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I'nasa 1. OBIIIUE ITOJIOKEHU A
Crarb4 1. [Ipeamer peryjupoBanusi HacTosiiero MegepajbHOro 3aK0Ha

1. Hactosimumii @enepanbHbIi 3aKOH PETyJIUPYET OTHOIIECHHUS, BOSHUKAIOIINE B CBSI3U C 00-
palIcHuEM - pa3pa60TK0171, JOKIIMHUYCCKUMHU HUCCICIOBAHUAMHU, KIMHUYCCKUMH HUCCICIOBAHUA-
MH, SKCIIEPTU30M, TOCYAAPCTBEHHOW pETUCTpaILME, CO CTaHAApPTU3allMed U ¢ KOHTPOJIEM Kaye-
CTBa, IPOU3BOACTBOM, U3TOTOBJICHUEM, XpaHEHUEM, TIEpeBO3KOM, BBO30oM B Poccuiickyio dene-
pauuio, BIBO30M U3 Poccuiickoit Denepanun, pekiiamoil, OTIYyCKOM, pealu3aluei, nepeaaden,
MPUMCHCHUCM, YHUYTOXKCHUCM JICKAPCTBCHHLIX CPCACTB.

(B pen. ®eaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

2. Hacrosmmii ®enepanbHblii 3aKOH yCTaHABIMBAET MPUOPUTET FOCYAAPCTBEHHOIO PETY-
JTUPOBaHUs 0E30MacHOCTH, KauecTBa U d(PHEKTHBHOCTH JICKAPCTBEHHBIX CPEACTB MpHU UX obpa-
LICHUH.



(B pen. denepanpHoro 3akoHa ot 25.06.2012 N 93-03)
Cratsbsa 2. Cdepa npumeHeHns HacTosiero denepajbLHOro 3aK0OHA

Hacrosmuit ®enepanbHblii 3aKOH MPUMEHSIETCSI K OTHOIICHUSM, BO3HUKAIOLIUM TPU 00-
pallleH1H JIEKAapCTBEHHBIX CPEACTB Ha Tepputopuun Poccuiickoit deneparumu.

Crarb4 3. 3akoHOAATEJIBCTBO 00 00pPALIEeHUH JIEKAPCTBEHHbIX CPEICTB

1. 3akoHONATEILCTBO 00 OOpaIeHUH JIEKAPCTBEHHBIX CPEJCTB COCTOMT W3 HACTOSIIETO
denepanbHOTO 3aKOHA, IPYTuX (hefepabHBIX 3aKOHOB M MHBIX HOPMATHUBHBIX MPABOBBIX aKTOB
Poccuiickoit deneparumu.

1.1. 3akoHOAaTENBCTBO 00 OOpAIEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOLICHUHU IOpUIUYC-
CKMX JIMI] 1 UHAWBUIYAJIbHBIX MPEANPUHUMATENCH, OCYIIECTBIISIONNX EATEIbHOCTh HA TEPPHU-
TOpUH MEXIYHAPOJHOTO MEIUIIMHCKOTO KIIACcTepa, MPUMEHSETCS C Y4eTOM OCOOCHHOCTEH,
YCTaHOBJIEHHBIX DenepanbHbIM 3aK0OHOM "O MEXAYHAPOJIHOM MEAUIIMHCKOM KJIacTepe U BHECE-
HUU U3MEHEHUH B OT/ENIbHbIE 3aKOHOJaTeNbHbIe akThl Poccuiickoit deneparun'.
(uacts 1.1 BBengena denepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. lleiictBue Hacrosero deaepanbHOT0 3aKOHA PaclpoCcTpaHseTcs Ha oOpaleHne HapKo-
TUYECKUX JICKAPCTBEHHBIX CPEICTB U ICUXOTPOIHBIX JEKAPCTBEHHBIX CPEICTB C Y4ETOM OCO-
OCHHOCTEH, YCTaHOBJICHHBIX 3aKOHOJATENbCTBOM Poccuiickoit dexepanyii 0 HAPKOTHYECKUX
CpEeACTBax, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MpEeKypcopax.

3. HeiictBue Hactosmero denepalbHOTO 3aKOHA PACHpPOCTPAHSETCS Ha OOpalieHue pa-
nuodapMaIeBTHIECKUX JICKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTAHOBJICHHBIX 3a-
KoHO1aTenbcTBOM Poccuiickoit @enepariii B 00651acTi o0ecrieueHus paauaioHHON 6e30macHo-
CTH.

4. Ecnn MexnyHapoaHbIM foroopom Poccuiickoit denepannn ycTaHOBIEHBI MHBIE ITpa-
BUJIA, Y€M T€, KOTOpBIE NMPENyCMOTpeHBl HAacTosAmMM DenepanbHbIM 3aKOHOM, NPUMEHSIOTCS
IIpaBUjIa MEXIYHAPOIHOIO JOTOBOPA.

4.1. PelieHusi MEXTOCYJAPCTBEHHBIX OPTraHOB, MPUHATHIC HA OCHOBAHUU MOJIOKEHUN MEXK-
IyHapoAHbIX 10roBopoB Poccuiickont denepanuu B UX UCTOJIKOBAaHUM, IpoTuBOopedameM Kon-
ctutyuun Poccutickoit denepaiuu, He moAiexKaT UCOJIHEHUIO B Poccuiickoit @enepanuu. Ta-
KO€ MPOTHBOPEYHE MOXKET OBITh YCTAHOBJIEHO B MOPSJAKE, ONpEIeIIEHHOM (enepaibHbIM KOH-
CTUTYLIMOHHBIM 3aKOHOM.

(uactp 4.1 BBenena @enepanbHbiM 3ak0HOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoit denepaniu B COOTBETCTBUM C MEXKAYHAPOIHBIMH J0oroBopamu Poccuii-
ckoii denepanuu u (WIK) Ha OCHOBE MPUHIIMIA B3aUMHOCTH MPU3HAIOTCS PE3YJIbTAThl KIMHUYE-
CKUX HCCIICIOBAHUM JICKAPCTBEHHBIX MPENAPATOB ISl MEAUIIMHCKOIO MPUMEHEHUS, TTPOBEICH-
HBIX 3a npenenamu reppuropun Poccniickoit denepanuu.

CraTtbs 4. OcHOBHbBIE NOHATHS, HCIIOJIb3yeMble B HacTosineM PenepaabHOM 3aK0He

Jns nenent Hacrosmero denepanbHOro 3aK0Ha UCIIOIB3YIOTCS CIEAYIOLIME OCHOBHBIE I10-
HATHSA:

1) nekapcTBEHHBIE CPEJCTBA - BEIIECTBA MM MX KOMOMHAIIMHU, BCTYMAIOIIUE B KOHTAKT C
OpraHM3MOM Y€JIOBEKA WM JKMBOTHOI'O, IIPOHUKAIOLIME B OPraHbl, TKAHW OpraHU3Ma 4eI0BEKa



WIN KUBOTHOTO, MIPUMEHSEMbIE JJIs1 NTPOQMIAKTUKY, JUATHOCTHKH (32 MCKIIOYEHHUEM BEIIECTB
WINA UX KOMOUHAIWHA, He KOHTAKTUPYIOLINX C OPraHM3MOM YEJIOBEKa WM KUBOTHOTO), JICUCHUS
3a0o0JeBaHus, peadMIINTAINH, U1 COXPAHEHUSs, IPEIOTBPAIICHUS WIH NPEPhIBaHUS OEpEMEHHO-
CTH U TIOJy4YEHHBIE U3 KPOBH, IUIa3Mbl KDOBHU, U3 OPraHOB, TKAHEW OPraHNW3Ma YEJIOBEKA MU JKH-
BOTHOT'O, paCTeHUI, MUHEPAJIOB METOJIaMH CHHTE3a WIHM C NMPUMEHEHUEM OMOJIOTHYECKUX TeX-
Hojorui. K jekapcTBEHHBIM cpescTBaM OTHOCATCA (apMalieBTHUECKHE CyOCTaHLUU U JIeKap-
CTBEHHBIE IIPENapaThl;

2) dapmaneBTHuecKas CyOCTaHIMS - JIEKAPCTBEHHOE CPEJCTBO B BUJE OIHOTO WM He-
CKOJIBKHX O0JIafaromux (HhapMaKkoIOruyeckol aKTUBHOCTBIO JCHCTBYIOIIUX BEIIECTB BHE 3aBH-
CHUMOCTH OT MPHPOJBI MMPOUCXOKICHUS, KOTOPOE MpeaHa3HAUEHO IS TIPOU3BOJICTBA, U3TOTOB-
JICHUs JIEKAPCTBEHHBIX MPENapaToB U onpeaesseT ux 3p(HeKTUBHOCTS;

(m. 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BCIIOMOI'aTCJIbHBIC BCHICCTBA - BCUICCTBA HCOPIraHUYCCKOI'O UJIM OPTaHUYCCKOI'O IMPOUC-
XOXKICHUS, UCIIOJB3YEMBIC B ITPOLECCE MPOU3BOACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBIX ITpCIiapa-
TOB U NPpUAAHUA UM H€O6XOI[I/IMI>IX q)HSI/IKO-XI/IMI/I‘ICCKI/IX CBOﬁCTB;

4) nexapCTBEHHbIE IpenapaThl - JEKApCTBEHHbIE CPEACTBA B BUE JIEKAPCTBEHHBIX (HOpM,
MpUMEHSIeMbIE IJIs1 TPO(MUIAKTUKY, AUATHOCTUKH, JICUCHUs 3a00JIeBaHUs, PeaOWIHTALIAH, IS
COXpaHEHHUsI, TPEIOTBPALICHHS WU TPEepbIBaHNs OEpEMEHHOCTH;

5) nekapctBeHHass (hopma - COCTOSHHUE JIEKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIIEE
croco0aM ero BBEJCHUS W MPUMEHEHUS U 0OecTeunBaroliee JOCTHIKEHUE HEOOXOIUMOTO Jie-
4yeOHOro 3P deKxTa;

5.1) no3upoBKa - coaepikaHue OJTHOTO WJIM HECKOJIBKUX JEHCTBYIONIUX BEIIECTB B KOJUYE-
CTBEHHOM BBIPOKEHUHU HA €JIMHHUILY JO3bI, WM SAUHHUIYY 00BbEMa, WM SAUHUIY MAcChl B COOT-
BETCTBHH C JICKAPCTBEHHOUN (HhOpMOIi THOO /JIT HEKOTOPBIX BHUJIOB JIEKAPCTBEHHBIX (HOPM KOJIH-
YECTBO BBICBOOOXKIAEMOT0 M3 JICKAPCTBEHHOH (DOPMBI JCHCTBYIOIIETO BEUIECTBA 33 CIUHUILY
BpPEMEHU;

(m. 5.1 BBenen PenepanabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) mepedeHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEMIIMX JIEKAPCTBEHHBIX IpenapaToB -
yrBepxkaaeMsiid [IpaBurensctBoM Pocculickoit denepanyu nepeyeHs JEKapCTBEHHBIX Mperapa-
TOB /ISl MEIMIIMHCKOI'O MPUMEHEHHsI, 00€CIeUNBAIONINX TPUOPUTETHBIE MOTPEOHOCTH 3/1paBoO-
OXpaHEHHs B IeNAX NPO(UIAKTUKH U JIeueHHUs 3a00JIeBaHUil, B TOM 4YHCIIE MPeoOaIaloniux B
CTPYKType 3a0osieBaecMocTH B Poccuiickoit Deaepannu;

(B pen. denepanpHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble TeKapCTBEHHBIE MPEMapaThl - JEKapCTBEHHbIE Mperaparhl, NpeaHa3HaueH-
HBIC HCKIIFOUUTENBHO JJIi JTUATHOCTHKU WJIM MAaTOTEHETUYECKOro JICUCeHHUs (JIeUeHUs, Harpas-
JIEHHOTO Ha MEXaHW3M pa3BUTHS 3a00yieBaHus) penkux (opdaHHBIX) 3a00JIC€BaHU;
(mm. 6.1 BBenien PenepanabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6.2) OMOJIOTHYECKHE JICKAPCTBEHHBIC Mpenaparhl - JEKapCTBEHHBIC MpEmapaThl, JeHCTBY-
IOI[ee BEIIECTBO KOTOPHIX MPOU3BEICHO MM BBIJACICHO U3 OMOJIOTMYECKOTO MCTOYHUKA WM IS
OTIpEICTICHUSI CBOMCTB M Ka4eCcTBa KOTOPBIX HEOOX0IMMa KOMOWHAIIUS OMOJIOTHYECKUX U (PU3H-
KO-XMMHUYECKUX MeTOJI0B. K OMoMorndeckum JieKapCTBEHHBIM MpernaparaM OTHOCSITCS UMMYHO-
OHMOJIOTHYECKHe JIEKAPCTBEHHBIE MPenapaThl, JEKapCTBEHHBIE MpenapaThl, MOJIYYeHHbIE U3 KPO-
BU, TUTa3Mbl KPOBU YEJIOBEKA M )KUBOTHBIX (32 UCKITIOYCHHEM LIEJIbHOU KPOBH), OMOTEXHOJIOTHYE-
CKHeE JIEKapCTBEHHbIE MTpenapaThl, FTeHOTEPalleBTUYECKUE JIEKAPCTBEHHBIE MTPETapaThl;

(1. 6.2 BBezieH DenepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)



7) UMMYHOOHOJIOTUYECKHE JICKAPCTBEHHBIE Nperaparhl - JIEKApPCTBEHHBIE MperapaThl,
npelHa3HauYeHHbIe A1 GOPMUPOBAHUS aKTUBHOTO WJIM MACCUBHOIO UMMYHHUTETA JIMOO AMArHo-
CTUKU HaJIW4Yus UMMYHHUTETA WU JUATHOCTHKH CHEIH(PUIECKOrO MPUOOPETEHHOTO M3MEHEHUS
MMMYHOJIOTHYECKOr0 OTBETa Ha ajuleprusupyronue BemectBa. K MMMyHOOHONIOTHYECKUM Jie-
KapCTBEHHBIM MperapaTaM OTHOCSTCS BaKIWHBI, aHATOKCUHBI, TOKCHUHBI, CHIBOPOTKH, UMMY-
HOTJIO0YJIMHBI U aJlJIepreHbl;

(m. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6GMOTEXHOJIOTHYECKHE JIEKAPCTBEHHBIE TIPerapaThl - JIEKapCTBEHHBIE IIPeraparsl, Mpo-
U3BOJICTBO KOTOPBIX OCYIIECTBISETCS C UCIOJIB30BaHUEM OMOTEXHOJOTHYECKHX IMPOIECCOB U
MeTo10B (B ToMm uucie JIHK-pekoMOnHaHTHON TEXHOJIOTHH, TEXHOJIOTUN KOHTPOIUPYEMOM IKC-
MPECCUU T€HOB, KOAMPYIOMINX OWOJIOTUYECKH AKTHBHBIC OCIKH B MPOKAPUOTAX U IYKAPHOTAX,
BKJIIOYasi U3MEHEHHbBIE KJIETKH MIIEKOIMUTAIOUINX ), THOPUAOMHOTO METOJla U METOAa MOHOKJIO-
HaJIbHBIX aHTUTEN;

(m. 7.1 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepamneBTHUYECKHE JIEKAPCTBEHHBIC MpenapaThl - JIEKaPCTBEHHBIC IpemapaThl,
(dapmarieBTHYEeCKass CyOCTaHIIUSI KOTOPBIX SIBIISIETCS. PEKOMOMHAHTHOW HYKJIEMHOBOW KHCJIOTOU
VI BKITIOYAET B ce0sl peKOMOWHAHTHYIO HYKJIEHHOBYIO KUCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIISAT
peryIupoBaHue, pernapaiuio, 3aMeHy, J0OaBJICHUE WIH yHaleHHEe TeHETHYECKOW IOCIieoBa-
TETHHOCTH;

(m. 7.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHUYECKHE JIEKAPCTBEHHBIC CPEICTBA - JICKAPCTBEHHBIC TIPEraparsl U apMarieBTh-
YecKkHue CyOCTaHIIUM, COJEprKalue HapKOTUYECKHE CPEICTBA M BKIIIOUCHHBIC B [lepedenp HapKo-
TUYECKHUX CPEJCTB, MCUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAIEKAIINX KOHTPOIt0 B Poc-
cuiickoii denepannu, B COOTBETCTBUHU € 3aKOHOJATeNbCTBOM Poccuiickoin denepanmu, Mexay-
HapoJIHbIMU norosopamu Poccuiickont @denepanuu, B TOM 4nciie ENMHON KOHBEHIMEN O HApKO-
THUYECKUX cpeacTBax 1961 roxa;

9) ICUXOTPOMHBIE JIEKAPCTBECHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpenapaThl U GapMareBTh-
YecKHe CyOCTaHIIMHU, COACpIKAIINe TICHXOTPOITHBIEC BEIIECTBA M BKIIFOUCHHBIC B [lepedenp HapKo-
TUYECKHUX CPEJCTB, MCUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJIEKAIINX KOHTPOIt0 B Poc-
cuiickoi ®denepannu, B COOTBETCTBUHU € 3aKOHOJATeNbCTBOM Poccuiickoin denepanuu, Mexay-
HapoAHbIMU AoroBopamu Poccuiickoit @enepaunn, B ToM yncie KoHBeHIMENH O ICUXOTPOITHBIX
BemecTBax 1971 rona;

10) pagnodapmarieBTUUECKHE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE CPEACTBA, KOTO-
pBIe cofepKaT B TOTOBOM AJi MCTIOIb30BaHUs (opMe OJMH PATUOHYKIH UM HECKOJIBKO PaIu-
OHYKJIUIOB (paJu0aKTHBHBIX H30TOIOB);

10.1) opuruHaIBHBIN JICKAPCTBEHHBIN TIpemapar - JIEKapCTBEHHBINA MperapaT ¢ HOBBIM JIeH-
CTBYIOIIUM BEIIECTBOM, KOTOPBIN IEPBLIM 3apeructpupoBad B Poccuiickon Penepauyu uim B
MHOCTPAHHBIX FOCYJapCcTBaX HA OCHOBAHUHU PE3yJbTAaTOB JTOKIMHUYECKUX MCCIIEIOBAHUMN JIeKap-
CTBEHHBIX CPEACTB U KIMHUYECKHX HCCIEAOBAHUN JIEKAPCTBEHHBIX MPENaparoB, MOATBEPKAA-
IOIUX €Tr0 KauecTBO, 3 (HEKTUBHOCTH U OE30MaCHOCTD;

(m. 10.1 BBenen @exnepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

11) pedepeHTHBIN JIEKapCTBEHHBIN Tpemnapar - JEKapCTBEHHBIA MperapaT, KOTOPBIH HC-
MOJIb3YETCS JJIs OLEHKH OMOA3KBUBAJICHTHOCTH WM TEPaNeBTUYECKONW SKBUBAJICHTHOCTH, Kade-
cTBa, 3PGEKTUBHOCTH U OE30MaCHOCTH BOCIPOM3BEICHHOIO JICKAPCTBEHHOTO MperapaTa Wid
OmoananoroBoro (0Momog0OHOr0) IEKAapCTBEHHOTO Tpernapara (Ouoananora). B kauectse pede-
PEHTHOTO JIEKapCTBEHHOI'O Mperapara Juisi MEIUIIMHCKOTO MPUMEHEHUs! UCIOJb3yeTCs OpUTH-



HAJIbHBINA JIEKAPCTBEHHBINH MpenapaT jJu00, €cld OpUTHHAJIBHBIN JIEKapCTBEHHBIN IMpernapar He
3aperUCTPUPOBAH WIM HE HaxoauTcs B o0opote B Poccuiickoit denepanum u HE HaXOAUTCS B
000pOoTe B MHOCTPAHHBIX TOCYAApPCTBAX, BOCIPOW3BEICHHBIN JIEKAPCTBEHHBIA MpemapaT WU
OmoaHaIOroBhId (OMOMOMOOHBIN) JEKapCTBEHHBIN mpernapaT (OmoaHaor), KOTOPBIH MEPBBIM
3aperucTPUPOBaH U3 YHCIa Haxoasmmuxcs B obopore B Poccuiickoit denepanun, OHMOIKBHUBA-
JICHTHOCTh WJIM TepalrieBTUYeCcKasi SKBUBAJIEHTHOCTb, Ka4eCTBO, 3((HEKTUBHOCTh U 0€30M1aCHOCTD
KOTOPOT'0 OLEHUBAJIMCH [0 OTHOUIEHUIO K OPUTHHAIIBHOMY JIEKAPCTBEHHOMY Ipernapary, a Tak-
)K€ KauecTBO, 3(PPEKTHBHOCTh M 0€301TaCHOCTh KOTOPOTO MOATBEPKIAIOTCS pe3yiabTaTamMu dap-
MaKOHAJ130pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB, HAXOJSALIUXCS B Tpak/aH-
CKOM 000pOT€, YCTaHOBJICHHBIM TPEOOBAHMAM K X Ka4eCTBY. B kauecTBe pedepeHTHOrO Jiekap-
CTBEHHOI'O Tpernapara Jjisi BETEPUHAPHOIO MPUMEHEHUS UCTIOJIb3YETCsl JIEKApCTBEHHBIM Mperna-
pat g BETEPUHAPHOIO MPUMEHEHUS, 3aperucTpupoBanHbiii B Poccuiickoit denepannu Ha oc-
HOBaHUHU PE3YJIbTATOB JOKIMHUYECKUX HCCIIEOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKHUX
HCCJIEIOBAaHHUM JIEKAPCTBEHHBIX MPENapaToB, MOATBEPKAAIOIIUX €ro KauyecTBo, 3H(PEeKTUBHOCTD
1 0€30MacHOCTb;

(m. 11 B pen. ®enepanpHoro 3akoHa OT 27.12.2019 N 475-D3)

12) Bocpou3BEIEHHBIN JEKapCTBEHHBIN Npenapar - JIEKapCTBEHHBIN Ipenapar uisi Meau-
IUHCKOTO MPUMEHEHHSI, KOTOPBI MMEET HKBUBAJICHTHBIA pehepeHTHOMY JI€KapCTBEHHOMY IIpe-
napary KadeCTBEHHBI COCTaB U KOJUYECTBEHHBIN COCTaB JEHCTBYIOIIMX BELIECTB B IKBHBA-
JICHTHOM JIEKapCTBEHHOH (hopme, OO0 JEKapCTBEHHBIN MperapaT JUisl BETepPUHAPHOTO TPUMEHE-
HUSI, KOTOPBIM UMEET TaKHe ke, YTO U peepeHTHBIN JIEKapCTBEHHBIN Mpenapar, KaueCTBEHHBIN
COCTaB M KOJIMYECTBEHHBIA COCTAB JICHCTBYIOIIMX BEIIECTB B TAKOM K€ JIEKAPCTBEHHON (hopme,
OMOAPKBUBAJICHTHOCTh HJIM TEPANeBTHUYECKAasi 3KBUBAIEHTHOCTh KOTOPBIX COOTBETCTBYIOILEMY
pedepeHTHOMY JIeKapCTBEHHOMY Iperapary MOATBEpKIeHa COOTBETCTBYIOUIMMH HCCIeI0BaHU-
SIMU;

(m. 12 B pen. ®enepanpHoro 3akona oT 27.12.2019 N 475-D3)

12.1) TepaneBTHUYECKast 3KBUBAJIEHTHOCTD JIEKAPCTBEHHBIX MPENApaTOB - JOCTUKEHUE KIIH-
HUYECKH COTOCTAaBUMBIX TepareBThdeckoro 3ddekxra u mokazareneit ddpdextuBHOCTH U Oe3-
OMAaCHOCTH TPH MPUMEHEHHM JIEKAPCTBEHHBIX IMPEMapaToB sl MEAMIMHCKOTO MPHUMEHEHHS,
UMEIOIIUX OJHO MEXIyHApOJHOE HENaTeHTOBAHHOE (WJIM XUMHUYECKOE, WIM TPYNIHPOBOYHOE)
HalMEHOBAHNE, B SKBUBAJICHTHBIX JI03UPOBKAX 110 OJHUM M TEM K€ MMOKa3aHUSIM K IPUMEHEHHUIO
U NIPU OAMHAKOBOM CIIOCOO€ BBEJICHHSI Y OIHOM U TOM K€ TPYIIIbl OOJIBHBIX;

(. 12.1 B pen. deaepanbroro 3akona ot 27.12.2019 N 475-03)

12.2) 6uoananoroBbiii (OMOMOMOOHBIN) JICKAPCTBEHHBIN TTpenapar (6rnoaHasnor) - OMOI0TH-
YEeCKHii JIEKapCTBEHHBIN Ipenapar, CXOXKHUH 1Mo mapamerpam KadecTBa, 3((EeKTUBHOCTH U Oe3-
OMACHOCTH ¢ peepeHTHHIM OMOJIOTUYECKUM JIEKAaPCTBEHHBIM IMpPENapaTroM B TaKOil ke JeKap-
CTBEHHOM (hopMe U UMEIOIIHI UISHTHYHBIN CIIOCOO BBEICHHUS,

(m. 12.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3anmo3aMeHsIEMbI JIEKapCTBEHHBIH Mpenapar - JIEKapCTBEHHBIN Mpenapar ¢ JoKa-
3aHHOI TepaneBTUYECKON IKBUBAJIEHTHOCTHIO MM OMO3KBUBAJIEHTHOCTHIO B OTHOIICHUU pede-
PEHTHOTO JIEKApCTBEHHOr'0 Mperapara, UMEIOIUi SKBUBAJICHTHBIE €My KaueCTBEHHBI COCTaB U
KOJIMYECTBEHHBI COCTaB JEMCTBYIOLIMX BELIECTB, COCTAB BCIIOMOTATENIbHBIX BEIIECTB, JEKap-
CTBEHHYIO (popMy U cIoc0oO BBEIICHUS;

(m. 12.3 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OMOSKBHBAJICHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - JTOCTUIKEHHUE COMOCTABUMBIX
HoKa3aresae CKOpOCTU BCACBIBAHMSA, CTENIEHH MOCTYIJICHHUS K MECTY IEHCTBHUS U CKOPOCTH BbI-
BE/ICHUS OJJHOTO MJIM HECKOJBKUX 00Iagaromux (hapMaKkoIorn4ecKoi aKTUBHOCTBIO JCHCTBYIO-
IIMX BELIECTB IIPU NPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO IPUMEHEHHUS,



UMEIOIMX OJHO MEXKIYHApOJHOE HEMaTeHTOBAHHOE (WJIM XUMHUYECKOE, WIH TPYHNITHPOBOYHOE)
HaVMEHOBAaHNE, B KBUBAJICHTHBIX JO3UPOBKAX M IPU OJNHAKOBOM CIIOCOOE BBEIICHHUS;
(m. 12.4 BBenen PexnepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTENBHOE CHIPhE - CBEXKHUE WM BBICYIIEHHBIE pacTeHUs JIH00 MX
YaCcTH, UCIOJIb3YEMbI€ JIJIsi MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3ALMIMU - TPOU3BO-
JTUTENISIMU JIEKAPCTBEHHBIX CPEJCTB MM U3TOTOBJICHUS JIEKAPCTBEHHBIX MPENapaToB anTeYHbIMU
OpTraHHU3aIUsIMU, BETEPUHAPHBIMU ANTEYHBIMU OpPTaHU3AIUSIMHU, WHANBUIYAILHBIMH TPEIPH-
HUMAaTEIMU, UMEIOIINMHU JTUIEH3UI0 Ha (JapMalleBTUYECKYIO 1€ATEIbHOCTh;

14) nexkapCTBEHHBIM pacTUTENBHBIA IpenapaT - JEKapCTBEHHBIN Ipernapar, MpOU3BEACH-
HBII WJIM N3TOTOBJIEHHBIN U3 OJTHOIO BHUJA JIEKAPCTBEHHOI'O PACTUTENBHOTO ChIPbsSl WIIM HECKOJIb-
KHX BHJIOB TAKOTO CHIPBS M pealn3yeMblil B pac(hacOBAHHOM BHJI€ BO BTOPHUYHOU (IOTPEOUTEIh-
CKOM) yITaKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIN Npenapar - JEKapCTBEHHBIM Npenapar, npou3Be-
JIEHHBIN WJIM U3TOTOBJICHHBIN M3 (hapMarieBTUYECKON CyOCTaHIIMU WK (DapMalieBTHIECKUX CyO-
CTaHUUH B COOTBETCTBUU C TPEOOBAHUSIMHU 0OLTMX (hapMaKONEHHBIX cTaTel K TOMEONaTHYeCKUM
JIEKapCTBEHHBIM IperapaTaM WM B COOTBETCTBHU C TpeOOBaHUSAMHU (papMaKomeH CTpaHbl Mpo-
U3BOJIUTEIIS TAKOTO JIEKAPCTBEHHOTO MPernapara;

(m. 15 B pen. denepanpHoro 3akonHa oT 22.12.2014 N 429-D3)

16) MexayHapoAHOE HEMATEeHTOBAHHOE HAMMEHOBAHHME JIEKAPCTBEHHOTO CpEICTBA -
HAaWMEHOBAaHHE JICUCTBYIOIIETO BElIecTBa (hapMaIeBTUUECKOW CyOCTAHIIMH, PEKOMEHJIOBAHHOE
BcemupHoii opranusanuei 31paBoOXpaHeHus;

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOT'O CPEJICTBA - HANMEHOBAHUE JIEKAPCTBEHHOTO
CpeACTBa, MPUCBOCHHOE €r0 pa3pabOoTUYMKOM, JEpiKaTesIeM MM BIAJENbIEM PErUCTPAIHOHHOTO
YIIOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara;

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

17.1) rpynnupoBOYHOE HAaMMEHOBAHHUE JIEKAPCTBEHHOI'O IIpernapaTa - HAUMEHOBAHUE Jie-
KapCTBEHHOIO IpernapaTta, He MMEIOLIEro MEX/JyHapOJAHOTO HEMAaTEHTOBAHHOTO HaUMEHOBAaHMS,
WIA KOMOWHAIIMM JICKApCTBEHHBIX MpPENapaToB, MCIOJIb3yeMOe B LENAX OOBEIUHEHUS UX B
IpymnIy MoJ €AMHBIM HAUMEHOBAaHUEM MCXOJIs U3 OMHAKOBOI'O COCTaBa JIEHCTBYIONINX BEILECTB;
(m. 17.1 BBenen @enepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

18) obmras apmakorieiiHasi CTaThs - JOKYMEHT, YTBEP)KICHHBIA YIIOJHOMOYEHHBIM (ee-
paJbHBIM OPraHOM MCIIOJHUTEIBLHOM BJIACTU U COACPIKALUN IEpEeUEHb IIOKa3aTelleld KayecTBa U
(W) METOZO0B KOHTPOJISI KauecTBa KOHKPETHOH JICKapCTBEHHON (DOPMBI, JIEKAPCTBEHHOTO pac-
TUTENBHOTO CBHIPhS, OMMUCAHUSI OMOJIOTUIECKUX, OMOXMMHYECKUX, MUKPOOMOIOTHIECKUX, (DU3H-
KO-XUMHUYECKUX, (PU3MUECKUX, XUMUYECKUX U APYTUX METOAOB aHAJIM3a JIEKAPCTBEHHOTO Cpejl-
CTBa, a TaKXKe TPeOOBaHUS K UCIOJIB3YEMbIM B IIENISIX MMPOBEICHUS TAHHOTO aHAIN3a PEaKTUBAM,
TUTPOBAHHBIM PAaCTBOpaM, UHIUKATOPAM;

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

19) bapmakorneitHas CTaThs - TOKYMEHT, YTBEPKICHHBIN YIIOJHOMOUYEHHBIM (henepaibHbIM
OpraHOM HCIIOJHUTEIIBHOM BJIACTH U COACPIKALUN IIEPEUCHb I10KA3aTeIeH KayeCTBa U METOJIOB
KOHTPOJI Ka4eCTBa JIEKAPCTBEHHOT'O CPEJICTBA;

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

19.1) cranmapTHble 0Opaslbl - BEMIECTBA, MOCPEICTBOM CPAaBHEHHSI C KOTOPBIMH OCY-



HIECTBIISIETCS KOHTPOJIb KaueCTBA MCCIEAYyEeMbIX JIEKaPCTBEHHBIX CPEACTB C MOMOIIBIO (hHU3HKO-
XUMUYECKUX U OMOJOTHUYECKUX METOJIOB B IEJSAX MOJATBEPKIACHHUS COOTBETCTBHS JICKAPCTBEH-
HBIX CPEJICTB TPEOOBAHMSIM HOPMATUBHON JOKYMEHTAIMH, YCTAHOBICHHBIM IIPH OCYIIECTBICHUN
TOCYJaPCTBEHHON PErucTpalfiK, U KOTOPbIC MPUMEHSIOTCS Il KaTMOPOBKH CTaHIAPTHBIX 00-
pa3loB MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB, UCIOIb3YEMbIX IJIsi KOHTPOJIS KadecTBa M
WHBIX 1IeJIeH TTpU 00palleHnH JIEKApCTBEHHBIX CPEJICTB;

(. 19.1 BBenen @enepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

19.2) dhapmakorneitHblii CTaHAAPTHBINA 00pa3ell - CTaHAapTHBIN 00pa3ell, MPOU3BEICHHBINA B
COOTBETCTBUH € (hapMaKONEHHOI cTaThel;
(m. 19.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HopMaTHBHAs JOKYMEHTALMs - JTOKYMEHT, COJEpKalliil IepedeHb ONPENEIsIEMBbIX T10
pe3yabTaTaM COOTBETCTBYIOIMX 3KCIIEPTU3 IOKa3aTeNeill KauecTBa JIEKAPCTBEHHOIO CPENICTBA
JUISL MEUIIMHCKOTO NIPUMEHEHHSI, METOJJOB KOHTPOJISl €r0 KaueCTBA M YCTAaHOBJIEHHBIN €r0 Mpo-
U3BOJIUTEIIEM;

21) HOpMaTUBHBIA TOKYMEHT - JOKYMEHT, COAEpIKAIlIUN MEepeUYeHb ONpPEAENIIEMbIX 110 pe-
3yJbTaTaM COOTBETCTBYIOLIMX SKCIEPTU3 IOKa3zaTeslell KadecTBa U (WJIM) METOJOB KOHTPOJIS
Ka4yecTBa JIEKapCTBEHHOH (hOPMBI, OMMCAHUS OMOJIOTUYECKUX, OMOXUMUYECKUX, MUKPOOHOJIOT -
YECKHUX, (PU3UKO-XMMUUYECKHX, (PU3NUYECKUX, XMMUUYECKMX U JAPYIMX METOAOB aHalIu3a JeKap-
CTBEHHBIX CPEJCTB Ul BETEPUHAPHOTO NMPUMEHEHUs, TPeOOBaHMUA K MCIIOJIB3YEMbIM B IIEJISX
IIPOBE/ICHUS] JAaHHOTO aHAJIN3a pPeaKTUBaM, TUTPOBAHHBIM PacTBOPAM, MHIUKATOPAM M yCTAHOB-
JICHHBIH €ro MpOU3BOJUTEIEM;

21.1) oOmuii TEXHHYECKUI JOKYMEHT - KOMIUIEKT TOKYMEHTOB M MaTE€PHAIIOB, COCTOSIITNI
U3 HECKOJBKUX Pa3JIelioB - JOKYMEHTAIMH aIMUHUCTPATUBHOTO XapaKTepa, XMMHUECKOH, (ap-
MalleBTHYECKOM M OMOJIOTMUECKONW JTOKYMEHTalHH, (hapMaKOIOTHYECKON, TOKCHKOIOTUYECKON
JOKYMEHTAIMU, KITMHUYECKON JOKYMEHTAIlMU U TIPEICTAaBIAEMbId OJTHOBPEMEHHO C 3asBIICHUEM
0 TOCYJIapCTBEHHON PETUCTpAIlMU JICKapCTBEHHOTO Ipernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS
B (hopmare, yCTaHOBICHHOM YIOJHOMOYECHHBIM (pellepalbHBIM OPTaHOM HCIOJHUTEILHON Bia-
CTH;
(m. 21.1 BBenen @enepalbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEJICTBA - COOTBETCTBHUE JIEKAPCTBEHHOT'O CPe/ICTBA Tpeho-
BaHMAM (hapMakoneiHoil cratbu MO0 B cilydae €€ OTCYTCTBHUS HOPMATUBHOW JOKYMEHTAIHH
WJIM HOPMAaTUBHOTO JTOKYMEHTA,

23) 6e30MacHOCTh JIEKAPCTBEHHOT'O CPEJICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOT'O CPECTBA,
OCHOBAHHAsl Ha CPAaBHUTEIBLHOM aHaIu3€ ero 3(pQeKTUBHOCTH U pUCKa MPUUMHEHUS Bpeaa 370-
POBBIO;

24) 3¢ (HeKTUBHOCTH JICKAPCTBEHHOTO MperapaTa - XapaKTEPUCTHKA CTETICHU MOJI0KHUTEIb-
HOTI'0 BJIUAHUA JICKAPCTBCHHOI'O IpCriaparta Ha TCYCHUC, IPOJOJZKUTCIbBHOCTD 3a6OJ'IeBaHI/I$I niim
€ro MpeloTBpalleHUE, PEadMIINTAINIO, HA COXPAHEHHUE, MPEIOTBPAIllEHIE WIH MpepbhIBaHUe Oc-
PEMEHHOCTH;

25) cepusi TEKapCTBEHHOTO CPEICTBA - KOJMYECTBO JICKAPCTBEHHOTO CPEICTBA, MPOU3BE-
ACHHOC B PE3YJIbTATC OAHOT'O TCXHOJOTMYICCKOTO MUKJIA €TO IMTPOU3BOAUTCIICM;

26) perucTpalMoHHOE YIOCTOBEpEHHE JICKApPCTBEHHOTO Mpernapara - JOKYMEHT, TOJITBep-
XKIAIoUMH (haKkT TOCYAapCTBEHHOM PerucTpalvy JIEKapCTBEHHOTO Mpernapara;

26.1) mepkatenb WU BiaAeIel] PETUCTPAIIMOHHOTO YOCTOBEPEHHUSI JIEKAPCTBEHHOTO Tpe-



napara - pa3pabOoT4HK JIEKAPCTBEHHOT'O CPECTBA, TPOU3BOJUTEID JIEKAPCTBEHHBIX CPEJICTB MU
WHOE IOPUIUIECKOE JIMIIO0, 00JIaato1ee MPaBoM BIIAJICHUS PETUCTPAIIMOHHBIM YIO0CTOBEPEHUEM,
KOTOpBIE HECYT OTBETCTBEHHOCThH 32 Ka4ecTBO, 3(PPEeKTUBHOCTH U O€30MAaCHOCTh JIEKAPCTBEHHO-
TOo Mpernapara;

(m. 26.1 BBeneH @enepalbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpanMoHHBII HOMEp - KOJIOBOE O0O3HaueHWEe, MPHCBOCHHOE JIEKAPCTBEHHOMY
npenapary npH ero rocy1apCTBEHHOW PErucTpaluy;

28) obOparieHne JIEKapCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHHYECKHE HCCIICIOBAHMS,
KJIMHUYECKHE HCCIEIOBAHMS, IKCIEPTU3a, TOCYIAPCTBEHHAs] PEruCTpalus, CTaHAapTU3alUs U
KOHTpPOJIb Ka4e€CTBa, ITPOU3BOJCTBO, U3rOTOBIICHHE, XpaHEHUE, IIEpEBO3Ka, BBO3 B Poccuiickyro
®enepaunro, BeiB03 M3 Poccuiickoin dexepainuu, peknama, OTIYCK, peanu3auus, Iepenaya,
IIPUMEHEHNE, YHUUTOKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

29) cyOBeKThl 0OpaIeHus JIEKapCTBEHHBIX CPEACTB - (DU3NYECKUE JTUIA, B TOM YHCIIC WH-
JUBHAAYAIbHBIE IPEANPUHUMATENH, U FOPUANYECKHUE JIULA, OCYLIECTBIAOIINE AEeATEIBHOCTD IIPU
00palIeHN! JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKapCTBEHHOT'O CPENICTBA - OpraHM3alus, o0Iagarolas npaBaMyu Ha pe-
3yJIbTaThl JOKINHUYECKUX UCCIIEAOBAHUI JIEKAPCTBEHHOTO CPEJICTBA, KIMHUUYECKHX HCCIEe10Ba-
HUH JIEKapCTBEHHOTO Ipernapara U (UiM) Ha TEXHOJOTHIO MPOU3BOICTBA JIEKAPCTBEHHOI'O Cpeji-
CTBa;

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

31) mpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - AESATENBHOCTh IO IMPOU3BOJCTBY JIeKap-
CTBEHHBIX CPEJICTB OpraHU3AIUsIMU - IPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPEICTB HA OJHOU CTa-
TN, HECKOJIBKUX MJIM BCEX CTaJAMSIX TEXHOJOTHMYECKOro Mpoliecca, a TaKXKe 10 XpaHEHUIo U pea-
JU3alHUK POU3BEICHHBIX JIEKAPCTBEHHBIX CPEICTB;

31.1) npou3BOACTBEHHAs TLIOMIAKA - TEPPUTOPUATEHO 000COOICHHBIH KOMILIEKC MTPOU3-
BOJIMTENS JICKAPCTBEHHBIX CPEJACTB, MPEAHA3HAUYCHHBIN /Il BBHIIOJHEHUSI BCEro IMpoiiecca Mpo-
M3BO/JICTBA JIEKAPCTBEHHBIX CPEACTB UIIU €T0 OMPENIETICHHON CTaluu;

(m. 31.1 BBennen @enepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMUTENH JIEKAPCTBEHHBIX CPEJICTB - OPraHU3alMsl, OCYLIECTBIIAIONIAs TPOU3BOI-
CTBO JICKAPCTBEHHBIX CPEICTB B COOTBETCTBHH C TpeOOBaHUSAMH Hactosiiero demepaibHOTO
3aKOHa;

33) papmanieBTHYECKAs ACSITETLHOCTD - ACSITENLHOCTD, BKIIFOUAIOIIAs B CEOsI ONITOBYIO TOP-
TOBJIIO JICKAPCTBEHHBIMHU CPEJICTBAMH, UX XPAaHCHHE, MEPEBO3KY U (UJIM) POZHUYHYIO TOPTOBIIIO
JICKapCTBCHHBIMU TpenapaTaMy, B TOM YHCJEe JUCTAHIIMOHHBIM CIOCOOOM, UX OTIYCK, XpaHe-
HUE, IEPEBO3KY, M3TOTOBJICHHUE JIEKAPCTBEHHBIX MPEIIApaTOB;

(B pen. denepanbHoro 3akoHa oT 03.04.2020 N 105-D3)

34) opraHm3anys ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMHU CPEJICTBAMH - OPTaHU3AIUs, OCY-
IECTBJIAIOIIAasA ONITOBYHO TOPIOBJIIO JICKAPCTBCHHBIMU CPCACTBAMU, UX XPAHCHUC, IICPCBO3KY B
COOTBETCTBUU C TpeboBaHUsAMHU HacTosero denepanbHOro 3aKkoHa;

35) anteuHas opraHu3als - OpraHu3alys, CTPYKTYpPHOE MOJpPA3AEICHUE MEIULIUHCKON
OpraHu3aly, OCYIIECTBIIIONIME POZHUYHYIO TOPIOBIIIO JIEKAPCTBEHHBIMU IperapaTaMu, B TOM
Yrcie AMCTAaHIIMOHHBIM CIIOCOO0M, XpaHEHHUE, TIePEeBO3KY, M3TOTOBJICHUE U OTIYCK JIEKapPCTBEH-
HBIX TPEenaparoB 1 MEAUIIMHCKOTO MPUMEHEHHS B COOTBETCTBUHU C TPEOOBAHUSIMU HACTOSIILIETO



denepanbHOrO 3aK0OHA;
(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTe4yHas OpraHu3alMs - OpraHU3alMs, CTPYKTYPHOE IOJApa3JeiIeHNE
BETEpUHAPHOW OpraHM3allii, OCYLIECTBISIONIMNE PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU IIpe-
napaTaMy, B TOM YHCJIE€ TUCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHUE, U3TOTOBICHUE U OTIYCK JIEKap-
CTBEHHBIX IpENapaToB [yl BETEPHUHAPHOIO IMPHUMEHEHHUS B COOTBETCTBHM C TpPeOOBaHUAMHU
HacTosero denepanbHOro 3aKoHa;

(B pen. ®enepansuoro 3akoHa ot 03.04.2020 N 105-D3)

37) danscudpunmpoBaHHOE JTEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, COIPO-
BOXIaeMO€ JIO)KHOU WH(opMaIuen o ero coctaBe v (UIn) IPOU3BOIUTEIIE;

38) HenoOpokadecTBEHHOE JIEKaPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEICTBO, HE COOT-
BETCTBYIOIIIEE TPEOOBAHMAM (hapMaKONEHHON CTaThbH JTUOO B ClIy4ae €€ OTCYTCTBUS TpeOOBaHM-
sIM HOPMaTUBHOM JTOKYMEHTALUH UM HOPMAaTUBHOTI'O TOKYMEHTA;

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOISIICECS B
000poTe ¢ HAPYIICHHEM IPAXKIAHCKOTO 3aKOHOJATENIbCTBA;

40) MOKIMHHYECKOE HMCCIICIOBAHUE JIGKAPCTBEHHOTO CPEJICTBA - OMOJOTHYECKHE, MUKPO-
Ouosornyeckne, UMMYHOJIOTUYECKHE, TOKCHKOJIOTHUECKUE, (hapMaKoJIoruieckue, husndeckue,
XUMHUYECKHE M JIPYrHe MCCICAOBAHUS JICKAPCTBEHHOTO CPEACTBA IyTEM IMPHUMEHEHHUS HAay4HBIX
METOJIOB OILIEHOK B I[EJISIX MOJIYU4EHUs JOKAa3aTeIbCTB 0€30MacHOCTH, KadecTBa U 3 (HEKTHBHOCTH
JICKapPCTBEHHOT'O CPEJICTRA;

41) KJIMHHUYECKOE HCCIIEJJOBAHME JIEKAPCTBEHHOIO IpernapaTra - W3Y4€HHE NHarHOCTUYe-
CKHUX, JIEYEOHBIX, TPOPUIAKTHUECKUX, (PApMaKOJIOTHUECKUX CBOWCTB JIEKAPCTBEHHOI'O Npenapa-
Ta B IPOIIECCe €r0 MPUMEHEHHUS Y YeIOBEKa, )KHUBOTHOTO, B TOM YHCIIE MPOILIECCOB BCACHIBAHUS,
pacnpenieneHusi, I3MEHEHNUs U BBIBEIECHUS, IyTeM NPUMEHEHUS HAy4dHbIX METOJIOB OLEHOK B
HENAX TOJTY4YEHHUs J0Ka3aTelbCTB 0€30MacCHOCTH, KauecTBa U APPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, JaHHbIX O HEXeJaTeJIbHBIX peakIUsaX OpraHM3Ma 4eJOBeKa, KMBOTHOIO Ha IpUMe-
HEHHE JIEKapCTBEHHOTO npenapara u 00 3¢pdexre ero B3auMoeHCTBUS C JPYTUMH JEKapCTBEH-
HBIMU TIpernapaTaMu 1 (WIN) MHLIEBBIMHU IPOJYKTaMH, KOPMaMU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEIOBAaHUE JEKaPCTBEHHOIO Mpenapara s Meau-
IIMHCKOTO TPUMEHEHUS - KIMHUYECKOE HCCIICIOBAHHUE JIEKAPCTBEHHOTO TMperapara I MEIu-
[IUHCKOTO MPUMEHEHHUS, TPOBOANMOE Pa3pabOTUMKOM JIEKApCTBEHHOTO Mpemnapara B IBYX U 00-
Jiee MEIUIIMHCKUX OPraHU3alUsIX M0 €IUHOMY MPOTOKOJY KIMHHUYECKOTO MCCIICOBAHUS JIeKap-
CTBEHHOTO Ipernapara;

43) MexayHapoJIHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIeIOBaHUE JIEKapCTBEHHOIO Tpe-
napara Jijisi MeTUIIUHCKOTO MPUMEHEHHSI - KIMHUYECKOE MCCIIEIOBAHHE JICKAPCTBEHHOTO IMpema-
paTa ISl MEIMIIMHCKOTO IPUMEHEHHUS, IPOBOIMMOE pa3paboTUUKOM JIEKapCTBEHHOIO IIpernapara
B Pa3NUYHBIX CTPaHaX MO €AMHOMY MPOTOKONY KIMHHYECKOTO HMCCIEIOBaHUS JIEKAPCTBEHHOTO
npemnapara;

44) mocTperucTpaloHHOE KIMHUYECKOE HMCCIEAOBAHUE JIEKApCTBEHHOIO Ipernapara Jis
MEIUIUHCKOTO MPUMEHEHUS - KJIMHUYECKOEe UCCIIEA0BaHKE JIEKAPCTBEHHOIO Mpernapara Jyis Me-
JUIIMHCKOTO MPUMEHEHMS, MPOBOAMMOE MPOU3BOJAUTEIEM JIEKAPCTBEHHOIO Ipernapara, rpax-
JAHCKUHA 00OpPOT KOTOPOTO OCYILECTBISETCS IOCIE TOCYAapCTBEHHOW PErucTpanuu, B LENiX
JOTIOTHUTEIFHOTO cOOpa JaHHBIX O €ro 0€30MacHOCTH U YPPEKTUBHOCTH, PACIIMPEHUS IMOKa3a-
HUI K IPUMEHEHUIO JJAHHOTO JIEKAPCTBEHHOTO MpernapaTa, a TakKe BbISIBICHUS HEXKeIaTelbHbIX



pEaKUHii MaMEeHTOB Ha €r0 JICHCTBUE;

45) uccnenoBaHre OMOIKBHUBAICHTHOCTH JIEKAPCTBEHHOTO TIpernapara - BUJ KIMHUYECKOTO
WCCJICIOBAHMSI JICKAPCTBEHHOTO TperapaTa, MpOBEACHUE KOTOPOTO OCYIIECTBISIETCS TSl OTpe-
JIeTICHHsI CKOPOCTH BCACHIBAHUS M BBIBEIICHHS OJTHOTO MIIM HECKOJBKUX 0o0Mamaromux (hapmako-
JIOTUYECKOW aKTUBHOCTBIO JICHCTBYIOIIMX BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO IMperapara,
JOCTHUTAIONIETO CUCTEMHOTO KPOBOTOKA, M PE3YJIbTAThl KOTOPOTO MO3BOJISIIOT CAETATh BBIBOJ O
OMOPKBUBAJICHTHOCTH BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO Mpernapara B OMpeAeIeHHBIX JIEKap-
CTBEHHOU (popMe M JO3UPOBKE, COOTBETCTBYIOMIMX (hOpPME U TO3UPOBKE pePepeHTHOTO JIeKap-
CTBEHHOTO Ipernapara;

(m. 45 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

46) nccienoBaHUE TEPANEBTUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENApaTOB - BUJ
KIIMHUYECKOr0 MCCIIE0BAaHUS JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHNE KOTOPOTO OCYIIECTBIIS-
€Tcs Ul BBISIBICHUS OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPENapaToB OMpPEIeICHHOMN JIeKap-
CTBEHHOU (DOPMBI, a TaK)Ke HATMYHUS OJMHAKOBBIX MMOKa3aTesei 6e3omacHOCTH U 3)PEKTUBHOCTH
JIeKapCTBEHHBIX IPENapaToB, OJUHAKOBBIX KIMHUYECKUX 3()(PEKTOB Mpu UX NPHUMEHEHUH;

47) mpOTOKOJ KJIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO Mpenapara - 10KyMeHT, B KO-
TOPOM ONPEACIAIOTCS 1eNH, (GOPMBI OPraHU3ALUU U METOAOJIOTHS MPOBEACHUS KIMHUYECKOTO
HCCJIEJOBAHMSI, CTATUCTUYECKHE METO/Ibl 00paOOTKH Pe3yIbTaTOB TAKOT'O UCCIIEIOBAaHUS U MEPhI
1o obecreyeHnio 0e30macHOCTH (PU3MUYECKUX JIUI, YYACTBYIOIIUX B KJIMHHUYECKOM HCCIIEIOBa-
HUU JIEKapCTBEHHOTI'O IIpenapara;

48) Oporurropa UCCIIeA0BaTENs - CBOJHOE U3JIOKEHHUE PE3yIbTaTOB JOKIMHUYECKOTO UCCIIe-
JIOBaHMS JIEKAPCTBEHHOTO CPEJACTBA M KIMHUYECKOTO MCCIIeIOBAHMSI JICKAPCTBEHHOTO Ipernapara
JUIS. METUITUHCKOTO IPUMEHEHUS;

49) nHpOPMAIIMOHHBIN JMCTOK TMAallMeHTa - TIOKYMEHT, B KOTOPOM COJEpIKAaTCs B JAOCTYI-
HOW (hopMe CBeJeHUS, KacalouIuecsl MPOBOAMMOTO KIIMHUYECKOTO UCCIICIOBAHMS JICKAPCTBEHHO-
ro npemnapara, ¥ B MMCbMEHHOH (hopMe T0OpPOBOIBHOE COTIacHe MallMeHTa Ha y4acTue B KIMHHU-
YECKOM HWCCIIEIOBAHUN JIEKAPCTBEHHOTO Ipernapara Mocle O3HAKOMIICHHS C OCOOSHHOCTSIMHU
KIIMHUYECKOI0 UCCIIEIOBaHMS, UMEIOIIMMU 3HAYEHHE IS BHIPAXKEHUS TAKOTO COTJIACHS;

50) mobouyHOE NEHCTBUE - peaKIusi OpraHu3Ma, BOSHUKIIAS B CBS3U C TPUMEHEHUEM JIeKap-
CTBEHHOTO Tpernapara B J103aX, PEKOMEHIyeMbIX B HHCTPYKIIUHU TI0 €r0 MPUMEHEHUIO, JIJIS IPO-
(UITAKTUKY, TUaTHOCTUKY, JICUYCHUS 3a00ICBaHUS WU JJIs PeaOUIUTAIINN;

50.1) HexenaTelnbHas peakius - HempeIHaMepeHHass HeOIaronpusTHas PEaKius OpraHu3-
Ma, KOTOpast MOXKET OBITh CBSI3aHA C IPUMEHEHHEM JICKApCTBEHHOTO Mpemnapara;
(m. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenaTelbHasl peakiys - HeXeIaTeabHas peaklys OpraHu3Ma, CBs3aHHas
C IpUMEHEHHEM JICKApCTBEHHOTO Tpernapara, MpUBE/IIas K CMEPTH, BPOXKICHHBIM aHOMAJIHSIM
WIM TIOPOKAaM Pa3BUTHUSA JIMOO MPEACTaBIAIOMmas co00i yrpo3y KHU3HH, TPeOYIOas roCIUTaIH-
3aIM¥ WA TIPUBEIIAs K CTOMKON yTpaTe TPYA0CTIOCOOHOCTH | (MJTH) HHBAIHIHOCTH;

52) HenpenBUACHHAs HEXKeJaTelbHas peaklus - HeKeJIaTelbHas peakius Opranusma, Ko-
TOpasi CBsI3aHA C MPUMEHEHUEM JIEKapCTBEHHOTO IperapaTa B J103aX, pEKOMEHIYEMBIX B IIPOTO-
KOJIE €r0 KIMHHYECKOTO HCCIEI0BaHuUs, OPOIIIOpEe UCCIEeIOBATENS, WIIA C IPUMEHEHUEM JIeKap-
CTBEHHOI'O IpernapaTa B J103aX, peKOMEHAYEMbIX B MHCTPYKIMU IO €r0 NPUMEHEHUIO IS Mpo-
(GUITAKTHKY, TUATHOCTUKH, JICUCHUS 3a00JICBAaHUSI WIM METUIIMHCKON peabuIMTaIlliy MMalHeHTa,
U CYIIHOCTb, TSKECTh WJIM MCXOJ KOTOpPOW HE COOTBETCTBYET MH(POpPMAIUU O JIEKAPCTBEHHOM



mpernapare, CoJeprKalieicss B MPOTOKOJIE ero KIMHUYECKOTO UCCIIEOBaHUS, OPOIIIOpE UCCIIE0-
BaTeJsl UM B MHCTPYKIMH 110 TPUMEHEHUIO JIEKapCTBEHHOT'O IIperapara;
(. 52 B pen. denepanpHOro 3aKoHa oT 22.12.2014 N 429-03)

52.1) ¢apmakoHaA30p - BUJA ACSITCIBHOCTH 110 MOHUTOPUHTY 3(PGEKTUBHOCTH U Oe3omac-
HOCTH JICKQPCTBEHHBIX MPENapaToB, HAMIPABJICHHBIN Ha BBISBICHUE, OIIEHKY U MPEJOTBpAIICHUE
HE)KeJaTeNIbHbIX MOCIIEACTBUI MPUMEHEHHSI IEKAPCTBEHHBIX MPENapaToB;

(. 52.1 BBeneH DenepalbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) mnaH ymnpaBlIeHHWs PUCKaMHU - TOJIPOOHOE ONMHMCAHHE MEPONPHUATHH 1O (apmako-
HA/I30py, HAMPABICHHBIX Ha BBISBICHHE, OICHKY W MPEIOTBPALICHUE WM MHUHUMH3AINIO PHC-
KOB, CBSI3aHHBIX C JICKAPCTBEHHBIMH IpernapaTamMy, BKIIIOYash OLEHKY 3()DPEeKTUBHOCTH AAHHBIX
MEpPOIIPUATHH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIN Mpenapar - MEIUIIMHCKUNA TOKyMEHT yCTaHOBICHHOH (op-
MBI, COACpKAaIlWK HAa3HAYCHUE JIEKAPCTBEHHOIO Ipenapara Il MEIULUHCKOTO NMPHUMECHEHHS,
BBIJJAHHBIN MEIULIMHCKUM Pa0OTHUKOM B LIEJAX OTIIyCKa JIGKAPCTBEHHOTO Ipernapara WK €ro
U3rOTOBJICHUS U OTIIyCKa Ha OyMa)KHOM HOCHUTEJIE MJIHM C COIIACUsl NAllMEHTa UM €0 3aKOHHOTO
npecTaBuTeNs B (hOpMeE IIEKTPOHHOTO JIOKYMEHTA, MOANUCAHHOTO C UCIIOJIb30BaHUEM YCHIICH-
HOW KBaNM(DPULIMPOBAHHOHN 3IEKTPOHHOW MOANHUCH MEIUIMHCKOrO pabOTHHUKA, JTUOO JOKYMEHT
YCTAHOBJICHHOHM (DOPMBI, cofieprKallnii Ha3HAYCHUE JICKApPCTBEHHOTO Iperapara i BeTepHHap-
HOT'O MPUMEHEHUS, BbIJJaHHBIN CHENHAaIMCTOM B 00JIaCTH BETEPUHAPUU B LIEIAX OTIYCKa JIeKap-
CTBEHHOTO IIperapara Win ero U3roTOBJICHHUS U OTITyCKa Ha OyMa)XHOM HOCHUTEIIE;
(B pen. ®enepanbHbIX 3aKk0HOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TpeboBaHME MEAMIMHCKON OpraHM3aluHd, BETEPUHAPHOW OpPraHM3alUU - JTOKYMEHT
YCTQHOBJICHHON (DOPMBI, KOTOPBIA BBIMMCAH MEIUIMHCKUM PAOOTHUKOM WM CIIELUAINCTOM B
00J1acTH BETEepUHAPUH, UMCIOIIUMH Ha 3TO MPaBO, U COJIEPKUT B MUCHMEHHOH (hopMe yKa3aHHE
anTeYyHOM OpraHMU3alluy WM BETEPUHAPHON alTeYHOW OpraHu3aluu 00 OTIYCKE JIEKAPCTBEHHO-
o Mpenapara Wi O ero U3roTOBJICHUU U 00 OTIyCKe JUIs oOecreyeHus JIedeOHOoro mpoiecca B
MEJIUIIMHCKON OpraHu3aly, BETEPUHAPHON OPraHU3ALNY;

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

55) xoMIIIeKCHAsE OllEHKa JICKApCTBEHHOTO Iperapara - OIleHKa 3aperHCTPUPOBAHHOTO Jie-
KapCTBEHHOTO TIperapara, BKIoYaronas B cedst aHainu3 nHOOPMAIIMKA O CPABHUTEIHHOU KIMHHU-
yeckor d(PPEeKTUBHOCTH M O€30MaCHOCTH JICKAPCTBEHHOTO Ipemnapara, OleHKY SKOHOMHYECKUX
MOCIIEACTBHIA €r0 MPUMEHEHUs, U3YYCHHUE TOTOTHUTEIbHBIX MOCIEACTBUI MPUMEHEHUS JIeKap-
CTBEHHOTO IIperapara B IeJIsX MPUHATHUS PEIICHU 0 BO3MOKHOCTH BKITFOYCHUS JIEKAPCTBEHHOTO
mpernapaTa B MepeueHb KU3HEHHO HEOOXOIUMBIX M BXKHEUIINX JIEKApPCTBEHHBIX MPEMapaToB,
HOPMATHBHBIC MPABOBBIC aKTHl M MHBIC JOKYMEHTHI, ONPEACISIONINE TOPSIOK OKa3aHHs MEIH-
IIUHCKOM MTOMOIIIN, WJIK UCKITFOYCHHS €T0 U3 YKA3aHHBIX MEPEeUHs, aKTOB U JJOKYMEHTOB;

(. 55 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cuctemMa MOHUTOPHHTA JBFIKCHUS JICKAPCTBEHHBIX MPENapaToB IS METUIIUTHCKOTO
npUMEHEeHHs - (eiepalibHasi TOCYJapCTBECHHAs MHPOPMAIMOHHAS CHCTEeMa MOHUTOPHHTA IBH-
JKEHUS JIEKaPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO MPUMEHEHHUS OT MPOU3BOIUTEINS 0 KO-
HEYHOTO MOTPEOUTEIIS C UCTIOIH30BAHUEM B OTHOIICHHUH JICKAPCTBEHHBIX MPENapaToB ISk MEIIH-
IIUHCKOTO TIPUMEHEHUS CPEICTB UICHTU(DUKALINH.

(. 56 BBeneH DenepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

I'nasa 2. IOJJHOMOYMS ®EJIEPAJIBHBIX OPTAHOB HCITIOJIHUTEJIBHOM
BJIACTH, OPTAHOB UCIIOJTHUTEJBbHOM BJIACTHU CYBBEKTOB POCCHUI-



CKOn
®EJEPALIMU ITPU OBPAIEHUU JEKAPCTBEHHBIX CPE/JICTB

Crarba 5. [TotHoOMouns (enepajbHbIX OPraHOB MCIOJHUTEIbHOM BJIACTH NPH 00pa-
IIEHUH JIEKAPCTBEHHBIX CPEACTB

K nmonnomounsm QenepanbHbIX OpraHOB UCIOIHUTENBHOM BIACTH MpU 0OpallieHUH JIeKap-
CTBEHHBIX CPEICTB OTHOCATCS:

1) mpoBenenue B Poccuiickoit denepanuu enHON rocy1apCTBEHHON MOJUTHKH B 001aCTH
obecrieueHus JIEKapCTBEHHBIMHU TperapaTamMu rpaxaad B Poccutickoit denepanmm;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBepKaeHuEe 00mux (papMaKkomeHbIX cTaTel, (papMaKoNEeHHBIX CTaTel, U3JaHUE TOCY-
JApCTBEHHOU (hapMakorien, CO3JaHke 1 BeACHHE peecTpa (hapMaKONEeHHBIX CTaHIaPTHRIX 00pas3-
OB,

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

3) ocCyIecTBIICHHE TOCYIapCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOpalieHus JeKap-
CTBEHHBIX CPE/ICTB;
(B pen. ®enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

4) nUIEeH3UpPOBAaHUE TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U (papMaleBTUUECKOH aes-
TEJIbHOCTH B COOTBETCTBUU C 3aKOHOJIaTeNIbcTBOM Poccuiickoit deneparuu;

5) opraHuzanus 3KCIEePTU3bI JIEKAPCTBEHHBIX CPEICTB, 3TUYECKON IKCIEPTU3BI BOZMOKHO-
CTH TIPOBEICHUSI KIMHUYECKOTO MCCIICIOBAHMS JICKAPCTBEHHOTO TpernapaTa Ui MEIUIIUNHCKOTO
MMPUMCHCHU A, SKCTICPTU3bI JOKYMCHTOB, MIPCACTABIICHHBIX IJIA OMPCACICHUA BO3MOXKHOCTH pac-
CMaTpHUBAaTh JICKAPCTBEHHBIN Mpenapar s MEIUIIMHCKOTO TIPUMEHEHUS TPU TOCYIapCTBEHHOU
perucTpaiyu B KauecTse op(haHHOTO JIEKAPCTBEHHOTO Mpemnapara;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5.1) opranuzariysi MpoOBEICHUST KOMITJIEKCHOM OIIEHKH JICKApPCTBEHHOTO Ipernapara B IEeNsIX
NPUHATHS PEIICHUH O BO3MOXXHOCTH BKITIOUCHUS JIGKAPCTBEHHOTO Tperapara B IMepeueHb JKU3-
HEHHO HEOOXOIUMBIX M BKHEHIINX JICKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIE MPABOBBIC aK-
TBI ¥ UHBIC JJOKYMEHTBI, OTIPEACISIFOIINE TIOPSIIOK OKa3aHHUs MEAUIIMHCKOM TOMOIIIH WM HCKITIO-
YEHHS €T0 U3 YKAa3aHHBIX IMePEUHs, aKTOB U JIOKYMECHTOB;

(m. 5.1 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

6) BbIaUa pa3pelieHUI Ha IPOBEJCHUE KIMHUUECKUX MCCIIEOBAHUN JIEKAPCTBEHHBIX IIpe-
[1apaToB, BEICHNUE PEECTPa BbIJAHHBIX PA3PEUICHUN HA IPOBEACHUE KIMHUYECKUX HCCIENOBaHUN
JIEKapCTBEHHBIX IIPENApPaTOB;

7) rocynapcTBEHHAs! PETUCTPALIUS JIEKAPCTBEHHBIX MPENapaToB, BeIeHUE rOCy1apCTBEHHO-
ro peecTpa JIEKapCTBEHHBIX CPE/ICTB;

8) opranuzanus v (UJK) MPOBEICHNE WHCIIEKTUPOBAHKS CyOBEKTOB 00paIeHUs JIEKAPCTBEHHBIX
CPEJICTB Ha COOTBETCTBHE MPaBIIIaM HaJIexkamel 1ab0paToOpHON MPaKTUKH, TTPABHIIaM HaJljie-
JKalel KITMHUYEeCKON MPaKTHKY, paBUjIaM HaJIeKalled MPaKkTUKU XpaHEHUs U EPEBO3KH Jie-
KapCTBEHHBIX MMPENapaToB, MpaBUjiaM HaJISKAIICH TUCTPUOBIOTOPCKON MPAKTUKH, TPaBUIAM
HaJIJIeKalel anTeqHON MPaKTHKY;

(m. 8 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranuzanus u (WIM) MPOBEACHUE WHCIICKTUPOBAHUS CYOBEKTOB OOpAIICHUsI JeKap-



CTBEHHBIX CPEJICTB Ha COOTBETCTBHE TPEOOBAHMIM NpPaBUJ HaAJEKalleld MPOU3BOJCTBEHHOM
IIPAKTUKH, BbIJa4a 3AKIIOYEHUNA O COOTBETCTBUU ITPOU3BOJIUTEINA JIECKAPCTBEHHBIX CPEACTB TpPE-
OOBaHMAM IPaBHJI HAJIEXKAIIEH MPOU3BOACTBEHHON MPAKTUKY;

(m. 8.1 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

8.2) ycraHOBJIEHHE NOPSJKA BEJACHHS U BEJEHUE FOCYAAPCTBEHHOIO PEECTpa 3aKJIIOUEHUI
O COOTBETCTBUHU MPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHUAM IPaBUI HaAJIeXallen
IIPOU3BOJCTBEHHOM IIPAKTUKY;
(m. 8.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHas perucTpalus NpeAesbHbIX OTIYCKHBIX LIEH IMPOU3BOAUTENEH Ha Jie-
KapCTBEHHBIC TpENapaThl, BKIIOYCHHBIC B MEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JICKApPCTBCHHLIX MIpCHapaTroB, U BCACHHUC TOCYAAapCTBCHHOI'0 pCCCTpa MPCACIbHBIX OTITYCKHBIX
IICH MPOU3BOJMUTENICH Ha JICKAPCTBCHHBIC MPEMaparhl, BKIIOUECHHBIEC B MIEPEYCHb KU3HECHHO He-
00XOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB;

(B pen. @enepanpuoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornacoBaHue MPOEKTOB PEIICHUI OPraHOB UCIIOJIHUTEIBHON BIacTH CyObekToB Poc-
cuiickoit denepanyu 00 yCTaHOBIEHUU M (WJIM) MU3MEHEHUM IPENENbHBIX Pa3MEpOB ONTOBBIX
Ha/10aBOK M TNpeNeNbHBIX Pa3MEpOB POSHUYHBIX HAJ0aBOK K (PAKTUYECKHM OTITYCKHBIM IIEHAM,
YCTQHOBJICHHBIM IPOM3BOIUTEINSIMH JIEKAPCTBEHHBIX IPENapaToB, Ha JEKapCTBEHHbIE Mpernapa-
ThI, BKJIIOYCHHBIEC B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIUX JIEKApCTBEHHBIX Ipera-
paToB;

(. 9.1 BBegen DeaepanbHbIM 3ak0HOM OT 13.07.2015 N 241-D3)

10) BbAaya, yCcTaHOBIIEHHE MTOPSAIKA BbIJAUU pa3pellieHHs] Ha BBO3 KOHKPETHOW MapTUH Jie-
KapCTBEHHOT0 cpencTBa B Pocculickyro denepanuio;
(m. 10 B pen. ®enepanpHoro 3akona oT 02.08.2019 N 297-D3)

10.1) BpIgaua, ycTaHOBJICHHE MOPAAKA BBIIAUYM U (HOPMBI TOKYMEHTA, KOTOPBIH MOATBEp-
KJAET, 4TO IPOU3BOJCTBO JIEKAPCTBEHHOIO IpernapaTta Il MEAULMHCKOTO NPUMEHEHHS OCY-
IIECTBJICHO B COOTBETCTBUHU C TPeOOBAHUSAMU MPABHI HAIJICKAIIEH MPOU3BOACTBEHHON MPaKTH-
KU WIN 4TO JIEKApCTBEHHBIH Mpenapar AJ1s BETEPUHAPHOI0 IPUMEHEHUS IOMYIIEH K OOpaIleHuIo
B Poccuiickoii @enepanuu, U MOUICKHUT MPEJCTABICHUIO MO TPEOOBAHUIO YIIOJIHOMOYEHHOTO
OprasHa CTpaHbl, B KOTOPYIO BBO3HUTC JICKaPCTBEHHBIN Ipenapar;

(. 10.1 BBeaen PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3aKkoHa
ot 02.08.2019 N 297-®3)

10.2) Belgaua, yCTaHOBJICHUE TIOPSIIKA BbIIAYM U (DOPMBI TOKYMEHTA, COJEPKAILETO CBeJle-
HUS O CTaJUsIX TEXHOJOIMUYECKOro Ipolecca MPOM3BOJICTBA JIEKAPCTBEHHOIO CPEACTBA IS Me-
JUIMHCKOTO IPUMEHEHUs], OCYILECTBISEMBIX Ha TEPPUTOpUH EBpa3uiickoro 3KOHOMHUYECKOIO
COI03a;
(. 10.2 BBeaen PenepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03, B pen. denepanbHOro 3aKkoHa
or 13.07.2015 N 241-®3)

11) co3nanue coOBETOB 1O BONPOCAM, CBA3aHHBIM C OOpallleHueM JIEKapCTBEHHBIX CPEICTB;
12) aTTecTarus u cepTudUKAIIS CIEIAATICTOB;

13) yrparun cuny ¢ 1 centsiops 2013 rona. - @enepanbusbiii 3akon ot 02.07.2013 N 185-
d3;

14) ocymecTBienue GpapmMaKkoHaI30pa;
(m. 14 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)



15) yuactue B MeX1yHapOJHOM COTPYIHUYECTBE;

16) monyueHue mo 3ampocaM yIMOJTHOMOYEHHOTO (eepadbHOTO OpTraHa MCIOJHUTEIHLHON
BJIACTH OT OPraHOB MCIIOJHUTEIBHON BiacTu cyOBbekToB Poccuiickoit ®eneparum, a Takxke OT
CyOBEKTOB 00pallleHHs JEKapCTBEHHbBIX CPEACTB JUIsl MEAULIMHCKOTO MPUMEHEHUT HH(OpMaIK
10 BOIIPOCAM YCTAHOBJICHUS M MPUMEHEHHUS LIEH Ha JIGKApCTBEHHBIE Iperaparsl U HaJ0aBOK K
HUM;

17) nmpumMeHeHue Mep OTBETCTBEHHOCTH 3a HapylIeHHME 3aKOHOAATenbcTBa Poccuiickoit
denepanuu;

18) yrBepxkeHHe MpaBWJl HaJAJeKallel J1abopaTOpHOW MPAKTUKH, MPAaBUJ HaJUIeKaIeH
KJIMHUYECKOW MPaKTUKW, MPAaBUJI HaJuiexalleld MpOU3BOJICTBEHHOM NMPAKTUKH, MMPaBUI HaJjie-
JKaleil MpakTUKU XPaHEHUs] M MEPEBO3KH JICKAPCTBEHHBIX IMpENapaToB, MPAaBWII Ha/JIexamlei
JTUCTPUOBIOTOPCKOM MTPAKTUKH, TIPABIIT HA/JICKAIICH anTeYHOW MPAKTUKH, MPABHII HAIJICKAIICH
MPAKTUKU (hapMaKOHA30pa JIEKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHUS;

(m. 18 BBegeH @enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsijaka GOpMUPOBAHHS PETUCTPALIMOHHOTO JI0OChE Ha JIEKapCTBEHHBIH
npenapar 1 TpeOOBaHUM K IOKyMEHTaM B €r0 COCTABE;
(. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D03)

20) yTBep)KACHUE TPAaBUJI PAlMOHATIBHOTO BEIOOpa HAMMEHOBAHUH JICKAPCTBEHHBIX IMpera-
paTOB ISl METUITUHCKOTO MPUMEHEHUS;
(. 20 BBeneH DenepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

21) yrBep:keHHE NIEPEeUHs] HAMMEHOBAHHI JIEKAPCTBEHHBIX (HOPM;
(m. 21 BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) yrparun cuiy ¢ 1 mapra 2020 rona. - @enepanbibiii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepkaeHue TpeOOBaHMM K MHCTPYKIIMHA IO MEIUIIMHCKOMY MPUMEHEHHIO JIeKap-
CTBEHHBIX IMPENapaToB U K UHCTPYKLUHU 10 BETEPUHAPHOMY MPUMEHEHHUIO JIEKAPCTBEHHBIX IIpe-
1aparos;

(. 23 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

24) npuHATHE PEIICHUM, SBISIONUXCS OCHOBAHUSAMH JJIs BKJIIOUYEHHUS TOMEHHBIX UMEH U
(unM) ykaszaTeneil cTpaHMIl caliToB B MH(OPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHOHM cetu "MHTep-
HeT", a TaK)Ke CETEBBIX AJPECOB B €AMHYIO aBTOMATHU3UPOBAHHYIO MH()OPMAILIMOHHYIO CUCTEMY
"EnuHbpI peecTp OMEHHBIX HMEH, YyKa3aTeleil CTpaHul] calToB B HMH(OpPMAIIMOHHO-
TEJICKOMMYHUKAITMOHHOU ceTH "MHTEepHeT" U CEeTeBBIX aJIPECOB, MO3BOJISIOMNX UICHTUDHUITIPO-
BaTh CalThl B MH()OPMAIMOHHO-TEICKOMMYHHUKAIMOHHOHN ceTn "VHTepHeT", copepikaiiue WH-
dbopmarnuio, pacupocTpaHeHue kKotopoi B Poccuiickoit denepanuu 3anpemieHo", B OTHOIICHUH
uHpOpMaLIUK, CoAepKallel NpeyIo’KeHHe O PO3HUYHON TOProOBJ€ JIEKAPCTBEHHBIMU IIperapa-
TaMH, B TOM YHUCJIE€ AUCTAaHLUHWOHHBIM CIOCOOOM, PO3HHYHAS TOPIOBJIS KOTOPHIMH OrpaHHUYEeHa
WIN 3alpelieHa B COOTBETCTBUH ¢ HacTosmuM denepanbHbIM 3aKOHOM, U (WIK) HH(OpMAIIH,
coZiepKalleil MpeayIoKEHUE O PO3ZHUYHOM TOProBIIE JIEKAPCTBEHHBIMU IIperapaTaMy, B TOM YHC-
Jie TUCTaHIMOHHBIM CIIOCOOOM, JIMIIaMH, HE UMEIOIIMMH JMIIEH3UU U pa3pelieHus Ha OCYIIECTB-
JIEHUE TaKOW IEeATEIbHOCTH, €CIIH MOJIYYEHHUE JIMIEH3UNA U PA3PELICHHS TPETYCMOTPEHO 3aKOHO-
JaTeNIbCTBOM 00 O0OpalieHUH JIEKAPCTBEHHBIX CPE/ICTB;

(m. 24 B pen. ®enepanpHoro 3akona oT 03.04.2020 N 105-D3)

25) BbIava pas3pelieHnil Ha BBOJ B IPaXJAHCKH 000pOT MMMYHOOHMOJIOTHYECKUX JIEKap-
CTBEHHBIX IPENapaToB.



(m. 25 BBeneH PenepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

Kouncynprantllntoc: npumedanue.

Cr. 5.1 pacnipocTpaHseTcsi Ha TOJIHOMOYHSI, KOTOPBIE HE MEPEIaHbl I OCYLIECTBICHUS Opra-
HaM roCyJapCTBEHHOU BiacTH cyObekToB PD m opraHam MeCTHOTO caMOYIpPaBJIEHHS COOT-
BeTcTBYIOIMMHU (henepanbubiMu 3akoHamu (D3 ot 13.07.2015 N 233-03).

Cratsa 5.1. Ilepegaua ocymecTB/IeHHs TOJTHOMOYMI (peaepaibHBIX OPraHOB HCIOJI-
HHUTEJbHOHN BJIACTH NPU O00palEHUH JIEKAPCTBEHHBIX CPEICTB OPraHaM HCIOJHUTEIbHOM
BJacTH cy0bekToB Poccuiickoii @enepanun

(BBenena deaepanbHbM 3aKk0HOM OT 13.07.2015 N 233-D3)

[TonHoMouust QenepalbHBIX OPraHOB HCIOJIHUTEIBHOW BJIAcTU MpU OOpALIEHUH JIeKap-
CTBEHHBIX CPEJICTB, MPEyCMOTPEHHbIE HACTOSINM DeiepaabHbIM 3aKOHOM, MOTYT IEepeaBaTh-
Csl JUTsl OCYIIECTBJICHUSI OpraHaM HCIIOJHUTEIBHOW BiIacTH CyObeKTOB Poccuiickoit deneparun
nocraHosieHusmu IIpasurenscTBa Pocculickonn @enepannu B opsake, ycraHoBIeHHOM Dejne-
pa’dbHBIM 3aKOHOM OT 6 OKTSOpst 1999 roma N 184-®3 "OO6 o0mmx MpUHIMIAX OpTraHU3AIIH
3aKOHOJATENBHBIX (MPEACTABUTEIBHBIX) U UCIOTHUTEIBHBIX OPTaHOB TOCYIaPCTBEHHON BIACTH
cyonexToB Poccuiickoit @enepammu.

Crarbs 6. IlomtHOMOYMSI OPraHOB HCIOJHHUTEJBHOH BJacTH cyObekTa Poccuiickoii
Denepanum Npu o0palieHUN JIEKAPCTBEHHbBIX CPEACTB

K momHOMOUMSM OpraHoB HWCIOJIHMTEIBHOW BIacTH cyOwbekTa Poccuiickoit ®deneparuu
npu 0OpaIIEeHNH JIEKAPCTBEHHBIX CPEIICTB OTHOCATCS:

1) pazpaboTka W peanu3anus PErHOHAIBHBIX MpOTrpaMM OOeCIeueHUs] HaceIeHUs JIeKap-
CTBCHHBIMHU IIPCIIapaTaMu;

2) yCcTaHOBJICHHE MpENEebHBIX pPa3MEpPOB OMNTOBBIX HAJ0AaBOK W MPEIENbHBIX pa3MEpoOB
PO3HMYHBIX HAJ0aBOK K (PAKTMUYECKUM OTIYCKHBIM LI€HAM, YCTaHOBJIEHHBIM IPOM3BOIUTEIISIMHU
JIEKAPCTBEHHBIX MTPENapaToB, Ha JICKAPCTBEHHBIE ITPENaparsl, BKIOYEHHBIE B IEPEYEHb KU3HEH-
HO HEOOXO/MMBIX U BXKHEUIINX JIEKAPCTBEHHBIX MIPENapaToB;

3) ocyliecTBIEHNE PETHOHAIBHOIO FOCYJapCTBEHHOI'O KOHTPOJIA 3a IPUMEHEHHEM 1IEH Ha
JIeKapCTBEHHbIE MpenapaThl, BKIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, OPraHU3aLUsAMH ONITOBON TOPrOBIIH JIEKAPCTBEHHBIMU CPE/ICTBAMH,
anTEeYHBIMH OPTaHU3ALUSAMH, UHIANBUAYAIBHBIMU MPEANPUHUMATENIMH, UMEIOIUMH JTMILIEH3UIO
Ha (apMaleBTUUYECKYIO AEATEIBHOCTh, MEAULIMHCKUMH OPraHU3aIUsIMH, UMEIOIIUMU JIMIIEH3HIO
Ha (papManeBTHYECKYIO JEATEIbHOCTh, U UX 000COOJICHHBIMU MOJpa3ieNeHusIMI (aMOyIaTopu-
AMH, (QETbAMEPCKUMH U (DENTbIIIEPCKO-aKyIIePCKUMH TTYHKTaMHU, LEHTpaMu (OTACICHUSIMH )
oOmeli BpaueOHOM (ceMeiHON) MPaKTHKH ), PACIIOJI0KEHHBIMU B CEJIbCKUX HACEJICHHBIX MyHKTaX,
B KOTOPBIX OTCYTCTBYIOT allTE€YHbIC OpraHU3alluu;

(B pen. denepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, o1 27.12.2019 N 475-03)

4) mpuHsATHE pelieHuss 00 UCTOIBL30BaHNHU Ha TeppuTopun cyonekta Poccuiickoit denepa-
[[UU Hapsay ¢ pelenTaMy Ha JEKapCTBEHHBIE MpenapaTsl, 0)OPMICHHBIMU Ha OyMa>kHOM HOCH-
TeJe, PEUENTOB Ha JICKApCTBEHHBIC MpenapaTsl, CPOPMHPOBAHHBIX B (pOpME AIEKTPOHHBIX O-
KYMEHTOB.
(. 4 BBenen DeaepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

I'maBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA



Crarba 7. PazpadoTka U u31aHue rocyaapcTBeHHoil papMakonen, pasMelieHue JTaH-
HBIX 0 HeH

1. ITox rocymapcTBeHHOM papMakomneeii moHUMaeTcs CBOJ 00X (papMakoneiHbIX cTaTeit
1 (hapMaKOIICHHBIX CTATEH.

2. Pa3pabotka obumx QapmakorneiHbIx crateil U (hapMakoNeHHbIX cTaTei, B TOM YHCIe
(apMakonelHbIX cTaTeil Ha (apMakoNelHble CTaHJApTHBIE 00pa3libl, U BKIIOUYEHHE UX B IOCy-
JApCTBEHHYIO (hapMaKOIe0 OCYLIECTBISIOTCS B IMOPSIKE, YCTAHOBIEHHOM YIIOJTHOMOYECHHBIM
(denepaabHbBIM OPraHOM HCIIOJIHUTEILHON BIIACTH.

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

3. Pazpaborka dapmakoreiiHOW cTaTbu Ha pedepeHTHBIN JEKapCTBEHHBIN Mpemnapar u
BKIIIOUEHUE €€ B TOCYIAPCTBEHHYIO (hapMaKOIel0 B TEYCHHUE CPOKA JCUCTBUS 3AIUTHI UCKITIOUH-
TEJILHOTO TIpaBa, YIOCTOBEPEHHOIO IATEHTOM Ha peepeHTHBIN JIEKapCTBEHHBIA TNpenapar,

OCYIIECTBIISIOTCS C COTJIACUS €r0 pa3padoTuuKa.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocymapcTBeHHasi (apMakores H3JacTCs YHMOJTHOMOUYEHHBIM (eaepaibHbBIM OpraHOM
UCTIOTHUTEIIEHOW BJIACTH 32 CUET CPENCTB (pemepanbHOTO OIOKETa U MOMJICKUT MePEer3IaHMsIM
HC PCXKC YCM OAUH pa3 B IIATH JICT, B ICPUO MCKAY KOTOPBIMHU U3JAKOTCA NPUIIOKCHHUA K T'OCY-
JIapcTBEeHHOH (papmakoree, comepxariie oomue hapMakoreHble cTaTh U (WiK) GapMakonei-
HBIC CTATbU, YTBCPIKACHHBIC ITOCIIC U3AaHU WU NICPCU3 TaHU A FOCYHapCTBCHHOﬁ q)apMaKOHCI/I.

5. YnomHoMO4YeHHBIN (enepanbHbIii OpraH WCIIOTHUTEIPHON BIACTH Pa3MeNIacT JaHHBIC O
rOCy/IapCTBEHHOU (hapmakoree U MPUIOKEHHUSIX K HEe Ha CBOeM O(QUIIMAIBHOM CaiiTe B CETU
"UnaTepHeT" B yCTAHOBJICHHOM UM MOPSJIKE.

I'nasa 4. TOCYJIAPCTBEHHBIA KOHTPOJIb ITPU OBPAIIIEHUH
JIEKAPCTBEHHBIX CPEACTB

Crartbs 8. JIuneH3upoBaHne NPOU3BOICTBA JIEKAPCTBEHHBIX CPeACTB U (papManeBTH-
YecKOH NeATeILHOCTH

1. JIuneHn3upoBaHue MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB W (papMarieBTUUCCKON Jesi-
TEJIbHOCTH OCYLIECTBIISIETCA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickon denepannm.

2. O0s13aTeTHLHBIM YCIIOBHEM ITPEIOCTABICHUS JIMIICH3UH Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX
CpCACTB ABJIACTCA NPUIIOKCHUC K 3asBJICHUIO COHUCKATCIIA JIMICH3UHN IMCPCUYHA JICKAPCTBCHHBIX
dbopm 1 (1u) BUIOB (hapMarieBTUYECKUX CyOCTaHIIHMMI, KOTOPBIE MPONU3BOIUTENH JICKAPCTBEHHBIX
CpEACTB HAMEPEH IPOU3BOIUTE.

3. B ciryuae HEOOXOIMMOCTH PACIIMPEHHS IPOU3BOCTBA JICKAPCTBEHHBIX CPEJICTB 32 CUET
HOBBIX JIGKAPCTBEHHBIX (pOpM M BUIOB (hapMalleBTHUECKUX CYyOCTAHIMI MPOU3BOAUTEIND JIEKap-
CTBCHHBIX CpEACTB JOJDKEH MepeoOpPMHUTh JIMIEH3UI0 Ha MPOU3BOJACTBO JICKAPCTBEHHBIX
CPEICTB.

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

4. JIuneHsust Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPeACTB ((papmaneBTHUECKOI CyOCTaHIIUN
CIUpTa 3TUJIOBOTO (3TaHOJA) BHIIAETCS MPHU YCIOBUU HAMYMS y OpraHU3allMM Ha IpaBe co0-
CTBEHHOCTH, XO3SIIICTBEHHOTO BEJCHMS WM ONEPATUBHOIO YIPABJIEHUS OCHOBHOI'O TEXHOJOIH-
YEeCKOro 00OpyJIOBaHMsI JUIsl MPOU3BOJICTBA 3TUIIOBOIO CHUPTA, 3aPETUCTPUPOBAHHOIO B COOT-



BETCTBUU cO cTarbeii 14.1 denepanbHoro 3akoHa oT 22 HOs0ps 1995 roma N 171-@3 "O rocy-
JTApCTBEHHOM PEryJIMpOBAaHUHU TMPOU3BOACTBA U 00OpOTAa ATHJIOBOTO CIHPTA, AJIKOTOJBHON U
CIUPTOCOJEPKAICH MPOMYKIMU U 00 OTpaHHMYEHUU TOTpPeONeHUs (pactuTHs) alKOTrOJIbHON
npoAyKuuu'".

(uacth 4 BBeneHa DenepanbHbiM 3aK0HOM 0T 27.12.2019 N 481-D3)

Cratbs 8.1. Oco0eHHOCTH JIMIEH3UPOBAHUS NPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB
(papmaneBTHYECKOH CYOCTAHUMH CIMPTA ITUJIOBOIO (ITAHOJIA)
(BBenena denepanbHbM 3aKk0HOM OT 27.12.2019 N 481-D3)

1. JeiicTBue JIUIEH3UH Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB ((hapmareBTHUECKOM
CyOCTaHIIMM CIIUPTA 3TUIIOBOTO (3TaHOJIAa) IPUOCTAHABIIMBAETCS B YACTH MpaBa Ha MPOU3BOACTBO
(dapmarieBTUYeCKON CyOCTaHIIMM CIHUPTa STUIOBOTO (3TaHOJIA) JHUICH3UPYIOUIMM OPraHoM B
ciaydasx, onpeaeneHHbix cratbeit 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O
JUIEH3UPOBAHNUU OTAEIBHBIX BHJIOB JEATEIBHOCTH', @ TAK)KE€ HA CPOK IMPUOCTAHOBJICHMS AEH-
CTBUS JIMLIEH3UHM Ha MPOU3BOJCTBO STUJIOBOTO CIHMPTA JJs MPOM3BOACTBA (hapmarieBTHUECKON
CyOCTaHIIMM CIIUPTA STHJIOBOTO (3TAaHOJA), BEITAHHON B COOTBETCTBUU ¢ DeaepabHBIM 3aKOHOM
ot 22 Hos6ps 1995 roga N 171-®3 "O rocygapcTBEHHOM PETYIMPOBAHUH ITPOU3BOCTBA U 000-
poTa 3TUJIOBOTO CHHUPTA, AIKOTOJIBHON M CHHPTOCOAEpXkAleH MPOAYKIUU U 00 OrpaHUYeHUH
noTpeOaeHus (PacIUTH) aTKOTOJILHON TPOTYKITUN".

2. [leiicTBUE JHIEH3UM HA MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((papMarieBTUYECKOM
CyOCTaHIIMM CIIMPTA THJIOBOTO (3TaHOJA) B YACTH MpaBa HA MPOU3BOJICTBO (hapMarieBTUUECKON
CyOCTaHITMM CIUPTa STUIIOBOTO (3TaHOJA) MPEeKpaaeTcs JIUIEH3UPYIOIUM OPTaHOM B CITyJasiX,
onpeaeneHHbIX cratbeil 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-@3 "O nuuen3upo-
BaHUM OT/EJbHBIX BUJIOB JIEATENBHOCTU'", a TAK)Ke C JIaThl MPEKpAIICHUSI WM aHHYJIUPOBAHUS
JEMCTBUS JIMLIEH3UM Ha MPOU3BOJCTBO 3TUIIOBOTO CIHUPTa ISl MPOM3BOACTBA (papMarieBTUYe-
CKOHM CyOCTaHIIMM CIHUPTA 3TUIIOBOTO (3TAHONA), BBIJAHHOW B cOOTBeTCTBHM ¢ DepepanbHBIM
3aK0OHOM OT 22 HOos10pst 1995 roga N 171-®3 "O rocymapCcTBEHHOM PETryJIUpPOBAaHUU TPOU3BOJI-
CTBa U 000pPOTa ITUIIOBOTO CIIUPTA, ATKOTOIBLHON U CIIUPTOCOAEPIKAIICH MTPOIYKIIMH U 00 orpa-
HUYEHUHU TOTpeOIeHUs (PacIIUTHsI) aTKOTOJIbHON TTPOTYKITAN".

Crarba 9. I'ocynapcTBeHHbI KOHTPOJIb (HAA30p) B cdepe oOpaleHus JeKapCTBEH-
HBIX CPEACTB
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. T'ocynapcTBeHHBI KOHTpPOJIb (Ham30p) B cdepe oOparieHus: JeKapCTBEHHBIX CPEACTB
BKITIOYAET B ceO0si:

1) MUIIEH3UOHHBIN KOHTPOJIb B chepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB M B cdepe
(dbapManeBTUYECKON IeATEIHHOCTH;

2) enepanbHBIN rOCyIapCTBEHHBIN HAI30pP B chepe oOpalieHust IeKapCTBEHHBIX CPE/ICTB;

3) BBIOOPOYHBII KOHTPOJIb Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB.
(m. 3 BBenmeH DeaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JIneH3noHHbBII KOHTPOJIb B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U B cdepe
(apMaleBTUYECKON JIEATEIbHOCTH OCYILECTBIIAETCS YIOJIHOMOYEHHBIMU (ellepaibHbIM Opra-
HOM HCIIOJTHUTEIBHON BJIACTH M OpraHaMHU HMCIOJHUTENBHOW BIACTH CyOBeKTOB Poccuiickoii
®denepanyy COrIacHO UX KOMIIETCHIUU B MOPAJKE, YCTaHOBIEHHOM DenepalbHbIM 3aKOHOM OT
26 nexabpst 2008 roma N 294-®3 "O 3ammuTe mnpaB IOPUAWYECKUX JIMI U HUHIUBHIYaTbHBIX
IpeAnpuHUMaTeNell IpyU OCYIIECTBIEHUH TOCYIapCTBEHHOIO KOHTPOJS (HaA30pa) U MYHUIM-



MAJTBHOTO KOHTPOJIA", C YI€TOM OCOOCHHOCTEH OpraHM3aIliyl U IPOBEJACHHS TIPOBEPOK, YCTAHOB-
neHHbIXx enepanbHbiM 3akoHOM 0T 4 Mast 2011 roga N 99-®3 "O nuueH3UupOBaHUU OTIIEITbHBIX
BUJIOB AEIATEILHOCTH".

3. ®deaepanbHbBIN TOCYIapCTBEHHBIA HAA30p B chepe oOpalieHus JIeKapCTBEHHBIX CPEIICTB
OCYILECTBIISICTCS YIIOJIHOMOYEHHBIMU (peiepalbHBIMU OpraHaMH HCTIOJIHUTENIFHON BIIACTH ([a-
Jiee - OpraHbl TOCYIapCTBEHHOI0 HA/A30pa) COTJacHO MX KOMIETEHIIUH B MOPSAKE, YCTAHOBJICH-
HoM lIpaBurensctBom Poccuiickoit @enepanuu.

4. ®enepalbHBIA TOCYAAPCTBEHHBIM HAI30p B chepe oOpareHus JIeKapCTBEHHBIX CPEACTB
BKITIOYAET B ceOsi:

1) opranuzamnuio U MPOBEACHUE MPOBEPOK COOTIONCHHS CYOBEKTaMH OOpaIleHUs JieKap-
CTBEHHBIX CPEICTB YCTAaHOBJIEHHBIX HAacTOSIIUM DenepalbHbIM 3aKOHOM M NPUHATBIMU B COOT-
BETCTBHH C HUM WHBIMU HOPMaTHUBHBIMU MPAaBOBBIMU akTaMu Poccuiickoit deneparuu TpedoBa-
HUH K JOKJIIMHUYECKUM HCCIIEI0BAaHUSAM JIEKAPCTBEHHBIX CPENICTB, KIMHUYECKUM UCCIIEI0BAHUAM
JIEKapCTBEHHBIX IMPENapaToB, XpaHEHUIO, IEPEBO3KE, BBO3Y B Poccuiickyro denepaiuto, oTiyc-
Ky, peaJu3alii JIEKapCTBEHHBIX CPEJICTB, IPUMEHEHUIO JIEKAPCTBEHHBIX NPENApaToB, YHUUTO-
KEHUIO JIEKAPCTBEHHBIX CPEJICTB, YCTAHOBJICHHUIO MPOU3BOAUTEISIMH JI€KAPCTBEHHBIX Mpernapa-
TOB IIEH HA JICKAPCTBEHHBIE IpENapaTthl, BKIIOUYCHHBIC B NIepEUYeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB, a TaKKe COOMIOACHHS YIOJTHOMOYEHHBIMU OpraHaMu
UCTIOJIHUTENIBHOW BJIACTH CyObeKkTOB Poccuiickoil denepanyi METOAMKH YCTaHOBJICHUS IIpe-
JENIbHBIX pa3MepoB ONTOBBIX HAI0ABOK M MPEAETbHBIX pa3MEpOB PO3HUYHBIX HAJI0aBOK K (hak-
TUYECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM IIPOU3BOIUTENISMHU JIEKAPCTBEHHBIX MIPENApaToOB,
Ha JICKapCTBEHHBIE MpenapaThl, BKIIOYEHHbIE B NIEpPEeYeHb KU3HEHHO HEOOXOTUMBIX U BaXKHEMH-
IIMX JIEKAPCTBEHHBIX MPENaparToB (aajee - o0si3aTeabHbIe TPeOOBaHNA);

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

2) opraHu3anMio U MPOBENEHUE NPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXO-
JSIIMXCS B TPAXXIaHCKOM 000pOTE, YCTaHOBJICHHBIM TPEOOBAHUAM K UX Ka4eCTBY;

2.1) npoBeneHNe KOHTPOJIBHBIX 3aKYMOK B LIEJSX MPOBEPKU COOIIOCHUS CyOBEeKTaMH 00-
palleHus JEKapCTBEHHBIX CPEACTB, OCYLIECTBISIIOIIMMHI PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBI-
MU TIpermapaTamMy il MEAUIIMHCKOTO MPUMEHEHUs, IPaBIII OTITYCKa JICKAPCTBEHHBIX Mpernapa-
TOB JUIsl MEIUIIMHCKOTO TTPUMEHEHUS U (W) 3ampeTa Npoaaku (parbcuPUIMpOBaHHBIX JEKap-
CTBEHHBIX CPEJCTB, HEJTOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB M KOHTPA(aKTHBIX JIEKap-
CTBEHHBIX CPE/CTB;

(m. 2.1 BBegen PeaepanbHbIM 3ak0HOM OT 27.12.2018 N 511-D3)

2.2) mpoBeieHne KOHTPOJBHBIX 3aKYIOK B IIEJISIX MTPOBEPKHU COOIOICHUS CyOBEeKTaMu 00-
palleHus JTEKapCTBEHHBIX CPEACTB, OCYIIECTBISIIOIIMME PO3HUYHYIO TOPTOBIIO JICKAPCTBEHHBI-
MU TIpenapaTamu JUIsi BETEPHHAPHOTO MPUMEHEHHS, MTPAaBHJI HaJICKAIICH anTeyHOHW MPAaKTHKH
JICKapCTBEHHBIX MPEMapaToB JJIsi BETEPUHAPHOTO MPUMEHEHUS U (WJIK) 3arpeTa IpoJaxku Gab-
CHU(UIIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB;

(m. 2.2 BBeaeH denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)

3) opraHu3anmio u npoBeneHue hapMakoHaI30pa;

4) mpuMeHEHUE B TIOPSIJIKE, YCTAHOBIEHHOM 3aKoHoAaTenbcTBoM Poccuiickoit deneparum,
Mep IO MPECEYCHHIO BBISBICHHBIX HAPYIICHUH 00s3aTeIbHBIX TpeOOBaHUN U (MJTH) YCTPAHEHUIO
MOCIEACTBUM TaKUX HApYLIEHUI, B TOM YHCJIe IPUHATHE PEUICHUs] O HAXOKJICHUH JIEKapCTBEH-
HBIX CPEICTB B OOpalleHUH, BbIIAUy MPEeINUCaHUi 00 YCTpAaHEHMM BBIABICHHBIX HapYIICHHH



00s13aTeNIbHBIX TPeOOBAaHUN W TPUBJICUEHHE K OTBETCTBEHHOCTH JIMI, COBEPLIMBIIUX TaKHe
HapyLIEHHUS.
(gactp 4 B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @eaepanbHBIN TOCYIapCTBEHHBIA HAA30p B chepe oOpalieHus JIeKapCTBEHHBIX CPEIICTB
OCYIIIECTBIISIETCS B TIOpsKe, ycTaHOBIeHHOM DenepanbHbiM 3akoHOM OT 26 nexadpst 2008 rona
N 294-®3 "O 3amure npaB OPUAUYECKUX JIUI U UHIUBUAYAIBbHBIX MPEINPUHUMATEIEH MpU
OCYILECTBICHUH TOCYAAPCTBEHHOT0 KOHTPOJIS (Haa30pa) M MYHUIUIAIBLHOTO KOHTpOIs", ¢ yde-
TOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX HACTOAIICH cTaTbei. IIpenBapuTenbHOE COTIIACOBAHUE C
OpraHaMH TMPOKYpaTyphl CPOKOB MPOBEACHUS BHEINIAHOBOW MPOBEPKU CyOBEKTOB OOpalieHus
JIEKapCTBEHHBIX CPEJCTB, a TaKXKe MPeIBaPUTEIbHOE YBEIOMIICHNE IOPUINUECKUX JIUL], NHAUBH-
NyadbHBIX TPEINPUHUMATENCH O Hadale MPOBEICHHUs ITOW MpOoBepKU He Tpedyercs. OpraHbl
MPOKYpPATyphbl U3BEIIAIOTCA O MPOBEICHUN BHEIJIAHOBOM MPOBEPKH CYOBEKTOB OOpalleHus Jje-
KApCTBEHHBIX CPEJICTB MOCPEACTBOM HAIMPABIECHUSI COOTBETCTBYIOLIUX JOKYMEHTOB B TE€UEHUE
TpeX pabouux JHEH C MOMEHTa OKOHYAHUS MTPOBEICHHS YKa3aHHOW BHEINIAHOBOM MIPOBEPKH.
(gactp 5 B pen. @exnepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. JIoJ>KHOCTHBIE JTHIIa OpraHa roCyapCTBEHHOTO HaA30pa B MOPSIAKE, YCTAHOBIEHHOM 3a-
KOHOJ1aTesbcTBOM Poccuiickoit denepanuu, UMEIOT MPaBo:

1) mosyyaTb Ha OCHOBaHMM MOTHBHPOBAHHBIX NMHCBMEHHBIX 3allpOCOB OT CYOBEKTOB 00-
paleHus JeKapCTBEHHBIX CPEACTB, OPTraHOB HMCIIOJHUTEIBHON BIACTH CYyObEeKTOB Poccuiickoit
denepauy ¥ OpraHOB MECTHOTO CaMOYIpPaBJIEHUS JOKYMEHTHI M MH(pOpPMALHIO IO BOIPOCAM
00paleHus JIEKAPCTBEHHBIX CPEJICTB;

2) OecHpensTCTBEHHO IO MPEIBbSBJICHUH CIY)KEOHOTO YIOCTOBEPEHHUS W KOIMH IpHKa3a
(paciopsikeHHs) OpraHa TOoCyAapCTBEHHOTO HaA30pa O HA3HAYCHHWH NPOBEPKHU IMOCEIIaTh HC-
MIOJIb3yEeMbIC IOPUINYCCKUMU JIMIIAMH, WHAWBHUYaTbHBIMH MPEIITPUHUMATEISIMH, SBISTFOIIIAMHU-
Ci CY6’beKTaMI/I O6paH_IeHI/I$I JICKAPCTBCHHLIX CPCACTB, IMPU OCYIICCTBICHUU cBOEH ACATCIIbHOCTHU
TEPPUTOPUH, 3[AHUS, TOMEIICHUS U COOPY)KEHHUS B LEJSIX MPOBEIACHUS MEPONPUATHI IO KOH-
TPOJIIO;

3) mpoBOIUTH OTOOP 0OPa3IOB JEKAPCTBEHHBIX CPEACTB, MPEIHA3ZHAYCHHBIX JIJIs peasin3a-
UM ¥ peaTn3yeMbIX CyObeKTaMu 0OpalieHHsl JIEKAPCTBEHHBIX CPEJCTB, JUIsl IPOBEPKU MX Kaye-
CTBa, IPOBEJICHUS MCCIICJOBAaHUH, UCIIBITAHUN B COOTBETCTBHHU C MpaBHIIaMH O0TOOpa 00pasIoB,
YCTAaHOBJICHHBIMHA YITOJTHOMOYCHHBIM (bel[epaHBHBIM OopraHomM HUCIOJIHUTEILHOU BJIaCTH,

3.1) IpOBOANTH KOHTPOJBHBIC 3aKYMKH JICKAPCTBEHHBIX IMPETMApPaTOB JJIS MEIHIIMHCKOTO
MIPUMEHEHHUS B IEIISIX IPOBEPKHU COOTIOCHHS CYOBEKTaMH OOpAaIleHUs JIEKApCTBEHHBIX CPENICTB,
OCYIIECTBIISIONIMMH PO3HUYHYIO TOPTOBIIIO JIGKAPCTBEHHBIMHU TIpeNapaTaMu JUIsl MEIUIUHCKOTO
MPUMEHEHHUS, TIPABHIJI OTITYCKa JICKAPCTBEHHBIX IMPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHUS U
() 3ampera mpoAaxu (harbCUPUITMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HETOOPOKAYECTBEH-
HBIX JICKQPCTBEHHBIX CPEJICTB M KOHTPa(aKTHBIX JIGKAPCTBEHHBIX CPEJICTB;

(m. 3.1 BBeaeH denepanbHbiM 3akoHOM OT 27.12.2018 N 511-D3)

3.2) IpOBOAUTH KOHTPOJIBHBIE 3aKYINKH JIEKAPCTBEHHBIX IPENapaTroB [JIsi BETEPUHAPHOTO
IPUMEHEHHS B LIEJSIX IPOBEPKU COOIIOAEHUS CyObEKTaMu OOpallleHUs JIEKAPCTBEHHBIX CPEICTB,
OCYIIECTBIIAIOIMMYU PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMHU IpenapaTaMu sl BETEPUHAPHOTO
IIPUMEHEHHUS, IPaBHJI HAUIeXKALIEH alTeYHON MPAKTUKU JIEKAPCTBEHHBIX MPENapaToB Ui BeTe-
pUHApHOTO TpPUMEHEHHS W (WJIM) 3ampeTa MpoAaxd (albCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB M KOHTpA(paKTHBIX JICKAPCTBEHHBIX
CPEICTB;

(m. 3.2 BBeaeH denepanbubiM 3akoHOM OT 02.08.2019 N 297-D3)



4) BbIIaBaTh CyObEKTaM OOpalICHHs JIEKAPCTBEHHBIX CPECTB MPENHCAHUS O TIpeKparie-
HUW HapYIICHUH 0053aTeIbHBIX TPeOOBaHUM M 00 yCTpaHEHWHU BBISBJICHHBIX HApYIICHUN 00s513a-
TEJIbHBIX TPEOOBaHUI;

5) HanpaBJATh B YIIOJHOMOYEHHBIE OpraHbl MaT€pUalIbl, CBA3aHHBIE C HAPYILIEHUAMU 005-
3aTeNbHBIX TPEOOBAHU, ISl PELICHNUS BOIPOCOB O BO30YKICHHH YTOJIOBHBIX JIEJ MO MPU3HAKaM
MPECTYIJICHUM.

7. BBIOOpPOYHBIII KOHTPOJIb KAauecTBa JICKAPCTBEHHBIX CPEJCTB OCYILECTBIIAETCS YIOIHO-
MOYEHHBIM (peJiepaibHbIM OPraHOM HCIOJIHHUTENBHOM BJIACTH B YCTAHOBJIIEHHOM UM IOpSJKE U
BKJIIOUAET B ceOsL:

1) 06paboTKy cBeneHwmii, B 00s13aTEILHOM TOPSIKE MPEIOCTABIIEMbIX CyObeKTaMu 00pa-
HICHHUA JICKAPCTBCHHLIX CPEACTB, O CCPUAX, MAPTUAX JICKAPCTBCHHBIX CPCACTB, NOCTYIAONIUX B
rpakaanckuit ooopot B Poccuiickoit deneparuu;

2) oTbop 00pa3loB JEKAPCTBEHHBIX CPEACTB Y CYOBEKTOB OOpAalIeHHS JIEKapCTBEHHBIX
CPE/ICTB B LENAX MPOBEICHNS MCIBITAHNI Ha MX COOTBETCTBHE TPEOOBAHHUSIM HOPMATHBHOM JO-
KyMCHTAallUW WJIM HOPMATUBHLBIX TOKYMCHTOB,

3) npuHATHE MO pe3yjabTaTaM MPOBEICHHBIX HCIBITAHUN pEIICHUs O JaJbHEHIIEeM Tpax-
JTAHCKOM 000pOTE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CPEJICTBA;

4) npuHATHE YNOJIHOMOYEHHBIM (elepaIbHbIM OPraHOM HCIIOJHUTENIBHOW BIIACTH pelle-
HUS O TIEpEBOJIE JIEKAPCTBEHHOTO CPEACTBA Ha MOCEPUIHBIN BHIOOPOUYHBIN KOHTPOJb KayecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yae MOBTOPHOI'O BBIABICHMSI HECOOTBETCTBUS KadecTBa JIEKap-
CTBEHHOT'O CPEJICTBAa YCTAHOBJIECHHBIM TPeOOBaHMUIM U (IIpU HEOOXOIMMOCTH) O MPOBEPKE CyOb-
eKTa OOpallleHus JIEKAPCTBEHHBIX CPEACTB. PacxXo/pl, CBA3aHHBIE C NMPOBEICHUEM IOCEPUNHHOTO
BBIOOPOYHOTO KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEICTB, OIUIAYMBAIOTCS MPOU3BOIUTEIEM
JIEKapCTBEHHOT'O CPEJCTBA JINOO JiepKaTeaeM WIN BIAAEIbIEM PErHCTPALMOHHOTO yOCTOBEpE-
HUS JIEKApCTBEHHOTO Ipenapara.
(uactp 7 BBenmeHa DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

I'maBa 5. PABPABOTKA, JOKJIMHUYECKHUE UCCJIEJOBAHUSA
JIEKAPCTBEHHBIX CPEJACTB, A TAKKE KIMHUYECKHUE UCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB /IVI1 BETEPUHAPHOI'O IIPUMEHEHMUA

Crarba 10. Pazpadorka jiekapcTBEHHBIX CPeACTB

1. Pa3zpaboTka JIeKapCTBEHHBIX CPEJCTB BKJIIOYAET B c€0s MOMCK HOBBIX (hapMaKoJOoTHUe-
CKH aKTHBHBIX BCUICCTB, MOCICAYIOIMICC N3YUCHUC UX JICKAPCTBCHHBIX CBOﬁCTB, JOKINHHUYCCKUEC
HCCIIeI0OBaHMS, Pa3pab0TKy TEXHOJIOTUN MPOU3BOICTBA (hapMalleBTHUECKUX CyOCTaHIIMM, pa3pa-
OOTKY COCTAaBOB U TEXHOJIOTHH MPOMU3BOICTBA JIEKAPCTBEHHBIX MIPETAapaTOB.

2. duHaHCOBOE OOecredeHne pa3padOTKU JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS 3a
CUerT:

1) cpeactB denepanbHOTO OIOKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpeAcTB MpPOU3BOJIUTENEH JIEKAPCTBEHHBIX CPEACTB NPU BBHIMOJIHEHUH HAy4dHO-
UCCIIEIOBATEIbCKUX PAadOT MO JOTOBOPY MEXIY pPa3pabdOTUYMKOM JIEKapCTBEHHBIX CPEICTB H
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;



4) UHBIX HE 3alPEICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepanuu HCTOYHUKOB.

3. IIpaBa pa3paboTunka JEKapCTBEHHOI'O CPENICTBA OXPAHSIOTCS I'Pa)XTaHCKUM 3aKOHO/1a-
TEIHCTBOM.

Cratbs 11. JlokInHNYECKOE UCCIEI0BAHNE JIEKAPCTBEHHOI0 CPEACTBA 1JIs MeIUIIUH-
CKOT'0 MPUMeHEeHHUs

1. JIOKIIMHMYECKOE HMCCIIeIOBaHUE JIEKAPCTBEHHOTO CPEACTBA JUII MEIUIIMHCKOTO MpHUMe-
HCHUS TPOBOAUTCA ITYTEM MPUMCHCHUA HAYYHBIX MCTONOB OLCHOK B HECJIAX MOJTYUYCHUS JTOKa3a-
TEIHCTB 0€301MMaCHOCTH, KauecTBa U A (PEKTUBHOCTHU JIEKAPCTBEHHOT'O CPECTRA.

2. JIOKTMHUYECKOE HCCIIEeIOBAaHUE JEKAPCTBEHHOTO CPEICTBA ISl MEIUIIMHCKOTO MpHMe-
HEHHSI TIPOBOJUTCS B COOTBETCTBHU C TMpaBWJIAMH HaJJIeKalleld J1abopaTOpHOW IPaKTHKH,
YTBEP>KICHHBIMH YIIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIIOJTHUTEIBHOM BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. I[J'DI opraHu3aliii W MNPOBCACHUA OOKIMHHUYCCKOI'O HCCICIOBAHUA JICKAPCTBCHHOI'O
CpeAcTBa ISl MEITUIIMHCKOTO TIPUMEHEHHUST pa3pabOTUMKHU JIGKAPCTBEHHBIX CPEJICTB MOTYT IPH-
BJICKATb HAYYHO-UCCJICIOBATCIILCKUC OPraHu3alunu, OGpﬁSOB&TCJ’IBHBIG OopraHu3anvu BBICIICTO
00pa3zoBaHMs, UMEIOIINE HEOOXOIUMYI0 MAaTEPHAIBHO-TEXHUYECKYIO 0a3y M KBaTIU(DHUIIMPOBaH-
HBIX CIICLHUAJINUCTOB B COOTBCTCTByIOH.ICﬁ O6HaCTI/I HCCIICA0BaHUA.

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

4. JIOKIMHUYECKOE MCCIIEIOBAHNE JIEKAPCTBEHHOI'O CPENICTBA AJII MEIUIIMHCKOTO MpUMe-
HEHUS MPOBOJIUTCS MO YTBEPKIECHHOMY pa3pabOTUYMKOM JIEKaPCTBEHHOI'O CPEJCTBA IJIaHy C Be-
JIEHUEM MPOTOKOJIA 3TOTO UCCIIEIOBAHUS U COCTABJIEHHEM OTYETa, B KOTOPOM COJEpPKATCS pe-
3yJIbTaThl 3TOTO UCCIIEOBAHUS U 3aKIIOYEHHE O BO3MOKHOCTH MPOBEACHUS KIMHUYECKOTO HC-
CJIeIOBAHMSI JIEKAPCTBEHHOTO IIpenapara Jyisi MEAMIIMHCKOTO TPUMEHEHUS.

5. IlpoBenenne MpoOBEPOK COOIOCHUS TPABWI HaJIekKaIIEH J1a00paTOPHON MPAKTHUKUA U
IMPaBOBbIX HOPM HCIIOJIb30BAHUA XKUBOTHBIX ITPU NPOBCACHUU JOKIIMHHUYCCKUX I/ICCHGI[OBaHI/Iﬁ
JIEKaPCTBEHHBIX CPEJCTB Ui MEAUIIMHCKOTO MPUMEHEHHUS! OCYHIECTBISETCS YIMOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM UCTIOTHUTEILHOW BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pe3ynbTaThl JOKIMHUYECKOTO WCCIEAOBAHUS JIEKAPCTBEHHOTO CPEICTBA ISl MEIUIIUH-
CKOTO MPUMEHEHUSI MOTYT OBbITh MpPEICTaBJICHbl B YINOJHOMOYEHHBINH (efepanbHbIii OpraH Hc-
MOJTHUTEIILHON BJIACTH B YCTAHOBIIGHHOM IOPSIIKE B LEJSX TOCYAapCTBEHHOW PETUCTPAINH Jie-
KapCTBEHHOIO IMpernapara.

Crarbs 12. JIoKJIMHHYECKOE HCCIEI0BAHUE JIEKAPCTBEHHOI0 CPeICTBA M KJIMHUYe-
CKO€ HCCJIeIOBAHNE JIEKAPCTBEHHOT0 NMpenapara /jsi BeTepUHAPHOT 0 MPUMEHEeHU s

1. JIokIMHUYECKOe MCCIIeI0BaHUEe JEKAapCTBEHHOTO CPEAICTBA JJISi BETEPUHAPHOTO MpHUMe-
HEHUS MTPOBOJMTCS MyTeM NMPUMEHEHHS HAyYHBIX METO/OB OLIEHOK B IEJISAX IOJIydeHHUS JOKa3a-
TEJILCTB 0€30MacHOCTH, KauecTBa M 3()(HEKTUBHOCTHU JIEKAPCTBEHHOTO CPEJACTBA, B TOM YHCIE
OIIpEeJIeTICHUs] CPOKA €ro BHIBEJCHUS M3 OpTaHM3Ma >KUBOTHOTO, B LEIIX obecriedyeHus Oezomac-
HOCTH MPOIYKIHHU >KUBOTHOTO NMPOUCXOXKICHHS MOCIEe MPUMEHEHHsI COOTBETCTBYIOIIETO JIEKap-
CTBEHHOTO IIperapaTa.

2. JIOKJIMHUYECKOE UCCJIeIOBAHHE JICKAPCTBEHHOTO CPEACTBA U KIMHUYECKOE HMCCIE0Ba-
HUE JIEKapCTBEHHOI'O Mperapara AJii BEeTEpUHApHOTO MPUMEHEHHUs, MCCleoBaHne OMOIKBUBA-



JIEHTHOCTH YKAa3aHHOT'O JIEKapCTBEHHOI'O Ipernapara MpoBOASTCS B COOTBETCTBUU C IPaBUIIAMM,
YTBEPKACHHBIMU YITOJIHOMOUYEHHBIM (heiepaabHbIM OpPraHOM HMCIOJHUTENBHOMN BIIACTH.

3. JIoKnMHMYECKOE UCCIIEOBAHME JIEKAPCTBEHHOI'O CPEJCTBA U KIMHUYECKOE MCCIIEA0BA-
HUE JIEKapCTBEHHOTO Mpernapara Jiisi BETEpUHAPHOTO MPUMEHEHUS! IPOBOJAATCA 1O YTBEPKICH-
HOMY pa3pabOTYMKOM JIEKaPCTBEHHOT'O CPEJCTBA IUIaHY C BEACHUEM IPOTOKOJIOB ATUX HCCIIENO-
BaHUU U COCTaBJICHUEM OTUETOB, B KOTOPBIX COJIEPIKATCS Pe3ybTaThl 3TUX HCCIEAOBAHUM.

4. Jlna opraHu3allid U TNPOBEAECHUS AOKJIMHUYECKOTO HCCIEJOBAHUS JIEKAPCTBEHHOI'O
CPEICTBA U KIMHUYECKOIO MCCIEA0BaHUS JIEKAPCTBEHHOTO Mpenapara Jisi BETepUHAPHOTO MPH-
MEHEHHUsI pa3pabdOTUHK JICKAPCTBEHHOTO CPEACTBA MOKET MPUBJIEKATh OpraHU3aluU, UMEIOLIHIEe
HEOOXOUMYIO MaTepUalIbHO-TEXHUYECKYIO0 0a3y U KBaTU(UIUPOBAHHBIX CIEIUAINCTOB B COOT-
BETCTBYIOIIEH 00JIaCTH UCCIIEIOBAHUS.

5. KnnHnyeckue ucciieoBaHus JIEKApCTBEHHBIX IMPenapaToB AJs BETEPUHAPHOTO MpHUMeE-
HEHUS MPOBOASTCS B BETEPUHAPHBIX OPraHU3aIUsAX U B OpraHU3AlMsIX, OCYIIECTBIAIONINX pa3-
BEJICHHE, BBIPALMBAHUE U COACPKAHKE KUBOTHBIX, B LIEIAX:

1) ycraHOBIIEHMSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX NIPENApPaTOB 340POBBIMU )KUBOTHBIMY;

2) monbopa ONTUMANIbHBIX JAO3MPOBOK JIEKAPCTBEHHBIX IMPENapaToB W Kypca JIEYEHHs Ha
KOHKPETHOU TPYIINE KUBOTHBIX C OMPEAeICHHBIM 3a00JIeBaHUEM;

3) ycraHoBieHus: 6e30macHOCTH U 3()(PEKTUBHOCTH JICKAPCTBEHHOTO TMperapara, MmpeaHa-
3HAYEHHOTO IS JICUCHUsI OTIpPE/IeIeHHBIX 3a00JIeBaHNUN KUBOTHBIX, MM 3((HEKTUBHOCTH JeKap-
CTBEHHOTO Iperapara Jisi Mpo(QHIaKTHKH 32a00JIeBaHHIA 3I0POBBIX KHBOTHBIX;

4) u3yyeHus: BO3MOKHOCTEH pacIIMpeHus TOKAa3aHUN K IPUMEHEHUIO 3apEeruCTPUPOBAHHO-
r'o JIeKapCTBEHHOT'O Iperapara 1 BbISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX JIEHCTBUI.

6. KiimHnueckoe uccnenoBaHue JEKapcTBEHHOTO IIpenapaTa A1 BETEpUHApHOT0 IPUMEHE-
HUS OCYIIECTBIISIETCS 3@ CUET CPEJCTB pa3padoTUMKa JIEKApCTBEHHOI'O CPE/ICTBA.

7. OT4eTsl O pe3ynbTarax AOKIMHUYECKOIO HCCIIEN0BAaHUS JIEKAPCTBEHHOIO CPENCTBA U
KJIMHUYECKOTO MCCIIEOBaHUS JIEKApCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO IPUMEHEHMS
COCTaBJISAIIOTCS pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEICTBA C YYETOM 3aKJIIOUCHHM OpTraHU3aIuid,
IPUHUMABILIUX Y4aCTHE B OPraHU3alMK U IPOBEJCHUH ITUX MCCIIEJOBAHUI.

8. KOHTpOJII: 3a NPOBCACHUCM HOKIMHUYCCKUX I/ICC.HGI[OBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KIMHHUYECCKHUX I/ICCJ'ICIIOBaHI/Iﬁ JICKApCTBCHHBIX IIp€mapaToB AJId BCTCPHHAPHOI'O IIPHUMCHCHUA
OCYHICCTBIACTCA YIIOJTHOMOYCHHBIM (bellepaHBHHM OpraHom HCIIOJIHUTEILHON BIACTH.

I1asa 6. OCYIIECTBJIEHUE T'OCYJAPCTBEHHOM PETUCTPAIIMA
JIEKAPCTBEHHBIX ITPEITAPATOB

Crarba 13. I'ocynapcrBeHHasi perucTpauus JeKapCcTBEHHbIX MpenapaToB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoncynprantlIntoc: npumevanue.

JlomyckaeTrcss NIpUMEHEHUE B MEAUIMHCKUX LEIAX HE 3aperucrpupoBaHHbIX B PD nekap-
CTBEHHBIX IPENapaToB, COAEPNKANIMX HAPKOTUYECKHUE CPENCTBA WM IICUXOTPOIHBIE Belle-
CTBa, BB€3eHHBIX B PD® B coorBeTcTBUU C 4. 3.1 cT. 47 nanHoro nokymenrta (m. 8 cr. 3 @3 or
27.12.2019 N 475-03).



1. B Poccuiickoii ®@enepanuu JOMYCKAIOTCs MPOU3BOJCTBO, U3TOTOBJICHNE, XPAaHEHUE, T1e-
peBo3ka, BBO3 B Poccuiickyro ®@enepannio, BbIB03 U3 Poccuiickoit denepanun, pekinama, OTIyCK,
peann3anus, nepenadya, IpUMEHEHUE, YHUUTOXKEHUE JIEKAPCTBEHHBIX NIPENAapaToB, €CIM OHU 3a-
PErucTpUPOBaHbl COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (efiepanbHbIM OPraHOM HCIIOTHHUTEIb-
HOU BJIACTH.

(uactb 1 B pen. @eaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

2. 'ocynapCTBEHHON PErUCTpaLUy IOJJIEkKAT:

1) Bce JiekapCTBEHHBIE TIpenapaThl, BIEPBhIC MOJICKAIME BBOAY B oOpalieHue B Poccuii-
ckou Penepanuy;

2) nekapcTBEHHBIE MpenapaThl, 3aperuCTPUPOBAaHHBIE paHEee, HO IPOU3BEIEHHBIE B IPYTHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUH C NEpPEYHEM HAUMEHOBAHHH JIEKapCTBEHHBIX (OpM, B
HOBOM JIO3UPOBKE MPH TOKA3aTENbCTBE €€ KIMHNYECKON 3HaYMMOCTH U 3(h(PEeKTUBHOCTH;

3) HOBbIE KOMOMHAIIMH 3apPETUCTPUPOBAHHBIX paHee JeKapCTBEHHBIX MPENapaToB.

3. T'ocymapcTBeHHas perucrpaiusi JEeKapCTBEHHBIX MPENapaToB OCYIIECTBISETCS IO pe-
3yJIbTaTaM JKCIEPTHU3bI JIEKAPCTBEHHBIX CPEJCTB, a TOCYAAPCTBEHHAs! PETUCTpaIus ophaHHBIX
JIEKAPCTBEHHBIX MPENAPATOB OCYIIECTBIISIETCS MO pe3yiabTaTaM 3KCIEPTU3bl JOKYMEHTOB, IIPEa-
CTaBJICHHBIX Ul OINpEAENEHUs BO3MOYKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Ipenapar A
MEIUIMHCKOrO MPUMEHEHHS MPU OCYIIECTBIEHUH TOCYAApCTBEHHOM PErMCTpAllMM B KayeCTBE
ophaHHOrO JIEKAPCTBEHHOIO TIpernapaTra, W IO pe3yiabTaraM »HKCHEPTU3bl JIEKaPCTBEHHBIX
CPENCTB.

4. TocypapcTBeHHasi perucTpanysl JIEKapCTBEHHOrO Mpenapara OCYLIECTBIISIETCS COOTBET-
CTBYIOIIUM YIOJHOMOYEHHBIM (eiepallbHbIM OPraHOM HCIIOJTHUTEIbHOW BJIACTH B CPOK, HE
NPEBBIMIAIOIINN CTa MIECTUACCATH pabouuX JHEH CO JHS MPUHATHS COOTBETCTBYIOLIETO 3asiBJe-
HUSI O TOCYJIAPCTBEHHOW PETUCTPAILMU JIEKAPCTBEHHOTO MpenapaTta. B ykazaHHBIN CpoK BKIIHOYA-
eTcs BpeMsi, He0OX0IMMOE Il IOBTOPHOTO MPOBEICHUS IKCIEPTH3BI JICKAPCTBEHHOTO CPECTBA
B COOTBETCTBHUH CO cTaThell 25 HacTosimero denepanbHoro 3akoHa. Cpok rocy1apCTBEHHOU pe-
TUCTpAllMy JIEKAPCTBEHHOI'O IIpernapaTa HMCUUCISETCS CO JHS IPUHATUS COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (hefiepabHbIM OPraHOM HCIOJIHUTENBbHOM BIACTH COOTBETCTBYIOIIETO 3asiB-
JICHHS O TOCYAapCTBEHHOW PErMCTpaliy JISKapCTBEHHOTO IpenapaTa ¢ MpHJIoKEHHEM Heo0Xo-
JUMBIX TOKYMEHTOB I10 JI€Hb BBIJAYH PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpe-
napata. Bpems, HeoOXxonumoe Al HaNpaBlICHHs YIIOJIHOMOYEHHBIM (eaepaTbHbIM OpPraHoM
MCIIOJTHUTENILHOM BJIACTH 3ampoca O MPe/CTaBICHUH HEOOXOAMMBIX MaTepUajoB U IMpe/cTaBie-
HUS 3asiBUTENIEM OTBETA HA JJAHHBIN 3apOC B COOTBETCTBUU €O cTaThsiaMu 16, 19 u 23 Hacrose-
ro denepanbHOro 3aKOHA, HE YYUTHIBACTCS MPHU HCUUCICHMHM CPOKa IOCYAapCTBEHHOW peru-
CTpalllU JIEKapCTBEHHOTO Mpenapara.

5. 'ocynapCcTBEHHOM perucTpaluuy He OJIeKAT:

1) nexapcTBeHHBIE NpenapaThbl, U3TOTOBJICHHbBIE AlTEUHBIMM OpPraHU3ALMSIMU, BETEpPUHAP-
HBIMH aNTEYHBIMU OPraHU3alUsAMHU, HHIUBUALYaIbHBIMUA IIPEIIPUHAMATEISIMU, KOTOPBIE UMEIOT
JMIIEH3UIO Ha (papMalleBTUYECKYIO AEATEIbHOCTD, TI0 PELENTaM Ha JIEKapCTBEHHBIE penapaTsl 1
TpeOOBaHUAM MEIUIIMHCKUX OpraHu3aluii, BETEPUHAPHBIX OpraHU3aluii;

2) nexkapCTBEHHbIE TNpenapaTsl, NpUoOpeTeHHbIE (U3NYECKUMHU JIHIAMHU 32 IpelelaMu
Poccuiickoit denepaiuy v npeHazHavy€HHbIC 7151 JUYHOTO UCTOJIb30BAHMUS;

3) nekapcTBeHHBIE Mpemnapathl, BBO3UMbIE B Poccuiickyro denepanuio aisi okazaHus Me-
JULAHCKOW MOMOIIY MO >KM3HEHHBIM MOKAa3aHMSIM KOHKPETHOrO IallMeHTa Ha OCHOBAaHUU pa3-



PCIICHN A, BEIJAHHOT'O YIIOJITHOMOYCHHBIM (beﬂepaJIbHBIM OpraHom HUCITOJTHUTEILHOM BJIaCTH,

4) nexkapCTBEHHBIC CPEACTBAa, BBO3UMBIC B Poccuiickyto denepamnio Ha OCHOBAaHUHU BHI-
JTAHHOTO YIOJHOMOYEHHBIM (hefepabHbIM OPraHOM HCIOJIHUTENBHONW BIIACTH pa3pelieHUs U
npeIHa3HauYeHHbIE ISl POBEICHUS KIMHUYECKUX HCCIe0BaHUMN JIEKaPCTBEHHBIX MPENapaToB U
(unn) TPOBEICHUS SKCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB /ISl OCYIIECTBICHHSI TOCYIapCTBEHHON
perucTpaiuu JeKapCcTBEHHbIX NPENapaToB;

5) dbapmaneBTHuecKHe CyOCTaHITUY;

6) paauodapmaleBTHUECKHE JIEKAPCTBEHHBIE Mpenaparbl, H3TOTOBJICHHbIE HEMOCpen-
CTBEHHO B MEIUIIMHCKUX OpPTaHM3AIMSIX B MOPSIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM (Qejie-
paNbHBIM OPTaHOM HCIIOJIHUTENBLHOM BIIACTH;

7) nekapCcTBEHHBIE MTpeNapaThl, IPOU3BOIUMBIE I SKCIIOPTA.
6. He nomyckaercs rocyjapCcTBEHHAsI PErUCTPaLIUs:

1) nexapcTBEHHBIX MPENapaToB, OTIUYAIOIINXCS APYT OT Ipyra KayeCTBEHHBIM COCTABOM
JEUCTBYIOIUX BEILECTB, IOl ONHAKOBBIM TOPTrOBBIM HAUMEHOBAHUEM;

2) OAHOTO JIEKAPCTBEHHOTO TpenapaTa, MpeICTaBIeHHOr0 Ha TOCYIapCTBEHHYIO PEerucTpa-
IO B OTHOIIEHWH OJHOTO M TOTO )K€ JAEprKaTelsl HIIM BJIAAEbla PErHCTPAIIMOHHOTO YI0CTOBE-
pEeHMS JIEKapCTBEHHOTO Iperapara B BUJAE ABYX U OoJiee JIGKapCTBEHHBIX MPENapaToB MO pas-
JMYHBIMHA TOPTOBBIMH HAaUMEHOBAHMSIMU.
(m. 2 B pea. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Io 3ampocy (B 3JeKTpOHHOM hopMe WM Ha OyMa)KHOM HOCHTENIE) CyOheKTa 00paIieHus
JICKapPCTBEHHBIX CPEJICTB COOTBETCTBYIOIINM YIIOJTHOMOYEHHBIM (peiepaabHbIM OPTraHOM HCIIOJ-
HUTEJIBHON BJIACTH, OCYILIECTBIISIFONIUM T'OCYAAPCTBEHHYIO PETHUCTPALMIO JIEKAPCTBEHHBIX IIpe-
napaToB, B YCTAHOBJIEHHOM WM MOPSIIKE OCYIECTBISAECTCS HAy4YHOE KOHCYJIbTUPOBAHUE IO BO-
IIPOCaM, CBSI3aHHBIM C MPOBEIECHUEM NOKIMHUYECKHUX MCCIEIOBAHUM, KIMHUYECKUX HCCIEA0Ba-
HUH JIEKapCTBEHHBIX MPENapaToB, IKCIEPTU3bl KAUECTBA JICKAPCTBEHHBIX CPEACTB, d3(h(PEeKTUBHO-
CTH M 0€30IacHOCTH, C OCYLIECTBICHUEM T'OCYIapCTBEHHOW PErMCTPAlMU JIEKAPCTBEHHBIX Ipe-
napatoB. KoHCybTHpPOBaHHE OCYIIECTBISIETCS C MPUBJICUECHUEM (enepalbHBIX TOCYIapCTBEH-
HBIX OIOJKETHBIX YUPEXKACHUM, MOABEAOMCTBEHHBIX TaHHOMY (hefiepaIbHOMY OpraHy MCIIOIHH-
TEJIBbHOM BJACTH M HE YYACTBYIOIIMX B OpraHM3alliy MPOBEICHUS SKCIEPTU3bl KayecTBa JieKap-
CTBEHHBIX CPEJCTB B IIEJISIX OCYIIECTBICHHUS UX FOCYJAPCTBEHHON PErMCTPAallUi B COOTBETCTBUU
co crareeil 16 Hacrosimero denepaabHOro 3aKOHA, B BUJE OTBETa B MUCBMEHHOH (popme ymos-
HOMOYCHHOTO (heJIepaIbHOT0 OpraHa UCIOJHUTEILHON BJIACTH Ha 3ampoc. Pasmep B3umaeMoii ¢
3asBUTENS IUIATHI ONPEAENSAETCA B COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickon denepannun
00 opraHM3aiuy MpeJoCTaBICHUs TOCYIapCTBEHHBIX U MYHULMIAIbHBIX yciyr. MHbopmanus
00 OCYIIECTBICHHH HAYYHOTO KOHCYJIbTUPOBAHUS, B TOM YHCJE CTaThbH, 0030pPbI, CIIPABOYHBIC
MaTepuaibl U UHasg UHQopMaIKs 00 OCYUIECTBICHUHM HAy4YHOTO KOHCYJIbTHPOBAHHUS, pa3Menia-
eTcs Ha OQUIIMAIIEHOM CaiiTe YIMOJIHOMOYEHHOro (eepalbHOT0 OpraHa UCIOJHUTEILHON Bia-
ctu B cetn "MHTEpHET" ¢ COOMIOIEHNEM OTrpaHUYCHHM, YCTAHOBJIECHHBIX 3aKOHOAATEIILCTBOM O
NEPCOHANBHBIX JaHHBIX, KOMMEPUYECKOH U (MJIN) roCyJapCTBEHHOH TaliHe.

8. 'ocynapcTBeHHas: perucTpanus JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE MPeJHa3HAYCHbI
JUIsl IPUMEHEHUS B YCIOBUSAX BOCHHBIX ACHCTBUM, YpE3BBIYAHHBIX CUTYyalUH, IIPEIYIIPEKIACHUS
Ype3BbIYANHBIX CUTyallUd, NPOQUIAKTUKA M JIeYeHUs 3a00JeBaHUM, MPEICTABISAIOIIMX OIac-
HOCTB JUISI OKPY’KAIOIIMX, 3a00JICBaHUN M MOPAKEHUH, TOJTYYSHHBIX B Pe3y/IbTaTe BO3ACHCTBUSA
HEOJIaronpusATHBIX XUMHUYECKUX, OMOJIOTHYECKUX, PaAUALMOHHBIX (DAKTOPOB, U KOTOpBIE pa3pa-



00TaHbI B TOM YHCIIE M0 33JaHUI0 (eIepaTbHBIX OPTaHOB MCIIOJIHUTEIBHONW BIACTH, YIOTHOMO-
YEHHBIX B 00J1aCTH OOOPOHBI CTPaHbl U OE30MACHOCTH rOCYapCTBa, OCYLIECTBISETCS B MOPSKE,
ycranoBieHHOM [IpaBurensctBom Poccuniickon denepanun.

(uactb 8 B pen. PeaepanbHoro 3akoHa ot 01.04.2020 N 98-D3)

Crarbs 14. [IpyHUMIIBI SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTu3a JEKApCTBEHHBIX CPEJICTB OCHOBBIBAETCS HAa MPUHIUIIAX 3aKOHHOCTH, CO-
OnrosieHus mpaB v cBOOO/ YeJoBeKa U rpakJaHNHa, MpaB IOPUIANYECKOTO JIUIIA, HE3aBUCUMOCTHU
IKCIEpTa, 00bEKTUBHOCTH, BCECTOPOHHOCTH U TIOJTHOTHI HCCIEAOBAHUN, TPOBOJAUMBIX C HCIIONb-
30BaHUEM COBPEMEHHBIX TOCTHKEHUN HAyKH M TEXHUKH, OTBETCTBEHHOCTHU (peepaabHOro rocy-
JAPCTBEHHOTO OIOPKETHOTO YUPEKICHUS MO MPOBEICHHUIO SKCIIEPTHU3BI JIGKAPCTBEHHBIX CPENICTB
U DKCIIEPTOB 32 IPOBEJCHUE U KaUeCTBO SKCIIEPTHU3HI.

2. DKcnepTu3a JEKapCTBEHHBIX MPENapaToB JUIsl MEJUIMHCKOTO MPUMEHEHUS BKIIOYAET B
ceos:

1) sxcnepTu3y JOKYMEHTOB, IIPEICTABICHHBIX JJI ONpPEAEICHHUS BO3MOKHOCTH paccMar-
pYBaTh JIEKaPCTBEHHBIN Mpenapar sl MEJULIUHCKOrO MPUMEHEHUS IIPU OCYIIECTBIECHUU TOCY-
JApPCTBEHHOM perucTpalyy B KadyecTBe OpPaHHOr0 JEKApCTBEHHOT'O Mpenapara;

2) BKCIepTU3y NMPEAJIOKEHHBIX METO/I0B KOHTPOJISI KauecTBa JIEKAPCTBEHHOI'O CPE/ICTBA U
KauecTBa MPEICTABICHHBIX 00pa3IloB JIGKAPCTBEHHOTO CPEJICTBA C UCTIOIB30BAHUEM ITUX METO-
JIOB (Jaiee - SKCIepTH3a KayecTBa JIEKapCTBEHHOTO CPENICTBA);

3) sKcrepTU3y OTHOLIEHUS OKUAEMOM IOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHUS JIeKap-
CTBEHHOTIO IIpenapara;

4) sKcrepTU3y PEerucTPallMOHHOTO J0ChE Ha JIEKAPCTBEHHBIN Mpenapar B LesAX oIpeserie-
HHSI B3aMMO3aMEHSEMOCTH JIGKaPCTBEHHBIX MTPENapaToB Il MEIUIIMHCKOTO IPHMEHECHUSI.
(1. 4 BBeneH DenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JEKapCTBEHHBIX MPErnapaToB AJis BETEPUHAPHOIO MPUMEHEHUS BKIIOYAET B
ceOst IKCIEepTU3y KauyecTBa JICKAPCTBEHHOTO CPENCTBA W IKCIIEPTH3Y OTHOIICHUS OKHUIAeMOU
MO0JIb3bI K BO3MOXKHOMY PUCKY IPUMEHEHHSI JIEKAPCTBEHHOT'O IIpernapara.

Crarba 15. @enepajibHOe rocy1apcTBeHHOE OIOAKeTHOE YUpPeKAeHUe M0 NMPOoBeIeHNI0
IKCNEPTHU3bI JTEKAPCTBEHHBIX CPEICTB

DKcrepTu3a JIGKapCTBEHHBIX CPEICTB MPOBOIUTCS (eepabHbIM rOCY1apCTBEHHBIM O101-
KETHBIM YUPEKICHUEM COOTBETCTBYIOLIETO YIOJTHOMOUYEHHOIO ()e1epaaIbHOr0 OpraHa MUCIOJIHU-
TEJILHOM BJIACTH, CO3/IaHHBIM JUI OOECIIEYeHUs UCTIONHEHHS TOTHOMOYHI 3TOro (peaepanbHOro
opraHa I0 BblJlady€ pa3pelieHU Ha MpPOBEIEHUE KIMHMYECKUX HMCCIEJOBAHUM JICKApCTBEHHBIX
IpenapaToB M (WIM) MO FOCYAApCTBEHHOM PETMCTPALMU JIEKAPCTBEHHBIX INpEnapaToB (paee -
AKCTIEPTHOE YUPEKIICHHUE).

Crarba 16. Opranusanusi npoBeeHHs IKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTr3a JIEKapCTBEHHBIX CPEJICTB MPOBOAUTCA KOMHUCCUEH IKCIIEPTOB SKCIIEPTHOIO
YUPEKAEHUS, HA3HAYEHHOW €ro pyKoOBOJIUTENIEM, Ha OCHOBAaHMM 3aJjaHUs HA IPOBEIEHHUE IKC-
NEePTU3bl JIEKAPCTBEHHOTO CPEJCTBA, BBIJAHHOTO YIIOJIHOMOYEHHBIM (elepaibHbIM OpPraHOM



UCTIOJIHUTENIBHOW BIIACTH. PyKOBOAMTENb 3KCIIEPTHOTO YUPEXKICHHS 00ecTIedrBaeT HaAJIeKaIIee
MPOBEJICHUE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU C 3aJaHHEM, BbIIAHHBIM
YIIOJIHOMOYEHHBIM (pe/iepanbHbIM OpPraHOM UCIIOJIHUTENBHOM BIIACTH, U OPTaHU3YeT MOATOTOBKY
CBOJIHOT'O 3aKJIIOYEHMSI 3TOM KOMHUCCHH. B cocTaB 3TOIl KOMUCCHH MO PEIICHUIO PYKOBOIMUTEINS
HKCHEPTHOTO YUPEKIECHUS MOTYT OBITh BKJIIOUEHBI B KQUECTBE SKCIIEPTOB JIMIA, HE paboTaromye
B JIaHHOM JKCIIEPTHOM YUPEXKJIEHUH, €CIIH UX CHelHalbHbIe 3HaHUS HEOOXOAUMBI Ui TpoBee-
HUS SKCIICPTU3BI U TAKUC SKCIICPTHI OTCYTCTBYIOT B JAHHOM 3KCIICPTHOM YUPCIKIACHUU.

2. DKCIepToM MO TPOBEACHUIO SKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB SIBISETCS aTTeCTO-
BaHHBIH PaOOTHUK SKCHEPTHOTO YUPEkKACHUS, KOTOPHI MMEET BhIcIIee MEIUIIMHCKOE, (Gapma-
[EBTHYECKOE, OMOIOTHYECKOEe, BETCPUHAPHOE WIIM XUMHYECKOEe 00pa30BaHHME M MPOBOAUT IKC-
NEePTU3Y JIEKAPCTBEHHBIX CPEJICTB B MOPSAIKE MCHOIHEHUS CBOMX JOJDKHOCTHBIX O0S3aHHOCTEH
(mamee - aKCcmepT).

3. Ilpu npoBeeHUH SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB SKCIEPT HE MOXKET HaXOIUTHCS
B KakKOH-IMOO 3aBUCHMOCTH OT JIMIA, Ha3HAYMBLIETO 3Ty JIKCHEPTU3Y, pa3paboTyuka Jekap-
CTBEHHOTO CPEJICTBA WM IPYI'MX 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX IKCIEPTU3BI JIULL.

4. Ilpu npoBeeHUH SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JOMYCKaeTCcsl UCTpeOOBaTh y
3adABUTCIIA JII/I6O HWHBIX JIUI MaTCpUaJIbl, HCOGXO,Z[I/IMBIC AJid TIPOBCACHUS SKCIICPTHU3BI. B cjydac
HEJO0CTAaTOYHOCTU MPEICTABICHHBIX HKCIEPTY MATEPUANIOB JJI Jaud 3aKJIIOUEHUS SKCIEepT CTa-
BUT BOIIPOC O MPEJCTABICHUU €My HEOOXOIMMBIX MAaTEpPHUAIOB Mepel PYKOBOAUTEIEM IKCIEPT-
HOTO YUYPEXKICHHsI, KOTOPbIN 00paliaercss ¢ COOTBETCTBYIOUIMM 3allpOCOM B YIOJHOMOYEHHBIN
(denepanbHBIN OpraH MCHIOIHUTEIBHOM BIACTH, BHIAABIIUI 3aaHNE HA IPOBEICHUE YKCIIEPTH3HI
JIEKAapCTBEHHOT'O CPEICTBa. YKa3aHHBIN (penepanbHbI OpraH MCIOJHUTEIHHOW BJIACTH B TeYe-
HUE MATH pabO0YMX JHEH CO AHS MOCTYILICHHS 3apoca PYKOBOAUTENS SKCIIEPTHOTO YUPEKICHUS
HAIpPAaBIISET 3asBUTEIIO 3alpoC O MPEACTaBICHUN HEOOXOAUMBIX MaTrepuasoB. J[aHHBIN 3armpoc
MOXKET GBITB Nnepciad yNnoJIHOMOYCHHOMY MNPCACTABUTCIIIO 3asBUTCIIA JIMYHO IMOJ PacCIIUCKY,
HaIpaBJieH IO MOYTE 3aKa3HbIM MHCbMOM WM IEpe/laH B AJIEKTPOHHOU (hopMe MO TEeIEeKOMMY-
HUKAIIUOHHBIM KaHaJlaM CBA3U. B CJIydac HaIlpaBJICHUA OAHHOTO 3aIllpocCa IO MOoYTC 3aKa3HbIM
MUCHMOM OH CUMTAETCSI MOJYYEHHBIM 110 UCTEUEHUH IIECTH AHEW C aThl HApaBICHUs 3aKa3HO-
'O IM1uchbmMa.

(uactb 4 B pen. @eaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBUTENh 00s3aH MPEACTABUTH OTBET HA 3alpPOC YIOTHOMOYECHHOTO (efepatbHOro
OpraHa UCIIOJIHUTENILHOW BJIACTU B CPOK, HE NPEBBIIAIOIININ JAEBSIHOCTa padouux IHEH co AH
€ro TMOJYYEHHUs. YTIOTHOMOYECHHBIH (elepanbHblii OpraH UCIOJIHUTENBHONW BIACTH, BBIIABIINN
3aJlJaHi€ Ha MIPOBEJECHUE IKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/ICTBA, B TEYEHUE IATH PabOUYMX JHEH
CO JHS IOCTYIUICHUS OT 3asiBUTENS OTBETA Ha JAHHBIM 3alIpOC HAIPABIISET TAKOM OTBET B JKC-
HEepTHOE yupekaeHue. B ciiyuae HempeacTaBieHus 110 UCTEUEHUH AEBIHOCTA pabounx AHEH 3a-
SIBUTEJIEM OTBETA HA JAHHBIM 3ampoc yIMOJTHOMOUYEHHBIN (eepaabHblii OpraH MCIOIHUTEIbHON
BJIACTH, BBIJABIIUH 3aJaHUE HA MPOBEACHHUE DKCIEPTU3BI JICKAPCTBEHHOIO CPEACTBA, B TCUCHUE
ATH pabouux JAHEH HampaBlisieT B SKCIEPTHOE YUPEKIACHUE YBEJIOMIIEHHE O HENPEICTaBICHUH
3asgBUTENIEM OTBETA HA 3alpOoC YKa3aHHOTO opraHa. Bpems co qHS HampaBlIeHHs 3ampoca JKC-
NEPTHOTO YYPEKICHUSA B YIOJIHOMOYEHHBIA (pellepalbHbIil OpraH MCIOJHUTEIBHON BIACTU 10
JIHS TTOJIYYEHUS DKCIIEPTHBIM YYPEXKICHUEM OTBETa Ha 3alpOC WIN YBEAOMIICHHUS O HENPEICTAB-
JICHUU OTBETA HA 3alpOC HE YUUTHIBACTCS IPU UCUYUCIICHUM CPOKA IIPOBEIECHHUS DKCIIEPTU3HI Jie-
KapCTBEHHOTO CPEJICTBA.

(vactp 4.1 BBenena @enepanbHbiM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. Eciu B cocTaBe PErMcTpPalMOHHOrO J10ChE€ Ha JICKAPCTBEHHBIN mpemnapar ISl Meau-
LIMHCKOTO IIPUMEHEHUsl COIEP)KUTCS MpenycMoTpeHHast cratbel 18, wacteio 1.1 craten 30 u
crathel 34 HacTosmero denepaabHOTO 3aKOHA KOIHS PEIICHUS YITOJHOMOYEHHOTO (henepaib-



HOT'O OpraHa UCIOJIHUTEIFHON BIACTH O MPOBEJCHUN MHCIEKTUPOBAHUS MPOU3BOIAUTEINS JIEKap-
CTBEHHBIX CPEJICTB, SKCIEPTY 10 O(OPMIICHUS PE3yIbTaTOB SKCIEPTHU3HI JIEKAPCTBEHHOTO Cpel-
CTBa MPEAOCTABISETCA B MOPSAAKE M Ha YCIOBHUSAX, KOTOpBIE MPEIyCMOTPEeHbI YacTsimu 4 u 4.3
HACTOSAIIEH CTaTbd, KOMHSA 3aKITIOYCHHS O COOTBETCTBHU IIPOM3BOIUTENS JIEKAPCTBEHHBIX
CpeACTB TpeOOBaHUAM IPaBHJI HaJUIEXKaled MPOU3BOACTBEHHON NMPAKTHKH, BBIJAHHOTO YIIOJ-
HOMOYEHHBIM (peiepaIbHBIM OPTaHOM HCHOJTHUTEIBHOM BIACTH.

(vactp 4.2 BBeneHa PenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4.3. 3asBuTenb 00s3aH MPEACTABUTh B YIOJHOMOYECHHBIA (efiepaibHbI OpraH MCIOJHU-
TEJILHOU BJIACTH KOMHIO 3aKJIIOYCHUS O COOTBETCTBUH MPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCIACTB
TpeOOBaHUSAM MPaBUJI HAJJICKAIICH MPOU3BOJICTBEHHOW MPAKTUKU B CPOK, HE MPEBBILIAIOIIMIA
CcTa BOCBMUACCATHU pa60q1/1x I[H€I>'I CO THA TOJYUYCHHUA 3aIlipoca 0 €€ NpCcAOCTaBJICHHUU. YnomHo-
MOYCHHBIA (peiepaabHbIii OpraH MCIIOJHUTEIBHON BIIACTH, BBIJABIIUN 3a/laHWE Ha TIPOBEIICHHE
9KCHCPTU3BI JICKAPCTBCHHOI'O CPCACTBA, B TCUCHHUC IIATH pa60q1/1x I[HCI>'I CO JHA MOCTYIJICHUA OT
3asBUTENS KOMUHU 3aKII0YEHUS O COOTBETCTBUU MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB Tpedo-
BaHMAM IPAaBWJI HaJJICKALIEH INPOU3BOJCTBECHHOM IPAKTUKH, HAINPABISIET €€ B JKCIEPTHOE
yupexJeHue. B ciiydae HenpescTaBieHus 3asSBUTENIEM B YKa3aHHBINH CPOK KOIUU 3aKIIOYECHUS O
COOTBCTCTBUH MNPOU3IBOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tpe6OBaHI/I$IM IpaBHJI HaHHC)KaIHCﬁ
MIPOU3BOJICTBEHHON MPAKTHUKH YITOJTHOMOYEHHBIN (heepaibHbId OpTraH UCTIOTHUTEIHLHOW BIIACTH,
BI:II[aBI_HI/Iﬁ 3alaHuC Ha MNPOBCACHUC ISKCICPTHU3BI JICKAPCTBCHHOI'O CPpCACTBA, B TCUCHUC IIATU
pabounx THEH HampaBisSeT B AKCIEPTHOE YUPEkKACHUE YBEAOMIICHHE O HENPEICTABICHUN 3asBU-
TCJICM KOIMMU 3aKJIHOUCHUA O COOTBCTCTBUH IMPOU3BOAUTCIIA JICKAPCTBCHHLBIX CPCACTB TpCGOBa-
HUSIM MPaBUII HaJJIeKaIEel TPOU3BOICTBEHHON MPAaKTUKU. BpeMs co Hs HampaBieHHs 3arpoca
HKCHEPTHOTO YUPEKACHUS B YIIOJIHOMOYEHHBINH (erepaabHbIil OpraH HCIOJHUTEILHON BIIACTH
JI0 JTHA TOJIyY€HHUS SKCIEPTHBIM YUPEXKICHUEM KOMUU 3aKJIIOUEHUSI O COOTBETCTBUH MPOU3BOIM-
TEJIS JICKApCTBEHHBIX CPEJCTB TPeOOBAHMAM MPABUI HAJUIEKAIEH MPOU3BOIACTBEHHON MPAKTUKH
WIM YBEIOMJICHUS O €€ HEMPEACTAaBICHUHN HE YUUTHIBACTCS NPU UCUMCICHUN CPOKa MPOBEIECHUS
AKCTIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA.

(uactb 4.3 BBeaeHa denepanbabiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. DkenepT Ipy NPOBEACHUH IOPYUYEHHONW €MY PYKOBOJIUTENIEM 3KCIEPTHOTO YUPEKICHUS
9KCHEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA 00s3aH:

1) mpoBecTH TMOJHOE HMCCIEIOBAHUE TMPEACTABICHHBIX €My OOBEKTOB, MaTEpUANIOB, IaTh
000CHOBaHHOE U O0OBEKTUBHOE 3aKJIF0OUEHHUE O MTOCTABJIEHHBIM Mepel] HUM BOMpPOCcaM HIIM MOTH-
BUPOBAHHOE 3aKJIOUEHHE O HEBO3MOXKHOCTU IIPOBEJEHHUS MM OSKCIIEPTH3bl JIEKAPCTBEHHOI'O
CpENCTBa, €CIU MOCTABIEHHBIE BOIPOCHI BBIXOJAT 3a MPEAEIIbl CIENUaIbHbIX 3HAHUHN 3KCIepTa,
00BEKTHI UCCIICOBAHUM U MaTepUalbl HETIPUTOIHBI UM HEJOCTATOUHBI JJIsl IPOBEIEHUS HCCIe-
JOBaHUM U J1a4yM 3aKJII0YEHUS JTMO0 COBPEMEHHBIN YPOBEHb Pa3BUTHUS HAyKU HE MO3BOJIET OTBE-
TUTh Ha ITOCTaBJIEHHBIE BOIIPOCHI;

2) He pa3rjamarh CBEJEHHS, KOTOPhIE CTaJl €My M3BECTHBI B CBSI3U C MPOBEACHHUEM IKC-
NEepPTU3bl JIEKAPCTBEHHOTO CPEICTBa, a TAaKXKe CBEIECHUS, COCTABIISIIOLIME TOCYIapCTBEHHYIO,
KOMMEPUYECKYIO WM UHYIO OXPaHSIEeMYIO 3aKOHOM TaiiHYy;

3) obecrieunTh COXpaHHOCTH MPEICTaBICHHBIX 0OBEKTOB UCCIICAOBAHUHI U MaTepHasoB.
6. DKCnepT He BIpaBE:

1) mpoBOAMTH PKCIEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA IO OOPAIIEHUIO HEMOCPEICTBEHHO K
HEMY OpraHu3alui nin GU3N4YeCKuX JINL;

2) caMOCTOSITEIbHO cOOMpaTh MaTepuaibl Ui MPOBEICHUS SKCIEPTU3BI JIEKAPCTBEHHOTO



CPEICTBA;

3) mpOBOAMTH SKCIEPTH3Y JEKAPCTBEHHOI'O CPEICTBAa B KAaueCTBE HETOCYJapCTBEHHOTO
JKCIEPTA.

7. B ciydae HEOOXOIUMOCTH SKCIEPT BIIpaBE XOAATaNCTBOBATH TEPENl PYKOBOAUTEIIEM
HKCIIEPTHOTO YUPEKJEHUSI O MPUBICYCHUHU K MPOBEACHUIO IKCIEPTU3BI JIEKAPCTBEHHOTO CPE-
CTBa JIPYTUX KCIIEPTOB.

8. KaxnpIit sKcnepT, BXOJAIIUNA B COCTaB KOMUCCUU IKCIIEPTOB, KOTOPOM MOPYUYEHO IMPO-
BEJICHHE IKCIIEPTHU3bI JIEKaPCTBEHHOI'O CPECTBA, HE3aBUCHUMO M CaMOCTOSTEIbHO MPOBOAUT HC-
CJIEIOBAHMS, OLICHUBACT PE3YJIbTAThI, MMOJTYYCHHBIE UM JIUYHO U OPYTHUMHU dKcHepramu, u (op-
MYJIUPYET BBIBOJbI OTHOCHUTEIHHO MOCTABJIECHHBIX BOIPOCOB B IpEJEiIax CBOMX CHEIHaIbHBIX
3HAHUMH.

9. Pe3ynbTarhl 3KCHEPTU3BI JEKAPCTBEHHOTO CPEACTBa O(DOPMIISAIOTCS 3aKIIOYEHHEM KO-
MUCCHH 3KCIIEPTOB. B 3aKII04EeHMM KOMUCCHM SKCIIEPTOB YKa3bIBAIOTCS IE€PEUEHb HCCIEA0BaA-
HUM, 00BEM MPOBEACHHBIX KaX/IbIM 3KCIEPTOM UCCIIEOBAHNN, YCTAHOBJICHHBIE KaXKIbIM U3 HUX
(baxThl U caeNaHHBIE B pE3yJbTaTe MUCCIEOBAHUI BBIBOJBI. JKCIEPT, MHEHHE KOTOPOTO HE COB-
MaJaeT C peleHneM KOMHCCHUU SKCIIEPTOB, BIIpaBe BHIPA3UTh CBOE MHEHHE B MUCbMEHHOH (op-
Me, KOTOpOe MPUOOINAETCS K 3aKJIFOUYCHUIO KOMUCCUU SKCIIEPTOB.

10. DKcnepThl, BXOASIINE B COCTAaB KOMHCCHH, MPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU € 3aKOHOJATeNnbCTBOM Poccuiickoit @denepanuu 3a Aady 3aKIIOYEHHUs, COIEpKa-
I1€r0 HEOOOCHOBAaHHBIE WU (PabCU(PUIMPOBAHHBIE BBIBOJIBI, O YEM OHHU AAIOT MOJIHCKY.

11. Onpenenenue ypoBHs MpodeCCHOHATHHON MOATOTOBKHU IKCIEPTOB U aTTECTAIMSI UX HA
NpaBO TMPOBEICHUS HKCIEPTH3bI JICKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS JKCIIEPTHO-
KBATU(DUKAIIMOHHBIMA KOMHUCCHSIMH B TTOPSIIKE, YCTAHOBIIEHHOM COOTBETCTBYIOIIUM YITOJIHOMO-
YEHHBIM (elepaIbHbIM OPraHOM HCIIOJIHUTEILHOW BIIACTH. Y POBEHb MPOPECCHOHATHHON MO
TOTOBKH IKCIIEPTOB MOJICKHUT MEPECMOTPY YKA3aHHBIMU KOMHUCCHUSIMU HE PEXKE YeM OJIMH Pa3 B
ISITh JIET.

12. TIpaBwiia mpoBeIeHUS IKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB U OCOOCHHOCTH IKCIIEPTH-
3bI OTJENILHBIX BUJIOB JIEKAPCTBEHHBIX MPENapaToB (peepeHTHHIX JIEKAPCTBEHHBIX MPENapaToB,
BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OMOIOTUYECKUX JIEKAPCTBEHHBIX IPENapaTos,
OMoaHAIOTOBBIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX NpemnaparoB (OMOaHAIOTOB), TOMEONaTHYe-
CKUX JIGKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX PACTUTEIbHBIX MpenapaToB, KOMOWHAIMMA
JICKApCTBEHHBIX TPEmapaTroB), (pOpMbI 3aKIIOYCHUH KOMHCCHU SKCIEPTOB YCTAHABIMBAIOTCS
COOTBCTCTBYIOIIHUM YIIOJITHOMOYCHHBIM (be;[epaanbIM OpraHom HWCIOJIHUTEIBHOU BJIACTH.

(uactb 12 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

Crarba 17. Ilogaya U paccMoTpeHHe 3asIBJEHUSI 0 TOCYAAPCTBEHHOW perucTpamuu
JIEKAPCTBEHHOT0 Mpenapara /1Jisi BeTepPUHAPHOT0 MPUMEHEeHU s
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Jlns rocyapCTBEHHOM PETMCTpAlMKM JIEKApCTBEHHOrO Ipernapara s BETEpUHAPHOTO
MPUMEHEHHUS pa3paboTUHK TaKOTo JIEKAPCTBEHHOTO MpemapaTa ik YIIOJTHOMOYEHHOE M JIPYroe
IOPUAMYECKOE JIUIO (Jjajiee B HACTOAIIEH CTaThe - 3asBUTENb) MIPEACTABISET B YIIOJIHOMOYEHHBIN
(benepanbHBIN OpraH UCIOIHUTEIBHON BIACTH, OCYLIECTBISIONINNA TOCY1apCTBEHHYIO PEruCTpa-
MO JIEKAPCTBEHHBIX MPENapaToB /Il BETEPUHAPHOTO MPUMEHEHHUS, B 3JIEKTPOHHOHN hopme uiu
Ha OyMa)XHOM HOCHUTEIE 3asBJICHHE O TOCYAApCTBEHHOH PETUCTpAIlMU JIEKAPCTBEHHOTO IMpema-
paTa JJig BEeTepUHAPHOTO MPUMEHEHHUS, @ TAaKXKE B MOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM



YIIOJIHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM HCIOJIHHUTEIBHOM BJIACTH, B 3JEKTPOHHOU (opme
WK Ha OyMa)XHOM HOCHUTENIe HEOOXOIUMBIE TOKYMEHTBI, U3 KOTOPBHIX (POPMHUPYETCST perucTpa-
LIHOHHOE JI0ChE Ha JICKAPCTBEHHBIN IIpenapar [uisi BETEPUHAPHOIO IPUMEHEHHS.

2. B 3asBiieHMU O TOCYJapCTBEHHOM PETUCTpALMM JIEKAPCTBEHHOrO Mpenapara sl BeTe-
pHUHApHOIO NPUMEHEHUS YKa3bIBAIOTCS:

1) HauMeHOBaHUE U aJipec 3asiBUTENs, pa3padOTUMKa M MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jjisi BETEpUHApPHOro MPUMEHEHHS U aJIpeC MECTa OCYIIECTBICHUSI MTPOU3BOACTBA Jie-
KapCTBEHHOT'O MperapaTa JUisi BETEPUHAPHOTO NMPUMEHEHHUsS (B Ciaydyae HaJU4us HECKOJIbKHX
Y4aCTHUKOB MIPOIECcca MPOU3BOICTBA HEOOXOIMMO YKa3aTh KaXKIOTO U3 HUX),

2) HaUMCHOBAHHE JICKAPCTBEHHOTO Tpenapara Jilsl BETEPHHAPHOTO MPUMEHEHHS (MEXIY-
HApOJHOE HEMAaTEHTOBAHHOE, WM TPYIIUPOBOYHOE, MM XMMHYECKOE U TOProBO€ HAaUMEHOBA-
HUA);

3) mepeueHb AECUCTBYIOIIMX M BCIIOMOTAaTENIbHBIX BEIECTB, BXOJAIIUX B COCTaB JEKap-
CTBEHHOTO TIpEmnapara iy BETEPUHAPHOTO MPUMEHEHHUS, C YKa3aHUEM KOJWYECTBA KAXKIOTO U3
HUX;

4) nexapcTBeHHast popMa, JO3UPOBKA, CIIOCOOBI BBEACHUS M MPUMEHEHHS, CPOK TOTHOCTH
JIEKapCTBEHHOTO TIperiapara Jyuisi BETepPUHAPHOTO MPUMEHEHUS;

5) bapmakoTepaneBTHUECKas TPYIIA;

6) HEoOXOIMMOCTh NPUMEHEHHUS YCKOPEHHOM IMpOLEAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB B LIEJIAX TOCYJaPCTBEHHON PErUCTPALlMU JIEKAPCTBEHHOTO NIpernapara;

7) KoUK TOKYMEHTOB, IOATBEP/KAAIOIINX YIIATy FOCY1apCTBEHHON MOIUIMHBI:

a) 3a MPOBEACHUE DKCIEPTU3bl KaueCcTBa JIEKAPCTBEHHOTO CPEJCTBA U IKCHEPTU3BI OTHO-
LIEHUSI OKUAAEMOH NOJIB3bI K BO3MOKHOMY PHCKY IPHUMEHEHUS JIEKapCTBEHHOI'O Ipenapara AJs
BETEPUHAPHOTO MPUMEHEHHUSI TIPH €T0 TOCYAAPCTBEHHOM perucTpaluy;

0) 3a BeIJaYy PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MIPErapara;

8) Hanmu4Me coryiacus, MPeayCMOTPEHHOTO YacThi0 7 HACTOAIIEH CTAaThU, €CIM C MOMEHTA
peructpanyu peepeHTHOro JIGKAPCTBEHHOTO Mperapara s BETEPUHAPHOTO TMPUMEHEHHS
MPOILIO MEHEE YeM LIECTh JIET.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpanmonHoe 10che B IENAX SKCIEPTU3HI JEKApCTBEHHOTO Iperapara JUisi BETepH-
HApHOTO MPUMEHEHHS (HOPMUPYETCS U3 CIAEAYIOMIHNX TOKYMEHTOB U CBEICHHIA:
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUSA O JaTC NPCAOCTABIICHUS U PCTUCTPALIMOHHOM HOMCEPC JIMICH3UHN HA MIPOU3BOI-
CTBO JIEKAPCTBEHHBIX CPEJCTB, NMPEIOCTABICHHOW MPOU3BOAUTENIO PETUCTPUPYEMOTO JeKap-
CTBEHHOI'O IIpernapara sl BETepUHAPHOr0 IIPUMEHEHUS, 1JI1 POCCUMCKUX IPOU3BOJAUTEIICH;
(B pen. ®enepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) CBCACHUSA O JaTC NPCAOCTABJICHUSA U PCTUCTPAIIMOHHOM HOMCEPC JIMICH3UN HA MIPOHU3BOI-
CTBO JIEKQpPCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOU3BOIUTENO (hapMalleBTHUECKON cyo-
CTaHLMHU, BXOJAIIEH B COCTAB PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpenapara JJisi BETepUuHapHO-
o MPUMEHEHUS, JUIsl POCCUICKUX MPOU3BOIUTEIECH;



(B pen. ®enepanbHbIx 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2.1) xonus JOKYMEHTA, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPAHbI MPOU3BOIUTEIS
JUTSL KKJI0M TPOU3BOACTBEHHOM IUIOIIAJKKA PErUCTPUPYEMOTO JICKAPCTBEHHOIO IMpernapara AJis
BETEPUHAPHOTO MPUMEHEHHUSI U TOATBEPKAAIONIET0 COOTBETCTBUE MPOU3BOUTEIIS JIEKAPCTBEH-
HOTO TIperapaTa TpeOOBaHUAM MPaBUIT HAJIEKAIIEH MPOU3BOICTBEHHON MPAKTHKH, U €T0 TIepe-
BOJl Ha PYCCKHUU SI3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM MOPSAKE, a TAK)KE KOMUS 3aKIIOUYECHUS O
COOTBETCTBUU TPOHU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSIM MPABUI HaJJIekKaIen
MPOU3BOJICTBEHHON TMPAKTHUKH, BBIIAHHOTO YIOJHOMOYECHHBIM (efepabHBIM OPraHOM HCITOJ-
HUTEJIBHON BIACTH JUISl KaXKI0M MPOU3BOACTBEHHOM IUJIOIIAIKU PETUCTPUPYEMOTO JIEKAPCTBEH-
HOTO TIpernapara JJisg BETEPUHAPHOTO NMPUMEHEHHUs, JTUOO KOMHUsS PEIICHUS O MPOBEICHUM HH-
CIIEKTUPOBAHUS MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB, MPUHSATOTO YIOJIHOMOYCHHBIM (ese-
pallbHBIM OPTaHOM HMCIOJIHUTEIBHOW BJIACTH IS KaXJ0M MPOU3BOACTBEHHOM IJIOIIAKU PErHU-
CTPUPYEMOTO JIEKAPCTBEHHOT'O Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHUs. Y Ka3aHHbIE JOKY-
MEHTBI MPEACTABISIOTCA B CIydae, €CIM MPOU3BOACTBO JIEKAPCTBEHHOrO Ipernapara OCylecTB-
nsercs 3a npenenamu Poccuiickon @enepannu;
(m. 2.1 BBeaeH denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomus JOKYMEHTA, BBIAAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHBI MPOU3BOIUTEIS
(dapmareBTUUeCKO CYOCTaHIIMU M TIOJTBEPXKAAIOIIETO COOTBETCTBHE MPOM3BOIUTENS (hapma-
[EBTUYECKOW CYOCTAHIIMH, BXOJSIICH B COCTAaB PErHCTPUPYEMOTrO JEKAPCTBEHHOTO TMperapara
JUIsL BETEPUHAPHOTO IPUMEHEHHUSI, TPEOOBAaHUSAM MPaBUII HAJJIeKalle Mpor3BOACTBEHHOMN MpaK-
TUKH, U €T0 TIEPEBOJ] Ha PYCCKUH SI3bIK, 3aBEPCHHBIC B YCTAHOBICHHOM TIOPSAKE, B CIy4yae, €Clin
MIPOU3BOJICTBO (hapMaIleBTUUECKONW CYOCTAHIIMU OCYIIECTBISETCS 3a mpenenamu Poccuiickoi
denepaunu;

(m. 2.2 BBeaeH denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

3) IpOeKT HOPMAaTUBHOIO JOKYMEHTAa Ha JIEKapCTBEHHBIN Ipenapar [uisi BETEpUHAPHOIO
IIPUMEHEHHUS;

4) MOKYMEHT, CoAep K alluii CIeAYIONTy0 HH(POPMAIIHIO O GapMaIeBTUIECKON CyOCTaHIINH
Wi GapMareBTHIECKUX CYyOCTaHIUAX, BXOASANIMX B COCTAaB JICKAPCTBCHHOTO Mperapara Jyis
BETEPUHAPHOTO MMPUMEHECHHSI:

a) HaMMEHOBaHUE (apMaIleBTUUECKON CYOCTaHIIMH, €€ CTPYKTypa, oOIIue CBOMCTBa (TpH
TOCYJapCTBEHHON PErucTpaliii UMMYHOOHOJIOIMYECKHIX JIEKAPCTBEHHBIX MPENapaToB sl BeTe-
PUHAPHOTO TPUMEHEHUS MPEICTABISIOTCS CBEICHHS O ITaMME, BKJIIOYash €ro HaMMEHOBaHUE,
UH(OPMAILIHIO O TIPOUCXOKIECHUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JCTIOHUPOBAHHUS );
(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HaMMEHOBAaHUE U APEC MIPOU3BOIUTEIS;

B) TEXHOJIOTHA IMPOU3BOJACTBA C OIIMCAHUEM CTaI[I/Iﬁ IMPON3BOACTBA U METOAOB KOHTPOJIA HA
BCCX CTAAUAX MPOU3BOJACTBA,

r) nHOpPMAIHS 0 IPUMECSX (HE MPEACTABIISICTCS IPU TOCYIAPCTBEHHON PETUCTPAIIMHA HM-
MYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MpenapaToB JJisi BETEPUHAPHOTO IIPUMEHEHUS);
(B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

1) crienuduKanys Ha ¢papMaleBTUYECKyI0 cyOCTaHIMIO (HE MPEeICTaBIseTCs MpU rocyaap-
CTBEHHOH perucrpanuy IMMYyHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB Ul BETEPUHAPHO-
ro IPUMEHEHHUS);

(B pen. ®enepansuoro 3akoHa ot 02.08.2019 N 297-D3)



e) OIMMUCAHUC MCTOAUK KOHTPOJISA KaUCCTBA,

) pe3yibTaThl aHATN3a CEpHUil (papMalleBTUICCKON CyOCTaHIIMU (HE MPEACTABISIIOTCS TIPH
TOCYJapCTBEHHON PEruCTpaliii UMMYHOOHOJIOIMYECKHX JIEKAPCTBEHHBIX MPENapaToB AJisi BeTe-
PUHApPHOTO TPUMEHEHUS );

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

3) mepedyeHb CTAaHAAPTHBIX OOpPa3IOB WM BEUIECTB, UCIOJIB3YEMBIX MPHU OCYIIECTBICHUU
KOHTPOJIS KA4eCTBa;

M) OINHCaHWE XapaKTEPUCTUK M CBOWCTB YMAKOBOYHBIX MAaTEpUaJIOB M YKYHOPOUHBIX
CPEICTB;

K) JTAaHHBIE O CTAOMIILHOCTH (HE MPEACTABISIFOTCS MPU TOCYJapCTBEHHON PETHUCTPAIIMUA HM-
MYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX MpenapaToB AJIsi BETEPUHAPHOTO IIPUMEHEHUS);
(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

JI) CPOK F'OJTHOCTH, YCJIOBUSI XpaHEHMUS;

5) oTdyeT O pe3yiabTaTax JOKIMHUYCCKOTO HMCCICIOBAHUS JICKApPCTBEHHOTO CPEACTBA JUIS
BeTepI/IHapHOFO HpI/IMeHeHI/IH, BKHIO‘IaIOH_[I/Iﬁ OINNMCAaHUEC MCTOI0B OHpeI[eJIeHI/IH OCTAaTOYHBIX KO-
JUYECTB JCHCTBYIOIIETO BEIIECTBA (ICHCTBYIONIUX BEIICCTB), JTOCTHUTAIOMIETO (JIOCTUTAIOINX )
CUCTCMHOTI'O KpOBOTOKa, B HpOI[yKI_II/II/I JKNUBOTHOI'O HpOI/ICXO)K,Z[eHI/I}I I10CJIC HpI/IMeHeHI/IH TaKOI' O
JICKaPCTBEHHOT'O CPEJICTBA, & TAKXKE JIOKYMEHTAJIbHOE MOATBEpKICHNE (BaTUIAIMS) YKAa3aHHBIX
METO/IOB;

(B pen. ®enepansuoro 3akoHa ot 02.08.2019 N 297-D3)

6) oTueT 0 pe3yibTaTax KIMHUYECKOTO MCCIEI0BAHMS JIEKAPCTBEHHOIO Mperapara s Be-
TEPUHAPHOTO MPUMEHEHHUS y KaKJI0TO BUJA KMBOTHBIX, YKa3aHHBIX B MHCTPYKIIMH 110 BETEPH-
HapHOMY NIPUMEHEHUIO;

7) NPOEKT UHCTPYKIMH MO BETEPUHAPHOMY NMPUMEHEHHIO JIEKAPCTBEHHOIO Ipernapara, co-
JiepaKaliel CiIeayronue CBeCHNS:

a) HaMMEHOBaHHE JIEKaPCTBEHHOT'O Iperapara ik BETEPUHAPHOTO MPUMEHEHUS (MEXIy-
HApOJHOE HEMAaTEHTOBAHHOE, WM TPYIIHPOBOYHOE, MM XMMHYECKOE U TOProBO€ HAUMEHOBA-
HUA);

0) nexapcTBeHHas Gopma ¢ yKa3aHHEM HAMMEHOBAaHUN M KOJMYECTBEHHOT'O COCTaBa JIeH-
CTBYIOIIMX BEIIECTB U KAYECTBEHHOI'O COCTAaBa BCIIOMOTaTeNIbHBIX BEIIECTB;

B) OMKCAHWE BHEIIHETO BUJA JIEKAPCTBEHHOTrO Ipemnapara Jyisi BETEPUHAPHOIO MpUMEHe-
HUS;

r) (dapmakoTepaneBTHUYEeCKas TPYIIa JEKAPCTBEHHOrO MpermapaTa Ijs BETCPUHAPHOTO
MIPUMEHEHHUS WIIM YKa3aHUE "TOMEONaTHYEeCKHi JIEKapCTBEHHBIU Tpemnapar';

1) papmakoauHaMuka U (papMaKOKMHETHKA (32 UCKIIOYEHHEM (apMaKOKHHETUKUA TOMEO-
NaTUYECKUX JICKAPCTBEHHBIX MPENapaToB M PACTUTEIBbHBIX JIEKAPCTBEHHBIX IPENapaToB) MU
OTKCaHHEe UMMYHOOHOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOI'O IIpernapara;

€) MOKa3aHusl JIsl IPUMEHEHHUS;

) IPOTUBOIIOKA3aHUs I IPUMEHEHUS;



3) MEpPBI IPEJOCTOPOKHOCTH NPU IPUMEHEHUU;

1) yKa3zaHHE BO3MOXKHOCTH M OCOOEHHOCTEH NMpUMEHEHHsS y OEpEeMEHHBIX >KUBOTHBIX, Y
JKUBOTHBIX B MEPHUO/I JIAKTAIUH, y TOTOMCTBA )KUBOTHBIX;

K) peXUM JO03UPOBAHUA, CIIOCOO BBEJEHUS W MPUMEHEHHS, TP HEOOXOIMMOCTH BpPEMsI
IpueMa JIEKapCTBEHHOI'O IIpenapara [js BETEPUHAPHOIO INPUMEHEHHUs, MPOAOJDKUTEIBHOCTH
JICUCHHST,

J) BO3MOXHBIE MOOOYHBIE NEHCTBUS, HEXeNIaTeIbHbIC PEAKIUU NMPH MPUMEHEHHUHU JIeKap-
CTBEHHOTO IIpernapara Jjisl BETCpUHAPHOIO IPUMEHEHNS;

M) CUMIITOMBI TIEPEI03UPOBKH, MEPHI IO OKA3aHHUIO TIOMOIIU MIPH MEePEI03UPOBKE;
H) B3aMMOJICUCTBHE C IPYTMMHU JIEKAPCTBECHHBIMHU TIpernapaTamMu U (WJIn) KOpMaMu;
0) OpMBI BBIITyCKa JIEKAPCTBEHHOTO NIperapara Jjsi BETEpPUHAPHOTO IPUMEHEHUS;

) ykazaHue (Ipu HEOOXOIUMOCTH) OCOOEHHOCTEH NEeHCTBHS JIEKAapCTBEHHOIO Tperapara
JUI BETEPUHAPHOIO IPUMEHEHHUS IIPU IIEPBOM IIPUEME WIH IIPU €r0 OTMEHE;

p) onucanue (Mpyu HEOOXOIUMOCTH) JEHCTBUM CHIEITUAINCTa B 00JaCTH BETEpUHAPUH, BJIa-
AcJibIa )XKUBOTHOT'O IPU MPOITYCKE IMPpUCMa OI[HOﬁ HJIM HCCKOJIBKUX 03 JICKAPCTBCHHOTO MPCIia-
para aJisi BETepHHAPHOTO TIPUMEHEHUS;

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

C) CpPOK FOJIHOCTH M yKa3aHME€ Ha 3allpeT MPHUMEHEHUs JIEKapCTBEHHOIO Mpenapara Jijisl Be-
TEPUHAPHOTO MPUMEHEHHS IO UCTEUEHUU CPOKA TOJHOCTH;

T) YCIIOBUS XpaHEHUS;

y) yKa3aHHe Ha HEOOXOMMOCTb XpaHEHHS JIEKapCTBEHHOTO Mperapara Jjisi BETEpPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HENOCTYIHBIX IS JETEH;

¢) ykazanue (mpu HEOOXOAWMOCTH) CIIEHUAIBHBIX MEp MPEIOCTOPOKHOCTH MPU YHUUTO-
KEHHUU HEHUCITI0JIb30BaHHbIX JIEKAPCTBEHHBIX MPENapaToB s BETEPUHAPHOTO IPUMEHEHUS;

X) CPOKHM BO3MOKHOT'O HCIIOJB30BAHMS MPOIYKIUU UBOTHOTO MPOUCXOXKICHUS TMOCTE
BBEJICHUS )KMBOTHOMY JIEKAPCTBEHHOTO Mpernapara /i BEeTepUHAPHOTO PUMEHEHUS;

11) YCJIOBHUS OTITYCKa;

I‘I) HAaNMMCHOBAHUA U apecCa MPOU3BOACTBCHHLIX IJIOMIAA0K IIPOU3BOJUTEIA JICKAPCTBECHHO-
To mpcerapara JJjIs1 BETCPUHAPHOI'O0 MPUMCHCHUS

1) HANMCHOBAHKE, A/IPEC OPTaHHU3aIlNU, YIOJTHOMOUYCHHOHN JepiKaTesieM MU BJIaelIbleM
PETHCTPAIIIOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara Ha MPUHATHE TPETEH3HAd OT
MOTpeOUTeIS;

8) MpPOEKTHl MaKETOB NEPBUYHON YIAKOBKH U BTOPUYHON YNAKOBKH JIEKAPCTBEHHOI'O IIpe-
napara JJIsl BETEpUHAPHOTO IPUMECHECHMS,

9) cienyromue cBEAEHMS O JIEKApCTBEHHOM IIpenapare /jisl BETEpUHAPHOI0 IPUMEHEHHUSL:

a) OMHCAHKE U COCTAB JICKAPCTBEHHOTO TpenapaTa st BETepUHAPHOTO IPUMEHEHHUS;



0) onucanue papMareBTHUECKON pa3paboOTKy;

B) ONHCaHUE TpoIlecca MPOU3BOJCTBA M €r0 KOHTPOJIS, MOANUCAHHOE B MOPSIKE, YCTAHOB-
JIEHHOM B COOTBETCTBHUH C YaCThIO | HaCTOHH_[eﬁ CTaThu,
(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

I') ONMCAHHWE KOHTPOJII KPUTHUECKUX CTAJUM MPOU3BOJACTBA U MPOMEKYTOUHOH MPOAYK-
LMY, TIOAMMCAaHHOE B MOPSIIKE, YCTAHOBJICHHOM B COOTBETCTBUY C YacThIO | HACTOAIIEH CTAaThH;
(B pen. denepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) HANMEHOBAHM M ajipeca pa3paboTunKa, AepKaTelsl WU BIIajesblla PeTUCTPAMOHHOTO
yJIOCTOBEpEHHs JIEKApPCTBEHHOTO Iperapara, MPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAUTEIS
JIEKapCTBEHHOT'O Mperapara JyuIsl BeTEpUHAPHOTO MPHUMEHEHUS C yKa3aHHEM CTaJNui TEXHOJOTH-
YEeCKOro Mpoliecca, OCYUIECTBISIEMbIX Ha MPOM3BOJCTBEHHBIX IUIOMIAJKAX MPOU3BOJUTENS Jie-
KapCTBEHHOTO Tpenapara Juis BEeTepUHAPHOTO IPHMEHEHNS;

(B pen. denepanbHbIX 3aKk0HOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) apmareBTHYECKasi COBMECTUMOCTb;
) MUKPOOHOJIOTHUECKHUE XapaKTePUCTHUKH;
3) MaTepHuaIbHBIN OaNaHC TS MPOU3BOICTBA CEPHH FOTOBOTO MPOTYKTa;

1) OINKCAaHUE XAPAKTEPUCTUK M CBOWCTB YNAKOBOYHBIX MAaTEpHUaJIOB M YKYHNOPOUHBIX
CPEICTB;

K) TOKYMEHTaIbHOE MOATBEPKACHHE (BaJIUAIMs) TPOLIECCOB U (MJIN) UX OLICHKA;

1) TpeOOBaHUsI K KaueCTBY BCIIOMOTATEIbHBIX BemIeCcTB (cepTudukar, crnenudukanus Ha
BCIIOMOI'aTCJIbHBIC BEIIECCTBA U UX O6OCHOBaHI/Ie);

M) AHAIIUTUYCCKUC MCETOJUKH, HUCIIOJB3YEMBIC IIPHU OCYHICCTBICHHUHN KOHTPOJIA Kad€CTBa
BCIIOMOTaTCJIbHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE TOATBEPXKACHUE (BAIMIALINS) aHATUTUYCCKUX METOJIMK, UCIIOJb3Yye-
MBIX MPU OCYIIECTBICHUU KOHTPOJISI KaueCTBa BCIIOMOTATEIbHBIX BEILIECTB;

O) I/IH(l)OpMaHI/IH 00 HCIIOJB30BAaHUM BCIIOMOIaTEIbHBIX BCIICCTB YECJIOBCUYCCKOI'O U KUBOT-
HOT'O0 IPOUCXOKIACHUS,

M) yTpaTui cuiy. - @enepanbabiid 3aK0H oT 02.08.2019 N 297-D3;

p) TpeboBaHMS K Ka4eCTBY JICKAPCTBEHHOTO MperapaTa JJisi BETEPUHAPHOTO MPUMEHECHHUS
(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AaHATUTUYECKUE METOJUKH, UCIIOJIb3yeMbIE MPU OCYILIECTBICHUH KOHTPOJISl KayecTBa Jie-
KapCTBEHHOTO IpernapaTa Jijlsl BETepUHAPHOTO IPUMEHEHUS;

T) HOKYMEHTAIBLHOE MOATBEPXKACHHUE (BalHIallvsl) aHATUTUIECKIUX METOJUK, MCIOJIb3Yye-
MBIX MPU OCYIIECTBIEHUH KOHTPOJISI Ka4eCTBA JIEKAPCTBEHHOIO IMperapaTa Al BETEPUHAPHOIO
MIPUMEHEHUS,

y) TOKYMEHT, MOATBEPKIAIONINI KauecTBO JIEKapCTBEHHOIO Mpenapara TpeX MpOMBbIILIEH-
HBIX cepuil (IPOTOKOJ aHANIM3a WM CEepTHU(HUKAT aHAM3a), OJHA CEpPHsI KOTOPOTO J0JKHA COB-
najath ¢ cepueit oOpasna JIeKapcTBEHHOT O MpenapaTa, MoJaHHOTO Ha PEerucTpaluio;



¢) xapakTepucTHKa pUMecei;

X) TMepevyeHb CTaHJAPTHBIX 00pPAa3IOB, MCIOJIb3YyEMbIX MPU OCYLIECTBICEHUH KOHTPOJS Ka-
YyecTBa JIEKAPCTBEHHOIO IIpenapaTa Jisl BETEpUHAPHOTO IIPUMEHEHUS;

11) JaHHbIE O CTAOMJIBLHOCTH JIEKAPCTBEHHOTO MIpernapaTa Jijisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomust JOKyMEHTa, CoJeprKallero HHPOPMALUIO 0 HATMYUH UIH 00 OTCYTCTBUU (ak-
TOB PErMCTPALUU JIEKAPCTBEHHOI'O MpernapaTa JUlsl BETEPUHAPHOIO MPUMEHEHMs 3a IpeeaMu
Poccuiickoit @enepanuu;

11) cormacue B mMUChbMEHHOH (popMe, MPEeTyCMOTPEHHOE YacThiO 7 HACTOSINEH CTaThHU, B
ClIy4yae perucTpanuu BOCIPOU3BEICHHOTO JIEKaPCTBEHHOTO MIpenapara;
(B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xonus TOKyMEHTa Ha PyCCKOM SI3bIKE, 3aBEPEHHOT0 B YCTAHOBJIEHHOM IOPSAKE U MOA-
TBEPKAAIOLIET0 MPAaBOMOYHOCTh 3asIBICHHS O FOCYJapCTBEHHON PEruCTpaluu JEKapCTBEHHOTO
npernapara Jyisi BETEpUHApHOTO IPUMEHEHUS (JI0BEPEHHOCTD );

13) cBeneHns O rocyJapCTBEHHON PETHCTPALMH T'€HHO-HHXEHEPHO-MOAN(UIINPOBAHHBIX
OpPraHU3MOB, MPEIHA3HAYCHHBIX JJISi BBITYCKAa B OKPYXAIOIIYIO cpeny (Ipu TOCYAapCTBEHHOM
pETHCTpally JIEKAaPCTBEHHBIX IPENapaToB Ul BETEPUHAPHOTO MPHUMEHEHHS, IOJYYCHHBIX C
IPUMEHEHUEM TE€HHO-MHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPraHU3MOB WJIM COJICPIKALINX TaKHhe
OpTaHU3MBI).

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

4. Ilpu npoBeACHUU YCKOPEHHOM MPOLEAYPhI IKCIEPTU3BI JIEKAPCTBEHHOTO Mpenapara st
BETEPUHAPHOI0 IPUMEHEHUS B LEJISAX €TI0 TOCYAApPCTBEHHOM pErucTpaluy BMECTO OTYETA pas3pa-
00T4MKa O pe3yabTaTax JOKIMHUYECKOTO MCCIEIOBAHUS JIEKApCTBEHHOTO CPENICTBA ISl BETEPU-
HApHOTO MPUMEHEHHsI MOKET OBITh MpEeZACTaBiIeH 0030p HAyYHBIX padOT O pe3yibTarax JOKIIH-
HUYECKOT0 MCCIeN0oBaHus peepeHTHOT0 JIEKApCTBEHHOTr0 Mpenapara Jijisi BEeTepUHAPHOTO MpHU-
MCHCHHA, @ BMCCTO OTUCTA O PE3yJIbTaTaX KIMHUYCCKOrO UCCICAOBAHUA JICKAPCTBCHHOI'O IIpeC-
napara Ui BETEpUHAPHOTO MPUMEHEHUsS OTYET O pe3yibTaTax UCCIIeOBaHUI OMO3KBHBAJICHT-
HOCTH BOCIIPOU3BEIECHHOI0 JIEKAPCTBEHHOI'O IIperapara A1 BETEpUHApHOr0 IIPUMEHEHNUS.
(uactb 4 B pen. @eaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3sy pa3nnyHbIX JIEKQpPCTBEHHBIX (DOPM OJHOTO M TOTO K€ JIEKApCTBEHHOTO
npemnapara Jijisi BETEpUHAPHOTO MPUMEHEHHUS 3asBUTENb MPEJICTaBIsIeT OTAEIbHbIC 3asBICHUS U
pEeruCTpaIiOHHBIE OChEe Ha KaXKIYIO JIeKapCcTBeHHYIO ¢Gopmy. [lpu ycinoBun onHOBpEMEHHOM
MOJIayyl Ha 3KCMHEPTU3Y OJHOMN JIEKAPCTBEHHOU ()OPMBI C Pa3TUUYHBIMU JTO3UPOBKON, KOHIIEHTpa-
HHGﬁ, OG’LGMOM 3asABUTCIIb TPCACTABIACT OAHO 3asABJICHUC U PCTUCTPAIIMOHHOC JOCHE C IMPUIIO-
J)KEHHMEM MAaKeTOB NMEPBUYHOW YIMAKOBKM M BTOPUYHOM ymakoBkH. Ha makerax mepBHYHOHM yma-
KOBKM U BTOPUYHOM YIIAKOBKHM YKa3bIBAIOTCS BCE IIPOU3BOAUMBIE TO3UPOBKH, KOHIICHTPALWH,
00BEMBI M KOJIMYECTBO /103 B YIAKOBKE JIEKAPCTBEHHOTO Mperapara Ajisi BEeTepUHAPHOTO MpUMe-
HCHUA.

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

6. B cimydae HempencTaBlieHHs] C 3asBJIEHUEM O TOCYJIApCTBEHHOM PErHUCTpalUM JeKap-
CTBEHHOTO Ipenapara i BETEpUHAPHOTO MPUMEHEHUS JOKYMEHTOB, MOATBEPKAAIOIINX YIUIaTy
roCyJapCTBEHHOM MOLUIMHBI U YKA3aHHBIX B MYHKTE 7 4acTH 2 HACTOSIIEH CTaTbU, CBEECHUU O
JULEH3UX, YKa3aHHBIX B MyHKTax | ¥ 2 yacTu 3 HACTOAILIEHW CTaThbU, @ TAKXKE BbIIABAEMbIX
(mpenocTaBIsieMbIX) YIOJTHOMOYCHHBIMU (eepaTbHBIMU OpPraHaMU HWCIOJHUTEIBHON BIIACTH
JTIOKYMEHTOB (CBEJICHUH), YKa3aHHBIX B MyHKTE 2.1 yacTu 3 HACTOAIIECH CTAaThH, YIOJIHOMOYCH-



HBIH (enepa’abHbIl OpraH NCHOJHUTENBHOM BIACTH 3alpalllMBAaeT YKa3aHHBIC JOKYMEHTHI (CBe-
JICHUS1) B TIOPSAIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aNMO/ICHCTBUSL.
(gactb 6 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaeTcsl UCIIOJIb30BaHUE B KOMMEPUECKUX LEISIX MHPOPMALUU O pe3yibTarax
JOKJIMHUYECKUX UCCIIEIOBAHUN JICKAPCTBEHHBIX CPEACTB U KIMHUYECKUX MCCIICIOBAHUN JIEKap-
CTBEHHBIX IIPENAPATOB Il BETEPUHAPHOTO NPUMEHEHUS, IIPEICTABICHHON 3aABUTEIEM JJIS TOC-
yJIapCTBEHHON PETUCTpAIMM JIEKAPCTBEHHBIX MpernapaToB, O€3 ero Corjacus B TEUCHHUE IIECTH
JeT ¢ JaThl TOCYJapCTBEHHON perucTpaunu pedepeHTHOro JieKkapcTBEHHOro mpemnapara B Poc-
curickou denepanuu.

8. Jlepkarenp Wiau BIAAENEl] PErUCTPALMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO Ipemna-
paTa Juisl BETEpUHAPHOTO MPUMEHEHUS TPECTABISICT B YIIOJTHOMOUYCHHBINH (heepaabHblid OpraH
MCIIOJTHUTENIbHOM BJIACTH OTYET IO pe3yibTaraM (apMaKOHaJ30pa OJUH pa3 B IIECTh MECALIEB B
TEYEHUE JIBYX JIET II0CJIE TOCYJapCTBEHHON PEruCTPaLMy JICKaPCTBEHHOTO IIpenapara B Poccuii-
ckoil denepanuu, 3aTeM €KErOJHO B TEUEHUE MOCIEAYIOMNX TPEX JIET U B AAJbHEUIIIEM OJIUH
pa3 B Tpu roja.

(uactb 8 BBenmeHna deaepanbHbM 3aKk0HOM OT 02.08.2019 N 297-D3)

Crarba 18. [logaua u paccMoTpeHHe 3asiBJEHUSI 0 TOCYJAAPCTBEHHOH perucTpamuu
JIEKAPCTBEHHOI 0 Mpenapara JJisi MeIUIUHCKOT0 NPUMeHEeHUs
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. ns rocyaapCTBEHHOM pErMcTpaluu JIEKapCTBEHHOrO Mpenapara s METUIIMHCKOTO
IPUMEHEHHS IOPUANYECKOE JIULO, eHCTBYOMMEe B COOCTBEHHBIX MHTEPECaxX WM YIOJIHOMOYEH-
HOE MPEACTaBIATh HHTEPECHI IPYTroro I0PUANYECKOTO JINIIA U 3asIBIISIIOIIEe JIEKapCTBEHHBIN TTpe-
napaT Ha TOCYapCTBEHHYIO PETHUCTpPALMIO (J1ajiee B HACTOSAIIEH CTaThe - 3aBUTEINb), IPEICTAB-
JSeT B YIMOJHOMOYEHHBIN (efepalbHbIi OpraH HCIOJHUTEIBLHON BIIACTH, OCYIIECTBIISIOIINMA
rOCYJapCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX MPENapaToB sl MEIULIUHCKOTO MPUMEHEHHUS,
B DJIEKTPOHHON (opMe U Ha OyMaKHOM HOCHUTEJNE 3asiBICHUE O TOCYIapCTBEHHOW PEerucTpaluu
JIEKAPCTBEHHOIO Tpenapara Jyisi MEIUIIMHCKOTO IPUMEHEHUS, a TAKXKE B MOPSI/IKE, YCTAaHOBJICH-
HOM YTIOJTHOMOYEHHBIM (pefiepaabHbIM OpraHOM MCIOJHUTENBbHOM BIACTH, B 3JIEKTPOHHOI (op-
Me 1 Ha OyMa)KHOM HOCHUTENIe HEOOXOAMMBIE TOKYMEHTHI, U3 KOTOPHIX (POPMUPYETCSI PETUCTpa-
IIMOHHOE JIOChE Ha JIEKaPCTBEHHBIN Mpenapar 1 MEAUIIMHCKOTO TPUMEHEHHUS.

(gactp 1 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3asBieHNH O TOCYJapCTBEHHOIN pErucTpaluy JIEKapCTBEHHOTO Mpenapara A Meau-
LUHCKOTO MPUMEHEHUS YKa3bIBAIOTCSI:

1) HaMeHOBaHuUE, aJipec 3assBUTENS U IPOU3BOAUTENIS JIEKAPCTBEHHOTO Mpenapara Juis Me-
JTUIIMHCKOTO NMPUMEHEHHUs, CBEACHUS 00 MX PEerucTpalMyd B KAaueCTBE HAJIOTOIUIATEIbIINKA B
CTpaHe perucTpauuy (sl pPOCCUHCKUX IOPUIMYECKUX JIUI] - UICHTU()PUKALMOHHBIH HOMEp HaJlo-
romnartensuka (MHH), nns nHOCTpaHHBIX IOPUAMYECKUX JIMIL - CTpaHa perucTpanuy, Haume-
HOBAaHUE PETMCTPUPYIOLIET0 OpraHa, PerucTPAllMOHHBIA HOMEp, KOJ| HaJloronjaresiblluKa B
CTpaHe pEerucTpaluu (MHKOPIOpALMU) UM €0 aHaJor) U aApec MECTa OCYLIECTBIICHUS MIPOU3-
BOJICTBA JIEKAPCTBEHHOTO IpenapaTa (B cilyyae HaJIM4Ks HECKOJIIBKMX YYaCTHHUKOB ITpOIEcca €ro
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaKIAOr0 YYaCTHHKA B COOTBETCTBUU C OCYILECTBIISIEMOU
CTaJMel MPOU3BOJICTBA);

(. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HauMEHOBaHUE JICKAPCTBEHHOTO Tpenapara JJIsi MEAMIUHCKOTO TPUMEHEHUsT (MEXIy-
HApOJHOE HEMAaTEHTOBAHHOE, WM TPYIIUPOBOYHOE, WM XMMHYECKOE U TOProBOE HAaMMEHOBA-
HUA);



3) mepeueHb AEUCTBYIOIIMX M BCIIOMOTAaTENIbHBIX BEILECTB, BXOJAILIMX B COCTaB JEKap-
CTBEHHOTO TIpenapara JJisi MEJUIIMHCKOTO NMPUMEHEHUS, C YKa3aHUEM KOJMYECTBA KAXKIOTO M3
HUX;

4) nexapcTBeHHas: popMa, JO3UPOBKA, CIIOCOOBI BBEACHUS M MPUMEHEHHS, CPOK TOJTHOCTH
JICKApPCTBCHHOTO IIpcriapaTta JJIsI MCAUTTUHCKOTI'O MIPUMCHCHUS

5) ¢dapmakoTrepaneBTHUYECKas Ipymia, KOJA aHATOMO-TEPANEeBTUYECKO-XUMHUECKON Kiac-
cU(UKaAIMK, PEKOMEHI0BaHHOW BceMupHOI opraHuzaiueil 31paBooXpaHeHHs], 3asBIsieMbIe I0-
Ka3aHMs U1 IPUMEHEHUs JIEKApCTBEHHOT O ITpenapaTa il MEIULIUHCKOIO IPUMEHEHNS;

6) oTcyTCcTBUE HEOOXOAMMOCTH MPEIOCTABICHUS OTUYETa O Pe3yabTaTax KIMHHUYECKOTO HC-
CJICIOBAaHMSI, MCCIICIOBAHUS OMOAKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Iperapara, pa3penieHHOTo
JUTSE MEIUITMHCKOTO npuMeHeHus B Poccuiickoit @eneparuu Oosiee ABaALATH JIET, C YKa3aHUEM
HOPMAaTHUBHBIX MPABOBBIX AKTOB, MOJTBEPKIAIOIINX JAHHBIA CPOK MPUMEHEHUS;

7) HE0OXOaMMOCTh OQOpMIICHHS pa3pelieHus Ha BBO3 B Poccuiickyto denepanuio KoH-
KPETHOM MapTUU 3aperuCTPUPOBAHHBIX W (MJIM) HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEIACTB, NPEJHA3HAYCHHBIX I IPOBEACHUS 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B LIEJAX
rOCyapCTBEHHOW PETUCTPALINH;

8) HEeoOXOIMMOCTh TPOBENEHHS SKCIIEPTU3Bl JOKYMEHTOB, MPEICTABICHHBIX IS ONpe/e-
JICHUSI BO3MOXXHOCTH pacCMaTpUBATh JICKAPCTBEHHBIN Ipemnapar Uil MEIULUHCKOTO NPHUMEHE-
HUS TIPU OCYILECTBIEHUH TOCYAAPCTBEHHOM PErHCTpaluil B KadecTBE Op(haHHOIO JIEKapCTBEH-
HOTO IIpenapara;

9) HEoOXOIMMOCTh NPUMEHEHHUs YCKOPEHHOM MpOLEAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB B LIEJIAX TOCYJapCTBEHHON PErUCTPALliy JIEKAPCTBEHHOTO NIpernapara;

10) xonuM TOKYMEHTOB, MOATBEPKAAIOIINX YIUIATY TOCYJapCTBEHHOM MOLUINHBIL:

a) 3a MMpOBeJIEHNE PKCIEPTU3bI TOKYMEHTOB, IIPEICTABICHHBIX Ul OMpEesICHUsI BO3MOX-
HOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Mpemnapar Uisi MEIULIMHCKOrO MPUMEHEHUsi NMpH OCy-
HIECTBJICHUU TOCYAAPCTBEHHOM PErMCTpaluy B KauecTBe OphaHHOrO JEKapCTBEHHOIO Mpernapa-
Ta;

0) 3a IPOBENICHUE DKCIIEPTU3BI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U IKCIEPTU3BI OTHO-
LICHUS OXXUIAEMOM IOJIb3bI K BO3MOXHOMY PUCKY IPUMEHEHUs JIEKapCTBEHHOIO IIpernapara,
pa3peuieHHoro i MeAWIMHCKOro npuMeHeHuss B Poccuiickoit deneparuu Oosee aABaAnaTh
JIET, IPU OCYIIECTBIEHNUU FOCYAapCTBEHHON pErUCTPALMU JIEKAPCTBEHHOTO MpEerapara;

B) 3a MPOBEJIEHUE SKCIEPTU3bl KayecTBa JIEKApPCTBEHHOI'O CPEACTBA M AKCIEPTU3BI OTHO-
LIEHUSI OKUAAEMOH MOJIB3bI K BO3MOKHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOI'O Ipenapara AJs
MEAMIIMHCKOTO MPUMEHEHHUSI IIPH €0 TOCYAAPCTBEHHOM perucTpaluy;

) 32 MPOBEACHUE SKCIEPTU3bI KAaueCTBa JIEKAPCTBEHHOI'O CPEACTBA U IKCIEPTU3BI OTHO-
IICHUST 0KUAACMOM TI0JIb3BbI K BO3MOKHOMY PHCKY MTPUMEHEHHUSI JISKAPCTBEHHOTO Tpernapara JJis
MCIOUIITUHCKOI'O HpI/IMeHeHI/ISI, B OTHOIIICHUU KOTOpOI‘O HpOBe,Z[GHBI MC)KI[yHapOI[Hble MHOT'OIICH-
TPOBbIE KIIMHUYECKHE UCCIIEIOBAHUS, YaCTh U3 KOTOPBIX MpoBeaeHa B Poccuiickoit depeparuu,
MIPU OCYIIECTBJICHUH T'OCYIapCTBEHHON PErHCTpalliy JIEKAPCTBEHHOIO Mpernapara;

11) Hanuuume cornacus NPOU3BOIAUTENS JIEKAPCTBEHHOIO IIpenapara, MpOU3BOJACTBO KOTO-
poro ocyuectsisiercs 3a npegenamu Poccuiickon ®denepanuu, Ha IPOBEACHUE UHCIEKTUPOBA-
HUS NIPOM3BOAMTEINS Ha COOTBETCTBUE TPEOOBAHMSAM IPAaBUII HaJAJeKalleld MPOU3BOJACTBEHHOU



MPAKTUKH;
12) nanuuue coryiacus, MpeayCMOTPEHHOTO YacThio 18 HacTosIIEeH CTaThu;

13) ykxazaHue BHAA JIEKAPCTBEHHOr'O IIperapaTa, IPeJCTaBICHHOIO Ha perucrpanuio (pe-
(dbepeHTHBIN JIeKapCTBEHHBIN Mpenapar, BOCIPOU3BEACHHBIN JIEKapCTBEHHBIN Mpenapar, Ouoso-
THYECKUI JIGKapCTBEHHBIN Ipenapar, OMoaHaJoroBbli (0MOmo100HbIN) JIeKapCTBEHHBIN Ipera-
pat (buoaHasor), roMmeonaTHYeCKUN JEKapCTBEHHBIN Tpemnapar, JEKapCTBEHHBIN pacTUTEIbHBIN
npernapar).

(uactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PerucrpannonHoe 10che Ha JEKApCTBEHHBIN IpenapaT A MEAULIUHCKOTO IPUMEHEHUS
npeaocTaBiseTcs B popMe 00IIero TEXHUIECKOTo IOKYMEHTA.
(gactp 3 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Paznen NOKyMEHTallMM aIMUHUCTPATUBHOTO XapaKkTepa BKIIOYaeT B ceOs:

1) 3asBieHNE O TOCYaPCTBEHHON PETUCTPALIMY JIEKAPCTBEHHOI'O IIpenapaTa A MEeAULIH-
CKOT'0 MMPUMEHEHMSI B JIEKTPOHHON opMe U Ha OyMa>kKHOM HOCHUTEIIE;

2) KOIMIO TOKYMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOI0 B YCTAaHOBJIEHHOM IOPSIIKE U MOA-
TBEPKJIAIOIIETO NMPAaBOMOYHOCTD 3asBUTENS NTOAABATH 3asBJICHUE O TOCYJapCTBEHHON pErucTpa-
IIUH JICKApCTBEHHOTO Mperapara Jjisi MEJUIIMHCKOTO IPUMEHEHUS (JOBEPEHHOCTB);

3) cBedeHus O JaTe MPEeAOCTaBICHUS U PETUCTPALIMOHHOM HOMEPE JIMIIEH3UHU Ha MPOU3BOJI-
CTBO JIEKAPCTBEHHBIX CPEJCTB WJIM CBEJEHUS O JaTe NMPEJOCTaBIEHUS U PETUCTPALMOHHOM HO-
Mepe 3aKJII0UEHUSI O COOTBETCTBUM ITPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM ITpa-
BUJI HAJUICKAIEH MPOU3BOACTBEHHOM MPAKTUKU, BBIJAHHBIX (IIPEIOCTABICHHBIX) YIIOIHOMO-
YeHHBIM (e/iepalIbHbIM OpraHOM HCIOJHUTENLHOM BJIACTH B OTHOILIEHUM IPOW3BOJICTBEHHOM
IUIOLIA/IKK PETUCTPUPYEMOTO JIEKAPCTBEHHOT'O IIperapara, B cilydae, €CJIM IPOM3BOACTBO JIEKap-
CTBEHHOTO Ipemnapara ocyuiectpisiercs B Poccuiickoit @enepannu;
(B pen. denepanbHbIx 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

4) KOIHIO MPEAOCTaBICHHON YIOJHOMOYEHHBIM OPTraHOM CTPaHbl IPOU3BOIUTENS JTUIICH-
3UM Ha NIPOU3BOJICTBO JIEKAPCTBEHHOI'O Mpenapara v ee MepeBoj Ha PyCCKUM SI3bIK, 3aBEPEHHBIC
B YCTaHOBJIEHHOM TOPSAKE, a TaKkKe KOMHUIO 3aKII0YEHHUS O COOTBETCTBUU NMPOU3BOAUTEINS Jie-
KapCTBEHHBIX CPEACTB TPeOOBAHUSM TPABUI HAJICKAIICH MPOU3BOJCTBEHHOHN MPAKTUKH, BbI-
JAHHOTO YIOJHOMOYEHHBIM (eepaibHbIM OpPraHOM HCIIOJHUTEIBHONW BJIACTU B OTHOULICHHH
IIPOU3BOJICTBEHHON IUIOIIAJKN PErMCTPUPYEMOIO JIEKAPCTBEHHOrO IIpenapara, Wil KOIHIO pe-
HICHUS YIIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCIOJIHUTENbHOM BJIacTH O MPOBEACHUM HMH-
CIEKTUPOBAHUS IIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB, B CIIy4ae, €CIU NPOU3BOACTBO JIEKap-
CTBEHHOTO Ipenapara oCylnecTBisieTcs 3a npeaenamu Poccutickoit @eaepanuu;

(B pen. denepanbHbIx 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) IpOEeKT MHCTPYKUUHU MO MEAUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOI'O Mpernapara, co-
JeprKallel CIeyIolIe CBEECHU:

a) HaMMEHOBaHUE JICKAPCTBEHHOIO Ipemnapara (MeXIyHapOJAHOE HEmaTeHTOBAaHHOE, WU
IPYIIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) mekapcTBeHHas (hopMma C yKa3aHHMEM HAaWMEHOBAHHMH M KOJMYECTBEHHOTO COCTaBa JCH-
CTBYIOIIHUX BCIHICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTATC/IbHBIX BCHICCTB (HpI/I HGO6XOI[I/IMO-
CTH KOJIMYECTBEHHOT'O COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB);



B) ONMCAHUE BHEIIHEro BHUJAA JIEKAPCTBEHHOTO MperapaTta AJisi MEIUIIMHCKOTO MpUMEHe-
HUS;

r) pusuko-xuMuUeckre cBoiicTBa (I pagrodapMaleBTHUECKUX JIEKAPCTBEHHBIX IMperna-
paTtoB);

1) GapmakoTepaneBTHUECKas rpyIa, Ko JIEKApCTBEHHOTO Mpenapara JUisi MeIUIIHTHCKOTO
IPUMEHEHHs [0 aHaTOMO-TEepPareBTUYECKO-XUMHUYECKOH KilacCU(pUKALMK, PEKOMEHIOBAHHOU
BcemupHoil opranuzanueil 31paBOOXpaHEHMs], WM yKa3aHUE '"TOMEONaTHYECKUH JIEKapCTBEH-
HBIU npenapar";

e) papmakoguHaMuKa U (papMaKOKMHETHKA (32 UCKIIOYCHHEM (PapMaKOKMHETHKH T'OMEOo-
NaTUYECKUX JIEKAPCTBEHHBIX MTPENapaToB U PACTUTEIHHBIX JIGKAPCTBEHHBIX MIPENapaToB);

) ITOKa3aHMsl ISl IPUMEHEHMS;
3) IPOTUBOMOKA3aHUs JJIsl IPUMEHEHUS;
1) MEpBI IPELOCTOPOKHOCTH IIPU IPUMEHEHNH;

K) yKa3aHHE BO3MOXHOCTH M OCOOEHHOCTEH NMPUMEHEHHs JIEKapCTBEHHOI'O Mpernapara Jjis
MEIWIIMHCKOTO TPUMEHEHUs OEpPEeMEHHBIMH KCHIIMHAMH, JXEHIIMHAMU B TEPHOJ TPYAHOTO
BCKapMJIMBaHMUsI, IETHbMH, B3POCIIBIMU, UIMEIOIIUMU XPOHHUYECKHE 3a00JIeBaHNUS;

J) pEeKUM JIO3MPOBAHUS, CIIOCOOBI BBEJCHUS U NMPUMEHEHUs, TP HEOOXOJUMOCTH BpeMs
IpyeMa JIEKapCTBEHHOTO Mpernapara Il MEAULUHCKOrO IIPUMEHEHMS, IPOJOKUTEIBHOCTD JIe-
YEeHUs, B TOM YHCIIE y IE€TEeH 10 U M0CIIE OJHOTO roJa;

M) BO3MOJKHbIE HEXeJlaTelbHbIe peakluu MpH MPUMEHEHUH JIEKapCTBEHHOrO IMpernapara
JUTISL MEAUITUHCKOTO IPUMEHEHHS;

H) CUMIITOMBI [I€PEI03UPOBKH, MEPHI MO OKA3aHHIO TIOMOIIY MTPH MEPET03UPOBKE;

0) B3aMMOJEICTBUE C IPYIrUMH JIEKAPCTBEHHBIMM NpenaparaMu U (WIK) NUIIEBBIMU IIPO-
LyKTaMU;

1) (opMBI BBIITyCKa JIEKapCTBEHHOTO IIpenapara;

p) ykazaHue (IIpu HEOOXOIUMOCTH) OCOOEHHOCTEH NEeHCTBHs JIEKapCTBEHHOIO Tperapara
AJId MCAUIUHCKOT'O MPUMCHCHUA MTPU TICPBOM ITPUCME WU ITPU €T0 OTMCHC,

¢) onrucanue (Ipu HEOOXOIUMOCTH) JecTBH Bpaya ((enpamepa) u (WiK) malyuenTa mpu
MPOITyCKe MpUeMa OJHOW WM HECKOJBKUX 103 JICKAPCTBEHHOTO Mpenapara JJisi MEAHIIHHCKOTO
PUMEHCHHUS;

T) BO3MOXKHO€ BIIMSIHUE JICKAPCTBEHHOI'O Mperapara A MEAUIMHCKOTO MPUMEHEHHUs Ha
CIIOCOOHOCTH YIPABIISITh TPAHCIIOPTHBIMU CPECTBAMH, MEXaHU3MaMU;

y) CPOK F'OJJHOCTH M YKa3aHME Ha 3alpeT NPUMEHEHMsI JIEKApCTBEHHOTO Ipenapara sl Me-
JUIMHCKOTO IPUMEHEHU 110 UCTEYEHUH CPOKA TOAHOCTH;

¢) ycnoBus XpaHeHHUS;

X) YKa3aHHe Ha HEOOXOAUMOCTh XpaHEHHS JIEKapCTBEHHOTO Mpernapara Jijisi MeIULIUHCKOTO
MPUMEHEHHUS B MECTaX, HEJOCTYITHBIX JIJIsl ACTEH;



1) yKa3aHue (IpU HEOOXOJMMOCTH) CIIEIHAIBHBIX Mep MPEeI0CTOPOKHOCTH MPU YHHUTO-
KEHHUU HEHUCII0JIb30BaHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO IPUMEHEHHUS;

4) YCJIOBHS OTITyCKa;

III) HAUMEHOBAHMSI M aJipeca MPOU3BOACTBEHHBIX IJIOLIAIOK MPOU3BOIUTENS JIEKAPCTBEH-
HOTO Npenapara;

1) HAUMEHOBAHUE, aJ[PEC OpraHU3AIMH, YITOTHOMOYEHHOHN JepKaTeeM WU BIIJEIbIIEM
PETUCTPALIMOHHOTO YAOCTOBEPEHUs JIEKAaPCTBEHHOIO Mpenapara JJjisi MEAUIMHCKOrO MpUMEHE-
HUS Ha TIPUHATHE TIPETEH3UM OT TIOTPEOUTES;

6) MHCTPYKIUIO MO0 MEAMIMHCKOMY NPUMEHEHHMIO MM KPATKYI0 XapaKTEPUCTHKY JIeKap-
CTBEHHOTIO IIpenapara, yTBEpKICHHbIC B CTPAHE IIPOU3BOIUTEILS;

7) NIpOEKTHl MAaKETOB MEPBUYHON YIAKOBKH M BTOPUYHON YIAKOBKH JIEKAPCTBEHHOI'O IIpe-
napara JJIii MEAUIIMHCKOrO TPUMECHEHHS;

8) MpOeKT HOPMATHUBHON JOKYMEHTAllMU WJIM HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEH-
HBIM MperapaT Ijis MEAUIIMHCKOTO MPUMEHEHMs JTU0O0 yKa3aHHE COOTBETCTBYIOIIEH (hapMako-
MeiHOM CTaThu;

9) noKyMeHT, coaepXxairuii HHPOPMAIMIO O HAIWYUU WIH 00 OTCYTCTBUM (DAaKTOB peru-
CTpaLMy JIEKApCTBEHHOIO Ipenapara Juisi MEIULMHCKOTO IMPUMEHEHUs 3a npenenamu Poccnii-
ckoit deaepanuu;

10) koMM NOKYMEHTOB, 3aBEPEHHBIX B YCTAaHOBJIEHHOM IOPSJKE U IOATBEPKIAOIINX
(akT perucTpanuy JEKapCTBEHHOI'O Ipernapara B MHOCTPAHHBIX IOCy/apcTBaX B KayecTBE Op-
(aHHOTO JIEKapPCTBEHHOT'O Mpenapara;

11) nnan ynpaBieHusi puckamu JJi OMOJIOTHYECKHX JIEKAPCTBEHHBIX MpPEnaparoB ISl Me-
JULMAHCKOTO MPUMEHEHMUS;

12) nokyMeHT o cucteMe (papMakoHaA30pa Aep>KaTels WK Biajeiblla PerucTPalliOHHOTO
YI0CTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara;

13) DOKYyMEHT, MOATBEPKIAIOIINI Ka4eCTBO JICKAPCTBEHHOTO Tperapara TpeX MPOMBIII-
JICHHBIX cepuii (MPOTOKOJN aHAIM3a WM CepTU(HKAT aHAIHM3a), OJHA CEepPHsl KOTOPOTO TOJIKHA
COBMaJaTh C cepueill oOpas3la JIEKapCTBEHHOro Ipernapara Ajas MEAMIMHCKOrO MPUMEHEHHUS,
MPEACTAaBJICHHOI'O HAa rOCYAApCTBCHHYIO PCTUCTPALUTO.

(uactb 4 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. Paznen xumudeckol, papManeBTUYECKON M OMOIOTHUECKON JOKYMEHTAIIMHN BKIIOYAeT B
ce0s1 TOKYMEHTHI, coaiepkamue nHhopMaIuio o GpapMaeBTHIECKON CyOCTaHITNN U JIEKapCTBEH-
HOM Tpernapare AJii MEIULIUHCKOTO MPUMEHEHUS, MPOLECCe ero MPOU3BOACTBA U METOAaX KOH-
TPOJIsl KAYeCTBA, B TOM YHUCIIE:

1) xomuro MOKyMEHTa, COAEpIKAIEro cleAyrouyro uHpopMmanuio o (apMareBTHIeCKON
cyOcTaHIMy win GapManeBTUYECKUX CYOCTaHIUAX, BXOJSIIIMX B COCTaB JEKApPCTBEHHOTO Ipe-
napara, 3a UCKIoueHHueM uHpopMmanud o (GapMaleBTUYECKUX CYyOCTaHIUSIX, BKIIOUCHHBIX B
FOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU CO CTaTheil 34 HACTOAIIETO
®enepanbHOro 3aKOHa:

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 462-D3)



a) HaMEHOBaHUE (apMaIeBTHUECKON CYOCTaHINH, €€ CTPYKTypa, oOII1e CBOWCTBA;
0) HAMMEHOBAHHE M aJIPEC TIPOU3BOAUTEIIS;

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUCM CTa,Z[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTaAUAX MMPOU3BOJACTBA,

T') ONMcaHue pa3paboTKH Mpolecca MPOU3BOICTBA;

1) ONHMCAaHWE KOHTPOJIS KPUTHUUYECKUX CTaAMil MPOU3BOJCTBA U MPOMEXKYTOUYHOM MPOIYK-
LN

€) IOKYMEHTaJIbHOE TIOITBEPKACHHUE (BAIMIAIIMS) POIIECCOB M (MJIN) UX OIECHKA;
) CBOMCTBA U CTPYKTYpa JEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEH;

1) crerudukanys Ha GpapMaleBTHIECKYI0 CyOCTaHIUIO U €€ 000CHOBaHUE,

K) aHAJUTUYECKUE METOJUKH, HCIIOJIb3yeMble IPU OCYIIECTBICHHUH KOHTPOJS KadecTBa
(dapmarieBTHYECKON CyOCTaHINH;

J1) TOKYMEHTAJIbHOE TIOJTBEpPXKIACHUE (BaMIANMsI) aHATUTHYECKUX METOIHK, MUCIOJIb3ye-
MBIX TIPH OCYIIIECTBICHUU KOHTPOJIS KauecTBa papMaleBTUUECKON CyOCTaHIINN;

M) pe3yJIbTaThl aHAIKM3a CEPHil hapMaIleBTUUECKON CyOCTaHIINH;

H) TlepeueHb CTaHJAPTHBIX 00Pa3IOB MJIM BEIECTB, MCIOJIb3YEMBIX IPU OCYIIECTBICHUU
KOHTPOJIA Ka4eCTBa;

0) ONHMCAHME XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MaTEpUAIOB U YKYIOPOUYHBIX
CPEICTB;

1) TaHHBIE O CTAOMIBHOCTH (papMaIeBTUIECKON CyOCTaHITNY;
P) CPOK TOJTHOCTH;

1.1) B oTHOIIEHNH (papMaleBTUUECKUX CyOCTaHLMH, BXOJSAIIMX B COCTAB JIEKAPCTBEHHOTO
npernapara ¥ BKIIFOUEHHBIX B TOCYAAPCTBEHHBIN peecTp JEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU
co ctarbell 34 Hacrosero denepaabHOro 3aK0HA, - KOMUS JOKYMEHTA, COIEPIKALLETO CIEAYIO-
1Yo HHGOPMAITHIO:

a) HaMEeHOBaHUE (apMaIeBTHUECKON CYOCTaHINH, €€ CTPYKTypa, o0II1e CBOWCTRA;
0) HAMMEHOBAHKE M aJIPEC IPOU3BOAUTEIIS;
B) pe3yJbTaThl aHANIN3a cepuil papMalieBTUUECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;
(m. 1.1 BBenen @enepanbHbIM 3aKOHOM OT 27.12.2019 N 462-D3)

2) NOKYMEHT, coAep alluii cleAyIolue CBeJCHUS O JIEKapCTBEHHOM Ipernapare AJisi Me-
JULHAHCKOTO MPUMEHEHUSI:



a) OIMMUCAHUC U COCTAB JICKAPCTBCHHOTO IpcIiapara AJIsI MCAUITUHCKOT'O MIPUMCHCHUS

0) onucanue (apMaleBTHUECKO pa3paboTKu (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHOU
YIIaKOBKU U UHOTO);

B) TEXHOJIOTHA IMPOMU3BOJACTBA C OIIMCAHUEM CTaI[I/Iﬁ IMPON3BOACTBA U METOAOB KOHTPOJIA HA
BCCX CTAAUAX MPOU3BOJACTBA,

I') ONUCaHHe KOHTPOJSI KPUTHUECKHUX CTaJW IMpolecca MPOU3BOJCTBA U MPOMEXKYTOUHON
IPOJLYKLIHH;

1) HANMEHOBAHUE M aJIpEC MECTa OCYIIECTBICHUS IMPOM3BOICTBA JICKAPCTBECHHOTO Ipera-
paTa 1A MECOUIIUMHCKOI'O HpI/IMeHeHI/IH (B cnyqae HaJIN4YMsl HCCKOJIBKUX yLIaCTHI/IKOB npouecca
MIPOMU3BOJICTBA HEOOXOAMMO YKa3aTh KaKI0TO U3 HUX);

e) bapmarneBTHUYECKAs] COBMECTUMOCTD;
) MUKPOOHMOJIOTHYECKHUE XapaKTEPUCTHKH;
3) MaTepuaIbHbBIN OanaHc U MPOU3BOACTBA CEPHH FOTOBOTO MPOIYKTa;

M) OINHCaHWE XapaKTEPUCTUK M CBOWCTB YMaKOBOYHBIX MaTEpUaJIOB M YKYHOPOUHBIX
CPEICTB;

K) JTOKYMEHTAJIBHOE TMOJTBEPKACHHE (BaJMIAIMs) MPOIIECCOB MPOM3BOJCTBA U (WIIH) HUX
OIICHKA;

7) TpeOOBaHUsI K KaueCTBY BCIIOMOTATEIbHBIX BemIecTB (cepTudukar, crenudukanus Ha
BCIIOMOI'aTCJIBHBIC BEIIECCTBA U UX O6OCHOBaHI/Ie);

M) AHAIIUTUYCCKUEC MCETOJUKH, HUCIIOJB3YEMBIC IIPU OCYHICCTBICHHUHN KOHTPOJIA Kady€CTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) JJOKYMEHTAJIbHOE TOATBEPXKACHUE (BAIMIALINSI) aHATUTUYCCKUX METOJIMK, UCIIOJb3Yye-
MBIX MPU OCYIIECTBICHUU KOHTPOJISI KAUeCTBa BCIIOMOTATEIbHBIX BEILIECTB;

O) I/IH(l)OpMaHI/IH 00 HCIIOJB30BAaHUM BCIIOMOIaTEIbHBIX BCIICCTB YECIOBCUYCCKOI'O U KUBOT-
HOT'O IPOUCXOKIACHUS

) uHpOopMaIms 00 UCIIOTH30BaHUH HOBBIX BCIIOMOTATEIHHBIX BEIIECTB;

p) TpeboBaHMsI K KAuyecTBY JIEKAPCTBEHHOI'O IMpemnapara Jjas MEAULUHCKOTO MPUMEHEHUS
(ceprudukar, cnenudukays Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOJUKHU, UCITOJIB3YCMbBIC TTPHU OCYHICCTBICHUN KOHTPOJIA KauCCTBA JIC-
KapCTBCHHOI'O IMperiapaTa A1 MCAUIUHCKOTO IPNUMCHCHH

T) JHOKYMEHTAIBbHOE MOATBEPXKACHHUE (BalHIallvs) aHATUTUYECKHUX METOJUK, HUCIOJb3Yye-
MBIX IIPUA OCYIIECTBJIICHUN KOHTPOJIS KAa4eCTBA JIEKAPCTBEHHOIO IIperapara il MEIULIMHCKOTO
MIPUMEHEHUS,

y) pe3yabTaThl aHAJIU30B CEPHil JIEKapCTBEHHOTO IpernapaTa Ui MeIULUHCKOrO puMeHe-
HUS;

() XxapakTepucTHKa IPUMECEH;



X) MepeyYeHb CTaHAAPTHBIX 00pa3IOB, UCHOJIB3YEMBIX MPU OCYIIECTBICHUU KOHTPOIS Ka-
YeCTBa JICKAPCTBEHHOIO IIpenapara Iy MEAUIUHCKOrO IPUMEHEHMS;

I_[) JaHHBIC O CTaGI/I.HBHOCTI/I JICKAPCTBCHHOTO IIpCriapaTta AJIsi MCAUITUHCKOI'O MPpUMCHCHUA.
(dactb 5 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Paznen ¢papmakomoruueckoi, TOKCUKOJIOTHYECKON JOKYMEHTAIIMH BKJIIOYAET B ceOs OT-
YeThl O pe3yJsbTaTax JOKIMHUYECKUX HCCIECIOBAaHUM JICKAPCTBEHHOI'O CPEICTBA JUIS MEIUIIVH-
CKOr0 IIPUMEHEHMS, B TOM YHUCIIE:

1) oTder o hapMakOTUHAMUYECKUX UCCIEIOBAHUAX;
2) oTueT 0 (hapMAKOKUHETUIECKHUX UCCIICJOBAHUSIX;

3) OT4ET O TOKCUKOJIOTMYECKUX MCCIIEIOBAHUSAX.
(gactp 6 B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

7. Paznmen KIMHAYECKON TOKYMEHTAIIMN BKITIOUAET B Ce0sl OTUETHI O pe3yiIbTaTax KIMHUYe-
CKHX HCCJIEOBaHUH JIEKapCTBEHHOTO Ipenapara JUisi MEIUIIMHCKOTO TPUMEHEHHUS, B TOM YHCIIE:

1) oTyeTsl 00 MCCIETOBAHUSAX OMOIOCTYITHOCTH U OMOAKBUBAJICHTHOCTH, MCCIICIOBAHUSX,
YCTaHaBJIMBAIOLINX KOPPEISLHIO PE3yIbTaTOB, MOJYYECHHBIX B YCIOBUSAX 1n Vitro  in vivo;

2) oT4eTHl 0 apMAKOKHHETHIECKUX MCCIICIOBAHUSIX;
3) oTueTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) OTYETHI O KIMHUYECKUX UCCIIeNOBAHMIX d(PPEKTUBHOCTH U O€30TaCHOCTH;

5) OTUET O MOCTPETUCTPALIMOHHOM OIBITE MPUMEHEHUS (IIPH HATTUUHH).
(uactp 7 BBenmeHa DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy MHPOPMAIUHU, IPEIOCTABIIEMON B COCTaBE PETHCTPAIMOHHOTO
JIOChe, ISl OTHENBHBIX BHJIOB JICKAPCTBEHHBIX IPEMapaToB Ui METUIIMHCKOTO MPUMEHEHHS
YCTaHABIMBAIOTCS YIIOJTHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEIHLHOU BIACTH.

(uactb 8 BBenmeHna deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9. B oTHOUIEHUHU JIEKAPCTBEHHBIX MPENAPATOB, PA3PEIICHHBIX JJII MEIULIUHCKOTO MpUMe-
HeHnus B Poccutickoit denepanuu Oosiee ABAANATH JIET M B OTHOIICHUH KOTOPBIX HEBO3MOYKHO
MPOBEJICHUE UCCIICIOBAaHUN X OMOAKBUBAJICHTHOCTH (32 UCKIIFOUEHUEM OMOJIOTHUYECKUX JIEKap-
CTBEHHBIX MpENaparoB), TOMYCKAETCsl BKIIOYEHUE B COCTaB pasjena (papMaKoIOTHYeCKOU, TOK-
CHUKOJIOTUYECKOU JOKYMEHTALIMH U pa3jielia KIMHUYECKON JOKYMEHTAllMi BMECTO OTYETa pa3pa-
00TyMKa O pe3ysbTaTaX COOCTBEHHBIX NOKIMHUYECKUX MCCIEIOBAHUMN JIEKApPCTBEHHBIX CPENICTB
U KIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO MpPUMEHEHUS
0030pa Hay4yHBIX paboT O pe3ysbTaTax JOKIMHUYECKUX MCCIEA0BAHUMN JIEKAPCTBEHHBIX CPEICTB
U KIMHUYECKUX HMCCIEIOBAHUN JAaHHBIX JIEKAPCTBEHHBIX MpPEMapaToB, B TOM YHCIE BKIIIOYast
OTIBIT UX OCTPETUCTPALIMOHHOTO TPUMEHEHHSI.

(uacTth 9 BBenmena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-@3; B pen. OenepaibHOro 3a-
KoHa oT 27.12.2019 N 475-D3)

10. Ilpu rocynapcTBEHHOM perucTpaniy BOCIPOU3BEACHHBIX JIEKApCTBEHHBIX IIPENapaToB
JUI MEJUIMHCKOTO IPUMEHEHHUs JIONyCKAaeTCsl BKIIIOUEHHE B COCTaB pasjiena (papMakoJoruye-
CKOH, TOKCHKOJIOTMYECKOW JTOKYMEHTAllUH U pa3zeila KIMHUYECKOW JOKYMEHTAllMU BMECTO OT-
yera pa3paboTuuKa O pe3yibTaTax COOCTBEHHBIX AOKIMHUYECKMX MCCIEJOBAHUH JICKApCTBEH-



HBIX CPEJCTB 0030pa HayuHBIX padOT O pe3ynbTaTax JOKIMHHUYECKUX HCCIETOBAaHUN pedepeHT-
HOTO JIEKapCTBEHHOTO ITperapara 1 Mpe/CTaBIeHHe BMECTO KIMHIUYECKUX MCCIEJOBAaHUN B I10JI-
HOM O0BEMeE, YCTAaHOBIIEHHOM DPa3/eIoM KJIMHUYECKOW TOKYMEHTAIlMH, OTYeTa O pe3yibTaTax
MCCIIEIOBAaHUN OMOAPKBHBAJIEHTHOCTH BOCIIPOM3BEICHHOTO JICKAPCTBEHHOTO IIperapara Uil Me-
JTUIIMHCKOTO npuMeHeHus. He TpeOyercs mpecraBieHne oT4eTa o pe3yiabTaTrax MCCIeAOBaHHM
OMOIKBHUBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO TIperapara Uil MEIMIMHCKOTO
NPUMEHEHHUS, €CIIM PETUCTPUPYIOTCS BOCIPOU3BEACHHBIC JICKAPCTBEHHBIE IPENapaThl I MEH-
[IMHCKOTO IPUMEHEHHS, KOTOPHIE:

1) npeaHa3HavyeHbl Ui NApEHTEPAILHOTO (TIOJKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEH-
HOT'0, BHYTPUIJIA3HOT0, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOI'0) BBEJICHUS
U TIPEJICTABIIAIOT COOON BOJHBIC PACTBOPHI;

2) MpeACTaBISAIOT COO0M PACTBOPHI IS IEPOPATHLHOTO MPUMEHEHHS;
3) npousBeneHs! B opMe MOPOLIKOB MITH JTHO(UIU3ATOB JIIsl IPUTOTOBJICHUS PACTBOPOB;
4) SABISIFOTCS Ta3aMU,

5) SABJISIFOTCS YIIHBIMU WJIK TIa3HBIMUA JICKAPCTBCHHBIMU IIpCIiapaTaMu, MIPOU3BCACHHBIMU B
¢dbopmMe BOJIHBIX pacTBOPOB;

6) mpeHa3HaYeHBI AJIi MECTHOTO PUMEHEHUS U IIPUTOTOBJICHBI B (hOpME BOJHBIX PacTBO-
POB;

7) mpeACTaBISIOT COO0I BOIHBIE PACTBOPHI ISl HCTIOJIB30BAaHUS B (hOpME MHTAIALUH C TO-
MOlIbI0 HeOynali3epa WK B KaueCTBE HAa3aJIbHBIX CIIPEEB, IPUMEHSAEMBIX C IIOMOUIBIO CXOHBIX
YCTPOMCTB.

(uactp 10 BBeneHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. [Inda cnydaes, yka3aHHbIX B MyHKTax | - 3, 5 - 7 yactu 10 HacTodA1IEN CTaThbH, BOCIIPO-
U3BEJICHHBIN JIEKApCTBEHHBIN Mpenapar A MEIUIMHCKOTO MPUMEHEHHUS JI0JDKEH COJEp)KaThb
TaKHe K€ BCTIOMOTATEIbHBIC BEIIECTBA B TAKUX K€ KOJMYECTBAX, KaK W pedepeHTHBIN JeKap-
CTBEHHBIN mpenapaT. Eciu cocTaBsl BCIOMOTaTeNbHbBIX BEIIECTB Pa3inyvaloTcs, 3asBUTENb J0J-
JKEH TIPEJICTAaBUTh JOKA3aTeIbCTBA TOTO, YTO UCIOIb3YEMbIC B IAHHBIX KOHIICHTPAIIHSIX BCIIOMO-
raTeJbHbIC BEIIECTBA HE BIUAIOT Ha 0e30macHOCTh U (Wiu) 3(h(HEKTUBHOCTH JIEKAPCTBEHHOTO
mpernapara Ak MeIUIUHCKOTO MpUMEHEHUs. B citydae, eciu 3assBUTENb HE MOXKET MPEICTaBUTh
TakMe J0Ka3aTelbCTBa U (WJIM) HE MMEET JOCTyINa K COOTBETCTBYIOUIMM JIaHHBIM, OH JOJKEH
MIPOBECTH COOTBETCTBYIOIIME MCCIEAOBAHUS ISl JOKA3aTeNbCTBA OTCYTCTBUSI BIUSHUS Pa3HBIX
BCIIOMOTATEJIbHBIX BEIIECTB WJIM BCIIOMOTATEIbHBIX YCTPOWCTB Ha 0€301acHOCTh W (WiH) 3¢-
(EKTUBHOCTH JIEKAPCTBEHHOTO TperapaTa Jisi MEIUIIMHCKOTO MPUMEHEHUS B COOTBETCTBUU C
aKTaMH, COCTaBJISIIOIIMMHU 1paBo EBpa3zuiickoro sKOHOMHUYECKOTO COI03a.

(uacth 11 BBenena denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. denepanbHOro 3a-
KoHa oT 22.12.2020 N 444-D3)

12. Ilpu rocynapCTBEHHOM perucTpanuy KOMOMHAIMI paHee 3aperuCTPHUPOBAHHBIX JeKap-
CTBEHHBIX IIPENAapaToB Il MEAULUHCKOIO IIPUMEHEHHS JOIYCKAETCsl BKIFOUEHHE B COCTAB Pa3-
nena GpapMaKoJIOTHIECKOH, TOKCUKOJIOTUYECKON TOKYMEHTAllMU U pa3zeia KIMHUYECKOH JOKY-
MEHTAIM{ BMECTO OTYETa Pa3paboTUMKa O pPe3yJbTaTax COOCTBEHHBIX JOKIMHUYECKHX UCCIENO-
BaHMI JICKapCTBEHHBIX CPEACTB 0030pa HAYYHBIX PadOT O pe3ynbTaTax AOKIMHUYECKHX HCCIe-
JIOBaHUH pe(epeHTHBIX JICKApCTBEHHBIX MPENapaToB, BXOAALIMX B COCTaB KOMOMHAIMU JeKap-
CTBEHHBIX MpenapaToB, 1 00 OTCYTCTBUH MX B3aUMOACHUCTBUS B OJHOI JIEKapCTBEHHOH (opme.
(uacth 12 BBegeHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)



13. Ha skcniepTusy pa3nyHBIX JIEKAPCTBEHHBIX (DOPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npernapara Jjs MEIUIIMHCKOTO MPUMEHEHHS 3asiBUTEIb MPEACTABISICT OTICIbHBIC 3asBICHUS H
pETHCTpaIOHHBIE JJOChEe Ha KaXKIYIO JIeKapCcTBeHHYIO ¢Gopmy. [Ipu ycinoBun oIHOBpEMEHHOM
M0JJa4M Ha SKCIIEPTHU3Y OJHOM JIEKAPCTBEHHOUW (OPMBI ¢ pa3IMYHBIMU JTO3UPOBKOM, KOHIIEHTpA-
LIHGI>'I, OG’LCMOM 3asABUTCIIb TPCACTABIIACT OAHO 3asABJICHUC U PCTUCTPAIIMOHHOC JOCHE C IPUIIO-
KCHHEM MaKETOB YMAaKOBOK Ha KaXIYIO JO3UPOBKY, KaXKIYI0 KOHIICHTPALUIO, KAXKIBIH 00beM H
KQXKI0€ KOJIMYECTBO JI03 B YIIAKOBKE.

(uactb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocynapCTBeHHON perucTpanud Op(haHHOTO JIEKAPCTBEHHOTO IpemapaTra 3asBU-
Teb TMPEJCTaBIsAEeT MHPOPMAIMIO, HEOOXOAUMYIO Il (opMUpOBAHUS pasjesia KIMHUYECKON
JOKYMEHTAIluU, B 00beMe, YCTAaHOBICHHOM YIOJIHOMOYEHHBIM ()eiepalIbHBIM OPTraHOM HCIIOJ-
HUTEIILHOM BIIACTH.
(uacTh 14 BBenena DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpanuu 6GMOJOTUUECKOTO JICKAPCTBEHHOTO TMpernapara, moJydeHHOT0 U3 KPO-
BHU, TUIa3Mbl KPOBU YEJIOBEKA, B COCTABE PETUCTPALMOHHOTO JOChE Ha JICKAPCTBEHHBIM mpenapar
JUTSL METUIIUHCKOTO MIPUMEHEHHUSI IOJKHBI OBITh IPEICTaBICHbI TOTIOTHUTENBHO:

1) B pa3nene MOKyMEHTAIIMHA aIMUHUACTPATUBHOTO XapaKTepa TOKYMEHT, COACpKAIIUN HH-
dbopmarnuio o cyObekTax oOpareHus: JOHOPCKOW KpOBH W (WMJIM) €€ KOMIIOHEHTOB, O TOM, TJie
ObL1a OCyIIeCTBICHA HOHAIMS (KPOBH | (UJIH) TJIa3MbI KPOBH), a TaK)Ke JJaHHBIE 00 MH(PEKIINOH-
HBIX 3200JI€BaHUSAX, TIEPEIAIOIINXCS MApEHTEPATBHBIM ITyTeM, HHPOpMAIHsI 0 CyObeKTax obpa-
HICHUS] JJOHOPCKOW KPOBH U (WMJIM) €€ KOMIIOHEHTOB, B OTHOIICHHWU KOTOPBIX OCYIIECTBIISCTCS
KOHTPOJIb TOHOPCKOW KPOBU U (WJIH) €€ KOMITOHEHTOB;

2) B pazelie XUMUYECKOoi, (hapMareBTHUECKOM 1 ONOIOTHYECKOM TOKYMEHTALUH:

a) KPUTEPHH M CIOCOOBI OTOOpA, TPAHCTIOPTUPOBAHUS W XPAHCHHS JTOHOPCKOW KPOBH H
(unn) ee KOMIIOHEHTOB;

0) pe3ysnbTaThl UCCIIEIOBAHUN OTOOpPAHHBIX JOHOPCKOW KPOBU M (MJIM) IJIa3Mbl KPOBU H
NyJI0B Ha Halu4yue Bo30yauTeneld MHQEKIHi, BKIoYas HHPOPMaLUI0 00 HCIOIb30BAHHBIX Me-
TOJIMKAX UCCIICIOBAHHUI M B CIIy4ae MCCICIOBAHMUS ITYJIOB IJIa3Mbl KPOBH PE3YJIbTAThl TOKYMEH-
TAJILHOTO MOATBEPXKACHUS (BaTHIAIIMH) UCTIOIb30BaHHBIX METOIHK;

B) TEXHUYECKUE XapPaKTEPUCTUKH YITAKOBKH JUIsl 0TOOpA TOHOPCKOW KPOBH M (HJIH) TIIIA3MBbI
KPOBH, BKJII0OYasi HHPOPMAIIMIO 00 HCIIOIB30BaHHBIX PACTBOPAX aHTUKOATYJISTHTOB.
(uactb 15 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. Knunudeckue ucciaeaoBaHus JIEKApCTBEHHOIO Mpenapara Juisi MEAULUHCKOIO MpUMe-
HEHMSI B LIEJISIX €ro TOCYAapCTBEHHOM peructpainuu npoBoasaTcs B Poccuiickoit denepaunn B
HOpsIZIKE, YCTAHOBJIEHHOM cTaThsiMu 38 - 44 Hactosmero denepanpHoro 3akoHa. OT4eT o mpo-
BEJICHHBIX HCCICIOBAaHUAX BKIIIOYAETCS B COCTaB paslieia KIMHUYECKOW NOKYMEHTAlluU pEeru-
CTPallMOHHOTO J0ChE Ha JIEKAPCTBEHHBINA Mpenapar Ajs MEIAULUHCKOro npuMmeHeHus. i ne-
KapCTBEHHBIX IPENapaToB Uil MEAULIUHCKOTO IPUMEHEHNS, B OTHOLICHUH KOTOPBIX B PE3YJIbTa-
T€ 3KCIEPTU3BI TOKYMEHTOB, MPEICTABICHHBIX IJIs ONPEAEICHHS] BO3MOXHOCTH paccCMaTpuBaTh
JIEKapCTBEHHBIN Mpenapat JUisl MEIULIMHCKOIO IPUMEHEHH B KaueCTBE OP(PAHHOTO JIEKapCTBEH-
HOTO IIperapara, Takasi BO3MOKHOCTb IIpU3HAHA U B OTHOUIEHUH KOTOPBIX IPOBEACHBI KINHUYE-
CKHE MCCJIEOBaHUs, BBIMOJHEHHBIE 3a npenenamu Poccuiickoit denepau B COOTBETCTBUU C
IpaBUIaMU HaJJIexalied Ja0bopaTOpHOM MPAaKTUKK M NpaBUJIaMU HAAJIeKaIled KIMHHUYECKOU
IIPAKTUKH, JOITYCKAeTCs BKJIIOYEHHE B COCTAB pa3fella KIMHMUYECKON NOKYMEHTAlluh BMECTO
oTyeTa O pe3yjpTaTax KJIMHUYECKHX HCCIEI0BAaHUI JIEKAPCTBEHHOrO Mpenapara A MEAULMH-



CKOro NpUMEHEHHs], IpOBEeACHHBIX B Pocculickonn denepannn, oT4era O pe3yiapraTrax KIMHUYE-
CKHUX MCCJIEOBAaHUM, BHIMIOJHEHHBIX 3a nipeaenamu Poccuiickoit deneparumu.
(vactpb 16 BBenena deaepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

17. B ciyyae HenpencTaBieHUs C 3asBJICHUEM O TOCYAapCTBEHHOUN PETUCTpALMU JIEKap-
CTBEHHOTI'O Mpernapara Jjisi MEIUIUHCKOTO TPUMEHEHHU I0OKYMEHTOB, MOATBEPKIAIOIINX YIIIATy
rOCYyIapCTBEHHOW MOUUIMHBI M YKa3aHHBIX B MyHKTe 10 yactu 2 HACTOSIIEH CTAaThH, a TAKKe
BBIJIaBAEMBIX (MIPEIOCTABISIEMBIX) YIMOJIHOMOYEHHBIMU (eIepAIbHBIMU OpraHAMH HCIIOTHH-
TEJTHLHOM BIIACTH JTOKYMEHTOB (CBEICHHI), YKa3aHHBIX B MyHKTaX 3 W 4 4acTu 4 HACTOAIIEH CTa-
ThU, YIIOJTHOMOYCHHBIN (heepaabHbIi OpTaH MCIIOJHUTEIHHON BIIACTH 3alpaIlinBacT yKa3aHHBIC
JIOKYMEHTHI (CBEJICHHS) B MOPSIIKE MEKBEIOMCTBEHHOTO HH(OPMAITMOHHOTO B3aUMOICHCTBHUS.
(gactp 17 B pen. denepanbHoro 3akona ot 27.12.2019 N 478-D3)

18. He momyckaercst UCIOJIb30BaHUE B KOMMEPUYECKUX IEJISIX HHGOPMAITUN O pe3ybTaTrax
JOKJIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIIEJOBAHUN JIeKap-
CTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUSs, IPEeICTaBJICHHON 3asBUTEIEM JJIsl TOC-
yIapCTBEHHOW PETUCTPAIlMU JICKAPCTBEHHOTO IpermapaTa, 0e3 ero corjacusi B TEUEHHUE IMIECTH
JIeT C AaThl TOCYIapCTBEHHOW perucrpanuu pedepeHTHOro JiekapcTBEHHOro mpemnapara B Poc-
cuiickor denepanun.

(uacth 18 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. lepxatenp niam Biazaesel] perucTPallMOHHOIO yI0CTOBEPEHUS JIEKapCTBEHHOIO Mpemna-
paTa Ha OMOTEXHOJIOIMYECKUH WM Op(aHHBIN JIEKapCTBEHHBIN IpenapaTt 00s3aH NPeAOCTaBIATh
Ha BO3ME3JTHOW OCHOBE 00pa3ibl peepeHTHOro JEKapCTBEHHOIO INpernapaTa 3asBUTEISIM JUIs
IPOBE/ICHUS KIIMHUUYECKUX UccaenoBaHuid. CTOMMOCTb 00pa3ia pedepeHTHOro JIEKapCTBEHHOTO
npernapara, BKIIOYEHHOTO B TIepeueHb KU3HEHHO HEOOXOIMMBIX M BaXXHEUIINX JICKAPCTBEHHBIX
IIPENapaToB, HE JOJDKHA MPEBBIIATh 3apPErMCTPUPOBAHHYIO NPEACIBbHYIO OTIYCKHYIO ILIEHY Ha
pedepeHTHBII JIeKapCTBEHHBIN Mperapar Wi [eHy Ha JEKapCTBEHHBIN IpenapaT B CTpaHe Mpo-
WU3BOJUTEIIS.

(uacth 19 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBieHHE O TOCYJIAPCTBEHHOM PETHUCTPALMM BOCIPOW3BEICHHOTO JIEKAPCTBEHHOTO
mpernapara Uil MEIUIUHCKOTO MPUMEHEHUS MOXKET OBITh MOJaHO B YIMOJHOMOYECHHBIN (here-
palbHBIN OpraH WCIOJHUTENbHON BIIACTH, OCYIIECTBISIOIIUN FOCYAapCTBEHHYIO PETUCTPALIUIO
JIEKAPCTBEHHBIX MPENnaparoB, MO UCTECYCHUH YETBIPEX JIET C JaThl TOCYIAPCTBEHHOW pErucTpa-
1uu pedepeHTHOTO JIEKapCTBEHHOTO Tipenapara B Poccuiickoit deneparumn.

(uacth 20 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBiIeHHE O TOCYAPCTBEHHON pErucTpanuu OM0aHaIoroBoro (OMomo00HOr0) JIeKap-
CTBEHHOT0 mpemnapara (OnoaHanora) MOXeT OBITh MOJAHO B YIOJIHOMOYEHHBIH (enepanbHbIii
OpraH HCIOJIHUTEIBLHOW BIIACTH, OCYIIECTBISIOLUIUMN TOCYIapCTBEHHYIO PErucTpaiuio JeKap-
CTBEHHBIX IPENaparoB, 0 UCTEYCHUU TPEX JIET C JAThl TOCYIapCTBEHHON perucTpanuu pede-
PEHTHOTO JeKapCcTBEHHOr0 npenapara B Poccuiickoit deneparumu.

(uacTh 21 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. Jlepkatenb Wiy BiaAeNel] PpEruCTPAlMOHHOTO YI0CTOBEPEHUS JICKAPCTBEHHOIO Mpena-
pata IpeJcTaBisieT B YINOJHOMOYEHHBIH (hefepalibHblii OpraH HMCIOJHUTEIbHON BIIACTH, OCY-
HIECTBISAIOMUHN (QYHKIIMU IO KOHTPOJIIO U HAA30py B cdepe 3ApaBOOXPAHEHHUS, OTUET MO PE3yIlb-
TaTtaM (apMaKoHaI30pa OJHUH pa3 B IIECTh MECAIEB B TEUCHHE JBYX JIET MOCJE TOCYIapCTBECH-
HOM perucTpanuu JeKapCTBEHHOro npenapara B Poccuiickoit deaepanuu, eXerogHo B TCUCHHE
MOCJICAYIOIIUX TPEX JICT U B I[aJII:HeI‘;IH_IGM OIWH pa3 B IIATH JICT.

(uactb 22 BBegeHa DenepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)



Crarbsa 19. IlpuHaTHEe pelleHHs O BbIAade JKCIEPTHOMY YYpPEKICHUIO 3aJaHHUSA HA
NpoBeJeHHe IKCIEPTU3bI JIEKAPCTBEHHOI0 CPe/ICTBA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Tedenue necatu pabouux JHEH CO JHS MPUHSITHS 3asBICHUS O TOCYAAPCTBEHHOU pe-
TUCTpAIMU JIEKAPCTBEHHOTO Tpernapara COOTBETCTBYIOIIUN YITOJHOMOYEHHBIN (enepaabHblil
OpraH UCIOJIHUTEIBHOU BIACTH MPOBOIUT MPOBEPKY MOJHOTHI, IOCTOBEPHOCTH M IPABUILHOCTH
oopMIIEHHUS MPEICTABICHHBIX JTOKYMEHTOB PETUCTPALIMOHHOTO JJOChE Ha JIEKAPCTBEHHBIN Ipe-
napaT ¥ IpUHUMAET pElIeHUE O BblJaye 3aJaHusl Ha IPOBEICHHE:

1) skcnepTU3bl JOKYMEHTOB, MPEACTABICHHBIX IJI ONpPEIEICHHUsS BO3MOXHOCTH paccMar-
pUBaTh JCKApPCTBEHHBIN Mpenapar JUisi MEIUIIUHCKOTO PUMEHEHUS TIPU OCYIIECTBICHUU TOCY-
JAPCTBEHHO perucTpanuy B kauecTse op(haHHOTO JIEKAPCTBEHHOTO Mpemnapara;

2) 3KCHEepTU3bI JIEKAPCTBEHHOTO CPEACTBA B YACTH SKCHEPTHU3bl KAUeCTBA JIEKAPCTBEHHOTO
CPEICTBA M SKCIEPTU3bl OTHOLIEHUS OXHUAAEMOI MOJb3bl K BO3MOXXHOMY PUCKY MpPUMEHEHUs
JIEKapCTBEHHOIO MpernapaTa s MEIUIUHCKOTO MPUMEHEHUS;

3) aKCHepTU3bl JIEKAPCTBEHHOTO CPEICTBA B YAaCTH IKCHEPTU3bl KAYeCTBA JIEKAPCTBEHHOTO
CPEICTBA M JKCIEPTU3bl OTHOLIEHUS OXHUAAEMOH MOJb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUs
JIEKapCTBEHHOT'0 Mpernapara i MEAUIIMHCKOTO0 MPUMEHEHHUS B IOPSAJKE YCKOPEHHOM Mpolleny-
PBl OKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU €O cTaThel 26 Hacrosuero dene-
paNbHOTO 3aKOHA;

4) sKcnepTU3bl JEKapCTBEHHOTO CPEJICTBA B OTHOILIEHUM JIEKAPCTBEHHOI'O IIpernapara AJs
BETEPUHAPHOTO IPUMEHEHHS.

2. YIOTHOMOYECHHBIN (eepalbHblii OpraH MCIOJHUTEIBHON BIACTH YBEAOMIISET B DIICK-
TPOHHOM (opMe MM Ha OyMa>KHOM HOCHTENE 3asBUTENSI U SKCHEPTHOE YUPEXKIECHUE O IPUHS-
TOM pEIIEHWH O BbAAYE 33JaHUM Ha NPOBEACHHE DKCIEPTHU3, NMPEAYCMOTPEHHBIX 4YacThiO |
HACTOSIICH CTaThH, U B CiIydae HEOOXOJMMOCTH O BBIJIadye pa3pelieHust Ha BBO3 B Poccuiickyro
®denepaniio KOHKPETHOW MAPTUH, CEPUU 3apErMCTPUPOBAHHBIX U (WIHM) HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB MM 00 OTKa3e B IMPOBEAECHUU IPEAYCMOTPEHHBIX 3KCIEPTU3 C yKa3a-
HUEM NIPUYUH TaKOro 0TKa3a.

3. B cinydae BBISIBIIEHUSI OTCYTCTBHS WJIM HEIOCTOBEPHOCTH MH(MOPMAIUH, COJEpKaIIeHCs
B MIPEJICTABJICHHBIX 3asBUTENIEM JOKYMEHTAaX, YIOJHOMOYCHHBIN (eepaabHblii OpraH MCIIOTHU-
TEJHLHOMN BJIACTH HANPABIISIET 3asSBUTEIIO 3apoc 00 yTOUYHEHHH 3TOM mHGOpMaIu (J1anee - 3a-
POC YIIOJTHOMOYEHHOTO (heepaqbHOr0 OpraHa HCIONHUTEIBHOW BIIACTH), KOTOPBIA MOXKET
OBITh MEepeaH YIOJIHOMOYECHHOMY MPEICTABUTENIO 3asiBUTENIS JIMYHO O] PACIIUCKY, HAIIPaBIIeH
IO MTOYTE 3aKa3HBIM MUCHMOM HJIU Tepe/iaH B AJIEKTPOHHOH (opMe M0 TeIeKOMMYHUKAMOHHBIM
KaHajaM cBsi3u. B ciydae HampaBiieHHs 3ampoca YHOJHOMOYEHHOTo (eepaabHOro opraHa Hc-
MOJIHUTEIBHOM BJIACTHU MO II0YTE 3aKa3HBIM ITUCHMOM OH CUHTACTCS MOJIYUYCHHBIM I10 UCTCUCHUU
HIECTH AHEH ¢ AaThl HaNpaBJiICHUsI 3aKa3HOTO MUChMa.

4. 3asBuTens 00s3aH MPEICTAaBUTh OTBET Ha 3allPOC YIIOJIHOMOYEHHOTO (elepaibHOro op-
raHa UCIOJHUTENIbHOM BJIACTH B CPOK, HE MPEBBIIAIONININ IeBIHOCTa padounX THEH co JHS ero
nonyueHus. Cpok, yka3aHHBIH B 4yacTH | HacTosLIeW cTaTbu, NPUOCTAHABIMBAETCA CO JIHS
HaIpaBJIEHUsI 3aSBUTENIO 3alpoca YINOJHOMOYEHHOTO (henepaabHOro opraHa HUCIOJHUTEIbHON
BJIACTH JI0 JHS TOJyYEHUS] UM COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHMEM Il OTKa3a B OpraHU3allMy JKCIEpPTHU3, MPEIYCMOTPEHHBIX 4YacThiO |
HaCTOHIHeﬁ CTaTbH, ABJCTCA NMPCACTABJIICHUC H€O6XOI[I/IMBIX AJId MPOBEACHUA MPCAYCMOTPCH-



HBIX 3KCHCpTH3 I[OKYMCHTOB B HCIIOJIHOM 061;eMe Nnin HereI[CTaBHeHI/Ie 3ajABUTCIICM B YCTa-
HOBJICHHBIM CPOK OTBETa HA 3aIlpOC YIOJHOMOYCHHOTO ()eIepaTbHOTO OpraHa MCIIOJTHUTETBHON
BJIaCTH, a TaKXKEC Hpe,Z[CTaB.HeHI/Ie ,Z[OKYMGHTOB, HC coz[epxcaumx I/IC‘-IepHBIBaIOH_IeI‘O nepeqHﬂ HEC-
00XOINMBIX CBEIECHUN.

6. IIpu oTka3e B OpraHu3alny 3KCIEPTU3bI, IPETYCMOTPEHHON MMyHKTOM 4 yacTu 1 HacTo-
AIEH CTaTbU, NOKYMEHTBI, BXOZSIINAE B COCTAB PETUCTPALMOHHOIO JOCHE Ha JIEKAPCTBEHHBIN
npenapar s BETEpHHAPHOTO IIPUMEHEHUS, MOTYT OBITh BO3BPALICHBI 3asBUTEIIO HA OCHOBAaHUH
€ro MMCbMEHHOTO 3alpoca, HalpaBJIEHHOIO B YIIOJHOMOUYEHHBIH (hefepalibHblil OpraH HCIOIHU-
TEJILHOM BJIACTH B TEUCHHME TPUALATH pabounx JHEH cO THS MPUHATHS YIOIHOMOYEHHBIM (erie-
paJIbHBIM OpPraHOM HCHOJHUTENbHOH BIACTH pelIeHHs 00 OTKa3e B OpraHu3allu Takoil sKkcrep-
TU3bl. YTIOJTHOMOYEHHBIN (heiepalibHbIi OpraH UCIIOTHUTEIBHOM BIACTH BO3BPAIACT 3aIBUTEIIO
yKa3aHHbIE IOKyMEHTBI B TEUEHUE ECATH pabO4MX JHEH CO JHS MMOJIy4EHHs] COOTBETCTBYIOILIETO
3amnpoca 3asiBUTENIS.

(uactb 6 BBenmeHna DeaepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Crarbs 20. DkcnepTH3a JOKYMEHTOB, NMPEACTABJICHHBIX JJISA ONpeaeJeHUus1 BO3MOXK-
HOCTH PaccMATPHBATh JIEKAPCTBEHHbIN NMpenapar MJis MeIULIMHCKOr0 NMPUMEHEHHUs NPHU
OCYIIECTBJIEHHH TOCYAAPCTBEHHOH perucTpanmuu B KayecTBe OpGaHHOI0 JIEKAPCTBEHHOT0
npemnapara

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

1. DkcnepTr3a TOKYMEHTOB, MPEACTaBICHHBIX JJIs1 ONMPEACIICHUs] BOSMOXKHOCTH paccMmar-
PUBATH HeKapCTBeHHBIﬁ npenapar misd MCAUIIUHCKOI'O IMPUMCHCHHUA NIPHU OCYHICCTBIICHHUU T'OCYy-
JAPCTBEHHON pETHCTpallid B KadecTBe Op(aHHOTO JICKAPCTBEHHOTO Ipernapara, COCTaBIICHHUE
KOMHCCHEHN 3KCIEPTOB 3aKIIOYEHHUS O BO3MOXXHOCTH WJIM HEBO3MOXXHOCTHU paccMaTpHUBaTh Jie-
KapCTBEHHBIA Tpenapar Uisi MEIUIIMHCKOTO MPUMEHEHHS MPU OCYIIECTBICHUU TOCYIapCTBEH-
HOW perucTpamnuu B KauecTBe ophaHHOTO JIEKAPCTBEHHOTO IMperapaTa U HalpaBJICHUE JAHHOTO
3aKJIIOYEHUST B YIIOJTHOMOYEHHBIN (peepaabHbIil OpraH MCIOJHHUTEIBHONW BIACTH OCYIIECTBIIS-
IOTCSl B CPOK, HE IPEBBIMIAIONINN TPUALATH PadOYMX THEH CO JHS MOJIYYEHHUS SKCIEPTHBIM
YUpEKICHUEM 3aJIaHUsI YITOJTHOMOYEHHOTO (eIepaIbHOTO OpTraHa MCIIOJHUTEILHON BIACTH U B
AIIEKTPOHHOHN (hopMe WM HAa OYMaKHBIX HOCHUTENSX HEOOXOIMMBIX JTOKYMEHTOB, YKa3aHHBIX B
nyHkrax 1, 2,5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hactosmero deaepaabHOro 3aKoHa.

2. JlokyMeHTBI, coeprKalIiecsl B PETUCTPALMOHHOM JI0ChE Ha JIEKapCTBEHHBIN Ipenapar U
MOCTYMUBIINE Ha OyMa)KHBIX HOCHUTENIX B JKCIIEPTHOE YUPEXKJEHHUE IS OCYIIECTBICHUS HX
AKCIEPTU3Bl Ul ONPEIENICHUs BO3MOKHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar ais
MEAMIIMHCKOTO TMPUMEHEHHs] B KauecTBe Op¢aHHOrO JIEKAPCTBEHHOTO Mpernapara, MoJIekaT
BO3BpATy B YHOJHOMOYECHHBIN (eepaiabHbIil OpraH MCIOJHUTEIHHON BIACTH OJHOBPEMEHHO C
3aKIOYEHUSIMH COOTBETCTBYIOLIUX 3KCIEPTH3.

Crarbs 21. PenieHue 0 BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHBIH Npenapar npu
OCYIIECTBJIECHHH IOCYIaPCTBEHHOH perucTpanu B KayecTBe OPpGaHHOIO JIEKAPCTBEHHOI 0
npemnapara

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

1. B cpok, He MpeBHIAIOLINHA MATH pabo4nX THEH cO IHS MOJTYYEHUs 3aKIIOYEHUs, yKa-
3aHHOTO B yacTu 1 crateu 20 Hacrosmiero deaepabHOTO 3aK0HA, YITOJTHOMOYEHHBIN (heaepalib-
HBIi OpraH MCIIOJHMUTEIbHOW BIACTH OCYLIECTBIISIET OLICHKY ITOJIyYEHHOI'O 3aKJIIOUEHUS AN
ONpENETCHUsI €ro COOTBETCTBUS 33JaHUI0 HAa IPOBEICHHE COOTBETCTBYIOIIECH SKCIEPTHU3Bl U
YBEJIOMJISICT 3asIBUTENS B AIEKTPOHHON (popMe mim Ha OyMa)kHOM HOCHTENE O pe3ysbTaTax Mmpo-
BEJICHHON SKCIEPTU3BI C MPUITIOKEHUEM KOIUHU 3KCIEPTHOTO 3aKII0UEHHU (C COXpaHEHUEM KOH-
buneHMaTBbHOCTH HH(OPMAIIMKM O COCTAaBE SKCIIEPTHON KOMHUCCHM) M O BO3MOXKHOCTH HJIU HE-



BO3MO>XHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIN Mpenapar Uil MEIULIUHCKOIO MPUMEHEHUS NpU
OCYILECTBJIEHUH T'OCYAAPCTBEHHOM PErucTpalu B KayecTBe Op(aHHOro JIEKApCTBEHHOIO Ipe-
napara.

2. Ilpu BbIHECEHUM KOMHUCCHUEHN 3KCIEPTOB 3aKIIOYEHHUS O BO3MOYKHOCTH paccMaTpUBATh
JIEKapCTBEHHBIN Mpenapar Ajs MEAULMHCKOrO MPUMEHEHMsI NPH OCYLIECTBIEHHUH TIOCylap-
CTBEHHOW perucTpanuu B KauecTBe OppaHHOIO JIEKAPCTBEHHOTO Mpernapara ynoJIHOMOYEHHBIN
(denepanbHBIN OpraH MCIOJHUTEIBHON BJIACTH B CPOK, HE MPEBBIMIAIONINN MATH pabOYMX JHEH
CO JHS MOJIYYEHHMS JTaHHOI'O 3aKJIFOYEHUS, IPUHUMAET PEIICHHUE O BbIJAUe 3aJaHUs HA MPOBEe-
HUE DKCIEPTU3bl KAueCTBa JIEKAPCTBEHHOI'O CPEJCTBA M AKCIEPTU3bl OTHOLIEHUS OKUIAEMOMN
MOJIB3bl K BO3MOXXHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOIrO Ipemnapara Uil MEAMIIMHCKOIO
IPUMEHEHHUS B MOPSAKE YCKOPEHHON MPOLEAYPBl SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA B CO-
OTBETCTBHUHU CO cTaThel 26 HacTosmiero denepaabHOroO 3aKOHA.

3. B ciyuyae nmpuHSATHS peUIEHUsI 0 HEBO3MOXKHOCTH paccMaTpuUBaTh JEKApCTBEHHBIN Ipe-
napar JIjs MEJUIIMHCKOTO MPUMEHEHUS IIPU TOCYJapCTBEHHOM perucTpaluuy B KauecTBe opdan-
HOTO JIGKAPCTBEHHOTO MpernapaTa ynoJTHOMOUYEHHBIH (eiepalibHbIi OpraH UCIOTHUTEIBHOHN BiIa-
CTH TpeKpalaeT Npoueaypy FOCylIapCTBEHHOW PErMCTpaldM JIEKApCTBEHHOrO Mperapara. 3a-
SIBUTEIIb BIIPaBE OOPATUTHCSA B PETUCTPHUPYIONIMI OpraH C 3asBIEHUEM O TOCYAapCTBEHHOW pe-
TUCTPALIMU YKa3aHHOTO JIEKAPCTBEHHOTO ITpenapara B COOTBETCTBHM €O cTarbel 18 HacTosmero
®denepanbHOrO 3aKOHAa.

Crarbs 22. YTpatnia cuiy ¢ 1 uroas 2015 roana. - @enepaiabHblii 3akoH ot 22.12.2014
N 429-@3.

Crarbs 23. DKcnepTH3a Ka4ecTBA JIEKAPCTBEHHOI0 CPeACTBA U IKCIEPTU3A OTHOIIe-
HHUSl 07KUIaeMOH MOJIb3bl K BO3MOKHOMY PHCKY NPMMEHEHUs JIEKAPCTBEHHOI0 Mpenapara
JJ1s1 MeHIIUHCKOI0 NPUMeHeHHs

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

1. DkcnepTH3a KauecTBa JEKAPCTBEHHOIO CPEACTBA U SKCIIEPTH3a OTHOLIEHUS 05KUIAeMON
IOJIb3BI K BO3MOYKHOMY PHCKY NPUMEHEHMS JIEKapCTBEHHOI'O Ipenapara il MEIUIIMHCKOTO
IPUMEHEHHUS, COCTABJIEHUE KOMUCCUSIMH IKCIEPTOB 3aKJIIOUEHUH MO pe3ybTaTaM IPOBEIEHHBIX
9KCHEPTU3 M HAIPABJICHUE 3TUX 3aKJIIOYEHHUH B YIIOJHOMOYEHHBIN (hefepalibHblii OpraH MCIoJl-
HUTEJIBHON BJIACTH OCYLIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIOIIUI CTa JecATH pabo4YnX AHEH CO
JHS TIOJy4EHUsS! DKCHEPTHBIM YYPEXKACHHEM COOTBETCTBYIOLIETO 3aJaHMs YIOJHOMOYEHHOIO
(enepaabHOrO opraHa MCIOJHUTEILHON BIACTH U HEOOXOJUMBIX JOKYMEHTOB B 3JIEKTPOHHOU
dbopme nir Ha OyMaKHBIX HOCHUTEJISX.

2. B TedyeHue neBSHOCTA JHEW CO JTHS MOJyYSHHS PELICHUs YIOIHOMOYEHHOTO (henepab-
HOT'O OpraHa MCHOJHUTENbHOIN BJIACTU O MPOBEACHUU IKCIEPTHU3, MPEAYCMOTPEHHBIX YacThio |
HACTOALLIEH CTaTbU, 3asIBUTEIb MIPEACTABIISET B IKCIEPTHOE YUPEKACHUE ISl IPOBEACHUS IKC-
NepTHU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBAa 0Opa3Ilbl JIEKAPCTBEHHOIO Mpenapara Juisi MeIu-
IIUHCKOTO TPUMEHEHUS, NPOM3BEACHHOTO B COOTBETCTBUHM C TpPEOOBAHUSMH OIIBITHO-
MPOMBIIIIEHHOTO U (WJIM) MPOMBIIUIEHHOTO PETIAMEHTOB, YTBEPKICHHBIX PYKOBOJIUTEIEM IIPO-
U3BOJIUTEIIS JICKAPCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBYIOUIMX CIIydasx oOpaslbl (apma-
LEBTUYECKOW CyOCTaHLIMHU, TECT-IITaMMa MHKPOOPTaHU3MOB, KYJIbTYpPbI KIJIETOK, 0Opa3Iisl Be-
IECTB, MPUMEHSAEMBIX ISl KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O CPEACTBA IIyTEM CPaBHEHUS C
HUMU HCCIIEyEMOT0 JIEKAPCTBEHHOTO CPEICTBA, B KOJUYECTBAX, HEOOXOAUMBIX ISl BOCIIPOU3-
BEJICHUSI METOI0B KOHTPOJISI KA4eCTBa.

3. [Ipu monydyennu 0Opa31ioB JEKAPCTBEHHOTO Mpernapara u (hapManeBTHIECKON cyOcTaH-
OUNU SKCIICPTHOC YUYPCKIACHUC BLIAACT 3asABUTCIIIO AOKYMCHT, HO,Z[TBep)K,Z[aIOH_[I/Iﬁ MOJIy4YCHHC



yKa3aHHBIX 00pasloB, U B CPOK, HE NMPEBBIMIAIONIUI Tpex pabouux aHEH, yBEAOMIISET B 3JIEK-
TpoHHOU (popMe miK Ha OyMa)KHOM HOcuTesie 00 ATOM YIOJTHOMOYEHHBIN (efepaabHbIi opraH
HWCIOJIHUTEIBHON BIIACTH.

4. YKa3aHHbIC B 4aCTAX 2 ¥ 3 HACTOAIIEH CTaTbU CPOK JISl IPEICTABIICHUS 3asIBUTEIIEM 00-
pasloB JIEKapCTBEHHOTO Mpemnapara U (papMaineBTHYECKOW CYOCTaHIIMM U CPOK YBEIOMIICHHS
AKCTIEPTHBIM YUPEKIECHUEM 00 3TOM Ha OYMa)KHOM HOCHUTEJIE YIOJIHOMOYEHHOTO (heepasbHOro
OpraHa MCHOJHUTEIbHON BIACTH HE BKIIIOYAIOTCA B CPOK MPOBEJEHHUS HKCIEPTHU3, MPEIYCMOT-
PEHHBIX YacThiO | HACTOSIIEH CTATHHU.

5. JIOKyMeHTBI, IIOCTYNUBIIUE B AKCIEPTHOE YUPEXKIEHUE ISl MPOBEIEHUS SKCIEPTU3,
MPEyCMOTPEHHBIX YacThio | HACTOAIIEH CTaThU, MOJJIEKAT BO3BPATY B YIIOJIHOMOUYEHHBINH (e-
J€pajbHBIA OpPraH UCIOJHUTEIBHOMN BIAaCTH OJHOBPEMEHHO C 3aKIFOYEHUSIMH, [TOJYYEHHBIMU 110
pe3yabpTaTaM COOTBETCTBYIOIIUX 3KCIEPTH3.

Crarbs 24. DKcnepTH3a Ka4ecTBA JIEKAPCTBEHHOI0 CPeACTBA U IKCIEPTH3A OTHOIIe-
HHUSl 07KUAaeMOH MOJIb3bl K BO3MOKHOMY PHCKY NPMMEHEHUs JIEKAPCTBEHHOI0 Mpenapara
JJ1s1 BETEPHHAPHOTO0 MPUMeHEeHH s

1. DkcnepTr3a KadyecTBa JICKAPCTBEHHOT'O CPEACTBA M AKCIEPTU3a OTHOIICHUS OKHIAeMO
IOJIB36l K BO3MOXKHOMY PHCKY IIPHUMEHEHUS JIEKApCTBEHHOI'O IIperapara Iy BETEPUHAPHOIO
NPUMEHEHHUS, COCTABJICHNE KOMHCCHUSIMH SKCIIEPTOB 3aKIIOYEHHMH MO pe3ysbTaTaM yKa3aHHBIX
HKCIEPTHU3 U HANpaBJIEHUE TAKUX 3aKJIIOYCHUH B YIIOJIHOMOYEHHBIN (heaepabHbIid OpraH UCIOJ-
HUTEJIHLHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOIINI CTa ASCATH pabOYuX JHEH CO
JTHSI TIOJTyYEHHsI SKCIIEPTHBIM YUPEXKICHUEM 3a/laHUs YIOJTHOMOYEHHOTO (pellepalbHOro OopraHa
WCTIOJTHUTENIBHOM BJIACTH C JOKYMEHTaMH, YKa3aHHbIMU B 4acTu 3 ctaThu 17 HacTosmero dene-
paIbHOTO 3aKOHA.

(B pen. ®enepanbHbix 3ak0oHOB 0T 22.10.2014 N 313-®3, ot 13.07.2015 N 241-D3)

2. B Teuenue TpuaunaTd pabouux JHEHW CO JHSA MOJIYYCHHUS PEILICHUS YINOJTHOMOUYEHHOTO
¢eneparpHOTO OpraHa HCIOJIHUTEIHHOM BIACTH O MPOBEICHUN YKAa3aHHBIX B YacTH | HACTOSIIECH
CTAaTbU S3KCIICPTU3 3a4BUTCIIb MPCACTABIIACT B O3KCICPTHOC YUPCIKACHHUC IOJIA HMPOBCACHUSA IKC-
HepTHU3bI Ka4eCTBa JEKAPCTBEHHOTO CPeJICTBAa 00pa3Ibl JICKAPCTBEHHOTO Mperapara Jjisl BeTepH-
HApHOI'o MNPUMCHCHUSA, NPOU3BCACHHOIO B COOTBCTCTBHU C Tp660BaHI/I$IMI/I TEXHOJIOI'MYCCKUX
PETJIaMEHTOB, YTBEP)KICHHBIX PYKOBOIUTEIEM IIPOU3BOANTENS JIEKAPCTBEHHBIX CPEICTB, a TaK-
e B COOTBETCTBYIOIIMX CIIy4asiX TECT-IITAMMBI MUKPOOPTaHU3MOB, KYJIbTYPBI KJIETOK, 00pa3Libl
dapmaneBTHYECKOH CyOCcTaHINMK, O0pa3lbl BEIIECTB, MPUMEHSEMBIC U KOHTPOJS KadecTBa
JICKAPCTBCHHOTO CPCACTBA, B KOJIMYCCTBAX, HGO6XOI[I/IMBIX AJIs1 BOCHIPOU3BCACHHUA MCTOLOB KOH-
TpPOJISl Ka4ecTna.

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

3. [Ipu nmonydyennun 0Opa31oB JEKAPCTBEHHOTO Mpernapara u (hapMareBTHIECKON cyOcTaH-
IIUM SKCIEPTHOE YYPEXKJIECHUE BBIIACT 3asBUTEIIO JOKYMEHT, IMOJITBEPXKAAIOUIMHA MOTydeHHE
yKa3aHHBIX 00pa3loB, U B CPOK, HE MPEBBIAIOMINN TpeX paboumx THEH, YBEIOMISIET B IHCh-
MEHHOH (opme 00 3TOM YIOITHOMOYECHHBIN (heaepanbHbIi OpTraH UCTIONHUTEIHHON BIACTH.

4. Cpok aJis mpescTaBIeHUs 3asBUTENEM 00pa3IoB JIEKAPCTBEHHOTrO Ipenapara U ¢apma-
[EBTHYECKOW CYOCTAaHIIMM M CPOK YBEIOMJICHHUS SKCIEPTHBIM YUYpPEXKIECHHEM 00 3TOM B IMHUCH-
MEHHOH (hopMe yIOIHOMOYEHHOr0 (eIepaJIbHOr0 OpraHa MCIOJIHUTEIbHON BIIACTH, YKa3aHHBIE
B 4acTAX 2 U 3 HACTOSIIEH CTaThbH, HE BKJIIOYAIOTCA B CPOK MPOBEACHUS YKA3aHHBIX B 4acTH |
HACTOAIIEH CTaThU SKCIIEPTHU3.

5. JIOKYMEHTBHI, ITOCTYNIUBUIME B 3KCIEPTHOE YUPEXKACHUE I IIPOBEICHUS YKA3aHHBIX B



qacTH | HaCTOAIIEW CTaThU KCIEPTU3, MOJUICKAT BO3BPATY B YIOJTHOMOUYEHHBIN (peaepanbHbIi
OpraH HCIOJIHUTEJIBHON BJIACTH OAHOBPEMEHHO C 3aKINYECHHAMH IO PE3yJIbTaTaM YKa3aHHBIX
DKCIIEPTHU3.

Cratba 25. IloBTOpHOE NPOBeIeHUE IKCIEPTU3DI JIEKAPCTBEHHBIX CPEICTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cnydasx HemoCcTaTOYHON OOOCHOBAaHHOCTH WJIM HEMOJIHOTHI 3aKIIOUEHUS KOMHCCHH
OKCIIEPTOB, HAJMYUS B HEM MPOTHUBOPEUMBHIX JAHHBIX, (PalbCU(DUKAIMHA BBIBOJOB IKCIEPTU3HI
JIEKApCTBEHHOTO CPEJICTBA, COKPBHITHS OT YIOJHOMOUYEHHOTO (eepaabHOTO OpraHa HMCIIOIHHU-
TEJIBbHOM BJIACTU OCHOBAHMM JII OTBOJIa SKCIEPTa BCIEACTBUE €T0 3aMHTEPECOBAHHOCTU B pe-
3ylbTaTaX COOTBETCTBYIOIIEH SKCMEPTHU3bl, HAIMYNS JaHHBIX O MPSIMOM JTUOO KOCBEHHOM BMeE-
HIaTeJIbCTBE B MIPOLIECC COOTBETCTBYIOLIEH IKCIIEPTU3HI JIULI, HE YYACTBYIOIIUX B €€ IIPOBEICHUH,
HO OKa3aBIIUX BJIUSHUE HA TPOIECC W PE3YNbTaThl €€ MPOBEACHHS, YIOJTHOMOYEHHBIM (ee-
pPANBHBIM OPTraHOM HMCTIOJHUTENHFHON BIACTH HA3HAYAETCS MOBTOPHAs JKCIEPTU3A JIEKAPCTBEH-
HOTO CPENICTBA U (MJIM) STUYECKas SKCIIEPTH3A.

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

2. IloBTOpHAs KCIEPTU3A JIGKAPCTBEHHOTO CPEICTBA MPOBOJUTCS C YUYETOM PE3YIhTAaTOB
paHee MPOBEJACHHON JKCHEPTHU3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (enepanbHbIM
OpraHOM HCTIOJHUTEIHLHOM BJIACTH M HE MPEBBIMIAIOIINN TPUIAATH padOUNX THEU CO JHS TOJY-
YEHUsl SKCHEPTHBIM YUYPEKIECHUEM 3aJaHusi Ha MPOBEJCHUE IMOBTOPHOM 3KCHEPTHU3bI JEKap-
CTBEHHOT'O CPE/ICTRBA.

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

3. ®uHaHCOBOE 00ECTICUCHNE BBHITIOJHEHUS 3a/IaHWs Ha MPOBEACHUE MMOBTOPHOU IKCIIEPTH-
3Bl JIEKAPCTBEHHOI'O CPEACTBA HE OCYIIECTBIISETCSI.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarbi 26. YcKopeHHas1 Ipoueaypa IKCIEePTU3bI JIeKAPCTBEHHBIX CPEICTB

1. YckopeHHast mporeaypa dKCIEepTHU3bI JICKAPCTBEHHBIX CPEJCTB B LEJSAX TOCYIapCTBEH-
HOW PETUCTpAllMU JICKAPCTBEHHBIX MPEMapaToB MPUMEHSETCS B OTHOIICHHH Op(QaHHBIX JIEKap-
CTBEHHBIX IpPEIapaToB, MEPBbIX TPEX JEKAPCTBEHHBIX MPENapaToB, PErucTpupyeMbix B Poccuii-
ckoii dezpepanud B KayeCTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX MpPENaparoB, OYEPEIHOCTh
KOTOPBIX OINpPECISICTCS B COOTBETCTBHU C HOMEPOM M JAaTOW BXOMSIIMX 3asiBICHUN O rocyaap-
CTBEHHOW PETUCTpallUU JICKAPCTBEHHBIX MPENapaToB B paMKaX OJHOI0 MEXIYHApOJHOrO Hera-
TEHTOBAaHHOT'O HAWMEHOBAHUS JICKAPCTBEHHOTO Tperapara WM TPYNIUPOBOYHOTO HAMMEHOBA-
HUS JICKapCTBEHHOTO Ipenapara, U JEKapCTBEHHBIX MPENaparoB, MpeJHAa3HAYCHHBIX HUCKIIOUH-
TEJBHO JIJIs TPUMEHEHHUSI HECOBEPIIICHHOJIETHUMH TPaKIaHAMH.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

2. YckopeHHas mpoueaypa 3KCHepTU3bl JIEKapCTBEHHBIX CPEICTB B LIENSAX T'OCYJapCTBEH-
HOM perucTpaliuu JEKapCTBEHHBIX MPENnapaToB HE MPUMEHSIETCS B OTHOILLICHUU:

1) GnoaHanoroBsix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MperapaToB (OM0aHaIoroB);

2) pedepeHTHBIX JIEKApPCTBEHHBIX MPENaparoB (3a UCKIIOUEHHEM Op(aHHBIX JEKapCTBEH-
HBIX TIpEnapaToB);

3) BOCIIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaToB (32 UCKIIOYEHUEM MEPBBIX TPEX PETU-
ctpupyembix B Poccuiickoit denepaiuy B Ka4eCTBE BOCIIPOU3BEICHHBIX JICKAPCTBEHHBIX Mpemna-
paToB M JIEKApPCTBEHHBIX IIPENApaToOB, MPEAHA3HAUYEHHBIX HCKIIOUUTENIBHO Ui NPUMEHEHUS



HECOBEPIICHHOJETHUMHU IPAKIAHAMU );
4) HOBBIX KOMOMHALIMHN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) nexkapCTBEHHBIX IPENapaToB, 3apErUCTPUPOBAHHBIX paHEEe, HO MPOU3BEAEHHBIX B JIpY-
TUX JIEKAPCTBEHHBIX (popMaxX B COOTBETCTBHHM C MEPEYHEM HaWMEHOBAHUIl JIEKapCTBEHHBIX (hOpM
Y B HOBOM J03UPOBKE.
(uactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas npoueaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB IPOBOAUTCS 110 PELIEHHUIO
COOTBETCTBYIOLIETO YIMOJHOMOUYEHHOIO (hefepalbHOrO OpraHa MCHOJHUTENbHOM BJIACTH HA OC-
HOBAaHUU 3aSBJICHUS 3a8BUTEIIA B CPOK, HE NMPEBBIIIAIOMINI BOCEMUAECATH padounx nueil. [lpu
9TOM JKCHEPTU3a JOKYMEHTOB, COAEPIKALIMXCS B PETUCTPAL[MIOHHOM JIOChE Ha JIEKapCTBEHHBIN
npenapar, IpOBOJUTCSA B CPOK, HE IPEBBIMIAIOIINN JIECITH pabounx JHEH, SKCIIepTH3a KayecTBa
JIEKapCTBEHHOT'O CPEACTBA U SKCIEPTU3a OTHOIIEHHS OXKHU1aeMOM MOJIb3bl K BO3MOKHOMY PUCKY
IPUMEHEHHUS JIEKapCTBEHHOIO IpernapaTa MpoBOJSATCS B CPOK, HE NMPEBBIIAIONINN LECTUAECATU
pabouux mgHEH.

(gactp 3 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. B oTHOImIEHUH Op(aHHBIX JIEKAPCTBEHHBIX IPenapaToB MOT'YT ObITh MPEACTABIEHBI pe-
3yJbTaThl JOKJIMHUYECKUX HUCCIEIOBAHUMN JICKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCIEA0Ba-
HUH JICKAPCTBEHHBIX IPENapaToB Ul MEIULUHCKOIO NPUMEHEHUs, BBIIIOJIHEHHBIX 3a Mpenena-
mu Poccuiickoit @enepaiui B COOTBETCTBHH € MTPABUIIAMU HaJIEKaIel 1a00paTOpHOil MpakTH-
KM U IPAaBWJIAMU HAJISKAIEH KIMHUYECKON IPAKTUKH.

(uacts 3.1 BBenena denepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas mpolielypa SKCIepTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJIUTCS B MOPSJIKE,
YCTaHOBJIEHHOM cTaTbsiMu 17 - 20, 23 u 24 Hactosero denepaabHOro 3aK0Ha, U HE O3HAa4YaeT
CHIDKEHUS TpeOOBaHMIA K O€30MacHOCTH, KaueCcTBY M 3 (PEKTUBHOCTH JICKAPCTBEHHBIX Ipernapa-
TOB.

Cratbs 27. PemieHue 0 rocy1apcTBeHHON perucTpanuy JeKapcTBeHHOI0 npenapara

1. B cpok, He MpeBBIMAIONINN JecaTH pabounx JHEH CO JHS MOJTY4EHUs 3aKII0UeHUI KO-
MHUCCHH IKCIIEPTOB MO PE3yJIbTaTaM HKCIEPTU3bl KAUYECTBA JIEKAPCTBEHHOTO CPEJCTBA U dKCIEP-
TU3bl OTHOLIEHUS O’KMJAEMOW IOJIb3bl K BO3MOXKHOMY PUCKY HMPHUMEHEHMs JIEKAPCTBEHHOTO
npenapara, COOTBETCTBYIOIIUN YITOJTHOMOYEHHBIN (efepaabHbIii OpraH HCTOJHUTEIHLHON Bia-
CTH:

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

1) pasmemniaer Ha cBOeM OQUIIMAIBLHOM caiiTe B cetu "MHTepHET" COOTBETCTBYIOIIUE 3a-
KIIFOYEHHUS] KOMUCCUU SKCIIEPTOB M OCYIIECTBIISIET UX OLEHKY JJI OINpeNeseHUs] COOTBETCTBUS
3a/IaHUI0 HA TPOBEICHHUE 3TUX IKCIIEPTU3;

(m. 1 B pen. deaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2) npUHUMAET PelIeHUEe O rOCyIapCTBEHHON PErHCTPALUy JIGKAPCTBEHHOTO Mperapara uiu
00 OTKa3e B TOCYAAapCTBEHHOM perucTpainyy JeKapcTBEHHOrO IIpenapara;

3) BHOCHUT NpU NPUHATUU PELICHHUS O TIOCYJAapCTBEHHOM PpErucTpanuu JEKapCTBEHHOIO
npernapara JaHHbIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4ucie o (papma-
[EBTHYECKON CYOCTaHIIUM, BXOJSIIEH B COCTAB JIEKApCTBEHHOTO Mperapara, B roCy1apCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEICTB U BBIAACT 3aSBUTEII0 PETUCTPALIMOHHOE YIOCTOBEPEHUE JIEKap-
CTBEHHOTO Ipernapara, (popmMa KOTOPOro yTBEp)KIAeTcsl YIOJIHOMOUYEHHBIM (e/iepalbHbIM opra-



HOM HCIIOJIHUTEJIbHOW BJIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTALUI0, HOPMATHUBHBIN
JIOKYMEHT, UHCTPYKIIMIO 10 MPUMEHEHUIO JIEKAPCTBEHHOT'O Tpernapara M MaKeThl MEePBUYHOU
VIIAKOBKU U BTOPUYHOU (OTPEOUTENTHCKOM) YIIAKOBKH C YKa3aHHEM Ha HUX HOMEpa perucrpa-
IIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOI'O TIpernapara 1 J1aThl €ro roCyJapCTBEHHON perucTpa-
[[UU WIH B CIIy4ae MPUHSATHUS PelieHus: 00 0TKa3e B TOCYJapCTBEHHON PETUCTPALUU JIEKAPCTBEH-
HOTO TIperapara yBEeIOMJISIET B MUChbMEHHOUW (hopme 3asBuUTENss 00 3TOM C yKa3aHWEM NPHYHUH
TAaKOro OTKa3a. 3a BbIJAYy PErHCTPALMOHHOTO YOCTOBEPEHHUS JEKAapCTBEHHOIO Mpenapara B3u-
MaeTcsl TOCyapCTBEHHAs! MOILJIMHA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoit dene-
paruu o HaJorax u coopax.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. OcHOBaHHEM ISl OTKa3a B TOCYJApCTBEHHOM PETUCTpAlMK JIEKApCTBEHHOTO Mpernapara
JUTSE METUITTHCKOTO TIPUMEHEHUS SIBIISIETCS 3aKJIFOUCHHE COOTBETCTBYIOIIETO YIIOJTHOMOYECHHOTO
denepanbHOrO OpraHa UCTIOTHUTEILHON BIACTH O TOM, YTO KadecTBO W (Win) 3¢ (HEeKTUBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO Tpernapara Uil MEJIUIUHCKOTO NMPUMEHEHUS HE TOITBEp-
JKJICHBI TIOTYYCHHBIMU JAHHBIMHU WM YTO PUCK MPUYUHEHHS Bpea 30POBBIO UEIOBEKa BCIE/-
CTBHE MpHEMa JICKApCTBEHHOTO TpenapaTa JUisi MeJUIIMHCKOTO TIPUMEHEHUS IpeBhimaet d(hdek-
TUBHOCTH €TO IPUMECHECHHUS.
(uactb 2 B pen. PeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE MPEACTABICHHE B COOTBETCTBYIOIIMNA YIIOJIHOMOYEHHBIN (heaepanbHbIid Op-
raH HCIOJIHUTENBHON BJIACTH JIEKAPCTBEHHOI'O IIpEnapara, B OTHOIIEHMM KOTOPOTO IOJIy4EH
OTKa3 B I'OCYJapCTBEHHOM PEruCTpallM¥ U KOTOPBIA BIIOCIEACTBUU IOJBEPICS U3MEHEHHUIO B
YacTH €ro COCTaBa, PACCMATPUBAETCS KaK MIPEICTaBICHUE HOBOT'O JIEKAPCTBEHHOTO IIpernapara Ha
€ro rocyJapCTBEHHYI PETHCTPALMIO HE3aBUCUMO OT COXPAHEHUs €ro IepBUYHOIO HaMMEHOBA-
HUSL.

(gactp 3 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. IIpu mpenocTaBiICHUH 3asgBUTEIIEM B COCTaBE PETUCTPAIIMOHHOTO JOChE HA JICKAPCTBEH-
HBII Tpernapar Ijs BeTePHHAPHOTO MPUMEHEHHUsI KOTUH PEIICHHsI YITOJIHOMOUYEHHOTO (eaepatb-
HOTO OpraHa WCIIOJTHUTEIILHOW BJIACTH O MPOBEJCHUN MHCTICKTUPOBAHUS TIPOU3BOJIUTENS JIEKap-
CTBEHHBIX CPEACTB CPOK MPUHSITHS PEHICHUSI O TOCYJapCTBEHHON PEruCcCTpalllK JEKAPCTBEHHOIO
npenapara JJisi BETepUHAPHOTO MPUMEHEHHs TPUOCTAHABIMBAETCS CO JIHSI TTOTYUYEHUS 3aKITI0ve-
HUH, yKa3aHHBIX B 4acTH | HACTOAIIEH CTAaThH, IO JHS MPUHSITUS YIIOJIHOMOUYEHHBIM (eaepaitb-
HBIM OPTaHOM HCITOJTHUTEIILHOW BJIACTH PEIICHUS O BBIJA4Ye WJIM 00 OTKa3e B BhIJAUYe 3aKIIIOYEC-
HUSL O COOTBETCTBUH MPOU3BOIUTENS JCKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM TPABUI HaJIEKa-
e IPOM3BOICTBEHHOM MPAKTHKHU, HO HE 00JIee YeM Ha CTO BOCEMbBJIECIT padOUnX JHEH.
(uactp 4 BBeneHa PenepanbHbIM 3aKkoHOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM ISl OTKa3a B TOCYJAPCTBEHHOM PETrUCTPALMU JIEKAPCTBEHHOIO Mpenapara
JUTSL BETEPUHAPHOTO MIPUMEHEHHUS SIBIISICTCS 3aKIIOYCHHE YIIOJTHOMOYEHHOTO (heaepaabHOro Op-
raHa MCIOJIHUTEILHON BJIACTH O TOM, YTO Ka4yecTBO U (WiH) 3(hPEKTUBHOCTD PETHUCTPUPYEMOTO
JIEKAPCTBEHHOI0 TIpenapara Jjisi BETEpUHAPHOT0 MPUMEHEHUSI HE TTOATBEPKAEHBI TOJIYYeHHBIMU
JaHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpelia 3/I0POBBIO KUBOTHOTO BCJEICTBUE MpHEMa JIeKap-
CTBEHHOT'O TIperapara Jjisi BEeTePUHAPHOTO MPUMEHEHUS TPEBHIIaeT 3PPEKTUBHOCT €ro MpH-
MEHEHHS, O0TKa3 YIOJIHOMOYEHHOTro (efepaibHOro OpraHa MCIOJIHUTEIbHOM BJIacTH B BbIJaue
3aKJTFOYEHUS. O COOTBETCTBHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IMPaBUII
HaJiJIexKanen Mpou3BOACTBEHHON MPAKTUKW ISl KaXKIOM MPOM3BOJACTBEHHOW IUIONIAJKH PErHU-
CTPUPYEMOTO JIEKAapCTBEHHOr'0 Mperapara Jyisi BEeTEPUHAPHOTO NMPUMEHEHHUs B cllydae, €cliu
IIPOU3BOJICTBO JIEKAPCTBEHHOT'O IIpenapara Jjisi BETEpUHAPHOTIO IPUMEHEHHUS OCYIIECTBISETCS 3a
npenenamu Poccuniickoit denepanuu, WM OTCYTCTBUE TAKOIO 3aKIIOYEHUS.
(uactb 5 BBenmeHna deaepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)



Koncynsrantllntoc: npumedanue.
O nopsake U CpoKax ONpeAeIeHUs] B3aMMO3aMEHIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX IMIpenapa-
TOB, 3aperucrpupoBanHbix 10 01.03.2020, cm. cT. 3 @3 o1 27.12.2019 N 475-D3.

Crarbs 27.1. B3auMo3aMeHs1€MOCTb JIEKAPCTBEHHBIX MPENapaToB JAJs MeIUIHHCKOI0
NPUMEHEHUs
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3anmo3aMeHsIeMOCTh JIEKAPCTBEHHBIX MpEnaparoB s MEIULIUHCKOTO MpPUMEHEHUs
OonpeacsICTCA YIIOJIHOMOYCHHBIM q)e;[epaanblM OpraHom HUCIOJIHUTEILHOU BJIaCTHU, OCYHICCTB-
JSIOUIMM TOCYAApCTBEHHYIO PErucTpalyio JIEKApCTBEHHBIX MpENnapaTroB A MEAUIIMHCKOTO
IMPUMCHCHUSA, B paMKax OJAHOI'O MCKAYHAPOJHOI'0 HCTIATCHTOBAHHOI'O (I/IJII/I XUMHUYCCKOIo, UJIN
rPYNIUPOBOYHOT0) HAMMEHOBAHUSI Ha OCHOBE 3aKJIIOYEHHUS KOMHUCCHH HKCIEPTOB SKCIIEPTHOTO
YUPCIKACHHUA O B3aUMO3aMCHACMOCTH JICKAPCTBCHHOT'O MIpCriapaTta i1 MCAUIIUHCKOT'O ITPUMCHC-
HUS 1100 O TOM, YTO JIEKAPCTBEHHBIN Mpenapar Juisi MEIULIUHCKOIO MPUMEHEHHUS HE SIBIISIETCS
B3aNUMO3aMCHACMbBIM. HOpHI[OK OIMPCACIICHUA B3aUMO3aMCHACMOCTHU JICKAPCTBCHHBIX IIPCIIAPATOB
JUISE MEIMLMHCKOTO MPUMEHEHUsT W (GopMa 3aKIIIOUEHUS KOMHUCCHUU HKCIEPTOB SKCIEPTHOIO
YUPCKACHUA O B3aUMO3aMCHACMOCTU JICKAPCTBCHHLIX NPCHapaToB JIA MCIUIHUHCKOIO MpUMC-
HEHUA JII/I60 O TOM, 4TO HeKapCTBeHHBIﬁ npenapar 4jis1 MCAUIUHCKOTO MMPUMCHCHUSA HE ABJIACTCA
B3aMMO3aMEHsIEMbIM, ycTaHaBiIuBatoTcA [IpaBurenscTBoM Poccuiickoit denepanmu.

2. Komuccusi SKCIEepPTOB 3KCIEPTHOTO YUPEKIACHHUS JaeT 3aKIIOUEHUE O B3aMMO3aMEHSE-
MOCTH JICKapCTBEHHOTO TIpernapara il MEIUIIMHCKOTO MPUMEHEHHUs JIM0O O TOM, YTO JIeKap-
CTBEHHBIN npenapar Ajisl MCAUIHUHCKOIO MPpUMCHCHUA HE ABJISICTCA B3aUMO3aMCHACMbBIM, Ha OC-
HOBaHUH CIEAYIOINUX KPUTEPUEB (XapaKTEPHUCTHK):

1) SKBUBAJIEHTHOCTH (IJIs OMOAHAIOTOBHIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IPEMapaToB
(OroaHaIoroB) - COMOCTABUMOCTh) KAa4eCTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTUK (apma-
[EBTHYECKUX CYOCTaHIIMIA HJIM COTMIOCTAaBUMOCTh aHTUTEHHOTO COCTaBa BakIUH. Vcronb30BaHme
pa3IMYHBIX COJIEH, FPUPOB, KOMIUIEKCOB, H30MEPOB, KPUCTALUTUICCKUX (HOPM M IPYTUX MPOU3-
BOJIHBIX OJTHOTO M TOT'O )K€ JCHCTBYIOLIETO BEIIECTBA HE SBISETCS MPEMSATCTBHEM IS ONpe/Ieie-
HUS B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX MPEMapaToB, €CIIU MPH MPOBEICHUHN UCCIIEIOBAHHS
OMOAPKBUBAJIEHTHOCTH JICKAPCTBEHHOT'O Mperapara Wik UCCIEI0BaHHS TEPAleBTUYECKON 3KBH-
BAJICHTHOCTH JICKAPCTBEHHOT'O Tpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKH 3HAYMMBIX Pa3iiv-
ynii (papMaKOKMHETUKU U (M) 3PPEeKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO TpernapaTa
JUTS METUITUHCKOTO IPUMEHCHUS;

2) SKBHUBAJEHTHOCTH JIEKapCTBEHHOH ¢opmbl. [log SKBUBaJIEHTHBIMH JIEKapCTBEHHBIMU
dopMamMu TOHMMAIOTCS pa3HbIC JIEKapCTBEHHBIE (POPMBI, UMEIOIINE OMHAKOBBIE CIIOCO0 BBEsie-
HUS ¥ CIIOCOO MPUMEHEHUs, 00JIafaloNue CONOCTaBUMBIMHE (papMaKOKMHETUYECKUMHU XapaKTe-
pUCTHKaMH U (hapMaKOJIOTHIECKUM JIeHCTBHEM M 00EeCTIeYnBaIOIINe TaKKe TOCTIKCHHE HEeoO-
XOJJMMOTO KIMHHYEecKoro 3ddexra. Paznnuns nekapcTBeHHBIX (OpM HE SIBIAIOTCS MPETSITCTBU-
€M JUIS OTIpeIeTICHNs] B3aUMO3aMEHAEMOCTH JIGKapPCTBEHHBIX IPETapaToB, €CIH MPH MPOBEICHUN
UCCIIEIOBaHUs OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHOT'O IpenapaTa WM HCCIeIOBaHUS Tepares-
THYECKOH SKBUBAJCHTHOCTH JICKAPCTBEHHOTO Iperapara JO0Ka3aHO OTCYTCTBHE KIMHUYECKH
3HAYMMBIX pazanuuii papmMakokuHeTHKH U (Win) 3¢ (HEeKTUBHOCTH U OE30IaCHOCTH JIEKapCTBEH-
HOTO TIperapaTta Il MEAUIIUHCKOTO MTPUMEHEHHUS,;

3) OKBUBAJICHTHOCTb HWJIM COIIOCTAaBUMOCTL COCTaBa BCIIOMOTIATCIILHBIX BCIICCTB JICKAP-
CTBCHHOI'O Ipefriapara Ajsd MCAWUIMHUHCKOI'O0 IIPUMCHCHUS. Paznuuns cocTaBa BCIIOMOTaTeIbHBIX
BCIICCTB JICKAPCTBCHHOI'O IIpCriapaTa HC ABJIAIOTCA IMPCIATCTBUCM JIA ONPCACICHUA B3anUMO3a-
MCHACMOCTHU JICKAPCTBCHHBIX IIPEIIapaToB, €CJIM IPU IMPOBECACHHUU HCCICAOBAHUA OHOSKBHBA-



JICHTHOCTH JICKapCTBEHHOT'O Iperapara Ui UCCIICAOBAaHUS TEPaNeBTHUECKON IKBUBAIIEHTHOCTH
JIEKapCTBEHHOTO Ipenapara J0Ka3aHO OTCYTCTBHE KIMHHUYECKH 3HAYMMBIX pasnnuuil apmako-
KUHETHKH U (nin) 3¢ PeKTUBHOCTH 1 OE30MaCHOCTH JIEKApCTBEHHOTO Iperapara Uit MeIULH-
CKOTO TIpUMeHeHHs. [Ipr HamMuuK KITMHNYECKN 3HAYMMBIX pa3nuinii papMaKOKHHETHKH U (WJIN)
3P PEKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHOIO Ipenapara A MeIUIIUHCKOTO MPUMEHEHHS
B3aMMO3aMEHSAEMOCTb OTPENENeTCA ¢ YKa3aHWEM Ha MCKIIOUCHHE OTICIbHBIX I'PYINI IalHeH-
TOB;

4) UIEHTUYHOCTH CII0CO0a BBEJICHUS U CIIOCO0a MPUMEHEHHS;

5) COOTBETCTBUE MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHUSM IMPABWII HAJIC-
JKallen MPOU3BOJCTBEHHON MPAKTUKH.

3. OmnpeneneHue B3aUMO3aMEHIEMOCTH BOCHPOU3BEICHHBIX JIEKAPCTBEHHBIX IpENnapaToB
JUI. METUIIMHCKOTO NMTPUMEHEHU, yKa3aHHbIX B yacTu 10 ctateu 18 Hacrosmero denepanbHOro
3aKOHA, OCYIIECTBISIETCS 0€3 HEOOXOAMMOCTH JI0KA3aTeNhCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcoOCHHOCTH OMpEEICHUS B3aMMO3aMEHSEMOCTH OHMOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (COAECPKAUIMX KOMOMHAIMIO ABYX
u OoJiee ACHCTBYIONIMX BEIIECTB), JIEKAPCTBEHHBIX MPEMapaToB I MApPEHTEPATLHOTO MUTAHUS
U HEJO03UPOBAHHBIX JICKAPCTBEHHBIX IIpenaparoB ycra”aBiusarorcs [IpaBurenscrBom Poccnii-
ckoit dexpeparumu.

5. Onpenenenre B3aMMO3aMEHSIEMOCTH HE OCYIIECTBIISICTCS B OTHOIICHHUH JICKAPCTBEHHBIX
PaCTUTENBHBIX IIPENapaToB, TOMEONAaTHYECKUX JIEKaPCTBEHHBIX MTPENapaToB.

6. ®opMHpoBaHUE NEPEUYHS B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IpPENapaTroB A MEIu-
IIUHCKOI'O TMPUMEHEHUS OCYIIECTBISIETCS 3KCIEPTHBIM YUPEXAECHUEM IOCPEICTBOM OObEIUHE-
HUs JIEKAPCTBEHHBIX IPENAapaToOB B OTIEIbHBIC IPYIIILI, B KAXKIOU U3 KOTOPBIX JIEKAPCTBEHHBIC
IIpenaparsl SBJISIOTCSA B3aUMO3aMEHIEMbIMH.

7. B cirydae BKIIFOYEHHS B UHCTPYKIUIO 110 MEAULMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO
npernapara Ha OCHOBAaHHHU PE3YJIbTaTOB COOTBETCTBYIOIINX HMCCIICOBAHUHN MMOKAa3aHUH ISl TIPH-
MCHCHHS, KOTOPBIC OTIIMYAOTCA OT HOKa3aHui AJIL IPUMCHCHU A IPYTUX JICKAPCTBCHHBIX ITpCIia-
paToB W3 TPYIIBI B3aNMO3aMEHIEMBIX JIEKAPCTBEHHBIX MPENapaToB, B IIEpeUHe B3anMO3aMeHsIe-
MBIX JICKAPCTBCHHBIX NPCIapaToB AJId MCAUITUHCKOT'O ITPUMCHCHUA JOJIZKHA 6BITB YKa3aHa COOT-
BETCTBYIOIAst HH(POPMAIIHS.

KoncynprantlIntoc: npumevanue.

IIepedyeHp B3aMMO3aMEHAEMBIX JICKAPCTBEHHBIX IIPENAPAaTOB, B OTHOLIEHUH KOTOPBIX UMEIOTCS
pe3yNbTaThl UCCIEIOBAHUM OMOAKBUBAJIEHTHOCTH WM TEPaleBTHUYECKON SKBHUBAJIEHTHOCTH,
JOJDKEH OBbITh c(hOPMHUpPOBAH M pa3MelleH Ha OopHUIMaIbHOM caiite Munsnpasa Poccun no
01.07.2020. (@3 ot 27.12.2019 N 475-D3).

8. Hepequb B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX NPCapaToB AJid MCIUIIUMHCKOTO ITpHUME-
HEHUS pa3MellaeTcsl YIOJIHOMOYEHHBIM (efiepaibHbIM OpPraHOM MCIOJHUTENBHOI BIIaCTH, OCY-
MECTBIAIOIHNUM IrOCYAapCTBCHHYIO PCrUCTpalIO JICKAPCTBCHHBIX IMPCIapaToB JJIs1 MCAUITUHCKO-
ro MpUMEHEHUs, Ha CBOeM opunuaibHOM caiite B cetu "MuTepHet". MHboOpmanus B nepedne
B3aUMO3aMCHACMBIX JICKAPCTBCHHLBIX IMPCNapaToB JJIsI MCAUIUHCKOTO MPUMCHCHUA OGHOBHHGTCH
yKa3aHHbIM (hefiepajbHbIM OPTaHOM HCIOJHUTENIBHON BJIACTH C y4ETOM HOBBIX 3apErHCTPHUPO-
BAHHBIX JICKAPCTBCHHLIX NPCIapaToB AJId MCIUIHUHCKOIO MPUMCHCHUA U BHCCCHHBIX U3MCHEHUN
B IOKyMEHTBI, COIepKaIlIUecs B pErUCTPALIMOHHBIX 1I0ChE HAa 3apErHCTPUPOBAHHbBIC JIE€KAPCTBEH-



HBIC IpeTrapaThl AJId MCAUIMHCKOT'O MPUMCHCHUS.

9. Ilopsnok MCNONIB30BaHUS MHPOPMALIMU O B3aUMO3AMEHSAEMBIX JIEKAPCTBEHHBIX Ipera-
parax [ MEIULHUHCKOIO MPUMEHEHUS U MOPANOK JadyM pa3bsCHEHUM IO BOIIpOCAM B3aMMO3a-
MEHSEMOCTH JICKaPCTBEHHBIX NPENaparoB I MEJUIUHCKOTO IPUMEHEHUS yCTaHABIMBAIOTCS
IIpaBurensctBoM Poccuiickoit denepanun.

Koncynsrantllntoc: npumedanue.
Cpok peructpanuu JICKapCTBEHHOTO Mpenapara, ucrekaronmi ¢ 15.03.2020 mo 31.12.2020,
npoJuieH Ha 12 mecsues (Ilocranonenue [lpaButensctsa PO ot 03.04.2020 N 440).

Crarbs 28. PerucTpannoHHoe y10CTOBEepeHNe JIEKAPCTBEHHOI0 Npenapara

1. PerucrpannoHHOE yAOCTOBEpEHHE JIEKapCTBEHHOIO IIperapara ¢ yKa3aHHEM JIeKap-
CTBEHHBIX ()OPM U JTO3UPOBOK BbIJIACTCA OECCPOUHO, 32 UCKIIOUECHHEM PErHCTPALMOHHOTO YI0-
CTOBEPEHUS JICKaPCTBEHHOI'O IIPEenapara, BbIIAaBAEMOI0 €O CPOKOM JEHCTBUSA IIATH JIET, HA BIIEP-
BbIE peructpupyeMslie B Pocculickoit denepanuu JIeKapCTBEHHBIE IIPENapaThl.

2. Ilo ucreuyeHnn yKa3aHHOTO B 4acTH | HACTOSIIIEH CTaThbM CPOKA BBIIAETCS OECCPOUHOE
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO MperapaTa MpU YCIOBUU TOITBEPIKICHUS
€ro rocyJapCTBEHHOM perucTpaiuu.

3. B cnyuyae BHeceHuUsI B cOOTBETCTBUM cO cTaThsiMu 30 u 31 Hactosimero denepanbHOro
3aKOHa M3MEHEHUM B COJIEpXKAIllUECs B PETUCTPALMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN Jie-
KapCTBEHHBIN Tpemapar JOKYMEHTHI, 3aTParuBaroOIINX CBEJICHUS, OTPAKEHHBIC B PETUCTPAIIMOH-
HOM YJIOCTOBEPEHHH JIEKapCTBEHHOT'O MpenapaTa, yIoJHOMOUYEHHBIH (enepaibHbIil opraH Uc-
MOJTHATEJIbHON BJIACTH BBIIAET HOBOE PETUCTPAIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO TIpe-
napara, Coiep>Kallee BHECEHHbIE B HETO U3MEHEHHUS.

(uacth 3 BBenmeHna DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

4. B cnyuyae yTpaThl WU MOBPEXKACHUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHO-
ro ImpernapaTa o 3asBJIECHUIO B MUCbMEHHON (hopMe AepraTelis WK Blajelblia PEeruCTpaluoH-
HOTO YJIOCTOBEpPEHHUS JIEKapCTBEHHOI'O Mperapara Wik yIOJIHOMOYEHHOTO UMHU JIPYroro IOpHIn-
YEeCKOT0 JIMIIA O BblAaue qyOnuKaTa perucTpalliOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO Mpemna-
paTa yIoJIHOMOYEHHBINH (peepanbHblii OpraH MCIOMHUTEIBHON BIACTH B CPOK, HE MPEBHIIIA0-
M JecsaTH pabouyux AHEH O JTHS MOCTYIUICHUS 3asBIICHUS, BBIIACT TyOJUKAT PETUCTPALMOH-
HOTO YIOCTOBEPEHHS JICKaPCTBEHHOTO Mpemapara. 3a BbAauy AyOJIMKaTa PEerucTpaliOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara B3UMAeTCsl TOCYAapCTBEHHAs MMOLUIMHA B COOTBET-
CTBUU C 3aKOHOJATeNIbcTBOM Poccuiickoit denepanuu o Hamorax u coopax.

(uactb 4 BBeneHa DeaepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynprantllntoc: npumedanue.
Cpok peructpanuu JICKapCTBEHHOTO Mpenapara, ucrekaronmi ¢ 15.03.2020 mo 31.12.2020,
npoJuieH Ha 12 mecsues (IlocranoBnenue [IpaButensctsa PO ot 03.04.2020 N 440).

Crarba 29. IloaTBep:kaeHne rocyiapcTBEHHON PerucTpauvu JeKApCTBEHHOro Ipe-
napara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. TloaTBepkaeHue TOCYJApCTBEHHOM PETHCTPALIMU JIEKAPCTBEHHOI'O IIpernapara ocy-
HICCTBJIACTCA IIPU BbIAA4C 6€CCpO‘IHOFO PEruCTpaluOHHOIO0 YAOCTOBCPCHUSA JICKAPCTBCHHOI'O



Ipenapara B ciay4ae, yKa3aHHOM B 4HacTu 2 cTarbM 28 Hactodmero denepanpbHoro 3akoHa, B
CPOK, HE TIPEBBIMIAIOIINI MIECTUECATA PabOYMX THEH CO JHS TMOJYYCHHS COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pellepaibHbIM OpraHOM HCTIOTHUTEIFHOW BIACTH 3asBIICHUS O TIOATBEPKIC-
HUW TOCYJAapCTBEHHON PErHCTpPallMM JICKAPCTBEHHOTO MpemnapaTta. He ocymecTBisercs moj-
TBEPXKICHUE TOCYJApCTBEHHOM PETUCTpallMd B OTHOILIEHHUM JIEKAPCTBEHHOIO IIperapara, He
HaxoJuBIIerocs B oOpamieHuu B Poccuiickoii denepanuu B TeUeHUE TPEX U O0JIee JIET, a TaKKe
B OTHOIIICHUU JIEKAPCTBEHHOTO CPEJNICTBA, MPOU3BEACHHOTO C HApYIICHHEM TPeOOBaHUS, ycTa-
HOBJICHHOTO 4acThio 3.7 ctatbu 71 Hactosmero deaepaibHOro 3aKoHa.

2. 3asBieHME O MOATBEPXKAECHUU IOCYIapCTBEHHOW PETHCTpalMM JIEKAPCTBEHHOIO INpena-
para ajisi METUITMHCKOTO MPUMEHEHUS TPEJICTABIISIETCSI B COOTBETCTBYIOIIUN YITOTHOMOYSHHBIH
denepanbHBIi OpraH UCTIOTHUTEIILHON BJIACTH HE paHEe YeM 3a CTO BOCEMbBJIECAT JTHEH 0 HCTe-
YECHHUSI CPOKA JICHCTBHSI PETHCTPAIIMOHHOTO yIO0CTOBEPEHHSI JICKAPCTBEHHOTO TIpenapaTa sl Me-
JULMHCKOTO IIPUMEHEHHS.

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

2.1. 3asBneHue 0 MOATBEPKACHUM T'OCYJApPCTBEHHON pEruCTpalvy JIEKapCTBEHHOTO Ipe-
napara Juis BETCpUHApPHOIO NMPUMEHEHMS IPEICTABIIACTCA B COOTBETCTBYIOIINN YIIOJTHOMOYEH-
HBII (eieparabHbIil OpraH UCIOJIHUTEIFHON BIACTH HE paHee YeM 3a CTO BOCEMBAECAT JHEH 110
MCTEYEHUS CPOKa AEUCTBHS PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKapCTBEHHOIO IIpenapara AJis
BETEPUHAPHOTO IPUMEHEHMSI U HE TI03/IHEE OKOHYAHUS CPOKA €T0 IEHCTBUS.

(uactb 2.1 BBenaena denepanbabiM 3akoHOM OT 02.08.2019 N 297-D3)

3. IloaTBepkaeHHUE TOCYIAPCTBEHHOM pETUCTpallMU JIEKAapCTBEHHOTO Mpernapara ocy-
MIECTBIISIETCS. TIO pe3yJbTaTaM SKCIEPTHU3bl OTHOIICHHS OXKUJAEMON TOJIb3bI K BO3MOXXHOMY
PUCKY NMPUMEHEHHsI JIEKapCTBEHHOTO IpernapaTa Ha OCHOBaHMM Pe3yJIbTaTOB MOHUTOPUHTA 3(-
(GEeKTUBHOCTH W 0E€30IaCHOCTH JIEKAPCTBEHHOT'O Tperapara, MPOBOJAMMOTO JAepiKaTeleM WU
BJIAJICNIBLIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Iperapara JMOo YHOIHOMO-
YEHHBIM MU IOPUINYECCKUM JIMIIOM, a TaK)KE€ COOTBETCTBYIOIIUM YIOJHOMOYECHHBIM (henepab-
HBIM OpFaHOM HCHOHHHTCHBHOﬁ BJIACTHU B COOTBETCTBUH C TpCGOBaHI/IHMH cTatbu 64 HaACTOAIICTO
®denepaabHOTrO 3aKOHA.

4. K 3asBJIEHHIO O MOATBEPKAECHUU TOCYAAPCTBEHHOW PErvuCcTpaly JIEKAPCTBEHHOIO Ipe-
rapara Uil MEIULIMHCKOrO IIPUMEHEHUS IIPUJIAratoTCs:

1) AOKYMEHTBI, coAepKallue pe3yabTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U O€30MaCHOCTH
JIEKapCTBEHHOTO Ipernapara il MEJUIMHCKOTO NPUMEHEHHS, IPOBEICHHOTO AepKaTeneM N
BJIAJICNIBLIEM PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO IpenapaTa Juis MEAULUHCKOTO
NPUMEHEHHS JINOO YIOJTHOMOYECHHBIM WM IOPHIMYECKUM JIMIOM, MO (opMe, yTBEPKICHHOH
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM MCTIOJTHUTENBHOM BIACTH;

2) cBeICHUS O J1aTe MPEAOCTABICHHS M PETUCTPAIIMOHHOM HOMEPE JIMIICH3UH Ha MPOU3BO/I-
CTBO JICKaPCTBEHHBIX CPEJCTB WM CBEICHMS O J1aTe MPEJOCTABICHUS U PETUCTPALMOHHOM HO-
Mepe 3aKJIIOUYEHUSI O COOTBETCTBUU MTPOU3BOAUTEIIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TIpa-
BUJI Ha/JIXKAIIEH MPOU3BOJCTBEHHOW IMPAKTUKH, MPEIOCTABICHHBIX YIOJTHOMOYECHHBIM (here-
pajibHBIM OPTaHOM MCIHOJHUTEIBHOW BJIACTH B OTHOUIEHHWM MPOU3BOACTBEHHOM IUIOIIAJKH Jie-
KapCTBEHHOTO TMpernapaTa JJii MEIUIMHCKOTO MTPUMEHEHHUs, TOCYAapCTBEHHAsI PETUCTpaLlUs KO-
TOPOTO MOJTBEPKIAETCS B ClIydae, €Ciy MPOU3BOJCTBO JIEKAPCTBEHHOrO Mpernapara i Meau-
LUHCKOr0 NpUMEHEHHUS ocylecTnisiercs B Poccuiickoit denepanuu;
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) xomMsl MPEIOCTABIEHHONW YIIOJIHOMOUYEHHBIM OPIaHOM CTPaHbl NPOU3BOJIUTEINS JIMILIEH-
3UM Ha NPOU3BOJCTBO JEKAPCTBEHHOIO Ipenapara I MEIULHUHCKOrO IPUMEHEHUS U ee Iepe-



BOJI HA PYCCKUH S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSAJKE, a TAaKXKe KOIUS 3aKIIOUYEHUS O
COOTBETCTBUHU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBaHMSIM MpaBUJI HaJJiexalien
IIPOM3BOJICTBEHHOI NMPaKTHKH, BBIIAHHOTO YIOJHOMOYEHHBIM (eiepabHbIM OpPraHOM HCIOJ-
HUTEJIBHON BJIACTH B OTHOLIECHUHM MPOM3BOJCTBEHHOW IUIOIIAJKU JIEKAPCTBEHHOI'O Mpernapara
JUIE MEAMLMHCKOTO TMPUMEHEHUS, TOCYapCTBEHHAs! PErHCTpalus KOTOPOTrO MOJTBEPKIACTCS,
WJIM KOMHS PEleHUs] YIIOJHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCIOJHUTENbHOM BIACTH O Mpo-
BE/ICHUU WHCIIEKTUPOBAHUS MPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB B CIy4ae, €ClI MPOU3BO/-
CTBO JIEKQpPCTBEHHOTO IpenapaTa Ui MEAMIIMHCKOTO MPUMEHEHUs! OCYHIECTBIIIETCS 3a IMpeje-
namu Poccutickon @enepanuu.

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

(gactp 4 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHOmEHNN OMOJOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIUHCKOTO MpH-
MEHEHUS 3asBUTENb JOMOJHUTEIBHO MPECTABISECT Pe3yIbTaThl MEPONPUATHH, IPETyCMOTPEH-
HBIX IJIAHOM YIPaBJICHHUS PUCKaMH, YTBEPKICHHBIM YIOJTHOMOUYCHHBIM (eepabHBIM OPraHOM
UCTIOJIHUTEJIHOW BJIACTH IPU OCYIIECTBICHUU IFOCYIAapPCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO
npenapara Juis MeIUIIMHCKOTO IIPUMEHECHHS.

(uactp 4.1 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asdBJI€HUI0O O TOATBEPKACHUU TOCYJAApPCTBEHHOW PETHCTpPAIMU JIEKAPCTBEHHOTO
npenapara JJisi BETepUHAPHOTO MPUMEHEHHUsI TPUIIAraloTcsl JOKYMEHTBI, COJIepKalllie pe3yibTa-
Thl MOHUTOPHUHTA 3()()EKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Ipenapara JJid BeTepruHap-
HOTO MPUMEHEHHUsI, TPOBOJUMOTO JE€PKATEIEM WM BIIAJIETbLEM PErUCTPALIMOHHOTO YJIOCTOBE-
peHus JIeKapCTBEHHOTO Tperapara JUisi BETEpUHAPHOTO MPUMEHEHUS JTMOO YIOJIHOMOYEHHBIM
UM IOPUJIUYECKUM JIHIIOM, 110 (hopMe, YTBEPKIEHHOW YIOJTHOMOYECHHBIM (eiepaTbHBIM OPraHOM
WCITOJTHUTEIIbHON BJIACTH, M IOKYMEHTHI, yKa3aHHbIC B MMyHKTax 1, 2 - 2.2, moamynkrax "a", "0",
"k", "n" nynkra 4 yactu 3 crareu 17 HacTosdmero denepanbHOro 3akoHa. B oTHOIIEHNH UMMY-
HOOMOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB ISl BETEPUHAPHOTO MPUMEHEHUSI He MPE/ICTaB-
JISIOTCSL CBEJIEHUS, yKa3aHHbIE B OANyHKTe "K" myHkTa 4 yactu 3 crateu 17 Hacrosuero dene-
paNbHOTO 3aKOHA. B OTHOIIEHNHU JIEKapCTBEHHBIX MPENapaToB JUisi BETEPUHAPHOTO MPUMEHEHMS,
MOJTYyYEHHBIX C IPUMEHEHUEM T€HHO-UHKEHEPHO-MOAU(PUITIPOBAHHBIX OPTaHU3MOB WIIA COJIEP-
JKAIIUX TaKhe OpPTraHU3MBI, TOTIOJHUTENBHO MPECTABIAIOTCS CBEICHUS, YKa3aHHbIE B MyHKTE 13
yactu 3 ctathu 17 Hactosero deaepanbHOro 3aK0Ha.

(uactp 4.2 BBenena denepanbHbiM 3ak0HOM OT 04.06.2018 N 140-®3; B pen. deaepaabHOTO
3akoHa ot 02.08.2019 N 297-®3)

4.3. 3asBUTENb BIPABE MPEACTABUTH C 3asBJICHUEM O MOJATBEPKICHUHU TOCYAAPCTBEHHOM
perucTpanum JeKapcTBEHHOTO Mpenapara KoM JOKYMEHTA, OATBEPKIA0LIEr0 YIUIaTy rocy-
JAPCTBEHHOM MOLUIMHBI 334 MOATBEPKICHHUE TIOCYAAPCTBEHHOM PEruCcTpalMM JIEKAPCTBEHHOTO
mpernapara, a TakKe BbIIaBaeMble (MPEIOCTaBIsIEMbIE) YITOJIHOMOUYEHHBIMU (peiepabHBIMHA Op-
raHaMU{ WCITOJTHUTEIIbHON BJIACTH JTOKYMEHTHI (CBEICHHMS), YKa3aHHBIC B IMyHKTaxX 2 U 3 dactu 4
HacTosIel cTaTbu. B ciiyuae ux HempeacTaBiIeHUs YIOJIHOMOYEHHBIH (eaepanbHblii OpraH uc-
MOJIHUTENILHON BJIACTH 3alpalluBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B TIOPSAAKE MEKBEIOM-
CTBEHHOTO MH()OPMAIIIOHHOTO B3aUMOJICHCTBHUS.

(uactp 4.3 B pea. @enepanpHoro 3akona ot 27.12.2019 N 478-D3)

5. B Teuenne necsatu pabouux JHEW cO AHS MPUHATHA 3asBJICHUS O TOATBEP)KICHUU TOCY-
JApCTBEHHOM PErHCTpalyy JeKapCTBEHHOTO Ipernapara u JOKYMEHTOB, COJACp)KAIINX Pe3yibTa-
Thl MOHUTOpPUHTA 3()(PEKTUBHOCTH U OE30MACHOCTH JEKApCTBEHHOTO IpenapaTa, MpOBOAMMOTO
JiepkaTesIeM WM BJIAJEIBLEM PErHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Iperapara
a100 YNOJTHOMOYEHHBIM MU IOPHIMYECKUM JIUIIOM, YIOJHOMOUYEHHBIN (herepanbHblii OpraH
VCTIOJTHUTEJILHOHN BIIACTH:



1) mpoBOOUT NPOBEPKY MOJIHOTHI CBEIECHUMN, CONEPKALMXCS B IPEICTABICHHBIX 3asiBUTE-
JeM JOKYMEHTaXx;

2) mpUHUMAET pelIeHHEe O MPOBEACHUH WIH 00 0TKa3e B MPOBEICHUH SKCIIEPTU3bI OTHOIIE-
HUSl OKUJIaeMOM MOJIb3bl K BO3MOYKHOMY PHUCKY NPHUMEHEHUs JIEKApCTBEHHOIO IpernapaTra Ha
OCHOBAHMHU PE3YyJIbTaTOB MOHUTOPUHTA 3((HEKTUBHOCTH M 0€30IMaCHOCTH JIEKAPCTBEHHOTO IIpe-
napaTta, IPpOBOJAUMOrO JIepKaTeIeM WU BIaJesIbLieM PErMCTPALlMOHHOTO yIOCTOBEPEHHUS JIeKap-
CTBEHHOTO Ipernapara JIM00 yIOJTHOMOUYEHHBIM UMM IOPHINYECKUM JIMLOM, a Takxke (enepanb-
HBIM OPTaHOM HCIIOJIHUTENILHON BJIACTH B COOTBETCTBUM € TPEOOBAaHUSIMHU CTaThU 64 HACTOALIETO
®denepanabHOro 3aKOHA;

3) yBemomIIsIET B DJICKTPOHHOU (popMe MM MUCBMEHHOW (hopme 3asiBUTENS M DKCIIEPTHOE
YUpEkKACHUE O IPUHATOM PELICHUH OO0 B Cllyyae MPUHITHS PEeLIeHUsS 00 0TKa3e B MPOBEICHUH
9KCIEPTU3bI YKA3bIBACT MPUYUHBI TAKOTO OTKAa3a.

6. B ciydae BBHISBICHHSI HEJOCTOBEPHOCTH M (WJIM) HEIOCTATOYHOCTH WH(OPMAIIUU, CO-
JeprKalielics B IMPEACTaBICHHBIX 3asBUTENIEM JIOKYMEHTAX, YIOJHOMOYEHHBIH (enepanbHblii
OpraH UCTIOJHUTEIHFHOW BJIACTH HAIpPABISIET 3aSBUTEIIO 3apOC 00 YTOYHEHHH yKa3aHHOW WH-
dopmaruu. 3anpoc ynoJIHOMOYEHHOIO (peiepaibHOrO OpraHa MCIOTHUTEIBHONW BIIACTH MOKET
OBITH MEepeIaH YIOIHOMOYCHHOMY MPEICTABUTENIO 3asiBUTEIIS IMYHO O] PACIIUCKY, HAIIPABIICH
0 MOYTE 3aKa3HbIM MHCbMOM WJIH MEPEAaH B JEKTPOHHON (opMe MO TeIeKOMMYHHUKAIIMOHHBIM
KaHajaM CBs3U. B ciydae HarpaBiieHHs 3ampoca YIOJTHOMOYEHHOTO (heepaabHOro0 OpraHa Wc-
MOJIHUTENIBHOM BJIACTH IO MOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCS MOJTYYSHHBIM 10 UCTCUEHUU
HIECTH JTHEH C JJaThl HAMPaBJIEHUS 3aKa3HOTO MUChMA.

7. 3asBUTENH 00s3aH MPEICTAaBUTh OTBET Ha 3aIPOC YIOJIHOMOYEHHOTO (peiepabHOTO Op-
raHa MCIOJIHUTEILHOU BJIACTH B CpOK, HC HpeBBII_HaIOH_II/Iﬁ JACBAHOCTA pa60qnx I[Heﬁ CO OHA €Io
nonydeHusi. Cpok, yKa3aHHBbIM B 4acTU S5 HACTOSIIEH CTaThbU, MPUOCTAHABIMBAETCA CO JIHS
HalpaBJICHUS 3asABUTEIIO 3apoca YIMOJTHOMOUYEHHOTO (elepajbHOro OpraHa MCHOJIHUTEIbHOM
BJIACTU JI0 JTHS MOJIyYEHUS UM COOTBETCTBYIOILIEIO OTBETA U HE YYUTHIBAECTCS MPHU MCUUCICHUU
CpOKa MOJITBEPKACHUS TOCYAAPCTBEHHOM PEruCcTpallvy JIEKApCTBEHHOTO Mpernapara.

8. OcHOBaHuMEM Ul OTKa3a B IPOBEICHUN SKCIEPTU3bI OTHOLICHHUS 0’KMIAEMOMU TOJIB3bI K
BO3MOYKHOMY PHUCKY IPUMEHEHUS JICKAPCTBEHHOI'O IIperapara sBISETCS IPEICTaBICHUE JOKY-
MEHTOB, COJEPKALIUX PE3yIbTaTbl MOHUTOPUHIA 3((PEKTUBHOCTU U 0€30MaCHOCTH JEKapCTBEH-
HOTO Tpenapara, 1 (M) B OTHOILIEHUH OMOJIOTMYECKUX JIEKApCTBEHHBIX MPENapaToB pe3ysibTa-
TOB OCYHICCTBIICHUSI MEPONPHUATUN B COOTBETCTBUHU C IUIAHOM YIIPABJICHHS PHUCKAMM, YTBEp-
KJIEHHBIM YIIOTHOMOUYEHHBIM (e/iepajIbHbBIM OpPraHOM HCIIOJHUTEIFHON BIACTH MPH OCYIIECTB-
JIEHUU TOCYAAPCTBEHHOM perucTpaly JeKapCTBEHHOI O IpenapaTa, B HEMOJIHOM 00beMe, OTCYT-
CTBHE MH(POPMALIMHU, TOATBEPKIAIONIEH (aKT yIaaThl rOCYyJapCTBEHHOM MOIUIMHBI 32 TOATBEP-
KJIEHUE TOCYAAPCTBEHHOM pPErucTpaluy JIEKApCTBEHHOrO Ipemnapara, Ju00 HeNpencTaBlIeHUE
3asIBUTEJIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKa3aHHBIM B 4acTU 6 HACTOALIEH CTaTbH 3aIlpoc
YIOJIHOMOYEHHOTO (peIepajIbHOI0 OpraHa UCIOJHUTEIbHON BIACTH, & TAKXKE OTCYTCTBUE B yKa-
3aHHBIX TOKyMEHTax MH(OpMAIK, KOTOpas JOJKHA OBITh B HUX OTpa)KeHa.

9. DKcrepTH3a OTHOMICHHS 0’KUIaEMOH MOJIb3bI K BO3SMOXKHOMY PHCKY ITPUMEHEHUS JIeKap-
CTBEHHOTO IIperapara B IeJsX MOITBEPKACHUS TOCy1apCTBEHHON PErHCTPallii JIGKAPCTBEHHOTO
npernapara MpoBOAUTCS KOMHUCCHEH SKCIEPTOB IKCIEPTHOTO YUPEKACHHUS B CPOK, HE IPEBBIIIA-
IO COpOKa paboumX JHEH.

10. B cnydyae HEIOCTATOYHOCTH MPECTABICHHBIX AKCIEPTY MATEPHAJIOB JIJIsl Ja4M 3aKJIIO-
YEHHS KCIEPT 00paIiaeTcs K pyKOBOJUTEINO SKCIIEPTHOTO YUPEKACHUS O IPEIOCTABICHUN eMY
HEOOXOIUMBIX MaTepHasioB. PyKoBOIUTENb AKCIEPTHOTO YUPEXKJICHUS OOpaIaeTcsi C COOTBET-



CTBYIOIIMM 3allpOCOM B YIOJHOMOYEHHBIN (hefepabHbId OpraH WCHOJHUTENBHOM BIIACTH, BbI-
JABIIMK 3aJaHUE HA IIPOBEICHUE DKCIEPTU3bl OTHOIICHUS 0XKMIA€MOU IOJIb3bl K BO3MOKHOMY
PUCKY IIPUMEHEHUs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHMM JOKYMEHTa, COIEP:KAILEro pe-
3yJIbTaThl MOHUTOPUHIA 3PHEKTUBHOCTH U OE€30IIACHOCTH JIEKAPCTBEHHOIO Ipenapara. B tede-
HUE MATH pabOYMX JHEH CO AHS MOCTYILICHHS 3apoca PYKOBOAUTENS SKCIIEPTHOTO YUPEKICHUS
yKa3aHHBIN (efepanbHblii OpraH HMCHOJHUTEIbHOM BIACTH HAIPABISET 3asBUTENIO 3alpOC O
IPECTaBICHUN HEOOXOAUMBIX MaTepPHAaIOB, KOTOPBI MOXKET OBITh MepejaH YHOTHOMOYECHHOMY
IIPEICTAaBUTEIIO 3asIBUTENS JTUYHO MOJ PACIUCKY, HAPABJIEH IO IIOYTE 3aKa3HbIM MCbMOM WIIN
nepefaH B 3JEKTPOHHOM (opme M0 TEIeKOMMYHHMKAIIMOHHBIM KaHajlaM CBsi3u. B ciydae
HalpaBJICHUs 3aIpoca YIMOJIHOMOYEHHOro (heepasbHOro OopraHa MCIOJIHUTENBHOW BIAcTU IO
[IOYTE 3aKa3HBIM IMCHbMOM OH CUMTAETCS IOJIYYEHHBIM II0 MCTEUEHMM IUECTH THEH C JaThl
HaIPAaBJICHUS 3aKa3HOTO MTUCHMA.

11. 3asBuTens 00s3aH MPEACTaBUTH OTBET HA 3aIpPOC YIMOJIHOMOYEHHOTO (eepaibHOTo
OpraHa MCIIOJIHUTEIbHON BIACTH B CPOK, HE MPEBBIIIAIOMIUI ECTUAECITH Pa0OUNX AHEN CO AHS
NOJyYeHUsI YKa3aHHOTO 3ampoca. YIOJTHOMOUYEHHBIN (elepanbHblii OpraH HCHOJIHUTEIbHOM
BJIACTH, BBIJABIIMM 3aJaHUE Ha INPOBEICHUE JKCIIEPTU3bl OTHOIICHUSA OXUAAEMOH IOJIB3BI K
BO3MO)KHOMY PHUCKY IPHUMEHEHHUs JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAHMM JIOKYMEHTA, CO-
JIEpKALIETr0 pe3ysIbTaTbl MOHUTOPHHIA YPPEKTUBHOCTH U 0€30MaCHOCTHU JIEKApCTBEHHOTO IIpe-
napaTa, B T€UYEHHE IATH pabouMx AHEW cO JHS MOCTYIUIEHUS OT 3asBUTENS OTBETa Ha 3arpoc
YIOJIHOMOYEHHOTr0 (heZiepaIbHOr0 OpraHa MCIIOJIHUTEIBHONW BJIACTH HAIPABISET 3TOT OTBET B
JKCIEpPTHOE yupexaeHue. B cimyuae HempencTaBieHUS MO MCTEUEHUM MIECTUICCATH pabouux
JTHEH 3asBUTEJIEM OTBETA HA YKa3aHHBIA 3aMpocC YIIOJHOMOYCHHBIN (heiepaibHbIA OpraH UCIIOJ-
HUTEJIBHON BJIACTH, BBIJABLIMM 3a/JlaHHE Ha MPOBENECHUE DKCIEPTHU3bl OTHOIIECHUS OKUIAEMOM
IIOJIb3BI K BO3MOKHOMY PHUCKY NPUMEHEHUS JIEKAPCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUHU JIOKY-
MEHTa, COJIEPIKaIIEro pPe3ylbTaThl MOHUTOPHUHTA 3((HEKTUBHOCTH U OE30MAaCHOCTH JEKapCTBEH-
HOTO Ipernapara, B T€UEHHE MSATH pabouux AHEH HaNpaBisieT B HKCIEPTHOE YUPEXkKAECHUE yBe-
JIOMJIEHUE O HEMPECTABICHNUH 3asiBUTENIEM OTBETA Ha 3alpOC yKa3aHHOTro opraHa. Bpems co nHs
HalpaBJIEHUs 3alpoca SKCIEPTHOTO YUPEKJICHHUS B YIOJHOMOUYEHHBIN (elepanbHblil opraH uc-
MOJIHUTENIBHON BJIACTU 10 JHS MOJIYYEHMs SKCIIEPTHBIM YUPEXKACHHEM OTBETA HA 3alpoc WU
YBEIOMJICHHSI O HENPEACTABICHUN OTBETa Ha 3allpOC HE YYUTBIBACTCS NPU HCUYHUCIECHUU CPOKa
IIPOBEJCHUS SKCIIEPTU3bl OTHOIIECHUS OXUAAEMOM IOJIb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHUs
JIEKapCTBEHHOTI'O IIperapaTa Ha OCHOBAHUH JOKYMEHTA, COAEPIKAIIErO pe3yabTaTbl MOHUTOPHUHTA
3 PEKTUBHOCTH U 6€30IIACHOCTH JIEKAPCTBEHHOTO Mpernapara.

12. B cpok, HEe TIPEBBIMIAOIINN JECATH paboUnuX THEW CO JHS MOTYYCHHS 3aKIIOUYCHHS KO-
MHUCCHUHU FKCIIEPTOB MO PE3yJIbTaTaM SKCHEPTU3bl OTHOIICHHS OXKUAAEMOU MOJIb3bI K BO3MOXKHO-
MYy PHUCKY IPHUMEHEHHs JIEKApCTBEHHOTO Tperapara, COOTBETCTBYIOIINI yIIOJTHOMOYCHHBIN (e-
JIepajbHbI OPraH UCIIOJHUTEIBbHON BIIACTH:

1) ocymecTBIsSeT OLEHKY TOT0 3aKIFOUEHUS JUIsl ONPEAEICHNs €r0 COOTBETCTBHS 3a/1aHHIO
Ha MPOBEACHNUE YKAa3aHHOM 3KCIEPTU3HI;

2) NIpUHUMAET pelIeHre O TOATBEPKACHUH TOCYJapCTBEHHOM perucTpaluy JeKapCTBEHHO-
o npemnapara uii 00 OTKa3e B MOATBEPKICHUH TOCYAaPCTBEHHOM PEruCTpaluy JeKapCTBEHHO-
ro mpernapara,

3) BHOCHUT IIpU NPUHITUU PELIEHMs O IOATBEPKICHUM ITOCYJapCTBEHHON PErUCTpaLHy Jie-
KapCTBEHHOTO Ipernapara CBEJICHHUsI B TOCYJapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEJICTB U BBI-
JIaeT 3asBUTEII0 OECCPOUHOE PETUCTPAIIMIOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO Iperapara.

13. OcHoBaHueM mJisi OTKa3a B MOJATBEPKIACHUU TOCYAApPCTBEHHOW PErvCcTpalyu JieKap-
CTBCHHOT'O Ipcrapara ABJIACTCA 3aKIIIOYCHHUC COOTBCTCTBYIOIICTO YIIOJTHOMOYCHHOI'O (bez[epanb-



HOI'0 opraHa HUCIOJIHUTENBHON BJIACTH O TOM, YTO PUCK IIPUUIUHCHUSA BpCJa 3J0POBBIO YCIIOBCKA
WIN JKHBOTHOTO BCJICJICTBHE NpHEMa JICKApCTBEHHOTO Iperapara mpesbiaeT 3(GQeKTHBHOCTD
€TO0 MPUMCHCHMUS.

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

14. B nepuoxa mpoBeneHUs NMPOLEAYpbl MOATBEP)KIEHUS I'OCYJapCTBEHHON PETUCTpaLuu
JIEKapCTBEHHOTO TMpernapaTa ero oopamieHue B Poccuiickoii @enepanuy He MPUOCTAHABINBACTCS.

15. NomyckaeTcs oOpalieHne JeKapCTBEeHHBIX MPENapaToB A0 UCTEUEHHs CPOKa TOJAHOCTH,
MIPOU3BEICHHBIX B TEUEHUE CTAa BOCBMUECCITH KaJleHIApHBIX JHEH Mocie AaThl MPUHITHS YIIOJI-
HOMOYCHHBIM (bellepaHBHBIM OopraHomM HWCIOJIHUTEIBLHON BJIACTU pelicHrud O MOATBCPKACHUHN
TOCYJapCTBEHHOM PErucTpalii, B COOTBETCTBUHU ¢ MH(OpMaIen, coaepKamieincs B JOKyMeH-
Tax PErucCTPALlMOHHOIO IOChE Ha JICKAPCTBEHHBIN Ipernapar 10 JaThl IPUHATUSA TAKOTO pelie-
HUSL.

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

Crarbs 30. BHeceHne H3MEeHEHHUI B IOKYMEHTBI, COJepKAIMecs] B PerHCTPAlHOHHOM
JA0Che Ha 3aperncTPUPOBAHHBIN JeKapCTBEHHBIH Npenapar Uil MeJULNHCKOr0 pUMeHe-
HHA

1. B mensix BHECEHHs] H3MEHEHHI B IOKYMEHTHI, COACPKAIINUECS B PETUCTPALIMOHHOM J0-
Che Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpenapat JJisi MEAUIIMHCKOTO0 MPUMEHEHUS, JIep-
KaTellb WM BIAJENel] PEeruCTPAIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOI'O TMperapara Wid
YIIOJTHOMOYECHHOE WM JIPYroe IOPHIWYECKOE JIMIO (Jajiee B HACTOSIIEH CTaThe - 3asSBUTEINb)
MPEJICTABISIET B YIOJIHOMOYCHHBIN (hefiepaibHbId OpraH MCIOTHUTEIHLHONW BIACTH 3asBICHHUE O
BHECCHUHU TaKWX U3MEHEHUH 1Mo (opMe, YCTAHOBJICHHOW YIOJHOMOYECHHBIM (hefiepaibHbIM Op-
TaHOM HCIOJIHUTENIBHON BJIACTH, U TIpUJIaraeMble K HEeMY U3MEHEHUS B YKa3aHHBIC IOKYMEHTEHI, a
TaKKe JJOKYMEHTBI, TIOITBEPKIAIOIIHEe HEOOX0IUMOCTh BHECCHUS TAKHX U3MCHCHUH.
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. ITpn HEOOXOMUMOCTH BHECEHHSI B JOKYMEHTBI, COJIEPIKAIIMHUECS B PETUCTPAIMOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s MEAUIIMHCKOrO MPUMEHEHUS,
W3MEHEHUH, YKa3aHHBIX B ITYHKTE 3 YacCTH 2 HACTOSIICH CTaThU M TPEOYIONIUX MPOBEACHHS IKC-
NEepPTU3bl KaUYeCTBA JIEKAPCTBEHHBIX CPEJCTB, 3aSBUTEIb JTOMOJHUTEIBLHO MPEJICTABISET B YIIOJ-
HOMOYEHHBIN (eiepanbHbIii OPraH UCIOJHUTENBHON BJIACTU CBEACHMS O JaTe NMPEIOCTaBICHUS
U PErMCTPALlMOHHOM HOMEPE JIMLIEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB MIIA CBEJIE-
HUA O JlaTe NPEeNOCTaBICHUs U PETUCTPAMOHHOM HOMEPE 3aKIJIFOUEHHS] O COOTBETCTBHM MPOU3-
BOJMTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TMPaBUI HAAJEKANIEH TPOU3BOJICTBEHHON
MPAKTUKHU, BBIIAHHBIX (MPEIOCTABICHHBIX) YIIOJTHOMOYEHHBIM (erepalibHbIM OpPTaHOM HCIIOJ-
HUTEJIBHON BJIACTU B OTHOIIECHUHM M3MEHEHHOW W (WJIM) AOMOJHEHHOW MPOU3BOJICTBEHHOM TLIO-
IIa/IKM JIEKAPCTBEHHOIO IMperapara, B ciaydae, €Ciau IPOU3BOACTBO JIEKAPCTBEHHOTO ITpenapara
ocymectBisietrcst B Poccuiickoit @enepannu, 1100 CBEAEHUS O JaTe NMPEIOCTABICHUS M PETH-
CTPAllMOHHOM HOMEpPE BBIJAHHON YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJIWUTENS JIMIICH-
3UU Ha MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara u ee MepeBoj Ha PYCCKHUH SI3bIK, 3aBEPEHHBIE
B YCTAHOBJIEHHOM IOpPSJKE, a TaKXKe CBEACHHUS O JaTe€ NPEIOCTaBICHUS U PErUCTPALMOHHOM
HOMEpE 3aKJIFOYEHHUS O COOTBETCTBUU IMPOU3BOJUTEINS JICKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM
MpaBUJI HaJyIekKalled MPOU3BOACTBEHHON MPAKTHKH, BBIIAHHOTO YIOJIHOMOYEHHBIM (eepab-
HBIM OpPT'aHOM HUCIIOJIHUTENIbHON BJIACTH B OTHOIICHUH W3MEHEHHOUN U (MJIM) JOMOJHEHHOM Mpo-
M3BOJICTBEHHOM IUIOIIA/IKHM JIEKAPCTBEHHOTO Mpenapara, Wik CBEACHUS O JaTe NPeIoCTaBICHUs
U PETUCTPAIIMOHHOM HOMEPE PEIIeHHUs] YIOJIHOMOYSHHOTO ()eIepaAIbHOTO OpraHa UCIOIHUTEb-
HOH BJIACTU O MPOBEJECHUH MHCIEKTUPOBAHUS NPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB B CIY-
yae, €ClIi MPOM3BOACTBO JIEKAPCTBEHHOI'O Ipenapara OCYIIECTBISAETCS 3a Ipeneinamu Poccuii-
ckoit dexpeparumu.



(uactp 1.1 BBemena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DenepaibHOTO
3akoHa oT 27.12.2019 N 478-D3)

1.2. IIpu HEOOXOIMMOCTH BHECEHHs B JOKYMEHTBI, COJEpIKalIHecs B PErHCTPallMOHHOM
JIOChE Ha 3apEeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIA Ipenapar sl MEAUIMHCKOIO MPUMEHEHHS,
U3MEHEHMH, YKa3aHHbIX B IMyHKTE 4 4acTH 2 HACTOAIICH CTaThU M TPEOYIOMIMX MPOBEICHUS dKC-
NEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPEJICTB, 3aSBUTENb JTONOJHUTEIBHO MPEICTABISAET B YIIOJ-
HOMOUEHHBIN (peliepaibHbIil OpraH NCIOIHUTEIBHOM BIACTHU CBEICHUS O JaTe MPEI0CTABICHUS
U PErMCTPAllMOHHOM HOMEpE JILIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB WIIA CBEJE-
HUA O JlaTe IPENOCTaBICHUs U PETUCTPAMOHHOM HOMEPE 3aK/IIOUEHHS] O COOTBETCTBUM IPOU3-
BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUSAM TMpaBWi HaAJeXalleil MPOU3BOICTBEHHON
NPaKTUKH, BBIJAHHBIX (MIPEIOCTABICHHBIX) YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIOJ-
HUTEJIBHOM BJIACTH B OTHOLIEHHWH MPOU3BOJACTBEHHOM IUIOLIAJKU JEKAPCTBEHHOIO IIpenapara, B
ciIy4ae, eciid IIPOU3BOACTBO JIEKAPCTBEHHOIO IIpenapara ocyuiectsisercs B Poccuiickon @ene-
paruu, 1100 CBEJEHUS O JaTe MPEOCTaBICHUS M PErHCTPAlMOHHOM HOMEpE BBIJAHHOW YIOJ-
HOMOYEHHBIM OpPraHOM CTPaHbl IIPOM3BOJAUTENS JULEH3UM HA IPOU3BOJICTBO JIEKAPCTBEHHOI'O
npenapara u €e INepeBOJi Ha PYCCKUU S3bIK, 3ABEPEHHBIC B YCTAHOBJIECHHOM IOPSAKE, a TaKkKe
CBEJICHUs O JaTe MPEAOCTaBICHUS U PErMCTPALIMOHHOM HOMEPE 3aKIIOYEHUS O COOTBETCTBUHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM NpaBUJ HajAJexXalleld MpOU3BOACTBEH-
HOU MPaKTHUKH, BBIIAHHOTO YIIOJIHOMOYEHHBIM (peiepabHbIM OpraHOM HUCTIOJTHUTENBHOM BIIACTH
B OTHOLIEHUU MPOU3BOJCTBEHHOM IUIOIIA/IKU JIEKAPCTBEHHOIO IIpenapara, WIh CBEAEHUS O J1aTe
IPEOCTAaBICHUS M PErUCTPALMOHHOM HOMEpE PEILICHHUsl YIIOJIHOMOYEHHOTo (peaepanbHOro op-
raHa UCIIOJIHUTENBHOU BIACTH O MPOBENCHUHN MHCIIEKTUPOBAHMS TPOU3BOAUTEIIS JIEKAPCTBEHHO-
IO CpeICTBA B CiIy4ae, €CIu IIPOU3BOICTBO JIEKAPCTBEHHOTO MIpenapara OCyLIeCTBIISETCS 3a IIpe-
nenamu Poccuiickoit @enepanuu.

(uactp 1.2 BBenmena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. DenepaibHOTO
3akoHa oT 27.12.2019 N 478-D3)

1.3. TlpunsTHE penieHns 0 BHECEHUU N3MEHEHUH 1 00 0TKa3e BO BHECCHUH U3MECHECHUN B
JIOKYMEHTBI, COJEpKAIIUECs] B PETUCTPALMOHHOM J0ChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEH-
HBII Tpenapart A MeIUIIMHCKOT0 MPUMEHEeHHS, B ClIydae He0OX0IMMOCTH TPOBEICHHS SKCIIEp-
TU3bl KAUeCTBA JIEKAPCTBEHHBIX CPECTB U (MJIM) SKCIIEPTU3bl OTHOIIECHUS 0KM1aeMOM TMOJIB3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHHs JIEKAPCTBEHHOIO IIperapara sl MEAULMHCKOIO IPUMEHEHNUs
OCYIIIECTBIISIETCSI B CPOK, HE MPEBBIIAIONINI JEBIHOCTAa paboYuX JHEH, a B OCTAIbHBIX CIydasix
B CPOK, HE MPEBBIIIAIOIINN TPUAATH PaOOYUX THEH cO JHS MPUHATHUS YIIOJIHOMOYEHHBIM (here-
PpajbHBIM OPraHOM HUCIIOJHUTEIBHOM BIACTH 3asBJICHUS O BHECEHUH TAKUX N3MEHEHUN.

(vactp 1.3 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.4. YrionmHOMOYEHHBIH (efepabHbI OpraH UCTIOTHUTEILHON BIACTH C YYETOM pe3yibTa-
TOB (hapMakoHaI30pa M MPOBEPOK COOTBETCTBUSI JIEKAPCTBEHHBIX CPEICTB, HAXOMISIIUXCS B
rpakAaHCKOM 000pOTE, YCTAaHOBJIEHHBIM TPEOOBAaHUSAM K UX KAaueCTBY B TEUEHHUE JIECATH pabo-
YuX JHEH CO JHS MOCTYIJICHUS COOTBETCTBYIOUIEH MHGPOpPMAIMU pa3MelIaeT Ha CBOeM O(HIIH-
albHOM caiTe B ceTu "MHTepHeT" CBeACHUS 0 HEOOXOIUMOCTH BHECEHHS B MHCTPYKIIHIO 110 Me-
JULAHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO IMpernapaTa U3MEHEHUNW B OTHOIICHHH CBEJICHUU O
MOKA3aHUAX JUJIsl MPUMEHEHHs] U IPOTUBOMOKA3aHUIX JJI1 IPUMEHEHUs JIEKapCTBEHHOTO Ipena-
paTa, BBISBICHHBIX TTOOOYHBIX ACHCTBHSIX, HEKETATENbHBIX PEAKIUAX MPH MPUMEHEHUH JIeKap-
CTBEHHOT'O TIperapaTta U yBEAOMIIIET 00 3TOM B 3JIEKTPOHHOU (opMe WIIM MUCBbMEHHOW dopme
(Ha OyMa)XHOM HOCHTENE) Jep>KaTelisi WM BIAJENblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS Jie-
KapCTBEHHOTO Mpernapara (WiIH yIOJIHOMOYEHHOE UM JIPYroe IpUINYECcKOe JIUIO), a TAKXKE JIep-
KaTellel WM BIAJENblIeB PErUCTPAIMOHHBIX YIOCTOBEPEHUI JICKAPCTBEHHBIX MPENnaparoB (MiH
YIIOJTHOMOYEHHBIX UMHU APYTUX IOPUIUUECKUX JIHIL), KOTOPBIE SBJISIOTCS B3aUMO3aMEHSIEMbIMH.
(vactb 1.4 BBenena @enepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)



1.5. lepkarens Uiau BIAAENEl] PETUCTPALMOHHOTO yIOCTOBEPECHHSI JICKAPCTBEHHOTO IIpe-
napara, a TaKKe Jep>KaTely WU BiIaJlebllbl PETUCTPALMOHHBIX YAOCTOBEPEHUHN JeKapCTBEHHBIX
npernapaToB (WM YIOJIHOMOYEHHBIC UMH JIPYTHE IOPUINYECKHE JINIA), KOTOPHIC SBISIOTCS B3a-
MMO3aMEHSEMbIMHU, 00s3aHbI NMPEACTAaBUTh B YIIOJIHOMOUYEHHBIM (eiepabHbII OpraH HCIOIHH-
TETHHOU BJIACTU 3asBIICHUSI O BHECEHUU M3MEHEHHUI B JOKYMEHTHI, COJIEPIKAIUECs B PETUCTpa-
IIMOHHBIX JIOChE Ha 3apErHUCTPUPOBAHHBIC JIEKAPCTBEHHBIE MpenaparThl A MEAULUHCKOTO MpH-
MEHEHUS, B OTHOIIICHUH CBEACHMI, YKa3aHHBIX B MHCTPYKIMH MO MEIUIIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHBIX MPENapaToB, B TEUEHUE COpOKa paboyuX JHEH co JHsS pa3MEIIeHUs YIIOJTHOMO-
YeHHBIM (heJiepaTbHBIM OPTaHOM HCIIOJIHUTEIHHON BIACTH HH(OPMAIINH, YKa3aHHOH B Yactu 1.4
HacToAwIel cTatby. JJaHHOe TpeOoBaHNE HE pacIPOCTPAHSIETCA HA Cllydad BHECEHUS B HHCTPYK-
[IUIO0 [0 MEIUIMHCKOMY MPUMEHEHUIO JICKApCTBEHHOTO Tperapara M3MEHEHHH B OTHOIICHUHU
HOBBIX TOKa3aHUW ISl IPUMEHEHUs JIEKapCTBEHHOr'O Mpernapara Ha OCHOBaHHUH DPE3yJIbTaTOB
COOTBETCTBYIOLIUX HUCCIIECTOBAHUM.

(uacte 1.5 BBenena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3)

2. DKcneprr3a JEKapCTBEHHBIX CPENCTB B YAaCTHU AKCIEPTHU3BI KayecTBa JIEKAPCTBEHHOIO
cpeAcTBa U (MJIM) SKCNIEPTU3bl OTHOLICHUS 0KUJAEMOM MOJIb3bl K BO3MOXKHOMY PUCKY IIPUMEHE-
HUs JIEKApCTBEHHOIO IIpernapara Juisi MEAUIIMHCKOIO IPUMEHEHHUs IIPOBOJUTCS B Cllydae BHeECE-
HUS N3MEHEHHUH B TOKYMEHTBI, COJEPKALIMECS B PETUCTPALIMOHHOM JIOChE HA 3aPETUCTPUPOBAH-
HBIH JICKAPCTBEHHBIN IIperapar, B OTHOLICHUU:

1) cBenenuii, yka3aHHBIX B HHCTPYKIIMH IO MEIUIIUHCKOMY NPUMEHEHHIO JEKapCTBEHHOTO
npernapara:

a) nekapcTBeHHas (opMa ¢ yKa3aHHEeM HauMEHOBaHUI M KOJIMYECTBEHHOI'O COCTaBa Jei-
CTBYIOIIIUX BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEIIECTB (TIpU HEOOXOIUMO-
CTH KOJIMYECTBEHHOI'O COCTaBa BCIIOMOTaTeJIbHBIX BEIIECTB);

0) dbapmakoanHaMuKa U (apMaKOKMHETHKA (32 UCKIIOUEHHEM (PapMaKOKMHETHKU TOMEO-
NaTUYECKUX JIEKAPCTBEHHBIX MTPENapaToB U PACTUTEIHHBIX JIGKAPCTBEHHBIX MIPENApaToB);

B) MOKa3aHUs JJIs IPUMEHEHUS;
I') IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;
1) MEpBI IPETOCTOPOKHOCTU IPU IPUMEHEHNH;

€) yKa3aHHe BO3MOKHOCTH U OCOOEHHOCTEH MPUMEHEHUs JIEKapCTBEHHOTO Mpemnapara Jijis
MEAWIIMHCKOTO TPUMEHEHUs OEpPEeMEHHBIMH KCHIIWHAMU, JXECHIIMHAMU B TIEPHOJ TPYIHOTO
BCKapMJIMBaHUsI, 1€THbMH, B3POCIIBIMU, UMEIOIIUMU XPOHHUYECKHE 3a00JI€BaHNUS;

) PEXKUM JTO3UPOBAHMS, CIIOCOOBI BBEJCHUSA U NMPUMEHEHHUs, IIPU HEOOXOTUMOCTH BpeMs
IpUeMa JIEKapCTBEHHOTO Ipenapara, IpoJ0JKATEIbHOCTD JICUEHNs, B TOM YHCIE y JeTel 10 U
II0CJIE OJJTHOTO I'0Ja;

3) BO3MOXKHbBIE MIOOOYHBIE ACUCTBUS U HEXKeNaTeIbHbIE peaklUy MpHU MIPUMEHEHUU JIeKap-
CTBEHHOTO Ipernapara;

1) CUMIITOMBI [I€PEI03UPOBKH, MEPHI MO OKA3aHHIO TIOMOIIY MTPU MEPET03UPOBKE;

K) B3aUMOJICHICTBHE C APYTMMH JICKAPCTBEHHBIMH TpernapaTaMy U (MJIM) MUIIEBBIMH MPO-
LyKTaMU;

71) (hOpMBI BBIITyCKa JIEKaPCTBEHHOT'O IIpenapara;



M) yKazaHue (mpu HEOOXOIUMOCTH) OCOOCHHOCTEH NEHCTBHS JIEKapCTBEHHOIO IMperapara
IIpY IEPBOM IIpHEME WJIU NIPU €r0 OTMEHE;

H) CBCACHUA O BO3MOKHOM BJIMAHHHU JICKAPCTBCHHOI'O ITpCriapaTta AJId MCAUIUHCKOTO IIpU-
MEHEHMS Ha CITOCOOHOCTh YIpaBJIATE TPAHCIIOPTHBIMU CPCACTBAMU, MCXaHU3MaMU,;

0) CpPOK TOAHOCTH M YKa3aHHE Ha 3alpeT NPUMEHEHUS JIEKApCTBEHHOTO IIpernapara Mo Hc-
TE4YEHUH CPOKA TOAHOCTH;

I1) YCJIOBUSL XpaHEHUS;
P) YCTIOBHS OTITYCKa;
2) cocTaBa JeKapCTBEHHOT'O Mpenapara st MEIUIIMHCKOTO IPUMEHEHUS;

3) u3MeHeHHs MecTa IPOU3BOJICTBA JIEKAPCTBEHHOrO Mpenapara Ui MEIUIUHCKOTO MpHU-
MEHEHHS;

4) u3MeHeHus IOKa3aTelel KadyecTBa JIEKApCTBEHHOIO IIpenapara Uil MEIULMHCKOIo
OpUMEHEHHs U (WJIM) METOJIOB KOHTPOJIS KauyecTBa JIGKAPCTBEHHOTO MpernapaTa sl MeIuIUH-
CKOTO IIPUMEHEHUS;

5) U3MEHEeHus CpOKa FOJHOCTH JIEKAPCTBEHHOIrO Npenapara A MEAULUHCKOIO IPUMEHE-
HU,

6) cBeIeHHI 0 HEOOXOAUMOCTH BHECEHUS WHBIX U3MEHEHUIH B MHCTPYKIIMIO 110 MEIMIIUH-
CKOMY IIPMMEHEHUIO JIEKAPCTBEHHOTO MPETNapaTa, a Tak’Ke B UHbIE JOKYMEHTBI, COJICPKAIIUECS B
PEruCTPALlMOHHOM J0ChE Ha 3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIN Ipenapar. IIpu 3ToM pere-
HUE O IPOBEJCHUM SKCIEPTU3bl KauecTBa JEKApPCTBEHHBIX CPEACTB M (MJIM) SKCIEPTHU3bI OTHO-
LIEHUSI OKUAAEMOH MOJIb3bI K BO3MOKHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOI'O Ipenapara AJs
MEJULUHCKOr0 MPUMEHEHNS TPUHUMAETCSI B COOTBETCTBUU C YTBEPKAECHHON YIIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HCHOJHHUTEIBHON BIIACTH KiAacCHU(pHUKAIMell W3MEHEHHH, BHOCHMBIX B
JIOKYMEHTBI, COJEpKAIIUECs] B PETUCTPALMOHHOM J0ChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEH-
HBIN TIpemnapar.

(uactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. 3asgBUTENDb BIpaBe MPEICTABUTH MO COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHHEM O
BHECEHUHU U3MEHEHUH B IOKYMEHTHI, COJEpKaINecs] B PETUCTPALIMOHHOM JI0ChE Ha 3apEerucTpH-
POBaHHBIN JIEKAPCTBEHHBIN mIpenapar sl MEJUIMHCKOTO MPUMEHEHHS, KONUU JOKYMEHTOB,
MOJATBEPXKJIAIOIIUX YIJIaTy rOCYJapCTBEHHOM MOILIMHBI 32 BHECEHHE B JIOKYMEHTHI, COJIEpKa-
HIMecs B PETUCTPALIMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar sl Me-
JTUIUHCKOTO TPUMEHEHUs, U3MEHEHHUH, TPeOYyIOIUX MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEJCTB B YAaCTH AKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U (MJIN) IKCIEPTU3BI OTHOLIE-
HUSL OKUJAEMOH MOJb3bl K BO3MOKHOMY PHCKY MPUMEHEHMsI JIeKapCTBEHHOI'O IMpernapara s
MEAMIMHCKOTO MPUMEHEHMSI, TOCYITapCTBEHHON NOLUIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEp-
JKallluecs B PErrCTPAlMOHHOM JIOChe Ha 3apETUCTPUPOBAHHBIN JIEKAaPCTBEHHBINH Mpenapar Ajis
MEIUIIUHCKOTO TPUMEHEHUs, W3MEHEHHH, He TpeOYIONIMX INPOBEICHHUS HKCIEPTH3BI JIeKap-
CTBEHHOTO CPEJICTBA, a TAK)KE BblIaBaeMble (MPEOCTaBIsIEMbIE) YIIOJTHOMOUYEHHBIMU (esiepalib-
HBIMH OpPTaHaMU HCIIOJIHUTEIHHON BIIACTH JOKYMEHTHI (CBEICHHS), YKa3aHHbIC B dacTsax 1.1 u
1.2 HacTosmel ctaTthu. B ciiydae ux HENmpeacTaBICHHS YIOJHOMOYEHHBIN (enepanbHbIii Opran
WCIIOJIHUTEJIbHON BJIACTH 3alpallliBAaeT yKa3aHHbIC JOKYMEHTHI (CBEJCHHS) B MOPSJIKE MEKBe-
JIOMCTBEHHOTO MH(GOPMAIIMOHHOTO B3aUMOICHCTBUA.

(gactp 3 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)



4. B Teuenue necsaTu pabouynx AHEW CO JAHA MOCTYIUICHHUS YKa3aHHOTO B YacTH | HacTof-
niei cTaThby 3asBICHUS U HEOOXOAMMBIX JOKYMEHTOB YIMOJHOMOYEHHBIN (efepanbHbIil Opran
VCIIOJIHUTEJILHON BJIACTH!

1) mpoBOIUT MPOBEPKY MOTHOTHI M TIOCTOBEPHOCTH CBEJICHUH, COJEPKAIIMXCS B MPECTaB-
JICHHBIX 3asBUTEJIEM MaTepHaax;

2) NpUHUMAaET pellieHre O MPOBEJACHUN YKAa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU COOTBET-
CTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOTO CPEICTBA MIIK 00 OTKa3e B MX MPOBEICHUM;

3) yBeIOMJISICT B 3JICKTPOHHON WIJIM MTUCBMEHHOW (OpMe 3asiBUTENS O TMPUHATOM PEIICHUHN
WIK B CIyyae MPHUHATHS pelieHusi 00 0TKa3e B MPOBEICHUU COOTBETCTBYIOIICH 3KCIEPTHU3BI C
yKa3aHUEM MPUYHH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B cny4dae BbISIBICHUS HEAOCTOBEPHOCTH CBEICHUM, COAEPKAIIMXCS B PEACTABICHHBIX
3asIBUTENIEM MaTepuajax, YIIOJTHOMOYCHHBIN QenepalbHblii OpraH HCIOJHUTEIHHONW BIACTH
HaIpaBJIsieT 3asgBUTENIO 3alpoC 00 YTOYHEHUHW yKa3aHHBIX CBeACHUM. J[aHHBIA 3ampoc MOMKET
OBITh MEepeIaH YIOIHOMOYCHHOMY MPEICTABUTENIO 3asiBUTEIIS JIMYHO O] PACIIUCKY, HAIIPABIICH
0 MOYTE 3aKa3HbIM MHCbMOM WJIM MEPEAAH B JEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM
KaHaJlaM CBsi3U. B ciydae HampaBlieHUs JAHHOTO 3arpoca Mo MoYTe 3aKa3HbIM MUCbMOM OH CUH-
TaeTCsl MOJIYYSHHBIM IO UCTEUEHHUH LIECTU JHEH ¢ JaThl HapaBiIeHUs 3aKa3HOrO MUChMa.

(uactp 4.1 BBenena @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH MPEICTABUTh OTBET HA 3alpPOC YIOJHOMOUYEHHOTO (emepaabHOTo
OpraHa UCIIOJIHUTENILHOW BJIACTU B CPOK, HE MPEBBIIIAIOIMINI AEBSIHOCTa pabouux IHEH co AHA
MOJYy4YeHHsT JaHHOTro 3amnpoca. Cpok, yKa3aHHbIA B 4acTU 4 HACTOAIIEH CTaThbU, MPUOCTAHABIIU-
BAeTCs CO JHs HANpPaBJICHMS 3asBUTEINIO 3alpoca YIOJIHOMOYEHHOTO (peepanbHOro opraHa uc-
MOJIHUTENIBHON BJIACTH 0 JTHA MOJIYYEHHSI UM OTBETA Ha JAHHBIM 3alpOC U HE YUYUTHIBAETCS MPHU
VCYMCIICHUH CPOKa MPUHATHS PELIEHUS O BHECEHUM U3MEHEHHUM B JJOKYMEHTBI, COIEp KALLUECS B
PErUCTPALIMOHHOM JI0ChE Ha 3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i MEAULMHCKO-
ro IPUMEHEHHUS.

(uactb 4.2 BBeaeHa denepanbHbiM 3akoHOM 0T 25.11.2013 N 317-D3)

5. OcHOBaHMEM AJi1 OTKa3a B MPOBEJACHUU YKA3aHHBIX B YACTH 2 HACTOSILEW CTaTbHU JKC-
NepTU3 SABISETCS MpeACTaBIeHHE JOKYMEHTOB, IEPEUUCIIEHHbIX B YacTsx | U 3 HacTosIie cra-
ThU, B HEMOJHOM 00bEMe, HEMPEICTABICHHUE 3asIBUTEIIEM B YCTAHOBIICHHBIN CPOK OTBETAa HA yKa-
3aHHBIA B YacTu 4.1 HACTOAIIEH CTaThU 3ampoc YIMOJTHOMOYEHHOTO (efepallbHOrO OopraHa HC-
MOJIHUTEJIbHON BJIACTH, @ TAK)KE OTCYTCTBUE B MPECTABIECHHBIX JOKYMEHTaX AOCTAaTOYHBIX CBE-
JEHUH, MOATBEPKAAIOMINX HEOOXOAUMOCTh BHECEHUSI W3MEHEHMH, WM OTCYTCTBHE HH(OpMa-
[[UU, TTOATBEPKIAIONICH (haKT yIaThl TOCYAaPCTBEHHBIX MOIUINH, YKa3aHHBIX B 9YaCTH 3 HACTO-
SIIIEN CTATHH.

(B pen. @enepanbHbIX 3aKk0HOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)

6. YKa3zaHHbIC B 4aCTU 2 HACTOSIIEH CTaThU SKCIEPTU3bI MPOBOIATCS B MOPSIAKE, YCTAHOB-
JIEHHOM cTaThelt 23 Hactosiero denepanbHOro 3aKoHa.

7. B cpok, HE MPEBBIMAIOIMINNA JECATH PabOYMX JHEH CO THS MOJYYCHHS 3aKITIOYCHUN KO-
MHUCCUN HKCTIEPTOB MO pe3yJbTaTaM yKa3aHHBIX B YACTH 2 HACTOSIIEH CTAThU IKCIEPTHU3, YIIOJ-
HOMOYCHHBIN (hesiepalIbHBI OpraH UCIIOJTHUTEIILHON BIACTH:

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

1) mpuHMMaeT peuieHue O BHECEHHM W3MEHEHMH B JOKYMEHTBI, COJEpIKalllecs B Peru-



CTPALMOHHOM J0ChE€ Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar Uil MEIUIMHCKOIO
IPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHUI],

2) BHOCUT B I'OCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PELICHHUS O
BHECEHUHU U3MEHEHUN B IOKYMEHTBI, COAEPKALIMECS B PETUCTPALIMOHHOM J10ChE Ha 3aPETUCTPH-
POBaHHBIN JIEKAPCTBEHHBIN Mpenapar s MEIUIMHCKOrO IMPUMEHEHUs, HeOOXOJMMbIe U3MEHe-
HUS ¥ BO3BPALLAET UX 3aBUTEIIIO;

3) BbIIAET 3aBUTENIO HOBOE PErUCTPALIMOHHOE YOCTOBEPEHHUE JIEKAPCTBEHHOTO Mperapa-
Ta B CJIy4ae U3MEHEHUS CBEICHUM, COACPIKAIITUXCS B HEM.
(. 3 BBeneH DenepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHOBaHUEM I OTKa3a BO BHECEHUU M3MEHEHHUH B JOKYMEHTBI, COAEPKAIIUECS B pe-
TUCTPAIMOHHOM JOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpemapaT A MEAUIIMHCKOTO
MPUMCHEHHS, ABJISCTCS 3aKII0YCHHIE YIIOJTHOMOYCHHOTO (eIepaTbHOr0 OpraHa HCITOJTHUTEIbHON
BJIACTH O BO3MOXKHOCTH CHIDKEHHUsI 0€30MacHOCTH, KauecTBa, Y((HEKTHBHOCTH JIEKAPCTBEHHOTO
CPEJICTBA B CITy4ae BHECECHUS TaKUX M3MCHCHHH.

9. Nomyckaercst o0paleHne JeKapCTBEHHBIX MPENnapaToB Al MEAULUHCKOTO TPUMEHEHUS
JI0 UCTEYECHMSI CPOKA FOTHOCTH, ITPOU3BEICHHBIX B TCUCHUE CTa BOCBMUJECITH JHEU ITOCIIE JaThl
NPUHATHS YIIOJTHOMOUYEHHBIM (hefepaibHbIM OpraHOM MCIOJIHUTEIBHOM BIIACTH PEIICHUS O BHE-
CCHUM U3MCHEHUH B JOKYMEHTBI, COJIEP/KALIUECS B PETUCTPALIMOHHOM J10ChE, B COOTBETCTBHUH C
uHpopManuel, coxepKameicss B JOKYMEHTaX PEruCTPAllMOHHOTO JIOChE Ha JIEKapCTBEHHBIN
Ipenapar 10 JaTbl IPUHATHS TaKOIO PEIIEHUS.
(gactp 9 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarbs 31. BHeceHne H3MeHEHHUI B JIOKYMEHTBI, COJepPKAlHecs] B PerHCTPAHOHHOM
JA0Che HA 3apernCTPUMPOBAHHBIN JIEKAPCTBEHHBIN NMpenapar 1Jisi BeTepHHAPHOIO NPUMeEHe-
HHA

1.B eisaX BHECCHUA U3MEHEHUN B JOKYMCHTBI, COACPKAIINUCCA B pCTUCTPAIIUOHHOM 0-
ChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mperapar sl BETEPUHAPHOTO MPUMEHEHHS, JIep-
JKaTellb WM BJIAJEIELl PErMCTPAllMOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOIO IIpernapara WiIu
YIIOJITHOMOYEHHOE MM JIPYroe IOpUAWYECKOe JIMIO (Jajee B HACTOSIICH CTaThe - 3asBUTEID)
IPECTaBIsIeT B YIIOJIHOMOYEHHBIN (hefepalibHbI OpTraH MCIIOJIHUTENFHON BIIACTH 3asBICHUE O
BHECCHUU TaKUX M3MEHEHWH 10 (hopMe, YCTAHOBJICHHOW YIOJIHOMOYECHHBIM (e/iepaibHBIM Op-
raHOM HCHOJIHUTEIBHOU BJIACTHU, U TpUJIAaracMbIC K HCMY U3MCHCHHA B YKA3aHHBIC JOKYMCHTHI, a
TaKXe JIOKyMEHTHI, TOTBEPIKIAI0IINE HEOOXOAMMOCTh BHECEHHSI TaKuX M3MeHeHui. [1pu HeoO-
XOOUMOCTHU BHECCHU A U3MCHEHUHU B AOKYMCHTHI, COACPKAIIUECCA B PCTUCTPALIMOHHOM JOCHC Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIM TpenapaT Uil BETEPHHAPHOTO NMPUMEHEHUS, B CIydasx
U3MCHCHHUSA U (I/IJ'II/I) JOIIOJTHECHUA HpOH3BO,Z[CTBCHHOI>'I IJIOIAJAKHU JICKAPpCTBCHHOTO CPCACTBA, a
TaK)Ke U3MEHEHHS TI0Ka3aTelell KauecTBa JCKapCTBEHHOTO IMperapara JUisi BETepUHAPHOTO TPH-
MCHCHUA U (I/IJ'II/I) MCTOOB KOHTPOJISA KauCCTBA JICKAPCTBCHHOI'O Ipcriapara AJjid BETCPUHAPHOTO
NPUMEHEHHS 3asIBUTEIb JOTIOJIHUTEIBHO TPEICTABISCT B YIIOJIHOMOYCHHBIH (enepaibHbIi op-
raH UCIOJIHUTEIbHOMN BJIACTH CIIEAYIONINE TOKYMEHTHI (CBEACHUS):
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUSA O HaTC NPCAOCTABIICHUS U PCTUCTPALIMOHHOM HOMEPC JIMICH3UH HA MIPOHU3BOI-
CTBO JICKQPCTBEHHBIX CPEJICTB, MPEIOCTABICHHON MPOU3BOIUTEIIO JIEKAPCTBEHHOTO Iperapara
JUIsL BETEPUHAPHOIO IIPUMEHEHUS, Il POCCUMCKUX IPOU3BOIUTEIIEH;
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

2) CBCACHUSA O HaTC NPCAOCTABIICHUS U PCTUCTPALIMOHHOM HOMCEPC JIMICH3UH HA MIPONU3BOI-



CTBO JIEKApPCTBEHHBIX CPEACTB, MPEIOCTABICHHOW MPOM3BOIUTENIO (hapMaleBTHUECKOH CyO-
CTaHIINH, BXOJAIIEH B COCTaB JIEKApPCTBEHHOTO Ipernapara /s BETepUHAPHOTO IPUMEHEHUs, s
POCCUICKHX ITPOU3BOIUTEIICH;

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) Konus JOKyMEHTA, BBIIAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOIUTENS JIst
Ka)KIO0W MPOU3BOICTBEHHOM IUIOIA/IKK JIEKAPCTBEHHOTO IIpernapara AJisi BETepUHAPHOTO MpUMe-
HEHMS U TOATBEPIKJAIOIIET0 COOTBETCTBUE MPOU3BOIUTENS JICKAPCTBEHHOTO MpenapaTa Tpedo-
BaHUSM IpaBWJI HaJyIeXkKalleld MPOU3BOJICTBEHHOM MPAKTUKH, U €ro MEpeBOJ] Ha PYCCKUH S3BIK,
3aBEPEHHBIE B YCTAaHOBJIEHHOM MOPSAKE, & TAK)KE KOIHS 3aKJIIOUEHUS O COOTBETCTBUU IIPOU3BO-
JUTENIs JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM IMPaBUJI HAJUIeKaIIe MPOU3BOJACTBEHHOMN Mpak-
TUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OPraHOM HWCIOIHUTEILHON BIACTH IS
Ka)KIOW MPOU3BOICTBEHHOM IUIONIA/IKH JIEKAPCTBEHHOTO IIpernapara Ajisi BETepUHAPHOTO MpUMe-
HEHUS, THOO KOMUS PEIICHUSI O MIPOBEICHUN WHCIICKTUPOBAHUS MPOU3BOIUTEINS JICKAPCTBEHHBIX
CPEICTB, MPUHATOTO YIOJHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIIOJIHUTENBHON BIIACTH JJIS
KaXJI0M MPOU3BOJCTBEHHOM IUIOMIA/IKU JIEKAPCTBEHHOIO Mperapara Jijisi BETEpUHAPHOIO MpUMe-
HEHUS. YKa3aHHbIE TOKYMEHTHI MPEACTABISAIOTCS B CIydae, €ClIu IPOU3BOJICTBO JIEKAPCTBEHHOTO
npernapara Jijisl BETEpUHapHOr0 IPUMEHEHUS OCYIIECTBIsAETCS 3a npeaenamu Poccniickoit dene-
panuuy;

4) komus JOKYMEHTA, BBIJAHHOTO YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl MPOU3BOIUTEINS
dbapmareBTUUeCKOl CYOCTaHIIMU U TIOJITBEPXKAAIOIIETO COOTBETCTBHE MPOM3BOIUTENS (hapma-
[EBTUYECKON CYOCTaHIIMU, BXOSIIEH B COCTAB JICKAPCTBEHHOTO TperapaTa Uil BETepUHAPHOTO
MPUMEHEHHUs, TPeOOBaHUSAM MPaBUJI HaJUIeKaIIeH TPOU3BOJACTBEHHON MPAKTUKH, U €ro MePeBO.I
HA PYCCKUI S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IMOPSIJIKE, B CIIy4ae, €ClId IPOU3BOJCTBO (hap-
MalleBTHYECKOM CYOCTaHIIMU OCYIIECTBISIETCS 3a npeaenamu Poccuiickoit deaepanum.

(gactp 1 B pen. @enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnyyae m3MeHEeHHS W (WJIM) JOMOJHEHHS MPOW3BOJICTBEHHOW IIIOMIAIKK JIeKap-
CTBEHHOI'O CpEACTBA JOKYMEHTBI, YKa3aHHbIE B YacTU | HACTOSILIEW CTAaTbU, MPEACTABISIOTCA
3asgBUTENIEM B OTHOUICHHHM W3MEHSEeMON M (WJIM) TOMOJHSAEMOW MPOM3BOACTBEHHOMN IUIOIIAIKU
JIEKAPCTBEHHOI'0 cpe/cTBa. PelieHne o BHECEHUM M3MEHEHUH B JOKYMEHTHI, COJIep Kallhecs B
PEruCTPaIIOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar i BeTepuHapHO-
ro IPUMEHEHUs, WU 00 OTKa3e B UX BHECEHUU MPUHUMAETCS B Cllydae HEOOXOIMMOCTH MPOBE-
JEHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA B CPOK, HE MPEBBIMAONINI JeBSIHOCTa paboYnX
TTHEH, a B OCTAILHBIX CIy4asX B CPOK, HE MPEBBIIIAONINA TPUIAIATH padOYnX JHEH CO THS MPH-
HATHUS YIOJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM MCIOJHUTENbHOM BIACTH 3asBIIEHUS O BHECe-
HUH TAKUX U3MECHECHUH.

(uacte 1.1 BBenena denepanbabiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.2. B cnyyae peopranuzanny JepkaTens WIN BIAJeblia pETrUCTPAllMOHHOIO Y0CTOBEPE-
HUS JIEKAPCTBEHHOIO Mpenapara Jyisi BETEpUHAPHOI0 IPUMEHEHMs, pa3paboTyrKa WK IPOU3BO-
JUTENS JIEKapCTBEHHOT'O Mpernapara JJil BETEpUHAPHOr0 NMPUMEHEHHS B 3asBJICHUM O BHECEHUU
MU3MEHEHUH B IOKYMEHTBI, COACPIKAINECS B PErMCTPAIMOHHOM JI0ChE HA 3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar Jisl BETEpPUHAPHOTO IPUMEHEHHUS], YKAa3bIBAIOTCS JaHHBIEC IOKYMEHTA,
MOATBEPIKIAIOIIETO0 BHECEHUE COOTBETCTBYIONIMX M3MEHEHUM B EAMHBIN TroCynapCTBEHHBIN pe-
€CTp IOPUAMYECKUX JHMI (JUISI OpraHM3alui, 3aperuCTPUPOBAaHHBIX Ha TeppuTopuu Poccuiickoii
denepanum), UM UHOTO JOKYMEHTA, OJTBEPHKAAIOLIET0 PEOPraHU3altio IOPUINYECKOTO LA
([U1A OpraHu3alyii, He 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit @enepanun). 3assie-
HUE O BHECCHHUU MU3MEHEHMI B TOKYMEHTBI, COACPIKAIIUECS B PETUCTPALMOHHOM J0CHE Ha 3ape-
TUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar JUlsl BETEpUHAPHOTIO IPUMEHEHUs, U NpUilaracMble
K HEMY JIOKYMEHTBI MPEICTABIIAIOTCS B YIOJHOMOUYCHHBIN (efepanbHblil OpraH MCIOJHUTENb-
HOU BJIACTH HE MO3/IHEE YeM Yepe3 TPUIaTh paboUYmX JHEH CO JHS BHECEHHUSI COOTBETCTBYIOLINX



M3MEHEHUH B ENMHBINA rocyapCTBEHHBIN peeCTp IOPUANYECKUX JIML (U1 OpraHU3alui, 3aperu-
CTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit Deaepannn) Wik co THS TPUHSITHS COOTBETCTBYIO-
IETO JOKYMEHTA, OATBEPKIAIOLIET0 PEOPTAHNU3ALNIO FOPUINYECKOI0 JINIA (U1 OpraHu3aluii,
HE 3apeTHCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit denepanun). B coyuae peopranuzanuu
JeprKaTelisd WIK Bialeabla perucTPallMOHHOTO YIO0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara Jis
BETEPUHAPHOI0 MPUMEHEHUS 3asBICHUE O BHECEHHM M3MEHEHHUU B JIOKYMEHTBI, COAEpPKaIUECs
B PETUCTPAIMOHHOM JIOChE€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A BeTepruHap-
HOTO TPUMEHEHUS, TOAAECTCS FOPUANIECKUM JIUIIOM, KOTOPOMY B XOJ€ pEOpPraHu3aluu NepeIaHo
MpaBo BJIAJICHUS] TAKUM PETUCTPALMOHHBIM YIOCTOBEPEHUEM.

(uactb 1.2 BBenena denepanbabiM 3akoHOM 0T 02.08.2019 N 297-D3)

2. B cayuae BHecCeHUsI U3BMEHEHUHN B IOKYMEHTBI, COJIEpKAIINECS B PETUCTPALIMOHHOM J10-
Ch€ Ha 3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpenapar A BETEPUHAPHOIO NPUMEHEHHS, B
OTHOILIEHUU CBEJICHUM, YKa3aHHBIX B moamyHkrax "e", "x", "k", "n", "u", "c", "x" nmynkra 7 4a-
ctu 3 crarbu 17 Hacrosmiero denepanbHOro 3aK0HA, U3MEHEHHUS U (MJIM) JOTIONHEHUS TPOU3-
BOJICTBEHHOM MJIONIA/IKU JIEKAPCTBEHHOTO CPEACTBA, a TAKXKE B Cllydae M3MEHEHUs MOoKa3aTesen
KayecTBa JICKQpCTBEHHOTO MperapaTa Ajisi BETEPUHAPHOTO MPUMEHEHUs U (UJIM) METOAO0B KOH-
TPOJI KauecTBa JIEKAPCTBEHHOI'O IIpenapara JJisi BETEPUHAPHOTO MPUMEHEHUS MPOBOAUTCS IKC-
nepTr3a JIEKapCTBEHHOTO CPE/ICTBA JUIsl BETEpUHAPHOTO MpUMeHeHus. B ciyuae Heo6xoaumocTu
BHECEHMSI MHBIX U3MEHEHHI B IOKYMEHTBI, COCPKAIIUECs B PETUCTPALIMOHHOM JIOChE Ha 3ape-
TUCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar JUisi BETEpUHAPHOTO NMPUMEHEHHUs, SKCIIepTH3a Jie-
KapCTBEHHOT'O CPEJCTBA JUIsl BETEPUHAPHOIO MPUMEHEHHS HE MPOBOIUTCS.
(B pen. ®enepanbHbix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBUTENDb BIpaBe MPEICTABUTH MO COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHHEM O
BHECEHHH N3MEHEHUH B IOKYMEHTHI, CO/IEpIKAIFecs B PETHCTPALIHIOHHOM JIOChE Ha 3apETHCTPU-
POBaHHBIN JIEKAPCTBEHHBIH Ipemapar A BETEPUHAPHOTO MPUMEHEHHs, KOMHUU JIOKYMEHTOB,
HOATBEPKAAIOMINX YIUIATy TOCYAApCTBEHHOM MOILIMHBI 32 BHECEHHE B JIOKYMEHTHI, COJepiKa-
IIMECs B PETHCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jjs Be-
TEPUHAPHOTO MPUMEHEHHS, N3MEHEHUH, TPEOYIONNX MPOBEICHHS KCIIEPTU3BI JIEKAPCTBEHHOTO
CpeACTBa, WM U3MEHEHHH, He TPEOYIOUINX MPOBEACHUS IKCIEPTU3bI JIEKAPCTBEHHOT'O CPECTBA.
B cnydae He0OXOAMMOCTH M3MEHEHUS! CBEACHUM, COACPIKAIIMXCS B PETHCTPALIOHHOM YIOCTO-
BEPEHUH JIEKaPCTBEHHOTO TpenapaTa /Ui BEeTepUHAPHOTO MPUMEHEHHsI, C 3asBICHUEM, yKa3aH-
HBIM B 4acTH | HACTOSIIEH CTAaThH, 3asBUTEIb BIPABE MPEICTABUTH 110 COOCTBEHHOW MHHUIINATHU-
BE KOMMIO JIOKYMEHTa, MOJATBEPKIAIOIIET0 YIJIaTy TOCYAapCTBEHHOM MOILIMHBI 32 BBIAAYY pe-
THCTPAIIMOHHOTO YIOCTOBEPEHUS JIGKAPCTBEHHOTO TIperapaTa. 3asBUTENb BIPABE MPEACTaBHTH
1o COOCTBEHHO MHUIIMATHBE CBEIEHUS O JIMLEH3UAX, yKa3aHHble B NMyHKTax | u 2 gactu 1
HACTOAIICH CTaThH, a TAK)KE BBIAABACMbIC YITOJHOMOYECHHBIMH (herepaabHbIMA OpraHaMHu HC-
NOJTHUTEIBHOM BIACTU JOKYMEHTHI, YKa3aHHbIC B ITyHKTE 3 yacTH | HacTosmien crateu. B ciy-
Yae HENpEACTAaBICHHUS YKa3aHHBIX JOKYMEHTOB (CBEACHHII) YIMOIHOMOYCHHBIH (enepanbHbIi
OpraH WCIHOJHMUTENBbHOM BIIACTH 3alpallliBaeT yKa3aHHbIE JTOKYMEHTHI (CBEIEHHs) B MOpSIKE
MEKBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aMMOJICHCTBUSL.

(gactp 3 B pen. @exnepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, HE MPEBBIMIAIONINN ASCATH paboYMX THEW CO THS MOCTYIUICHUS YKa3aHHOTO B
yactu | HacTosIIel CTaTh 3asBICHHUS M HEOOXOAUMBIX JOKYMEHTOB, YIOJTHOMOYCHHBIN (here-
paJibHBIM OpraH UCIOJHUTEIBHON BIACTH:

1) npoBOAUT NPOBEPKY MOJTHOTHI U TOCTOBEPHOCTH CBEJIEHUM, COJAEPKAILMXCS B IIPECTAB-
JICHHBIX 3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET pELIEHHE O MPOBEAECHUHU IKCIEPTU3BI JEKAPCTBEHHOIO CPEICTBA JIs BETE-
PUHAPHOTI'O IPUMEHEHUS W 00 OTKa3e B €€ IMPOBEJICHHH;



3) yBemoMJIsieT B MUCbMEHHOM (hopMe 3asBUTENS O MPUHATOM PEIICHUH WU B ClIydae Mpu-
HATHSL pelieHus: 00 OTKa3e B MPOBEAECHUU HKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEACTBA Ul BETEPH-
HapHOI'0 IIPUMEHEHUS C YKa3aHUEM IIPUYUH TaKOro OTKa3a.

4.1. B cnydae BBIABICHHS] HEIOCTOBEPHOCTH M (MJIM) HEIOCTATOUYHOCTH CBEJCHUH, Colep-
KaIUXCs B MPEJCTABICHHBIX 3asSBUTENIEM JOKYMEHTaX, YIOJIHOMOYCHHBIH (enepanbHblii opran
MCIIOJTHUTENIbHOM BJIAcTH HAIpaBIISIET 3asBUTENIO 3aMpoc 00 YTOUYHEHHH YKa3aHHBIX CBEIACHMIA.
3ampoc MOXeT OBbITh MepeaH YHNOJTHOMOYCHHOMY IMPEICTABUTENIO 3asBUTENS IMOJ PACIUCKY,
HaIpaBJieH IO MOYTE 3aKa3HbIM MHCbMOM WM IEpellaH B AJIEKTPOHHOU (hopMe MO TEeIEeKOMMY-
HUKAIIMOHHBIM KaHaJaM CBs3U. B ciydae HampaBiieHus 3arnpoca 00 YTOUYHEHUH YKa3aHHBIX CBe-
JEHUI 10 MOoYTe 3aKa3HbIM MUCHMOM OH CUMTAETCS MOJTYYEHHBIM IO MCTEUYEHUHU IIECTU JHEH ¢
JAAaThbl HAITPaBJICHUA 3aKa3HOI'O IMMCbhbMaA.

(uactb 4.1 BBenena denepanbabiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBUTEeNh 00s3aH MPEACTABUTH OTBET HA 3alpPOC YIOJHOMOYECHHOTO (efepatbHOro
OpraHa UCIIOJIHUTEJILHOW BJIACTU B CPOK, HE NPEBBIIAIOIININ JAEBSIHOCTa padouux IHEH co AH
NOJIyuyeHUs JaHHOro 3ampoca. Cpoku, yka3aHHbIe B yacTu 1.1 HacTosel cTaTby, IPUOCTAHAB-
JUBAIOTCA CO JHSA HAIIPABICHMS 3asBUTEIIO 3allpoca YHOJHOMOUYEHHOIo (hefepallbHOro opraHa
VCIIOJIHUTENILHOM BIIACTH A0 JIHS MOJIY4YEHHsI OTBETA HAa JAHHBIN 3allpOC U HE YUMTHIBAIOTCA MpU
VICUHCJIEHUH CPOKa MPUHATHS PEIIEHHUs] O BHECEHUN N3MEHEHHH B IOKYMEHTBI, COACpIKaIMecs B
PErUCTPaLIMIOHHOM JI0ChE Ha 3apETMCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar 1l BETepuHapHO-
ro IPUMEHEHHUS.

(vactb 4.2 BBeneHa PenepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU IKCIEPTU3BI JIEKAPCTBEHHOTO CPECTBA IS Be-
TCPUHAPHOI'0 NPUMCHCHUS ABJIACTCA IMPCACTABICHHUC NJOKYMCHTOB, YKA3dHHBIX B YaCTAX 1 u3
HACTOALIEH CTaTbH, B HEMOJHOM OObEME WM OTCYTCTBHE B IMPEJICTaBICHHBIX JOKYMEHTaX J0-
CTAaTOYHbIX CBGHCHHﬁ, MNOATBCPKAAOIIUX H€O6XOI[I/IMOCTB BHCCCHU A H3MCHCHHﬁ, J'II/I6O HCIIPCa-
CTaBJICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETA Ha yKa3aHHBIM B yacTu 4.1 Hacrosiiein
CTaTbHU 3aI1poC YINOJIHOMOYCHHOI'O (bez[epanLHoro opraHa HUCIOJIHUTEIHLHOU BJIACTH.

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

6. DKcnepTu3a JEKapCTBEHHOIO CPEJCTBA AJI1 BETEPUHAPHOIO MPUMEHEHUS B LIENSIX BHE-
CEHUs W3MEHEHUU B IOKYMEHTHI, COACPIKAITUECS B PErUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPO-
BaHHBII JICKAPCTBEHHBIN Ipenapar il BETCPUHAPHOIO IIPUMEHEHMS, OCYLIECTBIISAETCS B IOPSI-
K€, YCTAaHOBJIEHHOM cTaThel 24 HacTosiniero denepanbHOro 3aK0Ha.

6.1. B cpok, He peBbILAIOIINN JecATH PadoYNX AHEH CO HS MOJTYUYEeHUs 3aKIIIOYCHUS KO-
MHUCCHHM JKCIIEPTOB IO pPE3yJbTaTaM YKa3aHHOM B 4YacTU 2 HACTOSALIEH CTATBH JKCIIEPTHU3BL,
YIIOJIHOMOYEHHBIN (heiepabHblii OpraH UCIIOTHUTEIBHOMN BIACTH:

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

1) npyHMMaeT peleHUe O BHECEHUM M3MEHEHMH B JOKYMEHTBI, COJAEpPIKAIIUeECs B PETU-
CTPALMOHHOM JI0Ch€ HA 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipenapar Ajs BETEPUHAPHOIO
NPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUH TaKUX U3MEHEHUII,

2) BHOCUT B TOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB HA OCHOBAHUU PEIICHUS O
BHECEHHH U3MEHEHUH B JIOKYMEHTHI, COJICPKAIINECS B PETUCTPALMOHHOM JI0ChE Ha 3apErucTpu-
POBaHHBIN JIEKAPCTBEHHBIN Mperapar Ui BETEPUHAPHOTO MPUMEHEHUsI, HEOOXOUMble H3MEHe-
HUS U BO3BPAILAET 3TU JOKYMEHTHI 3asIBUTEINIO;

3) BbIIAET 3asBUTEII0 HOBOE PETUCTPALIMIOHHOE YOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapa-
Ta Ui BETEPUHAPHOTO MIPUMEHEHHSI B CIy4ae HEOOXOIMMOCTH U3MEHEHHUS CBEJICHUM, CollepKa-



IIUXCSI B HEM, C COXpaHCHHEM HOMEpa paHee BBIJAHHOTO PETUCTPAL[MOHHOTO YJOCTOBEPEHHS
JICKApCTBEHHOTO Tperapara Jijisi BETEPHHAPHOTO IPUMECHEHUSI.

(m. 3 BBeneH DenepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)

(uactb 6.1 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciay4yae BHeCeHUs] U3MEHEHUI B JOKYMEHTHI, COJEPIKAIIUECs B PETHCTPALIMOHHOM
JI0ChE Ha 3apErHCTPHUPOBAHHBIN JICKAPCTBEHHBIM Mpenapar JyUIs BEeTCPHHAPHOTO MPUMEHEHHS, B
YacTH, Kacalollenlcss U3MEHEHUs W (WIM) JOTOJHEHHs MPOM3BOJCTBEHHOM IUIOIAAKH JeKap-
CTBEHHOTO TIperapara, Ipu NpeJCTaBICHUN 3asBUTEIIEM B COOTBETCTBHH C ITYHKTOM 3 4actu |
HACTOSIIEH CTaThU KOMUH PEIICHUS YIIOJIHOMOYEHHOTO (peIepaibHOT0 OpraHa UCTIOIHUTEIbHON
BJIACTH O NPOBEICHUM MHCIEKTHPOBAHUS MPOM3BOJUTEINS JICKAPCTBEHHBIX CPEJCTB CPOK, YyKa-
3aHHBIA B yacTu 6.1 HacToAlIeH CTaTbH, MPUOCTAHABINBACTCS CO JIHS MOJYYCHUS 3aKIIOUYCHHS
KOMHCCHH 3KCIEPTOB JI0 JHS NMPHHATHS YHOJTHOMOYEHHBIM (pe/lepalbHBIM OPraHOM HMCIOJIHHU-
TEJILHOM BJIACTH PEIIEHUs O BbIadye UM 00 OTKa3e B BbIAAYe 3aKIIOUYEHUS O COOTBETCTBUU IPO-
W3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHMAM IPABWII HAJICKAIIEH NPON3BOJICTBEHHOMN
NPaKTUKH, HO HEe 00Jiee 4YeM Ha CTO BOCEMBJIECAT PabOUHX JHEH.

(uactb 6.2 BBeaeHa denepanbabiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHMEM ISl OTKa3a BO BHECEHUHM M3MEHEHHH B JOKYMEHTHI, COJIEpIKaIIUecs B pe-
THCTPAIIMOHHOM JI0OChE Ha 3apEeTHCTPUPOBAHHBIN JICKApPCTBEHHBII Ipenapar sl BETEpHHAPHOTO
NPUMEHEHHUS, B CllydyasX, He TPeOyIOIMX MPOBEICHHs IKCIEPTH3BI JIEKApPCTBEHHOTO CPEICTBA,
SBJISIETCSI TIPEJICTAaBICHUE JTOKYMEHTOB, YKa3aHHBIX B 4acTsaX | M 3 HaCTOSIIEH CTaTbH, B HEMOJ-
HOM 00beMe WM OTCYTCTBHE B IPEACTABICHHBIX JOKYMEHTaX CBEICHUH, KOTOPbHIE IOJKHBI
OBITH B HUX OTPaKEHBI, THOO HETPECTABICHUE 3asBUTEIEM B YCTAHOBICHHBIH CPOK OTBETa Ha
yKa3aHHBIH B yacTu 4.1 HacTosmied CTaThU 3alpoc YHOJTHOMOYEHHOTO (elepaibHOro opraHa
WCTIOJTHUTEIBHON BJIACTH.

(gactp 7 B pen. @exnepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHMEM 151 OTKAa3a BO BHECEHUU U3MEHEHUH B JOKYMEHTHI, COAEPKaIIUECs B pe-
TUCTPAIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpernapar A BETSPUHAPHOTO
MPUMEHEHHUS, B CIIydasX, TPEOYIOIIUX MPOBEICHUS dKCIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA, SIB-
JSETCsl 3aKITI0YCHHE YIOJTHOMOYEHHOTO (DeIepaabHOr0 OpraHa UCIOTHUTEILHOM BJIACTH O BO3-
MO>XHOCTH CHIDKEHHsI 0€30MacHOCTH, KadecTBa, d(PPEeKTHBHOCTH JICKAPCTBEHHOTO Mperapara
BCJIC/ICTBUE BHECCHHUS HM3MCHEHHI B yKa3aHHBIC IOKYMEHTHI, OTKa3 YIOJIHOMOUYEHHOTO (ere-
paJbHOTO OpraHa MCIOJHUTEIBLHON BJIACTH B BBIJAUE 3aKIIOUCHUSI O COOTBETCTBHH MPOU3BOIN-
TEJsI JIGKAPCTBEHHBIX CPEJCTB TPEOOBAHMAM TPABHII HAJIeKAIIEH TPOU3BOJCTBEHHON MPAKTUKH
B CJIydae WU3MEHEHUs U (WJIU) TOTIOJHEHUS ITPOU3BOJICTBEHHOM TIJIOMIAIKH JIEKaPCTBEHHOTO TIpe-
napara, €Ciu IpOU3BOACTBO JIEKAPCTBEHHOIO IMpenapara Jjisi BETEpUHAPHOTO MPUMEHEHHUS OCY-
niecTBIIsIeTCs 3a npeaenamu Poccuiickoit denepannu, Ui OTCyTCTBUE 3TOTO 3aKJIFOUEHUS.
(vactp 7.1 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. Jlommyckaercst oOpaiieHne JeKapCTBEHHBIX MPenapaToB Uil BETEPUHAPHOTO MTPUMEHEHHS
A0 UCTCUCHUA CpOKa I'OJHOCTH, MPOU3BCACHHBIX B TCUCHUC CTd BOCBMHUICCATU I[Heﬁ IIOCJIE AAaThl
NPUHATHS YIIOJTHOMOUYEHHBIM (heZiepalibHbIM OpTaHOM MCTIOJTHHUTEIBHOM BIIACTH PEIICHUS O BHE-
CEHUH U3MEHEHU B AOKYMCHTBI, COACPKAIINCCA B pCruCTpaliluOHHOM JOCHC HA HeKapCTBeHHBIﬁ
npernapar, B COOTBETCTBHU ¢ MH(OPMAIUEH, coaepKaieiics B JOKYMEHTaX PErUCTPaIHOHHOTO
JIOCBE Ha JIEKapCTBEHHBIN IIperapar 10 AaThl IPUHATUS TAKOTO PELICHUS.
(uactb 8 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarba 32. OTMeHa rocy1apCcTBEHHOM PerucTpauy JeKapCcTBeHHOr 0 mpenapara

Pemrenne 00 oTMEHE rocynapcTBEHHOW PETHCTpAIMM JICKApPCTBEHHOTO Tpenapara W Hc-
KJIFOYCHUH JICKAPCTBEHHOT'O Mperapara U3 roCyJIapCTBEHHOTO PeecTpa JICKApCTBEHHBIX CPEICTB



MPUHHUMACTCA YIIOJTHOMOYCHHBIM (be;[epaanbIM opraHomM HUCIIOTHUTEILHOM BIACTH B cirydac:

1) mpexacraBiaeHUs] COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJ-
HUTEJIBHON BJIACTH 3aKJIIOUEHUS O PUCKE HIIM 00 yrpo3e 370pOBbIO, KH3HH UYEIOBEKA WU KH-
BOTHOT'O MPH IMPUMEHEHUH JIEKapCTBEHHOT0 Mpernapara, MpeBbIIatonux ero 3¢pHeKTuBHOCTD, IO
pe3yabTaTaM OCYLIECTBISEMOr0 UM MOHUTOPUHTA 0€30IaCHOCTH JIEKAPCTBEHHOTO MIPETnapara;

2) mogadu AeprKaTesieM WM BIIAJEIbIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEH-
HOTO Mpernapara Wik YIOJTHOMOYSHHBIM UM JIPYTUM IOPUINYECKUM JIMIIOM 3asBIECHUS 00 OTMEHE
rOCYJapCTBEHHOM PEeTUCTpAIly JICKaPCTBEHHOTO IIpernapara;

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

3) HenmoATBEPXKJIEHUSI TOCYIapCTBEHHONW PErHCTpalvy JIEKAPCTBEHHOTO Mpernapara Mo Hc-
TEYEHUU CPOKa JICUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUS, BBIJAHHOTO HA MSITh JIET;

4) HempenCcTaBIeHU 3asBUTENIEM UHPOpPMAIIMK, KOTOpask MOXKET MOBJIeYb 32 CO0OM HE0O0-
XOOJUMOCTh BHCCCHUA U3MCHEHUU B JOKYMCHTBI, COACPKAIIUCCA B PCTUCTPALITMOHHOM JOCHC Ha
3aperUCTPUPOBAHHBIN JICKAPCTBEHHBIN IMperapar, B TEYCHUE TPUALATH pabouux THEW CO JHS
HACTYIUICHUSA 3TUX H3M€H€HHﬁ;

5) OCYyNIECTBICHHS TOCYJAPCTBEHHON PETHCTpalliU JICKAPCTBEHHOTO Tpemnapara Mo Top-
TOBBIM HaUMEHOBAHUEM 3aPETUCTPUPOBAHHOTO paHEe MOJ STUM TOPrOBbIM HAMMEHOBAHHUEM Jie-
KapCTBEHHOTO MperapaTa, OTINYAIONIETOCsS KaueCTBEHHBIM COCTABOM JICHCTBYIONINX BEIIECTB;
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCYILIECTBJICHUS] TOCYJApCTBEHHOH PErHCTPallié OJHOTO W TOTO K€ JIEKAPCTBEHHOTO
npemnapara B OTHOIICHHUU OJHOT'O U TOTO KC JACPKATCIIA UK BJIaAC/Ibla PErUCTPAIMOHHOTO Y10~
CTOBEPEHUSI JIEKAPCTBEHHOTO Tpernapara B BHJE ABYX U 0oJiee JEKapCTBEHHBIX MPEMapaToB MO/
PA3INIHBIMU TOPIrOBBIMH HAMMCHOBAHUSAMMU,

(m. 6 B pen. DeaepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHSI CYZIOM PELICHUs O HapyLIEeHUH MpaB MpaBoodIanaTesis 00beKTOB HHTEIUICK-
TyaJbHOH COOCTBEHHOCTH NPH 0OpallleHUH JEKapCTBEHHBIX CPECTB;

8) oTcyTCTBUS JIEKapCTBEHHOIO Mpenapara B oopameHnu B Poccuiickoit @enepanuu B Te-
YeHHUE TpeX U OoJiee JeT;
(. 8 BBeneH DenepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HeBBINOJIHEHUS JAeprKaTeJeM WM BIAJeNblieM PEerUCTPAllMOHHOIO YAOCTOBEPEHHUS Jie-
KapCTBEHHOTO TMpernapara Ju00 yIMOJTHOMOUYEHHBIM HMH JAPYTUM IOPUAMYECKUM IJUIIOM MEpO-
OpUATHI 0 oOecrieyeHN0 0e30MacHOCTH JIEKapCTBEHHBIX MPENnapaTroB, YCTAHOBICHHBIX YITOJI-
HOMOYCHHBIM ()eIepaTbHBIM OPTaHOM UCTIOTHUTEIHLHOM BIIACTH B COOTBETCTBHUH C YacTsIMH 3 U 4
crathu 64 Hacrosmero deaepaabHOTO 3aKOHA, B paMKaX OCYIIECTBICHHS hapMaKoHAI30Da;

(. 9 BBeneH denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza aepskaresss WM BiaJIeblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHO-
ro mpenapara Jud0 yImoTHOMOYEHHOTO UMHU JPYTOTo FOPUINYECKOTO JTUIa OT BHECEHUS U3MEHE-
HUW B WHCTPYKIIMIO TI0 MPUMEHEHUIO JICKQPCTBEHHOTO Mpernapara, KacarolUXCs HOBBIX IMOJ-
TBEPXKIACHHBIX JAHHBIX O TOM, YTO PUCK MPUUYMHEHHUS Bpeia 3JJ0POBBIO YEIOBEKA UITU KUBOTHOTO
BCJIEZICTBHE TIpHEMa JICKAPCTBEHHOTO TIpenapara rnpesbimaeT 3QpGeKTUBHOCTh €r0 TPUMEHEHUS.
(m. 10 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D03)

Koncynsrantllntoc: npumedanue.



C 01.01.2023 cr. 32 nonoausercs m. 11 (@3 o1 27.12.2019 N 475-D3).

Crarbs 33. 'ocynapcTBeHHbI peecTp JeKapPCTBEHHbIX CPeICTB

1. T'ocynapCTBEHHBIN peecTp JEKaPCTBEHHBIX CPEIACTB COAEPKUT NMEPEUYEHb JIEKApCTBEH-
HBIX TIPENaparoB, MPOLIEIIINX IOCYIapCTBEHHYIO PETUCTPAIIHIO, IEPEeYeHb (hapMaleBTHUECKUX
cyOcCTaHIIMii, BXOAAIIUX B COCTAB JIEKAPCTBEHHBIX MPENapaToB, U CIEIYIONIYI0 HH(OPMALIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENAPATOB:

a) HaMMEHOBaHME JIEKapCTBEHHOTO Mperapara (MEeXIyHApOJAHOE HEMaTeHTOBAHHOE, WU
IPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nekapcTBeHHas ¢opMma ¢ yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOIO Mperapara M ero Ko-
JMYECTBA B IOTPEOUTEIBCKON YIAKOBKE;

B) HaWMEHOBAHUE JIEPXKATENS WIH BIaJlelblla PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIeKap-
CTBEHHOTO TIperapara u CBEJCHUS O PETUCTpallUK JAeprKaTels WU BIaJelblia perucTpaloHHO-
ro yJIOCTOBEPCHHs JICKAPCTBEHHOTO Tperapara AJisi MEAUIMHCKOTO NMPUMEHEHHUS B KadecTBe
HAJIOTOIUIATENbIINKA B CTPAHE PErucTpanuu (sl POCCUHCKUX IOPUANYECKUX JIUI] - UACHTU(U-
KalMOHHBIA HOMep Hajoromtarenbiuka (MHH), ayis nHOCTpaHHBIX IOPUAMYECKUX JIHI] - CTPaHa
perucTpanyy, HAMMEHOBAHHE PETUCTPHUPYIOIIECTO OpraHa, PEeruCTPAlMOHHBIA HOMEp, KOl HaJIO-
roTuIaTebIIUKA B CTPaHE PerucTpanuy (MHKOPIOpAIliK) UM €T0 aHaJIoT),

(mm. "B" B pen. @enepanpHoro 3akoHa oT 28.12.2017 N 425-D3)

I') HAMMEHOBAHUE U aJIpeC IPOU3BOAMUTEIIS JIEKAPCTBEHHOTO TIperapara U CBEJACHUS O PEeTHt-
CTpaly MPOU3BOAUTEIIS JICKAPCTBEHHOTO Ipernapara A MEAUIIMHCKOrO MPUMEHEHHs B Kade-
CTBE HAJIOTOIUIATEINbIIMKA B CTPAHE PETHCTPAlMH (I POCCUUCKUX FOPUINYECKHUX JIUI] - HJICH-
TU(UKAHOHHBI HOMep Hanorormiarensimka (MHH), nns MHOCTpaHHBIX OPUINYECKUX JIHIL -
CTpaHa perucTpalni, HAMMEHOBAHUE PETUCTPUPYIOIETO OpraHa, perucTpalioOHHbIA HOMEP, KO
HAJIOTOIUIATETBIINKA B CTPaHe PETUCTpaiy (MHKOPIIOPAIIUN ) WIIA €r0 aHaJIor);

(mm. "r" B pen. @enepanpHOro 3akoHa oT 28.12.2017 N 425-D3)

1) (dapmakoTepaneBTHYECKass TpyNma, KOJ JEKapCTBEHHOTO TIpernapara 1o aHaTOMO-
TEepaneBTUUECKO-XMMUYECKON KiIacCcHupUKaIMU, PEKOMEHJ0BaHHON BcemupHOW opraHuzamueit
3/IpaBOOXpPaHEHUS;

(mm. "a" B pen. @enepanpHOTro 3akoHa OT 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JICKapPCTBEHHOTO Tpernapara;
) TOOOYHBIE ACHCTBHUS JIEKAPCTBEHHOTO Mperapara;

3) CPOK FOJJHOCTH JICKAPCTBEHHOTO Tpernapara;

1) YCIIOBHS XpaHEHHS JICKAPCTBEHHOTO MpeTapara;

K) YCTIOBHSI OTITyCKa JIEKAPCTBEHHOTO Mpemnapara;

1) HOMep (hapMaKOIEHHOW CTaThbH WJIM B CITydae €€ OTCYTCTBHSI HOMEP HOPMATHUBHOMU J0-
KyMEHTAIH 100 HOPMAaTHUBHOTO IOKYMEHTA;

M) J1aTa TOCYJapCTBEHHON PETUCTPAIMH JIEKAPCTBEHHOTO Mperapara U ero perucTpaluoH-



HBIII HOMEp, JaTa 3aMEHbl PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JICKAPCTBEHHOTO Ipernapara Ha
OecCpOYHOE PETrUCTPAIIMOHHOE YIOCTOBEPEHUE JICKaPCTBEHHOTO Mpemnapara, Jata Mmojaqn 3asB-
JICHUsI O MOATBEPKJICHUU TOCYAAPCTBEHHOM perucTpaluy JEKapcTBEHHOIo Ipenapara, aara oT-
MEHBI TOCY/IApCTBEHHOU PETHCTPAIIUU JIEKAPCTBEHHOTO Mperapara;

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

H) KaueCTBEHHBI COCTaB M KOJIMYECTBEHHBIH COCTAaB JEHCTBYIOIIMX BEIIECTB M Kadye-
CTBEHHBIN COCTAB BCTIOMOTATEIIBHBIX BEIIECTB JIGKAPCTBEHHOTO Mpemnapara;
(. "u" BBegeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCceX pa3pelIeHHBIX BUIaX BTOPUYHOH (TOTPEOUTENHCKON) YIIaKOBKH;
(. "o" BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1) JaTa MPUHATUS PEIIEHUS O BO3MOXKHOCTH paccMaTpHUBaTh JIEKApCTBEHHBIM mpenapar
MIPU TOCYIApCTBEHHOW PETHCTPAllUM B KadecTBE Op(aHHOTO JIEKApCTBEHHOTO mMperapara (s
.HeKapCTBeHHBIX HpenapaTOB IJIA MECAUITUHCKOI'O HpI/IMeHeHI/I}I);
(mm. """ BBeneH DeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03; B pen. denepaqbHOTO 3aKOHA
0T 27.12.2019 N 475-03)

p) HaIM4YMe JICKApCTBEHHOTO Mperapara B IepeuHe KU3HEHHO HEOOXOAMWMBIX U BaXKHEM-
IIMX JIEKAPCTBEHHBIX IIPENAPATOB (IS JIEKAPCTBEHHBIX IIPENAPATOB JJI MEIULMHCKOIO ITpUMe-
HEHUS ),

n..n

(mm. "p" BBenen DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3; B pen. DenepanbHOro 3aKkoHa
o1 27.12.2019 N 475-®3)

C) HalW4yue B JIEKAPCTBEHHOM TMpernapaTre HapKOTUYECKUX CPEICTB, MCUXOTPOIHBIX Be-
HIECTB U MX MPEKYypCOPOB, MOJICKAIUX KOHTPoIto B Poccuiickont denepaiuu, B COOTBETCTBUM
¢ 3akoHozaarenbcTBOM Poccuiickonn denepanuu, MeKIyHAPOAHBIMU AOroBopamu Poccuiickoin
®enepanuu, B TOM yucie EquHoN KOHBEHIMEN 0 HapKoTHUecKux cpeactBax 1961 roga u Kon-
BEHIIMEN O MCUXOTPONHBIX BemecTBax 1971 roaa;

(mm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) nH(OpPMALHSI O TOM, SIBIISIETCS TU JaHHBIN JIEKAPCTBEHHBIN Mpenapar ped)epeHTHHIM Jie-
KapCTBEHHBIM IpENapaToM;
(mm. "1" BBegeH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

y) CBEJICHMsI O MOAaYe 3asBICHUS O BHECEHUU N3MEHEHUH B JOKYMEHTBI, COJleprKalluecs B
PEruCTPallMOHHOM JI0OChE Ha JIEKapCTBEHHBIN Npenapar;

ne,n

(. "y" BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-D03)
¢) yrpatun cuiy ¢ 1 mapta 2020 roxa. - @enepanbublii 3akon ot 27.12.2019 N 475-03;

X) CpPOK BBE/IEHUS JIEKAPCTBEHHOIO IIpenapaTa B rpaxkJJaHCKHI 000poT;
(. "x" BBeneH denepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHIA:

a) HaMeHOBaHHE (apMalleBTUYECKOW CyOCTaHIMH (MEXIyHApOTHOE HETATEeHTOBAaHHOE,
WIH TPYIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHUS);
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

0) HAaMMEHOBAaHME M aIpeC TPOU3BOAUTEIS (PapMaIIeBTUIECKOM CyOCTaHIINN;

B) CPOK TOJHOCTH (hapMaIlleBTHUECKON CyOCTaHIINN;



T') YCJIOBUS XpaHEeHUs (papMaIieBTUYECKON CyOCTaHIINH;

1) HOMep (hapMaKOIEHHOW CTaThU WJIU B CIydae €€ OTCYTCTBHS HOMEpP HOPMATHBHOM J10-
KyMEHTAIH J100 HOPMATHUBHOTO IOKyMEHTA;

e) Hanuuue GapMareBTUUECKONW CYOCTaHIIMU B TIEPEUYHE HAPKOTHYECKHX CPEJCTB, IMCHXO-
TPOIHBIX BELIECTB U HUX IPEKypCOPOB, NOAIEkaux KOHTpouto B Poccuiickoit denepanuu, B
COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoit denepannu, MEeKIyHAPOAHBIMU JTOTOBOPAMH
Poccuiickoit @enepanuu, B ToM uncie EnnHON KOHBEHLIMEN O HAPKOTUYECKUX cpelacTBax 1961
roaa u KonBeHuuei o ncuxoTponHbix BemecTBax 1971 ropa.

(mm. "e" BBegeH DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

2. ®@apmanieBTUYECKasi CyOCTaHIIMsI, TPOU3BEACHHAs AJIs pean3aluu, MOXKET ObITh BKIIIO-
YeHa B FOCY/IapCTBEHHBIN PEecTp JIEKaPCTBEHHBIX CPEJCTB HAa OCHOBAHUU 3asBIICHHS pa3padoT-
YhKa WIA TPOU3BOAMUTENS JIEKAPCTBEHHOIO CPEACTBA JIMOO YIMOJIHOMOUYEHHOTO UMHU IOpHANYE-
CKOT'O JIUIIa MPH YCJIOBHM IMPOBEACHUS B OTHOIICHMM TaKoW (papmarneBTHUECKO# cyOcTaHIMU
AKCTIEPTHU3bI KauecTBa (apMarieBTUUECKON CyOCTaHIIMK B MOPSIKE, YCTAHOBICHHOM CTaThel 34
Hacrosmero denepanbHOrO 3akoHa. B oTHOIIEHNHU (hapManeBTHUECKUX CyOCTaHLMN, pOU3Be-
JIEHHBIX NI pealn3alld, B TOCYIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEICTB COACPKUTCA
crenyromas nHGOpMaIus:

1) naumeHoBaHue QapMareBTUUECKOW CyOCTaHIIMU (MEXIyHapOJHOE HEMAaTeHTOBAHHOE,
WIH TPYIIIMPOBOYHOE, I XUMUYECKOE U TOPrOBOE HAUMEHOBAaHUS);

2) HaMMEHOBaHUE, aIpec MPOU3BOAUTEINS (PapMaIleBTUYCCKON CyOCTaHIIMH, a TAaKXKE B OT-
HOIIIEHUU JICKAPCTBEHHBIX CPEICTB JUISI MEIAMIIMHCKOTO MPUMEHEHUS CBEICHHS O PETUCTpPALUU
POM3BOIUTENS (PapMaleBTUIECKON CyOCTaHIIMM B KaueCTBE HAJIOTOIIATENBINKA B CTPAaHE pe-
TUCTpaluu (U1 POCCUHCKUX IOPUAMYECKUX IUI] - HACHTU(PUKANUOHHBIA HOMEp HaIOroIa-
tenpipka (MHH), mist ”HOCTpaHHBIX FOPUAMYECKUX JIUII - CTPaHa PETUCTPAIH, HANMEHOBAHHE
PETHCTPUPYIONIETO OpraHa, PeruCTPAIlMOHHBIN HOMEp, KOJ HAIOTOIIaTeNbIINKa B CTPAHE PETH-
cTparuu (MHKOPIIOpAIlMH) HIIA €T0 aHaJIoT);

(m. 2 B pea. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH hapMarieBTUUECKON CyOCTaHIINH;
4) ycnoBust XpaHeHus papMalieBTUYECKON CyOCTaHIUH;

5) HOMep dapmaKomeHON cTaThy MO0 B Clydae €€ OTCYTCTBHS HOMEP HOPMAaTHUBHOH J10-
KyMCHTAllUU WJIM HOPMATUBHOI'O JOKYMCHTA,

6) Hamuue (HapMareBTUUYECKOW CyOCTaHIIMM B TIEPEYHE HAPKOTHUYECKUX CPEJICTB, IMCUXO-
TPOIHBIX BELIECTB U HUX IPEKYypCOPOB, NOMIEkKaMX KOHTpouto B Poccuiickoit denepanuu, B
COOTBETCTBUHU C 3aKOHOAATENLCTBOM Poccuiickoit denepanniv, MEKIyHAPOAHBIMU JTOTOBOPAMH
Poccuiickoit @enepanuu, B ToM unciie EnnHON KOHBEHLIMEN O HAPKOTUYECKUX cpelacTBax 1961
roaa u KoHBeHuueu o ncuxoTponHbix Bemiectrax 1971 roga;

7) nara BKJIIOYEHHs (hapMalleBTHUECKOW CYOCTaHIIMM B TOCYAApPCTBEHHBIM peecTp jekap-
CTBEHHBIX CPE/CTB, JaTa BHECEHUS U3MEHEHUI B JOKYMEHTHI (papMalleBTUYECKON CyOCTaHIINH,
JlaTa UCKIIIOYeHUs (hapMaleBTHUECKONW CYOCTAaHIIMH U3 TOCYIapCTBEHHOTO PeecTpa JeKapCTBEH-
HBIX CPEICTB.

(gactp 2 B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. [lopsanok BeaeHUs TOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB ISl MEIUIIUH-
CKOrO IPUMEHEHHUS U IOPSAIOK BEAEHUS T'OCYJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPENCTB



AJId BETCPUHAPHOTO IMPUMCHCHUS YTBCPKIAAIOTCA COOTBCTCTBYIOIIUM YITOJIHOMOYCHHBIM (I)GI[C-
PaJILHBIM OPraHoM HCITOJIHUTEILHON BJIACTH.

Crarba 34. BKilloYeHHe B roCy1apCTBEHHbIN peecTp JeKAPCTBEHHBIX CPEACTB M MC-
KJIIOYeHHe W3 TOCyJapCTBEHHOr0 peecTpa JEeKAPCTBEHHBIX CPeAcTB (apManeBTHYECKO
cyOCTaHUUM, IPOU3BEACHHOM ISl peau3amumn
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. dns BriItoyeHus (papmaneBTUUECKOi CyOCTaHINH, MPOU3BEICHHON IS pealu3aiuy, B
TOCYapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOJUTCS DKCIIEPTU3a €€ Ka4eCTBa.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. DKcriepTu3a KauecTBa yKa3aHHOW B 4acTH | HacTosmed cTaTbu (apmarieBTHYECKON
CyOCTaHIMM, COCTABIICHIE KOMUCCHEH AKCIEPTOB 3aKIIOUYCHHI TI0 pe3yIbTaTaM 3TOM IKCIEePTH-
3bl U UX HalpaBJeHHE B YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOJHUTENbHOM BIIACTH OCY-
HICCTBJIIAIOTCA B CPOK, HC HpeBBIH_IaIOH_II/Iﬁ MECTUACCATHU pa60q1/1x I[Heﬁ CO OHA MOJYUCHUA 3KC-
MNEPTHBIM YUPEKIEHUEM COOTBETCTBYIOIIETO 3aJlaHUs YIOJIHOMOYEHHOIO (efiepanibHOro opraHa
WCIIOJIHUTEJIbHON BJIACTHU U CIIEYIOUIUX TOKYMEHTOB (CBEIECHUN):

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) cBeneHus o nate NpeaoCTaBICHUs U PETUCTPAllMOHHOM HOMEpPE JTULEH3UN Ha IIPOU3BO/-
CTBO JIEKAPCTBEHHBIX CPEJCTB WJIM CBEJIEHUS O JaTe MPEJOCTaBICHUS U PETUCTPALMOHHOM HO-
Mepe 3aKJIFOYCHHSI O COOTBETCTBUH IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM IIpa-
BUJI HaJUIeKallel MPOU3BOJICTBEHHOM MPAKTUKU, BBIIAHHBIX (MPEAOCTABICHHBIX) YIOJIHOMO-
YEHHBIM (eiepalibHBIM OpPraHOM HCIOJHHUTEIBHOIN BIAcTH, B ClIydae, €CJIM MPOMU3BOJCTBO Jie-
KapCTBEHHOT'O CpeICTBa ocyliecTBigercs B Poccuiickoit denepanuu;
(B pen. denepanbHbix 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOomus JOKYMEHTA, BBIJIAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPaHBI MPOU3BOIUTEIS JIe-
KapCTBEHHOT'O CPEJCTBA M MOJTBEPKAAIOUIETO pa3pelieHue MPOU3BOACTBA JIEKAPCTBEHHOTO
CpelICTBa, U €ro MEepPeBOJ Ha PYCCKUU S3BIK, 3aBEPEHHBIC B YCTAHOBIICHHOM TOPSIKE, a TaKKe
KOMUSL 3aKJIFOUEHUsT O COOTBETCTBHH MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM
MpaBUJI HAJUIeKAIEH MPOU3BOJICTBEHHON MPAKTUKU, BBIIAHHOTO YIOJHOMOYCHHBIM (eaepalib-
HBIM OPTaHOM HCIIOJHUTENILHON BIACTH, IMOO KOMHUS PEUICHHS YIIOJTHOMOYEHHOTO (heaeparbHO-
0 OpraHa WCIOJHUTEIHLHOW BJIACTH O MPOBEACHUH WHCIEKTHPOBAHUS MPOU3BOJUTENS JIEKap-
CTBEHHOI'O CpE/CTBa. YKa3aHHbIE JOKYMEHTHI MPEJICTABISAIOTCS B Cllydae, €ClIu MPOU3BOJCTBO
JIEKapCTBEHHOT'0 CPEACTBA OCYIIECTBIIsSIETCS 3a npeaenamu Poccuiickoit denepanuu;

(m. 2 B pea. @enepanbHoro 3akona ot 04.06.2018 N 140-D3)

3) TOKYMEHT, COJEPKAIIUNA CIEAYIOIIHNE CBEACHUS O (papMaIieBTUIECKON CyOCTaHIINH:
a) HaMEHOBaHUE (apMaIeBTHUECKON CYOCTaHINH, €€ CTPYKTypa, oOII1e CBOWCTRA;
0) HAMMEHOBAHME M aJIPEC IPOU3BOAUTEIIS;

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUECM CTa,Z[I/Iﬁ MMPOU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTaAWAX MMPOU3BOJACTBA,

T') OIKcaHue pa3paboOTKH Mpolecca MPOU3BOICTBA;

1) OMMCAaHHE KOHTPOJIS KPUTUYECKUX CTaJuil mpoliecca IPOU3BOJCTBA U MPOMEKYTOUHON
MPOJIYKLIUH;

€) IOKYMEHTaJIbHOE TIOITBEPKACHHUE (BAIMIAIIMS) IPOIIECCOB M (MJIN) UX OICHKA;



) CBOIMCTBA U CTPYKTYpa JEHCTBYIOIINX BEIIECTB;
3) XapaKTepUCTUKA IPUMECEH;
1) crenudukanys Ha GpapMaleBTHIECKyI0 CyOCTaHIUIO U €€ 000CHOBaHUE;

K) aHAJUTUYECKUE METOJIUKH, HCIIOJIb3yeMble IPU OCYIIECTBICHHUH KOHTPOJS KadecTBa
(dapmarieBTHYECKON CyOCTaHIINH;

J1) TOKYMEHTAJIbHOE TIOJTBEpPKIACHUE (BaMIANMsI) aHATUTHYECKUX METOIMK, MUCIOJIb3ye-
MBIX TIPH OCYIIIECTBICHUU KOHTPOJIS KauecTBa (apMalleBTUUECKON CyOCTaHIINN;

M) pe3yJIbTaThl aHAIM3a CEPUil hapMaIleBTUUECKON CYOCTaHIINH;

H) TlepeueHb CTaHJAPTHBIX 00pa3IOB MJIM BEIECTB, MCIOJIb3YEMBbIX IPU OCYIIECTBICHUU
KOHTPOJIA Ka4eCTBa;

0) ONMCAHME XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTEpUAIOB U YKYIOPOUYHBIX
CPEICTB;

1) TaHHBIE O CTAOMIBHOCTH (papMaIeBTUIECKON CyOCTaHITNH;
P) CPOK TOJTHOCTH;

4) IOKYMEHT, COJAEp)KAIUi CBEICHHUS O PErucTpaliil MPOU3BOAMTENS JEKAPCTBEHHBIX
CPEICTB AJIi MEAUIIMHCKOTO MPUMEHEHHS B Ka4eCTBE HAJOrOIIATeNbIIMKa B CTPAHE PETUCTpa-
uu (11 POCCUNCKUX IOPUAMYECKUX JIHI - HISHTU(PUKAIMOHHBIA HOMEp HAaJOTOIUIaTeNbIIKa
(MHH), nyis nHOCTpaHHBIX IOPUIMYECKUX JIUIL - CTPaHa PErUCTpali, HAUMEHOBAaHUE PETUCTPU-
PYIOIIEro OpraHa, PeruCTPAMOHHBIM HOMEp, KOJ HAJOTOIUIATENNbIINKA B CTPAHE PErHCTPAIlUN
(MHKOPIOpAIMK) UIIK €T0 aHAJIOT).

(. 4 BBeneH @enepabHBIM 3aK0HOM OT 28.12.2017 N 425-D3)
(uactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. Jlns mpoBeaeHHs SKCIIEPTU3bI KauecTBa yKa3aHHOW B yacTu | Hacrosiei crate Qap-
MalleBTUYECKON CyOCTaHIIMU 3asiBUTENb IPEACTABISIET B YIIOJIHOMOYEHHBIN (pefiepanbHblil oprad
VCITOJIHUTEIIBHON BIIACTH:

1) 3asiBIeHNE O BKJIIOYEHUH B TOCYIAPCTBEHHBINH PEECTp JIEKAPCTBEHHBIX CPEACTB JTAHHOM
¢dapmarieBTHYECKON CyOCTaHINH;

2) KOMHUsI TOKYMEHTA, MOATBEPKAAOIIEro yIiaTy TOCYJapCTBEHHOM MOIUIMHBI 3a BKIIIOYe-
HUE B TOCYJApCTBEHHBIN DPEECTp JEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CyOCTaHIIHH,
MIPOM3BEICHHON I peain3aliu, JJMO00 10 COOCTBEHHON MHUIIMATUBE YKa3aHHBIN JTOKYMEHT. B
Cllydyae €ro HEmpeACTaBJICHUS 3asBUTEIEM YINOJHOMOUYEHHBIN (herepalbHblii OpraH HCIOJIHU-
TEJIBHOM BJIACTH MpoBepsieT (akT ymaaThl TOCYAApCTBEHHON MOLUIMHBI 3asIBUTEIEM C MCIIOJIB30-
BaHMeM MH(popMaIu 00 yriare rocyJapCTBEHHON MOLUIMHEIL, cofepxarieiicst B ['ocynapcTBen-
HOW MH(OPMAIIMOHHON CUCTEME O rOCYIapCTBEHHBIX U MyHULMIAIBHBIX IIaTEXaX, HA OCHOBA-
HUU IIPEICTABICHHON 3asBUTEJIEM KONMMM JOKYMEHTA, MOATBEP)KIAIOIIETO YIJIATy rocynap-
CTBEHHOM ITONIJINHEL,
(m. 2 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) TOKYMEHTBI, YKa3aHHBIC B UaCTH 2 HACTOSIIEH CTaThH,
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)



4) 3asBeHKE O BBIJAYE pa3pelleHns Ha BBO3 B Pocculickyro @enepanuio KOHKpETHON map-
TUU HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O CPENCTBA, NMPEIHA3HAYCHHOIO [UIsl MPOBEACHHUS
YKa3aHHOM 3KCIIEPTU3BI.
(. 4 BBenen DeaepanbHBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

3.1. B cinyuae HempencTaBiIeHHs C 3asBJICHUEM O BKIIIOUEHUHU B FOCYAAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (hapMaleBTHUECKOW CyOCTaHLMU JTOKYMEHTOB, MOATBEP KIAOIINX
yILUIaTy TOCYJapCTBEHHOW NOLUIMHBI M YKa3aHHBIX B IYHKTE 2 4acTW 3 HACTOALIECH cTaThu, a
TaKXe BbIJaBa€MbIX (IIPEIOCTaBISIEMBIX) YIIOJIHOMOYEHHBIMU (he/iepalbHbIMU OpraHaMy MCIOJI-
HUTEJIBHON BJIACTH IOKYMEHTOB (CBEACHMI), YKa3aHHBIX B MYyHKTax | u 2 yacTu 2 HacTosIen
CTaThH, YIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCIIOJIHUTEILHON BIACTH 3alpallliBaeT yKa3aH-
HbIE JIOKyMEHTHI (CBEACHUSA) B MOPSAIAKE MEKBEIOMCTBEHHOIO MH()OPMALMOHHOTO B3aWMOJICHi-
CTBHSL.

(vactp 3.1 BBeneHna PenepanbHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B Teuenue necatu pabouux JHEH CO JHS MPUHATHS 3asSBJICHUS O BKIIOUCHUU YKa3aHHOM
B yacTu | Hacrosmiel craTbu (hapMareBTHUECKON CYyOCTaHIIMH B TOCYAApCTBEHHBIN peecTp Jje-
KApCTBEHHBIX CPEJICTB U JTOKYMEHTOB, IIEPEUYMCICHHBIX B 4YacTH | M MyHKTe 2 yacTu 3 HAcTOs-
IIel CTaThH, YIIOJIHOMOYEHHBIN (hefepabHbIA OpraH UCIIOJHUTEILHON BIACTH:
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH JAHHBIX, COJEPKALMXCS B MPEACTAB-
JICHHBIX 3asBUTENIEM JIOKYMEHTAX;
(B pen. depepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2) npyUHUMAET peUIeHHe O HAMPaBICHUU B KCIEPTHOE YUpEeKJIEHUE 3aJaHMs Ha TpOBee-
HUE JKCIIEPTU3bl KauecTBa YKa3aHHOW B yacTu | Hacrosimed cratbu (apManeBTUYECKON CyO0-
CTaHIIMH UM 00 OTKa3e B TAKOM HarpaBiICHUH;

3) yBeoOMIISIeT B JIEKTPOHHOM WJIM MHUCHhbMEHHON (PopMe 3asiBUTENSI O TIPUHATOM PEIICHUN
WJIM B CJTydae OTKa3a ¢ yKa3aHHEM IMPUYHMH TaKOTO OTKa3a.
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B coy4dae BbISIBICHUS HEAOCTOBEPHOCTH CBEICHUM, COAEPKAIINXCS B PEACTABICHHBIX
3asIBUTENIEM MaTepuajax, YIIOJTHOMOYEHHBIN QenepalbHblii OpraH HCIOJIHUTEIBHONW BIACTH
HaIpaBJIsieT 3asgBUTENIO 3alpoCc 00 YTOYHEHUHW yKa3aHHBIX CBeAcHUM. J[aHHBIA 3ampoc MOKET
OBITh MEpeIaH YIOIHOMOYCHHOMY MPEICTABUTENIO 3asiBUTEIIS JIMYHO O] PACIIUCKY, HAIIPABIICH
0 MOYTE 3aKa3HbIM MHCbMOM WJIH MEPEAaH B JIEKTPOHHOM (opMe MO TeIeKOMMYHHUKAIIMOHHBIM
KaHaJlaM CBsi3U. B ciydae HampaBlieHUs JAHHOTO 3arpoca Mo MoYTe 3aKa3HbIM MUChbMOM OH CUH-
TaeTCs MOJIYYSHHBIM IO UCTEUEHUH LIECTH JHEH ¢ JaThl HapaBiIeHUs 3aKa3HOrO MUChMa.

(uactb 4.1 BBenena @enepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH MPEICTABUTh OTBET Ha 3alpPOC YIOJHOMOUYEHHOTO (emepaabHOTo
OpraHa UCIIOJIHUTENILHOW BJIACTU B CPOK, HE MPEBBIIIAIOIINN JAEBSIHOCTa pabouux IHEH co AHA
MOJYy4YeHHsT JaHHOTro 3amnpoca. Cpok, yKa3aHHbIA B 4acTU 4 HACTOAIIEH CTaThbU, MPUOCTAHABIIU-
BAeTCs CO JHs HANpPaBJICHMS 3asgBUTEINIO 3alpoca YIOJIHOMOYEHHOTO (peepanbHOro opraHa uc-
MIOJIHUTEJIBHON BJIACTH 0 JTHA MOJIYYEHHSI UM OTBETA Ha JAHHBIN 3alpOC U HE YYUTHIBAETCS MPHU
MCUHUCIIEHUN CPOKa SKCHEPTU3bl KauecTBa (hapMaleBTHUECKOW CyOCTaHIIMH, HEUCIOIb3yeMOn
IIPU IIPOU3BOJICTBE JIEKAPCTBEHHBIX MTPENApaToB.

(vactp 4.2 BBeneHa PenepanbHbiM 3aKk0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM U711 OTKA3a B HAIIPaBJICHUU B DKCIIEPTHOE YUPEXKICHHUE 3aJIaHUsI Ha MPOBE-
JIEHUE HKCIIePTH3hI KaYeCcTBa YKa3aHHOH B yacTu | HacTosmIel cTaThil (papMarieBTHIECKOH Cyo-



CTaHIOUHN ABJIACTCA HCHPCACTABICHUC NOKYMCHTOB, YKA3dHHBIX B YdCTU 2 HaCTO}IH_Ieﬁ CTaThbu,
OTCYTCTBHE HH(OPMAIUU, TOATBEPKIAIOIMIEH (aKT yIiiaTkl TOCYAApCTBEHHOH TMONUTHHBI 32
BKJIIOYECHHE (hapMalleBTHUECKOW CyOCTaHIMM, MPOU3BEICHHOM AJs peanus3aluu, B Trocynap-
CTBEHHBI peecTp JIEKapCTBEHHBIX CPEJICTB, HEMPEICTABICHUE 3asABUTEIEM B YCTAHOBJICHHBIN
CPOK OTBETa Ha YKa3aHHBIA B yacTH 4.1 HACTOSAIEH CTaThU 3ampoC YHMOJHOMOYEHHOTO (ere-
paIbHOTO OpraHa MCIOJHUTEIBHON BIACTH WIH NPEJICTABICHUE JOKYMEHTOB, HE COJCPKAIINX
HCUEPIIBIBAIOILETO MEePEeyUHsl HEOOXOIUMBIX CBEACHUH.

(uacth 5 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHue naTHaAUATH pabounx JHEW CO JHS MOJTYYEHUS PEIICHUS YIIOJIHOMOYEHHOTO
(eneparbHOTO OpraHa WCIIOJIHUTEIBHON BIIACTH O HANPABICHUH B SKCIIEPTHOE YUPEKICHHE 3a-
JTAaHUS Ha TPOBEICHUE SKCIEPTU3bl KauecTBA yKa3aHHOM B 4acTH | HacTosiuei cratbu ¢apma-
[IeBTUYECKON CyOCTAaHIIMM 3asSBUTENb MIPEACTABIISCT B SKCIEPTHOE YUPEKICHHE IS IPOBEICHUS
JAHHOM 3KcrepTu3bl 00pa3ubl (apMareBTHUECKOW CyOCTaHIIMU B KOJMYECTBE, HEOOXOAUMOM
JUISL BOCTIPOM3BEICHUSI METOJIOB KOHTPOJISL KauecTBA. JKCIEPTHOE YUPEKICHUE MTPH TOITY4CHUN
00pa3loB yka3zaHHOM B 4acTu | Hacrosmied craThu (apMaleBTUYECKOW CyOCTaHLIMU BBIIACT
3asBUTENIO JIOKYMEHT, HOATBEPIKAAIOMINI MOTydeHHE 3THX 00pasloB, U B CPOK, HE MPEBHIIIAIO-
MUK Tpex pabouMx THEH, yBeAOMIIIET B JIEKTPOHHOW MIIM MUCBMEHHOH (hopme 00 3TOM yros-
HOMOYCHHBIN (penepanbHbIA OPraH UCIOJHUTEILHON BIACTH. DTH CPOKH HE BKIIOYAIOTCS B CPOK
IPOBEICHUS TaHHON SKCIIEPTU3HI.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7. JIOKyMEHTBI, IIOCTYIIUBIINE B DKCIEPTHOE YUPEKACHHUE I NPOBEACHUS JKCIIEPTU3BI
KauecTBa YKa3aHHOW B 4acTH | HacTosIIeH cTaThi (hapMaIieBTUUECKONW CyOCTAaHIINH, MOJIeKAT
BO3BpATy B YHNOJHOMOYECHHBIN (eepaiabHbIil OpraH MCIOJHUTEIHHON BIACTH OJHOBPEMEHHO C
3aKJTIOYEHUSIMH 110 PE3YJIbTaTaM MPOBEACHHOMN YKCIIEPTH3HI.

8. B cpok, He mpeBbIIAOMU TATH pabouux JHEH co JHS MOTYyYeHUS 3aKJIIOUYCHHUS KOMHUC-
CHH JKCIIEPTOB IO PE3yabTaTaM DKCIEPTHU3bl KAYECTBA YKa3aHHOM B 4acTH | HACTOSILIEN CTaTbU
(dapmarnieBTHYECKON CyOCTaHLIMM, YIOJHOMOYEHHBINH (efepabHblii OpraH HCIOJIHUTEIbHON
BJIACTH:

1) ocyliecTBISIET OLIEHKY TAKOI'0 3aKJIIOUEHHS IS ONPEIEICHHUSI €ro COOTBETCTBUS 3aj1a-
HUIO Ha MPOBEJICHUE JAaHHOU SKCTICPTU3HI,

2) npUHUMAET pelIeHne O BKIIIOUYCHUH YKa3aHHOHM B yacTH | HacTosIel ctaTbu (papmares-
TUYECKOM CyOCTaHIIMM B rOCYJAapCTBEHHBIH peecTp JIEKApCTBEHHBIX CPEJCTB MM PELIeHHEe 00
OTKa3€ B TAKOM BKJIIOUECHUH;

3) BHOCHT IIPH NPHUHATHH PEIICHUs O BKIIOYCHUH YKa3aHHOMW B 4acTHU | HACTOSAIIEH CTaTbH
(dapmarieBTUYECKON CYOCTaHIIMHM B TOCYAApPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPENCTB Ipey-
CMOTPEHHYIO 4acThlo 2 cTtaTthu 33 HacTosimiero denepalbHOro 3aK0Ha HHPOPMAIIUIO U YBEIOM-
JsieT 00 3TOM B JIEKTPOHHON WIIM MMCbMEHHOM (OopMe 3asBUTEIIS.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 27.12.2019 N 462-D3)

9. OcHoBaHMEM JUI OTKa3a BO BKIIOYEHHWU YKa3aHHOW B yacTu | HacTosIeH cratbu Qap-
MalleBTUYECKON CYOCTaHIIMM B TOCYJApCTBEHHBIM peecTp JEKapCTBEHHBIX CPEICTB SBISETCA
3aKJIFOYCHHE COOTBETCTBYIOILIETO YMOJIHOMOYEHHOTO (heaepanibHOr0 OpraHa HCIHOJIHUTEIbHOM
BJIACTH O TOM, YTO KauyecTBO (papMalleBTUYECKON CyOCTaHLIMU HE MOATBEPKAECHO NOIYyYEHHBIMU
JTAaHHBIMHU.

(uactp 9 BBenena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3; B pen. PenepanbHOrO 3a-
koHa ot 04.06.2018 N 140-D3)



10. He nomyckaeTcsi BKIIIOUEHHE B TOCYJApPCTBEHHBIN PEecTp JEKAPCTBEHHBIX CPEJCTB OJI-
HOM (papMarieBTUYECKON CYyOCTaHIINU, IPOU3BEACHHOM VISl peau3aliy U BBITYCKAeMON OTHUM
U TEM K€ IIPOM3BOJIUTENIEM, B BUIE ABYX U OOJIee PeeCTPOBBIX 3aMUCEH.
(uactp 10 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

11. BHecenne M3MEHEHH B JOKYMEHTHI Ha (apMaleBTUYECKYIO CYOCTAHIIMIO, TTPOU3BE-
JNEHHYIO JJIS peaju3allii U BKIIOUEHHYIO B TOCY/IapCTBEHHBINH PEECTp JIEKApCTBEHHBIX CPEICTB,
OCYLIECTBIISIETCS B MOpsAKe, ycTaHOBIEHHOM cTaThiMmu 30 u 31 Hactosiero denepanbHOro
3aKOHA, C YIUIATOM TOCYIAapCTBEHHOW MOILUJIMHBI, TPEAYCMOTPEHHON 3aKOHOAATEIhLCTBOM Poc-
cuiickoit denepanuu o HaIoOrax u coopax.

(uactb 11 BBegena denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-D03)

12. lomyckaetcst oOparieHue GpapMaieBTUIeCKuX CyOCTaHIIUN, IPOU3BEICHHBIX I pea-
JW3alMH, B TCYCHHE CTa BOCHBMHJIECITH JHEH 110 WM TOCIIe MPHHATUS YIIOJHOMOYCHHBIM (erie-
PATBHBIM OPTaHOM MCTIOJTHUTEILHON BIACTH PEUICHHS O BHECEHUU M3MEHEHUN B JJOKYMEHTHI Ha
(apMarieBTHYECKYI0 CYOCTaHIIMIO, TPOU3BECHHYIO ISl peai3allii U BKIIOUCHHYIO B TOCYyIap-
CTBEHHBIN peecTp JIEKaPCTBEHHBIX CPECTB.

(uactb 12 BBegeHa denepaabHbIM 3akOHOM OT 22.12.2014 N 429-03)

13. Pemenne 00 MCKIIOUEHHHM U3 TOCYAApCTBEHHOTO PEECTpa JICKApCTBEHHBIX CPEICTB
(dapmaneBTHYECKON CyOCTaHIIMH, MPOU3BEACHHON JUIS pealn3aldy, IPUHUMACTCS YHOJTHOMO-
YEeHHBIM (heZiepaibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIACTH B CIIydae:

1) mpexncraBiaeHUs] COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (hefiepaibHbIM OpPraHOM HCIIOJ-
HUTEJIBHON BJIACTH 3aKJIIOYCHHS O PUCKE MIJIM 00 Yrpo3e KH3HH MIIH 3J0pOBBIO YelIOBeKa JINO0
YKUBOTHOT'O IIPU HCIOJIb30BaHUH JIEKAPCTBEHHOTO CPE/ICTBA;

2) mojaun pa3padOTUUKOM JIEKAPCTBEHHOT'O CPEICTBA MM MPOU3BOJIUTENEM JIEKAPCTBEH-
HOTO CPEJICTBA JINOO YIOJTHOMOYEHHBIM MMHU JPYTUM IOPHANYECKUM JIMIIOM 3asBICHHS 00 HC-
KJIIOYEHUH W3 TOCYAAPCTBEHHOTO PEECcTpa JICKApCTBEHHBIX CPEACTB (hapMaIleBTHYECKOH CyO-
CTAHLIUY, IPOU3BEJCHHON Ul peanu3aluu;

3) orcyrcTBUs (papManeBTUYECKON CyOCTaHLIMU, MPOU3BEIACHHOM AJIs peaju3aluu, B 00-
pamenun B Poccutickoit deneparuu B TeUCHUE TpeX U OoJiee JieT.
(vactp 13 BBenena deaepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03)

Cratses 35. YTpartnia cuiy c¢ 1 uroas 2015 roaa. - @enepaibHblii 3akoH ot 22.12.2014
N 429-@3.

Crarba 36. O0:xasioBaHue penieHnsi 00 0TKa3e B BblIavye pa3pellieHUs1 Ha PpoBeIeHue
KJIUHUYECKOT0 MCCJIeI0BAHNUS JIEKAPCTBEHHOIr0 Mpemnapara, pemieHuss 00 oTkKaze B rocy-
AApPCTBEHHOI PerucTpanuM JeKapCTBEHHOIro Mpenapara, 3aKk/JIl4YeHusi KOMHCCHHU JKCIep-
TOB IKCNEPTHOTO YUPEKICHUS UM 3aKIIYEHUS COBETA M0 ITHKE

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

Perienne cooTBETCTBYIOIIETO YIOJIHOMOYEHHOIO (eepaIbHOIO OpraHa MCIOJHUTEIbHON
BJIACTH 00 OTKa3e B BbIJaye pa3pelIeHUs HA MPOBEICHHE KIMHHUYECKOTO HUCCIIEIOBAHUS JIeKap-
CTBEHHOTO Ipenapara, peleHHe yKa3aHHOro (eiepabHOr0 OpraHa UCIIOJHUTEIBHON BIIacTH 00
OTKa3e B IOCYJapCTBEHHOM PETUCTpALUU JIEKAPCTBEHHOI'O IIperapara, 3aKIYeHUue KOMUCCHUH
9KCHEPTOB HKCHEPTHOIO YUPEKIACHHUS MM 3aKIIOUCHHE COBETA 110 3TUKE MOXET ObITh 00KaJlo-
BaHO B IOpAJKE, YCTAaHOBJIEHHOM 3aKoHoAarenbcTBOM Poccuiickoit denepannu. 3axnrodeHue
KOMHCCHH DKCIEPTOB JKCIIEPTHOTO YUYPEKACHHUS O B3aMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX IIpe-
napaToB Ul MEAULMHCKOTO MPUMEHEHHs MO0 O TOM, 4TO JIEKAPCTBEHHBIN Ipenapat A Me-



JUIIMHCKOTO MPUMEHEHUS HE ABISETCS B3aMMO3aMEHSIEMbIM, MOKET OBITh 00XaJlOBaHO JeprKa-
TEJIEM WIN BIIAACIbLEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO IIpenapaTa B yrodi-
HOMOUEHHBIN (peiepabHbIil OpraH UCIOJHUTEIBHON BIIACTH, KOTOPBIM MPHUBIEKAET K PacCMOT-
PEHMIO YKa3aHHOM »aj00bl IOJBEIOMCTBEHHBIE €EMY Hay4YHbIE OpraHU3alui U 00pa3oBaTeIbHbIE
OpraHu3alliyi BBICIIETO 00pa30BaHHUs, OCYLIECTBISIOIINE JEATENLHOCTh B cepe oOpaiieHus
JICKapCTBEHHBIX CPEACTB. 3aKJIIOYEHHE KOMHUCCHUU OKCIIEPTOB DSKCIIEPTHOTO YUYPEKICHMUS,
oopMIIeHHOE N0 UTOraM IepecMOTpa O0KAIOBAaHHOTO 3aKIIIOUCHHS IKCIEepPTa, MOXKET ObITh
OCIIOPEHO JEpXKATEIIEM HIIM BIAACIbLEM PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapara Ju00 YIMOJIHOMOYEHHBIM MMM JIMLIOM B TIOPSZIKE, YCTAHOBICHHOM 3aKOHOJATElb-
ctBoM Poccutickoit @enepanuu. [Ipu 06kamoBaHUM pelieHUsT YIIOJTHOMOYEHHOTO (deepaibHOTO
OpraHa MCIIOJIHUTEIbHON BIACTH, 3aKIOYEHHSI SKCIIEpTa WIIM KOMUCCUHU IKCIIEPTOB HKCIIEPTHOIO
YUPEXKIEHUS, 3aKII0YCHHS COBETA 10 3THKE JIEPKaTeNb WU BJIAJENICL PETUCTPALMOHHOIO yI0-
CTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Ju00 YIOJTHOMOUYEHHOE UMH JIUIIO BIIPAaBE MPEICTABUTD
Pe3yJIBTaThl SKCIEPTU3BI JICKAPCTBEHHOT'O MpeIapara, IPOTOKOJIbI MOTYYCHHBIX aKKPEIUTOBAH-
HBIMU HCIIBITATEIbHBIMU JIAOOPATOPUSAMH (LIEHTPAMHU) pe3yJIbTaTOB UCCIEIOBAaHUM, UCTIBITAHUI.
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

Crarbsa 37. Undopmanusi, CBA3aHHASI € OCYIIECTBJIEHHEM IOCYyJIapCTBEHHOH peru-
CTPAllUM JIEKAPCTBEHHBIX NpenaparoB, MHGoOpMamusi O 3apPeruCTPMPOBAHHBIX JeKap-
CTBEHHBIX Mpenaparax U JeKaAPpCTBEHHbIX Npenaparax, HCKJIIYEHHbIX U3 roCyAapcTBeH-
HOT'0 peecTpa JeKapCTBEHHBIX CPEICTB

1. CooTBeTCTBYIOUIMI YHNOJTHOMOYECHHBIN (peepanbHblii OpraH HCIOJHUTEIHHON BIACTH
pasmeniaer Ha cBoeM oduIMaTbHOM caiite B cetu "HMHTepHer" mH()OpMaIuioo, CBI3aHHYIO C
OCYILIECTBJIEHUEM TI'OCYAAPCTBEHHOM DPETUCTpPALUU JIEKAPCTBEHHBIX IPENApaTOB, B TOM YHUCIIE
MPOBEJCHUEM 3KCIEPTU3bl JICKAPCTBEHHBIX CPENCTB (BKIOYAs pPE3yJbTaThl €€ MPOBEACHHS),
UH(OPMAIIHIO O 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MperapaTax M JEKapCTBEHHBIX Mpernapa-
Tax, UCKJIIOYEHHBIX U3 TOCYIAPCTBEHHOI'O pEeecTpa JIEKapCTBEHHBIX CPEICTB, HE MO3JHEE YeM
yepe3 MATh pado4yMX JHEH cO JHS MOMyYeHHs YIOJIHOMOYEHHBIM (erepaabHbIM OpraHoOM HC-
MOJTHUTEJIbHON BJIACTH COOTBETCTBYIONICH HH(POPMAIIHH.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 02.08.2019 N 297-D3)

2. Cpoku ¥ MOPSIOK pa3MENIeHUs1 yKa3aHHOW B yacTu | HacTosmied cTtaTbu WHMOpMAIuu
YCTaHABIMBAIOTCS YIOJTHOMOYCHHBIM (efepaTbHbIM OpPraHOM HUCIOJHUTENbHOW Biactu. MH-
dbopmarusi, ykazaHHasi B 9acTH | HACTOSIICH CTaThH, SABISETCS OTKPHITOW W OOIIETOCTYITHON U
MPEIOCTaBISACTCS 3aUHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUU C 3aKOHOJATEILCTBOM Poccuii-
ckoit dexpeparumu.

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

I'maBa 7. KIMHUYECKHUE UCCJIEJJOBAHUSA JIEKAPCTBEHHBIX
IMPEITAPATOB JJIsI MEJUIIUHCKOI'O IPUMEHEHMSA, TOI'OBOP
Ob UX IPOBEJEHUMU, ITIPABA TAHUEHTOB, YYHACTBYIOIIIUX
B 9TUX UCCJIIEAJOBAHUAX

Crarba 38. KuimHuyeckue uccieq0BaHMs JIEKAPCTBEHHbIX MpPeNnaparoB JAJs MeaH-
HMHCKOr0 NPUMEeHeHN sl

1. KnnuHuueckue uccineoBaHus JICKaPCTBEHHBIX MPEnapaTroB A MEIUIUHCKOTO MpUMe-
HEHUS, B TOM YHCIIe MEeXAYHAapOIHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, IOCTPETUCTPALIUOH-
HbI€, TIPOBOJATCA B OJHOM WM HECKOJbKMX MEAMIIMHCKUX OPraHu3alUsiX B COOTBETCTBUU C
IpaBUJIaMy HaJAJeXaleld KIMHUYECKOM NMPaKTUKU, YTBEPKIEHHBIMH YIOJHOMOYEHHBIM Qere-
pajbHBIM OPraHOM HUCTIOJHUTEIBHOM BIACTH, COOTBETCTBEHHO B CJIEIYIOLIUX IIEJISIX:



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

1) ycraHoBieHHne 6€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB AJis 30POBBIX JOOPOBOJIBLIEB
U (WIHM) MePEeHOCUMOCTH MX 370POBBIMU TOOPOBOIBIIAMH, 32 UCKIIOUEHUEM TaKUX HCCIIEI0Ba-
HUM JICKAPCTBEHHBIX MpenapaToB, MPOU3BEACHHBIX 3a npeaenamu Poccuiickoit @enepanuu;

2) noabop ONTHMANIBHBIX J03UPOBOK JIEKAPCTBEHHOTO IpenapaTa U Kypca JICUeHUs s
NAIMEHTOB C ONpEAETICHHBIM 3a00JIeBaHHEM, ONTUMAIIBHBIX /103 U CXEM BaKLMHAIIMU UMMYHO-
OMOJIOTHYECKUMH JIEKAPCTBEHHBIMU IIPENapaTaMy 3I0POBBIX JOOPOBOJIBIIEB;

3) ycraHOBiIeHHE 0€30MaCHOCTH JICKApCTBEHHOTO Tpernapara u ero 3G(EKTUBHOCTH I
NAIMEeHTOB C ONPEAETICHHBIM 3a00JeBaHNueM, MPOPUIAKTHIECKOH 3((HEKTUBHOCTH HUMMYHOOHO-
JOTUYECKUX JIGKapPCTBEHHBIX MPENapaToB Ui 370POBBIX JOOPOBOJIBIIEB;

4) n3ydeHre BO3MOYKHOCTU PaCIIMPEHMs MOKAa3aHWM JUIsl MEAMLMHCKOIO NPUMEHEHUs U
BBISIBJICHUSI paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUN 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPEnapaToB.

2. B oTHOmEHUWM BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX IPENAPATOB ISl MEIUIIMHCKOTO
MPUMEHEHUS TIPOBOISITCS MUCCIICIOBAHMS OMOIKBUBAICHTHOCTH U (MITM) TEPAIEBTUYECKON IKBH-
BAJICHTHOCTH B TIOPSJIKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (he/lepaIbHBIM OPTaHOM HCITOJTHH-
TEJILHOI BIIACTH.

3. OpraHu3auuio TPOBEACHUS KIMHUYECKUX MCCIIEAOBaHUN JIEKApCTBEHHOrO Mpemnapara
AJId MCAUIUHCKOT'O MPUMCHCHU A BITPABC OCYIICCTBIIATD:

1) pa3paboTuuK JeKapCTBEHHOI'O Iperapara Wik yIoJHOMOYEHHOE UM JIUIIO;

2) oOpa3oBarebHbIC OPraHU3alMHN BBICIIETO 00pa30BaHMs, OPraHU3AIMU JTOTIOTHUTEIEHO-
ro nMpo¢eCCHOHATHFHOTO 00pa30BaHNS,
(m. 2 B pea. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4yHO-HUCCIIEeI0BATENIbCKIE OpraHU3aliu.

4. Knunuueckue HUCCIICAO0BAaHUA JICKAPCTBCHHOI'O IIpCriapaTa AJid MCAULIUHCKOTO MPUMCHC-
HUS TIPOBOJSTCS HA OCHOBAaHHMM pa3pelleHUs Ha MPOBEJIeHUE KIMHUYECKOrO HCCIIEeIOBaHUS Jie-
KapCTBEHHOTO Tperapara, BbIJIAHHOTO YIIOJIHOMOYEHHBIM (elepalbHbBIM OpPraHOM HCIIOJIHU-
TEIHLHON BIACTH. YTIOJHOMOYEHHBIN (efepaabHbIii OpraH MCIOJHUTEIHLHOW BJIACTH BENET pe-
CCTPp BbIAAHHBIX pa3pemeHI/1171 Ha MOPOBCIACHUC KIMHHUYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ JICKAapCTBCHHOT'O
npernapara, cofepaliuii ykazaHue Ha UX LeJIb WIHM LEeNH, B YCTAaHOBICHHOM 3TUM OPraHOM TIO-
pAIKe.
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuiy ¢ 1 utons 2015 roga. - @enepanbhblii 3akoH oT 22.12.2014 N 429-03.

6. K opranuzaiuu npoBeieHUs KIMHUYECKUX MCCIEAOBAHUM JIEKApCTBEHHOrO IMpenapara
JUIE MEULMHCKOTO MPHUMEHEHHs pa3pabOTYMKOM JIEKAPCTBEHHOTO Ipernapara MOTYT IpHBIIe-
KaThCsl FOPUINYECKHE JIUIA JTI000H OpraHu3aimOHHO-IPABOBOM ()OPMBI MPU YCIOBUH OOecTieye-
HUS COOTBETCTBHUSA 3TUX I/ICC.HGI[OBaHI/Iﬁ TpGGOBaHI/IHM HACTOALICTO d)e;[epanbﬂoro 3aKOHa.

7. KnuHu4ueckne MCCIen0BaHus JIEKAPCTBEHHBIX NPENapaToB UIsl MEAUIIMHCKOTO IPHUMeE-
HEHMS MPOBOAATCS B MEIUIIMHCKUAX OPTaHU3AIMAX, aKKPEIUTOBAHHBIX YITOJHOMOYEHHBIM (heze-
paJIbHBIM OPraHOM HMCIIOJIHHUTEIBHOM BIACTH B MOPAIKE, ycTaHOBIeHHOM IIpaBurensctBom Poc-
curickon denepanuu.



8. IlepeueHp MEIULIIMHCKUX OpraHU3alUil, UMEIOIUX MPABO MPOBOINUTH KIMHUYECKHE HC-
CJIEZIOBAHUS JIEKAPCTBEHHBIX MIPENApaToB A MEAULUHCKOTO IPUMEHEHUs, U PEECTp BbIJaHHBIX
pa3pelieHnii Ha IpoBeIeHNe KIMHUYECKUX HCCIeI0OBaHNN JIEKapCTBEHHBIX MPEnapaToB omyou-
KOBBIBAIOTCS U Pa3MELIAIOTCs YIOJTHOMOUYEHHBIM (elepallbHbIM OPraHOM MCIIOJIHUTEIbHON Bila-
CTH B YCTAaHOBJICHHOM MM TOPsI/IKE HA CBOEM O(HIMaILHOM caiiTe B ceTH "MHTepHet".

Crartbs 39. PemieHue 0 npoBeleHUN KJIMHHUYECKOT0 HCCJIEOBAHUSA JIEKAPCTBEHHOIO
npenapara jaJjsi MeIMIUHCKOr0 MpUMeHeHusl
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Kimuuuueckoe HCCICAOBAHUC JICKAPCTBCHHOI'O IIpCriapaTa JJIsI MCAUIIUHCKOTI'O IMTPUMCHC-
HUSl IPOBOAMTCA HAa OCHOBAHUU Pa3pelICHUs Ha MPOBEACHUE KIMHUYECKOTO HCCIIEeI0OBAaHUS Jie-
KapCTBEHHOTO TMperapara, BbIJIAHHOTO YIIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIIOJIHH-
TEIbHOU BJIACTU MO pe3yjbTaTaM IKCIEPTU3bI JOKYMEHTOB, HEOOXOIUMBIX ISl MTOJIy4YEHUs pa3-
pElIeHUs] Ha MPOBEACHUE KIMHUYECKOIO MCCIEAOBaHUsS JIEKAPCTBEHHOIO IMperapaTa U dTUYe-
CKOM 3KCIIEPTHU3HI.

2. Jlna moisiydeHHus paspelleHHs Ha NPOBEACHHE KIMHMUYECKOTO HCCIIEIOBaHMS JeKap-
CTBEHHOI'O Ipernapara Juisi MEIULIUHCKOTO NIPUMEHEHMS 3asBUTEIb IIPEACTABIIAECT B YIIOJIHOMO-
YEeHHBIN (hefepabHbIA OpraH UCIIOJHUTEIBHON BIACTH:

1) 3asiBIeHNE O BbIAayYe pa3pelleHus Ha MPOBEIECHUE KIIMHUYECKOTO MCCIEIOBaHUS JeKap-
CTBEHHOTO Tpernapara i MEJULIUHCKOTO TPUMEHEHUS;

2) KOMHHU JOKYMEHTOB, TIOATBEPXKIAIOIINX YILIATY TOCYAapCTBEHHOM MONUIMHEBI 3a TIPOBE-
JEHUE ITUYECKOM IKCIIEPTHU3BI, IKCIIEPTU3HI JOKYMEHTOB Ha JICKAPCTBEHHBIN mpenapar IJis Mo-
JYYCHUs pa3pelieHus Ha TPOBEICHIE KIMHUYECKOTO HCCIIeIOBAHMUS JICKAPCTBEHHOTO TIpenapaTa
AJId MCIUIUHCKOTO MPUMCHCHU A, 3a BblAa1y pa3pCHICHUA HA MPOBCACHUC KIMHUYCCKOTI'O UCCIIC-
JIOBaHUS JIEKAPCTBEHHOTO Tpernapara JUisi MEIUIMHCKOTO MPUMEHEHHS, 32 TIPOBEICHUE DKCIIEep-
TH3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpenapar Ui IOJy4CHMs pa3pellICHUs Ha IPOBEACHUE
MEXIyHAPOJHOTO MHOTOIIEHTPOBOTO KIMHMYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO Iperapara
AJd MCIUIUHCKOTIO INMPHUMCHCHUSA, 3a BblAady pPa3pCHICHUSA Ha MPOBCACHHUC MCKIAYHAPOIAHOTO
MHOTOIEHTPOBOTO KJIMHUYECKOTO MCCIICAOBAHMS JICKAPCTBEHHOTO Iperapara Jjisl MEeAHIIMHCKO-
ro MPUMEHEHHUS, 32 MPOBEICHUE ITUYCCKOW SKCIEPTHU3bI, IKCIEPTU3bI JOKYMEHTOB Ha JIEKap-
CTBEHHBIN TIperapar JUIsl MOJyYeHHsT pa3pelleHus] Ha MPOBEICHHE OCTPETHCTPAIMOHHOTO KITH-
HHUYCCKOTO HMCCICIOBAaHUA JICKAPCTBCHHOI'O Npcriapara Ajid MCAUITUHCKOI0O NpUMCHCHUS, 3a BbI-
Jlady pa3penieHus Ha MPOBEJCHUE MOCTPETUCTPAIIMOHHOTO KITMHHYECKOTO MCCIICIOBAHUS JIeKap-
CTBCHHOT'O IMpcIiapara JJIsI MCAUTTUHCKOTI'O IPUMCHCHU
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) MPOTOKOJI KIMHUYCCKOTO UCCICAOBAHUSA JICKAPCTBCHHOI'O IIpCriapaTta Ajid MCAUIUHCKOI'O
IMPUMCHCHUA,

4) Opomurropy BccIea0BaTes;
5) nHpOpPMaITMOHHBIH JINCTOK MAIUEHTA;

6) cBeneHus 00 ombITe pabOTHI HCCIeI0BaTENeH 110 COOTBETCTBYIOUINM CIIEHUAIBHOCTM U
UX OIBITE PA0OTHI 10 MPOBEICHUIO KIMHUYECKUX HCCIIEIOBAHNM;

7) cBeAeHMs O MEAMIMHCKMX OpraHM3alUsaX, B KOTOPBIX IPENIOJaracrcs INpPOBEIECHUE
KJIIMHUYECKOIO0 HCCIIENOBAaHMs JIEKAPCTBEHHOIO IpenapaTta Uil MEIULIUHCKOrO IPUMEHEHUs
(oJIHOE M COKpAaIlleHHOe HAaMMEHOBAHHWS, OPraHM3alMOHHO-TIPaBoOBas (opmMa, MECTO HAXOXKIe-



HUSL U MECTO OCYILECTBJICHUS NEATENBbHOCTH, TeledoH, Tenedakc, ajpec 3IEKTPOHHON MOYTHI
KaKJI0M MEAUITMHCKOW OpraHu3aIlim);

8) CBCACHUS O MPCANOJIaracMbIX CpoOKax NpPOBCACHUA KIIMHUYCCKOTO UCCICAOBAaHUA JICKAP-
CTBCHHOTI'O IIpfriapara 11 MCAUITHUHCKOI'O IPUMCHCHU A,

9) KOIIMIO JOroBopa 00s13aTEeIHLHOTO CTpaxoOBaHMs, 3aKIIIOYCHHOI'O B COOTBETCTBUU C TUIIO-
BbIMU IIpaBUJIaMU 00513aTeJILHOIO CTpaxoBaHHs, C YKa3aHHUEM npe/:[eanoﬁ YHUCJIICHHOCTH ITallv-
CHTOB, YYACTBYIOIIUX B KIIMHHUYCCKOM HCCICAOBAHWU JICKAPCTBCHHOTO Ipfcrapara AJid MCIOU-
IUHCKOI'O IPUMCHCHU A,

10) nnpopmanmio o cocraBe JIEKapCTBEHHOTO Mperapara JUisi MEAUIIUHCKOTO MTPUMEHEHHS;

11) mOKyMEHT, COCTaBJICHHBIH MPOU3BOJIUTEIEM JIEKAPCTBEHHOTO Tpemnapara isi MeIu-
LUHCKOTO NMPUMEHEHHUS U COJEPIKAIMN MOKa3aTeNn (XapaKTepUCTUKH), a TAK)KEe CBEJICHUS O Jie-
KapCTBEHHOM TMpernapare A METUIUHCKOTO MPUMEHEHMsI, MPOU3BEIECHHOM JIsi MPOBEICHUS
KIIMHUYECKUX HCCH@HOBaHHﬁ;

12) cBeneHust 0 are MPEAOCTABICHHUS M PETUCTPAIIMOHHOM HOMEPE JIMIICH3UU Ha MPOM3-
BOJICTBO JIEKaPCTBEHHBIX CPEJACTB B CiIy4yae, €CJIU MPOU3BOJCTBO JIEKAPCTBEHHOTO Ipemnapara
ocymecTBisiercs: B Poccuiickoit denepanuu, uiam CBEICHUS O 1aTe MPEAOCTaBICHUS U PETUCTpa-
[IUOHHOM HOMEpE 3aKJIOUEHHUS O COOTBETCTBUU IMPOU3BOIUTENS JICKAPCTBEHHOTO Ipemnapara
TpeOOBaHUAM TIPaBUJI HAAJICKAIICH TMPOU3BOJACTBEHHON MPAKTUKH, MTPEAOCTABICHHOTO YIOJIHO-
MOUYCHHBIM OpI‘aHOM CTpaHBI HpOI/ISBO,Z[I/ITeJIH HeKapCTBeHHOFO HpenapaTa.

(B pen. ®enepanbubix 3ak0oHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1. B cinyuyae HemnpencTaBieHHUs C 3asBICHHMEM O BblIaue pa3pellieHHs Ha IPOBEACHHE
KJIIMHUYECKOI'0 MCCIIEOBaHUS JIEKAPCTBEHHOTO IMpenapara Juisi MEIUIIMHCKOTO IPUMEHEHHS J10-
KYMEHTOB (CBEJICHUI1), MMOATBEPKAAIONINX YIUIATY TOCYIapPCTBEHHON MOIUIMHBI U YKa3aHHBIX B
MyHKTE 2 4acTH 2 HACTOAIIEH CTaThH, a TAK)KE BbIIaBAEMbIX (IIPEIOCTABISIEMbIX) YIIOJTHOMOYEH-
HBIMH (eIepaTbHBIMU OpraHaMH UCIOTHUTEIBHON BIACTH JOKYMEHTOB (CBEICHUN), yKa3aHHBIX
B MyHKTe 12 gacTu 2 HACTOSIIIEH CTaThH, YIIOJHOMOYCHHBIN (eepaabHbIii OpraH HCTIOTHUTEb-
HOW BJIACTHU 3alpallvBacT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B MOPSJIKE MEKBEIOMCTBEHHOIO
MH(OPMALMOHHOTO B3aUMOJCHCTBHUSI.

(vactp 2.1 BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

3. B cpok, He npeBhIIaonuil MATH pabovnXx THEH CO JTHS MPUHATHS YKA3aHHOTO B ITYHKTE
1 wacTu 2 HacTOSIIEH CTaThH 3asABICHHUS U HEOOXOAUMBIX JOKYMEHTOB, YIOJHOMOUYEHHBIN (he-
JIepaIbHbIA OPraH UCIIOJTHUTEILHON BIIACTH:

1) mpoBOOUT NPOBEPKY MOIHOTHI U TOCTOBEPHOCTH CBEJIEHUM, COAEPKAIIMXCS B IIPECTAB-
JICHHBIX 3asBUTEJIEM JOKYMEHTAX;

2) NpUHUMAET PEIIEHHWE O MPOBEACHUM SKCHEPTU3bl JOKYMEHTOB JJIsl MOJYYEHHUs paspe-
LIEHHUs Ha MPOBEICHUE KIMHUYECKOI0 UCCIIEI0BAHMS JIEKAPCTBEHHOIO Mpenapara il MeIULUH-
CKOTO NMPUMEHEHHS U STUYECKON IKCTIEPTU3HI WK 00 OTKa3e B MPOBEACHUN YKAa3aHHBIX dKCIIEp-
TH3;

3) yBeZOMIISET B 3JIEKTPOHHOM (opMe Wi Ha OyMa)KHOM HOCHTEJIE 3asiBUTENSI O IPUHITOM
pelieHny ubo B ciay4yae MPUHATHS peleHus: 00 0TKa3e TakKe ¢ yKa3aHHeM IPUYUH TaKoro OT-
Ka3a;

4) moAroTaBIMBAET U HAMPABISET B OKCIEPTHOE YUPEXKACHUE U COBET M0 ITUKE 3aJaHHE Ha
IIPOBEJEHUE COOTBETCTBYIOLINX IKCIIEPTH3.



4. B cnyyae BbISIBICHUS HEMOJHOTHI M (MJIM) HEIOCTOBEPHOCTH MH(OpPMAIMH, COIepKa-
nieiics B MpEACTaBIECHHBIX 3asBUTENIEM JIOKYMEHTaX, YIOJIHOMOYEHHBIN (enepaabHbli OpraH
UCTIOJIHUTENIHOW BIIACTH HAIIPABIISET 3asBUTEIIO 3apoc 00 YTOYHEHHWH yKa3zaHHOW HMH(popMa-
nuu. JlaHHBIA 3ampoc MOXET OBbITh MepelaH YINOJHOMOYEHHOMY MPEACTABUTENIO 3asBUTENS
JMYHO IO/l PAaCIMUCKY, HAalpaBJeH IO MOYTE 3aKa3HbIM IMMCbMOM WM NEPEAAH B 3JIEKTPOHHOU
dbopMe 1o TeIeKOMMYHHKALlMOHHBIM KaHajaM CBsI3U. B ciiyuae HampaBieHUs JaHHOTO 3ampoca
[0 TIOYTE 3aKa3HbIM IMCbMOM OH CUMTAETCS IMOJYYEHHBIM [0 MUCTEUEHMM ILIECTU THEN C JaThl
HAIpaBJIEHUS 3aKa3HOTO MHCbMa. 3asBUTENb 005S3aH MPEICTaBUTh OTBET HA 3alpoC YIOJIHOMO-
YEHHOTO (heIepalIbHOTO OpraHa MCIOJHUTEIHHON BJIACTH B CPOK, HE MPEBBIIIAIOIININ JEBIHOCTA
pabouux mHeW co maHs ero moiydeHus. Cpok, yKa3aHHBIH B 4acTH 3 HACTOSAIICH CTaThH, MPHU-
OCTaHABIIMBACTCS CO JIHS HAINpaBJICHUS 3asBUTENIO 3alpoca YIOJIHOMOYEHHOTO (eaepaabHOro
OpraHa MCIIOJIHUTEIbHON BJIACTH 10 JHS MOJTYYEHUS] UM COOTBETCTBYIOIIETO OTBETA U HE YUUTHI-
BaeTCs MPU MCUYHCICHUM CPOKa MPUHATHUS YIOJIHOMOYEHHBIM (eiepabHbIM OpPraHOM HCIIOTHU-
TEJIbHON BJIACTHU PELIECHUS O MPOBEACHUH IKCIEPTU3BI TOKYMEHTOB ISl OJTyYEHUs pa3peleHus
Ha MPOBEACHNUE KIMHUYECKOIO HMCCIEAO0BAaHUS JIEKApCTBEHHOIO Npenapara Ajis MEAULIHUHCKOIO
MPUMEHEHHUS.

5. OcHoBaHMEM JUIs OTKa3a B MPOBEACHUM DKCIIEPTU3bI TOKYMEHTOB I MOJY4YEHUS pas3-
pEILICHNs Ha MPOBEICHUE KIMHUYECKOrO MCCIENOBaHMs JICKAPCTBEHHOIO Ipenapara Ui MeIu-
LUHCKOIO IPUMEHEHUS U 3TUYECKON IKCIIEPTU3BI SBIISICTCS IIPEACTABICHUE JOKYMEHTOB, IIPEy-
CMOTpPEHHBIX YaCThIO 2 HACTOSIIEH CTaTbU, B HETIOJIHOM 00bEME, HEMPEACTABICHUE 3asBUTEIEM
B YCTAQHOBJICHHBIM CPOK OTBETA HAa YKA3aHHBIM B 4acTU 4 HACTOSIIEN CTATbU 3allpoC YIOJHOMO-
YEHHOT0 (pe/iepanbHOro OpraHa MCIOJHUTEIbHON BJIACTH JIMOO OTCYTCTBHE B IPEICTaBICHHBIX
JOKYMEHTAaX HCUYEPIBIBAIOIIETO MepeyHsl HeoOXoauMol nHpopManuy Wik uHpOpMaIuu, KOTo-
past JoJKHA OBITh OTpaXKeHa B HUX, a TAK)Ke OTCYTCTBHE MH(pOpMALMU, OATBEpKAAOLIEeH (pakT
YIUIaThl TOCYAAPCTBEHHON IOIIMHBI 3@ IPOBEACHUE 3THUYECKOU DKCIIEPTU3BI, SKCIEPTU3BI J10-
KYMEHTOB Ha JICKAPCTBEHHBIN IIpenapar [Ulsl MOJIy4YeHUs Pa3pelIcHUs Ha IPOBEACHUE KIIMHUYE-
CKOI'0 MCCJIEIOBAaHUsI JIEKAPCTBEHHOI'O Iperapara Uil MEIULUHCKOrO IIPUMEHEHHUs, 3a BblIady
paspelleHns Ha NIPOBEICHUE KIMHUYECKOTO UCCIEI0BaHUs JIEKAPCTBEHHOTO IIperapara i Me-
JULUHCKOrO MPUMEHEHUS, 3a IIPOBEACHUE DKCIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBIN IIpera-
paT AJI MOJIy4EHHUs pa3pelleHns Ha IPOBEICHUE MEXIYHAPOAHOIO MHOTOLICHTPOBOT'O KIIMHHYE-
CKOI'0 MCCIJIEIOBAaHUsI JIEKAPCTBEHHOI'O Ipernapara Uil MEIULUHCKOrO IIPUMEHEHHUs, 3a BblIady
pa3pelleHns Ha MPOBEACHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOIO KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara Il MEJULUHCKOIO NPUMEHEHHUs, 3a IPOBEICHUE ITUYECKOM JKC-
NEPTU3BI, DKCIIEPTU3BI TOKYMEHTOB Ha JIEKAPCTBEHHBIN Ipenapar [Ulisl NOJyYeHUs! pa3pelIeHus
Ha MPOBEJECHUE MOCTPETUCTPALIMOHHOIO KIIMHUYECKOIO0 UCCIIEIOBAHMs JIEKAPCTBEHHOIO Ipera-
paTta Ay MEJUIMHCKOTO NPUMEHEHHs, 3a BbIIady pa3pelleHus Ha NMPOBEACHUE IOCTPErUCTpa-
LIUOHHOTO KIMHUYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOIO Ipernapara Uil MEIULUHCKOIO IIpH-
MEHEHHUS.

6. IlpoBeneHue sKcrepTU3bl JOKYMEHTOB JUIsl MOJYYEHMsI pa3pellieHUs Ha IPOBEJIECHUE
KJIMHAYECKOr0 MCCIIEIOBAaHUs JIEKapCTBEHHOIO Mpenapara sl MEIULHUHCKOTO NMPUMEHEHUS U
ATUYECKOM IKCIEPTU3BI, COCTABICHHE KOMUCCUEN IKCIIEPTOB U COBETOM 10 ATHKE 3aKJIFOUEHUH O
BO3MOYKHOCTH HWJIM HEBO3MOXXHOCTH NPOBENECHUSI TAaKOro KIMHUYECKOrO HCCIEIOBAaHUS U
HalpaBJIeHUE STUX 3aKJIIOUYEHUI B YMOJHOMOYEHHBIH (enepaibHbIil OpraH HCIOJIHUTEILHON
BJIACTH OCYLIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOMNN TPUILIATH padOYuX THEH co AHS Moiyde-
HUS 9KCIEPTHBIM YUYpPEXKIECHUEM 3aJaHHs YIOJHOMOYEHHOTrO (eepaJbHOr0 OpraHa MCIOIHH-
TEJIbHOW BJIACTH C MPUJIOKEHUEM JOKYMEHTOB, yKa3aHHbIX B NyHKTax 3, 4, 10 u 11 wactu 2
HACTOSIIEH CTaTbU, U COBETOM IO ATHKE 3aJ[aHUsl YIIOJIHOMOYEHHOTO (heaepaqbHOro opraHa uc-
MOJTHUTEIBHOU BJIACTU C MPUJIOKEHUEM TOKYMEHTOB, YKa3aHHBIX B MyHKTax 3 - 6, 8 u 9 wactu 2
HACTOSILEN CTaThH.

7. B cpok, HEe MPEBBIMIAIONINN MATH PadOUNX JHEW CO THS MONTYYSHUS 3aKIIOYEHUH, yKa-



3aHHBIX B YaCTH 6 HACTOSAIIECH CTaThbU, YIIOJIHOMOYEHHBIN (heaepanbHbIi OpraH NCIOTHUTEIbHOM
BJIACTH:

1) OCYHICCTBJIACT OLICHKY MOCTYIIHMBIINX 3aKJIFOUYCHUN IJId ONIPCACIICHUA UX COOTBCTCTBHUA
3aJaHusAM Ha MPOBEACHUEC COOTBETCTBYIOIIUX SKCIICPTU3;

2) NpUHUMAET PELIEHUE O BbIaYe Pa3peLICHUs Ha MIPOBEIECHUE KIMHUYECKOTO MCCIEA0Ba-
HUS JIEKApCTBEHHOT0 Mpernapara Jilsi MEeIUIUHCKOI0 IPUMEHEHHs WK 00 OTKa3e B BblJaue yKa-
3aHHOT'O Pa3pELICHNUS;

3) BbIIaeT paspenieHHe Ha MPOBEACHHE KIMHUYECKOTO HCCIEAO0BaHUS JIEKapCTBEHHOTO
mpernapara Jjis MeAUIIMHCKOTO TPUMEHEHHS UM pelieHre 00 0TKa3e B BhIade YKa3aHHOTO pa3-
pelIeHus ¢ yKa3aHueM MPUYUH OTKa3a.

8. OcHOBaHHEM IJId OTKa3a B BbIAA4YC pa3pClICHHA Ha MPOBCACHUC KIIMHHUYCCKOI'O UCCIIC-
AO0BaHUA JICKAPCTBCHHOI'O Ipferapara A MCIUIHWHCKOrO NpUMCEHCHUA SABJIACTCA HAJIWMYHC 3a-
KIIFOYCHHUA KOMUCCHUU SKCIICPTOB WJIN 3aKIIFOYCHHUA COBCTA 11O 3TUKE O HCBO3MOXXHOCTU IIPOBCIC-
HUS KIIMHUYCECKOTO UCCIICAOBAaHUA JICKAPCTBCHHOI'O Iperiapara 1 MCAUIIUHCKOTro IpUMCHCHUA
110 pe3yJibTaTaM IMPOBCACHHBIX SKCIICPTU3, NPCAYCMOTPCHHBIX YaCTbhIO 6 HaCTOSIIEH CTaThH.

9. Pemenne 06 oTka3e B MPOBEACHUH SKCIEPTH3bI TOKYMEHTOB ISl TIOJYYEHHUS paspelie-
HHUA Ha HpOBe,Z[eHI/Ie KIIMHUYCCKOI'O HMCCJICIOBAaHUS HeKapCTBeHHOI‘O HpenapaTa A MECIOUIIUH-
CKOT'O MPUMEHEHHS U dTHYECKOM DKCIIEPTU3bI U B BBIJIaUe pa3pelICHHs Ha TPOBEICHUE KITMHUYEC-
CKOTI'O UCCJICA0OBaHUA HeKapCTBeHHOI‘O HpenapaTa IJIA MECOUIITUHCKOI'O HpI/IMeHGHI/IH MOXKET 6I>ITB
00’kajI0BaHO B MOPSIKE, YCTAHOBJICHHOM 3aKoHOAaTebcTBOM Poccuiickoit deneparumn.

Crarbs 39.1. DTHUeckas IKCHePTUH3A
(BBeneHa denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

1. Otuyeckas OKCIICPTHU3a MPOBOAUTCA COBCTOM IO 3THUKC, CO3AAaHHLIM B IOPAAKE, YCTa-
HOBJICHHOM YIIOJTHOMOYCHHBIM Q)eﬂepaﬂbHHM OopraHomM HCITOJIHUTEILHOMN BJIaCTH, B LICIIAX BbI-
Jadyn 3aKIHOYCHUS 00 3THYECKOM OOOCHOBAHHOCTH BO3MOXKHOCTHU MPOBCACHUA KIIMHUYCCKOTO
HCCIICAOBAHUS JICKAPCTBCHHOI'O IIperiapaTta Al MEAULIUHCKOTO ITPUMCHCHU.

2. DKcnepTamMH COBETa MO ITHKE MOTYT OBITh MPEJCTaBUTENIN MEAUIIMHCKUX OpraHU3alni,
HAy4YHBIX OpraHu3aluid, 00pa3oBaTeIbHBIX OpraHU3aIMil BBICIIEr0 00pa30oBaHUsl, a TaKKe Mpe-
CTaBUTEIM OOIIECTBEHHBIX OpraHM3aLUi, PEIIMTHO3HBIX OpraHU3alUi U CPEICTB MacCOBOW WH-
¢dopmaruu. JlaHHbBIE SKCHEPThI HE JOJDKHBI HAXOAUTHCA B KaKOH-IMOO 3aBUCUMOCTH OT pas3pa-
OOTYMKOB JICKAPCTBEHHBIX MPENApaTOB U JPYTUX JIHII, 3AMHTEPECOBAHHBIX B pE3yJIbTaTax 3THYE-
CKOM 3KCIIEPTH3HI.

3. Onnara yciiyr SKCIIEpTOB COBETA MO ITUKE OCYIIECTBISETCS HAa OCHOBAaHUHU JIOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIOJIHOMOYEHHBIM (eiepalibHbIM OpPraHOM HCIOJHUTENBHON BIIACTH,
KOTOPBIM CO3/IaH COBET I10 ITHKE, U SKCIIEPTOM COBETA I10 ITUKE, 32 CUET OIOJKETHBIX aCCUTHO-
BaHUH, IPETyCMOTPEHHBIX YIIOJTHOMOYEHHOMY (peliepalibHOMY OpraHy WCIOJIHUTEIbHON BIACTH,
KOTOPBIM CO3JIaH COBET TI0 3TUKE, B heIepalIbHOM OIOKEeTe Ha COOTBETCTBYIOIIHIA IO/ Ha 00ec-
MIEYEHHE €ro AEATENbHOCTH, B pa3Mepax, ycTaHOBIeHHBIX [IpaBuTenscTBoM Poccuiickont dene-
pauun.

4. DKcrepTsl COBETA IO 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENb-
ctBoM Pocculickont @enepanuu.

5. CocTaB coBeTa 1Mo 3THKE, MMOJI0KEHUE 00 3TOM COBETE, MOPSIAOK €ro NeITeIIbHOCTH, Tpe-



00BaHMS K KBATU(UKAIIMK U ONBITY PA0OTHI MO IKCHEPTHON OICHKE HAYYHBIX, MEIUIIUHCKUX H
ITUYECKHUX ACIEKTOB KIMHMYECKHUX HCCIECIOBAaHUM JICKAPCTBEHHBIX IPENApaToB Ul MEOULIMH-
CKOro IPUMEHEHHUs, IIPEABABISIEMBIE K JKCIIEPTaM COBETA 110 ITUKE, NOPANOK OpraHu3aluu U
IPOBE/ICHUS] 3TUYECKOM SKCHEPTU3bl, (opMa 3aKIIOYEHUs COBETAa M0 THKE YCTaHABIMBAIOTCA
YIIOJIHOMOYEHHBIM (he/iepanbHbIM OpPraHOM HCIIOJHUTENIBHOM BiIAacTH. YMCIIO MpeacTaBUTENeH
MEIUIUHCKUX OpPTaHU3allii He MOXKET MPEBBIIIATh MOJOBUHY OT OOIIEro 4Hcia HKCIEPTOB CO-
BETA 110 3THKE.

6. Madopmamnus o cocTaBe COBETa 1O ITUKE, TUIAHAX €r0 pabOThl U TEKYIIEH NeATeIbHOCTH
pa3meraerca Ha OQUIMAILHOM CaliTe YIOJIHOMOYEHHOTO (peepanbHOTrO OpraHa MUCIOIHUTEb-
HOM BJIacTH B ceTU "MHTEpHET" B yCTAaHOBJIEHHOM MM TOPSIAKE.

Crarba 40. IIpoBenenne KIMHUYECKOT0 HUCCIEI0BAHUSA JIEKAPCTBEHHOI0 Mpenapara
JJIS1 METUIIMHCKOTO NPUMEHEeHUs

1. PykoBoauTenb MEAUIIMHCKOW OpraHu3alii, KOTOpas MPOBOJUT KIMHUYECKOE UCCIE0-
BaHHE JICKAPCTBEHHOTO TIperapara il MEANIIMHCKOTO TPUMEHEHH S, Ha3HAYaeT UCCIIeA0BaTEs,
OTBETCTBEHHOTO 32 MPOBEACHUE TAKOTO MCCIEAOBAHUS U UMEIOIIETO JICUCOHYIO CIIeIHaTbHOCTD,
COOTBETCTBYIOIIYIO MPOBOJAMMOMY KIMHHUYECKOMY HCCIICIOBAHHIO JIEKAPCTBEHHOTO Ipernapara,
CO cTaxkeM paboTHI MO MpOrpaMMaM KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX IPENapaToB
HE MEHEE YeM TPH Tojla U 10 €ro MPEIJIOKCHUIO Ha3HAYaeT COMCCIIeIOBATENICH U3 Yrclia Bpaden
ATOM MEIULIMHCKOW OpraHu3aluu.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. HCCHCHOB&TGHB OCYHICCTBJIACT BBI60p ManucHTOB, KOTOPLIC MO MCAUIIMHCKUM I1OKa3a-
HUSAM MOTYT OBITE IMPUBJICYCHBI K YYAaCTUIO B KJIMHHYCCKOM HCCIICAOBAHHUHU JICKAPCTBCHHOI'O
npenapara 4Jjis1 MCIUIUHCKOTO IPUMCHCHH .

3. UccnenoBarenb U COMCCIEAOBATENH JOKHBI OBITh O3HAKOMJICHBI C pe3yJbTaTaMu JI0-
KIIMHUYECKOTO MCCIIEOBaHUs JIEKAPCTBEHHOT'O CPEJICTBA, COACPIKAIIMMUCS B OpOIIIOpe MCCIie-
JIOBATEJIsl, MPOEKTOM MPOTOKOJIA KIMHMYECKOTO MCCIEAOBAHMS JIEKAPCTBEHHOrO Mpenapara Jjis
MEAMIIMHCKOTO MPUMEHEHHsI, pa3pabOTaHHBIM Pa3padOTYMKOM JIEKAPCTBEHHOTO IMpernapaTa Hin
WHBIM HOPUIWYECKUM JIUIIOM, MPUBJIEKAEMBIM K OpraHW3alMu MPOBEICHHUS KIMHUYECKOTO HC-
CJIeIOBAHMSI JIEKAPCTBEHHOI0 Ipenapara JIjisi MeAUIIMHCKOTO MPUMEHEHUS, U IPYTUMU MaTepHa-
JIaMH TaKOT'0 UCCJICIOBAaHHS.

3.1. PykoBoauTens MEIUIIMHCKON OpraHM3allii B CPOK, HE MPEBBIMAIOIINN TpeX pabounux
JHEW co AHA Hayajla IpOBeIeHHs KJIMHUYECKOIO UCCIIe0BaHMsI JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIIUHCKOTO MPUMEHEHHUs, CO00IIaeT 00 3TOM B YIIOJIHOMOYEHHBIN (hefepabHbId OpraH Uc-
HIOJTHUTENBHOM BJIACTH, BBIIABLIMM pa3pellieHHe Ha IPOBEIEHUE TAKOIO UCCIIE0BaHMs, 110 yCTa-
HOBJICHHOU M (popme.

(uactb 3.1 BBeaeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHu3anuy, OCyIIECTBISIOIIME OPTaHU3ALMIO NPOBENECHUS KIMHUYECKOIO HCCIEN0-
BaHUs JICKaPCTBEHHOI'O IIpernapara Jiisi MEIUIMHCKOrO IPUMEHEHHS M YKa3aHHbIE B 4YaCTH 3 CTa-
U 38 Hacrosmero denepanbHOrO 3aKOHA, B CiIydae HEOOXOAMMOCTH BHECEHUS W3MEHEHHUH B
IIPOTOKOJI KJIMHUYECKOTO MCCIEAOBAaHUA JIEKapCTBEHHOIO Ipenapara il MEAULMHCKOTO IMpH-
MEHEHHUSI COOOIIAI0T 00 3TOM B YHOJHOMOYECHHBIN (enepaiabHbIii OpraH MUCIOJIHUTEILHON Bia-
CTH, BBIAABIINN pPa3peUICHHE Ha NPOBEACHHE TAKOIO HCCIECIOBaHUS, 10 YCTAHOBICHHOW UM
dopme.

(B pen. @enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooO1IeHUsT 0 BHECCHUH U3MEHEHUI B MTPOTOKOJ KIIMHUYECKOTO MCCIIET0OBAHUS



JIEKApCTBEHHOIO Tpenapara JJjisi MEAMIIMHCKOTO MPUMEHEHHUs JOJKHA COJEPKATh CIEAYIOIIHNE
CBEJICHUS:

1) HanMeHOBaHue, ACHTU(UKAITMOHHBIA HOMEP M JlaTa MPOTOKOJIA KIMHUYECKOTO UCClie-
JIOBaHU;

2) nata BHECEHHs] I3BMEHEHHM B IPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHNUS;
3) HaMMEHOBAaHME M MECTO HAXOXKICHHUS 3asBUTEIIS;

4) HauMEHOBaHUE OPraHU3alMH, NPHUBICYEHHONW pa3pabOTYMKOM JICKApPCTBEHHOTO Iperna-
paTa K OpraHu3aluy MpoBeAeHUs KIMHIUYECKOTr0 UCCIIeIOBaHUs (ITPU HAJIHYUN );

5) HaMMEHOBAHUS U MECTa HAXOXKJIEHUS MEIUIIMHCKUX OpraHMU3alMid, B KOTOPBIX MPOBO-
JUTCS KIIMHUYECKOE UCCIIEI0BAHUE;

6) AaTa BbIJa4u pa3pClICHHA Ha NPOBCACHUC KIIMHUYCCKOI'0 UCCICIOBAHUSA U HOMEP 3TOI'O
pa3peuicHus;

7) HU3MCHCHUSA, BHOCUMBIC B IIPOTOKOJI KIIMHUYCCKOTO UCCIICIOBAHUS.
(uactb 4.1 BBenena denepanbabiM 3akoHOM oT 11.10.2010 N 271-D3)

5. B cpok, He mpeBbIIIAOMUN TpUALATH paboyuX AHEW CO JHA MOJIYYEHHUs YKa3aHHOTO B
YacTH 4 HACTOSIICH CTaThbW COOOIIECHHUS, YIIOJTHOMOUYCHHBIN (eepaibHbI OpraH HCTIOTHUTEh-
HOM BJIACTH paccMaTpPUBAET 3TO COOOIICHNE B YCTAHOBICHHOM UM MOPSIKE U MPUHUMAET perie-
HUE€ O BHECEHUM M3MEHEHUU B MPOTOKOJ KIMHUYECKOTO UCCIEAOBaHUS JIEKaPCTBEHHOTO Mpera-
parta Juisi MeIMIIMHCKOTO MPUMEHEHHsI MiIi 00 OTKa3e BO BHECEHUHU TakuxX u3MeHeHuil. [Ipu pac-
CMOTPEHUH COOOIIECHUS O HEOOXOAMMOCTH BHECEHHUS M3MEHEHHI B MPOTOKON KIMHHYECKOIO
MCCJIEJOBAHMSI JIEKAPCTBEHHOI'O IMpenapara Juisi MEIUIUHCKOTO INPUMEHEHUS B LIEISAX OLEHKU
000CHOBAHHOCTH TpeJiaraéMbIX HU3MEHEHHUIl M OIpe/eleHHs] CTeIIeHN PHCKa JJis MalUueHTOB,
MPUHUMAOIINX YYaCTHE B KIIMHUYECKUX UCCIICOBAHUSIX, YIIOTHOMOYCHHBIM (peiepaibHbIM Op-
FaHOM HMCHOJIHUTEIBHOM BIACTH MOTYT IIPUBJIEKATHCS IKCIIEPTHI COBETA IO ITHKE.

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

6. Kinnauueckoe nccienoBaHue JeKapCTBEHHOTO Mpenapara JUisl MEAUIIMHCKOTO TPUMEHe-
HUSL MOXKET OBITh MPHOCTAHOBIICHO WIIM MPEKPAIEHO, €CIH B MPOIECCEe €ro MPOBEACHUS O0OHA-
py’kKeHa OMacHOCTh JUIsl )KM3HU, 3J0POBBS MMAallMEHTOB. B cilyyae BO3HMKHOBEHUSI ONACHOCTH IS
JKU3HH, 3/10pOBbsSl MAalMEHTA, YYaCTBYIOLIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
npenapara i MEIULIUHCKOIO MPUMEHEHUs, UCCIeIoBaTeNn 00s3aHbl MpouH(opMHupoBaTh 00
TOM PYKOBOJUTENS MEIUIMHCKOW OpPraHu3allid U OpPraHU3alMIo, MOJYYMBIIYIO pa3pelieHue
YIIOJTHOMOYEHHOTO (heZiepaibHOr0 OpraHa UCHOJHUTENbHOM BIacTH HAa OpraHMU3alUIo IPOBee-
HUS KJIMHUYECKOr0 MCCIEOBaHUs JICKAPCTBEHHOTO Mpenapara. PermeHue o mpuoCcTaHOBICHUU
KJIMHUYECKOTO HCCIIEOBaHMS JIEKAPCTBEHHOIO IMpernapaTa Il MEIUIUHCKOrO MpUMEHEHUs
NPUHUMAIOT PYKOBOAMTENIb MEIUIMHCKON OpraHu3auud U (Wiu) OpraHu3alus, MOTy4YUBLIAs
paspelieHrne yIoJHOMOYEHHOro (eiepalbHOro OopraHa MCIOJHUTENIBHON BIAaCTH Ha OpraHH3a-
M0 MIPOBEACHUS KIIMHUYECKOT0 UCCIIEIOBAHMS JIEKAPCTBEHHOIO Mpenapara Ajisi MEAUIIMHCKOTO
NPUMEHEHHUS, PEIIEHUE O MPEKPALIEHUH TAaKOro HCCIEIOBaHHUS MPUHUMAET YMOJIHOMOYEHHBIN
denepanbHBIi OpraH UCTIOTHUTEILHOM BIACTH HA OCHOBAHUH COOOIIEHUS B MUCHMEHHOM (hopMme
PYKOBOJUTEINS MEAUIIMHCKOW OpraHU3alluy WJIM OpraHU3allMsl, MOJy4rBIIas pa3pelieHue yroJ-
HOMOYCHHOTO (peiepallbHOTO OpraHa WCIOJHUTENBHON BIACTH Ha OPTaHHU3AIMIO MPOBEICHUS
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO MpernapaTa Jiyisl MEIUIUHCKOTO IPUMEHEHUS.

7. B cpok, He MpeBBIIAIONINI TATH pabounx JHEH cO JHS 3aBEpIICHHS, TPHOCTAHOBICHUS
VI NIPEKPALICHNs KIMHUYECKOTO UCCIIEJOBAHMS JIEKapCTBEHHOTO Npenapara JUisi MEJULMHCKO-



ro IPUMEHEHUs, cooOIIeHre 00 3TOM HAaIpaBISICTCS OPTaHHU3AIUSMHU, YKA3aHHBIMHU B 9acTd 3
crateu 38 Hacrosimero denepalbHOrO 3aKOHA, B YIOJHOMOYCHHBIA (penepanibHbIi OpraH HC-
MOJTHUTENIBHON BJIACTH TIO YCTAHOBJIICHHON UM (opMme.

8. dopma coodiieHust 0 3aBepIICHUH, MPUOCTAHOBICHUN WM IPEKPAICHUH KIMHUYECKO-
ro MCCIENOBaHUs JEKapCTBEHHOIO IMpernapara A MEJUIIMHCKOTrO MPUMEHEHHS JOJKHA COJep-
KaTb:

1) uadopmaruio 0 MEAUIMHCKOW OpraHU3aMK WIM MEJUIIMHCKUX OpraHU3alusiX, IPOBO-
JUBLIMX JAHHOE MCCIIEA0BAHUE;

2) ommyMcaHue TaHHOTO UCCIICIOBAHMUS;

3) manHble uccnenoBarens (haMuiIns, UMs, OTYECTBO, MECTO PabOTHI, 3aHMMaeMast JOJIXK-
HOCTb, CIIEIUATBHOCTh, CTaXX PabOTBHI MO MpOorpaMMaM KIMHUYECKUX WCCIEAOBAHUN JeKap-
CTBEHHBIX IpEnapaToB, MepeyeHb KIMHUYECKUX HCCIIEeOBAaHUI JEKapCTBEHHBIX MpEnaparoB, B
KOTOPBIX OH MPUHUMAIT y4acTue (MePUOJIbI YIaCTHS) B KAUECTBE UCCIICOBATENS UITH COUCCIIEO-
BaTes);

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4) pe3ynpTaT JaHHOI'O MCCIENOBAaHUs (3aBepllIeHUE, IPUOCTAHOBIEHUE UM MPEKpalleHue
JTAHHOTO HCCIIEIOBaHMS C YKa3aHHWEM UX NMPUYMH U BIUSHHS Ha OLEHKY €ro pe3yiabTaToB, 00-
LIYIO0 OLEHKY PUCKA M OKUAAEMOH MOJIB3bI OT IPUMEHEHUS UCCIIEyEMOT 0O JIEKaPCTBEHHOTO Ipe-
napara, a TakKe IIpeJIoJiaraéMble 1ajabHeNne 1eMCTBUS).

8.1. Ilpu BeIsiBNIeHNH (eepaibHBIM OPTaHOM UCITOJIHUTEIIBHON BJIACTH, OCYIIECTBIISIOMINM
(GYHKIMU 1O KOHTPOJIIO M HAA30py B chepe 3ApaBOOXpaHEHHUs, HAPYILICHUH MpaBUiI HaJIexkKa-
1€l KIMHUYECKON MPAKTUKU MPHU MPOBEACHUN KIMHUYECKOTO MCCIIEOBAaHUS JEKAPCTBEHHOIO
npernapara, BIUSIOMNX Ha NOJHOTY U (WIN) JOCTOBEPHOCTh JAHHOI'O KIIMHUYECKOTO UCCIIE0BA-
HUSl, YKa3aHHbIN (peepanbHblii OpraH UCIOJHUTENbHOM BJIaCTH MPUOCTAHABIMBAET MPOBEACHUE
JAHHOTO KJIMHUYECKOTO UCCIIEIOBAHMS U BBIHOCUT MEIUIIMHCKON OpraHM3aliy, B KOTOPOU Mpo-
BOJUTCA JIaHHOE KJIMHHYECKOE HCCIEeOBaHUe, MpeanucaHre o0 YCTpaHEHUH BBISBICHHBIX
HapymeHud. IIpu HeycTpaHeHMM MEIMLIMHCKOM OpraHu3aldel BbIABICHHBIX HapyLICHUN B
YCTaHOBJICHHBIA B MPENMCAHUH CPOK YKa3aHHBIA (peepaabHbIi OpraH HCTIOJHUTEILHON BIaCTH
IPUHUMAET PELIEHHE O IPEKPALIEHUH MPOBEIEHUS KIMHUYECKOTO HCCIIEIOBaHUS JIEKAPCTBEH-
HOTO TperapaTa U HarpasisieT B (eiepalibHbIl OpraH UCIIOJHUTEIbHON BIIACTH, OCYIIECTBIISIO-
Ui QYHKIIUM 1O BBIPAOOTKE M pealM3aldd TOCYJAapCTBEHHOM IOJUTHKH U HOPMATHBHO-
IIPaBOBOMY PETYJIMPOBAHUIO B cepe 3apaBOOXpaHEHUS, 3aKIIOUEHNE O BBISBICHUU MPHU MPOBE-
JEHUM JAHHOTO KJIMHUYECKOTO MCCIEAOBAHUS HApPYLIEHUN NMpaBWil HaAJIEKaLIeH KIMHUYECKON
MPAKTUKU JJI NPUHATHS pelIeHus 00 OTMEHE pa3pellieHHs] Ha OpraHu3aluio NMPOBeIeHUs JaH-
HOT'0 KJIMHUYECKOTO MCCIIEN0BAaHUS C 1aThl IPUHATHS PELICHHS] O IPUOCTAHOBIEHUH ITPOBEIECHUS
KJIMHAYECKOT'0 HCCIIE0BaHUS JIEKapCTBEHHOIO IIpenapara.

(gactp 8.1 B pen. @eaepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

9. YnonHOMOYeHHBIH (penepanbHbIA OpraH WCIOJHHUTEIBHON BJIACTH OIyOJWKOBBIBACT U
pa3MeIaeT Ha cBoeM opuIMaIbHOM caiite B cetu "MHTepHeT" coolIeHne o 3aBeplIeHnH, Ipu-
OCTAHOBJICHMM WJIM TMPEKpaIleHUH KIMHUYECKOrO HCCIEeOBAaHUS JIEKApCTBEHHOTO IMperapara
JUIE METUIIMHCKOTO NMPUMEHEHHsS! B CPOK, HE MPEBBINAIONINNA TATH pabo4yuXx IHEH co JHA ero
MOJIyYEHUSs], B YCTAHOBJIEHHOM UM MOPSJIKE.

10. YnoiaHoMOYeHHBIH (enepaabHblii OpraH HCIOJIHUTENFHON BIIACTH OCYIIECTBISET Be-
JICHUE peecTpa UCCIIeNoBaTeNe, MPOBOIAIINX WM MPOBOJUBIINX KIMHUYECKUE MCCIECIOBAHUS
JIEKApCTBEHHBIX IPENApaToOB I MEIULMHCKOTO MPUMEHEHUS, B COOTBETCTBUM C YTBEPXKICH-



HBIMH UM IIpaBUJIaMH M pa3MeElIaeT ero Ha cBoeM oQuuMaibHOM caiite B cetu "HHTepHeT" B
YCTQHOBJICHHOM MM IOpsAKE. YKa3aHHBIA PeecTp COAEPKUT MHPOPMALUIO, IPEAYCMOTPEHHYIO
IIYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Otuer 0 pe3ynbTaTax KIMHUYECKOTO HMCCIENOBAaHUS JIEKAPCTBEHHOrO Ipemnapara st
MEAMIMHCKOTO NMPUMEHEHMSI COCTABIISIETCS OpraHU3aluel, yKa3aHHOM B dactu 3 cratbu 38
Hactodmero deaepaabHOr0 3aKOHA, HA OCHOBAHUMW 3aKJIIOYEHUUA MEAUIMHCKUX OPTraHU3alui,
MPOBOAMBIINX 3TO MCCIENOBAHUE, U MPEIICTABISICTCS] B YIIOJTHOMOYCHHBIN (eiepalibHbIN OopraH
MCIIOJTHUTENIbHOM BJIAcTH, BBIAABIINN pa3pelieHre Ha MPOBEIEHNE 3TOT0 UCCIEA0BAaHUS, B CPOK,
HE MPEBBIIIAIONIUN TPEX MECALIEB CO JTHS €r0 3aBEPILCHMs, TPUOCTAHOBICHUS WIM IpeKpallie-
HUS, B TIOPSAKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (heepaabHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH.

12. Hapymienne mpaBt HaajieKame KIMHUYECKON MTPaKTUKH, dhaabcuduKaIus pe3ysbTa-
TOB KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOTO IIpCriapaTa JJI1 MCAUIUHCKOTO IMIPUMCHCHU A
BJIEKYT 3a COOOM OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJIATEILCTBOM Poccuiickoit denepa-
onu.
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

13. IIpu mpoBeneHUH KIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO Tpernapara Jjs Me-
JTUIMHCKOTO TPUMEHEHHS JIOIyCKaeTcs 3a00p y MalMeHTOB OMOJIOTMYECKHX MaTepuajioB (00-
pasibl OMOJIOTMYECKUX JKUIKOCTEH, TKaHEH, CEKPETOB U MPOAYKTOB KHU3HEACSITEILHOCTH YElO-
BeKa, GU3UOJIOrMUECKUX U MAaTOJIOTMYECKHUX BBIJEIIEHUN, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOD-
TaHU3MOB, OMOTICHITHBIN MaTepuai) i ux uzydenus B Poccuiickoit @enepanuu u (1) 3a mpe-
nenamu Poccuiickoit @enepanuu.

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

14. Tlopsimox BBO3a B Poccuiickyro @denepanuio u BbIBO3a 3a npenaeiibl Poccuiickon dene-
paruu OMOJOTHYECKHX MaTepUaloB, MOJYYCHHBIX MPU MPOBEICHUN KIMHUYECKOTO MCCIIeI0Ba-
HUS JIEKAPCTBEHHOTO Tpemnapara Il MEAUIIMHCKOTO NMPUMEHEHHWsI, ycTaHaBiauBaercs [IpaBu-
tenbcTBOM Poccuniickoit denepann.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarba 41. JloroBop 0 npoBeeHMH KJIMHUYECKOT0 MCCIAEA0BAHMS JIEKAPCTBEHHOIO
npenapara ajsi MeIMIUHCKOr0 NpUMeHeHu sl

1. Kimnunueckoe HCCICAOBAHUC JICKAPCTBCHHOI'O IIpCriaparTa JJIsI MCAUIIUHCKOI'O IMTPUMCHC-
HUSl TIPOBOJUTCS B COOTBETCTBUU C JIOTOBOPOM O IPOBEACHUHM KIMHUYECKOIO HCCIEIOBaHUS
JICKApPCTBCHHOTO IMperiapaTta A1 MECAULIUHCKOI0 MPUMCHCHUS, 3aKIIFOYaCMbIM MCXKAY OpraHu3a-
[MeH, TOJIYYMBIICH pa3penieHrue YIMOITHOMOUYEHHOTO (enepasbHOTO OpraHa HCIOTHUTEIBHOU
BJIACTH HA OPraHU3alMI0 MPOBEAECHUS TAKOrO MCCIEAOBAHUS, U MEIMUIMHCKOM OpraHu3aluei,
OCYIIECTBIISIOIIEH MPOBEACHUE TAKOT'O UCCIIEJOBAHMS.

2. JloroBop 0 MpoOBEAEHUU KIMHUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO IMpenapara Jijis
MEUITMHCKOTO MPUMEHEHHS JOJKEH COJIEP)KATh:

1) ycioBus 1 CpOKH MPOBEACHUS JAHHOTO UCCIIEI0BAHMUS;

2) ompeneneHue oOIIEH CTOMMOCTH MPOTpaMMBbl JTAHHOTO HCCIEAOBaHUSA C YKa3aHHEM
CYMMBI, ITpeAHA3HAYAIOIIENCS ITIsl BBIILUIAT UCCIIEOBATENSIM, COUCCIEA0BATEISIM;

3) onpeneneHue (GOpMbl MPEACTABIECHUS PE3YIbTATOB JaHHOTO MCCIIEJOBAaHUS B YIOJIHO-
MOYEHHBIN (hesiepalibHbIi OpraH UCTIOIHUTEIFHON BIACTH.



Crarba 42. DuHaHCcOBOE ol0ecnevyeHre KIMHUYECKOTr0 MCCIAe0BAHMS JIEKAPCTBEHHO-
ro npenapara ajisi MeAMIHMHCKOTr0 MPUMeHeHU s

duHaHCOBOEC 00€CICUCHNE KIUHUYECKOIO HCCJIICAOBAaHUA JICKAPCTBCHHOTI'O IMpCTiapaTta IAJid
MCIUIUHCKOI'0 MPUMCHCHUSA OCYIICCTBIIACTCA 3a CUCT:

1) cpencTs denepanbHOro OIOKETA;

2) cpeACTB OpraHU3alyii, MOTYYUBIINX pa3pellieHue Ha OpraHN3aluio MPOBEICHUS TaHHO-
ro UCCIIEOBaHUs, B COOTBETCTBUU C YCIOBUSMHU JIOTOBOPA O €ro MPOBEACHUY;

3) MHBIX HE 3aIPEIICHHBIX 3aKOHOAATEIBCTBOM Poccuiickoit denepaniu HCTOYHUKOB.

Crarbs 43. IIpaBa nanueHTOB, Y4aCTBYIOIIUX B KIMHUYECKOM MCCJIEIOBAHUN JIeKap-
CTBEHHOI'0 NMpenapara Jjsi MeIMIUHCKOr0 NPUMeHeHu sl

1. Yuacrue ManMCHTOB B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIpcriapara IJid
MCIUIIUHCKOI'O MPUMCHCHUS ABJISACTCSA I[O6pOBOJ'IBHI)IM.

2. ITauueHT WM ero 3aKOHHBIN MPEICTABUTENb J0JDKEH ObITh HMH(OPMHUPOBAH B MUCHMEH-
HOH opme:

1) 0 JICKapCTBCHHOM IIpcriapare AJid MCAUIHUHCKOrO NpUMCHCHHA U CYHIHOCTU KIIMHUYC-
CKOTI'O MUCCJIICOOBAHUA 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 0e30macHOCTH JICKApCTBEHHOTO Npenaparta A MEIUIMHCKOrO MPUMEHEHHS, €ro
0’Ku1aeMoi H(PPEKTUBHOCTH U CTETIEHU pUCKa JUIsl NAIlMEHTa;

3) 00 ycioBUSAX y4acTusl MalMEeHTa B KJIMHUYECKOM HCCIEIOBAaHUU JIEKApPCTBEHHOTO Tpe-
napara Jjis MEJULIMHCKOrO IIPUMEHECHUS;

4) 0 e Uk OeidX U MPpOAdOJIKUTCIIBHOCTU KIIMHUYCCKOIO UCCIICIOBaHUA JICKAPCTBCHHO-
To mnpcénapara Jj1s1 MCAUIIUHCKOI'O IPUMCHCHU A

5) 0 neicTBUSAX MalMEHTa B clydyae HEeNpeABUACHHBIX 3(p(PEeKTOB BIMAHUS JTEKAPCTBEHHOTO
npenapara st MEAULUHCKOro IPUMEHEHHS Ha COCTOSIHUE €r0 310POBb;

6) 00 ycnoBHsIX 0053aTEIILHOTO CTPAaXOBAHUs KU3HH, 3I0POBbS MAIMECHTA,;

7) 0 TapaHTHUIX KOHPHUACHIIMATHHOCTH YJacTHs MAllUCHTa B KIMHUYECKOM HCCIICIOBAHUH
JIEKApCTBEHHOIO MpernapaTa A MEIULIUHCKOTO TPUMEHEHUSI.

3. JoOpoBosibHOE corjacue MalueHTa Ha y4yacTHe B KIMHUYECKOM HCCIIEeIOBAaHUU JieKap-
CTBEHHOI'O Mpernapara JJisi MEIULMHCKOTO NMPUMEHEHHs] MOATBEPKIAETCS €ro MOANKCHIO HIIN
MOJIMHUCKHIO €r0 3aKOHHOTO MPEACTaBUTENS Ha MHPOPMAIIMIOHHOM JIMCTKE MalleHTa.

4. TlauMeHT WM €ro 3aKOHHBIA MPEICTAaBUTENb MMEET MPaBO OTKA3aTbCs OT y4acTHs B
KJIIMHAYECKOM HCCJIEN0BAHUU JIEKAPCTBEHHOI'O IMperapara I MEJULUHCKOrO IPUMEHEHHUS Ha
110001 cTauu MPOBEICHHS TAKOTO UCCIIEIOBAHUSL.

5. IlpoBeeHre KIMHUYECKOTO HCCIIEIOBaHUS JEKApCTBEHHOI'O IMpemnapara Ui MEeIUILIUH-
CKOI'O IPpUMCHCHHA C Y4aCTUCM B Ka4YCCTBC MAllUCHTOB z[eTeﬁ AOIYCKACTCA TOJIBKO C COTJIacHus B
MACbMEHHOU (OpMe MX POAMTENICH, YCHIHOBHUTENCH. /[eTH MOTyT paccMaTpuBaThCsl B Ka4eCTBE



NOTEHIMAJIBHBIX MAI[IEHTOB TAaKOTO MCCIIEOBAHUS, TOJBKO €CIIU €ro MPOBEIACHUE HE0OX0IMMO
JUI YKpPEIUIEHUs 3/10pOBbs IeTeH WIN NPOPUIAKTUKN HH(EKINOHHBIX 3a00JIeBaHUH B IETCKOM
BO3pacTe JUOO0 €CIH LENbI0 TAKOTO MCCIIEOBAHUS SBIACTCS MOJyYeHUE NAaHHBIX O HAWITydllIen
JI03UPOBKE JIEKAPCTBEHHOI'O Ipenapara Julsl JieueHus aereil. B aTux ciyuasx Takomy uccieno-
BaHUIO JIOJKHO IMPEAIIECTBOBATh KIMHUUECKOE MCCIIEIOBAHNUE JIEKAPCTBEHHOIO Ipernapara Ajs
MEIUIUHCKOrO0 MPUMEHEHHUsS Ha COBEPLICHHOJIETHUX TIpakJaHax, 3a HMCKIOYEHUEM CIy4aes,
€CJIM UCCIENYEMBIH JIEKAapCTBEHHBIN NpenapaT il MEIUIUHCKOTO IPUMEHEHNUS NpeAHa3HauYeH
UCKJTFOUUTENILHO JJIs1 KCII0JIb30BaHMsI HECOBEPIICHHOIETHUMHU IPakJaHAMH.

(B pen. denepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3ampemiaercss MpoBEACHHE KIMHUYECKOTO HCCIIEIOBAHUS JIEKApCTBEHHOIO IMpernapara
JUTSL MEAUIIUHCKOTO MMPUMEHEHHUSI C YYaCTHEM B Kau€CTBE MallMEHTOB:

1) neTel-CUpoT U AETEH, OCTABIINUXCS O€3 MONEYCHUS POTUTENCH;

2) *EHIIUH B MEPHO OEPEMEHHOCTH, KEHIUH B IEPHO IPYIHOTO BCKAPMIIMBAHUS, 32 HC-
KJIFOUEHHEM CJIy4aeB, €CJIM MPOBOJUTCS KIIMHUYECKOE UCCIIEI0BAHNE JIEKAPCTBEHHOIO IIpenapa-
Ta, MPEIHA3HAUYEHHOTO I YKa3aHHBIX JKEHIIHMH, PU YCIIOBUU HEOOXOAMMOCTH TMOJIyUYCHUS MH-
dbopMauu TOJIBKO BO BpeMs NMPOBEACHUS COOTBETCTBYIOIIUX KIMHHUYECKHX HCCIEIOBAaHUN U
NPUHATHS BCEX HEOOXOAMMBIX MEp IO UCKIIIOYEHHUIO pUCKa HAaHECEHHs Bpe/a >KEHIIMHE B TepH-
o1 6epeMEeHHOCTH, )KEHIIUHE B MIEPUOJI TPYIHOTO BCKapMIIMBAHUS, TUIOAY WM PEOCHKY;

3) BOEGHHOCIY)XAIlMX, 32 UCKIOYEHUEM CIIy4aeB MPOBEIEHUS KIMHMUUYECKOIO HMCCIIENI0Ba-
HUS JIGKAPCTBEHHOTO Ipenapara, CIEeUUalbHO pa3pabOTaHHOrO Ul NMPUMEHEHMs B YCIOBHUIX
BOCHHBIX JICMCTBUH, Ype3BBIYAMHBIX CUTYAIMi, NPO(UIAKTUKH U JIeYeHUs 3a00JeBaHUN U TIO-
pa)keHUil, MOJIy4YCHHBIX B pe3yJbTaTe BO3JEHCTBUSA HEOIAronpUsATHBIX XMMUYECKUX, OnoIoruye-
CKUX, paJuallMoHHBIX (akTopoB. KinHHYEecKoe MCCle0BaHUe TaKOTO JIEKAPCTBEHHOTO Iperna-
paTa MOXET IPOBOJUTHCS C Yy4aCTHEM B Ka4E€CTBE MALlEHTOB BOCHHOCIIYKAIUX, 3a HCKIIFOUEHU-
€M BOEHHOCTYXKAIINX, IPOXOAALIMX BOCHHYIO CIYXOy IO MpHU3BIBY, ¢ cOONIOEHUEM TpeOoBa-
HUH, YCTAaHOBJICHHBIX HACTOSAIIMM DenepanbHbIM 3aKOHOM B OTHOIIEHUH IPAKIAHCKUX JIUIL;

4) cOTpyTHUKOB IIPaBOOXPAHUTEIILHBIX OPraHOB;

5) w11, oTOBIBAIOIINX HAKa3aHUE B MECTaX JIMIICHUS CBOOOIBI, @ TAKXKE JIUI], HAXOSIIIXCS
MO/ CTPaXEH B CIIEICTBEHHBIX U30JISATOPAX.

7. JlomyckaeTca MpOBENCHUE KIMHUYECKOTO HMCCIEAOBAHUS JICKAPCTBEHHOI'O Mpenapara
JUTSE METUITUHCKOTO MPUMEHEHHUS, MPEAHA3HAUCHHOTO IS JICYCHHsSI ICUXMYECKUX 3a00JIeBaHUM,
C yJyacTHEM B KauyeCTBE MAI[UEHTOB JIUIl C TICHXUYECKUMHU 3a00JICBaHUSAMH, TPU3HAHHBIX HEJIee-
CIIOCOOHBIMHU B TOPSIIKE, YCTAaHOBJICHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit denepanuu. Kom-
HUYECKOE MCCIIEAOBAHUE JICKAPCTBEHHOTO Tpernapara B 3TOM Clydae MPOBOAUTCA MPU HAUTHYHHI
coryiacus B MUCbMEHHOU (popMe 3aKOHHBIX MPEACTABUTENICH YKa3aHHBIX JUI.

Crarbs 44. O0s13aTeIbHOE CTPAXOBAHUE KM3HH, 310POBbS MMALMEHTAa, Y4aCTBYIOLEI 0
B KJIMHUYECKOM MCCJIE0BAHUH JIeKAPCTBEHHOI'0 Npenapara J1Jsi MeJUIIHHCKOro NpuMeHe-
HUA

(B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NoJy4duBIIas pa3pelieHre Ha OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO
WCCJICIOBAHMsI JICKAPCTBEHHOTO Tperapara JJisi MEAUIMHCKOTO0 MPUMEHEHHUs, 00s3aHa B Kade-
CTBE CTpaxoBaTelis CTPaxoBaTh PUCK MPUYMHEHUS Bpea KU3HU, 3J0POBbIO MAIlMEHTa B PE3ylib-
TaTe NPOBEJCHUS KIMHUYECKOTO UCCIIEeI0BAHMS JIEKAPCTBEHHOIO Ipenapara s MEAUIMHCKOTO
MPUMEHEHHUS 32 CBOM CUeT MyTeM 3aKJII0UEHUs JO0roBopa 00s3aTeIbHOTO CTPAXOBaHUS.



2. OOBEKTOM 00sI3aTETBHOTO CTPAXOBAHUS SIBJISCTCSI UMYIIECTBEHHBIN MHTEPEC MAIEHTa,
CBSI3aHHBIN C IPUYMHEHHUEM BPEJla €ro KM3HU MJIM 310POBBIO B PE3YJIbTAaTE NPOBEACHUS KIMHU-
YECKOI'0 UCCIIEN0BaHUs JIEKapCTBEHHOIO Ipenapara s MEJULUHCKOTO IIPUMEHECHMUS.

3. CTpaxoBbIM CIIy4aeM I10 JOTOBOPY 00s3aTEILHOTO CTPAXOBAHUS SBIISIETCS CMEPTH MallU-
€HTa WU YXYAIICHUE €r0 3J0POBbs, B TOM YHCIIE BIIEKYyIIee 3a coO00i yCTaHOBIICHUE MHBAIU-
HOCTH, MPH HAIWYUHN TPUYUHHO-CIEICTBEHHOW CBSI3U MEXAY HACTYIIJIEHMEM 3TOrO COOBITUS U
y4acTHEM MaleHTa B KIMHUYECKOM HCCIEA0BAaHUH JICKaPCTBEHHOTO IIpenapara.

4. TpeGoBaHusi 0 BO3MEILEHUU Bpeaa, MPUUMHEHHOTO >KU3HU WJIM 370POBBIO MAIMEHTA,
NPEABSIBISIIOTCS B TEUEHHE CPOKOB MCKOBOM JAaBHOCTH, YCTAHOBJIEHHBIX IPaKJIaHCKUM 3aKOHO-
JaTeNIbCTBOM.

5. Pa3zmep cTpaxoBoii BBIIJIATHI 110 IOTOBOPY 003aTEIBLHOIO CTPaXOBaHUS COCTABIISCT:

1) B cnyyae cMepTH ManyeHTa JABa MUJUIMOHA pyOJsiel Ha KaXKIOro MalfeHTa, y4acTBOBaB-
IIeTr0 B KIIMHUYECKOM HUCCIIEOBAaHUU JIEKAPCTBEHHOT'O MIpenapara;

2) mpH yXyALIEHUHU 3I0POBBS NAIlUEHTA:

a) TIOBJIEKIIIEM 3a cO00M yCcTaHOBICHHE MHBAIUAHOCTU | Tpymnmbl, OAMH MHJUIMOH MSATHCOT
ThICAY pyOsel Ha Ka)XI0ro MalMeHTa, y4aCTBOBABLIETO B KIMHUYECKOM MCCIEIOBAHUU JIEKap-
CTBEHHOIO IIpernapara;

0) TOBJIEKIIIEM 3a CO0O0H YCTaHOBJICHUE MHBATMAHOCTHU Il Tpynmbl, OIMH MUJUTHOH pyOJIeH
Ha KaXJ0ro manueHTa, Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCJICAOBAHUU JICKAPCTBCHHOI'O IIpC-
napara,

B) MOBJIEKIIEM 3a cO00H ycTaHOBIeHHE HHBAMUAHOCTH Il rpynmsl, IATHCOT THICSY pyOIIeit
Ha KKIOr0 MAalMeHTa, y4aCTBOBABLIETO B KIMHMYECKOM HCCIIENIOBAaHUM JIECKAPCTBEHHOTO Ipe-
napara;

I') HE TOBJIEKIIEM 3a COOOW YCTaHOBJICHHS MHBAJIMAHOCTH, HE OOJiee YeM TpHUCTa THICSY
pyOIeil Ha KaXkI0ro MarUeHTa, y4acTBOBABIIETO B KIIMHUYECKOM HCCIICOBAHUH JICKAPCTBEHHO-
ro mpemnapara, UCXOs U3 HOPMATUBOB, OTPAXKAIOIINX XapaKTep U CTENEHb MOBPEKICHUS 310PO-
BbS, a TaK)Ke (PAKTUYECKU MOHECEHHBIX MAIMEHTOM PACXOJIOB, BEI3BAHHBIX MOBPEKICHUEM 3]10-
POBBSI, HA MEUIIMHCKYIO IIOMOILlb, IPUOOpETEHHE JIEKAPCTBEHHBIX NIPENapaToB.

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

6. Yrparun cuiy ¢ 1 urons 2015 roga. - @enepanbhsiil 3akoH ot 22.12.2014 N 429-D3.

7. Cpok noroBopa 00s3aTeIbHOIO CTPAaXOBaHHsI HE MOXET ObITh MEHEe, YeM CPOK IpOBe-
JICHUS] KIIMHUYECKOTO MCCIIeJOBAaHMs JIEKAPCTBEHHOTO IIpenapara.

8. YcnoBus 10roBopa 00s3aTeIbHOIO CTPAaXOBaHMs, B TOM YHCIE CTPAXOBble Tapu]bI MO
00513aTeIbHOMY CTPAaXxOBAHMIO, IIEPEUEHb HEOOXOIUMBIX JOKYMEHTOB ISl OCYIIECTBICHHS CTpa-
XOBOH BBIIIATHI, MOPSAZOK YCTAHOBJICHHUSI CTpaxoBaTejIeM WHAWBUIYAIbHOTO WICHTU(UKAIIUOH-
HOTO KOJia TalMeHTa, MOPSAA0K MHPOPMUPOBAHUS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJICYCH-
HBIX K KJIMHUYECKOMY HCCIICZIOBAaHHUIO JIEKAPCTBEHHOTO Ipernapara A MEAULUHCKOTO TMpuMe-
HEHUS MalMeHTaX, MOPAIOK YIUIaThl CTPAXOBOI NMPEMUH, MOPSAOK PEATU3aMU OIPEeICHHBIX
HactosmuM DenepanbHBIM 3aKOHOM U IPYTUMH (perepasbHBIMU 3aKOHAMU TpaB U OOsI3aHHO-
CTEeHl CTOPOH IO JOTOBOPY OOS3aTENBHOTO CTPAaXOBAaHUS, a TAaK)Ke HOPMATHBBI, OTPa’KaroIe
XapakTep W CTENEHb MOBPEXKACHUS 30POBbs, YCTAaHABIMBAIOTCS TUIIOBBIMHU TpaBUIIaMHU 00s13a-
TEBHOTO CTPAaXOBaHUS.



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

9. B ciyyae nmpuyMHEHUs Bpena KU3HM MALMEHTa, YY4aCTBOBABILEIO B KJIMHUYECKOM HC-
CJICZIOBAaHUM JICKAPCTBEHHOTO Iperapara, BHITOI0NPHoOpeTaTeNsIMU 110 JIOTOBOPY 0053aTEIbHO-
ro CTPAXOBaHHUs SBIISIOTCS IPAKJaHE, UMEIOIINE MTPAaBO HAa BO3MELIEHUE Bpe/la B CIydyae CMEPTH
KOPMMJIBLIA B COOTBETCTBUU C IPAKJAHCKUM 3aKOHOJATEIBCTBOM, IPU OTCYTCTBUM TaKUX I'pax-
JIaH - POJMTEIHN, CYNIPYT, JE€TH YMEPIIEro MalMeHTa, YYaCTBOBABIIETO B KIIMHUYECKOM HUCCIIE0-
BaHUU JIEKAPCTBEHHOI'O IIperapaTa, B Cllydae CMEPTH MAlMEHTa, Y4acTBOBABLIETO B KJIMHUYE-
CKOM HCCII€ZJOBaHUU JIEKAPCTBEHHOI'O IpernapaTa U HE MMEBILIET0 CaMOCTOATEIBHOIO J0X0Aa, -
rpaXkaHe, Ha WO)KIMBEHUU KOTOPBIX OH HAaXOJWICSA, B OTHOUIEHMHM BO3MELIEHHUS PacXoJ0B Ha
norpeOeHue MalueHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOTO Ipe-
napara, - JMI0, IOHECHIee TAKUE PacXO/bl.

10. CtpaxoBasi BbIIUIaTa B CYET BO3MEILIEHUS Bpea, MPUUYMHEHHOTO >KU3HU NAIMeHTa,
Y4acTBOBABLIETO B KJIMHUYECKOM HCCJIEJIOBAHUM JIEKAPCTBEHHOTO Ipernapara, pacipenensercs
MEX]1y BBITOJONPUOOPETATENIMU MPONOPIHUOHATILHO X KOJTUYECTBY B PaBHBIX JOJISX.

11. [Ipu HACTYIUJIEHUH CTPAXOBOTO Cllydasl MAaI[MEHT, YYACTBOBABIIUM B KJIMHUYECKOM HC-
CIIEIOBaHUM JIEKapCTBEHHOI'O Ipernapara, BbITOAONpPUOOpeTaTesb BIpaBe MNPEAbSIBUTH HEMO-
CPEICTBEHHO CTPaxXOBIIMKY TPEOOBAHME O BO3MEUICHUH MPUYMHEHHOTO Bpeaa. CTpaxoBasi BbI-
1aTa OCYIIECTBIISIETCS CTPAXOBIIUKOM B T€UEHHE TPUALATH JHEH CO JAHS MpeCTaBIeHUs HEOO-
XOJUMBIX JOKYMEHTOB. [lalneHT, yqacTBOBaBIINNA B KJIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEH-
HOTO TIperapara, Wi BbIrOJ0NpHOOpeTaTesib 0053aH COOOIIUTD CTPAXOBUIUKY AJISl OCYIIECTBIIE-
HUS CTPaXOBOH BBIIUIATHl WHAUBUAYAIbHBIN HICHTU(UKAIMOHHBIA KO/ MAlMeHTa, YCTAHOBJICH-
HBII CTpaxoBaTesieM B COOTBETCTBUH C TUIIOBBIMU IIPABHJIaMU 0053aTE€ILHOTO CTPAXOBaHUSI.

12. Jlo monHOTrO OnpeneneHus pazMepa MoJIexkallero BO3MEIEHUIO BPEIa CTPAXOBIIMK T10
3asIBJICHUIO MAI[MEHTA, YYaCTBOBABLIETO B KIMHMYECKOM MCCIEIOBAHUM JIEKAPCTBEHHOIO Ipemna-
parta, UM 3asBJICHHUIO BBITOJONPUOOPETATENS BIIPpaBe OCYIIECTBUTH YaCTh CTPAXOBOM BBHITIATHI,
COOTBETCTBYIOIYIO (DaKTUUECKU ONPEAeSIEHHON YacTH MPUYUHEHHOTO Bpea.

13. CtpaxoBasi BbIIJIaTa B COOTBETCTBUHU C JOTOBOPOM 00S3aTEIBHOIO CTPAaXOBaHHS OCY-
IIECTBIIAETCS HE3aBUCUMO OT BBIIIAT, IPUUUTAIOLINXCS 110 IPYTUM BUAAM CTPaXOBaHMSL.

14. He AO0IMYCKACTCA Yy4aCTUC MAallMCHTA B NPOBCACHUU KIIMHUYCCKOIO HMCCJICIOBAHUSA JIC-
KapCTBEHHOTO Ipernapata IMpu OTCYTCTBUU JIOTOBOPA 00s13aTEIBHOTO CTPAXOBaHUSI.

15. KoHTposib 3a HCIIOJIHEHUWEM OpraHu3alMel, NMOJyYUBILIEH pa3pelleHne Ha OpraHu3a-
LU0 NPOBEACHUS KIMHUYECKOTO UCCIIEIOBaHMs JIEKaPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO
IPUMEHEHHS, YCTAaHOBJICHHON HACTOSIIEH cTaTbell 00S3aHHOCTH MO 00s3aTeIbHOMY CTpaxoBa-
HUIO J)KH3HH, 370pPOBbs NAllMEHTA, y4acTBYIOUIEro (y4acTBOBABIIEr0) B KIMHUYECKOM HCCIEN0-
BaHUH JIEKAPCTBEHHOI'O MIpErapara, OCYIECTBISETCS YIOIHOMOYSHHBIM (eiepaIbHbIM OPraHOM
MCIIOJIHUTEIIBHOM BIIACTH, BBIAABIIMM PAa3pEUICHUE HA IPOBEACHUE KIIMHUYECKUX MCCIENOBaHUN
JIEKapCTBEHHBIX IIPENAapaToB A1 MEIULIMHCKOTO IPUMEHEHUS.

I'nasa 8. IPOU3BOJACTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEACTB
Cratbs 45. IIpon3BoACTBO JIEKAPCTBEHHBIX CPEICTB
1. ITpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB JODKHO COOTBETCTBOBATH TPEOOBAHMSM IIpa-
BUJI HaJUIeXkKalleld IPOU3BOJCTBEHHON MPAaKTUKH, YTBEPKACHHBIM YIOJHOMOYEHHBIM (enepalib-

HBIM OpraHoOM HCIIOJHUTENbHOM BiacTu. OcoOeHHOCTH nepexona nmponu3BoACTBa OTACIbHBIX JIC-
KapCTBCHHBIX CPEACTB K UX IMPOHU3BOJACTBY B COOTBCTCTBHHU C Tpe6OBaHI/I$IMI/I IIpaBHJI HaJJICXKa-



el IPOU3BOACTBEHHOM IPAKTUKMU ycraHaBiuBaroTcsa lIpasurensctBom Poccuiickoni ®denepa-
uy. Belgaya 3akiroueHuil 0 COOTBETCTBUU IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOoBa-
HUAM IPaBWI HAJJIEXKaIled NPOU3BOACTBEHHOM IPAKTUKU OCYILIECTBIIAECTCS 10 pe3yibTaTaM
MHCIIEKTUPOBAHUS ITPOU3BOJUTEIIEH JIEKaPCTBEHHBIX CPEICTB B MOPsAIKE, yCcTaHOBICHHOM [Ipa-
BUTENBCTBOM Poccuiickoit deaepanuu. Pazmep miaTel 3a BblIavy 3aKIOUYEHHUS O COOTBETCTBUU
IIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHMUAM IPAaBUI HaJJIeXKalled MPOU3BOJICTBEH-
HOM IpakTUKK ycraHasiuBaercs IIpaBurensctBoM Poccuiickont @enepauuu. [lopsanok opranu-
3allMM U NPOBENCHUS UHCIICKTUPOBAHUS IIPOU3BOAUTEIEH JIEKAPCTBECHHBIX CPEICTB HA COOTBET-
CTBHE TpeOOBaHMAM IMPaBHUJI HAJIEKAIEH MPOU3BOACTBEHHON MPAKTHKKU ycTaHaBnuBaercs [Ipa-
BUTEJNBLCTBOM Poccuiickoit @enepanuu.

(B pen. @eaepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3, or 22.12.2014
N 429-®3)

2. Ilpou3BoaCcTBO JEKapCcTBEHHBIX cpeAcTB B Poccuiickoit denepaiiuu OCylIeCTBISIETCS
MIPOU3BOJUTENSIMHU JIEKAPCTBEHHBIX CPEACTB, UMEIOIIMMH JIMLEH3UI0 Ha MPOU3BOJCTBO JIEKap-
CTBEHHBIX cpeacTB. [IoaTBEpKIEHUE COOTBETCTBHUS JIMLIEH3UATA MIPABUJIAM HaJUIeKaIlel Ipou3-
BOJICTBEHHOM MPAKTUKU OCYHIECTBISAETCS B PAMKAX JULIEH3MOHHOIO KOHTPOJISI B COOTBETCTBUU C
3aKoHOJaTeNbCTBOM Poccuiickoit Depepannn ¢ y4eToM OCOOCHHOCTEH, yKa3aHHBIX B 4acTH |
HACTOSIIEH CTAaThH.

(B pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. IIpou3BOICTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIACTCS C COONIOCHUEM TPeOOBAHMIT
IIPOMBILUIEHHOI'O PEIVIAMEHTA, KOTOPBIM YTBEPKAACTCS PYKOBOAUTEIIEM IIPOU3BOAUTENS JIEKap-
CTBEHHBIX CPEJCTB M BKJIOYAET B ce0sl MepeueHb MCIOJb3YeMbIX (hapMalleBTHUECKUX CyOCTaH-
HHﬁ M BCIIOMOT'aTCJIbHBIX BCHICCTB C YKA3aHHUCM KOJIMYCCTBA KaKAOI'0 M3 HUX, JAHHLIC 06 uc-
M0JIb3yeMOM 00Opy/A0BaHUHU, ONMUCAHHE TEXHOJIOIMYECKOTO IMpoliecca U METOJOB KOHTPOJS Ha
BCCX oTallax NpOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB.

4. Ilpu mpou3BOACTBE JIEKAPCTBEHHBIX CPEJICTB UCIONB3YIOTCS (apMmaleBTHUECKHE CyO-
CTaHLUH, CBENCHMS O KOTOPBIX COIEPKATCSI B TOCYJAPCTBEHHOM pPEECTPE JIEKapCTBEHHBIX
CPEACTB, 3a MCKIIOYEHHEM (apMalleBTUYECKUX CyOCTaHIMM, MPOU3BOJUMBIX IJIs MPOBEICHUS
KJIMHUYECKUX MCCIEOBaHUM U Uit sKkcrnopra. K mporeccy mpou3BoACTBa (apMarieBTHUECKON
CyOCTaHIIMM OTHOCATCS JIFOOBIE CTAAMM TEXHOJIOTMYECKOTO MpoLecca, MO3BOJSAIONINE MOIYIUTh
TOTOBBII MPOJYKT, COOTBETCTBYIOIIMH TpeOOBaHUAM (papMakoleilHOW CTaTbHh, B TOM YHCIE
(epMeHTaLUsA, HKCTPAKLUSA, OYUCTKA, BBIAEICHHUE, NEPEeKpUCTAIN3alUs, BBICYIIMBaHHUE, W3-
Melnb4YeHue. B ciryyae HeoOX0MMOCTH HCIIONIb30BaHMS 3TUJIOBOTO CIIUPTa, B TOM uucie (hapma-
LIEBTUUYECKONW CYOCTAaHIIMM CIUpPTa STHJIOBOIO (3TaHONA), MPHU HPOU3BOJCTBE JIEKAPCTBEHHBIX
CPEJCTB B KaU€CTBE JEHCTBYIOIIErO U (MJIM) BCIOMOTaTEIbHOIO BEIIECTBA, & TAKKE B MHBIX TEX-
HOJIOTMUYECKUX LEJSIX JO0JDKHA OBITh HCIOJIB30BAHA TOJIBKO (hapmaleBTHYECKass CyOcTaHLUs
CIIUPTa 3THJIOBOTO (3TaHOI).

(B pen. denepanbHbiXx 3akoHOB OT 22.12.2014 N 429-®3, or 27.12.2019 N 462-®3, or
27.12.2019 N 481-D3)

4.1. IlepeueHb JIEKAPCTBEHHBIX MPENApaToB IS MEIULMHCKOIO MPUMEHEHHs, B OTHOIIE-
HUHM KOTOPBIX yCTaHABIMBAIOTCS TPeOOBaHUS K 00bEMY Taphl, YIAKOBKE MU KOMIUIEKTHOCTH, Iie-
peueHb JIEKApCTBEHHBIX MpenapaToB il BETEPUHAPHOIO MPUMEHEHHs], B OTHOILIEHHUH KOTOPBIX
yCTaHaBJIMBAIOTCS TPeOOBAaHUS K 00BEMY Taphl, a TaKkKe TpeOOBaHMs K 00bEMY Taphl, YIIAKOBKE
U KOMIUIEKTHOCTH JIEKApPCTBEHHBIX MPEnapaToB JUIsi MEIULUHCKOIO IPUMEHEHU, TpeOOBaHUS K
00BbeMy Tapbl JIGKAPCTBEHHBIX MpPEnapaToB JIsi BETEPHUHAPHOTO MPUMEHEHHUS OIpPENeNsIioTCs
COOTBETCTBYIOIMMH YIIOJTHOMOYEHHBIMU (eiepabHBIMU OpPraHaMU MCIIOJIHUTEIbHON BJIACTH B
nopsiike, ycraHosiaeHHoM lIpaBurensctBom Poccuiickont @enepanyu.
(uactb 4.1 B pen. ®enepanpHOro 3akona ot 14.12.2015 N 374-03)



4.2. OpraHuszaiyy, OCYIIECTBIIAIONINE IMPOU3BOACTBO (apMaleBTUYECKONW CyOCTaHIIUU
CIUpPTa 3TUIIOBOTO (3TAaHOJIA) IS IPOU3BOJCTBA CIIUPTOCOAEPIKALIUX JEKApPCTBEHHBIX Mpernapa-
TOB, 00513aHBI OCYILIECTBIATH YYET B MOPSJIKE, YCTAHOBJIEHHOM cTaThsiMu 8 U 14 denepanbHOro
3akoHa oT 22 Hosi0pst 1995 roma N 171-®3 "O rocyaapcTBEHHOM peryJIUPOBAHUM MPOU3BOJICTBA
¥ 000pOTa 3TUIIOBOTO CIUPTA, aJIKOTOJIBHON U CIIMPTOCOEpIKALIeH MPOLYKIIMH U 00 orpaHuye-
HUU TOTpeOsieHnsl (pactuThsi) aJKoroJbHOW mpoayknuu'". IIpou3BoacTBO (apmarieBTHYECKON
CyOCTaHIIMM CIHMPTa 3TUIOBOTO (3TAHOJA) JAOMYCKAETCS TOJIBKO OpPraHU3aIlel, OCYIIECTBIISIO-
Hiei MPOU3BOJCTBO PEKTU(PHUKOBAHHOTO STHJIOBOTO CIIMPTA U3 MUIIEBOIO CHIPhS Ha OCHOBAaHUU
JMIIEH3UM Ha TPOU3BOJCTBO STHIIOBOTO CIHUPTa JUIsI MPOM3BOJCTBA (hapMaleBTHUECKOH CyO-
CTaHIIMK CIIUPTA STHJIOBOTO (3TaHOJA) B COOTBETCTBHH € TpeboBaHusiMu DeepanbHOro 3aKoHa
ot 22 HostOpst 1995 roma N 171-@3 "O rocynapcTBEHHOM peryIupoBaHUH MPOU3BOJICTBA U 000-
pOTa 3THJIOBOTO CIHPTA, aJKOTOJIBHONW M CIHUPTOCOAEpKAIlel MPOAYKUHUU U 00 OrpaHUYEHUH
notpelieHus (paciuThsl) aJIKOTOJIbHONW MPOAYKIUHU'", METOAOM pa3BeleHUs] BOJOW OYMIIICHHOM
TaKOro 3TUJIOBOTO CIHPTA, MPOU3BEJCHHOIO JIaHHOW OpraHu3aleil Mo MeCTy OCYIIECTBIICHUS
MPOM3BOJICTBA (apMalleBTUUYECKON CYyOCTaHIIMU CIIUPTA ITHIIOBOTO (3TAHOINA).

(uactp 4.2 BBenena denepanpHbiM 3akoHOM 0T 03.07.2016 N 261-®3; B pen. deaepaabHOTO
3akoHa oT 27.12.2019 N 481-®3)

4.3. nauBunyainbHble NpPEANpPUHUMATENN U IOPUANYECKHUE JUIA, OCYLIECTBIAIONINE 3a-
KYIKY ¥ HCIOIb30BaHUE (hapMalleBTUIECKON CYOCTaHIIMU CITUPTA STUIOBOTO (ITAHOIA), a TAKKE
MIPOU3BOJICTBO, U3TOTOBJICHHE U (MJIK) 000POT (32 UCKIIFOYCHHEM PO3HUYHOM MPOJIAXKH) CIIUPTO-
COJIeprKalINX JICKAPCTBEHHBIX MPENaparoB, 00s13aHbl OCYIIECTBIATh UX YYET U JCKIapUpPOBaHUE
B TIOPSJIKE, YCTAHOBIIEHHOM cTaThsiMu 8 u 14 denepanpHoro 3akoHa ot 22 Hos0ps 1995 roga N
171-®3 "O rocynapCTBEHHOM pETYJIMPOBAHUU IMPOM3BOACTBA U 00OPOTa 3TUIOBOTO CIHPTA,
AJKOTOJILHOM M CHUPTOCOAEpIKAIIEH MPOAYKIIMH M 00 OrpaHUYEHUM TOTPEOICHUS (PACIIUTHSA)
AJIKOTOJIBHOM NMpOTyKIuu'".

(uactb 4.3 BBeaeHa denepanbHbiM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. ITpu npon3BOACTBE JIEKAPCTBEHHBIX IIPENAPATOB /IJIs1 BETEPUHAPHOTO IPUMEHEHHUS J10-
MyCKaeTCsl UCTIOIB30BaHUE MPOU3BEACHHBIX UIS pean3alui (hapMareBTHIECKUX CYOCTaHIIHHA,
BKJIIOYEHHBIX B TOCYIAapPCTBEHHBI peecTp JIEKAPCTBEHHBIX CPEICTB YIOJHOMOYEHHBIM (ene-
paIbHBIM OPraHOM HCITOJHUTEIBHON BIIACTH, OCYIIECTBIISIFOIIAM BEICHHE TOCYIapCTBEHHOTO
peecTpa JICKAPCTBCHHLIX CPECACTB I MECAUILIMHCKOTO ITPUMCHCHU .

(uactb 4.4 BBeneHa denepanbabiM 3akoHOM 0T 02.08.2019 N 297-D3)

5. Bampemaercst MpoOU3BOJCTBO:

1) nekapcTBEHHBIX CPEICTB, HE BKIIOYEHHBIX B TOCYIapPCTBEHHBIN PEECTp JIEKapCTBEHHBIX
CPENCTB, 32 UCKIIOUEHHUEM JICKAPCTBEHHBIX CPEJICTB, MPOU3BOAUMBIX JUJISl IPOBEACHUS KIMHUYE-
CKHX HMCCIIEIOBAaHUHN U JIJIS SKCTIOPTA,

2) danbcuUIPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexapCTBEHHBIX CPENCTB O€3 JUIIEH3UH Ha TPOM3BOJICTBO JEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HapyLIEHHEM IpaBUJ OpPraHU3alMK ITPOU3BOJCTBA U KOH-
TPOJIA Ka4eCTBa JIEKAPCTBECHHBIX CPEICTB;

5) yrpatun cuity. - @enepaibHblil 3akoH oT 27.12.2019 N 481-D3;

6) cIUpPTOCOAEPIKAIINX JIEKAPCTBEHHBIX MIPENApAaTOB MO0 MECTY OCYLECTBICHUS MPOU3BOI-
cTBa (hapMaleBTUUECKOW CyOCTaHIIMM CHOUpPTA STHIIOBOTO (3TaHoyNa) U (WIM) 1O MECTy OCy-
IIECTBJIEHUS IPOU3BOJCTBA ITUIIOBOTO CIIUPTA;



(m. 6 BBeneH DenepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

7) dbapMalneBTHUYECKOW CYOCTaHIIMK CIUPTa STWJIOBOTO (3TaHOda) U (WIJIM) CIIUPTOCOJIEP-
JKAIUX JIEKAPCTBEHHBIX MPENapaToB HA OCHOBHOM TEXHOJIOTMUECKOM O0OpYAOBaHUU ISl TIPO-
M3BOJICTBA 3TUJIOBOTO CIHUPTA, yKazaHHOM B NyHKTe 1.1 ctateu 14.1 dengepanbHOTO 3aKOHA OT
22 Hos6ps 1995 roga N 171-@3 "O rocynapcTBEHHOM perylupoBaHUH MTPOU3BOICTBA H 000pOTa
STUJIOBOTO CIUPTA, AJIKOTOJBHOM M CIIMPTOCOAepKaIlel MPOIYKIIMK U 00 OrpaHUYEHUH MOTped-
neHus (pacuTHsl) AJIKOTOJIbHOU MPOAYKIIMH'".

(m. 7 BBenmen DeaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEACTB B TPAKIAHCKHI OOOpPOT YIOJIHOMOYEHHOE JIUIO
IIPOU3BOJUTEIIA JIEKAPCTBEHHBIX CPEICTB OCYLIECTBIISIET MOATBEPKICHUE COOTBETCTBHS JIEKap-
CTBEHHBIX CpPE/ICTB TPEOOBaHMIM, YCTAaHOBJICHHBIM NMpPU UX TOCYAAPCTBEHHOH perucTpanuu,
rapaHTUPYeT, YTO JIEKAPCTBEHHBIE CPENCTBA MPOU3BEJECHBI B COOTBETCTBUM C TPeOOBaHUAMHU
[IpaBUJI HAJIEXkKAIEH IPOU3BOJACTBEHHON ITPAKTUKHU.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YIIOJTHOMOYEHHBIM JIMLOM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB SIBJIAECTCS €ro pa-
OOTHMK, aTTECTOBAaHHBI B YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (peAepabHbIM OpPraHOM HCIOJ-
HUTEJIBHON BIIACTU MOPSIKE U UMEIOLINI CTak pabOThl HE MEHEe YeM IATh JIET B 00JacTh Mpo-
U3BOJICTBA U (MJIM) KOHTPOJISI KaUecTBa JICKapCTBEHHBIX CPEJICTB, BBICIIEE O0Opa30BaHUE COOTBET-
CTBEHHO I10 OJJHOM M3 CIeUUAIbHOCTEH U (WJIKM) OAHOMY U3 HalpaBIeHUH MOATOTOBKU: OHOJIO-
r'usi, OMOTEXHOJIOI s, BETEPUHAPHsI, BETEPUHAPHO-CAHUTAPHAs SKCIIEPTU3a, KIMHUYECKas Meu-
[IMHA, paJdallOHHAas, XUMHUYECKass W Ouojormueckas 3amura, (apmanus, QyHIaMeHTalIbHas
MEAMIVHA, XMMUYECKask TEXHOIOTHs, XUMUSL.

(B pen. denepanbHbIx 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)

8. IlpousBoguTEeNM JIEKAPCTBEHHBIX CPENCTB (32 MCKIIOYEHUEM (hapMalleBTHYECKON CyO-
CTaHIIMH CIIUPTA STUJIOBOTO (3TAHOJA) MOTYT OCYIIECTBIISTH MPOIAXKY JIEKAPCTBEHHBIX CPE/ICTB
WJIY TIepeiaBaTh X B YCTAHOBIEHHOM 3aKOHOAATENLCTBOM Poccuiickoit denepanuu nopsjke:

(B pen. denepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) npyruM mpoM3BOAMUTENSM JIEKAPCTBEHHBIX CPEACTB JJISl MMPOU3BOJICTBA JEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anusM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) AllTCUHBIM OpraHu3aluvsaM, BETCPUHAPHBIM alITCUHBIM OPraHU3alluiaIM, HHAUBUAYAJIbHBIM
NpCaANIpUHUMATECIAM, UMCIOIIUM JIMOCH3HUIO Ha (bapMaI_[eBTI/I‘ICCKYIO JCATCIIBHOCTh MJIW JIUILICH-
30 Ha MCIUIIUHCKYIO ACATCIBbHOCTD,

4) Hay4yHO-HCCIIEeI0BATEIbCKIUM OpPraHu3alusaM Il HayYHO-UCCIIe10BaTeNIbCKON padoThI;
5) MEAMLIMHCKUM OPraHu3alysM U BETEPUHAPHBIM OpraHU3aLUAIM;

6) opraHM3anysIM M WHIUBUAYAIGHBIM TPEATNPHHUMATEISIM, OCYIIECTBIISIONUM pa3Bejie-
HHUC, BBIPpAIIUBAHUC U COACPIKAHUC JKUBOTHBIX (33. HUCKIIIOYCHHUEM MMPOJAAXKU UM (bapMaueBTqu-
CKHMX CyOCTaHIIMH WJIM UX TIEpeIayn).
(1. 6 B pea. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

9. IIpousBonurenu dhapmMaleBTUUECKONW CYOCTaHIIUN CITUPTA ATHJIOBOTO (3TaHOJIa) 00sI3aHBI
OCYLIECTBIISITh peanu3aluio (meperayy B yCTAaHOBJICHHOM 3aKOHOJIaTeabcTBOM Poccuiickoi de-
Jeparuu nopsiake) hapManeBTHIeCKOl CyOCTaHIIUK CIIMPTA STUIIOBOTO (3TaHOJIa) TPOU3BOUTE-
JSM JIGKAPCTBEHHBIX CPEICTB ISl MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOIUTEISM



(M3rOTOBHUTENSAM) MEIUIMHCKUX W3JENHNA ISl MPOW3BOACTBA M W3TOTOBICHUS MEIHIIMHCKHX
U3JIeNTNi B eMKOCTSAX 00beMoM He Oosiee 1 mutpa u (wim) He meHee 1000 muTpoB, a opraHu3aIm-
sIM, YKa3aHHBIM B TyHKTax 3 - 5 4yacTu 8 HACTOsIIEH cTaThH, B Tape 00beMoM He Goree | auTpa.
(uactp 9 BBenena denepanbHbIM 3ak0HOM OT 29.07.2017 N 278-D3; B pen. DeaepaibHbIX 3aK0-
HOB OT 27.12.2019 N 481-®3, ot 22.12.2020 N 444-D3)

10. Peanuzanus (mepenavya B YCTaHOBJIEHHOM 3aKOHOIATENhCTBOM Poccmiickoit denepa-
UM TopsAKe) (apMareBTHUECKOW CyOCTaHIIMM CIUpPTA 3THJIOBOTO (3TaHOIA) OpraHU3alHsIM
OINTOBOM TOPrOBIIH JIEKAPCTBEHHBIMU CPEICTBAMM HE JIOITYCKACTCH.
(vactpb 10 BBenena deaepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

11. IlepeBo3ku (papmarieBTUIECKON CYOCTAaHIIMU CIIUPTa ATHUJIOBOTO (9TaHOJA) OCYIIECTB-
JSIFOTCSL ¢ COOJI0JICeHUEM TpeOOBaHM, YCTAHOBJICHHBIX a03alleM YeTBEpPTHIM IyHKTa 3 cTaTbu 9
®denepanbHOro 3akoHa oT 22 HosA0ps 1995 roga N 171-®3 "O rocymapCTBEHHOM peryaupoBa-
HUH TPOU3BOJICTBA U 000pOTa STUIOBOTO CIIUPTA, AIKOTOJIBHON U CIIUPTOCOAEPIKAIIEH MPOIyK-
IIUU ¥ 00 OrpaHUYEHUHN TTOTPeOIeHUS (PACTIUTHS) aJTKOTOJIbHON TPOIYKIIAN".

(vactp 11 BBenena deaepanbHbiM 3ak0HOM 0T 27.12.2019 N 481-D3)

CraTbs 46. MapkupoBKa JIeKapCTBEHHBIX CPEICTB

1. JlexapcTBEeHHbIE NpenapaThl, 32 UCKIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB, U3TOTOB-
JIEHHBIX alTEeYHbIMU OpPraHU3ALUSAMH, BETEPUHAPHBIMU ANITEYHBIMU OpPraHU3aLUsAIMU, UHIUBUIY-
QIBHBIMU TPEANPUHUMATENSMU, UMEIOLIIMMHU JIMLEH3UI0 Ha (apMaleBTUYECKYIO JAEATENbHOCTbD,
JIOJKHBI IOCTYIATh B 0OpallleHue, CIu:

1) Ha X NEpBUYHON YIAaKOBKE (32 MCKIIIOUEHUEM IEPBUYHON YNAKOBKH JIEKAPCTBEHHBIX
PacTUTENIBHBIX MPENapaToB) XOPOLIO YATAEMBbIM HIPU(PTOM HA PYCCKOM SI3bIKE yKa3aHbl HaUMe-
HOBaHME JIEKAPCTBEHHOIO IpenapaTta (MeXAYHapOJHOE HENAaTEHTOBAHHOE, WM TPYHIINPOBOY-
HOE, WM XUMHUYECKOEe, NIM TOProBO€ HAaMMEHOBAHUE), HOMEP CEPHHU, JaTa BbITYCKa (U1 UMMY-
HOOHMOJIOTMYECKUX JIEKAPCTBEHHBIX IPEMapaToB), CPOK TOAHOCTH, TO3UPOBKA MM KOHIIEHTpa-
1151, 00beM, aKTUBHOCTh B €JMHULIAX JEMCTBUS WU KOJIMYECTBO /103;

(B pen. @enepanbabix 3ak0HOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOM (TOTPEOUTETHCKON) YITAaKOBKE XOPOIIIO YATaeMbIM MIpU(TOM Ha pyc-
CKOM SI3bIKE€ YKa3aHbl HAMMEHOBaHHUE JIGKAPCTBEHHOTO IpemnapaTta (MeXIyHapOAHOE HEMaTeHTO-
BaHHOE, WM TPYNIUPOBOYHOE, WM XUMHUYECKOE U TOProBO€ HAaMMEHOBAaHMs), HAMEHOBAaHUE
IPOM3BOIUTENS JIEKAPCTBEHHOTO Mpernapara, HOMEp CEepHH, JaTa BBIIYCKa (151 UMMYHOOUOIIO-
TMYECKHX JIEKAPCTBEHHBIX IMPENapaToB), HOMEP PErHCTPAIMOHHOTO YIOCTOBEPEHUS, CPOK TO-
HOCTH, CHOCO6 IMPUMCHCHUA, NO3UPOBKA HJIM KOHLCHTpalu:, O6’beM, AKTUBHOCTb B €AMHUIIAX
neicTBUS 100 KOJIMYECTBO /103 B YIIAKOBKE, JIeKapCTBEHHas (popma, yClIoBUs OTIYCKA, YCIOBUS
XpaHeHUs, IPEeaYyIPEIUTEILHBIE HAIIUCH.

(B pen. ®enepanpubix 3akoHOB OoT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapmaneBTHYECKHE CYOCTaHIIMM JOJDKHBI IOCTYNaTh B OOpalleHue, eciay Ha UX Iep-
BUYHOI YMAaKOBKE XOpOLIO YUTAaeMbIM IIPU(PTOM Ha PYCCKOM S3bIKE YKa3aHbl HaUMEHOBaHHE
(dapmarieBTHYeCKON CyOCTaHIIMU (MEXIyHApOJAHOE HEMAaTEeHTOBAaHHOE, WM TPYIIHUPOBOYHOE,
WIA XMMHUYECKOE U TOProBOE€ HaMMEHOBAHUs), HAMMEHOBaHHE MPOU3BOAMUTENS (apMalieBTHYE-
CKOM CyOCTaHIIMH, HOMEp CEPUU M JaTa U3TOTOBICHHS, KOJIUYECTBO B YIIAKOBKE M €IUHUIIBI U3-
MEpEeHHs! KOJIMUYECTBA, CPOK TOJHOCTHU U YCIOBUS XPaHEHHUS.

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

3. JlexapcTBeHHBIE Cpe/iCTBAa B KaYeCTBE CHIBOPOTOK JIOJDKHBI MOCTYIATh B OoOpalleHue ¢
yKa3aHUEM KUBOTHOTO, U3 KPOBH, IJIa3Mbl KPOBHU, OPraHOB U TKaHEH KOTOPOTO OHU IOJIYUEHBI.



4. Ha BTOpHUHYIO (IOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOIYYEHHBIX
13 KPOBH, IJIa3Mbl KPOBU, OPraHOB U TKAHEH YEIOBEKa, JOJKHA HAHOCUTHCS HAAMUCh: "AHTHUTE-
na k BUY-1, BUY-2, x Bupycy renarura C 1 IOBEpXHOCTHBII aHTUI€H BUpyca renaturta B ot-

CYTCTBYIOT".

5. Ha nepBuuHyI0 yIakoBKY M BTOPHUYHYIO (TIOTPEOMTENBCKYIO) YIIAKOBKY paanodapma-
[IeBTUYECKUX JIEKAPCTBEHHBIX CPEJCTB J0JDKEH HAHOCUTHCS 3HAK PaJIalliOHHON OMAaCHOCTH.

6. Ha BropuuHyto (MOTpEOUTENBCKYIO) YIIAKOBKY TOMEONATHYECKUX JEKApCTBEHHBIX Ipe-
MapaToB JI0JHKHA HAHOCHUTHCS HAAMKUCK: ""['oMeonaTnyeckui'.

7. Ha BTOpHuHYIO (OTPEOUTENBCKYIO) YIAaKOBKY JICKApPCTBEHHBIX PACTUTENBHBIX Ipenapa-
TOB JIOJKHA HAHOCHUTHCSA HAANMUCh: "[IpoayKius npoliia paaualiioOHHbIA KOHTPOJIb'.

8. Ha mepBHYHYIO YMAaKOBKY (€CIH ISl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTh) U
BTOPUYHYIO (MIOTPEOUTEIIBCKYIO) YIIAKOBKY JICKAPCTBEHHBIX MPEMApaToB, MPeaHA3HAUYEHHBIX IS
KJIMHUYCCKUX HCCICIOBaHMH, NOJDKHA HAHOCUTHCA Haamuch: "JIJIS KIMHUYECKHX HCCIIEI0Ba-
HUH".

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

9. YnakoBKa J€KapCTBEHHBIX CPEICTB, NPEIHA3HAYCHHBIX UCKIIOYUTEIBHO JUIS DKCIOPTA,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSMU CTPAHbI-UMIIOPTEpA.

10. Ha tpaHcriopTHYIO Tapy, KOTOpas He MpeaHa3HaueHa i MOTpeOuTeeii 1 B KOTOPYIO
MOMEIIEHO JIEKAPCTBEHHOE CPEACTBO, JOJKHA HAHOCUTHCS MH(MOpMAIMsS O HAUMEHOBAHHH, CE-
pUU JIEKapCTBEHHOT'O CPEJCTBA, JaT€ BBINYCKa, KOJIWYECTBE BTOPUYHBIX (ITOTPEOUTENHCKUX)
YIaKOBOK JIEKAPCTBEHHOT'O CPEJCTBA, MPOU3BOAUTENE JIEKAPCTBEHHOTO CPEACTBA C YKa3aHHEM
HAaUMEHOBAHUSI M1 MECTOHAXOKJECHHS MPOU3BOIUTENS JIEKAPCTBEHHOTO CPeACTBa (aapec, B TOM
YHUCJe CTpaHa U (UJIM) MECTO MIPOU3BOCTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE TOJTHO-
CTH JIEKAPCTBEHHOT'O CPEJICTBAa U 00 YCIOBHSIX €ro XpaHEHUs U MepeBO3KH, HEOOXOIUMBIE Tpe-
AyOpCAUTCIbHBIC HAATTUCHU U MAHUITYJIATOPHBIC 3HAKH.

11. Ha nepBuuHyi0 ynakoBKY U BTOPUYHYIO (IOTPEOUTENHCKYIO) YIIAKOBKY JEKapCTBEH-
HBIX CPEJACTB AJI1 BETEPUHAPHOIO MPUMEHEHUS JOJKHA HAHOCUThCS HAaanuch: "l BeTepuHap-
HOT'O MPUMEHEHHUS".

12. Ha BropuuHyo (MOTpeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOTO MperapaTa HaHOCUTCS
HITPUXOBOM KOJI.

I'1aBa 9. BBO3 IEKAPCTBEHHBIX CPEJICTB
B POCCUMCKYIO ®EJIEPALIMIO U BBIBO3 JIEKAPCTBEHHBIX CPE/ICTB
N3 POCCUMICKOM ®EJEPALIUN
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbs 47. [lopsaaok BB0O3a JieKapCTBEHHBIX cpeacTB B Poccuiickyro ®enepaunio u
BbIB032 JIEKAPCTBEHHBbIX cpeacTB U3 Poccuiickoit Menepanun
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BBo3 nekapcTBeHHBIX cpencTB B Poccuiickyro denepaiinio oCcyIecTBIsSETCS B MOPAJIKE,
yctaHoBiieHHOM IIpaBurensctBoM Poccuiickoit denepannv, B COOTBETCTBHM C TAMOKEHHBIM
3aKOHOJIATeNLCTBOM TaMoskeHHOTO coro3a B paMkax EBpA3DC (manee - TamoxeHHBIH cO103) U
() 3aKoHOIATEIHLCTBOM Poccuiickoii denepamnuyi 0 TaMOKEHHOM JIeTIe.

(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)



2. Bro3umeie B Poccuiickyro @enepalnuio JeKapCTBEHHbIE CPEACTBA JOKHBI COJIEPIKATHCS
B TOCYIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.
(B pen. depepanbHbIx 3aKk0HOB OT 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3)

3. Jlomyckaetrcsa BBO3 B Poccuiickyro denepanuto KOHKPETHOW MapTUX 3aperuCTPUPOBaH-
HbIX M (WIM) HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAYEHHBIX IJI1 IPOBE-
JICHUsI KJIMHUYECKUX MCCIIEI0BAHUN JIEKAPCTBEHHBIX MPENapaToB, IPOBEICHUS IKCIIEPTU3BI Jie-
KApCTBEHHBIX CPEACTB JUJISi OCYILIECTBICHHUS] TOCYIApPCTBEHHON PEruCTpalluM JIEKAPCTBEHHBIX
IIpenapaToB WIN JUIs OKa3aHUsI MEIULIUHCKON TTOMOIIM IO )KU3HEHHBIM ITOKA3aHUAM KOHKPETHO-
ro MalUeHTa Ha OCHOBAaHWM pa3pellieHus, BBIJAHHOTO YIIOJTHOMOYEHHBIM (henepaabHbIM Opra-
HOM MCIOJIHUTEIBHOMN BJIACTH I10 3asBICHUSAM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosuiero dene-
pajbHOTO 3aKOHa. PaccMOTpeHHe Takoro 3asiBJICHUs U MPUHATHE PEUICHUs O BblAaue pasperie-
HUSl Ha BBO3 KOHKPETHOW MapTHH 3apETUCTPUPOBAHHBIX U (WJIM) HE3apErUCTPUPOBAHHBIX JIEKap-
CTBEHHBIX CPEJCTB, MPEJHA3HAUYCHHBIX ISl MPOBEACHUS KIMHUYECKUX HCCIEIOBaHUM JieKap-
CTBEHHBIX IIPENAapaToB, IPOBEACHUS IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB JUISl OCYLIECTBICHUS
rOCYJapCTBEHHON PErucTpalny JEKapCTBEHHbIX MPENapaToB WIH JJIsI OKAa3aHUS MEIULMHCKON
MOMOIUIHM O >KU3HEHHBIM IMOKa3aHUAM KOHKPETHOTO ManueHTa Ju0o 00 OTka3e B Bblgaue yKa-
3aHHOTO Pa3pelICHUs] MPOU3BOJATCS B CPOK, HE MPEBBIMIAIOMUN AT padounx nHeil. [Tnara 3a
BbIJIa4y YKA3aHHOT'O pa3pelIeHUs HE B3UMAETCS.
(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Koncynprantllntoc: npumedanue.
C 01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (D3 ot 27.12.2019 N 475-D3).

3.1. Jonyckaetcst BBo3 B Poccuiickyto denepainio KOHKPETHON NapTUHU HE3apErUCTPUPO-
BAaHHBIX JIEKAPCTBEHHBIX IPENApaTOB, COAEPKAIINX HAPKOTUYECKHE CPEICTBA WM NCUXOTPOI-
HBIE BEILIECTBA, B MOPs/IKE, yCTaHOBIEHHOM [IpaButenscTBoM Poccuiickon @enepaunu, 1 OKa-
3aHUS MEJULIMHCKOW MOMONIH IO KU3HEHHBIM ITOKA3aHNUAM KOHKPETHOTO MAlMEHTA WIN TPYIIIbI
MAIMEHTOB B CITy4Yae, €CIIM UMEETCsI pellieHre BpauyeOHOM KOMICCHH METUITMHCKON OpraHu3aiuu
0 He3(PPEKTUBHOCTH MIJIM HEBO3MOXKHOCTH IPUMEHEHHUS Y KOHKPETHOTO MallMeHTa WHBIX 3aperu-
CTPUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaToB, B TOM YHUCIE COAEPXKAIIMX APYrUe IEUCTBYIOLINE
BEIIECTBA, U 0 HEOOXOJUMOCTH BBO3a ONPEICIICHHOIO HEe3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara ¢ yKa3aHHEM €ro MEXJYHapOJHOTO HEMATeHTOBAHHOTO (MJIM XMMHUYECKOTrO, WIIU
IrPYNIUPOBOYHOT0) HAaMMEHOBaHUs, (JOPMBI BhITyCKa U KonudecTBa. [lepeuens 3aboneBanuii u
COCTOSIHUM M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpPENapaToB, COAEPKAIIUX HAPKOTHUYECKHE
CpeCTBa U MCUXOTPOITHBIE BEIIECTBA, B LEIAX OCYHIECTBICHUS UX BBO3a B COOTBETCTBUU C Tpe-
OOBaHUSIMH HACTOSIICH YaCTH YTBEPHKIAETCS YIIOJTHOMOYECHHBIM (efiepaibHbIM OPraHOM HCIIOJ-
HUTEJIBHOMN BIAaCTH.

(vactp 3.1 BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

4. B Poccuiickyto denepannio MOKHO BBO3UTh JICKAPCTBEHHBIE CPEICTBA, KAYECTBO KOTO-
PBIX TOATBEPKACHO CePTU(PUKATOM MTPOU3BOAUTENS JIGKAPCTBEHHBIX CPEJICTB, YAOCTOBEPSIOIIUM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUSAM (hapMaKONEHHBIX cTaTeil Inbo
B CJIydac UX OTCYTCTBHA HOpMaTHBHOﬁ AOKYMCHTAIIMKU UJIK HOPMATUBHOT'O JOKYMCHTA.
(B pen. ®enepanpuoro 3akoHa ot 06.12.2011 N 409-D3)

5. 3anpemaetcst BBo3 B Poccuiickyto @enepannio hanbcuumpoBaHHbIX JIEKAPCTBEHHBIX
CPE/CTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPAa()aKTHBIX JIEKapCTBEHHBIX
CPEACTB.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

6. @anscuduuUpOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEJOOPOKAYECTBEHHBIE JIEKAPCTBEH-



HBIE CpPEACTBA MOJJICKAT U3BATUIO U IOCICAYIOIIEMY YHUYTOXEHUIO MU BbIBO3Yy U3 Poccuii-
ckoit denepannn, KOHTpa(aAKTHBIE JIEKAPCTBEHHBIE CPEACTBA - U3BATHIO U MOCIEAYIOIIEMY YHH-
YTOXKEHUIO. YHHUTOXKEHHE WK BbIBO3 U3 Poccuiickoit denepanuu GambcupuuupoBaHHBIX Jie-
KapCTBEHHBIX CPE/CTB, HENOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpa(aKTHBIX Jie-
KApCTBEHHBIX CPEACTB OCYLIECTBIIAETCS 3a CYET JIMLA, OCYILECTBUBIIErO UX BBO3. [lopsanok yHH-
YTOKEHUS M3BATHIX (aTbCU(PUIUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB, HEIOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB ycTaHaBiuBaercs llpaBu-
tenbcTBOM Poccuiickoit denepanni.

(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluua, ocymectBisromniie BBo3 B Poccuiickyro denepanuio panbcupuiimpoBaHHBIX Jie-
KapCTBEHHBIX CPE/ICTB, HETOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, KOHTpa(aKTHBIX Jie-
KapCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TAMOXKCHHBIM 3aKOHOJATEINb-
cTBOM TaMOKE€HHOTro coro3a M (WIM) 3aKoHOoAaTeNnbcTBOM Poccuiickoit ®Denepanii 0 TaMOXKEH-
HOM JIeJIe.

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

8. BbIB0O3 nekapcTBeHHBIX cpencTB U3 Poccuiickoit deneparuu ocymecTBiaseTcs 03 mpu-
MCHCHUA OFpaHquHHﬁ, YCTAaHOBJICHHLIX TaMOKCHHBIM 3aKOHOAATCIIBCTBOM TaMO0XeHHOT'O COIO-
3a U (WIM) 3aKOHOJATEILCTBOM Poccmiickoit denepaniuu 0 rocyJapcTBEHHOM PETyJIUPOBAHUU
BHGHIHGTOpI‘OBOﬁ ACATCIIBbHOCTH.

(B pen. denepanbHbix 3akoHOB OoT 06.12.2011 N 409-®3, or 25.11.2013 N 317-®3, or
22.12.2014 N 429-®3)

9. Broa B rpaxaaHCKU 00OpPOT JICKAPCTBEHHBIX MpENapaToB I MEIUIIMHCKOTO TPUMe-
HEeHMs, BBe3eHHBIX B Poccuiickyro denepannio, oCymecTBIsSETCS ¢ COOMOACHUEM TpeOOBaHUIH,
YCTaHOBJICHHBIX cTaThel 52.1 Hactosmero deaepaibHOro 3aKoHa.

(vactp 9 BBeneHa DenepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

Cratbs 48. IOpuanyeckue Juna, KOTOPbIM pa3pelieH BBO3 JIeKAPCTBEHHBIX CPeICTB
B Poccuiickyro ®@enepaunio
(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBennsle cpencrsa B Pocculickyro denepanuio MOryT BBO3UTH:
(B pen. ®enepanpuoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpousBoAMTENN JIEKAPCTBEHHBIX CPEACTB JUIS Iiefieil COOCTBEHHOTO MPOU3BOJICTBA Jie-
KapCTBEHHBIX CPEJICTB;

2) MHOCTpaHHbIE pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB U MHOCTPAHHBIE MPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEJICTB WU APYTUe IOpUINYECKUE JHUIa M0 MOPYYSHUIO pa3paboTunka JeKap-
CTBEHHOT'O CPEJCTBA AJIsl IPOBEACHUS KIMHUUYECKUX MCCIIEJOBAHUM JIEKApCTBEHHOTO Ipernapara,
OCYIIECTBJICHUS] TOCYIapCTBEHHON PErHCTpally JIEKapCTBEHHOTO IMpernapaTa, BKIOYeHUs (ap-
MaIleBTUYECKON CYOCTaHIIMM B TOCYAApPCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB, KOHTPOJIS
KayecTBa JICKAPCTBEHHBIX CPE/ICTB MPU HATMYUU PA3PELICHHUS YIIOJIHOMOUYEHHOTO (efepaibHOro
OpraHa HCIIOJIHUTENBHOM BJIACTU HA BBO3 KOHKPETHOM NApTUU JIEKAPCTBEHHBIX CPEICTB;

3) opranusaiiy ONTOBON TOPTOBJIH JIEKAPCTBEHHBIMU CPEICTBAMM;

4) Hay4HO-HCCIIEZIOBATEIbCKUE OpraHU3alMM, 00pa30BaTeIbHBIC OPraHMU3ALMU BBICIIETO
00pa3oBaHus, MPONU3BOAUTEIH JIEKAPCTBEHHBIX CPEACTB Ul pa3paOOTKH, MCCIEAOBaHNHN, KOH-
TpoJis Oe30MacCHOCTH, KauecTBa, 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB MPH HAIUYHU pa3pe-
IIEHHS YITOJTHOMOYEHHOTO (heaepaaIbHOro opraHa NCTIOIHUTEIbHON BIIACTH;



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

5) MEIUIIMHCKYE OpTaHU3alluH, HHbIC YKa3aHHbBIE B MyHKTaX | - 4 HACTOSIIEH CTaThu Oopra-
HU3AIUKU JUIsl OKa3aHUsl MEIMIMHCKON MOMOIIU MO >KM3HEHHBIM MOKAa3aHUSM KOHKPETHOTO Ia-
[UEHTa MPU HAIMYUU Pa3pelIeHHs] YIOJIHOMOYEHHOTO (eepaibHOrO OpraHa UCIOJIHUTEIbHON
BJIACTH HA BBO3 KOHKPETHOW MapTHUU JICKAPCTBEHHOTO MpENapaTa, BIJAHHOTO B YCTAHOBJICHHOM
nopsiike B (popMe AIIEKTPOHHOTO JIOKYMEHTA, MOANUCAHHOTO YCUJICHHOW KBaIU(DUIIMPOBAHHON
AJIEKTPOHHOM MOAINKCBIO;

(B pen. ®enepanpHoro 3akoHa ot 12.03.2014 N 33-03)

KoncynprantlIntoc: npumevanue.
C 01.01.2024 1. 6 ct. 48 yrpauuBaer cuity (P3 ot 27.12.2019 N 475-D3).

6) rocyapCTBEeHHbIE YHUTAPHbBIEC NPEANPUITHS, UMYIIECTBO KOTOPHIX HAXOIUTCS B dene-
panbHOI coOcTBeHHOCTH, ompenensemble [IpaBurensctBom Poccuiickoit denepanyu, B 4acTu
BB03a B Pocculickyto denepanuio HE3aperucCTPpUPOBAHHBIX JIEKAPCTBEHHBIX IpENnapaToB, CO-
JEpKAIIUX HaApKOTUYECKUE CPENCTBA WM ICUXOTPOIHBIE BELIECTBA, U OKa3aHWsI MEIUIMH-
CKOM IOMOUIY 1O KU3HEHHBIM MOKa3aHUSAM KOHKPETHOIO ITAllMEHTa WM IPYIIBI TALIMEHTOB B
COOTBETCTBUHU C yacTbio 3.1 crateu 47 Hactosmero deaepanbHOro 3aKOHA.

(m. 6 BBeneH DeaepanbHbBIM 3aK0OHOM OT 27.12.2019 N 475-D3)

Crarba 49. JlokyMeHTBbI, IpeJCTaBJ/IsseMble B TaMOKeHHbIe opranbl Poccuiickoii Me-
JAepanuy NpH BBO3e JEKAPCTBEHHBIX cpeacTB B Poccuiickyro @egepanuio
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. IIpu BBO3€E JI€KApCTBEHHBIX CpeacTB B Poccuiickyto deaepanuio B TAMOXKEHHbBIE OpTaHbl
Poccniickoit denepanuu Hapsagy ¢ JOKYMEHTaMH, IPEACTABICHHE KOTOPBIX IPELYyCMOTPEHO
TaMOXEHHBIM 3aKOHOJATEIHLCTBOM TaMOXKEHHOTO COr03a M (MJIM) 3aKOHOJATeIhCTBOM Poccwmii-
ckoii denepanvii 0 TAMOKEHHOM JIeJie, PEICTABIIAIOTCS CIEAYIOIINE JOKYMEHTHI:

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) cepTuduKaT MPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIOMIUNA COOTBET-
CTBHE BBO3MMOTO JICKAPCTBEHHOT'O CPEJICTBA TPeOOBaHUSIM (DapMaKOIIEHHONU CTaThu JTUOO B CITy-
Yae ee OTCYTCTBHUS HOPMATUBHOM JOKYMEHTAIIMU UM HOPMAaTHBHOTO IOKYMEHTA;

2) paspelieHrue YIMOJHOMOYEHHOTO (eepalbHOrO0 OpraHa HMCIOJHUTEIBLHON BIACTH Ha
BBO3 KOHerTHOI\/'I HapTI/II/I HeKapCTBeHHOFO Cpe,Z[CTBa B cnyqaﬂx, yCTaHOBJIeHHBIX JacCTbIO 3 CTa-
TbU 47 HacTosiero deaepaibHOro 3aKoHa.

2. JIoKyMEHTBI, YKa3aHHbIE B IyHKTax | 1 2 yactu | HacTosmel cTaTby, NPEACTABIAIOTCS
B TaMOXXCHHBIC opraHbl Poccuiickoit denepanuu npu NpUOBITHH JIEKAPCTBEHHBIX CPEJCTB B
Poccuiickyro ®denepanuro.
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarba 50. BBo3 JiekapcTBeHHBbIX NpenaparoB B Poccuiickyro ®@enepauuio ajs Ju4-
HOT'O0 HMCIOJIb30BAHHUS M MHBIX HEKOMMEPYECKHUX Iejieil, a TaKke IJIs MCIO0Jb30BAHUA HAa

TePPUTOPUH MEKIYHAPOTHOI0 MeIHIIMHCKOI0 KJIacTepa
(B pen. denepanbHbIx 3aKk0HOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IpenapaThl MOTYT OBITh BBe3eHHI B Poccuiickyto deneparuio 6e3 yuera
TpeOoBaHU, MPeIyCMOTPEHHBIX YacTsaMu 1 - 4 ctateu 47, cratbsimu 48 u 49 Hacrosimero dene-
pabHOTO 3aKOHA, €CJIM OHU IIPEeIHA3HAYECHBI JJIS:



(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

1) MMYHOTrO MCHOJBb30BaHUS (PU3MUECKUMU JUIlaMHu, MpuObIBIIMMEU B Poccuiickyro ®ene-
pauuro. IIpu sTom BBO3 B Poccuiickyro denepanuio J€KapCTBEHHBIX IIPENapaToB, COACPKALUX
CHWJIbHOJCHCTBYIOIME U (MJIM) SIIOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIbHOJACUCTBYIOIIMX BELIECTB Ul LEJIE€H YyTOJI0BHOr0 3aKoHoaarenscrsa Poceuiickon denepa-
UM ¥ B CIIUCOK SJIOBUTHIX BEUIECTB IS LIeJIe YrOJ0BHOIO 3aKoHOoAaTenbcTBa Poccuiickon de-
nepauuu, yrBepxkacHHble I[IpaBurenbctBom Poccuiickoit @enepauuu, OCYLIECTBISIETCA MPHU
HAJIMYUU JJOKYMEHTOB (3aBEPEHHBIX KOMUI JOKYMEHTOB MJIM 3aBEPEHHBIX BBIMHCOK M3 HUX),
MOITBEPKIAIOIINX Ha3HaUeHHE (PU3MYECKOMY JIMIlYy YKa3aHHBIX JICKAPCTBEHHBIX MpEnaparoB (3a
HCKJIIOUYECHHEM JIEKaPCTBEHHBIX MPENapaToB, 3aperucTpupoBaHHbix B Poccuiickoit denepanmnu u
ormyckaeMbix B Poccuiickoit @enepanuu 6e3 perenta Ha JeKapcTBeHHBIN mpemnapat). [loaTeep-
KAArolIKe JOKYMEHTHI (MX 3aBepeHHbIC KOMHUH WM 3aBEPEHHbIE BBHIMUCKU M3 HUX) JOJDKHBI CO-
JIep>KaTh CBEJCHUSI O HAMMEHOBAaHUHU M KOJMYECTBE HA3HAYEHHOT'O JIEKAPCTBEHHOIO Ipernapara.
B cnyuae, ecnu nmoaTBepkaaonine JOKYMEHTHI (X 3aBepEHHbIE KOIUU WM 3aBEPEHHbBIE BBHITHC-
KM U3 HUX) COCTABJICHbl HA UHOCTPAHHOM SI3bIKE, K HUM MPUJIaraeTcs HOTapuaIbHO 3aBEPEHHBIN
MEePEBO/T HA PYCCKUH A3BIK;

(. 1 B pen. @enepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) UCHONb30BaHUS PAOOTHUKAMM JUIUIOMATUYECKOTO KOpIyca MM MPEACTaBUTEIISIMU
MEXIYHAPOAHBIX OpraHu3aluii, akkpequToBaHHbIX B Poccuiickoit denepanuu;

3) neyeHus Nacca)kupoB U WICHOB SKUIAXKEH TPAHCHOPTHBIX CPEJCTB, OE3AHBIX Opuraa u
BOJIUTENEH TPaHCIIOPTHBIX CPEACTB, NpuOBIBIINX B Poccuiickyto denepanuio;
(B pen. ®enepanpuoro 3akoHa ot 06.12.2011 N 409-D3)

4) neyeHHs] y4aCTHUKOB MEKIYHAapOJIHBIX KYJIbTYpPHBIX, CIOPTUBHBIX MEpONPUSATUH H
Y4aCTHUKOB MEXIYHAPOIHBIX JKCIIECIULINN;

5) nedyeHHs KOHKPETHBIX >KMBOTHBIX B 300MapKax, 300Cajax, LHUPKAX, OKeaHapHymax,
nenbQUHapUsX, JIEUSHUs TUKUX KUBOTHBIX, MMOCTOSHHO WJIM BPEMEHHO HACENSIOIIMX TEPPUTO-
puto Poccuiickoit @enepariuu, HaXOAAIMIUXCS B COCTOSIHUHM €CTECTBEHHON CBOOOJBI M TIPUHA/-
JeKaIuX K BUJaM, 3aHeceHHbIM B KpacHyro kaury Poccutickoit denepanuu u (Mam) KpacHbIE
KHUTH cyObekToB Poccuiickoii Denepannu, a Takke )KUBOTHBIX, BBO3UMBIX B Poccuiickyio @e-
JIEpaLIO JUIsl yHacTHUs B CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUATHUSAX
(B pen. ®enepanbHbIx 3aKk0HOB OT 06.12.2011 N 409-03, ot 02.08.2019 N 297-D3)

6) MCIOTB30BaHMS Ha TEPPUTOPUHN MEXKTYHAPOIHOTO MEIUIIMHCKOTO KIacTepa.
(m. 6 BBeneH DenepanbHbIM 3aK0HOM 0T 29.06.2015 N 160-D3)

2. B cay4asx, npenyCMOTPEHHBIX 4acThiO | HacToAIIeW cTaThu, JOMycKaeTcs BBO3 B Poc-
curickyro denepanuio JIEKapCTBEHHBIX IIpenaparoB, HE 3aperuCTpUPOBAaHHBIX B Pocculickoi
denepanuu.

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

3. JlekapcTBeHHBIEC TpenapaThl, MpeaHa3HAYCHHBIC 11 TYMAaHUTApHOW MOMOIIM (COICH-
CTBUS) WM NOMOILM NpU YPE3BbIYAMHBIX CUTyalUsX, BBO3ATCS B Poccuiickyro ®enepaiuio B
nopsiake, ycranoBieHHOM [IpaButenscTBoMm Poccuiickoit @enepanuu. 3anpemiaercs BBo3 B Poc-
cuiickyro denepanuio HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, NPeAHa3HAaYE€HHbIX
JUIsl TyMaHUTapHON OMOIIH (COAEHCTBUS) UM TIOMOIIU TP Ype3BbIUaiHbIX CUTYAIUIX.

(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratbs 51. CoTpyaHnuecTBo ¢eiepajJJbHOT0 OPraHa HCHOJHUTEIbHON BJIACTH, YIIOJI-



HOMOYEHHOr0 B 00JIaCTH TAMOKEHHOIO [eJia, U APYrUX YNOJHOMOYEHHBIX (erepajbHbIX
OPraHoOB MCIOJHHUTEJIbHON BJIACTH

1. YnomHomoueHHbIe (eepalbHbIe OpraHbl UCIOJHUTEILHON BIACTH MPEIOCTABISIOT B
pacnopsbkeHre (eepalbHOTO OpraHa MCHOJHUTENBHON BIACTH, YIOJTHOMOYEHHOTO B 00JacTH
TaMOXEHHOTO JIeJIa, TOCY/IapCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJICTB, a Takke WH(OpMAIHIO
O BBIIAHHBIX pa3pemeHH;1x Ha BBO3 KOHerTHOﬁ HapTI/II/I .HGKapCTBeHHBIX Cpe,Z[CTB B cnyqaﬂx,
YCTaHOBJICHHBIX 4acThIO 3 cTaThu 47 HacTosiero deaepaibHOro 3aKoHa.

2. MepepanbHBI OpraH UCIIOJIHUTENBHON BIACTH, YIIOJIHOMOYEHHBIA B 00JIACTH TaMOXKEH-
HOTO jena, HHPOPMHUPYET yKa3aHHbIe B 4acTH | HAcCTOsIIEH CTaTbU YHNOJHOMOYEHHbIE (hene-
pajbHbIE OpraHbl UCIIOJIHUTEIBLHOM BJIACTU O BBO3€ JIEKAPCTBEHHBIX CpeACTB B Pocculickyro Pe-
JIEpaIfio U BBIBO3€E JIEKAPCTBEHHBIX CpenicTB U3 Poccuiickoit deaepannu mo Gopme U B TOPSIKE,
KOTOpbI€ ycTaHOBIIeHH! [IpaBuTensctBoM Poccuiickoit @enepanuu.
(B pen. ®enepanpuoro 3akoHa ot 06.12.2011 N 409-D3)

I'nmaBa 10. PAPMAHEBTUYECKASA AEATEJIBHOCTbD
Crarbia 52. OcymecTBieHue (papManeBTHYECKOM 1eATeTIbHOCTH

1. dapmaneBTHUECKast ACSITEILHOCTh OCYIIECTBISETCS OpraHU3aUsIMU ONTOBOM TOPTOBIIU
JIEKapCTBEHHBIMH CPE/ICTBAMH, allTEYHBIMUA OPTraHU3alUsAIMHU, BETepUHAPHBIMHU alITEYHBIMHU Opra-
HU3ALUUAMU, UHIUBUIYaTbHBIMU MPEANPUHUMATENIIMU, UMEIOIIUMH JIMIEH3UIO Ha (hapMalieBTH-
YECKYIO JIEATEIIbHOCTh, MEIUIIMHCKUMU OpPTaHU3aIMsIMH, UMEIOIMMH JUIICH3UIO Ha (apMalieB-
TUYECKYIO JIEATEIbHOCTh, U UX 00OCOOJEHHBIMH TOJpa3/eicHUusIMUA (aMOymaTopusiMu, Gemb-
HIEPCKUMH U (HeNTbIIIePCKO-aKyIIEPCKUMU MYHKTAMH, LIEHTpaMH (OTIENEeHUsIMH) oOuIel Bpa-
4yeOHOM (CeMEHOM) MPAKTHUKH), PACIIOI0KEHHBIMU B CEIBCKUX HACEJCHHBIX IYHKTaX, B KOTO-
PBIX OTCYTCTBYIOT anTE€YHbIE OpraHM3alMd, U BETEPHUHAPHBIMH OPTaHU3ALMUSAMH, UMEIOIUMHI
JUIEH3UIO Ha (apMalleBTUYECKYIO IeATEIbHOCTb.

(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

Koncynprantllntoc: npumedanue.

06 ycnoBusix gomycka B 2021 roay K ocymecTBiIeHHIO (hapMaIieBTUIECKON IeATeTbHOCTH JIHI
6e3 ceprudukara cnenuanucTa v (WIin) MO CIEUUATBHOCTAM, HE MPeyCMOTPEHHBIM cepTH(U-
KaToM criennanucta, cM. [Ipukaz Munzapasa Poccun ot 08.02.2021 N 58H.

2. ®usnyecKre JIUIa MOTYT OCYIIECTBISTh (PapMaleBTUISCKYIO eATeTbHOCTh TIPHU HAJH-
YUU BBICIIECTO WJIM CpefHero (apMaleBTHUEeCKOro oOpa3oBaHUS M cepTU(dHKATa CTCIUANKCTA,
BBICIIIETO WJIM CPEJHETO BETEPUHAPHOTO 00pa3oBaHUS M cepTU(UKATA CHEIUAINCTA, a TAKKe
BBICILIETO WJIM CPEAHEr0 MEAMIIMHCKOro oOpa3oBaHMs, cepTU(dUKaTa CHelHaTucTa U JTOMOIHH-
TETHHOTO MPOoJecCHOHALHOTO 00pa30oBaHMS B YacTU PO3ZHUYHON TOPTOBIH JIEKAPCTBEHHBIMU
npenapaTamMy MpU YCIOBUM UX paboOThl B 000COOIEHHBIX MOApPA3IEICHUIX MEAUIIMHCKUX Opra-
HU3allMi, YKa3aHHBIX B 4acTu | HacTOAIIEH CTaThU.
(uactb 2 B pen. @eaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Koncynsrantllntoc: npumedanue.

JlekapCTBeHHBIC TIpenapaThl JUIsi MEIUIIMHCKOTO TPUMEHEHHS, BBEICHHBIC B T'PAXKITaHCKUN
obopot 10 29.11.2019, nmomexar XxpaHeHHIO, TIEPEBO3KE, OTIYCKY, pealu3alluu, repenaye,
MPUMEHEHHUIO J10 ucTedeHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Crarbsa 52.1. BBoa B rpaxaaHcKkuil 000poT J1eKapCTBEHHBIX NPeNapaToB IS Meau-



HMHCKOT0 MPUMEeHEeHUs!
(BBenena denepanbHbM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B TpaKJAHCKHK OOOPOT KaXKIOW CEPUHU WJIM KaXJIOW MapTUH MPOU3BE-
neHHoro B Poccuiickoit denepanuu J€KapCTBEHHOIO Ipenapara Uil MEJULIUHCKOrO IIpUMEHe-
HUS, 32 HUCKIIIOYEHHEM HMMMYHOOMOJIOTMYECKUX JIEKaPCTBEHHBIX IpenapaToB, MPOU3BOIUTEIND
TAKOT0 JIEKAPCTBEHHOTO TMpernapara MpeicTaBiseT B GpeaepanbHblil OpraH UCTIOIHUTEIBHON BIla-
CTH, OCYIIECTBISIOIUN (YHKIIMHU N0 KOHTPOJIIO U HAA30py B cdepe 31paBoOXpaHEHUs], TOKY-
MEHT MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEJCTBA, MOATBEPKIAAOIINM KaueCTBO JIEKAPCTBEHHOIO
npenapara, M IMOATBEPKICHHE YIOTHOMOYEHHOIO JIMLA MPOU3BOAMTENS JIEKAPCTBEHHBIX
CPEACTB COOTBETCTBUS JICKAPCTBEHHOT'O Ipernaparta TpeOOBaHMIM, YCTAaHOBICHHBIM IIPU €ro Toc-
YAApPCTBEHHOM pErUCTpPALIUH.

2. [lepen BBOJOM B TpaskJaHCKH 000pOT KaXKI0H cepur WM Kax10i MapTuu BBO3UMOTO B
Poccuiickyro ®@enepanuio JeKapCTBEHHOTO TMpenapara i MEAUIUHCKOTO0 MPUMEHEHUS, 3a UC-
KJIIOYEHHEM MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MpENapaToB, OpraHU3alus, OCYIIeCTBIs-
I0IIast BBO3 JIGKApCTBEHHOTO Tipenapara B Poccuiickyro deneparuto, npeacrasiseT B dheaepaib-
HBI OpraH MCIOJHHUTEIBHOHN BJIACTH, OCYHIECTBISIOMNN (DYHKIIMM 110 KOHTPOJIO M HAA30py B
cdepe 31paBOOXpaHeHus1, cepTU(DUKAT TPOU3BOIUTEINS JIEKAPCTBEHHOTIO CPEJCTBA, YAOCTOBEPS-
IOIIMI COOTBETCTBHE BBO3UMOI'O JIEKAPCTBEHHOT'O Ipernapara TpeOOBaHUSAM (hapMaKOIeHHOM
CTaThH, a B CIIy4ae OTCYTCTBUS (papMaKONEHHON cTaThll TPeOOBAaHWUSIM HOPMATHUBHON JOKYMEH-
Taly, ¥ NOATBEP)KIEHUE NIPEACTABUTEINS OPraHU3allUU, OCYIIECTBISAIONIEN BBO3 JIEKAPCTBEHHO-
ro npenapara B Poccuiickyro denepanuio U yroJHOMOYEHHON MHOCTPAHHBIM MPOU3BOAUTEIEM
JIEKapCTBEHHBIX CPEJICTB, COOTBETCTBUS BBO3MMOTO JIEKAPCTBEHHOr'O Mpernapara TpeOOBaHUSM,
YCTaHOBJIEHHBIM IIPU €r0 FOCYAapCTBEHHOM pErucTpariu.

3. Ilopsimok npeAcTaBiaeHUsI B COOTBETCTBUM C YacTAMH | U 2 HAacTOALIEH CTaTbU JOKYMEH-
TOB M CBEJICHUM O JICKAPCTBEHHBIX Ipenaparax, BBOJAUMBIX B TPAKIAHCKHI 000pPOT, yCTaHABIIH-
Baercd [IpaBurenscrBom Poccuiickon @enepannu.

4. B oTHOIIEHUH TIEPBBIX TPEX CEPHUIl WM MApPTUH JICKAPCTBEHHOTO Mpernapara, BIEPBbIE
npousseneHHOro B Pocculickoin denepanuu uinu Brepssle BBO3UMOro B Poccuiickyro ®enepa-
1110, B (pefiepalIbHBIN OpraH MCIOJHUTEIbHON BIACTH, OCYLIECTBISAIOMMNA (PYHKIIMU IO KOHTPO-
JI0 U HA/30py B cdepe 3ApaBOOXpPAHEHHUs, TOTIOJIHUTEIBFHO MPEACTaBISIETCS POTOKOJ MCIIBITa-
HUI O COOTBETCTBMM CEPUU WM ITAPTHH JIEKAPCTBEHHOTO Mpenapara uisi MEIULUHCKOIO TpUMe-
HEHUS M10Ka3aTessiM KauyecTBa, IPEyCMOTPEHHBIM HOPMATUBHOM JTOKyMEHTaluel (aanee - mpo-
TOKOJI MCIIBITAaHH), MPOBOJAUMBIX aKKPEIUTOBAaHHBIMH B COOTBETCTBHU C 3aKOHOJATEIBbCTBOM
Poccuiickoit ®enepanyn 06 akKpeIUTalUU B HAIMOHAIBHOW CUCTEME aKKpeIuTauuu (eaepab-
HBIMU T'OCYJapCTBEHHBIMH OIO/KETHBIMHU YUPEXKIEHUSIMHU, [10/IBEJJOMCTBEHHBIMH (peiepaibHOMY
OpraHy HCIIOJIHUTEIIHOW BIIACTH, OCYLIECTBISIONIEMY (DYHKIIMHM O BBIPAOOTKE M pealn3aluu
roCyJapCTBEHHON MOJIMTUKHM U HOPMATHUBHO-IIPABOBOMY PEryJIMPOBaHUIO B cdepe 34paBooxpa-
HEeHMs, U (efepallbHOMY OpPraHy HCHOJHHUTEIBHON BJIACTH, OCYHIECTBISAIOMIEMY (YHKIUHU IO
KOHTPOJIIO U HaA30py B cdepe 3apaBooxpaHeHus. [lopsiok Bel1auu yKa3aHHBIMH (enepaibHbl-
MU TOCYIapCTBEHHBIMHU OIOJKETHBIMU YUPEXKICHUSIMH JAHHOTO MPOTOKOJIA U pa3Mep IUIAThl 3a
ero BelIauy yctaHaBinuBaroTcs [IpaBurensctBoM Poccuiickoit deneparun.

5. ExxeroiHo He no3zHee 1 deBpaist Iponu3BOAUTENN JEKAPCTBEHHBIX CPEACTB WIM OpTaHuU-
3allMu, OCYILECTBIISIONIME BBO3 JICKAPCTBEHHBIX mpenapatoB B Poccuiickyro dexnepainuto, npes-
CTaBISIOT B (hefiepasibHbIi OpraH MCIOJHHUTEIBHON BIACTH, OCYIIECTBISIIOIINN (DYHKIUH TO
KOHTPOJIIO U HaA30py B cdepe 31paBOOXPaHEHHs], IPOTOKOJ UCIBITAHUNA MOCTYNMBIIETO B TE€Ye-
HHE T0/1a B TPAXIAHCKHH 000POT JIEKapCTBEHHOr0 MpernapaTa KOHKPETHOT'O MPOU3BOAMUTENS (Ha
OJIHY CEpHUI0 Ka)JI0r0 TOProBOr0 HaMMEHOBAHMs C YYETOM JIEKapCTBEHHON (OPMBI U J103UPOB-
KH), IPOBOJUMBIX aKKpEIUTOBAaHHBIMHU B COOTBETCTBHM C 3aKOHOJaTeNbcTBOM Poccuiickoit de-



Acpanuun 06 AKKpCcAuUTaluu B HaHHOHaHBHOﬁ CUCTCMC aKKpCAUTAIUU UCHBbITATCIIbHBIMU Ha60pa-
TOpHSAMU (LICHTPAMH).

6. HpOI/ISBO,Z[I/ITe.HI/I .HeKapCTBeHHBIX Cpe,Z[CTB NN OpFaHI/I3aI_II/II/I, OC}’H.IGCTB.HHIOH_II/IG BBO3
JIEKapCTBEHHBIX IpenapaToB B Poccuiickyro denepannio, He MEHEE YeM 3a OJUH TOJl 10 TUIaHU-
pyeMHx HpI/IOCTaHOBJIeHI/ISI NN HperaH_IeHI/IH HpOI/IBBOI[CTBa JIeKapCTBeHHBIX npenapaTOB N
ux BBO3a B Poccuiickyro deneparuio yBe1oOMIISIOT 00 3TOM (deepaibHbIA OpraH UCIIOTHUTEb-
HOU BJIACTH, OCYIIECTBISIONINHA (PYHKIIUH 0 KOHTPOJIIO U HA/30py B chepe 3paBOOXpaHEHHS U
dbenepanbHBId OpraH WCIOTHUTEIBHOW BJIACTH, OCYIIECTBISIOMMN (DYHKIIUU IO JIUIICH3UPOBa-
HHUIO HpOI/ISBO,Z[CTBa .HeKapCTBeHHBIX Cpe,Z[CTB.

7. BBoa B rpaIaHCKUNA 00OPOT KaXJAOW CEPUU WIIM KaXIOW MapTUU MMMYHOOHOJOTHYE-
CKOI0 JIEKapCTBEHHOTO Ipenapara, npou3seaeHHoro B Poccuiickoit denepanuu niv BBO3UMOTO
B Poccumiickyro ®denepaiinio, OCyIIECTBISIETCS Ha OCHOBAHUM Pa3peIICHUs, BBIIAHHOTO Qee-
pPATBbHBIM OpPraHOM HWCIIOJTHUTEIHHONW BIIACTH, OCYIIECTBISIONUM (YHKIHUU IO KOHTPOIIO H
HAA30py B cepe 3apaBoOXpaHEHHs, HA OCHOBAHUU BBIAAHHOTO (efepaibHbIMU TOCYIapCTBEH-
HBIMH OFOJKETHBIMHU YUPEKICHUSAMH, YKa3aHHBIMU B YaCTH 4 HACTOSIIEH CTaThH, 3aKITIOYCHHS O
COOTBETCTBUU CEPUU WJIM MapTUU MUMMYHOOHOJIOTHYECKOrO JIEKAPCTBEHHOIO INpemnapara Tpedo-
BaHUSIM, YCTAHOBJICHHBIM MPU €r0 rocyJapcTBeHHOM peructparuu. [lopsaok Bbauu pasperie-
HUS Ha BBOJ B TPa)JIaHCKHI 000pOT Cepuu WM MapTUH UMMYHOOMOJOTHYECKOTO JIEKaPCTBEH-
HOTO TIperapara, a TakKe MOPSAOK BbIJAYM YKA3aHHOTO 3aKJIIOYEHHUS M pa3Mep IUIaThl 3a €ro
BbIJIauy ycTaHaBnuBarotcs [IpaBurensctBoM Poccutickoit denepanuu.

8. 3a HempeACTaBIEHUE WM HECBOEBPEMEHHOE IIPEICTABICHUE JTOKYMEHTOB M CBEIECHUH,
MPEayCMOTPEHHBIX YacTsIMu 1, 2, 4, 5 u 6 HacTOSIIEH CTaTbU, MPOU3BOJUTEIN JEKAPCTBEHHBIX
CPEICTB M OpPraHM3allid, OCYUIECTBISIONINE BBO3 JICKAPCTBEHHBIX IpernapaToB B Poccuiickyto
®denepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHOJaTeNbcTBOM Poccuiickoit Dene-
pauun.

9. IlpencraBieHue NOKyYMEHTOB U CBEJICHHH, IPEIYCMOTPEHHBIX YacTsamMu 1, 2 u 4 HacTOs-
e CTaThbU, U IOJIYYCHHE IPELYCMOTPEHHOI'O 4YaCThbIO 7 HACTOALIEH CTAaTbU pPa3pelICHUs HA
BBO/I IMMYHOOHOJIOTHYECKOTO JICKAPCTBEHHOTO Tpernapara B TpaXIaHCKU 000pOT HE TPeOyIOT-
Cs B OTHOIICHUM JICKAPCTBEHHBIX MPENapaToB, NMPEeIHA3HAYEHHBIX ISl MPOBEICHUS KIMHUYE-
CKMX MCCIIEIOBAaHUM JIEKAPCTBEHHBIX IPENapaTroB, MPOBEICHUS IKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB JUIsl OCYILIECTBJICHUS] TOCYAApPCTBEHHOM pErucTpaldy JIEKapCTBEHHBIX MpenaparoB, a
TaK)K€ B OTHOILLIECHHWH HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaTOB, NMPEIHA3HAYECHHBIX
JUISl OKa3aHUs MEIUIMHCKOW TOMOIIM MO KU3HEHHBIM MOKA3aHUSIM KOHKPETHOTO MAlMEeHTa WU
rpynmbl NalMeHTOB, BBO3UMBIX B Poccuiickyto denepaiinio B COOTBETCTBUU € YacTsamu 3 u 3.1
crathu 47 Hacrosero OeaepanbHOro 3aKOHa.
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

10. IIpu BBIABICHUM B TPa)kTaHCKOM 00OPOTE CEPUU MIIM MAPTUH JIEKAPCTBEHHOTO Ipera-
parta, JOKYMEHTBI U CBEAEHUS O KOTOPBIX, MPEYCMOTPEHHbIE YacTsimMu 1, 2 u 4 HacTodAIIen cTa-
ThU, HE TPEACTABJICHBI B (heAepalbHBI OpraH HMCIOJHUTENBbHONW BIIACTH, OCYILECTBIISIOLINMA
GYHKIIMH 110 KOHTPOJIIO ¥ HAA30pY B cepe 3ApaBOOXpaHCHHS, TUOO CEPUHN WM TTAPTHH UMMY-
HOOMOJIOTMYECKOTO JICKAPCTBEHHOTO TperapaTa, He IMEIOIINX Pa3pelieHus] Ha BBOJ B TPayKIaH-
CKHI 000pOT, TPETYCMOTPEHHOTO YacThIO0 7 HACTOSIICH CcTaThu, (efepaabHbIN OPTaH UCIIOJHH-
TETHHON BIIACTH, OCYIIECTBISIOMUN (DYHKIIMU 110 KOHTPOJIIO U HAI30pY B cdepe 3apaBooXpaHe-
HUSI, B MOpsJIKE, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit @enepannu, NpUHUMAET pelie-
HUE O MPEKPAIICHUU TPAXKIAHCKOTO 000pOTa TAKUX CEPHH WM MAPTHUU JIO MPEACTABICHUS YKa-
3aHHBIX JJOKYMEHTOB U CBEJEHUH JINOO MOJyuyeHHUsl yKa3aHHOTO pa3pelleHus.

Crarba 53. IIponaxka, nepenaya JeKapCcTBEHHBIX CPeACTB OPraHU3alMsMHU ONTOBOM



TOPIroBJ/IA JEKAPCTBEHHBIMHU CPEACTBaAMHU

1. Opranuzanuy onTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMH MOTYT OCYLIECTBISATH
IPOJAXy JICKapCTBCHHBIX CPEICTB WIM IEpeaBaTh MUX B YCTAaHOBJICHHOM 3aKOHOJATEIBCTBOM
Poccuiickoit @enepannu nopsake (3a UCKIOUYEHHUEM (papManeBTUUECKO cyOCTaHIMK CIHpTa
ATUJIOBOTO (ITAHOJA):

(B pen. denepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

1) apyrumM opraHu3aiusM ONTOBONM TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IpOW3BOAMUTEINSAM JICKAPCTBEHHBIX CPEJCTB ISl LIeJIeH MPOM3BOJCTBA JIEKAPCTBEHHBIX
CpEJICTB;

3) anTeuHbIM OpraHU3alUsIM U BETEPUHAPHBIM allTEYHbIM OpraHU3aLUsaM;
4) Hay4yHO-HCCIIEeI0BATEIbCKIM OpPraHU3alusaM Il Hay4YHO-UCCIIe10BaTEeIbCKON padoThI;

5) MHIWBUIYaTbHBIM TPEINPUHUMATEISIM, UMEIONINM JUIICH3UI0 Ha (apMalleBTHUECKYIO
JEATEIIbHOCTD WJIY JIULEH3UIO HA MEIULIMHCKYIO ACATEIBbHOCTD;

6) MEIMLIIMHCKUM OPTraHU3alUsiM, B TOM YHUCJE CO3JaHHBIM M 3apErMCTPUPOBAHHBIM B CO-
OTBETCTBHUHU C 3aKOHOAATEIHCTBOM MHOCTPAHHOI'O rocyAapcTBa - wieHa OpraHu3alnuu 3KOHOMHU-
YECKOT0 COTPYIHUYECTBA U PA3BUTHUS MHOCTPAHHBIM IOPUIUYECCKHUM JIMIIAM, WHIWBUTYaTbHBIM
OpEeINPUHUMATENSAM, SIBISIIOIIMMCS YYaCTHUKAMM TPOEKTa B COOTBETCTBHHM ¢ DenepanibHbIM
3akoHOM "O MEXIyHapOJHOM MEIUIIMHCKOM KJIACTepe M BHECEHHH H3MEHEHHI B OTIIEIbHBIC
3aKOHOJaTeNbHbIE akThl Poccuiickoit denepanun'", 1 BETEpUHAPHBIM OpraHU3aIMsIM;

(B pen. depepanbHOro 3akoHa ot 26.07.2019 N 240-D3)

7) opraHM3anysIM W WHIUBUAYAIBHBIM TPEATNPHHUMATEISIM, OCYIIECTBIISIONUM pa3Be/ie-
HHUC, BbIPpAIIUBAHUC U COACPIKAHUC JKUBOTHBIX (33. HCKIIIOYCHHUEM MMPOJAAXKU UM (bapMaueBTqu-
CKHX CyOCTaHIIMI WJIM UX TIEpeIayn).
(. 7 B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. OpraHu3anuv ONTOBON TOPIOBJIM JEKAPCTBEHHBIMH CPEIACTBAMHU HE BIIPABE OCYILECTB-
JATh NpoJaxy (mepenady B yCTAaHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit ®@enepanuu mo-
psanke) papManeBTHIECKON CyOCTaHIIUM CIIUPTA ATHIIOBOTO (3TaHOJIA).
(gactp 2 B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

Crarbs 54. IIpaBuia onToBO#i TOProOBJ/IH JIEKAPCTBEHHBIMHU CPEACTBAMH

OnToBast TOProBiIsl JIEKAPCTBEHHBIMU CPECTBAMH OCYLIECTBIISETCS IPOU3BOJUTENSMH JIe-
KapCTBEHHBIX CPEICTB U OpraHU3alUsIMU ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CPEACTBAMM I10
npaBUiIaM HaaJexaleld AUCTPUOBIOTOPCKON MPAKTUKU M TpaBHJIAM HaJUIeKalled MpaKTHKH
XPaHEHUS M NEPEBO3KU JICKAPCTBEHHBIX IIPENApPaTOB, YTBEP)KIECHHBIM COOTBETCTBYIOIIUMU
YIIOJIHOMOYEHHBIMHU (eiepabHBIMU OpraHaMy UCTIOJTHUTEIIbHON BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarba 55. [lopsigok po3HUYHOI TOPTOBJIN JIEKAPCTBEHHBIMHU NpenapaTaMu

1. Po3HW4YHAass TOPTOBIs JIEKAPCTBEHHBIMU TpemapaTaMu B KOJIMYECTBaX, HEOOXOIMMBIX
JUTSL BBITIOJTHEHMsI BpadueOHBIX ((enbAlepCcKiX) Ha3HAUCHUN WM HA3HAYCHHWH CIEIHAMCTOB B
00J1acCTH BETEPUHAPHH, OCYIIECTBISETCS aNTEYHBIMH OpTraHU3AIUsIMU, BETCPUHAPHBIMU amnTed-
HBIMU OpraHU3alUsIMH, WHIWBUAYAIbHBIMH MNPEAIPUHUMATEISIMU, UMEIOUIUMHU JIMIIEH3UI0 Ha



(apMaleBTUYECKYIO 1eATEIbHOCTh, MEAUIMHCKUMH OpPTraHU3aIMsIMU, UMEIOIIUMU JIMIIEH3UIO Ha
(dhapMareBTUUECKYI0 IeTeIbHOCTh, U X 000COOJEHHBIMU MOAPA3ACICHUSIMU (aMOyIaTOPUSIMU,
¢enpamepckuMu U QenpAIIePCKO-aKyIIEPCKUMH ITYHKTaMM, LEHTpaMH (OTAEIeHUAMHU) oOIIen
BpayeOHOM (CeMeHOI) MPAaKTUKHU), PACIIOIOKEHHBIMU B CEIHCKUX HACEICHHBIX MyHKTaX, B KO-
TOPBIX OTCYTCTBYIOT aNTeYHbIE OPTaHU3ALMHU, U BETEPUHAPHBIMUA OPTaHU3ALUAIMHU, UMEIOIIUMH
JUIEH3UI0 Ha (apMalleBTUUECKYIO AeSTeNbHOCTh. Pa3pelieHa po3HU4HAs TOPrOBIIs TOJBKO Je-
KApCTBEHHBIMHU IIpernapaTamu, 3aperucTpupoBaHHbIMU B Poccuiickont denepanuy Uiy U3roToB-
JICHHBIMU aNTEYHbIMH OPraHU3alUsSIMU, BETEPUHAPHBIMU aNTEUHBIMH OpPTraHU3ALUSIMU, UHAUBH-
JyalbHBIMU TPEANPHUHUMATENAMH, MMEIOUIMMU JIUICH3HI0O Ha (apMaleBTUYECKYIO IesITelb-
HOCTb. PO3HHWYHAs TOProBisl JIEKapCTBEHHBIMHU IMperapaTaMHd OCYLIECTBISETCS MO IpaBHIaM
Ha/JIeKalled anTeyHo! MPaKTHKH, YTBEPKIECHHBIM YIIOJIHOMOYEHHBIM (peepanbHbIM OpraHOM
UCIIOJTHUTENIbHOM BJIaCTH.

(B pen. @enepanbHbIX 3aKk0HOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-03)

1.1. Po3HnuHas TOProsiis JIEKAPCTBEHHBIMHU IIPENapaTaMy JUIsi MEIULIUHCKOTO IIPUMEHEHUS
(32 MCKIIIOYEHHEM JICKapCTBEHHBIX IPENapaToB, OTIYCKAEMBIX MO PEIENTy Ha JIEKapCTBEHHBIN
IIpenapar, HApKOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB M IICUXOTPOIHBIX JEKAapCTBEHHBIX IIpe-
[apaToB, a TAaKXKe CIUPTOCOACPIKAIINX JIEKAPCTBEHHBIX IMpernapaToB ¢ 00bEMHOM oJeil 3THIo-
BOIO CIMPTa CBBIIIE 25 MPOLIEHTOB) MOXKET OCYIIECTBIIATHCS alTEUHBIMU OPraHU3aLUsAMHU M-
CTaHLMOHHBIM CITIOCOO0M. PO3HHYHYIO TOPrOBITIO JIeKapCTBEHHBIMH MpernapaTaMu JJisi MEIULUH-
CKOT'0 NMPUMEHEHUS AUCTAHLIMOHHBIM CIIOCOOOM MOT'YT OCYIIECTBIIATh alTE€YHbIC OpPraHU3alMH,
UMEIOIIME JIMIEH3UI0 Ha (apMalleBTUYECKYIO JEATEIIBHOCTh U COOTBETCTBYIOIIEE pa3peleHHe
(enepasbHOro OpraHa MCIOJHUTEIbHON BJIACTH, OCYILECTBIIAIOMETO0 (PYHKIUHU 110 KOHTPOJIO U
Ha/30py B cdepe 31paBooxpaneHus. [1opsaaok BeIauu pa3pemieHus Ha OCYIIeCTBICHUE PO3ZHUY-
HOW TOPIrOBJIM JIEKAPCTBEHHBIMU INpenapaTaMy JUCTAHLUOHHBIM CIIOCOOOM, TpeOOBaHUS K af-
TE€YHBIM OPraHU3aLMSIM, KOTOPbIE MOT'YT OCYILECTBISATh TaKyl0 TOPIOBIIO, U HOPSAIOK €€ OCy-
LIECTBIICHUS, a TAK)KE IIPABWJIA JOCTABKHU JIEKAPCTBEHHBIX MPENapaToB I'PaKIaHaM YCTaHABJIH-
Batotcsi [IpaBurensctBom Poccuiickoit @enepanuu. Unpopmarms o0 oruiadyeHHBIX (OTIYIIEH-
HBIX) U MOJyYEHHBIX JIEKApPCTBEHHBIX IIpernaparax BHOCUTCSA B CUCTEMY MOHUTOPHHIA IBUKEHUS
JIEKapCTBEHHBIX NPENaparoB [UIsi MEAMLMHCKOIO NPUMEHEHHS B IMOPSJIKE, NMPEAYCMOTPEHHOM
yacThlo 7 ctaTtbu 67 Hactosiero @eaepaibHOTO 3aKOHA.
(vactp 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeuHbIX OpraHu3alyii U IpaBuia OTIIyCKa JIEKAPCTBEHHBIX IIPEenapaToB Ui Me-
JUIIMHCKOTO MPUMEHEHHS alTeYHBIMH OPraHU3alUsIMH, UHANBUAYAIbHBIMU TPEATPHHAMATENS -
MU, UMEIOIIUMH JHMIEH3MI0 Ha (apMaleBTHUECKYIO AEATENbHOCTh, a TaK)XKe MpaBuila OTIyCKa
JIEKapCTBEHHBIX MpPEenapaToB JJIs MEIUIIMHCKOTO MPUMEHEHUS] MEAUIMHCKUMHI OpraHU3alusIMHU,
UMEIOIIMMHU JIMLEH3UI0 Ha (apMalieBTUUECKYIO I€ATEIBHOCTh, U X 000CO0JIEHHBIMU HOJpa3/e-
JeHusAMHu (amOyrnaTtopusiMu, (GenpaAmepckuMu U (perapaAIIepcKo-aKylepCKUMU MyHKTaMH, LIEH-
Tpamu (OTaeIeHUsIMHU) 001Iel BpaueOHON (CEMEHHOMN) IPAKTUKH ), PACTIONIOKEHHBIMH B CEITbCKUX
HACEJICHHBIX IYHKTaX, B KOTOPHIX OTCYTCTBYIOT allT€YHbIC OPraHU3alllU, YTBEPKIAIOTCS YIOJ-
HOMOUYEHHBIM (peJiepaibHbIM OPraHOM MCIOJHUTEIbHOMN BIIACTH.

(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. IlpaBuna oTmycka HapKOTHYECKHX CPEICTB M MCHXOTPOIMHBIX BELIECTB, 3apETUCTPHUPO-
BAHHBIX B KAa4e€CTBE JICKAPCTBEHHBIX IIPENapaToB, JIEKAPCTBEHHBIX IIPENAPATOB, COAECPIKAIIUX
HApKOTUYECKUE CPEJICTBA M IICUXOTPOIHBIE BEIIECTBA, YTBEPKIAIOTCS YIIOJIHOMOYECHHBIM (hene-
PAJIbHBIM OpraHOM HUCITOJTHUTEILHOM BJIACTH II0 COTJIACOBAHUIO C (bez[epaanbIM OpraHomMm wuc-
HOJTHUTETIBHOM BIACTH, YIOJTHOMOYCHHBIM B chepe BHYTPEHHUX JIEII.

(B pen. denepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBEHHBIE TIpENapaThl JIJIsl BETEPUHAPHOTO MPUMEHEHUSI TOJIJIEKAT OTIYCKY BeTe-
pUHAPHBIMU aNTEYHBIMHA OPTaHU3ALMSIMU, BETEPUHAPHBIMU OPTaHU3AIUSIMU, THIUBU Y aTbHBIMH



npecaAnpuHuMaTeIAIMu, UMCIOIIMMU JIMICH3UIO Ha q)apMaI_IGBTI/I‘-IeCKYIO ACATCIIbHOCTD. OTHyCK
JICKApCTBEHHBIX MPETapaToB sl BETCPUHAPHOTO MPUMEHEHUS OCYIIECTBISETCS B COOTBETCTBUH
C NpaBWJIAaMH HAJJICKALIEH allTEYHOMN NPAKTUKU JIEKAPCTBEHHBIX NIPENapaToB JUIsl BETEPUHAPHO-
T'0 MPUMEHEHUSI, YTBEP)KICHHBIMH YITOJTHOMOYEHHBIM (peliepaTbHBIM OPraHOM HCTIOJTHUTEIBHOM
BJIACTH.

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

5. IlepedeHb MEOUIIMHCKHUX OpraHU3alMi, UMEIOUINX JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
JeATEeTLHOCTh, U UX 00O0COOJICHHBIX MOJpa3ieieHunii (aMmOynaTopuii, Genpamepckux u Gebi-
HIEPCKO-aKyIMIEPCKUX MYHKTOB, IEHTPOB (OTAeNeHUI) o0meli BpaueOHON (ceMelHO) mpaKTH-
KH), PACIOJNIOKEHHBIX B CEJIbCKMX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTe€4yHbIE
OpraHM3aly, a TaKXKe IEepeUYeHb JIEKAPCTBEHHBIX IMPENapaToB, MPOAaka KOTOPBIX MOXKET OCY-
HIECTBIATHCS YKa3aHHBIMU OPTaHU3AUSAMHU U UX 000COOJIEHHBIMH MOJpPa3IeICHUSIMH, YCTaHAB-
JMBAIOTCSA OpraHaMH UCIIOJTHHUTEIBHON BacTu cyobekToB Poccuiickoit deneparum.

(B pen. ®enepanbHbix 3ak0oHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnTeyHble OpraHM3alMM, WHIUBUAYAIbHbIE NPEINPUHUMATEIN, UMEIOIUE JIHIIEH3HUIO
Ha (hapMaleBTHUECKYIO JESITEIbHOCTb, O0s3aHBl OOecneunBaTh yTBEpXkAEHHBINM I[IpaBuTemns-
ctBoM Poccuiickoit ®eneparyu 1 GOopMHUPYEMBbIi B YCTAHOBIIEHHOM UM IOPSAKE MHHUMAJIbHBIH
ACCOPTUMEHT JIEKAPCTBEHHBIX IMPENapaToB, HEOOXOAUMBIX Ul OKa3aHUS MEIUIIMHCKOM IOMO-
IIH.
(uactb 6 B pen. PeaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuyHble OpraHU3allMM, WHIWBUAYaAJIbHBIE MPEANPUHUMATENN, UMEIONIUE JTUICH3HIO
Ha (hapMareBTHUECKYIO AEATEILHOCTh, HAPAAy C JEKAPCTBEHHBIMHU IIperapaTaMyd UMEIOT IIPaBo
npuoOperaTh U MpojaBaTh, B TOM YHCIIE JAUCTAHIMOHHBIM CHOCOOOM, MEIUIMHCKUE W3/EHS,
Ne3MHOUIMPYIOIINE CPECTBA, MIPEAMETH M CPEICTBA JIUYHON TMTHEHBI, TOCYy AJIS MEANINH-
CKHUX IIeJIeH, IPEIMETHI U CPEACTBA, MpeIHa3HAYCHHBIE IS yX0/1a 3a OOJIbHBIMHU, HOBOPOXK/ICH-
HBIMH ¥ JIeTbMH, HE JOCTHTIIMMH BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA yXOAaa 3a
HEH, MUHEpaJIbHBIE BOJBI, POIYKTHI JIEUeOHOT0, AETCKOTO U JUETUYECKOTrO MUTaHHs, OMOJIOTH-
YEeCKH aKTHBHBIC JOOAaBKH, Map(ioMepHbIC B KOCMETHYECKHE CPEJICTBA, MEIUIIMHCKUE U CAaHH-
TapHO-TIPOCBETUTENbHbBIC TEYaTHbIE HM3JaHus, NMPEIHA3HAYCHHbIE JJIS MpOoMaraHjabl 370pOBOTO
o0paza KHU3HHU.
(B pen. PenepanpHbix 3akoHOB oT 27.07.2010 N 192-®3, or 25.11.2013 N 317-®3, ot
03.04.2020 N 105-D3)

8. JledarenbHOCTh anTeuHbIX opraHuzauuii Boopyxennsix Cun Poccuiickoit denepanun,
JIPYTUX BOWCK, BOMHCKUX (DOPMHUPOBAHMI M OPraHOB, B KOTOPBIX 3aKOHOAATEILCTBOM Poccwii-
ckoif denepay IPeIyCMOTPEHO MPOXOXKICHHE BOCHHON CITyXObl WM ¢enepaabHoil rocynap-
CTBEHHOH CIIy>KObl, CBA3aHHOH C NPaBOOXPAHUTEIBHOW AEATENBHOCTBIO, PEriJaMEeHTUPYETCs
HactosmuM DenepanbHbIM 3aKOHOM M YTBEpPKAEHHBIMU COOTBETCTBYIOIIUMH (ellepaTbHbBIMU
OpraHaMH MCIIOJHHUTEIbHON BJIACTH NMOJIOKEHUSAMH. KOHTpoOib 3a COOMIOEHNEM YKa3aHHBIMU
aNTEYHbIMM OpraHU3alUsAMHU MOJO0XKEHUN HacTosero denepaqbHOro 3aKoOHa OCYLIECTBIISETCS
COOTBETCTBYIOIIUMH (heZiepabHBIMU OpraHaMH UCIOJHUTEIbHOHN BIACTH.

(B pen. denepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Yrparun cuny ¢ 1 suBaps 2021 roga. - @eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.
Crarbs 56. U3roroBiieHne U OTIYCK JIEKAPCTBEHHBIX NPeNnaparoB
1. MsroToBrieHue JeKapCTBEHHBIX MPENapaToB aNTEYHBIMH OpPraHHU3aAIUsAMH, BETepUHAp-

HBIMH alTEYHBIMU OpPTaHU3AIMSIME, HHIUBUIYATbHBIMU MPEANPHHAUMATEIIMHU, IMCIOIIUMHU JIH-
LEH3MI0 Ha (papMalleBTUYECKYIO JESITEeIbHOCTb, OCYIIECTBIISETCS M0 PELENTaM Ha JIEKapCTBEH-



HbIE TpenapaThl, M0 TPEOOBAHUAM MEIUIIMHCKUX OpraHU3allii, BETepUHAPHBIX OpraHU3alui B
COOTBETCTBUU C MPABUIIAMH U3TOTOBJICHHS U OTIIYCKa JIEKAPCTBEHHBIX IIPENApPaTOB, YTBEPKICH-
HBIMHU YIIOJTHOMOYEHHBIM (pe/iepanibHbIM OPTraHOM MCIIOJHUTEIHHOMN BIIACTH.

2. Ilpu W3rOTOBIEHUM JIEKAPCTBEHHBIX MPEMapaToB aNTeYHbIMUA OpraHU3alUsSMU, BETEPH-
HAapHBIMU alITCUHBIMU OpTaHU3allUAMU, HHAUBUAYAJIbHBIMU NPCANPUHUMATCIAMU, UMCIOIIUMUA
JUIEH3UI0 Ha (hapMalleBTHUECKYIO JIEeSTEIIbHOCTh, UCTIONb3YIOTCS (papMalleBTUYeCKue CcyOcTaH-
LMY, BKJIIFOYECHHBIE COOTBETCTBEHHO B T'OCYAAPCTBEHHBIM PEECTP JIEKAPCTBEHHBIX CPEICTB IS
MEAMIIMHCKOTO MPUMEHEHHSI U TOCYIapCTBEHHBIA peecTp JIEKAPCTBEHHBIX CPEICTB JJIsl BETEPU-
HAapHOr'o NpUMCHCHUS B YCTAHOBJICHHOM IIOPSJIKE. He AOMYCKACTCA U3rOTOBJICHUC AIITCUHBIMU
OpraHHu3alUsIMU, BETEPUHAPHBIMU alTEYHBIMU OpPraHU3aLUSMHU, WHAUBUAYAIbHBIMH MpPEINpH-
HUMATCIIIMHU, UMCIOIIIUMMHU JIHUICH3UIO Ha q)apMal_IeBTI/I‘IeCKyIO ACATCIIbHOCTD, JICKAPCTBCHHBIX
MpernaparoB, 3aperucTpupoBaHHbix B Poccuiickoit dexneparumu.

3. MapkupoBKa JIEKApCTBEHHBIX MPENapaToB, U3rOTOBJIEHHBIX ANITEYHBIMU OpPraHU3ALMs-
MU, BETEPUHAPHBIMHU AalTEYHBIMU OpPraHU3ALMAMHU, UHIAUBUAYAIBHBIMU IPEANPUHUMATEIAMU,
UMEIOIMMY JIIEH3UIO Ha (apMaleBTUYECKYIO JesTeIbHOCTh, U OQOPMIICHHE TAaKUX Ipernapa-
TOB JIOJKHBI COOTBETCTBOBATh IMPAaBUJIaM, YKa3aHHBIM B 4aCcTU | HACTOSAIIEH CTAThH.

4. AnrteuHsle OpraHu3allid, BETEpPHUHApHBIC AlTEYHbIE OpPraHM3ALMM, WHIMBUIYyalbHbIC
MpEeANPUHUMATENIA, UMEIONNE JIUICH3UI0 Ha (papMaleBTHYECKYIO JIESITEIbHOCTh, HECYT OTBET-
CTBCHHOCTH 3a HCCOGHIO,Z[GHI/IG HpaBI/I.H HN3TOTOBJICHUA U OTHyCKa JIeKapCTBeHHBIX HpenapaTOB B
COOTBETCTBUU C 3aKOHOJaTeNbCTBOM Poccuiickoit denepanni.

Crarba 57. 3anpemenue npoaaxu Gajibcu(PUUUPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB,
HeJ00POKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPeICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
cpeacTB

[Iponaxa danbcuduurpoBaHHBIX JEKAPCTBEHHBIX CPEICTB, HEJOOPOKAUECTBEHHBIX JIEKap-
CTBEHHBIX CPE/CTB, KOHTPA(AKTHBIX JIGKAPCTBEHHBIX CPEJICTB 3aIPEIIACTCsI.

Crarbs 58. XpaHeHHe JJeKapCTBEHHBIX CPE/ICTB

1. XpaHeHue 1eKapCTBEHHBIX CPENCTB OCYIIECTBISAETCS IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPEACTB, OPraHU3aLUsAMH ONTOBOI TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMH, allTE€YHBIMHU Opra-
HU3ALUSAMH, BETEPUHAPHBIMHU allTEYHBIMU OPraHU3aLUSIMM, UHAUBUIYAJIbHBIMHU MpEANIPUHUMA-
TEJIIMHU, UMEIOIUMHU JIMLEH3UI0 Ha (papMalleBTHUECKYIO AEATEIbHOCTh WM JIMLEH3UIO Ha Meu-
LUHCKYIO JEATEIbHOCTb, MEAULIIMHCKUMH OPraHU3alUsMU, BETEPUHAPHBIMU OpPraHU3alMUsIMHU U
UHBIMU OpPTaHU3ALUSAMH, OCYIIECTBISIONIMMU OOpallleHUe JEKApCTBEHHBIX CPEICTB. XpaHEHHE
JIEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOIO NMPUMEHEHUS OPraHU3aLUsAIMU U UHAWBUYaJIbHbI-
MU NPEANPUHUMATENSIMH B CIy4asX, €CIM OHU UCIOJIb3YIOTCS UCKIIOUUTENBHO IIPU PAa3BEICHUH,
BBIPAIMBAaHUH, COJEPKAHUHM M JICUCHUH >KUBOTHBIX, MOXET OCYIIECTBIATHCA O€3 MOTydeHHUs
JMILIEH3MU Ha (papMaleBTHUECKYIO JeSTEIbHOCTb.

(B pen. denepanbHoro 3akoHa ot 22.10.2014 N 313-D3)

2. IlpaBuna xpaHeHHsI JIEKAPCTBEHHBIX CPEJCTB YTBEPHKIAIOTCS COOTBETCTBYIOUIUM YIIOJI-
HOMOYCHHBIM (eiepaTbHBIM OPTaHOM HCTIOTHUTEIHLHOU BIIACTH.

3. XpaHeHue HapKOTHUYECKUX JIEKAPCTBEHHBIX CPEJCTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX
CPEICTB, paanodapMaleBTUUECKUX JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUU C
3aKoHoJaTenbcTBOM Poccuiickoit denepanmu.

Crarba 58.1. IlpeaMeTHO-KOJIUYECTBEHHBINH Y4YeT JIEKAPCTBEHHBIX CPeICTB ISl Me-



AUIUHCKOTO MPUMeHEeHU
(BBenena deaepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb nEKaApCTBEHHBIX CPEACTB I MEIUIIMHCKOTO MPUMEHEHMS, MOJJIEHKAIUX
MPEIMETHO-KOJIMYECTBEHHOMY YUETY, YTBEPHKIACTCS YIIOJTHOMOUYECHHBIM (eIepaIbHBIM OPTaHOM
HWCIIOTHUTEIbHON BIIACTH.

2. HOpHI[OK BKJIFOUCHUS JICKAPCTBCHHBIX CPCACTB AJId MCAUITUHCKOI'O IIPUMCHCHUSA B IICPC-
YEeHb JIEKAPCTBEHHBIX CPEICTB Ui MEIUIIMHCKOTO TMPHMEHEHHS, TOJUISKANINX IMPEIMETHO-
KOJINYECTBEHHOMY Y4YETY, YCTAHABJIMBACTCS YIOJHOMOUYEHHBIM (eiepabHbIM OPraHOM HCIION-
HUTEILHON BJIACTH TI0 COTJIACOBAHUIO ¢ (heiepaTbHBIM OPTaHOM HMCITOJTHUTEIBHOM BIIACTH, YITOJ-
HOMOYEHHBIM B c(hepe BHYTPEHHHUX JIEI.

(B pen. ®enepansuoro 3axoHa ot 03.07.2016 N 305-D3)

3. [IpeAMETHO-KOJNYECTBEHHBIN y4YeT JIEKAPCTBEHHBIX CPEACTB JUJIi MEAUIMHCKOTO IMpHU-
MEHEHUS BEAYT MPOU3BOAMTENH JIEKAPCTBEHHBIX CPEICTB, OPraHU3ALUK ONTOBOI TOProBIH Je-
KapCTBEHHBIMU CPEJCTBAMHU, alT€YHbIE OPraHU3alUM, WHIWBHUIYaJbHBIC MPEAITPUHUMATENH,
UMEIOLINE JIMIIEH3UI0 Ha (apMalleBTUYECKYIO JEATENbHOCTh WM JMIEH3UI0 Ha MEIULUHCKYIO
NEeSTENIbHOCTh, ¥ MEIUIMHCKUE OpPraHU3allid, OCYIIECTBISIONINE OOpalleHne JeKapCTBEHHBIX
CPEICTB JUIsl MEAULIMHCKOTO MPUMEHEHHs], TyTeM PErucTpaluy JIIoObIX CBSI3aHHBIX C UX oOpa-
HICHUEM OIepaluid, IpU KOTOPBIX U3MEHSAETCS UX KOJIMYECTBO U (WUJIM) COCTOSIHUE, B CIICIHAIIb-
HBIX KypHaJlax y4yeTa OIepaluii, CBsI3aHHBIX ¢ 0OpallleHueM JeKapCTBEHHbBIX CPEACTB ISl MEH-
LUHCKOTO MPUMEHEHHUS (J1ajiee - CTelHaIbHbIC KYPHAIBI).

4. TlpaBuna peructpaiuu ornepaiuii, CBsI3aHHBIX C OOpaleHUEM JIEKAPCTBEHHBIX CPENICTB
JUISL MEAULIMHCKOTO TIPUMEHEHUS, BKIIFOUEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEJACTB ISl MEAU-
LIUHCKOIO TNPHUMEHEHUS, MOJIEKAIINX IMPEIMETHO-KOJINYECTBEHHOMY YYeTy, B CHELUalbHBIX
JKypHaJIax U MpaBuja BEACHUS U XPaHEHUS CIIEHUAIbHBIX )KYPHAJIOB YTBEPKAAIOTCS YIIOJTHOMO-
YeHHBIM (efiepaibHbIM OPraHOM UCIIOTHUTENIBHOM BJIaCTH.

5. KoHTpoms 3a co0I0JeHreM IPaBUJl PETUCTPALIUH OllEepaliii, CBA3aHHBIX C 0OpaIleHueM
JICKaPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHMsI, BKIIOYEHHBIX B INEpEyYeHb JIeKap-
CTBCHHBIX CpCACTB JJIA MCOUITUHCKOI'O MMPUMCHCHUA, nmoajIcxKamux MMpeaAMETHO-
KOJIMYECTBEHHOMY Y4YeTy, B CHELHaJbHBIX XYypHaJlaX, a TakXke 3a COOJII0JeHHEeM MpaBuil Beze-
HUS U XPAaHCHUA CIICHUAJIBHBIX KYPHAJIOB BO3JIaracTcsa Ha YIIOJIHOMOYCHHBIC (be;[epaanbIe op-
TaHbl UCTIOJTHUTEIHPHONW BJIACTH U OpTaHbl UCIIOTHUTEIHHOM BIACTH CyOheKkTOB Poccutickoii de-
Jiepaliy, OCYILECTBIIAIONINE JIMIICH3UPOBAHUE MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, (apma-
LEBTUYECKON AEATETbHOCTH M MEAUIIMHCKOW AESITEIbHOCTH, U OCYIIECTBISETCS B paMKax JiH-
LEH3MOHHOT'O KOHTPOJISL.

I'masa 11. YHUYTOKXEHUE JIEKAPCTBEHHBIX CPEJACTB
Crarbs 59. OcHOBaHMSA ¥ NOPSAI0OK YHHYTOKEHHUS JIEKAPCTBEHHBIX CPEICTB

1. HenoOpokadecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA, (albCUPUIIMPOBAHHBIC JIEKAPCTBEH-
HbIE CPEJICTBA MOJUIEkKAT U3BATHIO U3 OOpAIEHUs U YHUYTOKEHHIO B TIOPSI/IKE, YCTAHOBIEHHOM
[IpaButensctBoM Poccuiickoii ®@enepanuu. OCHOBaHUEM MJII YHMUTOKEHUS JIEKApPCTBEHHBIX
CPEICTB SIBISIETCS PEIICHUE BiaJeiblia JICKAPCTBEHHBIX CPEICTB, PEIIEHUE COOTBETCTBYIOIIErO
YIIOJIHOMOYEHHOT0 (heZiepalibHOrO OpraHa UCTIOJIHUTEFHON BIIACTH UJIH PEIICHHE Cy/a.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KonTpadakTHble JeKapCTBEHHbIE CPEICTBA MOJUIEKAT U3BATUIO U3 OOpaIleHUs U yHU-
YTOXKEHUIO MO penieHuio cyaa. [lopspok yHUYTOXKEHHs KOHTpadaKTHBIX JEKapCTBEHHBIX



cpencts ycranaBnuaetcs [IpaButensctBom Poccuiickoin denepanyu.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxonpl, cBsI3aHHBIE C YHUUYTOXKECHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB, He-
T00pPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, anbcu(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MEIIAIOTCS UX BJIAIEIIbLIEM.

4. Bnagenen JeKapcTBEHHBIX CPEACTB JOJDKEH NPEICTaBUTh B YIIOJIHOMOYEHHBIN ¢ene-
pajibHBIM OpraH UCIOJHUTEIBLHOMN BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJICHHOM TOPS/I-
K€ ero KOMuIo, MOATBEpKAatoNINe (PaKT YHUUTOKEHUSI JIEKaPCTBEHHBIX CPE/ICTB.

5. CoOTBeTCTBYIOIIUI YIOJTHOMOYCHHBINH (efepaabHblii OpraH MUCIOJIHUTENLHONW BIIACTH,
NPUHSABLIMKA pelieHne 00 YHUUYTOXKEHUU JIEKapCTBEHHBIX CPENICTB, OCYILECTBISAET KOHTPOJb 32
UX YHUUYTOKCHUEM.

6. YHUUYTOXXEHHE JIEKApPCTBEHHBIX CPEJCTB MPOU3BOAMTCS OPraHU3ALUSMH, WUMEIOIIUMU
COOTBETCTBYIOIIYIO JHUIICH3UIO, HA CIEIUATBHO OOOPYHAOBAHHBIX IUIOMIAJAKAX, MMOJHUITOHAX U B
CIEIUAIbHO O0OPYIOBAHHBIX IMOMEIIEHUSX C COOJIIOJICHHEM TPeOOBaHWI B 00JIACTH OXpaHBI
OKpYKaroIIeH Cpelibl B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickon denepanuu.

7. HapxoTtudeckue JEKapCTBEHHBIE CPEACTBA, MCUXOTPOIMHBIC JICKAPCTBEHHBIE CPENICTBA,
paarodapMareBTHYECKUE JEKAPCTBCHHBIE CPEICTBA YHUUYTOKAIOTCS B COOTBETCTBUU C 3aKOHO-
narenbcTBOM Poccuiickoit deneparun.

I'maBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHHUE IIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI JJIsA MEAUIIMHCKOI'O IPUMEHEHUSA

Crares 60. I'ocynapcTBeHHOe peryJHpOBaHHMe IeH Ha JIEKAPCTBEHHbIE Npenaparbl
AJISl MEIMIIHHCKOT0 PUMEHEeHHU sl

1. T'ocymapcTBeHHOE pETyJIMpOBAaHUE IICH HA JIEKAPCTBEHHBIE Mpemaparhl IUisi MEIHIIAH-
CKOTO IPUMEHEHUS OCYIIECTBISETCS IIOCPEICTBOM:
(B pen. ®enepanpHoro 3akoHa ot 26.03.2020 N 67-03)

1) yrBepxxnenus IlpaButensctBom Poccuiickoit @enepanuu nepedHs KU3HEHHO HEOOXO-
JUMBIX U Ba)KHEHIIMX JIEKapCTBEHHBIX IpEnapaToB, KOTOPBIH (OpMUPYETCS U HE pexke OJIHOTO
pasa B IroJ IIepecMaTpuBacTCsa B YCTAaHOBJICHHOM UM IIOPSKE HA OCHOBE KOMIUIEKCHOM OLIEHKHU
JIEKapCTBEHHBIX IpEnapaToB, BKIIOYAs aHAIM3 CBEACHUN O CPaBHUTEIbHOM KIMHUYECKOH (-
(eKTUBHOCTH U O€30MACHOCTH JIEKAPCTBEHHOTO CPEJICTBA, OLIEHKY 3KOHOMUYECKHX TOCIEICTBUN
IIPUMEHEHHUS JIEKAPCTBEHHOTO CPEACTBA M M3YyYEHUE JOINMOJHUTENbHBIX MOCIEICTBUN TPUMEHE-
HUs JIEKAPCTBEHHOT'O CPECTBA;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEepKIIEHUSI METOAMKHU pacdera MpeAelbHBIX OTIYCKHBIX I[€H MPOU3BOIUTENCH Ha Je-
KapCTBCHHBIC IMpErNapaThl, BKIIOYCHHBIC B MEPEYCHb KU3HEHHO HEOOXOJMMBIX M Ba)KHEUITHX
JICKapCTBEHHBIX MPENapaToB, a TakKe BHEAPEHUS MEXaHU3MOB ()OPMUPOBAHUS CUCTEMBI pede-
PEHTHBIX IICH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) rocynapCTBEHHOW PETHCTPAIlK MPEAeIbHBIX OTIYCKHBIX II€H MPOW3BOAWTENCH Ha Jie-
KapCTBCHHBIC IIPCIIApaThbl, BKIIIOYCHHLIC B NCPCUYCHb KU3HCHHO HCOGXOZ[I/IMBIX U BaXXKHEHUIITUX
JIEKapCTBEHHBIX MPETapaToB;

(B pen. denepanbHoro 3akoHa oT 06.06.2019 N 134-D3)



4) BeneHMs roCyAapCTBEHHOIO pEeCcTpa MPEENIbHBIX OTIIYCKHBIX LI€H MPOU3BOAMTENEH Ha
JIEKapCTBEHHBIE MIPENapaThl, BKIOYEHHbIE B MEPEUEHb )KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENApaToB;

5) yTBEpXKIEHUS METOJMKU YCTAHOBJIEHUS OpraHaMM MCIOJIHUTENIBHOM BIACTU CYyOBEKTOB
Poccuiickoit @enepanuy mpeaenbHbIX pa3MepoB ONTOBBIX HAI0ABOK M MPEIEIbHBIX Pa3MepoB
PO3HMYHBIX HAJ0aBOK K (PAKTMUECKUM OTIIYCKHBIM LI€HaM, YCTaHOBIJIEHHBIM IPOM3BOIUTEIISIMHU
JIEKapCTBEHHBIX IIPENapaToB, Ha JICKAPCTBEHHBIC IIpEnaparsl, BKIOYEHHBIE B IEPEYECHD KU3HECH-
HO HEOOXOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIPENApaToB;

6) yCTaHOBIJIEHUS TpENEeNbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK M MPEIEIBHBIX Pa3MepoB
PO3HMYHBIX HaJ0aBOK K (DAKTMUYECKUM OTIIYCKHBIM LI€HaM, YCTaHOBJIEHHBIM IPOM3BOIUTEIISIMHU
JIEKapCTBEHHBIX MPENapaToB, Ha JIEKapCTBEHHBIE IIPENaparhl, BKIIOUEHHBIE B [IEPEUEHb J)KU3HEH-
HO HEOOXOJMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB;

7) yTBEpXKIEHUS MOPSAIKA BBIAAYU MPEIMUCAHUN OpraHaM UCIIOJHUTEIBHON BIACTH CyOb-
ekToB Poccuiickoit denepanniu 0 NpUBEIECHUN B COOTBETCTBUE C 3aKOHOAATEILCTBOM Poccuii-
ckoit dexepanuu pemeHuiH 00 yCTaHOBICHUH MPEIEIbHBIX Pa3MEpOB ONTOBBIX HA0aBOK H IIpe-
JIENIbHBIX Pa3MEepPOB PO3HUYHBIX HAJ0ABOK K (PAKTMUECKUM OTIIYCKHBIM LI€HAM, YCTaHOBJIECHHBIM
IIPOU3BOJUTENISIMHU JIEKAPCTBEHHBIX MIPENApPATOB, HA JIEKAPCTBEHHBIE IPENaparhl, BKIIIOUEHHBIE B
IepeveHb JKU3HEHHO HEOOXOAUMBIX U Ba)KHEHINNX JIEKAPCTBEHHBIX MPENapaToB, €CIM OHU MpH-
HATHI C HApPYyILICHWEM 3aKoHoxaarenbcTBa Poccuiickonn denepanuu, B NOPsAIKE, YCTAHOBIEHHOM
IIpaBuTenscTBOM Poccuiickoi @enepannu;

8) HampaBleHUs YIIOJTHOMOUYEHHBIM (peiepalIbHBIM OPTaHOM HCTIOTHUTEILHON BIACTU Op-
raHaM HCIIOJTHUTEIBHON BJIaCTH CYOBeKTOB Poccuiickoit denepaniuu nmpeanucaHuii o mpuBee-
HUHM B COOTBETCTBHUE C 3aKOHOAATeNbCTBOM Poccuiickoin denepanin NpUHATBIX ¢ HAPYLIEHUEM
3akoHo1aTenscTBa Poccuiickoit denepanuu pemeHnii 00 yCTaHOBIGHUH TIPEACIIbHBIX Pa3MEpOB
OTNTOBBIX HAJI0ABOK U MPEACTbHBIX Pa3MEPOB PO3HUYHBIX HAA0ABOK K IIEHAM Ha JIEKAPCTBECHHBIC
npenaparsl, BKJIIOYEHHbIE B MIEPEUYCHb KU3HEHHO HEOOXOJUMBIX U BaXKHEUIINX JEKapCTBEHHBIX
Mpenaparos;

9) ocymectBienus (enepanbHOTO TOCYAapCTBEHHOTO Haa30pa B cepe oOpalieHus jJeKap-
CTBEHHBIX CPEACTB U PETMOHAIBHOTO FOCYAAapCTBEHHOTO KOHTPOJIS 3a MPUMEHEHUEM II€H Ha Jie-
KapCTBEHHbIE IMpernapaThl COOTBETCTBEHHO YIOJIHOMOYEHHBIMH (elepalbHbIMU OpraHaMH HC-
NOJTHUTEIBHOM BJIACTH M OpraHaMM MCIIOJHUTEIBHON BiacTu cyObekToB Poccuiickoit denepa-
UM COTJIACHO UX KOMIIETEHIIMH B MOpPsJKE, ycTaHOBIeHHOM IIpaBurensctBoM Poccuiickoin @e-
Jiepaluu;

(m. 9 B pen. DeaepanpHoro 3akoHa ot 25.06.2012 N 93-03)

10) mpuMeHeHus NPeIyCMOTPEHHBIX 3aKOHOAATelNbCTBOM Poccuiickoil ®denepanuu mep
OTBETCTBEHHOCTH 3a HapyIllEHHE MOpsijiKa LEHOOOPa30BaHUS Ha JICKApCTBEHHBIC IpPENnaparsl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BKHEUIIINX JICKAPCTBEHHBIX MPETIapaToB.
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusx 4Ype3BBIYAHON CUTyallMu W (WJIM) IPU BOSHUKHOBEHHH YTPO3BI PACIIPO-
CTpaHeHus1 3a00JIeBaHUsI, MIPEACTABISIONIETO OMACHOCTh AJI OKPYXKAIOUIUX, a TaKXKe B cllydae,
€C/IM B TEUEHUE TPUALATU KAJICHAAPHBIX IHEU mocie npuHatusa IIpasurensctBom Pocculickoi
®denepanyy pelieHus O MPOBEACHUN MOHUTOPUHIA PO3HUYHBIX II€H Ha JIEKAPCTBEHHBIE Mpemna-
paThl, HE BKJIIOUEHHBIC B TEPEUYCHb KU3HEHHO HEOOXOJMMBIX M BAXKHEUIINX JIEKAPCTBEHHBIX
MpenaparoB, Ha TEPPUTOPHUAX CyOBeKTOB Poccuiickoit deneparniu BBISIBICH POCT PO3HUYHBIX
[IEH Ha YKa3aHHBIC JICKApPCTBEHHBIE MpermapaThl Ha TPUANATH MPOIEHTOB u Oonee, [IpaBuTennb-
ctBO Poccuiickoit deaepaiuy BlipaBe YCTAaHOBUTH MPENIEIbHBIE OTIMYCKHbBIE [IEHBI MPOU3BOAUTE-



Jeil Ha yKa3aHHBIC JIEKApCTBEHHbIE Npernaparhl, MpeAeibHbIC pa3Mepbl ONTOBBIX Hal0aBOK H
IpeenbHble pa3Mepbl PO3HUYHBIX Ha/l0aBOK K (PaKTUYECKUM OTIYCKHBIM LI€HaM IPOM3BOJIUTE-
Jeil Ha yKa3aHHBbIE JIEKAPCTBEHHBIEC Ipenaparhl. [lepedyeHb JIeKapCTBEHHBIX IIPENapaToB, HE
BKJIIOYEHHBIX B [I€PEUYEHb KU3HEHHO HEOOXOAUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IIPENapaTos,
U TIOPSI0K ero opmupoBanus onpenenstorces [IpasutensctBoM Poccuiickoii @eneparui.
(uactb 2 BBenmeHa deaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B TedeHune neBsiHOCTA KaJeHJIApHBIX JHEN co nHA yrBepxkaeHus IIpaButensctBom Poc-
cuiickoi deaepanuy NepevHs, yKa3aHHOTO B YAaCTH 2 HACTOSIIECH CTaThH, HE JOMYCKAIOTCA pea-
JM3alus U OTIIYCK BKJIFOYEHHBIX B HETO JIEKAPCTBEHHBIX MIPENApaTOB IO LI€HaM, IIPEBBIIIAIOIINM
IpeAesIbHbIE OTIYCKHBIE LEHbl NPOU3BOAUTENICH HAa YKa3aHHBIC JIEKAPCTBEHHBIE IMPENapaThl,
npeenbHbIe pPa3Mephl ONTOBBIX HAJ0AaBOK U MpeAeIbHbIC pa3Mepbl pO3HUYHBIX HaI0aBOK K (ak-
TAYECKUM OTIIYCKHBIM II€HaM IPOMU3BOAMUTENIEH Ha yKa3aHHbIE JEKAPCTBEHHBIE Npenaparthbl C
y4€TOM Hajiora Ha 100aBJICHHYIO CTOMMOCTb.

(uactp 3 BBenmeHa DeaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

Koncynprantllntoc: npumedanue.
3apeructpupoBansbie 10 07.06.2019 nmpenenbHbIe OTIYCKHBIC IIEHBI TOJICKAT 00513aTEILHON
nepepeructpanuu B 2019 - 2020 rogax B coorBercTBUU €O CT. 2 @3 01 06.06.2019 N 134-D3.

Crarbs 61. I'ocynapcTBeHHasi perucTpauusi M nepeperucrpauusi npeaejbHbIX OT-
MYCKHBIX IleH MPOU3BOAUTE/IeH HA JIeKAPCTBEHHbIE NPenapaThl, BKJINYEHHbIE B NlepevYeHb
’KH3HEHHO He00XO0AUMBIX U Ba:KHeHIINX JIeKAPCTBEHHbIX NPenapaTos

(B pen. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHas OTIyCKHas LieHA MPOM3BOAMTENS Ha JIEKAPCTBEHHBIN IIpenapaT, BKIOYECH-
HBIIl B IIepeYeHb )KU3HEHHO HEOOXOAUMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, MOAJIE-
JKUT TOCYIapCTBEHHON PETrUCTpanuu B MOpsAKe, ycTaHOBIeHHOM [IpaButenscrBom Poccuniickoit
denepanum, Ha OCHOBAHUU NPEJICTABICHHOIO B YIIOJIHOMOYEHHBIN (peepanbHblii OpraH ncnos-
HUTEJIBHON BJIACTU 3asBJICHUS JEpKaTelsd WM BIIAJENIbla PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMpemnapaTta (YyImoJIHOMOYSHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHas NpeAeabHas OTIYCKHAs 1IeHa MPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar, BKJIIOYEHHbIH B MEpPEeYeHb )KU3HEHHO HEOOXOIUMBIX M BaXXKHEHUIIMX JICKApCTBEHHBIX
IpenapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEJIWYEHHUS OJMH Pa3 B KalleHAap-
HOM roJly Ha OCHOBAHMHU IPE/ICTaBIEHHOIO B YIIOJIHOMOYEHHBIH (esiepaibHblil OpraH MCIOIHU-
TEJIbHOM BiacTé A0 1 OKTAOPS KaXJOro rofa 3asBiICHHS JepKaTessl UM BIaJesblla perucTpa-
IIUOHHOTO yJJOCTOBEPEHHUS JIEKApCTBEHHOTO Npemnapara (YIOJIHOMOYEHHOTO UM JIMLA).

3. 3apeructpupoBaHHas IpeleibHasl OTIYCKHAs IIeHa MPOU3BOAUTENS HA JEKAPCTBEHHBIN
mperapar, BKIIOUCHHBIA B MEPEYCHb KU3HEHHO HEOOXOIMMBIX W BAKHEHUIIUX JICKAPCTBEHHBIX
MperapaToB, MOXKET OBITH MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHUSI HA OCHOBAHUU MPEICTAB-
JICHHOTO B YITOJIHOMOYCHHBINA (efiepaibHbId OPTaH UCTIOJHUTEILHON BIACTH 3asIBICHUS JCpiKa-
TCJIA WJIN BJIaACJIblla peI‘I/ICTpaI_II/IOHHOFO y,Z[OCTOBepeHI/I}I JIeKapCTBeHHOFO npenapaTa (yHOJIHO-
MOYEHHOTO MM JIUIIA).

4. [lepxaTenb WU BIAJENEll PETUCTPALIMOHHOTO YAOCTOBEPEHNUs JEKAPCTBEHHOIO Mpemna-
pata (YImoJIHOMOYEHHOE UM JIMII0) 0053aH MPEJACTaBUTh B YIIOJHOMOYCHHBIH (efepaabHbIN Op-
raH UCIIOJHUTEIBHOW BJIACTH 3asIBJICHUE O MEPEPErUCTPALUM 3aPETUCTPUPOBAHHON NIPEAEIBHOM
OTITYCKHOH IIEHBI MMPOU3BOINUTEINS Ha JIGKAPCTBEHHBIN IMperapar, BKIIOUEHHBIH B MIEPEUCHD KH3-
HEHHO HEOOXOJMMBIX M BaKHEHMIINX JIEKAPCTBEHHBIX MPENapaToB, B CTOPOHY CHIKEHUS B CJe-

JTYIOIIUX CITydasx:



1) cHIKeHUE 1IeHBl B MHOCTPAHHOW BAIIIOTE HA JIEKAPCTBEHHBIN Mpenapar B CTpaHe MPOU3-
BOAUTENS U (MJIM) B CTpaHaX, B KOTOPBIX JICKAPCTBEHHBIN Mpenapar 3aperucTpupoBaH U (WiIn) B
KOTOPBIC MMOCTABJIACTCA MPOU3BOJUTCIICM;

2) cHHUKEHHeE 1IeH Ha pedepeHTHbIE JIEKapCTBEHHBIE IIPENapaThl B COOTBETCTBUH C ITYHKTOM
1 HacTosmIel yacTu (51 COOTBETCTBYIOUIMX BOCIIPOU3BEIECHHBIX, OMOAHAIOrOBBIX (6MOMOI00-
HBIX ) JICKaPCTBEHHBIX MPENapaToB);

3) npeBbILICHHE MPeIeNbHOM OTIYCKHOW 1IeHBI Ha IEPBbI BOCIPOM3BEACHHBIN, OnoaHao-
TOBBIM (OMOIMOIOOHBIN) JIEKAPCTBEHHBINM IpemnapaT MHOCTPAHHOTO TPOW3BOJICTBA HAJ MPEIEihb-
HOU OTITYCKHOM IICHOW MPOW3BOAUTENSI HA BTOPON BOCHPOM3BEECHHBIN, OMOaHATOTOBBINA (OHO-
MOJ00HBIN) JIEKapCTBEHHBIN IMpernapaT, pacCCUYMTaHHOM B COOTBETCTBHH C METOJIMKOM, yTBEp-
)kaenHoi [IpasurensctBoMm Poccuniickoit denepannu;

4) mpeBBIlIEHUE TTPEETHHON OTITYCKHOW IIEHBI Ha TIEPBBIA BOCTIPOM3BEACHHBIN, OMOaHAI0-
roBblif  (OMOMOMOOHBIN) JEKapCTBEHHBIM NpenapaT MPOM3BOAMTENS TOCYAapcTBa - YJICHA
EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a HaJl MPEIeTbHON OTHYCKHOW IIEHOM MPOW3BOIUTENS Ha
BTOpPOI BOCIIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOMOOOHBINM) JIGKAPCTBEHHBIN MpemapaT Mmpo-
M3BOJUTENS TOCYyAapCTBa - YieHa EBpa3zuilckoro 3KOHOMHYECKOT0 COK03a, PACCUYMTAHHOU B CO-
OTBETCTBUHU C METOAUKOM, yrBepxkaAcHHOU [IpaBurensctBom Poccniickont denepanun.

5. Iopsanok mepeperucTpanuy 3aperuCTPUPOBAHHBIX MPEICIBHBIX OTIYCKHBIX LIEH IIPOU3-
BOJIUTENICH Ha JIEKApCTBEHHBIE MTPENapaThl, BKIOUYEHHBIEC B IEpEUYEHb )KU3HEHHO HEOOXOAUMBIX
BOXHEHILINX JIEKAPCTBEHHBIX MPENApaToB, B CIydasx, MPEIyCMOTPEHHBIX 4acTsIMH 2 - 4 HacTo-
sIIeH cTaTby, ycranaBiauBaercs [IpasurensctBoM Poccniickoit denepanun.

6. DKOHOMHMYECKUN aHAJIM3 MPEeTbHOW OTIYCKHOW IIEHbI TPOU3BOIUTEIS HA JIEKAPCTBEH-
HBII Mpenapar, BKIIOUYEHHBIH B NEpeUyeHb KU3HEHHO HEOOXOJUMBIX M BaXKHEUIINX JICKapCTBEH-
HBIX [IPENapaToB, NPU €€ TOCYJapCTBEHHON PErUCTPALUU UITH TIEPEPErUCTPALIMU OCYIIECTBIISIET-
csi (penepanbHBIM OPraHOM HUCIIOJHUTENIBHOW BJIACTH, OCYIIECTBIISIOUIMM (DYHKIIMU 1O TPUHS-
THI0O HOPMATUBHBIX MPABOBBIX aKTOB M KOHTPOJIIO 32 COOJIIOJIEHUEM 3aKOHOJATENbCTBA B cepe
rOCYJapCTBEHHOT'O PEryJIMPOBaHUs 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. PacdeT mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B 4HacTsIX | WM 2 HACTOAIIEW CTaThH,
IIPU UX TOCYIAapCTBEHHON PErUCTPALMK WIH IIEPEPETUCTPALIUN OCYILECTBIIECTCS B COOTBETCTBUU
C METOMKOM, yrBepxkaeHHoH [IpaButenscTBoM Poccuiickoit denepanyu U yYuTHIBAIOIIEH B TOM
YyucIe:

1) cobmonenne OamaHca MHTEPECOB MOTPEOMTENICH JICKAPCTBEHHBIX MPENapaToB, BKITIO-
YCHHBIX B MEPCUCHL JKU3HCHHO HCOGXOI[I/IMBIX U BaKHEUIINX JICKAPCTBCHHLIX IIpC€rapaTroB, U
NIPOM3BOIUTENECH JIEKAPCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B IEPEUCHb KU3HEHHO HEOOXOIH-
MBIX U BO)KHEUIINX JICKAPCTBEHHBIX IIPENapaToB;

2) (hakTHYECKYIO OTITYCKHYIO IIEHY Ha JICKapCTBEHHbIE mpernapaTthl B Poccuiickoit denepa-
LMY, LIEHy BBO3a JICKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepanuio, a TakxkKe LEHbl Ha
aHaJIOTUYHBIC JIEKAPCTBEHHBIC TIPemapathl, HaxoAsmmuecs: B oopamenun B Poccuiickoit denepa-
IIUH;

3) 3aTpaThl MPOU3BOAUTEIS JICKAPCTBEHHOTO TpernapaTa Ha MPOU3BOJICTBO U PEATH3AIHIO
JICKApCTBCHHOT'O Mperapara;

4) ueHy Ha JIEKapCTBEHHBII IMpenapaT, ero eHy B CTpaHe MPOU3BOJIUTENSA U B CTpaHaXx, B
KOTOPBIX JIEKAPCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (MIIM) B KOTOPBIE IMOCTABIISETCS MPOU3-
BOJIUTEJIEM.



8. He nmomyckaroTcs peanuzanys UM OTIYCK JIEKAPCTBEHHBIX INPENapaToB, BKIIOUYEHHBIX B
[epevYeHb KU3HEHHO HEOOXOMUMBIX M BaXKHEWMIIMX JIEKAPCTBEHHBIX IPENapaToB, HA KOTOpbIE
IIPOU3BOJUTENISIMHU JICKAPCTBEHHBIX IPENapaToB HE 3apEerUCTPUPOBAHA MpelelbHasl OTIIyCKHas
LIEHa, PeaM3alns IPOU3BOJUTEISIMU JICKAPCTBEHHBIX NPENaparoB IO LEHAaM, MPEBBIAOMINUM
3apETrUCTPUPOBAHHBIE WIH IIEPEPETUCTPUPOBAHHBIC NPEAEIbHBIE OTIIYCKHBIE LIEHBI Ha JIEKap-
CTBEHHBIE IIPENapaThl C y4ETOM HaAJIOra Ha JOOaBJIEHHYIO CTOUMOCTb.

9. OcobeHHOCTH TOCYAAPCTBEHHOTO PETYIUPOBAHMS MPEACIbHBIX OTHYCKHBIX IIEH MPOM3-
BOJIMTEJICH HA JIEKapCTBEHHBIE MPENapaThl, BKIIOUEHHbIE B IEPEUYECHb )KU3HEHHO HEOOXOAUMBIX U
BaXXKHEUIINX JICKAPCTBCHHLIX MPCHapaTOB, B 3dBUCUMOCTU OT 3KOHOMUYCCKUX U (I/IJII/I) conualib-
HBIX KpUTEpHUEB (M3MEHEHHE YCJIOBMM, MOpsAKa U CTOMMOCTH IMPOU3BOJCTBA JIEKAPCTBEHHBIX
MpernapaToB, UCIOIb30BaHNE HOBBIX (DOPM, METOJIOB M CIIOCOOOB TOCYAAPCTBEHHOTO PETYIIHPO-
BaHUs 1LIEH Ha JIEKapCTBEHHbIE IMpernapaThl, B TOM YHCIIE€ Ha OCHOBE MeXaHH3Ma pedepeHTHOro
[IEHO00pa30BaHus, U3MEHEHUH MOPSIIKA OKa3aHUs MEAUIIMHCKOW TTOMOIIIH, U UHBIC U3MCHEHHUS )
ycranaBinuBarotces [IpaBurensctBoM Poccuiickoit deneparum.

Crarbs 62. 'ocynapcTBeHHbIH peecTp NpeaeJbHbIX OTIIYCKHBIX LleH POU3BOAMTE el
Ha JIEKAPCTBEHHbIE Mpenaparbl, BKJIKYEHHbIe B IepeYeHb KU3HEHHO HeO00XOAHMBIX W
BaKHeHIIMX JIeKAPCTBEHHBIX NMpPenapaToB

1. 3aperucTprpoBaHHBIEC WIH MIEPEPETUCTPUPOBAHHBIC TPEICIbHBIE OTITYCKHBIC [IEHBI TIPO-
H3BOHHTeHeﬁ Ha JICKAPCTBCHHBLIC IIPCIApaThbl, BKIIKOUCHHBIC B ICPCUCHL KU3HCHHO HGO6XO,Z[I/I-
MBIX M Ba)XHEHIINX JICKAPCTBEHHBIX IPENapaToB, MOJUICKAT BKIIOYEHHIO B TOCYIapCTBEHHBIN
peeCTp NMpCACIbHBIX OTITYCKHBIX ILICH HpOH?;BOI[HTCJICfI Ha JICKApCTBCHHBIC MpCrapaTrbl, BKIIIO-
YEeHHBIC B IEPEUCHb KU3HEHHO HEOOXOANMBIX M B)KHEHIIINX JIEKAPCTBEHHBIX MIPENapaToB.

(B pen. dexnepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapCTBEHHBI peecTp MPEeAENbHBIX OTIYCKHBIX ILIEH MPOU3BOAUTEIEH Ha JIeKap-
CTBCHHBLIC MPCIIapaThl, BKIIIOYCHHLIC B MICPCUCHD JKU3HCHHO H€O6XO,Z[I/IMI>IX Y BaXKHEUIITHUX JICKap-
CTBEHHBIX MPENapaToB, COACPKUT B ceOe cleayIonyro HHPOPMAIUIO:

1) HauMeHOBaHME JeprKaTessl WIM BIaJeNblla PETUCTPALMOHHOTO YIOCTOBEPEHUS JEKap-
CTBEHHOTO TIpenapara, HAMMEHOBAaHKE MMPOU3BOIUTENS JICKAPCTBEHHOTO MperapaTa, CBEACHUS O
pEerucTpaly AepKaTensl WIK BiaJeNblia PErUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara, CBEJICHHS O PETUCTpaIliy MPOM3BOIUTENS JICKAPCTBEHHOTO Ipenapara il MeIu-
[IUHCKOTO MPUMEHEHHsI B Ka4eCTBE HAIOTOIUIATEINBIINKA B CTPAHE PErucTpanuu (IJis pOCCHIi-
CKHX IOPUIUYECKUX JIUII - UICHTU(PUKAIMOHHBIN HOMep Hayoromiatenbinuka (MHH), nis uHo-
CTPaHHBIX IOPUIUYECKUX JIHI] - CTPAHA PETUCTPALIUH, HAUMEHOBAaHUE PETUCTPUPYIOILIETO OpraHa,
PETUCTPAIIMOHHBI HOMEp, KOJI HAJOrOIUIaTeNbIIMKa B CTPaHE PErHCTpanuul (MHKOPIOPAITUHN)
WJIM €0 aHaJIor), MECTO HaXOXACHHUS TPOU3BOACTBEHHBIX IUIONIA/I0K, YYACTBYIOIIMX B MpoLecce
MIPOM3BOICTBA JICKAPCTBEHHOTO TIpenapara, ¢ yKkazaHueM CTaJIlH Mpoliecca MPOu3BOCTBA;

(. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaMMCHOBAaHHE JICKAPCTBEHHOTO Tpernaparta (MEeXIYHapOIHOE HEIaTeHTOBAHHOE, WU
IPYIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMep perucTpalMoOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIPENapara;

4) nexkapcTBeHHas (hopMa C yKazaHUEM JIO3UPOBKH JICKAPCTBEHHOTO Tperapara U ero Ko-
JMYECTBa BO BTOPUYHOH (MMOTPEOUTENHCKON) YIIAaKOBKE, a TAK)KE KOMILJICKTHOCTb;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)



5) 3aperucTpupoBaHHas MpeeibHas OTIIYCKHAs IIeHa Ha JIEKapCTBEHHBIN Mpernapar B pyo-
TSIX;
(B pen. depepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

6) nata ¥ HOMep IpHKa3a yIMOJIHOMOUYEHHOTO (efepalbHOr0 OpraHa UCIIOJHUTENbHOM BiIa-
CTH O TOCYIapCTBEHHOW PErMCTPALlMM WIIM MEPEPETUCTPAlUU IIPEACIIBHON OTIIYCKHOM LICHBI HA
JIeKapCTBEHHBIN IpernapaT, BKIIOUYEHHBIM B MepeyeHb KU3HEHHO HEOOXOAMMBIX U BaKHEUIINX
JIEKAPCTBEHHBIX MPEMapaToB;
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) nara BCTYIUIEHUS B CHITY IIPHKa3a YIOJTHOMOUYEHHOTO (eiepabHOrO OpraHa UCIOIHHU-
TEJIBHOM BJIACTU O TOCYAAPCTBEHHOM PETUCTpallMy WIN MEePeperucTpaluy MpeienbHOl OTIyCK-
HOW IIEHBI NIPOU3BOJAUTEINS Ha JIEKAPCTBEHHBIN Ipenapar, BKIOYEHHbIN B IEPEYEHb )KU3HEHHO
HEOOXOIMMBIX U BaXKHEUIINX JICKaPCTBEHHBIX IIPENapaTos;

(m. 6.1 BBenen @enepanbHbIM 3aKk0HOM OT 06.06.2019 N 134-D3)

7) WTPUXOBOM KOJ, HAHECEHHBIH HAa BTOPHYHYIO (TIOTPEOUTEIHCKYIO) YIAKOBKY JIEKap-
CTBEHHOTO Ipernapara;
(m. 7 BBeneH DeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

8) Kox NeKapCTBEHHOTO IMpemnapara Mo aHaTOMO-TEPANeBTHYECKO-XUMUIECKON Kitaccupu-
Kalluu, peKOMEH0BaHHOW BceMupHOI opranuzanued 31paBoOXpaHeHus.
(. 8 BBeneH DenepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. 'ocynapcTBeHHas: perucTpanus WINA IEPEeperucTpanns IpelelbHbIX OTIIYCKHBIX LIEH Ha
JIeKapCTBEHHbIE MPEnapaThl, BKIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JICKapPCTBEHHBIX IIPENAapaToB, BEIEHUE FOCYAAPCTBEHHOIO PEECTpa MPEAEIbHBIX OTIIYCKHBIX LICH
IPOM3BOIUTENECH HA JIEKApCTBEHHBIE MperapaTthl, BKIIOYCHHbBIE B IEPeUeHb KU3HEHHO HE00XO-
JUMBIX ¥ BaXXKHEUIINX JICKAPCTBCHHBIX MPENapaToB, OCYIIECTBISAIOTCSA B MOPSAKE, YCTAHOBIICH-
HoM lIpaBurensctBom Poccuiickoit @enepanuu.

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

Crarbs 63. YcTaHoB/IeHHMe OPraHaMM HCIHOJHUTEJIbHON BJjacTH cyObekToB Poccmii-
ckoii Penepanuy npeaeJbHbIX pPa3MepoB ONTOBLIX HAA0aBOK W NpeAedbHBIX pa3MepoB
PO3HHUYHBIX HAT0ABOK K (PAKTHYECKHUM OTIMYCKHBIM LI€HAM, YCTAHOBJIEHHBIM NPOU3BOIHU-
TeJSIMH JIEKAPCTBEHHBIX MPeENapaTroB, HA JIEKAPCTBEHHbIE Mpenaparbl, BKJIKYEHHbIE B
nepeveHb ;KU3HEHHO HEOOXOIMMbIX M BaKHEHIIUX JeKAPCTBEHHBIX NPeNnapaTos
(B pen. depepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

1. Oprasbl UCTIOTHUTEIBHON BIacTH cyOBbekTOB Poccuiickoit denepannu ycTaHaBIMBAIOT
IpeenbHble Pa3Mephbl ONTOBBIX HAJ0AaBOK U MPEAEIbHBIE pa3Mepbl PO3HUUYHBIX HaI0ABOK K (ak-
TUYECKUM OTITYCKHBIM IIeHaM (0e3 ydera Hajora Ha 100aBJICHHYIO CTOMMOCTb), YCTAaHOBJICHHBIM
IIPOU3BOJUTEIIIMH JIEKAPCTBEHHBIX MTPENAPATOB, HA JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUYEHHBIEC B
nepeveHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPEMapaToB, B COOTBETCTBUU
C YTBEPKACHHOM B mopsiake, yctaHoBIeHHOM [IpaButensctBoM Poccuiickont @eaepanuu, MeTo-
JIMKOW YCTaHOBIJIEHUSI OpraHaMH UCIIOJHUTENIBHONW BIAacTH cyObekToB Poccuiickoit deneparyn
IPEJEIbHBIX Pa3MEPOB ONTOBBIX HaJ0ABOK M INpPENENbHBIX Pa3MEPOB PO3HUYHBIX Hal0aBOK K
(aKTHUECKUM OTITYCKHBIM ILI€HaM, YCTAaHOBJICHHBIM MPOHM3BOJIUTEISIMH JIEKAPCTBEHHBIX Ipera-
paToB, Ha JIEKapCTBEHHbIC NpeMnaparhbl, BKIIOUCHHbIE B MEPEUEHb >KU3HEHHO HEOOXOAMMBIX U
BOKHEUIIUX JICKAPCTBEHHBIX IpenapaToB. IIpoeKThl pemeHnii OpraHoB UCIIOIHUTEIBHON BIIACTH
cyowsekToB Poccuiickoit deneparuu 00 yCTaHOBIEHUU U (W) U3MEHEHUU TIPEACIIbHBIX pa3Me-
POB ONTOBBIX HaI0ABOK M MPEACIBHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K (PaKTHUECKUM OT-
IIyCKHBIM 1I€HaM, YCTaHOBJIEHHBIM ITPOU3BOJIUTEIIAMH JICKAPCTBEHHBIX IIPENApaTOB, Ha JIEKap-



CTBEHHBIE IIPeTapaThl, BKIIOYCHHbIEC B IEPEUCHD KU3HEHHO HEOOXOIUMBIX U BKHEUIIIHX JIEKap-
CTBEHHBIX IPENapaToB, MMOUIEKAT COTTIACOBAHUIO C YIIOJIHOMOYCHHBIM (e/iepaibHbIM OPraHOM
UCTIOJTHUTENILHOW BJIACTH, OCYIIECTBIISIONMM (DYHKIIMH N0 MPUHATHIO HOPMATUBHBIX MPABOBBIX
aKTOB M KOHTPOJIIO 32 COONIOJICHNEM 3aKOHOAATENhCTBA B c(epe rocyJapCTBEHHOTO PeTyIHpo-
BaHM 1eH (TapudoB) Ha ToBaph! (YCIyru), B Mopsaake, ycranoBieHHoM I[IpaBurensctBom Poc-
cuiickoi denepannm.

(B pen. denepanbHbIX 3aK0HOB OT 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3)

2. Opranu3zanuu ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEACTBAMM, allT€YHbIE OpPraHu3a-
UM, THIUBUAYaJIbHBIE MPEINPUHUMATEIH, UMEIOLINE JIMICH3UIO Ha (DapMaleBTHUECKYIO Aes-
TEIbHOCTh, MEUIIMHCKUE OpraHU3allui, UMEIOLINE JUICH3UI0 Ha (apMalleBTUUECKYIO JIesATeNb-
HOCTh, U UX 000coONeHHBIE Toapa3AeneHust (amOynatopuu, denpamepckue u (HempamepeKo-
aKyIIEpCKUe MYHKTHI, IIEHTPHI (OTAeeHus) o0mel BpaueOHOM (ceMelHON) MPaKTHKH), Pacro-
JIOKEHHBIEC B CEJIbCKUX HACEIICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTe€UHbIE OPraHU3aLINH,
OCYIIECTBIISIIOT Pean3alfIo0 JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B MEPEUEHb KU3HEHHO
HEOOXOMMBIX M BaKHEHIITNX JIEKApCTBEHHBIX IpenapaToB, MO LeHaM, KOTOpbIe (OPMUPYIOTCS B
COOTBETCTBUU C MOPSAKOM, ycTaHOBIEHHBIM [IpaBuTenscTBom Poccuiickoit @eaepamnuu, u ypo-
BEHb KOTOPHIX (0€3 yueTa Hajora Ha J0OABIECHHYIO CTOUMOCTh) HE JOJDKEH MPEBBIIIATH CYMMY
(dakTHyeCKO OTIMYCKHOM IIE€HBI, YCTAHOBJICHHON MPOM3BOAUTENEM JIEKAPCTBEHHOTO Mpernapara,
HE IPEBBIIIAIONIEH 3aPETUCTPUPOBAHHON WIM IIEPEPErUCTPUPOBAHHON INPEACIBHON OTIIYCKHOU
LEHbl MPOU3BOAUTENA (Ha JaTy peaju3allid JIEKapCTBEHHOTO Ipenapara MpOU3BOAUTENEM), U
pa3mepa onToBol HaaOaBKU W (WJIM) pa3Mepa PO3SHUYHON HaJ0aBKH, HE MPEBBIIIAIONINX COOT-
BETCTBEHHO pa3Mepa MpenebHON ONTOBOM Haja0aBKU M (WJIK) pa3sMepa IMpeaebHOW PO3ZHUYHON
Ha/10aBKH, YCTaHOBIICHHBIX B cyObekTe Poccuiickoit @enepanuu.
(uactb 2 B pen. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Oprasbl HCIIOJHUTENHHON BiacTH cyObekToB Poccuiickoit dexepanmu pasmemaroT B
cetu "MuTepHeT" mHMOpPMAITHIO O 3apErUCTPUPOBAHHBIX MPEICTbHBIX OTITYCKHBIX IIEHAX MPOU3-
BOJIUTENICH HA JIEKApCTBEHHBIE MTPETapaThl, BKIIOUYEHHBIE B TIepEUYEHb )KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX IpenapaToB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepa-
UM TpPEJeNbHBIX pa3Mepax OINTOBBIX HAA0ABOK M (MJIM) MpEAETbHBIX pa3Mepax PO3HUYHBIX
Ha/10aBOK K YCTAHOBJICHHBIM NPOU3BOAMTENSIMU JIEKAPCTBEHHBIX MPENapaToB (PaKkTHUECKUM OT-
NYCKHBIM LI€HAM Ha JIEKapCTBEHHBIE MpenapaThl, BKIOUYEHHBIC B MEPEUCHb KU3HEHHO HE00XO-
JUMBIX W BaXKHEHUIIMX JIEKAPCTBCHHBIX IIPENApaTOB, a TAKXKE O CyMME 3aperMCTPUPOBAHHBIX
IpEENbHBIX OTIYCKHBIX LIEH MPOU3BOJIUTENIEH HA JIEKAPCTBEHHBIE NpPENapaThl, BKIOUYECHHBIE B
[IepeYeHb >KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YCTAaHOBJIECH-
HBIX B cyObekTe Poccuiickoit denepanun npenenbHbIX pa3MEepOB ONTOBBIX HAJ0AaBOK U IIpe-
JIeNIbHBIX Pa3MEpOB PO3HUYHBIX Ha/I0aBOK M HAJlora Ha J100aBICHHYIO cTouMOCTh. MHopmarus,
IIPEyCMOTPEHHAs HACTOSIIEN YacTbhlO, 10JKHA HAXOAUTHCS TAK)KE B alITEYHBIX OPTaHM3ALMSX B
JOCTYITHOW JUIS BCEX 3aMHTEPECOBAHHBIX JIUI] (JOPME U OOHOBIIATHCS IO MEpE €€ pa3sMELICHUs
OpraHaMH HCIOJTHHUTEIBbHOM BiacTu cyobekToB Poccuiickoit deneparuu B cetu "MuTepHet".
(uactb 3 B pen. PeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

4. Yrparun cuiy ¢ 1 mapta 2020 rona. - @enepanbhbiii 3akon oT 27.12.2019 N 475-03.

I'nmasa 13. MOHUTOPHUHI DOPEKTUBHOCTU U BE3OITACHOCTH
JIJEKAPCTBEHHBIX IPEITAPATOB, HAXOJAANXCSA B OGPAIIEHUN
B POCCHMICKOW ®EJIEPAIIUA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarba 64. ®apmakoHaa3zop
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-D3)



1. JlekapcTBeHHBIE TpenapaThl, Haxozsmuecss B oOpamienun B Poccuiickoit denepanuy,
HOJUIEXKAT MOHUTOPHHTY I(PQPEKTUBHOCTH M O€30MACHOCTH B LENSIX BBIABICHUS BO3MOXHBIX
HETaTUBHBIX MOCIEACTBUIM WX NPUMEHEHMS, WHIUBUIYaIbHONW HENEPEHOCHUMOCTH, MpEeayIpe-
KJIEHUS MEIUIMHCKUX Pa0OTHUKOB, CHEIMAIMCTOB B OOJACTH BETEPUHAPHUHU, NALIMEHTOB WM
BJIa/I€bLEB )KUBOTHBIX U MX 3aLUTHl OT IPUMEHEHUS TaKUX JIEKAPCTBEHHBIX IIPENApaTOB.

(B pen. ®enepanpuoro 3axoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHaI30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eiepaabHbIM
OpPraHOM MCIIOJIHUTEIBHOM BJIACTU B YCTAHOBJIEHHOM MM IMOPSAJKE ITyTE€M aHaJIM3a MPel0CTaBIs-
eMOil CyObeKTaMHu OOpallleHus JIGKAPCTBEHHBIX CPEICTB MH(POPMAIIMU O TOOOYHBIX JEHCTBUSX,
HEXKENATEeNIbHBIX PEaKLUsIX, CEPbE3HbIX HEXKENATENbHbIX peaKlUsaX, HEMPEIBUACHHBIX HEXela-
TEJIbHBIX PEAKUUAX MMPH MPUMEHEHUH JICKApCTBEHHBIX MPENnaparoB, 00 WHAMBHUIyaIbHOHN Here-
PEHOCHUMOCTH, OTCYTCTBUHU 3(P(PEKTUBHOCTU JIEKAPCTBEHHBIX IpENapaToB, a Takke 00 HHBIX
dakTax M 0OCTOATENHCTBAX, MPEACTABISAIONIMX YIPO3Yy KM3HHM WJIM 3JI0POBBIO UelIOBEKa MO0
KMBOTHOTO MPU MPUMEHEHHUH JICKapCTBEHHBIX MPENapaToB U BBIIBIECHHBIX Ha BCEX 3Tamax o0-
palieHus JIEKapCTBEHHBIX MpenapaToB B Pocculickor denepanuu 1 Ipyrux rocy1apcrpax.

3. CyObexTsl 0OpaleHusl JIEKApCTBEHHBIX CPEJICTB B MOPSAKE, YCTAHOBIEHHOM YITOJIHOMO-
YEHHBIM (pesiepaibHbIM OPraHOM MCIIOJIHUTEIBHON BIIACTH, 0053aHbI COOOIIATh B YIIOJTHOMOYEH-
HBIN (efepabHbIil OpraH MCIOJHUTEIBLHON BIACTH O TMOOOYHBIX ACHCTBHUSAX, HEXKEIATEIbHBIX
peaKkLusAxX, CEPbE3HBIX HEKEIATENbHBIX PEAKIMAX, HENPEABUICHHBIX HEXKENIATENbHBIX PEaKLUIX
IpY IPUMEHEHUH JIEKAPCTBEHHBIX MpEnaparoB, 00 WHANBUAYAIbHON HETIEPEHOCHMOCTH, OTCYT-
cTBUH 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX IMPENaparoB, a Takke 00 MHBIX (paKTaX M 0OCTOSATEIb-
CTBaX, MPECTABIIAIOMINX YTPO3Y KU3HHU WM 30OPOBBIO YelIOBeKa JIMOO0 KUBOTHOTO MPH MPUMe-
HEHUM JICKAPCTBEHHBIX MPENapaToB U BBISBICHHBIX HA BCEX dTarax OOpaIieHHs JICKApCTBEHHBIX
npenaparoB B Poccuiickoit denepanniv U Apyrux rocyaapcTBax.

4. Jlep>kateny WM BaA€Iblbl PErUCTPALMOHHBIX YOCTOBEPEHNUH JIEKAPCTBEHHBIX Ipena-
paToB, IOpUANYECKHE JIHIIA, HA UMS KOTOPBIX BBIAAHBI pa3pelIeHNs Ha TPOBECHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit @eneparuu, 11060 yIOJTHOMOUEHHBIE UMH JIpYTHE IOPHANYECKHE
Juna B paMkKax oOecrieueHuss 0€30MacHOCTH JIEKapCTBEHHBIX MPENnaparoB B MOPSIKE, YCTAaHOB-
JICHHOM COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM (hefepabHbIM OpPraHOM HCIIOJHUTEIHHON BIla-
CTH, 00s13aHBI OCYIIECTBISATh IPUEM, Y4eT, 00padOTKy, aHAIM3 U XpaHEHHE TOCTYMAIOMINUX B MX
azipec OT CyOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX CPEICTB M OPraHOB TOCYAAPCTBEHHOM BIAcTH
CO00IIeHN 0 TOOOUYHBIX JIEHCTBUSAX, HEXKENATEIbHBIX PEAKIUIX, CEPbE3HBIX HEXKENATeNbHbIX U
HENPEIBUICHHBIX HEXKENATeNbHBIX PEaKIUIX P MPUMEHEHUH JICKaPCTBEHHBIX Mpenaparos, 00
O0COOCHHOCTSIX MX B3aUMOJICHCTBUS C JPYTMMHM JIEKAPCTBEHHBIMU NpenapaTtaMu, UHAUBUAYallb-
HOW HETIEPEHOCUMOCTH, a TaKKe 00 UHBIX (aKTaX U 00CTOATENHCTBAX, MPEACTABISIONIUX YIPO3Y
YKU3HU WM 3/10POBBIO YeNOBeKa JTMOO JKMBOTHOTO WM BIMSIOIMIMX HAa U3MEHEHHE OTHOIICHUS
0’KHUJAEMOH MOJIb3bI K BO3MO)KHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHBIX IPENApaTOB.

5. IIpu BeIsSIBIIEHUH UH(DOPMALIUU O CEPbE3HBIX HEXKETATENbHBIX PEaKIUsiX U HeTPEABUICH-
HBIX HEXKENATEIbHBIX PEAKIUAX MPH MPUMEHECHUHU JIEKAPCTBEHHBIX IMpernapaToB, 00 0COOEHHO-
CTSIX MX B3aUMOJIEUCTBUS C JIPYTUMH JIEKapCTBEHHBIMH IpernapaTamMy, WHIWBUIyaJbHOU Here-
PEHOCUMOCTH, a Takke 00 MHBIX (PaKTax W OOCTOSTENBCTBAX, BIMSIONIMX HA U3MEHEHHUE OTHO-
HICHUST 0’KMJIaeMOM MOJIb3bl K BO3MOXXHOMY PUCKY MPHUMEHEHUS JIEKapCTBEHHBIX IPENapaTos,
JepKaTeNld WIIM BJIAJIEIbIbI PETUCTPALMOHHBIX YIOCTOBEPEHUH JIEKaPCTBEHHBIX IMPENapaToB,
IOPUANYECKHE JTUIA, HA UMl KOTOPBIX BBIJAHbI pa3pellieHus] Ha MPOBEIECHUE KIMHUYECKUX HC-
cnenoBanuii B Poccuiickoii @enepamnuu, JMOO YIMOJIHOMOUYEHHBIE UMH JPYTHE IOPUAMYECKUE
auna o0s3aHbl MPUHITH MEphl, HANPaBJICHHbIE HA YCTPAHEHUE HEraTUBHBIX MOCIEICTBUMN MPH-
MEHEHHS TaKUX JICKApPCTBEHHBIX MPENapaToB, MPeAypPeKIeHUE MPUINHECHNUS BPEAa KU3HU WU
3JI0POBBIO YeJlIoBeKa MO0 KUBOTHOTO, 3aIUTY UX OT MPUMEHEHHS TaKUX JEKapCTBEHHBIX Ipe-
1apaToB, HA JIOTIOJHUTENBHBINA cOOp MaHHBIX 00 3(P(HEKTUBHOCTH U O€30MAaCHOCTH TaKUX JIeKap-



CTBEHHBIX IIPENapaToB.

6. 3a HECOOOIIEHNE WIIM COKPBITHE WH(OPMAITUU, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH
CTaTbH, JEpXKATEIN WIN BIaJEblbl PETUCTPALMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX Npema-
paToB, IOPUANYECKHUE JIUIIA, HA UMsI KOTOPBIX BbIJAHBI pa3pelICHUs] HA TPOBEICHNE KITMHUYECKUX
uccnenoBanuii B Poccuiickoit @eneparuu, 1100 YIOJTHOMOUEHHBIE UMH JIpPYTHE IOPHANYECKHE
JuUIa, a TakkKe JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MHGpOpMAIus cTajla U3BECTHA MO POAY HX
npo¢eCCHOHATLHON JIeATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEIb-
ctBoM Poccuiickoi @enepanum.

7. Ilpu mony4eHUn YIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM HCIOJHHUTEIBHOHN BIAcTH B
paMKax OCyIIECTBJICHHS UM (hapMaKOHAI30pa J0Ka3aTeIbCTB O HECOOTBETCTBUH JICKAPCTBEHHO-
ro Ipernapara yCTaHOBJICHHBIM TPeOOBaHUSM WM MPH MOJIYYEHUH WH(POpPMALUU O HECOOTBET-
CTBUM JIaHHBIX 00 3(P(HEKTUBHOCTH M O OE30MACHOCTH JICKAPCTBEHHOTO Tperapara JaHHBIM O
JIEKapCTBEHHOM IIpernapare, COJAepKalIMMCI B UHCTPYKIMU MO €ro MPUMEHEHHIO (B TOM YHCIIe
BBISIBIICHHBIX B XOJI€ OCYIIECTBICHHs (papMaKoHaI30pa KOHTPOJIBHO-HAI30PHBIMU OpTaHaAMH
MHOCTPAaHHBIX T'OCYJapCTB), YIIOJTHOMOUYEHHBIN (peepanbHblii OpraH HUCIOJIHUTENFHON BIACTH B
YCTAHOBIICHHOM MM TIOPSIKE PacCMaTpPUBAET BOTPOC O MPUOCTAHOBICHUH MPUMEHEHHS TaKOTO
JIEKapCTBEHHOTO TIperapara.

Cratba 65. IIpuocTaHoB/IeHHE IPUMEHEHHS JIeKAPCTBEHHOT0 Npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. IIpu nmonmyueHun HMHPOPMALMKM O HEXKEJATEIbHBIX PEAKUUAX MPH MPUMEHEHUU JIeKap-
CTBEHHOI'O IIperapara, He YKa3aHHBIX B MHCTPYKIUH 110 IIPUMEHEHUIO JIEKAPCTBEHHOI'O IIpeEla-
paTa, Cepbe3HbIX HEXeNaTeNbHbIX PeaklUsIX, 00 0COOEHHOCTSIX ero B3aUMOACHCTBUS C JPYTUMHU
JIEKapCTBEHHBIMHU IIpelaparaMy, KOTOPbIE MOI'YT MPEACTABIATE YIpO3y KU3HHU WIH 3J0POBBLIO
YyenoBeKa MO0 JKMBOTHOTO, a TAaKK€ O HECOOTBETCTBUHU JAHHBIX 00 3(pdekTuBHOCTH U O O€3-
OITACHOCTH JIEKAPCTBEHHOTO MpernapaTa JaHHBIM O JIEKaPCTBEHHOM TIperapare, CoIepKaiumcs B
MHCTPYKILHUHU 1O €ro MPUMEHEHUI0, B TOM YHCJEe OT YIMOJIHOMOUYEHHBIX OPraHOB MHOCTPAHHBIX
roCy/apcTB, OOMEH KOTOPOW OCYIIECTBISIETCSI B COOTBETCTBUU C COTJIAIICHUSIMU MEXIY YIIOJ-
HOMOYEHHBIM (eiepalbHbIM OPraHOM HCIIOIHUTENbHOM BIACTH M YIOJTHOMOYEHHBIMU OpraHaMu
MHOCTPAaHHBIX TOCYJapCTB, YIMOJIHOMOYEHHBIH (heaepaibHblii OpraH HCIOJHUTEIBHON BIIACTH
paccMaTpuBaeT BOIPOC O BO3MOXKHOCTH MPHUOCTAHOBIIEHUSI OOpAIlEHUs] TAaKOTO JIEKAPCTBEHHOTO
npenapara B NOpAAKC, YCTAHOBJICHHOM YITOJIHOMOYCHHBIM q)ellepaHBHBIM OpraHoOM HCIIOJIHU-
TEJIbHOM BJIACTH.

2. Ilpu HEUCNOIHEHUH WIN HEHAJUIEKAIEM MCIIOJHEHUM JEPKATENIMU WIN BIIAJENblIaMU
PETHCTPAalMOHHBIX YAOCTOBEPEHUH JICKaPCTBEHHBIX INPENaparoB, IOPUAMYECKUMU JULAMH, HA
UMs1 KOTOPBIX BBIJAHBI Pa3peLICHUs Ha POBEACHUE KIMHUYECKUX HccaenoBaHuil B Pocculickon
®denepanuy, WK YIOJIHOMOYEHHBIMH MMM JPYTMMHU FOPUAMYECKHMMH JIMIAMHM OOS3aHHOCTEH,
YCTAHOBJICHHBIX YacTsMH 3 U 4 ctatbu 64 Hacrosmero dexepaabHOro 3aK0HA, TUOO B CIIydasx
IPEJCTaBICHNUs COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (elepaabHbIM OpPIaHOM HCIIOJIHUTEIb-
HOW BJIACTHU 3aKJIFOYEHHSI O HEJOCTOBEPHOCTH PE3YIbTATOB KIMHUYECKOIO UCCIIEI0BAaHUS JIEKap-
CTBEHHOI'O IIpemnapara I MEIMLIHMHCKOrO INPHUMEHEHHUs, KOTOPOE€ OCHOBAHO Ha pPe3ylbTaTax
IIPOBEPKU MEIUIIMHCKOM OpraHu3alnuy, NpOBOJUBIIEH YKa3aHHOE KIIMHUYECKOE HCCIEA0BAHUE C
HapyIICHUEM NIPaBUJ HaJJIeXKalled KIMHUYECKOW MPAKTUKHU, U IIPUBEIIO K MOIYYCHHUIO HEAOCTO-
BEPHBIX PE3YJIbTATOB, MO0 B ClIy4yae HEBBHIOJHEHUS MPEANUCAHMS, BBIIAHHOTO YIOJTHOMOYEH-
HBIM (peiepanbHbIM OPraHOM HCIIOJIHUTENIBHON BJIACTH IO UTOTaM OCYIIECTBIEHUSI BBIOOPOYHO-
r'0 KOHTPOJISA KauecTBa JIEKApCTBEHHOTO Iperapara, yIoJHOMOUYEHHBIH (enepanbHblii opras uc-
IIOJIHUTEJIBHON BJIACTH B YCTAHOBJIEHHOM UM IOPSAKE PACCMATPUBAET BOIIPOC O MPUOCTAHOBIIC-
HUY NPUMEHEHUS TaKOro JIEKapCTBEHHOI'O IIpernapara.



3. YnonHOMOYeHHBIH (pefepabHbIi OpraH WCHOJHUTEIBHOM BIACTH MPH MPEICTaBICHUH
€My CBEJCHHMH O HECOOTBETCTBMM NPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IIpa-
BWJI HaJUIeXKalIe MPOU3BOACTBEHHON MPAKTUKH U (WJIM) O HapYIIEHUH JIMICH3HOHHBIX TpeOo-
BaHM, KOTOpBIE ObUIN BBIABICHBI B XO/€ IPOBEACHUS HHCIIEKTUPOBAHUS POU3BOIUTENS JIEKap-
CTBEHHBIX CPEJCTB MJIM OCYLIECTBICHUS JHUIICH3MOHHOIO KOHTPOJS B cepe MpOU3BOJCTBA Jie-
KapCTBEHHBIX CPEJCTB U IIPUBEIINA WU MOTYT IIPUBECTH K POU3BOJACTBY JIEKAPCTBEHHBIX ITpeMa-
paToB Al METUIIMHCKOTO IPUMEHEHHU S, TPUUMHUBIINX UM CIIOCOOHBIX TPUYUHUTH BPE )KUZHU
WIH 3[0POBBIO I'PaXKIaH, PACCMATPUBAET BOIPOC O MPUOCTAHOBICHUY IIPUMEHEHUS JIEKapPCTBEH-
HBIX [IPENapaToB Uil MEJULUHCKOIO IIPUMEHEHUS B YCTAHOBIEHHOM UM IOPSIIKE B CIAEAYIOIIUX
CIIyqasx:

1) coctaB u (WIn) TEXHOJIOIHS IPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipernapara A MEAULNH-
CKOT'0 NMPUMEHEHHs (C ONMUCAHMEM CTaJuil MPOU3BOACTBA) OTJINYAIOTCS OT 3asBJICHHBIX B PErH-
CTPaLlOHHOM J0ChE;

2) nexapcTBEHHBIN Mpemnapar Juisi MEAUIUHCKOTO MPUMEHEHHUsI TPOU3BEIeH Ha MPOU3BO/-
CTBEHHOM IUIOIIAKE, HE YKA3aHHOW B PETUCTPALMOHHOM JIOCKE;

3) y mpou3BOIUTENS JEKApPCTBEHHBIX CPEJCTB OTCYTCTBYIOT JOKYMEHTHI, IOJITBEPKIAI0-
[IMEe COOTBETCTBUE KaueCTBa JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOrO MPUMEHEHUSs!, BBO-
JUMOTO B TPakIaHCKHUI 000pOT, TpeOOBaHUSAM, YCTAHOBICHHBIM IPU €r0 roCyAapCTBEHHOM pe-
TUCTpAIUY;

4) TpOM3BOIUTENEM JIEKAPCTBEHHBIX CPEJICTB B COTVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (e/iepaJIbHbIM OpPraHOM HUCHOJHUTEIBHON BIACTH CPOK HE YCTPAHEHbI Hapy-
HICHUs] TpeOOBaHUI MPaBIII HAIJIEKAIICH TPONU3BOICTBEHHON NPAKTUKU U (MITH ) JTUIICH3HOHHBIX
Tpe6OBaHHI>'I, KOTOPELIC 6BIJ'II/I BBIABJICHBI B XOAC MPOBCACHUA WHCIICKTUPOBAHUA IMTPOU3BOANUTCIIA
JICKApCTBEHHBIX CPEJCTB HITM OCYIIECTBICHHS JTUIICH3HOHHOTO KOHTPOJIS B cpepe Mponu3BOCTBA
JICKAPCTBCHHLIX CPCACTB U MPUBCIIN UJIA MOT'YT MPUBCCTH K ITPOU3BOACTBY JICKAPCTBCHHBIX IIPC-
napaToB ISl MEIUIIMHCKOTO MPUMEHEHHS, MPUYNHUBIIAX WA CIIOCOOHBIX NMPUYHHUTH BpEI
JKU3HHU WA 300POBBIO IT'pakJaH.

(uactp 3 BBenmeHna deaepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YTIOIHOMOYEHHBIN (eliepaibHblil OpraH HUCIIOJIHUTENFHON BIACTH NPU HAJHYUHU Y HETO
CBE/ICHUII O HECOOTBETCTBHM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSM IPaBUII
Ha/IJIeKalled MPOU3BOICTBEHHON MPAKTUKY U (UJIM) O HAPYIIECHUH JIMIIEH3UOHHBIX TPeOOBaHUIHA,
KOTOpbIE OBbLIM BBISBIECHBI B XO/1€ IPOBEAECHUS MHCIIEKTUPOBAHUS POU3BOAUTEINS JIEKApPCTBEH-
HBIX CPEJCTB WM OCYIIECTBJICHHUS JHUIICH3MOHHOTO KOHTPOJS B cdepe MPOU3BOJACTBA JIEKAp-
CTBEHHBIX CPEACTB U IIPHUBEIN WX MOTYT IIPUBECTH K IIPOU3BOJCTBY JICKAPCTBEHHBIX IIpernapa-
TOB JUI BETEpUHAPHOTO MPUMEHEHMS, MPUUUHUBIINX UIH CIIOCOOHBIX MPUYUHHUTH BPEJ KU3HU
WIH 370POBBIO )KMBOTHBIX, PACCMAaTPUBACT BOIIPOC O IPUOCTAHOBIECHUU PEATU3ALUN U MPUME-
HEHUs JICKApCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOIO IPUMEHEHHUs B YCTAaHOBJICHHOM UM IIO-
pAOKE B CIECOYIOIUX CIIydasx:

1) coctaB u (MIM) TEXHOJIOTUS MPOU3BOJICTBA JIEKAPCTBEHHOT'O Mperapara Juisi BeTepuHap-
HOT'O NMPUMEHEHUs (C ONMCAaHMEM CTaJui MPOU3BOJACTBA) OTIMYAIOTCA OT 3asBJICHHBIX B PErH-
CTPaLliOHHOM JI0ChE;

2) nekapCTBEHHBIN MpenapaT JJis BETEpUHAPHOIO MPUMEHEHHUS MPOU3BEICH Ha MPOU3BO/-
CTBEHHOM IUIOIIA/IKE, HE YKA3aHHOU B PETUCTPALMOHHOM JIOChE;

3) y mpou3BOIUTENS JEKApPCTBEHHBIX CPEJCTB OTCYTCTBYIOT JOKYMEHTHI, IOJITBEPKIAI0-
M€ COOTBETCTBHE KA4yeCTBA JIEKAPCTBEHHOIO IIpernapara [js BETEPUHApHOIO NPUMEHEHHS,



BBOJIUMOTO B TPaXKJaHCKHI 000pOT, TpeOOBAaHMIM, YCTAHOBJICHHBIM IIPU €TI0 rOCYIapCTBEHHOU
pEerucTpaLmy;

4) TpoU3BOOUTENEM JIEKAPCTBEHHBIX CPEICTB B COIJVIACOBAHHBI C COOTBETCTBYIOIIUM
YIIOTHOMOYEHHBIM (heiepaIbHBIM OPraHOM HCIIOJHUTEIBFHON BIACTH CPOK HE YCTPaHEHBI Hapy-
HIeHUs] TPeOOBAaHUH MpaBUII HAAJIEKAIIEH MPOU3BOICTBEHHON MPAKTUKU U (MJTH) JTUIIEH3MOHHBIX
TpeOoBaHNH, KOTOPbIE OBIIM BBISBICHBI B XO/€ MPOBEACHHS MHCIICKTHPOBAHHS MPOU3BOANTENS
JIEKapCTBEHHBIX CPEJCTB MIIM OCYILIECTBICHUS JTUIIEH3MOHHOTO KOHTPOJIS B cpepe Mporu3BOCTBA
JIEKapCTBEHHBIX CPE/ICTB M MPHUBEIH WM MOTYT NPUBECTH K IIPOU3BOJICTBY JICKAPCTBEHHBIX TIpeE-
napaToB JUIsI BETEPUHAPHOTO NPUMEHEHUS, NMPUYMHUBIIMX WA CIIOCOOHBIX NMPHYUHHUTH BpE
KHM3HU WM 30POBBIO )KUBOTHBIX.

(uactb 4 BBeneHa DenepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

Koncynprantllntoc: npumedanue.
C 01.01.2023 cr. 65 gononnsiercs 4. 5, 6 (O3 oT 27.12.2019 N 475-D3).

Crartbs 66. Undopmanus o pe3yjbTatax papmMakoHana3opa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

Y1ronHOMOYEHHBIH (enepanbHbIii OpraH HWCIOJHHUTEIBHONW BJIACTH, OCYIIECTBIISIOIINI
dbapmMakoHaa30p, MO €ro pe3ylibTraraM pa3MeliaeT Ha cBoeM oduiuaabHOM caiite B cetn "UH-
TepHET" HHPOPMAIIHIO O:

1) BBISIBICHUH HOBBIX MOATBEPKJACHHBIX TAHHBIX O MOOOYHBIX ACHCTBUSIX, HEXKETATEIbHBIX
peaKkuusx, Cepbe3HbIX HEXKEIATeNbHBIX PEAKIMIX, HEMPEIBUACHHBIX HEXKENaTEIbHbIX PeaKIUsiX
MpU IPUMEHEHHUH JIEKApCTBEHHOTO Mpenapara, B TOM YUCIE BIUSAIOMIUX Ha OTHOUICHUE OXHIae-
MO MOJIb3BI K BO3MOXXHOMY PUCKY IPUMEHEHUS JaHHOTO JIEKApCTBEHHOTO Mpernapara;

2) NPUHATHIX PELICHUSIX O BHECEHUM MU3MEHEHWI B MHCTPYKLUIO 110 MPUMEHEHUIO JEKap-
CTBEHHOTO Ipenapara, 0 NPUOCTAHOBIEHUH ITPUMEHEHMsI JIEKapCTBEHHOTO Ipenapara, 00 u3bsi-
TUU W3 OOpalICHUs JIEKAPCTBEHHOIO TpernapaTa WM O BO30OHOBJICHUH IMPHUMEHEHHs JeKap-
CTBEHHOTIO IIpernapara.

I'nasa 14. UHO®OPMAILUSA O JIEKAPCTBEHHBIX ITPEITAPATAX. CUCTEMA
MOHUTOPHUHTI' A IBUKEHUSA TEKAPCTBEHHBIX IIPEITAPATOB
JJISI MEJUITUHCKOI'O TIPUMEHEHUSA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

Crarbs 67. Undopmanusi o JekapcTBeHHbIX npemnaparax. CucreMa MOHHUTOPHHIA
ABHUKEHHUSI JIEKAPCTBEHHBIX NPenapaTos VIl MeJUIMHCKOr0 NPUMeHEeHHSs
(B pen. denepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

1. Undopmanus o nekapcTBEHHBIX MpernapaTax, OTIYCKAaeMbIX 110 PELEenTy Ha JIeKapCTBEH-
HBI TIpernapar, JOJDKHA COJEPXKAThCs TOJBKO B CIICIMAIIM3MPOBAHHBIX W3JIAHHSX, MPEIHA3HA-
YEHHBIX U1 MEJUIIMHCKUX, (apMalleBTUYECKHX paOOTHUKOB, CIIELIUAINCTOB B 00JIaCTH BETEpH-
Hapuu. MHbOopManyst 0 JIeKapCTBEHHBIX IMperaparax Ui CIEIHaINCTOB B 00JacTH 00paieHus
JICKAPCTBCHHBIX CPCACTB MOKCT COACPIKATHCA B MOHOFpaq)I/IHX, CIIpaBOYHHUKAX, HAYYHBIX CTATbh-
X, B JIOKJIaJax Ha KOHrpeccax, KOH()EepeHIUsX, CHMIIO3UyMaX, HAYYHBIX COBETaX, a TAKKe B
HHCTPYKIUAX MO MPUMCHCHHUIO JICKAPCTBCHHBIX MMPCIIapaTOB.
(B pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2. Nudopmanus 0 JNEKapCTBEHHBIX Mpenaparax, OTIIyCKaeMbIX Oe3 pelenTta Ha JieKap-



CTBEHHBIM NIpenapaT, MOXKET COAEPKAThCS B MYOJIUKAIMIX U OOBSBICHUAX CPEICTB MacCOBOU
UH(pOPMaLINH, CIIEHUAIN3UPOBAHHBIX U OOLIMX MEYaTHBIX M3/1aHUSAX, HHCTPYKIUAX O IPUMEHE-
HUIO JICKApPCTBEHHBIX IPEMapaToB, WHBIX H3JAHHUIX CYOBEKTOB OOpaIlIeHUs JIEKapCTBEHHBIX
cpenacTB. PekiiaMHble MaTepuaibl O JEKapCTBEHHOM Ipenapare, OTIyckaeMoM 0e3 perernTa Ha
JIEKapCTBEHHBIN IIpenapar, JOJDKHBI COOTBETCTBOBATH MHCTPYKLIMM IO NPUMEHEHHIO JIEKap-
CTBEHHOTIO IIpernapara.

3. Jlomyckaercs MCIONBb30BaHUE JIOOBIX MaTepHaIbHBIX HOCUTENEH, MO3BOJSIOMNX Xpa-
HUTh, IEpeIaBaTh U MCIOJIb30BaTh NHPOPMAIUIO O JIEKAPCTBEHHBIX Ipenaparax 0e3 ee McKaxe-
HUS.

4. lns ueneit uaeHTUGUKAIUN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO
IIPUMEHEHHUs [TPOU3BOJUTENN JIEKAPCTBEHHBIX CPEICTB B IOPsKE, YCTaHOBICHHOM [IpaBureins-
ctBoM Poccuiickoit denepainiun, HAHOCAT HA TIEPBUYHYIO YITAKOBKY (B OTHOIICHHH JIEKAPCTBEH-
HBIX IIpEnaparToB I MEAUIIUHCKOrO IIPUMEHEHHUS, 11 KOTOPBIX HE IIPENYCMOTPEHA BTOpUYHAS
YIaKOBKa) U BTOPUUYHYIO (TOTPEOUTEIHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPENapaToB IS MEIH-
IIUHCKOT'O TIPUMEHEHHUSI CPEACTBA UACHTU(PHUKAIINY, 32 UCKIIIOUYCHUEM JIEKAPCTBEHHBIX Ipernapa-
TOB JJI MEIULIMHCKOTO IPUMEHEHHUS, IPOU3BOAUMBIX ISl MPOBEACHUS KIMHUYECKUX HCCIEN0-
BaHUM, DKCIIOPTA, JICKAPCTBEHHBIX IIPENApaTOB Ul MEAULIMHCKOIO IMPUMEHEHHUs, YKa3aHHBIX B
gacTsax 5 u 8 crateu 13 HacTosimero denepaabHOTO 3aKOHA, paarodapMaieBTHISCKUX JIeKap-
CTBCHHBLIX MPCIIapaToB, MUABOK MCAUILIUMHCKHUX U ITa30B MCAUIIUHCKUX.

(uactb 4 BBeneHa deaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3 (pexn. 27.12.2019))

5. XapakTepucTUKH CPeACTBa MACHTU(UKAIIMU, TTOPSIOK €ro HAaHECCHHS U TPeOOBaHUS K
CTpyKType u (popmaTy MHPOpMAIIUU, KOTOPYIO COJEPKHUT CPEACTBO MIACHTU(UKAIIUHU, ONpee-
mstores [pasurensctBom Poccuiickon @enepanuu.

(uactb 5 BBenmeHna deaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. [lopsaiok co3gaHusi, pa3BUTHsL, BBOJA B AKCILIyaTalMIO, SKCIUIyaTallui U BbIBOJA U3 JKC-
IUTyaTalliM CHCTEMbl MOHUTOPHHIA JBY)KCHHS JICKAPCTBEHHBIX NIPENApaToB IS MEIULIMHCKOIO
IPUMEHEHHUS, MTOPAIO0K MPeTOCTaBICHUsI HH(OPMAIINH, COEpIKAILEIHCs B CUCTEME MOHUTOPUHTA
JBYKCHMS JICKAPCTBEHHBIX IPENApaToB I MEAMLMHCKOTO IMPUMEHEHHUS, U MOPALOK B3aUMO-
JIeMCTBUSL YKa3aHHOW CHCTEMbI C MHBIMU TOCYIapPCTBEHHBIMU MH(OPMAIIMOHHBIMH CHCTEMaMH U
UH(POPMALIMOHHBIMH CUCTEMaMH IOPUIUYECKUX JIUI U WHIUBUAYAIbHBIX NpEANpUHUMATENCH,
yKa3zaHHbIX B yacTsax 7 u 10 Hacrosiuel cratbu, ycraHaBiauaroTcs IIpaBurensctBom Poccuii-
ckot enepannn. OneparopaMu CUCTEMbI MOHUTOPHHTA IBUYKEHUS JICKAPCTBEHHBIX IIPENapaToB
JUIE MEIHMIIMHCKOTO NMPUMEHEHHUs SBISAIOTCS (efepalibHbIi OpraH HCIOJHUTEIFHONW BIACTH H
() opranuzanus, ynosmHoModeHHbIe [IpaButensctBoM Poccuiickoit deneparumn.

(gactpb 6 BBeneHa DenepanabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. IOpunnyeckue nuna U MHIUBUALYyalbHbIC NPEANPUHUMATENN, OCYLIECTBIISIOIINE TIPOU3-
BOJICTBO, XpaHEeHHUE, BBO3 B Poccuiickyro Penepanuro, OTIYCK, pealu3aluIo, repeaady, npuMe-
HEHHME U YHHYTO)KEHHUE JIEKaPCTBEHHBIX MpEnapaToB Uil MEAULIMHCKOrO MPUMEHEHHs, obece-
YUBAIOT B NIOPSAJIKE U B COCTaBe, KOTOpbIE ycTaHOBJIEHBI IIpaBurensctBoM Poccuiickon denepa-
UM C Y4ETOM BHUJA OCYILECTBISIEMOM MMM JEATEIbHOCTH, BHECEHHWE MH(POPMALUU O JIeKap-
CTBEHHBIX IIpenaparax g MEAULUHCKOrO IPUMEHEHUS B CUCTEMY MOHMTOPUHIA JBUYKEHUS
JICKapPCTBEHHBIX MIPENAapaToB ISl MEAULUHCKOTO IPUMEHEHUS.

(vactp 7 BBeneHa DenepaiabHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Tpenaparhl sl MEIUIIMHCKOTO PUMEHECHHUS, TPEAHA3HAUYCHHbIC /IS
oOecrieyeHus JHI, OOJBHBIX TeMO(HINEH, MyKOBUCIMI030M, TUIIO(PH3apHBIM HAaHU3MOM, 00-
ne3Hpio ['omie, 3710Ka4eCTBEHHBIMU HOBOOOPA30BaHUSAMH JTUM(OUIHON, KPOBETBOPHOH U POJI-
CTBEHHBIX UM TKaHEH, PacCCESIHHbIM CKJIEPO30M, JIUI[ MOCJe TPAHCIIAHTALIUU OPTaHOB M (WJIH)



TKaHel, nmpousBenennble 10 31 nexadbps 2019 roxa, a Takxke WHBIEC JEKAPCTBEHHBIEC MPETapaThI
JUIE METMIIMHCKOTO MPUMEHEHHS, pou3BeneHHbie 10 1 uronst 2020 rona, nmoajiexxar XpaHEeHHIO,
MEPEeBO3Ke, OTIMYCKY, pealu3aluu, nepeaade, MPUMEHEHUI0 0e3 HaHECEHHs CPENICTB UIACHTH(U-
KallMd JI0 UCTEUEHHsS Cpoka ux roaHoctd. [IpaBurenbctBO Poccuiickoii denepanuiu BlpaBe
YCTaHOBUTh OCOOEHHOCTH BBOJIa B TPAXKIAHCKUN OOOPOT JEKAPCTBEHHBIX MPENaparoB sl Me-
JTUIIMHCKOTO TIPUMEHEHUs, Tpou3BeieHHbIX B niepuoy ¢ 1 uromns 2020 roga mo 1 oxTsabps 2020
roga. B mensx BBoma B rpaKHaHCKUH 0OOPOT JIEKAPCTBEHHBIE MpEnapaThl i MEIUIUHCKOTO
NPUMEHEHHUS, 32 UCKIIOYEHUEM JIEKapCTBEHHBIX MpErapaToB, MpeJHa3HaueHHbIX I obecrede-
HUS JTUL, OOJBHBIX TeMO(MINEeii, MyKOBUCIIUI030M, TUIIO(QHU3apHBIM HAaHU3MOM, OoJe3HbI0 ['o-
11e, 3JJ0Ka4eCTBEHHBIMU HOBOOOpPa30BaHUAMHU JTUM(OUTHON, KPOBETBOPHOI U POACTBEHHBIX UM
TKaHEH, pacCessHHBIM CKJIEPO30M, JIHUI] MOCJE TPAHCIJIAHTAlMKA OPraHOB U (WJIM) TKaHEH, mpous3-
BeJICHHBIE 3a npeenamu Tepputopun Poccuiickoit @eneparnuu 10 1 oxta6ps 2020 roga, MOTyT
ObITh BBe3eHbI B Poccuiickyro @enepanuto 10 1 staBaps 2021 roga B mopsiike, YCTaHOBICHHOM
[TpaButenscTBOM Poccuiickoii deneparnuu, 6€3 HAHECEHUS CPEIICTB UICHTU(PUKAIINH.

(B pen. depepanbHbIX 3aKOHOB OT 27.12.2019 N 462-03, ot 13.07.2020 N 206-D3)

8. Opranuzanust H”HPOPMAITMOHHOTO B3aWMOJICHCTBUS CHCTEMbl MOHHTOPWHTA JIBHKCHUS
JICKAPCTBCHHLIX MNpCHapaTtoB A MCIUINHUHCKOrO HNpPpUMCHCHHA C MHBIMU TOCYAAPCTBCHHLBIMU
UH(POPMAIIMOHHBIMHA CHCTEMaMH O00OECIICYMBACTCSI B TOM YHCIIE TIOCPEICTBOM HH(PPACTPYKTYPHI,
oOecrieunBaromeil THPOPMALMOHHO-TEXHOJIOTHYECKOE B3aUMOCHCTBHE MH(POPMALIMOHHBIX CH-
CTEeM, UCTOJIB3yEMBIX JIsi MPEIOCTABICHUS TOCYJAPCTBEHHBIX U MYHHIIUTIAIBHBIX YCIYT M HC-
MOJTHEHHUSI TOCYAAPCTBEHHBIX M MyHULIMNIAIBHBIX (DYHKIUI B 3JIEKTPOHHOM (hopMe.

(uactb 8 BBenmeHa DeaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

9. ObmenocrymnHas nHGOPMAIIUs, COJAEPKAIIAICST B CUCTEME MOHUTOPHHTA JIBHXKEHUS Jie-
KapCTBEHHBIX MpPEnapaToB Ul MEAMLMHCKOTO MPUMEHEHUS, pa3MeIlaeTcsl B UHPOPMALMOHHO-
TEJIEKOMMYHHUKAIIMOHHOHU ceTn "MHTepHeT" (B TOM 4Hcie B pOpMe OTKPHITHIX JaHHBIX) B MTOPS/I-
ke, ycranoBiieHHOM [IpaButenscTBoM Poccuiickoit denepanum.

(vactpb 9 BBeneHa DenepanabHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

10. ITpou3BoauTENH JEKAPCTBEHHBIX CPEJCTB MOIYUYAIOT COAEPKAILYIOCS B CUCTEME MOHU-
TOPUHTA ABUIKCHUSA JICKAPCTBCHHBIX NPCAPATOB IJId MCAUIIUHCKOI'0 MPUMCHCHUA HH(bOpMaHHIO
0 CepusX U MapTHUSIX JIEKaPCTBEHHBIX MPENapaToB, MPOU3BOJUMBIX MU U HAXOJSAUINXCS B TPax-
naHckoM obopote B Poccuiickoit @enepannu, 6€3B03ME3IHO.

(uactb 10 BBeneHa denepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

11. 3a mpou3BOACTBO MM MPOJAXKY JIEKAPCTBEHHBIX NPENAPATOB ISl MEAULIMHCKOTO MPH-
MeHEeHUs 6e3 HaHECeHUsI CPEACTB HICHTU(UKAINY, C HAPYIIEHHEM YCTAaHOBJIEHHOTO MOPSAKA UX
HAHECCHMsI, a TAKXKE 32 HECBOEBPEMEHHOE BHECEHUE IAHHBIX B CUCTEMY MOHUTOPUHTA JIBHKEHUS
JIEKapCTBEHHBIX MpENaparoB JIsl MEAUIIMHCKOTO MPUMEHEHUS WM BHECEHUE B HEEe HEJJOCTOBEP-
HBIX JAHHBIX IOPUINYECKHE JTUIa U UHIUBUIYaTbHBIC TPEIPUHIUMATEIH, YKa3aHHbBIE B 4acTsAX 4
1 7 HACTOAILLEH CTaThbM, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccnii-
ckoil dexnepanuu.

(uacth 11 BBegena denepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

12. TlpaButenscTBo Poccuiickoit denepanyy BpaBe YCTAaHOBUTh OCOOCHHOCTH BHEPEHUS
CUCTEMbl MOHUTOpPUHIA JBUKECHHS JIEKAPCTBEHHBIX IMPENapaToB JUIsi MEIUIIMHCKOTO MpUMEHe-
HUS, BKJIIOUYasi CPOKU €€ BHEAPEHUs, B OTHOLIEHUH JIEKAPCTBEHHBIX MPENapaToB A MEAULINH-
CKOTO MPUMEHEHHUsI, BKIIOUEHHBIX B MEPEYeHb KU3HEHHO HEOOXOIMMBIX W BaXKHEHIIMX JIeKap-
CTBEHHBIX IPENapaToB, JEKApCTBEHHBIX MPEnapaToB, MpeIHa3HAYCHHBIX JJIs 00ecreueHus JIHIL,
OOJIbHBIX TeMOopuIInel, MyKOBUCITUI030M, TUITO(GHU3apHBIM HaHU3MOM, Oose3Hbio [ orie, 3moKa-
YeCTBEHHBIMH HOBOOOPa30BAHUSAMHU JTUMQOUIHON, KPOBETBOPHOW M POACTBEHHBIX UM TKaHEH,
paccestHHbIM CKJIEPO30M, JIHI] MOCJIe TPAaHCIUIAHTAllMM OPraHoB M (WJIM) TKaHEH, MHBIX JieKap-



CTBCHHBIX MTPCIIapaToB JIs1 MCAUITUHCKOT'O IPUMCHCHUA.
(uactb 12 BBegeHa denepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

I'nasa 14.1. OTPAHUYEHU S, HAJIAT AEMBIE
HA OPTAHU3AIIUU, OCYHIECTBJIAIOIMUE AEATEJIBHOCTD
IO OBPAIIEHUIO JIEKAPCTBEHHBIX CPE/ICTB
(BBenena denepanbHbM 3aKk0HOM OT 25.11.2013 N 317-D3)

Cratbs 67.1. OrpanuyeHusi, HajaraemMmble IPH OCYILIECTBJICHUH NAeATEJBLHOCTH B che-
pe oOpaleHus1 JJeKAPCTBEHHBIX CPE/ICTB

1. Opranu3anuu, 3aHUMAOIINECs pa3pabOTKOM, MPOU3BOJACTBOM H (WIJIH) peau3alueii jie-
KapCTBEHHBIX IMPENapaToB s MEIUIMHCKOTO MPUMEHEHUs, OpraHu3alnu, 00JIagaromye mpa-
BaMU Ha MCIOJb30BaHHWE TOPrOBOTO HAaMMEHOBAHHUSA JIEKAPCTBEHHOIO IMpernapaTa A MeAUIINH-
CKOI'0 MpUMCHCHUS, OpraHu3alunu ONTOBOH TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMU, ANITCUHBIC
OopraHu3anuy (UX MpeACTaBUTENH, UHBIE (PU3HUECKUE U IOPUIUYECKHUE JTUIA, OCYIIECTBIISAIONINE
CBOIO ACATCIBHOCTH OT UMCHU J3TUX OpFaHHSaHHﬁ) B OTHOLICHUU MECOAUITUMHCKUX pa6OTHI/IKOB )41
PYKOBOJIMTENECH MEIUIIMHCKUX OpraHU3alluii HE BIIPaBe:

1) BpyuaTh mojapku, BBIIUIAYMBATh JACHEXKHBIE CPEJICTBA (32 MCKIIOYEHUEM BO3HArpaxje-
HUH 110 0rOoBOpaM IMpH MPOBEIECHUU KIMHUYECKUX MCCIEI0BAaHUMN JIEKAPCTBEHHBIX MpPENnapaToB
JUIE METUIIMHCKOTO MPUMEHEHMS, BO3HArPAXXICHHUH, CBA3aHHBIX C OCYIIECTBICHUEM MEIMIIMH-
CKMM pa0OTHHKOM TE€Iarornueckor M (WJIM) HAydYHOU NIeATebHOCTH), B TOM YHCJIE OIJIAYMBaTh
pa3BJeUYCHHS, OTIBIX, POE3]T K MECTY OT/JbIXa, a TAKXKe MPHUBJIEKATh K YUACTHIO B Pa3BlICKaTEIb-
HBIX MEPONPUATHUSX, IPOBOJUMBIX 32 CUET CBOUX CPE/CTB;

2) 3aKIII04YaTh COTJIANICHUS O Ha3HAUCHUU WJIM PEKOMEHIAINH MAIlMEeHTaM JICKapCTBEHHBIX
[penapaToB AJii MEIULUHCKOTO MPUMEHEHHS (32 UCKIIIOUEHHUEM JIOTOBOPOB O MPOBEICHUN KIIH-
HUYECKHUX MCCIEI0BAHU JIEKAPCTBEHHBIX MPENApaToB JIsl MEAUIIMHCKOTO IPUMEHEHHUS);

3) npenoctaBisTh 00pa3iibl JIEKAPCTBEHHBIX MPENapaToB sl MEIULMHCKOTO MPUMEHEHUS
B LIEJISIX BPYYEHHMsI AIIMEHTaM (32 UCKIIFOUEHUEM CIIy4aeB, CBA3aHHBIX C MPOBEJCHUEM KIMHUYE-
CKHX HMCCII€IOBaHUHN JIEKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO TPUMEHEHHUS );

4) mpenocTaBlIATh HENOCTOBEPHYIO U (MJIM) HEMOJIHYI0 MH(POPMAIHMIO O JIEKAPCTBEHHBIX
npenaparax A MEIULMHCKOTO IPUMEHEHUS;

5) mocemark Ux B pabodee BpeMs Ha pabOUYMX MECTax, 32 UCKIIOUEHUEM CITyyaeB, CBsI3aH-
HBIX C MPOBEACHUEM KIMHMYECKHUX HCCIIECIOBAHMM JIEKAapCTBEHHBIX NPENaparoB Ul MEAWIIMH-
CKOIr'0 IIPUMEHEHUs, C YYaCTUEM B IOPAJKE, YCTAHOBICHHOM PYKOBOJIUTEIEM MEIULIMHCKOM Op-
raHU3aluy, B COOPaHUAX MEIUIUHCKUX PAaOOTHUKOB U MHBIX MEPONPUATHAX, HAPABJIECHHBIX Ha
MOBBIIIIEHHE UX MPO(HECCHOHAILHOTO YPOBHS WM HA MPEIOCTaBIeHUE HH(POPMAIIUU, CBI3aHHOM
C OCYIIECTBIEHHEM MOHUTOPHUHIA O€30MIaCHOCTH JIEKapCTBEHHBIX IIPENapaToB;

6) moOy>X/1aTh K BBIMTUCHIBAHHUIO JIEKAPCTBEHHBIX MPENApaToB JUIsl MEIUIIMHCKOTO MpHUMe-
HEHMsI Ha OJIaHKax, CoAepkKaluX MH(POPMALMIO PEKIaMHOIO XapakTepa, a TaKKe Ha peLenTyp-
HBIX OJIaHKaX, Ha KOTOPBIX 3apaHee HaleyaTaHo HAaMMEHOBAaHUE JIGKAPCTBEHHOTO Mpernapara Jis
MEAMLMHCKOTO IPUMEHCHHS.

2. Opranu3zanuy, yka3aHHble B a03alie IepBOM YacTH | HacTosIel cTaTby, U UX MpeacTa-
BUTEJIM B OTHOLIEHHUHU (apMalleBTUYECKHX PAOOTHUKOB M PYKOBOJUTEIECH alTEUHBIX OpraHu3a-
LU HE BIIPaBE:



1) Bpy4daThb NOAAPKH, BBIIIJIIAYUBATH ACHCKHBIC CPCACTBA, B TOM YUCIIC OIJIaYUBATh pa3BJIC-
YCHUA, OTABIX, MIPOE3J K MECCTY OTJbIXa, U IIPUBJICKATh K YHAaCTHUIO B Pa3BJICKATCIIBHBIX MEPOITPU-
ATUAX, IPOBOJUMBIX 34 CHET CBOUX CPCACTB;

2) mpenocTaBiATh 00pa3Ibl JIEKApPCTBEHHBIX MPENapaToB AJisi MEAUIIMHCKOTO IPUMEHEHUs
JUIsl BpYUEHUS HACENIECHUIO;

3) 3aKJII04YaTh COIJIAIOCHHA O MPCAJIOXKCHUH HACCIICHUIO OIPEACICHHBIX JICKAPCTBCHHBIX
nmpenaparoB AJid MCAUIUHCKOT'O MPUMCHCHU A,

4) mpenocTaBiIATh HEJOCTOBEPHYIO M (MJIM) HEMOJIHYI WH(OPMAIMI0 O JIEKAPCTBEHHBIX
npenaparax Aajd MCAUIUHCKOI'0O MPUMCHCHUS, B TOM YHUCJIC UMCIOIUX OJWHAKOBOC MCIKIYHA-
POIHOE HETTATEHTOBAaHHOE HANMEHOBAHUE.

Crarbs 67.2. TpeOGoBaHUSA K OPraHU3aAUMH ¥ NMPOBEACHUI0 HAYYHBIX MEpPONPUSATHIA,
HHBIX MEPONPHUATHIA, HANIPABJIEHHBbIX HA MOBbINIEHNE MPO(EeCCHOHATIBLHOI0 YPOBHA MeIH-
HMUHCKUX PA0OTHUKOB WJIHM HA MpeaocTaBjeHue MHPpOpManMU, CBA3aAHHOM C OCyleCTBJIe-
HHEeM MOHMUTOPHHIa 0€30MaCHOCTH JIEKAPCTBEHHBIX NPEeNapaToB

1. Ilpu npoBeAeHUU HAYyUYHBIX MEPONPUSATUN, UHBIX MEPONPUSITHI, HAMPABIEHHBIX HA I0-
BbIILIEHUE TPO(ECCUOHATFHOTO YPOBHS METUIIMHCKUX paOOTHUKOB WJIM HA MPEIOCTaBICHUE CBA-
3aHHOM C OCYIIECTBICHHEM MOHHMTOpPMHIA 0€30MacHOCTH JIEKAPCTBEHHBIX IMpErnapaTtoB HH(Op-
MaIii, OPraHU3yeMbIX OpraHU3alMsIMH, YKa3aHHBIMU B ab3aie mepBom udactu | crateu 67.1
HacTosmero deeparbHOrO 3aKOHA, WX MPEACTaBUTEISIMU U (Win) (UHAHCUPYEMBIX 3a CUET
CPEICTB 3THX OPraHM3alUi U KX MPEACTABUTENEH, 3alpellaeTcs MPEernsaTCTBOBAaTh YYaCTHUIO B
YKa3aHHBIX MEPONPUITUSIX MHBIX OpraHU3alUid, KOTOPbIE MPOU3BOAAT WIH PEATH3YIOT JeKap-
CTBEHHBIE Mpenaparhl 1 MEIULIUHCKOTO MPUMEHEHHS CO CX0KMM MEXaHU3MOM (papMaKoIOrH-
YECKOT0 JEUCTBUSA, MO0 CO3/1aBaTh TUCKPUMHUHAIIMOHHBIC YCIOBUS U OJHUX YYACTHHKOB TIO
CPaBHEHUIO C IPYTUMHU YYaCTHUKAMH, & UMEHHO:

1) mpenocTaBisATh pa3IMvYHOE KOJIMYECTBO BPEMEHU JJisi BBICTYIUJICHUM YYaCTHUKOB, pa3-
JIMYHBIE 110 pa3Mepy 3aHMMaeMOH IUIOIIA U MeCTa JUIsl IEMOHCTPAIMU 00pa31ioB JeKapCTBEHHbIX
penaparoB JUisi MEAUIIMHCKOTO MPUMEHEHHUSI UM PEKJIaMHBIX MaTepUaloB O JIEKAPCTBEHHBIX
npenaparax JJisi MEIUIUHCKOTO MPUMEHEHUS Ha dKCIO3ULMUAX, CTEH/IAX, 32 UCKIFOUEHUEM CITy-
4aeB, €CJIM TaKWe YCJIOBUS 3aKPEIUICHBI B COTJIAIICHUSX ATUX OpraHU3alluil, UX MpeAcTaBUTENeH
0 (pMHAHCHPOBAHUM YKa3aHHBIX MEPONPUITUN U OOYCIIOBJIEHBI PA3IMYHBIMU 3aTpaTaMH y4acT-
HUKOB Ha X OpraHU3aIMIO;

2) ycTaHaBIMBaTh pa3Mep B3HOCA Ul YYaCTHUKOB MEpPONpPUATHUN, yKa3aHHBIX B ab3alle
IIEPBOM HACTOSIIEN YacTH, IPEBBILIAIOIINN CyMMY 3aTpaT Ha OPraHU3alMI0 YKa3aHHBIX MEpO-
OPUATUIA U BEAYUINI K HEOOOCHOBaHHOMY OIPaHUYEHHIO YHCIIA UX YYACTHUKOB.

2. Opranuzanuy, yka3aHHble B a0zare nepBoMm yactu 1 crateu 67.1 Hacrosimero ®ene-
paJbHOTO 3aKOHA, MX MPEJCTAaBUTEIH, OCYIIECTBISIONMINE OpraHu3aIuio u (1in) GUHAHCUPOBa-
HUE MEPOTPUSATUH, YKA3aHHBIX B YaCTU | HACTOSIICH CTaThH, 00s3aHBI 00ECIIEYUBATH JIOCTYI K
uH(poOpMallMK O JaTe, MECTe M BPEMEHH IMPOBENEHUS yKa3aHHBIX MEpONPUATHH, IJIaHaX, Mpo-
rpaMMax TPOBEICHUS YKA3aHHBIX MEPOINPUSATHN U TeMmaX, MJIaHUPYEMbBIX I PACCMOTPEHUS,
COCTaBe MX YYaCTHHUKOB IIyTE€M pa3MeUIeHHUs] COOTBETCTBYIONICH MHPOPMAIIUU HA CBOUX O(UIIH-
albHBIX caiTax B ceTu "MHTepHeT" He mo3nHee JBYX MECSIEB IO Hayajaa MPOBEACHUS yKa3aH-
HBIX MEPOIPUSITHMA.

3. Undopmanus o mpoBeACHUN MEPONPUATHIA, YKa3aHHBIX B 4acTH | HACTOALICH CTaThH, B
CPOK, YCTAaHOBJICHHBIN YacCThIO 2 HACTOSIIECH CTaThH, JOJDKHA OBITH HalpaBjicHa B deaepabHBIN



OpraH MCIOJHHUTEIBHON BIACTH, OCYIIECTBIISIONINI (DYHKIIMU 110 KOHTPOJIIO U HAaJ30py B cdepe
3paBOOXPAHEHHUS, IS MOCIEAYIOIIEro pa3MeIeHus €€ Ha O(PULUAIBHOM caiiTe 3TOr0 OpraHa B
cet "UHTepHer".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE 3AKOHOJATEJIbBCTBA
POCCHUIICKOM ®EJEPALIMA ITPU OBPAIIIEHUM JIEKAPCTBEHHBIX CPE/ICTB
N BOSMEIIEHUME BPEJIA, TIPUYUHEHHOTI O 3I0POBBIO I'PAJK/IAH
BCJIEACTBHE ITIPUMEHEHUA IEKAPCTBEHHBIX ITPEITAPATOB

Crarbs 68. OTBEeTCTBEHHOCTh 32 HapylleHHe 3aKoHoAaTeabcTBa Poccuiickoit Mee-
panuu npu o0pameHun JeKapCTBEHHBIX CPeCTB

1. Hapymenue 3akononatensctBa Poccuiickoit deneparuu npu oOpalieHuu JIeKapcTBEH-
HBIX CPE/ICTB BJI€UeT 3a cO00M OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuii-
ckoil depepanuu.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HenpeACTaBJICHUE WM HECBOCBPEMEHHOE INpejcTaBieHue nHpopmauu u (Wim) 10-
KYMEHTOB JINOO TIpeNCTaBlIeHHE HEAOCTOBEPHBIX WMH(OpMaInuu ¥ (WIU) JTOKYMEHTOB, MPEIy-
CMOTpPEHHBIX HacTosmmM DenepanbHBIM 3aKOHOM, CYOBEKTHI OOpalleHUsl JIeKapCTBEHHBIX
CpPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATeNbCTBOM Poccuiickon denepa-
1007078
(uactp 2 BBenena denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3; B pen. denepanbHOTO 3a-
koHa ot 04.06.2018 N 140-®3)

Crarbst 69. Bo3memienue Bpega, NPUYMHEHHOTO 310POBBLI0 I'Pa’kAaH BCJeICTBHE
NPMMEHEHHs JIEeKAaPpCTBEHHBIX NMPenapaToB

1. IIpousBoauTens JIEKAPCTBEHHOTO MperapaTa 00s3aH BO3MECTUTh Bpel, MPUINHEHHBIN
37I0POBBIO TPaXK/laH BCIEACTBUE MPUMEHEHHUS JIEKAPCTBEHHOTO MperapaTa, €Clid JOKa3aHo, YTo:

1) nexapcTBEHHBII Mpenapar NPUMEHSUICS 110 HA3HAYEHUIO B COOTBETCTBUH C MHCTPYKLIUEH
[0 MPUMEHEHUIO JIEKaPCTBEHHOI'O IIpenapaTa U NPUYMHON BpeAa SIBUICS BBOJ B IPakKJaHCKUMN
000pOT HETOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO Mpemnapara;

2) Bpea 3A0POBBIO MPUUMHEH BCIIEACTBHE HEAOCTOBEPHOIN MH(pOpPMALINK, CoAepKalIencs B
MHCTPYKLUU 10 IPUMEHEHHUIO JIEKAPCTBEHHOI'O Mpenapara, U3JaHHOM IPOU3BOJUTENIEM JIEKap-
CTBEHHOTO IIpenapara.

2. B cnyudae, ecnu Bpel 3A0POBbIO IpaskJaH MPUYMHEH BCJIECACTBUE NMPUMEHEHMsS JIeKap-
CTBEHHOTO TperapaTa, MPUIIEANIEr0 B HErOAHOCTh B PE3yJIbTaTe HAPYIICHUS MPABUI XpaHEHUS
JIEKapCTBEHHBIX CPEJICTB, MPABHUJI ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU IperapaTamu, MpaBuil
OTITyCKa JIEKAPCTBEHHBIX MPEIapaToB, MPaBU U3TOTOBJICHHS U OTITYCKA JIGKAPCTBEHHBIX IMperma-
paToB, BO3MEIICHHE Bpea OCYLIECTBISIETCS COOTBETCTBEHHO OpraHU3alueil ONTOBOW TOPrOBIN
JICKapCTBEHHBIMHU CPEJICTBAMHM, ANTEYHOW OpraHW3aIUeil, WHANBUAYAILHBIM MpEANpUHUMATE-
JieM, UMEIOIMMU JIUIEH3UI0 Ha (papMaleBTHUECKYIO JeSTEIIbHOCTh WIIH JIUICH3UIO Ha MEIUIINH-
CKYIO JESTeIbHOCTh, MEIUIIMHCKON OpraHu3alueil, UMEoLe TUIeH3UI0 Ha (apMmaleBTuye-
CKYIO JCSATENBHOCTh (€€ 000COOJICHHBIM Mojpa3aeneHueM (amOynaTopueit, GheapaepckuM u
(enpaIepcKo-aKymepckuM MyHKTaMu, [IEHTPOM (OTIelIeHHeM) o0mIeil BpaueOHOU (CeMeiHOM)
MPAKTUKH), PACHIOJIOKEHHBIM B CEIHCKOM HACEJIEHHOM IYHKTE, B KOTOPOM OTCYTCTBYET amTed-
Hasl OpraHu3aIysl ), JOMyCTUBIINMHU POAAKY WU OTITYCK TAKOTO JIEKAPCTBEHHOTO MIperapara.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)



3. Bo3memienue Bpena, NPUUUHEHHOTO 3I0POBBIO0 TPaXKJaH BCIEACTBHE NPUMEHEHHUS Jie-
KapCTBEHHBIX IMPENapaToB WJIM COBEPIICHHUS MPOTUBOMPABHBIX NEUCTBHIN CyOBEKTaMH oOpariie-
HUA .HeKapCTBeHHBIX Cpe,Z[CTB, OCYH_ICCTBHSICTCH B COOTBETCTBHUHU C 3aKOHOAATCIIBCTBOM POCCHﬁ-
ckoil dexneparumu.

I'maBa 16. 3AK/IIOYUTEJIBHBIE ITOJIOXKEHUSA

Crarbs 70. O npu3HAHUU YTPATUBIIMMH CHJIY OTAEJbHBIX 3AKOHOAATEIbHbIX AKTOB
(moJ10keHN I 3aK0HOAATEJbHBIX aKTOB) Poccuiickoii @enepanun

IIpu3HaTh yrpaTUBIINMU CUILY:

1) ®enepanbubiii 3ak0H oT 22 utoHg 1998 roga N 86-D3 "O nexapcTBEHHBIX cpencTBax”
(Cobpanme 3akoHonarenscTBa Poccuiickoit @enepannu, 1998, N 26, cr. 3006);

2) ®enepanbublil 3akoH oT 2 stHBaps 2000 roma N 5-®3 "O BHeCEHUU W3MEHEHUS W JI0-
nonHeHuit B @enepanbHblii 3akoH "O nekapcTBeHHBIX cpencTBax” (CobpaHue 3aKOHOJATEIbCTBA
Poccutickoit ®eneparnuu, 2000, N 2, ct. 126);

3) crarbto 40 denepanbHoro 3akoHa ot 10 auBaps 2003 roga N 15-@3 "O BHeceHuun us-
MEHEHUU U JOTOJIHEHUN B HEKOTOPbIEC 3aKOHOAAaTeNIbHbIE akThl Poccuiickori deaepaiuu B CBA3U
¢ npunstuem denepanbHoro 3akoHa "O JUIEH3UPOBAHUM OTIAEIBHBIX BUIOB JI€ATEIbHOCTH"
(Cobpanue 3akonomarensctBa Poccuiickoit @eneparuu, 2003, N 2, ct. 167);

4) cratpio 31 denepanbHoro 3akoHa ot 30 utonsa 2003 roga N 86-D3 "O BHeceHUU H3Me-
HEHUI W JIONOJIHEHUI B HEKOTOpbIE 3aKOHOJaTeNbHble akThl Poccuiickoit denepainuu, npusHa-
HUW yTPaTUBIIMMHU CUJy OTAEIBHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit denepanuu, npeno-
CTaBJICHUU OTJEJbHBIX FApAHTHI COTPYJHUKAM OpPraHOB BHYTPEHHHUX JEJI, OPraHOB 10 KOHTPO-
710 32 000POTOM HAPKOTUYECKUX CPEICTB M TCHXOTPOMHBIX BEIIECTB U YIpa3JaHIEMBIX (ere-
PaIbHBIX OPraHOB HAJIOTOBOM IMOJIMIIMM B CBSI3M C OCYILECTBICHHEM MEp IO COBEPIIECHCTBOBA-
HUIO rocyaapcTBeHHoro ympasineHus" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanuu,
2003, N 27, ct. 2700);

5) cratero 101 denepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHuun
M3MEHEHUN B 3aKOHOAaTelnbHble akThl Poccuiickoil denepanim U NpU3HAHUU YTPATHUBIIMMH
CUJIy HEKOTOPBIX 3aKOHOAATENbHBIX akToB Poccuiickoit @enepaunu B cBaA3u ¢ npunaruem De-
JIepaybHBIX 3aKOHOB "O BHECEHHHM M3MEHEHWH u nomnonHeHuil B denepanpHbiii 3akoH "OO 00-
[IMX TPUHIUNAX OpTaHU3aIuH 3aKOHOJATENbHBIX (IPEACTABUTEIBHBIX) U HUCIIOTHUTEIBHBIX Op-
TaHOB TOCYAapCTBEHHOM BiacTu cyobekToB Poccuiickoit @enepanuu” u "OO6 oOmuX mpuUHITUTIAX
OpraHu3aliil MECTHOTO camoymnpaBieHusi B Poccuiickoit ®@enepanun" (CobpaHue 3akoHOIa-
tenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) cratbio 28 DenepanbHOro 3akona ot 18 nexadbps 2006 roga N 231-®3 "O BBeneHuu B
nercTBre yacTu 4eTBepToi ['paxkaanckoro kogekca Poccuiickoit denepanun" (Cobpanue 3ako-
HoxarenbcTBa Poccuiickoit @enepanuun, 2006, N 52, ct. 5497).

Cratbs 71. Beryniienue B cuily HacTosiero ®deiepajbHoOro 3akoHa
1. Hacrosimuit denepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 centsops 2010 roxa.
2. JlekapcTBEHHBIE CPENCTBA, 3aPETUCTPUPOBAHHBIC 10 JHS BCTYIUICHUS B CHITy HACTOSIIIE-

ro ®enepaabHOTO 3aKOHA, MOJUIEKAT BKIIOUEHHUIO B TOCYAAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX
CPEICTB C BHECEHUEM YKa3aHHBIX B yacTu | crarbu 33 Hacrosmero denepanbHOro 3aKOHa CBE-



JIeHUI 00 ATUX JIGKAPCTBEHHBIX CPEICTBAX 0€3 MPOXO0XKICHHUS BHOBb IPOLEIYPHI FOCYIapCTBEH-
HOW PEruCTpalyy JEKapCTBEHHBIX MIPEApaTOB.

3. TocymapcTBeHHas: perucTpanusl JEKApCTBEHHBIX MPENapaToB, 32 UCKIIOUECHUEM JIeKap-
CTBEHHBIX IPEMapaToB Ui MEIUIIMHCKOTO TPUMEHEHHS, MPEICTABICHHBIX Ha YKa3aHHYIO PETrH-
CTpaluio a0 AHA BCTYIUICHUA B CHIIY HACTOAIICTO q)eI[epaJIBHOFO 3aKOHa, OCYHICCTBIIACTCA B
COOTBETCTBUM C HacTosimuM DeneparbHBIM 3aKOHOM Ha OCHOBAaHWHM JOKYMEHTOB M JTaHHBIX,
MPEACTAaBJIICHHBIX N0 AHA BCTYIUICHHA B CUJTY HACTOAIICTO d)e;[epaanoro 3aKO0OHa.

(B pen. ®enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. 'ocynapcTBeHHas perucTpanus JeKapCTBEHHbIX IPENapaToB s MEAUIIMHCKOTO IpHU-
MEHEHUSI, MPEICTAaBICHHBIX Ha TOCYAAPCTBEHHYIO PETUCTPALMIO O AHS BCTYIUICHUS B CHILY
HacTosero PenepabHOrO 3aKOHA, U FOCYIapCTBEHHAS PETUCTPaLlUs JIEKAPCTBEHHBIX Ipenapa-
TOB U MEIULIMHCKOTO MIPUMEHEHHS], IPEACTABIEHHBIX Ha SKCIIEPTHU3Y JIEKAPCTBEHHBIX CPENICTB
J10 J1HA BCTYIUIEHHUS B CHIly Hactosiniero denepanbHOro 3aKOHA B LIEAX MX MOCIEAYIONIEH Irocy-
JAPCTBEHHOM PEerucTpalyy, OCYIIECTBIISAIOTCS HA OCHOBAHUU JIOKYMEHTOB U JaHHbBIX, MPECTaB-
JIEHHBIX J10 JHS BCTYIUIEHHS B CHUJIy HacTosiero denepanbHOro 3aKOHa, a TaKXKe 3asBICHUS O
rOCy/IapCTBEHHOW pEerucTpanuu JeKapCTBEHHOTO MperapaTa, MpPeACTaBIEHHOTO MPOU3BOIUTE-
JIEM JIEKAPCTBEHHBIX IPENapaToB WIM YIOJHOMOYEHHBIM UM JIULIOM B COOTBETCTBUM C HACTOS-
M DefepanbHBIM 3aKOHOM B YIIOJIHOMOYCHHBIA (efiepalbHbIN OpraH WCIIOJIHUTEIHHONW BIa-
ctu 1o 1 mapra 2011 rona, 6e3 TpeOOBaHUS YIUIAThl TOCYJAPCTBEHHON MOILIMHBI, IPEIyCMOT-
pEHHOM 3aK0HOIaTeTLCTBOM Poccuiickoit deaepanuu 0 Hajorax u cOopax.

(gactp 3.1 B pen. deaepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.2. TloaTrBepkaeHUE rOCyAapCTBEHHOW PErucTpalyy JIEKAPCTBEHHBIX IPENapaToB IJIst
MEIUIMHCKOTO MPUMEHEHUS, MPEICTABICHHBIX JUIsl MOJITBEPKACHUS TOCYIapCTBEHHOW pEru-
CTpallKu JI0 JHS BCTYIJICHUS B CHITY HacTosuiero denepalbHOTO 3aKOHA, U TIOATBEPKIECHHE TOC-
YIApCTBEHHOM PEruCTpallK JIEKAPCTBEHHBIX MpPenapaTroB sl MEAUIMHCKOrO MPUMEHEHHS,
MPEJICTABICHHBIX HA 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB J10 JAHS BCTYIUICHUS B CHUJIy HAcTOS-
niero PenepabHOrO 3aKOHA B LEISAX INOCIEAYIOUIETO MOATBEPKACHUS UX TIOCYIapCTBEHHOMN
perucTparmm, OCyueCTBISIIOTCS Ha OCHOBAaHUH IOKYMEHTOB U JJaHHBIX, IPEICTABICHHBIX A0 JHS
BCTYIUIEHUS B CHly HacTosiiero denepanbHOro 3aKOHa, a TaKKe 3asBJICHUS O MOATBEPKICHUN
rOCy/IapCTBEHHOW pEerucTpanuy JeKapCTBEHHOTO MperapaTa, MpPeACTaBIEHHOTO MPOU3BOIUTE-
JIEM JIEKapCTBEHHBIX MPENapaTOB MU YINOIHOMOYEHHBIM UM JHUIIOM B COOTBETCTBUU C HACTOS-
M DefiepabHBIM 3aKOHOM B YIIOJITHOMOYCHHBIA (hefiepalbHbIN OpraH HUCIIOTHUTEIHHONW BIa-
ctu 1o 1 mapra 2011 rona, 6e3 TpeOOBaHUS YIUIaThl TOCYJAPCTBEHHOMN MOILIMHBI, PEIyCMOT-
PEHHOM 3aKOHOIAaTEIHCTBOM Poccuiickoit depepanuu 0 Hajgorax u cOopax.

(gactp 3.2 B pen. @eaepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.3. IlpuHsaTHE pelIeHuss O BHECEHUH M3MEHEHUU B JJOKYMEHTBI, COAEpKaIIUecs B PEru-
CTPaLlMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIN IpemnapaT Uil MEIULHUHCKOIO
IIPUMEHEHUS U MIPEACTaBICHHBIE 10 IHS BCTYIUIEHUS B CHILy HacTosero denepaibHOro 3aKoHa,
U IPUHSATHE PEIICHUS O BHECEHUM M3MEHEHHWM B JTOKYMEHTBI, COJEpIKaIIEeecs B pErUCTPALlMOH-
HOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar sl MEAULIUHCKOrO NPUMEHEHUS
U MIPE/ICTABICHHBIE HA SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB /10 JHS BCTYIUIEHUS B CHIIy HAcTOS-
niero PefepanbHOrO 3aK0HA, OCYIIECTBIISIIOTCA HA OCHOBAaHHWM JTOKYMEHTOB M JaHHBIX, IpEJ-
CTaBJICHHBIX JI0 IHS BCTYIUIEHHUS B CUITy HacTosiero deaepanbHOro 3aK0Ha, a TAKXKE 3asBJICHUS
O BHECEHMM M3MEHEHHH B JIOKYMEHTHI, COAEpPIKAIUECs B PETUCTPALMOHHOM JOChE Ha 3aperu-
CTPUPOBAHHBIN JICKAPCTBEHHBIN MpernapaT s MEAUIIMHCKOTO MPUMEHEHUs, MPEICTaBICHHOIO
MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IMPENApaToB WM YIOJHOMOYEHHBIM MM JIMIOM B COOTBET-
cTBUH ¢ HactosmuM dexepanbHBIM 3aKOHOM B YIIOJHOMOYEHHBIN (eiepaabHblii OpraH UCIo-
HUTETLHOU BiacTH 10 1 maprta 2011 roga, 6e3 TpeGoBaHUS yIIaThl TOCYIAPCTBEHHOMN MOIIITHUHEI,
IPeIyCMOTPEHHOM 3aKoHOaaTeIbcTBOM Poccuiickoit deaepanuu o Hanorax u coopax.



(gactp 3.3 B pen. @eaepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.4. Beigaua paspelieHui Ha MPOBEACHHUE KIMHUYECKUX HMCCIEAOBAHHUM JIEKAPCTBEHHBIX
IIPENnapaToB AJi1 MEAULUHCKOIO MPUMEHEHUS 110 3asBICHUSM, IIOJaHHBIM /10 JHS BCTYIUICHUS B
cury Hacrosamero denepanbHOro 3aKOHA, a TAKXKE IO 3asBICHHUAM, MOJAHHBIM IIOCIIE IHS
BCTYIIEHUS B cHIly HacTosniero denepaabHOro 3aKkoHa Ha OCHOBAHUU AKCIEPTU3, IPOBEIEHHBIX
JI0 IHS BCTYIUICHHMS B CHIIy Hacrosiuero denepanbHOro 3aKOHA, OCYILECTBISIETCS B COOTBET-
cTBUM C HacTosuM DenepalbHbIM 3aKOHOM Ha OCHOBaHMM JTOKYMEHTOB U JIaHHBIX, IPEACTAaB-
JICHHBIX WJIM TOJIYYCHHBIX 10 IHS BCTYIUICHMS B CHIIy HacTosmero denepalbHOro 3aKoHa, a
TaK)Ke Ha OCHOBaHHMM KOIHU INPEIBAPUTEIHHOTO JOrOBOpa 003aTEIbHOIO CTPAXOBAHUS KU3HHU,
3I0pOBBS NALIMEHTOB, YYaCTBYIOIIUX B KIIMHUYECKOM HCCIIEIOBAHUM JICKAPCTBEHHOI'O Ipenapa-
Ta Ui MEIUIIMHCKOTO MPUMEHEHUS, WIIM KOITMHU JIOTOBOpPa 00s3aTEILHOI0 CTPAXOBAHUS JKU3HHU,
3I0pOBBS NALIMEHTOB, YYaCTBYIOIIUX B KIIMHUYECKOM HCCIIEJOBAHUM JICKAPCTBEHHOI'O Ipernapa-
Ta JJIS MEAULMHCKOTO NMPUMEHEHUs, JIMOO MpPEJCTaBICHHON KOMHWU JOroBOpa 00s3aTeNIbHOTO
CTpaxOBaHMsl, 3aKIIOYEHHOTO B COOTBETCTBHM C THUIIOBBIMHU IPaBUJIAMU 005S3aTEIBHOTO CTPAXo-
BaHUs, C YKa3aHUEM NPEIEIbHON YNCIEHHOCTH MAllMEHTOB, YYaCTBYIOIUX B KIMHUUYECKOM HC-
CJIEZIOBAaHUM JIEKAPCTBEHHOr'0 IpernapaTta JUlsi MEIULUHCKOro INpUMEHEHHs, 0e3 TpeOoBaHMs
YIUIaThl TOCYJApPCTBEHHOM IOIUIMHBI, IIPEIYCMOTPEHHOM 3aKoHoAarenbscTBoM Poccniickoit Pe-
JIepalriy 0 HaJloTax u coopax.

(gactb 3.4 B pen. @enepanpHoro 3akoHa oT 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIC B MHOCTPAHHOW BaIIOTE /10 JHS BCTYIUIEHUS B CUJTy HACTOSIIETO
®enepallbHOTO 3aKOHA MPEAETIbHBIE OTIYCKHbBIE IIEHBI NHOCTPAHHBIX [TPOU3BOJUTENIEH Ha JEKap-
CTBEHHBIE MpenapaThl, BKIIIOUEHHBIEC B IEPEUYCHb )KU3HEHHO HEOOXOANMBIX M BaKHEHUIINX JIeKap-
CTBEHHBIX MpenapaToB, MOAJIEKAT Mepecyery B pyonu no kypcy LlentpansHoro 6anka Poccuii-
ckori Denepanuu Ha AaTy, ycTaHoBieHHYIO I[IpaBurensctBoM Poccuiickoit deneparuu, 6e3
IIPEJICTABICHUSI 3asBJICHUSI O NEPECUETE LIEHBI C BHECEHUEM COOTBETCTBYIOIIMX M3MEHEHUH B
TOCYJApCTBEHHBIN PEECTp MPEAENbHBIX OTIYCKHBIX LIEH IPOU3BOAMUTENIECH Ha JIEKAPCTBEHHBIE
npenapaThl, BKIIOUYEHHBIE B MEPEYCHDb )KU3HEHHO HEOOXOAUMBIX M BaKHEUIINX JIEKAPCTBEHHBIX
[Ipenaparos.

(vactp 3.5 BBenena PenepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbIE 10 AHS BCTYIUIEHUS B CHIIy HacTosimero denepaqbHOr0 3aKoHa
npe/esibHbIe OTIYCKHBIE LIEHbl POCCUUCKUX MPOU3BOAMTENICH HAa JIEKAPCTBEHHBIEC MpEMaparthl,
BKJIIOUEHHBIE B [€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIHNX JIEKAPCTBEHHBIX IIPENapaToB,
nojuiexar uaaekcanuu ¢ 1 Hosops 2010 roga ucxons U3 MPOrHO3UPYEMOTO YPOBHS HH(IISAINH,

n
yctaHoBieHHoro denepanbHbiM 3aKk0HOM OT 2 aekadps 2009 roga N 308-d3 "O denepanbHOM
oromxkere Ha 2010 rox u Ha mnanoBeii nepuoa 2011 u 2012 rogos" Ha 2011 rog.

(uactp 3.6 BBeneHa denepanbabiM 3akoHOM oT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He nomyckaroTCsl MPOU3BOJACTBO U BBO3 B Poccuiickyro de-
JIepalHIo JIEKAPCTBEHHBIX MPENApaToB B YIIAKOBKaX ¢ MapKUPOBKOM, KOTOpas Obl1a HAHECEHa 10
JIHSL BCTYIUIEHMS B CUJTy HacTosiero denepaibHOro 3akoHa. [1o ucreueHun yka3aHHOIO CpoKa
JTAaHHbIE JIEKAPCTBEHHbIE IpenapaTbl MOTYT OTIIYCKAaTbCs, PEaM30BBIBATHCS, MEPEaBaThC U
IPUMEHSTHCS 10 NCTEYEHMSI UX CPOKA TOAHOCTH.

(B pen. ®enepanbHbix 3ak0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nHa BcrymuieHus B cuily Hacrosimero ®enepanpHoro 3akoHa u mo 30 anpens 2011
rojia BKJIIOYUTEIBHO JIOMYCKAeTCsl MPOBEICHUE IKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB dKCIIEpTa-
MU 3KCIEPTHOTO YUPEXKJEHUS 10 NMPOXOKIEHUS MU aTTECTALlMU B IMOPSIIKE, YCTAaHOBICHHOM
YIOJIHOMOYEHHBIM (he/iepalbHbIM OPTaHOM UCIIOJHUTENIBHON BIACTH.

5. Co aHs BCTyIUIeHUs B cuily Hactosuiero @enepaiabHoro 3akona u mo 31 nexadps 2013



ro/ia BKJIIOYUTEIBHO OCYIIECTBIISIECTCS MEPEX0] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB B CO-
OTBETCTBMU C TMPaBWIAMH OPTraHU3AIMU MPOU3BOACTBA M KOHTPOJSI KAYeCTBA JICKAPCTBEHHBIX
CPEICTB, YKa3aHHBIMH B 4acTu | crathu 45 Hacrosero denepaibHOTO 3aKOHA, B MOJHOM 00b-
eMme. Cpoku mepexojia MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX MPOU3BOJACTBY B COOTBET-
CTBUU C KOHKPETHBIMH TPEOOBAHUSMHU JaHHBIX MMPABUII, BKIIOYAsi CPOKU aTTECTAI[UH YIIOJTHOMO-
YEHHBIX JIMII, YKa3aHHBIX B 4YacTax 6 u 7 cratbu 45 HacTosiuero denepaibHOro 3aK0HA, yCTa-
HasiuBaroTcs [IpaBurensctBoM Pocculickon denepanuu.

6. JIuueH3nu Ha MPOM3BOICTBO JICKAPCTBEHHBIX CPEACTB, BblAaHHbIE 10 1 ssHBaps 2014 ro-
na, nercTByroT nocie 1 suBaps 2014 rona g0 ncTedeHus cpoka UxX JEMCTBUSI IPU YCIOBUH COOT-
BETCTBHS JIMIIEH3MATa TpaBWjaM OpraHMU3aIliy IMPOU3BOJICTBA M KOHTPOJISI KauyecTBa JieKap-
CTBEHHBIX CPEJICTB, YKa3aHHBIM B uacTu 1 crarbu 45 HacTosero denepanbHOro 3akoHa.

7. ®opMHUpOBaHME TOCYAAPCTBEHHOrO 33JaHUs Ha MPOBEICHHE SKCIEPTU3bI JICKAPCTBEH-
HBIX CPEICTB (helepaibHOMY TOCyIapCTBEHHOMY OIO/IKETHOMY YUPEXKIEHHUIO 1O MPOBEACHUIO
9KCHEPTU3bI JEKAPCTBEHHBIX CPEACTB U (PMHAHCOBOE 0OECIIEUEHHUE BBIMOIHEHUS 3TOTO 3aJaHMs
OCYILIECTBIIAIOTCA B MOPSAKE, yCTaHOBIEHHOM dDenepalbHbIM 3aK0HOM OT 12 sHBaps 1996 rona
N 7-®3 "O HeKOMMEpYECKUX OpraHu3anusx .
(vactp 7 BBeneHa PenepanabHbIM 3akoHOM OT 29.11.2010 N 313-D3)

IIpesunent
Poccuiickoit @enepanuu
JA.MEJIBEJIEB
Mocksa, Kpemib

12 anpens 2010 rona

N 61-03




