmosauezo
DedepanbH020 3aKOHA 8HeCeHbl UsMeHenUs, ecmynarouue 6 cuny ¢ 1 urons 2015 2.

Cm. mexcm nynkma 6 npeovioyujell pedaxkyuu
4) nexkapcTBeHHas ¢popMa ¢ yKazaHHUEM JO3UPOBKH JICKAPCTBEHHOTO Mperapara U €ro KoJn4yecTBa
BO BTOPUYHOM (MMOTPEOUTENHCKOI) YIIaKOBKE, a TAK)KE KOMIUIEKTHOCTB;
5) 3aperucTpupoBaHHas Mpe/eabHask OTITYCKHAs IeHa B PyOIIsX;

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3akonom om 22 oexaops 2014 2. N 429-D3 nynkm 6 uwacmu 2 cmamou 62 Hacmoswe2o
DedepanbH020 3aKOHA U3NOACEH 8 HOBOLL pedakyuu, ecmynaroujeti 6 cuny ¢ 1 uronsa 2015 2.

Cm. mexem nynkma 6 npeovioyujeli pedaxKyuu

6) nata ¥ HOMEp TMpHUKa3a YIMOJTHOMOYEHHOTO (elepaabHOTO OpraHa MCIOJHUTEIHHOM BIIACTH O
rOCy/JapCTBEHHOW PETHCTpalMM, NEPEPErucTpaluy NpeaeNbHON OTIIYCKHOM II€HBI Ha JIEKapCTBEHHBIN
npenapar, BKJIIOYEHHBI B IepeueHb JKM3HEHHO HEOOXOJUMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
IIPENapaTos;

Wndopmarys 06 M3MEHEHUSAX:
Deoepanvhvim 3axonom om 22 oekabps 2014 2. N 429-@3 uacms 2 cmamvu 62 Hacmosauje2o
DeodepanvbHoeo 3aKOHA OONOIHEeHA NYHKMOM 7, ecmynarouum 6 cuny ¢ 1 urons 2015 e.

7) WTPUXOBOM KOJ, HAHECEHHBI Ha BTOPUYHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO

npemnapara;
Wndopmarys 06 M3MEHEHUAX:
Deodepanvrvim 3axkonom om 22 odexabps 2014 2. N 429-@3 yacms 2 cmamovu 62 nacmoswe2o
DedepanvHozo 3akoHa 0onoaHeHa NyHkmom 8, ecmynarowum 6 cuny ¢ 1 uonsa 2015 e.

8) KOJ JEeKapCTBEHHOIO Ipemnapara MO0 aHATOMO-TepaneBTUYECKO-XUMHUECKON KilacCU(pUKALNU,
PEKOMEHI0BaHHOM BceMupHON opraHusanueil 34paBoOXpaHeHHUs.

3. I'ocynapcTBeHHas perucTpalus NpeaesbHbIX OTIIYCKHBIX II€H Ha JIEKapCTBEHHBIE Ipenaparshl,
BKJIIOYEHHBIE B [1E€PEUCHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHMIINX JIEKAPCTBEHHBIX MPENapaToB, BEACHUE
rOCyJapCTBEHHOTO pEecTpa IMpPEeAeNbHBIX OTIYCKHBIX II€H MPOU3BOJMUTENEH Ha JIEKAPCTBEHHBIE
npenaparthl, BKIIOYEHHBIE B IMEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BAXXKHEHWIIMX JEKapCTBEHHBIX


http://ivo.garant.ru/document?id=71746624&sub=15
http://ivo.garant.ru/document?id=57327105&sub=6221
http://ivo.garant.ru/document?id=70726338&sub=1432
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=6222
http://ivo.garant.ru/document?id=70726338&sub=1433
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=6224
http://ivo.garant.ru/document?id=70726338&sub=1434
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=57403072&sub=6226
http://ivo.garant.ru/document?id=72023048&sub=1000
http://ivo.garant.ru/document?id=70726338&sub=1435
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=70726338&sub=1435
http://ivo.garant.ru/document?id=70726338&sub=41
http://ivo.garant.ru/document?id=72023048&sub=1000

IpenapaToB, OCYIIECTBISAIOTCA B MOpsAIKe, ycTaHoBiIeHHOM [IpaBurtensctBoM Poccuiickoii @eneparum.
TAPAHT:

CMm. AnMuUHHMCTpaTUBHBIA perjgamMmeHT MuH3apaBa Poccur mo mpenocTaBieHUIO TOCYJapCTBEHHOM
YCIIyTHU 10 TOCYJapCTBEHHON PErUCTPALlMU IPEIEIbHBIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHbIE IIPENaparsl,
BKJIIOUEHHBIE B IE€pPEUeHb >KU3HEHHO HEOOXOJUMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
YTBEPXKACHHBIN Npuka3oM MuHuctepcrBa 3apaBooxpanenus ot 24 urons 2012 r. N 421

CM. koMMeHTapuu K cTaThe 62 HacTosero denepabHOrO 3aKOHA

Crarbsi 63. VYcraHOBICHHME OpraHaMH WCIOJHHUTEIBHON Biactu cyObekToB Poccuiickoi
@denepauy MpelesbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK U IPENENIBHBIX pa3MepOB
PO3HMYHBIX Haa0aBOK K (DAaKTUYECKUM  OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
IPOU3BOUTENSAMHU JIEKAPCTBEHHBIX IIpenapaToB, Ha JIEKAPCTBEHHBIE Ipenaparhbl JUIs
MEAMLIMHCKOTO IPUMEHEHHUS

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 13 wons 20152 N 241-P3 6 uacmv [ cmamvu 63 Hacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

1. OpraHbl HCHOJTHHUTENBHON BiacTH CcyOBeKTOB Poccuiickoit ®enepanuu ycTaHaBIMBAIOT
npezenbHble pa3Mepbl ONTOBBIX HAA0aBOK U NpeebHbIC Pa3Mepbl PO3HUYHBIX HaJJ0ABOK K (haKTHUECKUM
OTIIYCKHBIM 1I€HaM, YCTAHOBJIEHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MIPENapaToB, HA JIEKAPCTBEHHBIE
npenaparbl, BKJIIOYEHHbIE B IE€PEYEHb JKU3HEHHO HEOOXOIUMBIX M BAXKHEHMIIMX JEKapCTBEHHBIX
IIPEnapaToB, B COOTBETCTBUU C YTBEPKIACHHOU B NOpsAKe, ycTaHOBICHHOM lIpaButensctBomM Poccuiickoit
denepanuy, METOJMKON YCTAaHOBJICHHMsS OpraHaMu HCIIOJIHUTENIBHOW BIacTH cyObekToB Poccuiickoit
®denepanyu MpeeabHbIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MpEAENIbHBIX pa3MEPOB PO3SHUUHBIX HAJI0aBOK K
(aKTHYECKUM OTIYCKHBIM LI€HaM, YCTAHOBJICHHBIM INPOU3BOAMTENSMHU JIEKAPCTBEHHBIX MpenapaToB, Ha
JIEKapCTBEHHbIE IIpEnapaThl, BKIIOUEHHBIE B II€pEUEHb JKU3HEHHO HEOOXOJUMBIX U Ba)KHEHIIMX
JeKapCTBEHHbIX mpemnaparoB. [IpoekTel pemeHuil OpraHoB HCHOJIHUTENBHOM BIACTH CyOBEKTOB
Poccuiickoit ®enepanun 00 yCTaHOBIEHMHM W (WJIM) HM3MEHEHHM TMPEAETIbHBIX pPa3MEPOB ONTOBBIX
Ha/0aBOK M TNpEAENbHBIX pa3MEpoB PO3HUYHBIX HAA0aBOK K (DaKTHUECKUM OTIYCKHBIM IE€HaM,
YCTAaHOBJICHHBIM TPOU3BOAMTENSIMU JIEKAPCTBEHHBIX IpPENapaTroB, Ha JIEKAPCTBEHHBbIE IIpenaparsl,
BKJIIOYEHHBIE B TMEpPEYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX Ipenaparos,
MOJJIEKAT COIVIACOBAHUIO C (peepaIbHBIM OPraHOM MCIOJHUTEIbHOW BJIACTH, YIOJIHOMOYEHHBIM
OCYILECTBIISATh IIPABOBOE PETYJIMPOBaHUE B c(hepe rocyIapCTBEHHOIO peryjaupoBaHus LieH (TapudoB) Ha
TOBaphI (YCIyTH), B IOpsiAKe, ycTaHoBlIeHHOM [IpaBuTtenscTtBoM Poccutickoit @eneparnmm.
TAPAHT:

Cwum. IlpaBuna ycTaHOBJIEHHS MpeAeIbHBIX Pa3MEpPOB ONTOBBIX U MPEAEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/J10aBOK K (DaKTUYECKUM OTIYCKHBIM I[€HaM IPOM3BOAMTENENH Ha JIEKAPCTBEHHBIE IpENaparsl,
BKJIFOUEHHBIE B M€PEUEHb >KM3HEHHO HEOOXOMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX IMpENnaparoB, B
cyobekrax PO, yrBepxnenHsle noctanoBnenuem [Ipasurensctsa PO ot 29 okta6ps 2010 1. N 865
2. OpraHuzanuy ONTOBOM TOProBiau M (WJIKM) AanTeuyHble OpraHU3alllM, WHIUBUIYyaJbHBIC
OpeANpUHUMATENN, HMMEIOINe JUIEH3UI0 Ha (DapMaleBTUUYECKYI0 JEATENbHOCTh, OCYIIECTBISIOT
peau3alyio JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B IEpEYeHb KU3HEHHO HEOOXOOUMBIX U
BOXHEHMIINX JIEKAPCTBEHHBIX IIPENapaTroB, IO LE€HAM, YPOBEHb KOTOPHIX HE IIPEBBIIIAET CyMMY
(dakTHYecKOl OTIYCKHOW II€HbI, YCTAHOBJIEHHON NPOM3BOJUTENIEM JIEKaPCTBEHHBIX MpENaparoB U He
NPEBbIIAIOIIEH 3aperMCTPUPOBAHHON MpEAETbHON OTIYCKHOW IIeHbI, U pa3Mep OINTOBOH Haa0aBKU M
(wnm) pa3mep pO3HUYHOW Haa0aBKH, HE MPEBBIMIAIONINE COOTBETCTBEHHO pa3Mepa MpenebHON OMTOBOM
Ha/0aBKU U (WJIK) pa3Mmepa MpeenbHO pO3HUYHON HaJ0aBKH, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit
denepanyu.
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3. Opranbsl WCHOJHUTEIHLHON BiacTH CyObekTOoB Poccuiickori denmepanuu pa3MemaroT B CETH
"MHTepHeT" WM OIMyOIMKOBHIBAIOT MH(DOPMAIIUIO O 3aperuCTPUPOBAHHON MPEACIbHONW OTITYCKHOW IIEHE
Ha JICKapCTBEHHbIE IpernapaThl, BKIIOUEHHbIC B IE€PEUCHb J>KU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX
JIEKapCTBEHHBIX MpenapaToB, 00 ycTaHOBIEHHBIX B cyOwbekTe Poccuiickoit ®enepanuu paszmepe
npeaeabHONd ONTOBOW Haf0aBKU M (WIM) pa3Mepe NpelelbHOW PO3HUYHON Hal0aBKU K YCTaHOBJIEHHBIM
IPOM3BOIUTENSIMU JIEKAPCTBEHHBIX TpenapaToB (PaKTUYECKHMM OTIYCKHBIM LIEHAM Ha JIEKapCTBEHHBIE
npenapaTbl, BKIIOYEHHbIE B IE€PEYCHb JKU3HEHHO HEOOXOIUMBIX M BaXXHEHWIIMX JIEKapCTBEHHBIX
npenapaToB, U 00 yKa3aHHOW B 4YacTH 2 HacTosmed crarbu cymme. MHpopmanus, mpenycMOTpeHHas
HACTOALIEH 4acThIO, JOJDKHA Pa3MEIaThCsl TAK)KE B allTCUHBIX OPraHU3aLUAX B JOCTYIIHOM Ul CBEICHHUSA
BCEX 3aMHTEPECOBAHHBIX JHII (hopMe U OOHOBIATHCS MO MEPE €€ OMyOINKOBAHHUS.

4. IlpuHsaTeie C HapylIeHHMEM 3akoHojarenbcTBa Poccuiickoit depepaiiuy penieHusi OpraHoB
UCTIOJIHUTENIbHOW BiacTu cyOwbekTa Poccuiickoit @enepanuy 00 yCTaHOBJICHUWM NpPEACTbHBIX pa3MEpoB
OINTOBBIX HAaJ0ABOK U MpPEJENIbHBIX Pa3MEPOB PO3HUUHBIX Ha/I0ABOK K 3apETUCTPUPOBAHHBIM IpPeAEIbHBIM
OTIIYCKHBIM 1I€HaM Ha JIEKapCTBEHHBIE MpEenapaThl, BKJIIOUEHHBIE B [IEPEUCHb KU3HEHHO HEOOXOAUMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX MIPENapaToB, NOIekKaT OTMEHE B CyJI€OHOM MOPSIKE.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 63 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Undopmarus 06 n3MEHEHHSX:

Deodepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 6 naumenosanue enasvt 13 nacmoswezo
DedepanvbHo2o 3aKOHA 8HECEeHbl UsMeHeHus, scmynarowue 6 cuny ¢ 1 uronsa 2015 e.

CMm. mekcm HAUMEHOBAHUS 8 NPedblOyuel peoaKyuu

I'naBa 13. MouuTOpuHT 3P PeKTUBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHBIX MPeNnaparos,
Haxoasimuxcs B oOpamenuu B Poceniickoii denepauuu

Wndopmarys 06 n3MEeHEHHAX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamwvs 64 nacmosuweco PedepanbHoco
3aKOHA U30JHCEHA 8 HOBOU pedakyuu, ecmynaiowell 6 cuny ¢ 1 urons 2015 a.

Cm. mexem cmamuu 8 npeovloywell peoaKyuu

Cratba 64. DapmakoHaa3op

1. JIekapcTBEeHHBIE Mpenapathl, HaxoAsIMecs B oOpamenun B Poccuiickoit @enepannu, noanexar
MOHHUTOPUHTY 3((PEKTUBHOCTH U OE30MACHOCTH B 1LENAX BBIABIECHUS BO3MOXKHBIX HEraTHBHBIX
NOCIEACTBUM WX NPHUMEHEHUS, WHIUBUAYaJIbHONH HENEPEHOCUMOCTH, NPEAYNPEKACHUS MEIULMHCKUX
pabOTHUKOB, BETEPUHAPHBIX CIEHUAIMCTOB, MAIMEHTOB WM BIIAJENbLEB JKUBOTHBIX U HUX 3alUTHl OT
IPUMEHEHHU TaKUX JIEKAPCTBEHHBIX MPENapaToB.

2. ®dapmakoHan30p OCYLIECTBISETCS COOTBETCTBYIOLUIUM YIOJHOMOYEHHBIM (eaepaibHbIM
OpraHOM HCIOJIHUTEJIBHOM BJIACTU B YCTAaHOBJIEHHOM UM IOpPSAJKE IyTEM aHalIW3a IPEIOCTaBIIsAEMOU
cyOBbexkTaMu oOpallleHus JIEKapCTBEHHbIX CPEACTB HH(POPMAIIUU O TOOOYHBIX AEHCTBUSIX, HEXKeNaTeIbHbBIX
pEeaKIuAX, CEPbE3HBIX HEXKENATENBHBIX PEAKUUAX, HEMPEIBHUJECHHBIX HEXKEIATEIbHBIX PEAKIUAX IpU
NPUMEHEHUN JIEKAPCTBEHHBIX IpernapaToB, 00 WHIUBUIYaJbHOW HENEPEHOCHUMOCTH, OTCYTCTBHH
3¢ (EeKTUBHOCTH JICKApPCTBEHHBIX IpenapaToB, a Takke 00 HHBIX (akTaXx U 00CTOATENbCTBAX,
NPEJCTaBISIIOIIMX yIrpo3y KU3HU WIM 3/0pPOBbIO UelIOBEeKa JMOO »KUBOTHOTO MpH TNPUMEHEHHH
JIEKapCTBEHHBIX IPENapaToB U BBIABIEHHBIX HA BCEX ATanax OOpalleHUs JEKapCTBEHHBIX IMPENapaTtoB B
Poccuiickoit @eaepanuu u Ipyrux rocy1apcrpax.

3. CyObekThl 0OpalieHus JeKapCTBEHHBIX CPEJCTB B MOPSAKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM MCIOJIHUTEIBHOM BIacTH, 00s13aHBI COOOIIATh B YIIOJIHOMOYEHHBIN (pesiepabHbIi
OpraH HCIIOJHUTEIBHONM BIACTU O TMOOOYHBIX JEHCTBUAX, HEKENATENbHBIX PEaKIHIX, CEPbE3HbIX
HE)KCIIATCIIBHBIX ~ PEaKUMAX, HENPEIBUICHHBIX  HEKEIATEIbHBIX  PEAKUUAX TPU  NPUMEHCHHUH
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JICKapCTBEHHBIX IpEenapaTtoB, 00 HWHAMBHUAYAJIbHON HEMEPEHOCUMOCTH, OTCYTCTBUU 3((HEKTUBHOCTH
JICKapCTBEHHBIX IPENapaToB, a TakkKe 00 WMHBIX (PaKTax M OOCTOSATENHCTBAX, MPEJCTABISIOMIUX YIPO3Y
JKU3HU WM 3JI0POBBIO YEJIOBEKAa JIMOO >KUBOTHOTO MpPU NMPUMEHEHHH JIEKAPCTBEHHBIX IPENapaToB U
BBISIBJICHHBIX Ha BCEX JTamax oOpallleHus JIEKapCTBEHHBIX IpenapaToB B Poccuiickoit ®exnepanuu u
JpPYTUX rOCy/1apCTBaXx.

4. JlepkaTenu WM BIAJCNbIbl PETMCTPALIMOHHBIX YAOCTOBEPEHUMN JEKAPCTBEHHBIX IPENapaToB,
IOpUIMYECKHE JIMIA, HA UMl KOTOPBIX BBIIAHBI PAa3pEIICHUs HAa IPOBEICHNE KIMHUYECKUX HCCIIEIOBaHUN
B Poccuiickoit ®enepanuu, TMO0 YHIOJTHOMOYEHHBIE WMH JpYyrue IOPUAHYECKHAE JHUIa B pPaMKax
oOecrnieueHrs 6E€30MaCHOCTH JIEKApPCTBEHHBIX IPENapaToB B MOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOLINM
YIOJTHOMOYECHHBIM (eIepaTbHBIM OPTaHOM HCIOJTHUTEIBLHOW BIIACTH, OO0S3aHBI OCYIIECTBISTH IPHUEM,
yueT, 00paboTKy, aHalu3 M XpaHEHHE TMOCTYMAIIUX B HUX aJpec OT CYObEKTOB OOpalieHHs
JICKapPCTBEHHBIX CPEJCTB W OPraHOB TOCYIApCTBEHHOW BIACTH COOOIIEHWUH O MOOOYHBIX JCHCTBHSX,
HEXENATeJIbHbIX PEAKIUAX, CEPhE3HBIX HEXKEJATEIbHbIX U HENPEABUIACHHBIX HEXKEIATEeIbHbIX PEaAKIMUAX
Npu TMPUMEHEHUM JIEKAPCTBEHHBIX MpernaparoB, 00 OCOOCHHOCTAX HMX B3aUMOJEHCTBUSI C JPYTUMHU
JICKapCTBEHHBIMU TIperaparaMy, WHAWBUAYAIbHON HEMEpEeHOCHUMOCTH, a Takke o0 HHBIX (akTax u
00CTOSITENBCTBAX, MPEJACTABIAIOMIUX YIPO3y KU3HU WM 3/I0pOBBIO 4YEJOBEKa JMOO >KUBOTHOTO WM
BIMSAIOIIMX HAa HM3MEHEHHE OTHOILIECHUS OXHJAAeMOW IOJIb3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHUS
JIEKapCTBEHHBIX MTPENAPATOB.

5. Tlpu BblsiBIeHHH UHGPOPMAIUU O CEPbE3HBIX HEXKENATEeNbHBIX PEaKUUsAX W HEeMpeIBHICHHBIX
HEKENATeNIbHBIX PEaKIUAX TMpH MPUMEHCHHH JICKApPCTBEHHBIX MIperaparoB, 00 OCOOCHHOCTSIX UX
B3aUMOJICUCTBUSL C JPYTMMH JIEKQPCTBEHHBIMHM IpenapaTramMH, WHIUBUIYAIbHOW HENEPEHOCHUMOCTH, a
Takke 00 MHBIX aKTax v 0OCTOSATEIHCTBAX, BIUSIONINX HA H3MCHCHHE OTHOIICHUS 0’KUAEMOU ITOJIB3bI K
BO3MOKHOMY pPHUCKY IIPUMEHEHHUs JIEKapCTBEHHBIX IpEnapaTroB, JEp)KaTeId WIM  BJIAJENbIbI
PETUCTPALIMOHHBIX YAOCTOBEPEHUI JIEKAPCTBEHHBIX IMPENapaToB, HOPUIAYECKUE JULA, HA UMS KOTOPBIX
BBIIaHBI pa3pelleHuss Ha TMPOBEJIeHUE KIMHHYECKUX uccienoBanuii B Poccuiickoit denepanuu, mubdo
YIOJIHOMOYECHHBIE HWMHU JIpyTU€ IOPUAUYECKHE JiMila OOsi3aHbl TMPUHATH MEphl, HAINpaBJICHHBbIC Ha
YCTPAHEHME  HETaTUBHBIX  IIOCHEACTBUM  NPUMEHEHHMS  TaKUX  JIEKQPCTBEHHBIX  IIPENapaToB,
MpeayNpexKJACHIEe TPUIMHEHHUS Bpela KU3HU WITH 3J0POBBIO0 YeNIOBEKa JHOO JKMBOTHOTO, 3AIIUTY MX OT
MPUMEHEHHUS TaKUX JIEKapCTBEHHBIX IMPEMapaToB, HA JOMOIHUTENbHBIN cOOp MaHHBIX 00 3P PEKTUBHOCTH
1 0€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX MIPEMapaToB.

6. 3a HECOOOIIeHHE U COKPBITHE HH(OpPMAIINK, TPETyCMOTPEHHON YacThio 3 HACTOSIIEH CTaThH,
JIepKaTead WJIM  BIAJEIbIbl  PETUCTPALMOHHBIX  yJOCTOBEPEHUM JICKAPCTBEHHBIX IPENapaToB,
IOPUIMYECKUE JIMLA, HA UMs KOTOPBIX BbIJIaHbI pa3pelCHUs Ha IPOBEICHUE KIMHUYECKUX UCCIENOBAHUMN
B Poccuiickoii ®Denepanun, 1100 YNOJTHOMOYEHHBIE WMH JPYrUe HOPUJAMYECKHE JIMIA, a TakxKe
TOJKHOCTHBIE JTUIA, KOTOPBIM 3Ta HHGOpMAIus CcTala H3BECTHA MO POIy HX MNpodeccHoHAIbHON
JIEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickon denepanum.

7. Ilpu mony4eHuu yroJHOMOYEHHBIM (peiepabHBIM OPraHOM HCIIOJIHUTENBHON BIACTH B paMKax
OCYIIECTBIIEHUSI MM (apMakoHaA30pa J0Ka3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOrO IMperapaTa
YCTaHOBJICHHBIM TPEOOBAHMSIM WU TPU TOMYyYEeHUH HHPOpPMAIIMK O HECOOTBETCTBUM IaHHBIX 00
3¢ dexTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOIO IpernapaTa JaHHbIM O JIEKApCTBEHHOM Ipemnapare,
COJIEp>KaIIMMCSI B MHCTPYKIIUHU TI0 €r0 MPUMEHEHHUIO (B TOM YHUCIIE BBISBICHHBIX B XOJAE OCYIIECTBICHUS
dapmakoHaa30pa KOHTPOJIBHO-HAJA30PHBIMUA OpraHaMd HWHOCTPAHHBIX TOCYAApCTB), YIMOJHOMOYCHHBIN
denepanbHBI OpraH UCTIOTHUTENIHLHON BIACTU B YCTAHOBICHHOM WM TIOPSIKE PacCMAaTpPUBAET BOMPOC O
MPUOCTAHOBIICHUU TPUMEHEHUS TAKOTO JIEKAPCTBEHHOTO IIpenapara.

TAPAHT:

CM. Meroauueckne pexkomeHganuu — "OpraHuzanus — CIayXObl  MOHUTOpPHHra  0€30MacHOCTH
JIEKapCTBEHHBIX CPEACTB ((papMakoHaI30pa) B KOMIIAHUSX MPOU3ZBOAMTENSX JIEKAPCTBEHHBIX CPEICTB
WU JIepKaTelsiX PEerucTPAalMOHHBIX yAOCTOBEepeHuM'", yTBepkIeHHble Poc3apaBHam3opom or 25
okTs0pst 2008 T.
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CwMm. KOMMCHTApHUHU K CTAThC 64 HacTOAIICTO (-Deﬂepa.]'ILHOFO 3aKOHa

Wndopmarius 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 22 dexabps 2014 2. N 429-D3 cmamovs 65 nacmosueco PedepanbHoco
3AKOHA U3/10JCEHA 8 HOBOU pedakyuu, ecmynaroweli 6 cury ¢ 1 urona 2015 2.

Cm. mexcm cmambvu 8 npeovloywell peoaKyuu

Cratbs 65. [IpuocraHoBieHNE IPUMEHEHUS JIEKAPCTBEHHOT'O IIperapara

1. Ilpu nosyueHMH MHPOPMALUU O HEXKENATEeIbHBIX PEAKLUAX [IPU NPUMEHEHUH JICKapCTBEHHOI'O
[Ipenapara, He YKa3aHHbIX B MHCTPYKLIMM II0 IPUMEHEHUIO JIEKaPCTBEHHOI'O IIPErnapara, CEPbE3HBIX
HEXKENNATeNIbHBIX PEaKLUAX, 00 OCOOEHHOCTSX €ro B3aMMOJEHCTBHMSI C JAPYIMMH JIEKapCTBEHHBIMHU
npenapaTamMy, KOTOpble MOTYT IIPEICTABIATh YTPO3Y JKU3HU WIH 30POBbIO YEJIOBEKA JIMOO KUBOTHOTO, a
TaKXKe O HECOOTBETCTBUHU JaHHBIX 00 3((eKTHBHOCTH M O OE30MACHOCTH JIEKAPCTBEHHOTrO Ipernapara
JAHHBIM O JIEKapCTBEHHOM IIpenapare, CoAEpkKaIUMCs B HHCTPYKIIMH 110 €ro IPUMEHEHUI0, B TOM YHUCIIE
OT YINOJIHOMOYEHHBIX OpPraHOB MHOCTPAHHBIX TIOCYJapCTB, OOMEH KOTOpPOH OCYILECTBIIETCS B
COOTBETCTBUHM C COTJIAIICHUSMH MEXIY YIOJTHOMOYECHHBIM (ellepalbHbIM OpPraHOM HCIIOJHUTEIHHON
BJIACTH M YIOJHOMOYEHHBIMM OpraHaMHl HHOCTPAaHHBIX TOCYJapCTB, YIOJHOMOYEHHBIN (eaepanbHbIid
OpraH HCIIOJHUTEIBHON BIIACTH PACCMATPHBAET BOIPOC O BO3MOXKHOCTH TPUOCTAHOBJICHUS OOpaIICHUS
TAKOro JIEKAPCTBEHHOI'O Mpenapara B I[I0psJIKEe, YCTAaHOBJIEHHOM YIIOJIHOMOYEHHBIM (eaepanbHbIM
OpPraHOM HCIIOJHUTEIBHOU BJIACTH.

2. Ilpy HeWUCNONHEHHWH WIM HEHAJJIEKAIEM HCIOIHEHUM [JepKaTesIIMU WM  BIIaJesIblIaMU
PETUCTPALIMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENapaToB, HOPUAMYECKUMH JIMLAMHM, HAa WM
KOTOPBIX BbIAAHbI Pa3pelICHHs] HA MPOBEACHUE KIMHUYECKUX HcciienoBanui B Poccuiickonn denepanuu,
WIN YIOJHOMOYEHHBIMU UMHU IPYTUMH IOPUINYECKUMU JIMIIAMU O0S3aHHOCTEH, YCTAHOBJICHHBIX YacTsIMU
3 u 4 crateu 64 Hactosero denepalibHOTO 3aKOHA, JINOO B CIIydyasx MPEJCTaBICHUS] COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (e/iepabHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH 3aKIIOYEHUS O HEAOCTOBEPHOCTHU
Pe3yJbTaTOB KJIMHUYECKOTO MCCIIEIOBAHUs JIEKAPCTBEHHOIO Ipenapara Juisi MEAUIIMHCKOIO IPUMEHEHUS,
KOTOpPO€ OCHOBAaHO Ha pe3yJIbTaTax IPOBEPKU MEAUIMHCKONM OpraHM3aliy, MPOBOAUBIIEH YKa3aHHOE
KJIIMHAYECKOE MCCIIENOBAHUE C HAPYIICHUEM IIPaBUII HAJIEKAIIEH KIMHUYECKON MPAKTUKH, U IIPUBEIO K
MOJYYEHHUIO HEIOCTOBEPHBIX PE3yJbTAaTOB, JMOO B Cilydyae HEBBIOJHEHMs IPEINUCAHUs, BBIJAHHOTO
YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM HCIIOJIHUTEIbHOW BIJIACTH IO MTOTaM OCYIIECTBICHUS
BBIOOPOYHOTIO KOHTPOJIsSI KayecTBa JIEKAPCTBEHHOT'O Ipernapara, YHNOJIHOMOYEHHBIH (enepanbHblii opran
VCITOJIHUTEJIBHOM BJIACTH B YCTAHOBJIEHHOM KM IIOPSJIKE PACCMATPUBAET BOIPOC O NMPHUOCTAHOBICHUH
IIPUMEHEHHU TaKOr'0 JIEKApCTBEHHOI'O Iperapara.

TAPAHT:

O mpemocTaBlieHHWH TEPPUTOPUATBHBIMU  YmpaBieHussMu PocsapaBHam3opa uHbOpMaum o
HeJ0OPOKAaYECTBEHHBIX U (PaTbCH(PUITMPOBAHHBIX JICKAPCTBEHHBIX CPEACTBAX CM. npuka3 deaepanbHON
cITy>kObI TIO Ha/I30py B cepe 3ApaBOOXpaHEHUs M COLUAIBHOTO pa3BuTHs OoT 8 deBpains 2006 r. N 255-
[Ip/06

Wndopmarys 06 M3MEHEHUAX:

Cmamuws 65 oononnena uacmoio 3 ¢ 15 utons 2018 2. - @edepanvuwiii 3akon om 4 utonusn 2018 . N 140-
D3
3. YHomHOMOYEHHBIN (enepanbHblii OpraH HCIOJMHUTEIBHOW BIACTH MPH MPEACTABICHUH €My
CBEJICHNUN 0 HECOOTBETCTBUH MTPOU3BOIUTEISI JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM ITPABIIT HAAJICKAICH
MPOU3BOJCTBEHHOW MPAKTUKU M (WIKM) O HApPyIICHWW IUIEH3UOHHBIX TpPeOOBaHMIA, KOTOpPHIE OBLIH
BBISIBJICHBI B XOJIe¢ TPOBEJACHUS WHCIIEKTUPOBAHHS TPOUZBOAMTENS JIEKAPCTBEHHBIX CPEJICTB MM
OCYIIECTBIICHUS JIUIIEH3MOHHOTO KOHTPOJIA B cepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB U MPUBEIH
WM MOTYT NPUBECTU K TPOHM3BOJCTBY JIEKAPCTBEHHBIX MPEMApaTOB I MEIUIIMHCKOTO MPUMEHEHWS,
MPUYMHUBIINX WU CIIOCOOHBIX MPUYMHUTE BPE )KU3HU WJIH 3[J0POBBIO TPAXKIAH, PACCMATPUBAET BOIPOC
O TMPHUOCTAHOBIICHUU TPUMEHEHMsI JIEKapCTBEHHBIX NpErnapaTroB s MEIUIUHCKOrO MpPUMEHEHUs B
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YCTaHOBJICHHOM UM IOPSAAKE B CACAYIOIIMX CIydasx:

1) cocTtaB u (MIM) TEXHOJIOTHSA IPOM3BOJCTBA JIEKAPCTBEHHOI'O Ipenapara A MeIULHUHCKOIo
NpPUMEHEHHUs (C ONMHMCAHHWEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asABJICHHBIX B PETUCTPALIMOHHOM
JI0CBE;

2) nexkapcTBEHHBIN mpenapar Jisi MEAUIIMHCKOTO IPUMEHEHHUs IPOU3BECH Ha IPOU3BOJICTBEHHON
IUIOIIAJKE, HE YKAa3aHHOW B PErUCTPALIMOHHOM JI0ChHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOITBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKApCTBEHHOrO Ipenapara Jjsi MEIULUHCKOrO NPUMEHEHUS, BBOJUMOIO B
rpaXAaHCKUI 000pOT, TPeOOBAHUSM, YCTAHOBJICHHBIM MPU €r0 TOCYIapCTBEHHON perucTpaiiy;

4) 1poW3BOJIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENIBHON BJIACTU CPOK HE YCTPAHEHbI HapyLICHHS
TpeOOBaHUI IpaBWII HAJUICKAIICH MPOW3BOJACTBEHHON NPAKTHKU W (WIM) JUIICH3UOHHBIX TPeOOBaHUM,
KOTOpBbI€ ObUIM BBISBICHBI B XOJI€ TMPOBEACHUS HWHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEJCTB WM OCYILECTBICHUS JUIIEH3UOHHOTO KOHTPOJIS B c(pepe MpOU3BOICTBA JIEKAPCTBEHHBIX CPECTB
U TOpPHUBEJIM WM MOTYT IMPUBECTH K MPOU3BOACTBY JIEKAPCTBEHHBIX MPENAPATOB MJIs MEAUIUHCKOIrO
IPUMEHEHHUS, IPUUMHUBIINX WINA CIOCOOHBIX MPUUYUHUTE BPEJl AKU3HU WIN 3I0POBBIO I'PaXk/IaH.

Wuopmarus 06 H3MEHEHHSIX:

Cmamuws 65 oononnena uacmoio 4 ¢ 15 utons 2018 2. - edepanvusiii 3akon om 4 utons 2018 2. N 140-
D3

4. YnonHOMOYEHHBIH (enepanbHblii OpraH WCIOJIHHUTEIBHOW BIACTH NpPU HAJIHYUH y HETO
CBE/IEHUI1 0 HECOOTBETCTBUU ITPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IIPaBIII HAAJIEXKaIeH
IPOU3BOJCTBEHHOW MPAKTUKU M (WIM) O HApYyLIEHWU JMIEH3UOHHBIX TpPeOOBAHUM, KOTOpbIE ObLIM
BBISBJICHBl B XOJIe IPOBEJCHHUS WHCIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB MU
OCYILECTBIICHHS JIMIIEH3MOHHOTO KOHTPOJS B cepe MPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB U MPHUBEIN
WIM MOTYT TPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPENAapaToB Ul BETEPUHAPHOIO IPHUMEHEHUS,
NPUYMHUBLIMX WJIM CIIOCOOHBIX MPUYMHUTH BpEeA KU3HU WM 30POBBIO0 KUBOTHBIX, PacCCMaTpPUBAET
BOIIPOC O MPUOCTAHOBJICHUH pEAIN3allM U IIPUMEHEHUS JIEKapCTBEHHBIX MIPENApaTOB AJIsl BETEPUHAPHOTO
IPUMEHEHUS B YCTAHOBJICHHOM UM IMOPSIKE B CAEAYIOLIUX CIyYasax:

1) coctaB u (MIM) TEXHOJOTUS MPOU3BOJCTBA JIEKAPCTBEHHOrO IMpernapaTa /s BETepUHAPHOIO
IpUMEHEHUs (C ONMMCAHWEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asBJIECHHBIX B PErUCTPALIMOHHOM
JI0CBE;

2) nexapCTBEHHbIN Ipenapar Ajs BETepUHAPHOTO MPUMEHEHHS IPOU3BEIEH Ha IPOU3BOICTBEHHON
IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y nOpou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOI'O IIpenapara Jjsi BETEPUHAPHOTO INPUMEHEHMs, BBOJAWMOIO B
rpaXxAaHCKUI 000poT, TpeOOBAHUSIM, YCTAHOBJIEHHBIM IPU €r0 TOCYIapCTBEHHOMN perucTpaiy;

4) DpOW3BOIUTENIEM JIEKAPCTBEHHBIX CpPEICTB B COIVIACOBAaHHBIH C  COOTBETCTBYIOLIMM
YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTENBHON BJIACTU CPOK HE YCTPAHEHbI HapyLICHUS
TpeOOBaHUH NpaBUJI HaJUIeXKAIEH MPOU3BOJACTBEHHOW MPAKTUKU U (WJIM) JIMLEH3MOHHBIX TpeOOBaHMIA,
KOTOpbI€ ObUIM BBISBICHBI B XOJI€ TMPOBEACHHUS HWHCIEKTUPOBAHUS MPOM3BOAMUTENS JIEKAPCTBEHHBIX
CPECTB WJIM OCYIIECTBICHUS JIMIEH3UNOHHOTO KOHTPOJIS B cpepe MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
U TPHUBEIHM WJIM MOTYT MPHUBECTH K IMPOU3BOJACTBY JIEKAPCTBEHHBIX MPENaparoB JIsi BETEPUHAPHOTO
NPUMEHEHUS, TPUUUHUBIINX UM CHOCOOHBIX MPUUMHHUTD BPeJl )KU3HU WU 370POBBIO )KUBOTHBIX.

TAPAHT:

CM. koMMeHTapuu K cTaThe 65 HacTosero denepalbHOTO 3aKOHA

Wudopmanust 00 N3MEHEHUSX:

Deodepanvrvim 3akonom om 22 oexkabps 2014 2. N 429-D3 ¢ cmamvio 66 nacmoswezo Pedepanvbho2o
3aKOHA 8HeceHbl usmeHeHus, ecmynarowue 6 cuny ¢ 1 uronsa 2015 a.
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Cm. mekcm cmamovu 8 npedvioyujell peoaxKyuu
CraTbs 66. apopmanus o pe3ynbTaTax hapMaKoHaI30pa
YronHOMOYEHHBI  enepanbHbIi  OpraH  HMCIOJHUTEIBHOW  BJIACTH,  OCYIIECTBIISFOIIMI
dapmakoHan30p, Haxonsdmmxcs B oOpamenuun B Poccwiickoii ®Dexepanuu, Mo pe3yiabTaTam
dbapmakoHag3opa pasMemaeT Ha cBoeM oduruanpbHOM caite B cetd "HMHTrepHer" uHbOpMaiuioo o
NPUHATBIX PEIICHUSX O BHECEHWHM HU3MEHEHHS B HWHCTPYKIHUIO MO MPUMEHEHUIO JIEKAPCTBEHHOIO
npenapara, 0 IPUOCTAHOBJICHUM MPUMEHEHHS JIEKApCTBEHHOrO IMpemnapara, o0 M3bATUU U3 OOpalleHUs
JIEKapCTBEHHOTO Mperapara Wid 0 BO300OHOBICHUH PUMEHEHHS JIEKAPCTBEHHOTO Tperapara.
TAPAHT:

CM. koMMeHTapuu K cTaTbe 66 HacTosero denepabHOrO 3aKOHA

Wndopmarus 06 H3MEHEHHSX:

Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 dexabps 2017 2. N 425-D3
CMm. npedbloywyro peoakyuio

I'naBa 14. Undopmanus o JiekapcTBeHHbIX Npenaparax. CucreMa MOHUTOPUHIA IBUKEHUS
JIEKAPCTBEHHBIX MPENapaToB JAJis1 MeIUIIUHCKOT0 NPHUMeHEeHUs

Wupopmarus 06 H3MEHEHHSIX:

Haumenosanue uzmeneno c 1 sneaps 2018 e. - @edepanvuwiii 3axkon om 28 dexabps 2017 2. N 425-D3

CMm. npedbloywyro peoakyuio
Cratbs 67. Undopmarusi o JexkapcTBEHHbIX Hpemnaparax. CucreMa MOHUTOPHHTA JIBHXKEHUS
JICKapPCTBEHHBIX MIPEMApaTOB ISl MEIUIIMHCKOTO TIPUMEHEHUS

1. Nudopmarnus o JeKapCTBEHHBIX IMpernaparax, OTIMYCKaeMbIX MO pELEeNTy Ha JIeKapCTBEHHBIH
nperapar, JO/DKHA COJEP)KAThCSA TONBKO B CHEIUAIM3HPOBAHHBIX W3JIAHUSAX, MPEIHA3HAYCHHBIX IS
MEAMIMHCKUX, (apMaleBTUYECKUX, BETEpUHAPHBIX pal0oTHHUKOB. HMHopmamus o neKapcTBEHHBIX
npernapartax JUisi CHeIHaIiCTOB B O00JIACTH OOpAaIIeHHs JIGKAPCTBEHHBIX CPEICTB MOXKET COJNIEPKAThCA B
MOHOTpausax, CIpPaBOUYHMKAX, HAYYHBIX CTaThAX, B JOKJIaJaX Ha KOHTpeccaX, KOH(EPEeHIIHsIX,
CUMIIO3UYMaX, HAYYHBIX COBETAX, a TAK)KE B MHCTPYKITUAX 1O TIPUMEHEHUIO JICKAPCTBEHHBIX TPEIIapaToB.

2. Undopmanus o JekapCTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 pelernTta Ha JeKapCTBEHHBIN
mperapar, MOXET COJEPKaThCs B IMyONUKANUAX W OOBSBICHUSX CPEJICTB MAacCOBOW HWH(OpMAIUH,
CHEIMAM3UPOBAHHBIX W OOIIMX TMEYATHBIX W3JAHMIX, MHCTPYKIMSIX MO MPUMEHEHHUIO JIEKapCTBEHHBIX
MperapaToB, UHBIX H3JIaHUSIX CYOBEKTOB OOpaIICHHUs JICKApCTBEHHBIX CPEICTB. PeKIaMHbIC MaTepHalibl O
JIEKapCTBEHHOM TMpemnapare, OTHyckaeMoM 0e3 pelenta Ha JEKapCTBEHHBIM IMpemapaT, JOJKHBI
COOTBETCTBOBATHh MHCTPYKIIMH IT0 IPUMEHEHHIO JICKAPCTBEHHOTO Mperapara.

3. JlomyckaeTcst HCIIOJIb30BaHHE JIOOBIX MaTepHAbHBIX HOCHUTENEH, MO3BOJIIONIUX XPAHHTb,
nepeIaBaTh U MCIIO0JIh30BaTh HH(DOPMAIIHIO O JICKAPCTBEHHBIX Mpernaparax 0e3 ee UCKaKCHHS.

Wndopmarys 06 M3MEHEHUAX:

Cmamus 67 oonoanena uacmoto 4 ¢ 1 ausaps 2020 2. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
4. Jlns uenedt uaeHTU(PUKAIMM YNAKOBOK JIEKAPCTBEHHBIX IpPENapaTroB s MEIUIIMHCKOTO
IPUMEHEHNS NPOU3BOAMTEIN JIEKAPCTBEHHBIX CPEICTB B IOpSAJKE, yCTaHOBIEHHOM IIpaBuTenscTBOM
Poccuiickoit @eneparuu, HAHOCAT HA MEPBUYHYIO YIAKOBKY (B OTHOIIEHHH JIEKaPCTBEHHBIX MPENapaToB
JUISE MEAULIMHCKOTO MPUMEHEHHUs, Ui KOTOPBIX HE MPEeayCMOTpPeHa BTOPUYHAsl YIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHBIX MpEnaparoB i MEIUIMHCKOTO MPUMEHEHHUs CpelcTBa
UICHTUQHUKAIIMY, 33 HUCKIIOUYEHHEM JICKapCTBEHHBIX IPErnapaTtoB s MEIUIUHCKOIO MPUMEHEHHUS,
MIPOU3BOAUMBIX Il MPOBEAECHUS KIMHUYECKUX MCCIEJOBAaHUM, DKCIOPTA, JEKAPCTBEHHBIX IPENapaTroB
JUIsI MEAMLIMHCKOTO NPUMEHEHUs, YKa3aHHbIX B dacTax 5 W 8 crathu 13 Hactosmero denepaibHOro
3aKOHA.


http://ivo.garant.ru/document?id=57403072&sub=66
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http://ivo.garant.ru/document?id=57327105&sub=1400
http://ivo.garant.ru/document?id=71746624&sub=171
http://ivo.garant.ru/document?id=57327105&sub=67
http://ivo.garant.ru/document?id=70054618&sub=0
http://ivo.garant.ru/document?id=71746624&sub=172

Wndopmarius 06 n3MEHEHHSX:

Cmamuvs 67 dononnena uacmoto 5 ¢ 1 ausapsa 2018 2. - @edepanvhsiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
5. XapakTepuCTUKHU CpelcTBa HWICHTHU(PHUKAIMU, MOPSAOK €ro HaHeceHUs U TpeOoBaHHS K
CTpyKType U (opMmaTy uHPOpMALNU, KOTOPYIO COAEPKUT CPEACTBO HACHTH(HKAIMU, OINPEICNITIOTCS
IIpaButenscTBOM Poccuiickoit @enepanuu.

Wndopmarius 06 n3MEHEHHSX:

Cmamuws 67 donoanena wacmoio 6 ¢ 1 ausapsa 2018 2. - @edepanvhusiii 3axon om 28 dexabpsa 2017 e.
N 425-@3
6. Ilopsaok co3gaHus, pa3BUTHS, BBOJA B OSKCIUIyaTallMi0, S3KCIUIyaTallUM M BbIBOJA U3
JKCIUTyaTalldd CUCTEMbl MOHHMTOPUHIA JBUKEHHUS JICKAPCTBEHHBIX IIPEMapaToB JUIsi MEAUIIUHCKOIrO
NPUMEHEHHUS, TOPSAOK NpeNocTaBleHUuss HHQOpMalMM, COJAEpXKallelics B CHCTEME MOHUTOpPUHTA
JBIDKEHUSI JICKAPCTBEHHBIX MPEMapaToB JJIi MEIUIIMHCKOTO NMPUMEHEHHUS, M TOPSIOK B3aHMMOJICHCTBHS
YKa3aHHOM  CHUCTeMbl C  HHBIMH  TOCYJAapCTBEHHBIMH  WH(MOPMAllMOHHBIMH  CHUCTEMaMH U
WH(OPMAITMOHHBIMU CHCTEMaMH FOPUINYCCKHUX JIUI] U WHAUBHIyITbHBIX MPEANPUHUMATEINICH, YKa3aHHBIX
B uactsx 7 m 10 HacTtosmed crtaThu, ycraHaBnuBaroTcs IIpaButensctBom Poccuiickoit ®eneparuu.
OnepaTopaMud CHCTEMbl MOHHUTOPHHTA JBWIXKEHHUS JIGKAPCTBEHHBIX IMPENapaToB i MEAUIIUMHCKOTO
NPUMEHEHUS SBJISIOTCS (elepalbHbIii OpraH HWCHOJHUTENBHONM BIAaCTH W (MJIM) OpraHu3aius,
ynosiHoMo4eHHbIe [IpaBurenscTBoM Pocculickont @enepanuu.

Wupopmarus 06 H3MEHEHHSIX:

Cmamus 67 dononnena uacmoto 7 ¢ 1 ausapsa 2020 2. - @edepanvusiii 3axkon om 28 dexabpsa 2017 e.
N 425-D3
7. FOpunnyeckue IuIa U WHIWBUAYATbHBIC TPEIIPUHAMATENH, OCYIIESCTRIISIONINE TPOU3BOICTBO,
XpaHeHue, BB03 B Poccuiickyro ®enepanuio, OTIYCK, pealM3alvio, Iepenady, NPUMEHEHUE |
YHUYTOXKCHUE JIEKAPCTBCHHBIX TPEMapaToB ISl MEAUIIMHCKOTO MPUMEHEHHS, 00ECTICUNBAIOT B MOPSIIKE U
B CcocTaBe, KOTOopble YycraHoBieHbl [IpaButenbctBoM Poccuiickoit @enmepannu ¢ yd4eToM BUAA
OCYIIECCTBIIIEMON WMH JIEATEIHHOCTH, BHECCHHE HWH(OpMAaMM O JEKapCTBEHHBIX IpermapaTax Jyis
MEIMIIMHCKOTO TPUMEHEHUSI B CHUCTEMY MOHUTOPWHTA JABM)KCHUS JIEKAPCTBEHHBIX IMPEMapaToB JUis
MEIUIIMHCKOTO MTPUMCHCHHSI.

Wndopmarys 06 n3MEeHEHUAX:

Cmamuws 67 dononnena uacmoto 7.1 ¢ 29 noaops 2019 . - @edepanvusiii 3axkon om 28 nosaopsa 2018 e. N
449-D3

Cm. 6yoywyro pedarkyuio

Cmamus 67 donoanena uacmoio 8 ¢ 1 ausapsa 2018 e. - @edepanvhsiii 3axon om 28 oexabpsa 2017 e.
N 425-D3

8. Opranmzamuss WHGOPMAIMOHHOTO B3aUMOJCHCTBUS CHUCTEMbl MOHHUTOPHHTA JBMIKEHUS
JICKapCTBEHHBIX MpEnaparoB Ui MEIUIMHCKOTO TPUMEHEHHS C WHBIMH TOCYJIapCTBEHHBIMU
WH(GOPMAIIMOHHBIMU  CHCTEMaMH O0eCIeYMBACTCSI B TOM YHCJIE TIOCPEICTBOM HH(PPACTPYKTYPHI,
obOecnieunBaromel MH(OOPMAIMOHHO-TEXHOJIOTHUECKOE B3aUMOJCUCTBUE WH(OPMAIIMOHHBIX CHUCTEM,
UCIIONIB3YEMBIX I TPEIOCTABICHUS TOCYIApPCTBEHHBIX W MYHHUIIUIAIBHBIX YCIYT H HCIIOJTHCHHS
TOCY/IapCTBEHHBIX M MyHUITUNAIBHBIX (DYHKIIUI B 3JIEKTPOHHOU (popme.

Wndopmarys 06 M3MEHEHUAX:

Cmamus 67 doonoanena wacmoto 9 ¢ 1 ausapsa 2018 e. - @edepanvusiii 3axon om 28 dexabpsa 2017 e.
N 425-D3
9. OOmenocrynHas uWH(MOpPMALUA, COAEpXKAMIAACA B CHCTEME MOHUTOPUHTA JIBMDKEHUS
JICKaPCTBEHHBIX IPENapaToB JUII MEIWIMHCKOTO TPHMEHEHHWS, pa3MemaeTcs B WHPOPMAIMOHHO-
TeJIeKOMMYHUKalIMOHHON ceTu "MHTepHeTr" (B ToM umcie B (opMe OTKPBITHIX TAHHBIX) B IOPSJIKE,
yctanoBiieHHOM [IpaButensctBoM Poccuiickoit deaepanuu.

Wndopmarius 06 H3MEHEHHSX:


http://ivo.garant.ru/document?id=71746624&sub=172
http://ivo.garant.ru/document?id=71746624&sub=172
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http://ivo.garant.ru/document?id=72036164&sub=1000

Cmamuws 67 oonoanena wacmoio 10 ¢ 1 aneaps 2018 e. - @edepanvhuiii 3akon om 28 dexabps 2017 e.
N 425-D3
10. TIpou3BOIUTENH JIEKAPCTBEHHBIX CPEACTB MOIYYAIOT COMCPIKAILYIOCS B CHCTEME MOHHTOPUHTA
JBUKCHHSI JICKAPCTBEHHBIX MPEMapaToB IS MEAUIMHCKOTO TPUMEHEHHS HH()OpPMAIHMIO O CepHsiX U
NapTUSX JICKAPCTBEHHBIX MPENapaToB, MPOU3BOJAUMBIX UMH M HAXOJSIIMXCS B TPaXIAHCKOM 000pOTE B
Poccuiickoit deneparuu, 6€3B03ME3THO.

Wndopmarus 06 H3MEHEHHSX:

Cmamws 67 oonoanena wacmoto 11 ¢ 1 aneapsa 2020 2. - Pedepanvhviii 3axon om 28 dexabps 2017 2.
N 425-D3
11. 3a mpou3BOACTBO WJIU MPOJAXKY JIEKAPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO MPUMEHEHUS
0e3 HaHeCceHWs CPEICTB HACHTH(HKAINK, C HAPYIICHUEM YCTAaHOBJICHHOTO TOpPSIKA MX HAaHECCHWs, a
TaKXKe 32 HECBOEBPEMEHHOE BHECEHHE JAaHHBIX B CHCTEMY MOHHUTOPHHIA JIBUKCHHUS JIEKApPCTBEHHBIX
IpenapaToB JUIsi MEAMIIMHCKOTO MPUMEHEHUS HIIM BHECEHUE B HEE HEJOCTOBEPHBIX JAHHBIX IOPHINYCCKUC
JWIa ¥ WHAWBUIYaIbHbIC NPEANPUHUMATENN, YKa3aHHbIE B 4acTsaxX 4 W 7 HACTOSIIEH CTaThbH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOATEIbCTBOM Poccuiickoit denepanuu.

Undopmarus 06 n3MEHEHHSX:

Cmamuws 67 dononnena wacmoio 12 ¢ 1 aneaps 2018 e. - @edepanvhuiii 3akon om 28 dexabps 2017 e.
N 425-D3

12. TIIpaButensctBo Poccuiickoit ®exepanuu BIpaBe YCTaHOBUTh OCOOEHHOCTH BHEIPEHUS
CHUCTEMbl MOHUTOPHHTA [BIKCHUS JIEKAPCTBEHHBIX MPEMAPATOB I MEIUIIMHCKOTO IMPUMEHEHHUS,
BKIIIOYasi CPOKM €€ BHEIPEHHUS, B OTHOUICHHHM JIEKaPCTBEHHBIX MpEnapaTroB s MEIUIIMHCKOTO
MPUMEHEHHUS, BKJIIOUYECHHBIX B TMEPEYEHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHUIIUX JIEKAPCTBEHHBIX
IpernapaToB, JIEKAPCTBEHHBIX IMIPENapaToB, NpeJHA3HAYCHHBIX s oOecreyeHus JHI, OOJbHBIX
remMouiuedi, MyKOBUCITUIO30M, TUNO(H3apHBEIM HaHW3MOM, OOJIe3HBIO [omIe, 3JI0KaYeCTBCHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
JUI] TIOCJIC TPAHCIUIAHTAIlMd OpraHOB M (WJIM) TKaHEW, HWHBIX JIEKAPCTBEHHBIX TMIPEMapaTroB I
MEIUIMUHCKOTO MPUMEHEHHSI.
TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 67 HaCTOAIICTO d)e;[epaanoro 3aKOHa

Wndhopmarus 06 n3MEHEHHSX :

Deoepanvrvim 3axonom om 25 nosops 2013 2. N 317-D3 nacmoswuii Dedepavhulil 3aKOH OONOJHEH
enasou 14.1

I'nasa 14.1. Orpanuyenusi, HajaraemMble Ha OPraHU3aNNH, OCYLIECTBJSIIOLINE 1eATEJIbHOCTD 110
o0paleHu 10 JIEKAPCTBEHHBIX CPECTB

Crartbs 67.1. Orpanuyenus, HaJaraemMble PU OCYIIECTBICHUHU JAEATEIBHOCTU B chepe oOpalieHus
JIEKAPCTBEHHBIX CPEJCTB

1. Opranusanuuy, 3aHUMaronMecs pa3pabOTKOW, NPOM3BOACTBOM M (WJIM) peanu3anuen
JIEKapCTBEHHBIX MpPENapaTroB AJs MEIUIUHCKOTO MPUMEHEHMs], OpraHu3aluy, obyagaroniie npaBaMu Ha
UCIIOJIb30BaHNUE TOPrOBOI0 HAaMMEHOBAHMS JIEKAPCTBEHHOI'O IIpernapara Uil MEJULUHCKOTO IPUMEHEHMS,
OpraHM3alMi ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CpPEJICTBAMH, AaNTEUHble OpraHu3anuu (UX
NPEJCTaBUTENN, WHBIE (U3UYECKUE U IOPUIUYECKUE JIMIA, OCYLIECTBISIONINE CBOIO JAEATENBHOCTH OT
UMEHH STHX OpPraHu3alliil) B OTHOIIEHWH METUIIMHCKMX PAaOOTHHKOB M PYKOBOJIUTENEH MEIUIIMHCKHX
OpraHu3alyil He BIPABE:

1) Bpy4aTh mojapku, BbIIUIAYMBATh JEHEKHBIE CPEICTBA (32 UCKIOYEHHEM BO3HArpPakICHUH I10
JIOTOBOpaM  IIpM  NPOBEIECHWHM KIWHUYECKMX MCCIEIOBAHWM JIEKAPCTBEHHBIX IpEnaparoB Ui
MEJULUHCKOIO IIPUMEHEHUS, BO3HATPAXKICHMM, CBA3aHHBIX C OCYIIECTBICHUEM MEIULIMHCKUM


http://ivo.garant.ru/document?id=71746624&sub=172
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pPaOOTHUKOM IEAarorndecko u (MiM) HaAy4HOW JEATENIHOCTH), B TOM YHCJIE OIUIauMBaTh Pa3BIICUCHHS,
OTJIBIX, TIPOE3/T K MECTy OT/bIXa, a TAKXKe MPHUBIEKATh K YYaCTHIO B Pa3BIICKATEIbHBIX MEPONPUSATHSIX,
IPOBO/IMMBIX 33 CYET CBOMX CPEJICTB;

2) 3aKiIo¥aTh COTJIAICHWs O HA3HAYEHUM WM PEKOMEHJAIMHM MaIMeHTaM JIeKapCTBEHHBIX
IpernaparoB Il MEAUIIUHCKOTO MPUMEHEHHS (32 UCKIIIOYEHUEM JOTOBOPOB O MPOBEICHUN KIMHHYECKHX
UCCIIEIOBaHMI JIEKAPCTBEHHBIX MPENapaToB s MEJUIIMHCKOTO IPUMEHEHHUS);

3) mpenocTaBIsATh 0O0pa3Ibl JIEKAPCTBEHHBIX MPENapaToB sl MEJUIMHCKOTO IIPUMEHEHHUS B IEIsX
BpYUYEHHUSI TanuMeHTaM (3a HCKIIOYCHHEM CIyyaeB, CBSA3aHHBIX C IPOBEACHUEM KIMHUYECKHUX
MCCIIEJOBAaHHUH JIEKAPCTBEHHBIX MIPENapaToB Uil MEJUIIMHCKOTO IPUMEHEHUS );

4) mnpenocTaBIATh HEJOCTOBEPHYIO M (WJIM) HENOJHYI0 HH(GOPMAIMIO O JIEKapCTBEHHBIX
npenaparax JJsi MEAUIHHCKOTO TPUMEHEHHS;

5) mocemars ux B pabodee BpeMs Ha pabouMx MecTax, 3a UCKIIOYEHHEM CIIy4acB, CBA3aHHBIX C
IPOBEJICHUEM KIMHUYECKUX MCCIIeOBAaHUHN JIEKAPCTBEHHBIX MTPENapaToB Ul MEIUIIMHCKOTO IPUMEHEHNS,
C ydJacTHEM B TIOPSJKE, YCTaHOBIEHHOM PYKOBOJIWTENIEM MEIWIMHCKOW OpraHW3alud, B COOpaHMAX
MEIUIMHCKUX PpaOOTHHUKOB ¥  WHBIX MEpONPUSATHAX, HANpaBICHHBIX HAa  MOBBIIICHUE HUX
npoeCCHOHATIBPHOTO YPOBHS WJIM Ha TPEAOCTAaBICHHE HH()OPMAIMH, CBSI3aHHOH C OCYIIECTBICHHUEM
MOHHUTOpPHUHTa 0€30MIaCHOCTH JICKAPCTBEHHBIX IPETapaToB;

6) moOyX1aTh K BBINHMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS Ha
OnaHkax, cojep)kKamux HH(MOPMALUIO PEKIaMHOTO XapakTepa, a TakkKe Ha PeleNnTypHbIX OJaHKax, Ha
KOTOPBIX 3apaHee HaleyaTaHO HaWMEHOBAaHHE JIEKAPCTBEHHOTO TMpenapara Uil MEIUIIMHCKOTO
PUMEHEHHS.

2. Opranu3anuu, yKazaHHble B a03arie 1epBoM 4acT | HaCTOSIICH CTaThH, U UX MPEACTABUTEIH B
OTHOUICHUH (hapMaleBTHYECKUX PAOOTHUKOB M PYKOBOJAUTENCH allTeYHbIX OPTaHU3aluii He BIIPaBe:

1) Bpy4aTs NOJapKu, BRIUIAYMBATH JCHEKHBIE CPEJICTBA, B TOM YHUCIIE OIUIAYMBATH Pa3BICYCHHUS,
OTIBIX, MPOE31 K MECTy OT/AbIXa, M IMpPHUBJIEKaTh K YYacTUIO B pPa3BJIEKATEIbHBIX MEPONpPUATHUSX,
IIPOBOJIUMBIX 33 CUET CBOUX CPEJICTB;

2) mpenocTaBiATh 00pa3lbl JEKApCTBEHHBIX MPENnapaTroB Uil MEIUIMHCKOTO NMPUMEHEHUs JUis
BPYYCHUS HACEIICHUIO;

3) 3akmouaTh COIJIALICHMS O TMPEUIOKEHUH HACEeJIIEHUIO OIpPEeNIeHHbIX JIeKapCTBEHHBIX
IpenapaToB Uik MEIUITUHCKOTO TIPUMEHEHHUS;

4) mnpenocTaBiATh HEJOCTOBEPHYIO M (WJIM) HENOJHYI0 MH(GOpMAIMIO O JIEKapCTBEHHBIX
npenaparax il MEIWIUHCKOTO MPUMEHEHHs, B TOM YHCIIE WMEIOMIMX OIMHAKOBOE MEXKIyHApPOIHOE
HEMaTeHTOBAaHHOE HAUMEHOBAHHUE.

TAPAHT:

CM. kKoMMeHTapuH K cTaThe 67.1 HacTosmero deaepaabHOro 3aK0Ha

Cratba 67.2. TpeboBaHMs K OpraHU3alMd M MPOBEICHUIO HAYYHBIX MEPOIPHUATHI, HHBIX
MEpONPHUATHHA, HANpPaBICHHBIX HAa  TOBBIIIEHHE  MPO(ECCHOHAIBHOIO  YPOBHS
MEAMIMHCKUX paOOTHUKOB WM Ha TMpeAOoCTaBlIeHHEe HHQOpPMAIMK, CBSI3aHHOM C
OCYILIECTBIIEHEM MOHUTOPHHIa 0€30IaCHOCTH JIEKAPCTBEHHBIX MPENapaToB
1. ITpn mpoBeneHNN Hay4YHBIX MEPONPHUATHI, HHBIX MEPOIPUATHN, HAIIPABJICHHBIX HA MOBBIILICHUE
npoeCCUOHATIBLHOTO YPOBHS MEAMIMHCKUX paOOTHUKOB WM Ha TPEAOCTAaBICHHE CBSI3aHHOM C
OCYIIECTBJIEHUEM MOHUTOPUHIA 0€30MaCHOCTH JIEKApCTBEHHBIX MpernapaToB HH(PpOpMAaIK, OpraHU3yeMbIX
OpraHu3alisIMM, YKa3aHHBIMHU B a03arie nepsom vactu | crateu 67.1 Hactosmiero denepaibHOro 3aK0Ha,
UX MPEeACTaBUTEISAMH U (UTH) PUHAHCHPYEMBIX 3a CUET CPEACTB 3TUX OPTaHU3AlMNA U UX MPEACTaBUTENEH,
3ampenaeTcs MpersTCTBOBATh yYaCTHUI0 B YKa3aHHBIX MEPOIPUATHSAX HHBIX OpraHU3aluii, KOTOpbIE
MPOU3BOJAT WM PEATU3YIOT JIEKAPCTBEHHBIE NpenapaThl A MEIUIIMHCKOTO MPUMEHEHUS CO CXO0KHM
MeXaHU3MOM (hapMaKOJIOTHYECKOro ASUCTBUS, TMO0 CO3/1aBaTh TUCKPUMUHAIIMOHHBIE YCIOBUS IS OJJHUX
YYaCTHUKOB 10 CPABHEHMIO C IPYTMMH Y4aCTHUKAMH, @ UMEHHO:


http://ivo.garant.ru/document?id=57244188&sub=6701

1) npeaocTaBIATh pa3IMuyHOE KOJIMYECTBO BPEMEHH ISl BBICTYIUIEHUH YYaCTHUKOB, pa3IMYHbIE 110
pasMepy 3aHMMaeMOM IUIOLIaJAM MecTa JUlsd JIEMOHCTpaluu o0pa3loB JIEKApCTBEHHBIX IpPENapaToB AJs
MEIMIMHCKOTO TPUMEHEHUS WIM PpEKJIaMHBIX MAaTEpHUajoB O JIEKapCTBEHHBIX IIpenaparax Juisd
MEAMIMHCKOTO NMPUMEHEHHS Ha 3KCIO3ULMSX, CTEH/AX, 32 UCKIIOYEHUEM CIIy4yaeB, €CJIM TaKHE YCJIOBUSA
3aKpeIieHbl B COIMVIAIICHUSAX ATUX OpPraHM3aluil, UX NpeacTaBUTENeH O (UMHAHCUPOBAHMM YKAa3aHHBIX
MEPOTIPHUATHIA U 00YCIIOBJICHBI PA3TMYHBIMU 3aTPaTaMH YYaCTHUKOB Ha UX OPTaHU3ALIHUIO;

2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYAaCTHHKOB MEPOIPHUATUH, yKa3aHHBIX B a03ale MepBoM
HACTOSIIEH YaCTH, IIPEBBILLAIOIINMMI CyMMY 3aTpaT Ha OPraHU3AlMI0 YKA3aHHBIX MEPOIPUATUN U BELyILHN
K HEOOOCHOBAHHOMY OI'PaHMUYECHMIO YMCIIAa UX YYaCTHUKOB.

2. Opranu3anuu, ykazaHHble B a03aie nepsoMm yactu | crateu 67.1 Hacrosimero denepanbHOro
3aKOHa, UX IPEJICTABUTENH, OCYLIECTBISAIONIME OpraHu3aluio U (Win) GUHAHCUPOBAHUE MEPONPUSATHH,
yKa3aHHBIX B 4acTH | HACTOsIIEH CTaThu, 00s3aHBl 00ECIeYnBaTh JIOCTYI K HH(POPMALIUHU O J1aTe, MECTE U
BPEMEHM IIPOBEICHUSA YKa3aHHBIX MEpONPUATUM, IUIaHAX, IPOrpaMMax IPOBEACHUS YKa3aHHBIX
MEPONPUITUHA U TeMaX, IJIaHUPYEMbIX JJII PAaCCMOTPEHMs, COCTaBE UX YYAaCTHUKOB ITyTEM pa3MeEIICHUs
COOTBETCTBYIOIIEH MHPOpPMAIMK Ha CBOMX O(UIIMATIBHBIX caiiTax B ceTu "MHTepHET" HE mo3aHee IBYX
MECSIIEB /10 Hayaja POBEICHUS YKAa3aHHbBIX MEPOIPUSITUH.

3. Uudopmarus 0 npoBeleHUH MEpONpPUATHI, yKa3aHHBIX B yacTu | HAcTOSIIEH CTaThH, B CPOK,
YCTQHOBJICHHBIN YacThi0 2 HACTOSIIEH CTaThu, AOJDKHA OBITh HampaBiieHa B (eaepalibHBId OpraH
UCIIOJIHUTENIBHOW ~ BJIACTH, OCYLIECTBIAIOIIMN (QYHKIMM 1O KOHTPOJIIO M Haa30py B cdepe
3/1paBOOXpaHEHUs, AJI MOCIEAYIOIEro pa3MelleHusl ee Ha O(UIMaIbHOM CalTe ATOr0 OpraHa B CETU
"UnaTepHer".

TAPAHT:

CM. KOMMEHTapHH K cTaThe 67.2 HacTosmero OeaepaabHOro 3aK0Ha

I'maBa 15. OTBeTCTBEHHOCTH 32 HAPYLIEHUE 3aKOHOAaTeIbCcTBA Poccuiickoit @enepannu npu
o0paieHnH JIeKAPCTBEHHBIX CPEJCTB U BO3MellleHHe BPe/ia, IPUYUHEHHOT0 3I0POBbI0 IPaKIaH
BCJIEICTBUE IPUMEHEHN S JIEKAPCTBEHHBIX NMPenapaToB

Wndhopmarus 06 n3MEHEHHSX :

Deodepanvrvim 3axonom om 22 dexkabps 2014 e. N 429-D3 ¢ cmamvio 68 nacmosueco PedepaibHoco
3aKOHA 6HeceHbl UsMeHeHus, ecmynarowjue 6 cuny ¢ 1 uona 2015 2.

Cm. mexkcm cmamou 8 npeodvioyujel peoaxKyuu
Cratbs 68. OTBETCTBEHHOCTh 3a HapylIeHHE 3aKoHojarenbcTBa Poccuiickoit denepaunu npu
oOpallleHnH JIeKapCTBEHHBIX CPEICTB
1. Hapymenne 3akoHomatensctBa Poccuiickoit ®epeparuu mpu 0OpalleHUU JIEKapCTBEHHBIX
CpPeICTB BIleUeT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHMM C 3aKOHOAATENIbCTBOM Poccuiickoit
®denepauuu.

Wudopmanust 00 N3MEHEHUSX:
Yacmo 2 usmenena c 15 urons 2018 2. - @edepanvuwiii 3akon om 4 utons 2018 . N 140-D3

CMm. npedbloywyro peoakyuio
2. 3a HempeAcTaBICHUE WM HECBOEBPEMEHHOE Mpe/icTaBlIeHe HHGOpMaIUU U (W) TOKyMEHTOB
00 MpeCcTaBlIeHne HEIOCTOBEPHBIX WH(OPMAINU U (W) JOKYMEHTOB, IPETYCMOTPEHHBIX HACTOSIIINM
@denepallbHBIM 3aKOHOM, CYOBEKTHI OOpallleHUsl JEKapCTBEHHBIX CPEJICTB HECYT OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepannm.
TAPAHT:

CMm. koMMeHTapuH K cTaThe 68 HacTosero denepanbHOro 3aK0HA
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CraTbs 69. Bo3Mmenienue Bpena, MPUUYUHEHHOTO 30POBBIO TPaKJaH BCIEACTBHE MPUMEHEHUS
JIEKAPCTBEHHBIX MPENapaToB

1. [TpousBoauTEINb JEKAPCTBEHHOTO Tperapara 00s3aH BOSMECTUTD BPe, IPUUMHEHHBIN 3I0POBBIO
rpaX<JaH BCIEACTBUE IPUMEHEHHUS JIEKAPCTBEHHOI'O IIperapara, €clid JoKa3aHo, 4To:

1) nexapcTBEHHBII Mpernapar NPUMEHSUICS 10 Ha3HAYEHHIO B COOTBETCTBUHU C MHCTPYKIUEH MO
NPUMEHEHUIO JICKAPCTBEHHOTO Tperapara ¥ MPUYUHOW Bpeda SBHICS BBOJ B TPAXKIAHCKHA 00OpOT
HE00pOKaYeCTBEHHOT'O JICKApCTBEHHOTO Mpernapara;

2) Bpem 3IOpOBBIO TPHUYMHEH BCIICICTBHE HEIOCTOBEPHOW WH(GOpPMAIIMU, COJICpKAIIehcs B
MHCTPYKLHUHU [0 IPUMEHEHUIO JIEKAPCTBEHHOIO IMpernapara, U3JaHHOW MPOU3BOJUTENEM JIEKAPCTBEHHOTO
npernapara.

Wndopmarus 06 H3MEHEHHSX:

Dedepanvrvim 3akonom om 25 noaops 2013 2. N 317-@3 6 uacms 2 cmamwvu 69 nacmoswezo
DedepanbHO20 3aKOHA 6HeCeHbl USMEHEHUs.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

2. B cnmyuae, eciu Bpej 3I0POBBIO I'pakJlaH MPHYMHEH BCJICACTBHAE MPUMEHEHUS JIEKaPCTBEHHOTO
mpenapara, TPUILIEANIEr0 B HETOJHOCTh B pe3ysibTaTe HAapyIICHUs MpPaBUJ XpPaHEHHs JIEKAPCTBEHHBIX
CPEACTB, NPaBWJI ONTOBOW TOPTOBIM JEKAPCTBEHHBIMH IperapaTaMu, MPaBUI OTIIYCKa JIEKAPCTBEHHBIX
IpernapaToB, NPaBUJI M3TOTOBICHUS U OTIyCKa JIEKaPCTBEHHBIX IMPENapaToB, BO3MELICHHE Bpeaa
OCYILIECTBIISICTCSI COOTBETCTBEHHO OpTaHU3aIllMell ONTOBOW TOPTOBIHM JICKAPCTBEHHBIMH CpPEICTBAMH,
anTeyHOll  opraHu3aluel, WHIUBUAYaIbHBIM MpeAlpUHUMATENIeM, HMEIOIMIMMHA JIMIEH3UI0 Ha
(dapMareBTUYECKYIO0 JAEATENbHOCTh WM JUICH3WI0O Ha MEAMIUHCKYIO ICATEIbHOCTh, MEIUIIMHCKON
OpraHu3aiyeii, HMEIolell IHUIeH3uI0 Ha (apMaleBTHUYECKYI0 JesSTeNbHOCTh (ee 000CO0JICeHHBIM
noapasneneHueM (amOymnaropuei, GerpamepckuM U (QerpAmepCKO-aKyIIepCKUM ITyHKTaMH, LHEHTPOM
(otmenenueM) oOmiel BpadyeOHOHN (CeMElHOH) IMPaKTHUKH), PACIOJI0KCHHBIM B CEIHCKOM HACEICHHOM
IYHKTE, B KOTOPOM OTCYTCTBYET anTe€4Hasi OPTaHU3aIus), JOMYCTUBIINMHU TPOJIAXy WIHA OTITYCK TaKOTO
JIeKapCTBEHHOT O Mpernapara.

3. Bo3memenwe Bpena, TNPUYUHEHHOTO 370POBBIO TPaXKIaH BCIEACTBUE TPUMEHEHUS
JICKapCTBEHHBIX MPENapaToOB WM COBEPIICHHS MPOTUBOIPABHBIX NEUCTBUN cyObekTaMu oOparieHus
JIEKApCTBEHHBIX CPEJICTB, OCYMIECTBISETCS B COOTBETCTBMH C 3aKOHOJATENTLCTBOM —Poccuiickoit
denepanuu.

TAPAHT:

CwMm. KOMMCHTApHUHU K CTAThC 69 HaCTOAIICTO CDCI[epaJ'IbHOFO 3aKOHa

I'1aBa 16. 3akia0unTe/IbHbIE MOJI0KEHU

Cratbs 70. O npu3HaHUU YTPATUBIIMMU CHUJTY OTACIBHBIX 3aKOHOJATEIBHBIX aKTOB (ITOJIOKECHUMA

3aKOHOJATENBHBIX aKTOB) Poccuiickoit deneparumn

[Ipu3HaTh yTpaTUBIIUMU CUITY:

1) ®enepanbubiii 3akon oT 22 wutoHa 1998 roga N 86-®3 "O nekapcTBeHHBIX cpeacTBax”
(Cobpanme 3akonoaarenbcTBa Poccuiickoit @eneparuu, 1998, N 26, ct. 3006);

2) ®enepanbhelii 3akoH oT 2 aaBapst 2000 roga N 5-03 "O BHeceHUHM U3MEHEHHUS U JOTIOJTHEHUH B
Oenepanbhbiii 3akoH "O nekapctBeHHbIX cpeacTtBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®epnepauun, 2000, N 2, cT. 126);

3) crateio 40 denepanpHoro 3akona ot 10 ssaBaps 2003 roga N 15-03 "O BHeceHUN U3MEHEHUN H
JIOTIOJIHEHU B HEKOTOpbIE 3aKOHOJAaTeNbHbIe akThl Poccuiickoit denepanuud B CBS3UM C NPUHATHEM
®enepanpHoro 3akoHa 'O JUIEH3WPOBAHMM  OTHAETBHBIX BUIOB  nesarenbHOcTH"  (CoOpanme
3akoHoAarenscTBa Poccuiickoit @enepanuu, 2003, N 2, cT. 167);

4) crateio 31 denepanpHoro 3akoHa ot 30 utons 2003 roga N 86-D3 "O BHeceHHMH M3MEHEHUN U
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JIONIOJTHEHW B HEKOTOpBIE 3aKOHOJIaTelIbHbIe akThl Poccuiickoil denepanviv, NpU3HAHUM YTPATUBIIMMU
CUJly OTHEJbHBIX 3aKOHOAATENbHBIX akTOB Poccuiickoii denepauuu, NpeAOCTABIECHUUA OTIAEIbHBIX
TrapaHTH COTPYJAHHKAaM OPTaHOB BHYTPEHHHX JIEJI, OPTAaHOB IO KOHTPOJIIO 32 00OPOTOM HAPKOTHYECKUX
CPEJICTB U TICUXOTPOIHBIX BEIISCTB U yIPa3IHIEMbIX (DeepaabHbIX OPraHOB HATOTOBOM TOJUITUH B CBSI3H
C OCYIIECTBJICHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHOro ympasieHus"' (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateto 101 denepansHoro 3akoHa ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
U3MEHEHUN B 3aKoHoJarenbHble akThl Poccuiickoin denepauuy M NPU3HAHUM YTPATUBIIMMU CUILY
HEKOTOPBIX 3aKOHOJATENIbHBIX akTOB Poccuiickoli ®enepanui B CBA3M C MNPUHATHEM (eaepaabHbIX
3akoHOB "O BHECeHMH W3MEHEHHMH M AonojHeHud B DenepanbHblii 3akoH "OO6 00mIMX NPHHIKIAX
OpraHu3aIy 3aKOHOJATEIbHBIX (TMPEICTAaBUTEIbHBIX) W HCIIOJHUTEIBHBIX OPTraHOB TOCYAapCTBEHHOM
BiIactd cyObekToB Poccuiickoit ®eneparmu” u "OO oOmMMX NPUHIMIAX OpraHU3allMd MECTHOTO
camoynpasnenusi B Poccuiickoit ®@enepanun" (Cobpanue 3akoHomarensctBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) crateio 28 denepanbHOro 3akoHa ot 18 gexadbps 2006 rona N 231-03 "O BBefieHUH B JICHCTBHE
yacTu uerBeprod ['paxkmanckoro koxaekca Poccuiickoit ®epepannn" (CobOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

TAPAHT:

CwMm. KOMMCHTApHUHU K CTATbC 70 HaCTOAIICTO (DeﬂepaJ'ILHOFO 3aKOHa

Cratbs 71. Berynnenue B cuiny Hactosiero ®enepalbHOT0 3aK0Ha

1. Hactosauuit ®enepanbHblii 3aK0oH BeTynaet B cuity ¢ 1 centsiops 2010 roga.

2. JlekapcTBEHHBIE CpEJCTBA, 3apPETUCTPUPOBAHHBIE 10 JHS BCTYIUIEHUS B CHIJIy HACTOSILErO
®denepallbHOTO 3aKOHA, MOJIEKAT BKIIOUEHUIO B TOCYJIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPENCTB C
BHECEHHEM YKa3aHHbIX B uacTu | crtarbu 33 Hactosuiero denepalbHOrO 3aKOHa CBEAEHUH 00 3THX
JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOXKAECHUS BHOBb NPOLEIYphl TOCYAAPCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MTPENapaToB.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3akonom om 11 oxkmaops 2010e. N 271-d3 6 uacme 3 cmamvu 71 nacmoswe2o
DedepanbH020 3aKOHA BHECEeHbl U3MEHEHUs.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu
3. T'ocynapcTBeHHast peructpalys JeKapcTBEHHBIX MPEenaparoB, 3a UCKIIOYSHHEM JIEKapCTBEHHBIX
IpernapaToB Ui MEAWIIMHCKOTO MPHMEHEHUS, MPEJCTABIICHHBIX HAa YKa3aHHYIO PETHUCTPAIUIO JIO JIHS
BCTYIUIEHUSI B CUly Hacrtosiero denepaabHOro 3aK0HA, OCYIIECTBISETCS B COOTBETCTBUU C HACTOSIINM
®denepallbHBIM 3aKOHOM Ha OCHOBAaHUU JIOKYMEHTOB U JIaHHBIX, MPEJICTABICHHBIX 0 JTHS BCTYIUICHUS B
cmty Hactosiiero denepanrbHOTO 3aKOHA.

Wndopmarys 06 M3MEHEHUAX:

Deoepanvrvim 3akonom om 29 mnosaopa 2010e. N 313-@3 yacme 3.1 cmamwvu 71 nacmoswezo
DedepanvHoeo 3aKOHA U3N0JHCEHA 6 HOB0U pedaxkyuu, SCmynarmwel 8 Culy co OHA OQUYUATbHO2O
onyonukoganus HazeanHo2o ®DedepanvbHo20 3aKOHA U PACHPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
so3Huxwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3.1. T'ocynapcTBeHHas perucTpaius JeKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUS,
MPEJICTABIICHHBIX Ha TOCYJAapCTBCHHYIO PETHCTpAIMio JO0 JHS BCTYIUICHHS B CHIIy HACTOSIIETO
®denepallbHOTO 3aKOHA, U TOCYIapCTBEHHAsI PETUCTpaIisl JEKAPCTBEHHBIX MPENapaToB A METUIIUTHCKOTO
MPUMEHCHUS, TPEJICTABICHHBIX Ha JKCIIEPTH3Yy JICKAPCTBEHHBIX CPEJICTB JIO JIHS BCTYIUICHUS B CHITY
HacTosmiero @enepalbHOTO 3aKOHAa B IENSX WX TOCIEAYIONIEH TOCYJapCTBEHHON perucTpaium,
OCYIIIECTBIISIFOTCS. HA OCHOBAHWW JTOKYMEHTOB WM JAaHHBIX, MPEICTABICHHBIX IO THS BCTYIUICHHUS B CHITY
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HacTtosmero @enepalibHOTO 3aKOHA, a TaKKe 3asiBICHUs O TOCYAApCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O IIperapara, IIPeICTaBICHHOIO IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIpENapaToB WIIU
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HacTOAUMM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIH
denepanbHBIl OopraH uUcmonHUTENbHOW Biacth A0 1 wmaprta 2011 roma, Oe3 TpeGoBaHWS yIUIATHI
roCyIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHOM 3aKOHO1aTelIbecTBOM Poccuiickoi deaepanuu 0 Hajlorax
u cobopax.

Wndopmarus 06 H3MEHEHHSX:

Deoepanvrvim 3akoHom om 29 mnosaopa 2010e. N 313-@3 yacme 3.2 cmamwvu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIOJNCEHA 8 HOBOU peoakyuu, 6Cmynarowell 8 CUuiry co OHA OQUYUATLHO20
onyoIuKo8aHus Ha36aHHo20 DedepanvHo2o 3aKOHA U PACNPOCMPAHAIOWENUCs HA NPABOOMHOUEHUS,
sosHukwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.2. TloaTBepxaeHHE TOCYAAPCTBEHHOW pEruCTpallMM JIEKAPCTBEHHBIX IpEnaparoB  Jis
MEIUIUHCKOTO MPUMEHEHUS, IPEJCTABICHHbIX JUIsl MOATBEPXKIAECHUS IOCYJapCTBEHHON PEerucTpanyuu a0
IHS BCTyIUleHUsi B cuily Hacrosimero ®denepanpHOro 3akoHa, M IOIATBEP)KICHUE TOCYJapCTBEHHOMN
perucTpalMy JIEKApCTBEHHBIX IMPENaparoB Ui MEIUIMHCKOIO INPUMEHEHUs, NpPEeICTaBICHHbIX Ha
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JO AHS BCTYIUIEHUS B CUJy Hactosuiero ®denepanbHOro 3aKOHa B
LeNAX TOCIEAYIONIEro IMOJITBEPKAECHUS HMX TOCYJapCTBEHHOH perucTpanuy, OCYIIECTBISIOTCA Ha
OCHOBAaHUHU JIOKYMEHTOB M [JaHHBIX, HIPEJCTaBICHHbIX JO JHS BCTYIUIEHUS B CHUJIy HAcCTOSIIETO
@denepanbHOrO 3aKOHA, a TaKXe 3asiBICHHUS O TOATBEPXKICHUM TOCYAAPCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O IIperapara, IpeICTaBICHHOIO IPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIpPEnapaToB WIIU
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU € HacTOsIUM DesepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHBIl OpraH HUcHONHUTENbHOW Biacth 10 1 wmapra 2011 roma, Oe3 TpeGoBaHWS yIUIATHI
roCyJapCTBEHHOM MOLUIMHBIL, PETyCMOTPEHHOM 3aKoHO01aTebeTBOM Poccuiickoit @enepanuu o Haorax
u cOopax.

Wndopmarys 06 m3MEeHEHUAX:

Deoepanvrvim 3akoHom om 29 mnosopa 2010e. N 313-@3 yacme 3.3 cmamwvu 71 nacmoswezo
DedepanbHo20 3aKOHA U3NIONCEHA 8 HOBOU pedaKyuu, 6cmynarouell 8 CUuily co OHA OQUYUATLHO2O0
onyoIuKo8aHus Ha3eaHHo20 DedepanvbHo20 3aKOHA U PACHNPOCMPAHAIOWENCS HA NPABOOMHOUEHUS,
sosnuxwue ¢ I cenmsaops 2010 e.

Cm. mexkcm wacmu 6 npeovloyueti pedaKyuu

3.3. IlpunsATHe pelmleHUss O BHECEHMM W3MEHEHHH B JIOKYMEHTBHI, COZAEpXkaliuecs B
pPEruCTPallMOHHOM [JIOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar A MEIULUHCKOTo
NPUMEHEHUS W IPEICTaBICHHBIE A0 IHSA BCTYIUIEHUs B CUily HacTtosdwero denepalbHOrO 3aKOHa, U
IPUHITHE PELICHHs] O BHECEHUHM M3MEHEHUH B JTOKYMEHTBI, COIEPIKALUECS B PETMCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBAaHHBIN JE€KapCTBEHHBIN Mpenapar A MeIULHUHCKOTO IPUMEHEHUs U Mpe/IcTaBIeHHbIE Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB O JHS BCTYIUIEHMS B cuiy Hacrosuero denepaabHOro 3akoHa,
OCYIIECTBIISIIOTCS HAa OCHOBaHMM JOKYMEHTOB M JaHHBIX, IPEJICTABICHHBIX IO JHS BCTYIUIEHUS B CHITY
HacTtoswero @enepaJlbHOTO 3aKOHA, a TAaKXKE 3asABICHHS O BHECEHWHM HW3MEHEHHUH B JOKYMEHTHI,
coJiepKallfecss B PErUCTPAllMOHHOM [OChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAapCTBEHHBIM Mpernapar Jis
MEAMIMHCKOTO TPUMEHEHUS, IPEICTaBICHHOIO IPOU3BOAUTENIEM JIEKAPCTBEHHBIX IIPENApaTOB WIH
YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C HAcTOAUIMM DeepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN
denepanbHBIl OpraH HUcHoNHUTENbHOW Bracth A0 1 wmapta 2011 roma, Oe3 TpeGoBaHUs yIIATHI
rOCYIapCTBEHHOW MONUIMHBI, MPETYCMOTPEHHON 3aKOHO1aTelbecTBOM Poccuiickon deaepanuu 0 Hajorax
u coopax.

Wudopmanust 00 n3MEHEHUSX:

Deoepanvnvim 3axonom om 29 nosaopa 20102. N 313-@3 yacme 3.4 cmamvu 71 Hacmoswezo
DedepanvbHo20 3aKOHA U3NONCEHA 6 HOBOU peoaKyuu, 6Cmynaroweu 8 Culy co OHA OQUYUATLHO2O
onybaukoeanus HazeanHo2o PedepanvHo2o 3aKOHA U PACHPOCMPAHAIOWENCs. HA NPA8OOMHOUEHUS,
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sosHukwue ¢ 1 cenmsaops 2010 e.

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu

3.4. Boimaua pazpelieHuil Ha MPOBEJACHUE KIMHUYECKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX
IIpenaparoB s MEIULMHCKOIO NPUMEHEHMs O 3asBJICHHUSM, NOJAHHBIM JI0 JHS BCTYIUICHUS B CHILY
Hacrosuero denepaibHOro 3aK0Ha, a TAKXKE IO 3asIBJICHUSM, MTOJAHHBIM I10CIIE HS BCTYIUIEHUS B CUILY
HacTtosiero denepanbHOro 3aKOHA HA OCHOBAHUU AKCIIEPTU3, MPOBEACHHBIX A0 JHS BCTYIUIEHUS B CUILY
Hacroswero denepanbHOro0 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUMU € HacTosuuM DenepanbHbIM
3aKOHOM Ha OCHOBaHMWH JOKYMEHTOB U JAHHBIX, IPEACTABICHHBIX UJIU MOJYYEHHBIX 10 JHS BCTYIUICHUS B
cuiny Hacrosmero denepaJbHOro 3aKOHA, a TAKKE HAa OCHOBAHMM KOIIMU IIPEIBAPUTEIBHOIO JOTOBOPA
0053aTeNIFHOTO CTPAaXOBAHUS JKU3HH, 30POBbsSI MAIIMEHTOB, YUYAaCTBYIOIIMX B KIMHUYECKOM UCCIIEJOBAaHUH
JIEKApCTBEHHOI'0 TMperapaTta i MEAMIIMHCKOTO MPUMEHEHMs, WM KOIHUH JIOrOBOpa 00s3aTeIbHOTO
CTPaxOBaHUsI KU3HHM, 3/I0pPOBbSl MAIlMEHTOB, YYAaCTBYIOIIMX B  KIMHUYECKOM  MCCIIEIOBaHUU
JIEKApCTBEHHOI'0 TIpernapara JIjisi MEAMIIMHCKOTO NMPUMEHEHHMs, JTMOO MpEeACTaBICHHOW KOIMU JI0TOBOpa
0053aTENFHOTO CTPAaXOBaHHUA, 3aKIIOYEHHOTO B COOTBETCTBUU C TUIIOBBIMH MpaBUIAMHU 00s3aTE€IHLHOTO
CTPaxOBaHHUs, C YKa3aHUEM NPEACIbHON YHUCIECHHOCTH MMAlMEHTOB, YYaCTBYIOIIMX B KIMHUYECKOM
WCCJIEIOBAHUM JIEKAPCTBEHHOTO MperapaTa AJii MEIULUHCKOrO MpUMEHEeHHs, 06e3 TpeOOBaHUS YILIATHI
rOCYIapCTBEHHOW MOUUIMHBI, MPEYCMOTPEHHON 3aKOHO1aTelIbcTBOM Poccuiickon denepanuu 0 Hajtorax
U cOopax.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3axonom om 11 okmsabps 2010 e. N 271-DP3 cmamovs 71 nacmosueco @PedepaibHoco
3aKOHa 0ONOJHEeHA Yacmoio 3.5
3.5. 3apeructpupoBaHHbIE B HWHOCTPAHHOW BalIOTe IO AHS BCTYIUICHHS B CHJIY HACTOSIIETO
®denepanbHOrO 3aKOHA MPEACIbHBIC OTITYCKHBIC IICHBl MHOCTPAHHBIX MTPOU3BOIUTENICH Ha JICKAPCTBEHHBIC
mpenapaTbl, BKIIOUEHHBIE B TIEPEYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEHUIIMX JIEKAPCTBEHHBIX
MpenaparoB, MOJyIeKaT nepecyeTy B pyonu nmo kypcy Llentpansnoro 6anka Poccuiickoit denepanuu Ha
naty, ycraHoBieHHyto [IpaBurensctBom Poccuiickoit ®eneparuu, 0e3 TpeNCTaBICHUS 3asBICHUS O
nepecyeTe IeHbl ¢ BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHUM B TOCYAAPCTBEHHBIM pPEeCTp MpPeaelbHBIX
OTIYCKHBIX 1I€H MPOW3BOAMTENEH Ha JIeKapCTBEHHBIC IMpemapaThl, BKIIOUEHHBIC B MEpPEUYeHb KUZHEHHO
HEO0OXOAMMBIX U BOXHEHIITNX JIEKAPCTBEHHBIX MPETapaToB.

Wndopmarys 06 m3MEeHEHHUAX:

Deoepanvrvim 3axonom om 11 okmsaopa 2010 e. N 271-DP3 cmamovs 71 nacmosuwezco PedepaibHoco
3aKOHA OONONIHeHA Yacmvio 3.6
3.6. 3aperucTtpupoBaHHBIE JO JHS BCTYIUIEHHS B CWIy HacTosmero ®eaepaqbHOr0 3aKoHA
NpeieybHbIe OTIYCKHBbIE II€Hbl POCCHUHCKMX MPOMU3BOAUTENCH Ha JIEKapCTBEHHBIE MpENaparsl,
BKJIFOYCHHBIE B TEPEUEHb JKU3HEHHO HEOOXOAUMBIX W BAXKHEWMIIHUX JIEKAPCTBEHHBIX IMpEnaparos,
nojaiexxar uHiaekcanuu ¢ 1 HosOps 2010 roma wcxons W3 MPOTHO3UPYEMOTO YpPOBHS HHOIALIUH,
yctanoBieHHoro denepanbabiv 3akoHoM OT 2 aekadbps 2009 roma N 308-D3 "O denepansHOoM OromKeTe
Ha 2010 rox u Ha nnanoBslit nepuoa 2011 u 2012 ronos" Ha 2011 rog.

Wudopmanust 00 N3MEHEHUSX:

Deodepanvnvim 3axkonom om 6 oexkaops 2011 2. N 409-P3 6 uacms 3.7 cmamvu 71 Hacmoswezo
DedepanbHo20 3aKOHA 8HECEHbL USMEHEHUS, 6CMYNAIouUue 6 CUNY NO UCMEeYeHUU mpuoyamu OHell nocie
OHA 0huYUanbLHO20 ONYOIUKOBAHUS HA38AHHO20 DedepanbH020 3aKOHA

Cm. mexkcm uacmu 6 npeovloyweti pedaKyuu
3.7. Ilocne 1 mapra 2011 roga He nomyckaroTcsa NPOU3BOACTBO U BBO3 B Poccuiickyro @enepanuio
JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKaX ¢ MAPKUPOBKOM, KOTOpasi ObUIa HaHECeHa 0 JTHS BCTYIIJICHUS B
cuty Hacrosuero ®denepanbHoro 3akoHa. [lo mcTeueHuMM yka3aHHOrO CpoKa JaHHBIE JIEKApPCTBEHHBIE
npenapaTsl MOTYT OTITYCKaThCsl, PEaIM30BbIBATHCS, MIEPEAABATHCS U MPUMEHATHCS 1O UCTEUEHHS UX CpOKa
TOJTHOCTH.
4. Co gHs BCTymuieHus B cuily Hacrogiero ®denepanpHoro 3akoHa v nmo 30 ampens 2011 roga
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BKJIFOUMTEIIBHO JIOMYCKAETCs MPOBEICHNE SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB AKCIIEPTAMU SKCIEPTHOTO
VUPEKIACHUSI 10 TMPOXOXKACHHS HMH aTTeCTallu B TMOPSAKE, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM
deneparbHBIM OPraHOM UCIIOJIHUTEIILHON BJIACTH.

5. Co mus BeTyrUieHMs! B cuily Hacrosimero ®eaepanpHoro 3akona u mo 31 mekabps 2013 roma
BKJIFOUMTEIIPHO OCYIIECTBIIICTCS MEPEX0] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUH C
MpaBUjIaMU OpPTaHM3alMK MPOU3BOJCTBA U KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIMHU B
gact | craren 45 wHactosmero @denepadbHOTO 3aKoHa, B ToJHOM oObeMe. Cpoku mepexonaa
MPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB K WX MPOU3BOACTBY B COOTBETCTBUM C KOHKPETHBIMU
TpeOOBAHUSAMU JTAHHBIX MPABWJI, BKJIIOYAsi CPOKU aTTECTAIlMN YITOJJTHOMOYCHHBIX JIUI, YKA3aHHBIX B YaCTSIX
6 m 7 crateu 45 Hacrosuero ®enepanbHOro 3aKoHa, ycraHaBiuBaroTcs IIpaBurensctBoM Poccuiickoit
denepanuu.

6. JluneHsun Ha NPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHbIE 10 | stHBaps 2014 rona,
nerctByroT nocie 1 sHBaps 2014 romga 10 UCTEUYEHHs CpOKa MX JIEUCTBUSI MPU YCIOBHUM COOTBETCTBHS
JUIEH3WaTa TpaBWiiaM OPTaHW3allMd TMPOU3BOJCTBA M KOHTPOJIA KadyecTBa JICKAPCTBEHHBIX CPEICTB,
yKa3aHHBIM B uacTu | ctaTtbhu 45 HacTosero @enepalbHOTO 3aKOHa.

Undopmarus 06 n3MEHEHHSX:

Deoepanvrvim 3akonom om 29 nosops 2010 e. N 313-@3 cmamesa 71 nacmosiweco DedepaibHoco

3aKOHa OONONIHEHA Yacmvio 7, ecmynaioujeli 8 cuiy co OHA oQuyuUaIbHO20 ONnyOIUKOBAHUS HA38AHHO20

DedepanbHo20 3aKOHA

7. ®opMuUpOBaHUE TOCYJAPCTBEHHOI'O 3a/laHMsi Ha TIPOBEICHHUE HKCIEPTU3BI JIEKAPCTBEHHBIX

cpenacTB ¢eaeparbHOMy TOCYJApPCTBEHHOMY OIODKETHOMY YUPEXKIIEHUIO MO MPOBEACHHUIO SKCIEPTU3bI
JICKapPCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOCCIICUCHHUE BBIMOJIHCHUS STOTO 3aJaHUS OCYIISCTBIISIOTCS B
nopsiike, yctaHoBieHHOM DejepanbubiM 3akoHOM 0T 12 sHBaps 1996 rona N 7-®3 "O HekoMMepUeCKux
opraHu3anusx".

TAPAHT:

CMm. koMmMeHTapuu Kk ctaTthe 71 HacTosmero denepaibHOT0 3aKOHA

IIpesunent Poccuiickoit ®enepanuun . Mensenes

Mocksa, Kpemiib
12 anpens 2010 r.
N 61-®3
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