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CruCcoK M3MEHSFOUINX TOKYMEHTOB
(B pen. Denepanbubix 3akoHoB 0T 27.07.2010 N 192-D3,

or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,

ot 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-03,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-03,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-03,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-03,

ot 28.12.2017 N 425-®3 (pen. 27.12.2019), ot 04.06.2018 N 140-D3,
or 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-03,

or 27.12.2019 N 475-®3)

I'masa 1. OBIIUE TTOJIOKEHU S
Crats 1. lIpeqMet peryaupoBanusi HacTosiuero MegepajabHOro 3aKoHa

1. Hacrosmuii ®enepanbHblil 3aKOH peryaupyeT OTHOILEHHS, BOSHUKAIOIINE B CBS3U C OOpAaIleHHUEM -
pa3pa60TK0171, JOKIIMHNYCCKUMU HUCCICOOBAHUAMMU, KIIMHUYE€CKUMH HUCCICIOBAaHUAMU, BKCHepTHSOﬁ,
rOCYJIapCTBEHHON pErucTpalued, co CTaHJapTHU3alMedl W C KOHTPOJEM KadecTBa, IPOU3BOJICTBOM,
M3TOTOBIIEHHEM, XPaHEHUEM, NMEpeBO3KOH, BBO30oM B Poccmiickyro Penepanmro, BeIBo3oM M3 Poccuiickoit
®denepannu, pekIaMoil, OTIIYCKOM, peanu3alye, nepegadyeii, IpUMEHEHHEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX
CPEICTB.

(B pen. @enepanbnoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosimmii ®denepalibHblii 3aKOH YCTAHABJIMBACT NPHOPUTET TOCYIAPCTBEHHOTO PEryJIUpOBaHHS
Oe3onacHocTH, KadecTBa U 3PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB NPU HX OOpaIeHHH.
(B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-03)

Crartp1 2. Cepa npumeHeHus HacTosiiero ®enepajbLHOro 3aKoHa

Hacrosimuit denepanbHpIil 3aKOH NPUMEHSCTCS K OTHOIICHHSM, BO3HUKAIONIMM IPH OOpaIicHUU
JIEKapCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit @enepanuu.
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Cratbs 3. 3aK0HOAATEJIBLCTBO 00 00paIllleHNH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOAATENBCTBO 00 OOpaIIeHUH JIEKAPCTBEHHBIX CPEICTB COCTOUT M3 HacTosero denepaibHOro
3aKOHa, IPYTHX (eepalbHBIX 3aKOHOB U MHBIX HOPMATHBHBIX ITPABOBBIX akTOB Poccuiickoii Penepannu.

1.1. 3akoHOMATENBCTBO 00 OOpAIICHUH JICKAPCTBEHHBIX CPEICTB B OTHOIICHUH IOPUAMYCCKHUX JIMIl H
VHAWBUIYATBHBIX TPEANPUHUMATEIICH, OCYIICCTBISIONIMX JCATEIBHOCTh Ha TEPPUTOPHU MEXKITyHAPOHOTO
MEINIIMHCKOTO KJIacTepa, MPUMEHSIETCS C YIeTOM 0COOEHHOCTEeH, ycTaHOBIeHHBIX DenepanbHbiM 3aK0HOM 'O
MEXIYHApOJIHOM MEIWIIMHCKOM KJIACTEPe W BHECCHUM HM3MCHCHUH B OTJACIBHBIC 3aKOHOJATEIBHBIC aKThI
Poccutickoit @eaepanuu".

(gactp 1.1 BBenmena @eaepanbHbIM 3akoHOM OT 29.06.2015 N 160-D3)

2. Heiictue Hacrosmero demepalbHOTO 3aKOHA PACIpPOCTPaHSASTCS Ha OOpalleHHe HAPKOTHICCKHX
JICKAPCTBEHHBIX CPEJICTB M IMICUXOTPOIHBIX JICKAPCTBEHHBIX CPEACTB C YUETOM OCOOCHHOCTEH, YCTaHOBICHHBIX
3aKoHO/aTeNnbcTBOM Poccuiickoit Denepariyiv 0 HAPKOTUIECKUX CPEACTBAX, ICHXOTPOITHBIX BEIECTBAX U 00 X
MIpeKypcopax.

3. Jleticteue  Hacrosmero — ®demepalibHOTO  3aKOHa  PacHpOCTpaHsAETCS  Ha  OOpallcHHe
pannodapMaleBTHYECKUX  JICKAPCTBEHHBIX  CPEICTB C  y4YeTOM  OCOOCHHOCTEH, YCTaHOBIJIEHHBIX
3aKoHOJaTenbcTBOM Poccuiickoit @enepanyu B 001acTu o0ecrieueHus paguanioHHON 6€3011acHOCTH.

4. Ecnu MexnyHapoaHbIM 1oroBopoM Poccuiickoit denepaniuu yCTaHOBIEHBI MHBIC MPaBUiIa, YEM Te,
KOTOpPbIE OpeNyCMOTpeHbl HacTosiuM denepanbHbIM 3aKOHOM, NMPUMEHSIOTCS MpaBUila MEXIYHAapOIHOIO
JIOTOBOpA.

5. B Poccuiickoit @enepanun B COOTBETCTBUM C MEXKIYHapOAHBIMU JoroBopamu Poccuiickoit @enepaunu
u (W1M) HAa OCHOBE IMPHHIMIA B3aWMHOCTH TPHU3HAIOTCS PE3YIbTaThl KIMHWUYECKUX HCCIECIOBAHHMA
JIEKAPCTBEHHBIX TPENapaToB s METUIIMHCKOTO MPUMEHEHHS, MPOBEICHHBIX 3a MpeaeiaMu TepPUTOPHUH
Poccuiickoii @enepanuu.

Cratbs 4. OcHOBHBbIE NOHSITHS, HCIOJIb3yeMble B HacTOsieM DenepaibHOM 3aKOHE

I[J'ISI ueneﬁ HaCTOAICTO (I)e/:[epaJILHoro 3aKOHAa HUCIIOJIB3YIOTCs CIICAYONINE OCHOBHBIC ITIOHATHA:

1) JICKApCTBCHHBIC CPCACTBA - BCIICCTBA UJIM UX KOM6I/IHaI_II/II/I, BCTYIAOMME B KOHTAKT C OPraHnu3MOM
YCJIOBCKAa WKW JXUBOTHOI'O, IIPOHUKAIOOIME B OpraHbl, TKaHW OpraHu3Ma 4YCJIOBCKa WJIHW XUBOTHOIO,
NPUMCHACMBIC JUIA HpO(I)PIJ'IaKTI/IKI/I, JAUAarHOCTUKHU (33. HCKIIIOYCHUEM BCIICCTB MM HX KOM6HHaHHﬁ, HC
KOHTAaKTHUPYIOIINUX C OPraHU3MOM YCJIOBCKA WIN )KPIBOTHOFO), JICUCHUA 33,60J'ICB8.HI/I$I, p€a6I/IJ'II/ITaI_II/II/I, JUISA
COXpaHCHHA, ITPEAOTBPAIICHUA UIIU TIPEPhIBAHUA 6epeMeHHOCTI/I 1 MMOJYYCHHBIC U3 KPOBH, I1JIa3Mbl KPOBH, U3
OpraHoB, TKaHeH OpraHn3Ma 4Y€JIOBCKa WU KUBOTHOIO, paCTeHI/Iﬁ, MUHEpAJIOB MCETOJAaMH CHUHTE3a WA C
MNPUMCHCHUCM ouonornyeckux TexHonorui. K JICKAPCTBCHHBIM CPCEACTBAM OTHOCATCH (bapMaL[eBTI/I‘leCKI/Ie
CY6CTaHHI/II/I " JICKaAPCTBECHHLIC IIPCIIapaThl;

2) ¢dapmarieBTHuecKasi CyOCTaHIMS - JIEKAPCTBEHHOE CPEJCTBO B BHUJIC OJHOTO HIIM HECKOJIBKHX
obnagaomux (papMakoJIOTHUEeCKOW aKTHBHOCTBIO NEMCTBYIOLUIMX BELIECTB BHE 3aBHCUMOCTH OT NPHPOJBI
MPOUCXOXKJICHHS, KOTOPOE MPEHA3HAYEHO ISl IPOM3BOJICTBA, U3TOTOBIICHHS JIGKAPCTBEHHBIX MpPENapaToB M
orpenenseT ux 3pPeKTUBHOCTE;

(. 2 B pea. denepansHOro 3akona ot 22.12.2014 N 429-D3)

3) BCIIOMOT'aTCJIBHBIC BEIECTBA - BEIIECTBA HCOPraHMYCCKOI'O MJIIM OPraHUYCCKOro IPOUCXOXKICHUS,
HCIOJIB3YEMBIC B IPOLCCCC MPOMU3BOACTBA, HM3TOTOBJICHUA JICKAPCTBCHHBIX IPCIIAPATOB AJIA MPUAAHHUA UM
HCO6XO,E[I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘-ICCKI/IX CBOﬁCTB;

4) nexapcTBEHHBIE MpeTapaThl - IEKAPCTBEHHBIE CPEACTBA B BHJIE JIEKAPCTBEHHBIX (POPM, IPIMEHIEMBIE
JUTS IPO(DUIIAKTUKY, TUATHOCTHKH, JICUCHUS 3a00JICBaHsI, peaOINTalny, IS COXPaHSHUS, IPEIOTBPAICHUS
WM TIpephbIBaHusl OEpEMEHHOCTH;


consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A51F58CD73CDEB86C7F2E868B88FBC16EFFDDCF02C46F5B317083EDk3O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A51F58CD73CDEB86C7F2E868B88E9C136F3DDCB1DCD6C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A51F188D73CDEB86C7F2E868B88E9C136F3DDCB1CC7654E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28E58D54FE8AD73CDEB86C7F2E868B88FBC16EFFDDCF02C46F5B317083EDk3O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28E38857F18BD73CDEB86C7F2E868B88FBC16EFFDDCF02C46F5B317083EDk3O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC56D4E6721C5865EC4389ADD51A96EA638E4k8O

5) nexapcTBeHHass opMma - COCTOSHHE JIGKAPCTBEHHOTO IMperapara, COOTBETCTBYIOIIEE CIIOCO0aM ero
BBEJICHHS M IPUMEHEHNS W 00eCIIeUnBaroIIee JOCTHKEHIE HEOOX0UMOro JiedeOHoro 2 dexTa;

5.1) m03UpOBKa - COACPIKAHUE OJTHOTO WM HECKOIBKUX JCHCTBYIONIMX BEHIECTB B KOJUYCSCTBEHHOM
BBIPQXEHUH Ha SUHHUILY J03bI, U €IUHUIYy 00beMa, MIIH EANHUILY MacChl B COOTBETCTBHH C JIEKapCTBEHHON
(hopmoii OO TSI HEKOTOPHIX BUAOB JICKAPCTBEHHBIX (DOPM KOJMIECTBO BEICBOOOKTAEMOT0 M3 JIEKAPCTBEHHOM
(hopMBI ISHCTBYIONIETO BEIISCTBA 3a SUHHITY BPEMEHU;

(m. 5.1 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

6) mepeueHb >KU3HEHHO HEOOXOMMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX MPENapaTtoB - €KEroaHO
yrBepxkaaeMbiil IIpaButensctBoM Pocculickoit @Denepanny INEpedyeHb JIEKAPCTBEHHBIX IIPENAapaToB I
MEAUIUHCKOTO TPUMEHEHHs, 00eCIeYMBAIONINX MPUOPUTETHBIE MOTPEOHOCTH 3APABOOXPAHEHMS B LEIAX
MPO(UIAKTHKN W JIedeHHs 3a00JeBaHMiA, B TOM YHCJIE MPEoOIafammx B CTPYKType 3a00IeBaeMOCTH B
Poccuiickoit ®enepaunu;

6.1) opdanHBle IEeKapCTBEHHBIC Npenaparbl - JIEKapCTBEHHbIC MpenapaThl, IpeJHa3HaYeHHbIC
WCKITIOUUTENIBHO ISl TUarHOCTUKH WM MaTOT€HETHYECKOTo JICUCHHMS (JICUCHUS, HAITPABICHHOTO HA MEXaHH3M
pa3BuTHs 3a0051eBaHNs) peaAKuX (oppaHHBIX) 3a00JICBaHH;

(1. 6.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

6.2) OMoNOTHYECKHE JICKAPCTBEHHBIC MPenapaThl - JICKAPCTBEHHBIC MTPEapaThl, ISHCTBYIONIEE BEIISCTBO
KOTOPBIX MPOU3BEICHO WUIIH BBIJICICHO U3 OMOJIOrHYECKOT0 NCTOYHHKA U JIJISl ONIPE/ICIICHUS CBOWCTB M Ka4eCTBa
KOTOPBIX HEOOXO0IMMa KOMOMHAIMS OMOJOTMYECKUX U (PU3UKO-XUMHUECKUX MeToJ0B. K Ouosorudeckum
JICKApCTBEHHBIM IpenapaTaM OTHOCATCS UMMYHOOHOJIOTHYECKUE JICKApCTBEHHBIC TIPEnapaThl, JeKapCTBEHHbBIE
Mpernaparhl, MOJIy4eHHBIC U3 KPOBH, TIA3MbI KPOBH UEIOBEKA U JKUBOTHBIX (3@ UCKIIFOUCHUEM IIEIBHOM KPOBH),
OMOTEXHOJIOTUYECKHE JICKApCTBEHHBIC IIPENapaThl, TCHOTEPAIICBTHUECKHUE JIEKAPCTBEHHBIC MTPEIaparhl;

(1. 6.2 BBenen denepanbHpIM 3aKk0oHOM 0T 22.12.2014 N 429-D3)

7) IMMYHOOHOIOTHYECKUE JICKAPCTBEHHBIC MPEMAapaThl - JIEKAPCTBEHHBIC MTPenapaThl, MpeHa3HAYCHHbIE
Uit (GOPMHUPOBAHUST AKTUBHOT'O WJIM IMACCUBHOTO MMMYHHUTETA JIMOO JTUATHOCTUKH HAJIMYHMSI MMMYHUTETA WM
JMATHOCTHKH  CHEIM(UYESCKOr0  MPHOOPETEHHOr0  M3MEHEHHS  MMMYHOJIOTHYECKOrO0  OTBeTa  Ha
ajyiepru3upylomnpe Beniecrsa. K ”MMyHOOHOJIOTHYECKUM JICKAPCTBEHHBIM TperaparaM OTHOCSTCS BaKIHMHBI,
AHATOKCUHBI, TOKCHHBI, CBIBOPOTKH, IMMYHOIJIOOYJIMHBI M aJJICPTeHbI;
(. 7 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OMOTEXHOJNOTUYECKHE JICKAPCTBEHHBIE TpernapaThl - JIEKAPCTBEHHBIE IperapaThl, MMPOU3BOICTBO
KOTOPBIX OCYIIECTBISETCS C UCTIOIh30BAaHUEM OMOTEXHOJIOIMUECKUX MPOIIECCOB U MeTo10B (B ToM uuncie JJHK-
PEKOMOMHAHTHOH TEXHOJIOTHH, TEXHOJOTUH KOHTPOJIUPYEMOW OKCIIPECCHHU TE€HOB, KOAMPYIOIINX
OMONIOTHYECKH AaKTUBHBIE OENKM B IPOKAPUOTAaX H DyKapUOTaxX, BKJIOYAs W3MEHEHHBbIE KIETKH
MJIEKOITUTAIONINX ), TAOPUIOMHOTO METO/Ia ¥ METO0/1a MOHOKJIOHATBHBIX aHTHUTEIT;

(m. 7.1 BBenen denepanbHpIM 3ak0HOM OT 22.12.2014 N 429-D3)

7.2)  reHOTepaleBTMYECKHE  JIEKAPCTBEHHbIE  Mpemaparthl -  JIEKAPCTBEHHbIE  IPENaparthl,
(dapMareBTHUecKasi CyOCTaHIIMsI KOTOPBIX SIBJISIETCS PEKOMOMHAHTHOM HYKJIEWHOBOW KHCIIOTOW WIIM BKIFOUAET
B ce0s1 peKOMOMHAHTHYIO HYKJIEMHOBYIO KHCIIOTY, TIO3BOJISIOIILYIO OCYILECTBIISITh PErYJIMPOBaHNE, PETIapaLuio,
3aMeHy, J00aBJIeHHE WK YAaJeHUEe TeHETUUYECKON TOCIe10BaTEIbHOCTH;

(1. 7.2 BBenen PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

8) HapKOTHYECKHE JIEKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIC Mperaparbl U (apMaleBTHICCKHES
cyOCTaHIMU, copep)Kalue HAPKOTUIECKHE CPEJICTBA W BKIIOYCHHBIC B [lepeueHh HAPKOTHYECKHX CPEACTB,
MCUXOTPOIHBIX BEMIECTB M MX MPEKypCOpPOB, MOMIESKAIMMUX KOHTpoiato B Poccuiickoit ®denepanuu, B
COOTBETCTBHHM C 3aKOHOAAaTeNbcTBOM Poccuiickoit deneparum, MexayHapoIHbIMU aoroBopamu Poccuiickoit
®enepanny, B ToM uncie EnnHoN KOHBEHIMEN 0 HapKOTHUYECKUX cpelcTBax 1961 rona;

9) mcuXOTpOIHBIE JIEKAPCTBEHHBIE CpEACTBAa - JIEKAPCTBEHHBIE Npenaparhl M (apMaleBTHYECKHe
cyOCTaHIMU, coAepKalliue MCUXOTPOIHBIC BEUIECTBA M BKIIIOUCHHBIC B [lepeueHh HapKOTUYECKUX CPEACTB,
MICUXOTPOMHBIX BEIIECTB M MX MPEKypCOpOB, MOAJIEkKAMX KOHTpoiio B Poccuiickoit ®depepauuu, B
COOTBETCTBUU C 3akoHoJiaTeNbcTBOM Poccuiickoit denepanu, MexXIyHApOIHBIMU AOTroBOpamMu Poccuiickoii
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Oepepanuun, B ToM unciae KoaBeHImei o mcuxoTponHEIX BemecTBax 1971 roxa;

10) pannodapmarieBTHICCKAE JICKAPCTBEHHBIC CPEICTBA - JIEKAPCTBEHHBIC CPEACTBA, KOTOPBIE ColepKaT
B TOTOBOH ISl UCTIONB30BaHUs (POPME OJMH PATMOHYKIIU WIH HECKOIBKO PAUOHYKIHUIOB (PaTuOaKTUBHBIX
H30TOIIOB);

10.1) opurnHaNBHBINA JIEKaPCTBEHHBIN Tpenapar - JeKapCTBEHHBIN Iperapar ¢ HOBBIM JIEHCTBYIOIIAM
BEILIECTBOM, KOTOPBIH MEPBLIM 3aperucTpupoBaH B Poccutickoit denepariu nin B ”HOCTPAHHBIX TOCYIapCTBaX
Ha OCHOBaHWH pPE3yNbTaTOB TOKIMHUYECKUX WCCIIEOBAaHUN JIEKAPCTBEHHBIX CPEICTB W KIMHHYECKUX
WCCIIEIOBAHUN JIEKAPCTBEHHBIX IMPEMapaTroB, MOATBEPXKAAIINX €ro KadecTBO, J(PPEeKTUBHOCTH U
0e30I1acCHOCTE;

(m. 10.1 BBeneH deaepanbHBIM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JTeKapCTBEHHBIN MpenaparT - JIEKapCTBEHHBIN Mpenapar, KOTOPBIA UCTIOIB3YETCS IS
OLICHKM OHMOAPKBHBAJICHTHOCTH WM TEPANeBTUYECKOM JKBHBAJCHTHOCTH, KauecTBa, S(QEKTHBHOCTH U
0e30MacHOCTH BOCHPOU3BEICHHOTO JICKAPCTBEHHOTO TMpemnapara win OnoaHajaoroBoro (6momogo0HOTO)
JIEKapCTBEHHOTO Tpemnapara (Ouoanamora). B kadecTBe pedepeHTHOTO JEKapCTBEHHOTO IIperapara i
MEIUIMHCKOTO TPHMEHEHUS! HCIOJb3YeTCsl OpPUTMHANBHBIN JICKApCTBEHHBIH Mpemapar Jubo, eciu
OpPHUTHMHAJIBHBIN JIEKapCTBEHHBIH MpenapaT He 3aperucTPUPOBaH MM HE HAaXoIuTcs B obopore B Poccuiickoit
denepany ¥ HE HAXOAUTCS B 000POTE B MHOCTPAHHBIX FOCYJapCTBaX, BOCIPOU3BEACHHBIN JIEKAPCTBCHHBIN
npenapaTt Win OMOaHAIOTOBBIN (OMOTOAOOHBIN) JEKApCTBEHHBIH Tpenapar (OnoaHasor), KOTOPBIH MEePBBIM
3apErHCTPUPOBAH M3 YMCIa HaXOIsAImMxcs B o0opote B Poccuiickoii denepanyu, OMOIKBUBAICHTHOCTh WA
TepaneBTUYECKasl SKBUBAICHTHOCTh, Ka4eCTBO, 3(PEKTUBHOCTh U OE30MaCHOCTh KOTOPOTO OLEHHUBAINUCH IO
OTHOUICHUIO K OPHUIMHAJIBHOMY JICKAPCTBEHHOMY IIpenapary, a Taikke KadecTBO, 3((EeKTUBHOCTh H
0€30IacHOCTh KOTOPOTO TOATBEPKAAIOTCS pe3yibraTaMu (apMakOHaA30pa W IMPOBEPOK COOTBETCTBHUS
JICKApCTBEHHBIX CPEICTB, HAXOMSIIMXCS B TPaKIAHCKOM OOOpOTE, yCTAaHOBIECHHBIM TPEeOOBaHMAM K HX
KayecTBy. B kauecTBe pe(epeHTHOro JIEKapCTBEHHOIO Ipernapara Uil BETEPHUHAPHOTO HPUMEHEHHS
WCTIONB3YyeTCsl JICKAPCTBEHHBIM TMpenapar Ui BETEPUHAPHOTO MPUMEHEHHUS, 3aperHCTPUPOBAHHBIH B
Poccuiickoii @enepaiii Ha OCHOBAaHUU PE3YyJIbTATOB JIOKIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB
1 KIIMHUYECKUX MCCIIE0BaHUM JIEKaPCTBEHHBIX MIPENapaToB, HOATBEPKAAIOLINX €ro KauecTBO, 3PPeKTHBHOCTD
1 0€30MacHOCTb;

(. 11 B pen. ®enepanproro 3akona ot 27.12.2019 N 475-03)

12) Bocnpou3BEACHHBIN JIEKAPCTBEHHBIH Npernapar - JIGKapCTBEHHBIN IpenapaTr Uil MeIULMHCKOTO
MPUMEHEHHUS, KOTOPBI MMEET SKBUBAJICHTHBIA pedepeHTHOMY JIEKapCTBEHHOMY Iperapary KadeCTBEHHBIH
COCTaB M KOJMYECTBEHHBIN COCTAaB JICHCTBYIOIIMX BEUIECTB B SKBHBAJICHTHOH JIEKapCTBEHHOH (opme, IHO0
JIEKapCTBEHHBIN Mpemnapar il BETEPUHAPHOTO MPUMEHEHHUS, KOTOPBI MUMEET TaKhe ke, YTO U pedepeHTHBIN
JIEKapCTBEHHBIN NpenapaT, KaueCTBEHHBII COCTaB ¥ KOJMYECTBEHHBIN COCTAaB AEHCTBYIOINX BEIIECTB B TAKOU
e JIEKapCTBEHHOH (¢opme, OHOIKBUBAICHTHOCTh WM TEpaneBTHYECKas OSKBHBAJCHTHOCTh KOTOPBIX
COOTBETCTBYIOIIEMY pe(epeHTHOMY JIEKapCTBEHHOMY HpenapaTry IOATBEPKAECHAa COOTBETCTBYIOLIMMHU
HCCIIEN0BAHUAMU;

(. 12 B pen. @enepanproro 3akona ot 27.12.2019 N 475-03)

12.1) TepameBTHYecKas SKBHBAJEHTHOCTH JIEKAPCTBEHHBIX MPEMapaToB - JOCTIKEHHE KIMHHUYECKU
COIOCTaBUMBIX TepaneBTHYECKOro 3pdexra u nokazarenen 3pHeKTUBHOCTH 1 0€30MaCHOCTH IPH IPUMEHEHUH
JIEKapCTBEHHBIX TPENapaToB I MEIWIUHCKOTO TPHUMEHEHHs, HUMEIOMIMX OJHO MEXIyHapOJHOe
HEMaTeHTOBaHHOE (WJIM XUMUYECKOe, HITH TPYIIIUPOBOYHOE) HAMMEHOBAHHUE, B SKBUBAICHTHBIX TO3UPOBKAX IO
OJTHUM M TEM K€ ITOKa3aHMsIM K IPUMEHEHHIO U [TPU OAWHAKOBOM CHIOCO0E BBEACHUS y OJJHOH U TOM K€ IPYIIIIBI
OOJIBHBIX;

(m. 12.1 B pen. @eaepanpHoro 3akona ot 27.12.2019 N 475-03)

12.2) OuoananoroBbiii (OMONMOOOOHBIN) JeKapCTBEHHBIH mpemnapaT (OuoaHanor) - OWOJOTHYECKHH
JIEKApCTBEHHBI TIpernapar, CXOXUH 10 TapaMerpaM KadecTBa, JS(PQEKTUBHOCTH H 0E30MaCHOCTH C
pedepeHTHBIM OHOJIOTHYECKUM JIEKAPCTBEHHBIM MIPETIApaTOM B TAKOW XKe JICKapCTBEHHOU (hopMe 1 MMEIOINH
UACHTHUYHBIN c1I0cO0 BBEICHMUS;

(. 12.2 BBemen DepepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3auMO3aMCHSEMBIN JICKAPCTBEHHBI IIpemapaT - JIEKapCTBEHHBIN Ipemapar ¢ JOKa3aHHOM


consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28E68B50FE8FD73CDEB86C7F2E868B88FBC16EFFDDCF02C46F5B317083EDk3O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08B57F18CD73CDEB86C7F2E868B88E9C136F3DDCB1CC56D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08B57F18CD73CDEB86C7F2E868B88E9C136F3DDCB1CC56F4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08B57F18CD73CDEB86C7F2E868B88E9C136F3DDCB1CC5694E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08B57F18CD73CDEB86C7F2E868B88E9C136F3DDCB1CC56B4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC6644E6721C5865EC4389ADD51A96EA638E4k8O

TEpaneBTHYECKON  OKBUBAJICHTHOCTHIO WM  OWOIKBUBAJICHTHOCTHIO B  OTHOIICHHM pedepeHTHOro
JIEKapCTBEHHOT O TIperapaTa, IMEIOINi SKBUBAJICHTHBIE €My Ka4eCTBEHHBII COCTaB M KOJIMYECTBEHHBIN COCTaB
JCHCTBYIONINX BEIIECTB, COCTAB BCIIOMOTATENILHBIX BEIIECTB, JIEKAPCTBEHHYIO (JOPMY U CIIOCOO BBEICHUS;

(m. 12.3 BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OMOPKBUBAJICHTHOCTH JICKAPCTBEHHBIX IPETApaTOB - MOCTIKCHHE COIOCTABUMBIX ITOKa3aTesei
CKOPOCTH BCAaChIBaHUs, CTCIICHU IOCTYIUICHUS K MECTY JICWCTBUS M CKOPOCTH BBIBEJCHHS OJHOTO MU
HECKOJIBKMX 00Jamaronmmx (GpapMakoIOrn4ecKold aKTUBHOCTBIO JICHCTBYIOIIUX BEIIECTB IPH NPUMEHCHHU
JICKApCTBEHHBIX ~MpEnaparoB il MEAHMIUHCKOTO TPUMEHEHHS, HMEIONUX OJHO MEXKIyHapOoIHOe
HEMaTeHTOBaHHOE (MJIM XUMHUYECKOE, WIH TPYIITUPOBOYHOC) HANMCHOBAHHUE, B SKBUBAJICHTHBIX JO3UPOBKAX U
P OJIMHAKOBOM CITOCOOE BBEICHUS;

(1. 12.4 BBemen DenepaabHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PACTHUTEIHHOE CHIPbE - CBEKHE WM BBICYIIEHHBIE PACTeHHA JIMOO WX YaCTH,
HCIIOJIb3yeMbIe  JUISI TPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB OpraHU3allMsIMH - POU3BOIAMTCIISIMU
JICKAPCTBCHHBIX CPEJCTB MM HM3TOTOBJICHHS JIGKAPCTBEHHBIX MPEMapaToB AanTEeYHbIMU OpPTaHU3aIUSIMY,
BETCPUHAPHBIMHU  aNTCYHBIMH  OPTAHW3AIMSIMHU, WHIUBHIYAIGHBIMH TPEANPUHUMATEISMH, HMEIOIIAMHE
JUIICH3UIO Ha (hapMalleBTUUECKYIO IEeSTEIBHOCTS;

14) nexapcTBEHHBIM pACTHTEIBHBINA IIpemapaTr - JIEKapCTBEHHBIM MpemnapaT, MpPOW3BEACHHBIN WIH
W3TOTOBJICHHBIN U3 OJJTHOTO BU/A JIEKAPCTBEHHOT'O PACTUTEIHHOTO CHIPhs MJIM HECKOJIBKHUX BHJIOB TAKOTO CHIPhS
U peain3yeMblil B pacacoBaHHOM BHJIE BO BTOPUYHOH (IIOTPEOUTENBCKOMN) YIIaKOBKE;

15) roMmeomaTnyecKuii JIEKApCTBEHHBIN IpemnapaT - JIEKapCTBEHHBIH IpemnapaT, MPOW3BEACHHBI WIIH
W3TOTOBJICHHBIN U3 (papmarieBTHYECKON cyOCTaHIUM WK (QapManeBTHUECKUX CyOCTaHIMI B COOTBETCTBHU C
TpeOoBaHUAMH OOIMX (PapMaKONEHHBIX CTaTell K TOMEOIAaTHYECKUM JIEKapCTBEHHBIM MpenaparaM Hid B
COOTBETCTBHU C TPeOOBaHUAMH (papMaKOoNeH CTPaHbI IPOU3BOIUTENS TAKOTO JIEKAPCTBEHHOTO IIperapaTa;

(m. 15 B pen. @enepanbHOro 3aKoHa oT 22.12.2014 N 429-D3)

16) MexmayHapoIHOE HEMAaTEHTOBAaHHOEC HAMMEHOBAHHE JICKAPCTBEHHOTO CPEICTBA - HANMCHOBAHHE
JEeHCTBYIONIEro BemecTBa (hapMaleBTUYECKONH CyOCTaHIIMH, PEeKOMEHIOBaHHOe BceMupHO# opranm3anmei
3/IpaBOOXPaHEHHUS;

(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMECHOBAHHE JICKAPCTBEHHOTO CPEJCTBA - HAMMEHOBAaHUE JICKAPCTBEHHOI'O CPEJICTRA,
MPUCBOCHHOE €ro pa3padOTYMKOM, JICPXKATEIeM WM BIAACIBIEM PETUCTPAIMOHHOTO YIOCTOBEPECHUS
JISKaPCTBEHHOTO Mperapara;

(B pen. ®enepanpHoro 3aK0Ha OT 22.12.2014 N 429-D3)

17.1) rpynnupoBOYHOE HAUMEHOBaHME JICKAPCTBEHHOTO Mpernapara - HAMMEHOBAHHE JICKAPCTBEHHOTO
mpernapaTa, HE WMEIOIIET0 MEXAYHapOJAHOTO HEMaTeHTOBAHHOTO HAWMEHOBAHMSA, WM KOMOWHAIUH
JIEKApCTBEHHBIX MIPENapaToB, UCIOIb3YEMOE B LENAX 00bEJMHEHHS UX B IPYIITY O[] €MHBIM HAUMEHOBAaHHEM
WCXOJs1 M3 OAMHAKOBOTO COCTaBa JEHCTBYIOIINX BEIIECTB;

(m. 17.1 BBenen denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

18) obmast QapmakoneifHasi CTaThsl - JOKYMEHT, YTBEPXIEHHBIH YHNOJIHOMOYEHHBIM (ellepatbHbIM
OpTaHOM HCTIOJTHUTEILHOM BIACTH M COJIEPIKAIMi IIepeueHb NoKa3aTeleil kauecTBa v (MJIH) METO/I0B KOHTPOJIS
KayecTBa KOHKPETHOM JIeKapCTBEHHOW (OpMBI, JIEKApCTBEHHOI'O PACTUTENHHOTO CBHIPbS, OMHCAHUS
OMOJIOTHYECKUX, OMOXUMHUYECKIX, MUKPOOHOJIOTHIECKUX, (PU3UKO-XUMHUYECKHX, (PUINUECKUX, XUMUIECKUX U
JpYyTrUX METOJOB aHaju3a JIEKAPCTBEHHOTO CPEICTBA, a TaKKe TPeOOBaHMS K HCIOIB3YEMBIM B LENAX
MPOBEJICHUsI JAHHOTO aHaJM3a PeakTHBaM, TATPOBAHHBIM PACTBOPAM, HHIHUKATOPaM;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

19) dapmakoneiinasi ctaTbst - JOKYMEHT, YTBEP>KACHHBIH YHNOJHOMOYEHHBIM (ellepalbHbIM OpraHOM
UCTIOJTHUTENIPHOM BJIACTU W COJEpIKAIIMI MepedeHb MoKa3aTesiedl KauecTBa M METOIOB KOHTPOJIS KadecTBa
JIEKApCTBEHHOTO CPE/ICTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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19.1) cranmapTHble 00pa3lbl - BEIIECTBA, MOCPEACTBOM CPABHEHUS C KOTOPBIMH OCYIIECTBISICTCS
KOHTPOJIb KadeCTBa WCCIEIyeMBIX JIEKAPCTBEHHBIX CPEACTB C TMOMOINBI0  (PH3UKO-XUMHYECKAX M|
OMOJIOTHMYECKUX METOJIOB B IICJIAX TOJTBEPXKIACHUS COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
HOPMAaTHUBHOM JTOKYMCHTAIlMU, YCTAHOBJICHHBIM IMPU OCYIIECTBICHUU TOCYAapCTBEHHON pETUCTpaIuy, U
KOTOpBIE TIPUMEHSIOTCS U KAIHOPOBKH CTaHIAAPTHBIX 00pa3IOB MPOM3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB,
HCTIONB3YEMBIX JUISI KOHTPOJIS KauyecTBa U MHBIX LIeJel pyu 00paIieHNH JIEKapCTBEHHBIX CPECTB;

(. 19.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) (hapMakoIIeHHbII cTaHIaPTHBIN 00pa3ell - CTAaHAaPTHBIA 00pa3ell, IPOU3BEICHHEIN B COOTBETCTBHI
¢ (hapMaKoTCHHON CTaThel;
(. 19.2 BBeneH deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHAS TOKYMEHTAIHS - JOKYMEHT, COJIEPKaIlINid epedeHb ONpeNesieMbIX 0 Pe3yIbTaTaM
COOTBETCTBYIOIIUX OKCIEPTU3 TOKa3aTelel KadecTBa JIEKAPCTBEHHOTO CpPENCTBAa I MEAUIIMHCKOTO
MIPUMEHEHUSI, METOJIOB KOHTPOJISI €r0 Ka4eCTBAa M YCTAHOBJICHHBIN €TI0 IIPOU3BOIUTEIIEM;

21) HOpPMATWUBHBIA JOKYMEHT - JOKYMEHT, COJEpKaIlWi IepevYeHb OIpelesieMbIX IO pe3yibTaTraM
COOTBETCTBYIOIINX 3KCIEPTHU3 MOKa3aTeslel KauecTBa U (WJIM) METOAOB KOHTPOJS KayecTBa JIEKapCTBEHHOM
(GbopMbI, omucaHus OHMOJIOTUYECKHX, OHOXUMHUYECKUX, MHKPOOHUOIOTUYCCKHX, (DU3MKO-XUMUYECCKHUX,
(¢u3MUeCKuX, XUMHYECKMX W JPYI'MX METOAOB aHANM3a JIEKAPCTBEHHBIX CPEICTB U1 BETEPHUHAPHOTO
MpUMEHEHHSs], TPeOOBaHUsI K HCIIONB3YEMBIM B LIEJISIX [TPOBEACHUS JAHHOTO aHAIM3a PEaKTUBaM, THTPOBAHHBIM
pacTBopam, HHAUKATOPaM U YCTaHOBJIEHHBIN €To MPOU3BOAUTENIEM;

21.1) oOmuuii TEXHUYECKUH JOKYMEHT - KOMITIEKT JOKYMEHTOB U MaTEPHUAJIOB, COCTOSIINHN U3 HECKOIBKUX
pa3menoB - JOKYMEHTallMM aJMUHHCTPATUBHOTO XapakTepa, XHMHUYECKOH, (apMaleBTHYECKOH U
OMOJIOTUYECKON JOKYMEHTAlWH, (apMakoJIOrHIeCKOr, TOKCHKOJIOTHYECKOW NOKYMEHTAIUH, KIMHUYECKOU
JOKYMEHTallUl M THPEACTAaBISEMBIl OIHOBPEMEHHO C 3asBICHHEM O TOCYAAapCTBEHHOH pPETHUCTPALUU
JICKapCTBEHHOTO Ipernapara il MEAULUHCKOIO IPUMEHEHUs B popMaTe, YCTAHOBJICHHOM YHOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCITOTHUTEILHON BIIACTH;

(m. 21.1 BBeneH denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JIEKapCTBEHHOTO CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEACTBA TPEOOBAaHHAM
(dapMakorneifHo! cTaThi MO0 B Cilydae €€ OTCYTCTBUS HOPMATHBHOH JIOKYMEHTAIlMH WM HOPMAaTHBHOTO
JIOKyMEHTA,;

23) 6e30IacHOCTh JEKapCTBEHHOTO CPEJICTBA - XapaKTePUCTHKA JIEKAPCTBEHHOT'O CPEICTBA, OCHOBAHHAS
Ha CPaBHUTEJILHOM aHau3e ero 3(eKTUBHOCTH U PUCKA IIPUIMHEHUS Bpe/a 310POBbIO;

24) 53¢ heKTUBHOCTD JIEKAPCTBEHHOTO Tperiapara - XapaKTepUCTUKA CTEIIEHU MOJIOKUTELHOTO BITHSHUS
JIEKapCTBEHHOT0 TpernapaTa Ha TEYeHHE, MPOJOJDKUTEIHHOCTh 3a00JeBaHMS WM €ro MpeloTBpalleHuE,
peadmInTannIo, Ha COXpaHEHHe, IPEeIOTBPAIlleHNE HITH TIPEephIBaHHe OEPEMEHHOCTH;

25) cepuda JICKAPpCTBECHHOI'0 CpEACTBA - KOJHMYCCTBO JICKAPCTBCHHOI'O CPEACTBA, MPOU3BCACHHOC B
PE3YIBTATE OJJHOTO TEXHOJIOIT'MYCCKOI'O IUKJIA €TI0 IPOU3BOAUTEIIEM,

26) perucTpaluoHHOE YAOCTOBEPSHHE JICKAPCTBEHHOI'O Mperapara - JOKyMEHT, OATBEP K IAOTHH (hakT
rOCyIapCTBEHHOU PEruCTpalluy JIEKAPCTBEHHOTO MperapaTra;

26.1) mepkarenh WIA BJAQAEINEI] PETUCTPAIMOHHOTO YIAOCTOBEPEHUS JIGKAPCTBEHHOTO IIpemapara -
pa3paboTUMK JIEKapCTBEHHOTO CPEACTBA, MPOU3BOAUTEND JEKAPCTBEHHBIX CPEJICTB WM MHOE HOPUIMYECKOE
JIUI0, 00J1aIaI0IIee MPABOM BJIaJICHUS PETUCTPAIMOHHBIM YIOCTOBEPEHHEM, KOTOPhIE HECYT OTBETCTBEHHOCTD
3a KauecTBO, 3PPEKTUBHOCTL M OE30IACHOCTh JICKAPCTBEHHOTO MIperapara;

(1. 26.1 BBeneH DenepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

27) perucTpaloHHBII HOMED - KOJ0BOe 0003HaYCHUE, TIPUCBOCHHOE JIEKAPCTBEHHOMY Ipenapary Ipu
€ro rocyJapCTBEHHON perucTpaluu;

28) oOpailieHUE JICKAPCTBEHHBIX CPEACTB - pa3paboTKa, JOKIUHUYECKUE MCCIICIOBAHUS, KIMHUYCCKUC
WCCIIEIOBAHNA, DKCIIEPTH3a, TOCYAAapCTBEHHAs PETUCTpalys, CTaHAApTH3alys W KOHTPOJIh KadecTBa,
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MPOU3BOJICTBO, U3rOTOBJIEHUE, XpaHEHHUE, IEPEBO3Ka, BBO3 B Poccuiickyto denepalinio, BbiBO3 U3 Poccuiickoi
®enepanuu, pekiiama, OTIyCK, pealin3anys, Iepeaada, MpUMeHEeHNe, YHHYTOXXEHHE JIeKapCTBEHHBIX CPENICTB;
(8 pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-D3)

29) cyOBeKThI 00pallieHus JICKAPCTBEHHBIX CPEICTB - (PU3MUYCSCKUE JIUIA, B TOM YUCIIC WHIAUBUIYAIbHBIC
MpeINPUHUMATEIH, U IOPHIMYECKHIE JIUIA, OCYIICCTRISIONIE SSTeIBbHOCTh PU 00paIeHUH JISKapCTBEHHBIX
CPEICTB;

30) pa3paboTuuK JIEKAPCTBEHHOTO CPEJCTBA - OpraHu3alus, 00Jajarolias MpaBaMH Ha Pe3yJbTaThl
JNOKITMHIYIECKUX WCCIEOBAaHUN JICKAPCTBEHHOI'O CPEACTBA, KIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHOTO
npemnapata v (WIKM) Ha TEXHOJIOTHIO TPOU3BOJICTBA JIGKAPCTBEHHOTO CPEICTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPENCTB - AESATENHFHOCTD 110 ITPOU3BOICTBY JIEKAPCTBEHHBIX CPENICTB
OpraHU3aLNUSIMHU - IPOU3BOJUTEISIMU JICKAPCTBEHHBIX CPEICTB HA OHOM CTAINH, HECKOJIBKUX WM BCEX CTAIUAX
TEXHOJIOTHYECKOTO TMPOIIECCa, a TAKKE TI0 XPAaHSHHIO U PeaT3aliy TPOU3BEICHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

31.1) mpow3BOICTBEHHAs IJIOMIANKA - TEPPUTOPHUATBHO O0OCOOJEHHBIN KOMIUIEKC IMPOU3BOTUTENS
JICKApCTBCHHBIX CPCACTB, Hpelea?,Ha‘-ICHHI)II\/'I JJI4 BBITIIOJIHEHUSA BCCTO IMMPOLECCa MPOU3BOACTBA JICKAPCTBCHHBIX
CPEACTB WU €r0 ONPEACICHHON CTaIuH;

(m. 31.1 BBenen denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) mnpou3BOAMTENHL JIEKAPCTBEHHBIX CPEACTB - OpraHu3aiys, OCYIIECTBIAIONIAs IPOU3BOJCTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUHY C TPeOOBaHMAMU HacTosImero denepaabHOro 3aK0Ha;

33) dapmaueBTHUECKas AEATENBHOCTh - AEATENBHOCTb, BKIIOYAIOIAs B CE0sl ONTOBYIO TOPrOBIIIO
JIEKApCTBCHHBIMU CPE/ICTBAMH, MX XpaHEHHE, MEepeBO3KY M (WJIM) PO3HUYHYIO TOPTOBIIO JICKAPCTBCHHBIMU
IpernapaTaMHy, UX OTITyCK, XpaHEHHUE, IEPEBO3KY, N3TOTOBICHHE JIEKAPCTBEHHBIX NPENAPATOB;

34) opraHuzanus ONTOBOW TOPTOBIH JICKAPCTBEHHBIMU CPEICTBAMH - OPTAHM3AIS, OCYIICCTBIISIFOIIA
OITOBYIO TOPTOBJIIO JIEKAPCTBECHHBIMY CPEJICTBAMH, X XpaHEHHUE, TIEPEBO3KY B COOTBETCTBHH C TPEOOBAHUAMU
HacTosmero deaepanbHOTO 3aK0HA;

35) anteyHast opraHu3alys - OpraHu3alns, CTPYKTYPHOE MOJpa3/ieleHne MEIUIMHCKON OpraHu3aIyy,
OCYLIECTBIISIIOIME PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBIMH IpenaparaMd, XpaHEHHE, IE€PEBO3KY,
W3rOTOBJICHWE U OTIYCK JIEKAPCTBEHHBIX NPENapaTroB A MEIULMHCKOrO NPHUMEHEHHS B COOTBETCTBUH C
TpeboBaHMAMH HacToAlero deaepanbHOTO 3aK0HA;

(B pea. @enepanpHoro 3akoHa ot 25.11.2013 N 317-03)

36) BereprHapHas anTe4YHasl OPraHU3aLMs - OPraHu3alus, CTPYKTypHOE MoJpa3esieHle BeTepUHApHON
OpraHM3alli{, OCYIIECTBIIONIME PO3HUUHYIO TOPTOBIIO JIEKAPCTBEHHBIMU IIperapataMu, XpaHEHHeE,
W3TOTOBJIEHWE W OTITYCK JIEKApCTBEHHBIX TPENapaToB [JIs BETEPUHAPHOTO NMPHUMEHEHHS B COOTBETCTBHUHU C
TpeGoBaHUAMH HacTosero deaepaibHOrO 3aK0HA;

37) danbcupupoBaHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOXKIAAEMOE
JIOKHOHM MH(pOPMAaLIMEH 0 ero coctaBe u (MJIM) IPOU3BOIUTEIIE;

38) HenoOpOKAaYECTBEHHOE JIEKAPCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEACTBO, HE COOTBETCTBYIOLIEE
TpeOoBaHUsM (apmakoneliHOW CTaThM IJIMOO B cllydyae ee OTCYTCTBHS TpPeOOBaHUSM HOPMAaTUBHON
JOKyMEHTALUU WK HOPMAaTUBHOIO JOKYMEHTA,

39) xoHTpadakTHOE JIEKapPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPENCTBO, Haxojsleecs B 000poTe ¢
HapyIIEHHEM IPaXIaHCKOTO 3aKOHOIATEIhCTBA;

40) TOKIMHUYECKOE UCCICIOBAHHUE JIEKAPCTBEHHOTO CPEACTBA - OMOIOTHUECKUE, MUKPOOHOIOTHYECKUE,
WMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKHE, (apmakoiorudeckue, Qu3ndeckne, XHUMHYECKHE U JpyTHE
WCCIIETOBAHUSA JIEKAPCTBEHHOTO CPEJCTBA MyTEM MPUMEHEHHUS HAyYHBIX METOJOB OILIEHOK B LEJSAX MONTYYIEeHHUS
JI0Ka3aTelIbCTB 0€30MaCHOCTH, KauecTBa U 3P(EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;
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41) KIMHUYECKOE UCCIICIOBAHHUE JICKAPCTBECHHOTO Tperapara - M3y4eHHe TUAarHOCTUYECKUX, JICYCOHBIX,
MPO(UIAKTHYECKUX, (hapMaKOJIOTHIECKUX CBOMCTB JIEKApCTBEHHOTO Ipenapara B IPOIECCe ero MPUMEHEHUS Y
YEJIOBEKA, )KUBOTHOTO, B TOM YHKCJIE MPOIIECCOB BCACHIBAHUS, PACTIPECICHUS, U3BMEHEHUSI U BHIBEJICHUS, ITyTEM
MPUMEHCHUSI HAY4YHBIX METOJOB OIICHOK B IICNIAX IOJYYCHHUS JOKa3aTeIhCTB OE30MaCHOCTH, KayecTBa WU
3¢ (HeKTUBHOCTH JIEKApCTBEHHOTO Tpenapara, JAaHHBIX O HEXKeJIaTeNbHBIX PEeaKIisIX OpraHu3Ma YellOBeKa,
JKUBOTHOTO Ha NPUMEHEHHE JIEKapCTBEHHOro mpemapara M 00 3ddexre ero B3auMOICHCTBHS C PYTHMHU
JICKaPCTBEHHBIMH ITperapaTaMu U (WJIH) MUIIEBBIME TPOAYKTaMHU, KOPMaMH;

42) MHOTOIICHTPOBOE KIMHHYECKOE WCCICAOBAHHE JIEKAPCTBEHHOTO IMpernapara JUisd MEIUIHHCKOTO
MIPUMEHEHUSI - KIMHUYECKOE HCCIIEIOBAaHME JIEKAPCTBEHHOTO MpernapaTa JUisi MEIUIIMHCKOIO NPUMEHEHUS,
MIPOBOAMMOE Pa3pabOTYMKOM JICKAPCTBEHHOTO MpernapaTra B JBYX W 0oJiee MEOUIIMHCKHX OpraHU3alUsIX I10
€AMHOMY TIPOTOKOIY KJIMHUYECKOTO MCCIIEIOBAHNS JIEKAPCTBEHHOTO TIpernapara;

43) MexayHapOZHOE MHOTOLIEHTPOBOE KIMHHYECKOE HCCIIEIOBAHUE JIEKAPCTBEHHOIO Ipernapara Ajs
MEIUIIMHCKOIO NMPUMEHEHHUS - KIMHUYECKOe HCCIIeI0BaHue JIEKAPCTBEHHOIO IpernapaTa A MEeTUIIMHCKOTO
MIPUMEHEHUS, IPOBOANMOE Pa3pabOTUYMKOM JICKAPCTBEHHOTO Ipernapara B PasjIMuHBIX CTpaHaX MO €OUHOMY
MIPOTOKOJY KJIMHUYECKOTO HCCIIeI0BaHUs JIEKAPCTBEHHOIO IIpenapara,;

44) mocTperucTpaluoHHOE KIMHNYECKOE HCCIIe0BaHME JIGKAPCTBEHHOTO MpernapaTa Uil MeTUIIMHCKOTO
MIPUMEHEHUSI - KIIMHUYECKOE HCCIEOBaHME JIEKAPCTBEHHOTO Tperapara Uisi MEeIUIIUHCKOTO MpPUMEHEHHUS,
MPOBOJMMOE TIPOU3BOAMTEINIEM JIGKAPCTBEHHOTO Npenapara, rpakJanCcKuii 000pOT KOTOPOTO OCYIIECTBISCTCS
Mocje TOCyNapCTBEHHOW PETUCTpAlUH, B IIENSAX JOMOIHUTENHFHOTO cOopa AaHHBIX O ero 0e30MacHOCTH H
3¢ (HEeKTUBHOCTH, pacCHIMPEHHs MOKa3aHWH K MPUMEHEHWIO JaHHOTO JIEKapCTBEHHOTO Mperapara, a TaKkKe
BEISIBJICHHS HEXKETATEeIFHBIX PEaKIiil MalueHTOB Ha €ro JIeiCTBUE;

45) uccnenoBanue OMOIKBUBATICHTHOCTH JIEKAPCTBEHHOT'O ITperapaTa - BUJ] KIMHAYECKOT0 UCCIIeJOBAHUS
JIEKapCTBEHHOTO TIperapara, MpoBeeHHEe KOTOPOTO OCYIIECTBIISIETCS U ONPEAETICHHs CKOPOCTH BCACHIBAHUS
U BBIBEICHHS OJHOTO WIM HECKOJBKUX OO0Namarommx (papMaKoJIOTHYECKOH aKTHBHOCTHIO JEHCTBYIOIINX
BEILIECTB, KOJIMYECTBA JIEKAPCTBEHHOTO Ipenapara, JOCTUTAIOIIEr0 CUCTEMHOTO KPOBOTOKA, M PE3YJIbTAThl
KOTOPOTO MO3BOJISIIOT C/IETIaTh BBIBOJ O OMOIKBUBAJICHTHOCTH BOCIIPON3BEICHHOTO JIEKAPCTBEHHOT'O IIperapaTa
B OIIPE/ICIICHHBIX JIEKAPCTBEHHOH (popMe U T03UPOBKE, COOTBETCTBYIOLIMX (hOpME M JO3UPOBKE PehepeHTHOTO
JIEKapCTBEHHOT'O IIpernapara;

(1. 45 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-03)

46) uccnen0BaHKUE TEPANICBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IPETIApaTOB - BU KIMHUIECKOTO
WCCIIE/IOBAaHUSl JIEKAPCTBEHHBIX MPENapaToB, NPOBEJCHHE KOTOPOTO OCYHIECTBISETCS Ui BBISBICHUS
OJIMHAKOBBIX CBOMCTB JIGKapCTBEHHBIX IIPENapaToB ONPEIeNICHHON JIeKapCTBEHHOH (OPMBI, @ TaKKe HATMUYHS
OJIMHAKOBBIX TIIOKa3arenei Oe3omacHOCTH M 3((GEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, OJWHAKOBBIX
KIMHUYECKHUX dPPEKTOB NIPU UX MPUMEHEHNH;

47) mpOTOKOJI KIMHMYECKOTO HCCIIEJOBAHUS JIEKAPCTBEHHOTO IMpemnapaTa - JOKYMEHT, B KOTOPOM
OTIPENEIIAIOTCS LeNd, (OpPMBI OpraHU3allMd M METOAOJIOTHS NPOBEICHUS KIMHHUYECKOTO HCCIEeI0BaHUS,
CTaTHCTHYECKHE METOAbl O0OpabOTKM pe3yabTaTOB TAaKOTO WCCIEAOBAHMS U MeEphl IO 00eCIEeYEeHHIO
6e3omacHOCTH (PU3NIECKUX JIUI, YIACTBYIOIINX B KIIMHUIECKOM HCCIIEOBAaHUH JIEKAPCTBEHHOTO Mperapara;

48) 6p01n}0pa HUCCICA0BATCIAA - CBOAHOC M3JIOKCHUC PE3YJIBTATOB NOKIMHUYCCKOTO HCCICAOBAHUSA
JICKApCTBCHHOI'O CPEACTBA W KIIMHHUYCCKOro HMCCJIICAO0BAHUA JIEKAPCTBECHHOI'O IIp€rapara Ijisd MEAUIMHCKOIO
MNPUMCHCHUS

49) uahOpMALMOHHBIA JHUCTOK MAIlMEHTa - JTOKYMEHT, B KOTOPOM COJEp)KAaTCs B IOCTYNHOW (opme
CBEIICHMS, Kacalollfecs MIPOBOIMMOrO KIMHHYECKOTO WCCIEIOBAaHUS JIEKAPCTBEHHOTO IIpenapara, W B
MUCbMEHHOH (opMe J0OpOBOJIBHOE COIIacHMe MalUeHTa Ha Y4acTHe B KIMHHYECKOM HCCIIECIOBaHUH
JIEKApCTBEHHOTO Tpernapara I0Clieé O3HAaKOMJIGHHSI C OCOOEHHOCTSMH KIMHHYECKOTO HCCIIEAOBaHMS,
MMEIONTNMH 3HaY€HHE SIS BEIPAXKEHHUS TAKOTO COTIIACHS;

50) nobouyHOe AEHCTBHE - peakildsi OpraHW3Ma, BO3HHUKIIAS B CBSI3U C MPUMEHEHHEM JICKAPCTBECHHOI'O
mperapara B 033X, PeKOMEHIYEMbIX B MHCTPYKITUH TI0 €T0 IPUMEHEHHIO, ISl TPOPMIAKTUKH, TUATHOCTUKH,
JIedeHUS 3a00JIEBAHUS WITH JIJIST PeaOrTUTAITIY;
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50.1) HexenaTenbHas peaklus - HEMpPEOHAMEpEHHass HeONAronpusITHAS peakUusi OpraHru3Ma, KOTopas
MOXeT OBITh CBSI3aHA C TIPIMEHEHHEM JICKAPCTBEHHOTO ITpenapara;
(m. 50.1 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepre3Has HexenaTeNnbHash peakUMd - HEXeJaTelbHas peaklus OpraHu3Ma, CBs3aHHas C
IIPUMEHEHUEM JIEKapCTBEHHOT'O IIpernapaTa, NpUBEAIas K CMEPTH, BPOKICHHBIM aHOMANIMSAM WIH IOPOKaM
pa3BuTHs TMOO0 TpeAcTaBisiiomas co0oi yrposy KH3HH, TpeOylollas TOCHUTANM3AIUN WU TpUBEAIIas K
CTOMKOMW yTpaTe TPYyAOCTIOCOOHOCTH M (M) MHBATHIHOCTH;

52) HenpeaBHUICHHAS HEXeETaTeIbHAS PEaKIH - HeXKeTaTelIbHas peakiis OpraHu3Ma, KOTopasi CBs3aHa ¢
MpPUMEHEHHUEM JICKapCTBEHHOI'O Mpenapara B 033X, PEKOMEHIYEMBIX B IPOTOKOJIE €ro KIMHHYECKOTO
WCCIIeIOBaHUs, OpOIIIOpe HCCIeAoBaTeNs, WIM C NPUMEHEHHWEM JIeKapCTBEHHOTO IIpenapara B 032X,
PEKOMEH/TyEMBIX B HHCTPYKIIUH 10 €T0 IIPUMEHEHHIO JUIS MPO(MITaKTHKH, TUATHOCTHUKH, JICUCHHS 3a00JIeBaHNS
WM MEIUIWHCKON peaOMIMTAllMM MalUeHTa, U CYIIHOCTh, TSDKECTh MJIM MCXOJ KOTOPOW HE COOTBETCTBYET
uH(opMaLuK 0 JEKapCTBEHHOM IIpernapare, coAepikaleiicss B IPOTOKOIE ero KIMHHYECKOro UCCIIeI0BaHus,
OpoIIIOpe MCCIeI0oBaTENs WM B MHCTPYKIUH 10 IPUMEHEHHIO JISKApCTBEHHOTO TperapaTa;

(m. 52 B pen. @enepanbHOro 3aKoHa o1 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJ JESITEIBHOCTH IO MOHUTOPHUHTY S(GQGEKTHBHOCTH M 0E30MacHOCTH
JICKapCTBEHHBIX IPENapaToB, HANPABICHHBIA Ha BBIIBICHUE, OLEHKY M NPEIOTBpAIICHUE HEXelaTelIbHbIX
MOCJIEeICTBUN TPUMEHEHHS JICKaPCTBEHHBIX IPENaparTos;

(. 52.1 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) mmaH ympaBiIeHHWS PHUCKAMHU - TOAPOOHOE OIMMCAaHWE MEPOIPHUITHH M0 (apMaKoHAI30DY,
HaTpaBICHHBIX Ha BBIIBICHHE, ONCHKY M NPEAOTBpAIICHUE WIM MHHAMH3AIUIO DPUCKOB, CBS3aHHBIX C
JIEKApCTBEHHBIMH TIpeTiapaTaMu, BKIIOUYas OIICHKY S (GEKTUBHOCTH NAHHBIX MEPOTIPUSTHIA;

(m. 52.2 BBeneH denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

53) peuenT Ha JIEKApCTBEHHBIA Mpemapar - MEIUIMHCKUA JOKYMEHT YCTaHOBJICHHOW (HOpPMBI,
coJiepKaliuii Ha3HAuUEHHE JICKQpPCTBEHHOIO TIpenapara JUisi MEJMIMHCKOTO MPUMEHEHUS, BbIJIaHHBIN
MEUIUHCKUM PaOOTHHUKOM B IIEJISIX OTITyCKA JIEKAPCTBEHHOTO MPEenapaTa Wik ero U3rOTOBJICHHSI U OTITyCKa Ha
OyMa)XHOM HOCHTEJIC WJIA C COTJIaCHs MAallMeHTa WM €ro 3aKOHHOTO MPEJACTaBUTEIS B (JOPME 3JICKTPOHHOTO
JIOKYMEHTa, TOJIHUCAHHOTO C KCIIOJIb30BAHUEM YCHJICHHOW KBaTM(DUIMPOBAHHOW 3JICKTPOHHOM MOITUCH
MEIUIUHCKOTO  pa0oOTHHUKA, JHUOO JIOKYMEHT YCTAaHOBJICHHOH (OPMBI, COJACpXKAIIUi Ha3HAYCHUE
JICKQpPCTBEHHOTO Tpernapara JJisi BETEPUHAPHOTO MNPUMEHEHUS, BBIJAHHBIA CHEIMATHCTOM B 00JacTh
BETEPHHAPHH B IICJIAX OTIYCKa JICKAPCTBCHHOT'O MpernapaTa Wik ero M3roTOBJICHHS U OTIYCKa Ha OyMaKHOM
HOCHTEIIE;

(B pea. ®enepanbHbIX 3ak0HOB OT 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHNE METUIIMHCKOW OpraHU3aIliH, BETEPUHAPHON OpraHU3aluy - TOKYMEHT YCTaHOBJIEHHON
(opMBI, KOTOpBIH BBINMHCAH MEOULUMHCKUM PAaOOTHUKOM MM CIIELUATUCTOM B OOJIACTH BETEPHUHAPHH,
UMEIOIIMMH Ha 3TO TPaBO, M COAEPKUT B MUCBMEHHOH (opMe yKa3aHHE anTedyHOW OpraHu3aliH HIIH
BETEpUHAPHOH aNTeUHON OpraHu3aluu 00 OTITyCKe JIEKAPCTBEHHOI'O Mpenapara Win O €ro U3rOTOBJICHUH U 00
OTITyCKE JIJIs1 oOecTieueHns JJe4eOHOro mporecca B MEIUIIMHCKOW OpTraHu3alliy, BETepUHAPHOW OpraHU3aIlNN;
(B pen. @enepanbnoro 3akona ot 02.08.2019 N 297-03)

55) KOMITIEKCHASI OIIEHKA JICKAPCTBEHHOTO Iperapara - OleHKa 3aperuCTPUPOBAHHOIO JICKAPCTBEHHOTO
mperapara, BKIIOYarolas B ceds aHaimm3 WH(OPMAIMK O CPAaBHUTEILHOW KIWHUYECKOH 3¢ddexTuBHOCTH H
0€3011acHOCTH JIEKAPCTBEHHOTO TpernapaTa, OI[eHKY SJKOHOMHUYECKHX TTOCJIECTBUI €ro MPUMEHEHUS, U3yYCHUE
JOTIOTHUTENBHBIX TIOCICACTBUM NMPUMEHEHHUs JIEKapCTBEHHOTO TperapaTa B IENIX NPHHSITHS pEIieHHH o
BO3MOKHOCTH BKJIFOUCHHS JICKAPCTBEHHOTO TIperiapaTa B IMEPEUYCHb KU3HCHHO HEOOXOMMMBIX W BaKHEUITHX
JIEKQpCTBEHHBIX IMpenapaToB, HOPMATUBHBIC MPABOBBIC aKThl U MHBIC JOKYMEHTHI, ONPEICISIONINE MOPSII0K
OKa3aHUs MEAULIMHCKOU MOMOILY, WIH UCKIIFOUEHHUS €r0 U3 YKa3aHHBIX NIEPEUHs, aKTOB U JOKYMEHTOB;

(1. 55 BBegen denepanbHBIM 3ak0HOM OT 22.12.2014 N 429-D3)

56) crucTeMa MOHHUTOpPHHTA JBWXCHHUS JICKAPCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO TPUMECHEHHUS -
(denepanbHas TOCyIapcTBeHHas WHAOOpMAIMOHHAS CHCTEMa MOHHTOPWHra JIBHXKCHUS JICKapCTBEHHBIX
MpermapaToB s MEIUIIMHCKOTO TPHUMEHEHHS OT MPOW3BOAMTENS JO KOHEYHOTO TIOTpEeOHTeNs ¢
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WCTIONIb30BAaHWEM B OTHOIICHHWHM JICKAPCTBEHHBIX IPENApaToB Ul MEIULUHCKOTO TPHMEHEHHS CpENICTB
AAEeHTUDUKALTHIH.
(m. 56 BBenen denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

Inasa 2. MIOJTHOMOYHSA ®EJIEPAJIBHBIX OPTAHOB UCIIOJHUTEJIBHOM
BJACTH, OPTAHOB UCIIOJTHUTEJIbHOHM BJACTHA CYBBEKTOB POCCUMCKOM
OEJEPAIMUA ITPU OBPAINEHUN JTEKAPCTBEHHBIX CPEJICTB

Cratbsa 5. Iloanomouusi (eaepajbHBIX OPraHOB HCHOJHHUTENHLHON BJIACTH NPH OOpallleHUH
JIEKAPCTBEHHBIX CPEJICTB

K momHOMOUMAM QeneparbHBIX OPraHOB HCIIOJHUTENFHOW BIIACTH TMPH OOpPAlIeHWH JIEKapCTBEHHBIX
CPEJCTB OTHOCATCS:

1) mpoBenenue B Poccuiickoii denepalinu eMUHON TOCYIapCTBEHHON TOJUTHKHU B 00JIACTH 00€CIICYCHUS
JIEKapCTBEHHBIMU IIpenapaTaMu rpaxaal B Poccuiickoii @enepauny;
(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepkaeHHE o0mMX (apMaKomeHHbIX cTaTel, (hapMaKoNeHHbIX cTaTel, U3JaHne roCyIapCTBEHHON
(hapmakorien, co3jaHme U BeIeHHE peecTpa GhapMaKONeHHBIX CTaHIAPTHBIX 00Pa3IoB;
(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyulecTBICHHE TOCYAapCTBEHHOrO KOHTpOJisa (Ham3opa) B cdepe oOpamieHHs JIEKapCTBEHHBIX
CpPEJICTB;
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-D3)

4) nuueH3upOBaHUE MPOM3BOACTBA JICKAPCTBEHHBIX CPEACTB M (DapMaleBTUYECKON HESTENbHOCTH B
COOTBETCTBHHU € 3aKOHOJaTeNnbcTBOM Pocculickoit @enepanuu;

5) opraHu3anus OKCHEPTU3bl JICKAPCTBEHHBIX CPEACTB, ATHUYCCKOM OSKCIEPTU3BI BO3MOXKHOCTH
MPOBEJICHHS KIMHUYECKOTO HUCCICIOBAHUS JICKAPCTBEHHOrO Mpenapara Jjis MEIUIIMHCKOrO MPUMEHEHHUS,
AKCIIEPTU3bI JOKYMEHTOB, MPEACTABICHHBIX JIJIs ONPECIICHUS] BO3MOXKHOCTH PacCMaTPUBATh JICKAPCTBEHHBIN
npernapar Jjisi MEJAMIIMHCKOTO MPHMEHEHUS MPH TOCYJapCTBEHHON pErucTpaiyu B KadecTBe Op(haHHOrO
JIEKapCTBEHHOTO Tpernapara;

(B pen. ®enepanpHoro 3aK0Ha OT 22.12.2014 N 429-D3)

5.1) opranuzanus MpoBeAEHUS KOMITIEKCHOW OIEHKH JIEKAPCTBEHHOTO Tperapara B IEIAX MPUHITHSI
pelIeHni 0 BO3MOXXHOCTH BKJIFOUCHHS JIEKAPCTBEHHOTO IperapaTa B MEepeYeHb JKU3HEHHO HEOOXOJHMMBIX H
BXHEHIIINX JIEKAPCTBEHHBIX MIPETIapaToB, HOPMATHUBHBIE MTPABOBEIE aKTHI U MHBIE JIOKYMEHTHI, OTIPEACTISIONINE
TIOPSIIOK OKA3aHMSI MEAUITMHCKOM MOMOIIX WIJIH UCKITIOYEHUS €T0 U3 YKA3aHHBIX MTEPEUHs, aKTOB U JJOKYMEHTOB;
(m. 5.1 BBenen denepanbHpIM 3aKk0HOM OT 22.12.2014 N 429-D3)

6) BblAaya paspelleHHi Ha MpoBeIeHHE KIMHUYECKUX HCCIENOBAHMU JIEKApCTBEHHBIX IPENapaTos,
BEJIEHNE pPEecTpa BBIJAHHBIX DPAa3pElIeHHH Ha MPOBEACHHE KIMHUYECKHX HCCIIEOBAHUNA JIEKAPCTBEHHBIX
penapaTos;

7) rocyaapCTBC€HHasd pErucrpanus JCKapCTBCHHBIX MpErapaToB, BCACHUC TOCYAApCTBCHHOI'O pecCTpa
JICKApCTBCHHBIX CPEIACTB,

8) opranuzanus u (WiIM) NPOBEAECHUE HHCIIEKTUPOBAHUS CyOBEKTOB 00paIIeHHsl JIeKapCTBEHHBIX CPEACTB Ha
COOTBETCTBHE MPaBUIaM HaJIeXKaIIeH 1ab0paTOPHOM MPAKTUKH, PABUIaM Ha/JICKAIIEeH KIIMHIIECKOH
IIPAaKTHUKHU, ITpaBUIaM H&ZIHC)I(&HICI)'I IMPAKTUKW XpaHCHUA U IEPEBO3KU JICKAPCTBCHHBIX ITPEIIapaToB, IMpaBUIaM
HaJJIeXKAIIEH TUCTPUOBIOTOPCKON MPAKTHKH, TTPABUIIAM HaJUIeKAIlEH anTedYHON PaKTHKH;

(1. 8 B pen. denepanpHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranuzaius U (WiIM) MPOBEICHHUE HHCICKTHPOBAHHS CYOBEKTOB OOpAIlCHHs JICKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHEC TPEOOBAaHUSM TIPaBUJ HaJUICKAIICH MPOU3BOACTBCHHOW TIPAKTUKH, BbIJa4a
3aKIIFOYEHUI O COOTBETCTBHHU MPOWU3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM IPAaBUI HaJJICKaIIeH
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MPOM3BOJICTBEHHOMN MPAKTHKH;
(1. 8.1 BBenen PenepanbHBIM 3akOoHOM OT 22.12.2014 N 429-D3)

8.2) ycraHoBieHHE TOps/AKA BEICHUS M BElIEHHE TOCYAapCTBEHHOTO peecTpa 3aKIIOYeHHH o
COOTBETCTBMM  IIPOM3BOIOUTENSl  JIEKAPCTBEHHBIX  CPEACTB  TpeOOBaHMAM  NpaBW  HajaJeKaluei
IIPOM3BOJCTBEHHOM MPAKTHKH;

(m. 8.2 BBenen DepepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocymapcTBeHHAsl PErHCTPalUs MPEICIBbHBIX OTIMYCKHBIX IIEH MPOM3BOJIUTEIICH Ha JCKAapCTBCHHBIC
npemnapaThl, BKIIFOYCHHBIE B IEPEYCHD )KU3HEHHO HEOOXOAMMBIX M BAXKHEHUIINX JIGKAPCTBEHHBIX TPEMapaToB, U
BEJICHUE TOCYIapCTBEHHOIO0 peecTpa IPENeibHBIX OTIYCKHBIX IICH MPOU3BOJIUTENICH HA JICKapCTBEHHBIC
MperapaThl, BKIFOUEHHBIC B TICPEUCHD KU3HECHHO HEOOXOIMMBIX M BOKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;
(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue MPOCKTOB PEIICHUH OpPraHOB MCIIOJIHUTEIBHON BiacTH CcyObekTOB Poccuiickoit
®enepanny 06 ycTaHOBIEHUH | (WIIM) U3MEHEHUH MPEACTFHBIX Pa3MEPOB ONTOBBIX HA0AaBOK M MPEIeNbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (AaKTUYECKHM OTIYCKHBIM I[€HaM, yCTAHOBIIEHHBIM MPOWU3BOAUTEIISIMH
JICKapCTBEHHBIX IMpENapaToB, Ha JICKAPCTBEHHbIC IMIPENApaThl, BKJIIOYECHHBIE B TNIE€PEUYEHb HKU3ZHEHHO
HEOOXOUMBIX U BKHEUIIIHMX JICKAPCTBCHHBIX MPEIIapaToB;

(1. 9.1 BBenen denepanbHpiM 3akoHOM 0T 13.07.2015 N 241-D3)

10) BeInay4a, ycTaHOBJIEHHE MOPSAIKA BBIIAUM pa3pelieHrs Ha BBO3 KOHKPETHOM MapTHH JeKapCTBEHHOTO
cpeactra B Poccuiickyro @enepauuio;
(m. 10 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

10.1) BeIgaua, ycTaHOBIEHHE TOpsAKAa BbAaYM U (QOpMBI JOKYMEHTa, KOTOPBIH MOATBEP)KAAET, UTO
MIPOU3BOCTBO JIEKAPCTBEHHOIO Mpenapara sl MEAULIMHCKOTO TPUMEHEHUS OCYILECTBICHO B COOTBETCTBHH C
TpeOOBaHUSIMHU NPAaBUJI HaJUIeKalled MPOM3BOJICTBEHHON MPAKTUKU WM YTO JIEKAPCTBEHHBIN Ipenapar s
BETEPHHAPHOT0 MPUMEHEHHS IOMYIIIEH K oOpameHuto B Poccuiickoit @enepannu, u MOAJIEKUT MPEICTABICHUIO
10 TpeOOBaHHIO YIIOJTHOMOYEHHOTO OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH IIperapar;

(. 10.1 BBegen PenepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3; B pen. Peaepanbroro 3axona ot 02.08.2019
N 297-®3)

10.2) BeIIava, yCTAaHOBJICHHUE MOPsKA BhIAaUM U (DOPMBI IOKYMEHTA, COICPIKAIIETO CBEJICHHS O CTAIMIX
TEXHOJIOTHYECKOTO TIPOIlecca IMPOU3BOJCTBA JIEKAPCTBEHHOTO CPEACTBA UISI MEIUIIUHCKOTO TPUMEHEHHS,
OCYIIECTBIISIEMBIX HA TEPPUTOPUHU EBPa3uiicCKOro SKOHOMHYECKOTO COI03a;

(. 10.2 BBegen PenepanbHbIM 3ak0oHOM 0T 22.12.2014 N 429-D3, B pen. Penepanbroro 3akona ot 13.07.2015
N 241-03)

11) co3nanue coBETOB IO BOIIPOCAM, CBSI3aHHBIM C OOpAaIeHUEM JIEKAPCTBEHHBIX CPECTB;
12) aTrectanus u cepTU(GUKAIUS CIICIIHATHICTOB;
13) yrparun cuity ¢ 1 centsiOpst 2013 roga. - @enepanbusiii 3akoH o1 02.07.2013 N 185-03;

14) ocymectBiienne hapMakoHAI30Pa;
(. 14 B pen. @enepanbhoro 3akoHa oT 22.12.2014 N 429-03)

15) yqactue B MeXIyHAPOJIHOM COTPYIHUYECTBE;
16) mosyyeHune TO 3ampocaM YIOJTHOMOYEHHOro (heaepabHOro opraHa HCIONHUTEIbHON BIACTH OT
OpPTraHOB HCIIOJIHUTENIbHON BiacTh cyObeKkToB Poccuiickoit deneparnu, a Takke OT CyOBEKTOB oOparieHus

JICKApPCTBCHHBIX CPEACTB IJId MCAUIUHCKOTO IPHUMCHCHUSA I/IH(i)OpMaHI/II/I 0 BOIIpOCaM YCTaHOBJICHUSA U
MMPUMCHCHHS IICH Ha JICKAaPpCTBCHHBIC ITPCIIapaThl U HaZ[6aBOK K HUM;,

17) npumeHeHHe Mep OTBETCTBEHHOCTH 3a HapYIICHHE 3aKOHO1aTeNIbcTBa Poccuiickoit Denepanmu;

18) yTBepkIeHre MpaBUil HaAJICKAITCH JTab0paTOpHON MPaKTHUKY, MPABII HAIICKAIIEH KIHHUICCKON
MIPAKTUKH, PABWI HAJICHKAIICH MPOU3BOJICTBEHHON MPAKTUKH, MIPABUJ HAJUICkKAIICH MPAKTUKY XPaHEHUS H


consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC26B4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28ED8B58F68FD73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC2654E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78F56F48BD73CDEB86C7F2E868B88E9C136F3DDCB1CC56E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE68C52F28CD73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28EC8856F586D73CDEB86C7F2E868B88E9C136F3DDCB1CC56E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A56FE88D73CDEB86C7F2E868B88E9C136F3DDCB1CC5654E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BEC8859F28CD73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BEC8859F28CD73CDEB86C7F2E868B88E9C136F3DDCB1ECC6A4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC36E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A56FE88D73CDEB86C7F2E868B88E9C136F3DDCB1CC66D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BEC8859F288D73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BEC8859F288D73CDEB86C7F2E868B88E9C136F3DDCA1CC76C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC3684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28EC8856F586D73CDEB86C7F2E868B88E9C136F3DDCB1CC5684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BEC8E54F08ED73CDEB86C7F2E868B88E9C136F3DDCA14C06D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1CC3694E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48953F386D73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48957F18AD73CDEB86C7F2E868B88E9C136F3DDCB1CC56D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28ED8B58F68FD73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE58A56F687D73CDEB86C7F2E868B88E9C136F3DDCB1CC56C4E6721C5865EC4389ADD51A96EA638E4k8O

MEPEBO3KH JIEKAPCTBEHHBIX IIpPerapaToB, NpaBUJl HaJJIeKalled TUCTPUOBIOTOPCKON MPaKTHKH, MPABUI
HaJUIeKAMed anTedHOW NPaKTUKW, MpaBWI HaIJIeXalled NpakTUKA (papMaKkoHAA30pa JIEKapCTBEHHBIX
MIpenapaToB Jyisi MEIUIUHCKOTO IPUMEHEHUS;

(n. 18 BBeneH denepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19) ycranoBneHmne nopsaka GOpMHPOBAHUS PETUCTPAIIMIOHHOTO JTIOChE HA JIEKApCTBEHHBIN Ipemnapar u
TpeOOBaHUI1 K IOKYMEHTaM B €0 COCTaBE;
(n. 19 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) yTBep)kIeHHe MpPaBHI PAlMOHAIHFHOTO BBIOOpAa HAMMEHOBAHWH JIEKAPCTBEHHBIX IPEMapaToB s
MEUIIMHCKOTO TIPUMEHCHHS,
(. 20 BBeneH denepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21) yTBepKaeHne epeyHsl HANMEHOBAaHUH JIEKAPCTBEHHBIX (HhOpM;
(n. 21 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) yrpartun cuiy ¢ 1 mapta 2020 roga. - @enepanpablii 3akoH oT 27.12.2019 N 475-03;

23) yTBepXKACHHUE TPEOOBAaHUM K HHCTPYKIUH 110 MEIUIIMHCKOMY MPHMEHCHHIO JIEKaPCTBEHHBIX
MpernapaToB U K MHCTPYKIIMU 110 BETEPUHAPHOMY MTPUMEHEHUIO JICKAPCTBECHHBIX MTPEMapaToB;
(. 23 BBenen PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

24) nocyneOHOE 3aKphITHE CAaTOB, COJCpKAIIUX HH(OOPMAITUIO O POSHUYHON MPOAAKE JUCTAHIIMOHHBIM
Croco0oM, MPEATIOKEHNE O TPUOOPETECHNN JUCTAHITMOHHBIM CITOCOOOM, JTOCTABKE AUCTAHIIMOHHBIM CITIOCOOOM
n (wmm) mepemade (U3NYECKOMY JUIy JUCTAHIIMOHHBIM CHOCOOOM JIEKAPCTBEHHBIX —IPENapaToB,
HapKOTPI‘ICCKI/IX JICKapCTBeHHLIX HpenapaTOB nu HCI/IXOTPOHHBIX HCKapCTBCHHI)IX npenapaTOB, 34 UCKJIDYCHHUECM
ciydaeB, ycraHoBieHHbIX [IpaButenscTBoM Poccuiickoin denepaunu;

(. 24 BBenen PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

25) BBImauya paspenicHuii Ha BBOJA B TPAKAAHCKHN 000OPOT MMMYHOOHMOJOTHYECKHX JIEKAPCTBEHHBIX
MIpenaparTos.
(1. 25 BBenen denepanbHbiM 3aK0HOM OT 28.11.2018 N 449-D3)

Koncynprantllntoc: npumeyanue.

Cr. 5.1 pacmpocTpaHsieTcss Ha TOJHOMOYMS, KOTOpPbIE HE TEpEeAaHbl i OCYIIECTBIEHUS OpraHaM
rOCyJapCTBEHHOHN BIacTh cyOBbeKTOB PD u opraHaM MECTHOTO caMOYIpaBIEHHsI COOTBETCTBYIOIIUMHU
denepanbapiMu 3akoHamu (O3 ot 13.07.2015 N 233-03).

Cratbsa 5.1. Ilepenaya ocymiecTBJICHHsI NMOJTHOMOYHI (peiepa/IbHBIX OPraHOB HCIOJHHUTEILHOM
BJACTH NpPH OOpalleHUH JIEKAPCTBEHHBIX CPEACTB OpPraHaM WCIOJHHUTEIbHON BJACTH CY0beKTOB
Poccuniickoii @epepannn

(BBenena ®PenepanbHbiM 3ak0HOM OT 13.07.2015 N 233-03)

[HomHOMOYMS enepabHBIX OPraHOB UCTIONHUTEIBHON BIACTH PY 00paIICHUH JIEKAPCTBEHHBIX CPENICTB,
MpeycMOTpeHHbIe HacToAmMM denepanbHbIM 3aKOHOM, MOTYT NEpeaaBaThCsl s OCYIIECTBICHH OpraHaM
WCTIOJIHUTENLHOH BilacTh cyObekToB Poccuiickoit denepanun nocraHoBinenusimu [IpaBurenscTBa Poccuiickoit
denepanyy B nopsake, ycraHoBIeHHOM DenepanbHbIM 3aKOHOM 0T 6 okTs10pst 1999 rona N 184-33 "O0 00munx
OPUHOMIAX ~ OPTaHU3allMd  3aKOHOJATENbHBIX  (IPEACTaBUTENbHBIX) M HCIOJHHUTEIBHBIX  OpPraHOB
roCy/IapCTBEHHOM BiacTH cyOBekToB Poccuiickoii @enepanyn’.

Cratbs 6. [lo1HOMOYHS OPTaHOB MCIIOJTHHUTEIbHOM BJIacTH cy0ObekTa Poceniickoii @enepannu npu
o0panieHHN JeKapCTBEHHBIX CPEACTB

K momHOMOUMsIM OpraHOB HCIIOTHUTENBHON BiacTH cyObekTa Poccuiickort denepanmu npu oOparieHnn
JIEKapCTBEHHBIX CPEJCTB OTHOCATCS:

1) pa3paboTka M peanu3anys PErHOHATIBHBIX IMPOTpPaMM OOCCIICUCHHS HACEJICHUS JIEKapCTBEHHBIMH
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npenapaTamu;

2) yCTaHOBIIEHHE TIPENETbHBIX Pa3MEpOB OMNTOBBIX HAA0AaBOK M TPENEIbHBIX Pa3MEPOB POIHHUIHBIX
Ha7A0aBOK K (PaKTHUECKUM OTITYCKHBIM IIeHaM, YCTAHOBJICHHBIM IPOU3BOIAUTEISAMH JIEKAPCTBEHHBIX
MIperapaToB, Ha IEKaPCTBEHHBIE TIPETIapaThl, BKIIOYEHHBIE B TEPeUeHb KU3HEHHO HEOOXOIUMBIX U BAYKHEHIIIIX
JIEKapCTBEHHBIX MPENapaTos;

3) ocCylIecTBICHUE PETHOHAJIBHOTO TOCYAAPCTBEHHOTO KOHTPOJS 3a TIpUMEHEHHEeM IIeH Ha
JIEKapCTBEHHBIC MTPENapaThl, BKIIOUCHHBIC B IEPEYCHB KU3HECHHO HEOOXOIUMBIX M BAXXHEUTIIHX JIEKAPCTBEHHBIX
MpenapaToB, OPraHU3ANUIMEI ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMHU, AalITCYHBIMHA OPTaHU3AIHSIMHY,
VHAWBUIYAILHBIMUA TMPEANPUHUMATEISIMA, MMCIOIUME JIMIICH3UI0 Ha (hapMaleBTUYECKYIO JIEATEIBHOCTD,
MEIWIUHCKAUMHU OpraHu3alisIM{, HMMEIOIIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYI0 AEATEIIHOCTb, U UX
000COOIEHHBIMU  TTOZIpa3AeNeHIsIME  (aMOyIaTopusaMy, (eapaAIepCKuMA U (DeThANIEPCKO-aKyIePCKIMA
MyHKTAaMH, LEHTpamMH (OTAeNeHHAMH) oOmel BpaueOHOH (ceMeiHO#) MpaKTUKW), PaCIOJIOKCHHBIMH B
CCJIIbCKHX HACCIICHHBIX ITYHKTAaX, B KOTOPLIX OTCYTCTBYIOT alITCUHLIC OpraHU3alluu,

(B pea. enepanbHbIX 3aK0HOB OT 25.06.2012 N 93-®3, o1 27.12.2019 N 475-D3)

4) mpuHATHE pelieHnst 00 NCIOIB30BaHUY Ha TeppuTopun cyonrekra Poccuiickoit Denepariu Hapsamy ¢
peucnraMu Ha JICKAPCTBECHHLIC IIpCIiapaThl, O(I)OpMJ'IeHHI)IMI/I Ha 6YMa)KHOM HOCHUTCJIC, PCLCITOB Ha
JICKapCTBEHHBIE IIPETNapaThl, CPOPMUPOBAHHBIX B (HOpME 3NEKTPOHHBIX JOKYMEHTOB.

(. 4 BBeien DepepanbabiM 3akoHOM OT 29.07.2017 N 242-D3)

I'naBa 3. TOCYJAPCTBEHHAS ®APMAKOIIES
Cratbs 7. Pa3padoTka U H31aHMe IrOCYAapCTBEHHOI (papMaKkonen, pa3MellleHne JaHHbIX 0 Hell

1. Tlom rocymapcTBeHHOU ¢apmakorieeil MOHMMAaeTCsl CBOA OOmuX (apMakomeHHbIX CcTaTed u
(hapMaKoIeHHBIX CTATEH.

2. Pa3pabotka o0mux papmMakonelHbIX cTaTei 1 hapMaKoleHHbBIX cTaTeH, B TOM Yhciie (hapMaKoTeHHbIX
crateid Ha (hapMakonelHble CTaHAApTHBIE OOpa3lbl, W BKIIOYEHHE HMX B T'OCYJAapCTBEHHYIO (hapMakoImero
OCYIIECTBIISIFOTCS. B TOPSIJIKE, YCTAHOBJICHHOM YIOJIHOMOYCHHBIM (eIepaibHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH.

(B pen. ®enepanpHoOro 3aK0Ha OT 22.12.2014 N 429-D3)

3. PazpaboTtka dapmakorneiitHoi cTaTei Ha pedepeHTHBIH JIeKapcTBEHHBIH Npenapar 1 BKIIOUYEHHE ee B
rOCYyJapCTBEHHYI0 (papMakomer0 B TEUYEHHME CpOKa JEHCTBUS 3aIUTHl HMCKIIOYMTENILHOIO MpaBa,
YIOCTOBEPEHHOI'0 NMAaTEHTOM Ha peepeHTHBII JIEKapPCTBEHHBIM Mpenapar, OCYLIECTBISIOTCS C COTJIacHs €ro
pa3paboTuuka.

(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

4. T'ocynapcTBeHHas (hapMakores: u3JaeTcs yIioJTHOMOYEHHBIM (heziepaqbHBIM OPraHOM HUCTIOJIHUTEIbHOM
BJIACTH 3a CUET CPEJCTB (ellepabHOro OIJPKETa U MOUICKHUT TIeper3IaHusIM He PeXe YeM OJIMH pa3 B MATh
JeT, B MEPHOJI MEXJY KOTOPBIMH H3JIAIOTCS MPHIOKEHUS K TOCyJapCTBEHHOW (hapMakoriee, cojuepKallue
obmue dapmakoneiiHsle cTaTbl W (WiK) (apMakoleHHbIe CTAaThbH, YTBEPXKICHHBIC IOCIE W3IAHUS WIH
Tepen31aHus TOCyJapCTBEHHON apMaKoIen.

5. YmomHOMOYEHHbIH (eAepanbHbIil OpraH HCIOJHUTENBHON BJIACTH pa3MelaeT JaHHBIE O
roCy/IapCTBEHHOU (papMakoriee W MPHJIOKEHUIX K Hel Ha cBoeM odunuanbHOM caiite B cetd "HMHTepHeT" B
YCTaHOBJIEHHOM MM TTOPSIKE.

I'1aBa 4. TOCYJIAPCTBEHHBI KOHTPOJIb ITPU OBPAILIIEHUA
JIEKAPCTBEHHBIX CPEJACTB

Crarbs 8. JluneH3MpoBaHHe NPOM3BOJACTBA JIEKAPCTBEHHBIX CPeACTB M (apManeBTHYECKOH
AesITeJJbHOCTH

1. JlunensupoBaHue NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U (PapMaIleBTHUECKOW NEATEIbHOCTH
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OCYIIIECTBIISIETCA B COOTBETCTBUHM C 3aKOHOJIaTeNIbcTBOM Poccuiickoit deepaliuu.

2. OO0s3aTenbHBIM YCIOBHEM TMPEAOCTABICHUS JHUIICH3WH Ha TPOWM3BOJICTBO JIEKAPCTBEHHBIX CPENICTB
SIBJIICTCSl TIPUJIOKCHUE K 3asBJICHUIO COMCKATENs JIUIICH3UM TIEPEYHsI JICKapCTBEHHBIX (OpM U (WIM) BHIOB
(hapmareBTHIeCKIX CyOCTaHIINH, KOTOPhIE TPON3BOAUTENH JIEKAPCTBEHHBIX CPEACTB HAMEePEH MPOU3BOIUTE.

3. B cnyyae HEOOXOJOMMOCTH pacIIUpEeHHs MPOHM3BOJACTBA JICKAPCTBEHHBIX CPEICTB 3a CUET HOBBIX
JICKAPCTBEHHBIX (POpM M BUAOB (PapMaIleBTHUSCKUX CYOCTAHIIMH MPOWU3BOAMTENb JCKAPCTBEHHBIX CPEICTB
JOJDKEH Mepeo(OpMUTh JTHIICH3UIO Ha MPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Koncynprantlntoc: npumedanue.
C 29.12.2020 ct. 8 gomomusiercs 4. 4 (O3 ot 27.12.2019 N 481-D3).

Koncynprantlntoc: nmpumeuyanue.
C 29.12.2020 mannsiit gokyMeHT gononHseTcs cT. 8.1 (D3 ot 27.12.2019 N 481-D3).

Crartb 9. ['ocynapcTBeHHbI KOHTPOJIb (HAA30p) B cdepe 00pamenns JeKapcTBeHHbIX CPEICTB
(B pen. ®enepanpHoro 3akona ot 25.06.2012 N 93-D3)

1. TocynapcTBeHHBIN KOHTPOIIB (HAA30D) B chepe oOpaleHns JeKapCTBEHHBIX CPEICTB BKIIOUAET B ceOsl:

1) INUIEeH3WOHHBI KOHTPONb B cdepe MPOU3BOJACTBAa JIEKAPCTBEHHBIX CpPEIACTB M B  cdepe
(bapManeBTHUECKOH e TeTbHOCTH;

2) (henepanbHbIi rOCYIapCTBEHHBIN HAA30p B chepe 0OpalleHUs JICKapCTBEHHBIX CPEIICTB;

3) BEIOOPOYHBIN KOHTPOJIb KaYeCTBA JIEKAPCTBEHHBIX CPEICTB.
(m. 3 BBenen denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-D3)

2. JluneH3WOHHBIA KOHTPOIL B cdepe MPOM3BOJACTBA JIEKAPCTBEHHBIX CPEICTB U B cdepe
(hapmaneBTHYECKOW  JIEATENBHOCTH  OCYIIECTBIISIETCS ~ YIIOJHOMOYEHHBIMH  ()eAepaTbHBIM  OpraHOM
HCTIOJHUTEJILHOW BJIACTH U OpraHaMH HCIIOJHUTEILHOU BiacTH cyObekToB Poccutickoit denepaiiuu coriiacHo
WX KOMIIETEHIIMH B TIOpsIKE, ycTaHOBIeHHOM DenepaibHpIM 3akoHOM OT 26 fexabpst 2008 roma N 294-03 "O
3alUTe TpaB IOPUAUYECKAX JIMIl W HWHIWBUAYAIBHBIX MPEANPUHUMATENCH TPH OCYIIECTBICHUU
roCyIapCTBEHHOTO KOHTPOJIS (Ha30pa) ¥ MYHHUIIMITAILHOIO KOHTPOJIS", ¢ y4eTOM OCOOCHHOCTEH OpraHu3aiuu
U TIPOBEJIEHUS IMPOBEPOK, YCTaHOBIEHHbIX dDenepanabHbIM 3aKkoHOM OT 4 mas 2011 roma N 99-®3 "O
JUTICH3UPOBAHUH OTNIEIBHBIX BUOB JeSATEILHOCTH .

3. depaepanbHbIi TOCYINApCTBEHHBIH Haa30p B cdepe oOpalieHus] JIEKapCTBEHHBIX CPEJICTB
OCYILECTBIISIETCS] YIOJIHOMOYEHHBIMH (eiepajbHbIME OpraHaMy HMCIOJHHUTENILHOM BIIACTU (Jajiee - OpraHbl
rOCYJapCTBEHHOI'O HAJI30pa) COIIACHO WX KOMIIETCHIMH B TOPAJKE, ycTaHoBJIeHHOM [IpaBuTenscTBOM
Poccuiickoii ®enepanuu.

4. depepalibHBIN TOCYIaPCTBEHHBIN HAA30p B chepe oOpalleHus JIEKAPCTBEHHBIX CPEACTB BKIIIOYACT B
ceOs:

1) opranmu3anuro u mpoBeieHUe MPOBEPOK COOIIOACHNS CyObeKTaMu 00paIleH s JIEKAPCTBEHHBIX CPEJICTB
YCTAQHOBJIGHHBIX HacTosIuM DenepaibHbIM 3aKOHOM M HPUHATHIMH B COOTBETCTBUM C HHUM HHBIMH
HOPMAaTUBHBIMH NIPaBOBBIMHU akTaMu Poccuiickoii ®@enepanmu TpeOoBaHUHN K TOKIMHUYECKHM UCCIIEI0BaHUSIM
JICKApPCTBCHHBIX CPEACTB, KIIMHUYCCKUM HCCICA0BAHUAM JICKAPCTBEHHBIX NIPENIapaToB, XpaHECHUIO, IIEPEBO3KE,
BBO3y B Poccuiickyto ®@enepanuio, OTIYCKy, peanu3alid JIEKapCTBEHHBIX CpPEACTB, NPHUMEHEHHIO
JIEKApCTBEHHBIX MpPENapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHUIO MPOU3BOIUTEISIMU
JICKapCTBEHHBIX MpEMapaToB II€H Ha JICKAPCTBEHHBIC IIPEnapaThl, BKIIOYECHHbIE B MEPEUCHb >KU3HEHHO
HEOOXOAMMBIX W BAKHEWIINX JIEKAPCTBEHHBIX IPENapaTroB, a TaKKe COOMIOJCHUS YHMOJTHOMOYECHHBIMU
OpraHaMHM HCIIOJIHUTENBHOH BIacTH cyobekToB Poccuiickoi @enepanuy METOIUKH YCTaHOBIICHHSI IPENEIbHBIX
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pa3MepoB ONTOBLIX HAJA0ABOK M MPEACTHHBIX Pa3MepOB PO3HHYHBIX HAJ0aBOK K (PaKTHUECKHUM OTITYCKHBIM
IIeHaM, YCTaHOBJICHHBIM TPOWU3BOJUTEISIMH JICKAPCTBEHHBIX MPENaparoB, Ha JIEKApCTBEHHBIC MpenapaThl,
BKJIFOUCHHBIC B TEPCUCHb JKU3HEHHO HEOOXOJMMBIX M BAXKHEHUINX JICKAPCTBEHHBIX IpEMaparoB (naiee -
o0s13aTeIbHbIE TPEOOBaHUS ),

(B pen. @enepanpHOro 3aKoHa OT 27.12.2019 N 475-D3)

2) OpraHM3an{i0 U TIPOBEJCHHE IMPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOMSIINXCS B
Ipa)xJIaHCKOM 000pOTE, YCTAHOBJICHHBIM TPEOOBAHUIM K UX KAa4eCTBY;

2.1) mpoBenmeHHe KOHTPOJBHBIX 3aKYMOK B IENIAX TPOBEPKH COOIIOAECHUS CyOBeKTaMH OOpalieHus
JICKAPCTBEHHBIX CPEACTB, OCYIICCTBIISIOIIMMU PO3HUYHYIO TOPTOBIIIO JICKAPCTBCHHBIMU TperapaTtaMu Jyis
MEUIIMHCKOTO IPUMEHEHHS, TIPABUJI OTITYCKa JICKAPCTBEHHBIX MPEMapaToB sl MEIUITMHCKOTO IPUMEHEHUS U
(wm) 3ampera TpomaKd  (PaNTbCH(PHUITUPOBAHHBIX JIGKAPCTBEHHBIX CPENCTB, HEIO0OPOKAYCCTBEHHBIX
JICKAPCTBEHHBIX CPEJICTB U KOHTPa(haKTHBIX JIEKAPCTBEHHBIX CPE/CTB;

(m. 2.1 BBenen DenepanbHbIM 3aKk0HOM 0T 27.12.2018 N 511-D3)

2.2) mpoBeleHHE KOHTPOJIBHBIX 3aKYMOK B IIENISIX MPOBEPKH COONIONCHUS CyOBEKTaMH OOpalieHus
JICKApCTBCHHBLIX CPCACTB, OCYHICCTBIAIOIIMMU PO3HUYHYIO TOPTOBJIIO JICKAPCTBCHHBLIMH Ipf€rapaTrtaMu IJIsA
BCTCPUHAPHOI'O NMPUMCHCHUS, ITPaBUJII Haz[nencameixi anTeyHol MPAaKTHUKKU JICKAPCTBCHHBIX IIpENapaToB JIA
BETEPHHAPHOTO TpUMEHEeHHs M (WIK) 3ampeTra Mpofaku (PambCHHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
HEeT00POKaYeCTBEHHBIX JICKAPCTBEHHBIX CPEJICTB U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(1. 2.2 BBenen PenepanbHbiM 3akoHOM 0T 02.08.2019 N 297-03)

3) opraHu3aIMio U IpoBeneHue papMaKkoOHaI30Pa;

4) mpuMeHeHue B TOpsIKe, YCTAaHOBJIEHHOM 3aKOHOAATelIbcTBOM Poccuiickoit ®eneparuu, mep 1o
MIPECEUYEHHIO BBIABICHHBIX HapyLIeHUH 00s3aTeNbHBIX TPpeOOBaHUH U (WIN) YCTPAHEHUIO MOCIEICTBUN TaKUX
HapyLICHUH, B TOM YHUCJIE IPUHATHE PEIICHHUS O HAXOXKICHUU JIEKapCTBEHHBIX CPEACTB B 00pAIICHUH, BbIIATY
Mpeanucanuii 00 YCTpaHEHUM BBIIBICHHBIX HapyHICHWH o00s3aTeNbHBIX TPeOOBAaHWH W TpPHUBICYECHHE K
OTBETCTBEHHOCTH JIUII, COBEPUINBIINX TaKHE HAPYIICHUS.

(dacts 4 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®@exmepanbHBI TOCYAapCTBEHHBI Ham30p B cdepe oOpalleHHs JIeKapcTBEHHBIX CPENCTB
OCYIIIECTBJISICTCS B MOPSIIKE, ycTaHOBIIeHHOM DeepaibHbiM 3aK0HOM oT 26 aekadpst 2008 roga N 294-d3 "O
3alUTe TpaB IOPUAUYECKAX JIMIl W HWHIWBUAYAIBHBIX MPEANPUHUMATENCH TPH OCYIIECTBICHUU
TOCYJapCTBEHHOTO KOHTpOJs (HaA30pa) W MYHHIMIAIBHOTO KOHTPOJS', € Y4YeToM OCOOSHHOCTEH,
YCTaHOBJICHHBIX HacTosilel craThed. lIpeaBapuTenbHOE cOIlacOBaHWE C OpraHaMy MPOKypaTypbl CPOKOB
MPOBEJICHNs] BHEIUIAHOBOW TMPOBEPKH CYOBEKTOB OOpAIleHWs] JIGKAPCTBEHHBIX CPEACTB, a TaKke
MpeIBapUTENbHOE YBEJIOMIICHHE IOPUAWYECKUX IWI, WHAWBHUIYAJTBHBIX MPENIPUHUMATENCH O Hadaie
MIpOBEJEHUS 3TON MpoBepku He TpeOyercs. Opranbl MPOKypaTyphl U3BEUIAIOTCS O MPOBEIECHNH BHEIIAHOBOM
MPOBEPKU CyOBEKTOB OOpamIeHusl JIEKAPCTBEHHBIX CPEACTB IOCPECTBOM HAIPABICHUS COOTBETCTBYIOIIUX
JOKYMEHTOB B TEUCHHME TpeX pabouux JHEH C MOMEHTa OKOHYAaHHWSI NMPOBEACHHUS YKAa3aHHON BHEIUIaHOBOM
MIPOBEPKH.

(gacts 5 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JlomKHOCTHBIE JMIIa OpraHa TOCYJapCTBEHHOIO HaJa30pa B IOPSJAKE, YCTaHOBIECHHOM
3aKOHOJIaTeNbCTBOM Poccuiickoit denepanny, UMEIOT IIPaBo:

1) oJiy4aTb Ha OCHOBAHHMU MOTHBHPOBAHHBIX IMHUCBMCHHBIX 3aIlpOCOB OT CY6’LCKTOB 06pa]J_ICHI/I$[
JICKApCTBCHHBLIX CPEACTB, OPTaHOB HCIOJIHUTEIBHON BIIACTH Cy6’LGKTOB Poccuiickoi d)e;[epaulxm " OpraHoB
MCCTHOT'O CaMOYIIpaBJICHUA TOKYMCHTEI 1 I/IH(l)OpMaHI/IIO 110 BOIIpoCcamM oGpameHI/m JICKApCTBCHHBIX CPEIACTB;

2) GecnpenaTCTBEHHO 110 MPEABSBICHUH CIIy>KEOHOTO YAOCTOBEPEHHS M KOTIMH NPUKa3a (PacopsbKEHHS)
OpraHa TOCYJapCTBEHHOTO Ha/A30pa O Ha3HAYeHWH MPOBEPKH IIOCEHaTh HCIOJIb3yEeMbIE FOPUINIECKUMHU
JIMIIaMU, UHAMBUAYAIbHBIMU MIPEIIPUHUMATEISIMH, SIBIISIONIMMUCS CyObEKTaMU 0OpallleHUs] JIEKaPCTBEHHBIX
CPEJICTB, IPH OCYILECTBICHNU CBOEH AEATENBHOCTH TEPPUTOPHH, 3aHHsI, TIOMEIEHUS 1 COOPY>KEHUS B LIENAX
MIPOBEJEHHS MEPOTIIPUATHI IO KOHTPOJTIO;
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3) mpoBoauTh OTOOP OOpa3IOB JEKAPCTBEHHBIX CPEICTB, MPEIHA3HAYCHHBIX IS pealu3alluud |
peann3yemMbIX CyObeKTamMu OOpaiieHHs JIEKapCTBEHHBIX CPEICTB, ISl MMPOBEPKH WX KAdeCTBA, MMPOBEICHHS
WCCIICIOBAHUN, WCIBITAHUH B COOTBETCTBUM C TMpaBWIaMH OTOOpa 0O0pa3loB, YCTAHOBJICHHBIMH
YIIOJTHOMOYEHHBIM (he/iepalIbHbIM OPTaHOM HCIIOJIHUTEIIBHOM BIIACTH;

3.1) mIpOBOUTH KOHTPOJBHBIC 3aKYITKU JIEKAPCTBEHHBIX MPEMAPATOB JUISI MEIUIIMHCKOTO TPUMEHEHUS B
LEIsIX TMPOBEPKU COONIOJICHUST CYOBEKTaMH OOpAallCHUs JICKApCTBEHHBIX CPEJICTB, OCYIICCTBISIOIIMMU
PO3HUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMU IIperaparaMu Ui MEIUIUHCKOTO MPUMEHCHHS, MPaBWI OTIyCKa
JIEKApCTBEHHBIX ~ MPENmapaToB  JISl  MEAMIMHCKOTO  TNpUMEHeHWMss ©  (WIM)  3ampeTa  NpOJaxku
(hanbcu(PUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, HEAOOPOKAYCCTBEHHBIX JICKAPCTBCHHBIX CPEICTB U
KOHTpa()aKTHBIX JICKAPCTBEHHBIX CPEIICTB;

(1. 3.1 BBenen PenepanbHBIM 3akoHOM OT 27.12.2018 N 511-D3)

3.2) mpoBOJUTH KOHTPOJIbHBIE 3aKYIKH JIEKaPCTBEHHBIX MPENapaToB JJisi BETEPHHAPHOTO MPUMEHEHUS B
LESIX TMPOBEPKU COONIOJIEHUST CYOBEKTaMHM OOpAIleHUs JICKApPCTBEHHBIX CPEJACTB, OCYIICCTBIISIOIUMHE
PO3HUYHYO TOPTOBIIIO JICKAPCTBEHHBIMHU TPEMapaTaMu Jijlsl BETEPHHAPHOTO MPUMEHEHHS, IPABWIT HATICKAIIICH
anTEeYHOU MPAKTHKU JIEKAPCTBEHHBIX MPENapaToB JJisl BETCPHHAPHOTO MPUMEHEHUS M (MJIH) 3ampeTa MpoJaku
(hanbcu(PHUIIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJCTB, HEIOOPOKAYECTBECHHBIX JICKAPCTBEHHBIX CPEJICTB U
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB;

(1. 3.2 BBenen @enepanbapiM 3akoHOM 0T 02.08.2019 N 297-D3)

4) BeIIaBaTh CyObEeKTaM 00paleHus JIeKapCTBEHHBIX CPENICTB MPEANUCAHUS O TPEKPAILICHHN HApYILICHHN
00s13aTeIpHBIX TPEOOBaHHN M 00 YCTPAHEHUH BHISBICHHBIX HApyIIEHUH 00s13aTeNFHBIX TPEOOBAHMIA,

5) HampaBIATh B YIOJHOMOYEHHBIE OpPIaHbl MaTE€pHaibl, CBA3aHHBIC C HAPYLICHUAMH O0s3aTEIbHBIX
TpeOOBaHUH, AT pEIICHHsI BOIIPOCOB O BO30YKJICHUH YTOJIOBHBIX JIEN MO MPU3HAKAM MPECTYIUICHHH.

7. BbIOOpOUYHBII KOHTPOJIb KadecTBa JICKAPCTBEHHBIX CPEACTB OCYIIECTBIISCTCS YHNOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM MCIIOTHUTENBHOW BIIACTH B YCTAHOBICHHOM MM TIOPSIIKE M BKIFOYAeT B ceOsl:

1) 00paboTKy cCBelcHMI, B 00A3aTEIBHOM IOPSAKE MPEAOCTABIAEMBbIX CYOBEKTaMH OOpalleHus
JIEKaPCTBEHHBIX CPEJICTB, O CEPUSX, MAPTHUAX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMAIOIINX B TPAXKIAHCKUH 000pOT
B Poccuiickoit denepannuy;

2) oTOOp 00pa3IoB JIEKAPCTBEHHBIX CPEACTB Y CYyOBEKTOB OOpaIleHHS JICKAPCTBEHHBIX CPEJCTB B LEISIX
MPOBECHUsI MCIBITAHUN HA MX COOTBETCTBHE TPEOOBAHMSIM HOPMATHBHOM JIOKYMEHTAIUH MJIM HOPMATHBHBIX
JOKYMEHTOB;

3) mpuHATHE 10 pe3yJIbTaTaM MIPOBEACHHBIX UCIIBITAHUN PELICHHUS O JalbHEHIIeM IpaXk1aHCKOM 000poTe
COOTBETCTBYIOILIETO JIEKAPCTBEHHOT'O CPEZCTBA;

4) NpUHSATHE YIIOJIHOMOYEHHBIM (pejiepalibHBIM OpPraHOM HCITOJTHUTEILHOW BJIACTH PEIICHHS O TIePEeBOJIC
JIEKApCTBEHHOTO CPEJCTBA HA IOCEPUIHBIN BEIOOPOYHBIN KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB B CIIydae
MOBTOPHOTO BBISIBJIICHHSI HECOOTBETCTBUS Ka4eCTBa JIEKAPCTBEHHOT'O CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSIM U
(mpn HEOOXOMMOCTH) O TPOBEpKE CyOBeKTa OOpaIIeHusl JIEKapCTBEHHBIX CPeACTB. Pacxonpl, CBS3aHHBIE C
MPOBEIEHNEM IOCEPUITHOrO0 BHIOOPOYHOTO KOHTPOJA KadecTBa JICKAPCTBEHHBIX CPEICTB, OIUIAYMBAIOTCS
MPOU3BOJHUTENIEM JIEKAPCTBEHHOTO CpelIcTBa JHOO JepiKaTesieM MM BIAJACIBLEM PErucTpalMOHHOTO
YIOCTOBEPEHHS JIEKAPCTBEHHOTO IperapaTa.

(dactp 7 BBeniena denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

I'naBa 5. PASPABOTKA, JOKJIMHUYECKHUE UCCJIEJJOBAHUA

JIEKAPCTBEHHBIX CPEACTB, A TAKKE KIMHUYECKHUE NCCJIEJJOBAHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJIs1 BETEPUHAPHOT'O IPUMEHEHMU A

Cratbs 10. Pa3padoTka jiekapcTBEHHBIX CPEACTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEJICTB BKIIOYAET B c€0S MOMCK HOBBIX (PAPMAKOIOTUIESCKH aKTUBHBIX
BEIIIECTB, MOCIEAYIONIee U3YICHUE UX JICKAPCTBEHHBIX CBOWCTB, JOKIMHUYCCKHUE MCCIE0OBAaHMsI, pa3paboTKy
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TEXHOJIOTHI TIPOU3BOJCTBA (hapMaleBTHYECKUX CyOCTaHIMH, pa3pabOoTKy COCTAaBOB M TEXHOJIOTUH
MIPOM3BOICTBA JIEKAPCTBEHHBIX IPENapaToB.

2. ®unancoBoe obecrieueHne pa3paboTKU JIEKapCTBEHHBIX CPEICTB OCYIICCTBIISIETCS 32 CUET:
1) cpencTB genepaabHOTO OIOKETA;
2) CpeacTB pa3paboTUYNKOB JICKAPCTBECHHBIX CPEIICTB;

3) cpenacTB MpOU3BOAUTENCH JIEKAPCTBEHHBIX CPEICTB MPHU BBHIIOJHEHUU HAYYHO-HCCIEIOBATEIBCKUX
paboT Mo AOTOBOPY MEXAy pPa3paOOTUHKOM JIEKAPCTBEHHBIX CPEACTB M MPOW3BOAMTEIEM JIEKAPCTBEHHBIX
CPEJICTB;

4) MHBIX HE 3alpeNleHHbIX 3aKOHOIATeIbcTBOM Poccuiickoit Deaepanini HCTOYHHKOB.

3. IIpaBa pa3paboTuuKa JEeKapCTBEHHOI'O CPEACTBA OXPAHSIOTCS IPAXXJAaHCKUM 3aKOHOATEIILCTBOM.

Crarbsa 11. JloxkiIuMHHYeCKOe HCCJIe0BAHUE JIEKAPCTBEHHOI'0 CpPeICTBAa JJs MeJUIUHCKOro
NpUMeHeHns

1. JIOKIMHMYECKOE HWCCIEeJOBAHHUE JICKAPCTBEHHOTO CPEACTBA Ul MEIHIMHCKOTO TPHMEHEHHS
MPOBOJUTCS ITyTeM NPUMEHEHHS HayYHBIX METO/I0B OIICHOK B IEJISIX MOJYYEHHS TOKa3aTeIbCTB OE30IIaCHOCTH,
KadecTBa 1 3 PEKTHBHOCTH JICKAPCTBEHHOTO CPE/ICTRA.

2. JIoKnMHMYECKOE WCCIEJOBAaHHWE JICKAPCTBEHHOTO CPEACTBA JUIl MEIMIHHCKOTO IPHMEHEHHS
IPOBOIUTCS B COOTBETCTBHM C TIPABWIAMH HaJUISKaIleH TabopaTOpHOW TPAKTUKH, YTBEPKICHHBIMH
YIIOJIHOMOYEHHBIM (he/IepabHBIM OPraHOM UCTIONTHUTEIBHOM BIIACTH.

(B pen. @enepanpHoOTO 3aK0HA OT 22.12.2014 N 429-D3)

3. Jlns opraHu3anyd ¥ MPOBEICHUS JIOKIMHUYECKOTO HCCIETOBAHUS JIGKAPCTBEHHOTO CpPECTBA s
MEJUIIMHCKOTO IPUMEHEHUS Pa3pabOTYMKU JICKAPCTBEHHBIX CPEJACTB MOIYT IMPHBIEKATh HAy4YHO-
HCCIIEIOBATENIbCKUE OpraHu3alliK, O0pa3oBaTeNIbHbIC OPraHU3allik BBICIIEr0 OOpPa30BaHUs, WMECHOIIUE
HEOOXOIUMYIO0 MaTePHATLHO-TEXHUUECKYI0 0a3y U KBATU(UIIMPOBAHHBIX CICIIUATIMCTOB B COOTBETCTBYIOIIECH
00J1aCTH UCCIIENOBAHUS.

(B pen. ®enepansHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKIMHHMYECKOE HCCIICAOBAaHUE JIEKAPCTBEHHOI'O CpEACTBa Ui MEAWLUHCKOTO NPHUMEHEHHS
IIPOBOJUTCS 10 YTBEPKAECHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJCHHUEM IIPOTOKOJIA
3TOTr0 HCCIICAOBAHMSA M COCTABICHHEM OTYETa, B KOTOPOM COIEPIKATCSl Pe3yNbTaThl 3TOrO HCCIENOBAHUS U
3aKJII0YEHHE O BO3MOXKHOCTH HPOBEACHMS KIMHHYECKOTO HCCIEIOBAaHUS JICKAPCTBEHHOI'O Npernapara s
MEJIUIIMHCKOTO IPUMEHEHHS.

5. [IpoBeneHue MpoBepOK COOIIIOJICHNS TPABIIT Ha IeKallel 1a00opaTopHOi MPaKTUKU U IPABOBBIX HOPM
WCIIOJIb30BaHMs JKMBOTHBIX NPHU MPOBEACHUN JOKIMHUYECKHX HCCIEAOBAHUM JIEKAPCTBEHHBIX CPENCTB UIA
MEIUIIMHCKOTO TPUMEHEHHsSI OCYIIECTBIISIETCS YIOJTHOMOYEHHBIM (DeiepaabHBIM OPTaHOM HCIOTHUTENFHON
BIIACTH.

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Pe3an)TaTBI JOKIIMHUYECKOIO HMCCICAO0BAaHUA JICKAPCTBEHHOI'0 CpeACTBa MJId MEAUIHUHCKOT'O
NPUMCHCHHA MOT'YT OBITh MNpEaACTaBJICHLI B YHOJ'IHOMOLICHHBII;’I Q)e;[epaanLIf/i Oopran HCIIOJITHUTEILHOM BJIACTH B
YCTAHOBJICHHOM MOPSJAKE B LIEJIAX FOC}’Z[apCTBeHHOﬁ peructpanuu JCKapCTBCHHOTO IIpe€riapara.

Cratbs 12. JlokJHHHYECKOE HCCIIeI0BAaHUE JIEKAPDCTBEHHOTO CpPeACTBA W  KIHHHYECKOoe
HccieJ0BaHUE JIEKAPCTBEHHOT 0 MPeNnapara JUisi BeTepHHAPHOTO PUMeHeHUsl

1. JlokIMHUYECKOEe WCCIeNOBaHNe JIEKapCTBEHHOTO CPEJCTBA ISl BETEPUHAPHOTO IPHUMEHEHHUS
MIPOBOJIUTCS IMTyTeM MPUMEHEHUS HAyYHBIX METOJIOB OIICHOK B IIEIISX MOyYEHHUS OKA3aTeLCTB 0€30acCHOCTH,
KauecTBa U APGEKTUBHOCTHU JICKAPCTBECHHOTO CPEJICTBA, B TOM UYHUCIIC OINPENEICHUS CPOKa €r0 BBIBEACHUS U3
OpraHu3Ma KHBOTHOTO, B LEJSIX o0ecreueHus] 0e30MacHOCTH MPOIAYKIIUN KUBOTHOTO MIPOUCXOXKIEHUS TTOCIIe
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MIPUMEHEHHUS] COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mpemapara.

2. I[OKHHHPI‘I@CKOC HCCICOA0OBAaHHUE JICKAPCTBCHHOI'O CpEACTBA MW KIMHHUYCCKOE HUCCICIOBAHUC
JICKApCTBCHHOI'O IpfliapaTa Jjid BCTCPHHAPHOIO MPHUMCHCHHA, HWCCICAOBAHUC OMO’KBUBATICHTHOCTH
YKa3aHHOT'O JICKapCTBEHHOTO Ipfliapara IMPOBOAATCA B COOTBETCTBHU C IIpaBUJIaMH, YTBCPKICHHBIMU
YIIOJTHOMOYE€HHBIM (beﬂepaJ'IBHLIM Opranom HCTIOJTHUTEIIFHOM BIaCTH.

3. JIOKJIMHHYECKOE WCCIEOBAHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE HCCIIEJOBaHHE
JIEKapCTBEHHOT O TIpeTapara Jijisi BETEpUHAPHOTO IPIUMEHEHHS ITPOBOIATCS 110 YTBEPKJACHHOMY pa3paboTINKOM
JIEKapCTBEHHOTO CPEZCTBA IJIaHy C BEJACHHEM IPOTOKOJIOB STHX HCCIENOBAHUN M COCTABJICHHEM OTUYETOB, B
KOTOPBIX COJEPKATCS PE3yNbTAThI 3TUX UCCIICIOBAaHUM.

4. Jlna opraHu3aly ¥ TPOBEACHHS IOKIMHUYECKOTO MCCIENOBaHUS JIEKAPCTBEHHOIO CpENCTBA U
KJIMHUYECKOTO HCCIIEAOBAHUS JICKAPCTBEHHOIO IpenapaTa AJis BETEPUHApHOIO NPUMEHEHHs pPa3paboTyuMk
JIEKApCTBEHHOTO CPEACTBa MOXET MpPHUBJICKAaTh OpPraHU3alld, HMMEIOMNe HEOOXOAMMYI0 MaTepUallbHO-
TEXHUYECKYIO 0a3y M KBaTU(PHUUUPOBAHHBIX CIICLAIMCTOB B COOTBETCTBYIOILICH 001aCTH HCCIIENOBAHHUSI.

5. KunuHunueckue uccnenoBaHUs JIEKApPCTBEHHBIX MPENaparoB Uil BETEPHUHAPHOIO IMPUMEHEHUS
MIPOBOASITCA B BETEPUHAPHBIX OPraHU3alMAX U B OPTaHU3ALIUAX, OCYIIECTBIISIOMINX pa3BeeHNE, BEIPALIBaHNE
U COAEprKaHKe )KUBOTHBIX, B LEJIAX:

1) ycTaHOBIIEHHSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX IPENapaToB 310POBBIMH )KUBOTHBIMU;

2) noa0opa ONTHMAIBHBIX JIO3UPOBOK JIEKAPCTBEHHBIX MPENapaToB W Kypca JICYCHUs Ha KOHKPETHOM
IpyIIIE KUBOTHBIX C ONPEACICHHBIM 3a00JIeBaHNEM;

3) ycraHoBeHHs 6e30macHOCTH U 3((HEKTUBHOCTHU JISKAPCTBEHHOTO IIpenapaTa, peJHa3HaueHHOTO JUIs
JIeUYEHHs ONPEACICHHBIX 3a00JI€BaHUN >KUBOTHBIX, WM 3((EKTUBHOCTH JIEKAPCTBEHHOI'O Npemnapara s
NpOoGUIAKTHKH 3a001€BaHUM 3JOPOBBIX KUBOTHBIX;

4) wu3yueHUS BO3MOXKHOCTEW pacHIMpEeHHs TOKa3aHW K TNPUMEHEHHMIO 3aperUCTPUPOBAHHOIO
JICKapCTBEHHOTO Npernapara 1 BbISIBICHHUS paHee HEM3BECTHBIX MOOOYHBIX ACHCTBUH.

6. Kamanueckoe HCCJICAOBAHUC JICKAPCTBCHHOI'0 IIpfrapara MAjid BCETCPUHAPHOIO MNPUMCHCHUA
OCYIIECTBIIACTCA 3a CUCT CPCACTB paspa60TqHKa JICKaApCTBECHHOT'O CPpEACTBA.

7. OT4eTsl 0 pe3ysbTaTax JOKIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOI'O CPEICTBA U KIIMHUYECKOTO
WCCIIEIOBaHMUs JIEKAPCTBEHHOTO Mpernapara Jyisi BETEpHHAPHOTO TMPUMEHEHHS COCTABIISIOTCS Pa3paboTIYHKOM
JIEKapCTBEHHOTO CPEJICTBA C YYETOM 3aKJIIOYEHHWI OpraHu3alui, MPUHUMABIINX y4acTHE B OpPraHM3ALUU U
MPOBEIEHUH ITUX UCCIIEIOBAHUI.

8. KOHTpOHI) 3a MPOBEACHUEM JOKIIMHHUYCCKUX I/ICCHC}IOBaHI/Iﬁ JICKApCTBCHHBIX CPEACTB U KIIMHHUYCCKUX
I/ICCJ'IG}_IOBaHI/Iﬁ JICKAPCTBCHHBIX nperapaTtoB JJIAA BCTCPUHAPHOI'O NPUMCHCHUSA OCYIHICCTBIIACTCA
YIOJIHOMOYCHHBIM (beﬂepaﬂBHBIM OpraHom HCIOJIHUTEIBHON BJIACTH.

I'1aBa 6. OCYIIECTBJEHUE T'OCYJIAPCTBEHHOM PETUCTPAIIAN
JIEKAPCTBEHHBIX IIPEITAPATOB

Crarps 13. ocynapcTBenHas perucTpanusi JeKapcTBEHHBIX MPeNapaToB
(B pen. @enepanbHOro 3akoHa 0oT 22.12.2014 N 429-D3)

Koncynprantllintoc: npumeyanue.

JonyckaeTcsi MpUMEHEHHE B MEIMIMHCKHX LENSAX HE 3aperucTpUpoBaHHBIX B PD nexapCTBEHHBIX
MIPETapaToB, COAECPIKANUX HAPKOTHIECKNE CPECTBA W IICUXOTPOITHbIE BEIECTBA, BBE3EHHBIX B PO B
COOTBETCTBHH C 4. 3.1 cT. 47 nanHoro nokymenrta (1. 8 c¢t. 3 @3 o1 27.12.2019 N 475-03).

1. B Poccuiickoii @eaepanuu A0MYyCKalOTCs MPOU3BOACTBO, U3TOTOBICHUE, XpaHEHHE, IIEPEBO3Ka, BBO3 B
Poccuiickyro ®@epnepanuio, BbiB03 U3 Poccuiickoil dexnepaiuu, pexiama, OTIYCK, peanu3alus, nepejaya,
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NPUMEHEHNE, YHUYTOXECHHUE JICKApPCTBEHHBIX IPENapaToB, €CIM OHU 3apETHCTPUPOBAHBI COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (peJIepaTbHBIM OPraHOM HCIOJIHUTEIBHOM BIACTH.
(uactb 1 B pen. @enepansHoro 3akona ot 13.07.2015 N 241-D3)

2. 'ocymapcTBEHHOM perucTpaIiy MoAIeKar:

1) Bce nexkapcTBEHHBIE TMpemapaThl, BIIEPBBIC IMOJIEKANINe BBOAY B oOpameHwe B Poccuiickoi
®enepauny;

2) nexkapCTBEHHBIE TMpemapaTsl, 3aperuCTPHpPOBAHHBIE paHee, HO IPOW3BEACHHBIE B JPYTHX
JICKAPCTBEHHBIX (popMax B COOTBETCTBUU C IEPCUHEM HAUMEHOBAHWUU JICKAPCTBEHHBIX ()OPM, B HOBOWM
JIO3UPOBKE TP JIOKA3aTEIbCTBE €€ KIIMHNICCKON 3HAYMMOCTH U 3P PEKTUBHOCTH;

3) HOBBIEC KOMOWMHAIINH 3apEeTUCTPUPOBAHHBIX PaHEe JICKAPCTBEHHBIX MTPENapaToB.

3. TocynapcTBeHHass perucTpanus JEKapCTBEHHBIX IIPENapaToB OCYIIECTBISETCA IO pe3yibTaTaM
9KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB, a TOCYJapCTBEHHas perucrpauusi OppaHHbIX JEKAPCTBEHHBIX
MpenapaToB OCYLIECTBIAETCS MO PE3yJIbTaTaM 3KCIEPTH3bl JTOKYMEHTOB, IPEACTaBICHHBIX ATl OTPENEICHHS
BO3MO>KHOCTH pacCMaTpHUBaTh JIEKAPCTBEHHBIH Mpenapart A1 MEAUIMHCKOT0 TPUMEHEHUS IIPU OCYIIECTBICHUH
TOCYJapCTBEHHOW PETUCTpallii B KadecTBE Op(aHHOTO JIEKapCTBEHHOTO TNpernapara, W MO pe3yibTraTam
9KCHEPTHU3bI JICKAPCTBEHHBIX CPEIICTB.

4. TocymapcTBeHHass PErHCTpallus JIEKapCTBEHHOIO IpernapaTa OCYIIECTBIISETCS COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM (peZiepaqbHbIM OPraHOM HCIIOJIHUTEIBHOM BJIAacTH B CPOK, HE IPEBBILAIOIINMNA cTa
HIecTUAECITH pabouux AHEH €O AHA NPHUHATUS COOTBETCTBYIOIIETO 3asBICHHUA O TOCYIApPCTBEHHOU
perucTpanyu JIeKapcTBEHHOTro mpemnapara. B ykazaHHBI CpOK BKJIIOUAeTCS BpeMsl, HEOOXOIUMOE st
MTOBTOPHOT'O MPOBEIEHUS SKCIIEPTHU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBHUU CO CTaThel 25 HACTOALIETO
®denepanbHOro 3akoHa. Cpok rocy1apcTBEHHOM PErncTpaliiy JIEKAPCTBEHHOTO IpenapaTa HCUUCISIETCS CO AHS
MPUHSATHS COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM (eiepajbHbIM OpPraHOM HCIIONHHUTENBHOW BJIACTH
COOTBETCTBYIOIIETO 3asIBIEHUS O TOCYJapCTBEHHON PErHUCTPAIMK JIEKApCTBEHHOTO Mpenapara ¢ MpuIoKeHUEM
HEOOXOIMMBIX JOKYMEHTOB I10 JIeHb BBIIaYH PETUCTPALIMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara.
Bpewms1, HeoOxonumoe A5 HarpasiieHHUs YIIOJTHOMOUYEHHBIM (e/iepaibHbIM OpPraHOM HCIOJIHUTENIFHON BIACTH
3arpoca o MpeICTaBICHNN He0OXOJUMBIX MaTepHaIOB U MTPEICTaBICHNUS 3asiBUTENIEM OTBETa Ha TAHHBIN 3a1poc
B COOTBETCTBUH CO cTaThsiMu 16, 19 u 23 Hactosmero deaepanbHOTO 3aK0HA, HE YUUTHIBAETCS MPH HCYUCIICHUH
CpOKa rocyJapCTBEHHON PEruCTpaliy JIEKapCTBEHHOTO IIperapara.

5. T'ocynapcTBEHHOM PerucTpaivi He TOJIEkKAT:

1) JexkapcTBEHHBIE Mpemnaparhl, HW3TOTOBJICHHBIC AaNTEYHBIMH OPraHU3aLUSIMH, BETCPHUHAPHBIMU
anTeYHBIMA OpPTaHU3AIMSIMH, WHIUBUAYAJIbHBIMH TNPEANPUHUMATEISIMH, KOTOpPhIE HMMEIOT JUIEH3UI0 Ha
(hapMaIeBTHYECKYIO ICATEILHOCTD, IO pellenTaM Ha JIeKapCTBEHHBIE MTpenapaThl U TPeOOBaHHUAM MEIUITTHCKUX
OpraHu3aluii, BeTEpUHAPHBIX OPraHU3aLn;

2) nexapcTBEHHbIE MNpenaparbl, NpuoOpeTeHHbIe (U3MUYECKUMH JHIAMK 3a mpenenamu Poccuiickoit
@denepanny ¥ MpeHA3HAYCHHBIE IS TUYHOTO FCTIOIb30BaHUS;

3) JICKApCTBCHHBIC IIpCIIapaTbl, BBO3UMLIC B POCCHﬁCKym @eaepaumo JJIA OKa3aHuA MC,Z[I/II.[I/IHCKOﬁ
ImoMOIMM IO >XU3HCHHBIM IIOKAa3aHUAM KOHKPECTHOI'O IMalMCHTAa Ha OCHOBaHWU pPA3pCHICHUA, BBIJAHHOTO
YIOOJIHOMOYCHHBIM @eﬂepaanHM Opranom HUCITOJTHUTEIIFHOM BJIACTH,

4) nexapcTBEHHBIE CpeICTBa, BBO3UMble B Poccuiickyio Denepanuio Ha OCHOBAaHMHM BBIAAHHOTO
YIOJTHOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOJTHUTEIHHON BIIACTH pa3pelieHus] W MpeAHa3HAYCHHBIE IS
MIPOBEJCHHS KIMHUYECKUX HCCIIEOBAHUI JIEKAPCTBEHHBIX MpPErnapaToB W (WJIM) MPOBEACHUS SKCIIEPTHU3BI
JIEKapCTBEHHBIX CPEJICTB JUIA OCYIIECTBIEHHS FOCY1apCTBEHHOM PErUCTpalliy JIEKAPCTBEHHBIX IPENapaToB;

5) dbapmarieBTUUECKHE CyOCTaHIINM;

6) paZ{I/IO(l)apMaLIeBTI/IIJCCKI/IC JICKAPCTBCHHLBIC TIIpCraparbl, HN3rOTOBJICHHLIC HCHIOCPCACTBCHHO B
MCIUIIMHCKUX OpraHu3anvgax B TMMOPAAKC, YCTAHOBJICHHOM YIOJHOMOYCHHBIM (beﬂepaanHM OpraHom
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WCTIOTHUTENFHOW BIACTH;
7) nekapCTBEHHBIE MpeTapaTsl, MPOU3BOIUMBIE ISl IKCTIOPTA.
6. He nonyckaetcst rocyiapcTBEHHAsT PETHCTPALIMSL:

1) JexapcTBEHHBIX MPENApaTOB, OTIMYAIONINXCS APYT OT APYyra KA4eCTBEHHBIM COCTABOM JEHCTBYIOIIIX
BEILIECTB, MO/l OAMHAKOBBIM TOPTOBHIM HAMMEHOBAHUEM;

2) OIHOTrO JIGKAPCTBCHHOI'O IIperapara, MPEACTABICHHOTO Ha TOCYAApCTBEHHYIO PETHCTpAlMi0 B
OTHOIICHUU OJTHOTO U TOTO K€ JIEPIKATEIS HITH BJIaJIeIIblla PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
mperapara B BUC JBYX M 00JIee JCKapCTBEHHBIX MPENapaToB MO/ Pa3TUYHBIMA TOPTOBBIMA HAMMCHOBAHUSMH.,
(1. 2 B pen. @enepanpHoOro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B dJekTpoHHON ¢dopMe wWiH Ha OyMaXHOM HOCHTeNe) cyObekTa oOparmieHus
JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBYIOIIMM YIMOJHOMOYECHHBIM (pellepalbHbIM OPraHOM HCIOJHHUTEIEHON
BJIACTH, OCYILECTBISIIOIIMM IOCYJApPCTBEHHYIO PETHCTPALIMIO JIEKAPCTBEHHBIX IPENapaToB, B yCTAHOBICHHOM
UM TIOPSAKE OCYLIECTBISIETCS HAy4YHOE KOHCYJIBTHPOBAHUE IO BOINPOCAM, CBA3aHHBIM C IPOBEACHUEM
JOKJIMHUYECKUX MWCCIIEOBAHUN, KIMHUYECKUX HCCIEJOBAHUN JIEKAPCTBEHHBIX IPENapaToB, 3KCIEPTHU3BI
KayecTBa JIGKAPCTBEHHBIX CPEACTB, 3PPEKTHBHOCTU 1 OE30MaCHOCTH, C OCYIIECTBICHUEM TOCYIAPCTBEHHOM
perucTpaury JIeKapCTBEHHBIX HpenapartoB. KOHCYIbTHpOBaHHE OCYLICCTBIAETCS C IPUBJICYCHHEM
(denepanbHBIX TOCYJAPCTBEHHBIX OIOKETHBIX YUYpEeKIEHHH, MOJBEAOMCTBEHHBIX TaHHOMY (eaepansHOMY
OpraHy HCIIOJHUTEIbHOW BJIACTH M HE YYacCTBYIOIIMX B OpPTraHM3allMU TPOBEIEHUS SKCIEPTHU3bl KauecTBa
JICKApCTBEHHBIX CPEACTB B LENSAX OCYIIECTBJICHHS MX TOCYAapCTBEHHOH pErucTpalvd B COOTBETCTBHH CO
crarbeir 16 Hacrosmero denepanbHOTO 3aKOHA, B BHIE OTBETa B MUCHMEHHOH (opMe YIIOIHOMOYECHHOTO
(denepanbHOr0 OpraHa HCHOJTHUTENBFHOM BIAcTW Ha 3ampoc. Pa3mep B3MMaeMOW € 3asBUTENS ILIATHI
OTpeseNsieTcss B COOTBETCTBMM C 3aKOHOJAarenbcTBOM Poccmwiickoit @Demepannu 00 OpraHn3aliu
MPENOCTAaBICHNS TOCYJapCTBEHHBIX U MYyHHULUNAJIbHBIX yciuyr. MHdopManus o0 ocymecTBICHUH HAyYHOTO
KOHCYJIFTUPOBaHUSl, B TOM 4YHCJE CTaTbH, OO30pbHI, CIIPaBOYHBIC MaTepuanbl M WHas WHpopManus 00
OCYIIECTBIICHUU HayYHOTO KOHCYJIBTUPOBAHMWS, pazMemacTcss Ha O(UIHaIbHOM caiTe YIMOTHOMOYEHHOTO
(denepanpHOTO OpraHa WCIIONHUTENEHOW BiacTd B cetu "MHTepHET" C COONIONEHWEM OTpaHUYCHHH,
YCTaHOBJIEHHBIX 3aKOHOJATENbCTBOM O IMEPCOHANBHBIX JAHHBIX, KOMMEpYECKOH W (WIM) TOoCyIapCTBEHHOM
TaiiHe.

8. T'ocymapcTBeHHass perucTpanus JIEKApCTBEHHBIX IPEMAapaToB, KOTOpBIE MpeIHA3HAYEHBI IS
MPUMEHEHUSI B YCJIOBHSIX BOCHHBIX JICHCTBHIA, 4YpE3BBIYAWHBIX CUTYalMid, TPOPUIAKTHKA U JIeUCHUS
3a00JI€BaHUIl ¥ TOpPaKEHWH, IMONYYCHHBIX B PE3yJIbTare BO3ACUCTBHS HEONArompHIATHBIX XUMHYECKHX,
OMOJIOTHUECKUX, pPaJUallMOHHBIX (AKTOPOB, W pa3paboTaHbl MO 3aJaHui0 (elepanbHbIX OpPraHoB
WCTIOJIHUTENILHOM BJIACTH, YIOJHOMOYCHHBIX B 00JaCTH OOOPOHBI CTpaHbl M 0E30MAaCHOCTH TOCYIapCTBa,
OCYILIECTBIISIETCA B MIOPsJIKE, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit @eaepaiuu.

Cratbs 14. [IpyHIMIBI JKCIIEPTH3BI JIEKAPCTBEHHBIX CPEeACTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. SKcnemea JICKAPCTBCHHBIX CPCACTB OCHOBBIBACTCA HA MPUHIUIIAX 3dKOHHOCTH, CO6J'HOI[CHI/I$I npaB u
CBO60}I YCJIOBCKAa M TIpaxJaHUHA, IpaB HOPpUAWYCCKOro Jinia, HE3aBUCHUMOCTU IKCIIEpTa, 06’LCKTI/IBHOCTI/I,
BCECTOPOHHOCTHU M ITOJTHOTBI I/ICCHC}IOBaHI/II‘/’I, IMPOBOAMMBIX C HCIIOJIb30BAHUEM COBPEMCECHHLIX }IOCTI/I)KCHI/Iﬁ
HAayKM HW TCXHUKHU, OTBCTCTBCHHOCTU (beﬂepaJ'IBHOI‘ 0 TOCYAAapCTBCHHOI'O 6IOZ[)K6THOFO YUYPCKACHUA T10
MPOBCACHUIO SKCIICPTU3LI JICKAPCTBCHHBIX CPEACTB U 3KCIICPTOB 3a IIPOBCACHUC U KAYCCTBO 3KCIICPTU3BI.

2. DKcnepTH3a JIEKapCTBEHHBIX MPEnapaToB ISl MEJUIIMHCKOTO IPUMEHEHHSI BKIIIOYAET B ce0sl:

1) oKkcmepTu3y JOKYMEHTOB, MPEJCTABICHHBIX IS OMPEACICHUS BO3MOXHOCTH pacCMaTpUBATh
HeKapCTBeHHBIfI mnpemnapar ajid MEAUMIMHCKOIO MNPHUMEHCHHA IPpU OCYHICCTBICHUN FOCY}IapCTBeHHOﬁ
perucTpanyu B KauecTse op(aHHOTO JIEKapCTBEHHOTO Tpernapara;

2) 3KCHEepPTU3y NPEUIOKEHHBIX METOJOB KOHTPOJIS KAa4yecTBa JICKAPCTBEHHOTO CPEJCTBA M KadecTBa
MIpeICTaBICHHBIX 00Pa3I0B JIEKAPCTBEHHOTO CPEJCTBA C MCIIOIB30BAHNEM ITHX METOJOB (J1ajiee - AKCIepTH3a
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Ka4yecTBa JIEKAPCTBEHHOTO CPEJICTBA);

3) sKCHepTU3y OTHOIICHHS OXKHAaeMOH MOIB3bl K BO3MOXKHOMY PHCKY TPUMEHEHHS JIEKapCTBEHHOTO
npenapara;

4) SKCHepTH3y pEerucTPaloHHOTO JI0Che Ha JIEKAPCTBEHHBIM TMpernapar B IENAX OIpelelIeHUs
B3aUMO3aMEHAEMOCTH JICKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO MPUMEHEHHUSI.
(1. 4 BBenen denepanbHBIM 3aK0HOM 0T 27.12.2019 N 475-D3)

3. DxkcrmepTr3a JEeKapCTBEHHBIX IIPernapaToB ISl BETEPUHAPHOTO NPUMEHEHHsS BKJIOYAaeT B cels
AKCIEPTU3Y KaueCTBA JEKAPCTBEHHOTO CPEICTBA U SKCIIEPTU3Y OTHOILICHUS OKUIAEMOU MOJB3bI K BO3MOXHOMY
PHUCKY MIPUMEHEHUS JICKaPCTBEHHOIO Mpernapara.

Crartbi 15. @eepanbHoe rocyiapcTBeHHOE GI0IKEeTHOE YUpesKIeHHe Mo MPOBeIeHUI0 IKCIePTUH3bI
JIEKAPCTBEHHBIX CPENCTB

OKcnepTu3a JIEKapCTBEHHBIX CPEICTB MPOBOAMUTCS (efepanbHbIM T'OCYAapCTBEHHBIM OFOKETHBIM
YUPEXKIEHHEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (eepallbHOTO OpraHa HCIIOJHUTEIBHON BIIACTH,
CO3JTaHHBIM JJIs1 00€CIIeUeHHUsT MCTIOTHEHNUSI TIOJTHOMOYH 3TOT0 (peiepallbHOrO OpraHa 1o BblAaye pa3pelieHui
Ha NPOBEICHUE KIMHUYECKUX HCCICIOBAHUHM JIEKAPCTBEHHBIX IPENapaToB W (WiIM) MO TOCYAapCTBEHHOM
perucTpalyy JIEKapCTBEHHBIX MIPENapaToB (Janee - SKCIEPTHOE YUPEKIECHHUE).

Crartbs 16. Opranusanusi npoBeJeHus IKCIEPTU3bI JIEKAPCTBEHHbIX CPeICTB
(B pen. @enepanpHoOTo 3aK0Ha OT 22.12.2014 N 429-D3)

1. DKcnepTH3a JeKapCTBEHHBIX CPEACTB MPOBOAUTCS KOMHCCHEH SKCIEPTOB SKCIEPTHOIO YUPEKICHHUS,
Ha3HAUEHHOM €ro pyKOBOOUTEJEM, Ha OCHOBAaHMM 3aJaHUSl HA NPOBEICHHUE SKCIIEPTU3bl JIEKAPCTBEHHOTO
CpeACTBa, BBIAHHOTO YIOJIHOMOYEHHBIM (eepalbHbIM OpPraHOM HCIOJHHUTENLHON BIIACTH. PyKOBOJMTEND
9KCIIEPTHOTO YUPEXKIEHHsI 0OecreurBaeT HaJuiexallee MpoBeJeHNe IKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBHH C 33JaHUEM, BBIJAHHBIM YIIOTHOMOYEHHBIM (ellepanbHbIM OPraHOM MCHOJIHUTENILHON BIIACTH, U
OpraHu3yeT MOATOTOBKY CBOJIHOIO 3aKIIOYEHHUS ATOM KOMHUCCHU. B cocTaB 3TOH KOMHCCHU MO PELICHHIO
PYKOBOJUTEJISI SKCTIEPTHOTO YUPEKACHUS MOTYT OBITh BKJIFOUEHBI B KAUeCTBE IKCIIEPTOB JIKIIa, He paboTaromiye
B IaHHOM 3KCIIEPTHOM YUPEKICHUH, ECITU UX CTIELHaIbHbIEC 3HAHNS HEOOXOIMMBI JUIs IPOBEACHUS SKCIIEPTHU3HI
1 TaKHe 3KCIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM YUPEKICHHU.

2. DKCIepPTOM TI0 MTPOBEICHHIO IKCIIEPTU3BI JICKAPCTBEHHBIX CPEJ/ICTB SIBIISIETCS] ATTECTOBAHHBIN paOOTHUK
SKCHEPTHOTO YYPEIKACHHUS, KOTOPBI MMEET BBICIIEE MEIMIMHCKOE, (apMareBTHUECKOe, OMOIOrUYECcKOe,
BETEPUHAPHOE WM XMUMUYECKOEe 00pa30BaHWE W MPOBOAUT SKCIEPTHU3Y JICKAPCTBEHHBIX CPEJICTB B MOPSIKE
HCIIOJTHEHMSI CBOUX JIOJDKHOCTHBIX 00513aHHOCTEH (J1aee - SKCIepT).

3. HpI/I MMPOBCACHUHN SKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB SKCIEPT HE MOXKCET HAXOAUTHCA B KaKkou-11u00
3aBUCUMOCTHU OT JiMlld, HA3HAYMUBIICTO 3Ty 3KCIICPTU3Y, paBpa60T‘II/IKa JICKApPCTBCHHOT'O CPEACTBA WUJIK APYTIHUX
3aMHTCPECOBAHHBIX B PE3YyJIbTaTaX dKCIIEPTU3BI JIUIIL.

4. Ilpn npoBeIEHNN SKCIEPTHU3HI JIEKaPCTBEHHBIX CPEICTB HE JIOMyCKaeTCsl UCTPeOOBaTh y 3asBUTEIS
Ju00 HHBIX JIMI[ MaTepualibl, HEOOXOMUMBIC IS IPOBEACHHUS ISKCIEepPTH3bl. B cilyuyae HEZ0CTAaTOYHOCTH
NMPpEACTABJICHHBIX OKCHIEPTY MATCPUAJIOB JIA Ja4Hr 3aKIIIOUYCHUA SKCIIEPT CTAaBUT BOIIPOC O IMPEACTABICHUU EMY
HEOOXOIMMBIX MaTepHajoOB Mepea PYKOBOIAHUTEIEM OHKCIIEPTHOTO YUPEXKIEHHs, KOTOpPbId oOpamaercs c
COOTBETCTBYIOIINM 3alIPOCOM B YIOJIHOMOYEHHBIH (ellepanbHblid OpraH UCIIOJHUTEIBHOM BIACTH, BBIAABIINN
3aJJaHie Ha TMPOBEJECHHE OSKCIEPTU3bl JICKAPCTBEHHOTO CPEJCTBA. YKa3aHHbIN (ejepanbHBIl  opra
WCTIONIHUTENFHOM BJIACTH B TEYEHHWE MATH paboumx IHEH co AHA TOCTYIJICHUS 3ampoca pPYKOBOAUTENS
SKCHEPTHOTO YUPEXKACHUS HANpaBIACT 3asBUTENIO 3alpOC O IMPEIACTAaBICHUH HEOOXOIUMBIX MaTepHasoB.
HaHHBII;'I 3arpocC MOXKET OBITh nepeaad yroJHOMOUYCHHOMY IMPEACTABUTEIIIO 3aidABUTCIIA JIMYHO 10 PaCIIUCKY,
HaIpaBJICH 110 MMOYTE 3aKa3HbIM NNHUCbMOM HJIU MIEPEAAH B 3JICKTpOHHOI>i (bopMe 10 TCJICKOMMYHUKAITMOHHBIM
KaHajaMm cCBs3U. B cimyuae HampaBieHHs IJaHHOTO 3ampoca MO IHOYTe 3aKa3HbIM MHUCBMOM OH CUUTAETCs
ITOJIy4YE€HHBIM I10 UCTEUYEHUH IECTH JHEH C IaThl HAIIPABICHUS 3aKa3HOTO NHCHMa.

(dactp 4 B pen. DenepanpHOro 3aK0Ha OT 25.11.2013 N 317-D3)
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4.1. 3asButrenp 00f13aH NPEJACTAaBUTh OTBET HA 3aMpoc YIOJIHOMOYEHHOro (eepanbHOro oprana
WCTIOTHUTENFHOW BJACTH B CPOK, HE MPEBHIMAIONINN IEBSHOCTA padOYMX AHEH CO OHS €ro TOMYUeHHS.
YnomHOMOUYCHHBIH (eepanbHbIl OpraH WCHOJIHHUTEIBHON BIIACTH, BBIJABIIAN 3aJaHUEC HA MPOBEIACHUC
AKCIIEPTU3BI JICKAPCTBEHHOI'O CPEACTBA, B TCUCHUE MATH PaOOYUX JHEH CO JHS MOCTYIUICHHS OT 3asSBUTEIS
OTBETa Ha IaHHBII 3aIIPOC HATIPABIISIET TAKOW OTBET B AKCIIEPTHOE yUpexAeHNe. B cirydae HempencTaBieHus 1mo
WCTEYEHUH JIEBIHOCTa pabounx JTHEH 3asBUTEIIEM OTBETA Ha TaHHBIN 3aMPOC YIIOJTHOMOYEHHBIHN (enepanbHbId
OpraH UCTIOJHUTEIBHON BIACTH, BRIAABIINH 3aJaHUE HA IPOBEICHUE AKCIIEPTU3HI JIEKAPCTBEHHOI'O CPEJICTBA, B
TeUeHHe TATH paboumx [HEHl HalpaBiAeT B JKCIIEPTHOE YUPEXKICHHE YBEAOMIICHHE O HENpEeACTaBICHUH
3asiBUTEJIEM OTBETAa Ha 3alpoc YKa3aHHOTO opraHa. Bpemsi co AHA HampaBiIeHHS 3ampoca 3KCIIEPTHOTO
YUPESKJCHUSI B YIOJHOMOYCHHBIM (penepanbHbli OpPraH WCIOJHUTEIBHOW BIACTU 10 JHS TONYYCHUS
SKCIIEPTHBIM YUPEXKJCHHEM OTBETa Ha 3alpoc WM YBEIOMJICHHUS O HEMPEACTABICHUU OTBETA Ha 3ampoc HE
YUHATHIBACTCS TP NCUHUCIICHUN CPOKA TIPOBEACHHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA.

(dacts 4.1 BBeneHa DenepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe pPErucTpallMOHHOIO JI0Che Ha JIEKAapCTBEHHBIN MpemapaTr i MEIULMHCKOrO
MIPUMEHEHUsI COIAEPKUTCA MpeaycMoTpeHHast cratbeil 18, wacteio 1.1 cratbu 30 u ctatheil 34 HaACTOSILErO
denepanbHOTO 3aKOHA KOMMS PELICHHUS YIIOJIHOMOUYEHHOTO ()e/IepalbHOr0 OpraHa UCHOJIHUTENFHON BIaCTH O
MPOBENCHNH WHCIIEKTUPOBAHUSI TIPOM3BOJAUTEINST JIEKAPCTBEHHBIX CPEACTB, OSKCHEPTYy O0 O(OpMIICHHS
Pe3yabTaTOB 3KCIIEPTU3bI JICKAPCTBEHHOTO CPEICTBA MPEIOCTABISIETCS B MOPSAAKE M HA YCIOBHSX, KOTOpBIE
npenycMoTpeHsl yacTsamMu 4 u 4.3 HacToALeld CTaTbd, KONMS 3aKIIOYCHHS O COOTBETCTBHM NPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJCTB TPEeOOBaHMSIM MpPAaBWII HaIUIeXkalled MPOM3BOJACTBEHHON MPAaKTHKU, BBIAAHHOTO
YIIOJIHOMOUYEHHBIM (hefiepaqbHbIM OpPraHOM UCTIOJIHUTEIBHOM BIacTu.

(dacts 4.2 BBeneHa PeaepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.3. 3asgButenpb 00513aH NPEICTABUTEH B YITOTHOMOYCHHBIN (eiepailbHblid OpTaH UCIOJHUTEILHON BIACTH
KOIMIO 3aKJIIOYEHHSI O COOTBETCTBHUHM IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM IPaBHII
HaJJIeXKaIed MPOU3BOJCTBEHHON MPAKTUKU B CPOK, HE MPEBBIIAOIINN CTa BOCBMUAECITA pabOYnX JHEH CO
JIHS TIONTYYEHUs 3amIpoca O ee MPeJOCTaBICHUH. YTOJHOMOYCHHBIH (enepalbHblii OpraH HUCIONTHUTEIHHOMN
BJIACTH, BBIIABLINYI 3a7]aHUe Ha POBEJCHUE HKCIIEPTU3bI JICKAPCTBEHHOTO CPEJCTBA, B TEUEHHUE MATH pabounx
JTHEHN cO AHS MOCTYIUIEHUS OT 3asABUTENS KOIHMHU 3aKIIFOUEHHSI O COOTBETCTBHH MTPOU3BOAMUTENS JIEKAPCTBEHHBIX
CpeacTB TpeOOBaHMSIM MpPaBUJ HaJJIeXkalled MPOM3BOACTBEHHOM MPAKTHKH, HANpaBiseT €€ B 3KCIEPTHOE
yupexxaeHue. B ciydyae HenmpeacTaBieHus 3asBUTENIEM B YKa3aHHBIN CPOK KOIHH 3aKIIOUEHHUS] O COOTBETCTBUU
MPOU3BOJUTENS JIGKAPCTBEHHBIX CPEICTB TPEOOBaHMSAM IPAaBHUJ HaJJEXkKalled NpOU3BOACTBEHHON HMPAKTHUKH
YIIOJIHOMOYECHHBIH (pefiepaibHbIl OpraH WCIIONHHUTENLHONW BJIACTH, BBIABIIMK 3aJjaHWE Ha TPOBEACHUE
9KCIIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA, B TEUEHHUE MATH pabOYHX JIHEH HAIIPaBIIAET B IKCIIEPTHOE YUpEKICHNE
YBEAOMJIEHHE O HENPEACTABICHUH 3asBUTENEM KONHMH 3aKIIOYEHHS O COOTBETCTBHHM IPOU3BOJUTEINS
JICKApCTBEHHBIX CPEACTB TPeOOBAHMSAM IPaBUJ HaAJEXkKallell MPOM3BOIACTBEHHOH NpakTuku. Bpems co nHs
HaTpaBJICHUs 3alpoca SKCIEPTHOTO YUPEXKICHHUS B YIIOTHOMOYCHHBIN (pefiepaibHbIi OpraH WCTIOHUTEIbHOM
BJIACTH JIO0 JTHS TOJYYEHHs SKCIIEPTHBIM YUPEXKACHUEM KOMHMH 3aKJIIOUEHHUS O COOTBETCTBHH NMPOU3BOIUTENS
JIEKApCTBEHHBIX CPEJICTB TPEOOBAHMUIM MPABUII HAAJIEKAILEH TPOU3BOICTBEHHON NPAKTHKH WM yBEJOMIICHUS
0 €e HeMNpe/CTaBIEHNH HE yYUTHIBAETCS MPH MCUHCICHWU CPOKa MPOBEACHHS DKCIEPTHU3BI JIEKAPCTBEHHOTO
CPEICTBa.

(dacts 4.3 BBeneHa DeaepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. DKCHepT mpH MPOBEICHUN MOPYICHHOW My PYKOBOJUTEIIEM SKCIICPTHOTO YUPESHKICHUS IKCIICPTH3BI
JIEKapCTBEHHOTO CPEJICTBA 00s3aH:

1) MMPOBCECTH MMOJIHOC UCCIICAOBAHUC MMPEACTABJICHHBIX EMY 06’BCKTOB, MaTepualioB, 1aTb 000CHOBaHHOE U
00BEKTHUBHOE 3aKJIIOUEHHE I10 ITOCTAaBICHHBIM nepea HUM BOIIpOCaM HIIM MOTHBHUPOBAHHOE 3aKJIHOYCHHUE O
HCEBO3MOXXHOCTH IIPOBCACHUA HM OKCIICPTHU3BI JICKAPCTBECHHOI'O CPEACTBA, C€CJIIM IMOCTABJICHHBIC BOIIPOCHI
BBIXOJAT 3a NPCACJIbl CIICHUATIBHBIX 3HAHUH OKCIIepTa, 00BEKTHI I/ICCJ'IG,I[OBaHI/Iﬁ 1 MaTCpuajibl HCIIPUTOAHBI NI
HEAOCTATOYHBI JJId IPOBEACHUSA I/ICC.HCZIOBaHI/Iﬁ 1 Jadr 3aKJIHYCHHUA 6o COBpeMeHHBIﬁ YPOBE€HBL Pa3BUTUMA
HAYKM HE MTO3BOJIACT OTBETHUTH Ha IMOCTABJICHHBLIC BOIIPOCHI;

2) He pasriamarh CBEACHUS, KOTOPHIC CTaM €My W3BECTHBI B CBS3H C TPOBEICHUEM OSKCIICPTH3BI
JIEKapCTBEHHOTO CPEICTBA, a TAK)KE CBEICHHUS, COCTABIISIONINE TOCYIapCTBEHHYIO0, KOMMEPUYECKYIO WIH UHYIO
OXpaHIEMYIO 3aKOHOM TalHYy;
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3) o0OecneunTh COXpaHHOCTh MPECTABICHHBIX 00BEKTOB UCCIICOBAHNN 1 MaTEPHATIOB.
6. DKCIIepT He BIIpaBe:

1) TPOBOAMTH BKCIEPTHU3Y JIEKAPCTBEHHOTO CPEACTBa MO OOPAIICHWIO HEMOCPEICTBEHHO K HEMY
opraHu3anuil Wiu GU3NIecKux JIMIL;

2) caMOCTOSITENIFHO COOMPATh MAaTePHAIIBI IS IPOBEACHHS SKCIICPTHU3bI JICKAPCTBEHHOTO CPEICTBA;
3) mpOBOJUTH IKCHEPTU3Y JIEKAPCTBEHHOTO CPEJICTBA B KAYECTBE HETOCYIapCTBEHHOTO SKCIIEPTa.

7. B ciydae HEOOXOAMMOCTH SKCIEPT BIIPAaBE XOJATaliCTBOBATH IEPE]l PYKOBOJUTEIEM JKCIIEPTHOTO
YUpEeXKACHUS O MIPUBJICUCHUN K MMPOBEACHUIO IKCIIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA APYTUX IKCIEPTOB.

8. Kaxnmerii skcmept, BXONAIIMA B COCTaB KOMHCCHH DKCIEPTOB, KOTOPOH MOPYYEHO IPOBEACHHE
9KCIIEPTU3HI JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CaMOCTOATEIHHO MPOBOAUT HUCCIIEOBAHUS, OLICHUBAET
pe3yabTaThl, MOJYYEHHBIE WM JIMYHO W JPYTUMH JKCIEpTaMH, W (OPMYyITHpPYET BHIBOABI OTHOCHUTEIHHO
MTOCTaBIICHHBIX BOIIPOCOB B MIPE/IENIaX CBOMX CIEIHATbHBIX 3HAHUN.

9. Pe3ynpTaThl 3KCIEPTU3Bl JIEKAPCTBEHHOTO CpPEACTBA OQOPMIISIOTCS 3aKIIOUCHHEM KOMHUCCHH
9KCHEPTOB. B 3aKiIr0ueHNN KOMUCCHHU SKCIIEPTOB YKA3bIBAIOTCS NIEPEUCHb UCCIICA0BaHNUN, 00BEM IIPOBEICHHBIX
KaXIbIM 5KCIIEPTOM HCCIIEIOBAHUH, YCTaHOBJICHHBIE KaXKAbIM M3 HHUX (aKThl M CAEIAHHBIE B Pe3yibTaTe
WCCIIEIOBAaHUN BBIBOJIBI. DKCIIEPT, MHEHHE KOTOPOTO HE COBIAJAET C PEIIEHHEeM KOMUCCHH SKCIIEPTOB, BIPaBe
BBIPa3UTh CBOE MHEHHE B MUCBMEHHOH (popMe, KOTopoe MproOIIaeTcst K 3aKIF0UEHII0O KOMUCCUH SKCIIEPTOB.

10. DkcriepThl, BXOAAIINE B COCTAB KOMHUCCHH, MPEAYIPEKAAIOTCS 00 OTBETCTBEHHOCTH B COOTBETCTBUU
C 3aKOHOJATeIbCTBOM Poccuiickoit denepanuu 3a nady 3akIOYCHUS, COACPKAIIETO HEOOOCHOBAHHBIC WIIH
(dhanbcuUIMPOBaHHBIC BHIBOJIBI, O YEM OHH JAIOT IMOATHKCKY.

11. Ompenenenue ypoBHS NMpO(ECCHOHATIBHON MOATOTOBKM 3KCIIEPTOB M aTTecTalys WX Ha IPaBo
MPOBEICHUs] JKCIIEPTU3Bl JIEKAPCTBEHHBIX CPEJCTB OCYHICCTBISIOTCS OKCHEPTHO-KBATHM(PHUKAIIMOHHBIMU
KOMHCCUSIMH B HOPSJIKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (heaepaabHbIM OpPraHoM
WCTIOJIHUTENIbHON BJIACTH. YPOBEHb NPO(ECCHOHATIBHOM IOATOTOBKH JKCIEPTOB IOAJECKHUT IEPECMOTPY
yKa3aHHBIMA KOMHUCCHAMH HE peXe YeM OJIMH Pa3 B IATH JIET.

12. TlpaBuia mpoBeAeHUS SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJICTB M OCOOEHHOCTH 3KCTIEPTHU3BI OTJAEIbHBIX
BUZOB JICKAPCTBEHHBIX MpenapaToB (pedepeHTHBIX JIEKAPCTBEHHBIX IPENapaToB, BOCHPOMU3BEIECHHBIX
JIEKApCTBEHHBIX TMPENapaToB, OMOJOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB, OMOaHAIOTOBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX IpernapaToB (O0HM0aHAIOT0B), TOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB, JEKapCTBEHHBIX
pacTUTENbHBIX IpernapaTroB, KOMOMHALMI JIEKapCTBEHHBIX IpenaparoB), (OpMbl 3aKIIOUECHHH KOMHCCHUHU
SKCIEPTOB YCTAHABINBAIOTCS COOTBETCTBYIOIINM YITOTHOMOYEHHBIM (heiepabHBIM OPTaHOM UCTIOTHUTEIBHOM
BJIACTH.

(uactp 12 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crarpnn 17. Tlomaua wu paccMoTpeHue 3asiBJeHUsl O TOCYJAapCTBEHHOIi permcrpamuu
JIEKAPCTBEHHOT'0 NMpenapara /Jisi BeTepHHAPHOT0 NPUMeHeHUsl
(B pen. @enepanbHOro 3akoHa o1 22.12.2014 N 429-D3)

1. JIas rocynapCTBEHHOM pETHCTpaIiy JEKapCTBEHHOTO Tpernapara Uil BETepUHAPHOTO MPUMEHEHUS
Pa3paboTUMK TAKOTO JEKapCTBEHHOT'0 MpernapaTa Wir YIOJIHOMOYEHHOE UM JIPYyroe I0pUInYecKoe JIULO (1anee
B HACTOSAIIEH CTaThe - 3asIBUTEIb) MPENCTABISIET B YIIOJIHOMOYEHHBIN (hefiepanbHbIil OpraH NCIOTHUTETFHON
BJIACTH, OCYLIECTBIISIIOUIUI TOCYIapCTBEHHYI0 PETUCTPALIUIO JIEKAPCTBEHHBIX MIPENAPATOB ISl BETEPUHAPHOTO
MPUMEHEHUS, B 3IEKTPOHHOM popMe niti Ha OyMa)XHOM HOCHUTEJIE 3asIBIICHIE O TOCYJapCTBEHHOW pErucTpanun
JIEKAPCTBEHHOI'O IIperapara Juisi BETEPUHApPHOIO IPUMEHEHMs, a TaKKe B IOpSAJKE, YCTaHOBICHHOM
COOTBETCTBYIOIIMM YIIOJHOMOYECHHBIM (heaepantbHbIM OpraHOM HCHOJHHUTENBHON BIACTH, B DJIEKTPOHHOU
¢dopme mH Ha OyMa)KHOM HOCHUTENE HEOOXOMMBIE TOKYMEHTHI, U3 KOTOPBIX ()OPMHUPYETCS PETUCTPALIOHHOE
J0ChE€ Ha JIEKaPCTBEHHBIN Mpemnapar AJis BETEPUHAPHOTO IPUMEHEHNS.

2. B 3agBneHWHM O TOCYJApCTBEHHOW PETHUCTpAIMH JIEKAPCTBEHHOTO Tpernapara JUIsi BEeTEPHHAPHOTO
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IIPUMCHCHUS YKa3bIBAOTCs:

1) HanMeHOBaHME U aJpec 3asgBUTEN, Pa3padOTINKa U MPONU3BOIUTEIIS JIEKAPCTBEHHOTO Mpernapara Juis
BETEPUHAPHOTO MPUMEHEHHUSI M aJpec MECTa OCYIECTBICHHUS MPOU3BOJICTBA JEKAPCTBEHHOTO Mpenapara JUls
BETEPUHAPHOTO MPUMEHEHUs (B Cilydae HaJIW4YMA HECKOJbKHX YYaCTHHKOB Ipolecca IPOM3BOACTBA
HE00X0MMO yKa3aTh KaKJIOT0 U3 HUX);

2) HaMMCHOBAHUC JICKAPCTBCHHOI'O IIpfriapata jid BETCPUHAPHOI'O0 IMPUMCHCHUA (Me)KI[yHapOI[HOG
HEMATCHTOBAHHOC, WJIX I'PYIIIIUPOBOYHOEC, NIIU XUMHUYECKOE U TOPIrOBOC HaI/IMeHOBaHI/IH);

3) mepeuyeHb MEHCTBYIONMX W BCIOMOTATENBHBIX BEIIECTB, BXOASIINX B COCTaB JIEKapCTBEHHOTO
npenapara Jyisi BeTepUHapHOTO MPUMEHEHHUS, C YKa3aHUEM KOJIUYECTBA KaXI0TO U3 HUX;

4) nexkapcTBeHHas (opma, HO3UPOBKA, CHOCOOBI BBEACHUS W MPHUMEHEHUS, CPOK TOMXHOCTH
JICKapCTBEHHOTO MpenapaTa sl BETEPUHAPHOTO IPUMCHCHHS,

5) gapmakoTepaneBTHUECKas TPYIINa;

6) HeOOXOANMOCTH IPUMEHEHHSI YCKOPEHHON MPOLIEAYPHI IKCIEPTH3HI JIEKAPCTBEHHBIX CPEICTB B LIEIAX
roCy/IapCTBEHHOM perucTpaluy JeKapcTBEHHOTO MpenapaTa;

7) KOIIUM JOKYMEHTOB, IIOATBEPKAAIOLINX YIIATY TOCY1apCTBEHHON MOLUTHHBL:

a) 3a TPOBEICHHE O3KCIEPTU3bl KayecTBa JICKAPCTBEHHOTO CPEJICTBA W OKCIEPTU3bI OTHOLICHUS
OKHIaeMOH MOJb3bl K BO3MOXKHOMY PHCKY HPUMEHEHHs JIEKapCTBEHHOTO Mpenapara Uil BETEPHHAPHOTO
MIPUMEHEHUS MIPH €r0 roCyJapCTBEHHOW PErHCTPALIIH;

0) 3a BBIAaYY PErHCTPAIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO MIpenapaTra;

8) HayHM4Me coriacus, MpeayCMOTPEHHOTO YacThi0 7 HACTOSIIEH CTAaThbU, €CIIM C MOMEHTA PErUCTPaIliN
pedepeHTHOro JIEKapCTBEHHOTO TpernapaTa JAJisi BETEpUHAPHOTO IPUMEHEHHS IPOIIUIO MEHEee YeM IIECTh JIeT.
(B pea. @enepanpHoro 3akoHa ot 13.07.2015 N 241-03)

Koncynbrantllntoc: npumedanue.
C01.01.2021 B a63. 1 4. 3 cr. 17 BHOCsATCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3. PeructpanuoHHOE OChe B LENAX OSKCIEPTU3BI JIEKAPCTBEHHOIO IpernapaTa Ijsl BETCPUHAPHOTO
MpUMEHEHHUsT POPMUPYETCS U3 CIETYIONINX IOKYMEHTOB:

Kouncynprantllntoc: npumeyanue.
C01.01.2021 B 1. 1 9. 3 c1. 17 BHOCATC m3meHeHus (D3 ot 27.12.2019 N 478-D3).

1) Komus JHIIEH3UH Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEJICTB, BBLIAHHONW IPOU3BOIUTEIIO
PETUCTPUPYEMOTO  JISKAPCTBEHHOTO TIpermapara il BETEpUHAPHOTO MNPHUMEHEHHs, Ml POCCHHCKHUX
MPOU3BOJIUTEIIEH;

(. 1 B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynerantllnroc: npumeuanue.
C01.01.2021 B 1. 2 4. 3 c1. 17 BHOCATC m3meHeHus (D3 ot 27.12.2019 N 478-D3).

2) Komusi JHMIEH3UM HA TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BBLAAHHONW TNPOM3BOIUTEIIO
(apmaneBTHUECKON CyOCTaHIINM, BXOAAIIEH B COCTaB PETHCTPHUPYEMOTO JIEKApCTBEHHOT'O IIperapaTa Juisi
BETEPUHAPHOTO NPUMEHEHUS], ISl POCCUICKNX POU3BOIUTENCH;

(. 2 B pen. denepansHoro 3akona ot 04.06.2018 N 140-D3)
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2.1) xonwsi JOKYMEHTa, BBIAAHHOTO YIOJHOMOYCHHBIM OPTaHOM CTPaHBI TMPOU3BOJUTEINS JIJIS KaXKJIOH
MPOM3BOJICTBEHHON IUIOMIAJKH PETHCTPUPYEMOTO JIEKAPCTBEHHOTo IMpernapara sl  BETEpUHAPHOTO
MPUMEHEHUS U TIOJTBEPIKAAIOIIETO COOTBETCTBHE MMPOU3BOAMTENS JICKAPCTBEHHOI'O Tpenapara TpeOOBaHHIM
MpaBWJI HAJJICKAIICH MPOU3BOJCTBEHHOW MPAKTHKH, W €ro IEPeBOJ] Ha PYCCKUN S3bIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM TMOPSJIKE, & TaKXKe KOMMs 3aKIIOYCHUS O COOTBETCTBHU MPOM3BOJUTEINS JIEKAPCTBEHHBIX
Cpe/IcTB TpeOOBAHMSAM MPABWII HAJJISKAIIEH MPOU3BOJCTBEHHOW MPAKTUKH, BBHIAAHHOTO YIOJTHOMOYCHHBIM
(denepanbHBIM  OpPraHOM  WCIOJNHUTENBHOW  BJIACTH  JUIS  KaXJOH  MPOU3BOJCTBCHHOM  IUIOIIAKU
PETUCTPUPYEMOTO JICKAPCTBEHHOTO MpernapaTta JUis BETEPUHAPHOI'O MPUMEHEHUS, MO0 KOMHS PEIICHHS O
MPOBEICHUH WHCIIEKTUPOBAHUS TPOHM3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB, MPUHITOTO YIOJTHOMOYECHHBIM
(denepanbHBIM  OPraHOM  WCIHOJHHUTENBHOW  BJIACTH  JUIS  KaXJOH  MPOU3BOJCTBEHHOM  IUIOIIAKU
PETHCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernaparta Uil BETCPUHAPHOTO MPUMEHCHUsS. YKa3aHHbBIC JOKYMEHTHI
MPEJCTABISIFOTCS B ClTydyae, €CId MPOU3BOJICTBO JICKAPCTBEHHOTO Tpernapara OCylIecTBISIETCS 3a MpeIeiaMu
Poccuiickoit ®enepaunu;

(. 2.1 BBenen denepanbubiM 3akoHOM 0T 04.06.2018 N 140-D3)

2.2) Komus JOKYMEHTa, BBIJJAHHOTO YIIOJTHOMOYEHHBIM OpPTraHOM CTPaHbl — MPOU3BOIUTEIS
(hapMaieBTHYECKONW CYOCTaHIIMHM M IMOATBEP)KIAIONIETO COOTBETCTBUE MPOM3BOJIUTENS (hapMalleBTHUCCKON
CyOCTaHIIMM, BXOJSIICH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOrO Ipemnaparta i BETEPUHAPHOIO
MIPpUMEHEHUs, TPEOOBAaHUSAM TIPABWIT HaJUIEXKAIeH MPOU3BOJICTBEHHON MPAKTUKH, ¥ €T0 MEePEeBOJl Ha PYCCKUN
SI3BIK, 3aBEpEHHBIE B YCTAHOBJICHHOM ITOPSIZIKE, B CITydae, €CIIH IMPOU3BOICTBO (hapMarieBTHIECKOH CyOCTaHIIH
ocylecTBiseTcd 3a npeaenamu Pocculickoit denepanuu;

(1. 2.2 BBenen @enepanbHpiM 3akoHOM 0T 04.06.2018 N 140-D3)

3) mpoeKT HOPMATUBHOI'O JOKYMEHTA Ha JICKApCTBEHHBIN Mpenapar Aj1sl BETCpUHAPHOTO IPUMEHEHUS;

4) IOKYMEHT, COJACpXKAlIUil CIeAyIoNlyo HHGOpMAIMI0 O (apMalleBTHUSCKOW CyOCTaHIIMH WM
(dhapMarieBTHYECKNX CYOCTaHIMUAX, BXOJSIIUX B COCTAaB JIGKAPCTBEHHOTO Mpernapara Juisi BETEPHHAPHOIO
MIPUMCHCHUA:

a) HaMMeHOBaHHME (apMaleBTUUECKOW CyOCTaHIMM, €€ CTPYKTypa, oOmue CcBoHcTBa (TIpU
TOCY/IapCTBEHHOH PErHCTpali MUMMYHOOHOJIOTHYECKUX JIEKApCTBEHHBIX IPENapaToB ISl BETEPHHAPHOTO
MPUMEHEHHUS] TIPEJCTABISIFOTCS CBEJCHUS O INTaMMe, BKJIOYash €ro HauMEHOBaHWE, WH(OpMauio o
MPOMCXOXKICHUH, €TO CBOWCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHN);

(B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

0) HauMEHOBaHUE U aJ[PeC MPOU3BOIUTENIS;

B) TEXHOJIOT U MPOU3BOACTBA C OITMCAHUCM CTa,Z[I/Iﬁ MMpOU3BOJACTBA U MCTOJOB KOHTPOJIA Ha BCECX CTAAUAX
MMpOU3BOJCTBA,

r) wuHpopMamms o mpuMmecsx (HE TPEACTABISIETCS TMPH TOCYAAPCTBEHHOH  pETHUCTpaIiu
WMMYHOOHOJIOTHYECKUX JIEKaPCTBEHHBIX NPENapaToB il BETEPUHAPHOTO IPUMEHEHHUS);
(B pea. @enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

1) crenudukanys Ha (apMaleBTHUYCCKYIO CYOCTaHIHMIO (HE MPEICTABISACTCS MPH T'OCYIapCTBEHHOM
perucTpanui UMMYHOOHOJIOTHYECKHX JIKAPCTBEHHBIX MPENapaToB I BETEPUHAPHOTO TPUMEHEHUS ),
(B pea. @enepanpHoro 3akona ot 02.08.2019 N 297-03)

€) OMMCaHne METOAMK KOHTPOJISI Ka4eCTBa;
) pe3ylbTaTbl aHaiuu3a cepuil (apMaleBTUYECKOW cyOcTaHuMM (HE NPEACTaBISIIOTCS IpH
TOCYyIapCTBEHHOM PErucTpalnui UMMYHOOHMOJIOTHYECKHX JIEKapCTBEHHBIX IPENapaToB JUISI BETEPHUHAPHOTO

MIPUMEHEHUS);
(B pen. ®enepanbnoro 3akona ot 02.08.2019 N 297-03)

3) MepedYeHb CTAaHAAPTHBIX OOpPAa3IOB WM BEMIECTB, HCIIONB3YEMBIX NPH OCYIIECTBICHUH KOHTPOIS
Kay4ecTBa,

H) OIMMMCAHNC XAPAKTCPUCTHUK U CBOMCTB YIaKOBOYHBIX MATCPHUAJIOB U YKYIIOPOYHBIX CPCACTB,
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K) JaHHble O CTAOMJIBHOCTH (HE TPEACTAaBISAIOTCS NpPU TOCYAapCTBEHHOH  perucTpaunvu
MMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MIPENapaToB Ul BETEPUHAPHOTO PHUMEHEHHS);
(8 pen. ®enepanbuoro 3akona ot 02.08.2019 N 297-03)

JI) CPOK TOJTHOCTH, YCJIOBUS XpaHEHHUS;

5) otder o pe3ynbTaTax JOKIMHUYECKOTO UCCIIETOBAHMUS JIEKAPCTBEHHOTO CPEJICTBA [Tl BETEPUHAPHOTO
MPUMEHEHHUS, BKIIOYAIONIMKA OMMCAaHUE METOAOB OINpENeNeHUs] OCTATOYHBIX KOJIMYECTB JIEHCTBYIOLIETO
BelIecTBa (IEHCTBYIOMINX BEMIECTB), JOCTUTAIOMIETO (JOCTHTAIOIINX) CHCTEMHOTO KPOBOTOKA, B MPOAYKIIHU
YKHBOTHOTO MPOUCXOXKICHUSI ITOCTIe MPUMEHEHHUS TAKOTO JIEKAPCTBEHHOTO CPEJICTBA, 4 TAKKE JOKYMEHTAIbHOE
MOJTBEp KACHHE (BaHIalNsl) YKa3aHHBIX METOJIOB;

(B pen. ®enepanbuoro 3akona ot 02.08.2019 N 297-03)

6) oT4eT O pe3ynbTaTax KIMHHYECKOTO HMCCIIEeOBAHUA JICKAPCTBEHHOTO MpemnapaTa Uil BETEpUHAPHOTO
MIPUMEHEHUS y KXI0TO BUA )KUBOTHBIX, YKA3aHHBIX B HHCTPYKIIMU IO BETEPUHAPHOMY ITPUMEHEHUIO;

7) MPOEKT MHCTPYKLUUHU IO BETEPUHAPHOMY IMPHUMEHEHHUIO JIEKapCTBEHHOIO Iperapara, coieprkarieit
CIIEAYIOIIUE CBEACHUS:

a) HaMMCHOBAHUE JIEKAPCTBEHHOTO IMpemapara Jyisi BETEPUHAPHOTO MPUMEHEHHUs (MEXIyHapOIHOE
HEMaTeHTOBaHHOE, WU TPYIIIHPOBOYHOE, FITN XUMHUIECKOE 1 TOPTOBOE HANMEHOBAHNA);

0) ynekapcTBeHHas ¢GopMa C yKa3aHHEM HAaWUMEHOBAHUH M KOJUYECTBEHHOI'O COCTaBa JCHCTBYIOIIMX
BEIIECTB M KAYECTBEHHOIO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB;

B) OIMCAaHUE BHEIIHETO BUA JIEKAPCTBEHHOI'O Mpenapara Uil BETEPUHAPHOTO IPUMEHEHUS;

r) hapMakoTeparneBTHYECKas TPYIIa JEKapCTBEHHOTO Tpenapara AJisl BETEPHHAPHOTO MPUMEHEHHUS W
yYKa3aHue "TOMEeONaTUYeCKU JTeKapCTBEHHBIN penapar";

) dapMakoAMHAMUKa ¥ (papMaKOKMHETHKA (3a UCKIIOUYeHHEM (apMaKOKMHETHKH TOMEOIATHYECKUX
JICKQpPCTBEHHBIX ~ MPEMapaToB W  PACTHUTEIBHBIX  JICKAPCTBEHHBIX  MPEMapaTroB) WM  ONHCAHUE
HMMYHOOHMOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO TIperapara;

€) MOoKa3aHus AJIsl IPUMEHEeHHUS;
) IPOTUBOIIOKA3aHMS AJIsl IPUMEHEHNS;
3) MEpBI IPETOCTOPOKHOCTH MPH IPHUMEHEHUH;

M) yKa3aHHEe BO3MOXXHOCTH M OCOOCHHOCTEH MpPUMEHEHUs] y OepeMEHHBIX JKUBOTHBIX, Y KUBOTHBIX B
MIePHO/T JIAKTALIUH, Y TOTOMCTBA KUBOTHBIX;

K) peKHM JIO3UPOBaHUS, CHOCOO BBEJCHHS W TNPHUMEHECHHWs, NMPH HEOOXOJUMOCTH BpeMs IMpHeMa
JIEKAPCTBEHHOI'O IIpenapara JJi1 BETEpUHAPHOIO IPUMEHEHUS, IPOAOILKUTEIBHOCTD JICUEHUS;

J1) BO3MOXHBIE TIOOOYHBIC MEHUCTBHS, HEXKEJIATEIbHBIC PEaKIMH IMPH MPUMEHEHUH JIEKapCTBEHHOTO
mpenapara Jyisi BETepHHAPHOTO IPUMCHCHHS,

M) CUMIITOMBI NIEPEA03UPOBKH, MEPHI MO OKA3aHUIO IIOMOIIY TP NEPEI03UPOBKE;
H) B3aUMOJIEIICTBHE C IPYTHMH JIEKapCTBEHHBIMHU IpenapaTtaMu U (W) KOpMaMH;
0) (GopMBI BBIITyCKa JIEKAPCTBEHHOT'O TIpenapara JUlsi BETEpUHAPHOTO IPUMEHEHUS;

m) ykasaHue (IpU HEOOXOAMMOCTH) OCOOEHHOCTEH JEeWCTBUSA JIGKApPCTBECHHOIO Iperapara Jis
BETEPUHAPHOTO IPUMEHEHHS ITPH MIEPBOM MPHUEME HITH TIPU €T0 OTMCHE;

p) omucanue (P HEOOXOAMMOCTH) JCUCTBUU CIIEIUaTNCTa B 00JacTH BETCPUHAPUH, BIaJCibIla
YKUBOTHOTO TIPH MTPOITyCKE MpreMa OTHOM FITH HECKOJIBKHX 03 JIEKAPCTBEHHOTO Npernapara Ui BETepUHAPHOTO
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MPUMEHEHUS;
(B pen. @enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

C) CPOK I'OJHOCTU M YKA3aHUEC Ha 3aIPET NPUMCHCHHUA JICKAPCTBCHHOI'O IMperiapaTa IJjid BETCPHUHAPHOT'O
IIPUMEHCHHS 110 UCTCYCHHNU CPOKA I'OJHOCTH,

T) YCIIOBHUS XpaHECHHUS,

y) yKa3aHue Ha HEOOXOAUMOCTh XpaHCHHS JICKAPCTBEHHOTO TIperapara Jijlsl BETSPUHAPHOTO IPUMEHEHHS
B MECTaX, HEJIOCTYITHBIX IS AETEH;

¢) ykazanue (IIpU HEOOXOIUMOCTH) CHEIHMAIBHBIX MEpP MPEIOCTOPOKHOCTH MPH YHUUITOKCHHUU
HEWCTOJIH30BAHHBIX JIEKAPCTBEHHBIX MIPETIApaTOB Il BETEPUHAPHOTO MPUMEHEHHS;

X) CPOKHM BO3MOKHOTO MCIIOJb30BAHUSI NMPOILYKLUUH >XHBOTHOTO IPOUCXOXKAEHHUsS II0CIE€ BBEICHMSA
JKUBOTHOMY JIEKaPCTBEHHOTO IIpernapara Juisi BETEPUHAPHOTO IPUMEHEHNS;

I1) YCIIOBUS OTITYCKa;

9) HAMMEHOBAaHUA U aJpeca MPOU3BOACTBEHHBIX IUIOIIAJ0K TPOU3BOANUTENS JIEKAPCTBEHHOTO Ipernapara
IUIsl BETEPHHAPHOTO IPUMEHEHUS,

II) HauMEHOBaHWE, aJpec OpraHu3alM, YINOJHOMOYEHHOW Jep)KaTelieM WM  BIIAACIbLEM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JICKAPCTBEHHOTO TIpernapara Ha NpUHSITHE MPETEH3Ui OT MOTPEeOUTENs;

8) MpOoeKThl MAaKETOB MEPBHYHON YNAKOBKM M BTOPHYHON YHAKOBKH JIGKAPCTBEHHOTO IperapaTa s
BETEPUHAPHOIO IPUMEHEHMS;

9) crnenyrolue CBEACHUS O JIEKAPCTBEHHOM Tpernapare Jjisl BeTepUHAPHOTO MPUMEHEHNSI:
a) OMHCAHKE M COCTAB JICKAPCTBEHHOTO Npernapara Jijisi BETepUHAPHOTO MPUMCHEHUS;
0) onrcanue apMaleBTHUECKOM pa3paboTKH;

B) ONKCAaHHWE Mpolecca MPOU3BOJICTBA M €ro KOHTPOJS, MOANMCAHHOE B MOPSAKE, YCTAaHOBICHHOM B
COOTBETCTBUH C YaCThIO 1 HACTOSAIIEH CTATHH;
(B pea. @enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

I) OINHWCAHWE KOHTPOJIS KPUTHYECKUX CTaJWi TMPOU3BOJCTBA U MPOMEKYTOUHOW MPOIYKIUH,
MOJIIMCAaHHOE B TIOPSIJIKE, YCTAHOBJIEHHOM B COOTBETCTBUH C YacThiO 1 HACTOSIIEH CTAaThU;
(B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaUMEHOBaHUS W ajpeca pa3paboTynka, JepKaTelds WM BIaJelblla PErHCTPAIIMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO Ipenapara, Mpor3BOJACTBEHHbIX UIOMIA0K MPOU3BOIUTEIS JIEKAPCTBEHHOTO
mpernapara Ul BETCPUHAPHOTO NPUMEHEHUS C YKa3aHMeM CTaJuil  TEXHOJOTMYeCKOro mporecca,
OCYIIECTBISIEMBIX Ha IPOHM3BOJICTBEHHBIX IUIOLIAJKAX MPOU3BOJHUTEINS JIEKAPCTBEHHOIO Nperapara Juis
BETCPUHAPHOI'O IIPUMCHCHUSA,

(B pen. ®enepanbHbIX 3ak0HOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

€) (apmareBTHIECKass COBMECTHMOCT;

) MUKpOOHOJIOTHYECKHE XapaKTePUCTHKH;

3) MaTepHaIbHBII OaJaHC ISl TPOU3BOJICTBA CEPUU TOTOBOTO MPOAYKTA;

) ONMCAHHE XapaKTEPUCTUK U CBONCTB YIIAKOBOYHBIX MATEPUAJIOB U YKYIIOPOUHBIX CPE/ICTB;

K) JOKYMEHTAIbHOE TIOJTBEPXKACHUE (BaJTUIAIMs) MPOLIECCOB U (YJIH) UX OICHKA;

J) TpeOOBaHMsSI K KauyeCTBY BCIIOMOIaTEJIbHBIX BEIIECTB (CepTU(HUKAT, CHCHU(PHUKAIUI Ha
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BCIIOMOTI'aTCJIbHBIC BCIICCTBA U UX O6OCHOBaHI/Ie);

M) AHAJINTUYCCKHC MCTOIUKH, HCIIOJIB3YEMBIC upu OCYyHICCTBJICHUN KOHTPOJIA Ka4ycCTBa
BCIIOMOTaTCIIbHBIX BCIICCTB,

H) JOKyMEHTAJbHOE TOATBEpXKACHNE (BaMHMOAIsd) aHATUTHYECKHX METOIUK, HCIOIB3YeMBIX NpH
OCYIIECTBICHUHU KOHTPOJIA KaueCTBA BCIIOMOTaTEIbHBIX BELIECTB;

O) HH(pOpMaHPIH 00 HCIONB30BAHMM BCIIOMOIaTENbHBIX BCIICCTB YCJIOBCYCCKOI'O M XHWBOTHOI'O
IIPOUCXOKICHUA,

) yrpatui cuiy. - ®egepansabiii 3axkon ot 02.08.2019 N 297-03;

p) TpeOOBaHUA K KaueCTBY JICKAPCTBEHHOTO MpemnapaTa i BEeTepUHAPHOTO pUMEHeHUs (cepTHudUKaT,
criertuUKaIMs Ha JIKapCTBEHHBIH TperapaT H X 000CHOBaHHE);

C) aHAJTUTHUYECKUE METOAMKH, HCIIOJIb3YeMbIE MTPHU OCYIIECTBIEHUH KOHTPOJIS Ka4eCTBa JIEKapCTBEHHOTO
npemnapara i BETEpHHAPHOTO IPUMEHEHUS,;

T) JOKYMEHTaJIbHOE MOJATBEP)KICHHE (BaTWAALMs) aHAIUTUYECKHMX METOAMK, HCIONb3yEeMbIX IpHU
OCYILIECTBICHUH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOI O TIpenapara Jjisl BETEpUHAPHOIO MPHUMEHEHUS;

y) AOKYMEHT, HOATBEPKAAIOLINNA KAaueCTBO JIEKAPCTBEHHOI'O IpenapaTra TPeX HNPOMBILUICHHBIX CEpHid
(IpOTOKON aHaNM3a WM CepTU(UKAT aHAM3a), OJHA CepUsi KOTOPOro AOJDKHA COBHAIaTh ¢ cepuei obpasua
JICKapCTBEHHOTO Npernapara, oJAaHHOT0 Ha PErUCTPALUIO;

¢) xapakTepuCcTHUKa MTPUMECEH;

X) TIepedeHb CTaHAAPTHBIX O00pa3lOB, HCMOIB3YEMBIX MpPH OCYLIECTBIEHHH KOHTPOJS KadecTBa
JIEKApCTBEHHOI'O IIpenapara AJisi BETEpUHAPHOIO IPUMEHEHUS;

I1) TaHHBIE O CTAOMIHLHOCTH JIEKApCTBEHHOTO IMpernapara JJis BETepUHAPHOTO MPUMEHEHHS;

10) xomust TOKyMEeHTa, COJIepIKaIiero HH(GpOPMAaIIHIO O HATMIUY WITH 00 OTCYTCTBUHU (DAKTOB perucTpariu
JICKapCTBEHHOT0 Tpernapara Jijii BETEpUMHAPHOro IPUMEHEHUs 3a npenenaMu Poccuiickoii @enepanny;

11) cornmacue B mHMChMEHHOW QopMe, MPEAYCMOTPEHHOE YacThi0 7 HACTOSIIEW CTaThH, B CIydae
perucTpanry BOCIPOU3BEICHHOTO JEKapCTBEHHOT'O Mpenapara;
(B pea. @enepanpHoro 3akoHa ot 13.07.2015 N 241-03)

12) xonusi TOKyMEHTa Ha PyCCKOM S3bIKE, 3aBEPEHHOT0 B YCTAHOBJICHHOM IOPSIJIKE U ITOATBEPKIAIOIIETO
MIPaBOMOYHOCTH 3asIBJIICHUSI O TOCYJapPCTBEHHOW PErMCTPALIMH JEKaPCTBEHHOI'O Mpernapara sl BETepUHAPHOTO
MIPUMEHEHUS (JIOBEpPEHHOCTH);

13) cBemeHus: 0 TOCYAApCTBEHHON PErHCTpPAIMK TeHHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPTaHU3MOB,
MpeJHa3HaYeHHBIX IS BBITYCKa B OKPYXKAIOLIYIO cpeay (IIpY TOCyAapCTBEHHOHN perucTpaluy JeKapCTBEHHBIX
MpenapaToB JUisi BETEPUHAPHOTO TPUMEHEHUS, IONYyYCHHBIX C TPUMEHEHHEM TI'eHHO-WH)XXEHEepHO-
MOJIUGPHUIMPOBAHHBIX OPTAHU3MOB MIIH COJICPIKAIINX TAKUE OPTaHU3MBI).

(. 13 BBenen denepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

4. Tlpu mnpoBeJCHWU YCKOPEHHOH TIpOLEAYyphl OSKCIEPTU3Bl JIEKAPCTBEHHOTO IMpernapara s
BETEPUHAPHOIO MPHMEHEHUSI B LIENAX €ro TOCYJapCTBEHHOM PErHcTpaldi BMECTO OTYeTa pa3paboTyuka o
pe3yibTaTax JOKJIMHUYECKOTO HMCCIIEIOBAHHUS JIEKAPCTBEHHOI'O CPEACTBA Ul BETEPUHAPHOTO NMPHMEHEHUS
MOXeT OBITh TpejCTaBIeH 0030p HAay4YHbIX paboT O pe3yipTaTax AOKIMHUYECKOTO HCCIIET0BAHUS
pedepeHTHOr0 JIeKapCTBEHHOTO MpernapaTa Ui BETepUHAPHOTO NPUMEHEHHs, a BMECTO OTYETa O Pe3yJbTaTax
KIMHUYECKOTO HCCIEJOBaHMs JIEKAPCTBEHHOIO TIpemapara il BETEpPUHAPHOTO NPUMEHEHHsS] OTYET O
pe3ynpTaTax HMCCIEIOBaHMH OMOIKBHBAIEHTHOCTH BOCIIPOM3BEICHHOIO JIEKApPCTBEHHOTO Iperapara s
BETEPUHAPHOTO NPUMEHEHHUSL.

(uactp 4 B pen. @enepansHoro 3akona ot 02.08.2019 N 297-D3)
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5. Ha akcnepTu3y pa3mudHBIX JICKApPCTBEHHBIX (POPM OFHOTO U TOTO XK€ JICKAPCTBEHHOTO Mpernapara s
BETEPUHAPHOTO NMPUMEHEHHS 3asBUTEIh MPEICTABISET OTJCIbHBIC 3asBICHHUS U PETUCTPAIIMOHHBIC JOChEe Ha
KKy JIeKapCcTBeHHYIO (hopmy. [1pu ycmoBruu 0THOBPEMEHHOM M0Ja4X Ha SKCIIEPTH3Y OJHOH JIEKapCTBEHHOU
(hOpMBI ¢ pa3IMYHBIMU JO3UPOBKOW, KOHIICHTpAIHel, 00bEMOM 3asBUTEINb MPEICTABISICT OJHO 3asBICHUE U
PETUCTPAIIMOHHOE JOChE C MPHIOKCHAEM MAKETOB TIEPBUYHON YIAKOBKH U BTOPUYHOW yrakoBku. Ha Makerax
MIEPBUYHON YIAKOBKM M BTOPHYHOMN YITAKOBKH YKA3bIBAIOTCS BCE MPOU3BOIMMEIC JIO3UPOBKH, KOHIICHTPAIIUH,
00BEMBI M KOJTMYECTBO JI03 B YIIAKOBKE JIEKAPCTBEHHOTO MpernapaTa Jyisi BETEPHHAPHOTO IPUMEHCHHMS.

(B pen. @enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Koncynsrantllntoc: npumeuanue.
C 01.01.2021 4. 6 ct. 17 nznmaraetcs B HoBol pemakiuu (D3 ot 27.12.2019 N 478-D3).

6. 3asgBuTenp BOpaBE MPENCTaBUTH [0 COOCTBEHHOM HWHMLMATHBE BMECTE C 3asBICHHEM O
rOCy/IapCTBEHHOM perucTpalyy JIEKapCTBEHHOTO Mpenapara il BeTEpUHAPHOTO MPUMEHEHHs TOKYMEHTHI,
MTOATBEPKAAIOIINE YIUIATy TOCYAAPCTBEHHON MONUIMHBI M YKa3aHHBIE B IyHKTE 7 9aCTH 2 HACTOSIIEH CTaThbH.
B ciydae nx HempencTaBiIeHHs COOTBETCTBYIOIINN YIOTHOMOYEHHBIA (eiepabHBIA OpraH UCMOTHUTETFHON
BJacTU TpoBepsieT (akT YIUIaThl 3asBUTENEM TOCYIAPCTBEHHOW IMOIUIMHBI MOCPEICTBOM HCIOJIb30BaHUS
nHpOpMaIuK 06 yriare TocyAapcTBEHHON MONLLIHHBL, cofieprkarieiics B ['ocynapcTBeHHONH HHPOPMAaIIMOHHON
CHUCTEME O TOCYNapCTBEHHBIX M MYHHUIMINAIbHBIX IUIATE)KaX, HA OCHOBAaHWM IPEACTABICHHBIX 3asSBUTEIIEM
KOIUH TOKyMEHTOB, MOJTBEPKIAIOIINX YIUIATy TOCYIapCTBEHHOM MOIIITHHEIL.

7. He nomyckaeTcst HCIIONB30BaHUE B KOMMEPUECKUX LENIX HHPOpMAIHK O pe3yIbTaTax JOKITHHUIECKUX
HCCIICIOBAHNUHN JICKAPCTBEHHBIX CPEICTB U KIMHHUYECKHX HCCIEJOBAaHUM JEKAaPCTBEHHBIX NpPENapaToB I
BETCPUHAPHOT'O IIPUMCHCHUA, HpeI[CTaBHCHHOﬁ 3asBUTCIICEM JIIA FOCYI[apCTBeHHOfI peructpanumn
JIEKApCTBEHHBIX MpEnapaToB, 0€3 ero corjacusi B TCUCHUE IIECTH JIET C AaThl TOCYIAPCTBEHHON perucTpauu
pedepeHTHoro JeKapcTBeHHOTo mpenapara B Poccutickoit deneparum.

8. Jlepkarenb WM BIajeNel] PErvCcTPAlMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO TMperapara s
BETEPUHAPHOIO MPUMEHEHUS MPEJICTABIISIET B YIIOJIHOMOYCHHBIH (heiepalIbHbII OPraH UCIIOJHUTEILHOM BIACTH
OTYET MO pe3yibTaraM (apMaKOHAA30pa OJUH pa3 B IIECTh MECAIEB B TEUYCHHE JBYX JIET IMOCIe
roCyJIapCTBEHHOM perucTpanuu JIeKapCcTBEHHOro mpemnapara B Poccuiickoit @enepaiiuu, 3aTeM €KETrogHO B
TEeUEHUE TTOCIEAYIONIMNX TPEX JIET U B JAIbHEHUINIEM OJIUH pa3 B TPH roja.

(dacts 8 BBenena ®@enepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)

Cratea 18. Ilomaya u paccMoTpeHHe 3asiBJeHMsI O TOCYAapCTBEHHOH perucTpanuu
JIEKAPCTBEHHOT0 Mpenapara JJisi MeTHIHHCKOT0 TPUMeHeHHUsl
(B pen. ®enepansHoTo 3aK0Ha OT 22.12.2014 N 429-D3)

1. Jlns rocynapcTBEHHON perucTpanyy JeKapCTBEHHOIO Mpernapara Jisi MeIUIUHCKOTO MPUMEHEHUS
IOPUIMYECKOE JINIIO, JeHCTBYIONIEEe B COOCTBEHHBIX HHTEPECAX MIIM YIIOJIHOMOUYEHHOE MPEACTABIATH HHTEPECHI
JIPYTroro IPHINYECKOro JIMIA U 3asBIIAIOIIEe JIEKAPCTBEHHBIN NpenapaT Ha TOCYJapCTBEHHYIO PETUCTPALIUIO
(mamee B HacroslIel CcTaThe - 3asABHUTENb), IPEJCTABISICT B YIONHOMOYEHHBIH (hejepalibHBIil OpraH
WCIIOJTHUTENLHOW BIACTH, OCYIIECTBIISIOIINN TOCYAAPCTBEHHYIO PETHCTPALIMIO JIEKAPCTBEHHBIX NPENapaToB
IUIE MEAMLMHCKOTO NPUMEHEHHs, B 3JEKTPOHHOHM ¢opMe M Ha OyMa)KHOM HOCHTENIEC 3asBJICHUE O
rOCYIapCTBEHHOM PETHUCTpallii JIEKAPCTBEHHOTO IIperapara il MEAWIWHCKOTO MPHMEHEHHUs, a TakkKe B
MOPSAJIKE, yCTAHOBIEHHOM YIIOJTHOMOUYEHHBIM (heZiepaTbHbIM OPTaHOM HCIIOTHUTENBHOM BIACTH, B QJIEKTPOHHOM
¢dopmMe 1 Ha OyMaKHOM HOCHTEJE HEOOXOIUMBIE TOKYMEHTHI, U3 KOTOPBIX (POPMHUPYETCS] PEeruCTPallMOHHOE
JOChe Ha JIEKAPCTBEHHBIN Mperapar A1 MEAUIMHCKOTO TPUMEHEHNS.

(gacts 1 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3agBneHHMH O TroOCyJapCTBEHHOM PETUCTpallMU JIEKAPCTBEHHOTO IpenapaTta s MEIULMHCKOrO
[IPUMEHEHUS YKA3bIBAIOTCS:

1) HaumMeHOBaHUE, afpec 3asBUTEINS M MPOU3BOJUTENS JIEKAPCTBEHHOTO MpenapaTa Jisi MEJUIIMHCKOTO
MIPUMEHEHUS, CBECHUSI 00 WX PETHCTpallii B KaueCTBE HAJIOTOIIATEIBINMKA B CTPAHE PETUCTpArUH (IJIs
POCCHICKUX IOPUINICCKUX JIUIT - UACHTH(PUKAIMMOHHBIN HOMep Hanoromiatenpimuka (MHH), ns nHoCTpaHHBIX
IOPUANYECKUX JIMI[ - CTpaHa PErHCTpalyy, HauMEHOBAHWE PErHCTPHUPYIONIET0 OpraHa, PEerHCTPAIllMOHHBINA
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HOMEp, KOJI HAJIOTOIUIATEINBIINKA B CTPaHe perucTpanud (MHKOPIIOpAIMK) WK €ro aHaJIoT) U aapec Mecra
OCYIIECTBIICHUSI TIPOM3BOJICTBA JICKAPCTBEHHOrO Ipernaparta (B Clydae HaJIM4Ms HECKOJIbKUX YYaCTHHKOB
mpoliecca ero Mpou3BOJACTBA HEOOXOJMMO YKa3aTh KaKJOr0 y4acTHHKA B COOTBETCTBHH C OCYILECTBISIEMOM
CTaauei MPOU3BOJICTBA);

(. 1 B pen. @enepanpHOro 3aKoHa oT 28.12.2017 N 425-D3)

2) HaWMEHOBaHWE JIEKAPCTBEHHOTO Tperapara s MEAUIWHCKOTO MpUMEHeHHs (MeXTyHapoIaHOe
HEMaTCHTOBAaHHOE, HJIH TPYIIITUPOBOYHOE, HIIM XUMUYECKOE U TOPIOBOE HANMEHOBAHNS );

3) mepeuyeHb MEHCTBYIONMX W BCIOMOTATENBHBIX BEMIECTB, BXOAAIINX B COCTaB JIEKapCTBEHHOTO
npenapara Jyisi MeIUIUHCKOTO MPUMEHEHHS, C YKa3aHUEM KOJIMYeCTBA KaKIOTO U3 HUX;

4) JICKapCTBCHHAA (bopMa, JA031UpPOBKa, CITIOCOOBI BBCACHUA U TIPUMCHCHHA, CPOK TOJHOCTHU
JICKApCTBCHHOT'O IIpfIiapaTta JJIsI MCAUITMHCKOI'O IIPUMCHCHU A,

5) QapmakoTeparneBTHUeCKasi TPyMIa, KOA aHATOMO-TEPaNneBTHYCCKO-XMMHUYECKOH KilacCU(DUKAIIH,
pEeKOMeHI0BaHHON BceMupHON opranusanueil 3ApaBOOXpaHEHUs, 3asBIsIEMble MOKa3aHUs A7l NPUMEHEHUS
JIEKapCTBEHHOT O MpenapaTa Uil MEAUIIMHCKOTO IPUMEHEHHUS;

6) oTCyTCTBHE HEOOXOIMMOCTH MPEAOCTABJICHUS OTYETA O Pe3y/IbTaTaX KIMHUYECKOTO UCCIICAOBaHUS,
WCCIIeIOBaHU OWOAKBHUBAICHTHOCTH JIEKAPCTBEHHOTO IIperapaTa, pas3pelieHHOro IS MEIUIIHHCKOTO
npuMmeHenus B Poccuiickoit deneparuu Oosiee ABaIIaTH JIET, ¢ YKa3aHUEM HOPMATHUBHBIX IPABOBBIX aKTOB,
MOJTBEPKIAIOIINX JAHHBIA CPOK IPUMEHEHUS;

7) HeoOxoauMocTs 0OpMIICHHUS pa3pemnieHus Ha BBO3 B Poccuiickyto denepanuro KOHKPETHON MapTHH
3apEruCTPUPOBAHHBIX M (MJIM) HE3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, NpeAHAa3HAUEHHBIX IS
HPOBEACHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB B LEIAX IOCYJapCTBEHHOW PETUCTpaLiy;

8) HEoOXOAMMOCTh TPOBENEHHUS JKCHEPTU3bl JIOKYMEHTOB, IIPEICTABICHHBIX I ONpEIeIICHUs
BO3MOKHOCTH pacCMaTPUBATh JIEKAPCTBEHHBIH IIpemapart JUisi MEAUIIMHCKOTO TPUMEHEHUS ITPH OCYIIIECTBICHUH
roCy/IapCTBEHHOM PErUCTpallii B KaueCcTBE OphaHHOTO JICKAPCTBEHHOTO TIperapara;

9) HEOOXOMMOCTh IPUMEHEHHS YCKOPEHHON NMPOLEAYPbI SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEICTB B LIETISIX
rOCyIapCTBEHHOM perucTpaluy JIEKapCcTBEHHOTO MpernapaTa;

10) koMK JOKyMEHTOB, TOATBEPKIAIOIINX YIUIATy TOCYAaPCTBEHHON MOLIJIMHBI:

a) 3a IpOBEIEHHE DOKCIEPTHU3bl OKYMEHTOB, MPEICTABICHHBIX Ul OINpPEeNICHHS BO3MOXKHOCTH
paccMarpuBaTh JIEKAPCTBEHHBINM TMpemapar s MEAWLWHCKOrO TIPUMEHEHHs TpU  OCYIIECTBIEHHH
rOCyJapCTBEHHON PErucTpalyy B KauecTBe opaHHOTrO JIEKapCTBEHHOI'O Mpenapara;

0) 3a TpOBEIEHHWE OKCIEPTU3bl KadecTBa JICKAPCTBEHHOTO CPEACTBA W JKCIEPTU3bI OTHOIICHHS
0’KHMJIa€MOH MOJb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara, pa3pelieHHOro st
MEIUIIMHCKOro mnpuMeHeHus B Poccuiickoit ®denmepanuu Oosiee IBajaTé JIET, I[PH OCYIIECTBICHHH
TOCYJIapCTBEHHOU PETUCTPAITIH JICKAPCTBEHHOTO TIperapara;

B) 3a TPOBEJCHHE OJKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA M O3KCIEPTH3BI OTHOMICHHUS
OKHJAEMOH MOJIb3Bl K BO3MOXKHOMY PHUCKY INPHUMEHEHHS JIEKApCTBEHHOTO IpernapaTa Uil MEAMIMHCKOTO
IIPUMEHEHUS IIPU €70 FOCYJapCTBEHHOW PETHCTpaLiy;

F) 3a MPOBCACHUC OKCICPTU3bI KadeCTBa JICKAPCTBECHHOTO CPEACTBA U OKCIEPTU3bI OTHOIICHUA
O)KH,Z[aeMOﬁ MOJIb3bl K BO3MOXHOMY PUCKY MNPUMCHCHUA JICKAPCTBCHHOI'O IIpemnapara AJid MEIUIITMHCKOTO
NPUMCHCHHA, B OTHOUICHWH KOTOPOIO IIPOBEACHLBI MECKAYHAPOAHBIC MHOI'OLHCHTPOBBIC KIMHUYCCKUEC
HUCCIICA0BAHUA, YaCTb W3 KOTOPLIX IIPOBCJACHA B Poccuiickoi @ez[epaum/l, npu OCYIICCTBICHHUU
FOC}’}IapCTBeHHOfI perucTpanuru JCKapCTBECHHOI'O Mperiapara,

11) Hammuwme comiacus TIPOU3BOIUTENS JIGKAPCTBEHHOTO TMperapara, IPOU3BOACTBO KOTOPOTO
oCyIIecTBiseTCs 3a mpeenamMu Poccuiickoit deneparyn, Ha MPOBECHUE WHCIIEKTUPOBAHUS ITPOU3BOUTEIS
Ha COOTBETCTBUE TPEOOBAHUSAM MMPABUIT HAJICKAIIEH MPOU3BOJICTBCHHON MPAKTUKY;
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12) Hanu4me coriacus, MPeayCMOTPEHHOTO YacThlo 18 HacTosmel craTbu;

13) ykazaHue BHIa JIEKapCTBEHHOTO IMperapara, MPeICTaBICHHOTO Ha pEerrucTpanuio (pedepeHTHBIH
JICKaPCTBEHHBIN Tperapar, BOCIPOU3BEICHHBIN JICKApCTBEHHBIN MpenapaTt, OMOIOTHUSCKUN JICKAPCTBEHHBIH
npemnapar, OHOaHAJIOTOBBIN (OMOMIOMOOHBIN) JIEKAPCTBEHHBIM mperapaT (OWoaHaNOr), TOMEONaTHICCKUN
JIEKapCTBEHHBIN Tperapar, JIEKapCTBEHHBIN pacTUTEILHBINA ITpenapar).

(uacts 2 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

3. PerucrpanmoHHoe JOChe Ha JICKApPCTBEHHBIH mpenapaTr Aids MEIUIMHCKOTO TMPHUMEHEHHUs
MpenocTaBisieTcs B (popme 0OIIero TEXHHIECKOro JOKYMEHTA.
(uactp 3 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

4. P as3geyI JOKYMCHTAlIU aIMUHUCTPATUBHOI'O XapaKTEpa BKIHOYACT B ce0s:

1) 3asBiIeHHE O TOCYIApCTBEHHOH PErHCTpAlMU JICKAPCTBEHHOTO Ipenapara IJisi MEIUIUHCKOTO
MPUMEHEHUS B SIEKTPOHHOH popMe 1 Ha OyMakHOM HOCHTEINE;

2) KOTIUIO TOKYMEHTA Ha PyCCKOM $I3bIKE, 3aBEPEHHOI0 B yCTAHOBJIEHHOM MOPSAIKE U IOATBEPKAAIOLIETO
MIPaBOMOYHOCTD 3asBUTEIS 10/IaBaTh 3asBJI€HUE O TOCYAAPCTBEHHOMN PErncTpaliiy JeKapCTBEHHOTO Mpenapara
JUTSL MEUIIMHCKOTO IPUMEHEHHUS (JIOBEPEHHOCTD);

Koncynprantlnroc: npumeyaHue.
C01.01.2021 B m. 3 4. 4 cr. 18 BHOCsiTCS M3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3) KOIIHIO TUTIEH3UH Ha MTPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB MITH KOTIHIO 3aKIIFOUEHHS O COOTBETCTBUU
MIPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUAM TPABUJ HAJJICKAIICH MPOU3BOJCTBCHHON MPAKTHUKH,
BbIIAaHHBIX YIIOJITHOMOYCHHBIM (I)eIlepaJII)HI)IM OopranomMm HCHOJHUTEIbHOMN BJIaCTUu B OTHOIIICHUU
MPOU3BOACTBEHHON IUIOLIAAKU PETUCTPUPYEMOrO JEKAPCTBEHHOr O Mpemnapara, B ciiydae, €Ciid MPOU3BOACTBO
JIEKapCTBEHHOT0 Npenapara ocyuiectiigercs: B Poccuiickoit @enepanuu;

(B pea. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynerantllntoc: npumedanue.
C01.01.2021 B 1. 4 4. 4 cT. 18 BHOCsATCA n3meHeHus (D3 ot 27.12.2019 N 478-D3).

4) KONHIO BBIAHHOW YIIOJIHOMOYEHHBIM OPIaHOM CTpPaHbI IPOW3BOMTEIS JTUICH3UU Ha TIPOU3BOJICTBO
JIEKApCTBEHHOTO IpernapaTa 1 ee MepeBo/i Ha PyCCKUM SA3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM TIOPSIJIKE, & TaKXkKe
KOIMMIO 3aKJIIOYCHUA O COOTBETCTBUM IIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCIACTB TpeGOBaHI/IﬂM ImpaBuJI
HaJUIeKAIeH IPOM3BOJCTBEHHOW MPAKTHKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (peiepalibHBIM OpPraHOM
WCTIONIHUTENFHON BJIACTH B OTHOIIEHHM MPOM3BOJACTBEHHOHM IUIOLIAIKKA PETUCTPUPYEMOIO JIEKapCTBEHHOTO
npernapaTta, WIH KOIUIO PEHICHUS YIMOJTHOMOYEHHOTO (elepallbHOrO OpraHa HCIIONHUTEIBHOW BJIACTH O
MPOBEIEHNH HHCIEKTUPOBAHUS MPOM3BOJAUTENS JICKAPCTBEHHBIX CPEICTB, B CIydae, €CIM HPOHU3BOACTBO
JIEKapCTBEHHOTO Mpernapara ocyLiecTBiIsIeTcs 3a npeaenamu Poccuiickoit @enepanyu;

(B pea. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

5) TPOEKT WHCTPYKIMH MO MEAWIWHCKOMY NPHUMEHEHHIO JIEKApCTBEHHOTO IperapaTa, CoAepiKarieit
CJIEYIOIIUE CBEIECHU:

a) HaWNMEHOBaHMWE JIEKAPCTBEHHOTO  Tmpemapara (MeXIyHapoAHOE  HEMAaTeHTOBAaHHOE, WIH
IPYNIHPOBOYHOE, MM XUMHUYECKOE M TOPrOBOE HAMMEHOBAHU );

6) JICKApCTBCHHAA (bOpMa C YKazaHUuCM HAMMCHOBAaHUN M KOJHMYECTBECHHOI'O COCTaBa ,Z[efICTByIOHlPIX
BE€IIECTB W KAYCCTBCHHOI'O COCTaBa BCIIOMOT'ATCIIBHBIX BCHICCTB (HpI/I HGO6XOZII/IMOCTI/I KOJIMYCCTBECHHOT'O

COoCTaBa BCIIOMOI'aTCJIbHBIX BCH.[CCTB);

B) OIMMMCAaHNEC BHCIIHCTO BUA JICKAPCTBCHHOI'O IperiapaTta AJid MECAUITUHCKOTO MPUMCHCHU
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r) GU3MKO-XMMHUYECKUE CBOMCTBA (A5 paanodapManeBTUIeCKUX JIEKapCTBEHHBIX NIPEnapaToB);

n) papmakoTepaneBTHUECKAs TPYIINA, KOJI JICKAPCTBEHHOTO Mpernapara Jiuisi MEAUITUHCKOTO TIPUMEHEHHUS
M0 aHATOMO-TEPANEBTUYCCKO-XUMUYECKON KiacCU(UKALMU, PEKOMEH0BaHHON BceMupHOW opraHu3aiuei
3IpaBOOXpaHEHHUS, WM yKa3aHHe "TOMeOonaTHIeCKNi JIEKapCTBEHHBIH mpemnapat';

e) dapmakomuHaMrka W (papMaKOKWHETHKA (3a HCKIIOYCHHEM (HapMaKOKHHETHKH TOMEOITATHICCKUX
JISKaPCTBEHHBIX MPENApaToB U PACTUTEIILHBIX JICKAPCTBEHHBIX MPEIapaToR);

K) TIOKa3aHUS JJIs1 IPUMEHEeHMS,
3) MPOTUBOIIOKA3aHUS ISl IPUMCHECHMUS;
1) MEpHI IPEJOCTOPOKHOCTH TIPH IPUMEHEHHH;

K) yKa3aHue BO3MO)KHOCTU M OCOOCHHOCTEH NPUMEHEHHSI JICKAPCTBEHHOTO MpenapaTa sl MEJULMHCKOTO
MPUMEHEHUS! OCPEMEHHBIMU JKCHIIMHAMH, >KCHIIMHAMH B MEPUOJ, TPyTHOTO BCKAPMIIMBAHHUS, JCTHMHU,
B3pOCIBIMH, UMEIOLIMMU XPOHUYECKHE 3a00JICBaHUS;

J) PeKUM JI03MPOBaHUs, CHOCOOBI BBEACHUS M TNPHUMEHEHHs, MPU HEOOXOIMMOCTH BpEMsl NpueMa
JIEKapCTBEHHOTO TpemnapaTa UIsi MEIUIIMHCKOTO PUMEHEHHsI, TPOAOKATENIEHOCTD JICUSHHs, B TOM YHUCIE Y
JIETEH 10 W MOCJE OHOTO T'oJIa;

M) BO3MOXKHBIC HCXKCIIATCIBHBIC PpPCaKOHWU MpU MNIPUMEHCHUH JICKAPCTBCHHOI'O IIpfliapaTta IJId
MEANIUHCKOT'O ITPUMEHEHUA

H) CUMIITOMBI [I€PEA03UPOBKH, MEPHI IO OKA3aHUIO IIOMOIIHY IPH NEPEIO3UPOBKE;
0) B3aMMO/ICHCTBHUE C IPYTHMH JIEKAPCTBEHHBIMH MpenapaTamMu 1 (MIU) MUIIEBBIMHU MPOTyKTaMH;
1) hOpMBI BBITYCKa JIEKAPCTBEHHOT'O MIpenapaTa;

p) ykazanuwe (IIpH HEOOXOAMMOCTH) OCOOCHHOCTEH JEHCTBHs JIEKapCTBEHHOTO TMperapara Jyis
MEAWLUHCKOTO IPUMEHEHUS IPH [IEPBOM IIPUEME UM IIPU €r0 OTMEHE;

c) onucanue (Ipu HEOOXOJUMOCTH) JNeWCTBUI Bpada (denpamiepa) u (MIM) MAIMEHTa TPU MPOIYCKe
MpHeMa OJTHOM MJIM HECKOJIBKHX /103 JIEKApCTBEHHOTO TMpenapara sl MEIUIIMHCKOTO MTPUMEHEHUS;

T) BO3MOKHOE BIIMSTHHE JIEKAPCTBEHHOTO IpenapaTa Uil MEeIULMHCKOr0 MPUMEHEHHUs] Ha CIIOCOOHOCTD
YIPABJIATH TPAHCIIOPTHBIMU CPEJACTBAMHU, MEXAHU3MAMU;

y) CPOK I'OAHOCTH M YKa3aHHC Ha 3allpeT NPHUMCEHCHUSA JICKAPCTBECHHOI'O Mpcrapara Al MCIUITUHCKOIO
MNPUMCHCHHS 110 UICTCYCHUU CPOKA T'OJHOCTH;

&) ycnoBuUst XpaHEHHUS;

X) yKa3aHHe Ha HeOOXOMMOCTh XpaHEeHHUS JICKapCTBEHHOTO MIperapara ik MEAUIIMHCKOTO IPUMEHEHHUS
B MECTaXx, HEJOCTYIIHBIX JIJI JIETEH;

]_I) YKa3aHue (HpI/I HCO6XO,Z[I/IMOCTI/I) CrieMaJibHbIX MCEp MNPCAOCTOPOKHOCTH IPU YHUYTOKCHUU
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX MPCIapaTOB MJId MCAUITUHCKOTI'O IPUMCHCHH

Y) YCIIOBHSI OTITYCKa;
11I) HAMMEHOBAHUS U aJipeca MPOU3BOICTBEHHBIX IUIOIIAI0K TPOU3BOIUTES JIEKAPCTBEHHOTO NIpenapara;
1) HauMEHOBaHWE, aJpec OpraHu3alUM, YIOJHOMOYEHHOW Jep)KaTelieM WM  BJIAJEIIbLEM

PErUCTPALIMOHHOTO YAOCTOBCPCHUS JICKAPCTBCHHOT'O MpIriapaTa JJjis1 MCAUITUHCKOTO IPUMCHCHUA HA IPUHATUC
HpGTCHSI/Iﬁ OoT HOTpC6I/ITeH${;



6) WHCTPYKIUIO 10 MEIUIIMHCKOMY TPUMEHEHHWIO WJIH KPAaTKYI0 XapaKTEPUCTHKY JICKapCTBEHHOTO
mperapara, yTBepK/IeHHbIE B CTpaHe MMPOU3BOIUTEIIS;

7) IMPOCKTLI MAaKCTOB HCpBH‘lHOﬁ YIIAaKOBKHU U BTOquHOﬁ YIIAaKOBKHU JICKAPCTBCHHOI'O IIpcrapara IjIsd
MCIUIIUHCKOI'O IIPUMCHCHMUSA

8) TIPOEeKT HOPMATHBHOM JTOKYMEHTAIIMH WM HOPMATHBHOTO JOKYMEHTa Ha JIEKAPCTBEHHBIN Mpemnapar
JUTSE MEIUIIMHCKOTO IIPUMEHECHHUS 00 YKa3aHUE COOTBETCTBYIOIEH (hapMaKOIeHHON CTaThu;

9) nokymeHT, comepKammid WHGOPMAIMI0 O HAIWYMA WiH 00 OTCYyTCTBUM (DAaKTOB PErHCTpaIdd
JISKapCTBEHHOTO MpenapaTa Jyisi MEAUIIMHCKOTO MPUMEHEHUs 3a TipeenaMu Poccuiickoii Denepanmu;

10) KONHHU TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBICHHOM MOPSKE U TIOATBEPIKAAIOIINX (HaKT PErHCTPAIN
JIEKApCTBEHHOTO Mpernapara B UHOCTPAHHBIX TOCY/IapCTBaxX B KauecTBE OPPAHHOTO JICKAPCTBEHHOTO MPerapara;

11) nan ynpaBjieHUs pUCKaMU JJIsi OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB Ui METUIIMHCKOTO
IIPUMEHEHUS;

12) pmoxkymeHT o cucreme (QapMakoHaI30pa JepiKaress WM BIAAENbla PETUCTPALMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) mokyMmeHT, MOATBEPKIAOIINNA KauyeCTBO JIEKAPCTBEHHOTO TpemnapaTa TpeX MPOMBIIIICHHBIX CepHid
(TpOTOKON aHaNM3a WM CepTU(HKAT aHAIKN3a), OJHA CepHs KOTOPOro JOJKHA COBHAJATh C cepuei obpasia
JICKApCTBCHHOI'O IIp€niapara M1 MCEAUUHUHCKOTO IMPUMCHCHHSA, MNPCACTABJIICHHOTO Ha TroCyAapCTBCHHYIO
perucTpanuio.

(dacts 4 B pen. OexepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasmen xumuueckod, (hapMaleBTUYECKOW W OHMOJIOTMYECKOW JOKYMEHTAIlMM BKIIOYaeT B ce0s
JIOKYMEHTBI, CoJiepKalire HHPOPMAIUIO 0 papMaIleBTHUECKON CyOCTaHIIUHU U JIEKAPCTBEHHOM TIperapare s
MEIUIIMHCKOTO IPUMEHEHUS, TIPOIECCE €T0 MPOU3BOJICTBA M METOIaX KOHTPOJISI KaueCTBa, B TOM UHCJIE:

1) KOMHIO TOKYMEHTA, COJIEPIKAIIIETO CICAYIONTY 0 HHOpMAaIKio 0 (hapMalleBTUIECKON CYOCTaHIIUN HITH
(hapMarieBTHYECKUX CYOCTaHIMAX, BXOJAIIMX B COCTaB JICKAPCTBEHHOIO TMpenapara, 3a HCKIIYCHUEM
nHpOpMAIIUKN 0 QapMareBTHUECKUX CyOCTaHIUAX, BKIFOUEHHBIX B TOCYAapCTBEHHBIN PeecTp JeKapCTBEHHBIX

CPEJICTB B COOTBETCTBHUU CO cTaThel 34 HacTosmero deaepaabHOTO 3aKOHA:
(B pen. ®enepansHoro 3akoHa oT 27.12.2019 N 462-D3)

a) HauMeHoBaHue (hapMaleBTUYECKOM CyOCTaHIINM, ee CTPYKTYypa, 00IIne CBOICTBA;
0) HauMEHOBaHUE U aJ[PeC MPOU3BOIUTENIS;

B) TEXHOJIOT'HSI TPOM3BOICTBA C ONTUCAHUEM CTAJMil MPOU3BOICTBA M METOJIOB KOHTPOJIS HA BCEX CTAIMSIX
TIPOW3BOICTBA;

T') ONKCcaHue pa3pabOTKH Mpolecca MPOrU3BO/ICTRA;

JT) OTIMCaHKE KOHTPOJIISl KPUTHUYECKUX CTAJIMK MPOU3BOJICTBA U IIPOMEKYTOUHON TIPOTYKIINY;
€) TOKyMEHTAJIBHOE MOATBEPKIeHUE (BATHIAIM ) ITPOIIECCOB U (M) UX OIICHKA,

) CBOICTBA U CTPYKTYpa AEHCTBYIOUINX BEIIECTB;

3) XapaKTEepPHUCTHKA TPUMECEH;

1) cnennguKkanys Ha papManeBTHYECKYIO CyOCTaHIIMIO U € 000CHOBaHHE;

K) AQHAINTHYECKHE METOAMKH, HCIOJb3yeMble MPH  OCYHIECTBICHHH KOHTPOJIS  KadecTBa
(hapManeBTH4IECKOM CyOCTaHIINY;

J) AOKYMEHTAJIbHOE TOATBEp)KIEHUE (BaNMHUIAINs) aHATUTHYECKUX METOJHUK, HCIMOJIB3YEeMBIX MpH
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OCYIIECTBIICHUU KOHTPOJISI KauecTBa (hapMarieBTUIeCKOM CyOCTaHIVH;
M) pe3yJIbTaThl aHAIN3a Ceprii (hapMalleBTHIECKOH CyOCTaHINH;

H) TepeueHb CTAHAAPTHBIX OOPA3IOB MM BEIIECTB, HCIOJB3YEMBIX MPH OCYIIECTBICHUM KOHTPOJISI
KavecTBa,

0) OITMCAaHNE XapaKTEPUCTUK M CBOWCTB YIIAKOBOUHBIX MaTepPHajOB M YKYMOPOUYHBIX CPE/ICTB;
1) JaHHBIC O CTA0MIBLHOCTH (hapMalleBTUUECKON CyOCTaHIINY;
P) CPOK TOTHOCTH;

1.1) B oTHOIIEHUH (hapMalEBTUYCCKUX CYOCTaHIMM, BXOAAIIUX B COCTaB JICKAPCTBEHHOTO Tperapara u
BKJIFOYEHHBIX B FOCYJapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHHU CO CTaThel 34 HACTOSIILIErO
denepanbHOTO 3aKOHA, - KOMUS JOKYMEHTA, COJIEPKAIETO CICAYIONIYI0 HHPOPMAIUIO:

a) HaMMEHOBaHKE (hapMalleBTUUECKON CYyOCTaHIIUH, e¢ CTPYKTYpa, OOIIHe CBOMCTBA;
0) HaMMEHOBaHUE U aJPecC MPOU3BOTIUTEIIS;
B) pe3yJIbTaThl aHAIN3A CepUll (hapMaleBTUICCKON CYyOCTaHIINY;

T') CPOK TOJTHOCTH;
(m. 1.1 BBenen @enepanbHbIM 3ak0HOM 0T 27.12.2019 N 462-03)

2) MOKYMEHT, COAEp KAl CIEAYIONINe CBEISHHUS O JIEKapCTBEHHOM IIperapare Uisi MEIUIIHHCKOTO
TIPUMEHEHUS:

a) OIMMCAaHME U COCTAaB JICKAPCTBCHHOI'O IpfIiapaTa AJId MCAUIIUMHCKOI'0 IMPUMCHCHU A,

0) ommcanue QapMarieBTHIECKOl pa3paboTku (000CHOBaHME BHIOOpa COCTaBa, MEPBUYHON YIIAKOBKH U
WHOTO0);

B) TEXHOJIOT'HSI IPOM3BOICTBA C OMTUCAHUEM CTa Nl MPOU3BOICTBA U METOJIOB KOHTPOJISI HA BCEX CTAIHUAIX
MIPOU3BOICTBA;

T') ONMMCaHUE KOHTPOJISI KPUTHUECKHUX CTaJHi Mpoliecca MPOr3BOACTBA U IPOMEKYTOUHOM MPOTyKITUH;

,Z[) HAaMMCHOBAHUC U aJApeC MECTa OCYHICCTBJICHHA IMPOU3BOJACTBA JICKAPCTBCHHOI'O IIpCliapaTta IJIsd
MCIUIUMHCKOIO MNPUMCHCHUA (B CcIydya€ HaJIM4uA HECKOJIBKHMX YYaCTHUKOB IIpol€cCa IMPOU3BOACTBA
H606XO,I[I/IMO YKa3aThb KaxJ10To U3 HI/IX);

e) hapmaneBTHYECKAs COBMECTUMOCTH;

) MUKPOOHOJIOTHYECKHE XapaKTEPUCTHKH;

3) MaTepUaNbHbIl OanaHc Uil NPOU3BOACTBA CEPHU TOTOBOI'O IIPOIYKTA;

1) ONHCAaHNE XapaKTEPUCTHK M CBONCTB YITaKOBOYHBIX MATEPHAJTIOB U YKYITOPOUHBIX CPEZCTB;

K) TOKYMEHTaIbHOE NOATBEPKACHUE (BAIMAALIMS ) TPOLIECCOB IPOU3BOACTBA U (MJIM) MX OLICHKA;

) TpeOOBaHMS K KayecTBY BCIIOMOTATENbHBIX BellecTB (cepTH(dUKAT, creuupuKanus Ha
BCIIOMOTaTeJIbHbIE BEIECTBA U X 0OOCHOBAaHHUE);

M) AHAJTUTUYCCKHEC MCTOOHUKH, HUCIOJIb3YyCMBIC npu OCYHICCTBJICHUHN KOHTPOJIA KadeCTBa
BCIIOMOTI'aTCJIBHBIX BCIICCTB,

H) JAOKYMCHTAJIbHOC TOATBCPIKIACHUC (Ba.]'H/II[aI_[I/ISI) AHAIUTUYCCKHUX MCTOJUK, HCIIOJIB3YCMbIX IIPpU
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OCYIIECTBJICHNHN KOHTPOJISA KAa4€CTBA BCIIOMOTIaTCIIbHBIX BEHICCTB,

O) HH(bOpMaLIHﬂ 00 WCIOJIE30BAHMM BCIIOMOTaTCIBHBIX BCUICCTB YCJIOBCYCCKOIO M JXHBOTHOI'O
MMPOUCXOXKICHUAA,

1) HHGOpMANHAS 00 HCIIOIH30BAHWH HOBBIX BCIIOMOTATEIBHBIX BEIIECTB;

p) TpeboBaHMs K KauecTBY JIEKApCTBEHHOTO Mpenapara Uil MEIUIIMHCKOTO IpUMeHeHHs (cepTudukar,
cneunuKanms Ha JeKapCTBEHHBIH MpenapaTt 1 uX 000CHOBaHHE);

C) AHATITUTUYCCKUE METOAUKHU, UCTIOJIB3YEMBIC ITPU OCYIIECTBIICHUU KOHTPOJIAA Ka4€CTBaA JICKAPpCTBECHHOI'O
npenapara ajist MCAUIIUHCKOTI0 IPpUMCHCHU

T) MOKyMEHTAJbHOE MOATBEPXKICHNE (BATMAANNS) aHATUTUIECKUX METOAWK, HCIOIB3yEeMbIX IIpH
OCYIIECTBICHUH KOHTPOJISI KAYEeCTBa JICKAPCTBEHHOTO MpemnapaTa JijIsi MEJUIITHCKOTO IPUMEHEHHS,;

y) pe3yJIbTaThl aHAJIM30B CEPUH JIEKAPCTBEHHOTO Mpenapara Jjsi MeAUIIUHCKOTO IPUMEHCHUS;
¢) xapakTepuCcTHUKa MTPUMECEH;

X) TepedeHb CTaHAapTHBIX 00pas3loB, HCIOIb3yEMBIX IIPH OCYIIECTBICHHUH KOHTPOJS KauecTBa
JIEKApCTBEHHOI'O IIpenapara i MEJULIUHCKOIO IPUMEHEHUS

I1) JaHHBIE O CTA0MIILHOCTH JIEKAPCTBEHHOTO MpenapaTa A1 MEAULUHCKOTO IPUMEHEHHS.
(vacts 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Paznmen ¢apMakoIOrHUecKOi, TOKCHKOJIOTHUYECKOW IOKYMEHTAIlMA BKIOYaeT B ceOs OTYETHI O
pe3ynbpTaTax JOKIMHUYECKUX HCCIIEAO0BAaHUM JIEKapCTBEHHOIO CPEACTBa A MEIUIIMHCKOTO NMPUMEHEHHUS, B
TOM 4HCIIE:

1) oTueT 0 papMaKOAMHAMUYECKHUX HCCIIEIOBAHMSIX;
2) oTueT 0 apMaKOKMHETHUYSCKUX UCCIICIOBAHUSX;

3) OTYET O TOKCUKOJIOTUYECKHX UCCIIEJOBAHUSX.
(dacts 6 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pa3nen KIMHUYECKOW JOKYMEHTAIlMM BKJIIOYAET B CeOsl OTYEThI O PEe3y/bTaTaX KIMHUYECKUX
WCCIIeIOBAaHNN JIEKAPCTBEHHOTO Tpernapara JiyIsl MeIUIIMHCKOTO IPUMEHEHHS, B TOM YHCIIE:

1) ordeTtl 00 WUCCIIEOBaHUSAX OWOJOCTYIHOCTH W OHOIKBHBAJICHTHOCTH, HCCJICIOBAHUIX,
YCTaHaBIMBAIOIINX KOPPEIIUIO PE3YIIbTaTOB, ITOIYYEHHBIX B YCIOBUSX in Vitro u in vivo;

2) otueThl 0 (hapMAKOKHHETUYECKHUX MCCIICIOBAHMIX;
3) otueThl 0 (hapMaKOIUHAMHYECKUX UCCIICIOBAHNUSX;
4) OTYETHI O KIIMHUYECKHUX HCCIIeTOBAHUSIX d3PPEKTUBHOCTH B OE30TACHOCTH;

5) OTYET O MOCTPETUCTPALMOHHOM OIBITE IPUMEHEHHS (TIPHU HATHYHH).
(dacts 7 BBenena denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBaHus Kk 00beMy HMHGOPMAIIUH, MIPEIOCTABISIEMONH B COCTaBE PErHCTPAILIMOHHOIO JOChE, IS
OTJICNBHBIX BUJOB JIGKAPCTBEHHBIX IMPEMapaToB JJs MEIUIMHCKOTO TPHUMEHEHHUsS YCTaHaBIIMBAIOTCS
YIIOJTHOMOYEHHBIM (he/iepalIbHbIM OPTaHOM HCIIOJIHUTEIIEHOM BIIACTH.

(qactp 8 BBenmeHa denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B oOTHOmIEHHHM JEKapCTBEHHBIX MPENApaTOB, Pa3pPEIICHHBIX TSI MEIUIIMHCKOTO TPUMEHEHHS B
Poccuiickoii ®enepanuu Oosiee MBagaTd JIET W B OTHOUICHHH KOTOPBIX HEBO3MOXKHO MPOBEICHUC
WCCIIEIOBAaHNN WX OHMODKBHBAJCHTHOCTH (32 UCKIIIOYCHHUEM OHMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB),
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JOMYCKAeTCsl BKJIIOYCHHE B COCTaB pasieia (papMaKoJIOIMYECKOW, TOKCHKOJOTHYECKOH JIOKYMECHTALUH M
paszjena KIMHAYECKOW JOKYMEHTAllMd BMECTO OT4YeTa pa3paboTuhKa O pe3yibTaTax COOCTBEHHBIX
JOKJIMHUYECKUX HCCIICIOBAHUN JICKAPCTBCHHBIX CPEICTB M KIMHHYECKUX WCCICIOBAHUM JIGKAPCTBEHHBIX
MpernapaToB JUIsl MEAUIMHCKOTO TPHMEHEHUS 0030pa HAay4HBIX paboT O pe3ysibraTax JOKIMHUYECKUX
HCCIIeI0OBAHNI JICKAPCTBEHHBIX CPEACTB M KIMHUYCCKUX MCCIICIOBAHMM TaHHBIX JIEKAPCTBCHHBIX MPEIapaToB,
B TOM YHCJI€ BKJIFOYAs OMBIT HX MOCTPErUCTPALIMOHHOIO IIPUMCHCHHMS.

(dacte 9 BBenmena denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
27.12.2019 N 475-03)

10. Ilpm rocymapCTBEHHOH perucTpanii BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEMapaToB s
MEIUIIMHCKOTO TIPUMEHCHHS JIOMyCKAeTCsl BKJIIOUEHHWE B COCTaB  paszaeia  (papMakoJIOTHYSCKOM,
TOKCHKOJIOTHYECKOW JTOKYMEHTAIIMN U pa3/ieNia KIMHNIECKOW JOKyMEHTAI[MH BMECTO OT4YeTa pa3paboT4HKa O
pe3ynbraTax cOOCTBEHHBIX JTOKIMHUYECKUX MCCIIEOBaHNH JIEKAPCTBEHHBIX CPEeICTB 0030pa HAydHBIX PadoT O
pe3yibTaTax MOKIMHUYECKHX HCCICIOBaHUA peepeHTHOTO JIGKAPCTBECHHOTO IpermapaTa M NpPeJCTaBICHUC
BMECTO KJIMHHYECKHX HCCIEAOBaHUH B TOTHOM OOBEMe, YCTAaHOBICHHOM pa3lelioM KIMHAYECKOU
MOKYMEHTAIlMH, OT4eTa O pe3yJbTaTax HCCIEeNOBAaHUA OWOAKBHUBAJICHTHOCTH  BOCIPOW3BEIEHHOTO
JIEKApCTBEHHOTO TMpernapara i MeIUIMHCKOro mnpuMeHeHus. He TtpeOyercs mpencraBieHune OTYeTa O
pe3yibpTaTax HCCIEeAOBAaHUN OHMOAKBUBAJIICHTHOCTH BOCIIPOM3BEACHHOTO JIEKAPCTBEHHOI'O TMperapara s
MEIUIIMHCKOTO TMPUMEHEHUS, €CITH PETUCTPUPYIOTCS BOCIPOU3BENCHHBIC JIEKApPCTBEHHBIC IpermapaTsl s
MEIUIIMHCKOTO IPUMEHEHHS, KOTOPBIE:

1) npeaHasHaueHBl S MAPEHTEPAIBHOTO (MIOJKOKHOTO, BHYTPHMBIIIEYHOTO, BHYTPHUBEHHOTO,
BHYTPHIJIA3HOTO, BHYTPHIIOJIOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPHKOPOHAPHOI0) BBEACHUS M IPEICTABIIIOT
co00i1 BOHbIE PacCTBOPHI;

2) peACTaBISIOT cO00H PaCTBOPHI I IEPOPATLHOTO TPUMEHEHUS;
3) npou3sBezieHsl B (OpME HOPOIIKOB MM THO(GUIN3ATOB ISl IPUTOTOBJICHUS PaCTBOPOB;
4) ABNAIOTCS Ta3aMU;

5) SBNSAIOTCS YUIHBIMHM HJIM TJIA3HBIMHU JIEKAPCTBEHHBIMH IIpeliapaTaMi, MPOU3BEACHHBIMH B (opme
BOJHBIX PACTBOPOB;

6) mpeHa3HAYCHBI JUII MECTHOTO IPUMEHEHHS U PUTOTOBJICHBI B ()OpME BOJIHBIX PACTBOPOB;

7) TpeacTaBnSIOT cOOON BOIHBIE PACTBOPHI JJIS HCIIONB30BaHUS B (DOpME WHTAISIIANA C MTOMOIIBIO
HeOyJaii3epa WK B KAY€CTBE Ha3aIbHBIX CIIPEEB, IPUMEHSIEMBIX C TOMOIIBIO CXOIHBIX YCTPOMCTB.
(dactp 10 BBenena denepanpHpIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

11. [Ins cnyvaeB, yka3aHHbIX B myHKTax 1 - 3, 5 - 7 wactu 10 HacTosIe# cTaThy, BOCIPOU3BEICHHBIN
JIEKapCTBEHHBIN Mpenapar A MeIUIIUHCKOTO MTPUMEHEHHS TOJDKEH COJIEpKaTh TaKHe )K€ BCIIOMOTATENNbHbIE
BElIeCTBA B TaKHWX e KOJIMYECTBaX, Kak M pe(epeHTHBIH JIEKapCTBEHHBIM mnpemnapar. Ecim cocTaBbl
BCIIOMOTATENbHBIX BEIIECTB pa3MYaloOTCs, 3asBUTENb JOJDKEH TPEACTAaBUTh JOKa3aTeIbCTBA TOTO, YTO
WCTIONIb3yeMbI€ B JAHHBIX KOHIIEHTPAIUSIX BCIIOMOTaTENIbHbBIE BEIIECTBA HE BIHAIOT Ha 6€30MacHOCTh U (WJIH)
3¢ GEKTUBHOCTH JICKAPCTBEHHOTO Mpenapara Uil MeIUIIMHCKOro NpuMeHeHus. B ciydae, eciin 3asBuTeNb HE
MOJKET MPEJCTaBUTh TaKUe J0Ka3aTeJbCTBA W (WIM) HE MMEET JIOCTyNa K COOTBETCTBYIOUIMM IAaHHBIM, OH
JOJDKEH TIPOBECTH COOTBETCTBYIOIIME HCCIENOBAHMS JUIS JOKa3aTeNbCTBA OTCYTCTBHS BIMSHHUS Pa3HBIX
BCIIOMOTATEJIbHBIX BELIECTB MM BCIIOMOTATENBHBIX YCTPOWCTB Ha Oe3zomacHOCTh M (Win) 3¢QeKTHBHOCTH
JIEKapCTBEHHOTO NpenapaTa il MEAUIMHCKOTO NPUMEHEHUS B MOPSIIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM
(henepanbHBIM OPraHOM HCTIOJTHHUTEIHHON BIIACTH.

(gacts 11 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

12. Tlpu rocyaapCTBEHHOH perucTpanud KOMOWHAIMI paHee 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MIperapaToB ISl MEAUIIMHCKOTO TPUMEHEHHS JOMTyCKAeTCs BKIIFOUEHUE B COCTAB pasjeia (hapMaKoIOTHIECKOMH,
TOKCHUKOJIOTHYECKOW JTOKYMEHTAIIMU U pa3jieNia KIMHUYIECKONW JOKyMEHTAIlMH BMECTO OT4YeTa pa3paboT4HKa O
pe3ynbTaTax cOOCTBEHHBIX OKIMHUYSCKUX UCCIICIOBAHUH JICKAPCTBEHHBIX CPEJICTB 0030pa HAyUHBIX PadOT O
pe3ynbTaTax TOKIMHUYECKHX HCCIEeOBaHUHA pe)epeHTHBIX JIeKapCTBEHHBIX MPENapaToB, BXOAIIINX B COCTAB
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KOMOMHAIINY JIEKapCTBEHHBIX MPENapaTroB, U 00 OTCYTCTBHH HMX B3aUMOJCIHCTBHS B OJIHOW JEKapCTBEHHON

dhopwme.
(dacts 12 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

13. Ha akcniepTu3y pa3inyHbIX JIEKApPCTBEHHBIX (DOPM OJHOTO M TOTO K€ JICKAPCTBCHHOT'O Mpernapara JJis
MEIUIIMHCKOTO MPHUMEHEHUs 3asBUTENh MPEACTABISET OTACIbHBIC 3asBICHUS W PETUCTPAIIIOHHBIC OChE Ha
KKy JIeKapCcTBeHHYIO (hopmy. [1pu ycnoBruu 0THOBPEMEHHOM T0Ja4X Ha SKCIIEPTH3Y OJHOH JIEeKapCTBEHHOU
(hOpMBI ¢ pa3IMYHBIMU JO3UPOBKOM, KOHIICHTpAIMEH, 00BEMOM 3asBUTEINb MPEICTABISICT OJHO 3asBICHHUC U
PETHCTPAMOHHOE JTOCHE C MPHIII0KEHHEM MAaKETOB YITAKOBOK Ha KAKAYIO JTO3UPOBKY, KAKIYIO KOHIIEHTPAIIHIO,
KKl 00hEM U KaXK]I0€ KOJIMUYECTBO 703 B YITAKOBKE.

(dacts 13 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

14. Tlpm rocymapCTBeHHOW perucTtpanuu oOp¢haHHOTO JIEKAPCTBEHHOTO TIpernapara 3asBUTENb
MpencTaBisieT HH(QOPMAIUI0, HEOOXOAUMYIO Ui (OPMHUPOBAHHS pasjielia KIMHUYECKOW TOKYMEHTAIIUU, B
00beMe, YCTAaHOBJICHHOM YIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCIOJTHUTENBHON BIACTH.

(dacts 14 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)

15. Ilpu peructpanuy GHOJIOTHYECKOrO JIEKAPCTBEHHOIO IpenapaTa, MOJyYeHHOIO U3 KPOBH, IUIA3MBbI
KpOBH YEJIOBEKa, B COCTaBE PErHCTPallMOHHOIO JOChE Ha JIEKAPCTBEHHBIM Mperapar Ui MEIUIMHCKOTO
MIPUMEHEHUS TOJDKHBI OBITh MPEACTABICHBI AOTIOIHUTEIBHO!

1) B pa3zaene AOKyMEHTALMM aIMHHUCTPATUBHOTO XapaKTepa JOKYMEHT, CoJepKallii HHQOpMAaIHIo O
cyOBeKTax oOpalleHus: JOHOPCKOM KPOBU U (WJIM) €e KOMIOHEHTOB, O TOM, Iie Oblla OCYIIECTBICHA JOHALMS
(kpoBH W (WMnHM) TIa3MBI KPOBH), a TaKKe JaHHbIe 00 WH(EKIMOHHBIX 3a00JIEBaHUAK, MEPETAFOIIHXCS
MapeHTePaAILHBIM IyTeM, HHGOPMAITUS 0 CyObeKTax oOpalleHus TOHOPCKOW KPOBH | (WJIN) €€ KOMIIOHEHTOB, B
OTHOILIEHUHU KOTOPBIX OCYIIECTBISIETCS KOHTPOJIb JOHOPCKOM KPOBU U (MJTH) €€ KOMIIOHEHTOB;

2) B pazzerne XUMHYECKOH, (hapMareBTHIecKoi 1 OMOIOTHIECKON TOKYMEHTAIUH

a) KpUTEPHUH U CIOCOOBI 0TOOpa, TPAHCIOPTHPOBAHUS M XpaHEHHS JOHOPCKOM KpoBU W (MIH) ee
KOMIIOHEHTOB;

0) pe3ynbTaThl MCCIIEAOBAaHUN OTOOPAaHHBIX JOHOPCKOM KPOBM M (WMJIM) IUIa3Mbl KPOBH M IYJIOB Ha
HaJIM4Ke Bo30ynuTenei nHpeKuii, BKIrouas HHGopManno 00 UCTIOIb30BaHHBIX METOIUKAX UCCIIEIOBAHUH U
B CIIydae MCCIEIOBAHMS ITyJIOB IUIa3Mbl KPOBH PE3YJIbTaThl JTOKYMEHTAIBHOTO MOATBEP)KACHUS (BaIHIALIMN)
HCIIOJIb30BaHHBIX METOIUK;

B) TEXHHYECKHE XapaKTEPHCTHUKH YNAKOBKH IS OTOOpa JOHOPCKOW KpOBU W (WMJIM) TUIa3MbI KPOBH,
BKJIIO4ast HH(poOpMaIHio 00 UCIIOIB30BAHHBIX PACTBOPAX aHTUKOATYJISIHTOB.
(uacts 15 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

16. Knuanyueckue UCciaenoBaHus JICKAPCTBEHHOTO TIperapaTa Il MeIUITMHCKOTO TIPUMEHEHHSI B TIEJISIX
€ro rocyJapCTBEHHOW perucrpauuu npoBonarca B Poccuiickoit @enepauuu B MOPSAKE, YCTAHOBIEHHOM
crathsaMu 38 - 44 Hactosmero @enepanbHOro 3akoHa. OTYET O MPOBEACHHBIX MCCIICIOBAHUSIX BKIIOUAETCS B
COCTaB pazzeiia KIMHUYECKON JOKYMEHTAIIMH PETHCTPAIMOHHOTO JTOChE Ha JICKAPCTBEHHBIA Mpemapar st
MEJIMIUHCKOTO IpUMEHEeHHUs. J{J1s IeKapCTBEHHBIX MPEMapaToB ISl MEAUIUHCKOIO IPUMEHEHHS, B OTHOILICHUU
KOTOPBIX B pe3yibTaTe JKCIEPTU3bl JOKYMEHTOB, IPEICTABICHHBIX IJs1 OMNPEACNICHUS BO3MOXHOCTU
paccMarpuBaTh JIEKAPCTBEHHBIM Mpenapar i MEAMIMHCKOrO IPUMEHEHHMS B KadecTBe Op(haHHOro
JIEKapCTBEHHOT'O Mpernapara, Takas BO3MOKHOCTh PU3HAHA U B OTHOIIEHUH KOTOPBIX MPOBEACHBI KIIMHUYECKHE
HCCIEAOBAHMS, BBITIOJIHEHHBIE 3a mpenenamu Poccuiickoit denepanuu B COOTBETCTBUU C IPaBUIIAMU
HaJyIeKaleld 1adopaTOpHON MPaKTUKU W TIPaBIJIAMU HaIeXKAIIeH KIWHUYICCKOW IMPaKTHUKH, IOITYCKaeTCs
BKJIIOUCHHE B COCTaB pasleiia KIMHWYECKOW JOKYMEHTAIlMd BMECTO OTYETa O Pe3yNIbTaTax KIMHHIECKUX
HCCIEAOBAHUM JIEKAPCTBEHHOI'O Mpemnapara Jisi MEAUIMHCKOrO MPUMEHEHUs, MpOBeAeHHBIX B Poccuiickoit
®denepalvy, OTYETA O PE3yJIbTaTax KIMHUYECKHUX MCCIE0OBAaHMM, BBINIOJHEHHBIX 3a Mpejenamu Poccuiickoit
®denepanyu.

(dacth 16 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-D3)
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Koncynprantllntoc: npuMeyanue.
C 01.01.2021 4. 17 ct. 18 u3naraercs B HOBoM penakuuu (@3 ot 27.12.2019 N 478-D3).

17. 3asgBuTens BIpaBe TNPEACTaBUTh 110 COOCTBEHHON WHHIIMATHBE BMECTE C 3asBIEHHEM O
TOCyIapCTBEHHOM pEerucTpanuy JIEKapCTBEHHOTO Tpernapara Uil METUIIMHCKOTO TMPUMEHEHHS TOKYMEHTBI,
MOATBEP>KIAIOIIUE YIIATy TOCYAapCTBEHHON MONUTHHBI M YKa3aHHBIE B yHKTe 10 yacTu 2 HaCTOAIIEH CTaThU.
B ciydae nx HempencTaBiIeHHS COOTBETCTBYIOIINN YIOTHOMOYEHHBIA (eepabHbI OpraH UCIOTHUTETFHON
BIIACTH TIpOBepseT (haKT yIUIaThl TOCYAapCTBEHHOH MOIUIMHBI 3asBUTENIEM IOCPEICTBOM HCIIOIH30BAHHUS
nH(popMaIuu 00 yIiaTe rocyIapcTBEHHON MOIUIUHBI, cojiepxaiieiics B ['ocyqapcTBeHHON HH(POPMAIIMOHHON
CHUCTEME O TOCYJapCTBEHHBIX M MYHHUIIMIAIBHBIX IIATEXaX, HA OCHOBAHMM IPEJICTABICHHBIX 3asBUTEIEM
KOIHUH TOKyMEHTOB, MOITBEPKIAIOIINX YIUIATy TOCYIapCTBEHHON MOIIIIHHEI.

(dacth 17 BBenena denepanbHbM 3ak0HOM 0T 22.12.2014 N 429-D3)

18. He pmomyckaeTcsi HCIIOJIB30BaHHE B KOMMEPYECKHX IeNIX HWHPOpPMAIMA O pe3ysibTaTax
TOKJIIMHUYECKUX HWCCIIEOBAHNN JIEKAPCTBEHHBIX CPEICTB W KIMHUYECKHX HCCIIECOBAHHNA JIEKapCTBEHHBIX
npemnaparoB mid MEAMIHUHCKOIO IIPUMCHCHUA, HpeIlCTaBJ'IeHHOI\/'I 3a4ABUTCIIEM  IJIsA FOCYI[apCTBCHHOﬁ
perucTpanyu JeKapCcTBEHHOTO Mpenapara, 0e3 ero coriacusi B TeUCHHE MIECTH JIET ¢ JaThl FOCyJapCTBEHHON
peructpanuu peepeHTHOTo JeKapCTBEHHOTO Mpemnapara B Poccuiickoit deneparmm.

(dacts 18 BBenena denepanpHbM 3ak0HOM 0T 22.12.2014 N 429-D3)

19. [epxxaTens wiu Biajenel] PErHCTPallMOHHOTO YIOCTOBEPEHMS JIEKApCTBEHHOI'O Ipenapara Ha
OMOTEXHOIIOTUYECKU WK Op(haHHBIA JIEKapCTBEHHBIM IpemapaT o00sA3aH IMPEeNOCTaBISATh HAa BO3ME3THOU
ocHOBe 00pa3ubl pedepeHTHOr0 JIEKAPCTBEHHOTO Mpernapara 3asBUTENsM JJsl MPOBEACHUS KIMHUYECKUX
uccnepoBannii. CtonMocTh 00pas3na peepeHTHOro JIEKApCTBEHHOTO Mpernapara, BKIIOYEHHOTO B MepevyeHb
XKHU3HEHHO HEOOXOOMMBIX M B@KHEHIIMX JICKAPCTBEHHBIX IIpPErapaToB, HE JODKHA IPEBHILATH
3apEeTUCTPUPOBAHHYIO ITPEAEIBHYIO OTIIYCKHYIO LIEHY Ha peepeHTHBIHN JeKapCTBEHHbIH penapaT Win LeHy Ha
JIEKapCTBEHHBIH Ipernapar B CTpaHe MPOU3BOIUTENS.

(dacts 19 BBenena denepanpHpIM 3ak0HOM 0T 22.12.2014 N 429-D3)

20. 3asgBneHNE O TOCYAAPCTBEHHOM PErHCTpallii BOCIPOU3BEIEHHOIO JIEKApCTBEHHOIO Mpenapara Jis
MEIHUIUHCKOTO TIPUMEHEHHSI MOYKET OBITh TTO/IaHO B YIIOJIHOMOUYESHHBIH (hefiepalibHbIil OpraH HCHOTHUTETLHON
BJIACTH, OCYIIECTBJIIOLIMHA TOCYAAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX MNpPENapaToB, IO HCTEYEHUH
YeThIpeX JIET C AAaThl TOCYIaPCTBEHHOM perucTpanuu peepeHTHOro JIEKapCTBEHHOTO Ipenaparta B Poccuiickoit
®denepanuu.

(uacts 20 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

21. 3asgBneHue O TOCyIapCTBEHHOM perucrpanuu OHOaHANoOroBoro (OHMONOJOOHOr0) JEKapCTBEHHOTO
npemnapata (OnoaHaiora) MOXeT ObITh TIOJaHO B YIMOJHOMOYCHHBIH (elepanbHblii OpraH WUCIOJHUTEIBHOM
BJIACTH, OCYILECTBIISIOMINI rOCy1apCTBEHHYIO PETUCTPALIMIO JIEKaPCTBEHHBIX IPENaparoB, [0 HCTEYEHUH TPEX
JeT ¢ JAaThl TOCYAAapCTBEHHOM peructpanuu pedepeHTHOTO JeKapCTBEeHHOro mnpemnapata B Poccuiickoit
®denepanuu.

(gacts 21 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

22. Jlepxatenp WM BIaAeNell PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara
MPEICTABISIET B YIIOJHOMOYCHHBIM (efepalibHblii OpraH HUCHOJIHUTEIBHONW BJACTH, OCYIICCTBIISIOIIHMA
(YHKIMH 110 KOHTPOJIIO ¥ Ha30py B cepe 37paBOOXpaHEHHs, OTUET 10 pe3yibrataM (apMaKoHaa30pa OJUH
pa3 B LIECTh MECSIEB B TEUCHUE ABYX JIET [IOCJIE FOCYAAPCTBEHHON PETUCTPALIMY JIEKAPCTBEHHOT O MpernapaTa B
Poccuiickoii ®enepannn, eKeroqHO B TEUEHUE MTOCIIEAYIOMINX TPEX JIET U B IAJIbHEUIIIEM OJIUH pa3 B MSATH JIET.
(gacts 22 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

Cratbs 19. [IpunsaTHe pemieHUusi 0 Bblade IKCIIEPTHOMY YYPe:KICHHMIO 3aJaHUs Ha NPOBeAeHUe
JKCIEPTH3BI JTEKAPCTBEHHOI0 CPEeACTBA
(B pen. @enepanbpHOTro 3akoHa OT 22.12.2014 N 429-D3)

1. B tedyenue mecatu paboumx AHEH CO JHA MPHUHATHUS 3asABJICHHUS O TOCYJapCTBEHHOH pErucTpanuu
JIEKAPCTBEHHOTO TperapaTa COOTBETCTBYIONIUH YIIOJTHOMOUYCHHBIN (enepanbHbIii OopraH HCITOJHUTCIHLHOM
BIIACTH MPOBOJUT MPOBEPKY IOJHOTHI, JOCTOBEPHOCTH W TPABUIBHOCTH OQOPMIICHUS MPEACTABICHHBIX
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JTOKYMEHTOB PETHCTPAIIOHHOTO I0OChE Ha JIEKapCTBEHHBIN ITpernapaT U MPUHUMAET PeIlIeHHe O BhIJa4e 3aJaHNs
Ha TIPOBE/ICHHE:!

1) sKcHepTu3bl JOKYMEHTOB, MPEICTABJICHHBIX [UIS OIPEACICHHUS BO3MOXHOCTH PacCMaTPHBAThH
JIEKapCTBEHHBIM TMpemapar il MEIWIIMHCKOTO TMPUMEHEHUS TMPH OCYIIECTBIEHHH T'OCYAapCTBEHHOM
perucTpanyu B KauecTse oppaHHOTO JIEKAPCTBEHHOTO Ipenapara;

2) PKCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA B YACTH JKCIEPTU3BI KauecTBa JIEKAPCTBEHHOTO CPEACTBA U
9KCIIEPTHU3bI OTHOIICHUS 0’KAAeMOH TMOJIB36I K BO3MOKHOMY PHUCKY IPUMEHEHUs JISKAPCTBEHHOTO Iperapara
TUTST METUIIMHCKOTO TIPUMCEHEHHST;

3) SKCIEepTH3bI JEKAPCTBEHHOTO CPEJICTBA B YaCTU AKCIEPTU3bI KA4eCTBA JICKAPCTBEHHOTO CPEJICTBA U
9KCIIEPTHU3bI OTHOIICHUS 0’KAJAeMOH TMOJIB36I K BO3MOKHOMY PHUCKY IPUMEHEHHs JISKAPCTBEHHOTO Iperapara
TUTSE METUIIMHCKOTO MTPUMEHEHUS B TIOPSIKE YCKOPEHHON MPOLEAYPHl SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBHH CO CTaThel 26 HacTosmiero deneparbHOro 3aKOHa;

4) 3KcTiepTU3bI JIEKAPCTBEHHOT'O CPEACTBA B OTHOIICHUH JIEKAPCTBEHHOT'O Ipenapara JUisi BETEPUHAPHOTO
MIPUMEHEHUSI.

2. YIIOJIIHOMOYECHHBIH (heiepanbHblid OpraH UCTIOHUTEIBHOM BIaCTH YBEIOMIISIET B 3JIEKTPOHHOH popme
WK Ha OyMa)KHOM HOCHUTEJIE 3asiBUTEJIS U HKCIIEPTHOE YUPEKICHUE O MIPUHATOM PELICHUH O Bblaue 3aaHuil
Ha MPOBEJEHNUE 3KCIEPTU3, MPEyCMOTPEHHBIX YacThl0 | HacTosIIeN CTaTbhH, U B Clydae HEOOXOTUMOCTH O
BblJ[a4€ pa3pelieHus Ha BBO3 B Poccuiickyto Denepannio KOHKPETHOW MapTUH, CEPUH 3apETUCTPUPOBAHHBIX U
(M) He3aperucCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB WIM 00 OTKa3e B MPOBEICHHU IPELYyCMOTPEHHBIX
9KCIEPTH3 C yKa3aHUEM IIPUYUH TaKOT'O OTKa3a.

3. B ciydae BbISBIGHUS OTCYTCTBUSI WM HEIOCTOBEPHOCTH HH(POpPMALUK, CcoJepKalieics B
MPEICTABICHHBIX 3asBUTEIEM JOKYMEHTAaX, YIIOJIHOMOUYCHHBIN (eiepanbHblid OpraH UCIOIHUTEIBHON BIacTH
HaTpaBJIseT 3asBUTENO 3ampoc 00 YTOYHEHWH 3Toi HMHpopManmu (Janee - 3ampoc YHIOJTHOMOYEHHOTO
(denepanbHOr0 OpraHa HWCIONHUTEIBHON BIACTH), KOTOPBIA MOXET OBITh MepefaH YIOJTHOMOYEHHOMY
MPEICTABUTENIO 3asBUTENS JIMYHO IO/ PACIUCKY, HAalpaBieH IO MOYTE 3aKa3HBIM ITMCbMOM HJIM IE€pelaH B
JJIEKTPOHHON (hopMe MO TEIeKOMMYHHKALMOHHBIM KaHajlaM CBA3M. B ciydyae HampaBieHHs 3ampoca
YIOJIHOMOUYEHHOTO (Pe/IepaIbHOTO OpraHa UCTIONTHUTEIBHOM BIACTH 110 MTOYTE 3aKa3HBIM MUCBMOM OH CHHATACTCS
MIOJIy4YE€HHBIM TI0 UCTEUEHHUH IIIECTH JHEH C AaThl HAIIPAaBIEHHS 3aKa3HOTO MHUChMa.

4. 3asBuTenb 00s3aH TPEACTABUTH OTBET Ha 3ampoOC YMOJHOMOYEHHOTO (enepalbHOro OpraHa
HCTIOJIHUTEJILHOW BJIACTH B CPOK, HE MPEBBILIAIOIINN JIEBAHOCTA padounx JAHEU co JHs ero nojydeHus. Cpok,
YKa3aHHBIM B 4yacTu | HaAcCTOALIEH CTaThU, MPUOCTAHABIMBAETCS CO JIHSA HAIpaBICHUS 3asgBUTEINIO 3aIpoca
YIOITHOMOYEHHOTO (he/lepalbHOTO OpraHa UCIOMHUTEIHHON BIACTH JIO JHS ITOJYYEHUS HM COOTBETCTBYIOIIETO
OTBETA.

5. OcHOBaHHWEM ISl OTKa3a B OPTaHU3AIINHN SKCIIEPTH3, TPETYCMOTPEHHBIX YacThI0 | HACTOSAIIEH CTaThH,
SBIISIETCSL TpEACTaBlieHHEe HEOOXOAMMBIX Ul TPOBEICHUS IMPEIyCMOTPEHHBIX OKCIEPTH3 IOKYMEHTOB B
HEINOJHOM O00beMe WM HENpPEICTAaBICHUE 3asBUTENIEM B YCTAHOBJIEHHBIH CpPOK OTBETa Ha 3alpoc
YIIOJIHOMOUYEHHOI'0 (eiepanbHOro OpraHa UCIOJIHUTEIbHOM BJIACTH, a TaK)Ke IPeACTaBIeHHE JOKYMEHTOB, HE
coJiep KaIllUX NCUYEPIBIBAIOLIETO MepevHsl HEOOXOAUMBIX CBEACHUI.

6. [Ipu oTKa3e B OpraHM3anuy SKCIEPTHU3HI, TPETyCMOTPEHHONW MyHKTOM 4 yacTh | HacToAmmIel cTaThu,
JOKYMEHTBI, BXOJAIINE B COCTAB PETUCTPALMOHHOTO JOCHE HA JIEKApCTBEHHBIN IIpenapaT Al BETEpUHAPHOTO
MPUMEHEHUS], MOTYT OBITh BO3BPAILICHBI 3asBUTEII0 HA OCHOBAaHUH €r0 IMMCbMEHHOTO 3aIlpoca, HarpaBJieHHOTO
B YIIOJTHOMOYEHHBIH (heiepabHbIA OpTaH UCTIOHUTENBHOM BIACTH B TEYEHNE TPUALIATH pabOYNX THEH CO THA
MPUHSATHS YIIOJHOMOYEHHBIM (ellepalbHbIM OpPraHOM HCTIOJHUTENBHON BIIACTH pelieHHs 00 OTKa3e B
OpraHu3allMd TaKOW SKCHEPTH3bl. YIIOJHOMOYECHHBIH (QenepalibHblii OpraH HMCIOJHUTEIbHON BIACTH
BO3BpalllaeT 3asfBUTENIO YKa3aHHbIE JOKYMEHTHI B TEYEHHE AECATH pPabOYMX AHEW CO IHSA TOJydeHHS
COOTBETCTBYIOLIETO 3aIIpOCa 3asBUTEIS.

(dacts 6 BBeneHa OenepanbHbiM 3ak0HOM OT 02.08.2019 N 297-D3)

Cratpa  20. 3chepTu3a AOKYMEHTOB, MNPCACTABJICHHBIX [JId ONpPeEIaC¢JICHU BO3MOKHOCTH
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paccMaTpMBaTh JIEKAPCTBEHHBIH Npenapar A MeAHLHUHCKOr0 NPHMEHEHHMsl NPH OCYLIeCTBJICHUHU
rocyJapcTBEeHHON perucTpauuy B KayecTse OpGaHHOI0 JIeKapCTBEHHOI'0 Npenapara
(B pen. @enepanbHOTro 3akoHa OT 22.12.2014 N 429-D3)

1. DxkcnepTh3a JOKYMEHTOB, TIPEJCTABICHHBIX JUIA ONpEACTICHUS BO3MOXHOCTH paccMaTpUBATh
JICKApCTBCHHBIA TMpenapar Ui MEJWIMHCKOTO TPUMEHEHHs TMPH OCYNIECTBICHUH TOCYJIapCTBEHHON
pEerHCTpalii B KavecTBe OpP(aHHOrO JIGKAPCTBCHHOTO IIperapara, COCTaBICHUE KOMHUCCUEH 3KCIIEPTOB
3aKJIIOUYEHUSI O BO3MOKHOCTH HIIM HEBO3MOXKHOCTH pacCMaTpHBaTh JICKAPCTBEHHBIM Ipemapar s
MEJUIUHCKOTO TIPUMEHEHHSI MPH OCYIISCTBICHUHM TOCYIApPCTBEHHON pErucTpaiuy B KadecTBe Op(haHHOTO
JISKaPCTBEHHOTO IpernapaTa U HaNpaBlIeHUE JaHHOTO 3aKJIIOYCHHS B YIIOJTHOMOYCHHBIN (pelepalibHbIi OpraH
WCTIOJTHUTEIILHOW BJIACTU OCYIICCTBIISIOTCS B CPOK, HE MPEBBIMAIONIMNA TPUANATA pabO4YuX JHEW CO JHS
MOJTYYEHUS SKCIIEPTHBIM YUPESIKIACHUEM 33J[aHUsl YIIOJTHOMOYEHHOTO (pe/IepaTbHOTO OpraHa UCTIONHUTEIHHOMN
BJIACTH U B JJICKTPOHHOU (hopMe WM Ha OYMaKHBIX HOCHUTENISIX HEOOXOIUMBIX JOKYMEHTOB, YKa3aHHBIX B
nyHkTax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crathu 18 HacTosmiero MenepanbHOTO 3aKOHA.

2. JIoKyMeHTBI, COZIepKALINECS B PETUCTPALIMOHHOM JIOChE Ha JIEKapCTBEHHBIH Ipernapar U MOCTYUBIINE
Ha OYMa)KHBIX HOCUTEISIX B OKCIIEPTHOE YUPEXKICHHE JUIS OCYIIECTBICHUS WX AKCIIEPTU3BI JJISI OTIPEICIICHUS
BO3MOXXKHOCTH pPacCMaTpHBaTh JIEKAPCTBEHHBIM IMperapar A MEIUIUHCKOTO IpPUMEHEHHS B KauyecTBe
opaHHOrO JIEKapCTBEHHOTO IIpernapaTa, HOAJEKaT BO3BpaTy B YIOJIHOMOYEHHBIH (QenepaibHbI Oprax
HCTIONIHUTENLHOM BJIACTH OAHOBPEMEHHO C 3aKJIIOYEHUSIMH COOTBETCTBYIOIINX IKCIEPTH3.

Crarbsa 21. Pemenue 0 BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbIH Mpenapar mnpHu
OCYLIECTBJIEHMH IOCYAaPCTBEHHOI perucTpanum B KauecTse OP(PaHHOI0 JIEKAPCTBEHHOI'0 Npenapara
(B pen. @enepanbpHOTro 3akoHa OoT 22.12.2014 N 429-D3)

1. B cpok, He peBbIIAIONIN ITATH Pad0OUnX THEH CO THS MONydeHUs 3aKII0YCHNS, YKa3aHHOTO B YacTH
1 cratpu 20 Hactosiero ®enepalibHOTO 3aKOHA, YIIOJHOMOYCHHBIN (enepaibHbI OpraH MCHOJHUTEIbLHON
BJIACTH OCYIIECTBIIAET OIEHKY IMOJYYEHHOTO 3aKIIOYSHUS NJISl ONpPENEIeHHs] €r0 COOTBETCTBUA 33/IaHUIO Ha
MPOBEIEHNE COOTBETCTBYIOIIEH OSKCIEPTU3bl W YBEAOMIIIET 3asBHUTENII B DJICKTPOHHOHW (GopMmMe WM Ha
OyMa)KHOM HOCHUTeNE O pe3yJbTaTaX NPOBEACHHONW OKCHEPTH3bl C MPHUIOKEHHEM KOMHU SKCHEPTHOrO
3aKIII0YeHUs (C COXpaHEHHEM KOHQHIICHIMATLHOCTH MH(POPMAIUMU O COCTaBE HKCHEPTHON KOMHUCCHH) U O
BO3MOXXHOCTH HWJIM HEBO3MOXXHOCTM PacCMaTpHUBaTh JIGKAPCTBEHHBIM Mpenapar Uil MEAUIHHCKOTO
MPUMEHEHUS MIPH OCYIIECTBICHUH TOCYJAapPCTBEHHOM PErucTpanuy B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO
mpernapara.

2. Ilpu BEIHECEHUM KOMHUCCHEH 3KCIIEPTOB 3aKITIOYCHHSI O BOZMOKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN
npenapar Jyisi MEIMLMHCKOTrO NPUMEHEHHSI PU OCYLIECTBICHUH TOCYJApPCTBEHHON PErHCTpaluu B KauyecTBE
op(haHHOIO JIEKAPCTBEHHOT'O Iperapara YIoJHOMOYCHHBIN (eiepalibHbId OpraH UCHOJIHUTEIBHON BJIACTH B
CPOK, HE MPEBBIIIAIONINHN NSATH pa00YMX JHEH CO JHS MOIYUYCHUS JTaHHOTO 3aKJIFOUCHUS, IPUHUMACT PEIICHUE
0 BBLJAYE 3a/IaHMsI HAa TPOBEJICHUE PKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO CPEJCTBA U SKCHEPTU3bI OTHOLICHUS
0KUJAEMOM TOJIb3bl K BO3MOXHOMY PHUCKY IMPUMEHEHMS JIEKAapCTBEHHOIO Ipernapara it MEIUIIMHCKOIO
NPUMEHEHHUS B MOPAJIKE YCKOPEHHON MPOLIEAYPhl SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUH CO
craThelt 26 HacTosiero deaepaabHOro 3aKOHA.

3. B cnyuae mpuHATHS pelIeHHs O HEBO3MOXXHOCTH PACCMATPHBATh JIEKAPCTBEHHBIM Ipenapar ajs
MEJIMIIUHCKOTO TIPUMEHEHHS MPH TOCYJapCTBEHHOW PErvcTpalui B KadecTBe Op(aHHOTO JIEKApCTBEHHOTO
mnpenapaTta YHNOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BIACTH MPEKpaIlaeT MpPOLEaAypy
TOCYyIapCTBEHHOM  pErucTpalMy JIEKapCTBEHHOTO Tperapara. 3asBUTENh BIpaBe OOpaTUTHCS B
PETHCTPHUPYIOMUK OpraH C 3asBICHHEM O TOCYJapCTBEHHOW PETHUCTpPAIMH YKa3aHHOTO JIEKapCTBEHHOTO
IpernapaTa B COOTBETCTBHH cO cTaThel 18 HacTosmero denepanbHOro 3aKoHa.

Crarps 22. YTpaTuiia cuay ¢ 1 urons 2015 roaa. - @eaepanabHblii 3akoH ot 22.12.2014 N 429-®3.

Crarbst 23. OkchmepTH3a Ka4decTBa JIEKAPCTBEHHOI0 CpPeACTBA M JKCIEPTH3a OTHOIICHUs
0KHAaeMOii I0JIb3bI K BO3MOKHOMY PHCKY IIPMMEHEHHUSI JIEKAPCTBEHHOI'0 NIpenapaTa 1Jisi MeAUHHCKOIro
NpUMeHeHUs

(B pen. @enepanbpHOTo 3akoHa OT 22.12.2014 N 429-D3)
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1. DOkcmepTr3a KadecTBa JEKApCTBEHHOTO CPEACTBAa M DKCIIEPTH3a OTHOMIEHUS OXXKHIAEMOHN IONB3BI K
BO3MOXKHOMY PUCKY IPUMEHEHHUS JEKapCTBEHHOTO Mpernapara Ajisi MEIUIUMHCKOTO ITPUMEHEHUS], COCTABJICHUE
KOMHCCHUSIMH SKCIIEPTOB 3aKIIOYCHHUM IO pe3yibTaTaM IIPOBEIEHHBIX OJKCIEPTH3 U HANPABICHHE ITHUX
3aKJIFOUYEHUH B YIIOJTHOMOYEHHBIH (heepaNbHbIN OpraH UCTIOJTHUTEIHHON BIACTH OCYIIECTBISIOTCS B CPOK, HE
MIPEBBIIIAIOIINN CTa JeCSITH pabodnX THEH cOo THA MOMyUYeHHS SKCIIEPTHBIM YUIpPEKICHUEM COOTBETCTBYIOIIETO
3aJlaHUs YIIOJHOMOYECHHOTO (peiepaabHOro OpraHa UCIOHUTEIBHON BIIACTH U HEOOXOAMMBIX JOKYMEHTOB B
ANEKTPOHHOH (popme i Ha OyMaKHBIX HOCHUTEIISX.

2. B TeueHue neBsHOCTa JHEH CO JHS MONyYEHUS PEIIeHHUS YIOJIHOMOUYEHHOTro (hefepaibHOTO OpraHa
WCTIOTHUTENFHOW BJIACTH O MPOBEAEHUM 3KCIEPTH3, NPEAYCMOTPEHHBIX YacTbio | HacTosmed CcTaTbi,
3asiBUTENH MPENICTABISAET B AKCIEPTHOE YUPEKACHUE I MPOBEACHUS SKCIIEPTH3HI Ka4eCTBa JIEKAPCTBEHHOTO
cpencTBa 0Opas3Ipl JIEKAPCTBEHHOTO Tpernapara Ui MEIWUIIUHCKOTO TPHUMEHEHHS, IMPOU3BEICHHOTO B
COOTBETCTBHHM C TPEOOBAaHMSIMH OIBITHO-IPOMBIIUICHHOTO ¥ (MJIM) TPOMBIIIICHHOTO PErJIaMEHTOB,
YTBEPKACHHBIX PYKOBOJWUTEIEM TPOU3BOIUTENS JEKAPCTBEHHBIX CPEACTB, a TaKKe€ B COOTBETCTBYIOIIUX
ciydasx o0Opa3isl (papMareBTHYECKOW CYOCTaHIIMHM, TECT-IITaMMa MHKPOOPTaHW3MOB, KYNBTYpPHl KJIETOK,
00pa3iibl BeleCTB, MPUMEHIEMBIX JJIs1 KOHTPOJIS KauecTBa JIEKapCTBEHHOT'O CPEJICTBA ITyTEM CPAaBHEHHUS C HUMU
HCCIIEyEMOr0 JIEKAPCTBEHHOTO CPE/ICTBA, B KOJMYECTBAX, HEOOXOAMMBIX AJISi BOCIIPOU3BEACHUS METOJIOB
KOHTPOJIS KaueCcTBa.

3. IIpu momyyennu oOpa3LoB JIEKaPCTBEHHOTO IIpenapaTa 1 papManeBTHIECKON CyOCTaHIIMH SKCIIEPTHOE
yUpexXJIeHHE BbIJACT 3asSBUTEIIO JOKYMEHT, [TOJITBEP KJAIOIINI TOTYyYeHNE YKa3aHHBIX 00pa3loB, 1 B CPOK, HE
MIPEBBIIAOIINN TPEX pabOYrX JHEH, YBEIOMIISIET B DJIEKTPOHHON (popMe MiTr Ha OyMa)KHOM HOCHUTeEIe 00 3TOM
YIOJIHOMOUYEHHBIH (heiepaIbHbIi OpraH HCIOTHUTEILHON BIACTH.

4. Yka3aHHble B 4YacTAX 2 W 3 HACTOAIIECH CTaTbH CPOK JJIS TPEACTABIICHHS 3asBHUTEIEM 00pa3IioB
JICKAPCTBCHHOTO TIpermapata ©  (apMareBTHYECKOW CYOCTaHIIMM H CPOK YBEIOMIICHHS OSKCIEPTHBIM
YUPEeKICHUEM 00 3TOM Ha OyMa)KHOM HOCHTEJNIC YIIOJIHOMOYEHHOTO (heiepalibHOr0 OpraHa MCIOJHUTEIbLHON
BJIACTU HEC BKIIIOYAIOTCA B CPOK MMPOBEACHUA SKCIIEPTU3, IPEAYCMOTPCHHBIX YaCTbIO 1 HaCTOHI].[eﬁ CTaTbU.

5. JIOKyMeHTBI, NOCTYNMBIIME B OKCIEPTHOE YUYPEKIACHHE Ui IPOBEACHUS JKCIEPTH3,
MPeyCMOTPEHHBIX YacThIO | HACTOSIIEH CTaThH, ITOJJIeXkKAT BO3BPATY B YIIOJTHOMOYEHHBIH (e/iepanbHbIi OpraH
HCIIOJIHUTEJIBHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMH, TI0JyUYEHHBIMU I10 PE3YyJIbTaTaM COOTBETCTBYOLIUX
3KCIIEPTHU3.

Craths 24. OJKchmepTH3a KayecTBa JEeKAPCTBEHHOT0 CpPeACTBAa M JKCHEPTH3a OTHOIIEHUS
0O’KHAaeMONl MOJIB3bI K BO3MOXKHOMY PHMCKY IIPMMEHEeHHsl JIeKapCTBEHHOro TMpenapara Jisi
BeTEePHHAPHOTO NPUMeHeHUsl

1. OkcnepTH3a KayecTBa JEKapCTBEHHOIO CPEACTBA M OKCIEPTH3a OTHOLIEHUS 0KHIAEMOM IONB3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara Juisi BETEPUHAPHOIO IPUMEHEHUs], COCTABIICHHUE
KOMMCCHSIMM DKCIIEPTOB 3aKJIIOUEHHH [0 pe3ynbTaTaM YKa3aHHBIX OSKCIEPTH3 W HaIlPaBJIEHUE TaKHUX
3aKIIFOYCHUI B YIIOJTHOMOYEHHBIN (eiepaibHbIi OpraH UCIIOJIHUTEIBHOM BIACTH OCYIECTBISIOTCS B CPOK, HE
MPEBBIIAIOIINI cTa JecsaTd pabounmx AHEH CO [OHS TOJNyYeHHS SKCHEPTHBIM YUPEXACHHEM 3alaHus
YIOJIHOMOYEHHOTO (pejiepalibHOrO OpraHa MCIOIHUTEIBHOW BIACTH C IOKYMEHTAMH, YKa3aHHBIMHU B 4acTH 3
cratbu 17 HacTosero deepaabHOro 3aKOHA.

(B pen. denepanbHbIx 3ak0HOB oT 22.10.2014 N 313-03, ot 13.07.2015 N 241-D3)

2. B Teuenue Tpunnaté pabodux THEH CO JHS MOJYYEHUS PEHICHUs YITOJHOMOYEHHOTO (pe/epaabHOro
opraHa HCHOTHUTEILHOM BIIACTH O IMPOBEACHUHN YKAa3aHHBIX B 4aCTHU 1 HaCTOﬂIlIeﬁ CTaTbU OKCIICPTU3 3adBUTCIIb
MPEJICTABISIET B AKCIIEPTHOE YUPEXKJCHUE JUTS MPOBECHUS IKCIIEPTH3bI KAUYECTBA JIEKAPCTBEHHOTO CPENICTBA
00pasIibl JIEKapCTBEHHOTO TIpernapara JJisi BETCPUHAPHOTO MPUMEHEHUs, TPOU3BEICHHOTO B COOTBETCTBUU C
Tpe6OBaHI/I$[MI/I TEXHOJIOTHYECCKHUX PEriIaMEHTOB, YTBEPKIACHHBIX PYKOBOAUTEIEM IIPOU3BOJUTEIIA
JISKaPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBYIOIIHUX CIIYYasX TECT-IITAMMBI MUKPOOPTAaHU3MOB, KYJIETYPHBI
KJIETOK, 00pa3ibl (papMarieBTHUECKON CyOCTaHIM, 00pa3Ibl BEMIECTB, MPUMECHSIEMEBIC NI KOHTPOJIS KauyecTBa
JIEKApCTBEHHOTO CPEJICTBA, B KOIMUECTBAX, HEOOXOUMBIX JIJISl BOCIIPOM3BEICHHSI METOJIOB KOHTPOJISI KAUeCTBa.
(B pen. @enepanpHOro 3akoHa ot 02.08.2019 N 297-D3)
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3. IIpu nmoyyennn o0Opa3LoB JIEeKapCTBEHHOI0 penapaTa 1 papMaineBTHIECKON CyOCTaHIIMH SKCIIEPTHOE
YUpEKACHUE BbIIACT 3asBUTEIIIO JIOKYMEHT, IOATBEPKIAIOIINI MT0JIyYeHHEe YKa3aHHbIX 00pa3LoB, U B CPOK, HE
MPEBBILIAIOIINN Tpex padouynx IHEH, YBEAOMJIIET B MUCBMEHHOH ¢GopMe 00 3TOM YIOJTHOMOYEHHBIH
(enepanbHbI OpraH UCIIOIHUTEIBHOMN BIACTH.

4. Cpox Il TIpEICTaBICHUS 3assBUTEIIEM O0pPa3IioB JICKAPCTBEHHOTO MpermapaTa U (hapMaIieBTHIECKOM
CyOCTaHIIMM M CPOK YBEIOMIICHUS OKCIEPTHBIM YYpeXkJCHHEM 00 O3TOM B MHUCHMEHHON (opme
YIIOJTHOMOYEHHOTO (Pe/lepaTIbHOr0 OpraHa MCIIOJHUTEIBHOM BIIACTH, YKa3aHHBIC B YACTSAX 2 U 3 HACTOAIICH
CTaThH, HE BKITFOYAIOTCS B CPOK MPOBEJICHUS YKa3aHHBIX B YaCTH | HACTOSIIEH CTaThU SKCIEPTHU3.

5. I[OKyMCHTI)I, IMOCTYIIUBIIMEC B JKCICPTHOC YUPCIKACHHUC [UIA MPOBCACHUA YKAa3aHHBIX B YaCTU 1
HaCTOﬂIIIeﬁ CTaTbU 3KCIICPTU3, ITIOAJICIKAT BO3BPATY B yHOJ'IHOMO‘ICHHLII\/'I (I)e[[epaJ'ILHHﬁ opra”n HUCIIOJIHUTCIILHOM
BJIaCTU OAHOBPEMEHHO C 3aKIIIOYCHUAMU 110 pE3YyJIbTaTaM YKa3aHHBIX OKCIICPTHU3.

Crartps 25. [loBTOpPHOE NpOBeeHHE IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB
(B pen. ®enepanpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

1. B ciydasx HemocTaToyHON OOOCHOBAaHHOCTH WJIM HETIOJHOTHI 3aKJIIOUEHHs] KOMHCCHHU JKCIIEPTOB,
HAJIMYKS B HEM IPOTUBOPEYMBBIX JaHHBIX, (GanbCU(UKAIIMU BHIBOAOB 3KCIEPTU3BI JEKAPCTBEHHOTO CPECTBA,
COKpBITUSI OT YIOJHOMOYEHHOTO (hellepaqbHOr0 OpraHa HMCIOJHUTENFHON BJIACTH OCHOBAaHMH /IS OTBOAA
9KCIepTa BCJIEJCTBUE €r0 3aWHTEPECOBAHHOCTH B pe3yJbTaTaX COOTBETCTBYIOIIEH SKCIEPTU3bI, HaJTHUMS
JAHHBIX O TPSIMOM JHOO KOCBEHHOM BMEUIATENHCTBE B MPOIECC COOTBETCTBYIOUICH SKCHEPTH3BI JIHII, HE
YYacTBYIOIIMX B €€ IPOBEICHUHM, HO OKA3aBIIMX BIMSHHE Ha MPOLECC W PE3yJabTaThl €€ IPOBE/ICHHS,
YIIOJITHOMOYCHHBIM q)eﬂepaﬂbHI)IM Opranom HWCIOJHUTEILHOM BJIACTH Ha3HayaeTcCs IMOBTOpHAad SKCICPTHU3a
JIEKapCTBEHHOTO CPE/ICTBA U (MJIM) ITUYECKas IKCIIepTH3a.

(B pen. @enepanpHoOTo 3aK0Ha OT 22.12.2014 N 429-D3)

2. IloBropHast 3KclepTH3a JIEKAPCTBEHHOTO CPEICTBAa IMPOBOIUTCA C Y4YETOM pe3yJbTaTOB paHee
MPOBEIEHHONH OKCHEePTH3bl B CPOK, YCTAHOBJCHHBIA  YIIOJIHOMOYEHHBIM (pelepalbHbIM  OPraHoOM
WCTIOJIHUTENFHON BJIACTH W HE NPEBBILAIOUIMKA TPUALATH pabouux JHEH cO JHS MOJIyYEHHS SKCIEPTHHIM
YUpeKACHUEM 3aJaHus Ha IPOBEJCHNE IIOBTOPHOM SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPE/ICTRA.

(B pen. ®enepanbHOro 3aKoHa ot 22.12.2014 N 429-D3)

3. ®wunaHcoBoe o0OeclieueHHE BBIIOJIHEHUS 33JaHUsl Ha NPOBEJCHHE IIOBTOPHONH SKCHEPTH3BI
JIEKApCTBEHHOTO CPE/ICTBA HE OCYIIECTBIIAETCS.
(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

CraTbs 26. YckopeHHasi IponeAypa 3KCIMEePTH3bI JICKAPCTBEHHBIX CPEACTB

1. YckopeHHas mpoueaypa SKCIEePTU3bI IEKAPCTBEHHBIX CPEACTB B LIETISIX TOCYIAPCTBEHHOM perucTpaiiu
JIEKapCTBEHHBIX IPENapaToB MPUMEHSETCS B OTHOIEHUH Op(aHHbIX JIEKaPCTBEHHBIX ITPETapaTOB, MEPBBIX TPEX
JICKapCTBEHHBIX MPENapaToB, PErucTpupyembix B Poccuiickoit ®denepaliid B KaueCTBE BOCIPOU3BEIECHHBIX
JIEKAPCTBEHHBIX IIPENapaToB, OYEPENHOCTb KOTOPBIX OIPEAENSIETCS B COOTBETCTBUM C HOMEPOM U JaTOU
BXOJUIIIMX 3asBJIECHUH O TOCYJapCTBEHHOM pErucTpalyy JIEKapCTBEHHBIX IPENapaTOB B paMKax OJHOTO
MEKyHAPOJHOIO0 HENAaTEHTOBAHHOI'O HAWMEHOBAHUS JIEKAPCTBEHHOI'O IIpernapara WIA TPyNIHPOBOYHOIO
HaMEHOBaHHs  JIEKapCTBEHHOI'O  IIpernapara, W  JIEKAPCTBEHHBIX  IPENapaToB, IPeIHAa3HAYECHHBIX
WCKITIOYUTEIBHO AJIs1 IPUMEHEHHS HECOBEPIICHHOJIETHUMH I'paXklaHaMHU.

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YcKopeHHast IPoIieAypa dKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB B IEIISX TOCYIapCTBEHHOM perucTparium
JIEKQpPCTBEHHBIX MPENapaToB HE IPUMEHSETCS B OTHOIICHHUH:

1) 6buoananorosbix (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IIpenapaToB (OHOaHaIOroB);

2) pedepeHTHBIX JICKApCTBEHHBIX IIpPernapaTroB (3a HCKIOYCHHEM Op(aHHBIX JIEKapCTBEHHBIX
MpernapaToB);

3) BOCIIpOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB (3a HCKIIFOUYEHHEM TEPBBIX TPEX PETUCTPUPYEMBIX B
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Poccuiickoit denepaiiun B KauecTBE BOCHPOU3BEJICHHBIX JIEKAPCTBEHHBIX IPENapaToOB M JIEKAPCTBEHHBIX
MIperapaToB, NpeAHa3HaYeHHBIX UCKITIOYNTEIHHO A IPUMEHEHHS] HECOBEPIIICHHOIIETHUMHY IPaXXTaHaAMH);

4) HOBBIX KOMOMHAIMH 3apErUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaTos;

5) INeKapCTBEHHBIX MPENaparoB, 3aperHCTPUPOBAHHBIX paHee, HO MPOU3BEACHHBIX B JIPYTHX
JICKAPCTBEHHBIX ()OpMax B COOTBETCTBHM C TEPEYHEM HAUMCHOBAaHUH JIEKAPCTBEHHBIX ()OPM U B HOBOWM
JIO3UPOBKE.

(dactp 2 B pen. DenepanpHOro 3aK0Ha OT 22.12.2014 N 429-D3)

3. VYckopeHHas Ipouenypa SKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB MPOBOAUTCA IO PELICHUIO
COOTBETCTBYIOILIETO YIIOJIHOMOYEHHOTO (pelepalbHOr0 OpraHa HCIOJHHUTENbHOW BIACTM Ha OCHOBAaHHWHU
3aABJICHUS 3asBUTESI B CPOK, HE IPEBBILIAIONIMI BocbMuaecsiTH paboumx ased. [Ipu 3TOoM 3Kcmeprusa
JOKYMEHTOB, COAEPKAIUXCS B PETUCTPALMOHHOM OChE HA JICKAPCTBEHHBIN Mpenapar, IPOBOAUTCS B CPOK, HE
MPEBBILIAIOIINN JecaTh pabouux MAHEH, JKCIepTH3a KauyecTBa JIEKAPCTBEHHOTO CPEICTBA W OJKCIEpTH3a
OTHOLICHUS O’KUIAEMOH HOJb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOI'0 Ipenapara npoBOAITCA
B CPOK, HE MPEBBIMIAIONIAN MIECTHACCATH padOINX JHEH.

(vacts 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHomeHun op(haHHBIX JICKAPCTBEHHBIX MPENApaTOB MOT'YT OBITh IMPEJCTABIICHBI PE3yJIbTAThI
JOKJIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKHX HCCIEHOBAHUI JIEKapCTBEHHBIX
MpenapaToB Jjisi MEAUUMHCKOTO TPUMEHEHHMs, BBINOJHEHHBIX 3a mpeaenamu Poccuiickoit ®denepauuu B
COOTBETCTBHH C MPaBUIAMHU HaJyIexkallel 1a00paTOPHON MPAKTUKU U MIPaBHJIAMK HaJIJICKAIICH KIMHUYCCKON
MPaKTHUKHU.

(uacts 3.1 BBeneHa deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. VYckopeHHas TpoLEAypa OKCIEPTHU3bl JIEKAPCTBEHHBIX CpEACTB TPOBOAUTCS B  TMOPSAKE,
ycTaHoBiIeHHOM cTtaThsimu 17 - 20, 23 u 24 Hacrosmero deaepanbHOTO 3aKOHA, U HE O3HAYAET CHIDKEHHUS
TpeOoBaHU K 0€30MaCHOCTH, KauecTBY U 3()(HEKTUBHOCTH JIEKAPCTBEHHBIX MPETapaToB.

Cratbs 27. PemieHne 0 rocy1apcTBeHHON PerucTPALIMHU JICKAPCTBEHHOTI0 Ipenapara

1. B cpok, He TIpEeBBIIAIONUN IECATH Pabd04YMX JHEHW CO JHS TOJIYYCHHS 3aKIFOUCHUN KOMHCCHUU
SKCIEPTOB IO PE3yJbTaTaM SKCHEPTHU3bl KauecTBa JICKAPCTBEHHOI'O CPEICTBA U SKCHEPTU3bl OTHOLICHUS
0’KHMJIa€MOH TOJIb3bl K BO3MOKHOMY PHUCKY MPUMEHEHHUsl JEKapCTBEHHOIO Mpernapara, COOTBETCTBYIOLIUI
YIIOJIHOMOUYEHHBIH (heiepaIbHbI OpraH HCIIOTHUTEILHON BIIACTH:

(B pen. ®enepansHoTo 3aK0Ha OT 22.12.2014 N 429-D3)

1) pa3memaer Ha cBoeM OQUIMAIBLHOM caiite B cetn "VIHTEepHET" COOTBETCTBYIONIWE 3aKIIOYCHUS
KOMHUCCHH 3KCIIEPTOB M OCYIIECTBISET UX OLEHKY JUIs ONpPEAeTIeHUs] COOTBETCTBHS 3aJJaHUIO Ha MPOBEICHHE
3THUX IKCHEPTH3;

(m. 1 B pen. denepansHoro 3akona ot 22.12.2014 N 429-D3)

2) mMpUHUMAET pelIeHue O TOCY/IapCTBEHHON PETUCTpAINH JIEKAPCTBEHHOTO TIpernapara Wik 00 oTKase B
roCyIapCTBEHHOM pErncTpaluy JIEKapCTBEHHOTO Npenapara;

3) BHOCHUT IpH NPUHSATHH PEIICHUS O TOCYAAPCTBEHHON pPETUCTpAIMM JIEKAPCTBEHHOTO Npernapara
JAHHBIE O 3aPETHCTPHPOBAHHOM JICKAPCTBEHHOM IIperapare, B TOM ducie o (hapMarieBTHIeCKO cyOcTaHInu,
BXOJISIIIIEH B COCTAB JIEKAPCTBEHHOIO MpeErapaTa, B TOCy1apCTBEHHBIN peecTp JEKApCTBEHHBIX CPEACTB U BbIIAET
3asIBUTEIIO PETHCTPAIIMOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOrO Tpernapara, popmMa KOTOPOro YTBEPIKIAeTCS
YIOOJIHOMOYCHHBIM q)ellepaﬂ])HI)IM Opranom HCTIOTHUTETEHON BJIaCTHU, COIJIaCOBAHHBICE HOPMATHBHYIO
JOKYMEHTAIUI0, HOPMATUBHBIA JOKYMEHT, MHCTPYKUHUIO O IMPUMEHEHHUIO JIEKAPCTBEHHOTO Mpemnapara U
MaKeThl TEPBUYHON YINAKOBKM M BTOPUYHOW (IMOTPEOUTENHCKOWM) YNMAKOBKM C YKa3aHHMEM Ha HUX HOMepa
PETUCTPAIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Tpernapara M JaThl €ro TOCYJapCTBEHHOW PETHUCTPAIIHH
WIN B CIIy4ae MPUHIATHS PEIIeHus 00 O0TKa3e B TOCYAapCTBEHHON PETHUCTPAIUH JIEKAPCTBEHHOTO IMperapara
YBEIOMJISIET B MHCBMEHHOU (opMe 3asBUTENs 00 3TOM C yKa3aHHEM NPUYMH TaKOr'O0 OTKa3a. 3a BbIAAUy
PETHCTPALMOHHOTO yIOCTOBEPEHHS JIEKApPCTBEHHOI'O Tperapara B3MMAaeTcs TOCyNapCTBEHHAs MOIUIMHA B
COOTBETCTBHH C 3aKOHOJATEIBCTBOM Poccuiickoit Depepaliny 0 Hajlorax u cOopax.
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(B pen. @enepanpHoro 3aKkoHa OT 22.12.2014 N 429-D3)

2. OcHOBaHMEM Ui OTKa3a B TOCYJApCTBCHHOW pErHCTpAIlM JIGKAPCTBEHHOTO Iperaparta s
MEJUIIMHCKOTO TIPUMCHECHUS SIBISICTCS 3aKIIOYCHHE COOTBETCTBYIOIIETO YIIOJHOMOYCHHOTO (eepaabHOro
OpraHa WCIONHHATENBHON BJIaCTH O TOM, YTO KadecTBO H (win) 3(P¢EeKTUBHOCTh PETUCTPHUPYEMOTO
JIEKApCTBEHHOTO TpernapaTa Jijisi MeJUIIMHCKOTO IPUMEHEHHS He MOITBEPIKICHBI TOTyYSHHBIMU TAHHBIMU WA
YTO PHUCK NPUYMHCHUS BpEla 3JI0POBBIO0 YEIIOBEKA BCIICJCTBUE TpUEMa JICKAPCTBCHHOTO Nperapara s
MEIUIIMHCKOTO IPUMEHEHHS MPEBbIIaeT d3PEKTUBHOCTh €r0 MPUMCHEHUSL.

(dactp 2 B pen. Denepanproro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TmpencTaBieHHE B COOTBETCTBYIOIIWI YMOJHOMOYEHHBIH (enepanbHbIi  OpraH
WCTIONIHUTENFHOM BNIACTU JICKQPCTBEHHOTO TMpernapara, B OTHOLICHWHM KOTOPOTO TIONydYeH OTKa3 B
TOCY/IapCTBEHHOH PEruCTpalii M KOTOPBIM BIOCIEICTBUM MOABEPrcs M3MEHEHHIO B YacTH €ro COCTaBa,
paccMaTpuBaeTcs Kak IPeACTaBICHUE HOBOTO JIEKAPCTBEHHOIO IIpernapaTa Ha €ro TIocyJapCTBEHHYIO
PETUCTPALIKIO HE3ABUCUMO OT COXPAaHEHHS €ro MEPBUYHOTO HAUMEHOBAHUSI.

(dacts 3 B pen. @exepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Tlpu npeoCTaBICHUH 3asBUTEIIEM B COCTaBE PETUCTPAIIMOHHOIO JJOChEe HA JICKAPCTBEHHBIN Mpernapar
AJI1 BETCPUHAPHOT'0 ITPUMCHEHUSA KOIIUK PCHICHU YIIOJTHOMOYCHHOI'O (bez[epam)Horo opraHa HWCIIOJHUTEIbHON
BJIACTH O TPOBEJCHUN MHCIICKTUPOBAHUS MTPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB CPOK MPHUHSATHSI PEIICHHUS O
rOCYyIapCTBEHHOM  PErMCTpalld  JICKAPCTBEHHOTO  Ipenapara Ui BETCPUHAPHOTO  NMPUMCHCHUS
MPUOCTAHABIIMBACTCA CO OHA NOJYUCHHUA 33KJIIO‘-ICHI/II71, YKa3aHHBIX B 4aCTHU 1 HaCTOHHlCI\/'I CTaTbu, A0 AHA
MPUHATHS YIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM HCIOJHUTEIBHON BJIACTH PEIICHHS O BbIIAYe HIH 00
OTKa3e B BbIJ]AUC 3aKJIFOYCHHUS O COOTBETCTBHHU MPOU3BOIUTENS JIEKAPCTBECHHBIX CPEIICTB TPEOOBAHUSIM MPABUIT
HaJJIe)KAaIeH MPOU3BOJCTBCHHOHN MPAKTUKHU, HO HE 00JIee YeM Ha CTO BOCEMBb/IECAT paboumX JTHEH.
(dacts 4 BBenena ®enepansHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHHMEM [UIsl OTKa3a B TOCYJAapCTBEHHOM pErucTpaluy JIEKapCTBEHHOrO Ipernaparta Ajis
BETEPHHAPHOIO  TNPUMEHEHMS  SBJISCTCS — 3aKJIOUEHHE  YIIOJIHOMOYEHHOTO  (heiepalibHOr0  OpraHa
WCTIOTHUTENFHOW BJIACTH O TOM, YTO KauecTBO M (Win) 3PPEKTUBHOCTh PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Jjisi BETEpUHAPHOTO MPUMEHEHUS HE MOJITBEPKACHBI IMOJYYEHHBIMU IAaHHBIMM WA YTO PHUCK
MPUYMHEHHUS BpeJia 3JI0POBBIO AKUBOTHOI'O BCIIEJCTBHUE TPUEMA JIEKAPCTBEHHOT O Mperapara JJisi BETEpUHAPHOTO
MPUMEHEHUs TpeBbImacT 3)OEKTUBHOCTh €ro NPUMEHEHHsI, 0TKa3 YIOJHOMOYEHHOro (eaepaibHOro oprana
WCIIOJIHUTENbHON BJIACTH B BBIJAYE 3aKJIIOUEHHUS O COOTBETCTBUU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TIPABIII HAIJICKAIIEH TPOU3BOICTBEHHON MTPAKTUKH JIJIST KAXKI0W MPOU3BOACTBEHHOM TUTOIIAIKH
pETHUCTPUPYEMOTO JIEKAPCTBEHHOT0 Mpenapara Jijisi BETEpUHAPHOTO IPUMEHEHUS B Clly4ae, €CIIU NPOU3BOIACTBO
JIEKQpCTBEHHOI'O Mpemnapara Juisi BETEPUHAPHOIr0 NPUMEHEHMsI OCYILECTBIAETCA 3a mpenenamu Poccuiickoit
®depepauuu, WIK OTCYTCTBUE TAKOI'O 3aAKIIOYCHMUSL.

(vacts 5 BBenena ®@enepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

Koncynerantllintoc: npumeyanue.
O mnopsiike W CpoKax OIpPENEeHNsT B3aMMO3aMEHSEMOCTH JIEKapCTB JIEKapCTBEHHBIX IIPENapaTos,
3apeructpupoBadsbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-03.

Crartp 27.1. B3aumMozamMeHs1€eMOCTb JIEKAPCTBEHHBIX MPENapaToB AJs METUIUHCKOT0 IPUMeHeHUsl
(B pen. @enepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

1. B3aumo3aMeHIEMOCTh JIEKAPCTBEHHBIX INPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHS OIPEeIeTcCs
YIOJTHOMOYEHHBIM (helepalIbHBIM OPTaHOM HCIIOTHUTEIFHONW BIIACTH, OCYIIECTBISIONIMM TOCYJapCTBEHHYIO
PETHCTPaLMIO  JIEKAPCTBEHHBIX IMPENaparoB [UId MEAWLIUHCKOTO MPHMEHEHHWs, B paMKax OJHOIO
MEXIyHApOJIHOTO HEMAaTEeHTOBAHHOTO (MJIM XMMHUYECKOT0, WM TPYHNIHPOBOYHOI0) HANMEHOBAHHUSA Ha OCHOBE
3aKJIIOYEHUS] KOMMCCHM DKCIIEPTOB 3KCIIEPTHOIO YUPEXKACHHS O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHOIO
npemnapara il MEIUIIMHCKOTO PUMEHEHHs TM00 O TOM, YTO JIGKAPCTBEHHBIHM MpenapaT Uil MeIULHHCKOTO
MIPUMEHEHUS He ABIIAETCS B3auMo3aMeHsseMbIM. [lopsaiok onpeneneHns B3aMM03aMEHAEMOCTH JIEKAPCTBEHHBIX
[penapaToB Ui MEIUIMHCKOIO NPUMEHEHHS U (opMa 3aKJIIOYEHUS KOMUCCHU HKCIEPTOB IKCIIEPTHOTO
YUPEXKIEHHUS] O B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUs JIH00 O
TOM, YTO JIEKapCTBEHHBIN INpenapar Uil MEIUIMHCKOIO NPHUMEHEHHUS HE SBISAETCS B3aUMO3aMEHSIEMBIM,
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ycranaBiuBatoTca [IpaButensctBoM Poccutickoit @eaeparuu.

2. Komuccus 3KCHepToB SKCHEPTHOTO VYUPEKICHWS JaeT 3aKII0ueHHe O B3aWMO3aMEHICMOCTH
JISKaPCTBEHHOTO Tperapara Jyisi MEJIUIUHCKOTO IPUMEHEHHS JINOO O TOM, YTO JIEKAPCTBEHHBIN Ipenapar Jyis
MEJUIUHCKOTO TIPUMCHEHHS HE SIBJSICTCS B3aUMO3aMEHSEMbIM, Ha OCHOBAaHHMHU CIEAYIONIUX KPUTEPUCB
(XapakTepuCTHK):

1) 3KkBUBaJICHTHOCTH (JI71s1 OMOAHAIOTOBBIX (OMOTOMO0HBIX) JICKAPCTBEHHBIX MPenapaToB (OM0aHaIOroB)
- CONIOCTAaBUMOCTh) Ka4eCTBEHHBIX M KOJUYECTBEHHBIX XapaKTEPUCTHK (apMaIeBTHUECKUX CYOCTaHIUI HITH
COTIOCTaBIUMOCTh QHTUTEHHOTO COCTaBa BakKIWH. Vcronmb30BaHWE pa3MUYHBIX coliel, 3(pUpoB, KOMIUIEKCOB,
M30MEPOB, KPUCTALTMYECKUX (DOPM U JPYTUX MPOU3BOJHBIX OJHOTO M TOTO K€ JICHCTBYIOIIETO BEIECTBA HE
SIBJISIETCSI MPEMATCTBUEM [UISl OTMpPECNICHUS B3aUMO3aMEHSEMOCTH JICKAPCTBEHHBIX MPENapaToB, €CIU IpU
MPOBEJICHUH HWCCIEOBAaHUA OHMOSKBHBAJICHTHOCTH JIEKAPCTBEHHOTO TIperapara WIH HCCIEJOBAaHUS
TepaneBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Mpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAUUMBIX
pasznuunii (hapMakOKMHETUKH U (Wiu) 3(P(OEKTUBHOCTH M 0E30MAaCHOCTH JICKApCTBEHHOI'O Iperapara Jyis
MEIUIIMHCKOTO IPUMEHEHHS,

2) DSKBHBAJIEHTHOCTHh JIeKapcTBeHHOW (opMbl. [lox SKBHBaJCHTHBIMH JIEKapCTBEHHBIMH (hopMaMu
MOHUMAIOTCSL pa3Hble JICKAPCTBEHHBIE (OPMBI, HMEIONIME OJMHAKOBBIE CIOCOO0 BBEICHUS H CIOCOO
NPUMEHEeHHUs,  OONajafolIe  COIIOCTaBUMBIMH  ()apMAKOKMHETHYECKUMH  XapaKTePUCTHKAMH |
(hapMaKoJIOTHYECKHM JEHCTBHEM W O0ECIeYMBAaIOUINE TaKXkKe IOCTIDKEHHE HEOOXOJUMOT0 KIMHHUYECKOTO
spdexra. Paznmums  nekapcTBeHHBIX (QopM  HE  ABISAIOTCA  MPEMSTCTBUEM  JUIS  OTPEIEIICHHS
B3aMMO3aMEHSIEMOCTH  JIGKAPCTBEHHBIX  IPENapaTroB, €CIM  [pH  TNPOBEICHHH  HCCIEIOBaHHS
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIperiapara WM HCCICIOBAHUS TEPANCBTUYECKON IKBHBAJICHTHOCTH
JIEKApCTBEHHOTO MpernapaTa M0Ka3aHO OTCYTCTBHE KIMHHYECKH 3HAYUMBIX Pa3IUuUil (apMaKOKWHETHKUA U
() s exTuBHOCTH 1 6€30MTACHOCTH JIEKAPCTBEHHOTO MpemnapaTa JUisi MeIUIIHHCKOTO IPUMEHEeHHS,

3) DKBHBAJIEHTHOCTh MM COIIOCTaBHMOCTh COCTaBa BCIIOMOTATENBHBIX BEIIECTB JICKAPCTBEHHOTO
npemnapara Jjs MeJIUIIMHCKOTO TIPUMEHEHHs. Pa3iuus cocTaBa BCIIOMOTATENIbHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara He SBISIFOTCS IPEISITCTBUEM JIJISl OTIPEJIeNICHNS] B3aMMO3aMEHIeMOCTH JIEKaPCTBEHHBIX IPETapaToB,
€CJIM TIPU TPOBEICHUU MCCIIEI0BaHUS OMOPKBHBAICHTHOCTH JIGKAPCTBEHHOT'O IIpenapara WM HCCIeIOBaHHS
TepaneBTHYECKON AIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Npernapara JJoKa3aHo OTCYTCTBUE KITMHUYECKH 3HAYMMBIX
pasnuunil papmakokuHeTHKH W (i) 3(QdekTuBHOCTH M 0€30MacHOCTH JIEKApCTBEHHOI'O Tpernapara s
MEJIUIMHCKOT0 NMpUMeHeHus. [Ipy HalMuuM KIMHUYECKH 3HAYMMBIX Pa3aHYui (papMaKOKWHETHUKH U (WIIH)
3pGEKTHBHOCTH W  0E30MaCHOCTH  JIEKAPCTBEHHOTO Iperapara s MEAWIHHCKOrO  TPUMEHEHHS
B3aMMO3aMEHSIEMOCTb OIPEICIISETCS C YKa3aHHEM Ha UCKITIOYEHUE OT/IENIbHBIX TPYII MAIeHTOB;

4) HUIACHTHUYHOCTb crocoba BBCACHUA U crocoba MIPUMCHCHUS

5) cOOTBETCTBHE MPOMU3BOJUTEINS JICKAPCTBEHHOIO CPEJICTBAa TPEOOBAaHMAM IPAaBWII HaJJIeKalen
MIPOM3BOJCTBEHHON MPAKTHUKH.

3. OnmnpeneneHue B3aUMO3aMEHSEMOCTH BOCIPOM3BEACHHBIX JICKAPCTBEHHBIX IMPENapaTroB s
MEIUIIMHCKOTO TPUMEHEHMs, yKa3aHHBIX B dactu 10 crtatem 18 Hacrosmero demepasibHOTO 3aKOHA,
OCYyIIECTBIseTCS 0e3 HEOOX0IMMOCTH J0KA3aTeNbCTBA UX OMOIKBUBAJICHTHOCTH.

4. Oco0OeHHOCTH OmpeneieHUs] B3aUMO3aMEHIEMOCTH OHMOOTHUECKHX JIEKAPCTBEHHBIX IPENapaTroB,
KOMOWHUPOBAHHBIX JIGKAPCTBEHHBIX IMpEnapaTroB (Comepikampx KOMOWHAIMIO JBYX M 0ojiee JCHCTBYIOIIHX
BEIIIECTB), JEKAPCTBEHHBIX MPENapaToB Ul MAapEeHTEPaIbHOIO MUTAHHUS M HEJO03MPOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB ycraHaBnuBaroTcs [IpaBurensctBoM Poccuniickoit deneparnum.

5. OHpeIIeHeHI/Ie B3aUMO3aMCHACMOCTH HE OCYHIECTBIACTCA B OTHOIICHUH JICKAPCTBCHHBLIX
PACTUTCIIBHBIX NPETIAPaTOB, TOMCONATUYCCKUX JICKAPCTBCHHBIX IPETIapaTOB.

6. ®opmMupoBaHHE TEpeYHS B3aMMO3AMEHAEMBIX JIEKQpPCTBEHHBIX MPENapaTroB s MEAWIIMHCKOTO
MIPUMEHEHUSI OCYIIECTBISIETCA JKCIEPTHBIM YYPEXKIIEHHEM IOCPEACTBOM OOBEAMHEHUS JIEKapCTBEHHBIX
MpermapaToB B OTACIbHBIC TPYIIbBl, B KaXIOH H3 KOTOPBIX JIGKAPCTBCHHBIC MPENaparhl SBISFOTCS
B3aMIMO3aMEHSIEMBIMH.
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7.B CJIydac BKIIFOUCHUA B MHCTPYKIUIO IO MCAUITUHCKOMY NPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIiapaTa Ha
OCHOBAaHHU PE3YJILTATOB COOTBETCTBYIOIIUX I/ICCJ'IGI[OBaHI/Iﬁ ITOKa3aHHUMI IJ1 IPUMEHEHUS, KOTOPBIC OTIIMYAIOTCA
OT MOKa3aHWH A1 OIPpUMCHCHHUA JPYrux JICKApCTBCHHLIX IIPCIIAPATOB M3 TPYNIIbl B3aMMO3aMCHSACMbBIX
JICKApCTBCHHBIX IIPLCIIapaToOB, B ICPCUYHC B3aUMO3aMCHACMBIX JICKAPCTBCHHLIX NPCTIApaTOB AJId MEAUILIMHCKOT'O
IIPUMCHCHUS JOJIKHA OBITh YKa3aHa COOTBETCTBYIOIIAas I/IH(I)OpMaI_II/IH.

Koncynprantllintoc: npumeyanue.

[lepeyeHp B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IIPENapaToB, B OTHOIICHHM KOTOPBIX HMMEIOTCS
pE3yIbTaThl MCCIIENOBAaHUN OMOPKBHBAIEHTHOCTH WM TEPaleBTHYECKONW 3KBHBAJICHTHOCTH, OJDKEH
OBITH CHOPMUPOBAH U pa3MelleH Ha opunmanbHoM calite Munsapasa Poccun qo 01.07.2020. (D3 ot
27.12.2019 N 475-03).

8. IlepedeHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IPENApaToB I MEIULMHCKOTO IPUMEHEHUS
pa3Meniaercs yHOJHOMOUYCHHBIM (enepaabHbIM OpPraHOM HWCHOJHUTEIBHONW BJIACTH, OCYIICCTBIISIONIHIM
rOCYJapCTBEHHYIO PETUCTPALMIO JICKAPCTBEHHBIX MPENapaToB Al MEIULMHCKOrO NPHMEHEHHs, Ha CBOEM
opummansHOM caiite B cetn "HMareprer". MH(popManus B mepedHe B3anMO3aMEHSIEMBIX JIEKapCTBEHHBIX
npemnaparoB I  MEOAUIHUHCKOI'O IMPUMCHCHU A 0OHOBIISIETCS YKa3aHHbIM q)eﬂepaﬂbHI)IM Opranom
HCIOJHUTEIBHON BJIACTH C YUY€TOM HOBLBIX 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBLIX IIpE€rapaToB JIid
MEAWULUHCKOTO MPUMEHEHUS! U BHECEHHBIX M3MEHEHUH B JOKYMEHTBI, COICPIKALINECS B PETUCTPALIMOHHBIX
AOCHC Ha 3apCTUCTPUPOBAHHLIC JICKAPCTBCHHBIC NIpETIapaThl AJ1d MEAUIWHCKOT'O IIPUMCHCHU .

9. HOpSI[IOK HUCIIOJIb30BaHUA I/IHq)OpMaHI/II/I O B3aWMMO3aMCHACMBLIX JICKAPCTBCHHBIX IIperiaparax IJIsd
MEIUIIMHCKOTO TIPUMEHEHHWsI W TOPSAAOK Ja4d  Pa3bsICHEHHH M0 BONpPOCaM  B3aUMO3aMEHSIEMOCTH
JICKApCTBCHHBLIX IMpfraparoB [Mjid MCIUIUHCKOTO IPHUMCHCHHUA YCTaHABJIIMBAIOTCA HpaBI/ITCHLCTBOM
Poccuiickoii ®enepauuu.

Cratbs 28. PerucTpanmnonHoe y1ocToBepeHue JeKapCcTBEHHOI0 npenapara

1. PerucrpanmoHHoe yIOCTOBEpEHHE JIEKAPCTBEHHOTO MpenapaTa ¢ yKa3aHHeM JIEeKapCTBEHHBIX (OpM U
JO3MPOBOK BBIJIAeTCss OECCPOYHO, 3a HCKIIOUEHHEM PETMCTPAMOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
Hpenapara, BbIJABAEMOIO CO CPOKOM JEWCTBMS IISITh JIET, HA BIIEPBBIE perucrpupyemele B Pocculickoit
depepannu JEKapCTBEHHBIE ITPENapaThl.

2. Ilo wucrteyeHMm yKa3aHHOIO B 4YacTH 1 Hacrosdmleld CTaTbu CpoKa BbIIaeTcs OeccpodHoe
PETUCTPallMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOTO TIpenapara IpU YCJIOBHM IOATBEPXKIEHUS €ro
roCyJapCTBEHHON PerucTpaluy.

3. B cinyuae BHeceHusi B cooTBeTcTBHM cO crarbiMu 30 u 31 Hacrosimero denepajbHOrO 3aKOHA
W3MEHEHUI B CoJiepKallrecs] B PErUCTPAIlIOHHOM JI0ChE Ha 3apernCTPUPOBAHHBIN JIEKAPCTBEHHBIH Mpernapar
JOKYMEHTBI, 3aTParuBaroIINX CBEACHUSA, OTPAKEHHBIE B PETHCTPALIMOHHOM YJIOCTOBEPEHUH JIEKApCTBEHHOTO
npemnapara, ynoJHOMOYEHHbIH (eaepanbHblil OpraH HCIOTHUTENFHOM BIACTH BBIIAET HOBOE PETHCTPALIIOHHOE
YI0CTOBEPEHUE JIEKAPCTBEHHOI'O IIPeapaTa, CoAep Kalllee BHECEHHBIE B HET'O U3MEHEHMUS.

(gacts 3 BBenena PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

4. B cnyyae yTparthl WU TIOBPEK/ICHHS PETUCTPAIIMOHHOTO yYI0OCTOBEPEHHUS JICKAPCTBEHHOTO Mpenapara
M0 3asMBJIIEHHIO B TNHCHMEHHOW (opMe aepyKarels WM BIAAeIblla PETHCTPAIIMOHHOTO YIOCTOBEPEHMS
JICKAPCTBEHHOTO TIpernapara Wi YIOJHOMOYSHHOTO UM JPYTroro OPHUIMUYECKOTo JIMIA O BbiAadye Ay0auKara
PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JICKAPCTBEHHOTO MperapaTa YHNOJHOMOYEHHBIN (enepaibHblii OpraH
HCTIOTHUTENILHOMN BJIACTH B CPOK, HE MPEBHIMIAOIINNA ASCATH padOdnuX THEH CO JHS MOCTYIICHUS 3asBICHUS,
BBIIAET JyONHMKAT PErMCTPAIMOHHOTO YIOCTOBEPEHHMS JEKapCTBEHHOIO IMperapaTa. 3a Belgady ayOnmkara
PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS JIGKAPCTBEHHOTO Mpenapara B3UMAeTCsl rOCYJapCTBEHHAs MOILUIHHA B
COOTBETCTBHH C 3aKOHOJIATENILCTBOM Poccuiickoit deneparyin 0 Hajorax u coopax.
(uacth 4 BBefeHa DenepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbs 29. [loaTBepiKaeHUe rOCYAapCTBEHHOH perucTpaluy JIeKapCcTBEeHHOT 0 Npenapara
(B pen. @enepanpHOro 3akoHa oT 22.12.2014 N 429-D3)
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1. TTonTBepkIeHNE TOCYJAPCTBEHHOW PETUCTPAIMH JIEKAPCTBEHHOTO Tpernapara OCyIECTBISETCS Mpu
BbIJIaue OECCPOUHOTO PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIGKAPCTBEHHOTO TIpernapara B ciyvae, yKa3aHHOM B
yactu 2 ctaThk 28 HacTosmero denepaabHOro 3aK0Ha, B CPOK, HE MPEBBIMIAIOIIHIA ECTUIECATH PA00YUX THEH
CO JIHS TMOJIYYCHUSI COOTBETCTBYIOUIUM YITOJIHOMOYECHHBIM (heepaIbHBIM OPTaHOM HCITOJIHUTEIILHON BJIACTH
3afBJICHUST O TMOJATBEPXJICHUM TOCYJapCTBEHHOM pErdcTpaluu  JIeKapcTBEHHOTro mpemapara. He
OCYIIECTBISIETCS MTOJITBEPIKICHAE TOCYJAPCTBEHHON PETUCTPAIMY B OTHOIIICHUH JICKAPCTBEHHOTO Mperapara,
HE HaXOJMBILIETOCs B oOpaiennu B Poccuiickoii Denepanuy B TeUeHUE TPEX U 0OJIEE JIET, a TAKKE B OTHOLICHUH
JIEKApCTBEHHOTO CPEJICTBA, MPOU3BEACHHOTO C HAPYIICHHEM TPEOOBaHHS, YCTAHOBICHHOTO YacThio 3.7 cTaThh
71 nacrosmiero denepaabHOTO 3aKOHA.

2. 3asBieHHWE O TOATBEP)KIACHUU TOCYAAPCTBEHHOW pETMCTpaluy JIEKapCTBEHHOTO Mpenapara Jis
MEIUIMHCKOTO NPUMEHEHUS] MPEICTABISICTCS B COOTBETCTBYIOMINIT yITOJTHOMOUYCHHBIN (hefepanbHbIil opran
WCTIOJTHUTENIPHOM BJIACTH HE paHee YeM 3a CTO BOCEMBIECAT MHEH MO0 HCTEYEHHsS CpOKa JeHCTBHSA
PETUCTPALIMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara JUisi MeAUIIUHCKOTO TPUMEHEHUSI.

(B pen. @enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asBreHHEe O MOATBEPXKICHUU T'OCYIApCTBEHHOM pErucTpalyy JIEKapCTBEHHOrO IMpenapara Iis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTABISICTCS B COOTBETCTBYIOUIMI YHOJIHOMOYEHHBIN (heaepalbHbIi opra
UCTIONIHUTENIFHOM BJAacTH HE paHee YeM 3a CTO BOCEMbBJECAT JHEH [0 HCTEYCHUSI CpPOKa JCHCTBUS
PETUCTPALIMOHHOTO YIOCTOBEPEHNS JIEKAPCTBEHHOI' 0 IIpenapara Jjisl BETepUHAPHOT0 IPUMEHEHHS U HE TI03THEE
OKOHYaHMsI CPOKa ero JAeUCTBUS.

(uactp 2.1 BBeneHna dexnepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

3. IlonTBepkaeHNE TOCYAAPCTBEHHOM PETUCTpALMM JIEKAPCTBEHHOTO Iperapara OCYIIECTBISETCA IO
pe3yibTaTaM 3KCIepTU3bI OTHOIIEHUS 05KMIaeMOH MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHOTO
mpenapaTa Ha OCHOBAaHHWU DPE3YJITATOB MOHUTOPHUHIa 3(Q(EKTHBHOCTH W 0OE30HACHOCTH JIEKapCTBEHHOTO
Ipernapara, IPpOBOAMMOIO JepkKaTelleM WIH BIAAENIbIEM PETUCTPAMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
npemnapara Moo yIoJTHOMOYSHHBIM UMH IOPUIMYECKHM JIIIOM, 8 TAKXKE COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM
(denepanbHBIM OpPraHOM HMCIIOJIHUTEIBHOM BIACTH B COOTBETCTBHU C TPEOOBAHWSMH CTAaThH 64 HACTOSIIETO
®denepanbHOro 3aK0Ha.

4. K 3agBiaeHHIO O MNOATBCPIKACHUHN FOCy,I[apCTBeHHOfI perucrpanu JCKApCTBCHHOI'O Iperapara I
MCIUIUHCKOI'O MPUMCHCHUS NIpUIararoTC;:

1) 1OKyMEHTBI, COAEp)Kallue pe3yJabTaThl MOHUTOpUHIA 3(PQPEKTHBHOCTH M  0E30MaCHOCTU
JIEKapCTBEHHOTO TIpernapara JUlsl MEAMIMHCKOTO MPUMEHEHHs, TIPOBEACHHOTO Aep)KaTeleM WM BIaJeibleM
PETUCTPALIMOHHOTO YAOCTOBEPEHMS JICKAPCTBEHHOrO Mpernapara IJisi MEAWLUHCKOTO HPUMEHEHUs Jnbo
YIOJIHOMOYEHHBIM UM IOPUAMYECKHM JIMIOM, 1O (opMe, YTBEPKICHHONW YIOJHOMOYEHHBIM (elepanbHbIM
OpraHOM HCTIOJIHUTENIbHOM BIacTH;

Koncynprantllntoc: npumeyanue.
C01.01.2021 B 1. 2 4. 4 cT. 29 BHOCATCA m3meHeHus (D3 ot 27.12.2019 N 478-D3).

2) KOITUA JIMICH3UN Ha MPOU3BOJCTBO JICKAPCTBECHHBIX CPEACTB UJIN KOIIUA 3aKIFOUYCHUA O COOTBETCTBUU
MMPpOU3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB Tp€6OBaHI/I$IM ImpaBuUI Ha;memameﬁ HpOHSBO}ICTBCHHOﬁ IMPAaKTHKH,
BBIIAHHBIX  YIIOJTHOMOYCHHBIM q)ellepaHBHBIM OopranomMm HUCIIOJIHUTEIILHOM BJIACTH B OTHOIICHHUU
HpOHSBOHCTBeHHOﬁ IIoOMAAKH! JICKaAPCTBEHHOT'O IIperiapaTa JJIisd MEAUIIUHCKOT'O IPUMEHCHNS, TOCYJapCTBCHHAA
peructpanusa KOTOPOIro IMOATBECPIKAACTCA B ClIydac, CCJIIM IMPOU3BOJACTBO JICKAPCTBCHHOI'O IIpIiapaTta IJId
MCIUIIMHCKOI'O NPUMCHCHHA OCYIICCTBIIACTCA B Poccutickoit dbe;[epauml;

Koncynprantllntoc: mpumeyanue.
C01.01.2021 B . 3 4. 4 cr. 29 BHOCsiTCS m3MeHeHus (D3 ot 27.12.2019 N 478-D3).

3) Komus BBIIAHHOW YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl MPOW3BOAUTEINS JTUICH3UH Ha MPOU3BOICTBO
JIEKapCTBEHHOI'O Ipenapara A MEAUIIMHCKOTO IPUMEHEHHSI U €€ MEePEeBOJ Ha PYCCKUH SI3bIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TMOPSIZIKEe, a TAaKXKe KOMUS 3aKIIOYEHHUS] O COOTBETCTBUU IMPOU3BOAMUTENS JICKAPCTBEHHBIX
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CpeacTB TpeOOBaHMSAM MPABHJ HaAJIEXKAlIeH MPOU3BOJICTBEHHON MPAKTHKH, BBIJAHHOTO YIIOJIHOMOYEHHBIM
(denepanbHBIM  OpraHOM  HCIIONHUTENHFHOW BJIACTH B  OTHONIEHWH MPOW3BOJCTBEHHOW  IUIOIIAIKH
JIEKApCTBEHHOTO TMpenapara s METUIIMHCKOTO HPUMEHEHHs], TOCYAapCTBEHHas PETHCTpalusl KOTOPOTO
MOJTBEPIKAACTCS, WIIM KOIHSI PELICHUS YIIOJTHOMOYEHHOTO (heaepalbHOro OpraHa MCTIONHUTEILHON BIACTH O
MPOBEJICHUH WHCIIEKTHPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CIH IPOW3BOICTBO
JIEKapCTBEHHOTO TIpernapara Al MEAUIIMHCKOTO MPHUMEHEHHs OCYIIECTBISIETCS 3a mpeaenamu Poccuiickoit
depepanun.

(dactp 4 B pen. Denepanproro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHNH OHONOTHYECKHUX JICKAPCTBEHHBIX IIPENApaToB JIsI MEAWUIMHCKOTO HPUMEHEHUS
3asBUTENb JIOMOIHUTEIBHO MIPEACTABISIET PE3yIbTaThl MEPOTIPHUSTH, MPEAYCMOTPEHHBIX TIAHOM YIPaBICHUS
pPHCKaMH, YTBEp)KICHHBIM YIIOMTHOMOYEHHBIM ()elepaIbHBIM OPraHOM HCIIOJHUTENBHON BIIACTH TIPH
OCYIIIECTBIICHUH TOCYAaPCTBEHHON PErHCTPALlH JISKAPCTBEHHOTO MIPerapaTa Uil MEAUIIMHCKOTO IPUMEHEHHS.
(gactb 4.1 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3a4BlICHUI0 O MOATBEPKACHUU I'OCYIapCTBEHHON pErMCTpalMy JIEKAPCTBEHHOIO Mpenaparta Juist
BETEPUHAPHOIO IPUMEHEHUS MPHIAralTcs JOKYMEHTBI, COJep)Kallue pe3yiabTaThl MOHHTOpPMHIa
3G PEKTHBHOCTH B O€30MaCHOCTH JIEKAPCTBEHHOIO TIpernapara Jjisi BETepUHAPHOTO IPUMEHEHNS, IPOBOTUMOTO
JepiKaTesieM WM  BIAAETbLEM PEruCTPalMOHHOTO YAOCTOBEPEHMs JIEKapCTBEHHOI'O Ipemapara ajis
BETEPUHAPHOI0 NPUMEHEHHS JHO0O0 YIIOJIHOMOYEHHBIM MM IOPHIUYECKUM JIUIOM, 110 GopMe, YTBEPKACHHON
YIOJIHOMOYEHHBIM (peiepalIbHbIM OPraHOM HUCHOJHUTEIBHOHN BIACTH, U JOKYMEHTHI, YKa3aHHbIE B IMMyHKTax 1,
2 - 2.2, noamynktax "a", "0", "k", "n" myHkra 4 yactu 3 craThu 17 HacTosmiero ®enepaipbHOro 3akona. B
OTHOLICHUH HMMYHOOHMOJIOTUYECKUX JICKAPCTBEHHBIX MpPENapaToB Uil BETEPUHAPHOIO NPHUMEHEHHS He
MIPE/ICTABISIIOTCS. CBEEHUs, YKa3aHHble B moAmyHKTe "K' myHkTa 4 uyactTu 3 craThdl 17 HacCTOAIIETO
@®enepanbHOTO 3aKOoHAa. B OTHOIIEHHWM JE€KapCTBEHHBIX IMpPENapaToB IS BETEPUHAPHOIO NPUMEHEHHS,
MOJYYEHHBIX ¢ IPUMEHEHHEM T'€HHO-MHXCHEPHO-MOIU(PHULINPOBAHHBIX OPraHU3MOB WM COIEPXKAIINX TaKUe
OpraHU3MBbl, JONOJIHUTEIBHO MPEACTABISIOTCS CBEOCHUS, yKa3aHHble B HyHKTe 13 wactu 3 crateu 17
HacTosamiero deaepantbHOro 3aKOHA.

(dacts 4.2 BBenena PenepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. denmepanbHOr0 3aKoHa OT
02.08.2019 N 297-®3)

Koncynbrantllntoc: npumedanue.
C 01.01.2021 1. 4.3 ct. 29 uznaraercs B HoBo# penakimu (D3 ot 27.12.2019 N 478-D3).

4.3. C 3asBieHHUEM O MOJITBEPKICHHM TOCYJAapCTBEHHOH perucTpalnuy JEeKapcTBEHHOTO IpemnapaTa
3asiBUTEIb NPEACTABISAET KOMUIO AOKYMEHTA, MOATBEPHAAMOLIETO YIUIATy TOCYAAPCTBEHHOM MOLUIMHBI 3a
MOJATBEP)KACHUE TOCYJapCTBEHHOW PETUCTpalMy JICKApCTBEHHOIO Ipernapara, JU00 MOXXET IpeaCTaBUTh
yKa3aHHBIH JJOKYMEHT MO COOCTBEHHOW WHHIMATHBE. B cilyuae HempelncTaBleHHs yKa3aHHOTO JOKYMEHTa
YIIOJIHOMOUYEHHBIH (ellepanbHbIi OpraH UCIOMHUTEILHON BIACTH MPOBEPsIET (aKT yIIaThl TOCYAapCTBEHHOM
MOLUIMHBI 3asBUTENIEM TOCPEACTBOM HCIONb30BaHUA MH(popManuu o0 ymjare rocyaapCTBEHHON MOLUIMHEI,
cogepxarelicss B ['ocynapcTBeHHOH HH(OPMAMOHHOW CHCTEME O TOCYJapCTBEHHBIX W MYHHLIMIAIBHBIX
[JIaTEXXaX, HA OCHOBAHMM IIPEJCTABICHHON 3asBUTEIEM KONHUM JIOKYMEHTA, IOJITBEPIKIAIOLIETO YIUIaTy
roCy1apCTBEHHOM MOIIIHHEI.

(dacts 4.3 BBeneHa DenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

5. B Tedenue nmecsatu pabouux JHEH CO JTHS MPHHATHS 3asABJICHHS O TIOATBEPKIACHUH TOCYAapCTBEHHOM
perucTpanMy JICKapCTBEHHOIO Ipenapara M JOKYMEHTOB, COJEPXKAIIMUX pe3yiabTaTbl MOHUTOPUHIA
3¢ GeKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOrO Npernapara, MpOBOJUMOTO AEpiKaTesieM WM BilaJlesIbLeM
PETHCTPALMOHHOTO YAOCTOBEPEHHSI JIEKAPCTBEHHOTO TIperapara JIM00 yIOJHOMOYEHHBIM UMHU IOPHINYECKIM
JIULIOM, YIIOTHOMOYEHHBIN (esiepantbHblid OpraH UCIOMHUTEIbHOM BIacTu:

1) MIpOBOAUT TMPOBEPKY IOJHOTHL CBC,Z[CHI/If/i, COACpKAIUXCAd B TMNPCACTABJICHHBIX 3adBUTCIICM
OOKYMCHTax;

2) NpUHUMACT PEUICHHE O NPOBEACHUM WIH 00 OTKa3e B MPOBEICHUM 3KCICPTH3BI OTHOIICHUS
OXKMIaeMON TONB3bI K BO3MOXKHOMY pHCKY NpPHMEHEHHs JIEKApCTBEHHOTO IIperapara Ha OCHOBaHWUHU
pe3ynbTaTOB MOHHUTOPWHTA 3(P(PEKTUBHOCTH M 0OE30MaCHOCTH JIEKAPCTBEHHOTO IpernapaTra, MPOBOIUMOTO
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JepKaTeleM WM BIIAJENBIEM pPErHCTPAllMOHHOTO YIOCTOBEPEHHUs JIEKapCTBEHHOTO Ipemapara Jnbo
YIIOJIHOMOYEHHBIM MMH IOPHIUYECKUM JIUIIOM, a Takxke (erepanbHbIM OpraHOM HCIOJIHUTENBHON BIACTH B
COOTBETCTBHU C TPeOOBAaHUAMU cTaThh 64 HacTosero denepaibHOro 3aK0HA;

3) yBeZOMIISICT B 3JIEKTPOHHOHN (pOpME MIIM MUCEMEHHOMW (hopMe 3asBUTEIS M SKCIIEPTHOE YUPEXKICHHE O
MPUHATOM PELICHUU JIMOO B Cllyyae NPUHSTHUA pPEIIeHUs 00 OTKa3e B IIPOBEACHUM HKCIIEPTHU3bI YKa3bIBACT
MIPUYMHBI TAKOTO OTKa3a.

6. B ciyuae BBISIBIICHUS HEIOCTOBEPHOCTH ¥ (MJIM) HEJAOCTATOYHOCTH MH(OpMAIUU, copepKaieics B
MIPEICTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJTHOMOUYEHHBIN (pe/iepanbHbIii OpraH UCTIOTHUTEIHHON BIACTH
HaNpaBIlseT 3asABUTEIIO 3alMpoc 00 YTOYHCHMM YKa3aHHOHW HHQOpManuu. 3anpoc YHOJTHOMOYEHHOTO
(dbenepanbHOTO OpraHa MCIOJHUTEIBHOW BIACTH MOXET OBITh MEpENaH YIOJHOMOYCHHOMY MPEJCTABUTEIIIO
3asiBUTEJIS JIMYHO TI0]T PACTIMICKY, HAITPABIIEH I10 MTOYTE 3aKa3HBIM IIICHMOM WJIH TIEpeaH B 3JIEKTPOHHOH popme
[0 TEJICKOMMYHUKAIIMOHHBIM KaHajaM CBf3U. B cllydae HampaBieHUs 3ampoca YIOJIHOMOYEHHOIO
(benepanbHOTO OpraHa UCIOJHUTEIBLHON BJIACTH 110 MOYTE 3aKa3HBIM MTUCHbMOM OH CUMTACTCS MOJYYCHHBIM 10
WCTEYCHUH MIECTH JTHEH C AaThl HAMTPaBICHUS 3aKa3HOTO MMHChMa.

7. 3asBuTenp 00sA3aH TPEACTaBUTH OTBET HA 3alpoC YMOJHOMOYEHHOrO (enepaibHOro opraHa
WCTIOJIHUTEILHOHN BIACTH B CPOK, HE MPEBBIIAIONINI IeBSHOCTa pabounx qHEH co aHs ero noiy4deHus. Cpok,
YKa3aHHBIM B 4acCTH 5 HACTOSIIEH CTAaThbH, MPUOCTAaHABJIMBAETCSA CO JHS HAIPABICHUS 3asABUTEINO 3arpoca
YIOJIHOMOUYEHHOTO (heIepaIbHOTO OpraHa UCTIONMHUTEIBHOM BIaCTH JI0 THS MOJTyYSHUSI KM COOTBETCTBYIOIIETO
OTBETA W HE YYWUTHIBAETCS IPU MCUHUCIECHUU CPOKAa IIOATBEPKACHUS TIOCYJAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOT O Mpenapara.

8. OcHOBaHHEM JIJISl OTKa3a B MPOBEACHHH AKCIICPTH3bI OTHOLICHUS 0’KUIAEMOM TTOJIB3BI K BO3MOKHOMY
PUCKY TpHMEHEHHs JICKapCTBEHHOI'O IIperapaTta SBISIETCS TpEACTaBlIeHHE JOKYMEHTOB, COJEPIKAIIUX
pe3yIbTaThl MOHUTOPHHTA YPPEKTUBHOCTH U O€30TIACHOCTH JIEKAPCTBEHHOTO TIperiapara, v (W) B OTHOIICHUH
OMOJIOTMYECKHX JICKAPCTBEHHBIX IPENapaToB Pe3yNbTaTOB OCYLICCTBICHNS MEPONPHATHIH B COOTBETCTBHH C
IJIaHOM YIIPaBJICHUSA PUCKaMHU, YTBECPKIACHHBIM YITOJIHOMOYCHHBIM q)e[{epaHBHbIM OopranomMm HCTIOTHUTETbHON
BJIACTH IIPU OCYIIECTBICHUH FOCYaPCTBEHHON PErUCTPALINH JIEKAPCTBEHHOTO IIperapaTa, B HEIOJIHOM 00beMe,
OTCYTCTBHE MH(OPMAIMH, TOATBEPKAAIONICH (aKT yIuIaThl TOCYAapCTBEHHON MONIUTMHEI 32 TOATBEPIKICHHE
TOCY/IlapCTBEHHOH pEerucTpanyy JIeKapcTBEHHOTO IIpenapara, JHOO HENpeACTaBlIeHHE 3asBUTEIEM B
YCTAHOBJIGHHBIH CpPOK OTBETa Ha YKa3aHHBIH B 4YacTH O HACTOSIIEH CTaTbU 3alpoc YIIOJHOMOYEHHOTO
(beneparbHOro OpraHa UCTIOJTHUTEILHOM BIIACTH, @ TAK)KE OTCYTCTBUE B YKA3aHHBIX JOKYMEHTaX HH(POPMAaINH,
KOTOpas JOJDKHa OBIThH B HUX OTpaxeHa.

9. DkcniepTH3a OTHOIICHHUS O0XKHMJIAEMOW TOJIB3bI K BO3MOXHOMY PHCKY MPHUMEHEHHMsI JIEKapCTBEHHOTO
npemnapara B LeJIsIX MOATBEPXKICHHS FOCYJapCTBEHHON PErHCTPALlK JISKAPCTBEHHOTO MpenapaTa IpOBOANUTCS
KOMHCCHEH IKCIEPTOB SKCIIEPTHOTO YUPEKACHUS B CPOK, HE MIPEBHIIIAIONINI COpOKa paboYnX AHEH.

10. B ciryuae HeIOCTaTOUHOCTH MPEACTABIEHHBIX 3KCIIEPTY MaTepHANIOB JJIS 1aYM 3aKII0UEHUS IKCIEPT
o0pariaeTcst K pyKOBOAUTEINIO SKCIEPTHOTO YUPEKACHHUS O MPETOCTaBICHINH €My HEO0OXO0AUMBIX MaTEpUAIIOB.
PykoBoauTenp 3KCIEPTHOTO yUpEXJeHUs 00pamaeTcs ¢ COOTBETCTBYIOUIMUM 3allPOCOM B YIOJTHOMOUYEHHBIN
(henepanbHBI OpraH HCIIOJTHUTENHFHONW BIACTH, BRIJABIINN 33aJjaHHE HA TPOBEIEHUE SKCIEPTH3BI OTHOIIECHUS
OKHJaeMOH NOJIB3bI K BO3MOKHOMY PHUCKY IPUMEHEHHS JIEKAPCTBEHHOTO IIPENIapaTa Ha OCHOBAHUH TOKYMEHTA,
coJiep)KaIllero pe3yJIbTaTbl MOHUTOPUHTa 3PQEKTUBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOTO Ipenaparta. B
TEYeHHE IATH pabouux JHEH cOo JHS TMOCTYIUICHWS 3ampoca PYyKOBOJIUTENS DKCIEPTHOTO YUPEKICHUS
yKa3aHHBIHA (eepabHbIi OpraH MCIIOJHUTEILHON BIACTH HAMpPABIISET 3asBUTEIIO 3alpOC O MPEICTaBICHUH
HEOOXOIMMBIX MaTepHalioB, KOTOPBI MOXET OBITh NepeiaH yINOJHOMOYEHHOMY NPEACTaBUTEIIO 3asSBUTEIS
JUYHO TIOJ PACIMCKy, HaIllpaBJIEH MO TOYTE 3aKa3HBIM MHUCHMOM WJIM TIepeZaH B 3JEKTPOHHOU (opme 1o
TEJIeKOMMYHHKAIIMOHHBIM KaHallaM CBs3H. B ciyuae HampaBieHus 3ampoca yIoJIHOMOYEHHOTO (peepaibHOro
OpraHa UCIOJHMUTENBHON BIACTH IO MOYTE 3aKa3HbIM IMHCbMOM OH CUMTAETCSA MOJIYYEHHBIM 10 MCTEYEHUHU
IIECTH JHEW C IaThl HAIPABJICHHS 3aKa3HOTO MUChMA.

11. 3asBuTens 00s3aH NPEACTABUTH OTBET Ha 3alpoC YIOJHOMOYEHHOro (¢eaepalbHOrO OpraHa
WCTIOTHUTEILHOW BJIACTH B CPOK, HE MPEBBIMIAIOIIAN IIECTHUACCATH pabovMx ITHEH CO JTHS TOyYCHUs
YKa3aHHOTO 3aIpoca. YTOJTHOMOUYEHHBIN (pemepanbHBIA OpraH MCTIOJHUTEIBHON BIACTH, BBIAABIIHMN 3aTaHHC
Ha TPOBEJEHHE OJKCHEePTU3bl OTHOIIEHUS OXKMAJAEMOH TMOJB3BI K BO3MOXXHOMY PHCKY TNPUMEHEHHUS



JIEKapCTBEHHOTO TIperapara Ha OCHOBaHHM JOKYMEHTa, COJAEPXKAIET0 pe3yibTaThl MOHHUTOpPWHTA
3 dexTuBHOCTH W 0E30MMacHOCTH JIEKAPCTBEHHOI'O IIperapara, B TEYCHHE IATH pabodumx mTHEH co ITHS
MOCTYIUICHUSI OT 3asBUTENS OTBETa Ha 3alpoC YIIOJIHOMOYEHHOTO (pelepaqbHOro opraHa HCHONHUTEIHHOM
BJIACTH HAIPaBISIET ATOT OTBET B JKCIEPTHOE YyUpekJaeHHe. B ciywyae HempencTaBieHHss MO UCTEUCHUH
IIECTUECITH padOYNX THEH 3assBUTEIEM OTBETA HA YKA3aHHBIN 3aIIPOC YIIOJTHOMOYECHHEIH (hefiepanbHbIi opran
WCTIOTHUTENFHOW BIIACTH, BBIAABIININ 3aJaHIE HA MMPOBEIEHIE SKCIIEPTH3BI OTHOIICHUS 0)KHIAeMOH MOJIB3HI K
BO3MOXXHOMY PHCKY MPHMEHEHHUS JIEKapCTBEHHOIrO Mpenapara Ha OCHOBAaHMM JOKYMEHTA, COJAEPIKAILETO
pe3ynbTaThl MOHUTOpHHTA 3(P(PEKTUBHOCTH W O€30MaCHOCTH JIEKAPCTBEHHOTO Tperapara, B TEUeHHUE IISTH
pabounx qHEH HampaBisieT B AKCIEPTHOE YUpPEKICHHE YBEIOMIIEHHE O HETPEJICTABICHUN 3asBUTENIEM OTBETa
Ha 3ampoc YKa3aHHOTO opraHa. Bpemsi co JHA HampaBlIeHHs 3ampoca DJKCIEPTHOTO YUYPEXKICHHS B
YIIOJTHOMOYEHHBIH ()eiepalibHbI  OpPraH WCIOJHUTEIBHON BIACTH A0 JHSA TOJMYYCHHS DKCICPTHBIM
YUpeKIEHHEM OTBETa Ha 3aIpOC WIH YBEJOMIICHISI O HETIPEACTABIICHIH OTBETA Ha 3aIPOC HE YUUTHIBACTCS MIPH
WCYUCIIEHUH CpOKa MPOBEIEHHUS JKCIEPTH3bl OTHOILICHMS OXHIACMOM TMOJB3Bl K BO3MOXKHOMY PHUCKY
MPUMEHEHUS JIEKAPCTBEHHOTO MpenapaTa Ha OCHOBaHUH JJOKYMEHTA, COJIEPKAaIlero Pe3yIbTaTbl MOHUTOPUHTA
3¢ hekTUBHOCTH 1 6€30MaCHOCTH JIEKAPCTBEHHOTO TIperapara.

12. B cpok, He TMPEBHIIAIIUN MecaTH pabounx MHEW CO JHA TOMYYCHHS 3aKIFOYSHHsS] KOMHUCCHU
OKCIEPTOB IO pE3yJIbTaTaM 3KCIICPTU3bI OTHOLICHUA O)KI/II[&CMOﬁ IIOJIB3bI K BO3MOXHOMY PUCKY IPUMCHCHUA
JIEKapCTBEHHOTO TIpemapaTa, COOTBETCTBYIOIIHMIA YIIOJHOMOYEHHBIN (elepanbHblii OpraH HCIIONHUTEIEHON
BJIACTH:

1) ocymiecTBISET OLEHKY 3TOr0 3aKIIOYEHHs Ul ONpENeTCHHs €ro COOTBETCTBUS 3aJaHHI0 Ha
NPOBECHNE YKa3aHHOW YKCIIEPTU3BL;

2) NIpUHUMAET pelleHHe O MOATBEPKICHIH IOCYAapCTBEHHON PErUCTpaIliy JIEKApCTBEHHOTO IIperapara
nn 00 OTKa3e B MOATBEP)KICHUHU rOCYIapCTBEHHOM PErHCTPALlK JIEKAPCTBEHHOT'O Mpenapara;

3) BHOCHUT NPH NPUHATUH PEILEHHS O NOATBEPXKICHUHU TOCYIaPCTBEHHOH perucTpannu JeKapcTBEHHOTO
npernapara CBeJIEHHsI B TOCYJApPCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEJICTB U BBIIAET 3asBUTEIIO OECCPOUHOE
PETrUCTPaOHHOE YOCTOBEPEHHUE JIEKaPCTBEHHOI'O Mpernapara.

13. OcHoBanueM sl OTKa3a B IOATBEPKICHUU TOCYAApPCTBEHHOH pPETrHUCTpaLuH JIEKapCTBEHHOIO
mpernapara  SBISETCS  3aKJIIOUEHHE COOTBETCTBYIOIIETO  YNOJHOMOUYEHHOrO  (pefepaibHOro  OopraHa
WCTIOJTHUTEIIHLHOM BIIACTH O TOM, YTO PUCK PHYMHEHHS BPe/ia 3/10POBBIO YeJIOBEKa HIIH >KUBOTHOTO BCIICACTBHE
npueMa JISKapCTBEHHOTO Ipernapara rnpeBbIaeT 3 GeKTHBHOCTh €ro MpUMEHEeHUS.

(B pea. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nepuon mpoBeAeHHs TPOLEAYPHI TIOATBEPKICHHUS TOCY1aPCTBEHHON PEeruCTpaliy JIEKapCTBEHHOTO
npemnapata ero oopamenue B Poccuiickoit denepanru He IPUOCTAHABIMBACTCA.

15. Homyckaercs oOpamieHne JIEKapCTBEHHBIX IPENapaToB JI0O HCTEYEHHS CPOKa TOIHOCTH,
MPOM3BEICHHBIX B TEUEHUE CTa BOCBMHIECITH KaJICHIAPHBIX JHEH Mocie AaThl NPUHSITHS YIOJTHOMOYEHHBIM
(enepanbHBIM OPraHOM UCTIOIHUTEIBHON BIACTH PEIICHHS O MTOJITBEPIKICHHN TOCYIapCTBEHHON perucTpanu,
B COOTBETCTBHHU C HH(MOpMAIIUEH, coiepKaliericss B JOKYMEHTaX PErHCTPaIMOHHOTO JIOChE Ha JIeKapCTBEHHBIH
npemnapar 10 AaThl IPUHSITHUS TAKOTO PELICHUSI.

(B pen. @enepanbnoro 3akona ot 02.08.2019 N 297-03)

Cratbs 30. BHeceHne M3MeHEHUIl B IOKYMEHTBI, COJep:Kaliecsi B PeriCTPAllMOHHOM JI0Che Ha
3aperucTPUPOBAHHBIN JIEeKAPCTBEHHbI Mpenapar AJas MeJUIHHCKOI0 IPMMeHeHH sl

1. B memsx BHeceHHWs W3MEHEHWH B JOKYMEHTHI, COZIEpIKallUecss B PETHCTPAIIIOHHOM J0Che Ha
3apEruCTPUPOBAHHBIN JIEKapCTBEHHBIN NpenapaT Uil MEAULMHCKOr0 MPUMEHEHUs, AepaKaTelab WU BIajemel
PETHCTPALIMOHHOTO  YAOCTOBEPEHMSI JIEKApCTBEHHOIO TIpenapara MWiId YIOJIHOMOUYEHHOE UM JpYyroe
IOPUAMYECKOE JIUIIO (J1ajiee B HACTOSIIEH CTaThe - 3asIBUTENh) IPEACTABIISET B YITOJTHOMOYEHHBIH (heiepanbHbINA
OpraH HCIOJHUTENFHONH BIACTHU 3asBJICHHE O BHECEHHMH TaKMX H3MEHEHHH 1o (opme, YCTaHOBIICHHOM
YIIOJIHOMOUYEHHBIM (peepalbHBIM OPTaHOM HCIOJHUTEIBHON BIACTH, W MpUjlaraeMble K HEMy M3MEHEHHS B
yKa3aHHbIE JOKYMEHTBI, a TAK)Ke JOKYMEHTHI, IOATBEP)KJatoIe HEOOXOAUMMOCTh BHECEHUS TAKUX U3MEHEHHH.
(B pen. @enepanpHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)
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Koncynprantlntoc: npumedanue.
C 01.01.2021 B u. 1.1 ct. 30 BHOCsITCSI M3MeHeHUs (D3 ot 27.12.2019 N 478-D3).

1.1. Tlpu HEoOXOAMMOCTH BHECEHHS B JOKYMEHTBI, COIEpXAallhecs B PErHCTPAllMOHHOM JOChE Ha
3apETHCTPUPOBAHHBIN JIEKApPCTBEHHBIN MpemnapaT Uil MeIUIIMHCKOTO MTPUMEHEHUs, N3MEHEHUH, yKa3aHHBIX B
MyHKTE 3 YacTH 2 HACTOsIICH CTaTbu U TPEOYIOUIMX MPOBEICHHS JKCIEPTH3bl KauecTBa JICKApCTBEHHBIX
CpPEACTB, 3asBUTEIb JONOTHUTENBHO MPEACTABISIET B YIIOTHOMOYCHHBIN (eaepalbHbIi OpraH UCTIOTHUTEIbHON
BIIACTH KOITHIO JINIIEH3WU Ha MTPOU3BOCTBO JIEKAPCTBEHHBIX CPENICTB MIIN KOTHIO 3aKIFOYEHHUS O COOTBETCTBHUH
MPOU3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TPeOOBAHMSAM TPaBUI HAJJIEKAIEH MPOU3BOJICTBEHHON MPAKTHKH,
BBIJIAHHBIX YIIOJIHOMOUYEHHBIM (peZiepaibHbIM OPraHOM HCIIONTHUTENBHOM BJIACTH B OTHOLICHUH M3MEHEHHON U
(nnn) DOTIOTHEHHOW MPOU3BOICTBEHHOH IIIOMIAIKH JIEKAPCTBEHHOT O MIPerapara, B CIydae, €CIIi MPOU3BOACTBO
JIEKapCTBEHHOTO TIpemapara ocymecTtBiusiercss B Poccuiickorr ®Dexpeparum, auOO0 KOMHIO BBIAAHHON
YIIOJITHOMOYCHHBIM OPraHOM CTpPaHbI IMTPOU3BOJUTCIIA JIULCH3UN Ha IMTPOU3BOJACTBO JICKAPCTBECHHOI'O IIpCIriapaTta
U ee MepeBOJl Ha PYCCKHUH S3BIK, 3aBEPEHHBIE B YCTAHOBICHHOM IIOPSIKE, a TAaK)Ke KOMHIO 3aKIIOYEHHUS O
COOTBETCTBHHM  TPOM3BOJIUTENS  JICKAPCTBEHHBIX  CPEICTB  TpeOOBaHMSIM  TPaBWI  HaJJIekKaIIeh
HpOPI3BOI[CTBGHHOI>i IMPAKTUKH, BBIAAHHOI'O YIOJHOMOYCHHBIM (I)CI[epaJH)HI)IM Opranom HUCIIOJTHUTEILHOM
BJIACTU B OTHOIIEHUHU H3MEHEHHOU U (I/IJ’II/I) JIONIOJIHEHHOM TMPOU3BOJICTBEHHON IUIONIAAKUA JIEKAPCTBEHHOTO
mperapaTa, WiId KOIHIO PEIIeHUS YIIOJTHOMOYEHHOTO (emepaabHOro OopraHa HWCHOJTHHUTEIHHONW BIACTH O
MIPOBEJICHUHM WHCIEKTHPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB B Clydae, €CIH IPOU3BOICTBO
JIEKApCTBEHHOT'O IIpenapara OCyLIeCTBISIETCS 3a Ipeaenamu Poccniickoit @enepanuu.

(dacts 1.1 BBenena @enepanbHbiM 3aK0HOM OT 04.06.2018 N 140-D3)

Koncynprantlnroc: npumeyaHue.
C 01.01.2021 B 9. 1.2 ct. 30 BHOCsTCS m3MeHeHUs (D3 ot 27.12.2019 N 478-D3).

1.2. Tlpu HEOOXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COIEPKAIllHecs B PETUCTPAIMOHHOM JI0Che Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar A MEAULMHCKOrO PUMEHEHNS, U3MEHEHNH, YKa3aHHbIX B
MMyHKTe 4 YacTW 2 HACTOSIIEH CTaThWl W TPEeOYIOMMX MPOBEIACHHUS IKCIEPTHU3bI KadecTBa JIEKAPCTBEHHBIX
CPEICTB, 3asBUTENb JOMOIHUTEIHHO MPEACTABISET B YIIOTHOMOYEHHBIN (eiepalibHbIi OpraH NCIOTHUTEIHHON
BJIACTHU KOIIUIO JIMLEH3UH HA IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB MIIU KOIMIO 3aKJIFOUEHHS O COOTBETCTBHHU
MIPOM3BOJUTENS JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMSAM TIpaBHJI HaJUIeXkalled MPOU3BOJICTBEHHON MPAaKTHKH,
BBIAHHBIX ~ YIIOJIHOMOYEHHBIM  (pellepallbHbIM OpPraHOM  WCIIOJIHUTENBHOW BIACTH B OTHOIICHHUHU
HPOU3BOACTBEHHON IUIOLIA/IKU JIEKAPCTBEHHOT'O IMpernapara, B Cllydae, €CJId IPOU3BOJCTBO JIEKAPCTBEHHOTO
npernapara ocyliectisiercs B Poccuiickoii denepariny, 1100 KOIMUIO BBIJAHHON YIIOJTHOMOUYEHHBIM OPraHOM
CTpaHbl MPOU3BOAUTENS JIMUEH3UU HA MPOU3BOJCTBO JEKAPCTBEHHOrO Ipenapara U €€ MepeBOj] Ha PYCCKUI
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM MOPSIKE, a TAKXKE KOMUIO 3aKIOYEHHUSI O COOTBETCTBUU MPOU3BOAUTEIS
JIEKApCTBEHHBIX CPEJICTB TPEeOOBaHMSIM MNpPAaBWI HaJUIeXkalled MPOM3BOJCTBEHHON MPAaKTHKU, BBIIAHHOTO
YIIOJIHOMOYEHHBIM  (peIepalIbHbIM OpPraHOM HCIOJHUTENBHONM BJIAacCTH B OTHOLICHWH NPOM3BOACTBEHHOM
IUIOIIAAKK JIEKAPCTBEHHOTO Ipernapara, WM KOIHUIO PELIeHUs YIOJHOMOYEHHOro (eaepabHOro opraHa
HCIIOJIHUTEJIBHON BJIACTU O MPOBEIACHUM WHCIEKTHUPOBAHUS MPOU3BOJUTEINS JIEKAPCTBEHHOTO CPENCTBA B
Cly4yae, €clid IPOU3BOJCTBO JICKAPCTBEHHOrO Ipenapara OCYyLIECTBISETCS 3a mpenenamu Pocculickoi
®denepanun.

(gacts 1.2 BBeneHa PexaepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

1.3. [IpunsiTre peuieHus 0 BHECEHUH U3MEHEHHUM UK 00 0TKa3e BO BHECCHUU U3MEHCHHI B JOKYMEHTHI,
coJlep)Kaliuecss B PETHUCTPAIlMOHHOM JOCh€ Ha 3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIM TIperapar s
MEIHUIIMHCKOIO MPUMEHEHHUs, B Cllydyae HEOOXOIUMOCTH IMPOBEACHHS IKCIEPTU3bI Ka4eCTBa JIEKAPCTBEHHBIX
cpeacTB W (WIM) AKCHEPTU3bl OTHOIICHUS OXKUJAAEMOH IOJb3bl K BO3MOXHOMY PHCKY IPHUMEHEHHS
JIEKapCTBEHHOTO TIpemnapara JIjis MEIUIUMHCKOrO MPUMEHEHUS OCYIIECTBISIETCS B CPOK, HE MPEBBIMIAOIIHIA
JIEBSTHOCTA padOYMX JHEU, a B OCTAIBHBIX CIyYasiX B CPOK, HE MPEBBIIIAONINI TPUALATH paO0UHX JHEH CO JHA
MIPUHSATHS YIOTHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH 3asiBICHUS O BHECEHUH TaKUX
U3MEHEHUI.

(dacts 1.3 BBenena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)
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1.4. VYnomHoMoueHHbIH (eaepanbHBIl OpraH HCHOJIHUTENFHOW BIACTH C Y4YETOM pPE3YJIbTaToOB
(hapmakoHa30pa U MPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX CPEICTB, HAXOISAIINXCS B TPAXKIAHCKOM 000poTe,
YCTAHOBJICHHBIM TPeOOBaHMSIM K WX KAuecTBy B TEUYECHHE AECATH padouuMx AHEH cO THS TOCTYIUICHHS
COOTBETCTBYIONICH MH(OPMAIIMK pa3MeNiaeT Ha cBoeM o(HIManbHOM caiite B cetu "VIHTepHET" CBEIEHUS O
HEO0OXOJUMOCTH BHECEHHSI B WHCTPYKIUIO M0 MEAWIWHCKOMY TNPUMEHEHHIO JIEKAPCTBEHHOTO IIperapara
VM3MEHEHUI B OTHOIIICHUH CBEJIEHUI O IMOKAa3aHUAX JJISl IPIMEHEHHUS U MMPOTHUBOTIOKA3AHUAX U TIPUMEHEHHUS
JIEKapCTBEHHOTO Tpenapara, BhISIBICHHBIX MOOOYHBIX ACHCTBHAX, HEKENATEIbHBIX PEAKIHIX IPU NPUMEHEHUN
JIEKapCTBEHHOTO TIperapara W yBEAOMIISIET 00 3TOM B JJIEKTPOHHOH (opMe WM MHCbMEHHOW (opme (Ha
OyMa)KHOM HOCHTENe) AepiKaTeis WM BIaJesblla PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapata (MM yIOJTHOMOYEHHOE MM JIPYyroe IOpUAMYECKOE JIMLO), a TakKe AepiKaTeNied WU BiaJelbleB
PErUCTPAaLIMOHHBIX YJOCTOBEPEHUI JIEKapCTBEHHBIX IMpenaparoB (WM YIOJIHOMOYEHHBIX MMM JAPYTHX
FOPUAMYECKUX JIHIT), KOTOPBIE SBIISIOTCS B3aWMO3aMEHIEMbBIMI.

(dacts 1.4 BBeneHa @enepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

1.5. JlepxaTens unu Biazienel perucTpallioOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO MIperapaTta, a TaKkxKe
JepKaTeld WM BIAfENbLbl PETUCTPALIMOHHBIX YJOCTOBEPEHUH JIEKapCTBEHHBIX IHpemnaparoB (WId
YIIOJTHOMOYCHHBIC HMHU APYTU€ HOPHUINYCCKUC J'H/IHa), KOTOPBIC ABJIAIOTCA B3aNMMO3aMCHACMBIMU, 0651321H])I
npeacTaBuTh B ynOJ’IHOMO‘-IGHHLIfI (I)CllepaﬂbeIfI opran HMCIOJIHUTEIBHON BJIACTH 3asIBICHUS O BHECEHHMU
W3MEHEHUH B JOKYMEHTBI, COAEPIKAIINECS B PETUCTPALIMOHHBIX JOCHE Ha 3aperCTPUPOBAHHBIC JIEKAPCTBEHHbIE
mpenapaTsl A MEIUIMHCKOTO MPUMEHEHHUS, B OTHOILEHHM CBEACHUM, YKa3aHHBIX B HHCTPYKLHUH IO
MEIUIUHCKOMY IPUMEHEHHUIO JIGKapCTBEHHBIX IMperapaToB, B TeueHHE COpokKa pabouux IHEH co IHS
pa3MeLIeHNs yIOJTHOMOYCHHBIM (heiepaIbHbIM OPraHOM UCIIONHUTEIBHOHN BIacTH HHPOPMAINH, YKa3aHHOU B
yactu 1.4 HacTosmIeH craThy. [laHHOE TpeOOBaHME HE PaCIPOCTPAHIETCS HA CIydar BHECEHUS B MHCTPYKITUIO
10 MCAUIIUHCKOMY IMMPUMCHCHUIO JICKAPCTBCHHOTI'O MIpe€Tiapara W3MEHECHUI B OTHOIIICHWH HOBBIX ITOKA3aHUN JUISL
MIPUMEHEHUS JIEKAPCTBEHHOT'0 NpenapaTa Ha OCHOBAaHUM Pe3yJIbTaTOB COOTBETCTBYIOIINX HCCIIET0BAaHUM.
(dacts 1.5 BBeneHa PeaepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

2. DKcrnepTr3a IEKapCTBEHHBIX CPEJICTB B YACTH SKCIIEPTH3BI KAUeCTBa JIEKAPCTBEHHOTO CPECTBA U (HJITH)
9KCHEPTHU3b! OTHOLICHHUS OKUIAEMOH MOJIb3bI K BO3MOXKHOMY PHCKY IPUMEHEHHS JIEKApCTBEHHOTO MpenapaTa
JUIS. MEIUIIMHCKOTO IPUMEHEHHUS IPOBOAMTCS B CIIydae BHECEHUS! M3MEHEHHUH B JOKYMEHTBI, COACPIKAIINECs B
PETUCTPALIOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH MpenapaT, B OTHOIICHUH:

1) cBeneHuni, yka3aHHBIX B MHCTPYKIUU 110 MEAUIIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO MpenapaTta:

a) JICKapCTBCHHAs (1)opMa C YKa3aHHuEM HAaMMCHOBAaHHMI M KOJIMYECTBEHHOI'O COCTaBa HeﬁCTBYIOHlHX
BC€IICCTB W KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIBHBIX BCHICCTB (HpI/I HGO6XOI[I/IMOCTI/I KOJIMYECTBCHHOT'O
COoCTaBa BCIIOMOIaTCJIbHBIX BeH.IeCTB);

0) ¢papmakonnHamMuka u (papMakOKWHETHKA (32 MCKIIOUYEeHHEM (apMaKOKHHETHKH TOMEOTATUYeCKUX
JIEKApCTBEHHBIX MPETIApaTOB M PACTUTEIbHBIX JIEKAPCTBEHHBIX MPETapaToB);

B) MOKa3aHMsA AJIsl IPUMEHEHUS;
T') IPOTUBOTIOKA3aHUSA I IPUMEHEHUS;
1) MEpPBI IPEAOCTOPOKHOCTH NPU IPUMEHEHHH;

€) yKa3zaHue BO3MOXXHOCTH M OCOOEHHOCTEH MPUMEHEHN JIEKAPCTBEHHOTO IIpernapara st MeTUITHHCKOTO
MpPUMEHEHUS] OCpEeMEHHBIMH JKCHIIMHAMH, J>KCHIIMHAMU B MEpPUOJ TPYIHOTO BCKAPMIIMBAHHSA, JETbMHU,
B3pOCIIBIMH, UMEIOLIMMHU XPOHUYECKHE 3a00JIeBaHUS;

) PEKHM JO3MPOBAHMA, CHOCOOBI BBENCHWS M NPUMEHEHHS, NIPH HEOOXOJMMOCTH BpeMs IpreMa
JIEKapCTBEHHOT 0 MpenapaTa, IpOAOKUTENBHOCTD JIEUEHMSI, B TOM YHCIIE Y I€TEH JI0 U MOCIIE OAHOI0 T0/1a;

3) BO3MOJKHBIC MOOOYHBIC MCHCTBUSA W HEXENATENbHBIC PEAKIUH TPH MPUMEHEHHH JICKAPCTBCHHOTO
npemnapara;

I/I) CUMIITOMBI IEPCAO03UPOBKU, MCPHI IO OKAa3aHWIO TOMOIIH ITPU MICPEAO03UPOBKE;
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K) B3aUMOJICHCTBHUE C IPYTUMH JICKAPCTBEHHBIMU TpenapaTaMu ¥ (WJIH) MHIIEBIMHA MTPOAYKTaMU;
1) (opMBI BBIITyCKa JIEKAPCTBEHHOTO MpemnapaTra;

M) yKazaHue (Ipu HEoOXOOUMOCTH) OCOOCHHOCTEH NEeHCTBUS JIEKApPCTBEHHOIO Mpenapara npu MepBOM
IIpUEME WM IPU €T0 OTMEHE;

H) CB€ACHHA O BO3MOXXHOM BJIMAHUH JICKAPCTBCHHOI'O IIpriapaTta i1 MEAUIMUHCKOTIO NPUMCHCHHA Ha
CIIOCOOHOCTH YIPaBJIATh TPAHCHOPTHBIMU CPEACTBAMU, MEXaHU3MaAMU,

0) CPOK TOJIHOCTH M YKa3aHHe Ha 3alpeT MPUMEHEHHsI JISKapCTBCHHOTO MperapaTa 1Mo NCTEYCHUH CPOKa
TOJIHOCTH;

T1) YCIIOBUS XPaHEHUS;

P) YCIIOBHS OTITYCKa;

2) cocTaBa JIKapCTBEHHOTO Mpemnapara Jyisi MEIUIIUHCKOTO IPUMEHEHUS;

3) U3MEHEeHHs MecTa MPOU3BOJICTBA JICKAPCTBEHHOTO Mpenapara Jisi MEITUIIMHCKOTO MTPUMEHCHUS;

4) u3MeHeHHs MoKa3aTesiell KauecTBa JIEKapCTBEHHOIO Tpernapara JUisi MEAULUHCKOTO MPUMEHEHUs U
(uM) METOIOB KOHTPOJISI KadecTBa JISKApCTBEHHOTO Ipernapara Al MEAULUHCKOTO IPUMEHEHHUS;

5) HN3MCHCHUA CPOKA rOAHOCTH JICKAPCTBECHHOT'O NIperiapaTa JJIsI MEAUIMUHCKOTI'O ITPUMCHCHU S,

6) cBemeHMH O HEOOXOOUMOCTH BHECEHHS HMHBIX HM3MEHEHHH B HHCTPYKLHUIO 10 MEIULHUHCKOMY
MIPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara, a Takke B WHbIE JTOKYMEHTBI, COJiepKallliecs] B perucTpalioHHOM
JI0Che Ha 3aperHCTPUPOBAHHBIN JeKapCTBEHHBINH mpemapaT. Ilpu sToM perieHne o MpoBENEeHHH 3KCIEPTH3BI
KayecTBa JICKAPCTBEHHBIX CPEACTB U (MJIM) 3KCTIEPTU3bI OTHOIIEHUS 0’KUAaEMOH MOJIB3bI K BO3MOXKHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHOT'O IperapaTa Al MEIULMHCKOrO0 NMPUMEHEHHUS NMPHUHUMAETCS B COOTBETCTBUU C
YTBEP)KACHHOW YIOJIHOMOYEHHBIM (eiepalbHBIM OpPraHOM HCTIONHUTENIBHOM BIACTH KiaccuUKaimen
W3MEHEHUH, BHOCHUMBIX B JIOKYMEHTBI, COJIEPIKAIIMeCs B PETUCTPALIMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar.

(gacts 2 B pen. PexnepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeyanue.
C 01.01.2021 4. 3 ct. 30 uznaraetcst B HoBou pemakiuu (D3 ot 27.12.2019 N 478-D3).

3. C 3asBieHHEM O BHECCHHM W3MEHEHHM B JOKYMEHTHI, COJAEpIKAIINECS B PETUCTPAIIIOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar AJii MEAULMHCKOTO MPUMEHEHUs, HApsAy C JOKYMEHTaMHU,
YKa3aHHBIMH B 9acTH | HACTOSIIEH CTaThH, 3asSBUTENH MPEACTABISIECT KOMUU JTOKYMEHTOB, TTOATBEPIKIAIOTITIX
YILIaTy TOCYAapCTBEHHOM MONUIMHBI 32 BHECEHUE B JIOKYMEHTHI, COJIEPKAIIMECs B PETUCTPAIIMOHHOM JIOCHE Ha
3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat A MEAUIIMHCKOTO TPUMEHEHUs, H3MEHEHUH, TPeOYIomuX
MPOBEJICHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B YACTU IKCIIEPTU3BI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U
(Wnm) SKCIIepPTU3bl OTHOIICHUS OXKHIAeMON TOJB3bI K BO3MOXXHOMY PHCKY NPUMEHEHHUS JIEKapCTBEHHOTO
mnpemnapara Ajis MEIULIHUHCKOTO NPUMEHEHMs, TOCYIapCTBEHHON MONUIMHBI 32 BHECEHHE B JOKYMEHTHI,
coaepKaliuecss B PETUCTPALIMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpemapar ajis
MEIUIIMHCKOTO IPUMEHEHISI, U3MEHECHHH, HE TPEOYIOMNX MPOBEACHMUS SKCIIEPTH3HI JICKAPCTBEHHOTO CPEJICTBA,
00 BIpaBe TPEICTABUTH 10 COOCTBEHHOW WHWIMATHBE YKa3aHHBIE JOKYMEHTHL. B ciydae wux
HEMPEe/CTaBIICHUS YIOJTHOMOUYEHHBIH (pelepanbHbIii OpraH UCIIOTHUTEIHHON BIACTH MIPOBEPSIET (PAKT yILIATHI
rOCYy/IapCTBEHHBIX TOIUIMH  3asBUTEJIEM IIOCPEJACTBOM  HCIIOJb30BaHUS WHGpoOpMaiuMu 00  yruiare
rOCyIapCTBEHHBIX IOLUIMH, cojaepikaiieiics B [ocymapcTBeHHOW  WHGOPMAIMOHHOW CHUCTEME O
FOCYJapCTBEHHBIX M MYHULMIAIBHBIX IUIaTeKaX, HAa OCHOBAaHUU INPEJICTABICHHBIX 3asBUTEIIEM KOIUN
JIOKYMEHTOB, MOATBEPKIAIOLIUX YIUIATY TOCYAapCTBEHHOM MOIUIMHEIL.

(dactp 3 B pen. DenepanpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

4. B tcucHue JCCATH pa6oq1/1x ,E[Hefl CO OHA MOCTYIUICHHUA YKAa3aHHOI'O B 4aCTH 1 HaCTOHH.[CfI CTaTbu
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3asBJICHUS] K HEOOXOIUMBIX JOKYMEHTOB YIIOJTHOMOYCHHBIN (ellepaibHbIi OpraH HCIIOTHUTEILHOW BIIACTH:

1) mpoBOAHMT MPOBEPKY IONHOTHI M JOCTOBEPHOCTH CBENEHWH, COAEPIKAIMUXCS B IPEICTaBICHHBIX
3asBUTEJIEM MaTepuanax;

2) IpUHUMAET pelIeHre O MPOBEACHUN YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThbU COOTBETCTBYIOIIMX
AKCIIEPTU3 JICKAPCTBEHHOT'O CPEJICTBA HITH 00 OTKA3€ B MX NPOBEACHUU;

3) yBenoMIIsSIeT B 3JICKTPOHHON MIIM TUCbMEHHOU (DOpMe 3asiBUTEINS O MPUHATOM PELICHUH HIIH B CIydae
NPUHATHS pelIeHus] 00 0TKa3e B MPOBEJCHUH COOTBETCTBYIOMIEH AKCIIEPTH3HI C YKa3aHWEM NPUYHUH TAKOTO
OTKa3a.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

4.1. B cityuae BBISBICHUS] HEJJOCTOBEPHOCTH CBENICHHMN, COJICPIKAIIIMXCS B TPEJICTABIICHHBIX 3asBUTEICM
MaTepuaiax, yIoJHOMOYCHHBIN ()eiepalIbHbIN OpraH UCTIOJHUTEIHLHON BIIACTH HAITPABIISACT 3asSBUTEITIO 3aIPOC
00 yTOYHEHHWM YKa3aHHBIX CBeleHWH. JlaHHBI 3ampoc MokeT OBITh TepeJaH YIOJTHOMOYCHHOMY
MPECTABUTEIIO 3asSBUTENS JIMYHO IMOJ PACIUCKY, HAMPaBIEH MO MOYTE 3aKa3HBIM MUCHMOM WM MEpe/aH B
3JNIEKTPOHHOH (hopMe MO TEeICKOMMYHHKAIIMOHHBIM KaHallaM CBsI3U. B cilyuae HampaBiieHUS JaHHOTO 3arpoca
10 MOYTEC 3aKa3HBIM MMHUCHMOM OH CUUTACTCA IMOJTYYCHHBIM IO UCTCUCHUMN HICCTHU IlHeﬁ C JaThl HaIllpaBJICHUA
3aKa3HOTO MUCHhMA.

(dacts 4.1 BBeneHa PepepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asButenab 0053aH MNPEJACTABUTH OTBET Ha 3alpoc YHOJHOMOUYEHHOTrO (eepanbHOro opraHa
WCTIONIHUTENIFHON BJIACTH B CPOK, HE MPEBBIIAIONINN JEBSIHOCTa Pa0OYMX IHEH CO IHS MOIYyYeHHs TaHHOTO
3anpoca. Cpok, yKa3aHHBIA B 4acTu 4 HACTOSILEW CTaThbW, NPUOCTAHABIMBAECTCS CO OHS HapaBIICHUSA
3asBUTEITIO 3a1pOca YIIOJIHOMOYEHHOTO (heZiepabHOr0 OpraHa HCIIOTHUTENFHON BIACTH 10 AHS TONTYyYeHHUS UM
OTBETa Ha JAaHHBIA 3alpOC M HE YYUTHIBACTCS NPH HCUUCICHUM CPOKAa MNPHUHATUS PELICHUS O BHECEHUH
W3MEHEHUH B [IOKYMEHTBI, COIEpXKallhecs B PEruCTPAlMOHHOM [JIOChE€ Ha 3aperHCTPUPOBAHHBIN
HeKapCTBeHHBIﬁ npenapart 4t MCAUIUHCKOT'O IIPUMCHCHU .

(uacts 4.2 BBeneHa PeaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHHEM JJIs OTKa3a B IPOBEACHNN yKa3aHHBIX B YAaCTH 2 HACTOSIIIEN CTaThbU SKCIIEPTU3 SIBIIAETCS
MpeJcTaBiIeHnue JOKYMEHTOB, MEPEYHCICHHBIX B YacTsaX | m 3 HacToslield CTaTbd, B HEMOJHOM 00ObeMe,
HEMpPEeCTaBIICHUE 3asiBUTEJIEM B YCTAHOBIIEHHBIH CPOK OTBETAa Ha yKa3aHHBIA B yacTH 4.1 HacTosel ctaTbu
3alpoc  yIMOJIHOMOYEHHOTO (efepajbHOr0 OpraHa WCIOJHUTEIbHON BJIACTH, a TakKXe OTCYTCTBHUE B
MpEeJCTaBICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEJICHUH, IOJITBEPKIAIOIINX HEOOXOJUMOCTh BHECEHHSI
W3MEHEHUH, WM OTCYTCTBHE WH(OPMAIUK, MOATBEpXKAaronield (QakT yIruiaTel rocylapCTBEHHBIX IOIUINH,
YKa3aHHBIX B 4aCTH 3 HACTOSIIEH CTaTbH.

(B pea. ®enepanbHbIX 3ak0HOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIE B YaCTH 2 HACTOALIEH CTaThU SKCIIEPTU3HI TPOBOAATCS B MIOPSIIKE, YCTAHOBICHHOM CTaThel
23 nacrosimero denepaabHOro 3aKOHA.

7. B cpok, HE TMPEBHIMIAOIINN AeCITH padoYuX MHEW CO AHS TOMYyYCHUS 3aKIFOUCHUN KOMHCCHIA
OKCIIEPTOB IO pPE3yJbTaTaM YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTAaThbH DKCIEPTH3, YHOTHOMOYEHHBINA
(benepanbHbI OpraH UCIIOIHUTEILHON BIACTH:

(B pen. @enepanpHOTrO 3aK0HA OT 22.12.2014 N 429-D3)

1) npuHUMaeT pemieHNe O BHECEHHWH M3MEHEHHH B JIOKYMEHTHI, COJIEpKAIIUecs B PErHCTPAlMOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIH Npenapar il MEIUIIMHCKOTO IPUMEHEHHsI, MM 00 0TKa3e BO
BHECEHHMH TaKUX MU3MEHECHU;

2) BHOCUT B TOCYAAapCTBEHHBIN pEecTp JEKapCTBEHHBIX CPEJCTB HAa OCHOBAHMH PEUICHHUS O BHECEHUHU
W3MEHEHUII B JOKYMEHTBI, COJEp)KallMecs B PErHCTPallMOHHOM JOChE€ Ha 3aperucTpUpOBaHHBIN
JICKApCTBEHHBIH Ipenapar Uil MEAMLUHCKOIO NPUMEHEHUs, HEOOXOOUMbIe M3MEHEHHMs M BO3BpAIlaeT HX
3asIBUTENIO;

3) BBIAAET 3aABUTEIIO0 HOBOE PETHCTPAIIMOHHOE YIOCTOBEPECHUE JICKAPCTBEHHOTO Tperapara B Clydac
M3MEHEHUS CBEICHUH, COACPIKAIITIXCS B HEM.
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(1. 3 BBemen DeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3)

8. OcHOBaHUEM JUTS 0TKa3a BO BHECCHUH U3MEHEHUH B JOKYMEHTBI, COJICPKANIUECs B PETUCTPAIIMOHHOM
JIOChE Ha 3apErHMCTPUPOBAHHBINA JIEKAPCTBEHHBIN mMpernapaTr Uisi MEIUIMHCKOTO MPUMEHEHUS, SBIACTCA
3aKJIIOUYEHNE YITOTHOMOYEHHOTO (peIepalbHOTO OpraHa MCIIOJHUTENEHOW BIACTH O BO3MOXKHOCTH CHUKEHHS
0e301acHOCTH, Ka4ecTBa, () (HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA B CIyYae BHECEHUS TaKUX H3MEHEHUH.

9. JlomyckaeTcst oOpalieHHe JIEKapCTBSHHBIX MPENapaToB T MEAUIIMHCKOTO MPUMEHEHUS 710 UCTCUCHHUS
CpOKa rOIHOCTH, IPOU3BEICHHBIX B TCUCHUE CTA BOCBMUICCATH THEH MOCIIE AaThl IPUHSATHS YIIOJTHOMOYECHHBIM
benepanbHBIM OPraHOM HCIIOJHHUTEIBHOW BIACTH PEIICHUS O BHECCHUH HW3MEHCHHH B JOKYMEHTBI,
CoJIepyKaIINecs] B PETHCTPAIMOHHOM 0ChE, B COOTBETCTBUU ¢ MH(OPMAIHEH, coepKalieicss B JOKYMEHTaxX
PETUCTPAIIMOHHOTO A0CHhE Ha JIEKAPCTBEHHBIN MPenapaT M0 AaThl IPUHITHS TAKOTO PEIICHHUS.

(uacth 9 B pen. depepanbHoro 3akona ot 22.12.2014 N 429-D3)

CraTbsa 31. BHeceHne M3MeHeHUH B JOKYMEHTBI, COAep KalIecss B PerncTPAlMOHHOM /J0Che Ha
3aperucTPpUPOBAHHBII JleKapcTBeHHbII Npenapar AJ15 BeTePUHAPHOI0 IPUMEHEeHU s

Koncynprantllmtoc: npumeyanue.
C01.01.2021 B a63. 1 4. 1 cr. 31 BHOCsATCS M3MeHeHus (D3 or 27.12.2019 N 478-D3).

1. B memsix BHECeHMs] H3MCHEHUN B JOKYMEHTBHI, COJCP)KAIUECS B PETHCTPAIMOHHOM JOChE Ha
3apEerUCTPUPOBAHHBII JIGKAPCTBECHHBIN Mpenapat AJ1s1 BETCPUHAPHOTO IPUMEHEHHUS, Aep KaTellb WIK BIaaelier]
PETUCTPALIMOHHOTO  YAOCTOBEPEHMs JIEKApCTBEHHOIO IIpernapaTta WIM YIOJIHOMOYEHHOE UM Jpyroe
IOPUIMYECKOE JIUIIO (J1aiee B HACTOSIICH CTaThe - 3aBUTENb ) PEICTABISET B YIIOTHOMOYCHHBIN (heaepanbHbIi
OpraH HCIOJHUTENIPHON BIACTH 3asBJICHHE O BHECEHHMH TaKMX H3MEHEHHH 1o (opme, YCTaHOBJICHHOM
YIIOJIHOMOYEHHBIM (e/lepanbHbIM OPraHOM HMCIOJIHHMTENBHON BJIACTH, W IpUjlaracMbele K HEMy M3MEHEHUS B
YKa3aHHBIC NOKYMCHTEI, a@ TAKXKE NOKYMCHTEI, ITIOATBCPKAAIOIINEC HGO6XOI[I/IMOCTB BHECEHHS TaKUX U3MEHECHHI.
IIpr HeoOXOIUMOCTH BHECEHHS W3MEHEHUH B JOKYMEHTBI, COAEp’KaIllMecs B PETUCTPALlMOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBII JIEKAPCTBEHHBI MpenapaT Uil BETEpUHAPHOIO NPUMEHEHHS, B CIIydasX W3MEHEHUs U
(nnn) OMOSTHEHUS TIPOU3BOICTBEHHOH IIJIOIIAIKH JIEKAPCTBEHHOTO CPEZCTBA, a TAK)KE N3MEHEHUS MoKa3aTeeit
KauecTBa JIeKapCTBEHHOIO MpernapaTa /g BEeTepUHAPHOTO IPUMEHEHHs U (MJIM) METOJIOB KOHTPOJI KauecTBa
JIEKApCTBEHHOTO Mperapara AJsl BETCPUHAPHOTO NPHUMEHEHHS 3asBUTENb JIOTOJIHUTEIBHO NPEACTaBISIET B
YIIOJTHOMOYEHHBIH (heiepalibHbIA OpraH UCTIOIHUTEIBHOMN BJIACTH CIICAYIOIIME JOKYMEHTHI:

Koncynprantllntoc: npumeyanue.
C01.01.2021 Bm. 1 9. 1 cr. 31 BHOCsITCS M3MeneHust (D3 ot 27.12.2019 N 478-D3).

1) KOImuA JIMOCH3UMW Ha HOPOU3BOACTBO JICKAPCTBCHHBLIX CPCIACTB, BBII[aHHOﬁ ITPOU3BOJUTECITIO
JICKApCTBCHHOTO IpcIiapaTa AJis1 BETCPUHAPHOTO IIPUMCEHCHUS, T pOCCI/If/iCKI/IX HpOHBBO,Z[HTCJIeﬁ;

Koncynprantllmtoc: npumeuanue.
C01.01.2021 Bm. 2 4. 1 cr. 31 BHOCsiTCS m3MeneHus (D3 ot 27.12.2019 N 478-D3).

2) Komusi JHMIEH3UM HA TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BBLAAHHONW TNPOM3BOIUTEIIO
(dapMarieBTHYeCKOi CyOCTaHIMH, BXOJSINEH B COCTaB JIGKAPCTBEHHOTO TIperapara Jyisi BETEPHHAPHOTO
MIPUMEHEHUS, JUIsl POCCUHCKUX MTPOU3BOAUTENEH;

3) xomMs JOKYMEHTA, BBIAAHHOT'O YIOJHOMOYEHHBIM OPIaHOM CTPaHBI MPOU3BOIUTENS ISl KaXKIOH
MIPOM3BOACTBEHHON IUIOMIAJKA JIEKAPCTBEHHOTO TMpemapata JUuid BETEPUHAPHOTO TMPUMEHEHUS W
MOJTBEP)KJAIOIIETO COOTBETCTBHE INPOU3BOAUTENS JIEKAPCTBEHHOIO TMpenapara TpeOOBaHUAM IpaBHII
HaJIeXKaIel MpOu3BOACTBEHHON MPAKTHUKHU, U €r0 MEePEeBO]] Ha PYCCKUHN SA3BIK, 3aBEpPEHHBIC B YCTAHOBIEHHOM
MOPSIJIKE, @ TAKXKE KOMHSI 3aKIIFOYCHHUS] O COOTBETCTBUU TPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
MpaBWI HaJIeKaleld MPOM3BOACTBEHHON MPaKTHKH, BBIIAHHOTO YIMOJHOMOYEHHBIM (eiepajbHbBIM OpPraHOM
WCIIOJTHUTENBPHOW BIACTU JUIsI KaXXAOH TPOMU3BOJACTBEHHOM IUIOMIAJKHA JIEKAPCTBEHHOTIO Ipemnapara i
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BETEPUHAPHOTO TPHUMEHEHHUs, JHOO0 KOMHS pEHmIeHWs O TPOBEIECHUN WHCIEKTHPOBAHUS ITPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEICTB, MPUHATOTO YIOIHOMOUYEHHBIM (heepaTbHBIM OPTaHOM HCTIOTHUTENBHOM BIACTH IS
KaXJI0M MPOU3BOJCTBCHHON IIIOIMIAIKA JIEKAPCTBEHHOTO IMIpermapara i BETEPUHAPHOIO MPUMEHCHUS.
VYkazaHHbIE OKYMEHTHI MPEACTaBISIOTCS B CIydyae, €Cld IPOU3BOJICTBO JIEKAPCTBEHHOIO Ipemaparta s
BETEPUHAPHOTO MPUMEHEHUS OCYLIECTBISIETCS 3a npenenamu Poccuiickoilt denepanuu;

4) xommAg [OKYMEHTa, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPraHOM CTPaHbl  POW3BOAUTEIS
(hapmareBTHYECKONW CYOCTaHIIMKM M TMOATBEPIKIAIONIETO COOTBETCTBUE IMPOM3BOIUTENS (hapMalleBTHUICCKON
cyOcTaHIINY, BXOASIIEH B COCTaB JIEKAPCTBEHHOTO Tpenapara sl BETepHHAPHOTO MPUMEHEHNS, TPEOOBaHUAM
MpaBWJI HAJJICKAIICH MPOU3BOJCTBEHHOW NPAKTHKH, W €ro IEPeBOJ] Ha PYCCKUN S3bIK, 3aBEPEHHBIC B
YCTaHOBJICHHOM TOPSIJIKE, B CIy4ae, €CIM IMPOU3BOJICTBO (PapMaIleBTHUSCKON CYyOCTaHIIUM OCYIIECTBIIICTCS 32
npenenamu Poccuiickoii @enepanuu.

(dactp 1 B pen. denepanproro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cinydae naMeHeHus U (WIIK) AOTIOHEHHS TIPOU3BOICTBEHHOM IIOIA IKM JIEKAPCTBEHHOTO CPEICTBA
JOKYMEHTBI, yKa3aHHBIC B YacTH | HaCTOSILIEH CTaThH, IPEACTABIISIIOTCS 3asBUTENIEM B OTHOIIEHUH H3MEHAEMOI
n (WIM) OOMOJHSAEMOM NPOM3BOJICTBEHHON IUIOIIAAKH JICKAPCTBEHHOTO CpeACTBa. PelieHne o BHECEHUH
W3MEHEHUN B JOKYMEHTBHI, COJAEpXKalllMecs B PErUCTPALlMOHHOM JOChE HA 3aperucTpUPOBAHHBIN
JICKapCTBEHHBIH Ipenapar il BETEPUHAPHOIO MPUMEHEHUS, WK 00 OTKa3e B MX BHECEHUH NPHUHUMAETCS B
cilyyae HEOOXOIMMOCTH MNPOBEICHMS AIKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEACTBA B CPOK, HE INPEBBILIAIOLINN
JeBsIHOCTa pabounX JHEH, a B OCTAJIBbHBIX CIyYasx B CPOK, HE TPEBBIMIAIONINN TPUINATH pabounX JHEW co THS
MNPpUHATHUA YIIOJTHOMOYCHHBIM q)ez[epaﬂbelM Opranom HWCIOJTHUTEIbHOM BJIACTH 3asABJICHHUS O BHECECHUH TaKUX
M3MEHEHUM.

(uacts 1.1 BBenena ®exnepanbHbiM 3aKk0oHOM OT 04.06.2018 N 140-D3)

1.2. B cnyuae peopraHuzaii JAep:KaTells WIW BIaAeNblla PETUCTPAIOHHOTO YyIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpermapara JUii BETEPUHAPHOTO TMPUMEHEHHWs, pa3paboTuynka WIH TPOU3BOAUTEIS
JICKApCTBEHHOI'0 Ipenapara JJisi BETEPUHAPHOIO IPHMEHEHUS B 3asBJICHHMM O BHECEHUM HM3MEHEHUH B
JIOKYMEHTBI, COJIEpKalIUECs B pETUCTPALIMOHHOM J0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Hpenapar
JUIsT BETEPUHAPHOTO NPUMEHEHMSI, YKa3bIBAIOTCA JaHHbIE JOKYMEHTA, TIOATBEP>KIAIOLIEIO BHECEHHE
COOTBETCTBYIONINX M3MEHEHUH B EMWHBINA TOCylapCTBEHHBIN PEecCTp FOPUAMYECKUX JIUI (Il OpraHHu3aIlui,
3apeTUCTPUPOBAHHEIX Ha TeppuTopuu Poccuiickoit deneparum), WM HHOTO JOKYMEHTA, ITOATBEPKIAIOIIETO
PEOpraHn3arIo FOPUANYECKOTO JINTA (715 OpraHu3allnii, He 3aperucTPUPOBaHHBIX Ha TeppUTOpUH Poccuiickoit
®enepanun). 3asBIeHHE 0 BHECEHUH H3MEHEHUH B JOKYMEHTEHI, COJIepIKalliecs B PETUCTPAIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJisi BETEPUHAPHOTO NMPUMEHEHUS, U MPUJIATa€MbIE K HEMY
JIOKYMEHTBI TPEJICTABIISIOTCS B YIIOJHOMOYCHHBINH (heiepalibHbIi OpraH UCIOJHUTEIBLHONW BIIACTH HE MO3/HEE
yeM uepe3 TpHUIUATh pabouymx JHEH CO JHS BHECEHHUS COOTBETCTBYIOIIMX W3MEHEHWH B EnuHbIH
TOCYJapCTBEHHBIA peecTp IOPUANYCCKUX JHIl (TSI OpraHu3aIluii, 3aperHCTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit ®enepamnun) WM CO JOHS TPUHATHAS COOTBETCTBYIOIIETO JOKYMEHTA, IOATBEPKIAIOIETO
PEOpraHn3aIrIo FOPUIMYECKOTO JIUIA (/1715 OpraHn3anni, He 3apeTUCTPUPOBAHHBIX Ha TeppUTOpUH Poccuiickoit
Oenepannu). B cimyuae peopraHuzanuu jaepikarens WM BIaAeNblla PErHCTPANMOHHOTO YOCTOBEPEHUS
JIEKapCTBEHHOTO ITpernapara Jijisi BETEpUHAPHOTO NPYMEHEHUS 3asBJICHUE O BHECEHUY U3MEHEHUH B JJOKYMEHTHI,
coaepKaliuecss B PETUCTPALIMOHHOM JIOChE€ Ha 3aperUCTPUPOBAHHBIA JIEKAPCTBEHHBIM mpemnapar amis
BETEPUHAPHOTO NPUMEHEHHUS, NOAAETCA IOPUANYECKUM JIMLIOM, KOTOPOMY B XOJI€ PEOPraHMU3alUM MEPEJAHO
MPaBo BJIAJICHUS] TAKUM PETUCTPALIMOHHBIM YJIOCTOBEPEHUEM.

(gacts 1.2 BBenena PexaepanbHbiM 3aKkoHOM OT 02.08.2019 N 297-D3)

2. B ciyuyae BHeceHHMs HM3MEHEHUH B JOKYMEHTBI, COAEpPKAIIUECs B PETMCTPALMOHHOM JOChE Ha
3apeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN TpenapaT Ijis BETEPUHAPHOTO MPUMEHEHMS, B OTHOIICHUH CBEICHHM,
yKazaHHBIX B moamyHkrtax "e", "x", "k", "m", "H", "c¢", "X" myHkTta 7 4wactu 3 ctarbm 17 HacCTOSIIETO
®denepanbHOTO 3aKOHA, M3MEHEHHS W (MIIM) JIOTIOJIHEHUS MPOM3BOJCTBEHHOW IUIOIIAIKU JICKAPCTBEHHOTO
CpEeNICTBa, a TAKXKE B CIIydac M3MEHEHMsI TTOKa3aTesiel KauecTBa JISKapCTBEHHOTO TIperapaTa ik BETEPHHAPHOTO
NpuMeHeHUsT W (WIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO TMpemapara jisd BETSPHHAPHOTO
MIPUMEHEHUS MPOBOAUTCS HKCIIEPTU3A JICKAPCTBEHHOT'O CPEJICTBA AJIsl BETEPUHAPHOTO MpuMeHeHus. B cioyuae
HEO0OXOJTUMOCTH BHECCHUSI WHBIX U3MEHEHHH B JOKYMEHTHI, COJACPIKAIINECS B PETUCTPAIMIOHHOM JOChe Ha
3apETUCTPUPOBAHHBIA  JIGKAPCTBEHHBIH  TIpemapar JUisli BETEPHHAPHOTO IPUMEHEHHS, JKCIEepPTH3a
JIEKQpCTBEHHOT'O CPEICTBA JIsl BETEPUHAPHOTO IPUMEHEHHUSI HE IPOBOIUTCSL.

(B pen. denepanbHbIx 3ak0HOB oT 22.10.2014 N 313-03, o1 22.12.2014 N 429-D3)
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Koncynprantlntoc: npumedanue.
C 01.01.2021 1. 3 ct. 31 u3naraercs B HoBou pemakiuu (D3 ot 27.12.2019 N 478-D3).

3. C 3asgBJleHHEM O BHECEHUHU W3MEHEHUH B JOKYMEHTBI, COJEpXKAIINECs B PETUCTPAILIIOHHOM JI0Che Ha
3apeTrUCTPUPOBAHHBII JICKApPCTBEHHBIN Ipemnapar AJis BETEPUHAPHOIO NIPUMEHEHUs], Hapady C JOKyMEHTaMH,
yKa3aHHBIMU B 4acTH | HacTosIIel CTaThH, 3adBUTEb MPEJICTABIAET KOMUU JOKYMEHTOB, OATBEPHKAAIOMIUX
yIUIaTy TOCYJapCTBEHHON MOLUIMHEI 32 BHECEHHE B JJOKYMEHTBHI, COZIEpIKalllliecs B peruCTpallMOHHOM J1I0ChE Ha
3apEeTUCTPUPOBAHHBII JIEKAPCTBEHHBIN Mpenapar JUIsl BETEPUHAPHOTO IPUMEHEHNUs, U3MEHEHUH, TpeOyommx
MPOBEICHUSI SKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA, IIM H3MEHEHHH, HE TPEOYIOIUX MPOBEACHUS SKCIIEPTU3BI
JIEKapCTBEHHOTO cpelIcTBa. B ciyyae HEOOXOAMMOCTH UW3MEHEHHUS CBENEHHH, COJCpXKalIUXCs B
PETUCTPAlMOHHOM YAOCTOBEPEHHH JICKAPCTBEHHOI'O IIpernapara Uil BETEPUHAPHOIO INPHUMEHEHHUs, C
3as8BJICHNEM, YKA3aHHBIM B 4acTH | HACTOSIIEH CTaTbu, 3asBUTEb IOMOJHHUTEIBHO MPEICTABISAET KOIHIO
AOKYMCHTa, MOATBCPXKAAIOMICIO YIUIATY FOCYZ[apCTBCHHOﬁ IMNOUUJIMHBI 3a BbIAAYY PErucTpallioOHHOrO
YIOCTOBEPEHHMS JIEKAPCTBEHHOTO Tpernapara. 3asBUTeNb 110 COOCTBEHHON WHHMLMATHBE BIIPaBe NPEACTABHUTH
JOKYMEHTHI 00 yIiaTe rocylapCTBEHHBIX MOLUIMH. B ciyuae HenpeacTaBiieHHs 3asBUTEIEM HOKYMEHTOB 00
yIUIaTe TOCYAapCTBCHHBIX IMONUIMH YIIOJHOMOYCHHBIH (enepanibHbli OpraH HCIOJHUTEIBLHOW BJIACTH
IIPOBCPACT q)aKT YIJIAThI 3a4BUTCIIEM I'OCYAAPCTBCHHBIX MONIJINH MOCPECACTBOM HMCIIOJIb30BaHUSA I/IH(I)OpMaHI/II/I
00 ymmaTe ToCyJapCTBEHHBIX TOIUIMH, cojepxaiieiics B ['ocymapcTBeHHOW HMHPOPMAMOHHONW CHUCTEME O
roCyAapCTBCHHBIX W MYHUIMNAIBHBIX ILUIATC)XKaX, Ha OCHOBAHWU TMPCACTABJICHHLIX 3aABUTCIICM KOMUM
JOKYMCHTOB, IMIOATBECPKAAIOIMUX YIUIATY T'OCYAapCTBCHHBIX ITOIIJINH.

(B pea. ®enepanbHbix 3ak0HOB OT 22.10.2014 N 313-D3, o1 02.08.2019 N 297-D3)

4. B cpok, He TPEBHIMAIONIAA IECATH PadOYMX IHEH CO JHA TMOCTYIUICHHS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaTbu 3asBICHUS W HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYEHHBIH (QeaepalbHblii OpraH
WCTIONIHUTEIbHOM BIacTH:

1) MIpOBOAUT IMPOBEPKY IMOJHOTBI U AOCTOBCPHOCTU CBGI[eHHﬁ, COACPIKAIIUXCA B MNPCACTABICHHBIX
3asABUTCIIEM NJOKYMCHTAX;

2) mpUHUMaeT pelieHHe O MPOBEJCHHU SKCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA Ui BETEPUHAPHOIO
MIPUMEHEHUs I 00 OTKa3e B €€ MPOBE/ICHUH;

3) yBemomJIsieT B MUCbMEHHOM (hopMe 3asiBUTEINS O MPUHSATOM PEIICHUN WM B CITydae IPUHSTHS PEIICHNUS
00 0TKa3e B IPOBEICHUN SKCIIEPTHU3bI JIEKAPCTBEHHOI'O CPEACTBA AJIs1 BETEPUHAPHOTO IPUMEHEHUS C YKa3aHHEM
[PUYMH TaKOT'0 OTKA3a.

4.1. B ciryuae BBISBICHUS HEJOCTOBEPHOCTH W (WMJIM) HEJIOCTATOYHOCTH CBEACHUH, COAEPIKAIIUXCS B
MPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTAX, YIIOJTHOMOUYCHHBIN (pe/iepanbHblii OpraH UCHOJHUTEILHON BIACTH
HaIpaBJIseT 3asABUTENIO 3alpoc 00 YTOUYHEHHMH YKa3aHHBIX CBEACHHH. 3ampoc MOXKET ObITh IepeaaH
YIOJHOMOYEHHOMY IPEICTABUTEIIO 3asiBUTEINS MO/ PACIIMCKY, HAIIPABICH IO MOYTE 3aKa3HbIM MUCbMOM WU
TepeiaH B AIEKTPOHHOH QopMe Mo TEIIEKOMMYHHKAIIHOHHBIM KaHallaM CBsI3U. B ciyyae HampaBiieHus 3ampoca
00 yTOUYHEHNHY YKa3aHHBIX CBEICHUH IO TIOUTE 3aKA3HBIM MTUCHMOM OH CUHMTAETCS MOTYICHHBIM 110 UCTCUCHUH
MIECTH JTHEH ¢ JaThl HAIIPABJICHHS 3aKa3HOTO MMHCHhMA.

(dacts 4.1 BBeneHa DenepanbHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. 3asBurtenp 00s3aH TPEACTABUThL OTBET Ha 3alpoc YIOJHOMOYEHHOTO (ejiepalbHOro opraHa
WCTIONIHUTENLHON BJIACTH B CPOK, HE MPEBBIIAIONINN JEBIHOCTa Pa0OUYMX JHEH CO IHS MOIXyYeHHsS JaHHOTO
3anpoca. CpokH, yka3aHHble B 4acTW 1.1 HacTosAmied cTaTbu, MPUOCTAHABIMBAIOTCS CO JHS HaIpaBICHUA
3asBUTEIO 3aIpoca YIMOJTHOMOYEHHOTrO (pejiepalibHOro opraHa UCIIOJIHUTEIBHON BIACTH JIO JTHS TOJTYYCHHUS
OTBE€TAa Ha HaHHBIﬁ 3alpoC U HE YUYHUTBIBAIOTCA IPU HMCUYUCIICHHUU CPOKa IPUHATHA PCHICHUSA O BHCCCHUU
W3MEHEHUII B JOKYMEHTBI, COJIEp)KallMecs B PErHCTPAlMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar Aj1sl BETepUHAPHOI'O IPUMEHEHHSI.

(dactp 4.2 BBenena OenepansHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHHEM AJId OTKa3a B IMPOBCACHUHN 3KCICPTU3BLI JICKAPCTBCHHOI'0 CPEACTBA AJId BETCPHUHAPHOT'O
MIPUMCHCHMUA ABJISACTCA IIPEACTABIICHUC TOKYMCHTOB, YKa3aHHBIX B HaCTAX lu3 HACTOSIIEH CTaTbH, B HCIIOJITHOM
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o0beMe WJIH OTCYTCTBHE B TIPEJCTABICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEJICHHA, ITOJITBEPIKIAIOIINX
HEOOXOIMMOCTh BHECCHHUSI H3MEHEHHH, THOO HENpPEICTaBIICHIE 3asiBUTENIEM B YCTAaHOBJIIGHHBIN CPOK OTBETA HA
YKa3aHHBIN B 4acTH 4.1 HACTOsIIIEH CTaThH 3apOC YIIOJIHOMOYCHHOTO (Pe/IepaabHOr0 OPTaHa UCTIOHUTEIBHOM
BJIACTH.

(B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DOkcriepTm3a JIEKapCTBEHHOTO CPENCTBA /ISl BETEPUHAPHOTO TPHUMEHEHWS B IIENAX BHECEHUS
U3MEHEHUI B JOKYMEHTBHI, COJAEpKalluecs B PErUCTPAlMOHHOM JOChe Ha 3aperucTpUPOBAHHBIN
JIEKapCTBEHHBIN TpemnapaT Ijs BETePUHAPHOTO NMPUMEHEHHS, OCYIIECTBISETCS B TOPSIKE, YCTaHOBICHHOM
craTthelt 24 Hactosiero deaepaabHOro 3aKOHA.

6.1. B cpok, He MpeBBILAIMIUI AeciITH paboyux JHEW cO IHS MOJTYYEHUs 3aKIIOUeHHS KOMHCCHU
SKCIEPTOB IO PE3yJbTaTaM yYKa3aHHOM B 4YacTU 2 HACTOALIEH CTAaThU SKCHEPTU3bI, YNOJIHOMOYEHHBIN
(enepanbHBIH OpraH UCIOTHUTEIBLHOHN BIACTH:

(B pea. @enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

1) npuHMMaeT pelieHHe O BHECCHHH W3MEHEHHH B JIOKYMEHTBI, COICPIKALINECS B PETHCTPALMOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIH JIEKapCTBEHHBIH MpenapaT JJisl BETEPUHAPHOTO IPUMEHEHHS, UK 00 OTKa3e BO
BHECEHUH TaKNX U3MEHEHUH;

2) BHOCHUT B IOCYJApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUH PEIICHUS O BHECEHUU
W3MEHEHUN B JOKYMEHTBHI, COJAEpXKalllMecs B PErUCTPALlMOHHOM JOChE HA 3aperucCTpUPOBAHHBIN
JIEKApCTBEHHBIN TIpemnapar Ajs BeTEpUHAPHOTO MPUMEHEHHs, HeOOXOANMBbIE M3MEHEHHS W BO3BpallacT 3TH
JOKYMEHTBI 3aBUTEIIO;

3) BBIACT 3aABUTEIIO HOBOE PETHCTPAIMOHHOE YJIOCTOBEPEHHE JIEKAPCTBEHHOTO MperapaTa st
BETEPHHAPHOTO TPHUMEHEHHUS B Cilydae HEOOXOIAVMMOCTH HM3MEHEHHUS CBEICHU, CONEP)KAIIUXCS B HEM, C
COXpaHEHHWEM HOMEepa paHee BBIJAaHHOTO PETHCTPAIMOHHOTO yIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tperapara Jis
BETEPUHAPHOTO MPUMEHEHUSI.

(m. 3 BBenen denepanpabM 3aKkoHOM 0T 02.08.2019 N 297-D3)
(dacts 6.1 BBeneHna @eaepanbHbIM 3aK0HOM OT 22.10.2014 N 313-D3)

6.2. B ciydae BHeCeHHs] M3MEHEHUH B JIOKYMEHTHI, COJIEpIKaIUecs B PETHCTPAMOHHOM JIOChE HA
3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIPENapaT Uil BETEPUHAPHOIO IPUMEHEHMS, B YACTH, KaCAOLIEHCS
u3MeHeHusT ¥ (WIK) JIOMOJHEHHsI MPOW3BOJCTBEHHON TIJIONIAJKK JICKAPCTBEHHOTO TIpernapara, IpH
NpEaACTaBJICHUN 3adBUTCIIEM B COOTBECTCTBUU C IIYHKTOM 3 gactu 1 HaCTOHHleﬁ CTaTbU KOIIMK PCIICHUA
YIIOJTHOMOYEHHOTO (peIepalibHOTO OpraHa MCIIOJHUTEILHOW BJIACTH O IPOBEICHUM HWHCIICKTHPOBAHUS
MPOU3BOJUTENS  JICKAPCTBEHHBIX CPEJICTB  CPOK, YKa3aHHbI B uvacTu 6.1 Hacrosimeid craThby,
MPUOCTAHABIUBACTCS CO JIHS TMOJIyYCHHs 3aKJIIOUCHHS KOMHCCHH DOKCIEPTOB JIO JHS TMPHHSATHS
YIIOJITHOMOYCHHBIM q)ejlepaﬂbHBIM Opranom HWCIIOJHUTEILHON BJIACTH peuiC€HuA O BbIAA4uC WHIIU 00 oTKase B
BbIJIaU€ 3aKJIFOUCHHMS O COOTBETCTBHHM MPOM3BOIMTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TMPABHII
HaJJIeXKAIEH MPOU3BOJCTBCHHOHN MPAKTHUKHU, HO HEe 0OJiee YeM Ha CTO BOCEMBIECAT pabounx JTHEH.

(dactp 6.2 BBenena @eaepansHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHWEM [IJIs1 OTKa3a BO BHECEHWH U3MEHEHUH B IOKYMEHTBI, COJIEPKAIIAECs B PErUCTPAIIHOHHOM
JI0Cb€ Ha 3aperdCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Ul BETEpUHAPHOTO NMPUMEHEHHUS, B CIy4asX, HE
TpeOyIOMMX MPOBEACHHUA OSKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA, SBISETCS TNPEACTABICHHE IOKYMEHTOB,
yKa3aHHBIX B 4YacTAX | u 3 HACTOSIIEH cTaTbM, B HENOJIHOM OOBEME WIIM OTCYTCTBUE B INPEICTABICHHBIX
JOKYMEHTaX CBEACHHUH, KOTOPbIE JIOJDKHBI OBITh B HUX OTPaKEHBI, JTMOO HENPEACTABICHUE 3asSBUTEIIEM B
YCTaHOBJICHHBII CPOK OTBETa Ha yKa3aHHBIA B 4actu 4.1 Hacrosmed CcTaTby 3ampoc YIMOJTHOMOYEHHOTO
(enepanbHOro opraHa UCHOJIHUTEIILHON BJIACTH.

(uactp 7 B pen. @enepansHoro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHueM [jIsi OTKa3a BO BHECEHUM U3MEHEHHW B JOKYMEHTBHI, COJAEpXalluecs B
PETHCTPAallMOHHOM [I0Ch€ Ha 3aperduCTPHPOBAHHBIN JIEKAPCTBEHHBIM TIpemapar i BETepUHApPHOTO
MPUMEHCHUS, B CIydYasX, TpPeOYIOIUX IPOBEICHUS JKCHEPTU3bI JICKAPCTBEHHOTO CPEICTBA, SBISICTCS
3aKJIIOUEHNE YITOTHOMOYEHHOTO (peIepaJbHOTO OpraHa MCIIOJHUTENFHOW BIACTH O BO3MOKHOCTH CHM)KEHHUS
Oe3omacHOCTH, KadecTBa, Y3PPEKTUBHOCTH JICKAPCTBEHHOTO Tperapara BCIEICTBHE BHECEHUS W3MEHCHUH B
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yKa3aHHbIE JJOKYMEHTBI, OTKa3 YIIOJIHOMOYEHHOI0 (pefiepalbHOro OpraHa MCIIOJHUTENbHON BJIACTH B BblIaue
3aKJIIOYEHUS] O COOTBETCTBUM IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUSIM IpaBUJl HaJIe)KaIlel
MPOM3BOJCTBEHHON TPAKTHKH B CiIydyae HM3MEHEHHs W (WIM) IOMOJNHEHHS NPOM3BOACTBEHHOH IIOMIAAKH
JIEKapCTBEHHOT O Ipernapara, eCiy MPOU3BOICTBO JIEKapCTBEHHOT O MpenapaTa JJis BETEpHHAPHOTO MPUMEHEHUS
ocyLlecTBiIseTCs 3a npenenamu Poccuiickoil denepanuu, Wik OTCYTCTBUE 3TOTO 3aKJIFOUCHHUS.

(gactp 7.1 BBenmena @enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Homyckaetcst oOpaleHue JIeKapCTBEHHBIX PENapaToB AJs BETEPHHAPHOTO MPUMEHEHHUS 10 HCTEUCHUS
CpOKa rOIHOCTH, IPON3BE/ICHHBIX B TEUYCHUE CTAa BOCBMUIECATH THEH MOCIIE AaThl IPUHATHS YIIOJTHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIOJHUTENFHOW BIACTH pEIIEHHS O BHECEHWH HW3MEHEHHUH B JIOKYMEHTHI,
coJiep)Kalliecsl B PeruCTPaliOHHOM JI0Che Ha JIGKapCTBEHHBIH IMpenapaT, B COOTBETCTBUHU C MH(OpManuei,
coziepKamIeiicss B TOKyMEHTaX PErnCTPaliOHHOTO JIOChE Ha JIEKapCTBEHHBIM IperapaT 0 JaThl IPHHATHS
TaKOTO PEUICHHUS.

(uacts 8 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

Crartbs 32. OTMeHa rocyJapCTBEeHHOM PerucTpanum JeKapcTBEHHOr 0 mpenapara

Pemienne 00 OTMEHE TOCYNapCTBEHHOW pPETHCTPALlMKM JICKAPCTBEHHOTO TIpernapara W HCKIIOYCHUU
JICKapCTBEHHOTO TMIpernapara M3 TOCYAapCTBEHHOIO pEecTpa JIEKAPCTBEHHBIX CPEACTB MPUHUMAETCS
YIIOJIHOMOUYEHHBIM (hefiepaqbHbIM OPraHOM UCTIOJIHUTEIBHOM BJIACTH B CIIydae:

1) mpeacTaBieHUs] COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (eepallbHbIM OPraHOM HCIIOJHHUTEIBHOM
BIIACTH 3aKJIOYEHUS O PHCKE MM 00 yrpo3e 3A0POBBIO, KU3HU YEIOBEKa WIIHM XUBOTHOTO MPU MPUMEHEHUH
JIEKApCTBEHHOTO Tperapara, NPEeBBIIIAoNMX ero 3QQeKTUBHOCTh, MO pe3ysbTaTaM OCYIICCTBIISIEMOTO UM
MOHHUTOPHHTa 0€30IIaCHOCTH JIEKAPCTBEHHOT'O TIpETapara;

2) moJiauu JeprKaTeNeM HITH BIaJIeNbIIeM PETUCTPAIIMOHHOTO YIOCTOBEPECHHUS JICKAPCTBEHHOTO MpenapaTa
WIK YIOJTHOMOYCHHBIM WM JIPYTUM FOPUIUYECKUM JIMIIOM 3asBJICHUS 00 OTMEHE TIOCYJIapCTBEHHOM
PETHCTPALINH JICKAPCTBESHHOT'O TIperapara;
(B pen. ®enepanpHoro 3aKoHa oT 22.12.2014 N 429-03)

3) HCIMOATBCPIKACHU FOCYZ[apCTBeHHOﬁ perucTpanru JCKApCTBCHHOTO IIperiapaTa 1o UCTCUCHUU CPOKa
ILeI‘/'ICTBI/ISI PETrUCTPALIUOHHOTO YIOCTOBEPCHUS, BBIITAHHOI'O HA IIATH JICT,

4) HenpezacTaBJICHUs 3asBUTENEM HHPOPMALMH, KOTOpas MOXET IOBJEYb 32 COOOH HEOOXOIMMOCTH
BHECECHMSI U3MEHEHMIM B JIOKYMEHTBI, COIEPIKALIUECS B PErUCTPALMOHHOM JOCHhE€ Ha 3apEruCTPUPOBAHHBIN
JICKapCTBEHHBIN Ipenapar, B TeUeHUE TPUALATH PpaboUymX THEH CO AHS HACTYIUICHHUS 3THX U3MEHEHMI;

5) ocymecTBIEHUS TOCYIapCTBEHHOW PpETHCTpAIlMM JIEKapCTBEHHOTO TpernapaTra I0J TOPrOBBIM
HAaNMEHOBAaHUEM 3apETUCTPUPOBAHHOIO paHee IMOJ 3TUM TOPrOBHIM HAaWMEHOBAHUEM JIEKaPCTBEHHOTO
npenapara, OTJIMYArOIIEroCs Ka4YeCTBEHHBIM COCTAaBOM JICHCTBYIOIIMX BEIIECTB;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCYyLIECTBICHUS I'OCYapCTBEHHOH PErucCTpalii OZHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara B
OTHOULICHUH OJTHOTO U TOTO K€ JeprKaTelisl MiIH BIIaAesblia PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO
npemnapara B BHJE ABYX U OoJiee JeKapCTBEHHBIX MPENapaToB M0l pa3InYHbBIMUA TOPTOBBIMH HANMEHOBAHUSIMH;
(1. 6 B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHCCCHHA CYIOM PCIICHHA O HApYUICHUU IIpaB HpaBOO6J’IaZLaTeJ'I$I 00BEKTOB HHTCJ’IJ’IGKTyaJ’IBHOﬁ
COOCTBEHHOCTH npu 06paIJ_[eHI/II/I JICKAPCTBCHHBIX CPCACTB,

8) OTCYyTCTBUS JIEKapCTBEHHOTO Tpemnapara B oOpamennn B Poccuiickoit denepanun B TeUCHUE TPEX U
Oouee JeT;
(m. 8 BBenen denepanpHBIM 3aK0HOM 0T 22.12.2014 N 429-D3)

9) HEBBITIOTHEHUS Aep)KaTeeM HIIN BIAJETbIIEM PETHCTPAIIOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO
mperapara JM00 YIOJHOMOYCHHBIM HMH JIPYTHM FOPUIUYECKUM JTHIIOM MEPONPHUATHH 1O 00ECIEeYCHUIO
0e30MacHOCTH JIEKapCTBEHHBIX IMPENapaToB, YCTAaHOBJICHHBIX YIOJHOMOYEHHBIM (enepaabHbIM OpraHOM
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HCIIOTHUTEIILHON BJIACTH B COOTBETCTBUM C YacTsAMH 3 M 4 cTaThu 64 HacTosmero denepaibHOTO 3aKOHA, B
pamKax ocymiecTBIeHHs (papMaKkoHaI30pa;
(. 9 BBenen denepanbHBIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

10) oTkaza gepskaTensl WK BiaJelblla PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara
00 YIOTHOMOYEHHOTO MMH APYTrOoTO IOPUAWYECKOTO JIMIA OT BHECEHUS W3MEHEHWH B WHCTPYKIIHIO IO
MPUMEHEHUIO JICKApPCTBEHHOTO TMpernapaTa, KacarlUuXCs HOBBIX MOJTBEPKIACHHBIX JaHHBIX O TOM, YTO PHCK
MPUYMHEHMS BpeJa 3/I0POBBI0 YEJIOBEKA WJIM XUBOTHOTO BCIICJCTBHE TpHEMa JICKAPCTBEHHOIO IperapaTa
npeBbIraeT 3¢ EKTUBHOCT €r0 IPUMCHCHHUS.
(n. 10 BBenen denepanibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumedanue.
C 01.01.2023 cr. 32 momonusiercs m. 11 (@3 ot 27.12.2019 N 475-D3).

Cratbs 33. 'ocynapcTBeHHbIN peecTp JeKAPCTBEHHBIX CPEeACTB

1. I'ocynapcTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB CONEPKUT IepeueHb JIEKapCTBEHHbBIX IPENapaToB,
MPOIIEALINX FOCYJapCTBEHHYIO PETUCTPALINIO, IEpedeHb (hapMaleBTUIECKUX CyOCTaHIMH, BXOASAIINX B COCTaB
JIEKApCTBEHHBIX MPETapaToB, U CIEAYIOIIYI0 HHPOPMAIHIO:

1) B OTHOIIEHUM JIEKAPCTBEHHBIX IPENapaToB:

a) HaUMEHOBaHWE JIEKApCTBEHHOTO Ipemapara (MEXIyHapoOJHOE  HENaTeHTOBAHHOE, MM
IPYNIUPOBOYHOE, UM XUMHUECKOE ¥ TOPIrOBOE HAMMEHOBAHU );
(B pen. @enepanpHoOTo 3aK0HA OT 22.12.2014 N 429-D3)

0) nekapcTBeHHas (opMa C YKa3aHHEM JO3MPOBKH JICKAPCTBEHHOIO Mperapara U €ro KOJWYeCcTBa B
MOTPEOUTENLCKON YITAKOBKE;

B) HaMMEHOBaHME JepiKaTesisi WM BIAJeNblla PErUCTPALIOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa W CBEICHHS O PErHCTpalldyl Jep)KaTellss WM BJaJieliblla PErUCTPAlMOHHOIO yI0CTOBEPEHHUS
JIEKapCTBEHHOTO TIperapara Uil MEIUIMHCKOTO NPUMEHEHHUs B KadyeCTBE HAJOTOIUIATEIbIIMKAa B CTpaHE
peructpanyu (JUiss POCCHICKHMX FOPUIMYECKHX JIUIl - HWACHTH(UKAIMOHHBIH HOMEpP HAJIOTOIUIATENbIINKA
(MHH), mist MHOCTpaHHBIX IOPHIMYECKUX JIMI[ - CTPaHa PETUCTPalid, HAMMEHOBAaHHE PETUCTPUPYIOLIETO
opraHa, periCTpPallMOHHBIN HOMEp, KO HAJIOTOIJIaTeNbIINKa B CTPAaHEe PETUCTPALUU (MHKOPIOPAIIUH) UIIH €T0
aHaJjor),

(. "B" B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

I') HAUMEHOBAaHWE W JIpeC MPOU3BOJUTENS JIEKAPCTBEHHOTO TIperapara W CBEACHHSI O PEruCTpaivu
MPOM3BOJIUTEIIS JISKAPCTBEHHOTO Iperapara Juisi MEUIIMHCKOTO MPUMEHEHHUS B KaueCTBE HAJIOTOTUIATEIbINKA
B CTpaHe peructpandud (Ui POCCHHCKUX IOPUAMYECKHX JIUI - HWJACHTH(QUKAIMOHHBI HOMEp
nHayororarenbiuka (MHH), 118 MHOCTpaHHBIX IOPHIMYECKUX JIUIl - CTpaHa PErucTpalliy, HAaUMEHOBAHUE
PETUCTPUPYIOLIETO OpraHa, PETUCTPALMOHHBIA HOMEp, KOJ HaJOrOoIUIaTeNbIIMKa B CTPaHE PErucTpaluu
(MHKOpIIOpALMK) WIIK €TO aHaJIoT);

(mm. "r" B pen. denepanpHOTO 3aK0Ha OT 28.12.2017 N 425-03)

n) (hapMakoTeparneBTHYECKas TpyIa, KOJ JIEKAPCTBEHHOrO MpernapaTa Mo aHaTOMO-TepaleBTUYECKO-
XUMHYECKOH KilacCU(pHUKAIIH, PEKOMEHAOBaHHOW BeceMupHOil opranu3zamueil 31paBo0XpaHeHNs;
(. "n" B pen. @eaepansHoro 3akoHa OT 22.12.2014 N 429-03)

€) MOKa3aHus ¥ MPOTUBOIIOKA3aHHUs K MIPUMEHEHHIO JIEKApCTBEHHOTO TIpernapara;

) TTOOOYHBIEC TEWCTBUS JIEKAPCTBEHHOTO TIperapara;

3) CPOK I'OJHOCTH JICKAPpCTBCHHOI'O ITpCTiaparta,

1) YCIIOBUS XpaHEHHS JIEKapCTBEHHOTO MIpernapara;
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K) YCJIOBHS OTITyCKa JIEKAPCTBEHHOTO Mpenapara;

1) HoMep (papMaKOTeHOM CTaTh! WK B CIIy4Yae €€ OTCYTCTBHUS HOMEp HOPMATHBHO TOKYMEHTAIINH JTHOO
HOPMAaTUBHOTO IOKYMCHTA;

M) JlaTa TOCYJapCTBEHHOW PETHMCTPAIMH JIEKapCTBEHHOTO Iperapara M €ro perucTparlioHHBIA HOMeEp,
JaTra 3aMEHbl PErMCTPALIOHHOI'O  yJOCTOBEPEHHUsl JICKApCTBEHHOIO MpemapaTta Ha OeccpodHoe
PETUCTPALIMOHHOE YJOCTOBEPEHHUE JIEKaPCTBEHHOI'O Mpemnapara, JaTa MOoAa4yd 3asBICHUS O MOATBEPKICHUU
rOCy/IapCTBEHHOH PErHCTpaliy JIEKapCTBEHHOTO IIpenapara, AaTa OTMEHBI TOCYJapCTBEHHOW PErucTpanuu
JIEKapCTBEHHOT'O IIpernapara;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

H) KQ4eCTBEHHBIN COCTaB U KOJUYECCTBEHHBIA COCTaB JCHCTBYIOIIMX BEIICCTB U KAYECTBEHHBIA COCTaB
BCIIOMOTaTEIHHBIX BEIIECTB JIEKAPCTBEHHOTO MperapaTra;
(nm. "H" BBenieH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

0) nHpopMaIms 060 BCeX pa3pelIeHHbIX BUAaX BTOPUIHOM (TOTPEOUTENHCKOI) YITaKOBKH;
(mm. "o" BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

M) JaTta MPHUHATUS pELIeHHsT O BO3MOXKHOCTH paccMaTpHBaTh JIEKapCTBEHHBIM TIpemapaTr mpu
TOCY/IapCTBEHHOI perucTpanuy B KadecTBe Op(aHHOrO JIEKApCTBEHHOTO Ipemapara (Ui JEeKapCTBEHHBIX
MIpernapaToB JIsi MEAULIMHCKOTO MPUMEHEHN );

(nm. "n" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03; B pen. denepanbHoro 3akona ot 27.12.2019
N 475-@3)

p) HaJIMYME JIEKAPCTBEHHOIO IIperapara B IEPEeYHE JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIHX
JICKApCTBCHHBIX MPCIIapaToB (I[H}I JICKaAPCTBCHHLIX MPEIapaToB JJIsI MCAUIIMHCKOI'O HpI/IMeHeHI/IH);
(. "p" BBenen denepanabHBIM 3aKOHOM OT 22.12.2014 N 429-D3; B pen. enepanproro 3akona ot 27.12.2019
N 475-03)

C) HaJIW4YMe B JICKAPCTBEHHOM TIperapaTe HAPKOTHYECKUX CPEICTB, MCHXOTPOIHBIX BEIIECTB U HX
MPEKYPCOPOB, MOJISKAIMX KOHTpoIO B Poccuiickoit denepauuu, B COOTBETCTBUM C 3aKOHOAATEIbCTBOM
Poccuiickoii @enepannu, MexIyHapoAHBIMU JoroBopamu Poccuiickoit @enepainuu, B ToM uuciie EnuHoi
KOHBEHITHEH 0 HapKoTHUecKuX cpenctBax 1961 roga u Konseniueit o mcuxoTponHbIx BemecTBax 1971 rona;
(nm. "c" BBenen DenepanbHpIM 3ak0oHOM 0T 22.12.2014 N 429-D3)

T) nHGOPMAIUS O TOM, SBISIETCS JIM JTaHHBIN JIEKAPCTBEHHBIN MpenapaT peQepeHTHBIM JIeKapCTBEHHBIM
MIpenapaToM;
(nm. "1" BBeneH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

y) CBEICHHMsI O TMOJadye 3asBICHUS O BHECEHWHW W3MEHEHHUU B JOKYMEHTHI, COJCpIKalluecs B
PETUCTPAIIMOHHOM JTOChE Ha JIEKAPCTBEHHBIN Mpernapar;
(nm. "y" BBeneH denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

¢) yrparun cuny ¢ 1 mapta 2020 roxa. - ®enepanbHblii 3akoH oT 27.12.2019 N 475-D3;

X) CPOK BBEJICHUS JIEKAPCTBEHHOTO MpemnapaTa B IpaxaaHCKHii 000poT;
(nm. "x" BBeneH denepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

2) B OTHOIICHUH (hapMaIleBTUIECKUX CYyOCTaHIIHIA:

a) HauMeHOBaHUE (apMaleBTHUECKOW CyOcTaHIMU (MEXIYHapOAHOE HEMAaTEeHTOBAaHHOE, WU
IPYNITUPOBOYHOE, MITM XUMUIECKOE M TOPIOBOE HAMMEHOBAHMSI);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HaMEeHOBaHKE U aJpec MPOU3BOIUTENS (papMalieBTUIECKOH cyOCTaHIINMY;

B) CPOK T'OTHOCTH (hapMarieBTHICCKON CyOCTaHITHH;
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T) yCcJIOBUS XpaHeHHs (papMalleBTUIeCKON CyOCTaHINM;

1) HoMep papMaKOTeHOI CTaTh! WIIH B CITy4Yae ee OTCYTCTBHUS HOMEP HOPMATUBHOM TOKyMEHTAIUH JIN0O
HOPMAaTUBHOTO IOKYMCHTA;

e) Hammune QapMareBTHYECKON CyOCTaHIIMM B TEpeyHe HAPKOTHYECKUX CPEACTB, MCUXOTPOITHBIX
BEIIECTB U HUX IPEKYpCOpPOB, MNOAJIEkKaUX KOHTporo B Poccuiickoil denepanuu, B COOTBETCTBUU C
3aKoHOaTenbCTBOM Poccuiickoi @enepanun, Mexxa1yHapoJHbIMU Aorosopamu Poccuniickon denepanuu, B TOM
gucine EamHOW KOHBEHIHMEH O HapKOTHYeCKMX cperctBax 1961 roma m KoHBeHIMEH O TICHXOTPOITHBIX
BemecTBax 1971 roxa.

(nm. "e" BBeneH denepanbHpIM 3akoHOM 0T 22.12.2014 N 429-D3)

2. ®apmaneBTHUeCcKas CyOcTaHIUWs, TNPOMU3BEICHHAs sl peaqu3aliid, MOXKET OBbITh BKIIOYEHA B
TOCYJApCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEACTB HA OCHOBAHMHM 3asBJICHUS pa3paboTyMka WIU
MPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA MO0 YIOIHOMOYEHHOTO MMHU IOPUAMYECKOTO JIUIA MPHU yCIOBUH
MPOBEICHNS B OTHOLICHUH TaKOH (hapMalleBTUYECKOM CyOCTaHIINH IKCIIEPTU3bI KayecTBa (hapMarleBTUICCKOM
cyOCTaHIINM B TIOpS/IKE, YCTAaHOBIEHHOM cTaTheil 34 Hacrosmero denmepanbHOro 3akoHa. B oTHomeHnn
(dapMarieBTHUeCKUX CyOCTaHIMiA, TPOM3BEACHHBIX JJsI peaqu3allid, B TOCYAapCTBEHHOM peecTpe
JIEKApCTBEHHBIX CPEJICTB COJCPIKUTCS Ceaytonast HHPOPMAIHs:

1) nHamveHoBaHme (hapMmaneBTHYECKOW CcyOcTaHIMA (MEXKIyHapOJHOE HEMaTeHTOBaHHOE, WIIH
IPYHIUPOBOYHOE, UM XUMHUECKOE ¥ TOPrOBOE HAMMEHOBAHU);

2) HaMMEHOBaHME, aJapec MPOU3BOAUTENS (apMaleBTHUECKONW CyOCTaHIIMH, a TakKKe B OTHOLICHHU
JICKApCTBEHHBIX CPEACTB Ui MEAMLMHCKOIO MNPUMEHEHHUS CBEIEHHs O PEruCTpalud IPOU3BOAUTEIS
(hapMaIeBTHYECKO CyOCTaHIIMM B KaueCTBE HAIOTOIJIATENBIINKA B CTpaHE PErucTpanuu (A7 POCCHUCKUX
IOPUANYECKUX JIUI[ - WISHTU(PUKAIMOHHBI HOMep Hanoromiarenpimuka (MHH), s wHOCTpaHHBIX
IOPUIMYECKUX JIMIL - CTPaHa PEerucTpalyy, HaUMEHOBAaHUE PETHCTPUPYIOIIEr0 OpraHa, PerucTPallMOHHbIHA
HOMeEp, KOJI HaJIOTOIJIaTebIINKA B CTPaHe perucTpanuy (MHKOPIOPAIMK) I €r0 aHaJIoT);

(1. 2 B pen. denepanpHOro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMareBTUIeCKON CyOCTaHIINN;
4) yciioBHUs XpaHeHUs (apMalleBTUISCKON CyOCTaHIUH;

5) HOMep (apMakoneHoW cTaTebi MO0 B Cilyyae €e OTCYTCTBUSI HOMEP HOPMAaTHBHOM JOKYMEHTAalUU
VI HOPMaTHUBHOTO JOKYMEHTA;

6) Hanmnyme QapManeBTHUECKOH CyOCTaHIIMM B IEPEYHE HAPKOTUYECKUX CPEICTB, TCHXOTPOIHBIX
BEIIECTB M HX MPEKypcoOpoB, MoIexamux KoHTpomo B Poccuiickoii denepanuu, B COOTBETCTBUH C
3aK0HOIaTeNnbCTBOM Poccuiickoi @enepannn, Mex1yHapogHbIMU Aorosopamu Poccuniickoi denepanuu, B TOM
gucine EamHOW KOHBEHIMEW O HApKOTHYeCKHX cpemctBax 1961 roma m KonBeHIMed O IICHXOTPOITHBIX
BemecTBax 1971 ropa;

7) nara BKIIOYeHHUs (apMalleBTUYECKOH CyOCTaHIIMUM B TOCYJNApCTBEHHBIM peecTp JIEKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS M3MEHEHHWH B JOKYMEHTHI (apMaleBTHUECKOW CyOCTaHIMM, JaTa HMCKIIOUEHHS
(hapMaleBTH4YECKOM CyOCTaHIIMN U3 TOCYJapCTBEHHOTO PEECTpa JIEKApCTBEHHBIX CPECTB.

(gacts 2 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

3. Tlopsaok BefeHHS TOCYAApCTBEHHOIO peecTpa JICKAPCTBEHHBIX CPEACTB JIJII  MEIUIIMHCKOIO
NPUMEHEHUS U MOPSAOK BEJASHHUs TOCYIAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEICTB Il BETEPHUHAPHOIO
MIPUMEHEHHS YTBEPIKIAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOUEHHBIM (heiepaibHbIM OPraHOM UCIIOJHUTEIbHON
BJIACTH.

Cratbs 34. BriloueHHe B rocy1apcTBeHHBIH peecTp JIeKAPCTBEHHBIX CPeICTB U HCKIIOYEHHe U3
rocy/IapCTBEHHOI'0 peecTpa J1eKapCTBEHHbIX cpeACTB (apManeBTHYECKOil cyOcTaHIMK, IPON3BeIeHHO
AJIS peain3auuu
(B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-03)
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1. Jns BriaoueHus (apMameBTUYECKOW CyOCTaHIMM, MPOM3BEACHHOM JJIs peaiu3alldd, B
rOCyIapCTBEHHBIHN peecTp JIEKapCTBEHHBIX CPEICTB, TPOBOAUTCS IKCIIEPTH3a €€ Ka4eCcTBa.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynerantlntoc: npumedanue.
C01.01.2021 B a63. 1 4. 2 cr. 34 BHOCsATCS M3MeHeHus (D3 or 27.12.2019 N 478-D3).

2. DKcrmepTu3a KauecTBa yKa3aHHOW B yacTH | HacTosimed craTbd (hapMaleBTHYECKON CyOCTaHIH,
COCTaBJICHHE KOMHCCHEH 3KCIIEPTOB 3aKJIIOYEHUI MO pe3yibTaTaM 3TOH 3KCHEPTH3bl M WX HAIpPABJICHHUE B
YIOJIHOMOUYECHHBIH (e/lepanbHbIid Oprad NCIOTHUTENBHON BIACTH OCYIIESCTBIISIOTCS B CPOK, HE ITPEBBIILIAIOIINIA
miecTuecsITH pabouux JHEW cO JHS MONYYECHHUS! SKCHEPTHBIM YUPEKICHHUEM COOTBETCTBYIOLIETO 3aJaHHsI
YIIOJIHOMOYEHHOTO (pefiepabHOr0 OpraHa UCIIOJIHUTENbHON BIACTH U CIELYIOIUX JOKYMEHTOB!

KoncynprantlIntoc: npumedanue.
C 01.01.2021 B 1. 1 4. 2 c1. 34 BHOCsATC m3meHeHHUs (D3 ot 27.12.2019 N 478-D3).

1) KomMs NTULEH3UH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB HIIM KOIHS 3aKII0YCHUSI O COOTBETCTBUU
MIPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAHUAM TPaBUJ HAJJICKAIICH MPOU3BOJICTBCHHON MPAKTUKH,
BBIJIAHHBIX YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIIOJHUTEIBHON BIACTH, B CIIy4ae, €CIIU IPOU3BOACTBO
JIEKQpCTBEHHOI'O CpelicTBa ocyecTBisieTcs: B Poccuiickoit denepanuuy;

(B pea. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

2) xomusl TOKyMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTPaHBI POU3BOIUTENS JISKAPCTBEHHOTO
CPEICTBa M TIOATBEPIKAAIONIETO pa3pelieHre MPONU3BOJCTBA JICKAPCTBEHHOTO CPENICTBA, M €ro IepeBOj Ha
PYCCKHMI SI3BIK, 3aBEpEHHBIC B YCTAHOBJICHHOM TMODSJIKE, a TaKKe KOIMWS 3aKIOYEHHUs O COOTBETCTBUU
TIPOM3BOJIUTEIIS JIGKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM MpABHII HajJIekKalleld IPON3BOJICTBEHHON NPAKTHKH,
BBIJITAHHOTO YIOJHOMOYEHHBIM (peZiepaJbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH, JTHOO KOMHS PELICHUS
YIIOJIHOMOUYEHHOTO (peiepaibHOTO0 OpraHa HCIOJHUTENFHON BJIACTH O TMPOBEACHUM HWHCIEKTHPOBAHUS
MPOU3BOJUTEINSL JICKAPCTBEHHOIO CPEJACTBA. YKa3aHHbIE JOKYMEHTHI IPEJCTaBIAIOTCA B Clydae, €ciu
MPOM3BOJICTBO JIEKAPCTBEHHOTO CPE/ICTBA OCYIIECTBIsIETCA 3a npeaenamu Poccuiickoit ®enepannmy;

(1. 2 B pen. denepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3) IOKyMeHT, coJiepKalliuii ClieIyoe CBeIeHHs O (hapMarieBTHUECKOH CyOCTaHIUN:
a) HauMeHoBaHue (hapMaleBTUIECKOM CyOCTaHINM, ee CTPYKTYypa, 00IIne CBOICTBa;
0) HauMEHOBaHUE U aJ[PeC MPOU3BOIUTENS;

B) TEXHOJIOT'HSI POU3BOICTBA C OMTUCAHUEM CTaJUil TPOU3BOICTBA U METOIOB KOHTPOJISI HA BCEX CTAUAX
TIPOM3BOICTBA;

T') ONKCcaHue pa3pabOTKH Mpolecca MPOU3BOICTRA;

) OTIMCaHKWEe KOHTPOJISI KPUTHUYECKUX CTAAMK MpoLiecca MPOU3BOACTBA U MPOMEXYTOYHOM MPOAYKIHH;
€) TOKyMEHTaJIhbHOE MMOATBEPIKIACHUE (BATUIAITNS) TIPOIIECCOB U (MJIM) UX OIICHKA;

K) CBOWCTBA U CTPYKTypa JCHCTBYIOLINX BELIECTB;

3) XapaKTEePHUCTHKA MTPUMECEH;

1) cnennguKanys Ha papManeBTHYECKYIO CyOCTaHIIMIO 1 € 000CHOBaHME;

K) AQHAINTHYECKHE METOAMKH, HCIOJb3yeMble TPH  OCYIIECTBICHHH KOHTPONIS  KadecTBa
(hapManeBTH4IECKOM CyOCTaHIINY;

J) JAOKYMEHTaIbHOE TOATBEp)KIEHUE (BaMHUAIMs) aHATUTHYECKUX METOTUK, HCIONB3YEMBIX MPH
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OCYIIECTBIICHUU KOHTPOJISI KauecTBa (hapMarieBTUIeCKOM CyOCTaHIVH;
M) pe3yJIbTaThl aHAJIN3a Cepuil (hapMarleBTHIECKOH CyOCTaHII;

H) TepeueHb CTAHAAPTHBIX OOPA3IOB MM BEIIECTB, HCIOJB3YEMBIX MPH OCYIIECTBICHUM KOHTPOJISI
KavecTBa;

0) OITMCAaHNE XapaKTEPUCTUK M CBOWCTB YIIAKOBOUHBIX MaTepPHajOB M YKYMOPOUYHBIX CPE/ICTB;
1) JaHHBIC O CTA0MIBLHOCTH (hapMalleBTUUECKON CyOCTaHIINY;
P) CPOK TOTHOCTH;

4) MOKyMEHT, COJIEpXKAIllUi CBEACHHUS O PErHCTPalldd MPOU3BOJUTENS JEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHNS B KA4YeCTBE HAJIOTOIUIATEIIBIIINKA B CTpaHE pPETUCTpamuy (1T POCCHUCKHUX
IOPUAMYCCKUX JIMI[ - MJICHTU(QHUKAIMOHHBIM HOMep Hanoromnarensiuka (MMHH), mis wuHOCTpaHHBIX
IOPUAUMYECKUX JIUIL - CTpaHa PErucTpaluuy, HaMMEHOBAaHUE PETUCTPUPYIOLIETO OpraHa, PerrucTpallMOHHBINA
HOMeEp, KOJI HAJIOTOTUIATEIBIINKA B CTPaHe PErUCTpaIiu (MHKOPITOPAIINH) WIIH €T0 aHAaJIOT).

(1. 4 BBenen denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-D3)
(dacts 2 B pen. DeaepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlns mpoBeieHNs IKCIIEPTU3BI KA4eCTBA YKa3aHHOW B yacTH | HacTosmel cratebu (hapManeBTHIeCKOn
CyOCTaHIIMY 3asBUTENb MPEACTABIACT B YIIOJIHOMOUYCHHBIH (eiepaIbHbI OpraH HCIOTHUTENLHON BIACTH:

1) 3asgBieHHe O BKIIOYEHHMH B TOCYJapCTBEHHBIH peecTp JIEKAPCTBEHHBIX CPEACTB JIaHHON
(hapmareBTHYECKON CyOCTaHIINY;

2) KOIHWs JOKYMEHTa, MOATBEP)KIAIONICT0 YIUIATy TOCYJapCTBEHHOW TMONLIMHBI 33 BKJIIOYCHHE B
TOCYJAPCTBEHHBIA PEecTp JICKAPCTBEHHBIX CPEICTB (hapMaleBTUUECKOW CYOCTAHIIUH, MPOU3BEICHHOMW IS
peanuszaiuy, 00 MO COOCTBEHHON WHHWIIMATHBE YKa3aHHBIM JOKYMEHT. B cilyuae ero HempeacTaBlIcHHS
3asiBUTEJIEM YIOJHOMOUYCHHBIM (heJepalbHbIl OpraH HCIOJHUTEIILHOM BIAcTH MpOBepseT (aKT yIuiaThl
rOCYJapCTBEHHOW MOUUIMHBI 3asBUTENIEM C KCIOJb30BaHHEM HH(GOPMAMU 00 YIUIaTe TOCYAapCTBEHHOM
MOLUTHHBI, cojiepxkarieiicss B [ocyaapcTBeHHOH WH(POPMAIMOHHONW CHCTEME O TOCyIapCTBEHHBIX U
MYHHIIMIANBHBIX — IJIaT€XkaX, Ha OCHOBAHMM  IPEJICTABJICHHOW  3asBUTEJIEM KOMHMU  JOKYMEHTA,
MOATBEPIKIAIOIICTO YIJIATy TOCYIapCTBEHHON TOIUINHBL;

(1. 2 B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

3) 1OKYMEHTBI, yKa3aHHBIE B YACTH 2 HACTOALIECH CTAaThH;
(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

4) 3asBICHHWE O BbIgade paspenieHuss Ha BBO3 B Poccuiickyro ®ejepalivio KOHKPETHOW MapTUH
HE3apeTUCTPUPOBAHHOTO JIGKAPCTBEHHOTO CPEACTBA, MPEAHA3HAYCHHOIO [UISI TIPOBEIACHHUS YKa3aHHOH
SKCHEPTHU3HL.

(1. 4 BBennen denepanbHBIM 3aK0HOM 0T 22.12.2014 N 429-D3)

Koncynprantllmtoc: npumeuanue.
C 01.01.2021 cr. 34 nomonusiercs 4. 3.1 (O3 o1 27.12.2019 N 478-D3).

4. B teueHue aecsatu pabounx JHEH CO JHS MPUHATHSA 3asBJICHHS O BKIOYCHHU yKa3aHHOW B 4actu |
HACTOAIICH cTaThu (hapMaleBTUYECKONW CyOCTaHIMHM B TOCYIApCTBEHHBIA PEECTP JIGKAPCTBEHHBIX CPEJICTB U
JOKYMEHTOB, TEPEUYUCICHHBIX B 4YacTW | M MOyHKTe 2 4YacTH 3 HACTOSIIEH CTaTbM, YHOJHOMOYEHHBIH
(henmepasbHBII OpTaH UCIIOTHATEIHLHON BIIACTH:

(B pen. @enepanpHOTro 3aK0Ha OT 22.12.2014 N 429-D3)

1) mpOBOAMT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH MAHHBIX, COJICPXKAIIUXCS B IPEICTABICHHBIX
3asBUTENIEM JJOKYMCHTAX;
(B pen. @enepanpHOro 3akoHa ot 25.11.2013 N 317-D3)
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2) IpUHUMAET pelleHHEe O HAPaBICHUH B SKCIIEPTHOE yUpexKICHHUE 3a1aHMsI Ha TIPOBEJCHNE SKCIIEPTH3HI
KadecTBa yKa3aHHOM B WacTH | HacTosIIel cTaThu (hapMameBTHYeCKOW CyOCTaHINM WM 00 OTKa3e B TaKOM
HaIlpaBJICHUH;

3) yBenoMIISIeT B 3JICKTPOHHON MIIM TMCbMEHHOU (DOpMe 3asiBUTEINS O MPUHATOM PELICHUH HIIH B CIydae
OTKa3a ¢ yKa3aHWeM NPUYUH TAaKOTO OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyuae BBISIBJIICHUSI HEJIOCTOBEPHOCTH CBEICHUM, COJICPIKAIIUXCS B MPEICTABIICHHBIX 3asBUTEIICM
MaTepHanax, yIIoJIHOMOYEHHBIH (eiepabHbIN OpTraH HCIOTHUTENFHON BIACTH HAMIPABIISIET 3asSBUTEIIO 3aIIPOC
00 YTOYUHEHMM VYKa3aHHBIX CBeJCcHUH. JlaHHBIH 3ampoc MokeT OBbITh IepelaH YIMOJHOMOYCHHOMY
MPEICTABUTEIIO 3asBUTEIS JIUYHO TI0J] PACIUCKY, HAIIPABJICH IO MOYTE 3aKa3HBIM MHCHMOM WM IMEpelaH B
AJIEKTPOHHOM (opMe MO TENEKOMMYHUKAITMOHHBIM KaHallaM CBsI3W. B ciydae HampaBiieHus JaHHOTO 3ampoca
0 MOYTE 3aKa3HBIM MMHUCHMOM OH CUHTACTCS ITOJIyYCHHBIM MO0 MCTEYCHHU IIECTU JAHEU C JaThl HAlpaBJICHUS
3aKa3HOTO MUCHhMA.

(dacts 4.1 BBeneHa PeaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBurens 0053aH MPEICTABUTh OTBET Ha 3alpoc YHOJHOMOYEHHOTO (hemepambHOrO oOprana
WCTIOJTHUTEIILHOW BJIACTH B CPOK, HE MPEBBIIIAIOIIMN JEBIHOCTA PA0OYUX THEH CO JHS MOJIYYCHUS TAHHOTO
3anpoca. Cpok, yKa3aHHBIA B 4acTu 4 HACTOSILEW CTaThbW, NPUOCTAHABIMBACTCS CO JHS HAIpPaBIICHUA
3asBUTEITIO 3a1pOca YIIOJIHOMOYEHHOTO (hefepabHOro OpraHa HCIOTHUTENFHON BIACTH 10 AHS TONTYyYeHHUS UM
OTBETA HA I[aHHl)Iﬁ 3allpoC U HC YUUTBIBACTCA IIPHU UCUNCIICHUN CPOKA SKCIICPTHU3BI KAUCCTBA q)apMaHeBTI/I‘-ICCKOI\/'I
CyOCTaHIMY, HEUCIIOJIb3YEMOH MIPY IPOU3BOACTBE JICKAPCTBEHHBIX IIPENIapaToB.

(dacts 4.2 BBeneHa PeaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMeM JJs OTKa3a B HalpaBI€HHWH B JKCIEPTHOE YUpEeXKJEHHE 3aJaHus Ha IpPOBEACHUE
AKCIIEPTHU3bl KAa4eCTBa YKa3aHHON B 4yacTm | HacTosmieil craThi (papMarieBTHYECKOW CyOCTaHIIMH SIBISIETCS
HENpEACTaBICHUE TOKYMEHTOB, YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbu, OTCYTCTBHE HH(opmanuy,
MOJITBEP K JAIOIIEH (DaKT yIIaThl TOCYAapCTBEHHOM MONUIMHBI 32 BKITIOUEeHUE (hapMalleBTUIECKOW CyOCTaHIINY,
MPOM3BEICHHON ISl peaji3alny, B rOCYyJapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB, HENPEICTABICHHUE
3asBUTENIEM B YCTAHOBJICHHBIH CPOK OTBETa Ha YyKa3aHHbIM B uacth 4.1 HacTosmed CTaTbu 3aIpoc
YIOJIHOMOUYEHHOTO (heZiepalibHOr0 OpraHa WCIONHHUTEILHOW BJIACTH WIIM TPENCTAaBICHUE JTOKYMEHTOB, He
coJIep KallIiX NCUEPIBIBAIONIETO MepevHsl HEOOXOAUMBIX CBEICHUH.

(dacts 5 B pen. @exepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teyenue nmaTHaAIATH paboOUYMX THEH CO JHS MOMyYeHHS PEICHHUs YIIOJTHOMOYEHHOTO (pesepanbHOro
OpraHa WCIOJHHUTEIbHON BJIACTH O HAIPABIECHUM B OJKCIEPTHOE YUPEXKICHUE 3aJaHHA Ha IPOBEICHUE
9KCHEePTHU3bl KauecTBa YKa3aHHOM B 4acTH | HacTosei craThb (papManeBTHYECKOH CyOCTaHIMHU 3asBUTEIb
MPEeCTaBIsIeT B OKCIIEPTHOE YUPEKACHUE JIJIsl IPOBEACHUS JAHHOW IKCIIEPTH3bI 00pa3ibl (hapManeBTUIeCKOMI
CyOCTaHIIMM B KOJMYECTBE, HEOOXOAUMOM JJIsi BOCIPOU3BEICHNSI METOIOB KOHTPOJISI KauecTBa. DKCIEPTHOE
YUpeKACHUE TPH MOJY4YeHHUH oOpas3loB yKa3aHHOW B uacTH | Hacrosimeil cratbu (apManeBTHYECKOn
CyOCTaHIIMM BBIIAET 3asBUTEIIO JOKYMEHT, MOATBEPKIAIOUINMA TOJydYeHHE 3THX 00pas3loB, U B CpPOK, HE
MPEBBIMAOIIUN Tpex pado4nX JHEH, yBEeJOMIISIET B DIEKTPOHHOW WM MUCBMEHHOH ¢opme 00 SToM
YIIOJIHOMOUYECHHBIH (peiepabHblii OpraH HCHOJIHUTENBHOM BIAcTH. DTH CPOKM HE BKIIOYAIOTCS B CPOK
MIPOBEJCHUSI JaHHON 3KCIIEPTHU3BI.

(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

7. JIoKyMeHTHI, MOCTYNHBIIHNE B JKCIEPTHOE YUPEKIAEHHE IJIs MPOBEACHHUSA OSKCIEPTH3BI KadecTBa
yKa3aHHOM B yacth | Hacrosdmiei craTed (apMaleBTUYECKOH CyOcTaHIMM, MOIJIekKaT BO3BpaTy B
YIOJTHOMOYEHHBIA (enepaqbHbli OpraH HWCHOJHUTEIHHONW BIACTH OJHOBPEMEHHO C 3aKIIOUYEHHUSMH II0
pe3yspTaTaM NpOBEJEHHON 3KCIIEPTU3BL.

8. B cpok, He IpeBHIIIAONIHA MATH pabovHX JTHEH CO THS MOTYYCHHS 3aKIIFOUSHHS] KOMUCCHH SKCIIEPTOB
[0 pe3ynbTaTaM OJKCIEPTU3bl KadecTBa YKAa3aHHOW B YacTH 1 HACTOAMIEH cTaThh (apMareBTHICCKON
CyOCTaHIINY, YIIOTHOMOYCHHBIN (hefiepabHbII OpraH HCIOJTHUTEILHOW BIACTH:

1) ocylIecTBISET OIEHKY TAaKOTO 3aKIIOUYCHHS JUIS OINPEACICHHS €ro COOTBETCTBUS 3aJaHHI0 Ha
MIPOBEICHHE TAHHOM SKCIICPTU3HI;
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2) IpUHUMAET PEIIeHUE O BKIIOUSHUM yKa3aHHOW B 4acTH | HacTosmei craThil (hapMareBTUICCKON
CyOCTaHIINY B TOCYAAPCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEJICTB MIIH PEIIEHHE 00 0TKa3e B TAKOM BKITIOUCHHUU;

3) BHOCUT MpH MNPHUHATHHM pELIEHUs O BKIIOYEHWH YKa3aHHOW B 4acTM | HacTosed CTaTbu
(hapmareBTHYECKOW CYOCTAaHIIMM B TOCYJApCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB MPEAYCMOTPEHHYIO
gacThio 2 cTatbu 33 HacTosmero degepanbHOTO 3aK0Ha HH(POPMALIHAIO U YBEAOMIIAET 00 STOM B AIIEKTPOHHOM
WM THCbMEHHOM (hopMe 3asBUTENSI.

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3)

9. OcHOBaHHEM /ISl OTKa3a BO BKIIIOYEHNH yKa3aHHOW B 9acTH | HAacTOSIIeN cTaThu (hapMareBTHIeCKOn
CyOCTaHIIMK B TOCYAapCTBEHHBIN PeecTp JCKAPCTBEHHBIX CPEJICTB SBJISICTCS 3aKIFOUYCHUE COOTBETCTBYIOIIEIO
YIIOJTHOMOYEHHOT'O (peIepalIbHOTO OpPraHa UCIOJHUTEILHOM BIACTH O TOM, YTO Ka4eCTBO (DapMarleBTHUECKOM
CyOCTaHIINY HE MOATBEPKIEHO MOTYyYSeHHBIMHU TAHHBIMHU.

(wactp 9 BBegena denepanbHbiM 3akoHOM oT 22.10.2014 N 313-®@3; B pen. deaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

10. He nomyckaeTcsi BKJIOYEHHE B TOCYAAPCTBEHHBIA pPEECTp JIEKAPCTBEHHBIX CPEICTB OIHOMI
(hapmaiieBTHYECKON CyOCTaHIMM, TPOM3BEIACHHON s pPeau3allid M BBITYCKACMOH OJHUM M TEM IKE
MIPOM3BOJUTENIEM, B BUJE ABYX U O0Jiee PeecTPOBBIX 3aliCel.

(dacts 10 BBenena denepanpabM 3ak0HOM 0T 22.12.2014 N 429-D3)

11. BHeceHue u3MEHEHHI B JOKYMEHTHI Ha (hapMalleBTHYCCKYIO CyOCTaHIIMIO, MPOM3BEACHHYIO IS
pean3anyy 1 BKIIOYEHHYIO B TOCYAapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIETCS B OPSAKE,
ycTanoBieHHOM cTatbsimu 30 1 31 HacTosmiero deepanbHOTO 3aKOHA, C YIIIATON TOCY1apCTBEHHOM IOILITHHEL,
MpeayCMOTPEHHOH 3aKOHOAaTeNnbCcTBOM Poccuiickoit deneparyu o Hamorax u coopax.

(vacts 11 BBenena denepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

12. Jomyckaetcs oOpamienne (apManeBTHUECKAX CYOCTaHIWH, MPOW3BEICHHBIX IS pealn3allii, B
TEUCHHUE CTa BOCBMHUIACCATHU JIHGI‘/'I J0 U TIOCJIC MNPHUHATUA YIOJHOMOYCHHBIM q)eI[epaHBHBIM OopraHomM
HCTIOJTHUTEILHOW BJIACTH PELICHHUS O BHECCHUH M3MEHEHUH B IOKYMEHTHI Ha (papMarieBTHYECKYIO CyOCTaHIINIO,
MPOM3BEICHHYIO sl peaIn3alui U BKIIOUEHHYIO B TOCYJapPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB.
(uactp 12 BBenena denepanbHbM 3aK0HOM OT 22.12.2014 N 429-03)

13. Pemenne 00 HCKIIOYEHHMM W3 TOCYIAPCTBEHHOIO pPEECTpa  JICKAPCTBEHHBIX CPEICTB
(apMalieBTH4YECKOM CyOCTaHIMHM, NPOMU3BEACHHOW JUIsl peaIn3aliy, TNPUHUMAETCS YIOJHOMOYCHHBIM
(denepaabHBIM OPraHOM HCIIOTHUTEILHOW BIACTH B CITydae:

1) mpexacraBiieHHsT COOTBETCTBYIOLIMM YIIOJHOMOUYEHHBIM (peJiepalibHbIM OpPraHoM HCIIOTHHUTENbHON
BJIACTH 3aKJIIOYEHUS O PHUCKE WM 00 yrpose >KM3HM WIHM 3I0POBBIO YeNOBEKa JIMOO >KMBOTHOTO IIPH
HCIOJIb30BaHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) noxauyu pa3pabOTUYUKOM JIEKAPCTBEHHOI'O CPEACTBA MM IIPOU3BOAUTENIEM JIEKAPCTBEHHOI'O CPENICTBA
100 YIOJIHOMOUYEHHBIM UMH APYTHM IOPHINYECKUM JIMLIOM 3asBICHUS 00 UCKIIIOYEHUH U3 TOCYJapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB (papMalleBTHUECKON CyOCTaHIIUM, IPOU3BEICHHOM JJIsl pealTu3alluu;

3) orcyrcTBUs (hapMalEeBTUUYECKONH CyOCTaHIMHM, MPOM3BEIACHHON IS peau3allid, B OOpallcHUH B
Poccuiickoii denepannu B TeUSHHE TPEX U OOJIee JIET.
(gacts 13 BBenena denepanpHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

Cratbs 35. Yrparuaa cuay ¢ 1 urons 2015 roapa. - ®egepanbHblii 3akoH ot 22.12.2014 N 429-®3.

Cratea 36. OOxanoBaHue pelieHHs 00 oOTka3e B BblIade pa3pelieHUsi Ha TNpPoBeeHUe
KJIMHUYECKOr0 HMCCJIe0BAHHUS JIEKAPCTBEHHOI0 NMpemnapara, penieHusi 00 0TKa3e B rocylapcTBeHHOM
PerucTpaliid  JIeKAPCTBEHHOr0 TMpenapara, 3aKJI0YeHHsT KOMHCCHMH JKCHEPTOB JKCHEPTHOrO
YUpesKaeHUs WU 3aK/II0UeHHUs COBeTa N0 ITHKe

(B pen. @enepanbpHOTro 3akoHa OT 22.12.2014 N 429-D3)

Perienne cooTBETCTBYIONIETO YIMOTHOMOYEHHOTO (heIepabHOTO OpraHa HCIIONHHUTEILHOW BIACTH 00
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OTKa3e B BBIJA4Y€ pa3pelIeHHs Ha MPOBEIEHHE KIMHHUYECKOTO HCCIIEJIOBAHHS JIEKAaPCTBEHHOTO IIperapara,
pelieHre yKka3aHHOro (heAepansbHOTO OpraHa WCIIONHHUTEIBHON BIACTH OO0 OTKa3e B TOCYNapCTBEHHOW
perucTpanyu JIEeKapcTBEHHOTO NpenapaTa, 3aKJII0YeHHe KOMUCCHH 3KCIIEPTOB SKCIEPTHOTO YUPEKICHHS WIH
3aKIII0YCHUE COBETa MO STHKE MOXKET OBITh 00)KaJOBaHO B MOPSIKE, YCTAHOBIEHHOM 3aKOHOIATEIHCTBOM
Poccmiickoit ~ @enmepanmu.  3akiOYeHHE  KOMHCCHHM ~ OKCIIEPTOB  AKCHEPTHOTO  YVUPEXKICHHUS O
B3aMIMO3aMEHSEMOCTH JICKAPCTBEHHBIX TIPENaparoB /IS MEOWIIMHCKOTO MPHUMEHEHHWs JHOO0 O TOM, YTO
JIEKApCTBEHHBIN IpemnapaT A MEIWIUHCKOTrO MPUMEHEHHs HE SIBJISIETCS B3aUMO3aMEHIEMbIM, MOXKET OBITh
00>aJloBaHoO JieprKaTesIeM WIIH BIIJIENIbIIEM PETUCTPAIMIOHHOTO YOCTOBEPEHUS JIEKapCTBEHHOIO TperapaTa B
YIOJTHOMOYEHHBIA (e/epaabHblii OpraH HCIIONHUTENBHON BIACTH, KOTOPHIH IMPHUBIEKAeT K PacCMOTPEHHIO
yKa3aHHOW KaJloObl TMOABEAOMCTBEHHBIE €My Hay4HbIe OpraHW3aldd U 00pa3oBaTeNbHBIE OpraHU3aLUH
BBICIIETO 00pa30BaHUsl, OCYIIECTBISIOIINE ACATENBHOCTh B cdepe oOpalieHus! JIEKapCTBEHHBIX CpPEACTB.
3aKTroueHne KOMHCCHW JKCIEPTOB OSKCIIEPTHOTO YUpexkaAeHus, O(QOpMIIEHHOE IO HUTOraM IepecMoTpa
00)KaJJOBAaHHOTO  3aKJIOUEHHUs] OKCIEepPTa, MOXET OBITh OCIOPEHO JiepKaTeleM WM  BiajelbleM
PETUCTPALIMOHHOTO YJOCTOBEPEHHUS JIEKApCTBEHHOTO Mpenapara Ju00 YMOJHOMOYEHHBIM MMM JIUIOM B
MOpsIIKe, YCTAaHOBIIEHHOM 3aKOHOMATENLCTBOM Poccuiickoir ®enepammu. [Ipu obOxamoBaHWM perieHus
YIOTHOMOYEHHOTO (pefiepabHOr0 OpraHa WCHOJHHUTEIHHON BIIACTH, 3aKIIOYECHUS DKCIEPTa WA KOMHUCCHH
JKCIIEPTOB 3KCIEPTHOTO YUPEXKJEHHUsS, 3aKJIOYEHHs COBeTa IO J3THKE Jep)KaTeldb WIM BiaJenen
PETHCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara Ju00 YIMOJTHOMOYEHHOE WIMH JIMIO BIIpaBe
MPEeNCTaBUTh  PE3yNbTaThl  OKCIEPTH3Bl  JIGKAPCTBEHHOTO  IIpenapara, MPOTOKOJBl  TOJTYYEHHBIX
AKKpEeIUTOBAaHHBIMU UCIIBITATEILHBIME JTA00PaTOPHSIMHU (LIEHTPAMHK) PE3yIbTaTOB UCCIICIOBAHUM, UCTIBITAHHA.
(B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

Crarps 37. Uupopmanus, cBsi3aHHAsI C OCYIIECTBJIEHHEM TOCYIAPCTBEHHOH permcrpanun
JIEKAPCTBEHHBIX MPeNnapaToB, MH(POPMANKUs 0 3aPEerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX NMpenaparax M
JIEKAPCTBEHHBIX Mpenaparax, HCKJIYeHHbIX U3 FOCYAaPCTBEHHOI0 peecTpPa JeKapCTBEHHbIX CPelCcTB

1. CoOTBeTCTBYIOIINH YIIOJHOMOUYEHHBIH (ellepanbHbIli OpraH UCIIOJHUTEIBHON BIACTH pa3MelaeT Ha
cBoeM odunuaibHOM caiite B cetn "VHTepHer" wWH(MOpPMANHWIO, CBA3aHHYIO C OCYIIECTBICHHEM
rOCyZlapCTBEHHON pPETUCTpAallMi JIEKAPCTBEHHBIX IIPENapaToB, B TOM YHCJIE MPOBEIACHUEM JKCIEPTU3BI
JIEKApCTBEHHBIX CPEACTB (BKIOYAsi PE3y/lbTaThl €€ MpPOBEIEHHs), WHPOPMAIMIO O 3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX Mperaparax M JIEKapCTBEHHBIX Mpenaparax, MCKIIOYEHHBIX W3 TOCYAapCTBEHHOTO peecTpa
JICKApCTBEHHBIX CPEJICTB, HE MO3JHEE YeM uepe3 IATh pabouux AHEH CO AHSA MOJYYEHHUS YINOTHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOTHUTEIBHON BIACTH COOTBETCTBYIOIIEH HH(POPMALINH.

(B pen. DenepanbHbIX 3aK0HOB OT 22.12.2014 N 429-D3, ot 02.08.2019 N 297-D3)

2. Cpoku © TOpSJIOK pasMelleHHs YKa3aHHOW B dacTh | HAcTosmed cTaThu WHGOpPMAIUU
YCTaHABJIMBAIOTCS YIOJHOMOYCHHBIM ()eiepalibHbIM OPTraHOM MCIIOJIHUTENIbHOW Biactu. MHbopmarms,
yKa3aHHas B 4YacTH | HACTOSIIEH CTaTh, SIBJIAETCS OTKPBITOM W OOIICJOCTYIHOW M MPEIOCTaBiIsSCTCS
3aWHTEPECOBAHHBIM JINI[AM B COOTBETCTBUH C 3aKOHOATENLCTBOM Poccuiickoit deneparuu.

(B pen. ®enepanpHoOTo 3aK0Ha OT 22.12.2014 N 429-D3)

I'masa 7. KIMHUYECKHUE UCCJIEJOBAHUSA JTEKAPCTBEHHbBIX
INPEITAPATOB JJIs1 MEAUITUHCKOI'O ITIPUMEHEHUS, 1OI'OBOP
Ob UX ITPOBEJIEHMMU, IIPABA ITAHMEHTOB, YYACTBYIOLINX
B 9TUX UCCJIEJOBAHUAX

Crarba 38. KiuuHMYeckHe HCCJIEJOBAHUSL JIEKAPCTBEHHBIX MPeNapaToB [JIA MeIUIIUHCKOIO0
npuMeHeHust

1. KnuHuueckue MCCiieIOBaHUs JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHUS, B TOM
YUCJIC MCXKAYHAPOIHBIE MHOT'OLICHTPOBBLIC, MHOI'OLICHTPOBLIC, MOCTPETUCTPALITMOHHBLIC, IIPOBOAATCA B OHHOI71
WM HECKOJIbBKUX MCIUIMHCKHUX OpraHu3anusax B COOTBETCTBHU C IIpaBHUJIaMU Haﬂnemameﬁ KIIMHUYECKOM
MPAKTUKH, YTBEPXKJACHHBIMH YIIOJIHOMOYCHHBIM  (DeICpAIbHBIM ~ OPTaHOM  HCIIOJIHUTEIIBHOM  BIIACTH,
COOTBETCTBEHHO B CIICYIOIIUX TIEIISX:

(B pen. @enepanpHOro 3aK0oHa OT 22.12.2014 N 429-D3)

1) ycraHoBieHHe 0€30MaCHOCTH JIEKAPCTBEHHBIX MHpEnapaTroB AJs 340POBBIX TOOPOBOJBLEB W (HIIH)
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MIEPEeHOCUMOCTH WX 3I0POBBIMH JTOOPOBOJBIIAMH, 32 HCKIIOYEHHEM TaKHWX HCCIIETOBAHHWNA JIEKapCTBEHHBIX
MpernapaToB, NPOU3BEJAEHHBIX 3a nIpeaenamu Poccuiickoit deaepariuy;

2) moadop ONTUMAIBLHBIX JO3MPOBOK JICKAPCTBEHHOIO IperapaTa U Kypca JISYeHUs JUIsl TAllMeHTOB C
OTIpEIeTICHHBIM  3a00JIeBaHWEM, OINTUMAIBHBIX J03 W CXEeM BaKIMHAIMH HMMYHOOMOJOTHIECKUMHU
JIEKapCTBEHHBIMH IIpeTapaTaMu 37J0POBBIX JOOPOBOIIBIIER;

3) ycraHOBJIeHHE 0E30MAaCHOCTH JIEKAPCTBEHHOTO Mpernapara U ero 3PQEeKTUBHOCTH AJS MalKueHTOB C
OTIpeIeTICHHBIM 3a00JIeBaHneM, PO IITakTHIeCKOH 3 (HEeKTHBHOCTH HMMYHOOHOIOTHUECKUX JIEKaPCTBEHHBIX
MpenapaToB JJIs 3I0POBBIX TOOPOBOJIBIICB;

4) u3y4yeHue BO3MOXKHOCTH PacIIMpPEHUs MOKa3aHUH 11 MEAUIIMHCKOTO IPUMEHEHHUSI U BEISIBIICHUS paHee
HEW3BECTHBIX MOOOYHBIX JAEWCTBUI 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB.

2. B oTHOIIEHUN BOCHPOM3BEACHHBIX JEKAPCTBEHHBIX IMPENaparoB ISl MEIULMHCKOTO NPUMEHEHHUS
MIPOBOASITCA HCCIEeIOBaHMs OMO3KBUBAIEHTHOCTH W (WJIM) TepaneBTUYECKON IKBHMBAJICHTHOCTU B TOpSJKE,
YCTaHOBJICHHOM YITOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM MCIIOJHUTEIBHON BIACTH.

3. OpraHuzanyio TPOBEAEHHUS KIMHUYECKUX HCCIENOBAaHUN JIEKApCTBEHHOTO TIpemnapaTta s
MEJULUHCKOIO IPUMEHEHUS BIIPABE OCYLIECTBIISITh:

1) pa3pabOT4MK JEKapCTBEHHOI'O penapara Uik yIOJIHOMOYEHHOE UM JIULIO;

2) oOpa3oBaTeiibHBIC OPraHM3alMK  BBICIIETO OO0pa30BaHUA, OPraHU3alUU  JONOJHUTEIHHOTO
po(hecCHOHATBHOTO 00Pa30BaHUS;
(1. 2 B pen. ®enepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4YHO-HUCCIIeIOBATEIHCKHUE OpraHU3allUH.

4. KiMHUYECKHE WCCIeIOBaHUS JICKAPCTBEHHOTO TMperapara Uil MEIUIIMHCKOrO MPUMEHEHHS
MPOBOJASTCS HAa OCHOBAHMUHU pa3pelIeHUs Ha MPOBEACHHE KIMHMYECKOTO WCCIICOBAHUS JICKAPCTBEHHOTO
mpernapaTta,  BBIJIAHHOTO  YIOJHOMOYEHHBIM  (efiepabHBIM ~ OpPraHOM  HCIOJHHUTEIBHOW  BIIACTH.
YnomHOMOYEHHBIH (enepanbHblii OpraH MCIIOJHUTEIBHON BIACTH BEJET PEeCTpP BBIIAHHBIX pa3pelleHHid Ha
MPOBEJICHUE KIMHUYSCKUX UCCIIEA0OBAHUH JICKAPCTBEHHOTO IIperapara, CoAepIKalluii yKkazaHie Ha UX LENb WIH
LIEJIH, B YCTAHOBJICHHOM 3THM OPT'aHOM TOPSIIKE.

(B pea. ®enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. VYrpatuin cuy ¢ 1 nrons 2015 roga. - @enepanbasiil 3akoH oT 22.12.2014 N 429-03.

6. K opranmzanuu mnpoBeAcHUS KIMHUYECKUX WCCICIOBAHUN JICKAPCTBEHHOTO TIpemapaTra IS
MEIUIIMHCKOTO MTPUMEHEHUS Pa3padOTYMKOM JIEKAPCTBEHHOTO Tperapara MOTYT IPUBJIEKAThCS IOPUIUICCKIC
JIATIA JTF000¥ OpTaHU3aITMOHHO-TIPABOBOM (POPMBI IIPH YCIOBHUH 00ECIIEUSHHS COOTBETCTBHS ATHX UCCIICTOBAHHUN
TpeboBaHUAM HacTosiero denepanbHOTO 3aKOHA.

7. KinuHuyeckue WuCCIEIOBaHUS JEKAPCTBEHHBIX MPEMapaToB [JIsi MEIUIUHCKOIO MPUMEHEHHUS
MPOBOMASTCS B MEAMIIMHCKUX OPTraHU3alluAX, aKKPEAMTOBAHHBIX YHOIHOMOUYEHHBIM ()eZepalbHbIM OpPraHOM
HCIIONIHUTENbHOM BJIACTH B MOPsiKe, ycTaHOBIeHHOM [IpaBuTtensctBom Poccuiickoit @enepanuu.

8. IlepeueHb METUIMHCKUX OpPraHMU3ALMN, UMEIOIUX MPaBO NMPOBOAMTH KIMHUUYECKHUE WCCIEAOBaHUA
JIEKapCTBEHHBIX MpEeraparoB il MEIUIMHCKOTO TPWMEHEHHs, W peecTp BBIJAHHBIX pa3pemieHuil Ha
MpoBeIeHNE KIMHUYECKUX MCCIIeIOBaHUI JIEKAPCTBEHHBIX MPENapaToB OITyOIMKOBBIBAIOTCS U pa3MeEIaloTCs
YIIOJIHOMOUYEHHBIM (pefiepabHBIM OpraHOM HCIIOJHUTEIBHON BIACTH B YCTAHOBIICHHOM MM IOPSIZIKE HA CBOEM
odunmaasHOM caiite B cetr "MHTEpHET".

Cratbs 39. Pemienne o npoBeieHNH KINHAYECKOT0 HCCJIETOBAHMSA JIeKAPCTBEHHOT0 MpenapaTta JAJs
MEeAMIUHCKOr0 NPUMEHEeHM
(B pen. @enepanpHOro 3aKkoHa oT 22.12.2014 N 429-03)

1. Kiauaudeckoe HUCCJICAOBAHUC JICKAPCTBCHHOI'O IIpfrapara 1 MCOAUIUHCKOIO IMMPUMCHCHUS
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MIPOBOANTCS HA OCHOBAaHWH pa3pelIeHHs] Ha TMPOBEJEHHE KIMHUYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOTO
Iperapara, BBIIAaHHOTO YIIOJTHOMOYEHHBIM (e/lepaabHbIM OPTaHOM HCTIOTHUTENFHOW BIIACTH 10 Pe3yJIbTaTaM
AKCIEPTU3bl JIOKYMEHTOB, HEOOXOIUMBIX JUIS TOJYYCHHUS pa3pelicHHUs Ha TPOBEACHUE KIMHUYSCKOTO
HCCIIEAOBAHMS JIEKAPCTBEHHOT'O MIpernapara u 3THUYECKON IKCIIEPTU3HI.

2. I[J'I?I MOJYYCHHS Pa3pClICHUsd Ha MNPOBCACHUEC KIIMHUYECKOIO MCCICAOBAaHHUA JIEKAPCTBECHHOI'O
npenapara ajd MCAUIUHCKOTI'O MIPUMCHCHUS 3aABUTCIIb IPCACTABIIACT B ynOﬂHOMO‘lCHHLIﬁ (beﬂepaﬂbeIﬁ opran
HCIIOJIHUTEILHOM BIIACTH:

1) 3asBieHME O BBIAaUe pa3pelleHHs Ha MPOBEICHHE KIMHUYECKOTO HCCIIEIOBAaHUS JIEKapCTBEHHOTO
npenapara Jyisi MeIUIMHCKOTO PUMEHEHUS;

Koncynerantlntoc: npumedanue.
C01.01.2021 B m. 2 4. 2 cr. 39 BHOCsiTCS m3MeHeHus (D3 ot 27.12.2019 N 478-D3).

2) KONMUU JOKYMEHTOB, IMOATBEP)KJIAIOUINX YIJIATy TOCYJapCTBEHHOW IMONIIJIMHBI 3a MpPOBEICHHE
9THUYECKOHN HKCIEPTU3BI, SIKCIEPTU3bI JOKYMEHTOB Ha JIEKapCTBEHHBIN MpenapaT 1 NOIyYeHHs pa3pelieHus
Ha IIPOBEJICHNE KIIMHUYECKOr0 UCCIIEA0BAHMS JIEKAPCTBEHHOTO IIperapara Uil MEAUIIMHCKOrO IPUMEHEHNS, 32
BblJIa4y PA3pelICHHs Ha IPOBEJCHHE KIMHUYECKOIO HCCIEN0BAaHUs JIEKAPCTBEHHOIO IIpernapara s
MEIUIMHCKOTO TNPUMEHEHHUs, 3a NPOBEIEHUE OJKCIEPTHU3bl TOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipernapar A
MOJIY4EHUS Pa3pelleHys] Ha MPOBEACHUE MEXIYHAPOJHOIO MHOTOLEHTPOBOIO KIMHUYECKOIO HCCIIEIOBAHUA
JIEKAPCTBEHHOI'O IIpenapara JUisi MEJUUUHCKOIO IPUMEHEHUS, 32 BbIJAa4y pa3pelICHUs Ha IPOBEACHUE
MEXAYHApPOJAHOTO MHOTOLIEHTPOBOIO KIMHUYECKOTO HCCIENOBAHHUA JIEKAPCTBEHHOIO Ipenaparta Ui
MEIUIMHCKOTO TPUMEHEHHS, 3a IpPOBEICHHE OJTHYECKOW OKCHEPTH3Bl, 3KCIEPTH3Bl JOKYMEHTOB Ha
JIEKApCTBEHHBIN Mpenapar AJIs IOJy4YEHHUs pa3pelleHus Ha IIPOBEICHUE IOCTPETUCTPALUMOHHOIO KIIMHUYECKOTO
HCCIIEIOBAHNS JIEKapCTBEHHOIO IpenapaTra Il MEOUIMHCKOTO IPHMEHEHMs, 3a BbIAAYy pa3pellcHHUs Ha
MIPOBEJICHNE MOCTPETUCTPALIMIOHHOTO KIMHUYECKOTO HCCIEOBAHMSA JIEKAPCTBEHHOIO TIpemnapaTta Ui
MEJUIUHCKOTO TPUMEHEHHUs, WM 10 COOCTBEHHOW WHHWIMATHBE YKa3aHHBIE JOKYMEHTHL. B ciyuae
HETIpe/ICTaBIICHUS ~ 3asBUTENEM  YKa3aHHBIX JOKYMEHTOB  YIOJHOMOYEHHBIH (epepanbHBIl  opraH
WCTIOJIHUTENIFHOM BJIaCTH TpoBepsieT (akT YIuIaThl TOCYAAPCTBEHHON IOLUIMHBI C HCIOJIB30BAHUEM
nHpOpMaIuK 00 yriare rocy1apcTBEHHOH MOILIHHEL, cojiepkalieiics B [ocynapcTBeHHON HHPOPMAITOHHOM
CUCTEME O IOCYJApCTBEHHBIX W MYHHLHMIAJIBHBIX IUIATEXKAaX, HA OCHOBAHMM IIPEJICTABICHHBIX 3asBUTEIEM
KOIUI TOKYMEHTOB;

3) NPOTOKOJ KJIMHUYECKOTO HCCIICAOBAHHMS JICKAPCTBEHHOTO MperapaTa Jijisi MEHUIIMHCKOTO TPUMEHEHUS;
4) GporIopy UCCIIeI0BaTENS;
5) uH(MOPMAIMOHHBIN JIMCTOK MAI[UCHTA,;

6) cBeneHMs 00 OMbITe PadOTHI MCCIIEIOBATEICH 10 COOTBETCTBYIOIIMM CICIHUAIBHOCTSIM M HX OIIBITE
PpabOoThI TIO TPOBEACHUIO KIIMHUYECKUX HCCIIEIOBAHMIA;

7) CBCICHHA O MEAMIMWHCKHUX OpraHu3aludaX, B KOTOPBIX IMPEAINOIarac€Trcsa npoBEACHUC KIMHHUYCCKOTO
WCCIICIOBaHUS JIGKAPCTBEHHOTO TMpernapara JyUisi MEAWIIMHCKOTO TNPUMEHEHUs (IIOJIHOE W COKpAaIlleHHOE
HAaWMEHOBaHWsS, OPraHU3AlMOHHO-TIPAaBOBas (oOpMa, MECTO HAXOXJCHUS U MECTO OCYIIECTBICHHUS
JESTeIILHOCTH, TeJAe(OH, Tejaedakc, aapec JeKTPOHHON HOYThI KaXI0H MEIUIIMHCKON OpraHu3aliimn);

8) cBemeHMS O TMPEANOJIaraéMbIX CPOKax IPOBEICHHUS KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO
rperapara Juisi MEAUIIUHCKOTO IIPUMEHEHHUS;

9) komuio J0TOoBOpa O0SA3aTENHFHOTO CTPAXOBAHWS, 3aKJIIOYEHHOTO B COOTBETCTBHU C THUITOBBIMH
MpaBUJIaMU 00S3aTEIILHOTO CTPAXOBAHUS, C YKa3aHUEM IPeIeIbHON YUCIEHHOCTH MAIUEHTOB, YIaCTBYIOIINX B
KIIMHUYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO TIperapara ik MEIUIIMHCKOTO MPUMECHEHUS;

10) urdopMaLHO 0 COCTaBE JCKAPCTBEHHOIO IIpenapara s MEIUIIUHCKOr0 MPUMEHEHUS;
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11) MOKYMEHT, COCTAaBJICHHBIA MMPOW3BOAMTEICM JICKAPCTBEHHOTO IMIpernapaTra JUisi MEIUIIMHCKOTO
MIPUMEHEHUS U COAep KaInil ToKa3aTeNn (XapaKTepPUCTHUKHN), a TAKXKE CBEICHHS O JIEKAPCTBEHHOM IIperapare
JUTST MEIUIIMHCKOTO TIPUMEHEHUS, TPOU3BEACHHOM [Tl IPOBEACHUS KJIMHUYECKUX UCCIETOBAHMUIA;

Koncynerantlntoc: npumedanue.
C01.01.2021 B m. 12 4. 2 c1. 39 BHOCcsATCS usameHenus (O3 o1 27.12.2019 N 478-D3).

12) komui0 JUIEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB B Clydae, €CIU IIPOU3BOJICTBO
JIEKQpCTBEHHOI'0 Ipenapara ocyuecTsisercss B Poccuiickod ®enepauuy, WM KONHUIO 3aKIIOYEHUS O
COOTBETCTBHM  TPOM3BOJUTENS  JICKAPCTBEHHOTO  Mpemnapata TpeOOBaHWSAM  MpaBWI  HaJUICkKaleh
MPOU3BOJACTBEHHOM  MPAKTUKH, BBIJAHHOTO  YIOJHOMOYEHHBIM OpPraHOM  CTpaHbl  MPOU3BOAMUTENS
JIEKapCTBEHHOTO Mperapara.

(B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

Koncynprantllmtoc: npumeyanue.
C 01.01.2021 cT. 39 momomasiercs 4. 2.1 (D3 ot 27.12.2019 N 478-D3).

3. B cpok, He mpeBHIIAOImUi maTH pabouux AHEH co JHA MPUHATHSA YKa3aHHOTO B MyHKTe | wactu 2
HACTOSIILIEH CTaTbu 3asBICHUS W HEOOXOAMMBIX NOKYMEHTOB, YIOJHOMOYEHHBIH (henepanbHbli OpraH
HCIIOJTHUTEIbHON BIACTH:

1) mpoBOAMT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH CBENEHUH, COAEp)KAIIUXCA B IPEICTaBICHHBIX
3asiBUTENIEM JTOKYMEHTAaX;

2) mpUHUMaeT pelleHHE O MPOBEACHUHM SKCIEPTH3bl AOKYMEHTOB AJISl IOJIyYCHHs pas3pelleHHs Ha
MIPOBEJIEHUE KIMHUYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOrO TpemapaTa s MEeIUIMHCKOTrO0 NMPUMEHEHHS U
3TUYECKOH SKCIEPTH3bI WK 00 OTKa3e B MPOBEACHUH YKa3aHHBIX SKCIIEPTH3;

3) yBeIOMIISIET B 3JICKTPOHHOM (popMe MM Ha OyMa)KHOM HOCHTEJIE 3asBUTEJS O MPUHITOM PEIICHUN
00 B ClTydae TIPUHSATH PelIeHus: 00 OTKa3e TakkKe ¢ yKazaHHeM MPHYNH TaKOTo OTKAa3a,

4) MOAroTaBJIMBACT U HANIPABIISICT B SKCIICPTHOC YUPCIKACHUC U COBET 10 3TUKE 3aJaHUC Ha ITPOBCACHUC
COOTBCTCTBYIOIMX SKCIICPTHU3.

4. B ciyuae BbISBICHHMS HEMOJHOTHI M (WJIM) HEIOCTOBEPHOCTH HH(OPMAIMH, COAEpKalleics B
NpEACTABJICHHLIX 3asdBUTCIIEM JJOKYMCHTAX, ynOHHOMO‘IGHHBIﬁ (l)e,ﬂepaJIBHblﬁ Oopra”n HCIIOJIHUTEIHLHOMN BIIACTH
HaTpaBJISET 3asBUTEITIO 3apoc 00 YTOUHEHNH YKa3aHHOH nHpopMaiun. JJaHHbIH 3anpoc MOXKET OBITh MepeiaH
YIOITHOMOYEHHOMY MPEICTABUTEIIO 3aBUTENIS IMYHO MO PACIIUCKY, HAIIPABJIEH O IIOYTE 3aKa3HBIM MHCEMOM
WIN TIepeJaH B 3JIEKTPOHHOH (popMe MO TeNeKOMMYHHMKALMOHHBIM KaHajlaM CBs3H. B ciydae HampasieHus
JaHHOI'0 3aI1poca 110 No4YTe 3aKa3HbIM ITUCbMOM OH CUUTACTCA MOJTYYCHHBIM 110 UCTCUCHUU HICCTU )1H€I>'I C 1aThI
HampaBJICHUs] 3aKa3HOTO IMUCbMA. 3asBUTENb 00s3aH TMPEJICTABUTh OTBET Ha 3alpoC YIOJIHOMOYEHHOTO
(enepanbHOro opraHa MCIOJIHUTENFHON BIACTH B CPOK, HE NPEBBILIAIONINNA JEBIHOCTa pabouux THEH co AHA
€ro IMOJIYUYCHU. CpOK, yKaSaHHBIﬁ B 4acTH 3 HaCTOHHIefI CTaTbu, MPUOCTAHABIIMBACTCA CO OHA HAIIpaBJICHUSA
3asBUTEJIIO 3a11POCa YIIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa NCTIONHUTEIBHON BIACTH A0 JHS ITOIYYEeHHS UM
COOTBETCTBYIOLIEIO OTBETA U HE YUYWTHIBAETCA IIPU HCUMCIECHUU CPOKAa IIPHUHATHS YIOJIHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIIOJHHUTENBHOW BIIACTH PELICHUS O MPOBEIACHUH SKCHEPTH3bI JTOKYMEHTOB JUIS
[OJIYYEHUs] pa3pelleHUs Ha IPOBEICHHUE KIMHUYECKOTO HCCIEIOBAaHUs JIEKapCTBEHHOIO Iperapara s
MEJIULUHCKOIO IPUMEHEHUS.

5. OcHoBaHUEM [JIs1 OTKa3a B MPOBEACHUM SKCIEPTU3BI TOKYMEHTOB ISl TMOMYYEHHUS! pa3pelIeHUsl Ha
MIPOBEICHIE KIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO Ipemapara JUisi MEAUITMHCKOTO NMPUMEHEHUS U
STUYECKON JKCHEPTHU3BI SIBISICTCS MPEICTABICHUE AOKYMEHTOB, MPEIYCMOTPEHHBIX YacThI0 2 HACTOSIICH
CTaThH, B HEMOJIHOM O00hEME, HETIPEICTABICHUC 3asBUTEIIEM B YCTAHOBICHHBIA CPOK OTBETAa HA YKA3aHHBIN B
YyacTu 4 HACTOSIIEH CTAThH 3alPOC YIMOITHOMOYCHHOTO ()e/IepallbHOIO OpraHa UCIOJHUTENLHON BIIACTH JTHOO
OTCYTCTBHC B TPEJCTABICHHBIX JOKYMEHTAaX HCYCPIBIBAIOIIETO MEPEeYHs HEeoOXOAMMON WHGOpMAIUKU WA
nH(pOpMAITUH, KOTOpask JOJDKHA OBITh OTpa)XXeHa B HUX, a TAKXKE OTCYTCTBUE WH(POPMAIIVH, ITOATBEPIKIAIOIICH
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(hakT yriaTel roCyAapCTBEHHOH TMOIIIMHBI 32 MPOBEIEHUE dTHYECKOM SKCIIEPTH3HI, IKCIIEPTH3HI TOKYMEHTOB
Ha JIEKapCTBEHHBIM Ipemapar Ui MOJIYYeHHS pa3pelleHrs Ha MPOBEIEHHE KIMHHYECKOTO HCCIIEIOBAHUS
JIEKQpPCTBEHHOT'O TMpemnapara s MEIUIMHCKOrO TMPUMEHEHHUs, 3a BBIayy pa3pelICHUsT Ha MPOBEACHHE
KJIMHUYECKOT'0 MCCIICIOBaHUS JICKAPCTBEHHOTO TMpenapara A MEAUIIMHCKOTO MPUMEHEHUS, 32 TIPOBECHUE
JKCIIEPTHU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM TMperapar Uid MONydeHHs pa3pelieHus Ha IPOBeIeHHE
MEXIyHApOJHOTO MHOTOIIEHTPOBOTO KIMHUYECKOTO HWCCIENOBAaHHUA JIEKAPCTBEHHOTO TIIpenapara Jyisd
MEJIMIIMHCKOTO MPUMEHEHUS, 32 BbIJauy pa3pelICHUs Ha MPOBEICHHUE MEXIYHAPOIHOIO MHOTOILEHTPOBOIO
KIIMHUYECKOTO HCCIEOBAHUS JIEKAPCTBEHHOTO Tperapara JUisi MeIUIINHCKOTO TPUMEHEHU, 3a MIPOBEICHIE
STHUYECKOH IKCIEPTU3HI, IKCIEPTHU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN MpenapaT s MOIYICHHAS pa3perieHus
Ha MPOBEICHHUE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO UCCIEIOBAaHUS JICKAPCTBEHHOI'O Ipemnapara s
MEJIMIIMHCKOTO IPUMEHEHUS, 32 BhIAaUy pa3pelieHus] Ha MPOBEACHHUE MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO
WICCIIeTOBAHMSA JIEKapCTBEHHOTO TIperapara sl MEAUINHCKOTO PIMEHEHHSI.

6. [IpoBenenune >KCHepTU3bl TOKYMEHTOB JJIs MOJIyYEHUS pa3pelleHus Ha MPOBEACHHUE KIMHUYECKOTO
HCCIICIOBAHUS JIEKAPCTBEHHOTO IperapaTta Uil MEIUIMHCKOTO MPUMEHEHUS M 3THYECKOM SKCIEepPTH3bI,
COCTaBJICHHE KOMUCCHEH SKCIEPTOB M COBETOM II0 3THKE 3aKIIOYEHUH O BO3MOXHOCTU MJIM HEBO3MOKHOCTH
MIPOBEJIEHHS] TaKOrO KJIMHUYECKOIO HCCIIEJIOBAHUS M HAIpPaBJIEHUE 3THUX 3aKIIOYEHUH B YINOJHOMOYEHHBIN
(enepanbHbI OpraH HCIIOTHUTENFHON BIACTH OCYIIECTBISIIOTCS B CPOK, HE IPEBBIIAIONINN TPUIALIATH PabOInX
OHEH CO OHA MOJYYEHHUS SKCIEPTHBIM YUPEKICHHEM 3aJaHHs YIOJIHOMOUYEHHOTO (elepaJbHOTO OpraHa
WCTIOTHUTENFHOU BIIACTH C MIPHIIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B yHKTax 3, 4, 10 u 11 gactu 2 HacTosmmIeH
CTaThbU, U COBETOM IO 3THKE 3aJaHusl YIOJTHOMOYCHHOTO (pelepalbHOro OpraHa MCIOJHHUTEILHON BIACTH C
MIPIJIO’KEHUEM IOKYMEHTOB, YKa3aHHBIX B MMyHKTax 3 - 6, 8 m 9 wactu 2 HacTosmiei cTaThu.

7. B cpok, HE IPEBBIIAOIINN ATH pa00YHNX JHEH CO THS MOyYeHHUS 3aKIIIOYeHHH, yKa3aHHBIX B 4YaCTH
6 HacTOSIIEH CTaThH, YIIOJHOMOYCHHBIN (eiepaIbHbld OpTaH UCIIOTHUTENFHON BIACTH:

1) ocymecTBISET ONEHKY MOCTYMUBIINX 3aKIIOUSHUH IS ONpeAesICHIs] UX COOTBETCTBUS 3aIlaHUSM Ha
MIPOBEICHUE COOTBETCTBYIOIINX AKCIICPTHU3;

2) npuHUMAaeT pelIeHHEe O BBIJAY€ pa3pelieHus Ha TPOBEACHHE KIWHUYECKOTO HCCIIEIOBAHUS
JICKApCTBEHHOTO Mpenapara il MEIUIMHCKOTO MNPUMEHEHUs Wi 00 oOTKase B BbIJaYe YKa3aHHOI'O
paspelieHus;

3) BbIAACT paspClI€HUC HA MPOBCACHUC KIMHUYCCKOI0 UCCICAO0OBAHUA JICKAPCTBCHHOI'O MIpfrapara AJIsa
MCIUIIMHCKOI'O NPUMCEHCHUS NJIN PCHICHUC 00 OTKa3e B BbIJIA4Y€ YKA3aHHOTI'O pa3pClICHNA C YKa3aHUEM IIPUYINH
OTKa3sa.

8. OcHoBanuem AJI1 OTKas3a B BbIAAUC pPa3pCHICHUA Ha NPOBCACHUC KIIMHUYCCKOI'O HCCICHOBAHUA
JICKApCTBCHHOI'O IIpfriapata s MCAUIUHCKOIO IMNMPHUMCEHCHUA SBJISACTCA HAJIWYUC 3aKIIFOUYCHUSA KOMHUCCHUU
OKCIIEPTOB MJIM 3aKJIIOYCHHA COBCTA IO 3TUKE O HEBO3MOXKHOCTHU IMPOBCACHUA KIIMHUYCCKOI0 HMCCJICI0BAHUA
JICKApCTBCHHOI'O IIperiapara I MCAUIUMHCKOIO MNMPHUMCEHCHUA IO PpE3yJibTaTaM IMPOBCACHHBIX 3KCIICPTU3,
npeaAyCMOTPCHHBIX YaCTbIO 6 HaCTOSIH_ICﬁ CTaTbH.

9. Pemenne 00 OTKa3e B MPOBEACHHUHM DKCIEPTU3BI TOKYMEHTOB ISl TONYUCHHS paspericHus Ha
MPOBEJICHUE KIMHUYECKOTO HCCIEIOBAHUS JIEKApCTBEHHOTO Mpemnapara JUisi MEAUIMHCKOIO MPUMEHEHUs U
STUYECKOM HKCIIEPTHU3BI U B BbIJJAU€ PA3PELICHUS HA MPOBEACHUE KIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO
mpemnapara JUisi MEIUIIMHCKOTO MPUMEHEHUS MOXET OBITh O00KallOBaHO B TMOPSAKE, YCTAaHOBJICHHOM
3aKoHOJaTeNbCTBOM Poccuiickoil denepanuu.

Crartbs 39.1. dTuyeckas IKCePTU3A
(BBenena PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-03)

1. Druyeckas OKCIICpTU3a MPOBOAUTCA COBETOM II0 3TUKEC, CO3JAaHHBIM B MNOPAAKE, YCTAHOBJICHHOM
YIOOJIHOMOYCHHBIM q)ellepaHI)HBIM OpranomMm HUCITOJIHUTEITEHOM BJIaCTH, B ILC/IIX BbBIAAYH 3aKIHOYCHUA 00
STUYECKON OOOCHOBAHHOCTH BO3MOKHOCTH OPpOBCACHUSA KIIMHHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOTO
npenapara ajist MCAUITUHCKOTrO IpUMCHCHUA.

2. DKcrepTaMH COBETa MO 3TUKE MOTYT OBITH NMPEACTABUTENN MEIUIIMHCKUX OpPTaHW3alni, HaydIHBIX
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OpraHm3anuid, OOpa30BaTENbHBIX OpPraHU3aIlMil BBICIIETO OOpa30BaHUS, a TaKkKe MPEICTaBUTEIH
OOIIECTBEHHBIX OpraHW3alMiA, PEIMTHO3HBIX OpraHu3alMid W CPEACTB MaccoBod wHpopmaruu. JlaHHBIE
AKCIIEPTHI HE JTOJKHBI HAXOAUTHCS B KAKOW-THOO0 3aBUCHUMOCTH OT pa3pabO0TUYNKOB JICKAPCTBEHHBIX MPENapaToB
U JPYTUX JUII, 3aUHTEPECOBAHHBIX B PE3YNIbTaTaX ITHUECKOU IKCIIEPTUHI.

3. OmaTa yciyT 9KCIepTOB COBETA MO STHKE OCYIIECTBIISIETCS Ha OCHOBaHWH JOTOBOPA, 3aKIIFOUYEHHOTO
MEX/1y YIOJTHOMOUYEHHBIM (heIepalIbHbIM OPTaHOM UCTIOJTHUTEIHHON BIIACTH, KOTOPBIM CO3JIaH COBET 10 3THKE,
M DKCIIEPTOM COBETAa IO ATHKE, 3a CUYET OIOJDKETHBIX aCCUTHOBAHMU, MPEIyCMOTPEHHBIX YITOJHOMOUYSCHHOMY
(henepanpbHOMY OpraHy WCIOJHUTEIHHON BIACTH, KOTOPBIM CO3/IaH COBET I10 ATHKE, B (peepabHOM OI0KeTe
Ha COOTBETCTBYIOIIHIA T0J1 HAa 00CCIICUCHHE €ro JACITeIbHOCTH, B pa3Mepax, yCTaHOBIECHHBIX [IpaBUTEIbCTBOM
Poccuiickoit @enepanuu.

4. DKcmepTsl COBETa IO OSTHKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIECTBOM
Poccuiickoit ®enepauuu.

5. CocraB coBeTa IO 3THKE, MOJIOKEHHUE 00 3TOM COBETE, MOPSJIOK €ro JesATeILHOCTH, TPeOOBaHUS K
KBATM()UKAMKA U OIBITY PabOTHI 1O AKCHEPTHOW OIEHKE HAYyYHBIX, MEIUIMHCKUX M ITHYECKHUX ACIIEKTOB
KJIMHUYECKHUX UCCIENOBAHUN JIEKAPCTBEHHBIX MPENAPATOB ISl MEAUIMHCKOTO IPUMEHEHHUS, TPEABSABIIIEMbBIE K
JKCIIEPTaM COBETA I10 ATUKE, IOPSI0K OPraHU3aIlui U IPOBEACHUS 3TUYECKON SKCIIEPTU3bI, (hopMa 3aKITFOUCHHSI
COBETa MO JITHKE YCTAaHABIMBAIOTCS YIOJHOMOUYEHHBIM (elepalbHbBIM OPTaHOM HCIIONHUTENFHOW BIACTH.
Uucno mpeacTaBUTeNeH MEAMIIMHCKUX OpraHW3allMii HE MOXKET MPEBBIIATh ITOJIOBUHY OT OOIIEro 4wucia
SKCIIEPTOB COBETA I10 ITUKE.

6. adopmanms o cocTaBe coBeTa 110 3TUKE, IIaHaX ero padoThl U TEKYIIel NesTeNbHOCTH pa3MeaeTcs
Ha O(pUIMATILHOM CalTe YIIOJIHOMOYCHHOTO (heIepalbHOTO OpraHa UCIIOJIHUTELHOM BIIacTH B ceTH "MHTepHeT"
B YCTaHOBJICHHOM UM TOPSIIKE.

Crarbsa 40. IlpoBeaeHHe KIMHUYECKOr0 MCCIEIOBAHMS JIEKAPCTBEHHOI0 Ipenapara JJjsi
MeIUIMHCKOr0 MpUMeHeHUs!

1. PykoBomuTens MEIWUIIMHCKOW OpraHM3allid, KOTOpas MPOBOJUT KIWHUYECKOE HCCIIEOBAHNE
JIEKAPCTBEHHOTO TperapaTa JJisi MEAUIIMHCKOTO MPUMEHEHHs, Ha3HAYaeT UCCIEA0BaTEeNs, OTBETCTBEHHOTO 32
MIPOBEICHIE TAKOTO UCCIICIOBAHUS i UMEIOIIETO JIEYeOHYIO CTIEIMATbHOCTh, COOTBETCTBYIONTYIO MTPOBOTUMOMY
KIIMHUYECKOMY UCCIIEZIOBaHUIO JICKAPCTBEHHOTO TIpernapara, CO CTakeM padoTHI 10 MPOorpaMMaM KIMHHYECKUX
HCCITIEOBAHUM JICKAPCTBEHHBIX IPEMapaToB HE MEHEEe YeM TPHU rojia M IO €ro MPEIIOKCHHIO Ha3zHavaeT
COMCCJIEOBATENIEH U3 YMCIIAa Bpayel 3TOM MEJULMHCKOM OpraHu3aluy.

(B pen. ®enepanpHoro 3aKoHa oT 22.12.2014 N 429-03)

2. HCCJ’IGI{OB&TCJ’IL OCYILICCTBJIIACT BI:I60p MNannueHTOB, KOTOPBIC MO MEAUIMHCKUM IMOKA3aHUAM MOTYT
OBITE IIPUBJICYCHBI K YHYaCTUIO B KIIMHUYECKOM HCCJIICOBAHNU JICKAPCTBECHHOI'O Mpe€riaparta JJis1 MCIUIITUHCKOI'O
IIPUMCHCHHH.

3. I/ICCJ'ICI[OBaTeJ'IB 1 COUCCICHOBATCIN JOJKHBI OBITh 03HAKOMIIEHBI C pe3yiabTaTaMy JOKIMHUYCCKOTO
HCCIICA0BaHUs JICKAPCTBECHHOT'O CPEACTBA, COACPKAIINMUCH B 6p0111}0pe HCCJICA0BATEIA, IIPOCKTOM IIPOTOKOJIA
KIIMHUYCECKOT'O UCCJICAOBAHUS JICKAPCTBCHHOIO IperapaTta i MSAUIUHCKOTIO IMpUMCEHCHUS, paSpa6OTaHHLIM
pa3pa6OT‘II/IKOM JICKapPCTBECHHOI'O IIp€riapaTa NI HHBIM IOPUANYCCKUM JIMIOM, ITPUBJIEKACMBIM K OpraHu3aln
MPOBEACHUSA KIIMHHUYCCKOr0 MCCICAOBAHUA JICKAPCTBCHHOI'O Ipf€rapara MjiId MEAUIMHCKOIO NMPHUMCEHCHHUA, U
APYTrUMHU MaTCpUuajiaMy TaKOro UCCICIOBAHU.

3.1. PykoBoauTeNs MEAUIIMHCKON OpraHU3aliy B CPOK, HE MPEBBILIAIONINNA TpeX pabouynx AHEH CO IHS
Hayajla TMPOBEACHHUA KIMHUYECKOTO HCCIIEOBAaHUA JIEKAPCTBEHHOTO TWpenapara Uil METUIIMHCKOTO
MpPUMEHEHHUs, coo0Iaer o0 5TOM B YIOJIHOMOYEHHBIH (QenepalbHbIi OpraH HCIOJHUTENBHONW BIIACTH,
BBIJIABIINH pa3pelleHne Ha MPOBEACHUE TaKOr0 UCCIEI0BaHus, IO YCTAHOBIEHHON UM dopMme.

(gacts 3.1 BBenena PeaepanbHbIM 3aKk0HOM OT 29.11.2010 N 313-D3)

4. OpraHuzanuy, OCYIICCTBISIIOIINE OPraHU3alMi0 TPOBEACHUS KIMHUYECKOTO HCCICIOBAHUS
JIEKapCTBEHHOTO Tperapara Jjisi METUIIMHCKOTO IPUMEHEHNS M yKa3aHHBIe B YaCTH 3 CTaTbu 38 HACTOAIIETO
@enepalbHOTO 3aKOHA, B Cllydae HEOOXOAMMOCTH BHECEHHS W3MEHEHHH B TPOTOKON KIMHUYECKOTO
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WCCIIEIOBAaHMS JIEKQPCTBEHHOTO TIperapara i MEIUIIMHCKOTO TPHMEHEHHUs cooOmamT 00 3ToM B
YIOTHOMOYEHHBIA (hefiepabHBIil OpraH WCIONHHUTENBHOIN BIIACTH, BBIAABIINN pa3pellieHre Ha MpPOBECHHE
TaKOT'0 UCCIIEIOBAHUS, [10 YCTAaHOBIEHHON M (opMe.

(B pen. ®enepanbuoro 3akona ot 11.10.2010 N 271-D3)

4.1. dopMa coOOmEHHS O BHECCHHM W3MEHCHHH B TMPOTOKOJ KIMHUYECKOTO HCCICIOBAHMS
JIEKaApCTBEHHOTO Mpenapata A METUIIMHCKOTO IPUMEHEHUS TOJDKHA COIepKaTh CICAYIOIINE CBEICHUS:

1) HaMMCHOBAHHUC, I/II[eHTI/I(bI/IKaI_II/IOHHLII\/’I HOMEp U JaTa MMPOTOKOJIa KIMHUYCCKOI'O UCCIICAOBAHMA;
2) J1aTa BHECEHHS N3MCHEHUM B ITPOTOKOJI KIIMHUYCCKOI'O UCCIICIOBAHMSA,;
3) HaAaMMCHOBAHHC U MCCTO HAXOXKICHUA 3asABUTCIIA,

4) HamMEHOBaHHWE OpTraHW3aIld{, NPHUBJICUYCHHOH pa3pabOTIMKOM JIEKApPCTBEHHOTO Ipermapara K
OpraHM3alliy IPOBEACHUS KIMHUYECKOT0 UCCIIeoBaHu (TIpY HATMIHHN);

5) HauMEHOBaHWS W MECTa HAXOXKIEHUS MEAWIMHCKAX OpPraHW3aliid, B KOTOPBHIX IPOBOIHUTCS
KJIMHHYECKOE MCCIIC0OBaHNE;

6) JaTa BblJa4un pa3pCUICHUA Ha IMPOBCACHUC KIIMHUYCECKOr0 UCCIICIOBAHUA U HOMEP 3TOI'0 pa3pCuICHUA,

7) n3MEeHEeHHs1, BHOCUMBIE B ITPOTOKOJ KIIMHHYECKOTO HCCIISIOBAHHS.
(uacts 4.1 BBenena ®enepanbHbIM 3aKkoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He TMpeBHIMAIONIHA TPUALATH PabOYMX THEH CO JHS TOJMY4YeHHs YKa3aHHOTO B dacTh 4
HACTOSIILIEH CTaTb COOOLICHWS, VYIIOJIHOMOYCHHBIH (elepanbHblii OpraH WCIOJHUTEIbHON BJIAaCTH
paccMaTpuBacT 3T0 COOOIIEHUE B YCTAHOBICHHOM UM TMOPSIKE ¥ MPUHUMAET PEIlICHHE O BHECCHUH M3MEHEHHUN
B MPOTOKOJI KIIMHUYECKOT'O MCCIIEI0BAHMS JIEKAPCTBEHHOT'0 ITpenapaTa jsi METULIMHCKOTO IPUMEHEHHUS U 00
OTKa3e BO BHECCHMH Takux u3MeHeHuil. Ilpum paccMmorpeHmu cooOmeHus 0 HEoOXOOUMOCTH BHECEHHS
W3MEHEHUIl B MPOTOKON KIWHHUYECKOTO HCCIIEOBAaHUS JIEKApCTBEHHOrO TMpernapaTta M MEIUIIMHCKOTO
MPUMEHEHUS B LESX OLIEHKH 000CHOBAHHOCTH IpeJIaraeMbIX U3MEHEHUH U ONpeIeICHUs] CTETIEH! PUCKa IS
MAlMEHTOB, NMPUHUMAIOMIMX YYacTHEe B KIMHUYECKUX HCCIEJOBAHUSIX, YIIOJIHOMOYCHHBIM (enepaabHbIM
OpraHoOM HCIIOJIHUTENIbHOM BJIaCTH MOTYT MIPUBJIEKATHCS SKCIIEPTHI COBETA IO ATHKE.

(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

6. Knuanueckoe HccneoBaHHE JEKapCTBEHHOIO IMpenapara Uil MEAUIMHCKOTO MPUMEHEHHS MOXKET
OBITh MPHOCTAHOBJICHO WJIM TPEKPAIIEHO, €ClM B MPOIecce ero NpoBeJeHHsT OOHApy»XeHa OMacHOCTh JUIs
JKU3HM, 370pOBbsl IALMEHTOB. B cilydae BO3HUKHOBEHHS ONACHOCTH JMJI JKWU3HY, 3J0pPOBbS IALMEHTA,
Y4aCTBYIOIIETO B KIIMHUYECKOM HCCIIEJOBAHNH JIEKAPCTBEHHOTO Mpemnapara Uil MEIULUHCKOTO IPUMEHEHHS,
WCCIieIoBaTeNn 00s3aHbl MPOMHPOPMUPOBATH 00 O3TOM PYKOBOJMTENS MEAMIMHCKOH OpraHu3alud |
OpTraHM3AIINIO, MOTYYUBIIYIO pa3pelieHre YIIOTHOMOYEHHOTO (heAepabHOTO OpraHa UCIIOTHUTENBHOM BIACTH
Ha OpraHM3allMI0 MPOBEJIEHUS KIMHHYECKOTO HCCIEIOBaHMs JIEKAPCTBEHHOro IpemnapaTta. PemeHue o
MIPUOCTAaHOBIECHUH KIMHUUYECKOT0 HCCIIEOBAHMS JIEKapCTBEHHOTO IIpernapara sl MEJUIIMHCKOTO IPUMEHEHHS
MIPUHUMAIOT PYKOBOJIUTENF MEIWIIMHCKOW OpraHM3auvu ¥ (WJIM) OpraHu3aiys, MOJy4YWBINAs pa3pelieHre
YIIOJIHOMOYEHHOT0  ()eiepajbHOTO OpraHa WCIOJHHUTEIBHOM BIACTH HAa OPraHU3aldi0  I[IPOBEACHUS
KJIMHAYECKOI'O0 HCCIIEIOBAaHUA JIEKaPCTBEHHOIO Ipernapara il MEAULMHCKOTO INPUMEHEHHUs, pEILIEHUE O
MIPEKPALICHAH TAaKOTO WCCIEIOBAHHUS MPUHUMAET YIMOJHOMOYEHHBINH (heAepalbHbI OpraH HWCMOJHUTEIHHON
BJIACTH Ha OCHOBAHHWHW COOOINEHHS B MUCHBMEHHOW ()OpME PYKOBOJMTENS MEIUIMHCKON OpraHu3alluyl HITH
OpraHu3alys, MONTYyYUBILAs pa3pelIeHue YIOJIHOMOYEHHOTo (elepalbHOr0 OpraHa MCHOJIHUTENBHON BIIACTH
Ha OpraHU3aLMI0 IPOBEIEHUS KIMHUYECKOTO MCCIEIOBAHUS JEKAPCTBEHHOrO IpernapaTa il MEIULUHCKOIO
MIPUMEHEHUSI.

7. B cpok, HE TPEBHIMIAIONIMNA MSITH pabdOYMX JHEW CO JHS 3aBEpIICHHS, MPUOCTAHOBICHUS WA
MpeKpaleHuss KIMHIIECKOTO HCCIEAOBaHMS JICKAPCTBEHHOTO TIpernapara s METUIIMHCKOTO MPUMEHEHUS,
cooOmeHre 00 3TOM HaIMpaBJsAETCS OPraHU3AMAMH, yKa3aHHBIMH B YacTH 3 CTaThU 38 HACTOSAIIETO
denepanbHOTO 3aKOHA, B YIIOJTHOMOUYCHHBIHN (peliepanbHBIN OpraH UCIIOJTHUTEILHOW BIIACTH 110 YCTAaHOBICHHON
um Gopme.
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8. <1>0pMa COO6H_ICHI/I$I O 3aBCPHICHWM, MPUOCTAHOBJIICHUU WJIN TMPCKPAIICHUU KIMHUYCCKOI'O
HCCIIEA0BaHUs JICKAPCTBEHHOI'O ITpEriapaTta i MEAUITUHCKOTI0 IPUMEHCHUA JOJDKHA COACPIKATE:

1) I/IH(I)OpMaHI/I}O 0 MeI[I/IHPIHCKOﬁ OpraHuv3anuvu Wikl MEAUIUHCKUX OpTraHU3alUAaAX, IPOBOJUBIINX JAHHOC
HCCIICIOBAHUC,

2) ommcaHue JaHHOTO MCCIIEI0OBaHUS;

3) nmaHHbie uccienoBatens (paMuIUs, WUMsS, OTYECTBO, MECTO pPabOTHI, 3aHWMaeMas JOJKHOCTD,
CHENUALHOCTh, CTX PAa0OTHI MO MPOrpaMMaM KIMHHYECKUX HCCIENOBAHWH JIEKAPCTBEHHBIX MPENaparos,
MepeueHb KIMHUYECKUX HCCICHOBAaHUM JIGKAPCTBCHHBIX IIPENapaToB, B KOTOPHIX OH MPUHUMAJT y4acTHE
(TepuoIbl yUacTHsl) B KAYECTBE UCCIICOBATEISI UM COMCCIICIOBATENIA);

(B pen. @enepanpHoro 3akoda ot 11.10.2010 N 271-D3)

4) pe3ynmpTaT MAHHOTO HWCCIEAOBaHWS (3aBEpIIeHHE, MPUOCTAHOBIIEHUE WM TPEKpamieHhue TaHHOTO
HCCIICIOBAHUS C YKa3aHMEM HMX NPUYMH U BIIMSHUSA HA OICHKY €ro Pe3yJbTaToB, OOIIYIO OICHKY PHCKa U
OKHJaeMOH TONB3bI OT MPUMEHEHHS HCCIEeIyeMOro JIEKapCTBEHHOTO Tpernapara, a Takke MperoaracMpie
JTanpHEeHIme qeHCTBuU).

8.1. Ilpu BeIsiBIIeHNH (heiepaIbHBIM OPraHOM HCTIONHUTENBHOM BIACTH, OCYIIECTBIISIFOIIUM (PYHKIMU IO
KOHTPOJIIO U HaA30py B cdepe 31paBOOXpaHCHUS, HAPYLICHUH NpaBuil HaAJeKallell KIMHUIECKOH MPaKTHKI
IIpHU MPOBEJCHUN KIMHUYECKOTO MCCIEA0BaHUs JIEKAPCTBEHHOrO Mpenapara, BIUAIOIUX Ha MOJHOTY U (MIIH)
JOCTOBEPHOCTh JaHHOTO KIMHWUYECKOTO HCCIICAOBAHMS, YKa3aHHBIH (efepalbHbli OpraH HCIOJHUTEIHHOM
BIIACTH IPHOCTAHABIUBACT NMPOBEACHHE NAHHOTO KIMHUYECKOTO HCCIEJOBAHMSA U BBIHOCHT METUIUHCKON
OpraHu3alyy, B KOTOPOH HMPOBOAMTCS AaHHOE KIMHHUYECKOE HCCIENOBAaHUE, NMpEedIrcaHue o0 yCTpaHEeHHH
BBISIBJICHHBIX HapylueHui. [Ipu HeycTpaHeHMM MEAMIIMHCKOM OpraHu3alyel BBIABICHHBIX HapyLICHUH B
YCTaHOBJICHHBIH B MPEANHUCAHUK CPOK yKa3aHHBIN (elepabHbIA OpraH MCIOIHUTENBFHON BJIACTH MPHUHUMAET
pelieHne O MpEeKpallcHHH IPOBEACHHS KIMHUYECKOTO MCCIENOBaHUS JIEKAPCTBEHHOTO IIpenapara H
HampaBiseT B (ellepanbHblii OpraH MUCIOIHUTEIBHOW BIACTH, OCYLICCTBISIONNN (PYHKIUH 1O BHIPAOOTKE M
peamm3alMd  TOCYJAapCTBEHHOW TOJUTHKA ¥  HOPMATUBHO-TIPABOBOMY  pETyIHpOBaHWIO B  chepe
3paBOOXPAHEHHA, 3aKJIOYEHHE O BBIABICHUHM IPU INPOBENCHUM JAHHOIO KIMHUYECKOTO HCCIIEIOBAHUSA
HapyIIeHUH MPaBIII HaJJIe)KalIel KIIMHIYECKON PaKTHKH JJISl IPUHSTHS PELICHUs] 00 OTMEHE pa3pelieHus Ha
OpraHW3allMI0 IPOBEJIEHUS [AHHOTO KIMHUYECKOTO MCCIENOBAaHHWA C JaTbl IPUHATUS PELICHUS O
MIPUOCTAaHOBJICHUH IPOBEACHUS KIMHUUECKOT0 HCCIIEJ0BAHNS JIEKApPCTBEHHOT O Npernapara.

(dacts 8.1 B pen. denepanpHOTO 3aK0HA OT 13.07.2015 N 241-D3)

9. YnoiHOMOYCHHBIH (efiepalIbHbII OpraH UCIOJHUTEIBLHON BJIACTH OIYOJIMKOBBIBAET U Pa3MeEIacT Ha
cBoeM odwummansHOM caiite B cetd "MHTepHeT" cooOmEeHWe O 3aBepIIeHHH, PUOCTAHOBIICHWUH WU
MPEKPALICHUH KIMHUYECKOTO MCCIEAO0BAaHUS JIEKapCTBEHHOIO NpemnapaTa JUlsl MEIUIUHCKOrO NMPUMEHEHNUS B
CPOK, HE MPEBBIIIAIOMINHN SATH PA0OUUX JTHEH CO THS €ro MOTyYeHHs], B yCTAaHOBIEHHOM UM TOPSIIKE.

10. YnonHoMo4eHHBIH (efepalibHBIA OpraH UCTIONHUTENBHOW BIACTH OCYILECTBISIET BEACHUE peecTpa
WCCIeIoBaTesel, IPOBOIAIINX MM MPOBOJUBIINX KIMHUYECKHE HMCCIEOBAHNS JIEKAPCTBEHHBIX MIPETIapaToB
JUTS MEIULIMHCKOTO MPUMEHEHHS, B COOTBETCTBUHU C YTBEP)KICHHBIMH MM TPABWIIAMU M Pa3MENIaeT ero Ha
cBoeM o(uraIbHOM caiiTe B ceTH "MIHTepHeT" B YCTaHOBJICHHOM UM MOPSIIKE. YKa3aHHBIA PEECTp COACPKUT
nHPOPMALIUIO, TPEAYCMOTPEHHYIO IIYHKTOM 3 4acTH 8 HaCTOSIIEH CTAaThH.

11. Otuer o pe3yapTaTax KIMHAYECKOTO MCCIIEIOBAaHMS JIEKAPCTBEHHOTO Tpernapara Juisi MEAUIINHCKOTO
MIPUMEHEHUS COCTABIISAETCS OpraHn3alnel, ykazaHHo! B yacTH 3 crateu 38 HacTosmero denepaibHOro 3aK0oHa,
Ha OCHOBAaHMH 3aKJIFOUYEHUH MEAVIIMHCKUX OpraHu3alui, IpOBOJUBIINX 3TO HCCIEI0BaHHE, U IIPEACTABISAETCA
B YIIOJTHOMOYEHHBIN (eiepaTbHbId OPraH UCIOJTHUTEIHHON BIIACTH, BBIAABIINI pa3pelieHne Ha MPOBEACHNE
3TOT0 MCCIIE0BaHMs, B CPOK, HE MMPEBBIIIAIOLINMI TPEX MECSIIEB CO JIHS €r0 3aBEPLICHMS], IPUOCTAHOBIICHUS WU
MpeKpaleHNus, B MOPAAKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (efiepaqbHbIM OPraHOM HCHOJHUTEIBHOM
BIIACTH.

12. Hapymenue mpaBwI HaUIeKaIeH KIMHAYCCKOW TPakTHKH, (ambcuduKamms pe3yabTaToB
KIIMHUYECKOTO MCCIICIOBaHMS JICKAPCTBEHHOIO Tperapara s MEIUIIMHCKOTO TPUMEHEHHS BICKYT 3a COOOU
OTBETCTBEHHOCTbH B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit Denepanuu.
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(B pen. @enepanpHoro 3aKkoHa OT 22.12.2014 N 429-D3)

13. Ilpu mpoBeneHUN KIMHHYECKOTO HCCICIOBAHUSA JICKAPCTBEHHOTO Iperapara T MEIUIIMHCKOTO
MPUMEHEHUS JIOMyCKAaeTcs 3a00p Yy MAalMeHTOB OHOJOTHYSCKUX MaTeprualioB (00pasibl OHOJIOTHYECKUX
KUAKOCTEH, TKaHeW, CEeKPEeTOB H TPOMYKTOB JKH3HEIAECATENFHOCTH UYeNIOBeKa, (DM3HOJOTHYECKUX U
MTaTOJIOTHYECKUX BBIACIICHNI, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHI3MOB, OMONICHITHBIN MaTepHalT) I UX
n3yueHus B Poccuiickoit deaeparuu u (vn) 3a npenenamu Poccuiickoii deneparum.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

14. Tlopsmox BBOo3a B Poccmiickyto enmepannio W BbIBO3a 3a mpenenbl Poccmiickoit Depeparn
OMOJIOTMYECKUX MaTepUAIOB, TOJIYYCHHBIX MPHU MPOBEACHUH KIMHUYCCKOTO HMCCIICIOBAHUS JICKAPCTBEHHOTO
npenapara Jyisi MeIUIMHCKOTO PUMEHEeHus, ycranaBnuBaetcs [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. @enepanpHOro 3aKoHa OT 22.12.2014 N 429-D3)

Cratbs 41. JloroBop o npoBeeHNH KINHUYECKOT0 HCCJIeT0BAHUS JTEKAPCTBEHHOI0 Mpenapara J1Jis
MEeTUIMHCKOr0 MPUMeHEeHUsI

1. Krnunudeckoe wuccienoBaHue JEKapCTBEHHOro IIpemapara il MEAMLIMHCKOTO TNPUMEHEHHUs
MPOBOJUTCS B COOTBETCTBHU C AOTOBOPOM O MPOBEIEHHM KIMHHUYECKOI'O HMCCIEHOBAHMS JIEKapCTBEHHOI'O
npemnapara Ui MEAULIUHCKOTO IPUMEHEHHUS, 3aKITI0YaeMbIM MEXy OpraHU3alMeH, Oy UBILICH pa3pelieHue
YIOJIHOMOYEHHOTO (heIepalbHOTO OpraHa HMCIONHHUTEILHONW BIACTH HA OpPraHU3alMI0 TPOBEJCHUS TaKOTO
WCCIIEIOBAHNA, U METUIIMHCKON OpraHu3alueil, ocyIecTBISIONIeH MPOBeIeHUE TAaKOTO HCCIIEJOBAHMA.

2. I[OFOBOp O MMPOBEACHNHN KIIMHUYCCKOT'0 UCCIIEA0OBAaHUA JICKAPCTBEHHOI'O ITperiapaTa sl MEAUIHUHCKOT'O
MMPUMCHCHUS JOJDKCH COACPIKATD:

1) ycnoBust ¥ CPOKY TIPOBEACHUS JTAHHOTO UCCIEIOBAHNS;

2) OIpeACIICHUC OGH.IefI CTOMMOCTHU NPOrpaMMbl JAHHOTO HCCICAOBAHUA C YKA3dHUCM CYMMBI,
HpCILHEl?;HEl‘IEHOIHGﬁCH JJIs BBITIIIAT UCCIICA0BATCIIAM, COUCCIICIOBATCIIAM,

3) ompenenenne (GOpMBI TpEACTABICHHS PE3yNbTATOB JAHHOTO HWCCIEIOBAaHUS B YIIOJHOMOYEHHBIH
(dbenepanbHbIi OpraH UCIIOJHUTEILHON BIACTH.

Cratbs 42. ®uHaHCOBOE O0ecneYeHNe KIMHHYECKOI0 HCCJIeAOBAHUS JIEKAPCTBEHHOI 0 Ipenapara
AJISl MEAUIIMHCKOT0 MIPUMeHeHus!

dunaHCcOBOE obecrieueHue KIIMHUYCCKOT'O HUCCJICAOBAHUA  JICKAPCTBCHHOTO npemnapara  AJis
MCIUIIMHCKOI'O MPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpenctB denepanbHOro OIOKETA;

2) CpCACTB OpFaHH3aHHﬁ, MNOJYYHMBIINX Pa3pClICHUC Ha OpraHu3aluio IPOBEACHHUA JaHHOTI'O
HCCIICA0BaHMsA, B COOTBETCTBHUU C YCIIOBUAMU JJOr0OBOpPa O €TI0 IPOBEACHNU,

3) UHBIX HE 3aMpeNIeHHBIX 3aKOHOAaTeIbCTBOM Poccuiickoit denmepariiy HICTOTHUKOB.

Crartba 43. HpaBa MAMUCHTOB, YIAaCTBYIOIIIUX B KIMHHYECCKOM HCCICI0BAHUU JICKAPCTBCHHOI'O
npemnaparta aJjsi MEAUIUHCKOr0 NpUMEHECHUSA

1. Yuactue MaIMEeHTOB B KIIMHUYECKOM HUCCIICAOBAHUM JICKAPCTBEHHOI'O IIpe€riapaTta Il MEIUIIUHCKOT'O
MIPUMCHCHUSA ABJIACTCA HO6pOBOHBHLIM.

2. HaLII/IeHT WIIHA €T0 3aKOHHEIN IpEeaACTABUTCIIb JOJIKCH OBITh I/IH(i)OpMI/IpOBaH B IIMCBMCHHOM (bOpMC:

1) o nexapcTBeHHOM Tpemapare i MEOUIIMHCKOTO IPHUMEHEHUS W CYIIHOCTH KIMHUYECKOTO
HCCIEAOBAHMS 3TOTO JICKAPCTBEHHOTO Mpemnapara;

2) 0 0e30IMacHOCTH JICKAPCTBCHHOI'O IMpfrapara i MCAUIUHCKOro NpHUMCHCHHA, CTO O)KI/I,Z[aGMOﬁ
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3¢ (HEeKTUBHOCTH U CTEIICHU PUCKA JUIS MAI[HCHTA;

3) 00 YCJIOBUAX YYaCTU NMalMEHTAa B KIMHUYECKOM HMCCICIAOBAHHU JICKAPCTBEHHOTO IIpfriapaTta Ijisd
MCIUIIMHCKOI'O MPUMCHCHUS

4) 0 IEIIN WK HOEIAX U IMTPOJOJDKUTEIIEHOCTH KIIMHUYCCKOI'0 UCCIIEA0OBAHUA JICKAPCTBCHHOI'O IIpeIiapaTa
I MCIUITMHCKOT O IPUMCHCHM A

5) 0 JICUCTBUSX IMallUCHTA B CjIydac HCOPCABUACHHBIX 3(1)(1)CKTOB BJIMAHUSA JICKAPCTBCHHOT'O IpCIiapara
I MEAUIUHCKOT'O IPUMEHCHHA Ha COCTOSTHHUE €TI0 3/I0POBbS;

6) 00 ycnoBusAX 0053aTEBHOTO CTPaXOBaHUS KU3HHU, 310POBbS MAIUEHTA;

7) 0 TapaHTHAX KOH(PHUICHIIMAIPHOCTH YYacTHsl TAIMeHTa B KIMHUYECKOM HCCIIEOBAHUN
JIEKApCTBEHHOTO TIperapara I MeTUITHHCKOTO TPUMCHCHHS.

3. JloOGpoBoibHOE corjlacue HalMeHTa Ha y4acTUe B KIMHUYECKOM HCCIIEAOBAHUM JICKAPCTBEHHOTO
rpenapara s MEJULUHCKOTO IPUMEHEHHUS MOATBEPXKAACTCS €r0 MOAINUCHI0 WX MOANKUCHI0 €r0 3aKOHHOTO
MpeacTaBuTeNs Ha HH()OPMAIIMOHHOM JINCTKE MAIHeHTA.

4. [TanMeHT WK €T0 3aKOHHBIN MPEACTaBUTEIh UMEET MPaBO OTKA3aThCsl OT YyYaCTHUSl B KIMHUYECKOM
WCCIIeIOBAHUY JIEKAPCTBEHHOTO TIpemnapaTa JIjisl MEeIUIIMHCKOTO PUMEHEHHS Ha 000N CTaJuy MPOBEIACHUS
TAKOI'0 UCCIIEIOBAHM.

5. TlpoBemeHue KIMHUYECKOTO WCCIICAOBAHUS JIEKAPCTBEHHOTO TIperapara Uil MEAMIIMHCKOTO
MPUMEHEHUS C YYACTHEM B KaYeCTBE MAIUCHTOB JICTEH JIOMYCKAETCs TOJBKO € COTIachsl B MUChbMEHHOW (hopMe
UX POJMTENICH, YCHIHOBUTENCH. [leTH MOTYT paccMaTpUBAThCS B KAUECTBE MOTEHITHAILHBIX MAIUCHTOB TaKOTO
HCCIICIOBAHUS, TOJBKO €CIM €ro MpPOBEACHHE HEOOXOAMMO JUIS YKPEIUICHUS 3J0pPOBbS JCTCH WU
MPOGUIAKTHKH HHPEKITMOHHBIX 3a00J€BaHUI B IETCKOM BO3pacTe JHOO €CITU IeTbI0 TAKOTO HCCIIC0BAHMUS
SIBJIICTCS MTOJTyYEHHUE JAHHBIX O HAWTYUIICH T03UPOBKE JICKAPCTBESHHOTI'O MTperapara Jijis jieueHus aereid. B atux
ClIly4asix TaKOMY HMCCJICIOBAHHIO JO/DKHO MPEIIIeCTBOBATh KIMHHYECKOE HCCICIOBAaHUE JICKAPCTBEHHOIO
mpernapara Juisi MeJUIIMHCKOTO MPUMEHEHUST Ha COBEPIICHHOJETHUX TPaKJIaHaX, 32 MCKIFOUCHUEM CITydacB,
€CITU  HCCIEeNyeMbI JIEKApCTBCHHBIA Mpemapar Juis MEIUIIMHCKOrO MPUMEHEHHs MpeJHa3HAueH
HCKITIOYUTEIBHO JIJISl UCIIOJIb30BaHUs HECOBEPIIICHHOJCTHUMH TPaskIlaHaAMHU.

(B pen. ®enepansHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3anpemaeT05{ MNPOBECACHUC KIMHHUYCCKOTO HUCCICAOBAaHUS JICKAPCTBCHHOTO IIpliaparta JIAd
MCIUIMHCKOI'O MPUMCHCHUA C YUaCTHEM B KaYCCTBC IMAlMCHTOB!

1) neteli-cupoT U eTel, ocTaBmUXcs 0e3 TONEYeHUS POUTENCH;

2) EHIIUH B MepHoj 0EpeMEHHOCTH, KEHIIMH B MEPHOJ] TPYAHOTO BCKaPMIIMBAHUS, 34 NCKIIOYCHUEM
Clly4yaeB, €CJIH MPOBOAUTCS KIMHUYECKOE HCCIIE0BaHKE JEKapCTBEHHOIO MpernapaTa, NpeJHa3sHaYeHHOTO JUIs
yKa3aHHBIX JKEHILIUH, TIPH YCIOBUU HEOOXOAUMOCTH MOIy4eHHUs] HHPOPMALMHK TOJIBKO BO BPEMS MPOBEACHUS
COOTBETCTBYIOIINX KIIMHUYCCKUX I/ICCHG}IOBaHI/Iﬁ " IIPpUHATUA BCEX HCO6XOJII/IMI)IX MCEP IO UCKIIIOYCHUIO PUCKaA
HAaHECCHHA BpCJa XCHIIUHE B IEPUOI 6epeMeHHOCTI/I, KCHOIWHE B IEpUOA I'PYAHOTO BCKapMJIIMBAaHUs, IJIOOY
WK peOeHKY;

3) BOGHHOCTYXaIIUX, 3a HUCKIIOUYCHHEM CIy4aeB NPOBENCHMS KIMHUYECKOTO HCCIECI0BAHUS
JIEKapCTBEHHOTO Tperapara, ClelruaibHO pa3paboTaHHOTO Il MPUMEHEHHS B YCIIOBUSIX BOCHHBIX IEHCTBHIA,
Ype3BBIYANHBIX CUTyalui, NPO(UIAKTUKY U JIeUeHUs 3a00JIeBaHUN U TIOPaKEHUH, TIONyUYEHHBIX B pe3yJIbTaTe
BO3JICUCTBHS HEONArONPUATHBIX XUMHYECKHX, OHMOJIOTHUECKHX, PaJUAlMOHHBIX (hakTopoB. KimHudyeckoe
HCCIIEA0BAHUE TAKOT'O JIEKAPCTBEHHOT'O MpENapara MOKET NPOBOAUTHCS C YYaCTHEM B KAa4ECTBE IALlEHTOB
BOCHHOCTYKAIINX, 32 HMCKIIOUYEHHEM BOCHHOCTY)KAIIMX, MPOXOAALIMX BOCHHYIO CIIy>KOy IO TNPH3BIBY, C
co0uofieHneM TpeOOBaHM, YCTaHOBIICHHBIX HacTOsMUM DeaepanbHbIM 3aKOHOM B OTHOILICHUH TPasKAaHCKUX
JIALL;

4) COTPYAHHUKOB ITPABOOXPAHUTCIIBHBIX OPTraHOB,
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5) JIMII, OT6I>IBaIOI]_[I/IX HaKa3aHUC B MCCTaX JIMIICHUA CBO60,I[I>I, a TaKXKC JINI, HaXOAAIIHUXCA IO CTpa)Keﬁ
B CIICACTBEHHBIX HU30JIATOpAaX.

7. JlomyckaeTcsi TpOBEIEHHWE KIMHUYECKOTO HCCICAOBAaHMS JIEKAPCTBEHHOTO IIpemapara Jyis
MEIUIIMHCKOTO TPUMEHEHHs, MPeIHA3HAYeHHOTO Ui JICYCHHS TICHXHUYECKHX 3a00JIeBaHUil, C y4acTHEM B
KadecTBE IAlMCHTOB JIUI[ C TICHXWYCCKUMH 3a00JICBAaHHMSIMH, NPU3HAHHBIX HEIEECIIOCOOHBIMH B IOPSIIKE,
YCTaHOBIICHHOM 3aKoHOoAaTenscTBOM Poccuiickoit deneparuu. Kinunudyeckoe ncciae0BaHue JIEKapCTBEHHOTO
mpermapara B 3TOM Clydyae MPOBOAMTCS NPU HATUYUK COTJIACHS B THUChMEHHOW (opMe 3aKOHHBIX
MpeIcTaBuTeNel YKa3aHHbIX JIHII.

Cratbs 44. OOs3aTenbHOE CTPaXOBaHWe SKU3HHM, 3A0POBbSl NANMEHTa, Y4YACTBYIOILIEro B
KJIMHUYECKOM MCC/IeJ0BAHUM JIEKAPCTBEHHOI'0 Npenaparta JJisi MeJMIUHCKOI0 NPHMeHeHHs
(B pen. @enepanpHOro 3akoHa oT 29.11.2010 N 313-D3)

1. Opranuzanys, MoJy4rBIIas pa3perieHne Ha OpraHU3aIHIo MPOBEACHHS KIMHIYECKOTO UCCIIET0BAHMS
JIEKapCTBEHHOT'O TpernapaTa JIsi MEIUIUHCKOTO MPUMEHEHHS, 00s513aHa B KQUeCTBE CTPAXOBaTElNsl CTPAaXOBaTh
PHCK MPUYMHEHUSI BPE/Ia KU3HH, 3I0POBbBIO MAIIMEHTa B pe3yIbTaTe MPOBEACHUS KIMHHYECKOTO HCCIIEIOBaHNUS
JICKApCTBCHHOI'O IIpfriapaTta Ajd MEAMUIHUHCKOI'O IMPUMCEHCHUA 3a CBO#l cuer IIYyTEM 3aKI04YCHUA JOroBopa
00513aTeIHHOTO CTPAaXOBAHMUSL.

2. OOBEKTOM 00sI3aTEIFHOTO CTPaXOBaHUsI SABISIETCS UMYIIECTBEHHBIN MHTEPEC MAIIMEHTa, CBI3aHHBIN C
NIpUYMHEHUEM Bpeda €ro >KU3HH WM 3J0pPOBBI0O B PE3YJbTaTe INPOBENCHUS KIMHHUYECKOIO HCCIIENOBAHUS
JICKapCTBEHHOTO Ipenapara Ajsi MEAULUHCKOTO TPUMEHEHUSI.

3. CTpaxoBbIM CIIy4aeM IO JIOTOBOPY OOSI3aTENBHOTO CTPAXOBAaHHUS SIBISACTCS CMEPTh MAIMEHTa WIN
YXyIIIEHUE €ro 340POBbs, B TOM YHUCIIE BIIEKYIIEE 3a COOOH YCTaHOBJICHHE MHBATMIHOCTH, NPH HAIWYIUU
MPUIMHHO-CIICACTBCHHOM CBSA3M MEXIY HACTYIJICHHEM 3TOTO COOBITHS M YYAaCTHEM HalMEHTa B KIMHUIECKOM
WCCIIeIOBAHNY JIEKAPCTBEHHOTO TIpernapara.

4. Tpe6OBaHI/IH O BO3MCUICHHHU BpEaa, MPUUIMHCHHOI'O )XU3HHU WJIM 300POBBIO MMAIIUCHTA, ITPEABABIAIOTCA
B TCYCHUC CPOKOB HCKOBOM JAAaBHOCTH, YCTAHOBJICHHBIX I'PAXKIAHCKUM 3aKOHOAATCIILCTBOM.

5. Pa3zmep cTpaxoBoii BEITUIATHI IO JOTOBOPY 0053aTEIFHOTO CTPAXOBAHUS COCTABIISET:

1) B ClIy4dac CMCPTH MNallMCHTAa ABa MUJIJIMOHA py6ﬂ6ﬁ Ha KaXJI0ro IMnanueHTa, y4aCTBOBABIICTO B
KIIMHUYECKOM HCCIICAOBAHUM JICKAPCTBECHHOTI'O IpcIiapara,

2) mpu yXyIIIEHUH 3J0POBbsS MallUEHTA:

a) MOBIIEKIIIEM 3a cO00I YCTAHOBJICHHUEC NHBAJIUAHOCTH I Tpynibl, OAWH MUJUIMOH IIATBCOT ThICAY py6nel71
Ha KaXJ0ro nanyeHTa, ydaCTBOBABIICTO B KIIMHUYCCKOM HUCCIICOBAaHUH JICKAPCTBCHHOI'O IIperiapara,

0) moBiekmeM 3a co0ol yCTaHOBJIEHHE MHBAIUAHOCTH Il Tpymnmbl, OMMH MUIIMOH pyOJeil Ha KaXIoro
MAIMeHTa, y4acTBOBABIIETO B KIIMHUYECKOM HCCIIETOBAaHIH JIEKAPCTBEHHOTO Mperapara;

B) TIOBJIEKIIIEM 3a COOOW ycTaHOBJIEHWE MHBANUIHOCTH 1] rpymIibl, MATBCOT THICSY PyOJieit Ha KaKI0Tro
MAlAEHTa, YYaCTBOBABILETO B KIMHUYECKOM UCCIIEIOBAHUY JIEKAPCTBEHHOTO IIPEnapara;

I) HE IOBJICKIIEM 3a COOOM YCTaHOBJICHHWS WHBAJIMIHOCTH, HE OoJiee 4eM TpHCTa ThICAY pyOseit Ha
Ka)X/I0T0 NalyeHTa, yYaCTBOBABILEIO B KIMHUYECKOM HMCCIIEJOBAaHUM JIEKAPCTBEHHOTO Ipernapara, UCXoIs U3
HOPMAaTUBOB, OTPAXKAIOUINX XapaKTep U CTENEeHb MOBPEXACHUs 310POBbsS, a TaKKe (PAaKTUUECKH MOHECEHHBIX
MAaIMEHTOM PacXoJIOB, BBI3BAHHBIX ITOBPEXKJICHHUEM 3JIOPOBbS, Ha MEIUIMHCKYIO TOMOIIb, MPUOOpETEHUE
JIEKAPCTBEHHBIX MPETapaToB.

(mm. """ B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6. Yrparwmn cuny ¢ 1 utonsg 2015 rona. - @enepanbHbiii 3akoH oT 22.12.2014 N 429-03.

7. CpOK JA0TroBOpa 00513aTE€IBHOTO CTpaxoBaHUA HE MOXKCET OBITh MCHEC, 4YCM CpOK IIPOBCACHUA
KIIMHUYCECKOT'O UCCIICAOBAHUA JICKAPDCTBCHHOI'O IIpeTiapara.
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8. YcoBus 1oroopa 00s3aTeNIbHOTO CTPaXOBaHUs, B TOM YHCJIE CTPaxoBble TapU(bI 10 0013aTENbHOMY
CTPaxOBaHUIO, MEpeYeHb HEOOXOJUMBIX JOKYMEHTOB JUIsl OCYIIECTBICHHS CTPAXOBOH BBIMJIATHI, MOPSIOK
YCTAQHOBJIGHUSI CTpaxoBaTelieM WHIWBUAYAIbHOTO HICHTH(OUKANMOHHOTO KOJA MAalMeHTa, MOPSIOK
WHPOPMHUPOBAHHS CTpPaxOBaTelieM CTPAaXOBLIMKA O MPHUBICYCHHBIX K KIMHUYECKOMY HCCIEJOBaHHIO
JIEKApCTBEHHOTO Mpernapara sl METUIIMHCKOTO MPUMEHEHHS MAIIMEeHTAaX, TTOPSI0K YILIAThl CTPaXOBOH PEMHUH,
MOPSIIOK  pean3alii  ONpEeCICHHBIX HacTosmM DenepaibHbIM 3aKOHOM W JPYTUMH  (ellepaibHbIMU
3aKOHaM{ TpaB M 00s3aHHOCTEW CTOPOH MO AOTOBOPY O0S3aTEIBHOTO CTPaXOBaHHUS, a TaKkKe HOPMATHBBI,
OTPaXKAIOIIUE XapaKTep M CTENCHb IOBPEXKICHUS 3J0POBBS, YCTAHABIMBAIOTCS THIIOBBIMU MpPABUIAMH
00s13aTEIHPHOTO CTPaXOBaHUS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. B cnydae mpuumHEHMs Bpelia JKU3HM TAalMEHTa, YYacTBOBABILEIO B KIMHUYECKOM HCCIEJOBAHUU
JICKapCTBEHHOTO IIpenapaTa, BhIFOAONPUOOpETaTeNIMHU 110 IOTOBOPY O0S3aTENBbHOTO CTPAXOBAHUS SBISIOTCS
rpaxaaHe, UMEIIIME MPaBO Ha BO3MEIEHHE Bpeda B CiIy4ae CMEpPTH KOPMMIbIA B COOTBETCTBHU C
IPaXJAaHCKUM 3aKOHOJATEIbCTBOM, IPU OTCYTCTBHMHM TaKuUX I'PaKIaH - POAUTENH, CYNpPYT, AETH YMEPILIETO
MalyeHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIICOBAHUH JIEKAPCTBEHHOrO Ipenapara, B clydae CMEpPTH
MAalMeHTa, y4aCTBOBABIIEr0 B KIMHMYECKOM HMCCIIEIOBAHMM JIEKApCTBEHHOrO IpernapaTa M HE HMEBIIETO
CaMOCTOSITEIBHOIO JI0X0/1a, - TpaKIaHe, Ha MKIUBEHHH KOTOPBIX OH HaXOAWJICS, B OTHOIIEHUH BO3MELLEHUS
pacxogoB Ha morpe0eHHE NalWeHTa, YYacTBOBABLIETO B KIMHMYECKOM HMCCIEIOBAHUM JIEKAPCTBEHHOI'O
npemnapara, - JIMLO, IIOHECLIee TAKUE PACXOIbI.

10. CtpaxoBas BhIIIJIaTa B CYET BO3MEIIECHHUS Bpea, IPUIMHEHHOT0 XKU3HU MMallMeHTa, Y4acTBOBABIIETO B
KJIMHUYECKOM HCCIICIOBAHUH JIEKapCTBEHHOI'O Mpernapara, pacupeaessieTcs] MeXIy BBIIOAOIPHOOpETaTEIIMU
MIPOIMOPIIMOHATBHO UX KOJIMYECTBY B PABHBIX JIOJIAX.

11. IIpn HACTYIUICHMHM CTPaxoOBOTO CiIydasl MAIMEeHT, yYaCTBOBABIINN B KIMHUYECKOM HCCICIOBAHUH
JIEKapCTBEHHOTO TIperapara, BBITOJONPHUOOPETATENh BIIpaBe NPEIbSIBUTh HETOCPEIACTBEHHO CTPAXOBIIHUKY
TpeboBaHNE O BO3MEIIEHUH MPUYUHEHHOTO Bpena. CTpaxoBas BEIIUIATA OCYIIECTBISETCS CTPAaXOBIIMKOM B
TEUCHHE TPUILATH JTHEH CO JIHS MPEICTaBJICHUS HEOOXOJMMBIX JIOKYMEHTOB. [lallMeHT, y4acTBOBaBIIM B
KIIMHUYECKOM HCCIIEZIOBAaHUM JIEKAPCTBEHHOTO IIperapara, WM BBITOJONPHOOpeTaTeNh 00s3aH COOOIIUTH
CTPaxOBIUKY JUIsI OCYIIECTBICHUS CTPaxOBOM BBIJIATHl WHAWBHIYaJbHBINH WICHTU(GUKAIMOHHBIA KO
MalMeHTa, YCTAHOBJICHHBIA CTPaxOBaTeJleM B COOTBETCTBUM C THUIIOBBIMH IpPABUIAMUA O0SI3aTEIILHOTO
CTPaxXOBaHUSL.

12. I[O IMMOJIHOTO OIIPCACIICHUA pasMepa NOAJICKAIICTO BO3MCIICHHUIO BpPC/ida CTPAXOBIIUK I10 3asBJICHUIO
nanueHTa, y4aCTBOBABHICTO B KIIMHHUYCCKOM HCCICAOBAHWU JICKAPCTBCHHOI'O IIpfIriapaTa, WJIHW 3asiBJICHUIO
BLIFO,I[OHpH06peTaT€HH BIIpaB€ OCYHICCTBUTHL 4YaCTb CTanOBOfI BBIIIJIATBI, COOTBCTCTBYIOIIYIO (l)aKTI/I‘IeCKI/I
onpeﬂeneHHoﬁ YaCTU MPUYINHCHHOI'O BpEaa.

13. CtpaxoBas BbIIUIaTa B COOTBETCTBHH C JIOTOBOPOM OO0S3aTEIHHOTO CTPaXOBAaHUSI OCYIIECTBISETCS
HE3aBHCHMO OT BBITUIAT, IPUYUTAIOIINXCS TI0 IPYTUM BHIAM CTPAXOBaHUSI.

14. He momyckaeTcsi yyacTue MalMEHTa B MPOBEACHUU KIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOTO
Mperapara Mpu OTCYTCTBHH JOTOBOPa 0043aTE€IHHOTO CTPAXOBaHUS.

15. KOHTpOJ'II) 3a UCITIOJTHCHUEM 0pFaHPI33L[H€ﬁ, HOJ'Iy‘iPIBH.IefI pa3pCUICHUEC HA OpTraHU3alui0 NIPOBCACHUA
KIIMHUYECKOT'O HCCIICA0BaHNA JICKAPCTBECHHOT'O ITpEriapaTta AJisI MEAUIMHCKOTO IMPUMCHCHUAA, yCTaHOBﬂeHHOﬁ
HaCTO)II.L[efI CcTaTbel O0O0S3aHHOCTH II0 O6$IBaT€J'H>HOMy CTPAXOBAHUIO JKU3HU, 3J0POBbA IIAMCHTA,
Y4acCTBYROILICTO (y‘-IaCTBOBaBH.ICFO) B KIMHHUYCCKOM HUCCICI0BAHNHA JICKaApCTBCHHOI'O npernapara,
OCYIICCTBIIACTCA  YIIOJTHOMOYCHHBIM q)ellepaHLHBIM OopraHomM HCITOJTHUTEIIFHOM BJIaCTH, BbIJaBIINM
pasp€uICHUEC Ha IMPOBCACHUEC KIIMHUYCCKUX I/ICCHCHOBaHI/Iﬁ JICKApCTBCHHBIX IIPEIIapaToB AJIA MEAUITMHCKOTO
MIPUMCHCHHH.

I'naga 8. IPOU3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEJICTB
Cratbs 45. IIpou3BoaCTBO JIeKAPCTBEHHBIX CPEICTB

1. IIpon3BOACTBO JICKAPCTBEHHBIX CPEICTB JOKHO COOTBETCTBOBATH TPEOOBAHMSIM ITPABUII HAJJIC)KAIICH
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MIPOM3BOCTBEHHOMN MPAKTUKH, YTBEP)KICHHBIM YIIOJIHOMOYCHHBIM (efepalbHbIM OPraHOM HCIOJHUTEIbHON
Brnacti. OCOOEHHOCTH Tiepexofa MPOM3BOACTBA OTIACIBHBIX JIEKAPCTBEHHBIX CPENICTB K MX IPOH3BOJICTBY B
COOTBETCTBHHM C TPEOOBAaHUSAMH IPABWJI HAJICKAIICH MPOU3BOACTBCHHON MMPAKTHUKU YCTaHABIMBAIOTCS
IIpaButensctBOM Poccuiickoit ®enepauun. Bpigaua 3akilo4eHUH O COOTBETCTBUU IMPOU3BOJIUTEIIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABWII HAIEKAIIEH MPOU3BOJCTBEHHON MPAKTUKH OCYIIECTBISETCS
[0 pe3yJibTaTaM HHCIIEKTUPOBAHUS MPOU3BOAUTENCH JIEKAPCTBEHHBIX CPEICTB B IMOPSJKE, YCTAHOBIECHHOM
IIpaButensctBOM Poccuiickoin Penepanuu. Pasmep mmiatel 3a BblJady 3aKiIOUYEHUS O COOTBETCTBUM
TIPOM3BOAMTENS JICKAPCTBEHHBIX CPEACTB TPECOOBAHUAM TIPABHII HaIJICXKAIIEH MPOU3BOIACTBCHHONW IPAKTHUKU
ycraHaBnuBaercs IIpaButenbctBoM Poccuiickoit ®enepauuu. Ilopsnox opraHusanud M IPOBEICHUSA
WHCIICKTUPOBAHUS TPOU3BOJUTENICH JICKAPCTBEHHBIX CPEACTB HAa COOTBETCTBHE TPEOOBAHUSIM IPaBHUI
HaJJIeXxKalen Mpou3BOICTBEHHOM NpakTUKK ycTaHaBnuBaeTcsa [IpaButensctBoM Poccuiickoit @enepannu.

(B pen. @emepaibHbIX 3aK0HOB 0T 25.06.2012 N 93-D3, o1 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2. Ilpou3BoacTBO JEKapCTBEHHBIX cpeAcTB B Poccuiickoit  ®enepamui  OCYIIECTBISETCS
MNPOU3BOAUTEISIMUA JICKAPCTBEHHBIX CPEICTB, MMEIOUIMMU JIMLEH3UI Ha MPOU3BOACTBO JIEKAPCTBEHHBIX
cpencts. [loaTBepkIeHHE COOTBETCTBUS JULEH3MATA MPABUIAM HAJIEKALIEH NMPOU3BOACTBEHHOW NPAaKTUKU
OCYILECTBISIETCA B paMKax JUUEH3MOHHOTO KOHTPOJII B COOTBETCTBHMHM C 3aKOHOJATENLCTBOM Poccuiickoi
denepanuy ¢ y4eToM 0COOCHHOCTEH, yKa3aHHBIX B 4aCTH | HACTOSIICH CTAThU.

(B pea. ®enepanbHbix 3ak0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpow3BOACTBO JEKapCTBEHHBIX CPEICTB OCYIIECTBIACTCS C COOJIOAEHHWEM TpeOOBaHUMN
IIPOMBIIIUICHHOI'O0 PCEriIaMEHTa, KOTOpI)II\/'I YTBCPKAACTCA PYKOBOAUTCIEM IMPOU3ZBOAUTEIA JICKAPCTBCHHBIX
CPEACTB M BKIIIOYAET B ce0s MepeyeHb UCIOJIb3YyEeMbIX (papMaleBTHYECKUX CYOCTaHLMI U BCIIOMOIaTEJIbHBIX
BEIIECTB C YKa3aHHEM KOJMYECTBA KaXKJOTO M3 HUX, JAHHBIE 00 HCHOIB3YyeMOM O0OpYIOBaHHH, OMHCAHHE
TEXHOJIOTHYECKOI'0 IIPOLEcca U METOA0B KOHTPOJIS Ha BCEX dTalax IPOU3BOJCTBA JIEKAPCTBEHHBIX CPENICTB.

KoncynprantlIntoc: mpumedanue.
C 29.12.2020 B 4. 4 ct. 45 BHOCsATCs m3Mmenenust (D3 ot 27.12.2019 N 481-D3).

4. Tlpu nUpPOM3BOACTBE JICKAPCTBEHHBIX CPEJICTB HCHOJB3YIOTCS (apMalleBTUUCCKUE CyOCTaHIUH,
CBEJICHHUS O KOTOPBIX COJEPXkATCS B TOCYAAPCTBEHHOM PEECTpe JICKApPCTBEHHBIX CPEICTB, 32 UCKIFOUYCHUEM
(hapMaieBTHYECKUX CyOCTaHIMNA, MPOWU3BOAMMBIX JUISl TPOBEACHUS KIWHUYECKUX HCCICHAOBAHUN U IS
skcropta. K mporeccy mnpou3BojcTBa  (papManeBTHUECKONW CYOCTaHIIMHM OTHOCSATCS JIFOOBIE CTaauu
TEXHOJOTMYECKOr0 MPOIecca, MO3BOJSIONINE MONYYUTh TOTOBBIM MPOIYKT, COOTBETCTBYIOIIUI TPeOOBAHUSIM
(hapMaKoIeHHOM CTaThU, B TOM YKCIIE (hepMEHTAIMsl, IKCTPAKIIUSA, OUUCTKA, BBIJCJICHUE, TICPEKPUCTATIIN3AIINSA,
BBICYIIIUBAHHE, U3MEITbUCHHUE.

(B pea. ®enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3)

4.1. TlepeueHb JIEKApCTBEHHBIX MPENapaTOB IS MEAWLMHCKOTO MPUMEHEHHs, B OTHOIIEHUN KOTOPHIX
yCTaHAaBIUBAIOTCA TpeOOBaHHA K 0O0BEMY Taphl, YNAKOBKE M KOMIUIEKTHOCTH, IE€pPEYeHb JIEKApPCTBEHHBIX
IpenapaToB i BETEPUHAPHOTO IPUMEHEHHS, B OTHOLLIEHUH KOTOPBIX YCTaHABIMBAIOTCS TpeOOBaHUS K 00BEMY
Tapsel, a Takke TPeOOBaHUSI K 00BEMy Taphl, YIIAKOBKE M KOMIUIEKTHOCTH JIEKAPCTBEHHBIX IpPENapaToB I
MEIUIIMHCKOTO NMPUMEHEHNUs, TPeOOBaHUS K 00bEeMy Taphl JIEKAPCTBEHHBIX MPENapaToB JJIs BETEPHHAPHOTO
NPUMEHEHUSI  ONPENENISIOTCS  COOTBETCTBYIOIIMMH — YHOJHOMOYEHHBIMH  (eiepajbHBIMA  OpraHaMH
HCIIOJIHUTEJIBHOM BIIACTH B HOPsIZIKE, ycTaHOBIEHHOM IIpaBurtensctBoM Poccuiickoit @enepanun.

(gacts 4.1 B pen. degepanbHoro 3akoHa oT 14.12.2015 N 374-D3)

Koncynprantllmtoc: npumeuanue.
C 29.12.2020 B 4. 4.2 cT. 45 BHOCsTCS m3meHeHuUs (D3 ot 27.12.2019 N 481-D3).

4.2. OpraHuzanuy, OCYIIECTBISIIONINE MPOM3BOACTBO (apMaleBTHUECKOH CyOCTaHIIMHM CHHPTa
3TUJIOBOrO (3TaHOjda) sl IIPOM3BOJACTBA CHMPTOCOACPIKAIIMX JIEKAPCTBEHHBIX IIPENapaToB, OOs3aHEbI
OCYILECTBIIATD YUET U ACKJIAapUPOBAHUE B IIOPSIJIKE, yCTAHOBIEHHOM cTaThsMU 8 1 14 denepanbHOro 3aK0Ha OT
22 Hos16ps 1995 roga N 171-03 "O rocynapcTBEHHOM pPeryJIMpOBaHUU MPOU3BOJICTBA U 000POTa STHIOBOTO
CIHPTa, aJKOTOJIBHOM W CIUPTOCOAEpXAalled NpPOXYKIMM M 00 OrpaHMYCHUH MOTpPeONeHUs! (PacHHTHs)
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AITKOTOIHHOM MPOIYKIUA".
(dqactp 4.2 BBenena @enepansHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. VanuBuayanbHbIC NPSANPUHUMATEIH W IOPUIUYCCKHUE JIHMIA, OCYIISCTBISIOIMINE 3aKYyNKy H
WCTIONb30BaHNe (DapMareBTUIECKOW CYOCTaHIIMM CIHPTa STHIOBOTO (TAaHONA), a TaKKe MPOW3BOJCTBO,
HM3TOTOBJICHHE W (MJIM) 000pOT (32 UCKITIOUECHUEM PO3HUIHOU MPOJAKH) CITUPTOCOISPIKAIINX JICKAPCTBEHHBIX
MpernapaToB, 00s3aHbl OCYIIECTBIATh UX YUET U JICKJIapUPOBAaHUE B MOPSIKE, YCTAHOBICHHOM CTaThsiMu 8 u 14
®denepanbHoOro 3aKkoHa OT 22 HOs10ps 1995 roma N 171-®D3 "O rocyaapcTBEHHOM PETyJIUPOBAaHUH IPOU3BOJICTBA
n 000poTa S3THUIOBOTO CIHPTA, AaJKOTONBFHOW W CHUPTOCOAEpXAameld MPOAYKIHH W 00 OTrpaHHYCHHH
notpebyeHus (PacuTHs) ATKOTOIBHON MPOAYKIUH'".

(dacts 4.3 BBeneHa DeaepanbHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

4.4. Ilpn mpoM3BOJACTBE JIEKAPCTBEHHBIX NPENapaToB Ul BETEPUHAPHOTO NMPUMEHEHUS JIOIYCKAeTCs
WCTIONB30BaHUE TPOU3BEICHHBIX Ui peanu3alud  (papManeBTHUECKUX CyOCTaHLUi, BKIIOUYCHHBIX B
TOCYJapCTBEHHBIH  PEECTp  JIEKAPCTBEHHBIX  CpPEACTB  YINOJHOMOYCHHBIM  (pelepalibHbIM  OpraHoM
UCTIOJTHUTEIIFHOM BIIACTH, OCYIIECTBIISIOIINM BEJCHUE TOCYJapCTBEHHOIO PEECTpa JICKAPCTBEHHBIX CPEINICTB
JUTSL METUIIMHCKOTO IPUMEHCHHUSL.

(uacts 4.4 BBeneHa PenepanbHbIM 3aKkoHOM OT 02.08.2019 N 297-D3)

5. 3anpeluaercs MpoUu3BOICTBO:

1) nexapcTBEHHBIX CpPEACTB, HE BKIIOUEHHBIX B TOCYAAPCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPENCTB, 3a
HCKJIFOYEHHUEM JIEKapCTBEHHBIX CPEJICTB, IPOU3BOJUMBIX IS IPOBENCHUS KIMHUYECKUX UCCIIEIOBAHUN U IS
3KCIIOPTa;

2) danbcupUIUPOBaHHBIX JTEKAPCTBEHHBIX CPEACTB;
3) IeKapCTBEHHBIX CPEJCTB O3 JIMIIEH3NH Ha IPOU3BOCTBO JICKAPCTBEHHBIX CPE/ICTB;

4) NeKapCTBEHHBIX CPEJCTB C HAPYIICHHUEM TPABIJI OpTaHU3AIMK MPOU3BOACTBA M KOHTPOJISI Ka4eCTBA
JIEKapCTBEHHBIX CPEJCTB;

Koncynerantllntoc: npumedanue.
C29.12.2020 1. 5 4. 5 ct. 45 yrpaunBaet cuiry (P3 ot 27.12.2019 N 481-D3).

5) papmareBTHUECKOW CYOCTaHIIMU CITUPTa ITUIOBOTO (3TAHOJIA) HA TEXHOIIOTHIECKOM 00O0PYIOBaHHUH,
KOTOPOE HE 3aPETUCTPUPOBAHO MITH 3aKOHCEPBUPOBAHO B COOTBETCTBHHM ¢ DeiepatbHBIM 3aKOHOM OT 22 HOSIOpS
1995 roma N 171-®3 "O rocymapCTBEHHOM PETyJIUPOBAHHM MPOU3BOACTBA M 000pOTa 3TUIIOBOTO CIIHPTA,
QJIKOTOJIFHOH M CIIMPTOCOJAEPIKAIeH NMPOAYKIUH U 00 OrpaHUYEHHH MOTpeOsieHus (PacHuThs) aJIKOTrOJIbHON
MpOayKIMU".

(1. 5 BBenen denepanpabIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Koncynerantllmtoc: npumeuanue.
C29.12.2020 4. 5 cT1. 45 nononusiercs . 6 u 7 (O3 o1 27.12.2019 N 481-D3).

6. Ilpu BBOzIE JIeKapCTBEHHBIX CPEICTB B TPAKAAHCKUI 00OPOT YIOTHOMOYEHHOE JIMLIO POU3BOAUTENS
JIEKAPCTBEHHBIX CPEJICTB OCYIIIECTBIISIET ITOITBEPKICHHE COOTBETCTBUSI JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM,
YCTaHOBJICHHBIM TPH WX TOCYJAAPCTBEHHOW pETHCTpaIlM, W TapaHTHPYET, YTO JIEKAPCTBEHHBIE CPeCTBa
MPOM3BEIEHBI B COOTBETCTBUH C TPEOOBAHUSMH ITPABMIT HAAJIEkKAIEH MPOM3BOJCTBEHHOMN MPAKTHUKH.

(B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03)

7. Y1IIOITHOMOYECHHBIM JIMIIOM TIPOU3BOAMTEIA JICKAPCTBCHHBLIX CPEIACTB ABJIACTCA €TI0 pa6OTHI/IK,
aTTCCTOBAHHEIA B YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM (l)ellepaJlLHLIM Opranom HCIIOJIHUTEIIBHON BJIACTH
MOopAAKES U I/IMGIOH_II/Iﬁ CTax pa60T1>1 HE MEHEe 4YeM IISITh JIET B 00IacTu OpoOn3BOACTBA U (I/IJ'II/I) KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHBLIX CPEACTB, BBICHICC O6pa3OBaHI/Ie COOTBCTCTBCHHO IIO OHHOﬁ nus3 CHCHPIaHBHOCTeﬁ "
(I/IJ'II/I) OIHOMY U3 HaHpaBJ’IeHI/Iﬁ IOATOTOBKH: 6I/IOJ'IOFI/I$I, OHOTEXHOJIOT Hd, BCTCPpUHApPUSA, BCTCPUHAPHO-
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CaHUTapHasl HKCIEPTU3a, KIMHUYECKas MEIWIMHA, PaJHalliOHHAs, XUMHUYEeCKas W OMOJIOrHYecKas 3alluTa,
bapmanyst, pyHIaMeHTaNbHas MEIUIIMHA, XUMHYECKasi TEXHOIOT UL, XUMHSI.
(B pen. enepanbHbix 3akoHOB oT 22.10.2014 N 313-03, ot 02.08.2019 N 297-D3)

8. Ilpon3BoanTENN IEKapCTBEHHBIX CPEACTB (32 UCKIIOUeHNEM (hapMaleBTUIECKOH CyOCTaHIINH CITUPTa
STUJIOBOTO (3TAHONA) MOTYT OCYIIECTBIATH HPOJAXy JEKapCTBEHHBIX CPEACTB WM IepelaBaTh UX B
yCTaHOBJICHHOM 3aKOHOAaTenbcTBOM Poccuiickoit denepannu nopsiake:

(8 pen. ®enepanbuoro 3akona ot 29.07.2017 N 278-D3)

1) npyruM IpOM3BOAUTENSIM JIEKAPCTBEHHBIX CPEICTB /ISl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB;
2) opraHu3aiysM ONTOBOI TOPTrOBJIH JIEKAPCTBECHHBIMU CPEJICTBAMU;

3) anTeyHBIM OpraHW3allUsSM, BETEPHHAPHBIM AaNTEYHBIM  OpTraHW3aIsIM, WHAWBHIYaIbHBIM
MPEANPUHUMATENISM, WMEIONIMM JIMICH3UI0 Ha (HapMaleBTUYCCKYIO JIEATSIBHOCTh WM JIMICH3UI0 Ha
MEAUIMHCKYIO A€STEIbHOCTD;

4) HayYHO-UCCIIEIOBATEIHCKUM OPTaHU3AIMAM ISl HAyIHO-HUCCIIEIOBATEIHCKOU PadOTHI;
5) METUIIMHCKUM OPTaHU3alUSIM U BETCPUHAPHBIM OpraHU3alIUsIM;

6) oOpraHu3anMAM W UHIUBHAYAJIbHBIM IPEANPUHUMATENSAM, OCYIIECTBIIIOIINM pa3BelICHUE,
BBEIpaIllMBaHKE U COZICPIKaHNEe )KUBOTHBIX (32 HCKIIFOUECHHEM MPOAAXH UM (papMalieBTHIECKUX CyOCTaHIMHA HITH
UX TIepesiadun).

(1. 6 B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

Koncynprantlnroc: npumeyaHue.
C 29.12.2020 B 4. 9 ct. 45 BHOCsATCs m3meHenus (D3 or 27.12.2019 N 481-D3).

9. IlpousBogurenu ¢apMaleBTUYECKOM CyOCTaHIMKM CHOHPTa OSTHIOBOro (3TaHOojda) OO0s3aHbI
OCYIIECTBJIATh peanu3anuio (repesady B yCTAHOBJIEHHOM 3aKOHOAATenbcTBOM Poccuiickoit denepanmu
nopsizike) (apMaleBTUUECKOW CyOCTaHIIMM CIUPTa 3THIOBOTO (3TaHOJNA) MPOU3BOJUTEISIM JIEKAPCTBEHHBIX
CPEeACTB sl IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB B EMKOCTIX 00beMOM He Ooiniee | nuTpa U (Win) He MeHee
1000 nuTpoB, a opraHu3aIysIM, YKa3aHHBIM B ITyHKTax 2 - 6 yacTu 8 HACTOsIIEH CTaThH, B Tape 0OHEMOM He
Ooxnee 1 mutpa.

(dactp 9 BBenena OenepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Koncynprantllntoc: npumeyanue.
C 29.12.2020 crt. 45 momonasiercss 4. 10 u 11 (D3 ot 27.12.2019 N 481-D3).

CraTtbs 46. MapKkupoBKa JIeKAPCTBEHHBIX CPeICTB

1. .HeKapCTBeHHBIe nmpernaparsl, 3a HCKIHYCHHUEM JICKAPCTBCHHBLIX IMPEIapaToB, HN3rOTOBJICHHBIX
aNTeYHBIMA  OPraHU3AIMsIMH, BETCPUHAPHBIMH  alTEYHBIMH  OPTaHMU3ALMUSAMH,  WHIAWBHIYaTbHBIMU
npeanpuHuMaTeIAMu, UMCIOIMUMU JIMICH3UIO Ha @apMaHeBTH‘ICCKYIO ACATCIIBHOCTh, NOJDKHBI IMOCTYyIIaTh B
obparenue, eciu:

1) Ha UX MEPBUYHOM yHakoBKe (32 HCKIIOUYEHHEM HEPBUYHON yNAKOBKH JIEKAPCTBEHHBIX PACTUTEIbHBIX
MIperapaToB) XOpOIIO YHTAEMBIM MIPU(PTOM Ha PYCCKOM SA3BIKE yKa3aHbl HaNMMEHOBAHHE JIEKAPCTBEHHOTO
mpernapaTta (MeXAIyHapOJHOE HEMaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WIM XHMMHYECKOE, WM TOProBOE
HaNMEHOBaHHE), HOMEP CEPHUH, JaTa BBITYCKa (A1 UMMYHOOHOJIOTHUECKUX JIEKapCTBEHHBIX MPENapaToB), CPOK
TOJHOCTH, TO3UPOBKA WIIM KOHIIEHTPAIXsA, 00beM, aKTUBHOCTh B €IMHUIAX ACWCTBUS MIIN KOJIMYECTBO /103;

(B pen. @enepanpHbix 3akoHoB 0T 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHON (IOTPEOHUTENIHCKOM) yAKOBKE XOPOILIO YUTAEMBIM MIPU(PTOM Ha PYCCKOM SI3BIKE
yKa3aHbl ~HaUMEHOBaHUE JICKAPCTBEHHOIo Ipenapata (MEXIYHapOIHOE  HENaTeHTOBAHHOE, WU
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TPYNITUPOBOYHOE, WM XUMHYECKOE U TOProBoe HAWMCHOBAHHSA), HAWUMEHOBAaHHE IPOU3BOIUTEIIS
JICKApCTBEHHOTO TMperapara, HOMEp CEepHH, Jiara BBIMycKa (JUII MMMYHOOHOJOTMYECKHX JIEKAPCTBEHHBIX
MpernapaToB), HOMEP PETUCTPAIIMOHHOTO YOCTOBEPEHMSI, CPOK TOJJHOCTH, CIIOCO0 MPUMEHEHUS, JJO3UPOBKA WK
KOHIICHTpAIUsl, 00hEM, aKTHBHOCTh B €IUHHIIAX JCHCTBUS JIMOO KOJMYECTBO JI03 B YIIAKOBKE, JICKAPCTBCHHAS
(dopma, yCITOBUSI OTITyCKa, YCIIOBHSI XpaHCHUS, TPEYPEUTEIbHbIC Ha [ITHCH.

(B pen. @enepanpHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)

2. ®apMalieBTHYECKHE CyOCTaHIIUY JOJDKHBI TOCTYNATh B 00OpallleHue, eCIIM Ha UX TIEPBUYHON YIaKOBKE
XOPOIIIO YUTAEMBbIM MIPUPTOM HA PYCCKOM SI3BIKE YKa3aHbl HAUMEHOBaHUE (hapMalleBTUUYCCKOW CyOCTaHIIM
(MeXIyHApOAHOE HEMAaTEHTOBAHHOE, WIM T'PYNIHPOBOYHOE, WM XMMHUYECKOE M TOProBOC HAMMCHOBAHUS),
HaUMCHOBAaHUE TPOM3BOJIUTENS (PapMaIleBTHUECKON CyOCTaHIIMM, HOMEpP CEpUM W JlaTa W3TOTOBJIICHHUS,
KOJINYECTBO B YIIAKOBKE U SMHUIBI U3MEPEHHS KOJTMUECTBA, CPOK TOJHOCTH H YCIOBHS XpaHCHUSI.

(B pen. @enepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)

3. JlekapcTBEHHBIE CpPE/ICTBA B KA4eCTBE CHIBOPOTOK IOJDKHBI MOCTYNATh B OOpallleHHE C yKa3zaHHEM
XHUBOTHOTO, U3 KPOBH, TUIa3Mbl KPOBHU, OPraHOB U TKaHEH KOTOPOr'0 OHH MOTY4EHBI.

4. Ha BTOpHuHYyIO (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOJyYCHHBIX U3 KPOBH,
IJIa3MBI KPOBH, OPTaHOB M TKaHEH 4YelIOBeKa, TOJDKHA HAHOCHUTHCS Hamamuchk: "Anturena k BUY-1, BUY-2,
BHUpycy renatuta C U NOBEPXHOCTHBIN aHTUIEH BUpyca renatuta B orcyrcTByroT".

5. Ha mepBUYHYI0 YIaKOBKY W BTOPHYHYIO (TMOTPEOUTENHCKYIO) YIAKOBKY paanodapMaleBTHICCKHX
JIEKAPCTBEHHBIX CPECTB JOJKEH HAHOCUTBCS 3HAK PaJUallMOHHOM OIIACHOCTH.

6. Ha BropruHyto (OTpeOUTENBCKYI0) YITAKOBKY TOMEOIIaTHIECKIX JIEKapCTBEHHBIX IIPENapaToB JTODKHA
HaHOCUTHCA Haanuck: "["'oMeonaTuueckui".

7. Ha BropuuHy0 (OTPEOUTENbCKYIO) YIIAKOBKY JICKAPCTBEHHBIX PACTHTENBHBIX MPENApaToB NOJDKHA
HaHOCUTHCA Haamuck: "[Ipoaykuuns npora paaualioHHbIN KOHTPOIb' .

8. Ha mepBuuHy0 ymakoBKy (€ciu JJIs 3TOrO CYHIECTBYET TEXHHYECKas BO3MOXXHOCTh) M BTOPHUHYIO
(MOTpeOUTENBCKYIO) YIMAaKOBKY JIGKAPCTBEHHBIX IMPENapaTroB, NPEAHA3HAUYEHHBIX M  KIMHUYECKUX
HCCIICIOBaHUH, TOJKHA HAHOCUTHCS HAANMUCH: " [IJIsl KITMHUYECKUX UCCIea0BaHui" .

(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBKa JIEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAYCHHBIX UCKIIOUUTEIBHO ISl SKCIIOPTa, MAPKUPYETCA
B COOTBETCTBHUU C TPEOOBAHMSIMHU CTPAHBI-UMITOPTEPA.

10. Ha TpancnopTHyo Tapy, KOTopasi He MpeJHa3HaueHa i MOoTpeduTenel v B KOTOPYIO TOMEIIEHO
JICKApCTBEHHOE CPEACTBO, JOJDKHA HAHOCHUTHCS WMH(POpPMaLUsl O HAaUMEHOBAHUH, CEPUH JIEKAPCTBEHHOI'O
Cpe/CTBa, JaTe BBINYCKA, KOJHMYECTBE BTOPHYHBIX (TIOTPEOUTENLCKUX) YIAKOBOK JIEKAPCTBEHHOTO CPE/ICTBA,
MIPOM3BOANTENIE JIEKAPCTBEHHOTO CPEICTBA C YKa3aHHEM HaMEHOBAHHSA M MECTOHAXOKACHHS TMPOU3BOINUTEINS
JIEKApCTBEHHOTO CpEACTBa (ajpec, B TOM 4YHCIe CTpaHa W (MJIM) MECTO MPOHM3BOACTBA JIEKAPCTBEHHOTO
CpPEZCTBa), a TAKXKE O CPOKE 'OJJHOCTHU JIEKAPCTBEHHOI'O CPEJCTBA U 00 YCIOBUSX €r0 XpaHEHUS U [IEPEBO3KHY,
HCO6XOJII/IMBIC npeaAynpeaANTCIbHBIC HAAIINCHU U MAHUITYJIATOPHBIC 3HAKHU.

11. Ha nepBuyHY0O YIaKOBKY U BTOPHYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHS JOJKHA HAHOCUTHCSA HAIIUCK: " J{71s1 BEeTepHHAPHOTO IPUMECHEHUS .

12. Ha BropuuHy0 (OTPEOUTETHCKYIO) YIIAKOBKY JICKAPCTBEHHOTO MperapaTa HAaHOCUTCS IITPUXOBON
KOZ.

I'1aBa 9. BBO3 JIEKAPCTBEHHBIX CPE/ICTB
B POCCUMCKYIO ®EJEPALIMIO Y BBIBO3 JIEKAPCTBEHHBIX CPEJICTB
N3 POCCUMCKOH ®EJEPAINN
(B pen. @enepanpHOro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. Ilopsinok BBO3a JiekapcTBeHHBIX cpeAcTB B Poccmiickyro @egepanuio M BbIBO3a
JleKapcTBeHHBbIX cpeacTB u3 Poccuiickoii @enepaunu
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(B pen. @enepansaoro 3akona ot 06.12.2011 N 409-D3)

1. BB03 nexkapcTBeHHBIX cpeAcTB B Poccuiickyro @Denepanuio OCYIIECTBISETCS B IMOPSIKE,
ycraHoBieHHOM  llpaButensctBom  Poccuiickoii  ®epepanun, B  COOTBETCTBUM C  TaMOXKEHHBIM
3aKOHOMIATEIHLCTBOM TaMokeHHOTO coro3a B paMkax EBpA3DC (mamee - TamokeHHBIH cor03) W (WIIH)
3aKoHOJIaTeILCTBOM Poccuiickoii denepannu 0 TAMOXEHHOM JIEIe.

(8 pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-D3)

2. BBosumbeie B Poccuiickyto ®eneparuio JI€KapCTBEHHBIE CpEICTBA JIOJDKHBI COIEPXKAThCcAd B
roCy/IapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB.
(B pen. ®enepanbHbix 3akoHOB oT 06.12.2011 N 409-D3, o1 27.12.2019 N 462-D3)

3. Jlomyckaetcst BBo3 B Poccwmiickyto Deneparuio KOHKPETHON MapTUX 3apETHCTPUPOBAHHBIX WU (WIJIH)
HE3apPETUCTPUPOBAHHBIX JIEKAPCTBCHHBIX CPEJCTB, MPEIHA3HAYCHHBIX JUISA TPOBEACHUS KIMHUYECKUX
WCCIIEIOBAaHUN JIEKAPCTBEHHBIX IIPENapaToB, IPOBEACHHUS OSKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB I
OCYIIECTBJICHHUS TOCYAAPCTBEHHON PETUCTPALINH JIEKApCTBEHHBIX MIPETIapaToOB WIIH JIJISl OKA3aHUS METUITIHCKON
MIOMOIIM M0 XKU3HEHHBIM ITOKa3aHMSM KOHKPETHOTO TAIMeHTa Ha OCHOBAaHUH pPAa3pEelICHHS, BBIJAHHOTO
YIOJIHOMOUYEHHBIM (he/IepabHBIM OPTaHOM HCIIOJTHUTENLHON BIACTH 10 3asiBICHHUSM JIUII, YKa3aHHBIX B CTAThe
48 mnactosmero denepalbHOTO 3aKOHA. PaccMoTpeHMe Takoro 3asBICHHS W NMPUHSATHE PEIICHUS O BhIIaye
paspemieHuss Ha BBO3 KOHKPETHOM TAapTHHM 3aperHCTPUPOBAHHBIX H (WIM) HE3apEeTHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPE/CTB, MpeIHAa3HAYeHHbIX IJIs MPOBEACHMS KIMHUYECKUX HCCIETOBAaHUM JeKapCTBEHHBIX
MIpernapaToB, TMPOBEJIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB sl OCYIIECTBIEHHS TIOCYJapCTBEHHOM
perucTpanuy JEeKapCTBEHHBIX MPENapaToB WM ISl OKa3aHUS MEAWIMHCKOW TOMOIIM M0 >KU3HEHHBIM
MOKa3aHMsIM KOHKPETHOTO MalreHTa JIn00 00 0TKase B BhIJIa4e YKa3aHHOTO pa3pelleHIs IPOU3BOASITCS B CPOK,
HE TPEBBIIAIONINI MATH padoumx aHel. [lnaTa 3a Beiady yKa3aHHOTO pa3pellieHus He B3UMACTCH.

(B pen. @enepansHoro 3akoHa ot 06.12.2011 N 409-D3)

Koncynerantllntoc: npumeyanue.
C01.01.2024 4. 3.1 ct. 47 yrpauusaet cuiry (O3 ot 27.12.2019 N 475-D3).

3.1. omyckaercss BBO3 B Poccuiickyro @Penepanuio KOHKPETHOW NapTHH HE3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX TpernapaToB, COAEPXKAINX HAPKOTUYECKHE CpPEACTBA HIIM ICUXOTPONHBIE BEIIECTBA, B
nopsiake, ycraHosieHHoM [IpaBurtenscTBoM Poccuiickoit @enepanyu, 415 OKa3aHUs MEAULIUHCKON IOMOLIH 10
KU3HEHHBIM TTOKa3aHUAM KOHKPETHOTO MAIEHTa WM TPYMIbl HAlUEHTOB B Cly4yae, €CIM UMEETCs PEIIeHUE
BpaueOHOW KOMUCCHU MEJUIIMHCKON OpraHu3aiuu 0 Hed()()EeKTUBHOCTU MM HEBO3ZMOXKHOCTH NMPUMEHEHUS Y
KOHKPETHOT'O MAalMeHTa UHbIX 3aperHCTPUPOBAHHBIX JIGKAPCTBEHHBIX MPENApaToB, B TOM YHCIIE COAEPIKALINX
Jpyrue JeiCTBYIOIIME BELIeCTBA, M O HEOOXOOUMOCTH BBO3a OIPEIEICHHOTO HE3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO IpernapaTa ¢ yKa3aHHEM ero MEXAyHapOJHOTO HETaTEHTOBAHHOTO (MJIM XMMHUYECKOTO0, WIH
TPYNITUPOBOYHOr0) HAMMEHOBaHHS, (OPMBI BBITyCKa U Konu4decTBa. [lepeueHn 3a00eBaHUil U COCTOSTHUNA U
COOTBETCTBYIOLINX JIEKAPCTBEHHBIX IPENApaToOB, COAEPXKAIIMX HAPKOTHYECKHE CPENCTBA U IICUXOTPOIHBIE
BEIIECTBA, B LIEJIAX OCYLIECTBICHUS HX BBO3a B COOTBETCTBUH C TPEOOBAHUSIMH HACTOSILEH YaCTH yTBEPKAACTCS
YIIOJIHOMOYEHHBIM (pejiepaibHbIM OpraHOM HUCTIOJIHUTEIHHOM BIACTH.

(dacts 3.1 BBeneHa DenepanbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyto ®enepaurio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA, KayecTBO KOTOPBIX
MMOATBEPIKACHO CepTI/I(i)I/IKaTOM MIPOU3BOAUTEIIA JICKAPCTBCHHBIX CPEACTB, YAOCTOBEPAIOUIUM COOTBETCTBUC
BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMAM (apMakoIleHHbIX CTaTed JuOO0 B Cilyyae UX OTCYTCTBHS
HOPMAaTUBHOHN TOKYMEHTAIIMH MJIM HOPMaTHBHOTO JOKYMEHTA.

(B pea. @enepanpHoro 3akona ot 06.12.2011 N 409-03)

5. 3ampemaercs BBo3 B Poccuiickyto ®enepanuio ¢anbcu@UIUPOBaHHBIX JEKApPCTBEHHBIX CPEJICTB,
HEeZ00POKaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTPa(haKTHBIX JICKAPCTBEHHBIX CPEJICTB.
(B pen. @enepanpHOro 3akoHa ot 06.12.2011 N 409-D3)

6. danscUGUIMPOBAHHBIE JIEKAPCTBEHHBIC CPEICTBA, HEAOOPOKAYECTBEHHBIC JICKAPCTBCHHBIE CPEJICTBA
NoJyIeXaT M3IBATHIO M TOCHEAYIOUIEMY YHUYTOXXEHHIO WM BbIBO3y U3 Poccuiickoit dDexpepaiium,
KOHTpa(aKTHbIE JIEKAPCTBEHHBIE CPENICTBA - U3BATHIO U TOCIEIYIOMEMY YHHUTOXKEHUIO. Y HUUTOXCHUE WITH
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BbIBO3 U3 Poccuiickoii denepannu GanbcuGUIMPOBaHHBIX JIEKAPCTBCHHBIX CPEICTB, HEIOOPOKAUSCTBECHHBIX
JIEKapCTBEHHBIX CPEJICTB, KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIETCS 3a CYeT JIUIA,
OCYIIIECTBUBIIETO UX BBO3. [1OpSI0K YHUUTOKEHUS U3BSITHIX (aibCHQUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB,
HEJ00POKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPa(aKTHBIX JCKAPCTBEHHBIX CPEJCTB YCTaHABIMBACTCS
IIpaButenscTBOM Poccuiickoii @enepanuu.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluna, ocymecTristonme BBo3 B Poccutickyro denepanuto GpanbCUBUITMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HeIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB, HECYT
OTBETCTBEHHOCTh B COOTBETCTBHHM C TaMOXXEHHBIM 3aKOHOAATEIhCTBOM TaMOXEHHOIO cow3a W (WIH)
3aKkoHoJaTenbcTBOM Poccuiickor denepannn O TAMOXKEHHOM JIETIE.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BrB0o3 nexapcTBeHHBIX cpeAcTB w3 Poccuiickoit deneparuu ocymiecTBisercss 0e3 MpUMEHEHUs
OTpaHUYEHHUH, YCTAHOBJIEHHBIX TAMOXEHHBIM 3aKOHOAATEIbCTBOM TaMOXKeHHOro coro3a u  (WiIn)
3aKoHONaTenbCTBOM Poccuiickoit ®denepanii O TOCYAAPCTBEHHOM PETYJIHPOBAHUM BHEIIHETOPrOBOM
NeSITeIbHOCTH.

(B pen. ®enepanpHbix 3ak0HOB oT 06.12.2011 N 409-@3, ot 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)

9. BBom B TpaxkmaHCKAW OOOPOT JIEKApCTBEHHBIX NPENapaToB I MEIUITMHCKOTO MPUMEHEHWUS,
BBe3eHHBIX B Poccuiickyro denepainio, OCYIIECTBISETCS C COOJIOJICHUEM TPeOOBaHUM, YCTaHOBJICHHBIX
cratheit 52.1 Hacrosmero deaepansbHOTO 3aKOHA.

(dacts 9 BBenena @enepanbHbIM 3aKOHOM OT 28.11.2018 N 449-D3)

Crarps 48. KOpuauueckue Juna, KOTOPHIM Ppa3pelleH BB03 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®enepanuio
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBeHHbIE cpeacTBa B Poccuiickyto denepanno MOIyT BBO3UTh:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpoU3BOAUTENN JIEKAPCTBEHHBIX CPENICTB IS LENeld COOCTBEHHOTO MPOM3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB;

2) WMHOCTpaHHBIE pa3pabOTYMKHU JIEKAPCTBEHHBIX CPEACTB M WHOCTPAHHbIE MPOM3BOIAUTENN
JIEKApCTBEHHBIX CPEACTB WM JIPyTrue IOPHIMYECKHE JIUIA 10 MOPYYCHUIO Pa3paboTyhKa JIeKapCTBEHHOTO
CpeAcTBa s NPOBEICHMS KIMHUYECKHX MCCICAOBAHUM JICKAPCTBEHHOrO IIperapara, OCYILIECTBICHHS
rOCYJapCTBEHHON PErvcTpaliy JIEKapCTBEHHOrO IperapaTta, BKIIOYCHUS (apMalleBTUUYEeCKOW CyOCTaHIH B
rOCyIapCTBEHHBIHN PeecTp JIEKAPCTBEHHBIX CPEACTB, KOHTPOJIS KauecTBa JIEKapCTBEHHBIX CPEJCTB MPHU HATUIUU
paspelieHus yoJHOMOYEHHOTO (eIepalbHOTO OpraHa UCTIONHUTEIBHOM BIACTH Ha BBO3 KOHKPETHOH MapTuu
JICKApCTBEHHBIX CPEICTB;

3) OpraHu3anuu OIITOBOM TOPIroOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4HO-MCCIIeIOBATEIbCKUE OPraHU3alUK, 00pa3oBaTeIbHbBIC OPraHMU3ally BHICHIIEr0 00pa30BaHuS,
MPOM3BOJUTENHN JIEKAPCTBEHHBIX CPEJICTB IS pa3pabOTKU, UCCIIEAOBAaHUN, KOHTPOJISI 0€30MIaCHOCTH, KayecTBa,
3 HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPH HAIWIHHU Pa3pelleHus YIIOTHOMOYEHHOTo (heiepaibHOro opraHa
WCTIONIHUTENLHOM BIIACTH;

(B pen. @enepanbnoro 3akona ot 02.07.2013 N 185-03)

5) MeIUIIMHCKUE OpTaHU3allNH, HHBIE YKa3aHHBIC B MyHKTaX | - 4 HACTOSAIIEH CTaThH OpTraHU3aIiy JJIs
OKa3aHUsl MEIUIMHCKOM ITOMOIIM MO >KM3HEHHBIM ITOKa3aHUSM KOHKPETHOTO MalMEHTa MpU HAIUYUU
paspelieHus ynoJIHOMOYEHHOTO (elepalbHOro OpraHa UCIIOJHUTEIBHON BIAaCTH Ha BBO3 KOHKPETHOH MapTuu
JICKApCTBCHHOI'O Ipfrapara, BBIJAHHOTO B YCTAHOBJICHHOM IIOPAAKE B (1)0pMe QJICKTPOHHOI'0 AOKYMCHTA,
MOANMCAHHOTO YCUJICHHOH KBAIM(DUIIMPOBAHHOM JIEKTPOHHOM MOAIMUCHIO;

(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-03)
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Koncynprantllmtoc: npuMeyanue.
C 01.01.2024 1. 6 cT. 48 yTpauuBaet cuiy (O3 ot 27.12.2019 N 475-D3).

6) TOCyImapcTBEHHBIE YHUTApHBIE MPEAIPHUATHS, MMYIIECTBO KOTOPHIX HAaXOMUTCS B (hemepaiabHOi
coOcTBeHHOCTH, ompenenssembie [IpaButensctBoMm Poccuiickoit deneparyu, B yacTu BBo3a B Poccuiickyro
Odepepalnio HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPEMAPATOB, COACPIKAIIUX HAPKOTUUECKUE CPEICTBA U
TICUXOTPOTHBIE BEIIECTBA, I OKAa3aHWS MEIUIIMHCKON MOMOIIHM IO KM3HEHHBIM TOKa3aHMSIM KOHKPETHOTO
MalKEeHTa WIK IPYIIIHI TAIMEHTOB B COOTBETCTBUM C 4acThio 3.1 crateu 47 HacTosmero deaepaabHOro 3aK0HA.
(. 6 BBeneH denepanbHBIM 3aK0HOM 0T 27.12.2019 N 475-D3)

Cratba 49. JlIokyMeHThI, IpeAcTaBiIsieMble B TaMoOKeHHbIe opranbl Poccuiickoii @enepanuu npu
BBO3e JIeKapCTBeHHBIX cpecTB B Poccniickyro ®@enepanmio
(B pen. ®enepanbuoro 3akona ot 06.12.2011 N 409-D3)

1. ITpu BBO3€ JIEKApCTBEHHBIX CpeACTB B Poccuiickyro @deaepannio B TAMOKEHHbBIE OpraHbl Poccuiickoit
@enepaud  Hapsiay C© JOKYMEHTaMH, TMPEICTABICHHE KOTOPBIX MPEAYCMOTPEHO TaMOKEHHBIM
3aKOHO/IATENhCTBOM TaMOXEHHOro coro3a u (WIM) 3aKkoHOmaTenbcTBOM Poccwiickoit depepamuu o
TaMO>XEHHOM JIeJI€, IPEJCTABIISIFOTCS CIIEAYIOINE JOKYMEHTHI:

(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukar MpoOU3BOIUTENS JICKAPCTBEHHOTO CPEJICTBA, YIOCTOBEPSIIOIINI COOTBETCTBUE BBOBUMOTO
JICKapCTBEHHOTO CpeAcTBa TpeOOBaHUAM (PapMaKONeHHON CTaThH MO0 B CiIydae ee OTCYTCTBHS HOPMATUBHOM
JOKYMEHTAIMH WX HOPMaTUBHOTO JOKYMEHTA;

2) paspelicHre YIOITHOMOYEHHOTO (pefiepaibHOro Oprana UCIIOJTHUTEIBHON BIACTH Ha BBO3 KOHKPETHON
MApTUH JIEKAPCTBEHHOT'O CPEJICTBA B CIIy4asiX, yCTAaHOBJIEHHBIX 4acTbhio 3 ctarbu 47 Hactosimero denepansHoro
3aKOHa.

2. IOKyMEeHTBHI, YKa3aHHbIC B IyHKTaX | 1 2 yactu 1 HacTOALIEH CTaThbU, IPEICTABISIOTCS B TAMOKEHHBIE
opransl Poccuiickoii @enepannu npu NpruOBITHH JIEKapCTBEHHBIX cpeicTB B Poccuiickyto denepanuto.
(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbst 50. BBo3 JiekapcTBeHHbIX mnpenapatoB B Poccumiickyro @epepanmio Aas JHYHOTO
HCIMOJIb30BAHUA W WHBIX HEKOMMEpPYeCKHX IeJeil, a Takxe AJS HCNOJb30BaHUS Ha TepPPUTOPUH
MEe:KIYHAPOIHOI0 MeIMIMHCKOT0 KJacTepa
(B pea. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TIpenapaTbl MOTYT OBITh BBe3eHbI B Poccuiickyro deneparnuro 6e3 yueTta TpeOOBaHMIA,
MPeyCMOTPEHHBIX YacTsMu | - 4 crathu 47, crathsamu 48 u 49 Hacrosmero OeneparbHOTO 3aKOHA, €CIIA OHH
MpeHa3Ha4YeHbI JUIS:

(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) TMYHOTO UCTIONIB30BaHUs (PU3NUECKUMH TUIIaMu, TpHObIBIINMH B Poccuiickyto @enepanuto. [Ipu aTom
BBO3 B Poccuiickyro @enepannio JeKapCcTBEHHBIX MPENaparoB, COAEPKAIINUX CHIIbHOACHCTBYIOMNE U (WIIH)
ATOBUTHIE BEIECTBA, BKIIOYCHHbIE COOTBETCTBEHHO B CIIMCOK CHJIBHOIEHCTBYIOIIMX BEIIECTB IS LIElel
YTOJIOBHOTO 3aKOHOAaTenbCcTBa Poccuiickoit denepaiuu ¥ B CIUCOK SAOBUTHIX BEIIECTB JIJIs LIEJIEH YyTOJIOBHOTO
3akoHozarenbeTBa Poccuiickoit @enepanmu, yreepxkaeHHble [IpaButensctBoM Poccuiickoin ®enepanyu,
OCYIIECTBISIETCA MPH HAJMYUHU JTOKYMEHTOB (3aBEPEHHBIX KOMHHA JOKYMEHTOB WIJIM 3aBEPEHHBIX BBIITMCOK M3
HUX), TOATBEPXJAIONINX Ha3HAYeHHWEe (QU3MUECKOMY IJIHIy YKa3aHHBIX JIEKAPCTBEHHBIX MpenaparoB (3a
HCKJIIOYEHHEM JIEKApCTBEHHBIX NIPEMApPaTOB, 3apETUCTPUPOBAHHBIX B Poccuiickoil @enepany U OTITyCKaeMbIX
B Poccuiickoit ®denepannu 6e3 perenta Ha JeKapCTBEHHBIH mpemnapar). [logTBepxmatoniue JOKyMEHTHI (X
3aBepeHHbIE KOMHMH WM 3aBEPEHHBIE BBIMTUCKM M3 HUX) JOJDKHBI COAEP)KaTh CBEIEHUS O HANMEHOBAaHUH U
KOJIMYECTBE HAa3HAYCHHOTO JIEKapCTBEHHOIO Mpemnapara. B ciydae, ecnu moaTBepaaromye JOKYMEHTHI (MX
3aBepEHHBIC KOITUH WM 3aBEPEHHBIE BBIMUCKH U3 HUX) COCTaBJIEHbI HA MHOCTPAHHOM SI3bIKE, K HUM IpUJIaracTcs
HOTapHualbHO 3aBEPEHHBIN NIEPEBOJ] HA PYCCKUH SA3BIK;
(m. 1 B pen. denepansHoro 3akona ot 02.06.2016 N 163-D3)
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2) WCIIOJIb30BaHUs PaOOTHUKAMU JUTIOMATHYSCKOTO KOPITyCa MM MPEICTABUTEISIMHA MEXTYHAPOTHBIX
opraHu3aiuii, akkpeIuToBaHHbIX B Poccutickoit denepanuu;

3) neuyeHUs MacCakKMPOB U YICHOB DKUTAXKEH TPaHCHOPTHBIX CPEICTB, MMOC3IHBIX OpUTa U BOAUTEICH
TPaAHCIIOPTHBIX CPeACTB, MpuOBIBIINX B Poccuiickyto denepanuio;
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

4) neueHHWs YYaCTHUKOB MEXIYHAapPOAHBIX KYyJbTYPHBIX, CIOPTHBHBIX MEPONPHUSITHH U YYaCTHHKOB
MEXyHapOIHBIX IKCIECIULINH;

5) nmedeHus: KOHKPETHBIX JKHBOTHBIX B 300TapKaX, 300CaiaX, IMUPKaxX, OKeaHapuyMmax, AelbhUHAPHSIX,
JIYEeHUsI TUKUX JKUBOTHBIX, IOCTOSIHHO WJIM BPEMEHHO Hacelsolux tepputopuio Poccuiickoit deneparum,
HaXOJSIIUXCSI B COCTOSHUU €CTECTBEHHON CBOOOIBI W MPUHAANIEKAIINX K BHIAM, 3aHEeCeHHBIM B KpacHyio
kaury Poccuiickoit deneparmum u (Wim) KpacHble KHUTH cyObekToB Poccwiickoit ®enmepammm, a Takke
’KUBOTHBIX, BBO3UMBIX B Poccuiickyro Denepaliuio A1 y4acTus B CIIOPTUBHBIX U 3PEIUITHBIX MEPOIPHUSITHSIX;
(B pea. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCIIONIL30BAHMS HAa TEPPUTOPHUU MEXKIYHAPOTHOTO METUIIMHCKOTO KIacTepa.
(m. 6 BBenen denepanbHBIM 3aKk0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasx, npeayCMOTPEHHBIX 4YacThl0 | HacTosLeld cTaThH, JOMYyCKaeTcs BBO3 B Poccuiickyro
denepannio JIEKApCTBEHHBIX IIPENAapaToB, HE 3apEruCTpUPOBaHHbIX B Pocculickoit denepanuu.
(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlexapcTBeHHBIE TpemapaThl, MpeJHa3HAYCHHBIE ISl TYMaHUTApHOW ITOMOIIM (COAEWUCTBHUS) WIIH
[IOMOILY IIPU YPE3BBIYANHBIX CUTYyalUsAX, BBO3sITCS B Poccuiickyro denepanuio B MOPsIKE, YCTAHOBIEHHOM
[IpaBurensctBOM  Poccuiickort  ®enepamuu.  3ampemaercss BBo3 B Poccmiickyio  dDeneparuio
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparoB, MPEIHA3HAYEHHBIX NI TyMaHWUTapHOM MOMOIIH
(coneiicTBHA) MIIM TIOMOIIM TTPU YPE3BbIUANHBIX CUTYaIIUAX.

(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbs 51. Corpyanu4ectBo egepaabHOro OpraHa MCMOJTHUTEIbHON BJIACTH, YIIOJJHOMOYECHHOI O
B 00J1aCTH TaMOKEHHOT0 /eJ1a, U JAPYruX yYNOJHOMO4YEHHBbIX (eepalbHBIX OPraHOB MCMOJTHHUTEIbHOM
BJIACTH

1. YnonHoMoueHHbIe (ejiepalibHbIe OPTaHbl UCTIOIHUTEIBHOM BIACTH MPEIOCTABIISIOT B PACTIOPSIKEHUE
(denepanrbHOr0 OpraHa HUCIOJHUTEIBHOW BIACTH, YIOJHOMOYEHHOTO B OOJIACTH TaMOXKEHHOTO eda,
rOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB, @ TAKXKE HHPOPMALMIO O BEIJAHHBIX pa3pelIeHUsIX Ha BBO3
KOHKPETHOH MapTHUH JIEKAPCTBEHHBIX CPEACTB B CIIydyasiX, YCTAHOBJIEHHBIX YacTbhio 3 cTaTbu 47 HACTOSIIErO
®DenepanbHOro 3aK0Ha.

2. ®enepallbHBI OpraH WCIOJHUTEIHHOW BIACTH, YIOJHOMOYCHHBIH B 00JaCTH TaMOXXCHHOTO JeNa,
nHOPMHUPYET yKa3aHHbIE B YacTH | HacTosIeHd CTaThH YIIOJIHOMOYEHHbIC (efepalibHbIe OpraHbl
HCIOJHUTENIbHOM BJAaCTH O BBO3€ JIEKAPCTBEHHBIX cpelcTB B Poccuiickyio ®enepaunio U BBIBO3E
JIEKapCTBEHHBIX CcpeAcTB u3 Poccuiickoit Dexepamum mo ¢opMe M B MOPSIKE, KOTOPHIE YCTaHOBIJICHBI
[IpaBurenscTBOM Poccuiickoit denepanuu.

(B pea. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

I'naBa 10. DPAPMAHEBTUYECKASA JEATEJBHOCTD
Cratbs 52. OcymiectBjienue papmManeBTHYECKOI TeATEILHOCTH

1. ®apmaneBTuveckas JeATEIHHOCTh OCYIIECTBISETCS  OpraHW3alMisIMH  ONTOBOM  TOPTOBIH
JICKApCTBCHHBIMU CPCIACTBAMHU, AlITCUHBIMU OpraHHU3alluiAMHU, BETCPUHAPHBIMH allITCYHBIMH OpraHU3alUusaAMU,
VHAWBUIYATLHBIMA TPEANPUHAMATEISIMYA, MMCIOIUMH JIMICH3UI0 Ha (hapMaleBTUYECKYIO0 ACSTEIbHOCTD,
MEIUIIMHCKIMH OpPTaHHM3alsIMH, HWMCIOIIUMHU JIMIEH3UI0 Ha (apMaleBTHUYCCKYIO JEATEIbHOCTh, M WX
000CO0JIEHHBIMU  TTOZIpa3AcacHUsIME  (aMOyIaTopusaMu, (GeIbAIIepCKUMUA U (DEIbAMICPCKO-aKyIePCKUMU
MyHKTaMH, I[EHTpaMH (OTACICHHUsIMH) OOIIeH BpaueOHON (CeMEHHOMN) MPaKTHKH), PaCIOJI0XKCHHBIMH B
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CEIbCKUX HACENICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTeYHbIE OPraHW3allld, ¥ BETCPHHAPHBIMU
OpraHM3alMAMH, IMEIOIMH JTHIEH3UI0 Ha (papMaIieBTHIECKYIO AEATEIbHOCTD.
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usnyeckue JHa MOTYT OCYIICCTBIATh (papMalleBTHYSCKYIO ACATCIBHOCTh MPU HATUYUH BBICIIETO
WM cpenHero (apMaieBTHYeCKOro OOpa3oBaHUs U CepTU(HKATa CICHUAINCTA, BBICHIET0 WIH CPEIHErO
BETEPUHAPHOTO 00pa30BaHMs U CepPTU(HKATA CIICIHAINCTA, & TAK)KE BBICIICTO W CPEIHETO MEAUIIMHCKOTO
oOpa3oBaHMsi, cepTU(UKATa CHCUUATMCTA U JOMOJHUTEIBHOTO MPO(EeCCHOHATBLHOr0 00pa30BaHHs B YacCTH
PO3HHMYHOI TOPrOBIM JICKAPCTBEHHBIMU TIpeHapaTaMH MpH YCIOBHHM HX paboTl B 000COOJCHHBIX
MOJpa3/ICICHUAX MEUIIUHCKUX OpPraHu3allnii, yKa3aHHBIX B 4aCTH | HACTOSIICH CTaThH.
(uacts 2 B pen. @enepansHoro 3akona ot 27.07.2010 N 192-D3)

Koncynprantllntoc: npumedanue.

Cr. 52.1 Berynaet B cuiy ¢ 29.11.2019. JlekapcTBeHHbIE NpenapaThl 1151 MEAULIUHCKOTO IPUMEHEHUS,
BBEJIEHHBIE B TpaXTaHCKUK o0opoT mo 29.11.2019, mosrexar XpaHEHHWIO, MEPEBO3KE, OTIIYCKY,
peanu3aiuu, repeaade, IPUMEHEHHUIO 10 UCTeYeHus cpoka ux rogaoct (O3 ot 28.11.2018 N 449-03).

Crarbsa 52.1. BBoag B rpa:kIiaHckuili o00poT JIeKAPCTBEHHBIX NPeNaparoB I MeIUIUHCKOIO
NpUMeHeHUsl
(BBenena ®enepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B Tpa)XIaHCKAKA OOOPOT KaKIOW CEpUH WM KaXIOH MapTHH TPOHU3BEIACHHOTO B
Poccuiickoii denepanyu JIEKapCTBEHHOrO IpemnapaTta Uisi MEIULMHCKOrO NMPUMEHEHHUS, 33 HCKIIOYEHHUEM
WMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MpenapaTroB, MPOU3BOJUTENb TAaKOI'O JIEKAPCTBEHHOTO IpenapaTa
MPEACTaBIsIeT B (elepanbHblil OpraH UCIOIHUTEIBHON BIACTH, OCYLIECTBILIIOIINNA (QYHKIUH IO KOHTPOIIO U
Ha/130py B cdepe 3ApaBOOXpaHEeHHUs, TOKYMEHT POU3BOAUTENS JIEKAPCTBEHHOTO CPECTBA, MOITBEPIK TAIOIIUH
KauecTBO JIEKAPCTBEHHOTO Tpernapara, W MOJTBEPXKIACHHE YIOJHOMOUYEHHOTO JIMIa MPOU3BOIUTENS
JICKApCTBEHHBIX CPEJICTB COOTBETCTBUS JIEKAPCTBEHHOT'O Tpernapara TpeOOBaHMSAM, YCTaHOBJICHHBIM IIPH €ro
roCyJapCTBEHHON perucTpaluu.

2. ITepen BBOOM B TpaXKTaHCKUH 000POT KAXKIOH CEprU WITH KaXKI0H mapTuu BBO3UMOro B Poccuiickyto
Qdepepaurio  JEKapCTBEHHOTO  Ipemapara s  MEIULUHCKOrO NPUMEHEHHs, 3a  HUCKIIOYECHUEM
MMMYHOOHMOJIOTMYECKUX JICKAPCTBEHHBIX MPENapaToB, OPraHu3alus, OCYIIEeCTRISIIONIAs BBO3 JICKApPCTBEHHOIO
npemnapara B Poccuiickyto ®enepanuio, mnpejacrasiser B (efepalbHbI OpraH HCIOJHUTEIbHOW BJIACTH,
OCYIIECTBIISIONINNA (PYHKIIHU 110 KOHTPOJIO U HAJ[30PY B chepe 3ApaBOOXpaHEHHs], CEPTUPUKAT IPOU3BOIUTEIS
JIEKAPCTBEHHOI'O CPEICTBA, YAOCTOBEPSIIOLUIMN COOTBETCTBHUE BBO3UMOrO JIEKAPCTBEHHOI'O Mpenapara
TpeOoBaHUSAM (apMaKONeWHOW CTaTbu, a B cly4dae OTCYTCTBHS (papMakomelHOW CTaTbu TpeOOBaHUSIM
HOPMATHBHOM JTOKyMEHTAIIMH, W TOJTBEPXKICHUE NPEICTABUTENST OpraHW3alldd, OCYIICCTBILIIONICH BBO3
JIEKapCTBEHHOTrO npenapaTa B Poccuiickyto Denepanno U yoJIHOMOUYEHHOW HHOCTPAHHBIM HNPOU3BOJUTENIEM
JIEKAPCTBEHHBIX ~ CPEACTB, COOTBETCTBHS  BBO3MMOTO  JICKAPCTBEHHOTO  TIpemapara  TpeOOBaHUSM,
YCTAaHOBJICHHBIM TIPH €T0 TOCYJAPCTBEHHOM PETHCTPAITHH.

3. [lopsiiok nmpeAcTaBIeHHS B COOTBETCTBHH C YaCcTAMU | U 2 HACTOSIIECH CTaThU JOKYMEHTOB M CBEACHUI
0 JICKApCTBCHHBIX IIpfliapaTax, BBOIAMUMBIX B I‘pa)KJIaHCKI/Iﬁ O60pOT, YCTaHaBJIMBACTCsA HpaBI/ITeHBCTBOM
Poccuiickoii @enepanuu.

4. B OTHOLIEHNH NEPBBIX TPEX CEPUI NN APTHi JIEKAPCTBEHHOT' O NIPENapaTa, BIEpBbIE IPOU3BEAECHHOTO
B Poccuiickoit ®enepannn uiam BIepBble BBO3MMOTO B Poccuiickyro @enepannio, B (efepanbHbIl opraH
WCTIOJIHUTEILHON BIIACTH, OCYIIECTBISIONNN (YHKIMK TI0 KOHTPOIIO ¥ HAJI30py B cdepe 3IpaBoOOXpaHCHUs,
JOTIOJIHUTENIBHO MPENCTABIAETCS MPOTOKOJ UCTIBITAHUA O COOTBETCTBUM CEPHUU WM MApTUH JEKAPCTBEHHOIO
npenapara Juisi MEIWLMHCKOIO INPUMEHEHUS II0Ka3aTeasiM KayecTBa, NPENyCMOTPEHHBIM HOPMAaTUBHOU
JMOKYMEHTaruen (nmajgee - MPOTOKON HCIBITaHUI), MPOBOJWMBIX AaKKPEIWTOBAHHBIMH B COOTBETCTBHH C
3akoHOAaTenbcTBOM Poccuiickoit @enepanyn 00 akKpeAWTAlMM B HALIMOHAIBHOW CHUCTEME aKKPEeIUTALUH
(denepanbHBIMU TOCYJAPCTBEHHBIMU OIOKETHBIMU YUPEKICHUSIMU, TMOJBEAOMCTBEHHBIMH (elepatbHOMY
Oprany HCIOJHHTEIBHOW BIACTH, OCYIIECTBIAIOMEMY (YHKIMM 1O BbIpaOOTKE W  peau3alin
TrOCYJapCTBEHHOH TONUTHKH U HOPMAaTHBHO-IIPABOBOMY DETYJIMPOBaHHIO B cepe 3ApaBOOXpaHEHHS, H
(denepanbHOMY OpraHy HCHOJIHUTENBFHON BIACTH, OCYIIESCTBILSIONIEMY (YHKUIUH 10 KOHTPOIIO M Haa30py B
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cdepe 3npaBooxpaHeHus. [TopsIoK BeIAaYM yKa3aHHBIMU (ellepaibHBIMH TOCYIAPCTBEHHBIMH OF0/[KETHBIMH
YUpEeXKIEHUSIMHI JaHHOTO MPOTOKOJIA W pa3Mep IUIaThl 32 €ro BBIJady yCTaHaBIWBaOTCA [IpaBuTENbCTBOM
Poccuiickoit @enepauuu.

5. Exeromno He mo3aHee 1 (eBpans NMPOU3BOAUTENN JICKAPCTBEHHBIX CPEACTB WMJIM OpPTaHU3alldy,
OCYIIECTBIISIFOIIUE BBO3 JICKAPCTBEHHBIX mpemapatoB B Poccuiickyto ®enepanuio, NpeaCcTaBISIOT B
(benepanbHBI OpraH UCIIOJHUTEILHOM BIIACTH, OCYIIECTBIISIONINN (DYHKITUH 110 KOHTPOJIIO ¥ Haa30py B chepe
3[PaBOOXPAHCHUS, IPOTOKOJ WCHBITAHUN TOCTYNMBIIETO B TEYCHHE To0Ja B TpaXIaHCKUMl 000poT
JIEKApCTBEHHOTO Mpenapata KOHKPETHOTO MPOM3BOAUTENS (HA OJTHY CEPHIO KAXKI0TO TOPrOBOI0 HANMEHOBAHUS
C YYEeTOM JIEKapCTBCHHON (DOPMBI M JO3MPOBKH), MPOBOJUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBHH C
3aKOHOMATeNbcTBOM Poccuiickoii deneparyin 00 aKKpeIUTAlMKM B HAIIMOHAILHOW CHUCTEME aKKPEIUTAIUU
HCIIBITATSIbHBIMUY JTA00paTOPHAMH (IIEHTPaMu).

6. [IponsBoanTENH TEKAPCTBEHHBIX CPEACTB WM OPTraHU3aI[H, OCYIIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX
npemnapatoB B Poccuiickyro @eaepanuio, HE MEHEE YEM 3a OJIMH TOJl 10 MJIAHUPYEMBIX TPUOCTAHOBJIEHUS WX
MIpeKpamieHnsi MMPOU3BOJICTBA JIEKAPCTBEHHBIX TMpermapaToB WM WX BBo3a B Poccuiickyio Demeparuio
YBEAOMJISIFOT 00 3TOM (efepallbHbIii OpraH HCIIONHUTENBHON BIIACTH, OCYIIECTBISIONUN (YHKIHU IO
KOHTPOJIO W HaA30py B cdepe 3ApaBOOXpaHeHHs W (enepalbHblii OpraH HCIOJIHUTEIBHON BIACTH,
OCYIIECTBIISAIONINNA (DYHKITHH 0 JTUICH3UPOBAHHUIO IIPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB.

7. BBom B TpakmaHCKWH O0OOpOT KaXJOH CepHUH WIW KaXIOW MApTHH WMMYHOOHOJOTHYECKOTO
JICKapCTBEHHOT0 Tpenapara, npousBegeHHoro B Poccuiickoit dexepanum win BBO3UMOro B Poccuiickyro
denepanyio, OCYIIECTBISIETCS Ha OCHOBAaHMM  pas3pelICHUs, BbIIAHHOTO (QenepanbHbIM — OPraHoM
HCTIOJIHUTENBHOM BIaCTH, OCYIIECTBIIAIOIINM (DYHKIIMHU 1O KOHTPOJIIO U HAA30pPY B cepe 3ApaBOOXpaHeHHUS, HA
OCHOBaHUM BBIIAHHOTO (eepalbHBIMU TOCYIAPCTBEHHBIMU OIOJUKETHBIMH YUPEXKICHHUSIMHU, YKAa3aHHBIMH B
yacTd 4 HACTOSILEH CTaThbH, 3aKJIIOYEHUS O COOTBETCTBHM CEPUU WIM NApTHH HMMYHOOHOIOTHYECKOrO
JICKapCTBEHHOTO Ipenapara TpeOOBaHMUSM, yCTaHOBJICHHBIM IIPH €T0 IOCyIapCTBEHHOM peructpanui. [lopsaok
BBIJIAYM pa3pellieHuss Ha BBOJA B TPAXKIAHCKHH OOOPOT cepuM WM MapTUH HMMYHOOHOJIOTHYECKOrO
JIEKapCTBEHHOT 0 IIpernapara, a TakkKe MOPsIIOK BbIIaYl YKa3aHHOTO 3aKJIFOUEHHS ¥ pa3Mep IJIaThl 3a €ro BhIAAYy
ycranaBiuBatorcs [IpasurensctBoM Poccuiickoit @denepanun.

8. 3a HempencTaBl€HHWE WM HECBOEBPEMEHHOE IMPEACTaBICHHE JOKYMEHTOB M CBEIICHUU,
MIPEAYCMOTPEHHBIX YacTsIMu 1, 2,4, 5 u 6 HacTosIEeN CTaThy, IPOU3BOJUTEINN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alli{, OCYIIECTBISIONINE BBO3 JIEKAPCTBEHHBIX MpemnapaTtoB B Poccuiickyro denepanuio, HecyT
OTBETCTBEHHOCTbH B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit Denepanuu.

9. IlpencraBieHre TOKYMEHTOB U CBEJACHHN, IPEyCMOTPEHHBIX YacTsAMU 1, 2 v 4 HACTOSAIICH CTaThU, U
MOJTyYeHHe MPEAYCMOTPEHHOTO YacThi0 7 HACTOSIIEH CTaThH pa3pelieHrss Ha BBOJ WMMYHOOHOJIOTHYECKOTO
JISKaPCTBEHHOTO IIperapara B TpakIaHCKUI 000pOT HE TPEOYIOTCS B OTHOIICHUH JIEKAPCTBEHHBIX NPENapaTos,
MpeaHa3HAYCHHBIX TSI TTPOBEICHUS KIMHUYECKUX WCCIICIOBAHUN JIEKAPCTBEHHBIX MPEMapaToB, MPOBEICHUS
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB UIsl OCYIIECTBIEHHS TOCYAapCTBEHHON PETHCTPalii JIEKAPCTBEHHBIX
MpenaparoB, a TAKXKE B OTHOIICHUHN HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, MpeIHA3HAUCHHBIX
JUISL OKa3aHWS MEAUIIMHCKON MOMOINM IO JKU3HEHHBIM IOKA3aHWSIM KOHKPETHOTO MAIlUEHTa WIIA TPYIIIBI
MalKeHTOB, BBO3UMBIX B Poccuiickyto denepalinio B COOTBETCTBUH € yacTsAMU 3 U 3.1 cratbu 47 HACTOSILETO
®denepanbHOro 3aKOHA.

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

10. Ilpu BBISIBIEHWH B TPaXIAHCKOM O0OpPOTE CEpUM WM TApPTUH JIEKAPCTBEHHOTO IIpernapara,
JIOKYMEHTBI ¥ CBEJICHHS O KOTOPBIX, IIPEAYCMOTPEHHBIEC YacTaMu 1, 2 u 4 HacTOsIIeH CTaThu, HE MPEICTaBICHBI
B (e/iepalibHbIN OpraH UCIIOJTHUTEIBHOMN BJIaCTH, OCYIIECTBIISIONIMKA PYHKIIUHU 10 KOHTPOJIIO U Haa30py B chepe
3IpaBOOXpaHEHUs, MO0 Cepur WM HapTHM HMMYHOOMOJIOTMYECKOIO JIEKApCTBEHHOI'O Ipernapara, He
HUMEIOIIMX pa3pelleHHs Ha BBOJ B TPAKIAHCKUN 00OPOT, MPEeIyCMOTPEHHOTO YacThio 7 HACTOSIIECH cTaThy,
(enepanbHbI OpraH UCIIOMHUTEILHON BIACTH, OCYIIECTBISIONINA (DYHKIIMHU 110 KOHTPOITIO ¥ HAI30py B cdhepe
37paBOOXpAHEHHUs], B TMOpsJKe, ycTaHoBieHHOM IIpaBurenbctBoMm Poccuiickoit ®enepaunu, NPUHUMAET
pElIeHrEe O TPEKPAIIEHUH TPAKIAHCKOTO 000pOTa TAKMX CEPUU WM MAPTHH IO MPEACTABICHUS YKa3aHHBIX
JOKYMEHTOB Y CBEICHUH JINOO TOMYyUSHHSI YKA3aHHOTO Pa3peIIeHMS.

Cratbsa 53. [Ipogaxka, mepeaaya JIeKAPCTBEHHBIX CPEACTB OPraHU3alHUsIMU ONTOBON TOProOBJIH
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JIEKAPCTBCHHBIMHU CpPEACTBaAMHU

Koncynerantlntoc: npumedanue.
C 29.12.2020 B a63. 1 9. 1 c1. 53 BHOCATCS m3meHeHUs (D3 o1 27.12.2019 N 481-D3).

1. Opranuzaiuu ONTOBOH TOPrOBIIM JICKAPCTBEHHBIMU CPEJACTBAMH MOTYT OCYIIECTBIIATH MPOAAKY
JIEKAPCTBEHHBIX CPEJICTB WIH IEPEIaBaTh UX B YCTAHOBIECHHOM 3aKOHOAaTenbCTBOM Pocculickoit denepanuu
TOpsIIKe:

1) qpyruM opranuzanusM ONTOBON TOPTOBIH JEKapCTBEHHBIMU CPEACTBAMU;

2) IPOM3BOAMUTEISIM JIEKAPCTBEHHBIX CPEACTB JUIA TeNiel IPON3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;
3) anTeuHbIM OPraHU3ALMAM U BETEpUHAPHBIM alITEUHBIM OpPraHU3ALUAM;

4) HayYHO-UCCIIEIOBATEIHCKUM OPTaHU3AIMAM ISl HAyIHO-HUCCIIEIOBATEIHCKOW PadOTHI;

5) MHAMBUAYAIBLHBIM MPEATPUHUMATEISIM, UMCIOLIUM JIMIIEH3UIO Ha (DapMaIleBTHUSCKYIO ACSITeIbHOCTh
WJIY JIMUEH3UI0 Ha MEAULIMHCKYIO JEATEIbHOCTD;

6) MEAWIIMHCKAM OpPTaHHU3AlHAM, B TOM YHCIIE CO3/JaHHBIM M 3apETHCTPHPOBAHHBIM B COOTBETCTBUHU C
3aKOHOJIATEIHLCTBOM HHOCTPAHHOTO TrOCyIapcTBa - wieHa OpraHu3anud 3KOHOMUYECKOTO COTPYAHHYECTBA U
pPa3BUTUSL MHOCTPAHHBIM IOPUAMYECKUM JIMIAM, WHIWBHIYAJIbHBIM MPEANPUHUMATEISAM, SBISIOMIAMCA
YYaCTHUKAMU POEKTa B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM "O MEXIyHAPOAHOM MEAULIMHCKOM KIIacTepe
Y BHECEHWU M3MEHEHUU B OTJACNIbHBIC 3aKOHOHaTelnbHbIe akThl Poccuiickoit deneparuu’, 1 BeTepUHAPHBIM
OpraHu3alusIM;

(B pen. @enepanpHoro 3akoHa oT 26.07.2019 N 240-D3)

7) opraHuzanysiM HM HWHIWUBHAYAIBHBIM IPEIIPUHUMATEINSIM, OCYIIECTBISIIONIMM  pa3BejicHUE,
BBHIpaIllMBaHKE U COJICPIKaHNE )KUBOTHBIX (32 HCKITFOUESHHEM MPOAAXH UM (DapMaleBTUYeCKUX CYOCTaHIMN HITH
WX Tiepeadn).

(. 7 B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-03)

Koncynprantllntoc: npumeyanue.
C 29.12.2020 4. 2 ct. 53 uznaraetcst B HoBo pemakiuu (D3 ot 27.12.2019 N 481-D3).

2. OpraHu3anyy OINTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CPEACTBAMH OOS3aHBI XPaHUTh 3aKYIUICHHYIO
(hapMaleBTHYECKYI0 CYyOCTaHLMIO CIIMPTa ATUIOBOIO (3TAHOJA), OCYILECTBIISATh €€ PeaIn3aluio WK Iepetady
B YCTAaHOBJICHHOM 3aKOHoAaTesnbcTBOM Poccuiickoin @enepanuy IMOpsIKE OpPraHU3alUsM, YKa3aHHbIM B
nyHkrax 1 - 7 yactu 1 HacTosiel craThy, B Tape 00beMoM He Oosee 1 uTpa.

(dacts 2 BBenena denepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3)

Cratbs 54. IIpaBuia onToBoi TOProB/IM JIEKAPCTBEHHBIMH CPeACTBAMHU

OrnroBasi TOProBiId JEKAPCTBEHHBIMU CPECTBAMU OCYLIECTBIISETCS POU3BOJUTEISIMU JIEKAPCTBEHHBIX
CPEICTB W OPTraHW3aIlMsSIMU ONTOBON TOPTOBIH JIEKAPCTBEHHBIMH CPEICTBAMHU IO TIPABHJIAM HaJICKAIICH
TUCTPUOBIOTOPCKOM MPAKTUKH W TIPABIIIAM HaJIEKAIIeH MPAKTHKU XPAaHCHUS W TIEPEBO3KU JIEKAPCTBEHHBIX
MperapaToB, YTBEPXKIEHHBIM  COOTBETCTBYIONIMMU  YIIOJTHOMOYEHHBIMH  (peiepaIbHBIMA ~ OpraHaMu
HUCTIOJIHUTEIIbHOM BJIACTH.

(B pen. @enepanpHOTro 3aK0HA OT 22.12.2014 N 429-D3)

Cratbs 55. Ilopsigok pO3HUYHOI TOPIrOBJIM JIEKAPCTBEHHBIMH NpenapaTaMmu
1. Po3HuuHas TOProsiis JeKapCTBEHHBIMU IIPENapaTaMu B KOJIMUECTBAX, HEOOXOAUMBIX JJISI BBIOJIHEHUS

BpaueOHBIX ((enbAlIepcKrX) Ha3HAYCHWH WIM Ha3HAYCHWH CHEHUAINCTOB B OOJIACTH BETEPHHAPHUH,
OCYLIECTBISIETCS. ~ aNTeYHbIMM  OpPTraHU3alMsAMM,  BETEPHUHAPHBIMU  alNTeYHBIMM  OpraHU3aLUsAMU,
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WHIWBUAYATBHBIME TIPEANPUHUMATEISIMA, MMEIONIMMHU JIMIICH3WI0O Ha (DapMaleBTHYECKYIO JCSTeNbHOCTD,
MEJUIUHCKHUMHU OpTaHU3alisIMU, HWMEIOIIMMH JIMICH3UI0 Ha (hapMaleBTUUECKYIO0 JeATeIbHOCTh, U UX
000COOJICHHBIMU  TTOZIpa3ACIcHUsIME  (aMOynaTopusiMu, (QEabAMEPCKUMA U (DEIBAIIepCKO-aKyIePCKUMU
MMyHKTaMH, I[EHTpamMu (OTACICHHUSIMH) OOImel BpaueOHOW (CeMEHHON) MpPaKTHKH), PACIOJIOXKCHHBIMU B
CENTbCKUX HACENEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTCUHbIC OpPTaHW3aIlMH, W BETCPUHAPHBIMH
OpraHu3alMsIMU, HMCIONIMMH JIMIICH3HI0O Ha (apMaleBTHYECKYIO JICSITEINbHOCTh. Pa3penieHa po3HUYHAS
TOPTOBJISL TOJILKO JICKAPCTBEHHBIMU IperapaTaMu, 3aperucTpupoBaHHbIMEU B Poccuiickoit denepanuu wimm
W3TOTOBJICHHBIMH  aNTEYHBIMH  OpPTaHW3aIMsIMU,  BETEPUHAPHBIMH  ANTCYHBIMH  OpTaHU3alHsAMU,
WHIWBUAYATbHBIME TIPEANPUHUMATENSIMHI, HMCIONIMMH JIMICH3UI0O Ha (DapMalneBTHYCCKYIO JIeSITEIbHOCTD.
Po3Hu4Has TOPTOBIISI JIEKApCTBEHHBIMU MpenapaTaMy OCYIIESCTBISCTCS 10 MPaBUIaM HaJJIeXKaIlei arnTeaHoMl
MPAKTUKH, YTBEPKJICHHBIM YIIOJTHOMOUYCHHBIM (eiepalIbHbIM OPTaHOM HCIIOJIHUTEIIEHOM BIIACTH.

(B pen. @enepanpHbIX 3aK0HOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

2. Bunpl anTe4yHBIX OpraHu3alyii ¥ MpaBuja OTIYCKa JIEKAPCTBEHHBIX MPENapaToB A MEAUIMHCKOTO
NPUMEHEHHUS alTeYHBIMH OPTaHU3aNUSAMA, UHIUBAAYAIbHBIMI PEIIPUHAMATEIIIMA, UMEIOIIUMH JIUIIEH3HUIO
Ha (apMaleBTHUECKYIO JESATENbHOCTh, a TaKXKe IpaBWiIa OTIYCKa JICKAPCTBEHHBIX IIPENapaToB Ul
MEIUIUHCKOTO TPUMEHEHHSI MEAUIIMHCKUMH OpPTraHu3allusIMH, UMEIOLIIMH JIULIEH3HUIO Ha (apMalleBTHIECKYIO
JESITSIILHOCTh, M UX 000CO0JICHHBIMHU MOAPa3CICHUIMH (aMOyIaTOpUsIMH, ENIbIIICPCKUMH U (heIbAIICPCKO-
aKyIIEPCKUMH  IyHKTaMH, [eHTpaMu (OTAENeHusIMH) OOImed BpadyeOHONW (CeMEWHOH) MpaKTHKH),
PAcIOIOKCHHBIME B CEJIbCKUX HACENICHHBIX IMYHKTaX, B KOTOPHIX OTCYTCTBYIOT anTeYHbIC OpraHM3allHy,
YTBEPKAAIOTCS YIOJTHOMOYEHHBIM (pefiepaibHBIM OpraHOM UCIIOJIHUTEIBHOM BIAaCTH.

(B pen. ®enepanpHoro 3aKoHa oT 25.11.2013 N 317-D3)

3. IlpaBwia oTHyCKa HAPKOTUYECKUX CPEICTB M TICHMXOTPOIMHBIX BEIIECTB, 3apPETHCTPUPOBAHHBIX B
KaueCTBE JICKAPCTBEHHBIX MPENapaToB, JCKapCTBEHHBIX MPENapaToB, COJACPKAIIUX HAPKOTUICCKUE CPEIICTBA U
MCUXOTPOIHBIC BEIIECTBA, YTBEPKIAIOTCS YIIOJTHOMOYCHHBIM (e/iepaibHbIM OPTraHOM HCTIOJTHUTEILHON BIACTH
O COTJIACOBAHHMIO ¢ e/IepaTbHBIM OPraHOM HCITOTHUTEILHOW BIIACTH, YITOTHOMOYCHHBIM B chepe BHYTPEHHUX
i d
(B pen. ®enepansHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlexapCTBEHHBIC MPENapaThl Ui BETCPUHAPHOTO MPUMEHEHHUS IMOJUICKAT OTIYCKY BETCPUHAPHBIMU
ANTeUHBIMUA OpPraHW3alMsIMHU, BETEPUHAPHBIMU OPTaHU3AIUSIMH, WHIUBUIAYAIbHBIMH IPEANPUHUMATEISIMH,
MMEIONTNMH JIMIEH3UI0 Ha (PapMarleBTHUECKYI0 AEATeIbHOCTh. OTIYCK JIEKapCTBEHHBIX MPENapaToB s
BETEPUHAPHOTO MPUMEHEHHSI OCYIIECTBIISIETCS] B COOTBETCTBUY C TIPABUIIAME HAJUTICKAIICH alTeUHON MPAKTUKU
JICKAPCTBEHHBIX TMpenapaToB JijIi BETEPUHAPHOTO MPUMEHEHHUsS, YTBEPXKIACHHBIMH YIIOJHOMOYECHHBIM
(dbenepanbHBIM OPraHOM UCIIOJIHUTEIBHON BIIACTH.

(B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-03)

5. lepevyeHb MEAUITMHCKUX OpPTraHU3alNi, IMEIOIINX JIMIICH3HUIO Ha (apMaleBTHYECKYIO JIESTeIbHOCTD,
1 X 000COONIEHHBIX TIOJIpa3ieeHuid (aMOyIaTOpHiA, PeNbIIIepCKuX U (perpAmepCcKo-aKymepCeKiX MyHKTOB,
LEeHTPOB (OTAeNeHN) 00mIel BpauyeOHOW (CeMEHHON) MPAaKTUKH), PACIIONIOKEHHBIX B CEIICKUX HACEJICHHBIX
MYHKTaX, B KOTOPHIX OTCYTCTBYIOT allTeUHbIE OPTaHU3AIINH, & TAKXKE MepeveHb JIeKapCTBEHHBIX IpenapaToB (3a
WCKITFOUCHHEM HAPKOTHUYECKUX JIEKAPCTBEHHBIX MPENapaToB M ICUXOTPOITHBIX JIEKAPCTBEHHBIX IMPENapaToB),
mpojaka KOTOPBIX MOXET OCYIIECTBIISATHCS YKAa3aHHBIMH OpraHu3alMsAMH U HX 000COOJICHHBIMHU
roipa3esieHUsIMH, YCTaHABIMBAIOTCS] OPraHaMH UCTIOTHUTEIBHOH Bi1acTh cyOBrekToB Poccuiickoit deaeparum.
(B pea. @enepanpHoro 3akona ot 25.11.2013 N 317-03)

6. AnTeuHple oOpraHu3allM, WHAWBHIYyaJbHBIC NPEANPUHUMATENN, WMEIOIIUE JIMLIEH3UI0 Ha
(hapMaIneBTHYECKYIO0 NEATENbHOCTh, 00s13aHBl oOecreunBaTh yTBepAeHHbIN lIpaButensctBom Poccuiickoit
Qenepany 1 GOPMHUPYEMBIH B YCTAHOBICHHOM WM TOPSAKE MUHHUMAJIBHBIM aCCOPTHMEHT JIEKapCTBEHHBIX
npenapaToB, HEOOXOAUMBIX JJIs1 OKa3aHUsI MEAULIMHCKOM TOMOIIH.

(uactp 6 B pen. @enepansHoro 3akona ot 25.11.2013 N 317-D3)

7. AnrtedHble OpraHW3allid, WHIAUBUAYaIbHBIC NPEANPUHUMATEIN, WMCIOIINE JMIICH3UIO Ha
(hapMaIeBTHYECKYIO NIEATEIILHOCTD, HAPSITY C JICKAPCTBCHHBIMU MpenapaTaMi UMEIOT MpaBo MpuoOpeTaTh U
MpoJaBaTh MEAULMHCKUE U3CIUA, NC3UHPHUIMPYIOIIUE CPEACTBA, MPEAMEThI U CPEACTBA JIMYHONW TUTHEHBI,
MOCYly IS MEAWIMHCKUAX IIEJIeH, MpPEeaMEThI M CPEICTBA, NMpeaHa3HAYCHHBIC IS yXoAa 3a OOIbHBIMU,
HOBOPOXACHHBIMU U JETHMU, HE TOCTUTILIUMHU BO3pACTa TPEX JIET, OUKOBYIO OITUKY U CPEACTBA yX0/a 3a Hew,
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MHHEpAIbHBIE BOJBI, MPOIYKTHI JIE4eOHOTO, NETCKOTO0 M AMETHYECKOTO NMUTAHUS, OHOIOTHYECKH aKTHBHBIC
n00aBky, map(roMepHbIe 1 KOCMETHUECKHE CPE/ICTBA, MEUIIMHCKUE M CAHNTAPHO-TIPOCBETUTEIIbHBIC IEYaTHBIC
W3JaHus, IpeTHa3HauYCHHBIE ATl TPONaran/isl 340pOBOro 00pa3a JKU3HHU.

(B pen. denepanbHbIX 3ak0HOB OT 27.07.2010 N 192-03, o1 25.11.2013 N 317-D3)

8. JestenpHOCTD anTevyHbIX opraHu3amnuii Boopyxennbix Cun Poccuiickoit @epeparum, Ipyrux BOICK,
BOMHCKUX (OpPMHpOBaHMH W OpPraHOB, B KOTOPBIX 3aKOHOJATEIhCTBOM Poccuiickori ®Denepanuu
MPEIyCMOTPEHO MPOXOXKICHUE BOCHHOHN CIy»)ObI WK (efepalbHOM TOCYIapCTBEHHOMN CITY>KOBI, CBSI3aHHOM C
[PaBOOXPAHUTENIBHOM  JEATENbHOCTBIO, pErIaMEHTHpPYETCsl HacTosuM DenepanbHbIM — 3aKOHOM U
YTBEPKJICHHBIMA COOTBETCTBYIOIIMMHU (PeCPATbHBIMA OpPraHaMH WCIOJHUTEIBHON BIIACTH TMOJOKECHUSIMH.,
KonTposb 3a coOroieHneM YKa3aHHBIMU alITeUHBIMU OpTaHU3aIMsIME ITOJI0XKESHUN HacTosIero denepanbHoro
3aKOHA OCYIIECTBISIETCS COOTBETCTRBYIOMIMMH (heZiepaTbHBIMI OpraHaMH NCTIOTHUTEIHHON BIIACTH.

(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 262-D3)

Crartbs 56. U3roroBieHne 1 OTILYCK JIEKAPCTBEHHbIX NIPeNapaToB

1. WMsroTtoBneHue JeKapCTBEHHBIX TPENapaToB aNnTEYHBIMH OpTraHU3alUsAMH, BETEPUHAPHBIMU
anTeYHbIMU OpPTaHU3ALMAMM, WHIUBUAYAIBHBIMH TPEANPUHUMATEISIMA, HMEIOUUMH JIMLIEH3UI0 Ha
(hapMaleBTHUECKYI0 AEATeNbHOCTb, OCYIIECTBJISICTCA II0 pELENTaM Ha JICKApCTBEHHBIE IPenaparsl, IO
TpeOOBaHMSIM MEAUIMHCKUX OpPraHu3aliii, BETCPHUHAPHBIX OpraHU3aldi B COOTBETCTBUU C MpaBUIaMU
W3TOTOBJICHUSI M OTIIyCKa JIEKAPCTBEHHBIX TPEMapaToB, YTBEPXKACHHBIMH YIIOJIHOMOUYEHHBIM (efepanbHbIM
OpPTraHOM HCIIOJIHUTENBHOM BIACTH.

2. Ilpyn H3roTOBIEHHH JEKAPCTBEHHBIX MpPENapaToB aNTEYHBIMH OpraHU3alUsIMH, BETCPHUHAPHBIMU
anTeYHbIMA OPraHU3alUsAMU, HHIUBUIYAIBHBIMU [PEAIPUHUMATENIAMY, WMEIOUIMMU JIMLIEH3UIO Ha
(apMaleBTUUECKYI0  JESTEIbHOCTh, HCIOJB3YIOTCS  (papMaleBTHUECKHE CyOCTaHIMM, BKIIOUCHHBIE
COOTBETCTBEHHO B T'OCYJApPCTBEHHBII PEECTp JIEKAPCTBEHHBIX CPEACTB JUISI MEAMLIMHCKOTO IMPHUMEHEHUS U
FOCYJApCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEACTB Uil BETEPUHAPHOIO IPUMEHEHUS B YCTAHOBJICHHOM
nopsanke. He pomyckaercs W3rOoTOBIEHHE aNTEYHBIMH OPraHU3alUsIMH, BETEPUHAPHBIMH alTEYHBIMH
OpTraHU3alMsIMHU, WHAWBUAYAJIbHBIMH NPEANPHUHAMATEISIMI, UMEIOIIMMH JIMLIEH3UI0 Ha (apManeBTHUECKYIO
JIeSATEIBHOCTD, JIEKAPCTBEHHBIX IIPENAPATOB, 3apErUCTPUPOBaHHbIX B Pocculickoil denepanun.

3. MapkupoBKka JIEKapCTBEHHBIX IMpErnapaToB, W3TOTOBIEHHBIX aNTEYHbIMH OpraHU3aIUSIMHU,
BETEPUHAPHBIMYA ANTEYHBIMU OPraHU3alMAMH, WHAUBUAYAJIbHBIMU IPEANPUHUMATEIAMH, HUMEKOIIUMU
JIUIICH3HUIO Ha (hapMaleBTHIECKYIO AEATEIbHOCTh, M 0OpMIIEHHE TAKUX MPETapaToB JIOJKHBI COOTBETCTBOBAThH
MpaBHJiaM, YKa3aHHBIM B 4acTH | HAaCTOALIEH CTaThH.

4. AnTeuHble OpraHHW3alld, BETEPUHApPHBIC AaNTEeYHble  OpTaHWU3allMH, WHAWBHUIyaJbHBIC
MPEANPUHUMATEN, UMEIOIINES JTUICH3UI0 Ha (hapMalleBTHUECKYIO JESATeIbHOCTh, HECYT OTBETCTBEHHOCTh 32
HECOOJIO/ICHHE TIPAaBWJI W3TOTOBIIEHWUS M OTIyCKa JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUH C
3aKOHOaTeNbCTBOM Poccuiickoil denepanuu.

Crates  57. 3anpemenue mnpoaaxu (aibcuGUIMPOBAHHBIX JEKAPCTBEHHBIX CPeEICTB,
HeA00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPeICTB, KOHTPA(AKTHBIX JIeKAPCTBEHHBIX CPeICTB

[Iponaxka ¢anbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeICTB, KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJIICTB 3aIpelacTCs.

Crartbs 58. XpaHeHue 1eKapcTBEHHBIX CPEACTB

1. XpaHeHue JIeKapCTBEHHBIX CPENICTB OCYIIECTBIACTCA MPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPENCTB,
OpraHU3AIMSIMH  ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH  CPEACTBAMH, AaNTCUYHBIMH  OpTaHU3aIlUSIMH,
BETEpUHAPHBIMA aNTCYHBIMH OPTraHWU3ANMSIMH, WHANBUAYAJIHHBIME MPEANPUHUMATEISIMH, HMEIOIUMU
JUICH3UI0 Ha (apMaleBTHUECKYIO JEATCIHOCTh WU JHUICH3UI0 Ha MEIUIIMHCKYIO JICATEIHHOCTD,
MEIUIIMHCKUMHA  OPTaHM3alUsIMU, BETCPUHAPHBIMUA  OPTaHM3ANMSIMH W  HWHBIMH  OpTaHHU3aIlUsIMH,
OCYIIECTBIISIONIMMH  OOpalieHne JIeKapCTBEHHBIX CpEICTB. XpaHEHHe JIEKaPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS OpTraHU3aIUsIMU U WHAUBUY aTbHBIMU MTPEAMTPUHUMATEIISIMU B CITyJasix, €CIIA OHH
HCIIONB3YIOTCS. UCKIIOUUTENBHO MIPH PA3BEICHUH, BRIPALIMBAHUN, COACPKAHUU U JICUCHUU KUBOTHBIX, MOXKET
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OCYIIECTBIATHCS 0€3 MOTyUYCeHUS TUIICH3UH Ha (apMaIrieBTUUECKYIO JCSITEINbHOCTb.
(B pen. @enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBuna xpaHeHUs! JEKAPCTBEHHBIX CPEACTB YTBEPKIAIOTCS COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM
(henepanbHBIM OpPraHOM HCTIOTHHUTEIHHON BIIACTH.

3. XpaHeHHEe HAPKOTHYECKHX JIEKAPCTBEHHBIX CPENCTB, IMCHUXOTPOMHBIX IJIEKAPCTBEHHBIX CPEJICTB,
paarodapManeBTUIYCCKUX JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS B COOTBETCTBUU C 3aKOHOJIATCIILCTBOM
Poccuiickoii ®enepanuu.

Crarbsa 58.1. IlpeaMeTHO-KOIHYECTBEHHBINH Y4YeT JeKapPCTBEHHBIX CPeICTB UIi MEANLIMHCKOIo
NpUMeHeHN s
(BBenmeHa deaepaabHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeyeHp JeKapcTBEHHBIX CPEACTB JAJS MEAMIIMHCKOTO NMPUMEHEHHS, MOAJICKAIIUX MpPeAMETHO-
KOJINYECTBEHHOMY YUETY, YTBEP)KIAETCs YIIOJIHOMOUYCHHBIM (heiepaibHbIM OPTaHOM HCIIOJIHUTENLHOM BIACTH.

2. Tlopsmok BKIIIOYEHHUS JIEKAPCTBEHHBIX CPEICTB JUIA MEAWIMHCKOTO TPHMEHEHHS B IIepedeHb
JICKApPCTBCHHBIX CPCACTB JJII MCAUITMHCKOI'O IPUMEHCHU S, ITOJICKAINNX NPCIMETHO-KOJIMYCCTBEHHOMY YUCTY,
YCTaHABJINBAETCS YIOJIHOMOYECHHBIM (peiepaibHBIM OPraHOM HCIIOJHHUTEIBHON BIACTH IO COTJIACOBAHHIO C
(denepanbHBIM OPraHOM HCIIOTHUTEIBHON BIACTH, YIOJTHOMOYEHHBIM B cepe BHYTPEHHUX JIedl.

(B pea. @enepanpHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IIpeaAMETHO-KOIMYECTBEHHBIN yUET JeKAPCTBEHHBIX CPEICTB /IS MEIUITMHCKOTO TIPUMEHEHHS BEIYT
MIPOU3BOJAUTENN JIEKAPCTBEHHBIX CPEACTB, OpraHU3allid ONTOBOM TOPTOBIHU JIEKAPCTBEHHBIMH CPEICTBAMU,
anTeuHbIC OPTaHU3alluU, UHAUBUYaIbHbIC MPEANPUHUMATEIH, UMCIOIIUE JTUIICH3UIO Ha (apMaIleBTHUECKYIO
NEeSTeNFHOCTh WM JIMIEH3WI0 Ha MEOUIIMHCKYI0 JESTeNbHOCTh, W MEAWIWHCKAE OpraHu3alui,
OCYIIECTBIISIONINE O0paIleHne JIEKAPCTBEHHBIX CPEACTB IS METUITMHCKOTO IPUMEHEHHS, ITyTEM PETUCTPALINN
JIIOOBIX CBS3aHHBIX C UX O0paIICHUEM OIEPaIni, TPH KOTOPBIX U3MEHSIETCS UX KOJUYECTBO U (HUJIH) COCTOSHUE,
B CIIEIUANBHBIX JKypHaJlaX ydeTa OIepaluid, CBSA3aHHBIX C OOpalleHHeM JIeKapCTBEHHBIX CPEACTB I
MEIUIIMHCKOTO IPUMEHEeHHS (aJiee - CrennaIbHble )KypHAIbI).

4. IlpaBuia perucrpaluy OINepalyii, CBSI3aHHBIX C OOpalleHHEeM JIEKapCTBEHHBIX CPEJICTB s
MEJIULHUHCKOIO IIPUMEHEHMs, BKIIOYEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEACTB Ul MEJULUHCKOIO
[IPUMEHEHUS, IOMICKAIUX MPEIMETHO-KOJIUYECTBEHHOMY Yy4YeTy, B CIELHUAIbHBIX XXYpHAJIaX W IIPaBUIIa
BEJICHUSI U XPaHEHHUsS! CHENUAIBHBIX JKYPHAJIOB YTBEPKIAIOTCS YIOJIHOMOYEHHBIM (eaepalbHbBIM OpraHoM
HCIIOJTHUTEIbHON BIACTH.

5. Konrtponp 3a coOmopeHueM TNpaBUJ PETHCTPALUH OINEpPalid, CBA3aHHBIX C OOpalieHneM
JICKApCTBCHHBIX CPCACTB JJII MCIAUIUMHCKOI'O NPUMEHCHM A, BKIIIOYEHHBIX B IIEPECUCHD JICKAPCTBEHHBIX CPEIACTB
IUIE MEIUIMHCKOTO NPHUMEHEHUS, MOUISKAIINX IPEIMETHO-KOJIMYECTBEHHOMY VYUYeTy, B CHELHAIbHBIX
XKypHaax, a Takke 3a cOONIOJICHNEM MPaBUJl BEACHUS U XpPaHEHHs CIIELUABHBIX )KYPHAJIOB BO3JIAraeTcsl Ha
YIOOJIHOMOYCHHBIC Q)ej:[epam)Hme OpraHbl HCIIOTHUTENBHON BIIACTH U OpraHbIl HUCIIOJTHUTENFHON BJIACTH
cyonrexToB Poccwuiickoit ®Denepariyl, OCYIIECTBISIOMINE JIMIIEH3MPOBAHUE TPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeAcTB, (apMaleBTUUECKONW NESITEIbHOCTH M MEIUIMHCKOW NeSTeIbHOCTH, M OCYLIECTBIAETCS B PaMKax
JTUTIEH3NOHHOTO KOHTPOJISL.

I'masa 11. YHUUYTOXEHHUE JIEKAPCTBEHHbBIX CPEJICTB
Cratbs 59. OcHOBaHMSA M NOPSAAOK YHUUYTOKEHUSI JIeKAPCTBEHHBIX CPeACTB

1. HemoOpoxkauecTBeHHBIE JIEKapCTBEHHBIE CPEACTBa, (paabcuuIMpoBaHHbIE JIEKapCTBEHHBIE CPEICTBA
MOJIEXKAT U3BSTHIO U3 O0OpAIlleHNsI M YHHUTOXKEHUIO B ITOPsijIKe, ycTaHoBIeHHOM [IpaButenbcTBoM Poccuiickoit
Qeneparm. OCHOBaHWMEM [JIsl YHHUYTOXKEHHS JIEKAPCTBEHHBIX CPEACTB SABIISETCS pEIICHHWE BIajeibla
JICKApCTBEHHBIX ~CPEICTB, PELICHHE COOTBETCTBYIOUIETO YIOJHOMOYEHHOTO (efepaJbHOr0  opraHa
HCIIOJIHUTEIILHON BIACTH WIN PEUICHHE CYya.

(B pen. @enepanpHOro 3aKoHa oT 22.12.2014 N 429-D3)


consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28E38A50FE89D73CDEB86C7F2E868B88E9C136F3DDCB1CC76F4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78A51F188D73CDEB86C7F2E868B88E9C136F3DDCB1DC7684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28E78357F189D73CDEB86C7F2E868B88E9C136F3DDCB1CC4654E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE48E58F387D73CDEB86C7F2E868B88E9C136F3DDCB1CC5684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BED8D52F686D73CDEB86C7F2E868B88E9C136F3DDCB1CC4654E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE58A51F789D73CDEB86C7F2E868B88E9C136F3DDCB1EC4644E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BED8D52F58ED73CDEB86C7F2E868B88E9C136F3DDCB1CC56D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BED8D52F58ED73CDEB86C7F2E868B88E9C136F3DDCB1DC0684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BED8D52F58ED73CDEB86C7F2E868B88E9C136F3DDCB1CC56D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BED8D52F58ED73CDEB86C7F2E868B88E9C136F3DDCB1DC0684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D28ED8856F68DD73CDEB86C7F2E868B88E9C136F3DDCB1CC4644E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1AC36D4E6721C5865EC4389ADD51A96EA638E4k8O

2. KonrtpadakTHbie JIeKapcTBEHHBIE CPEACTBa MOAJIEKAT U3BATHIO U3 OOpallieHus U YHHYTOXKEHHUIO 110
pemieHnto cyna. Ilopsiiok yHMUYTOKEHHS KOHTpadakTHBIX JIEKAPCTBEHHBIX CPEICTB YCTAHABJIMBACTCS
IIpaBurensctBOM Poccuiickoit denepanyu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cCBs3aHHBIE C  YHHYTOKEHHEM  KOHTpa(akTHBIX  JIEKAPCTBEHHBIX  CPEHACTB,
HEJ00POKAaYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB, (albCU(DUIIMPOBAHHBIX JICKAPCTBEHHBIX  CPEACTB,
BO3MEIIAIOTCS UX BIAJCIBLEM.

4. Brmagerner neKapCTBEHHBIX CPENICTB JOJDKEH MPEACTaBUTH B YIIOJIHOMOYCHHBIN (enepanbHbId OpraH
WCTIOJIHUTENFHON BIIACTH JTOKYMEHT WM 3aBEPEHHYID B YCTAHOBJIECHHOM TMOPSAKE €ro KOIIHUIO,
MOATBEpKAaroNINe ()aKT YHUUTOXKCHUS JICKAPCTBECHHBIX CPEJICTB.

5. CoOTBETCTBYIONINI YIIOTHOMOYEHHBIN (peepabHbIii OpraH HCIIONHUTENEHOW BIIACTH, MPUHSBIINAN
pelieHre 00 YHUUTOKECHUH JIEKAPCTBEHHBIX CPEACTB, OCYIIECTRISIET KOHTPOIb 33 X YHUYTOXKCHUCM.

6. VYHHYTOXXEHHE  JICKAPCTBEHHBIX  CPEACTB  INPOU3BOOUTCA  OPraHU3ALMsAMH, HMEIOIIUMHU
COOTBETCTBYIOLIYIO JIMIEH3UIO, HAa CIENHAIbHO OOOpPYAOBAHHBIX IUIOLIAJKAaX, MOJIMIOHAX U B CIELHAIBHO
00OpYAOBAaHHBIX TMOMEIIEHUAX C COOJIOJCHUEM TpeOOBaHMI B 00JAacTH OXpaHbl OKpYXKAaloLIeH cpelsl B
COOTBETCTBHHU C 3aKOHOJATENbCTBOM Poccuiickoit @enepannu.

7. HapkoTuueckue JIeKapCTBEHHbIE CPEACTBA, IICUXOTPOIIHBIC  JIEKAPCTBEHHBIE  CPEICTBA,
pannodapmaleBTHYECKHE JIEKAPCTBEHHBIE CPEACTBA YHHUTOXKAIOTCS B COOTBETCTBHU C 3aKOHOJATEIHCTBOM
Poccuiickoii @eaepanuu.

I'mapa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI JJI1 MEJUTIMHCKOI'O IIPUMEHEHMUM A

Cratba 60. TD'ocynapcTBeHHOe peryJHpoBaHHMe IleH Ha JieKapCTBEHHbIe TMpenaparbl s
METUIIMHCKOTO MPUMEHEeHHUsI

l'ocymapcTBeHHOE peryIupoBaHue IIEH Ha JEKapCTBEHHBIC MPEmapaThl A1 METUITHHCKOTO TTPUMEHECHHUS
OCYIIECTBIISIETCA MTOCPEICTBOM:

1) yrBepxnenus llpaBurensctBomM Poccuiickoit ®enepanuu mnepeyHs >KU3HEHHO HEOOXOIMMBIX U
Ba)KHEHIINX JIGKAPCTBEHHBIX MPENapaToB, KOTOPBIA cHOPMUPOBAH B yCTAHOBICHHOM MM TIOPSI/IKE Ha OCHOBE
KOMIUIEKCHOM OILIEHKHM JIEKAPCTBEHHBIX TMPENapaTroB, BKIIOYAs aHaJIW3 CBEIEHUH O CpPaBHUTEJIbHOU
KIMHWYECKOH 3(QdeKkTuBHOCTH 1M 0€30IacHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OLEHKY HAKOHOMUYECKUX
MTOCIIEACTBUM TPUMEHEHU JIEKapCTBEHHOTO CPENICTBA U U3YUEHUE JONOIHUTEIBHBIX MOCIEICTBUI NPUMEHEHHS
JIEKapCTBEHHOTO CPE/ICTBA;

(. 1 B pen. ®enepanpHOro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepKICHHS METOJIUKHM pacyeTa MpeesIbHbIX OTIYCKHBIX LEH MPOU3BOAMTENICH Ha JIEKApCTBEHHBIE
npernapaThl, BKIIOYCHHBIC B IIEPEUCHb KU3HEHHO HEOOXOJIMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, a
TaKXe BHEAPCHUSI MEXaHU3MOB (DOPMHUPOBAHUS CUCTEMBI pe(hepeHTHBIX LIEH;

(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-3, ot 06.06.2019 N 134-D3)

3) rocyapCTBEHHOW PETUCTpAIMU MPEJeNbHBIX OTIMYCKHBIX IIH MPOWU3BOJUTEICH Ha JIEKApCTBCHHBIC
npernapaThsl, BKIIOYEHHBIE B IEPEUCHB )KU3HEHHO HEOOXOIMMBIX U BaKHEHUIINX JIEKAPCTBEHHBIX MTPENapaToB;
(B pen. ®enepanbnoro 3akona ot 06.06.2019 N 134-03)

4) BeleHUWs TOCYIApCTBEHHOTO peecTpa MPENeNbHBIX OTMYCKHBIX II€H MNPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIE ITpenapaThl, BKIIOUSHHBIE B IEPEYCHb )KU3HEHHO HEOOXO0IUMBIX M BaKHEHUIIHNX JIEKAPCTBEHHBIX
[Ipenaparos;

5) yTBepKIACHMS METOIUKH YCTAaHOBJICHMS OpraHaMH HCIIOJIHHMTEIBHON BJIACTH CyOBeKTOB Poccuiickoit
Odenepanuy MpeNenbHBIX Pa3MEPOB ONTOBLIX HAJA0ABOK W MPEICIBHBIX Pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(hakTUYEeCKUM OTITyCKHBIM II€HAM, YCTAHOBIEHHBIM IPOM3BOJUTENSIMU JIEKAPCTBEHHBIX IpENapaToB, Ha
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JIeKapCTBEHHBIC MIPENapaThl, BKIIOUCHHBIC B IEPEYCHB )KHU3HEHHO HEOOXOIUMBIX M BAXKHEUTIIHX JIEKAPCTBEHHBIX
MpenapaTos;

6) YCTAHOBJICHHA NPEACIBbHBIX PAa3MCPOB OMNTOBLIX HaI[6aBOK " MpPCACIbHBIX PasMEpPOB PO3HUYHBIX
HaIIGaBOK K (I)aKTI/I‘IeCKI/IM OTIIYCKHBIM [E€HaM, YCTAHOBJICHHBIM IIPOU3BOAUTCIIAMU JICKAPCTBECHHBIX
npernapaToB, Ha JICKAPCTBCHHBIC ITPEIIapaThl, BKIIFOYECHHBIC B IICPEYCHD )KU3HCHHO HCO6XOI[I/IMBIX ¥ BOXKHEHUIITHX
JICKApCTBCHHBIX NPETIapaTOB;

7) yTBepKAEHUS TOpAAKA BBIAAYM TPEANHCAHUA OpraHaM HCIOJHHUTEILHON BIACTH CyOBEKTOB
Poccuiickoii denepanii 0 MPUBEIEHUH B COOTBETCTBHE C 3aKoHOoHaTelbcTBOM Poccuiickoit ®enepanuu
peleHui 00 YCTaHOBIICHHHU TIPENENIbHBIX Pa3MEPOB ONTOBBIX HAaA0AaBOK M MpPEAETIbHBIX Pa3MEepPOB POSHUYHBIX
HaJ0aBOK K (DaKTHUECKHUM OTIYCKHBIM IIeHaM, YCTAHOBJCHHBIM TIPOMU3BOAUTENSIMH JIEKAPCTBEHHBIX
MIperapaToB, Ha JIEKaPCTBEHHBIE TPeapaThl, BKIIOYEHHBIC B TEpeUeHb KU3HEHHO HEOOXOUMBIX U BAYKHEHIIINX
JIEKapCTBEHHBIX IPENapaToB, €CIM OHU IMPUHATHI C HApYIIEHUEM 3aKoHOoAaTenbcTBa Poccuiickoit deneparumy,
B IIOpsiike, ycraHoBIeHHOM IIpaBurenscTtBoM Poccniickont @enepanny;

8) HampaBlIeHHWS VYIOJTHOMOYEHHBIM (efepaNbHBIM OPraHOM HWCIONHUTENBHOW BJIACTH OpraHaM
HCTIOJTHUTEIILHOM BJIACTH CyOBbeKTOB Poccutickoit denepanuu npeamucatuii O MPUBEICHUU B COOTBETCTBHUE C
3aKOHOJaTeNbCTBOM Poccuiickoir ®enepaunu OpUHATBIX C HapyLIEHUEM 3aKOHOAATENbCTBA Poccuiickoi
@denepanyu penieHni 00 YCTaHOBICHUH MPEACTBbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MPEENbHBIX Pa3MepOB
PO3HMYHBIX HaA0aBOK K IICHAM Ha JICKApCTBEHHBIC MpenapaThl, BKJIIYCHHBIC B IEPEUYCHb >KU3HEHHO
HEOOXOUMBIX U BKHEUIIHMX JICKAPCTBCHHBIX MPEIapaToB;

9) ocymecTBiieHus (hefepatbHOrO TOCYIapCTBEHHOTO Ham3opa B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPEICTB U PETMOHAIBHOIO FOCYIapCTBEHHOI0 KOHTPOJIS 32 MPUMEHEHHEM 1IeH Ha JIeKapCTBEHHBIE MpernapaThl
COOTBCTCTBCHHO YIIOJIHOMOYCHHBIMU (i)eﬂepaJII)HbIMI/I opranamMu HWCIIOJIHUTEILHON BJIACTH U opraHamMun
WCTIONTHUTENFHOW BIIAaCTH CyOBekTOoB Poccuiickoit demepannuy COTIACHO WX KOMIIETCHIIMH B TOPSIIKE,
ycraHoBieHHOM IIpaButensctBom Poccuiickoii @enepanuu;

(. 9 B pen. ®enepanpHOro 3akoHa ot 25.06.2012 N 93-03)

10) npruMeHeHHS MPeyCMOTPEHHBIX 3aKOHOAATELCTBOM Poccuiickoii deaepanni Mep OTBETCTBEHHOCTH
3a HapyIIIEHHUE MOPs/IKa [IEHOOOPa30BaHus Ha JISKAPCTBEHHBIC NPENapaThl, BKJIFOUYECHHBIC B IIEPEUCHb KU3HEHHO
HEOOXOIUMBIX U BKHEHIIINX JICKAPCTBESHHBIX IIPEIapaToB.

(B pen. ®enepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

Koncynprantllntoc: npumeyanue.
3apeructpupoBanabie g0 07.06.2019 mnpenenpHBIE OTIYCKHBIE IIEHBI IOJIEXKAT 005S3aTEIBHOM
nepepeructpanuu B 2019 - 2020 ronax B cootBeTcTBHH €O €T. 2 @3 0T 06.06.2019 N 134-D3.

Cratbsa 61. I'ocynapcTBeHHasi perucTpanusi M NepeperucTpanus npeaeabHbIX OTIYCKHBIX LEH
NMPOU3BOANTEJIeH HA JIeKAPCTBEHHbIE NPeNnapaThl, BKIYEHHbIE B lepeYeHb :KU3HEHHO He00X0ANMBIX H
BaKHeHIIMX JeKapCTBEHHBIX MpenapaTos

(B pen. @enepanbaoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenpHas OTIyCKHAS IIeHA TPOM3BOANTENS Ha JIEKAPCTBEHHBIH MTpenapar, BKIIOYEHHBIH B TIepeYeHb
KU3HEHHO HEOOXOAWMBIX ¥ BaXKHEHIINX JIEKApPCTBEHHBIX MPENapaToB, MOJUIEKHUT TOCYIapCTBEHHOM
perucTpaunu B Topsjake, ycraHoBileHHOM [IpaButensctBoM Poccuiickoit denepannu, Ha OCHOBaHHUH
MPEJCTaBICHHOTO B YIIOJIHOMOYEHHBIH (pejiepabHbIil OpraH UCIONHUTEIBHONW BIIACTH 3asBICHUS JICpiKaTENs
WK BJIJIETIblIa PETUCTPAIMOHHOIO YJOCTOBEPEHUS JIEKAPCTBEHHOI'O Npenapara (YIoJIHOMOYEHHOIO UM JIUIIA).

2. 3aperucTpupoBaHHas MpejAesbHas OTITyCKHAsl II€HA MPOW3BOAMTENS Ha JIEKAPCTBEHHBIH IMpemnapar,
BKJIIOUYEHHBIA B TNEPEUCHb JKU3HCHHO HeOGXO}II/IMBIX M BaXXHEHIITNX JICKapCTBCHHLBIX IPCIIapaToB, MOXET OBITH
IIEPEPETUCTPUPOBAHA B CTOPOHY YBEJIMYEHUS OJAUH pa3 B KaJECHAAPHOM IroJly Ha OCHOBAaHUU MPEICTABICHHOIO
B YIIOJHOMOYCHHBINH (pellepaabHbIA OpraH HCIIOJHUTEILHON BIACTH A0 1 OKTIOps Ka)XIOTo Troja 3asBICHUS
JepKaTelss WM BIaJeliblla  PErHCTPalliOHHOTO  yJOCTOBEPEHHUS  JICKAPCTBEHHOTO  Iperapara
(YTIOTHOMOYEHHOT'O UM JIUIIA).
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3. 3apeructpupoBaHHas MpeeNibHas OTIYCKHAs II€Ha MPOU3BOJIUTENSI Ha JICKApCTBEHHBIM Mpemnapar,
BKJIFOUEHHBIN B TIEpPEUYCHD KU3HEHHO HEOOXOIUMBIX W BXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, MOXKET OBITh
MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKCHHS HA OCHOBAHMHM TMPEJCTABICHHOIO B YIMOJHOMOYEHHBIN
(dbenepanbHBI OpraH WCIOJHUTEILHOW BIIACTH 3asiBIICHUS JICPXKATENs WM BIAJACIbIA PErHCTPAIIMOHHOTO
YAOCTOBEPEHHSI IEKAPCTBEHHOTO Tperaparta (YIoJIHOMOYEHHOTO UM JIHIIA).

4. JlepxaTtenb WM BJaIeNel PETUCTPAIMOHHOTO YAOCTOBEPEHHs JIEKAPCTBEHHOTO Ipemnapara
(YIOJTHOMOYEHHOE MM JIMIIO) 00sI3aH MPEICTABUTh B YITOJIHOMOYCHHEIN (peliepanbHbIi OpraH UCTIOTHUTEIHHON
BIIACTH 3asIBJICHHE O TIEPEPETUCTPAIINH 3apETUCTPUPOBAHHON MIPEIENBHOM OTITYCKHOM IIEHBI IPOU3BOIUTENS Ha
JICKapCTBEHHBIH MTperapar, BKIIOYCHHBIH B IEPSUCHb )KU3HEHHO HEOOXOJUMBIX U BAKHEHUIITNX JICKAPCTBECHHBIX
MpenaparoB, B CTOPOHY CHUKCHUS B CIEAYIOLIUX CIyJasx:

1) cHIWKeHME LIEHbl B MHOCTPAHHON BAJIIOTE HA JIEKAPCTBEHHBIN Mpemnapar B CTpaHE MIPOU3BOIUTENS U
() B cTpaHax, B KOTOPBIX JIGKAPCTBEHHBIHN MpenapaT 3aperuCTPpUpoBaH U (WJIM) B KOTOpPBIC MOCTABISETCS
MIPOU3BOAUTETIEM;

2) cHIDKECHHE IIeH Ha pe(epeHTHBIE JISKapCTBEHHBIE ITPEeNapaThl B COOTBETCTBHU C ITyHKTOM | HacTOSIIEH
yacTl (IS COOTBETCTBYIOIIUX BOCIPOW3BEIICHHBIX, OHWOAHAJIOrOBBIX (OMOIMOMOOHBIX) JIEKAPCTBESHHBIX
MIpernapaToB);

3) mpeBBIIEHWE TPENeTbHON OTIYCKHOW IIEHBI Ha TIEPBBIA BOCIPOW3BEICHHBIN, OMOaHAIOTOBBIN
(Onomo00HBIN) JEKapCTBEHHBIN MpenapaT MHOCTPAHHOTO MPOM3BOJICTBA HAJ MPEASIbHON OTITYCKHOM IICHON
MPOM3BOJUTENS HA BTOPOH BOCIIPOU3BEJCHHBIN, OMOaHATIOTOBBIN (OMONOA00HBIN) JIeKapCTBEHHBIN Mpemnapar,
paccYUTaHHOU B COOTBETCTBUM C METOAUKOM, yTBepkeHHOH [IpaBurensctBoM Poccuiickoit denepanuy;

4) mpeBblllIcHHE MPEACTbHON OTIMYCKHON IICHBI HA MEpPBbI BOCIPOW3BEACHHBIN, OMOAHAIOTOBBIH

(6nomoO0HBIN) JIEKapCTBEHHBIM MpemnapaT NpPOW3BOMWTENS TOCyJapcTBa - wWieHa EBpasuiickoro
SKOHOMHUYECKOr0 COK03a HaJl MPEAEbHON OTIYCKHOHN LIEHON MPOU3BOJAUTENS HA BTOPOU BOCIPOU3BEIACHHBIN,
OunoaHanoroBeli  (OMOMOMOOHBIN) JIEKAPCTBEHHBIN IMperapaT MPOU3BOJUTENsSI TOCYAapcTBa - 4YlieHa

EBpazuiickoro 3KOHOMHYECKOIO COK03a, PACCUUTAHHOM B COOTBETCTBUM C METOJUKOMN, YTBEPXKICHHOM
[IpaBurenscTBOM Poccuiickoit denepanuu.

5. Iopalok nepeperucTpanuu 3aperucTpUpOBaHHBIX NPEAEIbHBIX OTIIYCKHBIX LIEH ITPOU3BOJUTENEH Ha
JICKApCTBCHHBIC ITPLEIIapaThbl, BKIIFOYCHHBIC B IEPCUCHDb J)KU3HCHHO HGOGXOI[I/IMLIX M BayKHEHIIINX JICKaApCTBCHHBIX
mpenapaToB, B Clyd4asx, [PEIyCMOTPEHHBIX dYacTsAMH 2 - 4 HacTosIleHd CTaTbH, YCTAaHABIMUBAETCS
IIpaBurenscTtBOM Poccuiickoit denepanyu.

6. DKOHOMUYECKHI aHAIN3 MTPEJIeNbHOM OTIMYCKHOM 1eHB! IPON3BOANTEINS Ha JIEKAPCTBEHHBIN Ipernapar,
BKJIIOYEHHBI B IE€PEUYCHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEWIIMX JIEKAPCTBEHHBIX IpPENapaToB, NPH €€
TOCYJapCTBEHHOW  pErucTpaliid WU  TEPEepPeTHCTPallii  OCYIIECTBISETCS  (ellepalbHbIM — OpraHoM
WCTIOJIHUTENFHON BIIACTH, OCYHIECTBISIIONIMM (YHKIMHU IO TPHHATHIO HOPMATHBHBIX IMPABOBBIX aKTOB H
KOHTPOJIIO 3a COONIOICHUEM 3aKOHOIAaTEIbCTBA B cpepe rocyJapCcTBEHHOT0 peryIupoBanus 1eH (Tapudos) Ha

TOBapHI (YCIIyTH).

7. Pacuer mpeneNbHBIX OTIYCKHBIX II€H, yKa3aHHBIX B 4YacTsX | M 2 HAcTOsIIeH CTaThd, IPU HX
FOCYJAapCTBEHHOW PErHCTpalii WIH TEepPEePEerucTpaluu OCYIIECTBIAETCS B COOTBETCTBUU C METOIUKOM,
yTBepxkieHHo [IpaButenscTBoM Poccutickoit denepaninu 1 y4UTHIBAIOIIEH B TOM YHUCIIE:

1) cobmoneHne OanaHca HWHTEPECOB IMOTpPEeOHTENEH JIeKapCTBEHHBIX MpENnapaToB, BKIIOYEHHBIX B
MepevyeHb JXU3HEHHO HEOOXOAMMBIX W BAaXXHEHUIIMX JIEKAPCTBEHHBIX IPENapaTtoB, M MPOU3BOAMTEINICH
JICKApCTBCHHBIX IIPE€IapaTroB, BKIYCHHBIX B IIEPECUCHL IKHU3HCHHO HeO6XO,ZII/IMI)IX A BaXKHEHIINX
JIEKAPCTBEHHBIX MPETapaToB;

2) akTHUECKYIO OTITYCKHYIO IIEHY Ha JIeKapCTBEHHBIE ITpenapatsl B Poccuiickoii deaeparum, ieHy BBO3a
JIEKapCTBEHHBIX IpemnapatoB B Poccuiickyro deneparurio, a TakKe IIEHbH Ha aHAJIOTUYHBIE JIEKAPCTBEHHBIC
TIpenaparsl, Haxosmuecs B oopamenuu B Poccuiickoit deneparumy;

3) 3aTpaThl TPOM3BOAMTENS JICKAPCTBEHHOrO TIperapara Ha TPOU3BOJACTBO U PEaTH3aALHUI0
JIEKapCTBEHHOTO TIperapara;
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4) meHy Ha JIGKapCTBEHHBIN IpemapaT, ero IeHy B CTpaHe MPOU3BOJAUTENSI U B CTpaHaX, B KOTOPBIX
JIEKapCTBEHHBIN MIperapar 3aperuCcTPUPOBaH U (MITH) B KOTOPBIE MIOCTABIISIETCS IIPOU3BOTUTEIIEM.

8. He momyckaroTcs peanm3aluss M OTIYCK JIEKapCTBEHHBIX IPENapaTroB, BKIIOUYEHHBIX B IEPEUYCHb
KM3HECHHO HEOOXOIMMBIX W Ba)KHEHIIMX JICKApCTBEHHBIX IIPENapaToB, HAa KOTOPBIC IPOU3BOIAMTEISIMU
JICKapCTBEHHBIX ~ MPEMapaToB HE 3aperHCTPHpOBaHA INpeneNbHas OTIyCKHAs IIeHa, pealn3anus
MPOM3BOJUTEISIMUA JIEKAPCTBEHHBIX IPEMaparoB IO [EHAaM, MPEBBILAIOMNINM 3apeTUCTPUPOBAHHBIC HIIH
nepeperucTpupoOBaHHbIe Mpe/ebHbIE OTIYCKHBIE IIEHBI Ha JIEKAPCTBEHHBIE MpernapaThl ¢ Y4ETOM Halora Ha
I00ABJICHHYIO CTOMMOCTb.

9. OcobeHHOCTH TOCYAapCTBEHHOTO PETYIMPOBAaHUS MPeaebHBIX OTIYCKHBIX LIEH MPOU3BOJUTEICH Ha
JIEKapCTBEHHBIE ITpenapaThl, BKIIOUCHHBIE B IEPEYSHb )KU3HEHHO HEOOXO0AUMBIX 1 BAXKHEHUIINX JIEKAPCTBEHHBIX
[penapaToB, B 3aBUCHUMOCTH OT SKOHOMHMUYECKMX M (MJIHM) COLMAJIbHBIX KPUTEpUEB (M3MEHEHHE YCJIOBHIi,
MOpsiIKa M CTOUMOCTH TPOU3BOJICTBA JIEKAPCTBEHHBIX MpPENapaToB, UCHONb30BaHUE HOBBIX ()OPM, METOJIOB U
Croco0OB TrOCYJapCTBEHHOI'O PETYIMPOBAHUS IIEH Ha JIEKAPCTBEHHBIC IIPEMaparhl, B TOM YHCJIE Ha OCHOBE
MeXaHu3Ma peepeHTHOro [IeHO00pa30BaHusl, U3MEHEHNH MOPAJKA OKa3aHUS MEIUIIMHCKONW MOMOILH, U UHbIE
M3MeHeHus1) ycranapnuBatotcs [IpaButensctBom Poccriickoit enepariu.

Crarbsa 62. T'ocynapcTBeHHBIH peecTp Ipele/ibHbIX OTIYCKHBIX LIeH NPOU3BOAMTE/el Ha
JIeKApCTBeHHbIe NpenapaTbl, BKJIIYeHHble B IlepeYeHb 3KH3HEHHO HeO00XOIMMBbIX M BaykKHeHIIHMX
JIeKapPCTBEHHBIX NMpenapaTroB

1. 3apeructpupoBaHHbIC WIH NEpEPETHCTPUPOBAHHBIC MPEIEIbHBIE OTITyCKHBIC [IEHBI TIPON3BOUTEINCH
Ha JICKApCTBCHHBLIC IIpE€IiapaThbl, BKIIOYCHHBIC B IMCPCUYCHbL KHU3HCHHO HCO6XOI[I/IMI)IX M BaXHEHIITNX
JICKApPCTBCHHBIX MTPETIApaTOB, MMOJJICKAT BKIIIOUCHUIO B I‘OCYI[apCTBeHHI)II\/'I peecCTp NMpeACIbHBIX OTITYCKHBIX LHCH
MPOM3BOJUTENCH Ha JIEKAPCTBEHHBIC IIPENapaThl, BKIIOUCHHBIC B IEPEUCHb XM3HEHHO HEOOXOIMMBIX H
BOKHEHIIINX JIEKAPCTBEHHBIX MIPEIapaToB.
(B pea. @enepanpHoro 3akoHa ot 06.06.2019 N 134-03)

2. TocynapCTBeHHBIH peecTp NpeAeibHBIX OTIYCKHBIX LEH IPOU3BOJUTEIEH Ha JIEKApCTBEHHBIC
npernapaTsl, BKIIOYEHHBIE B NIEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX NPEnaparos,
COZIEPXKHUT B ce0e ClIeAyIoLIy0 HHPOpMALHUIO:

1) HaMMEHOBaHWE Jep)KaTels WIM BIaJeblla PErHCTPALMOHHOTO YIOCTOBEPEHHMS JIEKapCTBEHHOTO
npernapaTa, HAMMEHOBaHUE TPOU3BOIUTENS JIEKAPCTBEHHOTO Mperapara, CBEJCHUSI O PETUCTPAIINH JIepPiKaTeIst
WIN BIIAJIENbIa PETUCTPALMOHHOIO YIOCTOBEPEHHS JEKapCTBEHHOIO Ipenapara, CBEICHHS O PErucTpaliu
MPOM3BOJIUTEIIS JISKAPCTBEHHOTO Iperapara Jyisi MeAUIIMHCKOTO IPUMEHEHHUS B KaUueCTBE HAJIOTOTUIATEIbIINKA
B CTpaHe perucrpanuu (JUii POCCHHCKMX IOPHIMYECKUX JIUI - WACHTU(HUKALUOHHBIA  HOMEp
Hanoromtarensiuka (MHH), 11 mHOCTpaHHBIX IOPUAMYECKUX JIMI] - CTpaHa perucTpalnyy, HauMEHOBaHHE
PETHCTPUPYIOLIEr0 OpraHa, PErHCTPALMOHHBIA HOMEp, KOJ HAaJOrOIUIATENbIIMKA B CTPaHE PErHCTpaluH
(MHKOpIIOpaKK) WM €ro aHajlor), MECTO HaxXOXICHHS NPOM3BOACTBEHHBIX IUIOMIAIOK, YYACTBYIOIIUX B
mporecce MPOM3BOICTBA JIEKAPCTBEHHOTO TPenapaTa, ¢ yka3aHueM CTaIHuu MPOoIlecca IPOU3BOJICTRA;

(. 1 B pen. ®enepanpHOro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHME JIEKAPCTBEHHOrO mpenapara (MEXIyHapoAHOE  HEMaTeHTOBaHHOE, WM
TPYIIHPOBOYHOE, T XUMHYECKOE ¥ TOPrOBOE HAWMEHOBAHN);
(B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PEerucTPaOHHOTO YOCTOBEPEHUS JIEKApCTBEHHOIO TIpernapara;
4) nexapctBeHHas GopMma ¢ yKazaHWEM JO3WPOBKHM JICKAPCTBEHHOTO IperapaTta M ero KOJIUYeCTBa BO
BTOPUYHOH (ITOTPEOUTENHCKOI) YIIAKOBKE, a TAKXKE KOMITIEKTHOCTD;

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHas Ipe/ieNbHAs OTITYCKHAS [IEHA Ha JICKApCTBEHHBIN Mperapar B pyoiisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata W HOMEp NIpHKa3a YIOJHOMOUYEHHOTO (eIepalbHOTO OpraHa HCIOIHUTEIBHONH BIACTH O


consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE78F56F48BD73CDEB86C7F2E868B88E9C136F3DDCB1CC56E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE68C52F28CD73CDEB86C7F2E868B88E9C136F3DDCB1CC7684E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08850F78FD73CDEB86C7F2E868B88E9C136F3DDCB1CC66E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1ACD6D4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2BE48B51F18DD73CDEB86C7F2E868B88E9C136F3DDCB1ACD6E4E6721C5865EC4389ADD51A96EA638E4k8O
consultantplus://offline/ref=54E12EA4BA2DBB582540E465D95C636D2AE08B57F18CD73CDEB86C7F2E868B88E9C136F3DDCB1CC1644E6721C5865EC4389ADD51A96EA638E4k8O

rOCY/IapCTBEHHON PETUCTPAlMM WM TMEepPEeperucTpaldd MpeAeabHON OTIYCKHOM IIeHbl Ha JIEKapCTBEHHBIN
Tperapar, BKIFOYEHHBIH B TepedeHb )KU3HEHHO HeOOXOMMBIX U BKHEHUIITNX JIEKAPCTBEHHBIX MTPETIapaToB;
(B pen. denepanbHbIX 3aK0HOB OT 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

6.1) nara BCTYIUICHHS B CHJIy TpUKa3a YIOJIHOMOUYCHHOTO (eepalibHOTO OpraHa WUCIOIHHUTEIBHON
BJIACTH O TOCYIAPCTBEHHOM PETUCTPAIIMHU WITH ITEPEPETUCTPAIIUH TIPEACTBHOM OTITYCKHOH IICHBI IPOU3BOIUTEIS
Ha JIEKapCTBCHHBIM Tpenapar, BKIIOUEHHBIH B TMEPEYCHb IKU3HCHHO HEOOXOIUMBIX U BaKHEHIINX
JICKaPCTBEHHBIX NPEapaTos;

(1. 6.1 BBenen PenepanbHbIM 3akoHOM OT 06.06.2019 N 134-D3)

7) ITPUXOBOM KON, HAHECCHHBI HA BTOPUYHYIO (TOTPEOUTEIILCKYIO) YIAKOBKY JICKAPCTBEHHOTO
npemnapara;
(. 7 BBemeH PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Ko&m JeKkapcTBEHHOTO TMpemapara II0 aHaTOMO-TEpPAeBTUUECKO-XMMHUYECKOH Kiaccu(uKaluy,
pEKOMeHI0BaHHOM BeceMupHO# opranu3anueil 31paBOOXpaHeHHUS.
(. 8 BBenen denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. TocymapcTBeHHass perucrpanus WIM NEpeperucTpanus MNpeAeNbHbIX OTIYCKHBIX IIeH Ha
JICKapCTBEHHBIE [TPENapaThl, BKIIOUCHHBIE B IEPEUECHD KU3HEHHO HEOOXOAUMBIX M BaKHEHUIINX JIEKAPCTBEHHBIX
MIPENapaToB, BEIEHUE TOCYJAapCTBEHHOIO peecTpa NpPENENbHBIX OTIYCKHBIX I[IEH IPOU3BOAWTENEH Ha
JIEKapCTBEHHBIE ITPENapaThl, BKIIOUCHHBIC B TEPEYSHb )KU3HEHHO HEOOXO0IMMBIX M BAXKHEHUIIINX JIEKAPCTBEHHBIX
[IpenapaToB, OCYLIECTBIISIIOTCS B IIOPsJIKE, ycTaHOBICHHOM lIpaButensctBoM Pocculickoit @enepanuu.

(B pen. @enepansHoro 3akoHa ot 06.06.2019 N 134-D3)

Cratbst 63. YcTaHOBJIeHHMe OpPraHaMHM WMCHOJHUTENbHON BjaacTH cy0bekToB Poccuiickoi
®denepanuu NpeaesbHbIX Pa3MepOB ONTOBBIX HA10ABOK U MpeieJbHBIX Pa3MepOB POZHUYHBIX HA/10aBOK
K (pAKTHYECKHM OTINYCKHBIM I[eHAM, YCTAHOBJEHHBIM NMPON3BOIUTEISIMHU JIeKAPCTBEHHBIX NMPENapaToB,
HA JleKapCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B MepevyeHb KM3HEHHO HEeOOXOAUMBIX U BaKHEHIIUX
JIEKApCTBEHHBIX MPeNapaToB
(B pen. ®enepansHoro 3akoHa oT 27.12.2019 N 475-D3)

1. OpraHbl UCIOJIHUTENIBHOM BiacTH CyObekTOoB Poccuiickoii Denepaliui yCTaHABIUBAIOT MPEAeIbHbIC
pa3Mepbl ONTOBIX HAA0ABOK U ITPeIeIbHBIE Pa3Mephbl PO3HUYHBIX HaJ0aBOK K (DaKTHIECKHM OTITYCKHBIM IIeHaM
(0e3 yuera Hayjiora Ha J00aBJICHHYIO CTOMMOCTB), YCTAHOBJICHHBIM IPOM3BOJUTEIISMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE IPENaparhl, BKIIOUSHHBIC B TIepeveHb )KU3HEHHO HEO0XO0IMMBIX 1 BAKHEHIITHX
JIEKAPCTBEHHBIX IIPENapaToOB, B COOTBETCTBUU C YTBEPKACHHOU B MOPSIKE, yCTAHOBIEHHOM [IpaBuTenscTBOM
Poccwuiickoii ®epepanuu, METOAMKOW YCTAaHOBJICHHS OpraHaMH WCIOJHUTEIHHONW BIACTH CyOBEKTOB
Poccuiickoli denepanun npenenbHBIX pa3MepOB ONTOBBIX HAJ0ABOK U MPENENIbHBIX Pa3MepOB PO3HUYHBIX
Hana0aBOK K (PaKTHUECKUM OTITyCKHBIM II€HaM, YCTAHOBIIEHHBIM ITPOM3BOAUTENSIMH JIEKaPCTBEHHBIX
MperapaToB, Ha JIEKAPCTBEHHBIE TIPEapaThl, BKIIOYECHHBIC B IEPEUCHB KU3HEHHO HEOOXOIUMBIX U BOKHEHIIINX
JIEKapCTBEHHBIX MpemnapatoB. [IpoeKkTrl pemenuii opraHoB UCTIIOHUTENBHON BlIacTH CyOBeKTOB Poccuiickoit
®denepary 00 ycTaHOBICHUU U (VITH) H3MEHEHHH TMPECIbHBIX pa3MepOB ONTOBBIX HAJI0ABOK U MPEJebHBIX
pa3MepoB PO3HUYHBIX HAA0AaBOK K ()aKTUYECKHM OTITYCKHBIM I[€HaM, YCTAHOBJIEHHBIM MPOU3BOJAUTEISIMH
JIEKapCTBEHHBIX TPEnapaTroB, Ha JIEKAPCTBEHHBIE IIperaparbl, BKIIOYEHHBIE B TMEpeYeHb >KU3HEHHO
HEOOXOJUMBIX M BaKHEHIIWX JIEKAPCTBEHHBIX IPETapaToB, MOJUIEKAT COTJIACOBAHMIO C YHOJHOMOUYEHHBIM
(henepanbHBEIM OPraHOM HCITOJIHUTEILHOW BIACTU, OCYIIECTBISIONINM (DYHKITUM 10 MPUHSATUIO HOPMATHBHBIX
ITPABOBBIX aKTOB U KOHTPOJIIO 32 COOJIOICHUEM 3aKOHOAATEIhCTBA B Cpepe roCyAapCTBEHHOTO PETYINPOBAHUS
1ieH (TapudoB) Ha ToBapHI (YCIIYTH), B TOpsIIKe, ycTaHOBIIEHHOM [IpaBuTtensctBoM Poccutickoit Denepariun.
(B pen. @enepanpHbix 3aKoHOB 0T 13.07.2015 N 241-®3, o1 27.12.2019 N 475-D3)

2. OpraHW3anud ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEACTBAMHU, AaNTEUHBbIC OpTaHW3aIlVH,
WHAWBUIyaJbHbIC IPEANPUHAMATEIIM, HMECIOIINE JIMIICH3UI0 Ha (DapMalleBTUYCCKYI0 JIEATEIbHOCTD,
MEUIIMHCKHIE OPTaHN3alluU, UMEIONIHIE JIUIICH3HUI0 Ha (PapMaIleBTHUECKYIO IEATEIIbHOCTD, M UX 000CO0JICHHBIC
nozpaszzaencHus (amOynaTopun, (enpamepckue u QerpAmepCKo-aKymepCKUe MyHKThI, [EHTPHI (OTACICHS)
o01ieit BpaueOHOH (CeMEHHOMN) MPAaKTHKH), PACIOIOKEHHBIC B CEIBCKMX HACEICHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTe4HbIC OPraHU3AIMHU, OCYIECTBISIIOT PEaM3aIINIO0 JIEKAPCTBEHHBIX MPENapaToB, BKIFOUEHHBIX
B TIEPEYCHb JKU3HCHHO HEOOXOMMMBIX M BaXKHEHIIMX JICKAPCTBEHHBIX NPENaparoB, MO IICHaM, KOTOPBIC
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(hopMHpYIOTCS B COOTBETCTBHH C ITOPSIAKOM, YCTaHOBICHHBIM [IpaBurensctBoM Poccuiickoit deneparuu, u
YpOBEHb KOTOpPHIX (0e3 ydera Hamora Ha JOOABICHHYI) CTOMMOCTh) HE [OJDKEH NPEBHINATH CYMMY
(aKkTHUECKOW OTIYCKHOW II€HBbI, YCTaHOBIICHHON TPOM3BOAWTENIEM JIEKAPCTBEHHOTO TIpemapara, He
MPEBBILIAIOIIEH 3apeTUCTPUPOBAHHON WM  TEPEPEeruCTPUPOBAHHON TPEAENbHOW OTIYCKHOW  ICHBI
mpom3BoAuTeNs (Ha HaTy peann3alud JIEKapCTBEHHOTO IMpemnapaTra MpOM3BOAWTENIEM), M pa3Mepa ONTOBON
HamOaBKu # (WIHM) pa3Mepa pO3HUIHOW HAIOABKH, HE MPEBHIIIAIONINX COOTBETCTBEHHO pa3Mepa MpeieTbHON
ONTOBOM HanbaBKkW W (WIM) pa3Mepa NPEAETbHOW PO3HUYHOW Hal0aBKH, YCTAaHOBICHHBIX B CYOBEKTE
Poccuiickoii ®enepanuu.

(dactp 2 B pen. DenepanpHOro 3aK0Ha OT 27.12.2019 N 475-D3)

3. OpraHbl HCHIONHUTENBHOM BiacT cyObekToB Poccuiickoit @enepanun pazmemaioT B cetu "Hutepret"
nHGOPMALIMIO O 3aPETHMCTPUPOBAHHBIX NPEAETBHBIX OTIIYCKHBIX LIEHAX MPOM3BOAMTENEH Ha JIEKAPCTBEHHbIE
IpernapaThsl, BKIIOUEHHbIE B IEpeUeHb )KU3HEHHO HEOOXOJUMBbIX U BaXKHEHIINX JICKAPCTBEHHBIX IPENapaToB, 00
YCTAaHOBJICHHBIX B cyOBekTe Poccuiickoit ®denepauun mpelnenbHBIX pa3Mepax ONTOBBIX HaA0aBOK W (WIIN)
NpenenbHbIX pa3Mepax pPO3HUYHBIX HAA0aBOK K YCTAHOBJICHHBIM IPOU3BOAUTENSIMH JICKAPCTBEHHBIX
npenapaToB (AKTUUECKHM OTIIYCKHBIM LIEHaM Ha JICKApCTBEHHBIC Npenaparbl, BKIIOYEHHBIE B IIEPEUCHb
KU3HEHHO HEOOXOJUMBIX M BaKHEUIINX JICKAPCTBEHHBIX MPEapaToB, a TAKKE O CyMME 3aperHCTPUPOBAHHBIX
MpelelbHBIX OTIYCKHBIX LIEH MPOM3BOJUTENIEH Ha JIEKapCTBEHHBIE INpernapaThl, BKIIOUYEHHBIE B IepedyeHb
YKU3HEHHO HeOOXOIUMBIX M BAXKHEHIIIHX JIEKapCTBEHHBIX IIPENapaToB, yCTAHOBIEHHBIX B CyObekTe Poccuiickoii
denepanuy NpeneiabHBIX Pa3MEPOB ONTOBBIX HAA0ABOK M IMPECNBHBIX Pa3MEPOB PO3HUYHBIX HAan0aBOK U
Hajora Ha J00aBlIeHHYyI0 cTouMocTb. MHpopmarms, mnperycMOTpeHHas HAcTOSIIeH YacTblo, JOJDKHA
HaXOIUTHCA TAKXKE B ANTEUHBIX OpPraHU3alMAX B JOCTYHHOH AJsl BCEX 3aMHTEPECOBAHHBIX JHUL (opMe H
OOHOBIIATKCS 110 MEpE ee pa3MeIleHUs] OpraHaMy UCTIOTHUTENBHOMN BIacTH cy0bekToB Poccuiickoit denepanmu
B cetH "HHTepHeT".

(vactsb 3 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrpatuna cuity ¢ 1 maprta 2020 rona. - @enepanbheblil 3akoH ot 27.12.2019 N 475-03.

I'maBa 13. MOHUTOPHUHT 2OPEKTUBHOCTHU U BE3OITACHOCTH
JIEKAPCTBEHHBIX ITPEITAPATOB, HAXOJAINXCA B OBPAIIEHUN
B POCCUIICKOWM ®EJEPALIUA
(B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-03)

Crartbs 64. ®apmMakoHaa3op
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE TIpenapaThl, HaXoJsAIIMecs B oOpameHnnd B Poccuiickoit ®enepanmu, mozsiexar
MOHHUTOPUHTY 3D (PEKTUBHOCTH 1 0€30IIACHOCTH B IICJISX BBISBICHUS BO3MOYHBIX HEI'ATUBHBIX IMMOCIICICTBUIA UX
MPUMEHEHUS, WHIUBUIAYAJIbHON  HENEPEHOCHMMOCTH, HPEAYNPESKICHUS  MEAMIIMHCKUX  PaOOTHHUKOB,
CHEINAUCTOB B 00J1aCTH BETEPUHAPHH, TTAIIMEHTOB WJIH BIIAJCIBIEB KUBOTHBIX M WX 3aIUTHI OT TPUMEHEHUS
TaKuX JIEKAPCTBEHHBIX MIPETapaToB.

(B pea. @enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. dapmMakoHaI30p OCYLIECTBIAETCS COOTBETCTBYIOLUIMM YIIOJHOMOYEHHBIM (heepajbHbIM OpraHoM
WCTIOTHUTENFHOW BIIACTH B YCTAHOBJICHHOM MM TMOpSAKE IyTeM aHajn3a MpefoCTaBIsieMOll CyObeKTaMu
oOpallleHus] JIGKAPCTBEHHBIX CPEJCTB MHPOPMAIMU O IMOOOYHBIX JIEHCTBUSX, HEXKENATENbHBIX PEaKIHsX,
CEPBbE3HBIX HEXKENATEIbHBIX PEAKLUAX, HENPEABUACHHBIX HEXKEIATENbHbIX PEAKUUAX MPU IPUMEHEHUU
JIEKapCTBEHHBIX TpernapaTroB, 00 WHAMBHIYyaJbHOW HEMEPEHOCHMOCTH, OTCYTCTBHH 3()()EeKTHBHOCTH
JIEKApCTBEHHBIX TPENapaToB, a Takke 00 MHBIX (akTax u 00CTOATENLCTBAX, MPEACTABISIONINX YIPO3Y KH3HU
WIN 30POBBIO YeJIOBEKa JIMOO KUBOTHOTO MPU MPHUMEHEHHUH JICKAPCTBEHHBIX MPENapaToB M BBIABICHHBIX Ha
BCeX ATanax oOpaleHus JeKapcTBEHHBIX IpenaparoB B Poccuiickoit dexepannu u APYrux rocyjapcTaax.

3. CyObexThl OOpalieHus] JIEKApCTBEHHBIX CPEJICTB B TOPSJKE, YCTAHOBICHHOM YIOJTHOMOYECHHBIM
(denepanbHBIM OpPraHOM HCIIOMHHUTEIBHOW BIIACTH, 0053aHBI COOOIATH B YHOJIHOMOYEHHBIN (enepaibHbIN
OpraH HCIOJHUTENBHOH BJIAacTH O TOOOYHBIX JCHCTBHUSX, HEXKENATENbHBIX PEaKIHsIX, CEphe3HBIX
HE)KeNaTeNIbHBIX PEAKIHIX, HEMPEIBUICHHBIX HEXEIATeIbHBIX PEaKIUsIX NPH NMPHUMEHEHHH JIEKapCTBEHHBIX
mpenapaToB, 00 WHIMBHIYalbHOW HETMEPEHOCUMOCTH, OTCYTCTBUH S(PQEKTHBHOCTH JIEKAPCTBEHHBIX
MpenapaToB, a Takke 00 MHBIX (akTax U 00CTOATENbCTBAX, MPEACTABISIIOIINX YIPO3Y KU3HH WU 310POBBIO
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YelioBeKa MO0 JKMBOTHOTO NPH NMPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB W BBIABICHHBIX Ha BCEX dTamax
oOparieHus JIeKapCTBEHHBIX TpenapatoB B Poccuiickoit denepannu u Apyrux rocyaapcTBax.

4. JlepxaTenu WIH BIAJEIbIl PETUCTPALMOHHBIX YAOCTOBEPEHHM JIEKAPCTBEHHBIX IIPENapaToB,
IOpUANYECKUE JINIIA, HA UM KOTOPBIX BBIJAHBI pa3pemieHus] Ha MPOBeIeHNE KIMHHYECKUX MCCIETOBAHUN B
Poccwiickoit @eneparyn, MO0 YIOTHOMOYEHHBIE MU JAPYTHe IOPUAWYECKHE JIMIAa B paMKaX 0OeCIedeHus
0€301MaCHOCTH JICKAPCTBEHHBIX MPENApaTOB B MOPSJIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIIOJTHOMOUYESHHBIM
(henepanbHBIM OPraHOM MCIIOTHUTEIBHON BIACTH, 0053aHbI OCYIICCTBISATh IIPUEM, YIeT, 00pabOTKy, aHAIIU3 U
XpaHEeHHe TIOCTYMAlmMX B WX aJpec OT CYOBEKTOB OOpalleHHs JIEeKapCTBEHHBIX CPEICTB M OPTraHOB
TrOCYy/IapCTBCHHOM BJIACTH COOOIICHUM O MOOOYHBIX JCHCTBUAX, HEKEIATENBHBIX PEaKIUIX, CEPbE3HBIX
HEXKEJIAaTeNbHBIX MW HEMPEIBHUICHHBIX HEXKENATEIbHBIX pEakUUiaX TMpU TNPUMEHEHUH JIEKAPCTBEHHBIX
mpermapaToB, 00 OCOOEHHOCTAX WX B3aUMOJCHCTBHS C JAPYTUMH JIEKAPCTBEHHBIMH IIpeTapaTaMu,
VHANBUIYAJTFHOW HEMEPEHOCHMOCTH, a Takke 00 WHBIX (pakTaxX U 0OCTOATENHCTBAX, TPEICTABISIOMINX YTPO3Y
JKU3HU WU 3JI0POBBIO0 YEJIOBEKa OO KUBOTHOTO WJIM BIUSIONIMX HA W3MCHEHHE OTHOIICHHUS OXHIaeMOM
TTOJIE3BI K BO3MOXXHOMY PUCKY TTPUMEHEHUS JIEKAPCTBEHHBIX NPEapaToB.

5. Ilpu BbisIBICHMH HH(OpPMALMU O CEPbE3HBIX HEXKEIATENbHBIX PEAaKUUAX M HENpPEeABUICHHBIX
HCXKCIATCIIBHBIX pCaKUudgX IIpU IMMPUMCHCHUHM JICKAPCTBEHHBLIX IIPCIaparTos, 00 O0COOEHHOCTIX HX
B3aMMOJECHCTBUS C JPYTUMH JIEKAPCTBEHHBIMHU NpENapaTaMy, HHANBUIYAIbHONW HEEPEHOCUMOCTH, a TaKXe 00
UHBIX (aKTax U 00CTOATENBCTBAX, BIMIIOLIMX HA M3MEHEHHE OTHOLICHHUS 0’KUAAEMOM TOJIb3bI K BO3SMOXKXHOMY
PUCKY TNPUMCHCHUA JICKAPCTBCHHLIX IIPENapaTroB, ACPXKATCINW MWW BJIAACIbLbI PETrUCTPALMOHHBIX
YIIOCTOBCPCHI/II\/'I JICKApCTBCHHBIX ITpETIapaToB, IOPUIUYCCKUC JIMIIA, HA UM KOTOPBIX BbIAAaHbI Pa3pCliCHUA Ha
MpOBeIeHNE KIMHUYECKUX UccienoBannii B Poccuiickoit Dexeparuu, OO0 yIOIHOMOYSHHBIE UMHU JIPyTHC
IOPpUIUYCCKUC JIMIa 00s13aHbI MPpUHATH MCEPBI, HAIIPABJCHHLIC HAa YCTPAHCHUC HCETaTUBHLIX HOCHCI[CTBI/Iﬁ
MIPUMEHEHNS TaKUX JIEKAPCTBEHHBIX MPENapaToB, IPeaypexXIeHue IPUINHEHUS Bpeaa )KU3HU WIHA 3[10POBbIO
4yejnoBeKa JUOO0 JKMBOTHOrO, 3allUTy HX OT IPUMEHEHHUS TaKUX JICKapCTBEHHBIX MpEnapaToB, Ha
JIOTIOJTHUTENBHBIN cOOp MaHHBIX 00 3((EeKTUBHOCTH U 0€30MaCHOCTH TAKUX JIEKAPCTBEHHBIX IPENapaTOB.

6. 3a HecooOlIeHHe WU COKpbhITHE HH(OPMAIIUH, TPEAYCMOTPEHHON YacThiO 3 HACTOSIIEH CTaThH,
JepKaTeNd WM BIaJeNbIlbl PETUCTPAIMOHHBIX YAOCTOBEPEHHI JIEKAPCTBEHHBIX MPENapaToB, IOPHIUICCKHE
JUIa, Ha UMS KOTOPBIX BBLIAHBI pa3pelieHus Ha MpOBeJeHHe KIMHUYECKHX HCcleAoBaHuil B Poccuiickoit
denepanuu, JIMOO YIIOJTHOMOYCHHBIC MU JAPYTUE FOPUIUUYCCKHE JIMIIA,  TAKIKE JIOJDKHOCTHBIC JIUIIA, KOTOPBIM
aTa WH(pOpPMAaNHUs CTalla U3BECTHA 10 POAY UX MPOo(dhecCHOHATBHON JEATEeNhbHOCTH, HECYT OTBETCTBEHHOCTDH B
COOTBETCTBHHU C 3aKOHOJATENbCTBOM Pocculickoit @eaepanuu.

7. llpu monyueHWH YMOTHOMOYEHHBIM (QellepalbHbIM OpPraHOM HCIOJTHUTENBFHONH BIACTH B paMKax
OCyILIECTBICHUSI UM (hapMakoHag30pa J10Ka3aTelIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOr'O IIperapara
YCTaHOBJICHHBIM TPeOOBAaHMSIM WJINM IIPH IOJyYeHMH HHGOpPMAIMU O HECOOTBETCTBUH MHAaHHBIX 00
pdexTuBHOCTH M O O€30MaCHOCTH JICKAPCTBEHHOTO IIperapara JaHHBIM O JICKApCTBEHHOM IIpemnapare,
COJIepXKAIIMMCSI B MHCTPYKLUHUH 110 €r0 NPUMEHEHHIO (B TOM YHCJE BBIBICHHBIX B XOJ€ OCYLIECTBIICHUS
(apMakoHaa30pa KOHTPOJIBHO-HA/J30PHBIMU OpPraHaMyd HWHOCTPAHHBIX TOCYAApCTB), YIIOJHOMOYEHHBIH
(enepanbHBI OpraH HCIOJHUTENBHON BIACTH B YCTAaHOBJIEHHOM MM TIOPSIKE pPaccMaTpPHBAaeT BOIPOC O
MIPUOCTAaHOBJICHUH TPUMEHEHHS TaKOTO JIEKAPCTBEHHOT O TIpernapara.

Cratba 65. IIpuocTaHOB/IeHHE IPUMEHEHHS JIeKapPCTBEHHOT 0 Mpenapara
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. llpu nmonydeHuu uHPOpMAIMK O HEXKENATENbHBIX PEaKUUSIX NPU HNPUMEHEHUH JIEKapCTBEHHOTO
mpernapaTa, HE YKa3aHHBIX B HWHCTPYKIUM MO TPHUMEHEHHIO JIeKapCTBEHHOIO TIIpenapara, Cepbe3HbIX
HEXKENaTEeIbHBIX PEaKIHsIX, 00 0COOCHHOCTSIX €ro B3aMMOJICHCTBHUS C IPYTUMH JICKAPCTBEHHBIMU NIpeNapaTaMu,
KOTOPBIE MOTYT IPEACTAaBISATh Yrpo3y XH3HM WM 3A0POBBIO UeOBEKa JHOO >KMBOTHOTO, a TaKXe O
HECOOTBETCTBUU JIaHHBIX 00 3(PPEeKTHBHOCTH M O OE30IMaCHOCTH JIEKAPCTBEHHOI'O Mpernapara JaHHbIM O
JIEKapCTBEHHOM TIperapare, COJepXaluMCcsi B HHCTPYKIMH TIO €ro NPUMEHEHHWI0, B TOM YHCIE OT
YIIOJIHOMOUYEHHBIX OPTaHOB WHOCTPAHHBIX TOCYNApCTB, OOMEH KOTOPOW OCYIIECTBISIETCS B COOTBETCTBHH C
COTJIAIICHHMSIMA ~ MEXAY  YIOJIHOMOYEHHBIM (efepaqbHBIM  OPraHOM — HWCIIOJIHUTEIbHOM BIAacTd H
YHOTHOMOYEHHBIMA OpTaHaMH HMHOCTPAaHHBIX TOCYJapCTB, YIIOJHOMOYEHHBIH (enepanbHBIl  Opra
UCTIONIHUTENFHON BJIACTH paccMaTpUBAaeT BOMPOC O BO3MOKHOCTH TNPHOCTAHOBJICHUS OOpAIIEHUS TaKOTO
JICKApCTBEHHOTO TMpernapara B TMOPSAKE, YCTaHOBJICHHOM YIOJHOMOYECHHBIM (efepaqbHbIM OpraHoM
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HUCIIOJTHUTEIFHOM BJIACTH.

2. Ilpm HEWCTIONHEHWH WM HEHAJIEeXKalleM WCIOJHEHUH JepiKaTelsiIMA WA  BIIaJeNblaMu
PETUCTPAllMOHHBIX YAOCTOBEPEHUM JIEKAPCTBECHHBIX MPENapaToB, IOPUIUICCKUMU JTUIIAMHU, HA UMSI KOTOPBIX
BBIJIaHbl pa3pelieHrs Ha TMpOBEJEHHE KIMHUYECKUX ucciegoBaHuid B Poccuiickoit dDepeparuu, wiu
YHIOTHOMOYEHHBIMA WIMH APYTHMH IOPHINYECKIMH JIMIIAMH 00S3aHHOCTEW, YCTAaHOBJICHHBIX YacTsaMH 3 u 4
cratb 64 Hactosimiero denepanbHOTO 3aKOHA, JHOO B CIIy4asX IPEACTaBICHHUS COOTBETCTBYHOIIUM
YIIOJTHOMOYEHHBIM (DeCPAIILHBIM OPraHOM HWCIOJHHUTEIBHONW BJIACTU 3aKIIOYCHHS O HEIOCTOBEPHOCTHU
pPe3yIbTaTOB KIMHUYECKOTO HWCCIIEOBAaHWS JIEKApCTBEHHOTO IIperapara Uil METUIIMHCKOTO MPHMEHEHHS,
KOTOpPO€ OCHOBAaHO Ha pe3yibTaTaX MPOBEPKU MEIUIIMHCKON OpraHU3alluM, MPOBOJIUBIICH YKa3aHHOE
KIMHUYECKOE HCCIEOBaHNE C HApYIICHHEM MpaBUJl HaJJIeKalled KIMHUYECKOW MPAKTHUKU, U MPHUBEIO K
MOJTy4E€HUIO HEIOCTOBEPHBIX pPE3YJIbTATOB, JIMOO B CIIydae HEBHINOJIHEHHUS TPEANMCAHUS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (peiepaTbHBIM OPTaHOM HCTIOTHUTENBHOM BIACTH 110 UTOTaM OCYIIECTBIICHHS BRIOOPOYHOTO
KOHTPOJISI KauecTBa JICKAPCTBCHHOTO Mperapara, yIOJHOMOYCHHBIN (enepabHbli OpraH HMCIOIHUTEIILHOM
BIIACTH B YCTaHOBJICHHOM WM TIOPSJIKE PAacCMATPHBAET BOMPOC O MPHUOCTAHOBICHWH IMPUMEHEHHUS TaKOTO
JIEKapCTBEHHOT O Tperapara.

3. YronHOMOuYeHHBIH (heepaabHbIi OpraH UCIIOTHUTEILHON BIACTH MPU NPEICTABICHUN €My CBEICHUN
O HECOOTBETCTBUM IPOM3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHWSAM MPAaBWI  HaAJeKalleH
MPOM3BOJCTBEHHOMN MPAKTUKU U (WJIN) O HAPYIIECHUH JIMLIEH3NOHHBIX TPEOOBAaHHUM, KOTOPhIE ObLIN BHISIBICHBI B
XOJle IIPOBEICHHS HWHCIEKTUPOBAaHUSA IIPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB WM OCYLIECTBICHUS
JUIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB U MIPHUBEIH WIIM MOTYT MPUBECTH K
MIPOM3BOJCTBY JIEKAPCTBEHHBIX MIPENApaTOB VIl MEAULIUHCKOIO IPUMEHEHUS, TPUYMHUBIINX MM CIIOCOOHBIX
NPUYMHNUTE BPEX KU3HU WK 310POBBIO I'PaXJaH, pACCMaTPUBAET BOIPOC O MPUOCTAHOBIECHUU ITPUMEHEHUS
JIEKAPCTBEHHBIX MPENapaToB JUI MEIULUHCKOIO IIPUMEHEHHUS B YCTAHOBJIEHHOM UM IOPSJIKE B CIEIYIOLIUX
CIIyJasx:

1) COCTaB H (I/IJ'II/I) TCXHOJIOTHUA TMPOU3BOACTBA JICKAPCTBECHHOI'O IIpfriapata I MCEAUIHUHCKOI'O
MIPUMCHCHUSA (C OITMCAaHUEM CTaI[I/Iﬁ HpOH?,BO)Z[CTBa) OTJIIMYAIOTCA OT 3asBJICHHBIX B PETUCTPALIMOHHOM JOCHE;

2) HeKapCTBeHHBIﬁ npemnapar ajad MCEAUIUHCKOIO INPHUMCHCHHA IMPOU3BCIACH Ha HpOHSBOHCTBeHHOﬁ
IIomaaKke, He yKa3aHHOﬁ B pETUCTPAIMOHHOM J10OCHE;

3) y TpoM3BOAMTENS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IOATBEP:KIAIOIINE
COOTBETCTBME KayecTBa JIEKAPCTBEHHOI'O IIpernapara i MEIULHUHCKOrO IPUMEHEHUS, BBOAUMOIO B
IpaXxIaHCKUH 000pOT, TPeOOBAHUAM, YCTAHOBJICHHBIM IIPH €r0 TOCYJapCTBEHHON PETUCTPAINH;

4) Mpon3BOAMTEIIEM JIEKAPCTBEHHBIX CPENICTB B COTTIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOTHOMOYEHHBIM
(benepanbHBEIM OpPraHOM HCIONHUTENHFHOW BIIACTH CPOK HE YCTPaHEHBl HApYIICHUsS TPEOOBAHWM IMPaBHI
HaJIeXKaIIeH POU3BOICTBEHHON IPAKTUKH ¥ (WJIH) JIUIIEH3UOHHBIX TPeOOBaHU, KOTOPBIC OBbLIH BBISBJICHBI B
XOJle TIPOBENIEHUS] WHCIEKTUPOBAHUS IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHUS
JIUTICH3UOHHOTO KOHTPOJIS B Cpepe MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB U MIPHUBEIH HIIM MOTYT MIPUBECTH K
MIPOM3BOJICTBY JICKAPCTBEHHBIX MIPETAPATOB TSI MEAUITMHCKOTO MPUMEHEHUS, MPUIMHUBIINX WA CIIOCOOHBIX
MIPUYIHHATD BPE]] )KU3HU WK 3I0POBBIO TPAXKTaH.

(dacts 3 BBenena OenepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

4. YTomHOMOYEHHBIH (hepepanbHbIil OpraH MCIOJHUTENLHON BIACTH NPU HAJIHYMH Y HETO CBEJICHHH O
HECOOTBETCTBUM  IPOU3BOJUTENS]  JIGKAPCTBEHHBIX  CPEICTB  TpeOOBaHMAM  TpaBWJ  HaJIeKariel
MPOM3BOJCTBEHHOHN MPAKTHKU U (WJIM) O HAPYIIECHUH JIMIIEH3MOHHBIX TPEOOBaHUM, KOTOphIE ObLIN BHISIBICHBI B
XOlI€ IIPOBEICHHS WHCIIEKTUPOBAaHUSA IPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB WM OCYLIECTBIICHUS
JIUIIEH3MOHHOTO KOHTPOJIS B cepe MPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB U MPHUBEIH UM MOTYT TPUBECTH K
MPOM3BOJICTBY JIEKAPCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO MPUMEHEHNS, TPUUMHUBIINX HIIH CIIOCOOHBIX
HPUYMHUTB BpeJ )KU3HU UIIHU 30POBBIO *KUBOTHBIX, PACCMATPUBAET BOIIPOC O IPUOCTAHOBIICHUH PeAIU3aLUU U
[IPUMEHEHUS JIEKAPCTBEHHBIX IIPENApaToB JJIsl BETEPUHAPHOIO IIPUMEHEHHS B YCTAHOBIEHHOM UM IOPSJKE B
CIENYIOLUX CIIy4asX:

1) cocraB u (WIM) TEXHOJOTHS IPOU3BOJACTBA JICKAPCTBEHHOI'O IIperapara i BETCPUHAPHOTO
MIPUMEHEHUS (C OMMMCAaHUEM CTaIMi MPON3BOACTBA) OTIIMYAIOTCS OT 3asBICHHBIX B PETUCTPAIIIOHHOM JOCKE;
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2) NeKapCTBEHHBINM Tperapar Ui BETEPHHAPHOTO NMPUMEHEHUS MPOW3BEACH HAa MPOW3BOJICTBEHHOU
IJIOMIAIKE, HE YKA3aHHOW B PETUCTPAIIIOHHOM JIOCKE;

3) y TOpou3BOIUTENS JICKAPCTBEHHBIX CPEJCTB OTCYTCTBYIOT JOKYMEHTBHI, IOJTBEPKIAIOIINE
COOTBETCTBHE KadyecTBa JIEKAPCTBEHHOTO IIperapara /i BETePHHAPHOTO TMPUMEHEHHS, BBOJUMOTO B
TpaXXTaHCKUH 000pOT, TPEOOBAHUSIM, YCTAHOBJICHHBIM IIPH €r0 TOCYJapCTBEHHONW PETUCTPAITHH;

4) npou3BOAMTENIEM JIEKAPCTBEHHBIX CPEACTB B COTIACOBAHHBIN C COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM
(eneparbHBIM OpPraHOM HCHOJHUTEIBHON BIACTH CPOK HE YCTPAaHEHBl HapyIICHHWsS TPEOOBAHWH ITPaBHII
HaJUIeKAIIEeH MPOU3BOICTBEHHON MPAKTHKY U (WIIH) JIMIIEH3UOHHBIX TpeOOBaHM, KOTOpPBIE OBUIN BBISBICHEI B
XOI€ TIPOBEICHUS WHCIEKTUPOBAHHUSA INPOU3BOAUTENSI JICKAPCTBEHHBIX CPEACTB WM OCYLIECTBICHUS
JUIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB M MPHUBEIH WM MOTYT IIPUBECTH K
MPOM3BOJICTBY JIEKAPCTBEHHBIX IPETAPATOB YIS BETEPUHAPHOTO IPUMEHEHUSI, IPHYMHUBIINX MM CIIOCOOHBIX
MPUYMHUTG BPE]l )KU3HU HIIH 3JOPOBBIO )KUBOTHBIX.

(uacts 4 BBenena @enepanbHbIM 3ak0oHOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: nmpumeyaHue.
C 01.01.2023 cT. 65 momomusiercs 4. 5, 6 (D3 ot 27.12.2019 N 475-D3).

Crartbs 66. Undopmanus o pesyabTaTax ¢gapmMaxkonaazopa
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

YIoJIHOMOYEHHBIH (heiepalibHbIi OPraH MCIOJHUTEIILHONW BJIACTH, OCYIICCTBIISIONINN (apMaKkoHaI30p,
TI0 €T0 pe3ybTaTaM pa3MeIaeT Ha CBoeM oumraibHOM caiite B cetr "MHTepHeT" nH()OPMAITHIO 0:

1) BBIABJICHUH HOBBIX NOATBEPKACHHBIX HJaHHBIX O MOOOYHBIX Z[eflCTBHHX, HEXKEJIATCIIbHBIX PEAKIHUAX,
CCPBE3HBIX HEKCIATCIbHBIX PCAKIUAX, HCHOPCABUIACHHBIX HEKEIATCIbHBIX PCAKOUAX IIPU TMPUMEHCHUHN
JICKApCTBCHHOTI'O IpeIiapaTa, B TOM YUCJIC BJIUAONINX HAa OTHOLICHUEC OX(HHaGMOﬁ IMOJIB3bI K BOBMOKHOMY PUCKY
MNPUMCHCHUS JAHHOT'O JICKAPCTBCHHOT'O IIpCriapara,

2) OPUHATBHIX PELICHUSX O BHECEHWH W3MEHEHUH B MHCTPYKLIMIO MO MPUMEHEHHIO JEeKapCTBEHHOIO
mnpenaparta, O NPUOCTAHOBICHUHM HPUMEHEHHs JIEKapCTBEHHOIO Ipernapara, 00 HM3bATHM W3 OOpaIleHHs
JIEKApCTBEHHOTO Npenapara i 0 BO30OHOBICHUN IPUMEHEHHS JIEKapCTBEHHOTO IIperapara.

I'nasa 14. UH®OPMALIUA O JIEKAPCTBEHHBIX ITPEITAPATAX. CUCTEMA
MOHUTOPHUHT A IBUKEHU S IEKAPCTBEHHBIX IIPEITAPATOB
JJISI MEJUIIUHCKOTI'O TIPUMEHEHUSL
(B pea. @enepanpHoro 3akoHa ot 28.12.2017 N 425-03)

Crarps 67. Undopmanus o JexapcTBeHHbIX mpemaparax. CucreMa MOHMTOPMHIA JBUKEHUS
JIEKAapCTBEHHBIX MPENapaToB sl METUIIHHCKOT0 MPUMeHEHUS
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Madopmanns o teKapcTBEeHHBIX Ipenaparax, OTIYCKaeMbIX 110 PEIenTy Ha JIEKapCTBEHHBIN Ipernapar,
JOJDKHA COZEPXKATbCsl TOJNBKO B CIHEHUAIM3UPOBAHHBIX HM3IAHUSX, NMPEIHA3HAYCHHBIX ISl MEIULIMHCKHX,
(apMalieBTHUECKUX PaOOTHHUKOB, CIIEUAIMCTOB B oOnacTH BeTepuHapuu. MHbopMmanms o JeKapcTBEHHBIX
mpernaparax JUls CHENUaIMCTOB B 00JacTH OOpaIleHHs JIEKapCTBEHHBIX CPEJICTB MOXKET COJIEpXKaThCsi B
MOHOFpa(bI/ISIX, CIIpaBOYHHUKAX, HAYYHBIX CTAThAX, B JOKJIaAaX Ha KOHT'peccax, KOH(I)epeHHI/IHX, CUMIIO3UyMax,
HAYYHBIX COBETAX, & TAKKE B MHCTPYKLHSIX 110 IPUMEHEHHUIO JIEKaPCTBEHHBIX MPENapaToB.

(B pea. @enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. Mudopmanus o IeKapCTBEHHBIX Tpenaparax, OTITyCKaeMbIX 0e3 pellerniTa Ha JIeKapCTBeHHBIN Ipenapar,
MOKET COZIEPKAThCsl B MyOMUKALMAX M OOBSBICHUSIX CPEICTB MACCOBOW MH(OPMAINH, CTICLUATU3UPOBAHHBIX
1 OOIIMX TEYAaTHBIX M3JAHUAX, HHCTPYKIUAX 10 IPUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB, HHBIX W3IaHUIX
CyOBeKTOB OOpalmieHus] JeKapCTBEHHBIX CPEACTB. PexiaMHble MaTepuanbl O JIEKApCTBEHHOM IIperapate,
OTIIyCKaeMoM 0e3 pelenTta Ha JEKapCTBEHHBIH IpenapaT, AOJDKHBI COOTBETCTBOBATb MHCTPYKLHUH IO
MIPUMEHEHUIO JIEKapCTBEHHOT' O TIpernapara.
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3. JlommyckaeTcs UCTIOIbh30BaHUE JIIOOBIX MaTEPUATBHBIX HOCUTEIICH, ITO3BOJISIOIINX XPaHUTh, TEPEIaBaTh
Y UCTIONB30BaTh WH(OPMAIHIO O JIEKAPCTBEHHBIX Iperaparax 0e3 ee HCKaKeHUsI.

Koncynsrantllntoc: npumeuanue.
Y. 4 cr. 67 BcTynaet B cuiy ¢ 01.07.2020.

4. Insg ueneit uaeHTH()UKAINH YIaKOBOK JIEKAPCTBEHHBIX MPENapaToB AJIsi MEIUIMHCKOTO MPUMEHEHHS
MIPOM3BOAUTENN JIEKAPCTBEHHBIX CPEACTB B TMOpsJKe, ycTaHoBiIeHHOM IIpaButenscTBoM Poccuiickoit
denepanyy, HAHOCST HA IEPBUYHYIO YIIAKOBKY (B OTHOILICHUH JIEKAPCTBEHHBIX IPENapaToB AJI MEAULMHCKOTO
MpPUMEHEHUS], IJIs KOTOPBIX HE MPeIyCMOTPEHA BTOPHYHAS YNAKOBKA) M BTOPHUUYHYIO (MOTPEOMTENBCKYIO)
YIaKOBKY JIEKAPCTBEHHBIX TMPEMapaTroB Ui MEIWIMHCKOTO MPUMEHEHHUS CpEICTBA HIACHTU(HUKALNHU, 3a
HCKJIFOUCHHUEM JIEKAPCTBEHHBIX IPENapaToB A1 MEAULIMHCKOTO IPUMEHEHNS, IPOU3BOAUMBIX VISl IPOBEACHUS
KJIMHUYECKUX MCCIEIOBAaHUN, AKCIIOPTa, JICKAPCTBEHHBIX IMPENapaToB ISl MEIULMHCKOIO IPUMEHEHUs,
yKa3aHHBIX B 4acTsX 5 W 8 crareu 13 Hacrosimero PenepanbHOro 3akoHa, pannodapMaleBTHYCCKHX
JICKapCTBEHHBIX NIPEIAapaToOB, MUABOK MEANLMHCKUX U T'a30B MEJULIINHCKHX.

(dacts 4 BBefena OenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapakTepuCcTUKH CpeacTBa MASHTH(UKALMH, TIOPIJOK €ro HaHEeCeHUs] U TpeOOBaHUS K CTPYKTYpe U
¢dopmary uHGOpPMALUK, KOTOPYIO COIEPXKHUT CPEACTBO HIAeHTH(UKanuu, onpeaeisitorcs llpaButenscTBoM
Poccuiickoii @eaepanuu.

(vacts 5 BBeneHa @enepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. [Topsimok coznanusi, pa3BUTHS, BBOJA B DKCIUTyaTallMIO, SKCIUTyaTallid U BBIBOJA U3 IKCILTyaTaluu
CHUCTEMBl MOHUTOPHHIA JIBIKEHMS JEKAapCTBEHHBIX NPEMApaTOB I MEAMLIHMHCKOTO NMPUMEHEHHS, MOPSA0K
MpeocTaBleHusT WHPOPMAIMH, COJAep)Kallelicsi B CHCTEME MOHHUTOPHHTA JBIKEHHS JIEKApCTBEHHBIX
MIpenapaToB Uil MEOUIMHCKOTO NMPHUMEHEHMs, W MOPAJOK B3aHMOJICHCTBUS YKAa3aHHOM CHUCTEMBI C MHBIMH
roCyJapCTBEeHHBIMU HH()OPMAIMOHHBIMU CUCTEMaMH M MH()OPMAIMOHHBIMU CUCTEMaMH IOPUANIECKUX JIUL U
WHIMBUAYaATBHBIX TpEeANpUHUMATENEH, yKa3aHHbIX B yacTsax 7 u 10 HacTosmiei cTaTh, yCTaHABIMBAIOTCS
[IpaBurenscTBOM Poccuiickoit Meneparun. OneparopaMu CHCTEMBI MOHUTOPUHTA IBHKEHHS JIEKAPCTBEHHBIX
MpenapaToB sl MEIULMHCKOTO IPUMEHEHHS SBIISIOTCS (eAepaibHbIi OpraH HCHOIHUTEIBHOM BIaCcTH U (WITH)
opranu3zanus, ynojasomoueHHnsle [IpasurensctBoM Poccniickoit @enepanuu.

(vacTp 6 BBeneHa @enepanbHBIM 3aKOHOM OT 28.12.2017 N 425-03)

Koncynprantllntoc: npumeyanue.
Y. 7 c1. 67 Bctymaet B cwty ¢ 01.07.2020.

7. KOpuauyeckue Nvla W UHAWBUAYANbHbIC MPEANPUHUMATENH, OCYLIECTBIISIOUIME MPOU3BOACTBO,
xpaHeHue, BB03 B Poccuiickyro deaepaiuio, OTIYCK, peaiu3alyio, nepegady, IpUMEHEHUE U YHUUTOXEHNE
JIEKapCTBEHHBIX MPETapaToB Il MEAUIIMHCKOTO MPUMEHEHNS, 00ECIIEYNBAIOT B MOPSAIKE U B COCTABE, KOTOPHIE
ycraHoBieHsl [IpaBurensctBoM Poccuiickoit @enepannu ¢ yueToM BUAA OCYIIECTBISIEMON MU AEATENbHOCTH,
BHECEHHE HWH(POpPMAIMM O JIEKapCTBEHHBIX Ipemaparax JUlsi MEIUIMHCKOrO IPUMEHEHHS B CHCTEMY
MOHHUTOPWHTA JBM)KEHHUS JIEKAPCTBEHHBIX MIPETapaToB s MEIUIIMHCKOTO MPUMEHEHHSI.

(dacts 7 BBefiena @enepanbHBIM 3aKOHOM OT 28.12.2017 N 425-03)

7.1. JlekapcTBeHHBIE TpenapaThl YIS MEUIIMHCKOTO TPUMEHEHUS, TIpeAHa3HAUEHHbIE I 00ecreueHus
Jul, OOJBHBIX TreMO(pUIMEH, MYKOBUCIMIO030M, THMIO(PHU3apPHBIM HAaHW3MOM, OoJjie3Hbi0 [ oie,
3]I0KQY€CTBEHHBIMH HOBOOOPA30BaHUSMHU JTUM(OUIHOH, KPOBETBOPHOH H POACTBEHHBIX WM TKaHEW,
PacCesTHHBIM CKIIEPO30M, JIUI] IOCJIe TPAHCIUIAHTAIIMY OPTaHOB U (WJIH) TKaHEeH, Mpou3BeieHHbIe 10 31 nexkadps
2019 rona, a TakKe WHBIE JICKAPCTBEHHBIC MPENapaThl JUIsl MEAUITMHCKOTO TPUMEHEHHUS, TTPOU3BEACHHbBIE 10 1
urosis 2020 Toma, moANeKaT XpaHEHWIO, MEPEeBO3Ke, OTIYCKY, peanm3alldd, Iepemade, MPUMEHEHHIO 0e3
HaHECEHHS CPEJICTB UIACHTU(PHUKAIMY JIO UCTEUSHHUS CPOKA UX TOJTHOCTH.
(gactp 7.1 B pen. @eaepanpHoro 3akoHa ot 27.12.2019 N 462-D3)

8.  Opranmanus WHOOPMAITMOHHOTO  B3aWMMOJCHCTBUS  CHCTEMBl MOHHUTOPHWHTA  JIBYDKCHHS
JIEKQpPCTBCHHBIX  MPENapaTtoB A1  MEOUIMHCKOIO TNPHUMEHEHHMS C HUHBIMH  TOCYJapCTBEHHBIMU
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WHPOPMAIMOHHBIMU ~ CUCTEMaMH  OOecrieuyMBaeTcsi B TOM 4YHCIE IOCPEICTBOM  HH(PACTPYKTYPHI,
obecrieunBaronield  MHOOPMAIIMOHHO-TEXHOJIOTMYECKOE — B3aMMOJICHCTBUE  MH(POPMAIMOHHBIX  CHCTEM,
WCTIONIB3YEMBIX JIIL  MPEJOCTaBICHHUS TOCYAAPCTBCHHBIX M MYHUIMIAIBHBIX YCIAYr W UCIHOJIHCHUS
rOCy/IapCTBCHHBIX U MYHHUIIMIIATBHBIX (QYHKIUI B 3JICKTPOHHOH (opMe.

(qactp 8 BBenmeHna denepanbHBIM 3aK0OHOM OT 28.12.2017 N 425-D3)

9. ObmenocTymHas UHPOPMAIIHA, COJAEPKAIIASACA B CHCTEME MOHUTOPHHTA JBIKEHHS JIEKaPCTBEHHBIX
MpernapaToB JUIsl MEAUIIMHCKOTO TPUMEHEHUS, pa3MenacTCs B UHPOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOHN CETH
"UnTeprer” (B TOM umcie B (opMe OTKPBITHIX HAHHBIX) B TIOPSJKE, YCTaHOBIEHHOM llpaBuTenpcTBOM
Poccuiickoit @enepauuu.

(dacth 9 BBeneHa OenepanbHbiM 3ak0HOM OT 28.12.2017 N 425-D3)

10. TIpou3BoAMTENN JIEKAPCTBEHHBIX CPEJICTB TIONYYAIOT COACPIKAIIYIOCS B CHCTEME MOHUTOPUHTA
JBIDKEHHS JIEKapCTBEHHBIX MPEMapaToB Uil MEIUIIMHCKOTO MPUMEHEHHsI HHPOPMAIMIO O CEPUsX U MapTUAX
JICKAPCTBEHHBIX IPENapaToB, MPOU3BOAMMBIX UMM M HaXOMSALIUXCSA B TpakIaHCKOM obopote B Poccuiickoii
®enepanny, 6€3BO3ME3THO.

(dacts 10 BBenena denepanpapM 3ak0HOM 0T 28.12.2017 N 425-D3)

Koucynprantllmtoc: npumeyanue.
Y. 11 cr. 67 Bctynaer B cuiy ¢ 01.07.2020.

11. 3a mpou3BOACTBO WK MPOJAXKY JICKAPCTBEHHBIX MPENapaToB JUIs MEAUIIMHCKOTO pUMEHEHHs 0e3
HaHECeHHs CPEICTB WACHTU(UKANNHN, C HApYIICHHEM YCTAaHOBJICHHOTO IMOPSIKAa WX HAaHECEHHs, a TakXke 3a
HECBOECBPEMEHHOE BHECEHHE NaHHBIX B CUCTEMY MOHHTOPWHTA JIBW)KCHUS JIEKAPCTBEHHBIX MpPENapaToB IS
MEJIUIIMHCKOTO TIPUMEHEHHUS WM BHECEHHE B HEE HEJOCTOBEPHBIX JaHHBIX IOPUAMYECKHE JIMIA |
VHAWBHUIYaJTbHBIC TIPESANPUHIMATENH, YKa3aHHbBIE B YaCTAX 4 U 7 HACTOSIIECH CTaThH, HECYT OTBETCTBEHHOCTh B
COOTBETCTBHHU C 3aKOHOJATENbCTBOM Pocculickoit @eaepanuu.

(uacts 11 BBenena denepanbHbM 3ak0HOM 0T 28.12.2017 N 425-03)

12. IlpaButensctBo Poccuiickoit deaeparuyl BIpaBe yCTaHOBUTH OCOOCHHOCTH BHEAPEHHS CHCTEMBI
MOHUTOPHHIA JIBU)KEHUS! JIGKAPCTBEHHBIX IMPENapaToB Ul MEJUIIMHCKOIO NMPUMEHEHUs, BKIIIOYasi CPOKHU ee
BHEJ[PEHHUS, B OTHOIIEHUH JIEKApPCTBEHHBIX MpPENapaTroB JUIsI MEAMIMHCKOTO NMPHUMEHEHHS, BKIIOUYEHHBIX B
nepeveHb )KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIINX JICKAPCTBEHHBIX MPETapaToB, JIEKapCTBEHHBIX MPENapaTos,
NpeJHa3HAaYCHHBIX JJs1 oOecredyeHus] JWL, OOJIbHBIX TeModuineidl, MyKOBHCLUUIO30M, THIIO(QH3aPHBIM
HaHU3MOM, Ooine3Hbio ['omie, 37MOKaYeCTBEHHBIMH HOBOOOPAa30BaHHUSAMHU JHUMGOHUIHONH, KPOBETBOPHOU H
POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M, JIUI] ITOCIIE TPAHCIUIAHTAIIUN OPTaHOB U (MJIN) TKaHEeH, MHBIX
JICKApCTBEHHBIX MPENapaToB sl MEAULUHCKOTO IPUMEHEHHSI.

(dacts 12 BBenena denepanpapM 3ak0HOM 0T 28.12.2017 N 425-D3)

I'nasa 14.1. OTPAHUYEHUS, HAJIAT AEMBIE
HA OPTAHU3ALMUU, OCYHHECTBJIAIOIME JEATEJIBHOCTD
MO OBPALLIEHUIO JJEKAPCTBEHHBIX CPEJACTB
(BBenena denepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

Cratbd 67.1. Orpannyenus, HajaraemMmble MPH OCYIIeCTBIEHUM 1eATeIbHOCTH B cepe oOpanieHust
JIeKapCTBEHHBIX CPEICTB

1. Opranu3zamnuu, 3aHUMArOIIUECs pa3paboTKOM, IPOU3BOJCTBOM U (WIIH) peayin3anueil IeKapCTBEHHBIX
MpenaparoB JUisi MEIUIWHCKOTO TNPUMEHEHHUsS, OpraHu3alldd, OOJaJaroliue IpaBaMHd Ha HCIOJIb30BAHHE
TOPrOBOI'O0 HAMMEHOBAHUSl JICKAPCTBEHHOTO Mpemnapara s MEAUIMHCKOTO NPHUMEHEHHs, OpraHu3aliu
ONTOBOWM TOPTOBJIM JIGKAPCTBECHHBIMH CPEJICTBAMH, aNTEYHbIe OpraHu3anuu (UX NPEJCTABUTEIH, HWHBIE
(bm3uvecKue U IOPUANIECKUE JINIA, OCYIIECTBISIONINE CBOIO JCATEIBHOCTh OT MMEHHU ITHUX OPTaHM3aInil) B
OTHOIIIEHUU MEIUIIMHCKUX PAOOTHUKOB M PYKOBOIMTEICH MEAUIIMHCKUX OpPraHU3alivii He BIIpaBe:

1) BpyuaTh MOJapKH, BHIUIAYMBATH JCHEKHBIC CPEICTBA (32 MCKIIIOUCHHUEM BO3HATPaXJICHUH TIO
JIOTOBOpPaM TP MPOBEACHUH KIWHUYCCKUX HMCCICAOBAHHN JICKAPCTBEHHBIX IMPENApaToOB IS METUITUTHCKOTO
MIPUMEHEHUS, BO3HATPAXKACHIM, CBSI3aHHBIX C OCYIIECTBICHHEM MEIUIIMHCKUM PAaOOTHUKOM IeIarormaecKoim
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Y (MM) HAYYHOW NEATENhbHOCTH), B TOM YHCJIE OIUIaYMBATh Pa3BJICUEHUS, OTIBIX, IPOE3]l K MECTy OT/bIXa, a
TaK)Ke TPUBJIEKATh K YIACTHIO B Pa3BIEKATEIHHBIX MEPOIPHUATHSAX, TPOBOJAUMBIX 32 CUHET CBOUX CPEJ/ICTB;

2) 3aKiI0YaTh COTJIAIICHUS O Ha3HAYCHUH WJIM PEKOMEHIAINH MallMeHTaM JICKapCTBEHHBIX MpEnapaToB
TUTST METUITMHCKOTO TIPUMEHEHHS (32 MCKIIOYCHHEM JOTOBOPOB O MPOBEACHUM KIMHUYCCKUX HCCIIEIOBAHHIMA
JIEKApCTBEHHBIX MPENapaToB III MEIUIIMHCKOTO IPUMEHEHU );

3) mpemocTaBisATh 00pa3lbl JICKAPCTBEHHBIX IPENapaToB JIsl MEIUIIMHCKOTO MPUMEHEHUS B IEISIX
BpYyYEHUsI TIAIIEHTaM (33 MCKIIFOUEHHEM CITy4aeB, CBA3aHHBIX C MPOBEACHWEM KIIMHUYECKUX HCCIIETOBAHUN
JIEKapCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHHS );

4) npenocTaBIATh HEIOCTOBEPHYIO U (MIJIM) HEMOIHYI0 HH(POPMALIMIO O JIEKapCTBEHHBIX Ipenaparax s
MEAUILUHCKOTO IPUMEHEHUS;

5) mocemarh WX B pabouee BpeMs Ha pabOYMX MeCTaX, 32 WCKIIOYEHHEM CITydaeB, CBSI3aHHBIX C
MPOBCACHUCM KIMHUYCCKUX I/ICCJ'ICI[OBEIHHIZ JICKApPCTBCHHBIX IIPCIiapaToB AJIsI MECAUITMHCKOTO IMPUMCHCHUA, C
y4acTHEM B TMOPAAKE, YCTAHOBICHHOM pYKOBOJHUTEIEM MEIUIIMHCKOW OpraHu3alud, B COOpaHHIX
MCIUIMHCKUX pa6OTHI/IKOB 1 UHBIX MCPOIIPUATUAX, HAIIPABJICHHBLIX Ha IMOBBINICHUE HUX HpO(bCCCI/IOHaHBHOFO
YPOBHS WM Ha MPEAOCTaBJIcHUEe MH(DOPMAIINU, CBA3aHHOW C OCYIISCTBICHUEM MOHUTOPHHra 0€30MMaCHOCTH
JICKApCTBEHHBIX MPEMapaToB;

6) moOyXIaTb K BBIIMCHIBAHWUIO JICKAPCTBEHHBIX INPENapaToB A MEIUIMHCKOrO MPUMEHEHUS Ha
OnaHKax, cofepKalux HHPOPMALIUIO PEKIaAMHOTO XapaKTepa, a TAkKe Ha PElEeNTYPHBIX OJlaHKaX, Ha KOTOPBIX
3apaHee HalleyaTaHO HaMMEHOBaHHUE JIEKapCTBEHHOI'O Mpernapara JUIsi MEIULMHCKOTO IPUMEHEHUSI.

2. OpraHu3anuy, yKa3aHHble B a03ale MmepBOM 4YacTH | HACTOSIIEH CTaThH, W WX TPEACTABUTENH B
OTHOIIICHUY (papMaIeBTUUECKUX PAOOTHUKOB U PYKOBOJIUTEIICH alTeYHBIX OpraHU3aluil HEe BIIpaBe:

1) BpYy4aTh NOAApKH, BbIIIJIAYMBATh JCHCXKHBIC CPEACTBA, B TOM YHCJIC OIJIAYMBATH PA3BJIICUCHUS, OTAbIX,
mpoe3a K MECTY OTAbIXa, U IPUBJICKATH K YYaCTUIO B Pa3BJICKATCIIbHBIX MEPOIPUATUAX, IIPOBOANMBIX 3a CUET
CBOUX CPCICTB;

2) IpenoCTaBIAThL 00pasIibl JICKAPCTBEHHBIX MPENApaToOB IS METUIIMHCKOTO TPUMEHEHUS JJ1s1 BpYUCHUS
HAaCEJIEHUIO;

3) 3aKJIIOYATh COTTIAIICHUSA O MPEAJIOKCHUU HACCIICHUIO OMPCACIICHHBIX JICKAPCTBCHHBIX IIPEIIApaTOB MJIA
MCIUIIMHCKOI'O MPUMCHCHUS

4) npenoCcTaBIsATh HEJIOCTOBEPHYIO U (MJIM) HEMOIHYIO HH(POPMAIIMIO O JIEKaPCTBEHHBIX Npenaparax Jyis
MEAWLUHCKOTO NPUMEHEHHs, B TOM 4YHCJIE HMMEIOIIMX OJUHAKOBOE MEXIYHAapOJHOE HENaTeHTOBAaHHOE
HauMEHOBaHUE.

Crarbs 67.2. TpeOoBaHHsI K OpPraHM3allid M IPOBEJCHMI0 HAYYHBIX MepPONPHUATHI, HMHBIX
MepoNpHATHI, HATIPABJIECHHBIX HA MOBbINIEHHE NMPO(eCCHOHATBHOT0 YPOBHSA MeIMIMHCKUX PA00THUKOB
WIM Ha NpeaocTaBjeHue MHGOPMANUU, CBA3AHHONI ¢ ocyllecTBJIeHHMEM MOHHMTOPUHIa 0e30MacHOCTH
JIEKAPCTBEHHBIX NMpenapaTroB

1. Ilpu mpoBeneHHHM HAYYHBIX MEPONPHUATHH, WHBIX MEpONPHUSATHI, HANPABICHHBIX Ha TOBHIIICHNE
HpO(beCCI/IOHaHI)HOI‘O YPOBHA MEAUIHWHCKUX paGOTHI/IKOB WKW Ha [OpeaOoCTaBIICHUC CBSI3aHHOM C
OCYIIECTBICHHEM MOHHUTOPUHTa OE30MaCHOCTH JIEKAPCTBEHHBIX NpenapaTroB HH(OpMAIU, OpraHU3yeMbIX
OpraHU3alMSIMHY, YKa3aHHBIMU B a03arie mepBoM 4dactu 1 cratem 67.1 Hacrosmero denepanbHOTO 3aK0HA, HX
npencraBuTensiMu U (WiM) (UHAHCUPYEMBIX 3a CYET CPEJCTB ITUX OpraHU3allMidi W WX TpeJICTaBHUTENEH,
3alpelaeTcs MPENsITCTBOBATh YUACTHUIO B YKA3aHHBIX MEPOIPUATUSIX UHBIX OpraHU3alui, KOTOPHIE TPOU3BOISAT
WU peaju3yloT JIEKApCTBEHHbIE MpenapaThl ISl MEIUIUHCKOIO MPUMEHEHHS] CO CXOXXHUM MEXaHHU3MOM
(hapMaKoJIOTHIECcKOTO NEHCTBHS, OO0 CO37aBaTh TUCKPUMHUHAIIMOHHBIE YCIOBHS JUISI OJHUX YYaCTHHKOB IT0
CPaBHEHHIO C IPYTUMH yYaCTHUKAMH, & UMEHHO:

1) mpenocTaBisITh Pa3IMYHOE KOJUYECTBO BPEMCHH ISl BBICTYIUICHHH YYaCTHUKOB, pa3jMdYHBIC IO
pasMepy 3aHMMaeMOW IUIOMIATU MecTa Ui JEMOHCTpPAllii O0paslloB JIEKApCTBEHHBIX IPEMapaToOB I



MCIUIUHCKOT'O MPUMCHCHUSA WM PEKIIAMHBIX MAaTCpHUAJIOB O JICKAPCTBECHHBIX IIp€raparax I MEAUIUHCKOI'O
NMPUMCHEHUA Ha OJKCIIO3UIHAX, CTCHIOAX, 3a MCKIIIOYCHHUEM CJIy4acB, €CJIN TaKWE€ YCJIOBHUA 3aKPCIIJICHBI B
COTJIAICHHUAX 3TUX OpPr aHH3aHPII71, nux Hpe[{CTaBHTeJ’ICﬁ 0 (1)I/IHaHCI/IpOBaHI/II/I YKa3aHHbIX MepOHpI/IHTI/Iﬁ nu
06YCJ'IOBJ'ICHI)I Ppa3JIMYHbIMU 3aTpaTaMU YYaCTHUKOB Ha UX OpTraHU3alUIO,

2) ycTraHaBIMBATh pa3Mep B3HOCA I YYACTHHKOB MEPOIPHITHH, yKa3aHHBIX B ab3ame MepBOM
HACTOSIICH YacTy, MPEBBILAIIIUNA CYMMY 3aTpaT Ha OpraHU3allMi0 YKa3aHHBIX MEPONPUSTUA U BEAYIIUH K
HE0OOCHOBaHHOMY OTPAaHUUYCHUIO YHCIIA UX YIACTHUKOB.

2. OpraHuzanuy, yka3aHHble B ab3are mepBoM 9actu 1 crateu 67.1 HacTosmero deaepanbHOTO 3aKOHA,
WX TIPEJICTABUTEINN, OCYIIECTBIISIONINE OPraHu3auio U (1K) (PMHAHCUPOBAHUE MEPONPUATHH, YKa3aHHBIX B
yacTh | HacTosAme# craThy, 00s3aHBI OOECIEUUBATH NOCTYN K HH(pOpManuu O Jare, MECTe U BPEMEHU
MIPOBEICHISI YKa3aHHBIX MEPOIPHUATHH, TUTaHaX, MPOrpaMMax MPOBEICHUS YKa3aHHBIX MEPOTIPUATHIA U TeMax,
IUIAHUPYEMBIX JUISi PAacCMOTPEHHUS, COCTaBe HMX YYaCTHHKOB IIyTeM pa3MEIICHHUS COOTBETCTBYIOIICH
nH(pOpMaIIMU Ha CBOMX O(HIMATIBHBIX caiTax B ceTw "HHTepHeT" He MO3JHEE NBYX MECALEB 10 Hayaia
MIPOBEICHISI YKA3aHHBIX MEPOTIPUATHIA.

3. Nudopmarusi o mpoBeNeHUH MEPOTPHUATHIA, YKa3aHHBIX B YacTH | HACTOAIIEW CTaThbH, B CPOK,
YCTAHOBJICHHBIA YacThl0 2 HACTOSIIEH CTaThd, [OJDKHA OBITh HampaBliceHa B (QelepalbHbli  Opra
UCTIONIHUTENBHON BJIACTH, OCYILECTBISIOMNN (PYHKIUN IO KOHTPOJIIO M HAI30py B cdepe 3ApaBOOXpaHEHUs,
JUTSL TTOCIICAYIONIETO pa3MelleHus ee Ha O(pHIMaNbHOM caiiTe 3TOTro opraHa B cetu "MuTepHet".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE 3AKOHOJATEJIBCTBA
POCCUMCKOM ®EJEPAIIVUU ITPA OGPAIIIEHUM JIEKAPCTBEHHBIX CPEJICTB
N BOSMEIEHUME BPEJA, IPUMUHEHHOI'O 3JOPOBBIO I'PAXKJIAH
BCJIEACTBUE IIPUMEHEHMSA JTEKAPCTBEHHBIX ITPEITAPATOB

Cratbs 68. OTBeTCTBEHHOCTh 32 HapylleHHe 3aKoHoaaTeJbcTBa Poccuiickoii @enepauyu npu
00palleHH N JIEKAPCTBEHHBIX CPEICTB

1. Hapymenue 3akoHonmatensctBa Poccuiickoit deneparyiy pu 0OpaIieHnd JIEKaPCTBEHHBIX CPENICTB
BJIEUET 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJIaTeIbcTBOM Poccuiickoit depepanui.
(B pen. ®enepanpHoro 3aKoHa oT 22.12.2014 N 429-03)

2. 3a HeTpeACTaBJICHNUE WM HECBOEBPEMEHHOE IIpeJICTaBIeHne HHPOopMaliK U (W) TOKyMEHTOB JIN0O
MPEJICTABICHUE HEJAOCTOBEPHBIX HMHPOpManuu # (WIM) JOKYMEHTOB, IPEIyCMOTPEHHBIX HACTOSIIMM
®denepalbHBIM 3aKOHOM, CYOBEKTHI OOpalleHHus JeKapCTBEHHBIX CpPEJCTB HECYT OTBETCTBEHHOCTh B
COOTBETCTBHHU C 3aKOHOJATENbCTBOM Pocculickoit @eaepanuu.

(wacte 2 BBenmeHa DenepanbHBIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

Crartba 69. Bo3meimenue Bpeaa, NPUYUHEHHOTO0 310POBLI0O I'pPakAaH BCJICACTBUEC NMPUMCECHCHUS
JICKAPCTBEHHBLIX IIPpE€MmapaToB

1. Ilpon3BoauTens JEKapCTBEHHOTO Tpernapara 00si3aH BO3MECTUTH BpEHA, MPUIHMHEHHBIH 3I0POBBIO
rpakJaH BCJIEACTBUE IPUMEHEHHUS JIEKAPCTBEHHOIO IIpenapaTa, €ciiu J0Ka3aHo, YTo:

1) JexkapCTBEHHBIH NpenapaTr NPUMEHSUICS MO HA3HAUYEHHIO B COOTBETCTBUM C HMHCTPYKIHMEH IO
MIPIMEHEHHUIO JIeKapCTBEHHOrO TMpermapara W MPUYMHOW Bpena SBWIICS BBOJ B TPAXKIAHCKUH 00OpOT
HeZ00pOKaYeCTBEHHOTO JIEKAPCTBEHHOTO Mperapara;

2) Bpel 300POBBIO IPUYMHEH BCIICACTBUE HEJOCTOBEPHONW MH(POPMALINK, COlEpKAIEeHcs B MHCTPYKIIMU
10 IPUMEHEHUIO JICKApCTBEHHOIO IIperapara, U3laHHOH IPOU3BOJUTENIEM JIEKAPCTBEHHOI'O IIpenapata.

2. B cmyuae, ecnu Bpen 3A0POBBIO TPAXKIAH NMPUYMHEH BCIEIACTBHE IMPHUMEHEHHUS JIEKApCTBEHHOTO
mpenapara, NpUIIeIIIero B HEroJHOCTh B PE3yJIbTaTe HAPYLICHUS MTPaBUJ XPaHEHUS JIEKAPCTBEHHBIX CPENCTB,
MPaBUJI ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMH IpemapaTaMi, MpPaBUil OTIYCKa JIEKapCTBEHHBIX INPENapaToB,
MpaBUJI M3TOTOBJICHHWSI M OTIyCKa JIEKAPCTBEHHBIX IMIPEMapaTtoB, BO3MEIICHHWE BpeAa OCYIIECTBISIETCS
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COOTBETCTBEHHO OpraHU3allMei ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEJCTBAMH, allTEYHON OpraHU3aluei,
VHANBUIYATBHBIM TPEANPHHAMATENEM, UMEIOMIMMHA JUICH3UI0 Ha (hapManeBTHIECKYIO NesATeNbHOCTh WIIH
JUICH3UI0 Ha MEIUIHMHCKYI0 JeSTENbHOCTh, MEAWIMHCKON OpraHu3alued, WMEIOIIeH JHIEH3UI0 Ha
(hapMaleBTHUECKYIO ACATEIBHOCTh (€€ 000CO0ICHHBIM ToApa3aeicHueM (aMOynaTopueH, QeabaAmepcKuM 1
(henpamepcko-akymepckuM MyHKTaMH, IEeHTpoM (oTAelieHHeM) oOrneil BpaueOHON (CeMEWHOM) MPaKTHKH),
pPacCIOJIOKEHHBIM B CEJIBCKOM HACEICHHOM ITyHKTEe, B KOTOPOM OTCYTCTBYET AalTedHas OpraHu3aius),
JOMYCTUBIIUMH NPOJIAXKy WIH OTIYCK TaKOTO JIEKAPCTBEHHOTO Ipenapara.

(B pen. @enepanpHOro 3aKkoHa oT 25.11.2013 N 317-D3)

3. Bo3merieHnue Bpena, IPUUMHEHHOTO 370POBBIO I'PaKIaH BCICACTBHE NPUMEHEHHS JIEKapCTBEHHBIX
MpenapaToB WIH COBEPIIECHHS MPOTHBONPABHBIX AEHCTBUI CyObeKTaMH OOpalleHHs JIeKapCTBEHHBIX CPENICTB,
OCYLIECTBIISIETCS] B COOTBETCTBUH € 3aKOHOJATENBCTBOM Poccuiickoit denepanuu.

I'masa 16. 3SAKJIIOYUTEJIBHBIE ITOJIOKEHUA

Crartpbs 70. O npU3HAHMH YTPATHBIIMMM CWIY OTAEJbHBIX 3AKOHOAATEJIbHbIX AKTOB (I10JI0OKEHU I
3aKOHOJATeJbHBIX aKTOB) Poccuiickoii ®enepanuu

[Tpu3HaTh yTPaTUBIIMMH CUIY:

1) ®enepanprbrii 3akoH oT 22 wroHA 1998 Toma N 86-03 "O nexapcrBeHHBIX cpencTBax' (CoOpanue
3aKoHOaaTeNnbcTBa Poccutickoit eaeparuu, 1998, N 26, ct. 3006);

2) @enepanpabiii 3ak0H OoT 2 sHBaps 2000 roma N 5-®3 "O BHeceHWH W3MEHEHUS W JOMOIHEHUHA B
Oenepanpbiif 3akoH "O nexkapcTBeHHBIX cpeacTBax’ (Cobpanue 3akoHonatenscTBa Poccuiickoit @enepanmu,
2000, N 2, cr. 126);

3) cratpio 40 dexpepanpHoro 3akona ot 10 suBapst 2003 roga N 15-03 "O BHeCCHHUH HU3MEHCHHH U
JIONOJIHEHUH B HEKOTOpPbIE 3aKOHOJATeNibHble akThl Poccuiickoil ®enepaivi B CBSI3W C MPUHSITHEM
®enepanpHoro 3akoHa "O TUIIEH3UPOBAHUH OT/ENBHBIX BHJIOB AesTeabHOCTH" (CoOpaHue 3aKOHOIATEeNIbCTBA
Poccuiickoit ®enepanuu, 2003, N 2, ct. 167);

4) crateio 31 ®enepanproro 3akona oT 30 wmrors 2003 roma N 86-®3 "O BHeceHWHM WU3MEHEHHUH H
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOAATeNbHbIE akThl Poccuiickoit deneparvu, MpU3HAHUY YTPATUBIIMMHU CHUITY
OTJICNIbHBIX 3aKOHOJATENBHBIX aKTOB Poccuiickoit ®denepanuu, MNPEIOCTABICHHUH OTICIbHBIX TapaHTHH
COTPYJIHHKAM OpPraHOB BHYTPEHHMX [ICJI, OPraHOB 10 KOHTPOJIIO 3a 000POTOM HApPKOTHYECKHUX CPEJICTB U
MCUXOTPOMHBIX BEHIECTB W YOpas3gHsIeMbIX (efepaabHbIX OPraHOB HAJIOTOBOM TOJMIMH B CBSI3H C
OCYIIECTBICHHEM Mep [0  COBEPIISHCTBOBAHWIO  TocymapcTtBeHHoro  ympamienus"  (CoOpanue
3aKoHoaTenpCcTBa Poccuiickoit denepammu, 2003, N 27, ct. 2700);

5) crateio 101 denepansHoro 3akona ot 22 asrycra 2004 roga N 122-®3 "O BHeceHHHM W3MEHEHHH B
3aKoHonaTenbHble akThl Poccuiickoit denepanuu W OPU3HAHUM YTPATUBIIMMU CHIy HEKOTOPBIX
3aKOHOIaTENHHBIX akTOB Poccuiickoit Denepannu B CBsi3u ¢ npuHiaTHeM DemeparbHbIX 3akoHOB ""O BHECEHNUH
M3MEHEeHU U nomnoiaHeHuit B denepanbHbii 3akoH "O0 00MUX MPHUHIMIIAX OPTaHU3AINHA 3aKOHOMATEIHHBIX
(IpencTaBUTENBHBIX) ¥ HWCHOJHUTEIBHBIX OPraHOB TOCYJAapCTBEHHOW BiacTh CyObekToB Poccuiickoit
Oepepanuu” u "OO6 00IMUX MPUHITUTIAX OpraHU3AIMA MECTHOTO caMoyTpaBieHus B Poccuiickoit @enepanun’
(Cobpanne 3akonomatenbeTBa Poccniickoit @enepanuu, 2004, N 35, ct. 3607);

6) cratbio 28 denepanpHOro 3akoHa ot 18 nexadps 2006 roga N 231-03 "O BBeeHUH B JCUCTBUE YaCTH
geTBepTor ['paxkmanckoro kojekca Poccumiickoit @enepanmu” (CoOpaHne 3akoHOmaTeIhCTBAa Poccuiickoit
Oenepanun, 2006, N 52, ct. 5497).

Cratbs 71. Beryniienue B cuiry HacTosimero ®deepaibHOro 3aKkoHa

1. Hacrosimii @enepansHblil 3aK0H BCTymaeT B cuity ¢ 1 centsops 2010 rona.

2. JlekapCTBEHHBIE CpEJICTBA, 3apPETUCTPUPOBAHHBIC 1O JHS BCTYIUIGHHUS B CHIIy HACTOSIIETO
QenepadbHOTO 3aKOHA, MOJIEKAT BKIIOYEHHIO B TOCYJApPCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX CPEICTB C
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BHECCHHEM YyKa3aHHBIX B dacTu | crtateu 33 HacTosmero demepaJbHOrO 3aKOHA CBEIECHUH 00 JTHX
JIEKapCTBEHHBIX CpencTBaX 0e3 TPOXOXKISHWS BHOBb TIPOIEAYyPHl TOCYAAPCTBEHHON PETHUCTPAIUH
JIEKaQpCTBEHHBIX MPENapaToB.

3. TocynmapcTBeHHasi perucTpanusi JICKapCTBEHHBIX MNpEnapaToB, 3a HCKIOYEHHEM JIEKapCTBEHHBIX
NpenapaToB Ui MEIUIMHCKOTO INPUMEHEHHS, NPEICTABICHHBIX Ha YKAa3aHHYIO PETUCTPALMIO IO JH
BCTYIUICHHUsI B cuily Hactosimero denepanbHOro 3aKoHA, OCYLIECTBISIETCS B COOTBETCTBUU C HACTOSIIUM
denepanbHBIM 3aKOHOM Ha OCHOBAHUHU JOKYMEHTOB M JIaHHBIX, IPECTABICHHBIX 0 AHSA BCTYIICHUS B CHITY
Hacrosmero denepaabHOro 3aKOHA.

(8 pen. ®enepanbuoro 3akona ot 11.10.2010 N 271-D3)

3.1. TocymapcTBeHHass perucTpanys JEKapCTBEHHBIX MPENaparoB AN MEAMLIMHCKOTO NPUMEHEHMS,
MPEICTABICHHBIX HA TOCYAaPCTBEHHYIO PETHCTPALMIO 10 JHS BCTYIUICHUS B CHIIy Hactosmero denepaabHOTO
3aKOHA, U TOCYJapCTBEHHAsl perucTpanus JEKapCTBEHHBIX MPENaparoB A MEAWLUHCKOTrO NPUMEHEHHS,
NpEACTAaBJICHHBIX Ha JKCIICPTU3Y JICKAPCTBCHHBIX CPEACTB A0 JAHA BCTYIUICHUSA B CHIIY HACTOALICTO
denepasbHOIO 3aKOHAa B LENAX UX MOCIEHYIOUIeH I'OCYAapCTBEHHOM PErucTpanuy, OCYIIECTBIISIOTCS HA
OCHOBaHUH JTOKYMEHTOB M JaHHBIX, IPEACTaBICHHbBIX 0 JHS BCTYIJICHUS B CHIly HacTosAuero denepaibHOro
3aKOHa, a TaK)Ke 3asBJICHUS O FOCYAapCTBEHHOMN perucTpaliy JeKapCTBEHHOIO MpenapaTa, IpecTaBIeHHOTO
MIPOM3BOJUTENIEM JIEKAPCTBEHHBIX PETapaTOB UK YIOTHOMOYEHHBIM UM JIUIIOM B COOTBETCTBHH C HACTOSILIUM
®enepalbHBIM 3aKOHOM B YIOJTHOMOYEHHBIN (peepaabHbId OpraH UCIOTHUTEIHHOHN BiIacTu 10 1 mapra 2011
roga, 0e3 TpeOOBaHMS YIUIATBl TOCYJApCTBEHHOW MOUUIMHBI, TMPEIyCMOTPEHHOH 3aKOHOAATEILCTBOM
Poccuiickoii denepanuu o Hajlorax u coopax.

(gacts 3.1 B pen. degepanpHOTO 3aK0Ha OT 29.11.2010 N 313-D3)

3.2. IloaTBep:k/IeHUE TOCYAAPCTBEHHON perucTpanuy JeKapCTBEHHBIX NMPEenapaToB Uil MEIUIIMHCKOTO
MIPUMEHEHUS, MPEICTaBICHHBIX U MOATBEPKACHHSA TOCYAAPCTBEHHONM PETHCTPAallMy OO AHSA BCTYIUIEHHS B
cwity HacTosimero denepanbHOro 3aKOHA, M MOATBEP)KICHUE TOCYJapCTBEHHOW PETHCTPALMN JIEKAPCTBEHHBIX
MIpernapaToB st METUIIMHCKOTO IPUMEHEHUS, TIPEICTaBICHHBIX Ha SKCIIEPTHU3Y JIEKapCTBEHHBIX CPEACTB JI0 THS
BCTYIUIEHUsI B CHIIy HacTosulero @®eaepaabHOro 3aKOHAa B IIENSX IOCIETYIOIIEro IOATBEPXKICHHUS HX
roCyIapCTBEHHOM PETUCTPALlH, OCYIIECTBISIOTCS Ha OCHOBAaHUH JOKYMEHTOB M JaHHBIX, IPEACTABIEHHBIX JIO
IHS BCTYNJIEHHWs B CHIy HacTosmero @enepampbHOro 3aKOHA, a TAKKE 3asBICHUSA O MOATBEPKICHHUU
TOCYy/IapCTBEHHOM  pEeTrMCTpaliil  JIEKapCTBEHHOTO  Ipenapara, [MpeJICTaBIEHHOTO0  IPOU3BOAUTENEM
JIEKapCTBEHHBIX NPENAPaTOB WM YIIOJTHOMOUYEHHBIM UM JIUIIOM B COOTBETCTBHH C HAacTOAINUM PDenepanbHbIM
3aKOHOM B YIOJHOMOYEHHBIH (penepaiabHbIi OpraH HCIIONHUTENbHOW Biactu A0 1 mapra 2011 roma, 6e3
TpeOOBaHMUs YIUIAThl TOCYAAPCTBEHHOM TMOIUIMHBIL, MPEIyCMOTPEHHOW 3aKOHONATENbCTBOM Poccuiickoit
®denepanmu 0 Hanorax u cbopax.

(dacts 3.2 B pen. degepanpHOTO 3aK0Ha OT 29.11.2010 N 313-D3)

3.3. [IpunaTHe pemeHus 0 BHECEHUH M3MEHEHHUI B JTOKYMEHTHI, COJEp Kalluecs] B PErHCcTPalMOHHOM
JI0ChE Ha 3aperuCTPUPOBaHHBIN JIEKapCTBEHHBIN MTpenapar s MEAUIIMHCKOT O IPUMEHEHUS U IIPEICTaBICHHBIE
710 THS BCTYIUIEHHUS B cHily HacTtosiero denepanbHOro 3akoHa, U MPUHATHE PELIEHNs O BHECEHUN U3MEHEHUI
B JIOKyMEHTBI, COZIEPIKaIleecs B PETUCTPAIMOHHOM J0ChE Ha 3apEeTUCTPUPOBAHHBIN JEKapCTBEHHBIN Mpernapar
JUTS METUIIMHCKOTO TPUMEHEHHWS W TPEJCTaBICHHBIE Ha JKCIEPTHU3Y JIEKapCTBEHHBIX CPEACTB 110 MHS
BCTYIUIEHUS B CHJIy HacTosAuiero denepalbHOrO0 3aKOHA, OCYIIECTBISIOTCS HA OCHOBAHWU JIOKYMEHTOB U
JaHHBIX, IPECTABIEHHBIX /IO THS BCTYIUICHHUS B CHUTy HacTosAmero deaepanbHOTO 3aK0HA, @ TAK)KE 3asBICHAS
0 BHECEHMH M3MEHEHHH B JTOKYMEHTHI, COJEpKaINecsd B PErHCTPAlMOHHOM JOChE Ha 3apPETUCTPUPOBAHHBIN
JIEKapCTBEHHBIM Mpemapar Uil MEIULIUHCKOrO0 IMPUMEHEHHUs, TNPEACTAaBICHHOIO MPOU3BOAUTEIEM
JIEKapCTBEHHBIX NPENAPATOB MM YIIOJTHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBUHU € HAacTOSAIUM DenepaibHbIM
3aKOHOM B YIIOJIHOMOYEHHBIH (efiepabHblii OpraH WCIoNHUTENbHOW Biactu jo 1 mapra 2011 roma, 6e3
TpeOOBaHMUS YIUIATHl TOCYAAPCTBEHHOM MOIUIMHBL, MPEIyCMOTPEHHONW 3aKOHONATENbCTBOM Poccuiickoit
denepanuu o Hajorax u cbopax.

(gactp 3.3 B pen. @eaepansHoro 3akona ot 29.11.2010 N 313-03)

3.4. Beigaua pa3penieHuil Ha IpoBeIeHNE KIMHUIECKIX HCCIIeI0BAaHIH JIeKapCTBEHHBIX MTPEapaToB s
MEIULIUHCKOTO TPUMEHEHHUS IO 3asBJICHUSM, IOJAHHBIM JO JHS BCTYIUICHUS B CUJIY HACTOSIIETO
@DenepalbHOTO 3aKOHA, a TAKXKE IO 3asBICHHSM, IMOJAHHBIM TIOCIE IHS BCTYIUIEHUS B CHJIYy HACTOSIIETO
@DenepanbHOTO 3aKOHA Ha OCHOBAHHWH JKCIIEPTH3, MPOBEACHHBIX O IHS BCTYIUIEHUS B CHJIYy HACTOSIIETO
®denepanbHOrO 3aKOHA, OCYIIECTBISIETCS B COOTBETCTBUU ¢ HacTosAmuM denepanibHbBIM 3aKOHOM Ha OCHOBaHUU
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JOKYMEHTOB U J[IaHHbIX, NPEJICTABJICHHBIX MJIM MOJIYYEHHBIX OO AHSA BCTYIUICHUS B CHJIy HACTOSILETO
denepabHOIO 3aKOHA, a TaKKe HAa OCHOBAaHMU KONMHU IPEABAPUTENBHOIO JO0rOBOpa 00s3aTENbHOTO
CTpaxOBaHUs JKU3HHU, 3/10pPOBbS MALMEHTOB, YYaCTBYIOUIMX B KIMHUYECKOM MCCIIEIOBAaHUM JIEKAPCTBEHHOTO
mnpenapaTta Uisi MEAWIUHCKOTO MPHMEHEHUsS, WM KONHMH JOroBOpa O0s3aTelNbHOTO CTPaXOBaHMS >KH3HU,
3I0pOBbsl IALIMEHTOB, YYaCTBYIOIIMX B KIMHHYECKOM HCCIEIOBAHUHM JIEKAPCTBEHHOI'O IIpernapara Juls
MEAUIMHCKOTO MPUMEHEHHs, JU00 NPEACTaBIEHHON KOMMU [OroBopa OO0s3aTEIbHOIO CTPaxOBAaHUS,
3aKJIOYEHHOTO B COOTBETCTBHUM C THIIOBBIMH IPAaBUJIAMU O0S3aTEIBHOTO CTPAaXOBaHUS, C YyKa3aHHEM
IpEeNbHON YHCICHHOCTH MAIMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUH JIEKaPCTBEHHOTO
mpenaparta I MEOULIMHCKOIO IIPUMEHEHHs, Oe3 TpeOoBaHMSA YIUIaThl TOCYJAPCTBEHHOH IOLUIMHBI,
MpeayCMOTPEHHOH 3aKoHOAaTenbcTBOM Poccuiickoit @enepanyn o Hajorax u coopax.

(uactp 3.4 B pen. @enepansHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTtpupoBaHHBIE B WHOCTPAHHON BaiOTE [0 JHS BCTYIUIEHHS B CHJIY HACTOSIIETO
@denepaqbHOTO 3aKOHA IPENEIbHBIE OTIYCKHBIE II€HBI MHOCTPAHHBIX MPOU3BOAUTENEH Ha JEKapCTBEHHbIE
TIperapaTsl, BKIIOUYEHHBIE B TIEPEYCHD KU3HEHHO HEOOXOIMMBIX M BaXHEHIIINX JIEKApPCTBEHHBIX MPENapaToB,
mojaJiexxar rmnepecueTy B pyomn mo kypcey LlentpampHoro ©Oanka Poccuiickoit ®demepannu Ha narty,
ycranorieHHyo [IpaButenscTtBoM Poccuiickoiit deneparuu, 63 MpeaCcTaBICHUS 3asBICHUS O MIEPECUCTE ICHBI
C BHECEHHUEM COOTBETCTBYIOIIMX W3MEHEHUN B TOCYJAapCTBEHHBI pEeCTp MNPEACNbHBIX OTIYCKHBIX LEH
MIPOM3BOANTENIEH Ha JIeKapCTBEHHBIC TNpEnapaThl, BKIIOYCHHBIC B IEpPEUYeHb XU3HEHHO HEOOXOIUMBIX W
BKHEHIIINX JIEKAPCTBEHHBIX MPETapaTOB.

(dactp 3.5 BBenena @eaepansHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIEC A0 IHS BCTYIUICHUS B CUTy HacTosero denepanbHOro 3aKOHA NpeIebHbIC
OTITyCKHBIE€ LIEHBl POCCUNCKUX MPOU3BOJIUTENEH Ha JIEKApCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B IepeueHb
KHU3HEHHO HEOOXOAMMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MPEMapaToB, MoAeKaT HHaeKkcanuu ¢ 1 Hosops 2010
rofia UCXO0.s U3 MPOrHO3UPYEMOTO YPOBHS MH(DISIMY, ycTaHOBICHHOr0 PesiepanbHbIM 3aKOHOM OT 2 1eKadps
2009 roga N 308-®3 "O denepanpaom O6romkete Ha 2010 rox u Ha TuraHoBBIH niepuon 2011 u 2012 romoB" Ha
2011 rog.

(dacts 3.6 BBeneHa PenepanbHbIM 3aKoHOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapra 2011 roga He momyckaroTcs MPOU3BOACTBO U BBO3 B Poccuiickyro denepanuto
JIEKApCTBEHHBIX MPEMAapaToB B YIIAKOBKAX ¢ MAPKHUPOBKOM, KOTOpast OblJIa HAHECEHA JI0 JHS BCTYIUICHUS B CHITY
Hactosmero ®denepansHoro 3akoHa. [lo McTeueHNH yKa3aHHOTO CpOKa JaHHBIE JEKapCTBEHHBIC MpEnapaThl
MOTYT OTITYCKaThCsl, PEAIN30BBIBATHCA, TIEPEAaBAThCS U IPUMEHATHCS JIO NCTEUCHUS X CPOKA TOJTHOCTH.

(B pen. enepanbHbix 3ak0HOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co gus BCTymieHHS B cuiy Hacrosmiero ®exepampHoro 3akoHa u mo 30 ampens 2011 roma
BKITIOUHUTENILHO JIOMYCKAETCSl MPOBEICHHE KCIEPTU3bI JIGKAPCTBEHHBIX CPEICTB IKCIEPTAMHU JKCIEPTHOTO
YUPCKACHUA N0 MPOXOXKIACHNUA UMH aTTECCTALlUU B ITOPAJIKE, YCTAHOBJICHHOM YIIOJTHOMOYCHHBIM q)e):[epaHLHLIM
OpPraHoM HCIIOJHUTENbHOW BIIACTH.

5. Co mHa BcrymieHusi B cuily Hacrosimero @enepanbHoro 3akoHa u mo 31 gexabpst 2013 roga
BKJTFOUUTEIIEHO OCYIIECTBIBIETCS TIEPEX0a K TIPOM3BOJICTBY JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C
MpaBUJIaMU OpraHU3alliy MPOU3BOACTBA U KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPENICTB, YKa3aHHBIMU B YACTU
1 crateum 45 nHacrosmero @denepaabHOro 3aKOHA, B MONHOM o0beMe. Cpoku mepexojila HpOM3BOJCTBA
JIEKAPCTBEHHBIX CPEACTB K MX IMPOU3BOJICTBY B COOTBETCTBHH ¢ KOHKPETHBIMH TPeOOBAaHUSIMHU JAHHBIX ITPABUJI,
BKJIFOYAsl CPOKH aTTECTAlMH YIIOJTHOMOYECHHBIX JIUI, YKa3aHHBIX B YacTAX O WM 7 cTarbé 45 HACTOSIIETrO
®depepanbHOro 3aKkoHa, ycraHapnuawTcs [IpasurensctBoM Poccuiickoit denepanuu.

6. Jlunien3un Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPENCTB, BhIaHHbIe 10 1 ssHBaps 2014 roga, nedCcTBYIOT
nocine 1 ssaBapst 2014 roaa 10 uCTEUEHHs CPOKA UX IEUCTBUS MPU YCIOBUHU COOTBETCTBHUS JIMLIEH3UATA ITPABUIIaM
OpraHU3alliy MPOU3BOJICTBA U KOHTPOJISI KaUueCTBa JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTu 1 cratbu 45
Hacrosmero demepabHOTO 3aKOHA.

7. ®opMuUpoBaHUE TOCYJAPCTBEHHOIO 33/IaHUSl Ha TPOBEJCHUE JKCIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB
(dhenepanbHOMY TOCYIapCTBEHHOMY OIOJKETHOMY YUPESKICHHUIO MO MPOBEACHUIO SKCIICPTH3HI JICKAPCTBEHHBIX
CpeAcTB W (UHAHCOBOE OOCCIIEUCHUE BBITIONIHEHHUS OTOrO 3aJIaHUsl OCYIICCTBIISIIOTCS B IOPSIKE,
ycranoBieHHOM DenepaibHBIM 3aK0HOM OT 12 staBaps 1996 roma N 7-®3 "O HEKOMMEPUYECKHUX OpraHu3ammsx" .
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(gactp 7 BBenmena deaepanbHbIM 3akoHOM 0T 29.11.2010 N 313-03)

IIpe3unent
Poccuiickoit ®enepanuu
JAMEJIBEIEB
Mocksa, Kpemib

12 anpens 2010 roga

N 61-®3
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