Joxyment npenocrasieH Koncynsranrlhnroc

@®enepanbhbiii 3akoH oT 12.04.2010 N 61-®@3 (pen. ot 03.07.2016) "OO6 obpameHuun
JIEKapCTBEHHBIX CpencTB" (C M3M. U J01I., BeTym. B cruty ¢ 01.01.2017).

I'nasa 1. OBIIUE NMOJIOKEHUSA
Cratp4 1. [Ipeamer perynupoBanus Hactosiero denepaibHOro 3aKkoHa

1. Hacrosimuuii ®@enepanbHblii 3aKOH PETYJIMPYET OTHOLIEHMS, BO3HUKAIOLIUE B CBS3U C
oOpamieHueM -  pa3pabOTKOM,  JOKIMHUYECKMMM  HCCIEAOBAaHMSIMH,  KIMHUYECKUMU
UCCIIEIOBAHMUAMY, JKCIEPTU30M, T'OCYJIapCTBEHHOW PErucTpanued, co CTaHJapTHU3alhed U ¢
KOHTPOJIEM KadecTBa, MPOU3BOJICTBOM, M3IOTOBJICHHUEM, XPAaHEHUEM, IEPEBO3KOW, BBO3OM B
Poccniickyro ®enepannio, BbiBO30M H3 Pocculiickonn ®Penepanuu, peksiaMOM, OTIIYCKOM,
peanuzalueit, neperayeii, (pUMEHEHNEM, YHUUTOKEHUEM JIEKaPCTBEHHBIX CPEJICTB.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. Hacrosmuumii ®enepanbHbli 3aKOH YCTAHABIMBAET IPUOPUTET TOCYJAPCTBEHHOIO
peryaupoBaHus 0€30MacHOCTH, KayecTBa U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB MPU UX
oOpareHuu.

(B pea. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumenenus Hactosuiero deaepaabHOro 3aKoHa

Hacroamuii ®enepanbHblii 3aKOH NPUMEHSETCS K OTHOIIEHUSM, BO3HUKAIOIIMM IIpU
oOpalleHNnH JIEKapCTBEHHBIX CPE/ICTB Ha TeppuTopuu Poccuiickoit denepanuu.

Cratps 3. 3aKOHOJATENBCTBO 00 0OpAIIEHUH JIEKAPCTBEHHBIX CPE/ICTB

1. 3akoHONATEIHCTBO 00 OOpaIeHUU JIEKAPCTBEHHBIX CPEACTB COCTOUT M3 HACTOSIIETO
®denepallbHOTO 3aKOHA, IPYTUX (GeAepantbHBIX 3aKOHOB U MHBIX HOPMATUBHBIX MPABOBBIX aKTOB
Poccutickoi denepanuu.

1.1. 3akoHomarenbcTBO 00 O0OpalieHHH JEKApCTBEHHBIX CPEACTB B  OTHOIICHUU
IOPUIMYECKUX JIUIl U UHAUBUAYATbHBIX MPEANPUHUMATENCH, OCYIIECTBISIONUX NEITeIbHOCTh
Ha TEPPUTOPUU MEKIYHAPOJHOTO MEIMLMHCKOTO KIJAacTepa, MPUMEHSAETCI C YYETOM
0COOEHHOCTEH, ycTaHOBIEeHHBIX DenepaibHbIM 3akOHOM "O MEXIyHApOIHOM MEIUITMHCKOM
KJIaCTepE M BHECEHMU HU3MEHEHUH B OTHAENbHBIE 3aKOHOAATENIbHbIE akKThl Poccuiickoi
Oenepannn.

(vactp 1.1 BBeneHa @enepanbHbIM 3aKOHOM OT 29.06.2015 N 160-D3)

2. [eiictBue nHacrosimero denepanbHOro 3aKOHA PacHpOCTpaHsSETCs Ha oOpalieHue
HApKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB U TICUXOTPOIMHBIX JIEKAPCTBEHHBIX CPEJICTB C YUYETOM
0COOCHHOCTEH, YCTaHOBIEHHBIX 3aKOHOATeNLCTBOM Poccuiickoit Deaepaiinu 0 HApKOTUIECKIX
CpEeICTBaX, MCUXOTPOITHBIX BEIIECTBAX U 00 MX MpeKypcopax.

3. MeiictBue Hacrosimero denepaibHOro0 3aKOHA PpACHpOCTpaHsETCs Ha oOpalieHue
paarodapMareBTUIECKUX JIEKAPCTBEHHBIX CPEJICTB C YY€TOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
3aKoHOJaTenbCTBOM Poccuiickoit ®exepaunn B ob0igacth  obecriedeHus paJgualluOHHON
0€30IacCHOCTH.

4. Ecim MexayHapoaHbiM goroBopoM Poccuiickoil ®enepanuyd YCTaHOBJICHBI HWHBIE
npaBuja, 4eM Te, KOTOpbIe MPeaycMOTpeHbl HacTosAmuM DenepalibHbIM 3aKOHOM, IIPUMEHSFOTCS
MpaBujIa MEXIYHAPOIHOIO JOTOBOPA.

5. B Poccuiickoii ®denepanuu B COOTBETCTBUHM C MEXKIYHApPOAHBIMH JOTOBOPAMHU
Poccutickoit @eaepanuu u (WiK) Ha OCHOBE NMPHUHIIMIIA B3aUMHOCTH TPU3HAIOTCS PE3YNIbTAaThI
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KJIMHAYECKUX HCCIICIOBAHUM JICKAPCTBEHHBIX IIPENApaToB I MEAULUHCKOIO IIPUMEHEHUS,
IIPOBE/ICHHBIX 3a IIpeaesiaMu Tepputopuun Poccuiickon @enepanuu.

Cratps 4. OCHOBHBIE IMOHATHSA, UCITIOJIB3YEMBIC B HACTOAICM (Del[epa.]'IBHOM 3aKOHC

Jna ueneit Hactosmero denepaibHOrO 3aKOHA HCIONB3YIOTCS CIEAYIOIINE OCHOBHBIE
MOHSTHSL:

1) nexapcTBEHHBIE CPEJCTBA - BEIIECTBA WJIM MX KOMOWHAIIMU, BCTYIMAIOIINE B KOHTAKT C
OpPraHU3MOM YEJIOBEKa WJIM KUBOTHOTO, IPOHUKAIOIUE B OpraHbl, TKAHU OpraHH3Ma YeJoBeKa
WM >KMBOTHOTO, TIPUMEHsIEMbIE JUIsl POMUIAKTUKY, TUATHOCTHKYU (32 UCKIIIOUEHUEM BEIIECTB
WK UX KOMOWHAIMH, HE KOHTAKTUPYIOIUX C OPTaHM3MOM YEJIOBEKA WUJIM KUBOTHOTO), JICUCHUS
3a0oneBaHusl, peadWIUTalUu, JJS COXPaHEHUs, MPENOTBpAIlCHUS WIM IpEepbIBAaHUSA
OCpeMEHHOCTH W TIOJIYYCHHBIE W3 KpPOBH, IUIa3Mbl KPOBH, W3 OPraHOB, TKaHEW OpraHm3Ma
YeNoBeKa WM >KMBOTHOTO, PACTCHHM, MHHEPAJIOB METOJAMU CHUHTE3a WIH C HPUMEHEHUEM
OMoNoTHYeCKNX TEeXHONOTUH. K 5ekapcTBEHHBIM cpencTBaM OTHOCSTCS (papmaineBTHUECKHe
CyOCTaHIIH U JIEKAPCTBEHHBIC TPENapaThl;

2) dapmaneBTUYECKash CyOCTaHILMA - JIGKAPCTBEHHOE CPEJICTBO B BHJE OIHOIO HIIU
HECKOJIBKMX 00Jamarommx (GapMaKoJIOTHIYECKON aKTHBHOCTHIO JICHCTBYIOIIMX BEIIECTB BHE
3aBHCHUMOCTH OT TPUPOABl MPOUCXOXKIEHUS, KOTOpOE TMpEeAHA3HAUEHO JUIsl IMPOU3BOJICTBA,
M3TOTOBJICHHSI IEKAPCTBEHHBIX MPENapaToB U onpeenseT ux 3QPpeKTUBHOCTS;

(m. 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BcrmoMorarenbHbIE BEIIECTBA - BEIIECTBA HEOPTaHUYECKOTO WM OPraHMYECKOTO
IIPOUCXOXKICHUS, HCIONb3yEMbIE B IPOLIECCE IMPOU3BOJACTBA, M3TOTOBJICHUS JIEKAPCTBEHHBIX
IIperapaToB ISl MPUAAHAS UM HEOOXOTUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) nexapCTBEHHBIC TIperaparhl - JICKApCTBEHHBIC CPEICTBA B BUJC JICKAPCTBECHHBIX (HOpM,
MpUMEHsIeMbIe 171 TPO(MUIAKTHKY, AUATHOCTUKU, JEUEHUsl 3a00NieBaHUsl, peaOMIUTAlluu, IS
COXpaHEHHUsI, TPEIOTBPALIICHHS WU TPEePhIBaHUS OEPEMEHHOCTH;

5) nexapcTBeHHas (opMa - COCTOSHUE JIEKAPCTBEHHOTO Mpernapara, COOTBETCTBYIOIIEE
crocobaM €ro BBEICHUS U MNPUMEHEHHS M OOEeCIeuMBarollee JOCTHKEHHE HEOO0XOAMMOIo
nedyeOHoro s dexra;

5.1) no3upoBka - coaepKaHHE OJHOTO WU HECKOJIbKHUX JIEHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXCHUM HA €IUHUITY J03bI, MU CIUHUILY 00beMa, WM SAMHHILY MAacChl B
COOTBETCTBUU C JIEKAPCTBEHHOU (popmoii 10O AJiT HEKOTOPHIX BUIOB JIEKAPCTBEHHBIX (HOpM
KOJIMYECTBO BBICBOOOXKIAEMOTO U3 JICKAPCTBEHHOM (OpMBI JIEHUCTBYIOIIETO BEIIeCTBA 3a
SIMHHITY BPEMCHH,

(m. 5.1 BBegen DeaepanbHBIM 3aKk0HOM OT 22.12.2014 N 429-D3)

6) mepedeHb JKM3HEHHO HEOOXOAMMBIX M BaXKHEHIIHMX JIEKAPCTBEHHBIX IPEIapaToB -
exeroaHo yreepxkaaeMbiii [IpasurensctBoM Pocculickont denepannu nepeyeHpb JIEKapCTBEHHBIX
MperapaToB JUIsi MEIUIMHCKOTO MPUMEHEHHS, 00SCIICUNBAOIINX MTPHOPUTETHBIC MOTPEOHOCTH
3IpaBOOXpAaHEHUS] B IENAX MNPOPUIAKTUKH U JiedeHUs 3a00JeBaHHii, B TOM YHCIE
npeobiagaroux B CTpyKType 3aboneBaemoctu B Poccuiickoit deneparuy;

6.1) opdanHBle JEKapCTBEHHBIC TMpemapaTbl -  JIGKAPCTBEHHBIE  IpemapaThl,
MpeIHA3HAYCHHBIC HCKIIOYUTEIBHO JUISI JWATHOCTUKH WJIM TATOTCHETHYECKOTO JICUCHHS
(JleueHus, HANpPABICHHOTO Ha MEXaHU3M pa3BUTUS 3a0oseBaHus) peakux (ophaHHBIX)
3a00JICBaHHUI;

(m. 6.1 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OuOIOTHYECKHE JIEKApPCTBEHHBIE TMpemaparbl - JIEKApCTBEHHBIC IpemapaThl,
JEICTBYIOIEE BEIIECTBO KOTOPHIX MPOU3BEICHO HIIM BBIAEICHO U3 OMOJOTMYECKOr0 UCTOYHHUKA
U JIJISL ONIPEICICHHs CBOMCTB U KadecTBa KOTOPHIX HEOOXOAMMa KOMOMHAIHS OMOJIOTUIECKUX U
bu3UKO-XUMHUECKUX MeToJ0B. K OHOJIOrMYecKrM JIeKapCTBEHHBIM IpernapaTaM OTHOCATCS
UMMYHOOHMOJIOTHYECKHE JIEKAPCTBEHHBIC MpEnapaThl, JIEKAPCTBEHHBIC MPENapaThl, MOJTYICHHBIC
U3 KpOBH, IJJa3Mbl KPOBHM YEJIOBEKa M KUBOTHBIX (32 HCKJIIOYEHHEM LIEJIbHOM KPOBH),


consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE403734770716E51FFD030D50BBDAEB1D36209E926CDB7278g1Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE403734770716E51FFD030D50BBDAEB1D36209E926CDB7278g3Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE413637780616E51FFD030D50BBDAEB1D36209E926CDB7378g6Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE403734770716E51FFD030D50BBDAEB1D36209E926CDB7278g5Q

OMOTEXHOJOTHYECKHE JIGKAPCTBEHHBIC TIperaparhl, T'€HOTEPANEeBTUYECKUE JIEKAPCTBECHHBIC
npenaparsl;
(1. 6.2 BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7) UMMYHOOHMOJIOTUYECKUE JICKAPCTBEHHBIC TNperaparbl - JEKapCTBEHHBIC IPemapaThl,
npenHa3HayeHHble JUIsi (OPMUPOBAHMUS AKTUBHOTO WJIM MACCHBHOTO HMMYHHUTETa JHOO
JUATHOCTHKY HAJIWYHMsl MMMYHHTETa WIH JTUATHOCTHKH CHEHNH(PHUECKOTO MTPUOOPETESHHOTO
W3MEHEHUsT  HMMMYHOJIOTMYECKOTO  OTBE€Ta  Ha  auleprusupyrommue  BemecrtBa. K
UMMYHOOHMOJIOTHYECKIM JICKQPCTBEHHBIM TIpermapaTaM OTHOCSTCS BaKIUHBI, AaHATOKCUHBI,
TOKCHHBI, CBIBOPOTKH, UMMYHOTJIO0YJIMHBI U aJJIEPT€HBbL;

(n. 7 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OMOTEXHOJOTMYECKHE JICKApPCTBEHHBIC MperapaTrshl - JICKApPCTBEHHBIC IIpemapaThl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISIETCS C UCIOJIb30BaHUEM OMOTEXHOJIOTHMYECKHUX IMPOLIECCOB
u MetoioB (B ToM umcie JJHK-pexkomMOMHAHTHONM TEXHOJIOIMH, TEXHOJOTMU KOHTPOJIUPYEMOH
SKCIIPECCHHM T'EHOB, KOIUPYIOUIMX OWOJIOTUYECKH AaKTHUBHbIE O€JIKM B MPOKapuoTax U
AyKapHoTax, BKIIOYasi K3MEHEHHbBIE KJIETKH MJICKOMUTAIONINX ), THOPUIOMHOTO METOJIa U METO/a
MOHOKJIOHAJIbHBIX aHTUTET;

(m. 7.1 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

7.2) TeHoTepaneBTUUECKHE JICKapCTBEHHBIC IMpenaparsl - JIEKapCTBEHHBIC Ipernaparsl,
dapmaiieBTUUYECKasE CYOCTaHIIMSI KOTOPBIX SBIISETCS PEKOMOMHAHTHON HYKJIEHMHOBOW KHCIIOTOMN
WJIM BKJIIOYAET B ce0s peKOMOMHAHTHYIO HYKJIEHHOBYIO KUCIIOTY, TO3BOJISIONIYIO OCYIIECTBIISITh
perylvpoBaHue, pemapainuio, 3aMeHy, J00aBieHHe WM  yHajeHHe TeHEeTUYEeCKOU
MIOCJIEI0BATEIbHOCTH;

(m. 7.2 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8) HapKOoTHuYeCKHE JIEKApCTBEHHBbIE CpEACTBa - JICKAPCTBEHHbIE Mpenaparbl U
dapmareBTUUECKHEe CYOCTaHIIMU, COJAEpXKAIIhe HApPKOTHUYECKHE CPEJICTBA W BKJIOUCHHBIE B
[lepeueHb HAPKOTHUYECKUX CPEJCTB, MICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOJJIEKAIIUX
KOHTpoJt0 B Poccuiickoit denepanuu, B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit
Qenepaunn, MeXIyHApOAHBIMU JoroBopamu Poccuiickoit ®@enepaunu, B ToM uucie EnunHon
KOHBEHIIMEN 0 HApKOTUYECKUX cpencTBax 1961 rona;

9) mncuXOTpomHBIE IJIEKAPCTBEHHBIE CpPEACTBAa - JIGKAPCTBEHHBIE IMpemapaThl U
(dapmareBTUUECKHEe CYOCTaHIIMU, COJIEpIKAIUE TICUXOTPOIHBIE BEIIECTBA M BKIIOUEHHBIE B
[lepeueHb HAPKOTHUYECKUX CPEJCTB, MICUXOTPOMHBIX BEIIECTB M MX MPEKYpPCOPOB, MOAJIEKAIINX
KOHTpoJt0 B Poccuiickoit denepanuu, B COOTBETCTBUM C 3aKOHOJATEIBCTBOM PoccHiickoii
Qenepauny, MeEXIyHApOAHBIMU norosopamu Poccuiickon ®enepanuu, B TOM YHCIE
KonBennuen o ncuxoTponHeix Bemectsax 1971 roaa;

10) pagmodapmarieBTHUECKHE IIEKaPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIE CPE/CTBA,
KOTOpBIE COAEpPIKAT B TOTOBOM JJIsSI MCIIOIB30BaHMs ()OpPME OJIMH PATUOHYKIIU] WU HECKOJIBKO
PAAMOHYKINIOB (pPaIuOaKTUBHBIX U30TOTIOB);

11) pedepeHTHBIN JIeKapCTBEHHBINM IMpemapaT - JEKapCTBEHHBIN mpenapar, KOTOPBIH
BIIEpBBIE 3aperucTpupoBaH B Poccuiickoit @enepanun, KadecTBO, 3PPEKTUBHOCTH U
0€30MacHOCTh KOTOPOTO JOKa3aHbl HA OCHOBAHUH PE3YJIbTATOB JOKIUHUYECKUX HCCIEIOBAHUMN
JIEKApCTBEHHBIX CPEACTB W KIMHUYECKUX HWCCIEJOBAHUM JIEKAPCTBEHHBIX IpENaparos,
MPOBEJICHHBIX B COOTBETCTBHM C TpeOoBaHMsIMH uacTedl 6 u 7 cTrathu 18 HacTosIero
®denepanbHOTO 3aKOHA B OTHOIICHUHU JICKAPCTBEHHBIX CPEICTB JJISI MEIUIIMHCKOTO TIPUMEHEHUS
aub0 B COOTBETCTBUM C TpeOoBaHUSIMU cTaThul 12 Hactosiero denepalbHOTO 3aKOHA B
OTHOIIIEHUU JICKAPCTBEHHBIX CPEACTB i BETEPUHAPHOTO TMPUMEHEHHS, W KOTOPBIU
UCTIONB3YETCSl JJIsi OIEHKM OMOIKBUBAICHTHOCTH WIIM TEPANeBTUUYECKON HKBHUBAJIEHTHOCTH,
kadecTBa, A(G(PEKTUBHOCTH W OE30MAaCHOCTH BOCIPOM3BEICHHOTO WM OHOaHAJIOTOBOTO
(6romog00HOTO) JIEKAPCTBEHHOTO TpeTapara;

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

12) Bocipon3BeCHHBIN JEKAPCTBEHHBIN IIpenapar - JIEKApCTBEHHBIN NpernapaT, KOTOPbIH

MMEET TaKOM K€ KaueCTBEHHBIM COCTaB M KOJMYECTBEHHBIM COCTAB JIEHCTBYIOIIHUX BELIECTB B
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TAaKOM JK€ JIeKapCTBEHHOW (opme, YTO M peepeHTHbIM JEKapCTBEHHBIH Npenapar, Hu
OMOSKBUBAJIEHTHOCTh WJIM TEpaleBTHYECKas SKBUBAJICHTHOCTh KOTOPOro pedepeHTHOMY
JIEKApCTBEHHOMY IIpenapary MOATBEPKAEHA COOTBETCTBYIOIIMMH UCCIIEIOBAHUSIMU;

(m. 12 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

12.1) TepameBTHYeCcKash IKBUBAJIEHTHOCTb - JOCTH)KEHHE KIMHUYECKH CONOCTAaBUMOTIO
TepaneBTHUECKOro AP eKTa Mpu NPUMEHEHHUHN JIEKAPCTBEHHBIX MPENapaToB I MEAUIUHCKOTO
NPUMEHEHUS JUIsl OAHOM M TOM e Tpynmbl OOJNBHBIX MO OAHMM MU TEM K€ IMOKa3aHUAM K
IIPUMEHEHUIO;

(m. 12.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.2) OwoananmoroBbiii (OMOMOMOOHBIN) JIEKAPCTBEHHBINM Tmpenapar (OuoaHasnor) -
OMOJIOTMYECKHIA JIEKAPCTBEHHBIN Mpenapar, CX0XKUH 10 mapaMeTpam KadecTna, 3(ppekTuBHOCTH
u Oe3zomacHOCTU ¢ pedepeHTHBIM OMOJIOTMYECKUM JIEKapCTBEHHBIM IpPENapaToM B TaKOMl ke
JIeKapCTBEHHOM opMe U UMEIOIINUN UACHTUYHBINA CII0OCOO BBE/ICHUS;

(. 12.2 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

12.3) B3anMoO3aMeHSEMBbIIl JIEKQpCTBEHHBIM Mpenapar - JIEKapCTBEHHBIH Mpemapar C
JIOKa3aHHOM TepaneBTUYECKON SKBUBAJIEHTHOCTHIO WJIM OHMO3KBUBAJIEHTHOCTHIO B OTHOLICHUM
pedepeHTHOr0 JIEKApCTBEHHOTO Mpernapara, UMEIOMIMI SKBUBAJICHTHbIE €MY KauyeCTBEHHBIN
COCTaB M KOJINYECTBEHHBIN COCTAB AEMCTBYIOLIUX BEIIECTB, COCTaB BCIIOMOTaTEbHbIX BEILECTB,
JIEKapCTBEHHYIO (JOPMY H CITIOCOO BBEIICHHUS;

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

13) nekapcTBEHHOE PACTUTEIBHOE CHIPHE - CBEXKHUE WM BBICYIICHHBIC PACTCHHS JIMOO HMX
YacTH, WCIOJb3yEMbIE JJisi IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB OPraHU3alUsIMH -
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEACTB WJIM W3TOTOBJIEHUS JIEKAPCTBEHHBIX IpPENapaToB
anTEeYHbIMU OPraHU3alUsIMU, BETEPUHAPHBIMU ANITE€YHBIMU OPraHU3aALUAMU, UHAUBUIYaIbHBIMU
peANpUHUMATENIIMU, UMEIOIIMMH JIMLEH3UI0 Ha (hapMaleBTHUECKYIO IS TEIbHOCTD;

14) nexapcTBEHHBI  pAaCTUTEIbHBIM  MpemapaT -  JIGKAPCTBEHHBIM  Ipemnapar,
MIPOM3BEIECHHBIM WIJIM M3TOTOBJIEHHBIM M3 OJHOrO BUA JEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhS
WIA HECKOJIBKUX BHJIOB TaKOT'O CBHIPbSl M pealn3yeMblil B pac()acOBaHHOM BHJIE BO BTOPUYHOM
(MOTpedUTEeNbCKOIN) YIIaKOBKE;

15) romeonaTuyeckuil JIEKapCTBEHHBIM mpemapaT - JIEKapCTBEHHBIM Ipemnapar,
NPOU3BENECHHBI  WJIM  M3TOTOBJIEHHBIM W3  (apMaleBTHYECKON  cyOCTaHIUU WU
(bapManeBTUYECKHX CyOCTaHIMII B COOTBETCTBMU C TpeOOBaHMSAMM OOLIMX (apMaKOMEHHBIX
cTaTei K roMeonaTH4eCKUM JIEKapCTBEHHBIM IperaparaM Wi B COOTBETCTBUM € TPeOOBaHUSIMU
(dapmakorien CTpaHbl IPOU3BOAUTEINSI TAKOTO JIEKApCTBEHHOTO Mpenapara;

(m. 15 B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03)

16) MexayHapoJHOE HENaTeHTOBAaHHOE HAaWMEHOBAHHME JIEKapCTBEHHOIO CpeAcTBa -
HalMEHOBaHUE JICHCTBYIOIIETO BellecTBa (papmaleBTHUeCKOil cyOCTaHLMM, PEKOMEHJIO0BAaHHOE
BcemMupHo#i opranusanuen 34paBoOXpaHeHus;

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

17) ToproBoe HauMEHOBAHHE JIEKAPCTBEHHOT'O CPE/ICTBA - HAMMEHOBAHUE JIEKAPCTBEHHOTO
CpEICTBA, IPUCBOCHHOE €T0 pa3pabOTUMKOM, JIep:KaTeleM WM BIaJENblEM PEerucTPaliOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

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

17.1) rpynnupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOTO Ipenapara - HaUMEHOBAaHUE
JEKapCTBEHHOIO  Ipenapara, HE  HMMEIOIIEr0  MEXAYHapOJHOIO  HENAaTEHTOBaHHOIO
HAaUMEHOBAHUS, WIM KOMOHMHAIIMM JIEKAapCTBEHHBIX IPENapaToB, HCIOJIb3yeMOE B HENsIX
00BbeIMHEHNU MX B TPYIIY MOJ €AMHbIM HAaUMEHOBAHUEM HCXOJS M3 OJMHAKOBOI'O COCTaBa
JIEUCTBYIOILMX BEILIECTB;

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

18) obmas ¢dapmakoneiiHas cTaTbd - JOKYMEHT, YTBEP)KICHHBIH YIOJIHOMOYEHHBIM
dbenepabHBIM OpPraHOM HCITOJIHUTEIIBHOW BJIACTH W COJEpXAIIWil TIepeueHb IoKa3aTenei
KadecTBa M (MJIM) METOAOB KOHTPOJIA KadecTBa KOHKPETHOH JIeKapCTBEHHOH (OpMBI,
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JICKApCTBEHHOTO  PACTUTENILHOTO  CBHIPbSl, OMHMCAaHUS  OMOJIOTHUECKUX, OMOXMMHYECKUX,
MHUKPOOHOJIOTUYECKUX, (U3UKO-XUMHUECKUX, (PU3MUYECKHX, XMMUYECKUX U JIPYTUX METO/0B
aHaJM3a JIGKAPCTBEHHOT'O CPEJICTBA, a TAK)KE TPEOOBAHMUS K UCIOIB3YEMBIM B LIEJISIX IPOBEICHUS
JTAHHOTO aHaJIM3a PEaKTHBAaM, TATPOBAHHBIM PACTBOPAM, HHAUKATOPaM;

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

19) papmaxornieiiHast craThs - JOKYMEHT, YTBEPKICHHbIH YIIOJTHOMOYEHHBIM (hesiepaibHbIM
OpPraHOM HCIIOJHUTEIBHOW BIACTH U COJEPIKAIMM MEepeUeHb IMOKa3aTelIeld Ka4yeCTBa U METOJ0B
KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOI'O CPENICTBA;

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

19.1) crangapTHble 0Opa3lbl - BELIECTBA, IOCPEICTBOM CPABHEHUS C KOTOPBIMU
OCYILIECTBJISIETCS KOHTPOJIb KAdyeCTBAa MCCIEAYEMbIX JIEKAPCTBEHHBIX CPEACTB C IIOMOIIBIO
(GU3UKO-XMMUUYECKMX M OHOJOIMYECKMX METOJOB B LEISIX IOATBEPKICHUS COOTBETCTBUS
JICKapCTBEHHBIX CPEACTB TPEOOBAaHHMSIM HOPMATHBHOM JOKYMEHTAI[MH, YCTAaHOBJICHHBIM MpHU
OCYILECTBJIEHUH TOCYAAPCTBEHHOM PErucTpalu, U KOTOpPble MPUMEHSIOTCSA [UIl KaJIUOPOBKHU
CTaH/IapPTHBIX 00PA3[0B MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, UCIIOJIb3YEMBIX ISl KOHTPOJIS
Ka4ecTBa M WHBIX IIeJIei TpHu 00paIeHNH JIEKAPCTBEHHBIX CPEJICTB;

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

19.2) dapmakonei bl cTaHAAPTHBIN 00pa3el - CTaHAapPTHBIN 00pasell, MPOU3BEACHHBIN B
COOTBETCTBUH € (hapMaKOICHHOM CTaThel;

(. 19.2 BBenen @enepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HopMaTHBHAs AOKYMEHTALMs - JOKYMEHT, COJIEpKalliil epedeHb OIpeleIsieMbIX 10
pe3ysipTaTaM COOTBETCTBYIOIIMX DKCIEPTHU3 IOKA3aTeNIel KauecTBa JIEKapCTBEHHOI'O CPENCTBA
JUISL MEIMLIMHCKOTO MPUMEHEHUS, METOJIOB KOHTpPOJS €ro KadyecTBa M YCTAHOBJIEHHBIM ero
IIPOU3BOIUTENIEM;

21) HOpPMaTUBHBIN JOKYMEHT - JOKYMEHT, COJEpXKAlUil IMepeueHb OMpEeNesieMbIX IO
pe3ysibTaTaM COOTBETCTBYIOLIMX HKCHEPTH3 IMOKa3aTenel KayecTBa U (MIIM) METOJOB KOHTPOJIS
KauyecTBa  JICKAPCTBEHHOM bopmpl, OITHCAaHUS OMOJIOTUYECCKUX, OMOXHMHUYECKUX,
MHUKPOOHOJIIOTUYECKUX, (U3UKO-XUMHUYECKUX, (DU3NYECKHX, XMMUYECKUX W JPYTUX METO/0B
aHaJM3a JIEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO IPUMEHEHUs, TpeOoBaHUS K
MCIIOJIb3YEMBIM B LIEIAX IPOBEINEHUS JAHHOTO aHalM3a PEeakTHBaM, TUTPOBAHHBIM pacTBOpaM,
WHAMKATOpaM U YCTAaHOBJIEHHBIN €T0 POU3BOAUTENEM;

21.1) oOmmii TEXHUYECKUH TOKYMEHT - KOMILJIEKT JOKYMEHTOB M MaTe€pHajoB, COCTOSIIUI
U3 HECKOJIbKMX pa3/ieJioB - JOKYMEHTAllUW aJMHUHUCTPATUBHOIO XapakTepa, XHUMHUYECKO,
bapmareBTHIECKOI " OMOoJIOTNYEeCKOM JOKYMEHTaluH, (bapMakoI0OTH4ecKoil,
TOKCUKOJIOTMUECKON JIOKyMEHTalluW, KIMHUYECKOM JOKYMEHTalluu M IpelCTaBIseMblil
OJIHOBPEMEHHO C 3asBJIEHUEM O FOCYIapCTBEHHON PETUCTPALMU JIEKAPCTBEHHOT'O IIpenapaTa s
MEAMIIMHCKOTO MPHUMEHEHUS B (opmare, yCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (eaepatbHbIM
OpraHOM UCIOJTHUTENbHOM BJIaCTH;

(. 21.1 BBenen MexaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

22) KayecTBO JIEKapCTBEHHOI'O CPEACTBA - COOTBETCTBHUE JIEKAPCTBEHHOI'O CpE/ICTBa
TpeboBaHUsAM (apMakoneiHoil crateM MO0 B Cilyyae €€ OTCYTCTBHS HOPMAaTHUBHOU
JOKYMEHTAIlMU WJIK HOPMaTUBHOTO TOKYMEHTA;

23) 6e30macHOCTb JIEKAPCTBEHHOI'O CPEJICTBA - XapaKTEPUCTHUKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBaHHAasi Ha CPaBHUTEIBHOM aHanu3e ero 3(p(GeKTUBHOCTH M pUCKAa MPUYMHEHUS Bpena
3JI0POBBIO;

24) s¢hdeKkTUBHOCT  JIEKAPCTBEHHOIO  Iperapara -  XapaKTepUCTUKAa  CTENeHH
MOJIOKUTEIBHOTO BIIMAHUA JIEKAPCTBEHHOI'O TMpenapara Ha TE4YeHHe, MPOJI0JKUTEIbHOCTh
3a00JIeBaHNs MJTH €T0 MPeI0TBpalleHue, peabuiInTauio, Ha COXpaHeHue, MpeA0TBpaIleHNe WIN
npepbIBaHie OEPEMEHHOCTH;

25) cepus JEKapCTBEHHOI'O CPEACTBA - KOJIMYECTBO JIEKAPCTBEHHOTO CPEACTBA,
IIPOU3BEIEHHOE B PE3YJIbTATE OJJHOTO TEXHOJIOTUYECKOI0 LIUKJIA €70 MPOU3BOAUTEIIEM;
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26) perucTpaliOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpernapara - JOKYMEHT,
MOJITBEPKIAIONIUH (PaKT roCyJapCTBEHHOM pEruCTpalyy JIEKapCTBEHHOTO IIperapara;

26.1) pepxarenb WM BIAJENEll PETUCTPALMOHHOIO YJOCTOBEPEHUS JIEKapCTBEHHOTO
npemnapara - pa3paboT4HK JICKAPCTBEHHOTO CPEACTBA, MPOU3BOJAUTENH JIGKAPCTBEHHBIX CPEICTB
WIM WHOE IOpUIMYECKOoe JHIo, oO0najarolee MpaBOM BIAJEHUS PETUCTPALMOHHBIM
YIOCTOBEPEHUEM, KOTOpPhIE HECYT OTBETCTBEHHOCTh 3a KadecTBO, AP EKTHBHOCTh U
0€30MacCHOCTb JIEKAPCTBEHHOI'O IIpETapara;

(m. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) peructpalioOHHBII HOMEp - KOJIOBOE O0O3HAaueHUE, MPUCBOCHHOE JEKAPCTBEHHOMY
nperapary IpH ero ToCyIapCTBEHHON PETUCTPALINK;

28) oOpalieHre JTEKapCTBEHHBIX CPEICTB - pa3padOTKa, JOKIMHUYECKHE HCCICIOBAHUSA,
KIIMHUYECKHE HMCCIEAO0BaHUsA, SKCIEPTH3a, TOCYJapCTBEHHAs pEerucTpaius, CTaHIapTU3alus U
KOHTpPOJIb Ka4eCTBa, MMPOU3BOJICTBO, U3TOTOBIICHUE, XpaHEHUE, NTEPEBO3Ka, BBO3 B Poccuiickyto
Oenepanuio, BeiBo3 U3 Poccuiickoit denepauuu, pekiama, OTIYCK, peanu3aius, rnepeaaya,
MPUMEHEHHEe, YHUUTOXKEHHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

29) cyObeKThl OOpalleHHs JEKapCTBEHHBIX CPEIACTB - (U3MUYECKUE JIMIA, B TOM YHCIIE
WHAUBUIYyAIbHBIC TIPEIIPUHIMATEIN, U IOPUINYECKHAC JIUIA, OCYIICCTBISIOMNE JEATEIBHOCTh
py 0OpaIICHUH JICKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4MK JIEKAPCTBCHHOTO CPEICTBA - OpraHMW3aIys, OoO0Jamaromias NpaBaMH Ha
pe3ynbTaThl  JAOKIMHUYECKUX HCCIECIOBAHMM  JICKAPCTBEHHOTO CpPEACTBA, KIMHUYECKHX
WCCJIC/IOBAHUI  JICKAPCTBEHHOTO TMpernapata W (WIM) HA TEXHOJOTHIO IPOM3BOJCTBA
JIEKapCTBEHHOI'O CPEJICTBA;

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

31) TPOW3BOJCTBO JICKAPCTBEHHBIX CPEACTB - JCSATEIBHOCTH IO TIPOU3BOCTBY
JIEKapCTBEHHBIX CPEACTB OPraHU3alUSIMU - TMPOU3ZBOJIUTENSAMH JIEKaPCTBEHHBIX CPEACTB Ha
OJIHOM CTaJnH, HECKOJBKHX WM BCEX CTAIUAX TEXHOJOTHMYECKOTO IpoIecca, a TaKXke II0
XPAHEHUIO U PeATU3aIliu MPON3BEICHHBIX JICKAPCTBECHHBIX CPEJICTB;

31.1) npou3BOACTBEHHas IUIOMIAJKA - TEPPUTOPUATBEHO 000COOJEHHBIN KOMILIEKC
MIPOU3BOIUTENS JEKAPCTBEHHBIX CPENICTB, MpeJHa3HAYCHHBIN /71 BBIMOJIHEHUS BCETO Mpoliecca
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB UM €0 OMPEICTICHHON CTaInu;

(m. 31.1 BBenen @enepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) TpoOW3BOAUTENb JIEKAPCTBEHHBIX CPEJICTB - OpraHM3allys, OCYIIECTBISIONIAs
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH C TPEOOBAHWSMH HACTOSIIETO
denepaabHOrO 3aKOHA;

33) dapmaneBTHUECKas NEATENHHOCTh - JEATENBHOCTH, BKIIOUYAIONIas B ceOsl ONMTOBYIO
TOPTOBITIO JICKAPCTBCHHBIMU CPEJCTBAMH, HX XpaHEHHUE, IMEePeBO3KY M (WJIH) PO3HUYHYIO
TOPTOBIIIO JICKAPCTBEHHBIMH IMpemapaTaMy, UX OTIYCK, XpaHEHHE, MEPEeBO3KY, U3TOTOBJICHHE
JIEKapCTBEHHBIX MPENapaToB;

34) opraHuzanus ONTOBON TOPTOBIHM JIEKAPCTBEHHBIMU CpPEICTBAMH - OpraHU3allus,
OCYIIECTBIISAIONIAsT ONTOBYIO TOPTOBIIIO JICKAPCTBEHHBIMU CPEJICTBAMH, X XPAHECHUE, ITIEPEBO3KY
B COOTBETCTBHUU C TpeOOBaHUsIMH HacTosmero denepabHOrO 3aKOHA;

35) amTeyHas opraHW3aIUs - OpraHU3aIus, CTPYKTYPHOE MOJpa3eieHUue MEIUITMHCKON
OpTaHHW3aIK, OCYIIECTBISIONIME PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU Tpenaparamu,
XpaHeHWe, MEPEBO3KY, H3TOTOBJICHUE W OTIYCK JICKAPCTBEHHBIX MPENapaToB JUIsl MEIHIIMHCKOTO
MIPUMEHEHUS B COOTBETCTBHUH C TPEOOBaHUAMHU HacTosIero denepaabHOTO 3aK0HA;

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTe4yHas OpraHU3allys - OpraHHU3alMs, CTPYKTYpPHOE MOJpa3iesieHue
BETEPUHAPHOW OpraHW3allid, OCYIICCTBISIONIME PO3HUYHYI0 TOPTOBIIO JIEKAPCTBECHHBIMU
npernapaTamM, XpaHEHHE, W3rOTOBJICHHE M OTIYCK JIEKQpPCTBEHHBIX MpEnapaTtoB s
BETEPUHAPHOTO TPUMEHEHHUS B COOTBETCTBUH C TpeOOBaHUAMU HacTosmero denepalbHOTO
3aKOHa;
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37) danbcupuUIMPOBAHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO,
COIIPOBOKIAaEMO€ JIOKHON HH(POpMAIUel 0 ero cocTaBe U (UIH) IPOU3BOIUTEIIE;

38) HenoOpokadecTBEHHOE JICKapCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIIEe TPEeOOBAaHUAM (papMaKoNeHHOW CTaTh JUOO B CiIlydae €€ OTCYTCTBHUS
TpeOOBaHUSAM HOPMATUBHOW JOKYMEHTAIMU WJIM HOPMaTUBHOI'O JOKYMEHTA;

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPE/ICTBO, HAXOIAIIEECs B
000poTE ¢ HApYLIEHUEM IPAKIAHCKOTO 3aKOHOJATENbCTBA;

40) [OKJIMHUYECKOE HCCIEI0BAaHME JIEKAPCTBEHHOIO CPEACTBA - OMOJIOTMYECKHUE,
MHUKPOOHOJIOTHYECKHE, HMMYHOJOTHYECKHE, TOKCHUKOJIOTHYECKHe, (hapMaKoIOTUYECKHE,
¢du3nyeckue, XUMUYECKME€ U Jpyrue HCCIEA0BaHMs JIEKAPCTBEHHOIO CpEICTBa IIyTeM
NPUMEHEHHUS HAyYHBIX METOOB OLIEHOK B IIENSX MOJYYECHHs IOKa3aTeNbCTB OE30MacHOCTH,
KadecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

41) KJIMHMYECKOE  HCCIEJOBaHME  JICKAPCTBEHHOrO  Ipernapara -  U3Y4YCHHUE
JUAarHOCTUYECKUX,  JIeYEOHBIX,  NPOPHUIAKTHYECKUX,  (PapMaKoIOrMyecKMX  CBOMCTB
JIEKapCTBEHHOI'0 Mpenapara B [POLECCe ero NPUMEHEHUs Y YeJI0BEKa, )KUBOTHOTO, B TOM YHUCIIE
IPOLIECCOB BCAChIBAHMs, PpACHpeAeieHUs, W3MEHEHHs M BBbIBEICHMs, IyTeM I[PUMEHEHUS
Hay4yHbIX METOJIOB OLIEHOK B LEISIX MOJY4YEHHs] JOKa3aTeslbCTB OE30MaCHOCTH, KauyecTBa U
3¢ (EeKTUBHOCTH JIEKAPCTBEHHOTO Ipernapara, JaHHBIX O HEXeJATeNbHbIX peaklUsaX OpraHu3Ma
YeloBeKa, JKMBOTHOTO Ha TNPUMEHEHHE JIeKapCTBEHHOTO mpemnapata U 00 sddekre ero
B3aUMOJICHCTBUS C APYTUMH JICKAPCTBEHHBIMH IpernaparaMu M (WIM) NHUIIEBBIMU HPOIYKTaMHU,
KOpMaMmy;

42) MHOTrOLIEHTPOBOE KIMHUYECKOE MCCIIe0OBaHUE JIEKAPCTBEHHOrO IIpernapara Juls
MEAMIMHCKOTO NPUMEHEHMsI - KJIMHMYECKOE MCCIEA0BAaHUE JIEKapCTBEHHOIO Ipernapara s
MEIUIUHCKOT0 NPUMEHEHHUS, TPOBOAMMOE pa3pabOoTYMKOM JIEKAPCTBEHHOTO MIpenapara B IByX U
Ooyee MEOUIMHCKUX OpraHU3alusAX [0 €JAMHOMY MPOTOKOJY KIMHUYECKOTO HCCIEeI0BaHUS
JIEKapCTBEHHOI'0 IIpernapara;

43) MexIyHapoJHOE MHOTOLEHTPOBOE KIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOTO
npenapara Uil MEAMIIMHCKOIO NMPUMEHEHMs - KIMHMYECKOE HCCIe0BAaHUE JIEKapCTBEHHOIO
npenaparta Ui MEIUIMHCKOIO INPHUMEHEHUs, NPOBOJUMOE pa3padOTUMKOM JIEKapCTBEHHOTO
mpernapara B pPa3IMYHBIX CTpaHax IO €AMHOMY IIPOTOKONY KIMHUYECKOTO HCCIEI0BaHUS
JIEKapCTBEHHOI'0 IIpernapara;

44) mocTperucTpallioOHHOE KIMHMYECKOE MCCIIe0BaHUE JIEKAPCTBEHHOrO Ipernapara s
MEAMIMHCKOTO NPUMEHEHMS - KIMHHMUYECKOE MCCIEAOBAHUE JIEKAPCTBEHHOIO Ipernapara s
MEAMIMHCKOTO TPUMEHEHUs, IPOBOJUMOE MPOU3BOAMTEIEM JIEKapCTBEHHOIO Ipemnapara,
IpaXJIaHCKUI 000pOT KOTOPOTO OCYIIECTBIISIETCS IOC]e TOCYyIapCTBEHHOW pErucTpaluu, B
LEJSIX JTOTOJHUTEIBbHOro cOopa JaHHBIX O ero 0e30macHOCTH U 3P (EKTUBHOCTH, PACHIMPEHUs
NOKa3aHUN K MPUMEHEHWIO JAHHOIO JIEKapCTBEHHOIO IIpernapaTa, a TakKe BbIABICHUS
HE)KEJIaTENIbHBIX PEAKIUI MTallMEHTOB HA €ro ACUCTBHUE;

45) uccnenoBaHre OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mpenapara - BUA KIMHUYECKOTO
WCCJIEIOBaHMS JIEKApCTBEHHOTO IIperapaTa, MpPOBEACHUE KOTOPOro OCYUIECTBISETCS JUIS
OTIpeNieIeHUs] CKOPOCTH BCACBhIBAaHUS M BBIBEJCHMS OJIHOTO WJIM HECKOJIBKHX 00JaJaiolux
(bapMaKoJOTHYEeCKOW aKTUBHOCTHIO JEMCTBYIOIIMX BELIECTB, KOJMYECTBA JIEKAPCTBEHHOTO
npernapara, JOCTUTalOLIEr0 CHCTEMHOIO KpPOBOTOKA, M PE3YJIbTAaThl KOTOPOrO IO3BOJISIOT
clenaTh BBIBOJ O OMOPKBHUBAJIEHTHOCTH BOCIIPOM3BEACHHOIO JIEKAPCTBEHHOrO Ipernapara B
OTIpeNIeIeHHBIX JIEKapCTBEHHON (OopMe U JI03UPOBKE, COOTBETCTBYIOIIMX (OpME U JI03UPOBKE
pedepeHTHOro JeKapCTBEHHOT'O Mpenapara;

(1. 45 B pen. @denepanpHOro 3akoHa oT 22.12.2014 N 429-D3)

46) nccienoBaHUE TEPANIEBTUUECKON IKBUBAJIEHTHOCTHU JIEKAPCTBEHHBIX MIPENAPaTOB - BHU]L
KJIMHUYECKOTO  MCCIIEJOBAaHUS  JICKApPCTBEHHBIX  IpENapaToB, IPOBEAEHUE  KOTOPOro
OCYIIECTBIISIETCS JJI1 BBIABJICHUS OJMHAKOBBIX CBONCTB JIEKAPCTBEHHBIX IPENapaToB
OTIPENICTICHHON JIGKapCTBEHHOW (OpMBI, a TakKe HAIMYMUs OJWHAKOBBIX IIOKaszaTesen
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0e30macHOCTH M A(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENaparoB, OJMHAKOBBIX KIMHHUYECKUX
3¢ PEeKTOB MPU UX TPUMEHEHUH;

47) mpoTOKOJ KIMHUYECKOTO MCCIEJ0BaHUs JIEKAPCTBEHHOIO Ipernapara - JOKYMEHT, B
KOTOPOM OMPEEISIOTCS e , (POPMBI OpraHU3alUuU 1 METOJOJIOTHS ITPOBEACHUS KITMHUYECKOTO
MCCJIEIOBAHMSI, CTATUCTUYECKHE METOAbl 00paOOTKH pe3ybTaTOB TAKOTO MCCIEIOBAHUS U MEPbI
no obecreyeHUI0 0e30MacHOCTH  (U3MYECKUX JIMI, YYaCTBYIOIIUX B KIMHUYECKOM
MCCJIEJOBAaHUHM JIEKAPCTBEHHOI'O IIPEIapara;

48) Opormrtopa HCCIEIOBATENSI - CBOJAHOE H3JIOKEHUE PE3YNbTaTOB JIOKIMHUYECKOTO
UCCJIEIOBAHMSI JIEKAPCTBEHHOTO CpEICTBa M KIMHUYECKOTO HCCIIEIOBaHUS JIEKapCTBEHHOTO
npernapara Jyisi METUIIUHCKOTO IPUMEHEHUS;

49) wHPOPMALMOHHBIA JIMCTOK NAalMeHTa - JOKYMEHT, B KOTOPOM COJepXarcs B
JIOCTynHOW ¢opMe CBEIEHHUs, Kacarolluecs MPOBOAMMOIO KIMHHUYECKOTO HCCIeI0BaHus
JICKapCTBEHHOTO Mpernapara, ¥ B NMUCBMEHHOH (opMme JH0OpOBONBHOE COTJIacHe MalueHTa Ha
ydacTue B KIMHUYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO MperapaTa Mocie O3HAKOMIICHHS C
OCOOEHHOCTSIMU KJIMHUYECKOTO HCCIIEIOBAaHUS, UMEIOIMMHU 3HAUEHUE JJISl BBIPAXKEHUS TaKOTO
coryiacus;

50) mobouHOEe JEHCTBHE - PEAKIMs OpPraHU3Ma, BO3HUKINAS B CBSI3M C IMPUMEHEHUEM
JIEKapCTBEHHOT'O Mpernapara B J103aX, PEKOMEHAYEMbIX B HHCTPYKLUHU 10 €r0 MPUMEHEHUIO, s
npoUIaAKTUKY, JUATHOCTUKH, JIeUECHUS 3a00JI€BaHUS WU AJI peaOuIuTaluu;

50.1) wHexenaTenbHas peaklus - HENpeIHAMEpeHHas HeOJarompusTHAs peaKIus
OpraHu3Ma, KoTopas MOXKeT ObITh CBSI3aHA C IPUMEHEHHUEM JIEKAPCTBEHHOTO Mpernapara;

(. 50.1 BBenen @enepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HekenaTenbHas peaklus - HeKelaTeIbHasl peakius OpraHu3Ma, CBsI3aHHas
C IPUMEHEHHUEM JIEKAPCTBEHHOI'O Ipenapara, IpuBeaias K CMEPTH, BPOXKIECHHBIM aHOMAJIUSIM
WIA TIOpOKaM pa3BUTUS JUOO TMpeJcTaBisiolias coO0OW yrpo3y JKHM3HM, Tpeldyromas
TOCHUTAIM3AMY WIK TPUBEALIas K CTOMKON yTpaTe TpYAOCIOCOOHOCTH U (MJTN) MHBAIUHOCTH;

52) HempeIBUIEHHAs HEXellaTeslbHAs pPEaKIUs - HeKelaTelabHas peaklus OpraHu3Mma,
KOTOpasi CBs3aHa C IPUMEHEHUEM JIEKapCTBEHHOIO IIpernapara B /033X, PEKOMEHIYEMBIX B
IIPOTOKOJIE €r0 KIMHUYECKOTO HCCIIEe0BaHUs, OpOIIIOpe HCCaea0BaTeNsl, WIK C TPUMEHEHUEM
JIEKapCTBEHHOI'0 IIperapara B J03aX, PEKOMEHAYEMBIX B MHCTPYKIMH 10 €r0 NPUMEHEHUIO IS
npoUIaKTUKY, JUArHOCTHKHU, JI€YeHUs 3a00JeBaHMs WIM MEAUIMHCKOW peaduinTalnuu
NalMeHTa, W CYIIHOCTb, TSDKECTb WJIM HCXOJA KOTOPOH HE COOTBETCTBYET HH(OpMaIUU O
JIEKapCTBEHHOM IIperapare, CoJIepiKalleiicsi B MPOTOKOJE €ro KIMHUYECKOTOo HCCIEeI0BaHus,
Opoliope uccienoBaTess WK B MHCTPYKIUHU 110 TPUMEHEHHUIO JIEKaPCTBEHHOT'O IIperapara;

(m. 52 B pen. denepanpHOro 3aKkoHa oT 22.12.2014 N 429-D3)

52.1) dapmakoHag30p - BHJ JEATEIBHOCTH IO MOHMTOPUHTY 3(PQPEKTUBHOCTH H
0€30MacHOCTH JIEKAPCTBEHHBIX IIPENapaToB, HAIPaBJICHHbII Ha BBIABIEHUE, OLIEHKY U
MPEIOTBpALICHIE HEeXENaTeIbHbIX MOCIEICTBUN MPUMEHEHUS JIEKapCTBEHHBIX MPENnapaTos;

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

52.2) mmaH ympaBJ€HUS pUCKAMU - TOAPOOHOE OMHCAaHWUE MEPONPUITHH TIO0
(dapMakoHaq30py, HANpaBICHHBIX Ha BBIABICHUE, OIEHKY U IPEIOTBpAIICHUE WU
MUHUMU3ALUI0 PHUCKOB, CBA3aHHBIX C JIGKAPCTBEHHBIMM IIperapaTaMmH, BKIIIOYasi OLIEHKY
3¢ (HEKTUBHOCTH TaHHBIX MEPOIPUITUH;

(. 52.2 BBeneH PenepalibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuenT Ha JIeKapCTBEHHBIH Ipenapar - MUCbMEHHOE Ha3HAu€HUE JIEKapCTBEHHOTO
npenapata IO YCTaHOBJIGHHOW ¢opMe, BBIAHHOE MEIUIMHCKUM WM BeTepUHAPHBIM
pabOTHUKOM, UMEIOIIMM Ha 3TO MpPaBo, B IIENIAX OTIYCKa JIEKAPCTBEHHOI'O Mpenapara Wil €ro
W3TOTOBJICHUSI U OTITYCKa;

54) tpeGoBaHWE MEIUIIMHCKOW OpTaHHW3allid, BETEPUHAPHOW OpTaHM3aIllid - JOKYMEHT
YCTAHOBJICHHON (DOPMBI, KOTOPBIM BBIMHUCAH MEAMLIMHCKUM HIIM BETEPUHAPHBIM PAOOTHUKOM,
MMEIOLIUM Ha 3TO MPaBO, U COJEPKUT B MUCbMEHHOM (opMe yKazaHHEe alTeyHOW OopraHU3aluu
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00 OTHmycke IIeKapCTBEHHOTO TIperapara HWIM O €ro H3TOTOBIEHWH W 00 OTIyCcKe s
obecrnievueHus Je4eOHOro Mmpoiecca B MEIUIIMHCKON OPraHU3aIliK, BETEPUHAPHOW OpraHU3aIiH;
55) xoMmIUIeKCHasI OICHKa JICKApCTBEHHOTO Iperapara - OlEHKa 3aperuCTPHUPOBAHHOTO
JICKapCTBEHHOTO IMIperapara, BKIOYamomas B ceds aHamu3 HHPOpPMAIMH O CPaBHUTEIHHOM
KJIMHUYECKOH JPQPEKTHBHOCTH U  O€30MacCHOCTH JIGKAPCTBEHHOTO IMperapara, OICHKY
PKOHOMHUYECKUX TIOCIECACTBUNA €ro TPHUMEHEHHUs, W3YYCHHE JOTOJHUTEIbHBIX IOCIEICTBUI
NPUMEHEHHS JIEKaPCTBEHHOTO IMIperapara B IEIsSX MNPHHITHS PEIICHHH O BO3MOXKHOCTH
BKIIIOUCHUS JICKAPCTBEHHOTO TperapaTra B MEPEYCHb KU3HEHHO HEOOXOAMMBIX M BAKHEHIIIHX
JICKApCTBCHHBIX  TIpEnapaToB, HOPMATHBHBIC MPAaBOBbIE AaKThl W HMHBIC JOKYMEHTHI,
OTIPECIISAIONINE TOPSAIOK OKa3aHH MEIUIIMHCKON MTOMOIIHU, WA UCKITIOYEHHS €0 U3 YKa3aHHBIX
MePEYHsl, aKTOB U JOKyMEHTOB.
(. 55 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Iiasa 2. IOJTHOMOYMS ®EJEPAJIBHBIX OPTAHOB UCIIOJIHUTEJIBHOM
BJIACTH, OPTAHOB UCITOJIHUTEJBbHOM BJIACTH CYBBEKTOB
POCCUMCKOH
®EJIEPALIMU ITPU OBPAIIIEHUH JIEKAPCTBEHHBIX CPEJICTB

Crates 5. [TomHOMOUMS (eiepaTbHBIX OPTaHOB UCTIOTHUTEIHLHOW BIACTH IIPH OOpaImieHun
JIEKapCTBEHHBIX CPEJICTB

K mnonHoMouusiM denepanabHbIX OpPraHOB HCIIOJHUTENBHONW BJIACTH MpU OOpalleHUU
JIEKapCTBEHHBIX CPEACTB OTHOCSTCA:

1) npoBenenue B Poccuiickoit denepannn eAMHON TOCYIapPCTBEHHON MOJUTUKU B 00J1aCTH
oOecrnieyeHus JeKapCTBEHHBIMU MpenaparaMu rpaxaan B Poccuiickoit @eneparui;

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

2) yrBepxkaeHHe oO0muMX (apMakoNeWHbIX cTaTeil, (QapMakoNeHHBIX CTaTed, H3/laHue
roCyJapCTBEHHON (apMmakoren, co3faHue M BeJeHHE peecTpa (apMaKOMEWHBIX CTaHAAPTHBIX
00pa3sIoB;

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

3) OCyIIECTBJIEHHE TOCYAapCTBEHHOTO KOHTpOJsi (Ham3opa) B cdepe oOparmieHus
JIEKapCTBEHHBIX CPEJICTB;

(B pea. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

4) InuueH3UpOBaHHE TNPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB M  (papMaleBTUUYECKON
JIeATEIIbHOCTH B COOTBETCTBUH C 3aKOHOJATENLCTBOM Poccuiickoit denepanny;

5) opraHuzamUs OKCHEPTHU3bl JIEKAPCTBEHHBIX CPEICTB, JATHUECKOW OSKCIEPTU3BI
BO3MOXXHOCTH TPOBEACHUS KIMHUYECKOTO MCCIEI0BaHUs JIEKapCTBEHHOIO Ipernapara Juis
MEAMIMHCKOTO NPHUMEHEHUs, SKCIEPTU3bl JOKYMEHTOB, IPEJICTaBICHHBIX Ul OINpPEACICHUS
BO3MOXXHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIN MpenapaT AJii MEIUIIUHCKOTO MPUMEHEHUs Mpu
roCcy/1apCTBEHHOW PETUCTPALlMK B KaYECTBE OPPaHHOIO JEKapCTBEHHOTO Mpenapara;

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opranusanus MpoBeIEHUSI KOMIIJIEKCHOM OLIEHKH JIEKapCTBEHHOTO Ipenapara B LEsix
NPUHATHUS PEUIeHHH O BO3MOXXHOCTH BKIIIOUEHHUS JIEKapCTBEHHOTO IIpernapara B Ie€peuyeHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX MpenapaToB, HOPMaTHBHbIE MTPABOBBIE
aKThl M HHbIE JOKYMEHTBHI, ONpEAEIAIONMe MOPSAOK OKa3aHUs MEIULIMHCKONW MOMOIIM WU
UCKJTIOYEHHS €T0 U3 YKa3aHHBIX [1€PEeUHs, aKTOB U JOKyMEHTOB;

(m. 5.1 BBegen PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) BblIa4ya pa3pelieHU Ha NPOBEICHHE KIMHUYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
IIPENapaToB, BEJECHUE pEECTpa BbIAAHHBIX PpA3pEUICHUM Ha MPOBEIACHHE KIMHUYECKHUX
MCCJIEOBAHMM JIEKAPCTBEHHBIX IIPENApaTOB;

7)  ToCyHapCTBEHHas  perucrpalnus  JEKapCTBEHHbIX  IIPENaparoB,  BEJICHHE
roCyJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEJCTB;
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8) opranuzanmus ¥ (WIM) TPOBEJACHHWE WHCIEKTUPOBAHUS CYOBEKTOB OOpaIIeHUs
JIEKapCTBEHHBIX CPEJCTB HAa COOTBETCTBME IpAaBWJIAM HaJyleXkalleil J1abopaToOpHOW MPaKTUKH,
IIpaBUJIaM HaJUIeKaled KIIMHAYECKON NMPAKTUKY, IIPABUIIAM HAJICKAIIECH IPAKTUKHA XPaHEHUS U
IIEPEBO3KU JIEKAPCTBEHHBIX MPENapaToB, IpaBuiiaM HaJulexkalleil TucTpuObIOTOPCKOM PaKTUKH,
IIPaBWJIaM HaJIeXKalled alTeYHOW TPaKTUKU;

(n. 8 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

8.1) opranuzanmus W (WIU) TPOBEACHHE WHCIEKTHPOBAHUS CYOBEKTOB OOpaIIeHHs
JCKapCTBEHHBIX ~ CPEICTB  HA  COOTBETCTBHE  TpPeOOBAHMSAM  TpABWI  HaJIekKaIleH
IIPOU3BOJCTBEHHOW IIPAKTHKHM, BblJaua 3aKIIOYEHUH O COOTBETCTBHM IIPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM MPaBHJI HaUIEXKAIECH TPOU3BOACTBEHHOMN NPAKTUKY;

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

8.2) ycTaHOBIIEHUE MTOPAJKA BEJICHHS U BEIEHUE OCYJapCTBEHHOIO peecTpa 3aKJIIoUeHUN
O COOTBETCTBUU IIPOU3BOJIUTEINIS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUAM IIpaBUJI HaJUIeXkKallen
IIPOU3BOJCTBEHHOM NPAKTUKH;

(m. 8.2 BBegen deaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

9) rocynmapcTBeHHasl pErucTpalusi YCTaHOBJIEHHBIX IPOU3BOAUTEISIMHU JIEKAPCTBEHHBIX
IpenapaToB MpeleNbHbIX OTIYCKHBIX LE€H Ha JKU3HEHHO HEeoOXoIuMble M BakHeHIue
JIEKapCTBEHHBIE TperapaThl U BEAEHHE rOCYAapCTBEHHOTO PEECTPa MPEAEIbHBIX OTIIYCKHBIX LIEH
IIPOM3BOJUTENIEH Ha JIEKApCTBEHHBIE IIpENaparbl, BKIIOYCHHBIE B IIE€PEUEHb KU3HEHHO
HEOOXO/IMMBIX U BaXKHEHIIINX JICKapCTBEHHBIX IIPENapaTosB;

9.1) cormacoBaHue IPOEKTOB PEIIEHUH OpPraHOB MCIOJHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoit denepanun 00 yCTaHOBICHUM U (WJIM) U3MEHEHUHU MPEAETIbHBIX Pa3MEPOB ONTOBBIX
Ha/10aBOK M INpENeNbHBIX Pa3MEpPOB PO3HUYHBIX HAZA0aBOK K (DAKTUUECKUM OTIYCKHBIM II€HAM,
YCTAaHOBJIEHHBIM  IPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHbIE
npernapathl, BKIIOUEHHbIE B IEPEUYEHb J)KU3HEHHO HEOOXOIUMBIX U BaKHEHIIMX JIEKapCTBEHHBIX
[IPEnapaTos;

(1. 9.1 BBeneHn PenepanbHbIM 3aKk0HOM OT 13.07.2015 N 241-D3)

10) ycraHOBNIEeHHE MOpsAKa BBO3a JIEKAPCTBEHHBIX cpencTB B Poccuiickyto denepanuio u
BBIB03a JIEKAPCTBEHHBIX CpelcTB U3 Poccuiickon Penepanny;

(m. 10 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

10.1) Bblmaya, yCTAaHOBJIEHME TOpsAKa BbIIAYM U (QOPMBI  JTIOKYMEHTa, KOTOPBIi
MOJITBEPKJIAET, YTO MPOU3BOJICTBO JIEKAPCTBEHHOIO MpernapaTa OCyIIECTBIEHO B COOTBETCTBUU C
TpeOOBaHUSAMHM  MpPaBUI  HAAJeKalleld  MPOU3BOACTBEHHOM  MPAaKTHKH, M IOJUICKHT
IPEJICTABICHUIO MO0 TPeOOBAaHUIO YIOJHOMOYEHHOI'O OpraHa CTpaHbl, B KOTOPYIO BBO3UTCS
JIEKapCTBEHHBIN IIpenapar;

(. 10.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10.2) BbImaua, yCTAaHOBJICHHE TMOPSAKAa BBIIAYM W (OPMBI JOKYMEHTA, COJEPKAIIETO
CBEJCHMSI O CTAIUAX TEXHOJOTHYECKOTO MPOIiEcca MPOU3BOICTBA JIEKAPCTBEHHOIO CPEACTBA JUIS
MEAMIMHCKOTO MPUMEHEHMSI, OCYIECTBIISIEMBIX Ha Tepputopun EBpazuiickoro 3KOHOMHUYECKOTO
CO03a;

(m. 10.2 BBegen denepanpHbiM 3ak0HOM OT 22.12.2014 N 429-03, B pen. denepanbHOro 3akoHa
ot 13.07.2015 N 241-®3)

11) co3nanue coBETOB MO BONPOCaM, CBA3aHHBIM C 0OpallleHUEM JIEKapCTBEHHBIX CPE/ICTB;

12) aTTecranus u cepTUHUKAIMS CIEIUATNCTOB;

13) yrpartun cuiy ¢ 1 centsiOps 2013 rona. - ®@enepanbubiif 3akon ot 02.07.2013 N 185-
®3;

14) ocymecTBienue GpapmMakoHaa30pa;

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

15) yuactue B MeX1yHapOAHOM COTPYIHUYECTBE;

16) monyueHue Mo 3ampocaM YIMOJTHOMOYEHHOTO (eepaabHOTO OpraHa MCTOJHUTEIBLHOM
BJIACTH OT OPraHOB MCIIOJHHUTEIBHOHN BiacTu cyObekToB Poccuiickoit dexepanyu, a Takxke OT
CyOBEKTOB 00pallleHHsl JIEKapCTBEHHBIX CPEICTB ISl MEAUIUHCKOIO IPUMEHEHUsT HH(OpMaIiu
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[0 BOIIPOCAM YCTAHOBIJICHHUS M MPUMEHEHUS IIEH Ha JICKapCTBEHHBIC MpenapaThl U HaJ10aBOK K
HUM;

17) mpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapyllIeHHWE 3aKOHOJAaTeIhCcTBa Poccuiickoii
denepanuu;

18) yTBepkneHHE TpaBWI HaAJIekKaIIeH 1abopaTOpHON MPaKTUKH, TTPaBUII HaJIekKaIeH
KJIIMHAYECKOW MPAKTUKH, IPAaBWJI HAJUIEXKAIIed MPOU3BOJACTBEHHOM IIPAKTUKH, IIPABUII
HaJUIe)Kalled MpPAaKTUKU XPAHEHHUs U TEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB, IPaBUI
Ha/JIeKaIed AMCTPUOBIOTOPCKON MPAKTUKHU, MTPABUI HAJUIEkKAIEH anTeqHOl MPaKTUKH, TPaBUII
HaJJIeXKalleld MPaKkTUKU (apMaKoHAI30pa JIEKapCTBEHHBIX IMpernapaToB s METUIIUHCKOTO
IIPUMEHEHUS;

(m. 18 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19) ycranoBnenue nopsijaka (GOpMUPOBaHUS PETUCTPALMOHHOTO JOChE Ha JIEKaPCTBEHHbBIN
npenapar u TpeOOBaHUH K JOKYMEHTaM B €0 COCTAaBE;

(m. 19 BBenen denepanbHpiM 3aK0HOM 0T 22.12.2014 N 429-03)

20) yTBepkAEHHE IMpaBWJ PAIMOHATIBLHOTO BBHIOOPAa HAMMEHOBAHUU JIEKAPCTBEHHBIX
IpenaparoB sl MEAULUHCKOTO IPUMEHEHHS;

(. 20 BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

21) yTBepKIIeHHE MTEPEeYHs] HANMEHOBAHHI JIEKAPCTBEHHBIX (OPM;
(m. 21 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

22) ¢dopMupoBaHHE peecTpa THUIOBBIX HHCTPYKUUN MO MEAULIUHCKOMY MPUMEHEHHIO
B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IPENapaToB;

(. 22 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

23) yTBepxkaeHHe TpeOOBaHUN K MHCTPYKIMH MO MEIUIIMHCKOMY TMPUMEHEHHIO
JIEKapCTBEHHBIX MPENapaToB U K HHCTPYKLUU 110 BETEPUHAPHOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX
[Ipenaparos;

(. 23 BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

24) nocyneOHOE 3aKpBITHE CAUTOB, colepKalmMX HHGOPMAIMI0 O PO3ZHUYHOU MPOJaKe
JUCTAHIIMOHHBIM CHOCOOOM, MpPEUIOKEHHE O MPHOOPETEHUH TUCTAHIIMOHHBIM CIIOCOOOM,
JIOCTaBKe JUCTAHLIMOHHBIM CIIOCOOOM U (WiIM) mepefadye pU3NYecCKOMY JIMIY AMCTaHLMOHHBIM
CHOCOOOM JIEKAPCTBEHHBIX IpenapaToB, HAPKOTUYECKHUX JICKAPCTBEHHBIX NPENapaToB U
NICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, 3a MCKIIOUYEHUEM CIy4yaeB, YCTaHOBJIEHHBIX
ITpaBuTenscTBOM Poccutickoit @enepanuu.

(. 24 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeyanue.

[Tonoxkenuss crtaTbu 5.1 pacIpoCTpaHSIOTCS HA MOJHOMOYHS (elepalibHbIX OpPraHOB
WCTIOJIHUTENIBHOM  BJIACTH, KOTOpbIE HE TEepeldaHbl g  OCYIIECTBICHHS  OpraHam
rOCy/IapCTBEHHOW BIAacTu CyOwbekToB Poccuiickoii ®Dexepanuu W OpraHaM MECTHOTO
CaMOYTIPaBIIEHUSI COOTBETCTBYIOIMNUMU (heJiepaTbHbIMU 3aKOHAMHU.

Cratess  5.1. TIlepemada oOCyIIECTBIICHUS TOJHOMOYUN  (efepanbHBIX  OpPTraHOB
WCTIOJTHUTEIIEHOM BJIACTH TPU OOpAIICHHUH JICKAPCTBEHHBIX CPEJICTB OpPraHaM HCIIOJTHATEITBHON
BIIacTu cyOnekToB Poccuiickoit deneparun

(BBenena dexnepanbHbIM 3akoHOM OT 13.07.2015 N 233-D3)

[TonHomounst QenepalbHBIX OpPraHOB HCIIOJHUTENBHON BIACTH TMpH  oOpalieHun
JIEKAPCTBEHHBIX CPEACTB, MNPEAyCMOTpPeHHble HacrtosmuM DenepanbHbIM 3aKOHOM, MOTYT
nepeaaBaThCs Ul OCYLIECTBICHHUS OpraHaM HCIOJHHUTENBbHOM BiacTH cyOBeKTOB Poccuiickoit
®enepauun  nocraHoBieHusMu  [IpaBurenbctBa Poccuiickoir  ®@enepauri B MOPSAJIKE,
ycraHoBiIeHHOM ®DenepaibHbiM 3aKOHOM OT 6 OkTs0ps 1999 roma N 184-®d3 "OO6 obmux
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MMpUHIHUIIAX OpPraHUu3alvn 3aKOHOAATCIIbHBIX (HpeI[CTaBI/ITeHLHBIX) " UCIOJHUTCIIbHBIX OpTaHOB
roCy/IapCTBEHHOU BIacTH cyObekToB Poccuiickoii denepariu’.

Cratpst 6. IlomHOMOYMS OpraHoOB HCIOJHUTENBHOW BJacTH cyobekta Poccuiickoi
®Deneparuu Mpu 0OpaeHNH JIEKAPCTBEHHBIX CPEICTB

K mosHOMOYMSIM OpraHoB HCIONHHUTEIBHON BiacTu cyOwnekTa Poccuiickoit denepanuun
pu 0OpaIICHUH JICKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) paspaboTka | peaau3anus PErHOHAIBHBIX MPOTpaMM OOECIICUCHHS] HACEICHUS
JIEKapCTBEHHBIMU TpenapaTamu;

2) yCTaHOBJICHHE TMpEIEIbHBIX pPa3MEpPOB ONTOBBIX HaJA0aBOK M TPEICIbHBIX Pa3MEpOB
PO3HUYHBIX HAT0aBOK K (DAKTUYECKHM OTIYCKHBIM IIEHAM, YCTaHOBJICHHBIM MPOU3BOIUTEIISIMU
JIGKapCTBEHHBIX IIpenapaToB, Ha JIEKAapCTBEHHbIC IIpenapaThl, BKJIIOYCHHBIE B IEPEUYCHb
JKU3HEHHO HEOOXOUMBIX U BOXKHEUIIIMX JICKAPCTBEHHBIX MIPENapaToB;

3) ocyllecTBICHHE PETHOHAILHOTO FOCYIapCTBEHHOTO0 KOHTPOJIS 32 IPUMEHEHUEM 1IeH Ha
JIEKapCTBEHHBIE TIpeNapaThl, BKIIOUYCHHBIC B MIEPEUYCHD KU3HEHHO HEOOXOIMMBIX M BaXKHEHIIINX
JIEKapCTBEHHBIX MPENapaToB, OpraHu3alysIMy ONTOBON TOPTOBJIM, allTEUHBIMU OpPraHU3ALUSIMU,
WHIUBUIYAIbHBIMUA TIPEANPUHUMATEIISIMU, HMMCIONIUMHU JIMIICH3WI0 Ha (apMaleBTHUYECKYIO
JIESATCILHOCTD.

(B pea. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)

I'naBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Cratpst 7. PazpaboTka U n3aHue TOCYAapCTBEHHOM (hapMaKoIeH, pa3MeIIeHUe JaHHbBIX O
HeHl

1. TTox rocyaapcTBeHHOM (papMakomneeit TOHUMAETCS CBOJ] 00IIUX (hapMaKOMEHHBIX CTaTei
U (apMaKoIeHHbIX CTaTeH.

2. Pazpabotka o0mux (apMakomeHbIX cTateil U GapMakONEHHbIX CTaTei, B TOM YHUCIIE
(dapMakonelHbIX cTaTeil Ha (apMakomnelHble CTaHIapTHbIE OOpa3libl, W BKIOYEHHE HX B
rOCy1apCTBEHHYI0  (papMakomer0  OCYIIECTBISAIOTCS B TOPSAKE,  YCTaHOBJIEHHOM
YIOJIHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCIIOTHUTEIBbHON BIIACTH.

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

3. Pa3pabotka (apmakoneiiHoW cTaThbi Ha pedepeHTHBIN JIEKApCTBEHHBIH MpemnapaTr |
BKJIIOYEHHE €€ B TOCYAAapCTBEHHYIO (hapMakolerd B TEYEHUE CpoKa JEHCTBHS 3allUThI
UCKJIIOYUTENLHOTO TpaBa, YIAOCTOBEPEHHOTO IATEHTOM Ha pedepeHTHBIH JeKapCTBEHHbIN
Ipernapar, OCYIIECTBIISIOTCS C COTIacusl ero pa3paboTurKa.

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

4. TocynapctBeHHast papMakorniess U3JaeTcsl YHOJHOMOYEHHBIM (eepalbHbIM OpPraHOM
UCTIOJIHUTENIHOW BJIACTH 32 CUET CPEJCTB (hefepaibHOro OI0/KEeTa M MOJUICKUT Tepen3aaHusIM
HE peXe YeM OAWH pa3 B MATh JIET, B MEPHUOJ MEXIYy KOTOPHIMH HM3JAIOTCS MPHIIOKEHUS K
rocyiapcTBeHHOU (hapmakoree, cojepxkamue oOmme QapmakoneitHple cratbd W (WIH)
(dapmakoreliHble CTaThbU, YTBEP)KICHHbIE TOCTEe M3AAHUS WIIM MEepeu3JaHusl rocyAapCTBEHHOM
dapmakoren.

5. YnonnomoueHHbIH (eepanbHbIA OpraH UCIIOTHUTEIIBHON BJIACTH pa3MeIIaeT JaHHBIE O
roCcyJapCcTBEHHOH (hapmakoriee U MPHIOKEHHUSIX K HEll Ha CBOeM O(UIIMAILHOM CalTe B CETH
"MHTepHET" B yCTAaHOBIEHHOM UM HOPSJKE.

I'naa 4. TOCYJIAPCTBEHHBIA KOHTPOJIb TP OBPAIIIEHUAN
JIEKAPCTBEHHBIX CPEACTB
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Cratps 8. JIuneH3upoBaHHE MPOU3BO/ICTBA JICKAPCTBEHHBIX CPENICTB U (hapMalleBTHUECKON
JeATEIbHOCTH

1. JluneHsupoBaHHe TPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB M  (hapMarieBTHUECKON
JIEATEIIbHOCTU OCYILECTBIISETCS B COOTBETCTBUU C 3aKOHO1aTesbcTBOM Poccuiickoit denepanuu.

2. O6s13aTeIBbHBIM YCIOBUEM MIPEAOCTABIICHUS JIMIICH3UU Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX
CPEACTB SABJISETCS NMPUIIOKEHHUE K 3asBJICHUIO COMCKATEIS JIMLIEH3UHU MEPEUHs JICKAPCTBEHHBIX
dbopm 1 (1au) BUAOB (hapMarieBTUUECKUX CyOCTaHIINM, KOTOPBIC TPOU3BOAUTEIb JIEKAPCTBEHHBIX
CpEICTB HAMEPEH MTPOU3BOJIUTD.

3. B ciiyqae He0OXOAMMOCTH PAaCIIUPEHUS TPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 3a CUET
HOBBIX JICKAPCTBCHHBIX (OpPM ¥ BHIOB (DapMaIeBTUYECKHX CYOCTAHIIMNA TPOM3BOAUTEIH
JIEKapCTBEHHBIX CPEJICTB JIOJKEH MOTYUYUTh HOBYIO JIMIIEH3UIO HA MPOU3BOICTBO JICKAPCTBEHHBIX
CpE/ICTB.

Cratbst 9. ['ocynapcTBeHHBI KOHTPOJIb (Haa30p) B chepe oOpallieHus JIeKapCTBEHHBIX
Cpe/CTB
(B pen. @enepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. TocymapcTBeHHBIN KOHTPOJIb (HAaI30p) B cdepe oOpalieHus JIEKApCTBEHHBIX CPEICTB
BKJIIOUYAET B ceO0sl:

1) NUIIEH3UOHHBIN KOHTPOJb B cdepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB U B cepe
(dapMaLeBTUYECKON 1€ TEIbHOCTH;

2) henepanbHBINA TOCYIapCTBEHHBINA HAI30p B chepe oOpaleHus JIeKapCTBEHHBIX CPE/ICTB;

3) BEIOOPOYHBIN KOHTPOJIb KaYECTBA JIEKAPCTBEHHBIX CPE/ICTB.

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

2. JIneH3MOHHBIM KOHTPOJIb B cepe MPOMU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U B cepe
(dapMalleBTUYECKON  N1€ATEIbHOCTH  OCYIIECTBISIETCS  YIOJIHOMOYEHHBIMU  (peliepabHBIM
OpraHOM HCIOJHMTENbHOM BIACTM W OpraHaMM HCHOJHMUTENBHOM BIAacTH CyOBEKTOB
Poccniickoit @enepanny CONIACHO UX KOMIIETEHIIMU B NIOPAJIKE, YCTaHOBIEHHOM DenepanbHbIM
3akoHOM OoT 26 nekabps 2008 roma N 294-03 "O 3amuTe npaB OPUAMYECKHX JHIl U
WHAVBUAYAJIbHBIX TpEANpPUHUMATENIe MpPU OCYLUIECTBICHUHM TOCYAapCTBEHHOTO KOHTPOJIS
(Hag3opa) U MyHMLMIIAIBHOTO KOHTPOJIA", C y4eTOM OCOOCHHOCTEH OpraHM3alliu U MPOBEACHUS
IIPOBEPOK, ycTaHOBJIEHHbIX PenepanbHbIM 3akoHOM 0T 4 Mmasg 2011 roga N 99-©3 "O
JUIEH3UPOBAHUU OTJEJIbHBIX BUJIOB JI€ATEIBHOCTH .

3. ®enepanbHbIN TOCYIapCTBEHHBIA HAA30p B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB
OCYILECTBIISICTCSI  YIOJHOMOYEHHBIMU (heZiepaibHBIMU  OpTaHaMH  HCIOJHHUTENIbHON BIACTH
(maee - opraHbl TOCYAAapCTBEHHOTO HAaJI30pa) COIVIACHO HX KOMIIETEHLUHUU B MOPAJIKE,
yctaHoBieHHOM [IpaBurensctBom Poccniickoit denepanun.

4. denepanbHbIii TOCYAAPCTBEHHBIN HaI30p B chepe oOpalleHus JIeKapCTBEHHBIX CPEJCTB
BKJTIIOYAET B ceOsl:

1) opraHuzanMio W TPOBEACHUE IPOBEPOK COOJIOJACHHUS CYObEeKTaMH OOpaleHHs
JIEKapCTBEHHBIX CPE/ICTB YCTAHOBJIEHHBIX HACTOSIINUM DeepalbHbIM 3aKOHOM U MPUHSATHIMU B
COOTBETCTBUM C HUM HHBIMH HOPMATHBHBIMHM NpPaBOBBIMM akTamu Poccuiickoii ®enepanuu
TpeOOBaHUI K JOKJIMHUYECKUM HCCIIEIOBAaHUSAM JIEKApPCTBEHHBIX CPEACTB, KIMHUYECKUM
MCCIIEIOBAHMSIM JIEKApCTBEHHBIX IIPENapaTroB, XpPaHEHMIO, IEPEBO3KE, BBO3Y B Poccuiickyro
Oenepaluio, OTIYCKY, pealid3allii JIEKApCTBEHHBIX CPEACTB, MPUMEHEHUIO JIEKApCTBEHHBIX
IpenapaToB, YHUYTOXKEHUIO JIEKAPCTBEHHBIX CPEACTB, a TAKXKE COOIIOCHHUS YITOJTHOMOUYEHHBIMHU
opraHaMyd WCIOJHUTEIBHOM BIAacTH CyObekTOB Poccuiickoit ~®Dexepanuu  METOIUKH
YCTAHOBJICHHSI IPEACIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK U MPENENbHBIX pa3MEPOB POZHUYHBIX
HaA0aBOK K  (aKTUYECKHMM  OTIYCKHBIM II€HaM, YCTAHOBJEHHBIM IPOU3BOAUTEIIMU
JIEKapCTBEHHBIX IPENapaTroB, Ha JIEKApCTBEHHBbIE IIpenaparhbl, BKJIIOYEHHBIE B IE€PEUYEHb
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KU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIGKAPCTBEHHBIX IPENaparoB (najnee - o0s3aTenbHbIe
TpeOoBaHu);

2) opraHM3alMi0 M MPOBEICHUE IPOBEPOK COOTBETCTBUSI JICKAPCTBEHHBIX CPEJCTB,
HAXOJSIIUXCS B TPasKJaHCKOM 000pOTe, YCTAaHOBJIEHHBIM TPEOOBAHUSAM K UX Ka4ueCTBY;

3) opranu3anuio 1 npoBeneHne papmMakoHaa30pa;

4) mpuMeHEHHUE B TIOPSIJIKE, YCTAHOBIEHHOM 3aKOHOAATeNbcTBOM Poccuiickoit deneparumy,
Mep IO MPECEYCHHIO BBISBICHHBIX HAPYIICHUH 00s3aTeIbHBIX TPEOOBAHUHN U (UJIH) YCTPAHEHUIO
MOCJIEICTBUM TaKUX HapyLIeHUH, B TOM 4YHUCJIE I[PUHATHE PEIIEHHUS O HaXO0XKIECHUU
JICKapCTBEHHBIX CPEACTB B OOpAICHWH, BbIaYy NPEANUCAHUNA 00 YCTpaHEHUH BBISBICHHBIX
HapyIICHUN 00s3aTeNIbHBIX TPEOOBaHU U MPUBJICUEHUE K OTBETCTBEHHOCTH JIUI, COBEPIIHBILINX
TaKue HapyIICHHUS.

(uactsb 4 B pen. enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @expepanbHBIA TOCYIapCTBEHHBIA HAI30p B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS B MOpsiJKe, ycTaHoBIeHHOM DenepanbHbiM 3akoHOM OT 26 nexadpst 2008 rona
N 294-®3 "O 3ammTe npaB IOPUAWYSCKUX JUI U WHIUBUAYAIBHBIX MPEANPUHUMATENCH TpU
OCYIIECTBIICHUU TOCYIApCTBEHHOTO KOHTPOJS (HAA30pa) M MYHHUIMIAILHOTO KOHTpousa", ¢
y4eToM 0COOEHHOCTEH, yCTAaHOBJICHHBIX HACTOSIIEH cTaThell. [IpeaBapuTensHOe cormacoBaHme ¢
OpraHaMH TMPOKYpaTypbl CPOKOB NPOBEACHHUS BHEIJIAHOBON MPOBEPKU CYOBEKTOB OOpaIeHUS
JIEKapCTBEHHBIX CPEACTB, a TaKXe INPEJBAPUTEIbHOE YBEJOMJICHHE IOPUAMYECKUX JIMIL,
WHAUBUAYAIbHBIX TMpEINpUHUMATENIe O Hayaue MPOBENCHHUS 3TOI NMpOBEpKH HE Tpedyercs.
Opranbel NpoKypaTypbl M3BEIIAIOTCSI O IPOBEJECHUM BHEIUIAHOBOM MPOBEPKU CYOBEKTOB
oOpallleHus  JIGKQpPCTBEHHBIX CPEJCTB  IOCPEICTBOM  HAIPaBJICHHUS COOTBETCTBYIOIIHUX
JOKYMEHTOB B TE€YCHHE TpeX pabounx JHEH ¢ MOMEHTAa OKOHYaHHS NPOBEICHHS YKa3aHHOU
BHEIUIAHOBOM MPOBEPKH.

(vacTsb 5 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. JIoMKHOCTHBIE JIUI]A OpraHa rocyAapCTBEHHOrO HaJ30pa B IMOPSAIKE, YCTAaHOBJIEHHOM
3aKOHOJ1aTeNbecTBOM Poccniickoit denepannu, UMEIOT IPaBo:

1) mony4aTte Ha OCHOBAaHMM MOTHMBUPOBAHHBIX HHCbMEHHBIX 3alpoOCOB OT CYyOBEKTOB
oOpalieHus TeKapCTBEHHBIX CPEJICTB, OPTAHOB MCTIOJHUTEILHON BIIaCTH CyObekTOB Poccuiickoi
denepau ¥ OPraHOB MECTHOT'O CaMOYIPaBIEHHUS JOKYMEHTBHl M MH(QOPMAIUIO 110 BOIPOCaM
oOpaleHus JIeKapCTBEHHBIX CPEJICTB;

2) GecnpensATCTBEHHO IO MPEIbSIBICHUM CIY)KEOHOTO YAOCTOBEPEHHUS M KONHMM IMpHUKa3a
(pacniopsikeHMsI) OpraHa TOCYJAapCTBEHHOI'O HaJI30pa O Ha3HAYEHUH IPOBEPKU IOCELaTh
UCIIONb3YyEMbIE  IOPUIMYECKUMM  JIMUAMH,  HMHAMBUAYAJIbHBIMH  MPEANPUHUMATEISIMH,
ABIISIOIIMMUCS CYObEKTaMH OOpallleHHs JIEKapCTBEHHBIX CPEICTB, IPHU OCYIIECTBICHUH CBOEH
JEATEIIBHOCTH TEPPUTOPHUM, 3/1aHUSA, IOMEIIEHUS M COOPYKEHUS B LEIAX IPOBEACHHUS
MEPONPUITHHA 10 KOHTPOJIIO;

3) mnpoBoauTh OTOOpP 00pa3IOB JIEKAPCTBEHHBIX CPEJACTB, MpeIHA3HAYEHHBIX JUIA
pean3aluy U pealn3yeMbIX CyObeKTaMH OOpallleHUs! JeKapCTBEHHBIX CPEACTB, JUISl MIPOBEPKU
UX KauecTBa, MPOBEACHUS HCCIEAOBAaHHM, UCIBITAHUNA B COOTBETCTBMU C MpPaBHJIAMH OTOOpa
00pa310B, YCTAaHOBJIEHHBIMU YIOJHOMOYEHHBIM (eAepalbHbIM OPraHoOM HCIOJHUTEIbHON
BJIACTH;

4) BbIaBaTh CyOBEKTaM OOpalleHus JIEKApCTBEHHBIX CPEJICTB MPEIANHCAHUS O
MPEeKpaLIEHUN HapylIeHU oO0s3aTenbHBIX TpeOOoBaHUN U 00 YCTpaHEHUU BbBISBICHHBIX
HapyIIeHUH 00513aTeTbHBIX TPEOOBAHUM;

5) HampaBiSATh B YIOJHOMOYEHHBIE OpraHbl MaTepuajbl, CBSI3aHHBIE C HaPYLICHUSIMHU
00s13aTeNIbHBIX TpeOOBaHMM, AJIS PELICHUS BOMPOCOB O BO30YKIACHWM YTOJOBHBIX JA€N IO
IIPU3HAKAM IIPECTYIIJICHUN.

7. BBIOOpPOYHBII KOHTPOJb KauecTBa JIEKAPCTBEHHBIX CPEACTB  OCYLIECTBISCTCS
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJHUTENbHON BJIACTH B YCTAaHOBJIEHHOM UM
MOPSIKE U BKIIIOYAET B ceOsl:
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1) o0OpabGoTKy cBeneHUH, B 00S3aTEIBHOM TMOPSAIKE MPEIOCTABIAEMBIX CYOBEKTaMH
oOpallleHusi JIEKapCTBEHHBIX CpPEICTB, O CepusX, MapTHSIX JEKApCTBEHHBIX CpPEICTB,
MOCTYIAIIINX B rpakaHckuii 000poT B Poccutickoit deneparnuy;

2) orOop 0Opa3IOB JEKAPCTBEHHBIX CPEICTB Y CYOBEKTOB OOpalleHHUs JIEKapCTBEHHBIX
CPEICTB B LIENSX IMPOBEIEHUS MCIBITAHUM HAa MX COOTBETCTBHE TPeOOBAHHSIM HOPMATHUBHOM
JOKYMEHTAIlUU WJIM HOPMATUBHBIX JIOKYMEHTOB;

3) mnpuHSATHE TO pe3ylbTaTaM IPOBEIECHHBIX HWCIBITAHUNA pEIIeHUs O JaJlbHEUIIeM
rpakAaHCKOM 000POTE COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO CPE/ICTBA;

4) TpUHATHE VYIOTHOMOYEHHBIM (enepanbHbIM OpraHOM HWCIHOJHUTEIBHON BIIACTH
pelleHuss O TepeBOJe JIEKAPCTBEHHOTO CPEACTBA HA IOCEPUNHBIN BBIOOPOUYHBIN KOHTPOJIb
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB B CIIydae MOBTOPHOTO BBISBICHUS HECOOTBETCTBUS KaueCTBa
JICKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TpeOOBaHUAM U (TIpU HEOOXOJMMOCTH) O MPOBEPKE
cyObekTa oOOpamlieHusi JIEKapCTBEHHBIX CpEACTB. Pacxonpl, CBs3aHHBIE C MPOBEACHUEM
MOCEPUITHOTO BBIOOPOYHOTO KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEJCTB, OIUIAYMBAIOTCS
NPOM3BOUTENIEM  JICKAPCTBEHHOTO  CpEeICTBA  JMOO  JepiKaTesieM  WMIM  BIIAJEJbIIEM
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO MIpeTapara.

(uacts 7 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

I'naBa 5. PABPABOTKA, JOKJIMHUYECKHUE UCCJIIENJOBAHUSA
JIJEKAPCTBEHHBIX CPEJACTB, A TAK)KE KIMHUYECKHUE NCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB /IUVI1 BETEPUHAPHOI'O IIPUMEHEHUA

Crarps 10. Pa3paboTka JIeKapCTBEHHBIX CPEACTB

1. Pa3paGoTka IJeKapCTBEHHBIX CpPEICTB BKJIOYAaeT B ceOs TOUCK HOBBIX
q)apMaKOJ'IOFI/ILIGCKI/I AKTUBHBIX BCIICCTB, MOCICAYIONICC U3YYCHHUEC HUX JICKAPCTBCHHBIX CBOﬁCTB,
JTOKIMHUYECKUE WCCIIEOBaHUS, Pa3pabOTKy TEXHOJOTHH MpPOHM3BOACTBA (hapMarleBTHUECKHX
cyOcTaHIHii, pa3paboTKy COCTaBOB U TEXHOJIOTHIA MTPOU3BO/ICTBA JICKAPCTBEHHBIX MPEmapaToB.

2. ®uHaHCOBOE obecreyeHue pa3pabOTKU JICKAPCTBEHHBIX CPEICTB OCYIIECTBIAETCS 3a
CUeT:

1) cpencTB deaepanbHOro OIOIKETA;

2) cpeAcTB pa3pabOTUYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpeAcTB MPOU3BOIUTENECH IJIEKAPCTBEHHBIX CPEICTB TPU BBINOJIHEHUHW HAYYHO-
UCCIIEIOBATEIBCKUX PA0OT TIO JIOTOBOPY MEXAY pPa3pabOTUYMKOM JICKApCTBEHHBIX CPEACTB U
TIPOU3BOTUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3aIpPEeUICHHBIX 3aKOHOJaTeNLCTBOM Poccuiickoit denepaniiy MCTOYHUKOB.

3. [IlpaBa pa3paboTymka JEKAPCTBEHHOTO CpPEJICTBA OXPAHSAIOTCS TPAXKTAHCKHM
3aKOHOJIATEIIHCTBOM.

Cratps 11. I[OKJ'II/IHI/I‘{CCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O CPEACTBA IJIA MCAULIMHCKOTO
MMPUMCHCHUA

1. JloknmuHUYecKoe WCCIeAOBaHWE JIEKAPCTBEHHOTO CPEACTBAa I  MEIUIUHCKOTO
MIPUMEHEHHUS TIPOBOJUTCS ITyTEM MPUMEHECHHS HAyYHBIX METOJIOB OIEHOK B IEJSIX TOTYYCHHS
JIOKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

2. JIOKIMHUYECKOe WCCIeOBaHUE JIEKAPCTBEHHOTO CPEACTBAa I MEIUIIMHCKOTO
MIPUMEHEHHUS IPOBOJIUTCS B COOTBETCTBHUHU C TIPABHJIAMHU HaJUICkKAIICH JTaOOPaTOPHOU MPAKTHKH,
YTBEPKACHHBIMU YIIOJIHOMOUYEHHBIM (he/iepajbHbIM OpPraHOM HMCIOJHUTENBHOMN BIIACTH.

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

3. Jlns opraHu3anuyd W TPOBENEHUS JOKIMHUYECKOTO HCCIICOBAHMS JICKAPCTBEHHOTO
CpelacTBa JUIsi MEAMIMHCKOTO NPUMEHEHHUs pa3pabOTUMKU JIEKaPCTBEHHBIX CPEICTB MOTYT
MPHUBJICKATh HAYYHO-UCCIIECIOBATEIILCKIE OpraHU3allii, oOpa3oBaTENbHBIE OpraHU3alud
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BHICIIIETO 00pa3oBaHUs, HUMEIONIME HEOOXOAMMYIO MaTepHAbHO-TEXHUYECKYI0 0azy u
KBAJTM(HUIMPOBAHHBIX CIEIIMATIMCTOB B COOTBETCTBYIOIIEH 00JIaCTH UCCIIETOBAHMS.
(B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKJIMHUYECKOE WCCIEeNIOBAaHUE JIEKApPCTBEHHOTO CpEICTBA IS  MEAMIIMHCKOTO
NPUMEHEHHS TPOBOJIUTCS TI0 YTBEPXKIACHHOMY Pa3pa0d0TYNKOM JICKAPCTBEHHOTO CPEJNICTBA IUIAHY
C BEJIGHUEM IPOTOKOJIA 3TOTO MCCIEIOBAHUS U COCTABICHUEM OTYETa, B KOTOPOM COJEpIKATCS
pe3yJbTaThl ATOT'O UCCIECJAOBAHMS M 3aKIIOYCHHE O BO3MOXKHOCTH INPOBEICHHS KIMHHYECKOTO
UCCIICIOBaHMS JICKAPCTBEHHOTO Mpernapara Jjisi MEIUITHHCKOTO TIPUMEHEHUSI.

5. IIpoBenenne mpoBEpOK COONMIONEHUS MPABUI HaJIeKAIIEH J1aO0OpaTOPHON MPAKTHKH H
NPaBOBBIX HOPM HCIIOJIb30BaHUS JKUBOTHBIX NPH MPOBEIACHUU JOKIMHUYECKUX HMCCIICOBaHUI
JICKapCTBEHHBIX CPEJICTB JJII MEAMIMHCKOTO MPUMEHEHHUS! OCYIIECTBIISIETCS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENLHON BIIACTH.

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

6. PesynmpTaThl JOKIMHUYECKOTO HCCIECIOBAaHHS JICKAPCTBEHHOI'O CPEICTBA LIS
MEJMIIMHCKOTO MPUMEHEHHSI MOTYT OBITh MPEACTABICHBI B YIOJHOMOYCHHBIN (eaepatbHbIN
OpraH HCIIOJHUTEIbHONH BJIACTH B YCTAHOBICHHOM IMOPSJIKE B IEJIAX TOCYIapCTBEHHON
perucTpalyu JEKapCTBEHHOTO Mperapara.

Cratpg 12. HOKJ’II/IHI/I‘IGCKOG HCCIICAOBAHUEC JICKAPCTBCHHOI'O CPCACTBA W KIMHHYCCKOC
HCCIICAOBAHUC JICKAPCTBCHHOI'O IIPCIIapaTa JJIsi BETCPUHAPHOI'O IPUMCHCHUA

1. JlokmuHMYECKOEe HCCIEeIOBaHHE JIEKAPCTBEHHOTO CPEACTBA JUIA BETCPHHAPHOTO
NPUMEHEHHS TPOBOAMTCS MTyTEM NMPHUMEHEHHS] HAyYHBIX METOJIOB OIICHOK B IIEJISIX TOJTYYEHUS
JI0Ka3aTeIbCTB 0E30MacHOCTH, KadecTBa M 3()(HEKTHBHOCTH JICKAPCTBEHHOTO CPEICTBA, B TOM
YHCcIie ONpEENICHHsI CPOKA €ro BBIBEJCHHS W3 OPraHW3Ma XKMBOTHOTO, B IEJISIX OOECTICYeHHS
0€30IaCHOCTH MPOJYKIIMU JKUBOTHOTO MPOMCXOXKIECHUS MOCTe MPUMEHEHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Ipernapara.

2. JlokJIMHUYECKOE MCCIEOBAHME JIEKAPCTBEHHOTO CPEACTBA M KIMHUYECKOE
UCCIIEIOBAaHUE JICKAPCTBEHHOTO TIpernapaTa Ui BETEPUHAPHOTO TPUMEHEHHs, HCCIEeIOBaHUE
OMOPKBUBAJIEHTHOCTH YKa3aHHOI'O JIEKAPCTBEHHOr'O Ipernapara MpOBOJSTCS B COOTBETCTBHU C
NpaBUJIAMH, YTBEP)KICHHBIMH YIIOJTHOMOUYEHHBIM (peepaibHbIM OpPraHOM HCIIOJIHUTEILHON
BJIACTH.

3. JIOKIMHMYECKOE HCCIIEJOBAaHUE JIEKAPCTBEHHOIO CpPEACTBA U KIMHHYECKOE
UCCIIIOBAaHHUE JIEKapCTBEHHOTO TIperapara /sl BeTEpUHAPHOTO MPUMEHEHHUsS TPOBOMISTCS TI0
YTBEP)KJICHHOMY pPa3pabOTUMKOM JIEKapCTBEHHOI'O CPE/CTBA IUIAHY C BEJEHHEM IMPOTOKOJIOB
ITHX HWCCIEOBAHUN M COCTaBJICHHEM OTYETOB, B KOTOPBIX CONEPIKATCA PE3YIbTaThl ITHX
HICCIIENOBAHUN.

4. Jlnsi opraHW3aliiil W TIPOBEACHUS JTOKIMHUYECKOTO HCCIIEIOBAHMS JIEKAPCTBEHHOTO
CpeACTBa M KJIMHUYECKOTO MCCIEIOBAHUS JIEKApCTBEHHOTO Ipernapara i BeTepUHapHOIrO
NpUMEHEHHs pa3pabOTYMK JIEKAPCTBEHHOTO CPEICTBA MOXKET NPUBJIEKATh OpTraHU3allHH,
UMEIOIMe  HEOOXOMUMYI0  MaTepHalibHO-TEXHHUYECKYI0 0azy M KBaIU(UIIUPOBAHHBIX
CHELHMATNCTOB B COOTBETCTBYIOLIEH 00acTH UCCIIeI0BaHMUS.

5. KiuHHMYeckwe WCCIeOBaHUsI JICKAPCTBEHHBIX IIPEMapaTroB i BETEPUHAPHOTO
PUMEHEHUS TPOBOJISATCS B BETEPUHAPHBIX OPraHU3aLUAX U B OPraHU3aLUAIX, OCYIIECTBISIONINX
pa3Be/ieHUe, BEIpAIIMBAaHUE U COJICPKAHNE )KUBOTHBIX, B IIEJISX:

1) ycTaHOBJIEHUS IEPEHOCUMOCTH JICKQPCTBEHHBIX MIPEMapaToB 3I0POBHIMHU JKHBOTHBIMH;

2) moxpbopa ONMTHMANBHBIX JTO3UPOBOK JIGKAPCTBEHHBIX IPEMapaToB W Kypca JICYCHUs Ha
KOHKPETHOM TPYIIINE KUBOTHBIX C ONPE/IeICHHBIM 3a00JICBaHNEM;

3) ycraHoBieHus Oe30macHOCTH U A(PQPEKTUBHOCTH JIEKApCTBEHHOIO IMperapara,
NpeHA3HAYCHHOTO JUIS JICUCHHS OTPE/ICIICHHBIX 3a00I€BaHIH )KUBOTHBIX, WIN 3((EKTHBHOCTH
JIEKapCTBEHHOTO Ipenapara Juist Npo(GuiIakTUKH 3a007€BaHIH 3JOPOBBIX KUBOTHBIX;
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4)  u3yueHUs  BO3MOXHOCTEH  pacIIMpEeHHs  MOKa3aHUMl K  NPUMEHEHHIO
3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'O IIpenapaTa U BbISBICHUS PaHee HEU3BECTHBIX MOOOYHBIX
IEUCTBUI.

6. KinHuyeckoe wccienoBaHUE JIEKAPCTBEHHOIO Ipenapara Uil BETEPUHApHOTO
NPUMEHEHHS OCYILECTBIISICTCS 3a CUET CPEACTB Pa3pabOTINKa JIEKAPCTBEHHOTO CPECTBA.

7. OT4ersl O pe3ynbTarax JOKIMHUYECKOIO HCCIIEI0BAHUS JIEKAPCTBEHHOIO CPENCTBA U
KJIMHUYECKOI'O MCCIIEOBaHUS JIEKApCTBEHHOIO Ipenapara i BETEPUHAPHOTO IPUMEHEHUs
COCTABIIAIOTCS pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aKJIFOUCHHI OpTraHU3alIlHid,
IPUHUMABIINX Y4acTUE B OPraHU3ALMH U IPOBEJCHUH 3TUX UCCIIEIOBAHUI.

8. KoHTposb 3a npoBefieHHEM JOKIMHUYECKUX HCCIIEIOBaHUN JIEKApCTBEHHBIX CPEACTB U
KJIMHUYECKUX MCCIEA0BAaHUN JIEKAPCTBEHHBIX IIPENapaToB MJIi BETEPUHAPHOIO IPUMEHEHUS
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOHUTEIBHON BIACTH.

I'1aBa 6. OCYIIECTBJIEHUE I'OCYJAPCTBEHHOM PETUCTPAIIUA
JIEKAPCTBEHHBIX ITPEITAPATOB

Cratbs 13. 'ocynapcTBeHHast perucTpalysi JeKapCTBEHHbIX IpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3)

1. B Poccuiickoit ®enepanuy JOMYyCKArOTCs MPOU3BOACTBO, M3TOTOBJICHHUE, XPAHEHHE,
nepeBo3ka, BB03 B Poccuiickyro @enepaunto, BbiBo3 U3 Poccuiickoit denepauuu, pekiama,
OTIIYCK, pealn3anus, lepeaada, IpUMEHEHUE, YHUYTOKEHHUE JIEKAPCTBEHHBIX IIPENapaToB, €CIU
OHHM 3apPETUCTPUPOBAHBI COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (pelepalbHbIM  OpPraHOM
WCIIOJIHUTEJIBHOW BJIACTH.

(gactb 1 B pen. @enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)

2. lN'ocynapcTBEHHON pEeruCTpalluy MOIekKaT:

1) Bce jexapCTBEHHbIE Mpenaparbl, BIEpPBbIE IMOJUIEkKAIINE BBOJY B OOpalleHHE B
Poccuiickoit @enepanuu;

2) nekapcTBEHHBIE MpenapaThl, 3apeTUCTPUPOBAHHBIE paHee, HO MPOU3BEICHHBIE B APYTUX
JIeKapCTBEHHbIX (hopMax B COOTBETCTBUM C MEPEYHEM HAUMEHOBAHHH JIEKapCTBEHHBIX (OpM, B
HOBOH JIO3UPOBKE MPH J10Ka3aTeIbCTBE €€ KIMHUUECKOW 3HAUMMOCTH U 3()(heKTUBHOCTH;

3) HOBble KOMOMHAIIMY 3apPETUCTPUPOBAHHBIX paHee JeKapCTBEHHbIX penapaToB.

3. TocymapcTBeHHass perucrpanysi JIEKapCTBEHHBIX IPENapaTroB OCYLIECTBISAETCSA I10
pe3ysbTaraM IKCIEepTU3bl JEKaPCTBEHHBIX CPEACTB, a FOCYIapCTBEHHAs perucTpanus opdaHHbIX
JIEKAPCTBEHHBIX IPENApaTOB OCYLIECTBIAETCA IO pe3yjabTaTaM JKCIEPTU3bl JOKYMEHTOB,
MIPEACTABICHHBIX IS ONPEJECICHUSI BO3MOXHOCTH pacCMaTpHUBaTh JICKAPCTBEHHBIN Ipernapar
JUIi MEIULMHCKOTO IPUMEHEHHs IIPU OCYILIECTBICHUU TIOCYJapCTBEHHOM pErucTpalyvy B
KayecTBe Op(aHHOro JIEKApCTBEHHOTO IIpemapaTa, W IO pe3ylbTaTaM OJKCHEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB.

4. TocynapcTBeHHass perucrpanusi JIEKapCTBEHHOIO IIpenapara OCYIIECTBISAETCS
COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (eiepalbHbIM OpraHOM HCIIOJIHUTENIBHOMN BJIACTH B CPOK,
HE MPEBBIIIAIONINI CTa IIECTHIECITH paboyuxX IHEW CO JHS HPUHATHS COOTBETCTBYIOILETO
3asBJIEHUS O TOCYJApPCTBEHHOM pPETHCTpAlMy JICKapCTBEHHOTO Mpernapara. B yka3aHHBIM CpOK
BKJIIOYAETCsl BpeMsl, HEOOXO0IMMOe Il TIOBTOPHOT'O MPOBEACHUS IKCIEPTU3BI JICKAPCTBEHHOTO
CpencTBa B COOTBETCTBHMM CO cratbed 25 Hactosmero ®enepanbHoro 3akoHa. Cpok
rOCYJapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOI'O IIpernapara WCUUCIAETCS CO JHsS IPUHATHUSA
COOTBETCTBYIOIIMM  YIOJHOMOYEHHbIM (DeepaJbHbIM OPraHOM HCIOJIHHUTEIbHOW BIIACTH
COOTBETCTBYIOIIETO 3asBJICHUS O FOCYAApPCTBEHHOM PEruCTpalvy JISKapCTBEHHOIO IIpenapara ¢
MPUIOKEHNEM HEOOXOIUMBIX IOKYMEHTOB I10 JIEHb BbIJJaUl PErHCTPAI[MOHHOTO YIOCTOBEPEHUS
JICKapCTBEHHOTO TIpemapara. Bpems, HeoOXonumoe A HarpaBlIeHUs YIOJIHOMOYEHHBIM
denepanbHBIM OpraHOM MCIIOJTHUTEIBHOW BIIACTH 3alpoca O MPEACTaBICHUH HEOOXOIMMBIX
MaTepUaJIOB U IPEICTABICHUS 3asABUTEJIIEM OTBETAa HA JAHHBIM 3allpOC B COOTBETCTBUHU CO
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cratbsiMu 16, 19 u 23 nacrosimero ®denepaabHOrO 3aKOHA, HE YYUTHIBACTCS MPU UCUHUCICHUU
CPOKa roCy/1apCTBEHHON PETUCTPALMU JIEKapCTBEHHOT'O TIpernapara.

5. 'ocynapCTBEHHOW pErucTpaluy HE MOMJIEKAT:

1) 5exkapcTBeHHBIE  Mpenaparbl, HW3TOTOBJIEHHBIE  ANTEYHBIMH  OpraHU3alUsAMH,
BETEPUHAPHBIMU  allTEYHBIMU OpPraHMU3AIMSAMH, WHIWBUIYaJbHBIMUA MPEANPUHUMATENSIMH,
KOTOpbIE HMEIOT JIMIEH3WI0 Ha (apMaleBTHUYECKYIO JIEATENIbHOCTh, II0 pelenTaM Ha
JICKapCTBEHHBIE TMpenaparbl U TPeOOBaHUSAM MEAMIMHCKUX OpraHu3aluii, BeTepUHAPHBIX
OpraHu3aIui;

2) nexkapCTBEHHbIE IMpemnapaThl, MPUOOPETEHHbIE (U3UYECKUMHU JIMLIAMH 32 TIpeieiamMH
Poccniickoit denepanuu U npeIHa3sHAYCHHbIE ISl INYHOTO UCIIOJIB30BAHUA;

3) JexapcTBEHHbIE Mpenapatbl, BBo3UMble B Poccuiickyto ®enepanuio sl OKa3zaHUs
MEAMIMHCKOW MOMOIIM MO KU3HEHHBIM IMOKa3aHUAM KOHKPETHOI'O MAI[eHTa Ha OCHOBAHHH
pas3peleHusi, BBIJAHHOTO YIIOJHOMOYEHHBIM (peiepalIbHbIM OPTaHOM MCTIOTHUTEIBHON BIACTH;

4) nexkapCTBEHHBIE CpeICTBa, BBO3MMble B Poccuiickyro ®Dexepanuio Ha OCHOBaHUU
BBIIAaHHOTO YIIOJJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HMCIIOJHUTEIbHON BIACTU pa3pelleHus U
npeIHa3HaYeHHbIE JUIS MPOBEICHUS KIIMHUYECKUX UCCIIEI0BAaHUHN JIEKapCTBEHHBIX MPENapaToB U
(uM) TpOBENEHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB JJISl OCYILECTBIECHUS TOCYJapCTBEHHOMN
perucTpanuu JeKapCcTBEHHbIX NIPENapaToB;

5) dbapmareBTHUeCKHE CyOCTaHITHH;

6) pannodapmaneBTHIeCKHe JIEKapCTBEHHbIE pernaparsl, M3TOTOBJICHHbIE
HEMOCPEJACTBEHHO B MEAUIMHCKUX  OpraHM3alMsIX B MOpPsJKEe,  YCTaHOBJICHHOM
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM MCIIOHUTEILHON BIACTH;

7) nekapCTBEHHBIE MpenapaThl, IPOU3BOIUMbIE AJIs HKCIIOPTA.

6. He nonyckaercs rocynapcTBeHHasi perucTpanus:

1) nexapCTBEHHBIX MPENapaToB, OTIMYAIOLIUXCS JIPYr OT Apyra KaueCTBEHHBIM COCTaBOM
JENCTBYIONIMX BEILECTB, 0] OJUHAKOBBIM TOPIrOBBIM HAMEHOBAHUEM;

2) 0IHOTO JIEKapPCTBEHHOI'O IMIperapara, BHITYCKaeMOro MPOU3BOJUTEIEM M0 Pa3InYHBIMU
TOPrOBbIMM HAaUMEHOBAHMUSIMU M IPEJICTABICHHOTO Ha TOCYJAapPCTBEHHYIO PErMCTpallio B BHJIE
JBYX U OoJiee JIeKapCTBEHHBIX MTPenapaToB.

7. Io 3ampocy (B 3JEeKTpOHHOM hopMe Wik Ha OyMa)kHOM HOCUTEJIE) CyObheKTa 00paleHus
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIOIIUM  YIIOJHOMOYEHHBIM (hefiepanbHbIM  OpraHoM
VCIIOJTHUTENIbHOM BJIACTH, OCYIIECTBIISIOIINM TOCYAAPCTBEHHYIO PETUCTPALIUIO JIEKAPCTBEHHBIX
IIPENapaToB, B YCTAHOBJIEHHOM UM IOPSAKE OCYIIECTBIIAETCS HAYYHOE KOHCYJIbTUPOBAHHUE IO
BOIPOCaM, CBSI3aHHBIM C TPOBEJEHUEM JOKJIMHUYECKUX MCCIET0BAaHUM, KIMHHUYECKUX
WCCJIEIOBAHUM JIEKAPCTBEHHBIX IPENaparoB, dKCIEPTU3bl KaueCcTBa JIEKAPCTBEHHBIX CPEJCTB,
3¢(deKTUBHOCTH U 0€30IaCHOCTH, C OCYUIECTBJIEHMEM TOCYJapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX  IpenapaToB. KOHCYyIbTHpPOBaHME  OCYIIECTBISETCS C  MPUBJICYEHHUEM
benepanbHbBIX TOCYJApPCTBEHHBIX OIOJDKETHBIX YUYPEXKACHUH, MOJBEIOMCTBEHHBIX JTaHHOMY
denepanbHOMY OpraHy HCIOJHUTEIBHOW BJIACTM M HE YYacTBYIOUIMX B OpraHMU3aLUU
MIPOBEJICHUS OSKCIEPTH3bl KauyecTBa JICKAPCTBEHHBIX CPEJICTB B LEIAX OCYIIECTBICHUS HX
rOCy/1apCTBEHHOW PETUCTPALIMA B COOTBETCTBUM CO cTaThell 16 Hacrosmero denepanbHOro
3aKOHa, B BHJE OTBETa B NHCHbMEHHOW (opMe YHNOJHOMOYEHHOIO (eepalbHOr0 OpraHa
VCIIOJIHUTENIBHOM BJIACTH Ha 3ampoc. PazMep B3uMaeMol C 3asBUTENS IJIAThl ONPENEISAETCS B
COOTBETCTBUU C 3aKOHO/aTeIbcTBOM Poccuiickoit @enepanuu 00 opraHu3aii IpeoCTaBIeHUs
rOCYJapCTBEHHBIX M MYHULMNAIBHBIX ycuyr. WHpopmanus o0 OCYIIECTBICHHHM HAyYHOTO
KOHCYJIbTUPOBAHUS, B TOM YHCJIE CTaTbH, 0030pbl, CIPAaBOYHbIE MaTepUaibl U UHAS UHPOPMAIUL
00 OCYIIECTBICHUH HAyYHOTO KOHCYJIBTUPOBAHMS, pa3MellaeTcsi Ha O(QUIMATIbHOM CaiTe
YIOJIHOMOYEHHOTO (he/lepalIbHOTO OpraHa HCIIOTHUTENbHOM BiacTH B cetn "MHTepHer" ¢
COOJIIOJICHHEM OTPaHUYCHHH, YCTAHOBJICHHBIX 3aKOHOJATEIbCTBOM O IMEPCOHAIBHBIX JIAHHBIX,
KOMMEPUYECKOH U (MJIM) TOCYyJapCTBEHHOM TalHE.

8. 'ocynapcTBeHHast perucTpanus JIEKapCTBEHHBIX MPENapaToB, KOTOPbIE MPEAHA3HAYEHbI
JUISl IPUMEHEHUST B YCIIOBHSIX BOCHHBIX JICMCTBHI, YpE3BBIYAHBIX CUTYaIui, TPOQHUIAKTHKN 1
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JeyeHHss  3a00JE€BaHUN U TOPAXKEHWH, TMONYyYEHHBIX B  pe3yibTare  BO3JACHCTBUSA
HEOJIaronpusATHbIX XMMUYECKUX, ONOJIOTUYECKUX, paJuallMOHHBIX (AaKTOPOB, U pa3paboOTaHbl 110
3aJaHui0  (peliepalbHbIX OPTraHOB HCIOJHHUTEIBHON BIIACTH, YIOJHOMOYEHHBIX B 00JacTu
00OpOHBI CTpaHbl U 0€30MACHOCTU I'OCYAapCTBa, OCYILECTBIIAETCS B MOPSJIKE, YCTAaHOBIECHHOM
IIpaButenscTBOM Poccutickoit @enepanuu.

Cratps 14. IIpuHnune! S5KcrepTU3bl IEKAPCTBEHHBIX CPEJICTB
(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Dkcmeprusa JICKapCTBEHHBIX CPEJICTB OCHOBBIBACTCS Ha IPHHIIMIIAX 3aKOHHOCTH,
coOnrofcHUsl TpaB W CBOOOJ 4YeNOBEKA U TPAXKIAHWHA, TPAB FOPUIAYECKOTO JIHIIA,
HE3aBHCHUMOCTH JKCIepTa, OOBEKTHBHOCTH, BCECTOPOHHOCTH W IIOJIHOTBHI HCCJICIOBAHUM,
HpOBOI[I/IMBIX C HNCITIOJIB30BAHHUECM COBpeMeHHBIX I[OCTI/DKCHI/Iﬁ HayKI/I nu TCXHHUKU,
OTBETCTBEHHOCTHU (PeIePaIbHOTO TOCYIaPCTBEHHOTO OFOJKETHOTO YUPESIKICHHS 110 MTPOBEICHUIO
9KCIIEPTH3bI JICKAPCTBEHHBIX CPEJICTB M IKCIIECPTOB 32 MPOBEACHHUE U KAYSCTBO IKCIICPTH3HI.

2. 3KCH€pTI/I3a HeKapCTBeHHI)IX HpCHapaTOB J1 MCOULIUHCKOI'O HpI/IMeHeHI/ISI BKJIHOYACT B
cebs:

1) »oskcmepTu3y JOKYMEHTOB, TPEICTABIECHHBIX Ui ONPEEICHUS BO3MOXKHOCTHU
paccMaTpuBaTh  JICKAPCTBEHHBIM  IpemapaT  JUid  MEIUIMHCKOrO  NPUMEHEHHS  IIpU
OCYIIECCTBIICHUU TOCYJApCTBEHHOW pErHCTpalliii B KadecTBe OPQPaHHOTO JIEKAPCTBEHHOTO
npernapara,

2) BKCHEepPTHU3y MPEUIOKEHHBIX METOJIOB KOHTPOJISI KaYeCcTBa JICKAPCTBEHHOTO CPEIICTBA M
KauecTBa MPEACTABICHHBIX OOPa3IOB JIEKAPCTBEHHOTO CPEICTBA C HCIIOJIB30BAHUEM JTHX
METOJIOB (JJaJiee - IKCIIepTHU3a KauecTBa JICKAPCTBEHHOTO CPEJICTBA);

3) SKClepTU3y OTHOIIEHHUS OXHJIaeMOM TMOJb3bl K BO3MOXKHOMY DPHCKY TNpPUMEHEHUS
JICKapCTBEHHOTO TIperapara.

3. OkcnepTH3a JEKapCTBEHHBIX MIPEenapaToB JJil BETEPUHAPHOIO MPUMEHEHUS BKIIOYAET B
ce0st DKCIepTU3y KayecTBa JICKAPCTBEHHOTO CPEJCTBA M IKCIEPTU3Y OTHOIICHMS OXKUAAeMOI
MOJIb3bI K BO3MOXKHOMY PUCKY MIPUMEHEHHsI IEKAPCTBEHHOTO TIpernapara.

Cratps 15. denepanbHOEe rocyaapCcTBEHHOE OO/DKETHOE YUPEXKAECHUE IO MPOBEICHHIO
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB

DKclepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOAUTCA (efepalbHbIM TOCYAapCTBEHHBIM
OI0/DKETHBIM  YUPEXKIECHHEM COOTBETCTBYIOLIETO YIOJHOMOYEHHOTO (he/lepallbHOTO OpraHa
UCTIOJIHUTENILHOW BJIACTH, CO3JIQHHBIM JUIs OOECIEeYeHHs MCIIOJIHEHUSI IOJIHOMOYMUN 3TOTro
denepanbHOrO OpraHa Mo BBIAAYE Pa3peIIeHUil Ha NMPOBEICHHE KIMHHYECKUX HCCIeIOBaHUIN
JIEKapCTBEHHbIX NpenapaToB W (MJIM) MO TOCYJapCTBEHHON PpErucTpaniyl JeKapCTBEHHBIX
npenapaToB (J1ajnee - SKCIEPTHOE YUPEKIECHHUE).

Cratpa 16. Opranuzamus NpoBeICHUS SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. DkcnepTr3a JIEKapCTBEHHBIX CPEICTB IPOBOAUTCS KOMHUCCHUEH IKCIEPTOB HKCIIEPTHOIO
YUpPEKICHUS, HA3HAYEHHOM €ro pyKOBOAMTEIEM, Ha OCHOBAHMM 33aJaHUs Ha IPOBEJCHUE
HKCHEPTHU3bI JEKAPCTBEHHOT'O CPEJCTBA, BBIJAHHOTO YIOJTHOMOUYEHHBIM (elepalbHbIM OpraHOM
UCTIOJIHUTENIBHOW BJIACTH. PyKOBOANTENB SKCIIEPTHOrO YUPEKICHHS 0OecIeunBaeT HaAJexalee
IIPOBECHUE JKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU C 3aJaHHUEM, BBIIAHHBIM
YIOJIHOMOYEHHBIM (heZiepaibHbIM OpraHOM HCIIOJIHUTENIBHOW BJIACTH, U OPTaHU3YET MOJITOTOBKY
CBOJHOIO 3aKJIFOYEHHUS ITOW KOMHUCCUHU. B COCTaB 3TOM KOMHUCCUU IO PELICHUIO PYKOBOIUTEIS
9KCHEPTHOTO YUPEXkAECHUS MOTYT ObITh BKJIIOUEHBI B Kau€CTBE SKCIEPTOB JINLA, HEe padoTarouiye
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B JAaHHOM DOKCIEPTHOM YUYPEXKICHUH, €CIM HX CHelUalbHble 3HaHUA HEOOXOIMMBI s
IIPOBEJEHUS SKCIEPTU3BI U TAKHE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKICHUU.

2. DKcmeproM MO MPOBEACHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB  SBISETCS
aTTeCTOBAHHBIA PAOOTHHMK SKCHEPTHOTO YUPEKICHHS, KOTOPHI MMEET BbICIIEE MEIUIIMHCKOE,
dapmaiieBTHYECKOE, OMOIOrMYECKOe, BETEPUHAPHOE UM XMMHUYECKOe 00pa3oBaHuE U MPOBOJUT
JKCIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB B IOPSAJKE HCIOJHEHHS CBOUX JIOJDKHOCTHBIX
00s3aHHOCTEN (asiee - IKCIEPT).

3. Ilpu npoBeeHUH KCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB IKCIIEPT HE MOXKET HAXOJUTHCS
B Kakoi-1uM00 3aBUCMMOCTH OT JIMIA, HA3HAUMBIIETO JTY OJKCHEPTU3Y, pa3paboTyHKa
JIEKapCTBEHHOT'O CPEICTBA WM APYTUX 3aMNHTEPECOBAHHBIX B PE3yJIbTaTaX dKCIEPTHU3BI JIHII.

4. Ilpu pOBEACHUH SKCIEPTU3bI JIGKAPCTBEHHBIX CPEJCTB HE AOMYCKAETCS UCTPEOOBATh y
3asgBUTENS JIMOO WHBIX JIMI[ MaTepUalbl, HEOOXOIMMBIE Ui MPOBEICHUS dKCIepTU3bl. B ciydae
HEJ0CTAaTOYHOCTU IPEJICTABICHHBIX SKCIEPTY MaTEpUajioB JUIsl Jadd 3aKJIIOYEHHS 3KCIEpPT
CTaBUT BOMNPOC O TMPEJCTABICHUU €My HEOOXOJUMBIX MaTepuajoB TMepes PYKOBOAUTEIEM
OKCHEPTHOTO  YUPEXKICHHUS, KOTOPBIA oOpamaercs C COOTBETCTBYIOUIMM 3alpocoM B
YIIOJTHOMOYEHHBIN (heepanbHblii OpraH HUCHOJHUTENBHOM BJIACTH, BBIJABIIUN 3a/JaHuE HaA
MPOBEJCHUE DKCHEPTH3bl JIEKAPCTBEHHOTO CPEICTBA. YKa3aHHbIM (eaepalibHbIA  OpraH
WCIIOJTHUTENIbHON BIACTH B TEUEHUE MATH paboymx AHEW COo JHA TOCTYIUICHHUS 3ampoca
PYKOBOJUTENS 3KCIEPTHOTO YUYPEKIACHMSI HANpaBiseT 3asBUTENIO 3alIpoC O IPEACTaBICHUU
HEOOXOMUMBIX MaTepuanoB. JlaHHBIA 3ampoc MOXeT OBbITh NepefaH YMOJIHOMOYEHHOMY
IIPEJICTABUTEIIO 3aBUTENS JIMYHO 0]l PACIMCKY, HAIPABJIEH MO MOYTE 3aKa3HbIM MHCbMOM WJIU
nepesaH B 3JEKTPOHHOM ¢dopMe MO TEeIeKOMMYHHKAIMOHHBIM KaHajaMm CBs3H. B ciydae
HAIpPaBJIEHUsI JTaHHOT'O 3arpoca IO I[OYTe 3aKa3HbIM MHCbMOM OH CUMUTAETCS MOJYYEHHBIM I10
MCTEUEHUU IIECTU JHEU C 1aThl HAIIPaBJICHUs 3aKa3HOTO MHUChMA.

(uacTsb 4 B pen. denepanpHoro 3akoHa oT 25.11.2013 N 317-D3)

4.1. 3agButens 00s3aH MPEJCTaBUTh OTBET HA 3alpoC YHOJIHOMOYEHHOTO (heaepanbHOro
OopraHa MCIOJHUTEIbHON BJIACTH B CPOK, HE MPEBBIIAIOUINI AeBsiHOCTAa padounx JHEH co JHS
€ro MOJy4YeHHUs. YTOJTHOMOYEHHBIH (peepanbHblii OpraH MCIOJIHUTEIBHONW BIACTH, BbIIABIIMN
3a/laHue Ha MPOBEICHNE dKCIEPTU3bI JIEKaPCTBEHHOTO CPENICTBA, B TEUEHHUE MATH pabouyuXx JHEN
CO JHS TMOCTYIJIEHHS OT 3asBUTENsS OTBETAa HAa JAHHBIA 3alpoC HaNpaBisieT TakoW OTBET B
AKCIIEPTHOE yupexkaeHue. B ciyyae HenpeacTaBieHus Mo UCTEUEHUH JEBSHOCTa pabouux JAHEH
3asgBUTENEM OTBETa Ha JIaHHBIA  3ampoc  YINOJIHOMOYEHHBIH  (enepanbHblii  opraH
VCIIOJTHUTENIbHOM BJIACTH, BBIJABLIMI 3aJjaHME Ha IPOBEJEHUE AIKCHEPTU3bl JIEKAPCTBEHHOTO
CpEeZCTBa, B TEUEHHE MATH pabouuX JHEH HAIpaBIsSeT B SKCIEPTHOE YUPEKJICHHE YBEIOMIIEHUE
O HEMNpeJCTaBICHUM 3asBUTENIEM OTBETAa Ha 3alpoc yKa3aHHOro opraHa. Bpems co aHs
HalpaBJICHUs 3alpoca HKCIEPTHOTO YUYPEXJEHUS B YHNOJIHOMOYEHHBIM QenepaiabHbIil oprax
VCIIOJTHUTENIbHOM BJIACTH JI0 JAHS MOJIyUYEHHUS SKCIEPTHBIM yUPEKIECHUEM OTBETa Ha 3alpoc WU
YBEJIOMJICHHSI O HENPECTAaBICHUM OTBETA Ha 3allpoC HE YUYUTHIBACTCS MPU MCUHCICHUU CPOKa
IIPOBEJEHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPENICTBA.

(uactb 4.1 BBenena PenepanbHbIM 3aKk0HOM OT 25.11.2013 N 317-03)

5. DkcnepT Ipy NpOBEACHUH MOPYYEHHON MY PYKOBOJUTENIEM SKCIIEPTHOTO YUPEKACHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH MOJHOE MCCIENOBAHUE NMPEACTABICHHBIX €My OOBEKTOB, MaTepHallOB, JaTb
000CHOBaHHOE U OOBEKTHBHOE 3aKJIOYEHHE IO IOCTaBJICHHBIM IE€peJ HUM BOIpPOCaM WIIU
MOTHBHPOBAHHOE 3aKJIIOYEHHE O HEBO3MOKHOCTH IIPOBEACHMS UM 3KCIIEPTH3bI JIEKAPCTBEHHOTO
CPEJICTBA, €CIM MOCTABJICHHbIE BOIIPOCHI BBHIXOAT 3a MPEAesbl CHEeMalbHbIX 3HaHUN SKCIepTa,
O0BEKTHl HMCCIEAOBAaHUM M MaTepuanbl HEMPUTOAHBI HIM HEIOCTaTOYHBI Ui TPOBEICHHUS
WCCJIEIOBAHUM U 1ay¥l 3aKJIIOUEHUS TUOO COBPEMEHHBIM YPOBEHb Pa3BUTHSI HAYKU HE MO3BOJISET
OTBETUTH Ha TIOCTABJICHHBIE BOIIPOCHI;

2) He pasrjamaTh CBEICHMS, KOTOPbIE CTaJld €My HM3BECTHBI B CBSA3HM C IPOBEICHHEM
9KCIIEPTHU3bI JIEKAPCTBEHHOI'O CPECTBA, a TAaK)KE CBEJEHUS, COCTABJISAIONINE TOCYJapCTBEHHYIO,
KOMMEPUYECKYIO WM HHYIO OXPAHSIEMYIO 3aKOHOM TaiHYy;
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3) obecreunTh COXPAaHHOCTD MPEACTABICHHBIX 00BEKTOB MCCIICIOBAHUN U MAaTEPHAIIOB.

6. DKcnepT He BIpaBeE:

1) mpoBOAUTH AKCHEPTU3Y JIEKAPCTBEHHOTO CPEICTBA MO OOpAIICHUIO HEMOCPEACTBEHHO K
HEMY OpraHu3anuil mwin GU3NYECKuX JIuILl;

2) caMOCTOSITeIbHO cOOMpaTh MaTepuabl JJIsi MPOBEACHUS SKCIEPTU3HI JEKapCTBEHHOTO
CPEJICTBA;

3) IpOBOAMTH BKCIEPTU3Y JEKAPCTBEHHOI'O CPEJCTBA B KAaYECTBE HETOCYAAPCTBEHHOTO
JKCIIEpPTA.

7. B ciayyae HeEoOXOOUMOCTH 3KCIEpT BIpPaBE XOJATalCTBOBATH IEpe] PYKOBOAMUTEIEM
SKCHEPTHOIO YUYPEXKACHUS O IMPUBICYEHHH K MPOBEACHUIO SKCIEPTU3Bl JIEKAPCTBEHHOIO
CpelCcTBa IPyrux KCIEPTOB.

8. Kaxnplii skcnepT, BXOASIIMA B COCTaB KOMHUCCHU SKCIEPTOB, KOTOPOH MOPYyUEHO
MIPOBEICHUE 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA, HE3aBUCUMO M CAMOCTOATEIBHO IPOBOJIUT
UCCJIEIOBAHMSI, OLICHUBAECT PE3YJIbTAThl, MOJIYYEHHbIE UM JIMYHO U JAPYTUMHU SKCIEPTaMH, U
dbopMynupyeT BBIBOJbl OTHOCHUTEJIBHO TIOCTaBICHHBIX BOIMNPOCOB B MpeAelaX CBOUX
CIIELUAJIbHBIX 3HAHUM.

9. Pe3ynbpTaThl SKCHIEPTH3bI JIGKAPCTBEHHOTO CpeACTBa O(OPMIAIOTCS 3aKIIOUYECHUEM
KOMHUCCUHM 3KCHEepTOoB. B 3akiIl04eHMM KOMHCCHUU JKCIEPTOB YKa3bIBAlOTCS IIEPEUYEHb
UCCIIEIOBaHUM, O0BEM TMPOBEACHHBIX KaXIbIM O3KCIEPTOM HCCIEIOBAaHUM, YCTaHOBJICHHbBIE
KaXIbIM U3 HUX (DAKTHI M CIENIaHHBIE B PE3yJIbTaTe MCCIEAOBAHHUIA BBIBOJBI. JKCIIEPT, MHEHUE
KOTOPOr0 HE COBMAJAET C PEUICHUEM KOMHUCCUHU 3KCIEPTOB, BIIPABE BHIPA3UTh CBOE MHEHUE B
MUCbMEHHOU (hopMe, KOTOPOE MPHOOIIACTCS K 3aKIIFOUEHUI0 KOMUCCHH SKCIIEPTOB.

10. DxcnepTsl, BXOISIINE B COCTaB KOMHCCHH, MPEIYIPEKAAIOTC 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHojaTesnbcTBOM Poccuiickoir ®enepauuu 3a Jady 3akiIIOUYEHUS,
coJiepkaliero HeoOOCHOBaHHbIE WM (albCcU(DUIMPOBAHHBIE BBIBOJBI, O YE€M OHHU JalOT
MOJIHUCKY.

11. Onpenenenue ypoBHs po(ecCHOHATBEHON MOATOTOBKH IKCIIEPTOB U aTTECTAIMs UX HA
IIPaBO IMPOBEJIEHUS DKCIEPTHU3Bl JIEKAPCTBEHHBIX CPEICTB OCYLIECTBIISIOTCS OKCIIEPTHO-
KBAIM(UKAIIMOHHBIMM ~ KOMHUCCUSIMU B TIOpSJKE, YCTAHOBIEHHOM  COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (eiepajbHBIM ~ OPraHOM  HUCHOJHMUTENBbHOM  BIacTH.  YPOBEHb
pohecCHOHANBHOM MOATOTOBKU 3KCIEPTOB MOJUIEKUT MEPECMOTPY YKAa3aHHBIMU KOMHUCCHUSIMU
HE peXe YeM OJIUH pa3 B MATh JIET.

12. TIlpaBmia mnpoBeAE€HUS OSKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB M OCOOEHHOCTH
AKCHEPTH3bl OT/AEIBbHBIX BHUJOB JIEKAPCTBEHHBIX IpenapaToB (pedepeHTHBIX JEeKapCTBEHHBIX
[IPEnapaToB, BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OMOJIOTHYECKHUX JIEKAPCTBEHHBIX
npenapaToB, OHWOAHATIOrOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX NpenapaToB (OHMOAHAIOTOB),
FOMEONaTHYECKUX JIEKApCTBEHHBIX IPENaparoB, JIEKApCTBEHHBIX PACTUTEIbHBIX IPENapaTosB,
KOMOMHAIMK JIEKapCTBEHHBIX IMpenaparoB), (OpPMBI 3aKIIOYEHUH KOMHCCHH DKCIIEPTOB
YCTaHABIMBAIOTCA  COOTBETCTBYIOIIMM  YNOJTHOMOYEHHBIM  (elepaqbHbIM  OpraHOM
WCTIOJTHUTEJIbHOM BJIACTH.

(uacTb 12 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crares 17. Ilogaua u paccMOTpeHHE 3asBIE€HHsS O TOCYJAapCTBEHHOM pPEruCTpalnuy
JIEKapCTBEHHOTI'0 IIperapara Jisi BETEpUHAPHOTO MPUMEHEHUs
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JIns rocynapCTBEHHOM perucTpanuu JEKapCTBEHHOrO Ipernapara Jijisi BETEpUHAPHOTO
MPUMEHEHHUS pa3paboTUrK TaKOro JEKapCTBEHHOI'O Ipenapara Uil YIoJIHOMOYEHHOE UM APyroe
HOPUINYICCKOC JIUIO (,uanee B HaCTOHHlefI CTaTheC - 3a$IBI/IT€JII>) NpeaACTaBJISACT B yHOHHOMO‘{eHHBIfI
dbenepabHBIA  OpraH  MCIOJHUTEIBLHON  BJIACTH, OCYIIECTBISIONIMNA  TOCYJapCTBEHHYIO
PETUCTPALMIO JIEKAPCTBEHHBIX IIPENApaToB Il BETEPUHAPHOIO IPUMEHEHUs, B AJICKTPOHHOU
dopMe wunum Ha OyMaXHOM HOCHUTEJE 3asBICHHE O TOCYAApCTBEHHOM pEerucTpanuu
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JICKapCTBEHHOTO Iperapara Jajs BETEPUHAPHOTO MPHMEHEHHs, a TakXke B IOpsIKe,
YCTQHOBJICHHOM COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM benepanbHbIM OpraHoM
UCTIOJIHUTENILHOW BJIACTH, B AJIEKTPOHHOW (GopMe MM Ha OyMaXHOM HOCHTENIE HEOOXOIUMbIE
JIOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCs] PErMCTPALIMOHHOE JI0ChE Ha JIEKAPCTBEHHBIN Ipernapar
JUI BETEpUHAPHOT'O IPUMEHEHHUS.

2. B 3asgBiI€HHMU O TOCYIapCTBEHHOW pEruCTpaluu JIEKApCTBEHHOIO Ipernapara s
BETEPUHAPHOTO IPUMEHEHHUS YKa3bIBAIOTCSI:

1) HauMeHOBaHUE U aJpec 3asBUTENS, Pa3padOTUYMKA U MPOU3BOAUTEINS JIEKAPCTBEHHOTO
npenapara JUlsi BETEPUHAPHOTO NPUMEHEHUS M aJpec MecTa OCYLIECTBICHMs IMPOU3BOJACTBA
JIEKapCTBEHHOTO Ipernapara JJisi BETEpUHAPHOTO MPUMEHEHUs (B CiIydae HaIUYHs HECKOJIBKUX
YYaCTHHUKOB TpoIlecca MPOU3BOACTBa HEOOXOIMMO YKa3aTh KaXI0Tr0 U3 HUX);

2) HauMMEHOBAaHME JIEKAPCTBEHHOrO Ipernapara i BETEpUHAPHOIO IPUMEHEHMs
(MeXIyHapOJHOE HENAaTeHTOBAHHOE, WJIM TPYINIUPOBOYHOE, WM XUMHYECKOE M TOProBOE
HAaWMEHOBAHHUS);

3) mepeyeHb MACUCTBYIOIIMX M BCIOMOTATENBHBIX BEIIECTB, BXOJSAIIMX B COCTaB
JIEKapCTBEHHOTO IperapaTta /s BETEPUHAPHOIO INPUMEHEHHUs, C YyKa3aHMEeM KOJIMYEeCTBa
KaX/I0T0 U3 HUX;

4) nexapctBeHHas opma, 103MPOBKA, CIIOCOOBI BBEJICHUS U NMPUMEHEHUs], CPOK FOJTHOCTH
JIEKapCTBEHHOTO Ipernapara Jjisi BETEpMHAPHOT0 IPUMEHEHUS;

5) papmakorepaneBTHUECKas TPyIIIa;

6) HEoOXOIMMOCTh MPUMEHEHUS YCKOPEHHOW MpOLEeNypbl SKCHEPTU3bl JIEKApCTBEHHBIX
CpPEZCTB B LIEJIIX FOCYIapCTBEHHON PEruCTpalliy JIEKapCTBEHHOIO Ipenapara;

7) KONIUU TOKYMEHTOB, OATBEPKIAIOIINX YIUIATy TOCYAAPCTBEHHOM MOLUINHBL:

a) 3a MPOBEJCHME SKCIEPTU3bl KauyecTBa JICKAPCTBEHHOI'O CPEACTBA U HKCHEPTH3BI
OTHOIIEHHSI 0’KUAAEMOM MOJTB3bI K BO3MOKHOMY PUCKY IPUMEHEHHS JIEKApCTBEHHOTO TIperapara
JUTSL BETEPUHAPHOTO IPUMEHEHHUS TIPU €T0 TOCYIapCTBEHHON PEerucTpalumy,

0) 3a BbIJJauy PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTpernapara;

8) HaimmumMe coriacusi, MPeIyCMOTPEHHOTO YacThi0 7 HACTOAIICH CTaTbU, €CIIM C MOMEHTa
peructpanu pedepeHTHOTO JIEKapCTBEHHOro Ipemnapara JUlsi BETEPHUHAPHOIO IMPUMEHEHMS
IPOIIJIO MEHEEe YeM IIEeCTh JIeT.

(B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpannoHHoe a0Che B LENAX HKCHEPTH3bl JIEKAPCTBEHHOIO IMpenapara s
BETEpUHAPHOTO MPUMEHEHHUS (POPMUPYETCS U3 CIASAYIOIINUX TOKYMEHTOB!

1) Komusi AOKyMEHTa Ha PYCCKOM $3bIKE, BBIJJAHHOI'O KOMIIETEHTHBIM OPTraHOM CTPaHBI
MIPOM3BOUTENS TSI KXKIOM MPONU3BOICTBEHHOH IIIOMIAIKN PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara JUis  BETEPHUHAPHOTO MpUMEHEHUs (B TOM 4YHcie Uil HPOU3BOJIUTENS
dapMarieBTHYeCKOH ~ CyOCTaHIIMHM),  3aBEPEHHOTO B  YCTAaHOBJICHHOM  TOpsIKE |
MNOJATBEPXKJIAIOIIETO  COOTBETCTBHE  NPOU3BOAMTENS  PErHMCTPUPYEMOIO  JICKAPCTBEHHOT'O
npenapara Ui BETCpUHAPHOTO  TIPUMEHEHHWs TpeOOBaHHMSAM  TPaBUJ  HaJJIeXKallen
IPOM3BOJICTBEHHON TPaKTUKH, JUOO KOMUS JIHMIIEH3MHM Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX
CPEZCTB Il BETEPUHAPHOTO IPUMEHEHUS ISl POCCUICKUX MPOU3BOUTENICH;

2) KOmMs 3aKJIIOYEHHS O COOTBETCTBUM IMPOM3BOAMTENS JIEKApPCTBEHHOTO Iperapara Jajs
BETEPUHAPHOTO NMPUMEHEHHs TPEOOBAHHSIM TIPABWIT HAJJIEKAICH MPOU3BOACTBEHHON MTPAKTHUKH,
BBIJJAHHOTO YIIOJHOMOUYEHHBIM (peiepajbHbIM OpPraHOM HCIIOJHUTENBHONW BIACTH IS KaKIOU
NPOM3BOJICTBEHHON  IUIOMIAZIKM  PETUCTPUPYEMOTO  JICKApCTBEHHOTO  Tpemapara s
BETEpUHAPHOIO MpUMEHEHHs (B TOM 4UHCIE M MPOM3BOIUTENS  (apMaleBTUYECKON
cyOcTaHIMM), 70O KOMUS JIMIIEH3WM Ha TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOIO IPUMEHEHHUS AJIS1 POCCUHCKUX IIPOU3BOIUTENCH;

3) MpOEKT HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN Mpernapar Jis BETepUHAPHOTO
NPUMEHEHHUS;
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4) MTOKYMEHT, COACpKAIIUN CIEAYIONIYI0 HHPOPMAIUIO O (hapMarleBTHIECKON CyOCTaHITUN
win (papManeBTHYECKUX CYyOCTaHLUAX, BXOJAILIMX B COCTAB JIGKAPCTBEHHOrO IpemnapaTa ajs
BETEPUHAPHOIO IPUMEHEHUS:

a) HaMEHOBaHUE (apMalleBTUUECKON CYOCTaHIIMU, €€ CTPYKTYpa, 00II1e CBONCTBA;

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHsI IPOU3BOCTBA C OITMCAHUEM CTaJui MPOU3BOJCTBA U METOAOB KOHTPOJIS Ha
BCEX CTaJUAX IPOU3BOJICTBA;

r) “HPOpPMAaLUS O IPUMECSX;

n) crienupukanus Ha GapMaleBTHUECKYIO CyOCTaHITHIO;

€) ONUCaHNe METOAUK KOHTPOJIS KayecTBa,;

) pe3yJIbTaThl aHAIHM3a CepUil papMaIeBTUIECKOM CyOCTaHITNY;

3) MepeyeHb CTaHJAPTHBIX 00pa3lOB WM BELIECTB, UCIOJIb3YEMbIX IPHU OCYILECTBICHUH
KOHTPOJIS KaueCTBa;

Y) ONMCAHUE XAapaKTEPUCTUK U CBOMCTB YMAKOBOYHBIX MAaTE€pPHAJIOB U YKYHOPOYHBIX
CPE/CTB;

K) JaHHbBIE O CTAOUIIBHOCTH;

JI) CPOK TOJHOCTH, YCIIOBUS XpaHEHHUS,

5) oT4er O pe3ynbTaTax JOKIMHUYECKOTO HCCIIENOBAHMS JEKAPCTBEHHOTO CPEACTBA JUIS
BETEPUHAPHOTO MPUMEHECHHUS;

6) oTueT O pe3yJbTaTax KIMHUYECKOIO MCCIIEJOBAaHUS JIEKApCTBEHHOIO Iperapara Jis
BETEPUHAPHOTO TPHMEHEHHs] y KaXJOr0 BUAA JKUBOTHBIX, YKAa3aHHBIX B HMHCTPYKIHH II0
BETEpUHAPHOMY ITPHUMEHEHHIO;

7) TMPOEKT HMHCTPYKIUH IO BETCPHUHAPHOMY IMPHUMEHECHHUIO JICKAPCTBEHHOI'O Ipernapara,
coAEpIKaIleH CIeAYIOIMEe CBEACHNUS:

a) HaMMEHOBaHME JICKapCTBEHHOIO IpenapaTta JUIsl BETEPUHAPHOTO MPUMEHEHHUs
(MeXIyHapOJHOE HENMaTeHTOBAHHOE, WJIM TPYINIUPOBOYHOE, WJIM XHUMHUYECKOE M TOProBOE
HAaUMEHOBAHHUA);

0) nekapcTBeHHas (opmMa C yKa3aHMEM HAUMEHOBAaHUN W KOJWYECTBEHHOTO COCTaBa
JIEMCTBYIOIIMX BEIIECTB M KAUECTBEHHOTO COCTAaBA BCIIOMOTATEIbHBIX BEIIECTB;

B) ONWCaHWE BHEITHET0 BHJAA JICKAPCTBEHHOTO TWperapara s BETEPUHAPHOTO
IPUMEHEHHUS;

r) ¢apMakoTepaneBTUUecKas IpyIia JIEKApCTBEHHOro Ipernapara sl BETEPUHAPHOTO
NPUMEHEeHHs WIK yKa3aHue "ToMeonaTHYeCcKuil IekapCTBEHHbIH npenapar";

o) ¢dapMmakoaMHaMUKa M (papMakOKMHETHKa (32 UCKIIOUEeHHEM (DapMaKOKHHETHKH
TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX IMPEMapaToB U PACTUTEIHHBIX JIEKAPCTBEHHBIX MPENapaToB)
WM OTTMCaHHE UMMYHOOHMOJIOTHYECKIX CBOWCTB JIEKAPCTBEHHOTO TIpenapara;

€) MoKa3aHus JUIsd IPUMEHEHHUS;

) IPOTUBOIOKA3aHUA JJIsl IPUMEHEHUS;

3) MepBI IPEAOCTOPOKHOCTH NIPU IPUMEHEHUH;

M) yKazaHUE BO3MOXXHOCTH U OCOOEHHOCTEH NpHUMEHEHUs y OEpeMEHHBIX *XUBOTHBIX, Y
YKUBOTHBIX B II€PUOJI JIAKTALIUH, Y TOTOMCTBA )KMUBOTHBIX;

K) PeXHM JTO3MPOBAHHUSA, CIIOCOO BBEIEHHUS M NPHUMEHEHUs, NMPU HEOOXOAUMOCTH BpeMs
npreMa JIEKapCTBEHHOTO Iperapara JJisi BETEPUHAPHOTO TMPHUMEHEHUs, MPOJIOKUTEFHOCTh
JICUCHMS,

J) BO3MOXXHBIE TIO0OYHBIC JEHCTBHSI, HEXKENATeNbHbIE PEAKIMH TPH TPUMEHEHUU
JIEKApCTBEHHOTO Tperiapara Jijisi BETEPHHAPHOTO IIPUMEHEHUS;

M) CUMIITOMBI TIEPET03UPOBKH, MEPHI TIO OKA3aHHIO TOMOIIN TIPU TIEPET03UPOBKE;

H) B3aUMOJIEHICTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IperiapaTaMy U (UJIM) KOpMamu;

0) pOpMBI BBITyCKa JIEKAPCTBEHHOTO Mperapara Jjsl BeTEpPUHAPHOTO PUMEHEHUS;

) yKa3aHue (Ipu HeOoOXOIMMOCTH) OCOOCHHOCTEH JeMCTBUS JIEKApCTBEHHOTO MpenapaTa
JUIs BETEpUHAPHOT'O IPUMEHEHUS IIPU TIEPBOM IIPUEME UJIH IIPH €r0 OTMEHE;



p) omucaHue (Ipu HEOOXOAWMOCTH) JACHCTBHI BETEPUHAPHOTO Bpaya (BETEPUHAPHOTO
¢enpamepa), MHOro crHenuManucra B 00JacTH BeTEpUHApUM, BIAJeNblia >KUBOTHOTO IIpU
IIPOITyCKE MPUEMa OJIHOM MJIM HECKOJIBKUX 03 JEKapCTBEHHOI'O Ipenapara Jijisi BETEpUHApHOTO
NPUMEHEHHUS;

C) CPOK I'OJHOCTH M yKa3aHHE Ha 3allpeT IPUMEHEHHs JIEKapCTBEHHOIO INpernapara Juls
BETEPUHAPHOI0 IPUMEHEHHUS 10 UCTEYEHUN CPOKa FOJJHOCTH;

T) YCJIOBUSI XpaHEHUS;

y) yKa3aHHe Ha HEOOXOJUMOCTb XpaHEHMs JIEKapCTBEHHOTO Npernapara Jjsi BETEpUHAPHOT 0
IPUMEHEHUS B MECTaX, HEIOCTYIHbIX AJIs IeTeH;

¢) ykazanume (IpU HEOOXOJUMOCTH) CHEIUATBHBIX MEp IPEIOCTOPONKHOCTH IIPH
YHUUYTOKEHUU  HEUCIOJb30BAaHHBIX  JIEKAPCTBEHHBIX IIPENapaToB JUIsl  BETEPUHAPHOIO
PUMEHEHHUS;

X) CPOKHM BO3MOXXHOTO HCIOJIb30BaHUS HPOAYKIMH YKUBOTHOI'O IPOUCXOXKJEHUS IOCIE
BBEJICHUS )KMBOTHOMY JIEKApCTBEHHOTO Ipenapara JJisi BETEpUHAPHOTO IPUMEHEHUS,

1) YCTIOBUS OTITYCKa;

4Y) HAuMMEHOBAHMSI U  ajapeca IPOU3BOJACTBEHHBIX IUIOMIAJOK  HPOU3BOAMTENS
JIEKapCTBEHHOTI'0 Ipernapara /i BETEpUHAPHOTO IPUMEHEHMUS;

1II) HAUMEHOBAaHME, a/Ipec OpraHu3aluy, YIOJIHOMOYEHHOH JepKaTeseM WU BIaJelbleM
PErucTpaliOHHOTO0 YJOCTOBEPEHHUs JIEKaPCTBEHHOrO Ipernapara Ha NPUHATUE IPETEH3UH OT
OTpeOUTENS;

8) MpOeKThl MaKeTOB IEPBUYHON YNAKOBKM M BTOPUYHOM YIIAKOBKHU JIEKAPCTBEHHOIO
npernapara Jyisi BETEpUHAPHOIO IPUMEHEHUS;

9) cnenyromue cBeleHus O JIEKapCTBEHHOM IpenapaTte /i BeTepUHAPHOIO IPUMEHEHHUS:

a) ONKCAHKE U COCTAB JICKAPCTBEHHOI'O Mpenapara JJisi BETEPUHAPHOI0 IPUMEHEHUS;

0) onucanue (hapMaleBTHIECKON pa3pabOTKu;

B) OINKCaHUE MpoIecca MPOU3BOJICTBA U €T0 KOHTPOJIS;

I) ONHCAHWE KOHTPOJII KPUTHUECKUX CTaJuil TPOU3BOJACTBA M IPOMEKYTOUHOMN
IPOJLYKIIHH;

71) HAUMEHOBAHUA M ajJpeca pa3paboTuuKa, JepKaTelis WK BIaJeNblia pEruCTPAluOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapaTa, IPOW3BOJACTBEHHBIX IIIOMAJ0K IPOU3BOIUTENS
JIEKapCTBEHHOTO Mpernapara Jjisi BETEpMHAPHOTO IPUMEHEHUS;

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

e) apmareBTH4YeCKasi COBMECTUMOCTb;

) MUKpOOHMOJIOTMYECKHUE XapaKTePUCTHKHY;

3) MaTepuaIbHbIN OanaHC U1 MPOU3BOICTBA CEPUU TOTOBOTO NMPOJYKTA,

M) ONHMCAaHUE XapaKTEPUCTUK M CBOMCTB YMAKOBOYHBIX MAaTE€pPHaJOB U YKYHNOPOYHBIX
CPEJICTB;

K) JIOKyMEHTaJIbHOE TIOJTBEP:KICHHE (BaTUAALMs) TPOLIECCOB M (MJIN) UX OICHKA;

7) TpeOOBaHMs K KaueCTBY BCIIOMOTAaTEIbHBIX BEIIECTB (CEepTHU(UKAT, crenupuKanus Ha
BCIIOMOTaTeIbHbIE BEeIECTBA U UX 00OCHOBAHNUE);

M) aHAIUTUYECKHUE METOJUKH, HCIOJIb3yeMbIE MPH OCYIIECTBIEHUU KOHTPOJIS KayecTBa
BCIIOMOTaTeJIbHBIX BEIIECTB;

H) JIOKYMEHTaJbHOE  TMOATBEpXACHHE  (BaluIanus)  AaHAJIUTHYECKHX  METOJUK,
HCIOJIb3YEMBIX MPU OCYIIECTBICHUH KOHTPOJISI KaUeCTBAa BCIIOMOTATENIbHBIX BEILIECTB;

0) uHbopMaius 00 HCIOIB30BAHUM BCIIOMOTATENbHBIX BEIIECTB YEJIOBEYECKOTO U
’KHUBOTHOTO TIPOMCXOK/ICHUS;

1) uHpopMaIys 00 UCIOIb30BAaHUH HOBBIX BCIOMOTaTEIbHBIX BEILIECTB;

p) TpeOoBaHMs K KayeCTBY JIEKAPCTBEHHOI'O Ipenapara il BETEpUHAPHOIO MPUMEHEHUS
(ceprudukar, cnenudukaius Ha JEKapCTBEHHBIN MpemapaT U uX 000CHOBAHHE);,

C) AQHAIUTUYECKUE METOAMKH, HCIIOJIb3yEMBbIE IPH OCYLIECTBIEHUU KOHTPOJS KadecTBa
JIEKapCTBEHHOTI'0 Ipernapara /i BETEpUHAPHOTO IPUMEHEHMUS;
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T) JOKYMEHTaJbHOE  MOATBEp)KICHHE  (Bamujanusi)  aHAIMTHYECKUX  METOIUK,
UCIIOJB3YEMBIX IIPU OCYLICCTBJICHHH KOHTPOJIA KadyecTBa JIEKAPCTBEHHOIO IIpemnapara Ul
BETEPUHAPHOT'O IPUMECHEHUS,

y) JOKYMEHT, MOATBEPXKAAIOIIMNA  KAayecTBO JIEKapCTBEHHOIO  Ipemapara Tpex
IPOMBIIIICHHBIX CepUi (IIPOTOKOJ aHajIM3a WM CcepTU(UKAT aHAJIM3a), OJHA CepUsl KOTOPOro
JIOJDKHA COBIA/IaTh ¢ cepuelt oOpaslia JIeKapcTBEHHOIO IipenapaTa, HOJaHHOTO Ha PEruCTpaLuIo;

¢) xapakTepucTHKa pUMeceii;

X) IepedyeHb CTaHAAPTHBIX OOpPAa3L0B, MCHOJIb3YEMBIX IPU OCYLIECTBICHUU KOHTPOJIS
KauyeCcTBa JIEKAPCTBEHHOTO IIpenapara iyl BETCpUHAPHOIO IPUMEHEHNUS;

1) JaHHBIE O CTAOMIILHOCTH JICKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO PUMEHEHUS;

10) xommsi MOKyMEHTa, cojepaiiero WHGOPMAIMI0 O HATUYMA WIH 00 OTCYTCTBUH
(GakTOB perucTpaluu JEKapCTBEHHOIO Ipenapara JJisi BETEPUHAPHOTO NPHUMEHEHMs 3a
npenenamu Poccuiickoit @eneparuu;

11) cormacue B muchMeHHOH (hopMme, PEAYCMOTPEHHOE YacThiO 7 HACTOSIIEH CTaThbH, B
Clly4ae perucTpanuy BOCIPOU3BEIEHHOr0 JIEKAPCTBEHHOIO IIpenapara;

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

12) xomusi TOKyMEHTa Ha PYCCKOM SI3bIKE€, 3aBEPEHHOIO B YCTAaHOBJIEHHOM MOPSAJIKE U
NOATBEP)KJAIOLIETO  IIPABOMOYHOCTh  3asBJICHHA O  TOCYAAPCTBEHHOM  PErucTpanuu
JIEKapCTBEHHOTO Npernapara JJisi BETEPUHAPHOI0 IPUMEHEHUS (JOBEPEHHOCTb ).

4. Ilpu npoBeieHNN YCKOPEHHOM MPOLeyphl SKCIIEPTU3BI JIEKAPCTBEHHOI'O IIpenapara A
BETEPUHAPHOTO IPUMEHEHHs] B LEIAX €ro TIOCYJapCTBEHHOW PETUCTPALUU  MOMKET
HpEeACTaBIATbCA HMH(OpMAIMs, IOJydeHHass NpPU HPOBEAECHUM KIMHUYECKUX HCCIeI0BaHUN
JIEKapCTBEHHOTI'O IpenapaTa U OnyOJIMKOBaHHAs B CHIEIUAIN3UPOBAHHBIX [I€YATHBIX U3AAHUAX, A
TaKXKe  JIOKYMEHTBI, COJAEp)Kallhue  pe3yibTaTbl  MCCIENOBAaHUS  OMO’KBUBAIEHTHOCTU
JIEKapCTBEHHOTI'0 IIpernapara Juis BETEpUHAPHOTO IPUMEHEHUS.

5. Ha skcnepTu3y pas3indHbIX JEKapCTBEHHBIX (JOPM OJTHOTO U TOTO K€ JIEKAPCTBEHHOTO
npemnapara JUisi BETEpUHAPHOTO IPUMEHEHUs 3asgBUTENb IMPEJICTABISIET OT/EIbHBIC 3asBICHUS U
pETUCTpalMOHHbIE JJOChE Ha KXYy JeKapcTBeHHyto (Gopmy. IIpu ycioBun ogHOBpeMeHHOU
MoJayl Ha DSKCHEPTU3y OJHOM JIEKApCTBEHHOW (OPMBI € Ppa3IUYHBIMU  JTO3UPOBKOM,
KOHIIEHTpaluei, 00beMOM 3asBUTEINb MPEICTABISAET OJJHO 3asiBIIEHUE M PETUCTPALMOHHOE JJOChE
C IPUJIO)KEHUEM MAaKETOB YNAKOBOK Ha KaXKIyH0 JO3HPOBKY, KOXKJYI0 KOHIEHTPALUIO, Kax bl
00BEM U KaXKJI0€ KOJMYECTBO /103 B YIIaKOBKE.

6. 3asBUTENb BIIpaBe MPEICTaBUTh MO COOCTBEHHON MHUIMATHBE BMECTE C 3asBJICHHUEM O
rOCy/IapCTBEHHOW PETUCTPAllMU JIEKAPCTBEHHOI'O Iperapara Juisi BETEpUHAPHOIO NPUMEHEHUs
JIOKYMEHTBI, MOATBEPKAAIOIINE YIUIATy TOCYJIapCTBEHHON MOLUIMHBI U yKa3aHHbIE B IyHKTE 7
yacTH 2 HAcTosAlmEed cTaTeM. B cioydae WX  HEOpeACTaBICHHS  COOTBETCTBYIOIIUMN
YIIOJIHOMOYEHHBIN (eepaabHblii OpraH HCHOJIHUTENBHOM BIACTH MpoBepseT (aKT YIUIaThI
3asBUTEJIEM T'OCYIapCTBEHHON MOIIJIUHBI TOCPEICTBOM HCIIONIb30BaHMs HHPOpMAIHU 00 yriaTe
roCyJapCTBEHHOM MOLUIMHBI, cofiepxanieiics B ['ocyaapcTBeHHOM MHPOPMAITMOHHON CHCTEME O
rOCy/IapCTBEHHBIX U MYHUIMNAIBHBIX IJIaTEKaX, HA OCHOBAHUU INPEACTABIECHHBIX 3asSBUTEIEM
KONUI TOKYMEHTOB, IOATBEPKIAIOIINX YIIJIATy TOCY1apCTBEHHON MOLUIHHBI.

7. He nomyckaercsi MCMOJIb30BAHUE B KOMMEPUYECKUX IIeNIIX MHPOpPMALUU O pe3yibTaTax
JOKJIIMHUYECKUX HCCIEJOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX MCCIEAOBAaHUN
JIEKapCTBEHHBIX MpPENapaToB JUIsi BETEPUHAPHOTO MPUMEHEHMs, MPEICTaBICHHOMN 3asBUTENIEM
JUIS TOCYJJApCTBEHHOMN PErucTpaluy JIEKapCTBEHHBIX MpernapaTroB, 0e3 ero coriacus B TEUEHHE
HIECTH JIET C JaThl FOCYAapCTBEHHON perucTpaniu peepeHTHOro JEKapCcTBEHHOro Mpenapara B
Poccuiickoit denepanum.

Cratpa 18. Ilomaua m paccMOTpeHHE 3asiBICHUS O TOCYAApCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOT'0 Iperapara Juisi METUIIUHCKOTO PUMEHEHUS
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)
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1. JIns rocymapCTBEHHOW pErucTpaliiyl JICKapCTBEHHOTO MperapaTa A METUIIUHCKOTO
NPUMEHEHUS IOPUIUYECKOe JIMIo, [JEHCTByIOIIee B COOCTBEHHBIX HMHTEpecax WIHU
YIIOJIHOMOYEHHOE MPEJACTABIATh HMHTEPEChl APYroro IOPHUAWYECKOrO JIMIA M 3asBIIAIOLICE
JICKapCTBEHHBIN Mpernapar Ha roCyJIapCTBEHHYIO pPErucTpainuio (Jajgee B HACTOALICH crarbe -
3asBHUTEINb), PEACTABISIET B YIIOJIHOMOYEHHBIN (hefiepaibHbIid OpraH WCHOJHUTEIBHON BIIACTH,
OCYIIECTBIISIIOIIUN  TOCYJapCTBEHHYIO PETUCTPALMI0  JIEKAPCTBEHHBIX  IpENapaToB s
MEIUIIUHCKOTO NPUMEHEHHs, B 3JEKTPOHHOU (hopMe M Ha OyMaKHOM HOCHUTENE 3asiBICHUE O
roCy/IapCTBEHHOW pEerucTpaluu JeKapcTBEHHOTO MpenapaTa il MeIUIUHCKOIO PUMEHEHUs, a
TaKXe B MOPS/IKE, YCTAHOBJIEHHOM YIIOJIHOMOYEHHBIM (peiepanbHbIM OpraHOM MCHOTHUTEIBHOM
BJIACTHU, B JJIEKTPOHHOU ¢dopMe M Ha OyMaKHOM HOcHUTEJIEe HEOOXOIUMBbIE JOKYMEHTBHI, U3
KOTOPBIX (OPMHPYETCSl PETUCTPAIIMOHHOE JO0Ch€ Ha JIGKAPCTBEHHBIA mpemapar i
MEAUIIMHCKOTO TPUMEHCHHSI.

(uactb 1 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asgBiI€HMM O TOCYIapCTBEHHOW pErHCTpaluy JIEKapCTBEHHOTO TIpemnapara s
MEAMIIMHCKOTO MTPUMEHECHHS YKA3bIBAIOTCS:

1) HauMeHOBaHUE U aapec 3asBUTENS U MPOU3BOAUTENS JEKAPCTBEHHOTO IpernapaTa Juis
MEIUIIUHCKOTO TPUMEHEHHUS W aJpec MecTa OCYHIECTBICHHS €ro IpPOHM3BOJCTBA (B Cirydae
HAIUYUSl HECKOJIBKMX YYacCTHHKOB TpoIlecca MPOU3BOJCTBA HEOOXOAMMO YKa3aTh KaXJOTO
y4acTHUKA B COOTBETCTBUU C OCYILIECTBISIEMOM CTaiuell MPON3BOACTBA);

2) HaMMEHOBAaHHE JIGKAPCTBEHHOrO TpemapaTa [uis MEAMIMHCKOTO TPUMEHEHUs
(MeXIyHapOJHOE HENaTeHTOBAHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE M TOPTOBOE
HAaWMEHOBAHHUS);

3) mepeyeHb MACUCTBYIOIIMX M BCIOMOTATEIBHBIX BEIIECTB, BXOJSAIIMX B COCTaB
JICKapCTBEHHOI0 TMpemnapara s MEAMIMHCKOrO MPHMEHEHHUS, C YKa3aHHEeM KOJIMYecTBa
Ka)KJ0r0 U3 HUX;

4) nexapcTBeHHast opMa, JO3UPOBKA, CIIOCOOBI BBEACHUS M MPUMEHEHHS, CPOK TOJTHOCTH
JIEKapCTBEHHOTO Tperapara Juisi METUIIMHCKOTO IIPUMEHEHUS;

5) ¢dapmakorepaneBTHYECKas Tpymnma, KOJ aHATOMO-TEpPAreBTHYECKO-XHUMUYIECKOH
KJaccu(puKalnuu, peKOMEeHI0BaHHOW BceMupHO# opraHu3aiueil 31paBooXpaHeHus, 3asiBIsIeMbIe
MOKAa3aHus JJi1 MPUMEHEHHUS JICKapCTBEHHOTO TIpernapara Juisi MeJUIIMHCKOTO PUMEHEHUS;

6) OTCYyTCTBHE HEOOXOJAMMOCTHU TPETOCTABJICHHS OTUETAa O Pe3yJbTaTax KIMHUYECKOTO
UCCIIEIOBaHMS, UCCIICTOBAHMUSI OMOPKBUBAJIEHTHOCTH  JIGKQPCTBEHHOTO  Tpernapara,
pa3penieHHoro sl MeIUIUHCKOro npuMeHeHus B Poccuiickoit deneparyu Gonee aBaanaTH
JeT, C YKa3aHHeM HOPMATUBHBIX TPABOBBIX aKTOB, IMOATBEPKIAIONIUX JAaHHBIA CpPOK
MPUMEHEHUS;

7) HeobxomuMocTh odopMIIeHHs paspeuieHus Ha BB03 B Poccuiickyro ®Penepanuio
KOHKPETHOW TMAapTHH 3aperHCTPUPOBAHHBIX W (WIIM) HE3apETHCTPUPOBAHHBIX JIEKAPCTBECHHBIX
CPEICTB, MpEeAHA3HAUYCHHBIX I MPOBEICHHS SKCIEPTU3bI JIEKAPCTBEHHBIX CPENICTB B IIENIAX
rOCy/IapCTBEHHOW PETUCTPALINN;

8) HeoOXOAMMOCTh TPOBEACHHS OJKCHEPTU3bl JIOKYMEHTOB, WPEICTaBICHHBIX IS
OTIpeNieNIeHUs] BO3MOXKHOCTH pPacCMaTpHBATh JICKAPCTBEHHBIM Tpemapar Uisi METUIIMHCKOTO
NPUMEHEHUS TPH OCYIIECTBICHUH TOCYIApCTBEHHOH perucTpanuu B KadecTBe OpQhaHHOTO
JIEKapCTBEHHOTO TIpernapara;

9) HEOOXOMMMOCTh TPUMEHEHHUS] YCKOPEHHOW MpOIEIyphl AKCHEPTH3bI JIEKApCTBEHHBIX
CPEZICTB B IIEJISIX TOCYIapPCTBEHHON PErHCTPaIliy JISKApPCTBEHHOTO Tpernapara;

10) koMK TOKYMEHTOB, MOATBEPKAAIOIINX YIUIATY TOCYAapCTBEHHOM MOIUINHEI:

a) 3a TMPOBEACHHUE OHKCIEPTHU3Bl JOKYMEHTOB, TMPEACTABICHHBIX JJS OIpeaeIeHHs
BO3MOXXHOCTH paccMaTpHBaTh JIEKAPCTBEHHBIN MpenapaT i MEIUIIMHCKOTO MPUMEHEHHUs MPU
OCYIIECTBIICHUU TOCYAApCTBEHHOW pErucTpaliii B KadecTBe OpPQaHHOTO JIEKApCTBEHHOTO
npernapara,

0) 3a NpOBEACHHME OKCIEPTH3bl KAuyeCTBAa JIEKAPCTBEHHOI'O CPEACTBA M SKCIEPTU3bI
OTHONICHUSI OXHIaeMOH TOJb3bl K BO3MOXXHOMY PHUCKY TIPUMEHEHHUS JIEKapCTBEHHOTO
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npernapara, pa3peleHHoro uis MeIUIIMHCKOTo nmpuMeHeHus B Poccuiickoit ®eneparnuu 6omee
JIBaaUATA JIeT, 0OpPU OCYIIECTBIEHWU TOCYAApPCTBEHHOW PErHCTpalUU JIEKapPCTBEHHOI'O
npenapara;

B) 3a IPOBEAECHUE OKCIEPTH3bl KadecTBa JIEKAPCTBEHHOIO CPEACTBA M AKCIEPTU3BI
OTHOLLIEHHUS 0KUAAEMOU MOJIb3bl K BO3MOKHOMY PUCKY IPUMEHEHHUS JIEKAPCTBEHHOTO Mperapara
JUISL MEAUIIUHCKOTO IPUMEHEHUS IIPU €r0 FOCYAapCTBEHHOM PEruCcTpallty;

I) 3a MPOBEIEHUE OHKCIEPTHU3bl KauecTBa JIEKAPCTBEHHOT'O CPEACTBA M AKCIEPTHU3BI
OTHOLIEHHUSI 05KMJIAEMOM I0JIb3bI K BO3MOXKHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO Ipenapara
JUIST MEIMIMHCKOIO IPUMEHEHHUs, B OTHOLUEHUU KOTOPOrO IIPOBEACHBI MEXIAYHAPOIHbBIE
MHOTOLEHTPOBbIE KJIMHUYECKUE MCCIENOBAHUs, 4acTh M3 KOTOPBIX MpoBeneHa B Poccuiickoi
®denepanyu, pu OCYLIECTBICHUN IOCYIaPCTBEHHON PErUCTPALIMK JIEKAPCTBEHHOTO IIpenapara;

11) nHamuume coryiacusi MPOU3BOJIUTENS JIEKAPCTBEHHOI'O Ipernapara, MPOU3BOACTBO
KOTOpPOTO OCyLIeCTBIsieTcss 3a npenenamu Poccuiickoit  ®denepanuu, Ha OPOBEAECHUE
WHCIIEKTUPOBAHUS TPOU3BOJAUTENS] HA COOTBETCTBUE TpeOOBaHMSIM TPABHUI HaJUIekKallen
MIPOU3BOJCTBEHHOMN MPAKTUKY;

12) Hanuuue coriacusi, MpeayCMOTPEHHOI0 YacThio 18 HacTosIIel cTaThy;

13) yka3zaHue BHAa JEKapCTBEHHOIO IIpenapara, MPEACTABICHHOTO Ha PETUCTPAIUIO
(pedepeHTHBII TIEKapCTBEHHBIN Mpenapar, BOCIPOU3BEACHHBIN JIEKapCTBEHHBIN Ipemnapar,
OMOJOrMYECKUM JIeKapCTBEHHBIN IpernapaT, 0MoaHaNIoroBblil (OMONOAOOHBIN) JEKapCTBEHHBIN
npernapar (OuoaHanor), TOMEONATUYECKUH JIEKapCTBEHHBIM Tpenapar, JeKapCTBEHHbIN
pacTUTEIbHBIN IIpernapar).

(uacts 2 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. PeructpanoHHOE JOChE Ha JIEKAPCTBEHHBIN Mpenapar sl MEIULUHCKOrO IPUMEHEHHUS
npenocTaBisieTcs B GopMe 00IIero TEXHUYECKOro JOKYMEHTA.
(uactsb 3 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Pa3nen nokyMeHTalluy aAMUHUCTPATUBHOTO XapaKTepa BKJIIOYAeT B ceOsl:

1) 3asBieHHE O TOCYAApPCTBCHHOW pErMCTpPAallMU JICKAPCTBEHHOTO Tperapara s
MEAMIIMHCKOTO IPUMEHEHHUS B AIEKTPOHHOU (hopMe U Ha OyMa’kHOM HOCHUTEIIE;

2) KOMMIO JIOKYMEHTa Ha PYCCKOM S$3bIKE, 3aBEPEHHOI0 B YCTAaHOBJIEHHOM TIOpSJIKE U
MOJTBEPXKJIAIOLIETO MPAaBOMOYHOCTh 3asiBUTENs I0JlaBaTh 3asBJIE€HUE O TOCYJapCTBEHHOMN
perucTpanum JeKapcTBEHHOI O Ipenapara Juisi MEIULIUHCKOTO IPUMEHEHUS (JIOBEPEHHOCTb );

3) KOIUIO JUIEH3UU Ha IMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB MM KOIHUIO 3aKJIIOUEHUS O
COOTBETCTBUM IPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHHUAM IpaBHJ HaJyIekKalleH
IIPOU3BOJICTBEHHOW IPAKTUKW, BBIJAHHBIE YIOJIHOMOYEHHBIM  (elepaIbHbIM  OpPraHOM
WCIIOJHUTENIBHOM BJIACTH, B ClIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOIO IIpernapara
ocyuectsisiercs B Poceniickon @enepanny;

4) KOIHUIO BBIIAHHOHW YIOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOM3BOAUTENS JHIICH3UH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpernapaTa M €€ IEepPEeBOJl HAa PYCCKUH S3BIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM TIOpSJKE, M KONHUIO 3aKIIOYEHHS] O COOTBETCTBUU  IPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEeOOBAHUSAM IPaBUJ HAAJEXKaIIed NPOU3BOJACTBEHHOW TNPaKTHKH,
BBIJIAaHHOTO YIIOJIHOMOYEHHBIM (heJiepaabHbIM OPraHOM HCIIOJHUTENBHOM BIIACTH, B CIy4Yae, €Ciu
IIPOU3BOJICTBO JIEKAPCTBEHHOIO IIpemapara OCYHIECTBIIAETCS 3a mpeaenamu Poccuiickon
denepaunu;

5) HpOEKT MHCTPYKLIMU IO METUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOIO Iperapara,
coJieprKalleil CIeayIoe CBEIECHUS:

a) HaMMEHOBaHME JIEKapCTBEHHOI'O Ipernapara (MeXAyHapoJIHOE HENaTeHTOBAHHOE, WU
IPYNIAPOBOYHOE, HIIM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);

0) nekapcTBeHHass (opMa ¢ ykazaHWEM HAWMMEHOBAaHWW M KOJMYECTBEHHOTO COCTaBa
JEHCTBYIOIIMX BEIIECTB M KAayeCTBEHHOI'O COCTaBa BCIIOMOraTENIbHBIX BEIECTB (Tpu
HEOO0XO0IMMOCTH KOJMYECTBEHHOT'O COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB);

B) OINKCaHWE BHEIIHErO0 BHJA JIEKAPCTBEHHOrO IIpemapara JUIsi MEIULUHCKOIO
IIPUMEHEHUS;
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r) (U3MKO-XUMHUYECKHE CBOWCTBA (Mg paano(apMaleBTUYECKUX JIEKAPCTBEHHBIX
IIpEnapaToB);

1) dbapmakoTepaneBTHUECKas IpyIna, Koj JeKapCTBEHHOTO MpenapaTa i MeIULIUHCKOTO
NPUMEHEHHUS M0 aHAaTOMO-TEepPareBTUYECKO-XUMHUYECKOH KilaccupuKanuy, peKOMEHIOBaHHOU
BcemupHoli  opraHuzamuei  3[paBOOXpAaHEHMS, WJIM  yKa3aHue  "TOMEONAaTUYECKHIl
JIEKapCTBEHHBIN npenapat”;

e) (¢dapmakoguHaMHKa U (apMaKOKMHETHKA (32 UCKIIOYCHHEM (apMaKOKHHETUKH
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB U PaCTUTENbHBIX JIEKAPCTBEHHBIX MPENapaToB);

) MMOKa3aHUs JIsl IPUMEHEHHUS,

3) IPOTUBOMOKA3aHUS JJIsl IPUMEHEHUS;

1) MEpBI IPEIOCTOPOKHOCTH MIPHU IPUMEHEHHH;

K) YKa3aHuEe BO3MOKHOCTH U OCOOCHHOCTEW MPUMEHEHUS JICKapCTBEHHOTO Ipernapara Jis
MEAMIMHCKOTO TpPUMEHEHUS OEpEeMEHHBIMH >KCHIIMHAMU, XCHIIWHAMHU B MEPUOJ TPYTHOTO
BCKapMJIMBAHUSI, IETHMH, B3POCIBIMHU, UMEIOIIUMU XPOHHUECKHE 3a00JIeBaHUS;

J) peXUM J03UPOBaHUS, CLIOCOOBI BBECHUS U MPUMEHEHHUs], IPU HEOOXOJUMOCTH BpeMs
IpUeMa JIEKapCTBEHHOrO Ipernapara JUisi MEJUIIMHCKOTrO IMPUMEHEHHUS, MPOJ0JIKUTENbHOCTh
JIeYEHUs1, B TOM YMCIIe Y €Tl 710 U IIOCIEe OJHOrO rojia;

M) BO3MOJKHBIE HEXKeJaTelbHble peaklUuu MpH MPUMEHEHUH JIEKApCTBEHHOrO IMpernapara
JUTSL METUITUHCKOTO TIPUMEHEHHS,

H) CUMIITOMBI [I€PEI03UPOBKH, MEPHI IO OKA3aHUIO IIOMOILU IIPU MIEPEI03UPOBKE;

0) B3aUMOJEHCTBUE C JAPYTUMHU JIEKaPCTBEHHBIMHU IIpernapaTamMu M (MJM) MHUILIEBBIMU
POJYKTaMU;

1) opMBI BEIITyCKa JIEKAPCTBEHHOTO IIpenapara;

p) ykazanue (pu HEOOXOIUMOCTH) OCOOCHHOCTEW NEHCTBHS JICKAPCTBEHHOTO Iperapara
JUTS METUITUHCKOTO IPUMEHEHUS TIPU TIEPBOM TIpHUEME WJTH TIPH €r0 OTMEHE;

c) onucanue (Mpu HEOOXOAMMOCTH) JIeHCTBHI Bpada ((enpamepa) u (WUIK) MalyueHTa npu
IPOIyCcKe NMpuemMa OJHOW MM HECKOJBbKUX J103 JIEKAPCTBEHHOIO IpernapaTa JUIsi MeIUIUHCKOTO
PUMEHEHHUS;

T) BO3MOXHO€ BJIMSIHME JIEKAPCTBEHHOT'O Ipernapara JJii MEIULMHCKOIO MPUMEHEHUs! Ha
CIIOCOOHOCTH YIPABIISATh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMU;

y) CPOK TOJHOCTM W yKa3aHWE€ Ha 3allpeT NMPUMEHEHMs JIEKApCTBEHHOTO Ipemnapara AJis
MEIUIIUTHCKOTO IPUMEHEHHUS TI0 UICTEYCHNHU CPOKa TOJHOCTH;

&) ycnoBus XpaHeHUS;

X) YKa3aHHe Ha HEOOXOJAMMOCTb XpaHEHHUs JIEKApCTBEHHOTO Mpernapara Jyisi MeIUIUHCKOTO
NPUMEHEHHS B MECTaX, HEIOCTYITHBIX IS IeTEH;

I[) YyKa3aHue (MpuU HEOOXOAMMOCTH) CIEUUAIBHBIX Mep MPEeJOCTOPONKHOCTH IpH
YHAYTO)KCHUW  HEHCIIONb30BAaHHBIX  JICKAPCTBEHHBIX  IPEMaparoB  JUIi  MEAUIIUHCKOTO
IPUMEHECHHUS;

q) yCJIOBUS OTIYCKa;

II) HAaUMEHOBaHMA W  ajJpeca IPOU3BOACTBEHHBIX  IUIOLIAJIOK  MPOU3BOIUTEIS
JIEKapCTBEHHOTO Tpernapara,

1) HAMMEHOBAHUE, aJ[pec OpPraHu3alliy, YIIOJIHOMOUYEHHOU JiepiKaTeneM WU BIaJeNbleM
PETUCTPAIIMOHHOTO  yJOCTOBEPEHMs  JIEKapCTBEHHOrO  Mperapara s MEIULUHCKOrO
NpUMEHEHHS Ha MIPUHATUE NTPETEH3UH OT MOTpeOUTeNs;

6) HHCTPYKIMIO TO MEIUIMHCKOMY TIPHUMEHEHUI0 WIM KpPaTKyl0 XapaKTepUCTUKY
JIEKapCTBEHHOT O Mpernapara, yTBEp»k/IeHHbIE B CTpaHe IPOU3BOIUTEIS;

7) TpOEKThl MAKETOB IMEPBUYHOM YNAKOBKM W BTOPHUYHON YHAKOBKU JIEKAPCTBEHHOTO
npemnapara Jyisi METUIIUHCKOTO PUMEHEHUS;

8) mpoeKT HOPMAaTUBHOM JOKYMEHTAllMM WJIM HOPMAaTUBHOTO JOKyMEHTa Ha
JIEKapCTBEHHBIN Mpemnapar Ui MEIUIIMHCKOTO MPUMEHEHUS 00 yKa3zaHHE COOTBETCTBYIOILEH
(bapmakonenHo cTaThu;



9) IOKyMeHT, coiepKaumuii HHPOPMALHUI0 O HAJMYUU WIM 00 OTCYTCTBUU (PaKTOB
pEerucTpaluy JIEKapCTBEHHOrO TMpernapara i MEIULIUHCKOro TNPUMEHEHHs 3a TMpejesiaMu
Poccuiickoit denepanuu;

10) koMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IOPAJIKE U MOATBEPKAAOIINX
dakT perucTpaluu JIEKApCTBEHHOTO IpernapaTa B HMHOCTPAHHBIX TOCYJapCcTBax B KadyecTBE
op(haHHOTO JIeKapCTBEHHOTO Mpenapara;

11) myan ynpaBiaeHHs pUCKaMH JJsi OMOJOTHMYECKHX JIEKapCTBEHHBIX IpEenaparoB AJis
MEAMIIMHCKOTO TPUMEHEHHUS,

12) noxyMmeHT o cucteme (hapMakoHa30pa JIepKaTelsl WK BIaeblia PerucTPalliOHHOTO
YZIOCTOBEPEHUS JIEKAPCTBEHHOIO NIpenapara;

13) noKyMeHT, MOATBEP)KIAIOLIMN KayecTBO JIEKapCTBEHHOTO IIpemapara  Tpex
MIPOMBIIIICHHBIX CepUid (MMPOTOKOJ aHalIM3a WK cepTUUKAT aHaIu3a), OJlHA CEPUsl KOTOPOTO
JOJDKHA COBIIAQJAaTh € cepued o0pasla JIEKapCTBEHHOI'O IIpernapaTta sl MEIULHUHCKOIO
PUMEHEHHUS, IPEJCTABICHHOI0 Ha FOCYAAPCTBEHHYIO PETUCTPaLMIO.

(uacTsb 4 B pen. GenepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Paznen xumudeckoil, papmManeBTUIecKord U OMOJIOTUYECKON TOKYMEHTAIIMU BKIIIOYACT B
cebst JOKYMEHThI, cojepkame uHpopManuio o0 (apmaleBTHYeckoil CyOCTaHIIMM U
JIEKapCTBEHHOM IIpenapare JUisi MEIUIIMHCKOrO NPUMEHEHHs, MpOLecce €ro MpOoU3BOJCTBA U
METOJIaX KOHTPOJISl Ka4eCTBa, B TOM YHCJIE:

1) xomwrio MOKYMEHTa, COAEPIKAIIEro CISAYIONIYyI0 WH(OpPMANHI0 O (hapMaleBTHUECKON
cyOcTaHuu wian (apMmareBTHUYECKUX CYOCTAHIMSAX, BXOJSIIUX B COCTaB JIEKApPCTBEHHOTO
npernapara:

a) HauMeHoBaHue (papMaIeBTUUECKON CyOCTaHIINH, €e CTPYKTYypa, 00II1e CBOMCTBA;

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHSI IPOM3BOCTBA C OMCAHUEM CTaJUi IPOU3BOJCTBA U METOAOB KOHTPOJIS Ha
BCEX CTaJUSIX IMPOU3BOJICTBA;

T') OMKMCaHue pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

7) OINHCAaHWE KOHTPOJS KPUTUYECKUX CTaJuid TMPOU3BOACTBA M IMPOMEKYTOUYHOMN
IIPOTYKIINH;

€) IOKYMEHTaJIbHOE TIOJITBEPKACHHUE (BAJIUIAIINS) TPOIIECCOB U (MJTN) UX OICHKA;

) CBOMCTBA U CTPYKTYpa JACHCTBYIOIIUX BEIIECTB;

3) XapaKTEepPUCTHKA ITPUMECEH;

1) crienrdukanys Ha GpapmMaleBTHUECKYI0 CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHAJIMTUYECKHE METOJIMKH, HCIOJIb3yEeMbIE NPHU OCYLIECTBICHUHM KOHTPOJII KayecTBa
(dapmalieBTUYECKOM cyOCcTaHIINN;

J) JOKYMEHTaJIbHOE  MOJTBEpXJAEHUE  (BaIMJalMs)  AHAIUTHYECKMX  METOJUK,
UCTIOJIb3YEMBIX ITPH OCYIIECTBIEHUN KOHTPOJIS KauecTBa (papMalleBTUYECKON CyOCTaHIINM;

M) pe3yJIbTaThl aHAIHM3a CePUil hapMaIleBTUUECKONU CyOCTaHIINY;

H) MepeyeHb CTaHAAPTHBIX 00pa3lloB MIIM BELIECTB, UCIOIB3YEMBIX MPH OCYIIECTBICHUU
KOHTPOJISI KauecTBa;

0) OIMCaHME XapaKTEPUCTHK M CBOMCTB YIaKOBOYHBIX MAaTEPUATIOB U YKYMOPOYHBIX
CPEICTB;

1) JaHHbIE O CTAOMJIBHOCTH (papMaleBTUYECKON CyOCTaHINY;

P) CPOK TOJTHOCTH;

2) NOKYMEHT, CoAepalllui Clenylollue CBEIACHHS O JIEKapCTBEHHOM IIpernapare s
MEIUITUTHCKOTO IPUMEHEHUSI:

a) ONKCAHKE U COCTaB JICKAPCTBEHHOI'O Mpenapara JJisi MeIUIIMHCKOTO IIPUMEHEHUS;

0) onucanue (apMaleBTUUECKON pa3paboTku (000CHOBaHKE BHIOOpA COCTaBa, MEPBUYHON
YIaKOBKH ¥ UHOTO);

B) TEXHOJIOTHSI IPOM3BOACTBA C OMCAHUEM CTaJlil IPOU3BOJCTBA U METOAOB KOHTPOJIS Ha
BCEX CTaJUSIX MMPOU3BOJICTBA;


consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE403734770716E51FFD030D50BBDAEB1D36209E926CD97678g6Q

I') ONMHUCAHUE KOHTPOJS KPUTUUYECKUX CTAIUI Ipoliecca MPOU3BOJCTBA U MPOMEKYTOUHOU
IIPOJLYKLIH;

1) HAaUMEHOBAaHUE M aJpec MecTa OCYIIECTBICHUS MPOU3BOJICTBA JIEKAPCTBEHHOI'O
npernapara s MEAMLIMHCKOrO NpPUMEHEHHUs (B Cilydae HajJu4usg HECKOJIbKHUX YYaCTHUKOB
nporiecca Mporu3BOJICTBa HEOOXOAMMO yKa3aTh KaX/I0T0 U3 HUX);

e) apmaneBTHUECKAs] COBMECTUMOCTB;

) MUKpOOHMOJIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepuaIbHbBIN OaNaHC IS TPOU3BOICTBA CEPHU TOTOBOTO MPOYKTA;

1) OINHCaHUE XapPaKTEPUCTUK M CBOWCTB YIIAKOBOYHBIX MaTepUalOB U YKYMOPOUYHBIX
CPEJICTB;

K) JTOKYMEHTAJIbHOE IMOATBEP)KICHHUE (BajuIaIus) MPOIECCOB MPOU3BOACTBA M (HMJIM) HX
OLICHKA;

J1) TpeOOBaHUSI K KaueCTBY BCIIOMOTATEIbHBIX BelIECTB (cepTudukar, crnernuduranis Ha
BCIIOMOTaTeNbHbIE BEUIECTBA U UX OOOCHOBAHUE);

M) aQHAJIUTUYECKUE METOJMKH, UCIOJIb3YEMbl€ NPU OCYLIECTBICHUHU KOHTPOJIS KauyecTBa
BCIIOMOT'aTEJIbHBIX BEIIECTB;

H) JOKYMEHTAJIbHOE  TOJTBEpXKACHUE  (Baduaamus)  aHAIUTHYECKUX  METOJUK,
UCIIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOJISl KaUeCTBa BCIIOMOTaTEJIbHBIX BELLIECTB;

0) wuH(popMamus 00 WCIONB30BaHUM BCIIOMOTATEILHBIX BEIIECTB YEJIOBEYECKOTO |
YKUBOTHOTO TTPOUCXO0KICHHUS;

1) mHOpMAIHs 00 HCIIOIB30BAHIH HOBBIX BCIIOMOTATEIIHHBIX BEIIECTB;

p) TpeboBaHMs K KayecTBY JIEKAPCTBEHHOrO IpernapaTa Juisi MEAMIIMHCKOrO IMPUMEHEHUs
(cepTudukar, cnenupuKaiys Ha JIEKapCTBCHHBIN MpenapaT U UX 000CHOBAHUE);

C) QHAIUTUYECKUE METOAMKH, HCIIOJIb3yeMble MPH OCYIIECTBICHWU KOHTPOIS KadecTBa
JIEKapCTBEHHOT'O TIpernapara Jyuisi METUIIUHCKOTO MPUMEHEHHUS;

T) JOKYMEHTaJIbHOE  TOITBEpXKIAeHUE  (Balugalus)  aHATUTHYECKUX  METOJUK,
HCIIOJIb3YEMBIX TPU OCYUIECTBICHUHM KOHTPOJII KadecTBa JIEKApCTBEHHOIO Ipernapara s
MEMIIMHCKOTO TPUMCHCHHS,

y) pe3ynbTaThl aHaJW30B CEpPHUIl JIEKapCTBEHHOro Tpenapara [Uisi MEIULHUHCKOIo
MIPUMCHCHUS;

() xapakTepucTUKa MPUMECEH;

X) MEepeueHb CTaHIAPTHBIX 00pa3lloB, HCMOJIb3YEMbIX IPU OCYIIECTBICHUH KOHTPOJISL
KayecTBa JIEKApCTBEHHOTO Mpernapara sl MEIULIUHCKOrO IPUMEHEHNUS;

11) IaHHbIE O CTAOMJIBHOCTH JIEKAPCTBEHHOI'O IIpernapara Jyuisi METUIITHCKOTO IPUMEHEHUSI.
(uacTsb 5 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Pazmen ¢apmakororndeckoi, TOKCHUKOJIOTUYECKOW TOKYMEHTAIlMU BKJIIOYAaeT B ce0s
OTYETBl O pe3ynbTarax JOKIMHUYECKHUX MCCIEA0BaHUN JIEKapCTBEHHOTO CpeACTBa Ul
METUITMHCKOTO MIPUMEHEHHSI, B TOM YHUCIIE:

1) oTuer o hapMakOTUHAMUYECKUX UCCIEOBAHUSX;

2) oTueT 0 (hapMaKOKUHETHYECKHUX MCCIEAOBAHUSIX;

3) OT4ET O TOKCUKOJIOTUYECKUX HCCIETOBAHUSAX.

(uacTsb 6 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pazgen KIMHUYECKOW JOKYMEHTAllMM BKJIIOYAaeT B ceOsd OTYETHl O pe3yibTaTrax
KIIMHUYECKUX HCCIEI0OBaHUI JIEKapCTBEHHOrO Mperapara Juisi MEAMIIMHCKOIO NMPUMEHEHUs, B
TOM UUCIIE:

1) oTyeTsl 00 MCCIETOBAHUSAX OMOJOCTYITHOCTH U OMOAKBUBAJICHTHOCTH, UCCIEIOBAHUSX,
YCTaHABIMBAIOIIUX KOPPEJSALHUIO PE3YIbTaTOB, OJYYEHHBIX B YCIOBUAX 1n Vitro u in vivo;

2) oT4eThl 0 (PapMaKOKMHETUYECKUX HUCCIICAOBAHUIX;

3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIICAOBAHUIX;

4) OTYETHI O KIMHUYECKUX UCCIIeTOBaHUSIX d(DPEKTUBHOCTH U O€30MTaCHOCTH;

5) oTYeT O MOCTPETUCTPALIMOHHOM OTIBITE TPUMEHEHUS (TIPU HAJTUYHUH ).

(uactb 7 BBeneHa DeaepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)
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8. TpeboBanus kK 00beMy HHPOPMAIUH, TPEJOCTABISEMON B COCTABE PETUCTPAIIMOHHOTO
J0Cbe, NIl OTAEIbHBIX BHUJOB JIEKAPCTBEHHBIX IMPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHUS
YCTaHABIIMBAIOTCA YIIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTENbHON BIACTH.

(dactb 8 BBenmeHa deaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

9. B oTHOmeHHMH JIEKaPCTBEHHBIX MPENapaTroB, pPa3pelIeHHBIX i1 MEIUIUHCKOro
npuMmenenus B Poccuiickort Deneparnu 6osiee ABAANATH JIET (32 UCKITIOYCHHEM OHOJIOTHYECKUX
JIEKapCTBEHHBIX IPENaparoB), AOMYCKAeTCsl BKIFOUEHUE B COCTaB pasjena (papMaKoJIOTHYECKOM,
TOKCUKOJIOTMUECKON JTOKyMEHTAallUU M pa3jena KIMHUYECKOH JOKYMEHTAllMM BMECTO OT4YeTa
pa3paboTurka O pe3yibTaTax COOCTBEHHBIX IOKIMHMYECKUX HCCIIECIOBAaHUI JeKapCTBEHHBIX
CPEICTB M KIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEIULMHCKOTO
NpUMEHEeHHUs 0030pa Hay4yHBIX paboT o pe3yabTaTax JOKIMHUYECKUX HCCIIeIOBaHUMN
JIEKaPCTBEHHBIX CPEACTB M KIMHUYECKHUX HUCCIIEJOBAaHUM TaHHBIX JIEKaPCTBEHHBIX IIPENaparoB, B
TOM YHCJIE€ BKJIIOYAs ONBIT UX NOCTPETUCTPALIMOHHOTO IPUMEHEHHS.

(uactb 9 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

10. Ilpu rocynapcTBEHHOHN perucrpanyy BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB
UL  MEOUIMHCKOTO  NPUMEHEHHs  JONyCcKaeTcs  BKIIOUEHHE B COCTaB  paszena
(apMaKoJOTUYECKONW, TOKCHKOJOTMYECKOW  JOKYMEHTalMd U  pa3fena  KIMHUYECKOU
JOKYMEHTAIlMd BMECTO OT4YeTa pa3pabdoTyMKa O pe3ylbTaTaX COOCTBEHHBIX JOKIMHUYECKHX
UCCIICIOBAaHMIA JIEKAPCTBEHHBIX CPEACTB 0030pa HAYYHBIX paboT O pe3yabTaTrax JOKIMHUYECKHX
UCCIIeIOBaHUM  pedepeHTHOro JIEKapCTBEHHOIO IpermapaTa M MPEICTaBICHHE BMECTO
KJIMHUYECKUX MCCIEA0BaHUN B IIOJIHOM OO0bEME, YCTAHOBJIEHHOM pa3/eioM KIMHUYECKOMN
JIOKyMEHTAIlUH, oTyeTa 0 pe3ynbTarax HCCIeIOBaHUI OMOPKBUBAJIEHTHOCTHU
BOCIIPOM3BEJIEHHOIO0 JIEKapCTBEHHOI'0 Ipemnapara s MEIUUUMHCKOro npumeHeHus. He
TpeOyeTcs TpeACTaBICHHE OT4YeTa O pe3ylbTarax MCCIeIOBaHUN OMOIKBUBAICHTHOCTU
BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTO TMpernapara JUisi MEAMIMHCKOrO TPUMEHEHMs, €Clu
PETUCTPUPYIOTCSI  BOCIIPOM3BEACHHBIE JIEKAPCTBEHHBIE IIpenaparbl A MEAMIMHCKOIO
IIPUMEHEHHUs, KOTOPBIE:

1) npeaHa3HayeHbl JUIsL  MAapeHTEPaIbHOr0  (MOJKOXKHOTO,  BHYTPUMBILIEYHOTO,
BHYTPUBEHHOTO, BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTIO,
BHYTPUKOPOHAPHOI'0) BBEACHMSI U MIPEICTABISAIOT COOOM BOAHBIE PACTBOPHI;

2) mpenCTaBIsIOT COO0M pacTBOPHI AJIsi HEPOPATILHOTO IPUMEHEHUS;

3) npousBeneHb! B GOopMe MOPOILIKOB MU JTMO(UIN3ATOB JIJIsl IPUTOTOBJIEHUS pACTBOPOB;

4) SABNSAIOTCA Ta3aMu;

5) SABASIOTCS YIIHBIMH WU TTIA3HBIMH JIEKAPCTBEHHBIMU TTpemapaTamMu, MPOU3BEACHHBIMU B
(opme BOJHBIX pacTBOPOB;

6) mpenHa3HaueHbl JUII MECTHOTO NPUMEHEHHsS W IPHUTOTOBJIEHBI B (OpPME BOIHBIX
pacTBOpOB;

7) mpencTaBistoT cO00M BOAHBIC PACTBOPHI IS MCIIOJNB30BAaHUS B (DOpPME HHTAISAIMMA C
IOMOIII0 HeOynaiizepa MM B KauyeCTBE HA3aJbHBIX CIPEEB, NMPUMEHSEMBIX C IOMOIIbIO
CXOJHBIX YCTPOMCTB.

(uactb 10 BBenena ®@enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

11. JIna cmydaeB, yka3aHHbIX B myHKTax | - 3, 5 - 7 vactu 10 HacTosied cTarthy,
BOCIPOM3BEICHHBIA JIEKapCTBEHHBIN Mpenapar i MEIUIIMHCKOTO TMPUMEHEHHS JI0JKEH
COJIep)KaTh TaKHME JK€ BCIIOMOTaTENIbHBIE BEUIECTBA B TaKHUX K€ KOJIMYECTBAX, KaK U
pedepeHTHBI JIeKapcTBEHHBIH mpemapar. Eciu  cocTaBbl  BCIIOMOTATENIBHBIX — BEILIECTB
pa3ianyaroTcs, 3asBUTENb JOJDKEH IMPEACTaBUTh JOKa3aTelbCTBa TOTO, YTO HCIOJIb3yeMbIE B
JTAHHBIX KOHIEHTpAIMAX BCIIOMOTaTelbHbIE BEIECTBA HE BIIMSAIOT Ha 0€30MacCHOCTh U (WJIM)
3¢ (peKTUBHOCTH JIEKAPCTBEHHOI'O IpernapaTta A MEIUIIMHCKOTO npuMeHeHus. B cinyuae, ecnu
3asiBUTENIb HE MOXET MPEACTaBUTh TAKUE J0Ka3aTelbCTBA M (WMIM) HE HMMEET JocTyna K
COOTBETCTBYIOIIMM JIaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOIIME MCCIEIOBAHUS JUIS
JI0Ka3aTeNbCcTBA  OTCYTCTBMSI  BIMSHUSL ~ pa3HBIX  BCIIOMOTaTENbHBIX  BEIIECTB WU
BCIIOMOTATENIbHBIX YCTPOWCTB Ha Oe3omacHOCTh M (WiH) 3(h(HEKTUBHOCTH JIEKAPCTBEHHOTO
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npenapara s MEAULIMHCKOTO NPUMEHEHHUS B IOPSAJKE, YCTAHOBIECHHOM YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENBHON BIIACTH.
(uactb 11 BBeneHa ®@enepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12. Tlpu rocymapCTBEHHOW pETUCTpallid KOMOWHAIMK paHee 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX MpENnapaTroB Uil MEIULMHCKOIO IPUMEHEHMs JOIYCKaeTCsl BKIIOYEHUE B
coctaB pasznena (papMakoJOrMUECKOW, TOKCHKOJIOTMYECKOH JOKYMEHTAMUu U pasJena
KJIMHUYECKON JIOKyMEHTAallUd BMECTO OTuYeTa pa3padoTd4MKa O pe3yibTaraX COOCTBEHHBIX
JOKJIMHIUYECKUX MCCIIEJOBAHUH JIEKApCTBEHHBIX CPEICTB 0030pa HayYyHBIX PadOT O pe3yibTaTax
JOKJIMHUYECKUX UCCIIE0BaHUI peepeHTHBIX JIEKapCTBEHHBIX MPENapaToB, BXOASIIUX B COCTAB
KOMOMHAIMK JICKApPCTBEHHBIX IPENapaToB, ¥ 00 OTCYTCTBHHM HMX B3aUMOJICHCTBHS B OJHOMN
JICKapCTBEHHOU (opme.

(uacTb 12 BBenena ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Ha skcniepTu3y pa3in4HbIX JIEKAPCTBEHHBIX (POPM OJHOTO U TOTO K€ JIEKAPCTBEHHOTO
npenapara sl MEIULMHCKOTO IPUMEHEHHUs 3asBUTENb MPEJICTABIIsACT OTAEIbHbIC 3asBICHUS U
perucTpalnoHHble JOChE Ha KaKIylo JIEKapcTBEHHYIO (opmy. IIpu ycioBuu oJHOBpEMEHHOM
[0Ja4d Ha DOKCIEpPTU3y OJHOW JIeKapCTBEHHOM (OpPMBI C pPA3IMYHBIMU  JIO3UPOBKOM,
KOHIIEHTpaluen, 00beMOM 3asiBUTEINb IPECTABIAET OAHO 3asiBJICHUE U PErHCTPALIMOHHOE 10Che
C NMPUWJIOKEHUEM MAKETOB YIIAKOBOK Ha KaKIYIO JO3MPOBKY, KKIYIO KOHIIEHTPALUIO, KaX/IbIi
00BEM U KaKJ10€ KOJIMYECTBO 103 B YIIaKOBKE.

(uacTb 13 BBenena ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

14. Ilpm rocymapcTBEHHON perucTpaluu Op(aHHOro JIEKApCTBEHHOrO Ipernapara
3asiBUTENIb IPEACTaBISET MHPOpMALUIO, HEOOXOAUMYIO [uisi (OpMUpOBaHUS pa3jelia
KJIMHUYECKON JIOKYMEHTaluu, B 00bEME, YCTaHOBJIEHHOM YIOJIHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HCIOJHUTEJILHON BIACTH.

(uacTb 14 BBeneHa ®@enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

15. Ilpu peructpanuu OHMOJOTHYECKOTO JIEKAPCTBEHHOr'O IMpenapaTa, MOJyYeHHOTO W3
KpPOBH, IUIa3Mbl KpPOBHM 4YEJIOBEKa, B COCTaBE PETUCTPALIMOHHOTO J0ChE€ Ha JIEKapCTBEHHBIN
npenapar JUisi MEIUIIMHCKOTO IPUMEHEHUS I0JKHBI OBITh MTPE/ICTaBIEHBI JOMOJIHUTENBHO!

1) B pa3nene NOKyMEHTAllMU AaJIMUHUCTPATUBHOIO XapakTepa TOKYMEHT, COJEpKalluil
uHpOpMaLHIo 0 cyObeKTax oOpallieHust JOHOPCKOW KPOBU U (WJIK) €€ KOMIIOHEHTOB, O TOM, TJie
Obl1a ocyllecTBiieHa JoHalMs (KpoBM W (MIM) IUIa3Mbl KpPOBM), a TakXke JaHHbIE 00
UHQEKIMOHHBIX 3a00JIEBaHUAX, MNEPEAAIOLINXCA MapeHTepalbHbIM IyTeM, HHpopMauus o
cyObeKTax oOpalleHusi JOHOPCKOW KpOBU U (MJIM) €€ KOMIIOHEHTOB, B OTHOLIEHHUH KOTOPBIX
OCYIIIECTBIISIETCS] KOHTPOJIb JOHOPCKOW KPOBH U (WJIN) €€ KOMIIOHEHTOB;

2) B pazjenie XUMHUYECKOH, (hapMalieBTHUECKOW 1 OMOJIOTHYECKOM TOKYMEHTALUH:

a) KpUTEpPUH U CIOCOOBI 0TOOpa, TPAHCIOPTUPOBAHUS U XPAHEHHs TOHOPCKOM KPOBU U
() ee KOMITIOHEHTOB;

0) pe3yibTaThl HCCIeI0BaHUN OTOOpPaHHBIX JOHOPCKOW KPOBH M (MJIM) IUIa3Mbl KPOBH U
NyJI0B Ha HalW4yue BO30yauTened MHpEKuui, BKIOYas MHEGOPMAIMIO 00 HCIOJIb30BAaHHBIX
METOJIMKAX HCCJIEeOBaHUII W B CiIydae HCCIEIOBAHUS IMYJIOB IUIa3Mbl KPOBU PE3YJIbTAThI
JIOKYMEHTAJIbHOT'O MOATBEPKICHUS (BaJUAIMK ) UCTIOJIB30BaHHBIX METOIMK;

B) TEXHHUYECKUE XapaKTEPUCTHUKHU YIAKOBKH JUIsl 0TOOpa JOHOPCKON KPOBU M (MJIH) TUIA3MBI
KPOBH, BKJII0Yasi HHPOPMAIMIO 00 MCIOIB30BAaHHBIX PACTBOPAaX aHTUKOAryJISHTOB.

(gacth 15 BBenena denepanbHbM 3ak0HOM OT 22.12.2014 N 429-D3)

16. KnuHuyeckue wucCcaeqoBaHUs JIEKAPCTBEHHOTO TIpenapara il MEIUIMHCKOTO
IPUMEHEHHS B LEISIX €ro ToCyJapCTBEHHOW perucrpauuu mposoasTrcs B Pocculickoin
®enepaliil B MOPSIIKE, YCTAHOBICHHOM cTaThsiMH 38 - 44 Hactosimero deaepaibHOrO 3aKOHA.
OT4er O MPOBEAECHHBIX HCCIEIOBAHMIX BKIIIOYAETCS B COCTaB pasfAeiia  KIMHUYECKOH
JOKYMEHTAIlUM PErMCTPALMOHHOIO J0Che Ha JICKApCTBEHHBIM mpenapaT A MEAULUHCKOTO
IpUMEHEHHU. [{71s TeKapCTBEHHBIX NIPENapaToB AJIs MEIULUHCKOIO PUMEHEHMS], B OTHOILIEHUN
KOTOPBIX B pe3yibTaTe 3KCIEePTU3bl JOKYMEHTOB, IpPEICTABICHHBIX Ui OINpeieleHus
BO3MO>XHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar i MEJUIMHCKOrO0 MPUMEHEHUS B
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KadecTBe Op(haHHOTO JICKApCTBEHHOTO IIperapara, Takas BO3MOXHOCTh TpU3HAHA H B
OTHOILLIEHUH KOTOPBIX NMPOBEJACHbI KIMHUYECKHE HCCIEIOBAHMS, BBIIOJHEHHBIE 3a IpeaeiaMu
Poccuiickoit @enepanru B COOTBETCTBUH € MTPABUIAMH HaJIEKaIIel 1a00paTOPHOI MPAKTHUKHU U
IpaBUJIaMU HaJJIeXkalled KIMHUYECKOU MPAKTUKHU, JOIYCKAeTCsl BKIOYEHUE B COCTaB pasjena
KJIIMHUYECKOH JIOKYMEHTALlUM BMECTO OTYeTa O pe3yJbpTaTaX KIMHUYECKHUX MCCIIEI0BAaHUN
JIEKApCTBEHHOI'0 Ipernapara i MEJULUMHCKOrO NPUMEHEHUs, NPOBEIEHHbIX B Poccuiickoi
®denepanuu, 0T4ETa O Pe3yabTaTax KIMHUYECKUX MCCIEAOBAHUMN, BBIIOJIHEHHBIX 3a MpeAeIaMu
Poccuiickoit @enepanuu.

(uacTb 16 BBeneHa ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

17. 3asgBuTENb BIpaBe MPEACTABUTH 110 COOCTBEHHOW MHULIMATHBE BMECTE C 3asIBICHUEM O
roCyJapCTBEHHON PErucTpalyy JIEKapCTBEHHOIO Ipenapara i MEAULIUHCKOrO NPUMEHEHUs
JIOKYMEHTBI, IOJITBEPKJAIOLIUE YIUIATy FOCYAapCTBEHHONW NOLUIMHBI U yKa3aHHble B IyHKTE 10
yacTM 2 Hacrosumed craTbu. B ciaydyae UWX  HENpPEICTaBIECHUS COOTBETCTBYIOLIMMI
YIIOJHOMOYEHHBIN (peiepalibHbIil OpraH HMCHOJHUTEIbHOM BJIACTH IpOBEpseT (akT YIIaThl
roCy/IapCTBEHHOW MOIUIUHBI 3asBUTENIEM IMOCPEICTBOM HCIIONIb30BaHU HHPopMaIuu o0 yriate
rOCyIapCTBEHHOW MONUIMHBI, cojiepxkaiielics B ['ocynapcTBeHHONH HH(POPMAIIMOHHON CHCTEME O
rOCYJapCTBEHHBIX U MYHULHMIAJIBHBIX IJIaTEXaX, HA OCHOBAaHUU IPEICTaBICHHBIX 3asBUTEJIEM
KOIUWA TOKYMEHTOB, MOATBEPKAAOIINX YIUIATY TOCYAApPCTBEHHOM MOUUIMHBI.

(uacTb 17 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

18. He monmyckaercs MCHOIb30BaHUE B KOMMEPUECKUX LIEsX WHGOPMAIIUU O pe3ysibTaTax
JOKJIMHUYECKUX HCCIICIOBAHUN JIEKAPCTBEHHBIX CPEJICTB U KIMHUYECKUX MCCIEAOBaHUN
JIEKAPCTBEHHBIX MPENapaToB A1 MEIULIMHCKOTO IPUMEHEHU S, TPEACTABICHHON 3asBUTEIIEM JJIs
roCy/1apCTBEHHOW PErucTpaly JEKapCTBEHHOIO IIpenapaTa, 0e3 ero corjacusi B TeU€HUE IECTU
JeT C JaThl TOCYAApCTBEHHOM pErucTpanuu peepeHTHOro JEKapCTBEHHOTO IIpermapaTa B
Poccuiickoit denepanuu.

(uacTb 18 BBeneHa ®PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

19. Jlepkarenp WM Biajelell] PETHCTPALlMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO
npernapata Ha OMOTEXHOJIOTMUECKHH WM Op(daHHBIM JIeKapCTBEHHBIM Mpenapar o00s3aH
NPEJOCTaBIIAT, Ha BO3ME3AHON OCHOBE 00pa3slbl pedepeHTHOro JIEKAapCTBEHHOrO Ipernapara
3asBUTEIISIM TSI IPOBEJICHUST KIIMHUYECKUX uccienoBanuii. CTouMocTh 00pasia pedepeHTHOTO
JIEKapCTBEHHOTO IpernapaTa, BKIIOUEHHOIO B TiepeueHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, HE JOJDKHA MPEBBIIATh 3apETUCTPUPOBAHHYIO MPEAEIIBbHYIO
OTIIYCKHYIO 1IeHY Ha peQepeHTHBIH JIeKapCTBEHHBIN Mpernapar WiIM LIeHY Ha JIeKapCTBEHHBIN
Ipenapar B CTpaHe POU3BOIUTEIS.

(uacTb 19 BBenena ®@enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asgBieHHE O TOCYJIAPCTBEHHOW PETHUCTPALMM BOCIPOW3BEICHHOTO JIEKAPCTBEHHOTO
npenapara Juis MEIWIMHCKOTO TNPUMEHEHUS MOXKeT OBITh IOAAHO B YIOJHOMOYEHHBIH
denepanbHbBIE  OpraH  MCIOJHUTEIBHOM  BJIACTH, OCYHIECTBISIOMIMNA  TOCYIapCTBEHHYIO
PETUCTPALIMIO  JIEKAPCTBEHHBIX IpENapaToB, II0 HCTEYEHMHM YETBIpEX JIET C  JaThl
TOCYJaPCTBEHHON pETUCTpai pePepeHTHOTo JIEKapCTBEHHOTO TMpemapara B Poccuiickoi
denepanuu.

(uacTb 20 BBeeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asgBneHuWe O TOCYJApCTBEHHOW perucTpamuu OWoaHaIoroBoro (OMOMOmI00HOTO)
JIEKapCTBEHHOTO TMpenapara (OMoaHasora) MOXKET OBITh TOJAaHO B  YIOJHOMOYEHHBIN
denepanbHbIE  OpraH  MCIOJHUTEIBHOW  BIACTH, OCYUIECTBISIOIIUNA  TOCYIapCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX MPENaparoB, 10 UCTEYEHUU TPEX JIET C JaThl TOCYIapCTBEHHON
peructpanuu pedepeHTHOro JeKapcTBEeHHOro mpemnapara B Poccuiickoit deaepauuu.

(uactb 21 BBegena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22. JlepxaTenb WIM BiajAeiell PErMCTPAllMOHHOIO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
mpernapara MpeacTaBiIseT B YHOJHOMOYEHHBIN (efepanbHbIi OpraH HCHOJHUTENBHON BIACTH,
OCYILECTBIISIOUINM (PYHKIIUM TIO0 KOHTPOJIO M HaI30py B cdepe 3IpaBOOXpaHEHHs, OTUET II0
pe3ynbTaTtaMm (papmMakoHaa30pa OAMH pPa3 B IIECTh MECALIEB B TEUEHUE JBYX JIET IMOCIe
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rOCYJapCTBEHHOM pErucTpalyy JIeKapCcTBEHHOro mpemnapara B Poccuiickoin ®Penepauuu,
€XXETrOJHO B TCUCHHUE MTOCIIEAYIOINX TPEX JIET U B JaJIbHEHUIIEM OJIUH pa3 B IIATh JIET.
(uacTb 22 BBeaeHa PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Crarbs 19. Ilpunsitue pelieHus O BbIJAY€ SKCHEPTHOMY YUPEKICHHUIO 3a/laHusl Ha
IIPOBEJICHUE IKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEJICTBA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B teyenue necatu pabouux IHEH cO AHS NPUHATUA 3asBJICHHUS O TOCYJapCTBEHHOM
pErucCTpalvy JICKAPCTBEHHOTO Tperapara COOTBETCTBYIONIUIN YIIOJTHOMOYCHHBIN (henepanbHbIn
OpraH HUCIIOJIHUTENBHOM BIACTH IPOBOAUT MIPOBEPKY MOJIHOTHI, TOCTOBEPHOCTH U MPABUIBHOCTH
OopOpMIICHHS TIPEICTABICHHBIX JOKYMEHTOB PETHUCTPAIMOHHOTO JOChE Ha JICKAPCTBEHHBIN
Mpernapar v NPUHUMAET PELIEHUE O BbIJAY€E 3a/1aHUs HA IPOBEACHUE:

1) bsKcnepTussl JOKYMEHTOB, TIPEICTABICHHBIX [UJISi  ONPEIEICHUS BO3MOXXHOCTH
paccMaTpuBaTh  JIGKapCTBEHHBIM  mpenapar Uil  MEIULMHCKOTO  NPUMEHEHUS  Ipu
OCYILIECTBIICHUH TOCYAApCTBEHHOW PpETUCTpallii B KadecTBe Op(aHHOTO JIEKapCTBEHHOTO
npenapara;

2) BKCIepTU3bI JIEKAPCTBEHHOTO CPEICTBA B YAaCTU IKCHEPTU3bl KAUeCTBA JIEKAPCTBEHHOTO
CpeICTBa M SKCHEPTHU3bl OTHOIICHHUS OKMUJIAa€MOM TOJIb3bl K BO3MOXXHOMY PHUCKY HMPHUMEHEHUS
JIEKapCTBEHHOI0 IIpernapara Jyisi MEIULIMHCKOTO TPUMEHEHUS,

3) BKCTIepTU3BI JEKAPCTBEHHOI'O CPEICTBA B YACTU IKCIEPTU3BI KAUeCTBA JIEKAPCTBEHHOTO
CpeAcTBa M 3KCHEPTU3bl OTHOLICHUS OKUJAEMOM MOJIb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHUs
JIEKApCTBEHHOT'O0 TIpernapara Jisd MEIUIMHCKOrO0 TPUMEHEHUs B TMOPSIKE YCKOPEHHOMU
MpOLIeAYpbl 3KCIEPTU3bI JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU CO CTaThed 26 HACTOALIEIO
®denepanbHOTro 3aK0HA;

4) sKCHepTU3bl JEKApCTBEHHOTO CPEJICTBA B OTHOIIEHUU JIEKApPCTBEHHOTO Mperapara Jjs
BETEPUHAPHOT0 IPUMEHEHUSI.

2. Y1noIHOMOYEHHBIA (enepaabHblii OpraH HWCIOJTHUTEIBHOW BJIACTH YBEIOMIISIET B
AIIEKTPOHHON (opMe MM Ha OyMaKHOM HOCHUTENE 3asBUTEIS U DKCHEPTHOE YUPEKIECHUE O
MIPUHSATOM PEIICHUU O BbIJaue 3a/IaHUi Ha MPOBEIEHNE IKCIIEPTU3, MMPETyCMOTPEHHBIX YacThiO |
HACTOSAIIEH CTaTh, U B Cllydae HEOOXOJMMOCTH O BbIJladye pa3pelieHus: Ha BBo3 B Poccuiickyro
®enepaliiio KOHKPETHOW MapTHH, CEPUU 3apErUCTPUPOBAHHBIX U (MIJIM) HE3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB WiIM 00 OTKa3ze B MPOBEACHUU MPETyCMOTPEHHBIX OHKCIEPTU3 C
yYKa3aHUEM MPUYHMH TAKOTO OTKa3a.

3. B ciydae BbISBI€HHS] OTCYTCTBUS HIIM HETOCTOBEPHOCTH MH(POPMAIUH, COMepKalIeiics
B TIPEICTABICHHBIX 3asBUTEIEM JOKYMEHTaX, YIIOJHOMOYEHHBINH (enepanpHbIi OpraH
WCTIOTHUTENILHON BJIACTH HAMNPAaBISET 3asABUTENIO 3ampoc 00 YTOYHEHUH 3TON WHGOpMaIuu
(mamee - 3ampoc YIMOJHOMOYEHHOTO (eJIepalbHOr0 OpraHa UCTIOJHUTEIHHOW BJIACTH), KOTOPHIH
MOJKET OBITh TMEpelaH YIMOTHOMOYEHHOMY TMPEICTAaBUTEN0 3asBUTENS JIMYHO TMOJ PACIHCKY,
HampaBjeH TI0 T0YT€ 3aKa3HbIM IMHCHBMOM WJIM TIEpedaH B JJIGKTPOHHOH ¢dopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHajaMm CBsi3u. B ciyuyae HampaBiieHUs 3arpoca yIOJIHOMOYEHHOIO
dbenepaTbHOTO OpraHa WCIOJHUTEIHLHON BIACTH IO TOYTE 3aKa3HBIM MHUCHMOM OH CUHMTACTCS
MOJTYYCHHBIM 110 UCTEYCHUH IIECTH JTHEH C JaThl HAIIPABJIEHUS 3aKa3HOTO MHUCHhMa.

4. 3asButens 00s3aH MPEICTAaBUTh OTBET HA 3alpoc YIMOTHOMOUYEHHOTO (eneparbHOTo
OpraHa WCIOJHHUTEIHHON BIACTH B CPOK, HE MPEBBIMIAIONINI AeBIHOCTA pabouux JHEH co THS
ero nosyyeHusi. Cpok, yKa3aHHBIA B 4acTU | HACTOSIEN CTAaThbW, MPUOCTAHABIMBAETCS CO JTHSA
HATPaBIIEHUsI 3aSBUTENIO 3aMpoca YIMOJHOMOYEHHOTro (hefepaibHOro OpraHa HCHOJHUTEIBHON
BJIACTH J0 JHS MOJYYEHHUSI UM COOTBETCTBYIOIIETO OTBETA.

5. OcHoBaHueM JUisi OTKa3a B OpPraHM3alMU SKCIEPTU3, MPEIYCMOTPEHHBIX YacThio |
HACTOAIIEH  CTaThH,  SBISCTCS  MPEACTaBICHHE  HEOOXOAMMBIX  JJIsi  MPOBEICHUS
MPEyCMOTPEHHBIX SKCIEPTH3 JOKYMEHTOB B HEIMOJHOM OObEME WM HeNpeACTaBlIeHUE
3asIBUTENIEM B YCTAHOBJICHHBIN CPOK OTBETA HA 3aMPOC YIOJIHOMOYEHHOTO (heepaabHOro OpraHa
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UCIIOJIHUTEIIBHOM  BJIACTH, a TaKXe IMPEICTABICHHE JIOKYMEHTOB, HE COAEPKALIUX
MCYEPIBIBAIOIIETO NIEPEUHsI HEOOXOJUMBIX CBEIECHUN.

Cratps 20. DkcnepTu3a JOKYMEHTOB, MPEACTABICHHBIX JUISl ONPEEICHHUST BO3ZMOXHOCTH
paccMaTpuBaTh  JIEKAPCTBEHHBIM  IpemapaT A  MEIUIMHCKOIO  IPUMEHEHUs  IpU
OCYLIECTBJIIEHMHM TOCYAApCTBEHHOH pEruCTpaluy B KauecTBe OP(AHHOIO JEKAPCTBEHHOI'O
npemnapara

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

1. DOkcneptu3a JIOKYMEHTOB, TMPEICTABICHHBIX JUISl ONPEACICHUS BO3MOKHOCTH
paccMaTpuBaTh  JICKAPCTBEHHBIM  Mpemapar Uil  MEIUIMHCKOTO  NPUMEHEHHUS  Ipu
OCYIIECTBJICHUN TOCYJapCTBEHHOW pETHCTpaliu B KadyecTBE OPGaHHOIO JIEKapCTBEHHOTO
npenapara, COCTaBIICHHME KOMHUCCHEW JKCIEpTOB 3aKJIIOUYEHHS] O BO3MOXKHOCTH WIIHU
HEBO3MOYKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIA mpenapar sl MEIUIMHCKOTO MPUMEHEHUS
IIPH OCYIIECTBICHUU TOCYAAPCTBEHHOW PETUCTpAIlMHA B KadecTBe Op(aHHOTO JICKAPCTBEHHOTO
mpernapaTa M HampaBjieHHE JAHHOTO 3aKJIIOYEHHsS B YIMOJIHOMOYEHHBIM (QenepalbHblil oprax
UCTIOJTHUTENILHOW BJIACTH OCYIIECTBIIAIOTCS B CPOK, HE MPEBBIIAIONINN TPUALATH pabounx JTHEH
CO JHS TOJNyYEHUS HKCHEPTHBIM YUPEXKICHHUEM 3aJaHusl YIMOJIHOMOYEHHOro (QenepalbHOro
OpraHa WCIOJHUTEILHOW BJIACTH W B JJIGKTPOHHOH (opme wim Ha OyMa)KHBIX HOCHTEISIX
HEOOXOUMBIX JOKYMEHTOB, YKa3aHHBIX B MyHKTax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18
Hacrtosiero deaepanbHOro 3aKoHa.

2. JIOKyMEHTBI, COICPKAITUECS B PETUCTPAIIMOHHOM JI0ChE Ha JICKAPCTBEHHBIN Mpenapar u
MOCTYNHBIINE Ha OYMa)KHBIX HOCHTENSX B JKCIEPTHOE YUPEKICHHE A OCYIIECTBICHUS UX
AKCIIEPTU3BI VISl ONPEICIICHUs] BO3MOXKHOCTH pPAacCMaTpUBATh JICKAPCTBEHHBIM Mpenapar ajis
MEAMIIMHCKOTO MPUMEHEHHS B KauecTBe Op(GaHHOTO JIEKAPCTBEHHOTO Mpemnapara, MoJIekaT
BO3BpATY B YIOJTHOMOYEHHBIN (heepalibHbI OpTraH UCIIOJHUTEIHHOM BIACTH OJTHOBPEMEHHO C
3aKITIOUYEHUSIMH COOTBETCTBYIOLIUX DKCIIEPTH3.

Cratps 21. Pemenne o BO3MOMKHOCTH paccMaTpHBaTh JIEKApCTBEHHBIM mpemnapaT Npu
OCYILECTBJIEHUH TOCYAApCTBEHHOM perucTpauu B KadecTBe Op(aHHOrO JIEKapCTBEHHOTO
npemnapara

(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He mpeBblIalOMMNA MATH pabouyMx AHEW cOo AHS MOJIYYEHHS 3aKIIOYeHUS,
ykazaHHoro B yactu 1 crateu 20 Hacrosuiero denepasbHOro 3aKOHA, YHMOJIHOMOYEHHBIN
denepanbHbIE  OpraH  MCIOJHUTEIBHOW BJIACTH  OCYLIECTBISIET OIEHKY IOJY4YEHHOTO
3aKJIIOUEHUs I OINPECIICHNs] €ro COOTBETCTBHS 3alaHUI0 HA MPOBEJEHUE COOTBETCTBYIOLIEH
AKCIEPTU3BI U YBEAOMIISIET 3asBUTENS B AJIEKTPOHHOW (opMe WM Ha OyMa)KHOM HOCHUTEJE O
pe3yibTaTax MPOBEACHHOW SKCHEPTU3bl ¢ MPUIIOKEHHUEM KOIMUHU KCIEPTHOTO 3aKIIOueHHs (C
COXpaHEHHEeM KOH(MUIEHINATIbHOCTH HH(OPMALUd O COCTaBe 3KCIEPTHOM KOMHUCCHUH) U O
BO3MOYKHOCTH WJIA HEBO3MOXXHOCTM pacCMaTpuBaTh JICKAPCTBEHHBIM Ipenapar s
MEIUIMHCKOrO NMPUMEHEHHS MPU OCYLIECTBIECHUN T'OCYAAPCTBEHHOW PErMCTpalliM B KadyeCTBE
op(haHHOTO JIEKapCTBEHHOTO IIpenapara.

2. Ilpn BBIHECEHMHM KOMMCCHEHN SKCIIEPTOB 3aKJIFOUYEHHSI O BO3MOYKHOCTH PacCMATpPUBATH
JIEKApCTBEHHBIM  IIpemapar Uil  MEAMIUHCKOrO  IPUMEHEHHs IIpU  OCYLIECTBICHUU
rOCy/IapCTBEHHOW PpErucTpalid B KauecTBe OpQaHHOro JIEKapCTBEHHOTO Ipernapara
YIIOJIHOMOYEHHBIN (hefiepalibHblii OpraH MCHOJIHUTENBHOW BIACTH B CPOK, HE IMPEBBIIIAIOLINMA
ATH pabodux JHEH co IHS MOJYy4EeHUs JAHHOTO 3aK/IIOUEHMs], IPUHUMAET pelieHHe O Bblaaue
3aIaHUs. Ha IIPOBEICHUE DSKCIEPTU3bl KayeCTBA JIEKAPCTBEHHOI'O CPEICTBA U HKCIIEPTU3BI
OTHOLICHHS 0’KMJIAEMOM IOJIB3BI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKapCTBEHHOT O Ipenapara
Ui MEIMIMHCKOIO IPUMEHEHUS B IOPAJKE YCKOPEHHOM IpOLIEAYPBI  IKCIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBHUHU €O cTaThel 26 HacTosuero denepanbHoro 3akoHa.
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3. B cayyae mpuHATHS pELIEHHUS O HEBO3MOXXHOCTH PACCMATPUBATH JIEKAPCTBEHHBIM
npenapar il MEIUIIMHCKOTO TPHMEHEHHUS MPH TOCYIapCTBEHHOW PETHCTPAallUd B KayeCTBE
opdaHHOTO  JIEKAPCTBEHHOIO  TMpemapara  YIOJHOMOYEHHBIH  (QenepanbHbIi  OpraH
WCIIOJTHUTEIIbHOW ~ BJIACTH  MPEKpalaeT  Mpoleaypy  TIOCYIapCTBEHHOH  perucTpanuu
JICKapCTBEHHOTO TMpemnapara. 3asBUTENb BIPaBE OOPATUTHCS B PETUCTPUPYIOIMUN OpraH C
3asBJICHUEM O TOCYIAapCTBEHHOW PEruCTpallMi YKa3aHHOTO JIEKAPCTBEHHOI'O Iperapara B
COOTBETCTBUU €O cTaTbeil 18 HacTosmero deaepaabHOro 3aKoHa.

Cratpa 22. Yrparuna cuiy ¢ 1 uronsa 2015 rona. - @enepanbHbiii 3akoH oT 22.12.2014 N
429-D3.

Cratbst 23. DKcnepTH3a KavyecTBa JICKAPCTBEHHOTO CPEJICTBA W IKCIEPTHU3a OTHOIICHUS
OXKHJAeMOW TMOJB3bI K BO3MOXXHOMY PHCKY HPHMEHEHHUS JIEKAPCTBEHHOrO Tpernapara s
MEAMIIMHCKOTO MTPUMCHCHHUS

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

1. DkcniepTH3a KayecTBa JIEKapCTBEHHOT'O CPEJICTBA U DKCIIEPTU3a OTHOLIEHUS 0XKHMIaeMOU
IIOJIB3bl K BO3MOXXHOMY PHCKY IIPUMEHEHHs JIEKAPCTBEHHOIO IIpenapara Juisi MEIUIIMHCKOIO
IIPUMEHEHHUS, COCTABICHUE KOMUCCHUSIMH 3KCIIEPTOB 3aKJIIOUEHUH 10 pe3ybTaTaM IIPOBEIECHHBIX
OKCIEPTU3 U HANpPaBIEHUE HTUX 3AKIIOUYEHUH B YIOJHOMOYEHHBIN (efepanbHblii OpraH
UCITIOJIHUTENIBHOW BJIACTH OCYILIECTBISIOTCS B CPOK, HE NPEBBILIAIONIUI CTa JECATH pabdodMx
JHEH CO JHSA IIOJYYEHHMS OKCIEPTHBIM  YYPEKICHUEM COOTBETCTBYIOIIETO  3aJaHus
YIIOJIHOMOYEHHOr0  (heZiepajlbHOTO  OpraHa MCIOJHUTEIbHOM BJIACTM U HEOOXOJUMBIX
JIOKYMEHTOB B 3JIEKTPOHHOM (hopMe Uit Ha OyMaKHBIX HOCUTEIISX.

2. B TedeHue [eBAHOCTa JHEW €O JHS TOJYyYEHHUS pEIIEHUS YIOJIHOMOYEHHOTO
(benepaabHOro opraHa MCIOJHUTEIbHON BIACTH O MPOBEAEHUU HKCHEPTHU3, MPETyCMOTPEHHBIX
4acThl0 | HacTosAlel CTaTbd, 3asBUTENb IPEACTABISET B OKCIEPTHOE YUPEXKICHHE IS
IPOBEIEHUS DKCIEPTH3bl KauyecTBa JIEKAPCTBEHHOI'O CpeJCTBa 00paslbl JIEKapCTBEHHOI'O
npernapara Al MEIULIUHCKOTO IPUMEHEHHUS], IPOU3BEIEHHOIO B COOTBETCTBUU C TPEOOBAHUSIMU
OTNBITHO-TIPOMBILIUIEHHOTO ¥ (WIM)  TPOMBIIIJIEHHOTO  PErjaMeHTOB,  YTBEP)KIEHHBIX
PYKOBOAMTENIEM IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, & TAKXE B COOTBETCTBYIOIIMX
ciydasix o0pasibl (hapMaleBTHUECKONW CyOCTaHIIUM, TECT-IITAMMa MUKPOOPTaHU3MOB, KYJIBTYPhI
KJIETOK, 00pa3Lbl BELIECTB, MPUMEHIEMbIX JUIsl KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O CPECTBA
IyTeM CpPaBHEHUS C HUMHU UCCIEAYEMOIO JIEKapCTBEHHOIO CpEACTBA, B KOJIMYECTBAX,
HEOOXOIUMBIX JUIs BOCIIPOU3BEICHHUS] METOJIOB KOHTPOJISI KauecTBa.

3. Ilpm mnonydyeHuu oOpa3LOB JIEKAPCTBEHHOro TMpenaparta M (hapManeBTHYECKOM
CyOCTaHIIMM DSKCIEPTHOE YYpEXKJEHHWE BbIIAET 3asBUTENIO0 JIOKYMEHT, MOJATBEP)KIAIOLIUI
NOJyYeHHE YKa3aHHBIX OO0paslloB, M B CPOK, HE MPEBBIIIAIOMMUN Tpex pabouyux THel,
YBEIOMJISIET B AJIEKTPOHHOU (opMe min Ha OyMa)KHOM HOCHTeNEe 00 3TOM YHOJTHOMOYEHHBIN
dbenepanbHBI OpraH UCTIOJIHUTEILHON BIACTH.

4. Yka3zaHHbIE B YacTAX 2 U 3 HACTOSIIEH CTaTbU CPOK JJISl MPEACTaBICHUS 3asiBUTEIIEM
00pa3IoB JIEKApCTBEHHOTO IpernapaTta U papMalieBTHUECKOW CYOCTaHIIMM U CPOK YBEIOMIICHUS
AKCIEPTHHIM yUpekJeHHEM 00 3TOM Ha OyMa)KHOM HOCHUTEJIE YIOJTHOMOYEHHOTO (eiepalibHOTO
OpraHa MCIOJIHUTEIBHOM BJIaCTM HE BKIIOYAIOTCI B CPOK IIPOBEACHUS DKCIEPTH3,
IIPEyCMOTPEHHBIX YacThiO | HACTOAIIEH CTAaThU.

5. JIOKyMEHTHI, MOCTYNUBIIME B JKCHEPTHOE YUYPEKACHHUE ISl MPOBEICHUS DKCIIEPTU3,
IIPEyCMOTPEHHBIX 4YacTbl0 | HACTOSIIENH CTaThbU, MOMAJEKAT BO3BPAaTy B YINOJHOMOYEHHBIN
(benepanbHbI OpraH MCIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIFOUEHUSIMHU, MOTY4EHHBIMU
II0 pe3yJIbTaTaM COOTBETCTBYIOIIUX IKCIIEPTH3.
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Cratps 24. DkcnepTu3a KayecTBa JIEKQPCTBEHHOI'O CPEJCTBA U JKCIEPTH3a OTHOILIEHUS
O’KH/IaeMOW TOJIb3bI K BO3MOYKHOMY PHUCKY HIPHUMEHEHHs JICKapCTBEHHOIO Ipenapara ajs
BETEPUHAPHOIO IPUMEHEHHUS

1. DkcnepT3a KauecTBa JEKapCTBEHHOI'O CPEACTBA M HKCIIEPTU3a OTHOUICHUS OKUAAEMOU
[0JIb3bl K BO3MOXKHOMY PUCKY IPUMEHEHHs JIEKApCTBEHHOI'O IIperapara JiUisi BETEPUHAPHOIO
IIPUMEHEHHUs, COCTABICHUE KOMHCCHUSAMHU DKCIEPTOB 3aKIIOUYECHUN IO pe3yibTaTaM YKa3aHHBIX
OKCHEPTH3 W HANpaBJICHHWE TaKWX 3aKIIOUYEHUH B YIIOJIHOMOYEHHBIH (eaepanbHblii opran
UCIIOJIHUTENIBHOW BJIACTH OCYILIECTBISIOTCS B CPOK, HE IPEBBIIAIOIUN CTa AECATH PabOUYMx
JHEW CcO JHA MOJIyYEHHsI KCIIEPTHBIM YUPEKICHUEM 3aJaHHsI YIOJTHOMOYEHHOTO (heeparbHOro
OpraHa UCIOJIHUTENBHOM BJIACTU C TOKYMEHTAMH, YKa3aHHBIMM B 4aCTH 3 CTaTby 17 HACTOSILErO
®denepallbHOTO 3aKOHa.

(B pen. Pepepanbubix 3akoHOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B TeyeHue nATHaAUATH pabounX JHEW CO JHS MOTYYEHUS peIleHHs YIIOJTHOMOYEHHOTO
(denepanbHOro opraHa UCIOJHUTEIBHOM BIACTU O MIPOBEJICHUY YKa3aHHBIX B 4acTU | HacTosAlel
CTaTbU DJKCIIEPTU3 3asABUTENb IPEACTABISAET B OKCIEPTHOE YUYPEKACHHE JUIA IPOBEICHUS
HKCIEPTU3bl KAYEeCTBA JIEKAPCTBEHHOTO CpeacTBa oOpaslbl JIEKApCTBEHHOTO Ipemnapara Juls
BETEPUHAPHOIO  NPUMEHEHHUS, MPOM3BEAECHHOIO B  COOTBETCTBUM €  TpeOOBaHUAMHU
TEXHOJOTMYECKUX  PErJIaMEHTOB, YTBEPKACHHBIX  PYKOBOIUTEIEM IIPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJICTB, a TaKxke oOpasel (hapMaleBTHUECKOW CyOCTaHIMM B KOJIMYECTBaX,
HEOOXOUMBIX JUIsl BOCIIPOU3BEICHHUS] METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu mnonydyeHuum oOpa3LOB JIEKAPCTBEHHOIO Ipenapara M (hapManeBTHUECKOM
CyOCTaHITMM SKCIIEPTHOE YUYPEKICHUE BBIAACT 3aSBUTENIO JIOKYMEHT, ITOATBEPKIAIOIINI
IOJy4eHHE YKa3aHHBIX OO0pa3lloB, U B CPOK, HE MPEBBILIAIOMUI Tpex pabouyux [THEM,
yBEIOMJISIET B NHUCbMEHHOW (opme 00 53TOM YIOJIHOMOYEHHBIH (enepanbHblii Oprax
VICITOJTHUTEJIBHON BIIACTH.

4. Cpoxk i TpeICTaBlIEHHs 3asiBUTENEM OOpa3lloB JEKapCTBEHHOIO Ipenapara H
(dapmaneBTUYECKON CyOCTaHIIMM M CPOK YBEIOMJIEHHSI SKCIIEPTHBIM YUpEXKJECHHEM 00 3TOM B
NUCbMEHHOW (OpMe YIOJIHOMOYEHHOrO (pelepaIbHOr0 OpraHa MCIOJHUTENbHON BIIACTH,
yKa3aHHbBIE B YaCTSIX 2 U 3 HACTOSIIEH CTaThH, HE BKIFOYAIOTCS B CPOK NMPOBEJCHUS YKa3aHHBIX B
4acTH | HacTOAIIEH CTaThU SKCIEPTHU3.

5. JIokyMeHTbI, OCTYNUBIINE B 3KCHEPTHOE YUPEKICHHUE JAJIsl MPOBENEHUS YKA3aHHBIX B
qyacTH | HacTosAIIeH CTaThU KCIEPTU3, MOAJIEKAT BO3BpATy B YIOJIHOMOYEHHBINH (eaepanbHbIi
OpraH HCIHOJHUTEJIbHON BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSMHU MO pe3ysbTaTaM yKa3aHHBIX
IKCIIEPTHU3.

Cratps 25. IloBTOpHOE POBEAEHNE DKCIIEPTU3HI JIEKAPCTBEHHBIX CPEJCTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnydasix HeIOCTaTOYHOW OOOCHOBAaHHOCTH WJIM HETMOJHOTHI 3aKITIOYCHHUS KOMHCCHHU
OKCIIEPTOB, HAJMYUS B HEM MPOTUBOPEUMBHIX JAHHBIX, (Panbcu(UKAIIMKA BBIBOJOB IKCIEPTU3HI
JIEKApCTBEHHOTO  CPEJICTBA, COKPBITUS OT  YMOJHOMOYEHHOTO (eAepadbHOTO OpraHa
WCIIOJIHUTENIbHOM ~ BJIaCTMU ~ OCHOBAaHMW Uil  OTBOJA  OKCIEpTa  BCIEJICTBHE  €ro
SaI/IHTepeCOBaHHOCTI/I B pesynLTaTax COOTBCTCTBYIOIHeﬁ 3KCHepTI/ISI)I, HaJIM4Yusd HAaHHBIX O
IpsIMOM JTMOO KOCBEHHOM BMEMIATEIHCTBE B MPOIECC COOTBETCTBYIOIICH IKCHEPTU3BI JUI, HE
y'-IaCTByIOH_[I/IX B €€ HpOBeJIeHHI/I, HO OKas3aBINIMUX BIWAHHUC Ha npouecc 158 pe3y.]'H)TaTBI ce
MPOBEJCHUS, YIIOTHOMOYEHHBIM (peIepabHBIM OPTaHOM HCTIOJTHUTENFHOW BIACTH HAa3HAYAETCs
MOBTOPHAsI AKCIIEPTHU3a JICKAPCTBEHHOTO CPEJICTBA U (MJTM) STUUYECKAs SKCIIEPTHU3A.

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

2. IloBTOpHAs KCIEPTU3A JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCA C YUYETOM PE3YNIHTATOB
paHee TPOBEICHHOW SKCHEPTHU3bl B CPOK, YCTAHOBJICHHBIM YITOJTHOMOYEHHBIM (eaepabHbIM
OpPraHOM HWCIIOJTHUTEIHHOW BJIACTH M HE MPEBBIMIAIONIMA TpUANATH padouuMx THEH co IHS
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MOJIYYEHHUSI DKCIEPTHBIM YUPEXKIACHUEM 3aJaHHs Ha IIPOBEACHHUE IIOBTOPHOM JKCIEPTU3bI
JIEKapCTBEHHOI'O CPEJICTBA.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®wunancoBoe oOecCreYeHHE BBIMOJIHEHUS 3aJaHUA Ha [POBEACHUE MOBTOPHOU
HKCIEPTHU3BI JIEKAPCTBEHHOI'O CPEJCTBA HE OCYIIECTBIISECTCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratps 26. YckopeHHas npolieypa IKCIepTU3bI JIEKAPCTBEHHBIX CPEICTB

1.  VYckopeHHas mpoueaypa AIKCHEPTHU3bl  JIEKAPCTBEHHBIX  CPEICTB B LEISX
FOCYJapCTBEHHON pErucTpalyy JIEKAPCTBEHHBIX IPENApaTOB MPUMEHSETCS B OTHOIICHHUH
ophaHHBIX JIEKAPCTBEHHBIX IpENapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX MPENapaTos,
peructpupyemsix B Poccuiickoii ®@enepan B KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX
[IPENapaToB, OYEPETHOCTb KOTOPBIX ONPENENSIETCs B COOTBETCTBUM C HOMEPOM M JaTOU
BXOJSIIMX 3asIBJICHUI O TOCYAapCTBEHHOM PErMCTpalMM JIEKAPCTBEHHBIX IPENapaToB B paMKax
OJIHOTO MEXKIYHapOJHOTO HEMAaTEHTOBAHHOI'O HAMMEHOBAHUS JIEKAPCTBEHHOTrO IpernapaTa WU
CPYIIIUPOBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOT'O Ipernapara, U JEKapCTBEHHbIX MPEnaparos,
MpeAHa3HAYEHHBIX UCKIIFOUUTENILHO JJIs IPUMEHEHNS HECOBEPIIEHHOJIETHUMHU IPaXk1aHAMH.

(B pen. emepanbHbIx 3aKk0HOB OT 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

2. VYckopeHHas Ipouegypa  OKCIEPTH3bl  JIEKAPCTBEHHBIX  CPEICTB B LEIAX
roCyJapCTBEHHOM pEerucTpalu JIEKapCTBEHHBIX [IPENapaToB HE IPUMEHSETCS] B OTHOLICHUU:

1) 6uoananoroBeix (OMOMOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0MOaHAIOTOB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX IMpemapaToB (3a  HUCKIIOYEHHEM  Op¢aHHBIX
JIEKapCTBEHHBIX MPENapaToB);

3) BOCHpOU3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB (3a HCKIIOUYEHHEM IEPBBIX TPeX
peructpupyemMbix B Poccuiickoii denepanym B Ka4ecTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX
IIpEenapaToB M JIEKAPCTBEHHBIX IIPENapaTroB, MPEIHA3HAYEHHBIX HUCKIKOYUTEIBHO U
IIPUMEHEHHUS HECOBEPIICHHOIETHUMH I'paXk1aHaMu );

4) HOBBIX KOMOMHAIMK 3apPETMCTPUPOBAHHBIX paHee JeKapCTBEHHbBIX IPENapaToB;

5) nekapcTBEHHBIX IPENaparoB, 3aperMCTPHUPOBAHHBIX paHee, HO IMPOU3BEIEHHBIX B
JIPYTUX JIEKApCTBEHHBIX (DOPMAxX B COOTBETCTBUU C MEPEYHEM HAUMEHOBAHMM JIEKapCTBEHHBIX
¢bopM U B HOBOH J103UPOBKE.

(uacts 2 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. YckopeHHas mpoueaypa dKCIepTH3bl IEKAPCTBEHHBIX CPEACTB IMIPOBOJUTCS 110 PELICHHUIO
COOTBETCTBYIOILETO YIMOJHOMOYEHHOIO (he/iepalbHOro opraHa MCIOJHUTENbHON BIIACTH Ha
OCHOBAHUU 3asBIICHUS 3aABUTENS B CPOK, HE IIPEBBILIAIOMINNA BOCbMUeCITH padbounx aHeil. [Ipu
ATOM 3KCIEPTU3a TOKYMEHTOB, COAEPXKAIIUXCS B PETUCTPALIMOHHOM JOCHE HA JIEKAPCTBEHHBIN
Ipernapar, IpOBOJUTCS B CPOK, HE MPEBBIIIAIOIMINN IeCATH paboUYnX JHEH, FIKCIepTH3a KauecTBa
JIEKaPCTBEHHOI'O CPENICTBA U SKCIEPTU3a OTHOLIEHUS OKUAEMOM IOJIb3bl K BO3MOKHOMY PUCKY
MIPUMEHEHHUS JIEKapCTBEHHOTO IpernapaTa MpOoBOJSATCS B CPOK, HE MPEBBIIIAOLINI MIECTUIECATH
pabouux JTHEH.

(vacth 3 B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B orHomeHun op¢aHHBIX JEKApPCTBEHHBIX IMPENapaToB MOTYT ObITh IpPEJCTaBICHbI
pe3ynbTaThl JIOKIMHUYECKUX HCCIEIOBAaHUM JIEKApCTBEHHBIX CPEACTB M KIMHUYECKHX
HCCJIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB JUIsl MEJUIIMHCKOTO MIPUMEHEHHUS, BBIITOJIHEHHBIX 32
npenenamu Poccuiickoit @enepaniuu B COOTBETCTBUH € MpaBHJIaMU HaJUIeKallel 1abopaTopHoi
IIPAKTUKYU U NPAaBUJIaMU HaJUIEkKaIled KIMHUYECKON TPAKTUKH.

(uactb 3.1 BBenena denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3)

4. YckopeHHas mpoueaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOAUTCS B MOPSIIKE,
ycTaHOBIIEHHOM ctaThsimu 17 - 20, 23 u 24 nacrosmero ®denepaabHOro 3aKOHA, U HE 03HAYAET
CHIDKEHUs TpeOoBaHUN K O€30MacHOCTH, KauecTBY U OA(PGEKTUBHOCTH JIEKAPCTBEHHBIX
IIpenaparos.
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Cratpa 27. Pemienne o rocyJ1apCTBEHHOM perucTpanyu JIEKapCTBEHHOTO IIpernapara

1. B cpok, HEe MpeBBIMAIOMNNA ACCITH PadOYUX THEH CO JHS TMONMYYCHUS 3aKIIIOUYCHHMA
KOMHUCCUM 3KCIEPTOB IO pe3yjbTaTaM 3KCIIEPTU3bl KadecTBAa JIEKAPCTBEHHOI'O CPEACTBA U
SKCIEPTU3bl  OTHOLICHMS] OXHAAeMOM TMOJNb3bl K BO3MOXHOMY PpHUCKY MpPHUMEHEHUs
JICKApCTBEHHOTO TIpernapaTa, COOTBETCTBYIOIIMI YIOJTHOMOUYEHHBIH (enepanbHbli  OpraH
VCIIOJIHUTEJIBHON BIIACTU:

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

1) pa3memniaer Ha cBoeM oOQUIMAILHOM caiiTe B ceTu "MHTepHET" COOTBETCTBYIOIIWE
3aKJIFOYEHNS KOMHCCHU 3KCIEPTOB U OCYLIECTBIIAET UX OLEHKY AJISl OIPENEIEHHs] COOTBETCTBUSA
3a/1aHUI0 Ha IPOBEACHUE ITUX IKCIIEPTU3;

(m. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHUMAET pEeIlIeHUE O rOCYAapCTBEHHOM perucTpaiuy JeKapcTBEHHOIO Ipernapara Ui
00 oTKa3e B TOCYJapCTBEHHON PEruCcTpaluy JIEKAPCTBEHHOTO IIpernapara;

3) BHOCUT MpU MNPUHATUU PEIICHHS O TOCYJAPCTBEHHON pErucTpanuu JIEKapCTBEHHOTO
npernapara JaHHbIE O 3apETMCTPUPOBAHHOM JIEKApPCTBEHHOM IIpenapare, B TOM YHCIE O
dapmainieBTUUECKO CyOCTaHIIMM, BXOZSIIEH B COCTaB JIGKAPCTBEHHOrO Ipemapara, B
rOCY/IapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEJICTB U BbIAAECT 3aSBUTENI0 PETUCTPALMOHHOE
yIOCTOBEpPEHUE JIEKAPCTBEHHOTO Ipernapara, popma KOTOPOro YTBEP>KIAAeTCsl YIOTHOMOYEHHBIM
denepanbHbIM  OPraHOM  HCIOJHUTEIBHOM  BJIACTH,  COIVIACOBAHHbIE  HOPMAaTUBHYIO
JOKYMEHTAIMI0, HOPMATHUBHBIA JOKYMEHT, WMHCTPYKIHUIO MO NPUMEHEHHIO JIEKapCTBEHHOIO
npernapara ¥ MakeTbl NEPBUYHOM YNAKOBKM U BTOPUYHOHN (HOTPEOUTENHCKOW) YMAKOBKU C
yKa3aHWeM Ha HHX HOMEpa PErucTpaliOHHOTO YAOCTOBEPEHHUs JEKAapCTBEHHOTO Mpernapara u
JaThl €ro TOCYJAapCTBEHHOM pErucTpalMd WIM B Clly4ae NPUHATUS pelieHus o0 OTKaze B
roCyJapCTBEHHON PEerucTpaliy JEKapCTBEHHOro IpenapaTa yBeJOMJIsIeT B MUCbMEHHOH (opme
3asBUTENII 00 3TOM C YKa3aHMEM MPUYMH TaKOro OTKa3za. 3a BblJauyy pPErUCTPAllMOHHOIO
YIOCTOBEPEHUSI JIEKAPCTBEHHOI'O Ipenapara B3UMAaeTCs TOCyJapCTBEHHass IIOIIJIMHA B
COOTBETCTBUM € 3aKOHOJaTeIbcTBOM Poccuiickoit deaepannu o Haorax u coopax.

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

2. OcHoBaHMeEM JUIs 0TKa3a B rOCYJapCTBEHHOM PEerucTpalyy JIEKapCTBEHHOTO Mpernapara
SBISIETCA ~ pELEHHE  COOTBETCTBYIOILEIO  YIMOJHOMOYEHHOro  (efepallbHOTO  OpraHa
WCIIOJTHUTEIIbHOW BJIACTH O TOM, 4YTO KauecTBO M (i) 3(h()EKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O Ipenapara He IOATBEP)KICHBI IOJIYYEHHBIMU JAHHBIMH WJIH YTO PHUCK
NPUYMHEHHUS Bpela 370POBbIO YENIOBEKa WUJIM KUBOTHOT'O BCJIEACTBHUE MpHEMaA JIEKaApCTBEHHOTO
npernapara npeBblaeT 3PpPEeKTUBHOCTh €r0 MPUMEHEHHUS.

(B pea. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3. TloBTOpHOE mpeAcCTaBleHWE B COOTBETCTBYIOLIUI YIIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH MCIOJIHUTEIbHON BJIACTH JIEKAPCTBEHHOr'O IIPEnapara, B OTHOIIEHWH KOTOPOTO IOJy4YeH
O0TKa3 B TrOCYJapCTBEHHOIN PETUCTPAallUd W KOTOPBIM BHOCIEACTBUM IMOABEPrCS M3MEHEHHUIO B
4acTH €r0 COCTaBa, pacCMaTpUBAeTCs KaK MPEJCTaBIEHNE HOBOIO JIEKapCTBEHHOIO IIpenapaTa Ha
€ro TOCYIapCTBEHHYIO PpErucTpaliil0 HE3aBUCHUMO OT COXpPAaHEHHUS €ro MepBHUYHOTO
HAaUMEHOBAHMS.

(uactsb 3 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarbs 27.1. Tlopsinok ompeneneHusi B3auMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IMPENapaTroB
JUTSL MEAUITUHCKOTO IPUMEHEHUS
(BBeneHa denepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

1. B3anmo3aMeHSEeMOCTh JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULMHCKOTO NPUMEHEHUS
ompezaensieTca B mopsake, ycraHoBiaeHHOM IIpaButenbctBom Poccuiickon ®enepanuu, Ha
OCHOBaHUU CJIEYIOIIUX ITapaMeTPOB:
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1) sKkBUBaNEHTHOCThH (11 OMOAHAIOTOBBIX (OMOMOIOOHBIX) JIEKAPCTBEHHBIX IMPENapaToB
(OMoaHANOTOB) - COMOCTaBUMOCTH) KAayeCTBEHHBIX W KOJMYECTBCHHBIX XapaKTEPUCTHK
dapMarieBTUYeCKNX CyOCTaHIMI (MCIOJIB30BAHUE PA3IMYHBIX COJeH, 3(UpOB, KOMIUIEKCOB,
U30MEPOB, KPUCTAJUIMYECKUX (POPM M APYTUX MPOU3BOAHBIX OJHOTO M TOTO XKe JCHCTBYIOLIETO
BEIIIECTBA HE SBJISIETCS MPEMATCTBHEM JUISI B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPENaparos,
€CIIM TIPH MPOBEJICHUN HCCIEAOBAaHHUS OMOSKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Ipernapara M B
cllyuae HEBO3MOXXHOCTH TIPOBEJCHHSI 3TOTO HCCIEAOBAaHHMS MPU IMPOBEIACHUU HCCIEIOBAHUS
TEpareBTUUECKON AKBUBAJCHTHOCTH JICKAPCTBEHHOTO TIIperapara JIOKa3aHO OTCYTCTBHE
KJIMHUYECKH 3HAYMMBIX pa3inyuii papMakOKMHETHKH U (Win) 6e30macHOCTH U 3((HEeKTUBHOCTH
JICKapCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IIPUMEHEHUS );

2) SKBUBAJICHTHOCTH JIEKAPCTBEHHOH ()OpMBI (T10JI SKBUBAJICHTHBIMH JICKAPCTBEHHBIMH
dopMaMy TOHMMAIOTCSI pa3HbIe JIEKAPCTBEHHbIE (POPMBI, HMMEIOLIHE OJMHAKOBBIE CIIOCO0
BBE/ICHUSI U CIIOCOO NpPUMEHEHHs, OO0JIaJaloNie COIMOCTaBUMBIMH (hapMaKOKHHETHYECKUMHU
XapaKTEPUCTHKAMH B (HapMaKOJIOTHUECKUM JACHCTBUEM M 00ECIICYMBAIOIINE TAKKE TIOCTHIKECHUE
HEOOXOIMMOTr0 KJIMHHYECKOTO d¢dexra. Pasmuuums nekapcTBeHHBIX (GOpM HE SBISIOTCS
OPEMSATCTBHEM JUIi WX B3aUMO3aMEHSEMOCTH, €CIM TPH TPOBEACHHH HCCIEIOBAaHUS
OMOSKBHUBAJICHTHOCTH JIEKAPCTBEHHOT'O IIperapara WM B CIy4ae HEBO3MOXKHOCTH IPOBEACHUS
ATOTO HCCIIEJAOBAaHUS IPH NPOBEIACHUHM HCCIECIOBAaHHUS TEPANICBTUYECKONH OSKBHBAJICHTHOCTH
JEKapCTBEHHOTO0 TIpermapara JOKa3aHO OTCYTCTBHE KIMHUYECKH 3HAUYUMBIX pa3iudui
dapMakokuHeTHKH M (WIK) 0e30macHOCTH U 3()(HEKTUBHOCTH JIEKaPCTBEHHOTO Tperapara Jjis
MEIUIIUHCKOTO IPUMEHEHH );

3) OKBHBAJCHTHOCTH WJIHM COIMOCTaBUMOCTH COCTaBa BCIIOMOTATEIBHBIX BEUIECTB
JEKapCTBEHHOTO  Tpernapara Uil  MEIUIMHCKOrO  NpUMEHEHHs  (pa3iuyus  cocTaBa
BCIIOMOTATENBbHBIX BEIIECTB JIEKAPCTBEHHOTO MpenapaTa Jjis MEAWIWHCKOTO TPUMEHEHUS He
SBJISIIOTCSI PEMATCTBUEM Ul MX B3aMMO3aMEHSIEMOCTH, €CIIM MPH MPOBEICHUH HCCIEeI0BAHUS
OMODKBUBAJICEHTHOCTH JIEKAPCTBEHHOTO Mpernapara Ui MEIWIWHCKOTO TNPHUMEHEHUS WIN B
cllyyae HEBO3MOXHOCTHM TPOBEJEHHsS] 3TOTO HCCIEJ0BaHMs MpPU IMPOBEIACHUU HCCIIEIOBAHUS
TEPaneBTHUECKOW  SKBUBAJICHTHOCTH JIEKAPCTBEHHOIO TMpemapara sl  MEIUIUHCKOTO
NPUMEHEHHs JI0Ka3aHO OTCYTCTBHE KIMHMYECKH 3HAYMMBIX pa3iuyuii (papMakOKUHETHKH H
(wn) Oe3omacHOCTH W A(PPEKTUBHOCTH JIEKAPCTBEHHOTO TMperapata s MEIUIMHCKOTO
npuMeHeHusd. [Ipu 3ToM pa3nuuus cocTaBa BCIIOMOTATENbHBIX BEIIECTB HE JOJDKHBI IPUBOANUTH
K PHCKY BOSHHKHOBEHHS CEPHhE3HBIX HEXKETATEIbHBIX PEAKIUH y OTICIBHBIX TPYII MAllUeHTOB
VUM TIOBBIIIIEHHS YaCTOTHI MX BOSHUKHOBEHHS);

4) MIEHTUYHOCTH CIIO0CO0a BBEJICHUS U IPUMEHEHUS;

5) OTCYTCTBHE KIMHHYECKH 3HAUYMMBIX pa3IMYUid TPH TPOBEACHUU HCCIECTOBAHUS
OMOAPKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO TpernapaTa WM B CIydyae HEBO3MOXKHOCTH IMPOBEACHUS
ATOTO MCCIIEAOBAHMS OTCYTCTBUE KIMHHUYECKH 3HAYMMBIX pa3IMuuil TIOKa3arenel 0e30macHOCTH
U 9((}eKTUBHOCTH  JIEKApCTBEHHOTO  Ipermapara MpH  TMPOBEICHUU  HMCCIEIOBAHUSA
TEpaneBTHUECKOW DJKBUBAJICHTHOCTH. J[laHHBI TapameTrp HE NpPUMEHSETCS B OTHOIICHHH
BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, ykazaHHbIX B yacTu 10 crathu 18 HacTosIIer0
@®enepallbHOTO 3aKOoHAa. B oOTHOUIEeHMM OHMOAHATOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX
npenapatoB (OMOaHANOTroOB) MJaHHBIE 00 OTCYTCTBUM KIMHUYECKH 3HAYUMBIX DPa3TUUMi
6e3omacHOCTH, A(P(GEKTUBHOCTH W HMMYHOT€HHOCTH JIEKapCTBEHHOIO Ipemapara Io
pe3yjibTataM IpOBEACHHMS KIMHUYECKUX HCCIEIOBAaHMM MPEJOCTaBIAIOTCS B  TOPSJIKE,
YCTQHOBJICHHOM HACTOAIIEH YacThIO;

6) COOTBETCTBUE MPOM3BOJIUTENS JIEKAPCTBEHHOTO CpeACTBa TPeOOBAHMSAM HaJIEXKaIlen
IIPOM3BOJICTBEHHOM NMPAKTHKH.

2. CpaBHeHHE MApaMETPOB PETUCTPUPYEMBIX JICKAPCTBEHHBIX IPENapaTroB UL
MEIUIIUHCKOTO PUMEHEHUS OCYILIECTBIISCTCSI KOMUCCUEH AKCIIEPTOB SKCIEPTHOTO YUPEKICHUS
Py TPOBEICHWM OSKCHEPTH3bl TAaKMX JICKAPCTBEHHBIX IIpermapaToB B IIpolecce HX
TOCYJapCTBEHHON  perucTpanuu. BbIBOABI  3KCIIEPTOB O  B3aUMO3AMEHSEMOCTH WM
HEB3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENapaToB Uil MEJUIMHCKOTO IPUMEHEHUS,



CIENaHHBIC B PE3Y/IbTAaTe 3TOTO CPAaBHEHUs, O(DOPMIISIOTCS B BUIC PHUIOKEHUS K 3aKIIOUCHHUIO
JKCrepToB 1o ¢dopMe, YTBEPKACHHOMW  YINOJHOMOYEHHBIM  (elepalbHbIM  OpraHOM
UCIIOJTHUTENIbHOM BJIaCTH.

3. IlonoxeHust HACTOSIIIEH CTaThH HE PAaCIPOCTPAHSIOTCS Ha pepepeHTHBIE JIEKAPCTBEHHBIE
mpenaparbl, JIEKApCTBEHHbIE pACTUTENbHBIE Ipenaparbl, FOMEONaTHYECKHUE JIEKaPCTBEHHbIE
npernaparsl M JIEKAPCTBEHHbIE IIpemapaThl, KOTOpPbIE pa3pellieHbl il MEIULIUHCKOTO
npumenenus B Poccuiickoit @enepauuu Oosee ABaaUATH JET U B OTHOIIEHUU KOTOPBIX
HEBO3MOKHO MPOBEACHUE UCCIIEIOBAHUS UX OMO3KBHUBAJICHTHOCTH.

Crarbs 28. PeructpaliuoHHOE YJ0CTOBEPEHHUE JIEKAPCTBEHHOIO Mpernapara

1. PeructpanmvoHHOE YAOCTOBEpEHHE JICKQPCTBEHHOTO IIpemapara ¢ YyKa3aHHUEM
JICKapCTBEHHBIX ()OPM H JIO3MPOBOK BBIIAETCS 0ECCPOYHO, 32 UCKIIOYCHHEM PETUCTPAIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Iperapara, BbIIaBaEMOr0 CO CPOKOM JAEWCTBUS MATH JIET, Ha
BIIEpBBIE peructpupyemolie B Poccuiickoit denepannu JeKapcTBEHHbIE IPENapaThl.

2. Ilo ucreueHnn yka3zaHHOTO B YacTU | HACTOSIIEH CTaThbH CpPOKa BBITACTCS OeccpodHoe
PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO TMperapara Mpu YCIOBUU IMOATBEPKACHUS
€ro TOCyJJapCTBEHHOMN perucTpaIuu.

3. B cinyuae BHecenust B cooTBeTcTBUM cO cTathsimu 30 u 31 HacTtosimero @enepaibHOTO
3aKOHAa M3MEHEHHI B COJEp)KalllMecs B PEruCTPAllMOHHOM JOChE€ Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN  MpemaparT JOKYMEHTBI, 3aTparuBalolIMX CBEACHUSA, OTPAKEHHBIE B
PETUCTPAlIMOHHOM  YJOCTOBEPEHMH  JICKApCTBEHHOrO0  Tpemapara,  yINnoOJIHOMOYEHHBIN
benepanbHbIN OpraH UCIOJHUTEIBHON BIACTH BBIIAET HOBOE PErHCTPAIIMOHHOE yIOCTOBEPEHHE
JIEKapCTBEHHOTI'O TMpernapara, cojeprKaiiee BHECCHHbIC B HETO U3MEHCHHS.

(uacTb 3 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

4. B ciuywae yTparbl WM TOBPEXACHUS  PErMCTPALMOHHOTO  YAOCTOBEPEHUs
JIEKAapCTBEHHOT'O Tpernapara Mo 3asBICHUIO B MUCbMEHHOW (QopMe Jepskaressi WM Biajeblia
PETHCTPALIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara Wid YINOJIHOMOYEHHOTO UMH
JIPYroro IOPUIUYECKOTO JHUIla O BbIJaue AyOiMKaTta PErucTPallMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara yroJHOMOUYEHHBIN (efepanbHbIii OpraH UCIIOTHUTEIHFHOM BIACTH B
CpPOK, HE TPEBBIMAIOMNUNA ACCATH padOUMX JHEW CO JHS TOCTYIUICHUS 3asBICHUS, BBITACT
IyONMMKaT PEruCTPAllMOHHOTO YAOCTOBEPEHHUS JIGKAPCTBEHHOTO IMpemapara. 3a Bblgady
nyOnmuKaTa pETUCTPAIMOHHOTO  yIOCTOBEPEHMs JICKAPCTBEHHOTO TMpernapara B3UMAaeTcs
roCyJapCTBEHHAasl MOIIJIMHA B COOTBETCTBUU C 3aKOHOAATeNbCcTBOM Poccuiickoin denepanuu o
HaJiorax u coopax.

(uacTb 4 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

Crates 29. [loaTBepKaeHIE TOCYAapCTBEHHON PETUCTPALINY JIEKApCTBEHHOTO Mpernapara
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. TloaTBepxIeHWE TOCYJapCTBEHHOM PpETrMCTpalMM  JIEKQpCTBEHHOIO  Ipernapara
OCYILECTBIISICTCS MPH BblZaue 0€CCPOUHOTO PErUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara B ciiydae, YKa3aHHOM B 4acTu 2 ctaTbM 28 Hacrtodmero deaepaibHOro 3aKoHa, B
CPOK, HE TNPEBBIIAIONINNA MEeCTHIECATH PadOYNX JTHEH CO JHS MOJYyYeHHUs COOTBETCTBYIOIIUM
VIIOJTHOMOYEHHBIM  (efiepalbHbIM  OpPraHOM  HCIOJHUTENbHONW  BJIAcTH  3asBJICHHUS O
MOATBEPXKIECHUHA  TOCYJApCTBEHHOM  pErucTpalMy  JIEKapCTBEHHOro  mpemapara.  He
OCYLIECTBIISIETCS ~ IOATBEPKJICHHE  TIOCYJApPCTBEHHOM  pErucTpalMd B OTHOLIEHUU
JIEKapCTBEHHOTO Tpernapara, He HaxXxoAuBIIerocs B obpamenun B Poccuiickoit ®enepanuu B
TE€YEeHHE TpeX U OoJiee JIeT, a Tak’Ke B OTHOIICHUH JIEKAPCTBEHHOT'O CPEJICTBA, POU3BEICHHOTO C
HapylIeHHeM TpeOOBaHMs, YCTaHOBIECHHOTO 4acThio 3.7 cratbu 71 Hacrosimero dexepanbHOrO
3aKOHa.
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2. 3asgBieHHME O TOATBEPKICHUM TOCYAAPCTBEHHOM pErUCTpallMd JIEKapCTBEHHOIO
npenapara MpPeACTaBIsIeTCs B COOTBETCTBYIOIIMH YIOJIHOMOYEHHBIM (enepanbHblil opraxn
VCIIOJIHUTENILHOM BJIACTU HE PAHEE YEM 3@ CTO BOCEMBJAECAT JHEH 10 UCTEUEHUS CPOKA IEHCTBUS
PETUCTPALIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara.

3. IlonTBepkneHue TOCYJApCTBEHHOM pErUCTpaluu JIEKAPCTBEHHOIO  IIpemnapara
OCYIIIECTBIISIETCS 1O Pe3ybTaTaM 3KCIIEPTU3bl OTHOLIEHUS OKUAAEMOM MOJIb3bl K BO3MOXHOMY
PUCKY INPUMEHEHMs JIEKApCTBEHHOI'O IIpernapaTa Ha OCHOBAHHWM DPE3yJIbTAaTOB MOHUTOPUHIA
3P PEKTUBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOIO Tpernapara, MpoBOAUMOTO JAepKaTeleM WIN
BJIAJENIBLIEM  PETUCTPAllMOHHOIO  yJIOCTOBEPEHMsI  JIEKAPCTBEHHOro  Ipemnapara  Jinbo
YIOJTHOMOYEHHBIM UMU IOPUIUYECKUM JIULIOM, a TAKKE COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTENBHON BIACTH B COOTBETCTBMM C TPEOOBAaHUSAMM CTaThbu 64
HacTosAmero OenepanbHOro 3aKoHa.

4. K 3adBJICHHI0O O NOATBEP)KIECHUU TIOCYJAapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOIO
npernapara MpuIaraloTcsi JOKyMEHTBI, COAEPIKaIINe pe3yIbTaThl MOHUTOPHHTA 3()()EeKTHBHOCTH
U 0e30I1aCHOCTH JIEKAPCTBEHHOrO Ipernapara, MPOBOAMMOIO JepKaTeleM WM BIaJeblieM
PEruCTPalIOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O Ipernapara Ju00 YHOJIHOMOYEHHBIM HUMU
IOPUJIMYECKUM JIMIIOM, 10 (opme, YTBEpXKIEHHOW COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIOJHUTENIBHOM BJIACTH; KONUS JIMLIEH3UMM Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEACTB WJIM KONMS 3aKJIIOYEHUS O COOTBETCTBUM IIPOU3BOJUTENSA
JICKApCTBEHHBIX CPEJCTB TPEOOBAaHUSAM IPAaBHJ HAIJIEKAIIEH NMPOU3BOIACTBEHHOW TPAKTHKH,
BbIJIaHHbBIC YIIOJJHOMOUYEHHBIM (heiepaibHbIM OpraHOM MCIIOJIHUTENBbHON BIAacTH, B Cilydae, €Clu
IIPOM3BOJICTBO JIGKAPCTBEHHOTO Ipemnapara ocymiectsisercss B Poccuiickoit denepanuu, mmudo
KOIMS BBIJIAHHOM YIOJHOMOYEHHBIM OpPIaHOM CTpPaHbl IPOU3BOAWTENS JIMLUEH3UU Ha
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpernapaTa M €€ IepeBOJl Ha PYCCKUN S3bIK, 3aBEPEHHBIE B
YCTAaHOBJICHHOM IMOpPSAJKE, W KONHA 3aKIIYEHHS O COOTBETCTBUM  IPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEJACTB TPEOOBAaHUSM MpaBUJI HajuIeXkalleld NMPOU3BOACTBEHHON IPAKTUKH,
BBIJJAHHOT'O YIIOJTHOMOYEHHBIM (pe/iepanbHbIM OpraHOM UCIOJHUTEIbHOM BIIACTH, B ClIy4ae, €Cliu
IIPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara OCYIIECTBISIETCS 3a Impenenamu  Poccuiickon
@®enepan. B OTHOIIEHNMH JEKapCTBEHHBIX IIPEMApaTOB JJIsi BETEPUHAPHOIO NPUMEHEHUS
JIOTIOJTHUTEILHO TIPEJICTABIISIOTCS JOKYMEHTHI, yKa3aHHble B moamyHkrax "a", "o6", "k", "xa"
nyHkTa 4 yactu 3 crateu 17 Hacrosmero denepanbHOro 3akoHa. B oTHOMEHUH OGMOIOTHYECKHX
JIEKapCTBEHHBIX  IpEnapaToB  3asiBUTENb  JIOMNOJHUTENbHO  MPEACTABISAET  PE3yIbTaThl
OCYILIECTBJIEHUS] MEPOIIPUATHN B COOTBETCTBUH C INIAHOM YIPABIEHUS PUCKAMH, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (eIepaIbHBIM OPTraHOM MCIIOJHUTEIBHOW BJIACTH MpPH OCYLIECTBICHUU
rOCyIapCTBEHHOW PErHCTpalMM JIEKApCTBEHHOro npenapara. C 3asgBICHHEM O MOATBEPXKICHUN
roCy/IapCTBEHHOW pPErucTpaluy JIEKapCTBEHHOI'O Ipenapara 3asiBUTENb MPEJCTaBIseT KOMHUIO
JOKYMEHTa, MOATBEPKAAIOIIETO YIUIATy TOCYAApCTBEHHOM IONUIMHBI 3a IOATBEPXKICHUE
rOoCy/IapCTBEHHOW pETHCTpalluu JIEKapCTBEHHOI'O Ipernapara, JMOo BIIpaBe MpPeICTaBUTH IO
COOCTBEHHOM WHHMIIMATHUBE YKa3aHHBIA JTOKyMEHT. B cilyuae HempeacTaBieHHs yKa3aHHOTO
JIOKYMEHTa YIOJHOMOYEHHBINH (efepanbHbIi OpraH MCIOJIHUTEIBHONW BJIACTU MPOBEpPSET (akKT
yIJIaThl TOCYAAPCTBEHHOM MOILIMHBI 3asBUTEJIEM IOCPEACTBOM MCIIONB30BaHMU HH(MOpMAIUU
00 yruiate rocyJapCcTBEHHOM MONUIMHBI, cosiepikalieiics B 'ocyaapcTBeHHON nHGOpMaMOHHON
CHUCTEME O TOCYAAPCTBEHHBIX M MYHHUIMNAJIBHBIX IUIATEXaX, HA OCHOBAHUU IPEACTABICHHON
3asIBUTENIEM KOIIMM TOKYMEHTA, IIOATBEP/KAAIOIIETO YIUIaTy FOCYAapCTBEHHOM MOILINHBI.

5. B Teuenue gecaTH pabouux THEH cO JHS MPUHATHS 3asBJICHUS O MOATBEP)KICHUU
rOCy/IapCTBEHHOW pErucTpaluy JIEKapCTBEHHOIO Ipenaparta M JOKYMEHTOB, COJIEpIKalluX
pe3yabTaThl MOHUTOPUHTA A(PQPEKTUBHOCTH M OE30MAaCHOCTH JIEKAapCTBEHHOrO Tpernapata,
IPOBOAMMOIO  JIE€pKareleM  WIA  BJIAJENbLIEM  PErMCTPAMOHHOIO  YAOCTOBEpPEHUS
JEKapCTBEHHOTO  Iperapara 00  yIMOJHOMOYEHHBIM HMMH  IOPUAMYECKHM  JIULIOM,
YIIOJIHOMOYEHHBIN (heiepatbHbIi OpraH UCIIOTHUTEIBHOMN BIACTH:

1) mpoBOIMT TPOBEPKY MOJHOTHI CBEICHHUM, COJEpXkKalUXCsi B IPEICTABICHHBIX
3asgBUTEIIEM TOKYMEHTAX;
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2) mpUHMMAeT pelIeHHEe O MPOBEACHUM HIM 00 OTKa3e B INPOBEACHUU SKCIEPTU3BI
OTHOILEHHSI 0)KUIAEMOM MOJIB3bI K BO3MOKHOMY PUCKY ITPUMEHEHHsI JIEKapCTBEHHOT'O Ipernapara
Ha OCHOBAHMHU PE3yJbTATOB MOHUTOPHHTA I(PPEKTUBHOCTH M OE30IACHOCTH JIEKApCTBEHHOTO
npenapara, MpOBOJAUMOrO JepiKaTeleM WIHM BJaJelblieM pPEerucTPaluOHHOIO YIOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapara MO0 YIOJIHOMOYEHHBIM WMH IOPUAMYECKUM JIUIIOM, a TaKKe
(benepaabHbIM OPraHOM HCIIOJIHUTENBHON BIACTU B COOTBETCTBMM C TPEOOBaHMSMHU CTaThbu 64
Hacrosero deaepaibHOro 3aK0Ha;

3) yBenoMIIIET B DJIEKTPOHHON (OopMe WM MUCHBMEHHOW (hopMe 3asBUTENS M SKCIEPTHOE
YUpEXKAECHUE O IPUHATOM PELICHUH JUO00 B Cilyyae MPUHATUS pelieHus 00 0TKa3e B POBEICHUU
9KCHEPTU3bl YKa3bIBA€T IPUUMHBI TAKOTO OTKA3a.

6. B cinydae BBIABICHHMS HEJOCTOBEPHOCTH M (MJIM) HEAOCTATOUYHOCTH HH(OpMaLUH,
coJepKalleiics B MPEACTABICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (heaepanbHbIi
OpraH MCIIOJIHUTEIbHON BJIACTH HANpaBiIgeT 3asBUTENII0 3alpoc 00 YTOYHEHUHM YKa3aHHOM
uHpopmainuu. 3anpoc yMOJIHOMOUYEHHOTO (eAepaqbHOTO OpraHa HCIOTHUTEIBHOW BIJIACTH
MOXET OBbITh IEepelaH YNOJIHOMOYEHHOMY HPEICTABUTENIO 3asBUTEINS JIMYHO I0J PACHHCKY,
HalpaBJieH [0 IIOYTe 3aKa3HbIM IMCbMOM WJIM I[€pellaH B DJJIEKTPOHHON Qopme 1o
TEJIEKOMMYHHUKAIIMOHHBIM KaHaJlaM CBsi3U. B cilydae HampaBieHus 3arpoca yrnoJHOMOUYEHHOI'O
(denepanbHOro opraHa HCIOJIHUTEIbHOW BJIACTH IO IOYTE 3aKa3HbIM MHCbMOM OH CUUTAETCS
MOJIyYE€HHBIM 110 UCTEYEHHUH LIECTH JTHEH C JaThl HAIIPaBJIEHUS 3aKa3HOTO MUChMa.

7. 3asgBuTenb 00s3aH NPEACTAaBUTh OTBET Ha 3alpOC YIOJIHOMOYEHHOro (eaeparbHOro
OopraHa MCIOJHMUTEIbHON BJIACTH B CPOK, HE MPEBBIIAIOLINI AeBsHOCTAa padounx JHEH co JHS
ero nonydeHus. Cpok, yKa3aHHBIM B yacTU 5 HACTOALIEH CTaTbU, NPUOCTAHABIUBACTCSA CO JTHS
HAINpaBJICHUS 3asBUTEIIO 3aIpoca YIOJTHOMOYEHHOTO (peaepanbHOr0 OpraHa MCIIOIHUTEIBHON
BJIACTH J10 JIHS MOJIyYEHHUS UM COOTBETCTBYIOLIETO OTBETA U HE YYUTHIBACTCS MPU UCUHUCICHUU
CPOKa MOATBEP:KIEHUS TOCYJapCTBEHHON PErMCTpalluy JIEKapCTBEHHOTO Ipenapara.

8. OcHOBaHMEM JUIsl OTKa3a B NIPOBEIECHNUHN 3KCIIEPTU3bI OTHOLIEHUS 0’KMIAEMOM TOJIb3bI K
BO3MOXKHOMY pPHCKY IIPUMEHEHHS JIEKapCTBEHHOro IIpernapaTa sBJSETCS MpeACTaBIECHUE
JIOKYMEHTOB, COJEpXallluX pPe3yJlbTaTbl MOHUTOPUHTA A(PQPEKTUBHOCTH U 0€30MaCHOCTH
JIEKapCTBEHHOTI'O IpernapaTa, U (W) B OTHOLIEHUH OMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB
pE3yJIbTaTOB OCYLIECTBIIEHUS MEPONPUITHN B COOTBETCTBMM C IUIAHOM YIIPABJICHMSI PUCKaMU,
YTBEPKACHHBIM YIIOJTHOMOUYEHHBIM (eepaIbHbIM OpPraHOM HCIIOJIHUTENBHON BIACTU MpH
OCYILIECTBJIEHUU TOCYAAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOI'O IIpenapara, B HENOJIHOM
o0beme, OTCyTCTBHE HMH(pOpMANUM, NOATBEpXKIAIOMIeH (akT yIiaThl TOCYJapCTBEHHOMN
HOLUIMHBI 32 OJATBEP:KJICHUE TOCYapCTBEHHOM perucTpaiyy JeKapcTBEHHOT 0 Mpernapara, 160
HEIPEACTABICHUE 3asBUTEIEM B YCTAHOBIECHHBIM CPOK OTBETa HAa YyKa3aHHBIM B 4YacTu 6
HACTOSIIEH CTAaThH 3alpoc YIMOJTHOMOUYEHHOTO (eiepajIbHOr0 OpraHa MCHOJHUTEIbHOM BIIACTH,
a Tak)Ke OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaxX WH(OpManuu, KoTopas TOJKHa ObITh B HUX
OTpakeHa.

9. DkcnepTr3a OTHOLIEHHUS OXHIAEMOW IOJIb3bl K BO3MOXXHOMY DPHCKY TNPUMEHEHHS
JIEKapCTBEHHOI'O IIpenapaTa B LENAX MOATBEPKIACHHMS TOCYJapCTBEHHOM pPETUCTPALUU
JIEKapCTBEHHOI'0 Tperapara MpOBOAUTCA KOMHCCHEW HKCIEPTOB IKCHEPTHOTO YUPEXKIEHUS B
CPOK, HE MPEBBIIIAIONINN COpOKa paboUMX JHEH.

10. B ciy4ae HEQOCTaTOUYHOCTH IPEACTABICHHBIX OKCIEPTY MAaTEpHUAJIOB JUIS J1ayu
3aKJIIOUYEHUs] JKCIepT oOpamjaercs K  PYKOBOAMTENIO OKCIEPTHOIO  YUPEXKIEHUS O
IPEOCTaBICHUH €My HEOOXOIUMBIX MaTepuanoB. PyKOBOIUTENb HKCHEPTHOTO YUpPEKIECHHUS
oOpaiaeTcsi € COOTBETCTBYIOIIMM 3alpoOCOM B YIIOJIHOMOYEHHBIN (enepanbHblii  Oprax
VCIIOJIHUTENIBHOM BJIACTH, BBIJABIIMN 3aJaHUE HAa IPOBENECHUE OKCIEPTU3bl OTHOLIEHUS
OKU/IaeMOH TMOJb3bl K BO3MOXKHOMY pHCKY IpPHMEHEHHs JICKapCTBEHHOIO IpenapaTra Ha
OCHOBAaHMM JOKYMEHTA, COJEpXKAalIero pe3yslbTaTbl MOHHUTOPUHTa A(PPEKTUBHOCTH H
0€30I1aCHOCTH JIEKapCTBEHHOT' 0 NpenapaTa. B Tedenue nstu pabounx qHEN co JHS MOCTYIUICHUS
3armpoca PYKOBOJIUTENsS OSKCIEPTHOTO  YUPEXACHUS YKa3aHHBIH  (QelnepaibHbIl  opraH
UCTIOJIHUTENIBHOW BIIACTU HANpaBiIIeT 3asBUTENIO 3alpoC O MPEACTaBIEHUH HEOOXOJUMBIX



MaTepHaoB, KOTOPHIM MOXET ObIThb NEpeAaH YMOJHOMOUYEHHOMY IPEACTABUTENIO 3asBUTEISA
JUYHO TOJ PACIHCKy, HAIPABJIEH IO MOYTE 3aKa3HbIM MHCbMOM WJIM NEpefaH B AJIEKTPOHHOU
dopMe MO TEIEeKOMMYHHMKALMOHHBIM KaHalaM CBs3W. B cinydyae HampaBieHHs 3ampoca
YIIOJHOMOYEHHOTO (peliepalibHOr0 OpraHa HCIOJHUTENBHON BIIACTH [0 IOYTE 3aKa3HbIM
IIMCbMOM OH CYMTAETCsl IOJIYYEHHBIM I10 HCTEYEHHUU ILIECTH JHEH C JaThl HamlpaBiICHUS
3aKa3HOI0 MUChbMa.

11. 3agButens 00s3aH MPEACTaBUTH OTBET Ha 3ampOC YIMOJIHOMOYEHHOTO (eepalbHOro
OpraHa MCIIOJIHUTEILHON BJIACTH B CPOK, HE MPEBBIIAIONINNA MIECTUACCATH pabounx THEH co THS
MOJIyYEHHUsI YKa3aHHOIO 3ampoca. YIOJIHOMOYEHHBIH (eaepalbHbIl OpraH HCHOJHUTEIBHON
BJIACTH, BBIJABUIMM 3aJaHUE Ha IPOBEJECHUE SKCIIEPTH3bl OTHOIIECHUS OXHUAAEMOH IOJIb3bI K
BO3MOKHOMY pHUCKY IIPUMEHEHHMs JIEKapCTBEHHOIO Ipernapara Ha OCHOBAHUM JIOKYMEHTA,
COJIEpIKaIIEro Pe3yNbTaThl MOHUTOPHHTA 3(PPEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO
npernapara, B TeUeHue MATH pabouux JHEH co JHS MOCTYIUICHUS OT 3asBUTENSI OTBETA HA 3arpoc
YIIOJIHOMOYEHHOTO (heAepaIbHOTO OpraHa HMCIOJHUTEIHHON BIIACTH HAIPABISIET 3TOT OTBET B
JKCIIEPTHOE yupexJeHue. B ciyuae HenmpeacTaBieHHs] MO MCTEYCHHM IIECTHAECATH pabodmx
JHEW 3asBUTEIIEM OTBETa Ha YKa3aHHBIM 3ampoc YMOJHOMOYEHHBIH (enepanbHblii opraH
WCIIOJIHUTEJIbHOM BJIACTH, BBIJABIIMKA 33JaHUE Ha IMPOBEACHUE SKCHEPTU3bl OTHOUICHUS
OKUJAEMON IMOJIb3bl K BO3MOXKHOMY pHUCKY IPUMEHEHMs JIEKAPCTBEHHOrO Ipenapara Ha
OCHOBAaHUU JIOKYMEHTa, COJAEPXKAILEro pe3ylbTaThl MOHUTOpUHTA J(PGEKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOI'O IIpernapaTa, B TEYEHHME MATH PadOuMX JHEW HampaBiiIeT B
SKCHEPTHOE YUPEKICHUE YBEIOMJIEHUE O HENPEJCTaBICHUU 3asBHUTEJIEM OTBETa Ha 3ampoc
YKa3aHHOTO opraHa. Bpems co AHS HampaBieHHUs 3ampoca 3KCIEPTHOIO YUYPEXKICHHUS B
YIIOJTHOMOYEHHBIN  (enepanbHblii OpraH HWCHOJHUTENBHON BIACTH 1O JAHS MOJyYeHUs
DKCIIEPTHBIM YYPEKICHUEM OTBETA Ha 3alPOC WIN YBEIOMIICHHUS O HENPEJICTABICHNN OTBETA Ha
3alpoC HE YUYUTBHIBAETCA IIPM MCUYUCIEHHU CPOKAa IIPOBEAEHUS DSKCHEPTU3bl OTHOIIEHUS
OKMJAEMON TMOJIb3bl K BO3MOXKHOMY pHCKY IPUMEHEHHs JIEKApCTBEHHOrO Ipenapara Ha
OCHOBaHMM JOKYMEHTA, COJepXKalllero pe3yJbTaTbl MOHUTOpPHHra >(PQPEeKTUBHOCTH U
0€30I1aCHOCTH JIEKapCTBEHHOTO Ipernapara.

12. B cpok, He mpeBbIIIAOMUI ecATH pabouyux JHEW CO JHS MOJyYEHHs 3aKIIOUCHHS
KOMHUCCHUHM DJKCHEPTOB IO pe3ysbTaTaM J3KCHEPTHU3bl OTHOLIEHHUS OXHIaeMOM TMOJb3bl K
BO3MO)KHOMY  PHUCKY IIPUMEHEHHUs JIEKapCTBEHHOIO  Ipenapara, COOTBETCTBYIOIIUN
YIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIOJHUTEIbHOMN BIIACTH:

1) ocyiecTBIsSET OLIEHKY 3TOT0 3aKIF0UEHUS JUIsl ONPEeIeTIeHNs €r0 COOTBETCTBHS 3a/IaHHIO
Ha MPOBEACHNUE YKa3aHHOM JKCIIEPTHU3BI;

2) [OpUHMMAeT peleHHe O TMOATBEPXKICHUM  TOCYAApCTBEHHOW  perucTpanuu
JIEKapCTBEHHOTO IpernapaTta Wid 00 OTKa3e B MOATBEP)KICHUU TOCYJapCTBEHHON perucTpanuu
JIEKapCTBEHHOI'O IIPETNapara;

3) BHOCHUT NpH MPUHATHH PELICHHS O TMOATBEPXKACHUU TOCYJapCTBEHHON perucTpanuu
JIEKApCTBEHHOI'O Ipernapara CBEJACHHUS B TOCYAAPCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPENCTB U
BbIJIa€T 3asBUTEII0 OECCPOYHOE PETUCTPALIMOHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpernapara.

13. OcHoBaHMeM I OTKaza B MOATBEPKICHUM TOCYAApPCTBEHHON pErucTpanuu
JIEKApCTBEHHOI'O0 IIpenapara SBJIAETCS PEIIEHHWE COOTBETCTBYIOLIErO  YIOJIHOMOYEHHOTO
(benepaabHOro OopraHa MCIOJHUTEIFHON BIACTH O TOM, YTO PUCK MPUUYUHEHUS Bpella 310pPOBbIO
YEeJIOBEKa WM JKMUBOTHOIO BCJIEACTBHE IIpUEMa JIEKAPCTBEHHOI'O IIpenapara MpeBBIIIAET
3¢ (PEeKTUBHOCT €ro MPUMEHEHHS.

14. B mepuopn mpoBeneHHsI NPOUEAYPHI MOATBEPKACHHS TOCYIapCTBEHHOM pPEruCTpaiuu
JIEKapCTBEHHOTO Tpernapara ero oopamierue B Poccuiickoit deaepannn He MPUOCTAHABINBACTCH.

15. Jlomyckaercs oOpalieHHe JIGKapCTBEHHBIX TIPEMaparoB Ui MEAUIIUHCKOTO
IPUMEHEHHUS /10 UCTEYEHMsI CPOKAa TOAHOCTH, IPOU3BEIEHHBIX B TEUYEHHE CTa BOCBMUJIECITH
KaJ€HJApHBIX JHEH T1Oocie JaTbhl MPUHATUS YHOJHOMOYEHHBIM (efepalbHbIM OpPraHoOM
VCIIOJIHUTENIBHOM BJIACTU pEIIEHUS O MNOATBEPKICHUM TOCYJApCTBEHHOM perucrpanuu, B



COOTBETCTBUM C HMH(opMaImen, copepkamencss B JOKYMEHTaX PETHCTPAlMOHHOTO 0ChE Ha
JIEKapCTBEHHBIN Mpenapar 10 JaTbl IPUHATHS TAKOTO PELICHMSL.

Koncynsrantlntoc: npumeqanue.

JlepxaTtenu WIM  BIAJENbLbl  PErMCTPALMOHHBIX  YJOCTOBEPEHUH JIEKAPCTBEHHBIX
IpenapaToB MOTYT HOJaTh 3asBJICHUS 00 ONpPEesIeHMH B3aUMO3aMEHSAEMOCTH JIEKAPCTBEHHBIX
IIPENnapaToB s MEAUIIMHCKOr0 IPUMEHEHUS B IIOPSAKE, yCTaHOBIEHHOM craTheil 30 (B pea. oT
22.12.2014), no 31 nexadps 2016 rona (Penepanbublii 3akoH 0T 22.12.2014 N 429-03).

Cratps 30. BHeceHue u3MEHEHUH B JOKYMEHTBI, COAEpXKallUecs B PEruCTPallMOHHOM
JI0ChE€ Ha 3aperuCTPUPOBAHHbBIN JIEKAPCTBEHHBIN IIpenapar sl MEIULIMHCKOTO IPUMEHEHUS

1. B mensix BHeCeHHMS HM3MEHEHHMH B JIOKYMEHTBI, COAEpKAIlUecs B PErUCTPALlMOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIM Mpenapar i MEAULMHCKOrO MPUMEHEHUS,
Jep>KaTellb WU BIIaJeNel] PETUCTPALMOHHOTO YAOCTOBEPEHUS JEKapCTBEHHOIO IMpernapaTta Win
YIIOJHOMOYEHHOE UM JIpYroe HOpHUJIMYECKOE JIMLO (Jajiee B HACTOALIEH CTaThbe - 3asBUTEINb)
MPEJICTaBISIET B YIOJHOMOYCHHBIN (efiepanbHblii OpraH HCIOTHUTEIbLHONW BIACTH 3asBJICHHUE O
BHECCHWU TAaKUX HM3MEHEHUH 10 (opme, yCTAHOBICHHOH YIOJIHOMOYEHHBIM (eaeparbHbIM
OpraHOM HCIOJHHUTEIbHOW BJIACTH, M TMPWIOKEHHBIE K HEMY H3MEHEHUS B YKa3aHHBIC
JOKYMEHTBI, a TaKXe JOKYMEHTBI, IOJITBEP)KIAIOIIUE HEOOXOJUMOCTh BHECEHHS TaKHX
nu3MeHeHui. [Ipu HeoOX0MMOCTH BHECEHUS U3MEHEHHH B IOKYMEHTHI PErUCTPAIIMOHHOTO 10ChE
Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN Ipenapar, TPeOyIOIUX IPOBEACHHUS AKCIEPTU3BI
KayecTBa JICKAPCTBEHHBIX CPEACTB M (WMJIM) SKCIEPTU3bl OTHOIICHHUS OXKHUIAEMOW MONb3bI K
BO3MO>KHOMY PUCKY NPUMEHEHHS JIEKapCTBEHHOI'O Mpenapara i MEAUIIMHCKOTO IPUMEHEHUS,
3asBUTENb  JOMOJHUTENLHO TMPEACTaBIseT B  YINOJIHOMOYEHHBIH (eaepanbHblii  Opran
VCIIOJIHUTENIbHOM BJIACTU KOIMIO JIMIIEH3UU Ha MPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB WIIU
KOMUIO 3aKIIOYEHHUS O COOTBETCTBUU MPOU3BOJMTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUIM
IpaBWJI  HaJUIeXKalled  TMPOM3BOACTBEHHOM  MPAaKTUKH, BBIJAHHBIE  YIIOJIHOMOYEHHBIM
denepanbHBIM  OpraHOM  HCIOJHHUTEIHHOW BIACTH, B CiIy4ae, €CcId [POU3BOJICTBO
JIEKapCTBEHHOT'0 Tpemnapara ocymectBisercss B Poccuiickoit ®Dexpepanuu, b0 KOIHUIO
BBIJJAHHOW YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl IMPOU3BOAMTEINS JULEH3UM HAa MPOU3BOJCTBO
JIEKapCTBEHHOI'0 Ipernapara W €€ MepeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHBbIE B YCTAHOBIECHHOM
MOPSIZIKE, M KOMMIO 3aKIIOYEHUS O COOTBETCTBUU MPOU3BOAMTEINSA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM  MpaBWJI  HaJUIeXkalled  MPOU3BOJACTBEHHOM  MPAKTUKH,  BBIJAHHOIO
YIIOJTHOMOYEHHBIM  (hefiepanbHBIM OpPraHOM HCIONHUTEIHHOW BIACTH, B Cly4ae, €cld
MIPOU3BOACTBO JIEKAPCTBEHHOI'O TMpenapara OCYHIECTBISIETCA 3a mpeaenamu Poccuiickoit
Oenepanuu. [lpunsTue perieHus O BHECEHHMM W3MEHEHHMH MU 00 OTKa3e B WX BHECEHUU
OCYIIIECTBIISIETCS B ClIy4ae HEOOXOIMMOCTH MPOBEIEHUS IKCIEPTU3bl KauyecTBa JIEKapCTBEHHBIX
CPEICTB W (MIU) DKCHEPTU3Bl OTHOIIECHUS OXUIAEMOW TONB3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHHs JIEKapCTBEHHOI'0 TMpenapara Ui METUIUHCKOTO NPHUMEHEHUS B CpOK, HeE
MPEBBIIAOIINNA JIEBIHOCTa PabOUMX JHEH, a B OCTAIBHBIX CIIy4asx B CPOK, HE MPEBBIMIAIONIUI
TPUAIATH pabouMx JHEH CO JHS TPHUHATHA YIOJHOMOYECHHBIM (peepaibHbIM OpPraHOM
VCIIOJTHUTEINIHOM BJIACTH 3asBJICHUS O BHECEHUH TaKUX U3MEHEHUH.

(uactb 1 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcnepTu3a JeKapCTBEHHBIX CPEJICTB B YaCTH IKCIEPTU3bl KAueCTBA JIEKAPCTBEHHOTO
cpeactBa U (WJIM) DSKCHEPTU3bl OTHOIICHMS O0XHAAEMOW TOJIb3bIl K BO3MOXKHOMY PHCKY
MPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara i MEAUIIMHCKOTO IPUMEHEHHsI IPOBOJUTCS B Cliydae
BHECEHUS M3MEHEHUM B JOKYMEHTBI, COJEpXallhecs B PEruCTPAllMOHHOM JIOCbE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapar, B OTHOIICHUH:

1) cBegeHu, yka3aHHBIX B HUHCTPYKIMH 110 MEIUIIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara:
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a) JekapcTBeHHas (opMa C yKa3aHMEM HAWMMEHOBAaHWUN W KOJIMYECTBEHHOTO COCTaBa
NEHCTBYIOIIMX BEIIECTB W KAayeCTBEHHOI'O COCTaBa BCIIOMOTATENIbHBIX BeEIIeCTB (Mpu
HEO0OXOIUMOCTH KOJIMYECTBEHHOI'O COCTaBa BCIIOMOTaTeNIbHBIX BELIECTB);

0) dapmakoguHamMuka u (papMaKOKWHETHKA (32 HCKIIOYEeHHEM (apMaKOKUHETHKU
rOMEOTIaTHYECKUX JICKAPCTBEHHBIX MPENApaToOB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MIPEMapaToB);

B) TIOKa3aHUs AJI1 IPUMEHEHUS;

I') IPOTUBOINOKA3aHUs JJIsl IPUMEHEHUS;

1) MEpBI IPEIOCTOPOKHOCTH TIPU TPHUMECHECHHUU;

€) yKa3zaHue BO3MOXKHOCTH U OCOOEHHOCTEW MPUMEHEHUs JIEKapCTBEHHOTO Ipernapara Jiist
MEAMIMHCKOTO TpPUMEHEHUS OepEeMEHHBIMH >KCHIIMHAMU, XCHIIWHAMHU B TMEPUOJ TPYTHOTO
BCKapMJIMBaHHUSI, IE€TbMH, B3POCIIBIMU, UMEIOIIUMU XPOHHUYECKHE 3a00JIeBaHUS;

K) PEKHUM JTO3UPOBAHUS, CLIOCOOBI BBEJCHUS U MPUMEHEHUs, IPU HEOOXOUMOCTH BpEMS
preMa JIEKapCTBEHHOTO Mpernapara, NpoA0KUTEIbHOCTh JICYSHHs], B TOM YHCIIe y AeTel 10 U
MOCJie OJTHOTO TOJ1a;

3) BO3MOXHBIE MOOOYHBIE JIEHCTBUS W HEXKENATeNbHbIE PEeaKUUu MNP HPUMEHEHUU
JIEKapCTBEHHOT'O IIpernapara;

1) CUMIITOMBI [IEPEI03UPOBKH, MEPHI IO OKA3aHUIO MIOMOIIY TIPU MEPET03UPOBKE;

K) B3aUMOJICHCTBUE C APYTMMHU JIEKapCTBEHHBIMU IMpemapaTamMu M (WJIM) MHUIIEBBIMU
MPOJIYKTAMU;

71) (hOpMBI BBIITyCKa JIEKAPCTBEHHOTO TIpenapara;

M) ykazaHue (Ipu HeoOXOIUMOCTH) OCOOCHHOCTEH AeWCTBUS JIEKAPCTBEHHOIO Mpernapara
IIPU [IEPBOM MIPUEME UJTU TPU €r0 OTMEHE;

H) CBEJCHHUS O BO3MOXHOM BIIMSIHUM JICKQPCTBEHHOTO IIpernaparta Uil MEAUIMHCKOTO
MPUMEHEHHUS Ha CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMH CPEICTBAMU, MEXaHU3MAMH;

0) CpPOK TOIHOCTM W YKa3aHWE Ha 3allpeT NMPUMEHEHHs JIEKapCTBEHHOTO Mpernaparta o
UCTEYCHNUHU CPOKa FOJTHOCTH;

1) YCIIOBUS XPaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO Mpernapara Jijisi MeTUIIMHCKOTO MPUMEHECHHS;

3) W3MEHEeHHWs MecTa TPOM3BOJCTBA JIEKAPCTBEHHOIO Tpemapara sl MEIUIUHCKOTO
MIPUMCHCHUS;

4) m3MeHeHUs TMOKa3aTeleil KauecTBa JIEKapCTBEHHOIO IMpernapara aias METUIIUHCKOTO
NpUMEHEHHs U (WIM) METOAOB KOHTPOJISI KayecTBa JIEKAPCTBEHHOIO Tpernapara s
MEMIIMHCKOTO TPUMCHCHHS,

5) uW3MeHeHHs CpOKa TOIHOCTH JIEKAPCTBEHHOTO TIpernapaTra s MEAUIUHCKOTO
IPUMCHCHUS;

6) cBeAeHUH O HEOOXOAWMOCTH BHECEHHS WHBIX HW3MEHEHUHW B WHCTPYKIUIO TIO
MEAWIIMHCKOMY TPUMEHEHHIO JIEKApCTBEHHOTO IIpermapaTa, a TakKe B HWHBIC JOKYMEHTHI,
coJiepKalrecs B pETUCTPAIIMOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Iperapar.
[Tpu sTOM pelieHUE O MPOBEACHUU JKCHEPTU3BI KauyecTBa JIGKAPCTBEHHBIX CPEACTB U (W)
OKCIIEPTH3BI  OTHOIICHHUS OXKHJIAEMOW TIOJI3BI K  BO3MOXXHOMY PHUCKY TPHMEHEHUS
JIEKapCTBEHHOTO Tpernapara A MEeIUIIMHCKOTO MPUMEHEHHUS! MPUHUMAETCS B COOTBETCTBHH C
YTBEP)KJICHHOH  YIOJTHOMOYECHHBIM  ()efiepaibHBIM ~ OpPraHOM  HCIIONHUTEIBHOW  BIIACTH
KJaccu(uKalueid M3MEHEHUW, BHOCUMBIX B JJOKYMEHTHI, COAEpKAIIHUeCs B PETHCTPAIMOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN MTpenapar.

(vactb 2 B pen. PenepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3. C 3asBneHMEM O BHECEHWHM W3MEHEHHH B JOKYMEHTBHI, COJAEp)Kaluecs B
PETUCTPALlMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Mpemapar  AJis
MEAWIIMHCKOTO TPUMEHEHUS, Hapsiay C JOKyMEHTaMH, YKa3aHHBIMH B dYacTu | HacTosIien
CTaTbM, 3asABUTENb MPEACTABISET KOMHUU JIOKYMEHTOB, MOATBEPXKAAIOMIMX  YIUIATy
TOCY/IapCTBEHHOW MOIIJTMHBI 32 BHECEHUE B JIOKYMEHTHI, COACPKAIINECS B PETUCTPAMOHHOM
JIOCbE€ Ha 3aperUCTPUPOBAHHBIN JIEKapCTBEHHBINM Mpenapar A MEAMIMHCKOIO NPUMEHEHUs,
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W3MEHEHUH, TPEOYIONINX MPOBEICHUS IKCIIEPTU3HI JIGKAPCTBEHHBIX CPEICTB B YACTU IKCIEPTU3HI
KayecTBa JIEKApPCTBEHHOTO CPEJCTBAa U (MJIM) SKCHEPTU3bl OTHOLICHHS OKHUAeMOW IMOJb3bI K
BO3MO>KHOMY PUCKY NPUMEHEHUS JIEKaPCTBEHHOTI'O Npenapara /s MEAUIIMHCKOTO IPUMEHEHUS,
rOCy/IapCTBEHHOW MOIIJIMHBI 32 BHECEHUE B JIOKYMEHTHI, COAEpIKAIllUecs B PETUCTPallMOHHOM
JI0OCbE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar A MEAULHMHCKOIO IPUMEHEHUs,
M3MEHEHUH, He TPeOYIOIUX MPOBEACHUS SKCIIEPTU3bI JIEKApCTBEHHOTO CPECTBa, MO0 BIpaBe
OpEJCTaBUTh IO COOCTBEHHOW WHHMIMATHBE YKa3aHHbIE JIOKyMEHTh.. B ciydae wux
HENPECTaBICHUs YIOJTHOMOYEHHBIN (eiepalbHbIil OPraH UCIOJHUTENBHON BJIAcTU MPOBEPSET
dakT ymIaTel TOCYAAapCTBEHHBIX TOUUTMH 3asSBUTENIEM TOCPEICTBOM  HCIIOJIb30BAHHUS
uHpopMaluu 00 yIlaTe TOCYAapCTBEHHBIX IMONLIMH, cojepkamieiics B ['ocymapcTBeHHOMN
UH(POPMALIMOHHON CHCTEME O TOCYIAapCTBEHHBIX M MYHHIIMIIATBHBIX IJIaTEXaxX, HA OCHOBAHUHU
MIPEJICTABICHHBIX 3asBUTEJIEM KOMUN TOKYMEHTOB, IOJTBEPKIAIOIINX YIIaTy TOCYJapCTBEHHOM
MOLUTHHBI.

(uactsb 3 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. B TedeHue necsaTH pabouux JAHEW €O AHS TOCTYIJICHUS yKa3aHHOTO B yacTu |
HACTOALIEH CTaThbU 3asBJICHUS U HEOOXOJUMBIX JOKYMEHTOB YIOJHOMOYEHHBIN (eaepanbHbIi
OpraH UCIIOJIHUTEIbHOMN BIIACTH:

1) mpoOBOAWT MPOBEPKY IMOJHOTHI M JOCTOBEPHOCTU CBEIEHUM, COIEP)KAIIMXCS B
MPEJICTABICHHBIX 3asBUTENIEM MaTepUalax;

2) mpUHMMAaeT pElIeHHE O TNPOBEACHMM YKa3aHHbIX B 4YacTW 2 HACTOSIIEH CTaTbu
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOT'O CPEACTBA UM 00 OTKa3e B UX MPOBEACHHH;

3) yBenOMIISIeT B AJIEKTPOHHON WIIM MHUCbMEHHON (pOpMe 3asgBUTENS O MPUHSATOM PEIICHUU
WIM B CIy4yae NPUHATHUS pelleHus 00 OTKa3e B IPOBEJCHUM COOTBETCTBYIOIEH 3KCIIEPTHU3bI C
YKa3aHWEM IPUUYMH TaKOro OTKas3a.

(B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-03)

4.1. B ciydae BbIsSIBICHUS HETOCTOBEPHOCTHU CBEACHUM, CONEPIKALUXCS B PEACTABIEHHBIX
3asBUTENIEM MaTepuajax, YIOJTHOMOYEHHBIH (QenepalbHblii OpraH HCMOJHUTENBHON BIACTU
HaIpaBJIeT 3asABUTENIO 3aIPOC 00 YTOYHEHUHM YKa3aHHBIX CBeleHUil. [laHHBIN 3ampoc MOXKET
OBITh Mepe/iaH YIOTHOMOYSHHOMY TIPEICTAaBUTEINIO 3asBUTENS JIMYHO MO/ PACHHCKY, HAlpaBJeH
0 MOYTE 3aKa3HbIM MMCbMOM WJIM NEPEAAH B 3JIEKTPOHHOU (OpME MO TEIEKOMMYHHKAIIMOHHBIM
KaHajaM CBsi3U. B ciydae HampaBieHHsI JaHHOTO 3alpoca MO MOoYTe 3aKa3HbIM MHCHMOM OH
CUMTACTCS TIOTYYEHHBIM 0 UCTEYCHHUH IIECTH JTHEH ¢ JaThl HAMPaBICHHS 3aKa3HOTO MUChMa.
(uacTs 4.1 BBenena @enepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTeNnb 00s3aH MPEACTABUTH OTBET HA 3alpOC YIOJIHOMOUYEHHOTO (erepalbHOTo
OpraHa MCIOJHMUTEIbHON BJIACTH B CPOK, HE MPEBBIMIAIOLINI AeBsHOCTAa padounx JHEH co JHS
nonyueHuss JaHHOro 3ampoca. Cpok, YyKa3aHHBIH B 4acTH 4 HACTOAIIEH CTaThu,
NPUOCTAHABIMBAECTCA CO JIHA HANpaBi€HMs] 3asgBUTENIO  3alpoca  yINOJIHOMOYEHHOTO
dbenepanbHOTO OpraHa HCIOJHUTEIHHONW BIACTH 1O JHS TOMYyYEHUS MM OTBETa Ha JaHHBIHA
3aMpocC U HE YYUTHIBACTCS MTPH HCUYUCIICHUN CPOKA TIPUHSATHSI PEIICHUS O BHECCHUH H3MEHCHH B
JOKYMEHTBI, COAEpXalluecs B  PETUCTPAIMOHHOM JIOCh€ Ha  3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar ik MEAUIIMHCKOTO IPUMEHEHHS.

(uacTsb 4.2 BBeneHa @enepasibHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMeM JJsi OTKa3a B IMPOBEICHUHM YKa3aHHBIX B YacTH 2 HACTOSIIEH CTaThbu
AKCIIEPTU3 SBJSETCS MPECTaBIIEHUE JOKYMEHTOB, NMEPEUNCICHHBIX B YacTsaX 1 u 3 Hacrosien
CTaThH, B HEMOJIHOM 00beMe, HETPEJACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha
yKa3aHHBIM B "acTu 4.1 HacTOAIEH CTaThU 3ampoC YMOJTHOMOYEHHOTO (helepallbHOrO OpraHa
WCTIOJTHUTENIHOM BIIACTH, a TaKXe OTCYTCTBHE B MPEACTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEICHMM, MOATBEPXKIAIOUIMX HEOOXOJUMOCTh BHECEHHS W3MEHEHHM, WIH OTCYTCTBHUE
uH(pOpMAaIIiH, TOATBEPKIAIOIEH (DAKT yIIaThl TOCYAapCTBEHHBIX IMOILINH, YKa3aHHBIX B 9aCTH
3 HacTosIIIeH CTaThH.

(B pen. depepanbubix 3akoHOB OT 25.11.2013 N 317-D3, ot 22.12.2014 N 429-D3)
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6. YkazaHHble B 4YacTU 2 HACTOAILIEH CTAaThbU 3KCIEPTU3bl IMPOBOIATCS B IOPSAIKE,
YCTaHOBJIEHHOM cTaThel 23 HacTosiero denepalbHOr0O 3aKOHa.

7. B cpok, HE MPEeBBIIAIONMUNA JECATH padOYuX THEW CO JHS IMONMYYCHUS 3aKIIOUYCHHH
KOMHUCCHI SKCIIEPTOB 110 pe3yJibTaTaM yKa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTHU3,
YIIOJIHOMOYEHHBIN (heiepabHbIi OpraH UCIIOTHUTEIBHOMN BIIACTH:

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

1) mpuHMMaeT pelleHHe O BHECEHMM M3MEHEHMH B JIOKYMEHTBI, COJEpIKalluecs B
PErMCTPAalMOHHOM  JOCh€ Ha  3aperHCTPUPOBAHHBIM  JICKAPCTBEHHBIM  IpenapaTr Ui
MEAMIIMHCKOTO MIPUMEHEHHUS, WK 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA;

2) BHOCUT B TOCYIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUH PELLIECHUS O
BHECEHUM W3MEHEHUH B JOKYMEHTBI, COJEp)KallUecs] B PETrUCTPALlMOHHOM JIOChE Ha
3apEerUCTPUPOBAHHBIA  JIGKAPCTBEHHBIM  Ipenapar Uil  MEAMIMHCKOIO  IPUMEHEHUs,
HEO0OXOMMbIe U3MEHEHHS U BO3BPAILIAET UX 3asBUTEIIO;

3) BbIIAaeT 3asABUTENI0 HOBOE PETUCTPALMOHHOE YJOCTOBEPEHHUE JIEKapCTBEHHOTO
npenapara B clly4ae U3MEHEHHUs CBEICHMI, COIEPIKALIUXCS B HEM.

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

8. OcHOBaHMEM /Ui OTKa3a BO BHECEHUM W3MEHEHUH B JOKYMEHTBI, COJAEpXalluecs B
pPErucTpallMOHHOM  JIOCh€ Ha  3aperuCTPUpPOBAHHBIM  JIEKApCTBEHHBIM  mpenapar  Juis
MEAMIIMHCKOTO MPUMEHEHUs, SIBISIETCA 3aK/IFOUEHUE YIOJIHOMOYEHHOTO (eepalbHOTO OpraHa
UCTIOJTHUTENILHOW BJIACTH O BO3MOXKHOCTU CHIDKEHHS 0€30MacHOCTH, Ka4ecTBa, () (HEeKTUBHOCTH
JIEKapCTBEHHOI'O CPEJCTBA B Cllydyae BHECEHUS TAKUX U3MEHEHUH.

9. lomyckaetcsi oOpalieHue JIeKapCTBEHHBIX MPENnapaToB Ijs MEAUIIMHCKOTO MPUMEHEHUS
JI0 UICTEYEHMS CPOKA FOJTHOCTH, IPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUJIECITH JHEN MOCIIE JaThl
IOPUHITHUS YIIOJTHOMOYEHHBIM (heJiepaibHbIM OPraHOM HCIIOJHUTEIHHONW BJIACTU PEIICHUS O
BHECEHUH M3MEHEHHH B JOKYMEHTBI, COJAEp)Kalluecss B PErUCTPAlMOHHOM JIOChE, B
COOTBETCTBUM € HMH(popMalien, copepkamieicss B JOKYMEHTaX PErUCTPAllMOHHOTO J0Che Ha
JIEKApCTBEHHBIN MTpenapar 10 AaThl IPUHATHUS TAKOTO PEIICHHUS.

(vactb 9 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratps 31. BHeceHune u3MeHEHUH B JOKYMEHTHI, COAEpXKalllUecs B PErucTpPaliOHHOM
JI0ChE€ Ha 3apEeruCTPUPOBAHHbBIN JIEKApCTBEHHBIN ITpenapar Jisi BETEpUHAPHOIO IPUMEHEHUs

I. B mensx BHECEHHs M3MEHEHMU B JOKYMEHTBI, COACPIKALIUECH B PETUCTPALMOHHOM
JIOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar AJis BETEPUHAPHOTO MPUMEHEHHS,
JieprKaTellb WU BIIaJesiel] PETUCTPALlMOHHOIO YIOCTOBEPEHUS JEKapCTBEHHOIO IpernapaTa Win
YIOJIHOMOYEHHOE UM JIPYro€ HOPHUAMYECKOE JIMIO (/1ajiee B HACTOALIEH CTaThe - 3asIBUTEID)
MIPEACTABISIET B YIIOJHOMOUYCHHBIN (he/lepaibHBI OpPTraH MCIIOJHUTEIHLHON BIACTH 3asBJIICHHE O
BHECEHUHM TAaKUX H3MEHEHUU MO (QopMe, YCTAaHOBIEHHOW YIOIHOMOYEHHBIM (QeaepalbHbIM
OpraHOM HWCTIOJHUTEIBHOM BJIACTH, W TPWIOKECHHBIE K HEMY HW3MEHECHHS B YyKa3aHHBIE
JOKYMEHTBI, a TaKXe JOKYMEHTBHI, MOJITBEPKIAIONINEe HEOOXOAMMOCTh BHECEHHUS TaKHUX
n3meHeHul. [IpuHsATHE pelIeHnss 0 BHECEHUH TaKUX M3MEHEHMM WM 00 OTKa3e B MX BHECECHUU
OCYIIECTBIISIETCS B CPOK, HE TMPEBBIIIAIOIINN JAEBSHOCTA pabO4YMX MHEW CO JHS MPUHSATHS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIIOJHUTEIHHOM BJIACTH 3asBICHUS O BHECEHUU
TaKUX U3MEHEHHI.

(B pen. @enepanbHoro 3akona ot 13.07.2015 N 241-03)

2. B cnyuae BHeceHMs] M3MEHEHUN B JIOKYMEHTBI, COAEPIKALIUECs B PETUCTPAIMOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IMpernapaT JJisi BETEPHHAPHOTO MPUMEHEHHS, B
OTHOILIEHUU CBEACHMH, yKa3aHHbIX B noamynkrax "e", "x", "k", "n", "®", "c", "x" mynkra 7
yactu 3 cratbu 17 Hacrosimero denepaqbHOrO 3aKOHA, W3MEHEHUS WU (WJIM) JOTIOJHEHUS
MPOU3BOJICTBEHHON TIUIOMIAJIKK JIEKAPCTBEHHOI'O CpPEJICTBA, a TakKe B Clydyae H3MEHEHUs
MoKa3aresiel KauecTBa JICKapCTBEHHOTO IperapaTa JAjsi BETEPUHAPHOTO MPUMEHEHHS U (WJIH)
METO/IOB KOHTpPOJII KauecTBa JEKApCTBEHHOIO Mpemnapara sl BETEPUHAPHOTO MHPUMEHEHUS
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IIPOBOAMTCS IKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA JUIsl BETEPUHAPHOTO IPUMEHEHU. B ciyuae
HEO0OXOIUMOCTH BHECEHUS! MHBIX U3MEHEHUI B IOKYMEHTBI, COJIEpKaliecs] B pErUCTPAlUOHHOM
JI0OCbE€ Ha 3aperucTPUPOBAHHBIN JIEKAPCTBEHHBINH IMpenapar JUisi BETEPUHAPHOTO NPUMEHEHHS,
AKCIIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA JIJIsl BETEPUHAPHOI'O IPUMEHEHHUS HE IIPOBOIUTCS.

(B pen. depepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3agBneHMEM O BHECEHUUM M3MEHEHMM B JOKYMEHTBHI, COJAEp)Kalluecs B
PETUCTPALlMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  Mpemapar  AJis
BETEPUHAPHOTO NPUMEHEHUS, HapsALy C JOKYMEHTaMH, YKa3aHHbIMM B 4acTu | Hacrosiuen
CTaTbH, MPEJCTABISIIOTCS JTOKYMEHTBI, MOATBEPKIAIOIIUE YIUIATy FOCYAAPCTBEHHONW MOIIHHbI
3a BHECEHHE B JJOKYMEHTBI, COJIEP)KALLUECS B PETUCTPALIMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN
JICKapCTBEHHBIN TMpenapar /s BETEpPUHAPHOIO MPUMEHEHHUS, W3MEHEHUH, TpeOyrommx
IIPOBEJCHUS JKCIIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBAa Ul BETEPUHAPHOTO IPUMEHEHHUS, WIU
U3MEHEHUH, He TpeOyIoIuX MPOBEACHUS SKCIEPTU3bl JIEKAPCTBEHHOTO CpelCTBa  JUIS
BETEPUHAPHOTO MPUMEHEHHUS.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

4. B cpok, HE TPEBBIIAOIINNA JECITH padOYUX THEH CO THS MOCTYIUICHUS YKa3aHHOTO B
yacth | HacTodled cTaThbu 3asBICHUS U HEOOXOAUMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIN
dbenepabHBINA OpraH UCMOJIHUTEIBHON BIACTH:

1) nmpoBoAUT NPOBEPKY MOJIHOTHI M JOCTOBEPHOCTH CBEACHUH, COJAEp)KalIUXcs B
IIPEJICTaBICHHBIX 3asIBUTENIEM IOKYMEHTAX;

2) mpUHHUMAaeT peHIeHHEe O MPOBEICHUH SKCIEPTHU3bl JIEKAPCTBEHHOTO CpEICTBA s
BETEPUHAPHOTO MPUMEHEHHSI U 00 OTKA3€ B €€ MPOBEICHUY;

3) yBemomisieT B MHCbMEHHON (hopMe 3asBUTENS] O MPUHATOM DPEIICHUH WIM B Clydae
OPUHATHS pemieHus 00 OTKa3e B MPOBEACHUU SKCIEPTU3bI JEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHEHHUSI C YKa3aHUEM MPUYMH TaKOro 0TKa3a.

5. OcHOBaHHEM I OTKa3a B INPOBENECHUU 3KCIIEPTU3bI JEKAPCTBEHHOIO CPENCTBA IS
BETEPUHAPHOTO TIPUMEHEHUS SIBIISICTCS TPE/ICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsx | u 3
HACTOSIILEH CTaThbd, B HEMOJIHOM OObEME WM OTCYTCTBUE B IPEJCTABIECHHBIX JOKYMEHTaX
JIOCTaTOYHBIX CBEJIEHHUH, HOATBEPKIAOIINX HEOOXOMMOCTh BHECEHHS U3MEHEHUH.

6. DkcrnepTusa JEKapCTBEHHOI'O CPEICTBA JJIs BETEPUHAPHOIO INPUMEHEHUS B LEIAX
BHECEHUS M3MEHEHUM B JOKYMEHTBI, COJEpXKallhecs B PpErucTPallMOHHOM JIOChe Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  MpemapaT Il  BETEPUHAPHOTO  MPUMEHEHUS,
OCYILIECTBIISIETCS B TIOPSAKE, YCTAHOBIEHHOM cTaThel 24 Hacrosmero deaepanbHOro 3aKoHa.

6.1. B cpok, He mpeBbIIIAIOMUN MATH pabOYUX JHEH CO JHSA MOJYyYEHHUS 3aKIIOYeHUs
KOMHMCCHH 3KCIIEPTOB IO PE3YIbTATaM YKa3aHHOW B YAaCTH 2 HACTOSINIEH CTAaTbU 3KCIIEPTH3HI,
YIIOJTHOMOYEHHBIHN (eiepalibHbII OpraH UCIOIHUTEIbLHOM BIACTH:

1) npuHUMaeT pelieHHe O BHECEHMHM HW3MEHEHMH B JOKYMEHTHI, COJep)Kallhecs B
PETUCTPAllMOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  mpemapar  Juid
BETEPUHAPHOTO MPUMEHEHHUSI, WIIH 00 OTKa3e BO BHECEHUH TaKUX U3MEHEHUII;

2) BHOCUT B TOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB HA OCHOBAHUM PELLIEHUS O
BHECEHUU H3MEHEHMH B JIOKYMEHTBI, COJEp)KallUecsl B PETUCTPALlMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  mpemapar Juisi  BETEpUHAPHOIO  IPHUMEHEHUs,
HE0OXO0MMbIe U3MEHEHHUS U BO3BPAILIAET 3TU JOKYMEHTHI 3aBUTEIIIO.

(uacTb 6.1 BBenena @enepasbHbIM 3akoHOM OT 22.10.2014 N 313-D3)

7. OcHOBaHHEM JUJIsl OTKa3a BO BHECEHWU HM3MEHEHHMH B JIOKYMEHTHI, COJAEp)KAIUecs B
PETUCTPALIMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipemapar  AJis
BETEPUHAPHOTO MPUMEHEHUS, SBISETCS 3aKJIIOUEHUE YIOJIHOMOUYEHHOTO (heepaabHOro opraHa
WCTIOJTHUTENILHOM BJIACTU O BO3MOXKHOCTH CHIDKEHHS 0€30MacHOCTH, KadecTBa, Y3P(HEKTUBHOCTH
JIEKapCTBEHHOI'0 Mpernapara JJisi BeTepUHApHOr0 MPUMEHEHHUS B Cllydyae BHECEHHs] U3MEHEHU B
YKa3aHHbIE IOKYMEHTBHI.

8. lomyckaetcs oOpalieHue JeKapCTBEeHHbBIX NPEnapaToB AJisi BETEPUHAPHOTO IPUMEHEHUS
JI0 UICTEYEHMS CPOKA FOJJTHOCTH, IPOU3BEIEHHBIX B TEUEHHE CTa BOCBMUJECITH JHEN M1OCIIE JaThl
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IOPUHATHS YIIOJIHOMOYEHHBIM (pe/lepalbHbBIM OpPraHOM HCIIOJIHUTENLHONW BIIACTH DELICHUS O
BHECEHUM HW3MECHEHHH B JOKYMEHTBI, COJEp)KalIUeCcs B PErUCTPAlMOHHOM JIOChE Ha
JICKapCTBEHHBIM Mpernapar, B COOTBETCTBUU ¢ MH(OpMaLUEH, cojepkaiieiics B JTOKyMEHTax
PETUCTPALIMOHHOTO JOChE HA JIEKAPCTBEHHBIN IIpEnapar 10 AaThl IPUHATHSA TAKOTO PEILICHMUS.
(uactb 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratpa 32. OTMeHa rocyJapCTBEHHOM peruCTpalifu JIEKapCTBEHHOTO Mpernapara

Pemienne 00 oOTMEHE TroOCYylapCTBEHHOW pETHCTpallMy JIEKAPCTBEHHOrO TWpernapara Hu
UCKJIFOUCHUH JIGKAPCTBEHHOTO TIpenapara M3 TOCyIapCTBEHHOTO peecTpa JIeKapCTBEHHBIX
CPEICTB MPUHUMACTCSl YIIOJHOMOYCHHBIM (peiepalibHBIM OPTaHOM HCIIOTHUTEIBHOW BIIACTH B
ciydae:

1) mpencraBieHHs COOTBETCTBYIOIIUM  YIIOJHOMOYEHHBIM  (eiepalibHbIM  OpPraHOM
WCTIOJTHUTEIIEHOM BIIACTH 3aKJIFOUCHHS O PUCKE WM 00 yrpo3e 30POBBIO, )KU3HH YEIIOBEKA HITH
YKMBOTHOTO MPH MPUMEHEHHUH JICKAPCTBEHHOTO TIpernapaTa, MpeBhIIANHX ero 3pQeKTHBHOCTD,
o pe3yjabTaTaM OCYIICCTBISIEMOTO WM MOHUTOpPUHTA OE30MMACHOCTH JICKApPCTBEHHOTO
npernapara,

2) momauMm JAepKaTreleM WM BIQACIBIEM  PErHCTPAlMOHHOTO  YIOCTOBEPEHUS
JICKQpCTBCHHOTO Iperapara WM YIOJHOMOYECHHBIM MM JPYTUM FOPUAWYCCKHM JIAIOM
3asBJICHHUS 00 OTMEHE TOCYJapCTBEHHOMN PErUCTpaIiK JICKApCTBEHHOTO MPerapara;

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

3) HEMOATBEPXKICHHUS TOCYIApPCTBEHHON pPErHCTpaldy JICKAPCTBEHHOTO IIperapara o
UCTEUCHHUHU CPOKA JICHCTBHS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS, BBIIAHHOTO Ha IATH JIET;

4) HeNpenCTaBlICHHs 3asBUTENIEM HH(GOpPMAIMH, KOTOpas MOXKET MOBJIEYb 3a COOOi
HEO0OXOIUMOCTh BHECEHUSI U3MEHEHUH B JJOKYMEHTBI, COJIEPKAIINECS B PETHCTPAIHOHHOM JIOChE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT, B TeUCHHE TPUALATH pabouuX AHEH cO THS
HACTYIUICHHSI 9TUX U3MEHEHHIA;

5) OCYHIECTBJIGHHS TOCYAApCTBEHHOW pErHCTpaIlii JICKQpCTBEHHOTO IIperapara Ioj]
TOPrOBBIM HAMMEHOBAaHHEM 3apETUCTPUPOBAHHOTO PaHEe MOJl ATHM TOPTrOBHIM HAMMEHOBaHHEM
JIEKapCTBEHHOTO TIperapara, OTIUYAIIIerocs KaueCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIIECTB;
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) oOcCyIIeCTBIEHUS TOCYJAapCTBEHHON pETHCTpAIllMU 3asBUTENEM OIHOTO U TOTO IKe
JIEKapCTBEHHOTO Tperapara Mmoji pa3IMuyHbIMA TOPTOBBIMU HAMMEHOBAHUSIMU;

7) BBIHECEHHUS CYAOM peHIeHHs O HapylIeHWd TMpaB MpaBooOianaTens OOBEKTOB
MHTEIIEKTYyaTbHOM COOCTBEHHOCTH MPH OOpAIleHUH JIEKAPCTBEHHBIX CPEJICTB;

8) OoTCyTCTBHS NleKapCTBEHHOTO Tpemapara B oOpamiennn B Poccuiickoit denepanuu B
TE€YEeHHE TpeX U Ooliee JeT;

(. 8 BBeneH DenepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HEBBINONHEHUS JepXKaTelleM WIN BIAJENbIIeM PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JICKapCTBEHHOTO TIpernapaTa JIMOO YIIOJHOMOYEHHBIM HWMH JIPYTHM FOPHIAYCCKUM JTHIIOM
MEPONPHUITHIA IO 00eCredeHn0 Oe30MaCHOCTH JIEKApPCTBEHHBIX MPENapaToB, YCTAHOBICHHBIX
YIIOJTHOMOYCHHBIM (heJiepaTbHBIM OPraHOM HCTIOTHUTEIHLHOM BIACTH B COOTBETCTBHH C YaCTSIMH
3 u 4 crateu 64 mHacrosmero deaepanbHOr0 3aKOHA, B paMKaxX OCYIIECTBICHUS
dapmakoHaa30pa;

(. 9 BBenen denepalibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza jgepkarenss WMIW  BIAJeNblla  PETHCTPAIMOHHOTO  YAOCTOBEpPEHUS
JICKapCTBEHHOTO TIperapara JU00 YIIOJTHOMOYEHHOTO MMM JIPYTOro FOPHUIUYECKOrO JIHIa OT
BHECEHUS W3MCHEHHMI B HWHCTPYKLIHIO TIO TPUMEHEHUIO JIEKapCTBEHHOTO Ipernapara,
KacaroInuXCsi HOBBIX TIOJATBEP)KICHHBIX JaHHBIX O TOM, YTO PUCK MPUYUHEHHS Bpela 3I0POBBIO
YeNOBeKa WJIM JKUBOTHOTO BCJEACTBHE IMIpHEMa JICKAPCTBEHHOTO TIperapara IPEBBIIIACT
3¢ (HEKTUBHOCTH €T0 MPUMEHEHHUS.

(m. 10 BBenen ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)
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Cratpa 33. ['ocynapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEICTB

1. TocymapCTBEHHBII  peecTp  JIEKAapCTBEHHBIX CPEACTB  COJAEPKUT  IEepEUYCHb
JIEKAPCTBEHHBIX MPENaparoB, MPOMICAIINX TOCYJAApCTBEHHYIO pPETUCTpalvio, TMepeyeHb
dapmaleBTUYECKUX CYOCTaHLIMHA, BXOJALIMX B COCTaB JICKAPCTBEHHBIX IMpENaparoB, U
CIEeYIOIYI0 HH(GOPMAILIUIO:

1) B OTHOIIEHUHU JIEKAPCTBEHHBIX IIPETIAPATOB:

a) HaMMEHOBaHUE JICKAPCTBEHHOIO Ipemnapara (MEeXIyHapOJHOE HENaTeHTOBAHHOE, WIIU
CPYIIIUPOBOYHOE, WIIM XUMUYECKOE U TOPrOBO€ HAUMEHOBAHUS );

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

0) nexapcTBeHHass (opMma C yKa3zaHHUEM JO3MPOBKU JIEKAPCTBEHHOTO Mperapara W ero
KOJIMYECTBA B MOTPEOUTEIHCKON YITAKOBKE;

B) HauMMEHOBAaHHE JepiKaTels WM BiaJaeiblla PETUCTPAMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOIO Mpernapara;

(nm. "B" B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

I') HAUMEHOBAHUE M aJIpec IPOU3BOAMUTEIS JIEKAPCTBEHHOTO Mpernapara;

1) (dapmakoTepaneBTHYECKass TPyMma, KOA JCKApCTBEHHOTO Ipernapara IO aHaTOMO-
TEpaneBTUYECKO-XUMUYECKON KiaccuuKalmy, peKoMeHA0BaHHON BceMupHoli opranuzaiueit
3/IpaBOOXPAHEHNS;

(mm. "a" B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

€) MOoKa3aHus ¥ MPOTHUBOMIOKA3aHUsI K TPUMEHEHHIO JIEKAPCTBEHHOTO Mperapara;

) MOOOYHBIE IeUCTBUS JIEKApPCTBEHHOTO Mpernapara;

3) CPOK FOJJHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCIIOBUSI XpaHEHUS JICKAPCTBEHHOTO TIpernapara;

K) YCTIOBHSI OTITyCKa JIEKapCTBEHHOTO Mpernapara;

J) HoMep (apMakomelHON cTaTbu WIM B Cllydae €€ OTCYTCTBHS HOMEpP HOpPMaTHUBHOM
JIOKYMEHTAIIMX MO0 HOPMATUBHOTO JJOKYMEHTA,

M) JaTa TOCYJapCTBEHHOW pErucTpanuy JIEKapCTBEHHOTO Tpemapara U €ro
PErHCTPAallMOHHBIN HOMEp, JaTa 3aMEeHbl PErHCTPALMOHHOTO YAOCTOBEPEHHUS JEKAPCTBEHHOIO
npenapara Ha OECCpOYHOE PErHCTPAIIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO TperapaTa, /1arta
MOJAuM 3asBJICHUS O TMOJATBEPKACHUM TOCYJAAPCTBEHHOM pETUCTpallMi JIEKapCTBEHHOIO
npenapara, JaTa OTMEHbI TOCYAapCTBEHHOM PErUCTPALMH JIEKAPCTBEHHOT'O MPEenapara;

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

H) KaueCTBEHHBIM COCTaB W KOJMYECTBEHHBIH COCTaB JIEHCTBYIOIIMX BEIIECTB U
KaueCTBEHHBI COCTaB BCIIOMOTaTeJIbHBIX BEIIECTB JIEKAPCTBEHHOTO Mpenapara;

(nm. "H" BBeaeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopMalus 000 BceX pa3pelIeHHBIX BUIaX BTOPUUHOH (TOTPEOUTENHCKOMN) YIaKOBKH;
(mm. "o" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

) JlaTa MPUHATHAS PEIICHUS O BO3MOXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN IMperapaT
MIPHU TOCY/IapCTBEHHON PETUCTPAIlMU B KauecTBe Op(haHHOTO JIEKAPCTBEHHOTO Mpernapara;

(mm. "n" BBeaeH DeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

p) Hajmu4uMe JIEKapCTBEHHOTO Tperapara B TMepeuHe >KU3HEHHO HEOOXOMUMBIX H
BAKHEUIIINX JIEKAPCTBEHHBIX MTPENapaToB;

(mm. "p" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

C) HaJIWYUE B JIGKAPCTBEHHOM TIperapaTe HAPKOTHUYECKUX CPENCTB, ICHUXOTPOITHBIX
BEIIECTB M HX MPEKypCOpOB, NOMISKAIMX KOHTpoiw B Poccuiickoit @epepanuu, B
COOTBETCTBUU € 3aKOHOHaTenabcTBOM Pocculickoit denepanuu, MeXIyHapOAHBIMUA J10IOBOpaMU
Poccuiickoit denepannu, B ToM unciie EMUHON KOHBEHIIMENW O HAPKOTUYECKUX cpenctBax 1961
roaa u KouBenuuei o ncuxoTponHbix Bemectrax 1971 roga;

(. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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T) uH(pOpMAIIUS O TOM, SBJSETCS JIM JAaHHBIA JIGKAPCTBEHHBIN mpemapar pedepeHTHbIM
JIEKApCTBEHHBIM IPENapaToM;
(nm. "1" BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

y) CBEJIEHU O 10/1aue 3asBJICHUs O BHECEHWU U3MEHEHUM B JIOKYMEHTHI, CO/IEpKAIIIHECs B
PErUCTPALIMOHHOM J0ChE Ha JIEKAPCTBEHHBIN MTpenapar;

nen

(mm. "y" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynsrantlntoc: npumevanue.

Wudopmanus o B3auMO3aMEHSEMOCTH JICKAPCTBEHHBIX MpPENapaToB s MEAMIUHCKOTO
MPUMEHEHHUS MOJUICKUT BKIIOUEHUIO B TOCYJIApPCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEACTB C 1
ssaBaps 2018 rona (enepanbHblil 3akoH 0T 22.12.2014 N 429-D3).

() cBeneHUs 0 B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHOTO Mpenapara;
(mm. "¢" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

X) CPOK BBE/ICHHUS JIEKaPCTBEHHOI'O Ipernapara B rpa/JaaHCKUi 000poT;
(mm. "x" BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOIICHUH (papMaeBTUUECKUX CYyOCTaHIIHIA:

a) HaMeHOBaHUE (papMaleBTUYECKOW CYOCTaHIMM (MEXKIYHApOJIHOE HEMAaTEeHTOBAaHHOE,
WM TPYNIUPOBOYHOE, WM XUMUYECKOE U TOPTOBOE HAUMEHOBAHMS);

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

0) HAaMMEHOBaHUE U APEC MPOU3BOAUTEINS (hapMAIIEBTHUECKON CYyOCTaHIIHH;

B) CPOK TOJHOCTH (hapMaIleBTHUECKON CyOCTaHINN;

T') YCIOBUS XpaHEHUs (papMaleBTUYECKON CyOCTaHIUY;

1) HoMmep ¢apMakoNeWHON cTaThu WM B Clydyae €€ OTCYTCTBHS HOMEP HOPMAaTHUBHOM
JOKYMEHTAIUH JT100 HOPMAaTUBHOTO JIOKYMEHTA;

€) Hamuyue (¢apMaleBTUYECKON CyOCTaHIIMM B I€peYHEe HAPKOTHYECKUX CPENCTB,
IICUXOTPOIHBIX BEIIECTB M HMX MPEKYypCcOpOoB, MOAJIEXKAIUX KOHTpOiIrw B Poccuiickoi
®denepanuu, B COOTBETCTBUU C  3akoHoAaTenbCcTBOM  Poccuiickonn — Penepauuu,
MEXyHapoAHbIMU foroBopamu Poccuiickorn denepanuu, B TOM unciie ENMHON KOHBEHLMEN O
HapKoTu4ecKkux cpenctax 1961 roga u Konsenuuei o ncuxoTponHsix BemectBax 1971 roaa.
(mm. "e" BBeaeH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®apmarneBTHUYeCKas CYOCTaHIMs, TNPOU3BEJNCHHAs Ul peaju3alid, MOXKeT ObITh
BKJIIOUEHA B TOCYJApCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEJICTB HAa OCHOBAHWUU 3asBIICHUS
pa3paboTyrKa WM HPOM3BOJIUTENS JIEKAPCTBEHHOI'O CPEACTBA JIMOO YMOJHOMOUYEHHOIO HMHU
IOPUAMYECKOTO JIMIa TPU YCIOBUM IPOBEJIEHUS B OTHOIIEHUWM Takoil (apmaneBTHUeCKOi
CyOCTaHIIUM PKCIIEPTU3bI KauecTBa (hapMalleBTHUECKOM cyOCTaHIIMU B MOPSAAKE, YCTAHOBIEHHOM
ctarbeit 34 Hacrosimero denepanbHOro 3aKkoHa. B oTHomeHUN apMalieBTUYECKUX CyOCTaHIIUH,
IIPOU3BENEHHBIX [UISl pealu3alyd, B TOCYJapCTBEHHOM pEECTpe JIEKAPCTBEHHBIX CPEICTB
COJICPXKUTCS ClIeAYIOIIas HH(POpMAIIHSL:

1) naumeHoBaHMe (papManeBTHUECKON CyOCTaHIMM (MEXIyHApOJAHOE HEMaTEHTOBAaHHOE,
WIH TPYIIIUPOBOYHOE, NIM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

2) HauMEHOBaHME U a/Ipec MPOU3BOAUTENS papMalleBTUUECKON CyOCTaHIUY;

3) cpok TogHOCTH (hapMarieBTUIECKON CyOCTaHIINH;

4) ycioBust XpaHeHus papMalieBTUYECKON CyOCTaHIINH;

5) Homep (apmakoneitHON craThu MO0 B ciy4yae €€ OTCYTCTBHMSI HOMEpP HOPMAaTHUBHOM
JIOKYMEHTAIlMU WJIM HOPMaTUBHOTO TOKYMEHTA;

6) Hamuuue QapMareBTUYECKON CYOCTaHIIMM B TIEpPEYHE HAPKOTUUYECKHX CPEJICTB,
IICUXOTPOIIHBIX BEIIECTB M HX IPEKypCOpOB, MOMIEXKAIIMX KOHTpoto B Pocculickon
®denepanuu, B COOTBETCTBUU C 3akoHoJaTenbcTBOM  Poccuiickoii ~ Denepanmu,
MEXIyHapOoAHBIMU Jorosopamu Pocculickonn denepanuu, B ToM unciie EquHON KOHBEHLIMER O
HapKoTudeckux cpencrax 1961 roga u Konsenuueit o ncuxorponHsix Bemecrsax 1971 roxaa;
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7) npara BKIIOYEHHs (DapMaleBTUUECKOM CyOCTaHIIMM B TOCYAApCTBEHHBIA peecTp
JIEKapCTBEHHbIX CPEACTB, JaTa BHECEHMs H3MEHEHMH B JOKYMEHThl (apMaleBTHYECKON
cyOcTaHLIUY, 1aTa UCKIIOUCHUS (papMarieBTH4ecKol cyOCTaHIIMU U3 rOCyJapCTBEHHOIO peecTpa
JIEKApCTBEHHBIX CPEJICTB.

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

3. Tlopsmox BeaeHHsT TOCYAAPCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEACTB IS
MEAMLIMHCKOTO NPUMEHEHMSI U NOPSIOK BEIEHHUS TOCYJapCTBEHHOI'O PEECTpa JIEKAPCTBEHHBIX
CPEICTB JUTS BETEPUHAPHOTO IIPUMEHEHUS YTBEPKIAOTCS COOTBETCTBYIOIINM
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM UCTIOJTHUTEIIBHOM BIACTH.

Cratess 34. BxiroueHue B TOCyJapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPENCTB U
UCKJIIOUEHHE W3 TOCYIapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB (papMalleBTUUECKON
cyOCTaHIIMM, IPOU3BEACHHON AJIs pealn3aluu
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. st BrimroueHus (apMareBTHUSCKON CyOCTaHINH, MPOW3BEACHHON IS peaau3aliu, B
roCy/1apCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCS IKCIIEPTH3A €€ KaUueCTBa.
(B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03)

2. DKcnepTu3a KayecTBa yKa3aHHOW B 4acTW | HacTosimied craThd (papMarieBTUYECKOH
CyOCTaHIIMM, COCTaBJICHHE KOMHUCCHEH JKCIEPTOB 3aKIIOYeHH 0 pe3yibTaTaM 3TOM
HKCIEPTU3bl U MX HANpPaBJIEHUE B YINOJHOMOYEHHBIH (efepanbHbIi OpraH HCIOJIHUTEIbHON
BJIACTH OCYILECTBJISIOTCS B CPOK, HE MPEBBIIAIONINI IMIECTUACCITH padOyux AHEH cO IHS
MOJIyUYEHUSI OKCIEPTHBIM YUPEKICHUEM COOTBETCTBYIOLIEIO 3aJaHUSI  YIOJIHOMOUYEHHOTO
(denepanbHOro opraHa UCHOJHUTEIBHOMN BIACTU U CIAEAYIOUINX JOKYMEHTOB!

1) xonus NUIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB MIIM KOIMUS 3aKJIIOUEHUS O
COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUAM MpaBUJ HaJyIekKalleH
MIPOU3BOJCTBEHHOW MPAKTUKW, BBIJAHHBIE YIOJIHOMOYEHHBIM  (elepaIbHbIM  OpPraHOM
WCIIOJHUTEIIBHOM BJIACTH, B ClIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOIO IIpernapara
ocyuectsisercsa B Poceniickon @enepanny;

2) xomMsl BBIJIAHHOM YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOM3BOAMTENS JULEH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEACTBA M €€ IEPEBOJ HAa PYCCKUH S3bIK, 3aBEPEHHBIC B
YCTAaHOBJIEHHOM TMOpPSIIKE, W  KONHSA 3aKIIOYEHHs O COOTBETCTBUU  IPOU3BOJIUTENS
JICKaPCTBEHHBIX CPEJICTB TPeOOBaHUSM TMPaBUI HAJJIEKAIIeH MPOU3BOJACTBEHHOW MPaKTUKH,
BBIIAaHHOTO YIIOJIHOMOYEHHBIM (he/iepaabHbIM OPraHOM HCIIOJHUTENIBHOMN BIIACTH, B CIIy4yae, €Ciu
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEACTBA OCYIIECTBISAETCS 3a Mpeaenamu Poccuiickon
denepaunu;

3) TOKYMEHT, COJEPKAIIUNA CIASAYIOMNE CBEICHHS O (DapManeBTHIECKON CYOCTaHINNU:

a) HauMeHoBaHue (apMaIleBTUUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 001Ie CBONCTBA;

0) HaMMEHOBaHUE U AJPEC MPOU3BOAUTEIIS;

B) TEXHOJIOTHSI IPOM3BOACTBA C ONIMCAHUEM CTaui IPOM3BOJCTBA U METOAOB KOHTPOJIS Ha
BCEX CTaJUAX MPOU3BOJICTBA;

T') oNrcaHue pa3paboTKH Mpoliecca MPOU3BOICTBA;

71) OIIMCaHWE KOHTPOJS KPUTHUUECKUX CTAuil Mpoliecca IPOU3BOJACTBA U IPOMEKYTOUHOMN
IPOIYKLIHH;

€) TOKyMEHTaIbHOE TIOITBEPKACHHE (BaHAaINs) TIPOIECCOB U (HJIN) UX OILICHKA;

) CBOMCTBA U CTPYKTYpa AEHCTBYIOIINX BEILIECTB;

3) XapaKTepUCTUKa IPUMECEH;

1) crerdukanys Ha (papManeBTHIECKYI0 CyOCTaHIIMIO U €€ 000CHOBaHMUE;

K) aHAJIMTUYECKHE METOJMKH, MCIOJIb3YEMbIE NPU OCYLIECTBICHUU KOHTPOJII KayecTBa
(dapmarieBTHYECKON CyOCTaHIINH;

J)  JOKYMEHTAJIbHOE  TOJATBEpXKACHHE  (Bamuaamus)  aHATUTHYECKUX  METOJMK,
HCIOJIb3YEMBIX MPU OCYIIECTBICHIUN KOHTPOJIS KadecTBa (papMalieBTUYeCKO cyOcTaHIuY;
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M) pe3yJIbTaThl aHAIKM3a CePUil hapMaIeBTUIECKONW CyOCTaHIINY;

H) TIepeueHb CTaHIAPTHBIX 00Pa3IOB MJIM BEIIECTB, MCIIOJIb3YEMbIX MPH OCYIIECTBICHUH
KOHTPOJISI KaueCcTBa;

0) ONHMCAHME XapAaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MAaTE€pUAIIOB U YKYIOPOYHBIX
CPEJICTB;

1) JaHHBIE O CTAOMIBLHOCTH (DapMaleBTHUECKOM CyOCTaHIINY;

P) CPOK F'OJTHOCTH.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. Jnga mpoBeAeHHMs 3KCHEPTH3bl KadyecTBa YKA3aHHOM B 4YacTh | HacTosmed crarbu
(dapMmarieBTHYECKON CyOCTaHIIMU 3asiBUTEb MPEACTABISACT B YIOJHOMOUYEHHBIN (enepanbHbIi
OpraH UCIIOJIHUTEIbHOMN BIIACTH!

1) 3asBiIeHNE O BKIIIOUEHUHU B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB JAHHOMN
(dapmarieBTHYECKON CyOCTaHINH;

2) Komus [OKYMEHTa, MOATBEP)KIAIOIIEro yIUIaTy TOCYAapCTBEHHOW MONUIMHBI 32
BKIIIOYCHHE B TOCYAAPCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEACTB  (papMameBTUIECKOM
cyOCTaHIMK, MPOU3BEACHHON s peain3anuu, Tu00 Mo cOOCTBEHHON MHHUIIMATHUBE YKa3aHHBIH
JIOKYMEHT. B citydae ero HenpezacTaBieHus 3asiBUTENIEM YIIOJHOMOYEHHBIN (efiepaibHblil opran
WCIIOJTHUTENIbHOM BIIACTH MpOBepsieT (PaKkT yruiaThl TOCYAapCTBEHHOW MOUUIMHBI 3asBUTEIIEM C
UCTIOJIb30BaHUEM HMH(OpPMAuu 00 yIjare TroCyJapCTBEHHON MONUIMHBL, COJEpIKaleics B
['ocynapctBeHHON WHGOPMAIIMOHHOW CHUCTEME O TOCYAApCTBEHHBIX W MYHHIIMIIAIbHBIX
I1aTexax, Ha OCHOBAaHUM MPE/CTABICHHON 3asBUTENIEM KOIUU JTIOKYMEHTA, MOJITBEPKIAOLIETO
yILIaTy FOCYAapCTBEHHON MOIIJIMHBL;

(m. 2 B pea. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

3) TOKYMEHTBI, YKa3aHHBIC B 4aCTU 2 HACTOSIIIIECH CTAThU,
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHWE O BBIFAYe pas3pelieHus Ha BBO3 B Poccuiickyro Denepalnio KOHKPETHOI
NapTUH  HE3apETUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  CPEACTBA, IPEJHA3HAYEHHOIO I
IIPOBEJCHUS YKa3aHHON DKCIEPTU3BI.

(. 4 BBenen @enepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B TedeHue necaTH paboynXx IHEH CO JHS MPUHATHS 3asBIECHUS O BKIIOYCHUH YKa3aHHON
B yacTu | HacTosmel ctatbu (apMalreBTUYECKOW CYOCTaHIIMM B TOCYIApCTBEHHBINM peecTp
JIEKAPCTBEHHBIX CPEACTB MU JOKYMEHTOB, MEPEUUCIEHHBIX B 4YacTh | W myHKTe 2 4Yactu 3
HACTOSAIIEH cTaThU, YIIOJTHOMOUYEHHBIN (hefiepaibHbIii OpraH UCIIOIHUTENBHOMN BIACTH:

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

1) mpoBOAUT TPOBEPKY TMOITHOTHI M JOCTOBEPHOCTH JaHHBIX, COJEp)KalIuXxcs B
MIPE/ICTABJICHHBIX 3aBUTENIEM JOKYMEHTAX;

(B pea. @enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) TUpUHMMAaeT peIIeHHEe O HalpaBICHUH B DKCIEPTHOE YUPEKICHUE 3aJaHus Ha
MIPOBEICHHUE IKCIIEPTU3HI KaueCTBa YKa3aHHOW B 4acTH | HacTosIIel cTaTbu apMaIieBTUIECKOn
cyOcTaHIuu Wi 00 OTKa3e B TAKOM HaIlpaBJICHUU;

3) yBenoMJIsieT B AJIEKTPOHHOW WJIM MUCbMEHHOM (pOpMe 3asBUTENS O MPUHSATOM PELIEHUN
WIH B cIy4ae 0TKa3a ¢ yKa3aHHWeM IMPUYMH TaKoro 0TKa3a.

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

4.1. B ciiydae BbISIBIEHUS HEJJOCTOBEPHOCTH CBEIEHUM, COIEPKAIIMXCS B IIPEICTABICHHBIX
3asBUTENIEM MaTepuaiax, YIOJTHOMOUYEHHBIH QenepalbHblii OpraH HWCHOJHUTEIHHONW BIACTH
HaNpaBJISeT 3asABUTENIO 3aIPOC 00 YTOYHEHUHM YKa3aHHBIX CBeleHUil. [laHHBIN 3ampoc MOXKeT
OBITh MepeIaH YIOJTHOMOYCHHOMY MPEICTABUTEINIO 3asBUTENS JTMYHO MO/ PACIHICKY, HAPaBJICH
IO MOYTE 3aKa3HbIM MHCbMOM WM NEPEIaH B 3JIEKTPOHHOU (pOpMe MO TeIeKOMMYHHUKALMOHHBIM
KaHaJlaM CBsI3U. B cilyyae HampaBieHUs JaHHOTO 3ampoca IO MOYTE 3aKa3HbIM MUCBMOM OH
CUMTAETCs MOJYYCHHBIM 10 UCTEUCHHH IIECTU JHEH C 1aThl HAIPABJICHUS 3aKa3HOTO MUChMA.
(uactb 4.1 BBenena denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)
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4.2. 3asBUTeNnb 00s3aH MPEACTABUTH OTBET HA 3alpPOC YIIOTHOMOYEHHOTO (erepalbHOTO
OpraHa MCIOJHUTEIbLHON BJIACTH B CPOK, HE MPEBBIIAIOUINI JAeBsIHOCTA padounx THEH co THS
nojiyueHuss JAaHHoro 3ampoca. Cpok, yka3aHHbIE B 4acTM 4 HacTOALUEH CTaTbH,
MPUOCTAHABJIMBAETCS CO JHSA HANpPABJICHHWS  3aABUTENIO  3alpoca  YINOJIHOMOYEHHOTO
(denepanbHOro OpraHa MCIOJHHUTEIBHOH BIIACTH 10 AHS MOJYYEHHUS UM OTBETa Ha JAHHBIN
3alpoc U HE YUUTHIBACTCSA MPH HUCYHCIECHUU CPOKA SKCIEPTU3bl KauecTBa (apMalleBTUYECKOM
cyOCTaHIIMH, HEUCIIOJIB3YEeMOM MTPH MPOU3BOJICTBE JIEKAPCTBEHHBIX MPENapaToB.

(uactb 4.2 BBeneHa denepanbHbiM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHuMeM [UIsl OTKa3a B HAIlPaBJICHUU B JKCIEPTHOE YUPEKIACHUE 3aJaHUs Ha
MIPOBEJICHUE IKCIIEPTU3BI KaUeCcTBa YKa3aHHOW B 4acTh | HAcCTOsAMICH cTaThu (papMarieBTUIecKon
CyOCTaHIIMM SBJISIETCS HENpEeACTaBIeHUE JOKYMEHTOB, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbH,
OTCYTCTBUE HH(OpMAIUM, MOATBEPKIArOMEH (akT ymiaaTbl TOCYAAPCTBEHHOM NOLUIMHBI 3a
BKJIIOUeHUE  (apMalleBTHUECKON  CyOCTaHIIMM, TMPOU3BEACHHOM JUIs  peanus3alu, B
TFOCYJApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB, HENPEACTABICHUE 3asBUTEIEM B
YCTaHOBJICHHBIM CpPOK OTBE€Ta Ha YKa3aHHbIH B 4actu 4.1 HacTosIIed CTaTbu 3arpoc
YIIOJIHOMOYEHHOTO (pelepalbHOTO OpraHa WCIOJHUTEIPHON BJIACTH WM TPEICTABICHHUE
JIOKYMEHTOB, HE COJIEPKALUX NCUYEPIIBIBAIOIIETO MTEPEUHsI HEOOXOUMBIX CBEICHUN.

(uactsb 5 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHune naTHanUaTH pabouyMX JHEM CO JHS MOJIYYEHMs PEIICHUs YIIOJIHOMOYEHHOTO
denepanbHOrO OpraHa MCHOJHUTENIBHON BIIACTH O HANPABIEHUU B JKCIEPTHOE YUPEKICHUE
3a/laHusl Ha TPOBEACHME HKCIIEPTH3bl KauecTBa YyKa3aHHOW B uacTu | HacTosled CTaTbu
dbapmaleBTUYECKON CYOCTaHIIMM 3asBUTENb TMPEACTABISET B OKCIEPTHOE YUPEKICHUE IS
NPOBEICHUS JAaHHON SKCHEepPTH3bI 00pasubl (hapMaleBTHUECKOW CYOCTaHIIMH B KOJHYECTBE,
HEOOXOUMOM JUIsI BOCIIPOM3BEICHUS METOJOB KOHTPOJS KadecTBa. DKCIEPTHOE YUPEKICHUE
Ipy TOJy4yeHUH oOpa3loB yKa3aHHOM B uYacTu 1 Hacrosied craTbu (papMareBTHUYECKON
CyOCTaHIIMM BBIAAET 3asBUTEINO JOKYMEHT, HOATBEPKIAIOIMIMN MOTydeHHe 3TUX 00pasloB, U B
CPOK, HE TMPEBBIMIAIONIMNA TpeX pabouyux HEW, YBEAOMIISIET B AJIEKTPOHHOW WM MUCHMEHHOMN
¢dopme 00 ITOM YyIOTHOMOUEHHBIH (eiepaabHbIi OpraH UCIOJHUTENbHOM BIACTH. DTH CPOKH HE
BKJIIOUYAIOTCS B CPOK MTPOBEJICHUS JAHHON 3KCIIEPTHU3HI.

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

7. JIOKyMEHTBI, MOCTYIHUBIIME B JKCIIEPTHOE YUPEKIEHHUE NI MPOBEACHMS DKCIIEPTHU3BI
KayecTBa YKa3aHHOW B yacTu | Hacrosiied cTatbu (hapMalieBTUUECKON CyOCTaHIIMU, MOJIeKaT
BO3BpATy B YHOJHOMOYEHHBIN (enepaiabHbIil OpraH MCIOJHUTEIHHON BIACTH OAHOBPEMEHHO C
3aKJIFOYEHUSAMH 10 PE3yJIbTaTaM MPOBEAECHHON 3KCIIEPTU3HI.

8. B cpok, He mpeBbINAOLIIMA MATH paboyuX JHEH cO JHS MOMYYeHHUsS 3aKIYEeHUs
KOMHCCHH 3KCIIEPTOB IO pe3yibTaTaM JKCIEPTHU3bl KauecTBa YKAa3aHHOW B 4acTH | HacTosmen
cTatbu  (papMaleBTUYECKOH  CyOCTaHLMH,  YIOJHOMOYEHHBIH  (enepanbHblii  oprax
VICIIOJIHUTENIBHOM BJIACTH:

1) ocymecTBisieT OLEHKY TaKOro 3aKJIIOUeHMs JJsl ONPEAETCHUsS €ro COOTBETCTBHS
3a/1aHUIO HA IIPOBEACHNUE JaHHOW IKCIIEPTU3BL;

2) NpUHUMAET peUleHHe O BKJIIOYEHWM YKa3aHHOM B dacTu | HacTosAmedl crartbu
(dapMmarieBTHYeCKON CyOCTaHIIMM B TOCYJApPCTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTB MU
peuieHre 00 0TKa3e B TAKOM BKJIIOUEHUH;

3) BHOCUT IpY MPUHSATHH PEIIEHUS O BKJIIOUYCHUN yKa3aHHOH B yacTu | HacToslIel cTaTbu
dapmalneBTUYECKON CyOCTaHIIMM B TOCYHApCTBEHHBIM peecTp JIEeKapCTBEHHBIX CPEACTB
NpPEeAYyCMOTPEHHYIO MyHKTOM 2 dyacth | crateu 33 Hactosiero @PeaepanbHOro 3aKoHA
UH(OPMALIMIO U YBEIOMIIIET 00 3TOM B 3JIEKTPOHHOM UM MUCBMEHHOM (hopMe 3asiBUTEII.

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

9. OcHoBaHMeM MJi1 OTKa3a BO BKJIIOYEHUM YKa3aHHOW B 4YacTU | HACTOSIIEH CTaTbu
(bapmalieBTUUECKOM CyOCTaHIIMKN B TOCYAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB SBIISETCS
pelIeHHe COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (peepanbHOr0 OpraHa HCIOJIHUTEILHON
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BJIACTH O TOM, YTO KauyecTBO (papMalieBTUUECKO CyOCTaHIIMM HE MOATBEPHKIAECHO MOTYYEHHBIMU
JTAHHBIMHU.
(uactb 9 BBeneHa denepanbHpiM 3aKkoHOM 0T 22.10.2014 N 313-D3)

10. He nomyckaercss BKJIIOUEHHE B TOCYIApCTBEHHBIM pPEECTp JEKAPCTBEHHBIX CPENCTB
OJIHOH (papManeBTUYECKOW CyOCTaHIIMM, MPOU3BEACHHON IJIs peanu3allil U BbITYCKaeMOM
OJIHUM U TE€M € IMPOU3BOIUTENEM, B BUJIE IBYX U 0OJIee peeCTPOBBIX 3aIluceil.

(uactp 10 BBegeHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. BHeceHue WU3MEHEHHH B JOKYMEHTH Ha (DapMaleBTHYECKYH) CYOCTaHIIHIO,
IIPOU3BEECHHYIO JJIs pealli3allid U BKIKOYEHHYIO B FOCYJApCTBEHHBIM peecTp JIEKapCTBEHHBIX
CPEICTB, OCYLIECTBIIIETCS B TMOpAIKE, YCTaHOBIeHHOM cTaThsiMu 30 u 31 Hacrosiuero
@denepanbHOrO0  3aKOHa, € YIUIATOM TIOCYJApPCTBEHHOM  IOLUIMHBI, IIPEIYCMOTPEHHOMH
3aKoHOaTeNbCTBOM Poccuiickoii deneparyu o HaJIOTax U cOopax.

(uactb 11 BBegena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

12. Jlonmyckaercs oOpamieHue ¢(apMaleBTHYSCKUX CYOCTaHIIMA, TPOU3BEICHHBIX IS
peanu3anuy, B TEYEHHE CTa BOCBMHJECATH JHEW MO M IOCIe MPHUHITHS YHOIHOMOYEHHBIM
denepanbHbIM OpPraHOM MCIIOJHMTEIBHOW BJIACTU PEIIEHUS O BHECEHUM U3MEHEHUU B
JOKYMEHThl Ha (hapMaleBTHUYECKYI0 CyOCTaHIMIO, MPOM3BEACHHYIO [UIsl peau3alid U
BKIIIOUEHHYIO B TOCYAapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEJCTB.

(uacTb 12 BBenena ®PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

13. Pemienne 00 MCKIIIOUYEHUH M3 TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB
(dapmaneBTUUECKON  CyOCTaHIMM, TNPOM3BEACHHOM  JUId  pealu3alud, [PUHUMACTCS
YIIOJIHOMOYEHHBIM (heIepaibHBIM OPTaHOM UCTIOJIHUTENILHOW BIACTH B CIIy4ae:

1) mpencraBieHHs COOTBETCTBYIOIIMM  YIIOJHOMOYEHHBIM (efepalbHbBIM  OPraHOM
WCIIOJTHUTENIbHOM BJIACTU 3aKJIIOYCHHS O PUCKE WM 00 Yrpo3e >KU3HH WUIIH 3J0POBbIO UeIOBEKa
71100 KUBOTHOTO IIPU MCIIOJIb30BAaHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) nomauu  pa3pabOTUMKOM  JICKAPCTBEHHOI'O  CPEACTBAa WIM  IPOU3BOJIUTENEM
JIEKapCTBEHHOI'O CpEJICTBAa JMOO YIOJIHOMOYEHHBIM UMM JAPYTUM IOPUAMYECKHUM JIUIIOM
3agBleHUsT 00 MCKIIOYEHWH U3 TOCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB
dbapmaleBTUYECKOM cyOCTaHIIUU, TIPON3BEICHHON AJIs peau3alliu;

3) orcyrcTBUs (papManeBTUYECKOW CYOCTAaHIIMM, MPOU3BEACHHOM Ul peanus3aluu, B
obparmenuu B Poccuiickoit deneparuu B TeUCHUE TPEX U OoJee JeT.

(uacth 13 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratps 35. Yrpatuna cuny ¢ 1 urons 2015 rona. - @enepanbHsblil 3akoH ot 22.12.2014 N
429-03.

Crates 36. OOxanoBaHue pelieHus 00 OTKa3e B BbIJaye paspelieHHus Ha IMPOBEICHUE
KIIMHUYECKOTO0  HCCJEOBaHUS JIGKapCTBEHHOTO Iperapara, pelieHus o0 OTka3e B
rOCyJapCTBEHHOM PErucTpaluy JEeKapCTBEHHOIO Mpernapara, 3aKkiI0UeHUs] KOMUCCUH KCIIEPTOB
AKCIIEPTHOTO YUPEXKACHUS WIH 3aKIFOUEHUS COBETA O ITHKE

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

Pemienne coOTBETCTBYIOIIETO YIOJHOMOUYEHHOIO (he1epaIbHOr0 OpraHa MCIOIHUTEIBHOM
BJacTH 00 OTKa3e B BbIJAU€ pa3pelleHUs] Ha TMPOBEJICHHE KIMHUYECKOrO HCCIIeI0BaHUs
JIEKapCTBEHHOI'0 Iperapara, pelleHHe YKa3aHHOro (elepanlbHOro OpraHa HCIOJIHUTEIBHON
BJAacTH 00 OTKa3ze B TOCYAApCTBEHHOH pErucTpaluy JeKapCTBEHHOTO Iperapara, 3aKkiIuyeHue
KOMUCCHH 3KCIEPTOB HKCIEPTHOTO YUPEKIECHUS WUIIH 3aKIIFOUEHUE COBETA MO ITHUKE MOXKET ObITh
00XaJloBaHO B TOpSAJKE, YCTAaHOBJICHHOM 3aKoHOJaTenbcTBOM Poccuiickoit denepanmu.
3aKil0YeHue dKcrepra, OQOPMIEHHOE [0 HUTOraM SKCIEpPTU3bl B LENAX ONpeNeleHus
B3aMMO3aMEHSIEMOCTH 3apETUCTPHUPOBAHHOTO JIEKAPCTBEHHOI'O IIperapara, MOXET ObITh
00>KaJI0BaHO JiepKaTeIeM UM BIIAAEIIbIEM PETUCTPALIMOHHOIO yIOCTOBEPEHMS JICKAPCTBEHHOTO
npernapata B KOMHUCCHUIO 3KCIIEPTOB JKCHEPTHOTO YUPEKICHHUS. 3aKIIOUEHUE KOMHUCCUU
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AKCIIEPTOB DKCIEPTHOTO YUPEKACHHS, OPOPMIICHHOE 1O UTOraM IEePEcMOTpa 00KajTI0BaHHOTO
3aKJIIOYEHUST  DKCIEpTa, MOXET OBITh  OCIIOPEHO  JepKaTelieM WM BJIAJICIIbIEM
PErHCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOr0 Mpernapara Ju0o YIMOTHOMOYEHHBIM UMU
JUIIOM B TIOPSJKE, YCTAHOBJIECHHOM 3aKOHoJaTenbcTBOM Poccuiickoit ®epepamuu. I[lpu
00KaJIOBAaHUU PEUICHUS YIOJHOMOYEHHOTO (eepaibHOTO OpraHa HCIOJHUTEIBHON BIACTH,
3aKJTIOYEHUST JKCIIepTa WM KOMHCCHU D3KCIEPTOB AKCIIEPTHOTO YUYPEKICHUS, 3aKITFOUYCHUS
COBETA M0 ATUKE Jep>KaTeb WK BiaJieel] PpErUCTPALIMOHHOIO Y0CTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara Ju00 YIMOJIHOMOYEHHOE MMM JIMIIO BIPABE IMPEICTABUTHh PE3YIbTaThl AKCIIEPTU3BI
JIEKAPCTBEHHOI'0 Tpemnapara, MPOTOKOJbI MOJTYYEHHBIX aKKPEAUTOBAHHBIMU HUCIBITATEIbHBIMU
nabopaTopusiMu (LIEHTPaMHU) PE3yJIbTATOB UCCIAEAOBAaHUMN, UCIIBITAHUM.

Cratpst 37. Undopmanus, CBsi3aHHAS C OCYIIECTBICHUEM TOCYAapCTBEHHOW PETrHUCTpaluu
JIEKapCTBEHHBIX MpenaparoB, HHGOpMaIUs O 3aperCTPUPOBAHHBIX JICKAPCTBEHHBIX IMTpernapaTax
U JIGKAPCTBEHHBIX IMpenaparax, UCKIIOYEHHBIX U3 TOCYAAPCTBEHHOIO peecTpa JIEKApCTBEHHBIX
CPEICTB

1. CooTBeTCTBYIONIMI YIOJTHOMOYECHHBIH (peepanbHbIii OpraH MCIOJHUTEIBHON BIIACTH
pasmelaer Ha cBoeM oduuuanbHOM caiite B cetd "MHTepHeTr" mH(boOpMalMio, CBSI3aHHYIO C
OCYIIECTBJIEHUEM TOCYAAPCTBEHHOW PErHMCTpalud JIEKAPCTBEHHBIX IPENapaTroB, B TOM 4YHCIIE
IPOBEICHUEM SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB (BKJIIOYAs pe3yibTaThl €€ IpPOBEIEHUs),
MH(GOPMALIMI0O O 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperaparax U JIEKapCTBEHHBIX
Ipenaparax, UCKJIYEHHBIX U3 FOCYAapCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPEICTB, HE IT03HEE
4yeM uepe3 MAThb pabouyux AHEW €O JHS IOJYy4YEHHS COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM
(benepaabHbIM OPraHOM HCIOJIHUTENBHOM BJIACTH 3asBIEHUS O FOCYJapCTBEHHOM PErucTpanuu
JIEKapCTBEHHOT'O TIpernapara.

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

2. Cpoku ¥ MOpsAAOK pa3MELIeHUs] YKa3aHHOM B yacTu | HacTosed cTatbu MH(OpMaIUK
YCTaHABJIMBAIOTCA YINOJIHOMOYEHHBIM (heepaJbHbIM OpPraHOM HCHOJHUTENbHOM BIACTH.
WNudopmanus, ykazaHHas B yacTu | HacTOAIIEH CTaTbH, SIBJISETCS OTKPBITOW M OOIIEAOCTYIHOM
U TPEJOCTaBISETCSl 3aMHTEPECOBAHHBIM JIMIAM B COOTBETCTBUM C 3aKOHOJATEbCTBOM
Poccuiickoit @enepanuu.

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

I'nmaa 7. KIMHUYECKHUE UCCJIEJOBAHUS JIEKAPCTBEHHBIX
ITPEITAPATOB JJIA MEJUIIUHCKOI'O IIPUMEHEHUAA, 1OI'OBOP
Ob UX TPOBEJEHUMU, ITPABA ITAIIUEHTOB, YHACTBYIOIIUX
B OTUX UCCJIIEAJOBAHUSAX

Crarpsa 38. KnuHudeckne uccienoBaHus JIEKaPCTBEHHBIX MPENapaToB JUIsl MEAUIUHCKOTO
IIPUMEHEHUS

1. KnuHudeckue wuCCIeNOBaHMUS JIGKAPCTBEHHBIX TMPENapaTroB Il MEIUITUHCKOTO
NPUMEHEHUS, B TOM YHUCJIE MEXIYHAPOJAHBIE MHOTOLIEHTPOBBIE, MHOTOLEHTPOBBIE,
MOCTPETUCTPAITUOHHBIC, TIPOBOISTCS B OJHOW WIJIM HECKOJBKUX MEIUIIMHCKUX OpPraHU3aIMsIX B
COOTBETCTBUM C [paBUJIaMU HaJJIeXallled KIMHUYECKOM TNPAKTUKU, YTBEPKICHHBIMU
YIOJIHOMOYECHHBIM  (heJIepaIbHBIM OpPraHOM HCIIOJIHUTEIIbHOW BJIACTH, COOTBETCTBEHHO B
CIIETYIOIINX TIEIISIX:

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

1) ycraHoBieHHE O€30MaCHOCTH JIEKAPCTBEHHBIX NMPENapaToB s 3J0POBBIX 10OPOBOJIBIIEB
U (WIM) TEepeHOCHMMOCTH WX 3J0POBBIMH JOOpPOBONBIIAMH, 33 HCKJIIOUYEHHEM TaKHX
WCCIIETIOBAHUIN JIEKQpCTBEHHBIX IIPENApaToB, MPOW3BEICHHBIX 3a mpeaenamu Poccuiickoii
denepannu;
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2) noadop ONTUMAIBHBIX JIO3UPOBOK JICKAPCTBEHHOTO TpernapaTa W Kypca JICUeHUs JUIs
NAalMeHTOB C OIpPEJCICHHBIM 3a00JIeBaHHEM, ONTHMAIBHBIX J03 W CXEM BaKUIWHALUH
UMMYHOOHOJIOTHYECKUMH JIEKapCTBEHHBIMH TIpeTapaTaMu 3710pOBbIX J00POBOJIBLIEB;

3) ycraHoBieHue 0€30MacHOCTH JIEKAPCTBEHHOTO Mperapara U ero 3PpQeKTUBHOCTH IS
NAallMeHTOB ~ C  OMNpEJEJCHHBIM  3a0oieBaHHeM, NpOPUIAKTHYECKOW  3((HEeKTHBHOCTH
UMMYHOOHOJIOTNYECKUX JIEKAPCTBEHHBIX MTPENapaToB IS 3A0POBBIX J00POBOIBLIEB;

4) u3ydyeHue BO3MOKHOCTH PACHIMPEHUS MOKAa3aHUHU Ui MEIUIMHCKOTO NMPHUMEHEHUS U
BBISIBJICHHSI paHEe HEU3BECTHHIX MOOOUYHBIX JEHCTBHI 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaTos.

2. B OTHOIIEHMH BOCHPOM3BEICHHBIX JICKAPCTBEHHBIX IIPENapaToB IS MEAMIUHCKOTO
NPUMEHEHHS TPOBOJAATCS HCCIEAOBAaHHUS OWOPKBHUBAJICHTHOCTH W (WJIM) TEparneBTUYECKON
SKBUBAJICHTHOCTH B TIOPSAJKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (eaepaabHbIM OpPraHOM
UCTIOJTHUTEIBHON BJIACTH.

3. OpraHu3alyio NPOBEICHHUS KIMHHYECKUX HMCCIICJOBAHUH JIEKapCTBEHHOTO IperapaTa
JUISL MEIMIIMHCKOTO TPUMEHEHHSI BITPAaBE OCYIIECTBIISTh:

1) pa3pa®oTuuK JIeKapCTBEHHOTO MperapaTa Uik YIIOJTHOMOYEHHOE UM JIUIIO;

2)  oOpa3oBaTeibHBIE  OpraHM3alM  BBICIIETO  OOpA30BaHUS,  OPraHHU3ALUH
JONOJHUTEIBHOTO MPOECCHOHATBHOTO 00pa30BaHus;

(. 2 B pen. @enepanpaoro 3akona ot 02.07.2013 N 185-03)

3) Hay4YHO-UCCIIEI0BATEIbCKUE OpraHU3aluy.

4. KiuHuueckue WCCIEIOBAHUS JIGKAPCTBEHHOTO Tpemnapara Uil MEAHIMHCKOTO
NPUMEHEHHS TPOBOJATCS HA OCHOBAaHMM pa3pelIeHHss Ha IPOBEACHHE KIMHUYECKOTO
UCCIICIOBAaHMS JICKAPCTBEHHOTO TIpenapaTa, BBIIAHHOTO YIIOJHOMOYEHHBIM (henepanibHbIM
OpPraHOM HCHOJHUTEIHHOM BIACTH. YTIOJHOMOYEHHBIH (elepalbHbIi OpraH HCIOJHUTEIBHOM
BJIACTH BENET PEEeCTp BBIJAHHBIX DPa3pelICHWil Ha MPOBEICHUE KIMHUYECKUX HCCIEeTOBaHUI
JIEKapCTBEHHOTO Npernapara, CoAepKallluii yKa3aHue Ha UX Leb WM LeJIU, B YCTaHOBJIEHHOM
TUM OPTaHOM MOpPSKE.

(B pen. denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roxa. - @eaepanbubiii 3akoH oT 22.12.2014 N 429-D3.

6. K opranmzanmu npoBefeHUsT KIMHUYECKUX HMCCIIEIOBAHUH JIGKAPCTBEHHOTO Tperapara
JUIS  MEIULMHCKOTO TPUMEHEHHs pPa3pabOTUYMKOM JIEKapCTBEHHOrO IpemapaTa MOTYT
NPUBJIEKAThCA IOPUIUYECKUE JIUIA JI000H OpraHU3allMOHHO-TIPABOBOW (OPMBI NPH YCIOBHU
o0ecrieyeHnss COOTBETCTBUSI ATHUX MCCIEIOBaHUN TpeboBaHUsIM HacTosmero denepaibHOro
3aKOHa.

7. KinHudeckue wWcCCleAOBaHUS JICKAPCTBEHHBIX IpPENapaToB Uil MEIUIIUTHCKOTO
NPUMEHEHUS NMPOBOAATCS B MEIUIIMHCKUX OPTaHU3AIMIX, aKKPEAUTOBAHHBIX YITOJIHOMOYEHHBIM
(benepaabHBIM OpPraHOM WCTIOJTHHUTEIBHONW BIIACTH B TIOPSI/IKE, YCTAHOBIEHHOM [IpaBUTEIHCTBOM
Poccuiickoit denepanum.

8. IlepeyeHh MEIUIIMHCKHX OpPTaHMU3ANWN, UMEIOIIUX IPaBO MPOBOIUTH KIMHUYECKHE
UCCIICIOBAaHMS JICKAPCTBEHHBIX MPENaparoB JUIsl MEIMIIMHCKOTO TPHUMEHEHHs, U PEecTp
BBIIAHHBIX pa3pelleHUil Ha TMPOBEIACHWE KIWMHUYECKUX WCCIEIOBAHUA JIEKapCTBEHHBIX
IpenapaToB OMyOJIMKOBBIBAIOTCS U Pa3MEIAIOTCS YIOJIHOMOYEHHBIM (peepanbHbIM OpraHoOM
UCTIOJTHUTEIIEHOW BJIACTH B YCTAHOBJICHHOM MM TIOPSIIKE Ha CBOEM O(DHIIMAIBHOM caiiTe B ceTh
"NHTepHer".

Crares 39. PemeHne 0 NpoOBENEHMM KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOI'O
npenapara Jyisi MEAUILUHCKOIO IPUMEHEHHUS
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. KiuHuueckoe WUCCleIOBaHUE JIEKAPCTBEHHOrO Ipemnapara g MEIUIUHCKOTO
NPUMEHEHHUS TPOBOAMUTCA HA OCHOBAHWM pa3pelleHHs] Ha MPOBEACHHUE KIMHHUYECKOTO
WCCJICIOBAHMSI JIGKAPCTBEHHOTO TIperapara, BBIIAHHOTO YIIOJTHOMOYEHHBIM (eaepatbHbIM
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OpPraHOM HCIIOJTHUTEIBHOU BJIACTH IO PE3yJIbTaTaM SKCIIEPTU3bI JOKYMEHTOB, HEOOXOIUMBIX
JUIS TIOJIYYEHMSI PA3pelleHHs] Ha IPOBEJCHHE KIMHUYECKOIO MCCIENOBAaHUS JIEKAPCTBEHHOTO
Ipenapara U 3TUYECKON IKCIEPTUHI.

2. Jns monyuyeHUs paspelieHuss Ha MPOBEACHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKApCTBEHHOI'0 IIpernapara sl MEIULMHCKOTO IPUMEHEHHs 3asBUTENb IPEACTABISIET B
YIIOJTHOMOYEHHBIH (eiepalibHbIil OpraH UCIOTHUTEIbLHOM BIACTH:

1) 3agBieHue O BBIJAYE pa3pelieHUsT Ha MPOBEICHUE KIMHUYECKOTO HCCIeI0BaHUS
JIEKapCTBEHHOIO Ipenapara iy MEJUIUHCKOTO IPUMEHEHHS;

2) KOMMHM JIOKYMEHTOB, MOJATBEPXKIAIOIIMX YIUIATy TOCYJapCTBEHHOM MOIUIMHBI 3a
MIPOBEICHUE STUYECKOM SKCIEPTU3bl, dKCHEPTU3bl JOKYMEHTOB HA JIEKAPCTBEHHBIM Mperapar
JUISL TIOJIYYeHHSI Pa3pelleHHs] Ha MPOBEJCHHE KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara JUisi MEAMIIMHCKOIO IPUMEHEHHs, 3a BblJady pa3pelieHuss Ha MpPOBEICHUE
KJIMHUYECKOr'0 MCCIJIEIOBAHUS JICKAPCTBEHHOTO TMpenapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUs, 3a
MPOBECHUE HKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Mpernapar Uil IOJIy4eHUs
paspeliieHus Ha MPOBEACHUE MEXIYHAPOJIHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO UCCIICI0BAHMS
JIEKApCTBEHHOI'0 Ipernapara Jjsi MEAMIMHCKOIO INPUMEHEHMs, 3a BblIauy pa3pelieHus Ha
MIPOBE/ICHHE MEXIYHAPOJIHOTO MHOT'OLICHTPOBOTO KJIIMHUYECKOTO HCCIeA0BaHUS
JIEKApCTBEHHOI'0 Mpernapara sl MEIUUUHCKOrO IPUMEHEHHUs, 3a IPOBEIECHHUE HTUYECKOM
AKCIIEPTU3bI, AKCIEPTU3bl JOKYMEHTOB Ha JIGKAPCTBEHHBIM TMpenapar s IOJTydeHUs
paspenieHuss Ha  MPOBEACHUE  IOCTPETUCTPAMOHHOIO  KJIMHUYECKOIO  MCCIIEOBaHUSA
JIEKAapCTBEHHOI'0 TIpernapara JJjisi MEAMIIMHCKOTO TNPUMEHEHHs, 3a BbIJIAauy pa3pelieHus Ha
MIPOBEICHUE MOCTPErUCTPALIMOHHOIO KIIMHUYECKOTO0 MCCIIEJOBAaHUs JIEKAPCTBEHHOIO IMperapara
JUIST MEAMITMHCKOTO TIPUMEHEHHs, WM 10 COOCTBEHHOM MHMUIIMATHBE YKa3aHHbIE JTOKYMEHTHI. B
ClIy4ae HeMpe/ICTaBICHHsI 3asIBUTEIIEM YKa3aHHBIX JOKYMEHTOB YIOJTHOMOYEHHBIN (eepanbHbIi
OpraH WCIIOJTHUTEIIbHOW BIIACTH TMpoOBepsieT (aKT YIJIaThl TOCYAApCTBEHHOW TMOIUIMHBI C
UCIIONb30BaHNEM HH(popManuu 00 ymiaTe TOCyIapCTBEHHOW TMOIUIMHBI, COAEpXKallehcs B
['ocymapcTBeHHON WH(MOPMAIIMOHHOW CHUCTEME O TOCYAApCTBEHHBIX W MYHHIIMIATbHBIX
nJaTexax, Ha OCHOBAHUM MPECTABICHHBIX 3asBUTEIEM KONUN JOKYMEHTOB;

3) MPOTOKOJ KIIMHUYECKOTO UCCIEAOBAHUS JICKAPCTBEHHOTO TIpenapara Jjisi MeAUIIUHCKOTO
MIPUMEHEHUS,

4) 6porrropy rccneaoBaTes;

5) uHbOPMAIIMOHHBIHN JIMCTOK MAIUEHTA;

6) cBeneHus 00 ombiTe pabOTHI HCCIeIoBaTeNei M0 COOTBETCTBYIONIUM CIIEIIUATBHOCTSIM U
UX OMBITE PA0OTHI MO MPOBEACHUIO KITMHUYECKUX HCCIEAOBAHUML;

7) cBenmeHHs] O MEIUIIMHCKUX OpPraHU3alMsIX, B KOTOPBIX MPEANOaraeTcsi MpOBEICHUE
KIIMHUYECKOTO HCCIICIOBAaHUSI JICKAPCTBEHHOTO TMpernapara s METUIIMHCKOTO TPUMEHEHUS
(MoMHOE U COKpAalIeHHOE HAaWMEHOBAHMs, OpTaHU3AIMOHHO-TIpaBOBas (opma, MecTo
HAXOXXJIEHUS U MECTO OCYIIECTBIICHUS NEATEILHOCTH, Tene(oH, Tenedakc, aapec AIEKTPOHHOU
MOYTHI KKI0M METUIIMHCKON OpraHU3aIINH ),

8) cBemeHHS O TPEANONaraeMbIX CpPOKax MPOBEACHUS KIMHHYECKOTO WCCIIEIOBAHUS
JIEKapCTBEHHOIO Mpernapara s MEIUIUHCKOTO MPUMEHEHHUS;

9) komuio 1OroBOpa OO0S3aTENBLHOTO CTPAXOBAaHUS, 3aKIIOUEHHOTO B COOTBETCTBUH C
TUTIOBBIMU TIPABHJIAMHA OO0S3aTEIPHOTO CTPAXOBaHUS, C YKa3aHWEM MPEAebHONW UYHCICHHOCTH
MAalMEeHTOB, YYacCTBYIOLIMX B KJIMHUYECKOM HCCIEIOBAaHUM JIEKApCTBEHHOrO IMpernapaTta s
MEIUIIUHCKOTO MPUMEHEHHS;

10) urdopmaImio o cocTaBe JEKapCTBEHHOTO Ipernapara Juisi MeJUIIMHCKOTO MPUMEHEHUS;

11) nmoKymMeHT, COCTaBIEHHBI MPOU3BOJUTENEM JIEKQPCTBEHHOTO TMpemnapara s
MEAMIMHCKOTO MPUMEHEHUS U COJEpP KaIlMi MMOKa3aTelnu (XapaKTepUCTUKH), @ TAK)KE CBEICHHUS
O JIGKapCTBEHHOM TIpemapare s MEIULMHCKOTO MPUMEHEHHUs, MPOU3BEACHHOM s
MPOBEICHUS KIIMHUYECKUX UCCIIEI0BAHUI;

12) xomuio JIMIIEH3UHW Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB B Cllydae, €cCiH
MPOU3BOACTBO JIEKAPCTBEHHOTO IMpemnapara ocyuiectsigercs B Poccuiickoin ®Denepaunu, Win
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KOTIMIO 3aKJIIOYEHHUSI O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHOTO Mpernaparta TpeOOBaHUSIM
IIPaBWJI  HAUIEKALleW  NPOM3BOACTBEHHOM  IPAKTHKH,  BBIIAHHOTO  KOMIIETCHTHBIM
YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOJUTES JIEKAPCTBEHHOTO IIpenapara.

3. B cpok, He npeBbIIAOmUN IATH pabounX JAHEH CO JHS NPUHATHS YKAa3aHHOTO B ITYHKTE
1 yactu 2 HacTosLIEH CTAaThbU 3asABIECHUS U HEOOXOIUMBIX JTOKYMEHTOB, YIOJHOMOYEHHBIN
(benepanbHbII OpraH UCIOJHUTEIbHOHN BIIACTH:

1) mpoBOIMT MNPOBEPKY IMOJHOTHI M JIOCTOBEPHOCTH CBEIEHHH, colepKaluxcs B
IIPEJICTaBJICHHBIX 3asiBUTEIIEM TOKYMEHTAX;

2) OpUHMMAET pEUIEHHE O IIPOBEIEHUU DSKCIEPTU3bl JTOKYMEHTOB JJIs IOJYyYEHHS
paspellleHuss Ha INPOBEACHHUE KIMHUYECKOTO HCCIIEJOBAHMs JIEKapCTBEHHOIO Ipernapara i
MEIUIIUHCKOTO MPUMEHEHHS U STHUECKON SKCIEPTU3bI UM 00 OTKa3e B MPOBEACHUH YKa3aHHBIX
JKCIIEPTHU3;

3) yBeOMIISIET B JIEKTPOHHOU (hOopMe MiIi Ha OYMaKHOM HOCHTEJIC 3asBUTEISI O TIPUHATOM
pelieHuy MO0 B cilyyae MPHUHATUS peIIeHUs 00 OTKa3e TakKe ¢ yKa3aHHMEeM IPUYMH TaKoro
OTKa3a;

4) NOAroTaBIMBACT U HANpPABIIAET B 3KCIIEPTHOE YUPEKICHHUE U COBET 110 ATUKE 3aJlaHHE Ha
IIPOBEJECHUE COOTBETCTBYIOLINX IKCIEPTH3.

4. B ciydae BbIABICHHMS HENOJHOTH M (WJIM) HEJOCTOBEPHOCTH HH(pOpManuu,
coJiepaKalleiics B MpeICTaBICHHBIX 3asiBUTENIEM JOKYMEHTaX, YIIOJHOMOUYEHHBIN (enepaabHbIi
OpraH HCIIOJIHUTEIbHON BJIACTU HAMpaBiseT 3asBUTENIO 3alpoc 00 YTOUHEHUH YKa3aHHOMU
uHpopmauuu. JlaHHBIA 3ampoc MOXKET OBbITh IepelaH YINOJHOMOYEHHOMY IpEICTaBUTEIIO
3asBUTENS JIMYHO IIOJ PACIMCKY, HAIPaBIEH IO IOYTE 3aKa3HbIM IMCbMOM HWIM IIEpElaH B
JJIEKTPOHHON (hopMe MO TEIECKOMMYHMKAlIMOHHBIM KaHajaM CBA3M. B ciydae HampaBieHUs
JAHHOTO 3aIlpoca IO IIOYTE 3aKa3HbIM IMHCbMOM OH CUMTAETCSA IOJIYYEHHBIM II0 HCTEYEHUU
HIECTH JHEW C JaThl HAIIPAaBJICHMs 3aKa3HOTO MUChbMA. 3asiBUTEIb 00s3aH MPEICTaBUTh OTBET Ha
3anpoc YHNOJHOMOYEHHOTO (eAepalbHOrO oOpraHa HWCIOJHUTENbHON BJIACTH B CPOK, HE
NPEBBIIAIOIINN 1eBIHOCTA pabounx JHEH co aHA ero nmoiydeHus. Cpok, yKazaHHBIA B 4acTH 3
HaCTOSIIEM CTaTbM, IPUOCTAHABIMBAETCA CO JIHS HANPABICHHs 3asABUTEIIO  3ampoca
YIIOJIHOMOYEHHOT0 (peiepaIbHOr0 OpraHa MCIOJHUTEIbHON BJACTH 1O JHS MOJY4YEHHUS WM
COOTBETCTBYIOIIIETO OTBE€Ta W HE YYMTHIBACTCA IPU HCUUCICHUU CPOKa MPHUHATHUS
YIIOJIHOMOYEHHBIM (heZiepalibHbIM OPraHOM MCIIOJHUTEIbHOM BIIACTH PELICHHs] O MPOBEICHUU
DKCIEPTU3bl JIOKYMEHTOB [UISl IIOJIYYEHHUS pa3pelieHuss Ha MPOBEJICHHE KIMHUYECKOTO
MCCIIEI0OBAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIUHCKOTO IIPUMEHEHHS.

5. OcHOBaHHEM [UJIsl OTKa3a B IPOBEIEHUU SKCIEPTU3bl JOKYMEHTOB MJIs MOJIYYEHHS
paspelicHUs Ha IPOBEACHHUE KIMHUYECKOIO HCCIECNOBAHMS JICKAPCTBEHHOIO IIperapara s
MEIUINHCKOTO NMPUMEHEHHSI U ITUYECKOM SKCIEPTU3BI SBIIAECTCS MPEACTABICHUE TOKYMEHTOB,
IPEIYCMOTPEHHBIX YacThl0 2 HACTOsIIEH CTaThH, B HEMOJIHOM O0beMe, HEempeCTaBIeHHE
3asIBUTEJIEM B YCTAHOBIICHHBIN CPOK OTBETA HAa YKa3aHHBIM B 4aCTHU 4 HACTOSIEHW CTaThby 3alpoc
YIIOJIHOMOYEHHOT0 (he/ilepalIbHOr0 OpraHa HCIOJHUTENBHOW BIAcTH JIMOO OTCYTCTBHE B
MIPEJICTABICHHBIX JOKYMEHTaX HMCUEpIbIBAIONIEr0 MepedyHs HeoOXoauMoil WHGOpMaluu WU
uHpOpMalMu, KOoTopas JOJDKHA OBITh OTpakeHa B HHUX, a TaKXkKe OTCYTCTBHE HH(MOpMAIHH,
MOATBEPXKIAOMed (akT yIuIaTel TOCYJApPCTBEHHOW TMONUIMHBI 32 TPOBEICHHE STHUYECKOU
DKCIIEPTU3BI, OKCIIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpernapar i IOJy4eHUs
paszpenieHusT Ha IPOBEACHHE KIMHHYECKOTO HCCIENOBAHUS JIEKApCTBEHHOIO Ipenapara Jyuist
MEIULMHCKOrO TPUMEHEHHUS, 3a BblJA4y pa3pellcHUus Ha MPOBEACHUE KIMHUYECKOIO
WCCJIEIOBAHMS JIEKAPCTBEHHOT'O Mpernapara il MEIUIHUHCKOrO NPHUMEHEHMs, 3a MPOBEJCHUE
DKCIEPTU3bl JTOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar JUisl IOJYy4YeHUs pa3pelleHus Ha

IMPOBEACHUC MCXKAYHApPOOHOI'O MHOTI'OLICHTPOBOI'O KIIMHUYECKOI'O ncciaca10oBaHUs
JICKApCTBCHHOTO IMpfrapara [ MCAUWIUHCKOIO IIPUMCHCHHA, 3a BblJady pPa3spCUICHUA Ha
IMPOBEACHUC MCXKAYHApPOOHOI'O MHOTI'OLICHTPOBOI'O KIIMHUYECKOI'O ncciaca10oBaHUs

JIEKAPCTBEHHOI'0 TMperapara JUisi MEIUIMHCKOTO MPUMEHEHHUs, 3a MPOBEICHHE STHUYECKOU
9KCIEPTHU3bI, AKCHEPTHU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM Tpernapar g MOJy4yeHUus
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paspelieHuss Ha IMPOBEAECHHUE  IOCTPETUCTPALIMOHHOTO  KJIMHUYECKOTO  MCCIEN0BAaHUS
JIEKapCTBEHHOI'0 IIpernapaTta I MEIULUHCKOTO IPUMEHEHHs, 3a BblIA4y pa3pelleHHs Ha
IIPOBEJEHUE MMOCTPETUCTPALMOHHOIO KIMHUYECKOIO MCCIIEOBaHMsI JIEKAPCTBEHHOTO Ipernapara
JUISL MEUIIUHCKOTO IPUMEHEHMUSL.

6. IlpoBeneHue skcrnepTU3bl JOKYMEHTOB JUIsl NOJYYEHHs pa3pelleHUs Ha IIPOBEICHUE
KJIIMHUYECKOI'0 HCCIIEI0BAaHUS JIEKApCTBEHHOIO Ipenapara Juis MEIULHUHCKOIO NPUMEHEHUS U
3TUYECKON HKCIIEPTU3BI, COCTABICHUE KOMUCCUEH DKCIIEPTOB U COBETOM I10 ATHKE 3aKIIIOUEHUH O
BO3MO)XHOCTH WJIM HEBO3MOXXHOCTU IPOBENEHUS TaKOI'0 KJIMHUYECKOTO HCCIECJOBAHUS U
HalpaBJIeHUE 3THX 3aKJIIOUEHHUI B YIOJHOMOUYEHHBIN (elaepanbHblii OpraH HMCIOJHUTEIbHON
BJIACTH OCYHIECTBISIOTCS B CPOK, HE MPEBBILAIONIMNA TPUAUATH pabouyux JHEH co JHS
HOJYYEeHUsl SKCIEPTHBIM YUPEKACHUEM 3aJaHus YIOJIHOMOYEHHOro (enepaabHOro Oprasa
UCTIOJIHUTENILHOW BJIACTH C NPUIOKEHHWEM TOKYMEHTOB, YKa3aHHBIX B myHkTax 3, 4, 10 u 11
YacTH 2 HACTOSILEH cTaTbM, U COBETOM IO 3THKE 33JaHUs YINOJHOMOUYEHHOIO (enepaabHOro
OpraHa MCIOJHUTEILHOW BIACTH C MPHJIOKEHHEM JOKYMEHTOB, YKa3aHHBIX B IYHKTax 3 - 6, 8 u
9 yactu 2 HacTosILEN CTaTbHU.

7. B cpok, He mpeBblLAOMMN NATH padoyux JHEH CO JHS IOJyYEHUsS 3aKIIIOUEHUH,
yKa3aHHbBIX B YacTM O HacTosIEH cTaThbM, YIOJIHOMOYEHHBIH (enepanbHblii  opran
VICIIOJIHUTENIHOM BJIACTH:

1) ocymiecTBIsET OLEHKY MOCTYNUBIINX 3aKIIOUEHUN JJI ONPEACICHUs X COOTBETCTBUS
3a/laHusIM Ha MPOBEACHUE COOTBETCTBYIOIIUX IKCIEPTHU3;

2) mNpuUHUMAET peUleHHEe O BbAAYe pa3pelieHUus Ha MPOBEACHUE KIMHUYECKOIO
UCCIIEIOBaHMs JIEKAPCTBEHHOTO Ipernapara Julsi MEAULIUHCKOrO0 MPUMEHEHUsT Ui 00 OTKasze B
BbIJIa4Y€ YKAa3aHHOI'O PAa3pELICHUS;

3) BBLAAET paspelleHHe Ha MPOBEJCHHE KIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOTO
npenapara Al MEIUIMHCKOTO MPUMEHEHUs WM pelleHHe 00 OTKa3e B BblJaye yKa3aHHOTO
pa3pelieHus ¢ yKkazaHueM NPUYHUH 0TKa3a.

8. OcHoBaHHMEM s OTKa3a B BblJau€ pa3pelICHUs HAa MPOBEICHHE KIMHUYECKOTO
MCCJIEIOBaHMSI JIEKAPCTBEHHOIO IpernapaTa JUlsi MEAUIUHCKOTO MPUMEHEHUS SIBIISIETCS HaIUuue
3aKJIIOYEHHS KOMHCCHUU DKCIIEPTOB MIIM 3aKJIIOUEHHUS COBETAa II0 ITHKE O HEBO3MOKHOCTH
MPOBEJCHUS KIMHUYECKOIO MCCIEI0BaHUS JIEKAPCTBEHHOI'O Ipernaparta i MEIUIUHCKOTO
IPUMEHEHHS 110 pe3yjbTaTaM IIPOBENEHHBIX OKCIEPTHU3, MPEAYCMOTPEHHBIX 4YacTbio 6
HACTOAILIEHN CTATBHH.

9. Pemenne 00 oOTka3e B TNPOBEIEHUM SKCHEPTH3bl JOKYMEHTOB JUIS IOJyYEHHS
paspellieHrs Ha NpPOBEACHHME KIMHMYECKOTO HCCIIENOBaHMS JIEKapCTBEHHOIO Ipemnapara Juis
MEAMIMHCKOTO IPUMEHEHUS U ITUUECKOM IKCIEPTU3BI U B BbIJJaUu€ Pa3pELICHUs Ha IIPOBEICHUE
KJIMHUYECKOI0 HCCIIEIOBaHMs JIEKAapCTBEHHOI'O IMpernapaTra JUisi METUIMHCKOTO MpPUMEHEHHS
MOXET ObITh 00)KaJOBaHO B TMOPSAIKE, YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit
denepanuu.

Cratpa 39.1. DTuueckas skcnepTusa
(BBenena denepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. DTudeckass 3KcCIepTU3a MPOBOAMUTCS COBETOM IO 3THUKE, CO3JaHHBIM B TMOPSIJIKE,
YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (peepaibHbIM OpTraHOM HCIIOTHUTEIBHOM BJIACTH, B IEIIAX
BBIJIAYM 3aKJIIOYEHHUsSI 00 dTUYECKOH 0OOCHOBAHHOCTH BO3MOXHOCTH MPOBENCHUS KIMHUYECKOTO
HCCIIEIOBAHMS JIEKAPCTBEHHOIO IIpenapara JUisi MEAULMHCKOTO IPUMEHEHHUS.

2. DKcrepTamMu COBETa MO STUKE MOTYT OBITh MPEICTABUTENN MEIUIIMHCKUX OpPTaHU3aIIHA,
HAy4YHBIX OpraHu3alui, O00pa30BaTENbHBIX OpraHU3aluil BBICHIETO OOpa30BaHUs, a TaK¥kKe
MPEJICTABUTENN OOIIECTBEHHBIX OPTaHHU3AINA, PETUTUO3HBIX OPTaHU3AUNA U CPEJICTB MacCOBOM
uHpopManuu. JlaHHBIE 3KCHEepThl HE JODKHBI HAaXOIUTHCA B KakOM-TMOO 3aBUCUMOCTH OT
pa3paboTUMKOB JIEKAPCTBEHHBIX MPENapaToB U APYTUX JIUIl, 3aMHTEPECOBAHHBIX B pPe3yabTaTax
ATUYECKOMN IKCIEPTU3HI.
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3. OmaTta ycnyr 3KCIEPTOB COBETA IO 3TUKE OCYLIECTBIISIETCS HAa OCHOBAHUU JIOTOBOPA,
3aKJIFOUEHHOTO MEX]y YIMOJHOMOYEHHBIM (pe/lepaibHbIM OpPraHOM HCIHOJHUTENBHON BJIACTH,
KOTOPBIM CO37[aH COBET IO AITHKE, M D3KCIIEPTOM COBETa IO JSTHKE, 33 CYET OIOJKETHBIX
ACCUTHOBAHUH, MPEIyCMOTPEHHBIX YIIOJIHOMOUYEHHOMY (hefiepaIbHOMY OpraHy UCHOIHUTEIbHON
BJIACTH, KOTOPBIM CO3/IaH COBET IO 3THKE, B (heaepabHOM OI0/KETe Ha COOTBETCTBYIOUIMHA T/
Ha o0OecreyeHue ero JAeaTeIbHOCTH, B pa3Mepax, ycTaHoBiIeHHbIX [IpaButenscTBoM Poccuiickoit
denepanuu.

4. DOkcrepTbl COBETa IO OTHUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKoHoAarenbCcTBOM Poccutickoit denepanuu.

5. CocTaB coBeTa MO 3ITHKE, IMOJIOKEHHE 00 3TOM COBETE, MOPSAIOK €ro NesTeIbHOCTH,
TpeOOBaHUS K KBATU(HUKAIMU U ONBITY PAOOTHI 110 SKCIIEPTHON OIIEHKE HAYYHBIX, MEIULIMH CKUX
U ITUYECKHUX AaCIEKTOB KIMHHUYECKUX MCCIEAOBAaHUN JIEKApCTBEHHBIX IIpPENapaToB IS
MEAMIIMHCKOTO MPUMEHEHHUS, NpPEIbsIBIseMble K O3KCIepTaM COBeTa IO JTHKE, MOPSI0K
OpraHM3alMi YU TPOBEAEHUS STUYECKOW HKCIEpTU3bl, (popma 3aKIHOYEHHUs COBETa IO STHKE
YCTaHaBIMBAIOTCA YIOJHOMOYEHHBIM (hefiepaabHbIM OPraHOM MCIIOJHUTENBHON BIAcTH. Yucio
IpeJcTaBuTeNIed MEAUIIMHCKUX OpraHU3aliil HE MOKET IPEBBIIIATH [TOJIOBUHY OT OOILEro yucia
AKCIIEPTOB COBETA IO 3TUKE.

6. Undopmanus o coctaBe coBeTa 1Mo ITHKE, TUIaHAX €ro padOThl U TEKYIIEH e TeIbHOCTH
pasmemaercs Ha  OQUIMATBFHOM  CaiiTe  YNOJHOMOYEHHOTO  (elepalbHOr0  OpraHa
WCIIOJTHUTEJIbHON BIIAacTH B ceTH "MHTEepHET" B yCTAHOBIIEHHOM UM TOPSIIKE.

Cratpsa 40. HpOBe,Z[eHI/Ie KIIMHUYCCKOI'0O HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara IJIA
MCIULHUHCKOI'O IPUMCHCHUA

1. PykoBoauTenb MEIUIIMHCKOM OpraHu3aluy, KOTOpas MPOBOJUT KIMHUYECKOE
HCCIIEIOBaHKME JIEKQpCTBEHHOTO Ipernapara JUisi MEIUIIMHCKOrO IPUMEHEHHs, Ha3HadaeT
UCCIIeIoBaTeNsl, OTBETCTBEHHOT'O 3a MPOBEJCHUE TAKOTO MCCIIEA0BAaHMS U UMEIOILEro JeueOHyIo
CHEIHAIbHOCTb,  COOTBETCTBYIOUIYIO  IPOBOAMMOMY  KIMHHUYECKOMY  HCCIIEIOBAHUIO
JIEKapCTBEHHOTO MpernapaTa, co CTaxkeMm paboThl MO MporpaMMaM KIMHUYECKUX HCCIIeI0BaHUN
JIEKapCTBEHHBIX IIPErapaToB HE MEHee 4eM TPU roja M IO €ro MpeajoKEHUI0 Ha3HadaeT
COMCCIIEIOBATEIICH U3 YMCIIa Bpayel 3TOM MEIUIIMHCKON OpraHu3alnH.

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

2. MWccnenmoBaTenb OCYIIECTBIISIET BBIOOP TMMAIIMEHTOB, KOTOPBIE IO MEIMIIMHCKUM
[OKa3aHUAM MOTYT OBbITb MPHUBJIEYEHbl K YYaCTHIO B KIMHHUYECKOM HCCIIEJOBAHUU
JIEKapCTBEHHOTO Mpernapara Jjsl MEJUIIMHCKOTO IPUMEHEHHUS.

3. HccnenoBarenb M COUCCIEAOBATENN JOKHBI OBITh O3HAKOMJIEHBI C pe3yJbTaTaMu
JOKJIMHUYECKOTO HCCIE0BaHUS JIEKAPCTBEHHOTO CPEJICTBA, COJEp)KalIUMHCS B OporIope
MCCIJIEI0BATENS, IPOEKTOM IIPOTOKOJIA KIIMHUYECKOTO UCCIIEI0OBaHMSI JIEKAPCTBEHHOTO NIpernapara
JUTSL METMIIMHCKOTO IPUMEHEHUs, pa3pabOTaHHbIM pa3pabOTYMKOM JIEKapCTBEHHOTO Npernapara
WIA MHBIM IOPUIMYECKUM JIMIIOM, IPUBJIEKaeMbIM K OpraHU3allMy MPOBEACHHUS KIMHUYECKOTO
WCCJIEIOBaHMS JIEKAPCTBEHHOTO Tpernapara JUisi MEAMIMHCKOrO TPUMEHEHHs, W JAPYyruMHU
MaTepraiaMH TaKOTro UCCIIEJOBAHMS.

3.1. PykoBoauTenb MEAMIIMHCKOM OpraHU3aIlly B CPOK, HE MPEBBIIAIONIUI TpeX pabouux
JHEH co HA Hayaya MpOBEACHUS KIMHUYECKOTO MCCIIEIOBaHMs JIEKApCTBEHHOTO Mpenapara Juis
MEIUIIUHCKOTO MPUMEHEHHs, cOoOo0Iaer 006 3TOM B YHNOJHOMOYECHHBIN (enepaiabHbIil opraxn
MCIIOJTHUTENIbHOM BJACTH, BBIIABIIMN pa3pellieHHe Ha MpPOBEIEHHE TAKOro HMCCIEeNI0BaHUs, MO
YCTaHOBJICHHOUM UM (popMe.

(uacts 3.1 BBeneHa @enepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. OpraHuszanyy, OCYIIECTBIISIOIINE OpPraHU3aLUI0 IPOBEACHUS  KIMHHYECKOIO
UCCIICIOBaHMsl JIEKAPCTBEHHOI0 IIpernapara Uil MEIUIMHCKOIO NPUMEHEHUS U yKa3aHHbIE B
yactu 3 crtarbu 38 Hactosimiero PenepaibHOro 3aKOHa, B ClIydyae HEOOXOAWMOCTH BHECEHUS
U3MEHEHUH B MPOTOKOJN KJIMHUYECKOTO UCCIEIOBaHMUs JICKapCTBEHHOIO IIpernapara i
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MEIUIUHCKOTO MPUMEHEHHUS COOOIIAI0T 00 3TOM B YIMOJHOMOYEHHBIH (hemepanbHbIi Oprax
VICIIOJIHUTEIIBHOM BJIACTH, BBIIABIIMN pa3pellEeHUE Ha IPOBEICHHME TAKOIO MCCIENOBAaHUSA, IO
YCTAHOBJICHHOH UM (opMe.

(B pen. @enepanproro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®dopma cooO1IeHUs O BHECEHUH U3MEHEHUH B IPOTOKOJI KJIMHUYECKOTI'O UCCIIEI0BaHMS
JIEKapCTBEHHOI'0 Ipernapara A MEIULUHCKOIO MPUMEHEHUsS JTO0JKHA COAEpKATh CIEAYIOIINe
CBECHMUSL:

1) HamMmeHOBaHHWe, WJIEHTU()UMKALMOHHBI HOMEp M Jara MPOTOKOJIA KJIMHUYECKOTO
UCCIICJOBAHUSI,

2) nata BHECEHHUS] U3BMEHEHUN B IPOTOKOJI KIMHUYECKOTO MCCIIEI0BaHUS;

3) HAaMMEHOBAaHUE U MECTO HAXOXICHU 3asiBUTEIIS;

4) HauMEHOBaHHE OpraHU3alMM, [PHUBICYEHHONW pa3padOTUMKOM JIEKApCTBEHHOTO
npernapara K OpraHu3alyy IpOBEAEHUS KIMHUYECKOTO Hcce0BaHus (IIpY HAIUYUN);

5) HaUMEHOBAaHHMA W MeCTa HAXOXKICHUS MEIMLMHCKUX OpraHu3aluid, B KOTOPBIX
IIPOBOAMTCS KIIMHUYECKOE UCCIIEJOBAHMUE;

6) narta BbLIauM pa3pellieHys Ha MPOBEACHUE KIMHUYECKOIO UCCIIE0BAaHMs 1 HOMEP 3TOr0
paspeleHus;

7) U3MEHEHUS1, BHOCUMBIC B TIPOTOKOJI KIIMHUYECKOT'O HCCIICIOBAHNUSI.

(uacTs 4.1 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He npeBbIIAOIMNNA TPUALATH padOYMX JHEW CO JIHS MOJyYyeHUsl YKa3aHHOIO B
yactTh 4 HacToslled CTaTbu COOOLIEHMs, YNOJHOMOYEHHBIH (eaepaibHbIi  Oprax
WCIIOJIHUTENIPHOM BJIACTU paccMaTpUBAEeT 3TO COOOILIEHHUE B YCTAHOBJIEHHOM UM IOPSJKE U
IIPUHUMAET PEUICHHME O BHECEHMHM HW3MEHEHUH B IIPOTOKOJ KIMHUYECKOTO HCCIIEIOBaHUS
JIEKApCTBEHHOTO Tpenapara JUisi MeJUIIMHCKOTO IPUMEHEHUS MM 00 0TKa3¢ BO BHECEHHH TAaKUX
u3MeHeHudd. Ilpum paccMoTpeHMHM COOOLIEHHSI O HEOOXOJMMOCTH BHECEHHsS HW3MEHEHHUH B
IPOTOKOJI KJIMHUYECKOIO HCCIIEIOBaHUs JIEKAPCTBEHHOrO TMpenapara uid MEIULUHCKOTO
OPUMEHEHHs B LEISIX OLIEHKM OOOCHOBAaHHOCTH IMpe/UlaraéMblX H3MEHEHMH U OIpeleNeHus
CTENEHM pHUCKa JJI1 NAlUEHTOB, NPUHHUMAIOIIUX Y4acTHe B KIMHUYECKHUX HCCIIEIOBAHUSX,
YIOJIHOMOYEHHBIM (pe/iepajbHbIM OpPraHOM HCIOJIHUTENBHOM BJIACTH MOTYT IPHUBIEKATHCS
DKCIIEPTHI COBETA T10 ITHKE.

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

6. KnmHnueckoe wuccienoBaHME JIEKAPCTBEHHOIO IIpernapara s MEIULIUHCKOTO
MPUMEHEHHUS MOKET OBITh MPUOCTAHOBIIEHO WJIM MPEKPAIIEHO, €CIIU B MPOLIECCE €ro MPOBEICHUS
oOHapy’KeHa ONacHOCTb ISl AKHU3HH, 3/I0pOBbsI MAIUEHTOB. B ciiyyae BO3HUKHOBEHUS OMACHOCTH
JUISL  KU3HHU, 3/I0pOBbsl  MAallME€HTa, Y4YacCTBYIOUIETO B  KIMHUYECKOM  HCCIEI0BaHUU
JIEKapCTBEHHOTO TMpernapara il MEIUIUHCKOrO IPUMEHEHHUs, MCCIe0BaTeNu 00sS3aHbl
npouH(pOpMUPOBATh 00 3TOM PYKOBOAMUTENS MEIUIIMHCKOM OpraHu3aludyd W OpraHU3aluio,
MOJYYMBIIYIO pa3pelIeHHe YIOJIHOMOYEHHOro (e/lepalbHOT0 OpraHa MCIOJHUTENbHON BIaCTH
Ha OpraHU3al{I0 MPOBEIACHHS KIMHUYECKOTO WCCIEOBaHMs JIEKapCTBEHHOI'O Ipernapara.
Pemenne o npuocTaHOBIEHNN KIMHUYECKOTO MCCIENO0BAaHUA JIEKAPCTBEHHOIO Ipemnapara AJis
MEAMIIMHCKOTO MPUMEHEHHS] MPUHUMAIOT PYKOBOAMTENh MEAUIIMHCKOW OpraHu3anuu U (Win)
OpraHu3aisi, TIIOJIyYUBIIas  pa3pelleHue  YINOJHOMOYEHHOro  (eaepaJbHOrO0  OpraHa
WCIIOJTHUTENIbHOM BJIACTM HA OpraHM3alMi0 MPOBEIACHHUS KIMHUYECKOIO HCCIETOBaHUS
JIEKapCTBEHHOTI'O Npenapara JUisi MEAUIIMHCKOTO IPUMEHEHUS, PEIIEHNE O MPEKPAILEHUN TaKOTro
UCCIIEIOBaHMSI IPUHUMAET YIOJHOMOYEHHBIH (hefiepalibHbli OpraH HCHOJHUTENBHOM BIacTH Ha
OCHOBaHUHU COOOIIECHUS B MHUCbMEHHON (hOpMe PYKOBOIUTENS METUIIMHCKON OpraHu3aluy Uiu
OpraHu3aiysi, TIOJIyYUBIIasg  pas3pelleHne  YIMOJHOMOYEHHOro  (efepaJbHOrO  OpraHa
VCIIOJHUTEIIBHOM BJIACTM HA OPraHM3alMI0 IPOBEICHHUS KIMHUYECKOIO HCCIECIOBaHMS
JIEKapCTBEHHOT'O IIpernapara Uil MEJUILMHCKOTO IPUMEHEHHS.

7. B cpok, He MPeBBIIAIONINH MATH padouuX THEH co AHS 3aBEpUICHHUS, IPUOCTAHOBICHUS
WIM TPEKpalleHHs KIMHUYECKOTO  HCCIIENOBaHMWS  JIEKapCTBEHHOIO  Ipernapara s
MEIUIIUHCKOTO IPUMEHEHUS], COOOLIeHHE 00 ATOM HANpPaBJISIETCsl OpraHU3alUsIMU, YKa3aHHBIMHU
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B yacTu 3 cratbu 38 Hacrosmero denepaabHOro 3aKOHA, B YHOJIHOMOYECHHBIN (elepatbHbIi
OpraH MCIIOJIHUTEIFHON BIACTH 110 YCTaHOBICHHON UM (popme.

8. ®dopma cooOmeHuss O 3aBepLICHUHM, NPUOCTAHOBICHUM WM MPEKpalieHUuu
KJIIMHUYECKOI'0 HCCJIEOBaHMs JIEKAPCTBEHHOI'O IIpernapaTta JUlsi MEIULUHCKOIO MPHUMEHEHUs
JIOJKHA COZIEPIKATh:

1) wHboOpMamui0 O MEAMIIMHCKOW OpTaHM3alUd WIA MEIUIHUHCKUX OpraHu3alusiX,
IIPOBOAMBIINX JIaHHOE UCCIIEI0BAHUE;

2) onuMcaHue JaHHOTO UCCIIeI0BAHMUS;

3) namsble uccrnenoBarens (pamuiivs, WUMs, OTYECTBO, MECTO pPabOTHI, 3aHUMaeMas
JOJIKHOCTh, CIELUAIbHOCTh, CTaX palOThl MO HIporpaMMaM KIMHHUYECKHUX HCCIeAOBaHUN
JIEKapCTBEHHBIX IpPENaparoB, IE€PEYeHb KIMHUYECKUX MCCIENOBAaHUN  JIEKApCTBEHHBIX
[IpernapaToB, B KOTOPBIX OH MPUHUMAN ydacTue (IIepHOJIbl y4acTusi) B KaueCcTBE UCCIe0BaTeNs]
WM COMCCIIEZIOBATEN);

(B pea. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynpTaT IaHHOTO HCCIEI0BaHus (3aBepllieHre, IPUOCTAHOBICHHE WM MpEKpalleHue
JAHHOTO MCCJIEIOBAaHUS C yKa3aHUWEM HUX NPUYMH M BIMSHHUA Ha OLEHKY €ro pe3yibTaToB,
OOIIYI0 OLIEHKY PUCKAa M 0XKMJIA€MOW TOJb3bl OT MPUMEHEHHUS HCCIEAYEMOro JIeKapCTBEHHOTO
mpernapara, a TaKXke MpearnoiaaraeMble JalbHenIe qeHCTBU).

8.1. IIpu BeIsiBIIEHUU (efepaTbHBIM OPraHOM UCTIOTHUTENBLHOM BIIACTH, OCYIIECTBIISIOIINM
(GYHKIMM 110 KOHTPOJK M Haa30py B cdepe 3ApaBOOXpaHEHHUS, HapYyLIEHUH MpaBUil
HaJUIe)Kalled KIMHUYECKOM NPaKkTUKU TpPU IMPOBEICHUM KIMHUYECKOTO HCCIEIOBaHUs
JIEKapCTBEHHOI'O IIpernapara, BIUSIOIMX Ha IMOJHOTY M (WMJIM) JIOCTOBEPHOCTh JaHHOI'O
KIIMHUYECKOTO HCCIIEIOBAHUS, YKa3aHHBIA (enepalibHblii OpraH HCIOJHUTEIBHONW BIIACTH
[PUOCTAaHABJIMBAET IPOBEJCHUE JAHHOIO KJIMHMYECKOTO HCCIEJOBaHUS U  BBIHOCUT
MEIUIMHCKOW OpraHu3aluyd, B KOTOPOM MPOBOJIUTCA [aHHOE KIMHMYECKOE HCCIIEJOBAHUE,
npeAnucaHue o0 YCTpAaHEHWH BBISIBICHHBIX HapyuieHui. [lpu HeycTpaHeHUH MEAUITMHCKON
OpraHu3aleil BBISBIICHHBIX HApyIIEHUH B YCTAHOBJIEHHBIM B MPEANHCAHUU CPOK yKa3aHHBIN
denepanbHbBI  OpraH HCIOJHUTENBHOM BJIACTH IPUHUMAET pEUICHHE O MPEeKpalieHUH
MPOBEACHUS KIMHUYECKOTO MCCIEIOBAaHUs JIEKapCTBEHHOTO IMpenapara M HampaBisieT B
(denepanbHbI OpraH MCHOJHUTENIBHON BIIACTH, OCYILECTBISIOUINN (YHKIMM MO BBIpAOOTKE U
peanu3anuy ToCyJapCTBEHHOMN MOIUTUKA U HOPMATHBHO-TIPABOBOMY PETYIHMPOBAHUIO B cdepe
3/1paBOOXPAHEHUS, 3aKIOYEHHE O BBISIBICHUM NpPU NPOBEACHUM JAaHHOIO KIMHHUYECKOTO
MCCJIEOBAHUS HApYyLIICHUM NpaBWi HaJIeKalled KIMHUYECKOW NPAKTUKH [UIS MPUHATHA
pemieHuss o0 OTMEHE pa3pelieHHs Ha OpraHu3aldi0 MPOBEACHHUS JaHHOTO KIMHHUYECKOIO
UCCJIEIOBAHUS C JaThl NMPUHATUSA PELICHUS O NMPUOCTAHOBJIEHUHM MPOBEICHUS KIMHUYECKOTO
MCCJIeI0BAHMS JIEKAPCTBEHHOTO IIpenapara.

(dactb 8.1 B pen. ®enepanpHoro 3akona ot 13.07.2015 N 241-D3)

9. YnomHOMO4YeHHBIH (penepanbHblii OpraH WCHOJHUTEIBHON BIACTH OMYOJMKOBBIBAET H
pa3Meriaer Ha CBoeM OQUIMalbHOM caiite B ceTH "HHTepHer" cooOlieHuHe o 3aBeplLIeHHH,
MPUOCTAHOBIIEHUU WJIM MIPEKPAIIEHUU KIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO Mperapara
JUIST MEIUIIMHCKOTO TIPUMEHEHUSI B CPOK, HE MPEBBIMIAIOIINA MATH padOYnuX JHEW CO JTHS €ro
MOJIyYEHUSs], B YCTAHOBJIEHHOM UM IMOPSJIKE.

10. YnomHOMOYeHHBI (enepanibHbId OpraH HCIOJHHUTEIBHON BJIACTH OCYIIECTBIISIET
BEJICHUE pEecTpa HCCIENoBaTeNe, MPOBOASAIIMX WM  NPOBOJUBIIMX  KIMHUYECKUE
HCCJIEIOBaHMSI JIEKAPCTBEHHBIX MPEnaparoB JUIsi MEAUIIMHCKOTO MPUMEHEHUS, B COOTBETCTBUH C
YTBEPXKACHHBIMU UM TpaBUJIaMHd W pa3MelIaeT ero Ha CBOeM O(HIMATBLHOM CaiiTe B CETH
"UnTepHeT" B YCTAaHOBJIEHHOM UM TMOpPSJKE. YKa3aHHBIA PEeCTp COAEPKHUT HHQPOPMAIIHIO,
MPETYCMOTPEHHYIO MYHKTOM 3 4acTH 8 HACTOSIIEH CTAThH.

11. Otuer o pe3ynpraTax KJIMHUYECKOI'O MCCIEAOBAHUS JIEKAPCTBEHHOIO Ipernapara ajs
MEJIUIIMHCKOTO TMPUMEHEHHUS COCTaBJSETCS OpraHv3alvell, yKa3aHHOW B 4acTh 3 craThbu 38
Hacrosuero denepanbHOro 3aKOHa, HA OCHOBAHMM 3aKJIOUEHUH MEIHUIIMHCKUX OpraHU3aLnid,
MPOBOAMBIINX 3TO UCCIEIOBAHUE, U MPEICTABISIETCS B YIIOJTHOMOUYEHHBIN (eiepalIbHbII OpraH


consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED403232790716E51FFD030D50BBDAEB1D36209E926CDB7278g1Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473536790416E51FFD030D50BBDAEB1D36209E926CDB7678g0Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE403532770016E51FFD030D50BBDAEB1D36209E926CDB7278g1Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED483433730C16E51FFD030D50BBDAEB1D36209E926CDB7078g4Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473E30720116E51FFD030D50BBDAEB1D36209E926CDB7378g9Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473E30720116E51FFD030D50BBDAEB1D36209E926CDB7378g9Q

VCIIOJIHUTENIHOM BJIACTH, BBIAABIINN pa3pelleHUe Ha IIPOBEIEHUE ITOIO UCCIIEI0BAaHUs, B CPOK,
HE MPEBBILIAIOIIMKA TpPEeX MECSILEB CO JHS €ro 3aBepLICHUs, NPUOCTAHOBJICHUS WU
OpeKpalieHusi, B TOpPsJAKE, YCTAaHOBICHHOM YIIOJHOMOYEHHBIM (hefepaibHbIM OpraHOM
WCIIOJIHUTEJIBHOM BJIACTH.

12. Hapymienne mnpaBui HaIekKalled KIMHUYECKOW MPAaKTHKH, (arbcudukamms
pEe3yNbTaTOB KIMHUYECKOIO HCCIEHOBAaHUA JIEKAPCTBEHHOIO Ipernapara Uil MEAULUHCKOIO
INPUMEHEHUS BIEKYT 3a CO0Oi OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEILCTBOM
Poccuiickoit deneparumu.

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

13. Ilpu npoBeneHMM KIMHMYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOrO Ipenapara Jis
MEIUIUHCKOTO TMPHUMEHEHHsI JOIyCcKaeTcs 3a00p y NHalMeHTOB OMOJOTHYECKUX MaTepuaoB
(0Opa3upl OMONOTHYECKHX KHJKOCTEH, TKaHEH, CEeKpeTOB M MPOJIYKTOB >KHU3HENEATEIbHOCTH
4eJI0BeKa, (M3MOJIOTUYECKUX M TaTOJOTHYECKUX BBIACICHUNA, Ma3KOB, COCKOOOB, CMBIBOB,
MUKpPOOPTraHU3MOB, OMOICHUMHBIN MaTepuai) A ux u3ydeHus B Poccuiickoit @enepaunu u
(wn) 3a npenenamu Poccuiickoit denepanuu.

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

14. Tlopsnox BBo3a B Poccuiickyto ®enepauuio M BbIBO3a 3a mpezensl Poccuiickoit
Oenepanii  OMOJIOTMYECKUX MaTEpHUaloB, TMOJYYEHHBIX MpPH TMPOBEACHUM KIMHUYECKOTO
WCCJIEI0OBAHMS JIEKAPCTBEHHOIO IIpernapara JUisl MEIUIMHCKOTO NPUMEHEHHUs, YCTAHABIMBACTCS
IIpaBurenscTBOM Pocculickon @enepanuu.

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

Cratpss 41. [loroBop 0 NpOBENCHUH KIMHUYECKOIO HCCIIEIOBAaHUS JIEKapCTBEHHOTO
npernapara Juisi MEIULUHCKOTO IPUMEHEHUs

1. KnuHuueckoe wuccieOoBaHME JIEKAPCTBEHHOIO IIpemapara s MEIULUHCKOIO
INPUMEHEHUS TMPOBOJUTCS B COOTBETCTBMM C JOTOBOPOM O IPOBEACHUH KIMHUYECKOTO
WCCJIEIOBAHMSI JIEKAPCTBEHHOI'O IIpernapaTta A MEIULUHCKOTO MPUMEHEHHUs, 3aKIHYaeMbIM
MEXJy OpraHu3aluel, MOJIy4uBIIEH pa3pelleHue YHNOJHOMOYEHHOIo (elepaJibHOro opraHa
VICIIOJIHUTENIBHOM BJIACTH HA OPTaHU3ALMIO NIPOBEIEHUS TAKOTO MCCIEJOBAHUS, U MEIULIMHCKON
OpraHM3alyel, OCYIIECTBISAIOMIEN IPOBEACHUE TAKOIO UCCIICJOBAHMS.

2. JToroBop 0 MpOBEIEHUU KIMHHUUYECKOI'O UCCIIEJOBaHMsI JIEKAPCTBEHHOIO IMpernapaTa Jjs
MEAMIMHCKOTO IPUMEHEHHUS JJOJKEH CO/IEPHKATh:

1) ycioBus M CpOKH MPOBEIEHUS TAHHOTO MCCIIeI0OBAHNUS;

2) ompezeneHre OOIIEH CTOMMOCTH TPOTpaMMBbl JTaHHOTO HCCIIEIOBAHHS C YKa3aHUEM
CYMMBI, TIpeAHa3HAYaOMIENCs ISl BBIIIAT UCCIIEA0BATENSIM, COMCCIIEA0BATENIM;

3) omnpeneneHue ¢GopMbl TMPEACTABICHUS PpE3YyJNbTaTOB JAaHHOTO MCCIEAOBaHUSA B
YIIOJIHOMOYEHHBIHN (eiepalibHbIil OpraH UCIOIHUTEIbHONU BIACTH.

Crarpst 42. ®uHaHCOBOE oOOecredeHHe KIMHUYECKOTO WCCIICOBAHUS JIEKAPCTBEHHOTO
npenapaTa JJ1s1 MEIUITUHCKOT' O HpI/IMeHeHI/ISI

®dunHaHcoBoe oOecreueHne KIMHUYECKOro MCCIIEJOBAaHMS JIEKAPCTBEHHOIO IMperapaTa Jils
MEJIUIIMHCKOTO TPUMEHEHUS OCYILIECTBIISIETCS 32 CUET:

1) cpencTB deaepanbHOro OIOIKETA;

2) CpeACTB OpraHM3allyii, MOTYYMBIIMX pa3pelieHue Ha OpPraHU3aIlUI0 TMPOBEICHUS
JTAaHHOT'O UCCIIE0BaHKS, B COOTBETCTBUU C YCIOBUSAMU JOTOBOPA O €T0 MPOBEICHUU;

3) MHBIX HE 3alpeIleHHbIX 3aKoHoAaTeNIbcTBOM Poccuiickoit denepaiuu HCTOUHUKOB.

Cratess 43. IlpaBa manuMeHTOB, YYaCTBYIOIIMX B KIMHUYECKOM HCCIIEJOBAaHUU
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJULMHCKOTO IPUMEHEHUS
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1. YuacTue manMeHTOB B KJIMHUYECKOM MCCIEIOBAHUM JIEKAPCTBEHHOI'O IIpenapara st
MEIUIIUHCKOTO IPUMEHEHUS SBISETCS 10OPOBOJILHBIM.

2. TlauMeHT WM €ro 3aKOHHBIH IPEACTaBUTENb JOJDKEH ObIThb HH()OPMUPOBAaH B
HNUCbMEHHOM (opMme:

1) o nekapcTBEHHOM Ipemapare i MEIUIUHCKOIO IPUMEHEHHS U CYLUIHOCTH
KIIMHUYECKOI0 UCCIIEOBAHM 3TOT0 JIEKAPCTBEHHOTO ITpenapara;

2) o 06e30macHOCTH JICKapCTBEHHOTO IMpernapara isi MEIUIMHCKOTO MPUMEHEHUs, €ro
oku1aeMoii 3PPEKTUBHOCTH U CTETICHHU PHCKa JUIS NMAIMEHTA;

3) o0 ycioBHMSX y4yacTusi MalMeHTa B KIMHUYECKOM HCCJIEAOBAHUHU JIEKAaPCTBEHHOI'O
npernapara Jyisi MEJUIUHCKOTO IPUMEHEHUS;

4) o uemm wWIM UEAAX U MPOJOJDKUTEIBHOCTH KIMHUYECKOIO  HCCIEI0BaHUS
JIEKapCTBEHHOI'0 IIperapara Juisi MEJULMHCKOTO IPUMEHEHMUS;

5) o gelcTBUAX MalMEeHTa B Cilydae HeNpeABUACHHbBIX 3 (EKTOB BIUSHUS JIEKaPCTBEHHOIO
npernapara Juisi MEIULUHCKOTO IIPUMEHEHUS Ha COCTOSIHUE €T0 3JJ0POBbS;

6) 00 ycloBHSX 00S3aTEIILHOTO CTPAXOBaHUS )KH3HH, 3I0POBbS MAIUCHTA,

7) 0 rapaHTUsAX KOH(QUACHIUAIBHOCTH YYacCTHUs MAaLMEHTa B KIMHUYECKOM HCCIIE0OBAaHUU
JIEKapCTBEHHOTI'O IIpernapara Uil MEJUILMHCKOTO IPUMEHEHHUS.

3. JloOpoBoibHOE corjlacHe MalUeHTa Ha ydyacTHe B KJIMHHUYECKOM HCCIEI0BaHUU
JIEKapCTBEHHOI'0 Ipernapara JJii MEAMIMHCKOrO0 NPUMEHEHHUS MOJATBEPKIAETCS €ro MOJIUCHI0
WM MTOATKCHIO €0 3aKOHHOI'0 IIPECTaBUTENS HA MHPOPMAIIMOHHOM JIMCTKE MallMeHTa.

4. TlauMeHT WM ero 3aKOHHBIA IPEICTAaBUTENIb MUMEET IpPaBO OTKA3aThbCAd OT y4acTHs B
KJIIMHUYECKOM HCCIIEZOBAHUU JIEKAPCTBEHHOIO Ipernapara JUlsi MEJULUHCKOIO NMPUMEHEHHs Ha
10001 cTaauu NpoBeIeHHs TAKOTO UCCIIEA0BAHUS.

5. IlpoBeneHue KIMHUYECKOIO HCCIEAOBAHMSI JIEKAPCTBEHHOI'O Ipenapara Ul
MEAMIMHCKOTO MPUMEHEHHUS ¢ Y4acTUEM B KAauECTBE MALMEHTOB JETEH JOIYCKaeTCsl TOJIBKO C
corjiacus B TUCbMEHHOU (popme UX poauTenell, ycblHOBUTENEH. JleTn MOryT paccMaTpuBaThCs B
KAaueCTBE MOTEHUHUAIbHBIX IMALIHEHTOB TAKOIO MCCIENO0BaHUSA, TOJBKO €CIIH €ro IPOBEIEHUE
HEOOXOIUMO Il  YKPEIUIEHUS 3/0pOBbi JeTell WiM NpOoQUIAKTUKY HHQEKIMOHHBIX
3a00J1eBaHNi B JIETCKOM BO3pacTe JH00 €CIIM LEeNbI0 TAKOT0 CCIIEI0OBAHNUS SBISETCS MOTyUeHHe
JaHHBIX O HaWJIydlled MO3UMpOBKE JIEKapCTBEHHOI'O IperapaTa JUisl JiedeHus nete. B atux
CIy4asX TaKOMY MCCIEIOBAHNUIO [JOJDKHO TIPEAIIECTBOBAaTh KJIMHUYECKOE HCCIIEIOBaHUE
JIEKapCTBEHHOI'O Tpemnapara s MEAMIMHCKOIO TMPHUMEHEHUS Ha COBEPUICHHOJETHHUX
IpaXJaHax, 3a HCKIIOYEHHEM CIIy4aeB, €CJIM HCCIELYEeMbIN JIEKapCTBEHHBIM Ipenapar Jis
MEAMIIMHCKOTO  MPUMEHEHHsS  MpeJHa3HayeH  MCKIIOUMUTENbHO  JJIS  HMCHOJIb30BaHUS
HECOBEPIICHHOJIETHUMH I'paX/J1aHaMu.

(B pen. denepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3ampemiaeTcsi NMpoBeACHUE KIMHUYECKOIO HCCIEI0BaHUs JIEKApCTBEHHOTO Ipernapara
JUTSL METUITUHCKOTO IIPUMEHEHHSI C yYaCTUEM B Ka4eCTBE MallMEHTOB:

1) nereit-cupoT u Aerel, ocraBuIMXcs 0€3 MONEYESHUsT POAUTEIIEH;

2) )KEHIIMH B MepHoJ] OEpEMEHHOCTH, JKEHIIMH B MEPUOJ TPYAHOTO BCKapMIIMBaHUS, 3a
UCKJIIOYEHHEM CIIy4yaeB, €CJIM MPOBOJUTCS KIMHUYECKOE HCCIIEOBAaHUE JIEKApCTBEHHOTO
npernapara, MpeJIHA3HAYeHHOTO JUIsl YKa3aHHBIX JKCHIIUH, INPH YCIOBUU HEOOXOAUMOCTH
MoJlyueHUus: MHQOpPMAlMM TOJHKO BO BpeMs IPOBEACHMUS] COOTBETCTBYIOIIMX KIMHUYECKHX
UCCIIEIOBAaHUN U MPUHATHS BCEX HEOOXOTUMBIX MEp IO MCKIIOYEHHIO pUCKa HaHECEHHUs Bpela
KEHILMHE B MepHo]] OEPEMEHHOCTH, )KEHIUHE B MEPHUO IPYJAHOTO BCKapMIIMBAHUS, TUIOAY WU
peOeHKy;

3) BOGHHOCIYXaIMX, 3a HUCKIIOYEHHEM CIIy4aeB IPOBEJICHHUS  KIMHUYECKOTO
UCCIICIOBaHMs JIEKAPCTBEHHOI'O Ipenapara, CIEeHUalbHO pa3pabOTaHHOIO Ui NMPUMEHEHHs B
YCIOBHUAX BOGHHBIX JCHCTBHH, YpE3BBIYAMHBIX CHUTyaluid, NPOPUIAKTUKA U JICYCHHUS
3a00J€BaHUN W TOPaKEHWH, MOJYYEHHBIX B pe3yjbTaTe BO3ACUCTBUS HEOIAroNpHUATHBIX
XUMHUYECKHX, OMOJIOTHYECKUX, PaIHalMOHHBIX (hakTopoB. KilmHMUECKoe HnccieoBaHue TaKkoro
JICKapCTBEHHOI'0 IIpernapara MOXKET IPOBOAMTBCA C Y4YaCTHEM B KadeCcTBE IAIlMCHTOB
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BOCHHOCTYXAIIIUX, 332 WCKIIOYECHHUEM BOCHHOCIYKAIUX, MPOXOMAAIIUX BOCHHYIO CIYXOy IO
MPU3BIBY, C COOMIOICHUEM TpeOOBaHM, yCTaHOBICHHBIX HacTosAuMM DeaepanbHbIM 3aKOHOM B
OTHONICHUHU TPaXJTaHCKUX JIULL;

4) cOTpyIHUKOB MTPABOOXPAHUTEIbHBIX OPraHOB;

5) nuu, oTOBIBAIOIIMX HaKa3aHUE B MECTAX JIMIIEHHUS CBOOOIbI, a TAKXKE JIUL, HAXOASIIUXCS
MOJI CTpaXkeil B CIIEACTBEHHBIX U30JSTOPAX.

7. JlomyckaeTcsl MpOBEIEHUE KIMHUYECKOTO MCCIEI0BAaHUS JIEKAPCTBEHHOrO Ipernapara
JUTISL METUIIUHCKOTO MPUMEHEHHUS, TPEIHAa3HAYEHHOTO JUIsl JICYeHUS TICUXUYECKUX 3a00JIeBaHMUIA,
C ydYacTHeM B KaueCTBE MAIMCHTOB JHI[ C ICUXUYCCKHUMH 3a00JIEBAaHUSAMHU, MPU3HAHHBIX
HEZIeeCIIOCOOHBIMU B TOPSAJIKE, YCTAaHOBJIEHHOM 3aKOHOJaTeNlbcTBOM Poccuiickoit denepanuu.
Knunnueckoe uccieqoBaHue JIEKapCTBEHHOI'O IIpenapara B ATOM Cilydae IPOBOJUTCS IpU
HAJIMYUU COTJIACHS B TUCHMEHHOU (hOpME 3aKOHHBIX MPEICTAaBUTENICH YKa3aHHBIX JIUII.

Crates 44. O0s3aTeNnbHOE CTpPaxOBaHUE KHU3HU, 30pPOBbS MAIMEHTa, YYAaCTBYIOILIETO B
KJIMHUYECKOM HCCIICIOBAaHUHU JIEKAPCTBEHHOTO TIpernapata JUisi MEJUIUHCKOTO TPUMEHCHHS
(B pen. @exnepanbHoro 3akona ot 29.11.2010 N 313-03)

1. Oprannsanusi, NOIy4MBINAs pa3pelleHUe Ha OpPraHU3aluio NPOBENCHUS KIMHUYECKOTO
UCCJIEIOBaHMs JIEKAPCTBEHHOI'O IIpernapaTa Uil MEIUMLMHCKOrO IpUMEHEHus, o0s3aHa B
KaueCcTBE CTPaxoBaTels CTPAxXoBaThb PUCK IPUUMHEHUS BPENA KU3HM, 3J0POBBIO NAIMEHTA B
pe3yibTare NpOBENCHUS KIMHUYECKOIO HCCIIEOBaHMs JIEKAPCTBEHHOrO Ipemnapara s
MEIMIUHCKOrO0 TPUMEHEHHUs 3a CBOM CYeT IyTeM 3aKJIIUeHHUs J0roBopa 0053aTebHOrO
CTPaxOBaHMsI.

2. OOBEKTOM 00s13aTEIBLHOIO CTPAXOBAHUS SIBJISICTCS UMYIIECTBEHHbIN MHTEpEeC NalueHTa,
CBSA3aHHBIM C NPUYMHEHHEM Bpela €ro >KU3HM WM 3J0pOBBI0 B pE3yJbTaTe MPOBEACHUS
KIIMHUYECKOI0 UCCIIEIOBaHMs JIEKAPCTBEHHOIO MIpenapara Jisi MEIUIUHCKOTO IPUMEHEHUSI.

3. CTpaxoBbIM CIIy4aeM IO JOTOBOPY OOs3aTEIHHOTO CTPAaxOBaHUS SIBIAETCS CMEPTh
nalnyveHTa WM yXYyIIIEHHE €ro 370pOBbs, B TOM 4YHCJE BIEKyllee 3a cOOOW yCTaHOBJIEHUE
WHBAJIUIHOCTH, NPU HAIMYUU MPUYUHHO-CIEIACTBEHHOM CBSI3U MEXAY HACTYIJICHMEM 3TOr0
COOBITHSI ¥ yYaCTHEM MallMEeHTa B KJIMHUYECKOM HCCIIEI0BaHUH JIEKApCTBEHHOTO Mpenapara.

4. TpeboBaHUS O BO3MELIEHUM Bpena, NMPUUMHEHHOTO JKU3HU MM 370pPOBBIO MAIMEHTa,
NPEIbSABISIOTCS B TEUEHHE CPOKOB MCKOBOM JaBHOCTH, YCTAHOBJIEHHBIX TI'pa’kJaHCKUM
3aKOHO/1aTEIbCTBOM.

5. Pa3zmep cTpaxoBoii BRIIIJIATHI 10 JOTOBOPY 0053aTEIBHOIO CTPAXOBAHUS COCTABIISET:

1) B ciywyae cmepTH MalMEHTa JBa MWUIMOHAa pyOned Ha KakJIoro malueHTa,
Yy4acTBOBABLIETO B KIIMHUYECKOM HCCIIEI0BaHUH JIEKAPCTBEHHOTO Mpenapara;

2) npu yXyALLIEHUH 3/I0POBbs MAIMEHTA!

a) TIOBJIEKIIIEM 3a cO0O0M yCTaHOBJIEHHE MHBAJIUIHOCTH | rpymmbl, OMH MUJTHOH MSTHCOT
ThICSIY pyOJell Ha KakIoro NalMeHTa, YYacTBOBABIIEIO0 B KIMHUYECKOM HCCIIEIOBAaHUU
JIEKapCTBEHHOT'0 IIpernapara;

0) momiekiIeM 3a coboil ycTaHOBIEHHE MHBATHIHOCTH Il Tpymnmbl, 0AMH MUIUTMOH pyOnei
Ha KaXJOro TalMeHTa, YYacTBOBABIIEro B KIMHUYECKOM HCCIEAOBAHUM JIEKapCTBEHHOTO
npernapara;

B) MOBJIEKIIEM 3a co00i1 ycTaHOBIIeHHEe nHBaTUAHOCTH I rpynmbl, maAThCOT THICSY pyOIIeit
Ha KaXJOro MalMeHTa, Y4YacTBOBABIIErO0 B KIMHUYECKOM MCCIEAOBAHUM JIEKaPCTBEHHOTO
npernapara;

I') He MOBJEKIIeM 3a cO00M YCTaHOBIEHHUS MHBAJIUIHOCTH, HE OOjee 4eM TpHCTa ThICAY
pyOneii Ha KaXIOro TNAalMeHTa, YYacTBOBABILIETO B  KJIMHUYECKOM  HCCIICAOBAHUH
JICKapCTBEHHOI'O IIpenapara, HMCXOAs W3 HOPMAaTHUBOB, OTPAXAIOIIMX XapakTep W CTEIEHb
MOBPEXJICHUS 3/10POBbsI, a TakKe (PAaKTUUECKU MOHECEHHBIX MAallMEHTOM PAaCXO0B, BHI3BAHHBIX
HNOBPEXJCHUEM 370POBbS, HAa MEIUIMHCKYI0 [IOMOUIb, IPUOOPETEHHE JIEKAPCTBEHHBIX
IIPENapaToB.
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(nm. "r" B pen. @enepanbpHOTro 3akoHa OT 22.12.2014 N 429-D3)

6. Ytpatun cuiy ¢ 1 urong 2015 roga. - @enepanbhsiii 3akoH oT 22.12.2014 N 429-D3.

7. Cpok poroBopa 00s3aTe€IbHOTO CTPAaXOBAaHUSA HE MOXET OBITh MEHee, 4YeM CpOK
MPOBEJCHUS KIMHUYECKOTO HCCIeI0BAHUS JIEKapCTBEHHOI O IIpernapara.

8. YcnoBus 10roBOopa 00s3aTEIIEHOTO CTPAXOBAaHMS, B TOM YHCJE CTPaxoBbie TapudbI 1O
00s3aTeNIbHOMY CTPaXOBAaHUIO, IEpPeUeHb HEOOXOAMMBIX JIOKYMEHTOB JJisi OCYILECTBICHHS
CTPaxoOBOM  BBIIUIATHI, TOPSJOK  YCTAaHOBJIEHUS  CTpaxoBaTejleM  HMHAUBUAYAIbHOTO
UACHTU(DUKAIIMOHHOTO  KOJa MalMeHTa, MOpPAJOK HH(POPMUPOBAHUS  CTPaxoBaTeieM
CTpaxoBILMKa O MPUBIIEYEHHBIX K KIMHUYECKOMY HCCJIEIOBAHMIO JIEKAPCTBEHHOI'O Iperapara
JUISE MEIULIMHCKOTO MPUMEHEHMs NallMeHTax, MOPSAOK YIUIaThl CTPaxOBOM MpPEeMUU, MOPSAIOK
peaM3anuy ONMpeNeICHHBIX HacTosAmMM DelepaibHBIM 3aKOHOM U JIpYTUMH  (eaeparbHbIMU
3aKOHaMHU MpaB M 00s3aHHOCTEH CTOPOH IO JIOTOBOPY O0S3aTENBHOIO CTPAXOBAHMS, a TaKKe
HOPMATHBBI, OTPAXAIOLIUE XapaKTep U CTENEeHb IMOBPEKIACHHUS 3J0pPOBbS, YCTaHABIUBAIOTCS
TUTIOBBIMU TIPaBUJIaMU 00S3aTEIHLHOTO CTPAXOBAHUSI.

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

9. B cnyuae mpuuMHEHHS Bpela JKU3HHM MAIMEHTa, YYacCTBOBABILETO B KIMHHUYECKOM
WCCJICIOBAHUM  JIGKAPCTBEHHOTO  MperapaTta, BBIFOJONPHOOpETaTesIMU 10  JOTOBOPY
0053aTeNbHOTO CTPaxOBaHUs SBJSIOTCS TpakJlaHe, UMEIOIIHNE MPaBO Ha BO3MEIICHHUE Bpena B
Cclly4yae CMEpPTH KOpPMWJIbIIa B COOTBETCTBUM C TPaXIAHCKUM 3aKOHOIATEIBCTBOM, TPU
OTCYTCTBHH TaKUX TPa)KAaH - POJUTENH, CYNPYT, TE€TH YMEPIIEro MalueHTa, y4acTBOBABILETO B
KJIIMHUYECKOM HCCJICIOBAHUM JICKAPCTBEHHOI'O TMperapara, B Cilydyae CMEpTH TaIMeHTa,
y4acTBOBABIIETO B KIMHUYECKOM HCCIIEOBAHHH JIEKAPCTBEHHOIO MperapaTa U He MMEBLIETO
CaMOCTOSITEJILHOTO JIOXO0/a, - TPaXkJaHe, Ha MXKIUBEHUU KOTOPHIX OH HAXOJWJICSA, B OTHOUICHUU
BO3MEIICHHS] PACXOJ0B Ha TmorpebeHue TMalUeHTa, YYacTBOBABIIETO B KIMHHUYECKOM
MCCJIEI0BAHUM JIEKAPCTBEHHOTO Mpenapara, - JIio, OHECIIee TAKKE PACXO/IbI.

10. CrpaxoBas BhIIUIaTa B CYET BO3MEIICHHS Bpena, MPUUUMHEHHOTO >KU3HU TAI[UEHTA,
y4acTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAaHMM JIEKApPCTBEHHOTO Ipemnapara, pacrupesensercs
MEX]1y BBITOJJOTIPHOOPETATENIMU MPONOPIIMOHATHHO UX KOJTUYECTBY B PABHBIX JOJIX.

11. Ilpu HacTymIeHHWH CTPAaxOBOTO clyyas MAIMEHT, YYaCTBOBABIIUN B KIMHUYECKOM
WCCJICIOBAHUM JICKAPCTBEHHOTO TIpemapara, BBIFOJONPHOOpETaTENh BIpaBe MPEAbSIBUTH
HEMOCPEJICTBEHHO CTPAXOBIIUKY TpeOOBaHKE O BO3MEIIEHUH MPUYMHEHHOTO Bpena. CTpaxoBas
BBITIJIATa OCYIIECTBIISIETCS CTPAXOBIIUKOM B TE€UCHHE TPHUJALIATH JHEW CO JHS TMPEACTaBICHUS
HEOOXOIUMBIX JOKYMEHTOB. [lamMieHT, yd4acTBOBaBIIMI B KIMHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO TIpernapara, Wil BBITOJONPHOOpETaTeNh 0053aH COOOIINUTh CTPAXOBIIUKY IS
OCYIIECTBIICHUSI CTPAXOBOHM BBIMJIATHl MHAWBHUIYATbHBIM MACHTU(PHUKAIIMOHHBIN KOJ| MAlUeHTa,
YCTAaHOBJICHHBIM CTPaxoBaTeJIeM B COOTBETCTBUM C THUIOBBIMH IIpaBUJIAMHU OOS3aTEIHHOTO
CTpaxoOBaHMS.

12. Jlo moaHOTO OnpeaeneHus pa3Mepa MmoJiekaniero BO3MEIICHUIO Bpeaa CTPaXOBIIUK 110
3asIBJICHUI0 TIAIIMEHTA, YYacTBOBABIIETO B KIMHUYECKOM WCCIEAOBAHUU JIEKAPCTBEHHOTO
mpenapara, WiIM 3asBJICHUIO BBITOJONMPHOOpETATENsI BIpPaBE OCYIIECTBUTh YacTh CTPaxOBOMH
BBITIJIATHI, COOTBETCTBYIOIIYIO (PaKTHUECKH OTPECICHHONW YaCTH IPUYMHEHHOTO Bpea.

13. CrpaxoBas BbIIUIaTa B COOTBETCTBHHM C JIOTOBOPOM O00S3aTE€IBHOTO CTpPaxOBaHUs
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIMLJIAT, IPUYUTAIOIINXCS MO IPYTUM BHIaM CTPaXOBaHHUS.

14. He pmomyckaeTcst ydacTue MalMeHTa B IMPOBEICHUU KIMHUYECKOTO HCCIETOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00s13aTEIHHOTO CTPAXOBAHMSI.

15. KoHTponp 3a UCHOJTHEHHEM OpraHu3aluel, TMNOJyYMBIIEH pa3pelIieHHe Ha
OpPTaHM3aIMI0 TMPOBEACHUS KIMHUYECKOTO HCCIIEOBaHMUS JIEKQpCTBEHHOTO TIperapara i
MEIUIIMHCKOTO TPUMEHEHHUs, YCTAHOBJICHHOW HACTOSIICH CTaThed OO0S3aHHOCTH 1O
00s13aTeNLHOMY CTPaXOBaHUIO JKU3HHM, 30POBbsI MAIIMEHTA, YIaCTBYIONIETO (Y4aCTBOBABIIETO) B
KIIMHUYECKOM HCCIIEIOBAHUH JIEKAPCTBEHHOTO Mperapara, OCYIIECTBISETCS YIOIHOMOYEHHBIM
denepanbHBIM OPTaHOM HCIIOJIHUTEIBHON BJIACTH, BBIJABIINM pa3pelieHHue Ha MPOBEICHUE
KIIMHUYECKHUX UCCIICIOBAHMI JICKAPCTBEHHBIX MTPEMapaTOB ISl METUITUHCKOTO MPUMEHEHUSI.
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I'nasa 8. IPOU3BOJACTBO U MAPKUPOBKA JIEKAPCTBEHHBIX CPEJICTB
Cratbs 45. IIpon3BoACTBO JIEKaPCTBEHHBIX CPEICTB

1. IIpou3BOICTBO JIEKAPCTBEHHBIX CPEACTB JOJDKHO COOTBETCTBOBATh TPEOOBAaHUAM
IpaBUj HaJJIEXKaAIlel IMPOU3BOJICTBEHHONW IPAKTUKH, YTBEPXKICHHBIM YIIOJHOMOYEHHBIM
denepaabHBIM OpPraHOM HCHOJHHUTENBbHOM BiacTh. OCOOCHHOCTH TMEepexoaa IMPOU3BOACTBA
OTJICIIbHBIX JIEKAPCTBEHHBIX CPEJCTB K WX IPOU3BOJACTBY B COOTBETCTBUU C TPEeOOBaHUSIMU
MpaBUJl HaJUIeXAalled MPOU3BOACTBEHHOM NPAKTUKHU ycTaHaBiuBaroTcs [IpaBurenscTBOM
Poccniickoit ®denepanuu. Beigaya 3aKk04€HUN O COOTBETCTBUM IIPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB TpeOOBAHUSM IPaBUJ HaJUIeKAIIeH MPOU3BOJICTBEHHONW MPAKTUKU OCYILECTBIISIETCS 110
pe3yibTaTaM HMHCHEKTHUPOBAHUS IPOU3BOJUTENCH JIEKAPCTBEHHBIX CPEJICTB B  TOPSJIKE,
ycraHoBieHHOM [lIpaBurensctBom Poccuiickoit ®enepanuu. Pasmep mimatel 3a  BblIauvy
3aKJIFOYEHHUS O COOTBETCTBUU MPOM3BOJIUTENS JEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM MPABUI
HaJyIeKalleld MpOM3BOJCTBEHHOM IpakTUKU YycTaHaBiuBaerca [IpaBurenbctBoM Poccuiickoit
Oenepannu. [lopsagok opraHu3anuu W NPOBEACHUS HWHCIEKTUPOBAHMS IIPOU3BOAMUTENECH
JICKapCTBEHHBIX  CPEJICTB  HA  COOTBETCTBUE  TpeOOBaHMSIM  MpaBWJI  HaJuiexalen
MIPOU3BOJCTBEHHON NpakTUKU ycTaHaBiauBaercs [IpasurenscrBom Poccuiickoit denepanumn.

(B pen. @eaepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-D3, ot 22.12.2014
N 429-®3)

2. Ilpou3BOACTBO JEKAPCTBEHHBIX cpeACTB B Poccuiickoit denepanuil OCyIIeCTBISCTCS
MPOU3BOJUTEISIMU  JIEKAPCTBEHHBIX CPEACTB, HMMEIOLIMMHU JIMIEH3UI0 Ha IPOU3BOJCTBO
JIEKapCTBEHHBIX cpencTB. lloaTBepkaeHne cOOTBETCTBUS JIMIIEH3MATa MpaBUiIaM Hajulexalen
MPOU3BOJCTBEHHON TIPAKTUKH OCYILECTBIAECTCS B paMKax JIMIEH3MOHHOTO KOHTPOJIS B
COOTBETCTBUM C 3aKoHogarenbcTBoM Poccuiickoit ®enepanuu c y4eTroM OCOOEHHOCTEH,
YKa3aHHBIX B 4aCTH | HACTOSIIEN CTaThH.

(B pen. depepanbubix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. IIpou3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISETCA ¢ COOJIIOIEHUEM TpeOOBaHMI
MPOMBILIUIEHHOTO PErjlaMeHTa, KOTOPBIA YTBEPKIACTCS PYKOBOAUTENEM IPOU3BOJIUTENS
JIEKAPCTBEHHBIX CPEACTB M BKJIOUAET B Ce0sl MEpPEUYeHb HCIOIb3YEMBIX (hapMaIieBTUUECKUX
CyOCTaHIIMI1 U BCTIOMOTATENbHBIX BEIIECTB C YKa3aHHEM KOJIMYECTBA KaKIOTO M3 HHX, JaHHBIE
00 Kcrosib3yeMoM 000pyI0BaHUH, OMMCAHUE TEXHOJIOTUYECKOTO MPOIecca U METOI0B KOHTPOJIS
Ha BCEX ATarnax IpOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

4. Ilpu mnpOU3BOJCTBE JEKAPCTBEHHBIX CPEACTB HCIONB3YIOTCS (apMalleBTUYECKUE
CyOCTaHIIMM, BKJIIOYEHHBIE B TOCYJapCTBEHHBIM pEecTp JIeKapCTBEHHBIX CPEACTB, 3a
HCKITIOYCHHEM (DapMalrieBTHYECKUX CYOCTAHIINI, TPOU3BOAUMBIX JJIsI TIPOBEICHUS KIMHUYECKUX
UCCIIeIOBaHU U i dkcrnopTa. K mpoiieccy mpou3BoACTBa (hapMalleBTHUECKON CyOCTaHITUU
OTHOCSITCSL JTI0OBIE CTaJAUU TEXHOJOTHYECKOro IpoIllecca, MO3BOJISIOMINE IMONTYYUTh TOTOBBIN
MPOIYKT, COOTBETCTBYIOIINIA TpeOoBaHUSAM (apMaKOIEeHHON cTaThi, B TOM YHcIe epMeHTaIus,
AKCTPAKIIUS, OUYUCTKA, BBIJICIICHHE, IEPEKPUCTATUIN3ALINS, BHICYIIUBAHUE, U3MEIIbUEHUE.

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

4.1. IlepeueHb JEKapCTBEHHBIX MpenaparoB [Uisi MEIUIMHCKOTO TMPUMEHEHHS, B
OTHOIIIEHUH KOTOPBIX YCTAaHABIMBAIOTCS TpPeOOBaHUS K OOBEMY Taphl, YIAKOBKE U
KOMILUIEKTHOCTH, MEPEUYEHb JIEKAPCTBEHHBIX MPENapaToB AJisi BETEPUHAPHOTO NPUMEHEHUs, B
OTHOIIIEHUU KOTOPBIX YCTAHABIMBAIOTCA TPEOOBaHUS K OOBEMY Taphl, a TakKe TpeOOBaHUS K
00BeMy Taphl, yIMaKOBKE M KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MpENapaTtoB IJs METUIIUHCKOTO
NPUMEHEHHUs, TpeOoBaHMUsSI K 00beMy Taphl JEKAapCTBEHHBIX IpenapaToB ISl BETEPUHAPHOTO
NPUMEHEHUS  OMpPENENSAIOTCS  COOTBETCTBYIONIMMH  YIIOJHOMOYEHHBIMH  (eiepaIbHBIMU
OpraHamMu HMCHOJIHUTEIBLHOM BJIACTH B MOpsAKe, ycTaHoBiIeHHOM [IpaButensctBoM Poccuiickoit
®denepanuu.

(uactsb 4.1 B pen. @enepanbHoro 3akoHa ot 14.12.2015 N 374-D3)
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4.2. OpraHuszainyy, OCYIIECTBIISIONINE IMPOU3BOACTBO (apMalleBTUYECKONH CYOCTaHIUH
CupTa JTWIOBOTO (3TaHONA) JJs MPOU3BOJCTBA CHUPTOCOACPXKAIIMX JIEKApPCTBEHHBIX
npenapaToB, 00s3aHBI OCYIIECTBIIATH YU€T W JCKIAPHPOBAHUE B TOPSJKE, YCTAaHOBICHHOM
cratbsiMu 8 u 14 denepasbHOro 3akoHa ot 22 Hos0ps 1995 roma N 171-d3 "O
roCy/1apCTBEHHOM PETYJIMPOBAaHUH IIPOM3BOJCTBA U 000POTA 3TUIOBOIO CIIUPTA, aJIKOTOJIbHOU U
CHUPTOCOJEpKAIIe MPOIYKIUU U 00 OrpaHHYEHUU NOTpeOJIeHUS (PacHUTHs) aJIKOTOJbHOMN
npoayKuuu'".

(uactb 4.2 BBenena denepanbabiM 3akoHOM 0T 03.07.2016 N 261-D3)

5. 3amperaercs MpoU3BOJICTBO:

1) nekapCTBEHHBIX CPEACTB, HE BKIIOYEHHBIX B TOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX
CPeACTB, 3a HCKIIOYCHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAUMBIX JUIS MPOBEACHUS
KJIMHUYECKHUX MCCIIeIOBAHUN U I SKCIIOPTA;

2) panbcupuIpOBaHHBIX JEKAPCTBEHHBIX CPEJICTB;

3) nekapCcTBEHHBIX CPEACTB O€3 JIMLEH3UN Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/CTB;

4) nexkapCTBEHHBIX CpPEJCTB C HapyIIEHHWEM IMPaBWJI OpraHu3allld MPOU3BOJCTBA U
KOHTPOJISI KaueCTBa JIKAPCTBEHHBIX CPEJICTB.

6. IIpu BBOJE JEKapCTBEHHBIX CPEACTB B TPAKIAHCKUN OOOPOT YHMOJTHOMOYEHHOE JIMIIO
NPOM3BOJUTENS JIGKAPCTBEHHBIX CPEJACTB  OCYIIECTBISCT TIOATBEPKICHUE COOTBETCTBUS
JICKaPCTBEHHBIX  CPEACTB TpeOOBaHMSIM, YCTAHOBJIEHHBIM TIPU HX TOCYIapCTBEHHON
pETUCTpaIiK, ¥ TapaHTHPYET, YTO JICKAPCTBEHHBIE CPEJICTBA MPOU3BENEHBI B COOTBETCTBHU C
TpeOOBaHUSAMH MPABUII HAUIEkKAIEH MPOU3BOACTBEHHON MPAKTUKH.

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

7. YTIOJTHOMOYEHHBIM JUIIOM MPOU3BOMUTENS JIEKAPCTBEHHBIX CPEACTB SBISETCS €ro
pabOTHUK, AaTTECTOBAHHBI B YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (heepaabHbIM OpPraHOM
UCTIOJTHUTENIEHOW BIIACTH TOPSIKE U UMEIOIINHN CTaXK pabOThI HE MEHEE YeM IISTh JIET B 00JacTh
IOPOM3BOJCTBA M (WJIM) KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEJACTB, BhICIIee 0Opa3oBaHUE
COOTBETCTBEHHO IO OJHOW W3 clieluanbHOCTEN U (WIM) OAHOMY U3 HalpaBiI€HUH MOATOTOBKH:
Ouosorus, OMOTEXHOJIOT U, BETEPUHAPHSL, KITMHUYECKast MEUIIMHA, PaJHallMOHHAs, XUMHUECKas
u Ouonornyeckas 3ammra, papmanus, GyHIaMEeHTaIbHAS MEIUIIMHA, XUMHYECKasi TEXHOJIOTHS,
XUMHSL.

(uacts 7 B pen. denepanpHoro 3akoHa oT 22.10.2014 N 313-D3)

8. Ilpow3BomuTenu JIEKAPCTBEHHBIX CPEACTB  MOTYT  OCYIIECTBIATH  MPOJAXKY
JIEKapCTBEHHbIX CpPEACTB WJIM TMepeAaBaTh HUX B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoii denepanuu nopsake:

1) Apyrum npou3BOIUTENSIM JIEKAPCTBEHHBIX CPEICTB AJISI MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3aiysM ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMHU CPE/ICTBAMH;

3) anTe4YHbIM OpraHu3alysIM, BETEPUHAPHBIM allTE€YHbIM OpraHU3alusIM, UHIMBUAYaTbHBIM
OPEANPUHIMATENSIM, HWMEIOIIAM JIMICH3WI0 Ha (DapMaleBTHYECKYIO JesTeIbHOCTh WU
JIMIICH3UIO HA MEJUIIMHCKYIO NI TEbHOCTB;

4) Hay4HO-HCCIIEI0BATEIbCKUM OPTaHU3AIMAM Ul HAYYHO-HCCIIeI0BaTENbCKON pabOThI;

5) METUIIMHCKUM OpPTaHU3aIMsM U BeTepUHAPHBIM OpraHU3aIHMsIM;

6) opraHuM3anusM, OCYLIECTBISIOUIMM pa3BeJCHHE, BBIPAIIMBAHUE U COJEp)KAHHE
KUBOTHBIX.

Crartbs 46. MapkupoBKa JIEKapCTBEHHBIX CPEJICTB

1. JlexapcTBeHHblE TMpemapaThl, 3a MCKJIIOUEHHEM JIEKapCTBEHHBIX IPENaparos,
W3TOTOBJICHHBIX ANTEYHBIMH OpPraHU3allMsMH, BETCPUHAPHBIMH ANTEYHBIMH OpPTaHU3aIUsIMHU,
WHAUBUAYAIbHBIMH TPEANPUHUMATENSAMU, HMMEIOIIMMHU JIMLIEH3UI0 Ha (QapMaleBTUYECKYIO
JEeSITeNIbHOCTD, TOJIKHBI TIOCTYINaTh B 0OpaIleHue, ecilu:
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1) Ha UX MEpBUYHOM YIAKOBKE (32 MCKIIOUEHUEM IEPBUYHON YIAKOBKHU JIEKAPCTBEHHBIX
pPACTUTENBHBIX IPENapaToB) XOPOIIO YUTAEMbIM WIPU(TOM Ha PYCCKOM S3BIKE YKa3aHbl
HAaUMEHOBAHME JIEKAPCTBEHHOI'O IIpemapara (MEXAYHapOAHOE HENAaTEHTOBAHHOE, WJIU
IPyNIMPOBOYHOE, WJIM XHMHUYECKOE, WIM TOProBO€ HAMMEHOBAHME), HOMEp CEpHUH, Jara
BBITyCKa (i1 HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaTroB), CPOK TOAHOCTH,
JIO3MPOBKA UM KOHIICHTpPALUs, 00beM, aKTUBHOCTh B €AUHHIIAX ICHCTBUS MIIM KOTUYECTBO J03;
(B pen. Penepanbhbix 3akoHOB OT 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MMOTPEOUTENHCKOM) YIMaKOBKE XOPOLIO YHTAEMbIM HIPUPTOM Ha
PYCCKOM fA3bIKE€ yKa3aHbl HAaMMEHOBAHME JIEKAPCTBEHHOrO IIpernapara (MexIyHapoJHOe
HENAaTEHTOBAaHHOE, WJU TIPYNIHUPOBOYHOE, WM XHMHUECKOE U TOProBO€ HAaWMEHOBAaHUS),
HalMEHOBAaHME IPOM3BOJIUTENS JIEKAPCTBEHHOIO IIpenapara, HOMEep Cepuu, JlaTa BbIIycKa (a7
UMMYHOOMOJIOTHYECKMX  JICKAPCTBEHHBIX  MPEMapaTroB),  HOMEpP  PETUCTPAIIMOHHOTO
yJIOCTOBEPEHHsI, CPOK I'OJAHOCTH, CIIOCOO MPUMEHEHMs, TO3UPOBKA WM KOHIEHTpauus, o0beMm,
AKTUBHOCTh B €MHMIIAX JEHCTBHS JIMOO KOJIMYECTBO 103 B yMAaKOBKE, JEKapcTBeHHas (popma,
YCIIOBUS OTITYCKA, YCIIOBUSI XPAHEHUs, IPEAYIIPEAUTEIbHbIE HAAIUCH.

(B pen. ®enepanbubix 3akoHoB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. dapmaneBTHYECKHE CyOCTaHIMM JOJDKHBI IOCTyHaTb B OOpalleHHe, €cld Ha HX
NEPBUYHON YIIAaKOBKE XOPOILO YUTAEMbIM HIPU(TOM HA PYCCKOM SI3bIKE yKa3aHbl HAMUMEHOBAHUE
(dapmalneBTUYECKON CyOCTaHIMM (MEXIYHApOJHOE HENaTeHTOBAaHHOE, WIM TPYHNIUPOBOYHOE,
WIA  XUMHYECKOE M  TOProBO€  HAWMEHOBaHUS), HAUMEHOBAHHWE  IPOU3BOIMTEIN
(dapmaleBTUYECKOM CyOCTaHIIMK, HOMEP CEPUU U JJaTa U3TOTOBJICHUS, KOJIMUYECTBO B YIIAKOBKE U
€MHMIIBI U3MEPEHUS KOJIMYECTBA, CPOK T'OJHOCTH U YCIIOBUS XPaHEHHUSI.

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

3. JlexapcTBeHHBIE CpE/ICTBA B KAYECTBE CHIBOPOTOK JOJIKHBI ITOCTYNATh B OOpalleHHE C
yKa3aHHWEM KMUBOTHOT'O, U3 KPOBH, IIa3Mbl KPOBH, OPTraHOB U TKaHENH KOTOPOT'O OHH MOTY4EHBI.

4. Ha BTopuuHyto (MOTpEeOUTEIHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOTYyYEHHBIX
U3 KpOBM, IUIa3Mbl KpPOBHM, OpPraHOB M TKAaHEW 4YEJIOBEKa, JIOJDKHA HAHOCUTBHCS HAJIINUCh:
"Antutena x BUY-1, BUY-2, k Bupycy remaruta C M NOBEPXHOCTHBII AaHTUIEH BHpYyca
renatuta B oTcyTcTBYIOT".

5. Ha nepBuyHyr0O YHNakoBKy UM  BTOPUYHYIO (TIOTPEOUTENBCKYIO)  YIAKOBKY
paarodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEJCTB JOJKEH HAHOCUTBHCS 3HAK paJHallMOHHON
OIACHOCTH.

6. Ha Bropuunyro (mOTpeOMTENHCKYIO) YHNAKOBKY TOMEONATHYECKUX JIEKAPCTBEHHBIX
IIpenapaToB JOJKHA HAHOCUThCS HanuCh: "['oMmeonatnyeckuit”.

7. Ha BropuuHyio (IOTpEOMTENBCKYIO) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIbHBIX
MPENapaToB JI0JHKHA HAHOCUTHCS HAAMUCh: "[Ipoaykius nponuia paaruaiiOHHbIA KOHTPOJIb' .

8. Ha mepBHuHYIO yNakoBKY (€CIM Ul 3TOrO CYHIECTBYET TEXHHYECKas BO3MOXHOCTH) U
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX MPENapaToB, MpeJHa3HAYEHHbIX IS
KIMHUYECKUX  HUCCIIEJOBaHWM, JOJDKHA  HAHOCUTBCS  Haanuch: "o — KIMHUYECKHX
UCCIIEJOBaHUN".

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

9. YnakoBKa J€KapCTBEHHBIX CPEJCTB, MPEAHA3HAYEHHBIX UCKIYUTEIBHO I SKCIIOPTA,
MapKHUPYeTCsl B COOTBETCTBUU C TPEOOBAHUSIMH CTPAaHBI-UMIIOPTEPA.

10. Ha TpancnopTHyto Tapy, KOTopasi He IpeJHa3HaueHa JJis MoTpeduTeneit 1 B KOTOPYIO
MOMEILEHO JIEKapCTBEHHOE CPEACTBO, JOJDKHA HAHOCUTHCS HH(pOpMAIMs O HaMMEHOBaHUH,
CepuH JICKApCTBEHHOI'O CPEJICTBA, JaTe BBINYCKA, KOJMYECTBE BTOPHUYHBIX (MOTPEOUTEITHCKUX)
YIIaKOBOK JIEKAPCTBEHHOI'O CPEJCTBA, MPOU3BOAMUTENE JIEKAPCTBEHHOI'O CPEJCTBA C yKa3aHUEM
HAaUMEHOBAHMS M MECTOHAXOXKICHMsI IIPOU3BOJUTENS JIEKAPCTBEHHOIO CPEACTBa (azpec, B TOM
yuciae CTpaHa W (WJIM) MECTO TMPOHM3BOJICTBA JICKAPCTBEHHOTO CPEACTBA), a TAKXKE O CpPOKE
TOJTHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA U 00 YCIOBMSAX €r0 XpaHEHHs U MEPEeBO3KU, HEOOXOANMBbIE
IpeNyNpeaUTENbHbIE HAANUCH U MAaHUITYJISITOPHBIC 3HAKH.
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11. Ha nepBUYHYIO yNakOBKY H BTOPUYHYIO (TMOTPEOUTENBCKYIO) YHAKOBKY
JIEKapCTBEHHBIX CPEACTB AJIsl BETEPUHAPHOI'O NPUMEHEHUs J10JDKHA HAHOCUTBCS Haamuck: "Jlis
BETEPUHAPHOTO MPUMEHEHHUS "

12. Ha BropuuHyo (MOTpeOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHOTO IpenapaTa HaHOCUTCS
LITPUXOBOH KOJ.

I'naBa 9. BBO3 JIEKAPCTBEHHBIX CPE/ICTB
B POCCHVICKYIO ®EJEPAIIUIO Y BLIBO3 IEKAPCTBEHHBIX CPE/JICTB
N3 POCCUMCKOM ®EJEPAIINN
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratpa 47. Ilopsinok BBO3a JIEKapCTBEHHBIX CpeACcTB B Poccuiickyro denepanuio U BbIBO3a
JIeKapCTBEHHBIX cpeacTB u3 Poccuiickoit deneparuu
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyro deneparinio oCymecTBISIETCS B MOPSIKE,
ycranoBieHHOM [IpaBurensctBom Poccuiickoit denepannu, B COOTBETCTBUU C TaMOXCHHBIM
3aKOHOJATEIbLCTBOM TaM0KeHHOTo coro3a B paMkax EBpA3DC (nanee - TamoxxeHHBIH COI03) U
(nnn) 3axkoHOATEIHCTBOM Poccuiickoit deepanrivi 0 TaMOXECHHOM JIeJI€.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto ®enepanuio J€KapCTBEHHbIE CpEACTBA JOJIKHBI ObITh
BKJIIOUEHBI B FOCY/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

3. [Jomyckaercs BBO03 B  Poccuiickyto  ®egepanuio  KOHKPETHOM — mapTuu
3apETUCTPUPOBAHHBIX M (WIM)  HE3aperuCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEJCTB,
IpeHa3HAYEHHBIX JJISl IPOBEACHUS KIMHUYECKUX UCCIIEIOBAaHUN JIEKAapCTBEHHBIX MPENaparos,
IIPOBEJEHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIsl OCYILECTBICHHS TOCYJapCTBEHHOMN
PETUCTPALIMK JIEKAPCTBEHHBIX IPENapaToB MM JUIsl OKa3aHWsA MEIHWLUHCKON IIOMOIIM I10
JKU3HEHHBIM TIOKa3aHUSIM KOHKPETHOTO MalMeHTa Ha OCHOBAHUM pAa3pELICHMs], BBIJAHHOIO
YIOJIHOMOYEHHBIM (peJiepanbHbIM OpPraHOM HCHOJHMUTENBHOM BJIACTH IO 3asBICHUAM JIUII,
YKa3aHHBIX B cTaThe 48 Hactosmero denepabHOroO 3aKkoHa. PacCMOTpEeHNE Takoro 3asBJICHUS U
IIPUHSTHE PELLIECHUS O BbIJAaU€ Pa3pellieHUsI Ha BBO3 KOHKPETHOM MAPTUH 3apETUCTPUPOBAHHBIX U
(unu) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYEHHBIX AJIS MPOBEACHUS
KIIMHUYECKMX  HCCIIEOBAaHMI  JIGKAPCTBEHHBIX IIPENapaTroB, IPOBEAEHUS  DKCIEPTU3BI
JIEKapCTBEHHBIX CPEJCTB JUIsl OCYLIECTBJIEHUS TOCYJApCTBEHHON PErucTpanuy JeKapCTBEHHbIX
[pEernapaToB MM U1 OKa3aHWS MEIUIUHCKOM TMOMOIIM IO >KU3HEHHBIM IIOKa3aHUAM
KOHKPETHOI'0 MalueHTa Jubo 00 OTKa3e B BbIJAau€ YKA3aHHOTO Pa3pelIeHUs] MPOU3BOISATCS B
CPOK, HE MpPEBBILAIOIMINNA MATH pabounx aHel. Ilnata 3a BhlAauy yKa3aHHOTO pa3pelieHus He
B3MMAaeETCH.

(B pen. denepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyro ®enepanuio MOXHO BBO3UTH JIEKAPCTBEHHBIE CPEICTBA, KadeCTBO
KOTOPBIX  TOATBEPXKACHO  CEpTU(GUKATOM  IPOU3BOJAUTENS  JIEKAPCTBEHHBIX  CPEICTB,
yIIOCTOBEPSIOUIMM  COOTBETCTBHE  BBO3UMBIX  JIGKAPCTBEHHBIX  CPEACTB  TpeOOBaHUAM
dapmakornelHbIXx crateil 100 B ciay4yae MX OTCYTCTBUS HOPMATUBHOM JOKYMEHTAIlUU WM
HOPMAaTHUBHOT'O IOKYMEHTA.

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

5. 3ampemaercs BBo3 B Poccuiickyro ®@enepanuio GpanbcuPUIMPOBAHHBIX JEKAPCTBEHHBIX
CpeACTB, HEeIO0OPOKAaYeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPEJICTB.

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

6.  ®@anbcu(uIUpPOBaHHbIE  JIGKAPCTBEHHBIE  CPEACTBA,  HEAOOpPOKAUECTBEHHBIC

JIEKapCTBEHHBIE CPENICTBA MOJIEKAT U3BATUIO U TIOCIEAYIONIEMY YHUUTOXKEHHUIO UM BBIBO3Y M3
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Poccuiickoit ®enepanun, KOHTpadaKTHbIE JIEKApPCTBEHHbIE CpPEACTBA - H3BATHIO H
MOCJEAYIONIEMY YHHUYTOKEHHUIO. YHHUUYTOXKEHHWE Wi BbIBO3 U3 Poccuiickoit ®Denepanuu
(banbCcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEIO0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCA 3a CYeT JIMIA,
OCYIIECTBHBILETO HX BBO3. [lOpsAJOK yHUYTOXKEHUS W3BATHIX (pambcuduumpoBaHHBIX
JICKapCTBEHHBIX CPEJCTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CpeACTB ycTaHaBiauBaeTcs [IpaButensctBom Poccuiickoit denepanum.

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

7. Jluua, ocymecTBisitonue BBo3 B Poccuiickyro Denepanuio (hambCcuGUIIMPOBAHHBIX
JICKapCTBEHHBIX CPEACTB, HEI00POKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX
JIEKAPCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C TAaMOYKEHHBIM
3aKOHOATENbCTBOM TaM0KEHHOT0 coro3a U (Win) 3akoHoaarenbcTBoM Poccuiickoi @enepanyu
0 TaMO>KEHHOM JIEJI€.

(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

8. BbiBo3 nexapcTBeHHBIX cpeAcTB U3 Poccuiickoit ®denepauuu ocymectsisiercss 0e3
MPUMEHEHHUS OIPaHUYEHUM, YCTAHOBIEHHBIX TAMOXEHHBIM 3aKOHOAATEIbCTBOM TaMOXEHHOTO
coro3a u (unM) 3akoHoparenbcTBoM Poccuiickoit  ®enepanuu 0 TOCyJapCTBEHHOM
peryIupoBaHUM BHEIIHETOPIOBOM 1€ATEIbHOCTH.

(B pen. ®enmepanpubix 3akoHOB oT 06.12.2011 N 409-®3, or 25.11.2013 N 317-®3, or
22.12.2014 N 429-D3)

Crates 48. IOpunuyeckue nuia, KOTOPhIM pa3pellieH BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®@enepanuro
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlekapcTBeHHbI€ cpencTBa B Poccuiickyro denepannio MOTyT BBO3HT:
(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mpowusBoaMTENM JIEKAPCTBEHHBIX CPEACTB ISl Lesield COOCTBEHHOTO IPOM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

2) MHOCTpaHHbIE pa3pabOTUMKH JEKAPCTBEHHBIX CPEICTB M MHOCTPAHHBIE MPOU3BOIUTEIH
JIEKapCTBEHHBIX CPEJICTB WIM JpYrHe IOpUAMYECKHE JHIa [0 TMOPYYEHHIO pa3paboTyuka
JIEKapCTBEHHOI'O CpPEACTBA JJIsl NPOBEACHMs KIMHUYECKUX HCCIIENIOBAaHUN JIEKAPCTBEHHOTIO
npenapara, OCYIIECTBICHHUS TOCYJapCTBEHHOW perucTpanuu JeKapcTBEHHOIo Ipernapara,
BKJIIOYEHHUS (apMaleBTUUECKOW CYOCTaHIMM B TOCYIApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX
CPEICTB, KOHTpOJII KaydecTBa JIEKAPCTBEHHBIX CPEACTB IpPU HAIUYMM  pa3pelieHus
YIIOJIHOMOYEHHOT0 (helepalibHOro OpraHa UCTIONHUTEIFHON BIACTH Ha BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHBIX CPE/ICTB;

3) opranusaiyy oNTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPECTBAMM;

4) Hay4yHO-HCCIIEIOBATeIbCKIE OpraHU3alluy, 0Opa30BaTENIbHbIE OPraHU3allid BBICLIETO
o0pa3oBaHUs, MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB Uil pa3pabOTKH, HCCIIEAOBAHUM,
KOHTpOJIsl 0e30macHOCTH, KadecTBa, 3()P()EKTUBHOCTU JIEKApPCTBEHHBIX CPEACTB MPU HAIUYUU
pa3peleHus yIoJHOMOYEHHOT0 (pe/iepaibHOTO OpraHa UCIOJIHUTEIbHOM BIACTH;

(B pen. denepanpHoro 3akoHa ot 02.07.2013 N 185-03)

5) MemUIMHCKWE OpraHu3allid, WHbIE yKa3aHHble B NMyHKTax | - 4 HacTodlell craTbu
OpraHM3aly s OKa3aHUs MEAUIMHCKONW MOMOIIM MO KU3HEHHBIM MOKa3aHHUSM KOHKPETHOTO
nanueHTa M[pU  HAJUMYMKM  pa3pelieHus  YIOJHOMOYEHHOro  (enepanpHOro  opraHa
VCIIOJIHUTENIBHOM BJIACTH HAa BBO3 KOHKPETHOM MAapTHH JIEKAPCTBEHHOI'O IpENapara, BbIJaHHOTO
B YCTaHOBJICHHOM IOpsiike B (hOpME 3JIEKTPOHHOTO JOKYMEHTA, MOANMHCAHHOTO YCHUJICHHON
KBATH(UITUPOBAHHOM SJIEKTPOHHOM MOITHUCKIO.

(B pen. ®enepanpHoro 3akoHa ot 12.03.2014 N 33-03)
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Cratess 49. JlOKyMEHTBI, TNpEACTAaBIAEMbIE B TaMOXKEHHbIE oOpranbl Poccuiickoi
®denepanny Npu BBO3€E JICKAPCTBEHHBIX cpeAcTB B Pocculickyro denepanuto
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. IIpu BBO3€E JIeKapCTBEHHBIX CpeACcTB B Poccuiickyro ®denepaiuio B TaMOKEHHbBIE OPTaHbl
Poccuiickoit @enepanuu Hapsiay € JOKYMEHTAMH, NPEICTaBICHUE KOTOPBIX IPELyCMOTPEHO
TaMOKEHHBIM 3aKOHOJATelIbCTBOM TaMOXEHHOTO coro3a U (WIM) 3aKOHOJATEIbCTBOM
Poccniickoit denepanuu 0 TAMOXKEHHOM JIeJIe, IIPEACTABIISIOTCS CIEAYIOINUE JOKYMEHTHI:

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

1) cepruduxaT NOPOM3BOAMTENS  JIGKAPCTBEHHOTO  CPEACTBA,  YAOCTOBEPSAIOIININ
COOTBETCTBHE BBO3MMOTO JICKAPCTBEHHOTO CpeICTBa TPeOOBaHUSAM (hapMaKONEHHOW CTaThu
1100 B cilydae €€ OTCYTCTBUSI HOPMAaTUBHOM TIOKyMEHTALMK UM HOPMATUBHOT'O JOKYMEHTA,

2) pazpellieHue YIOJIHOMOYEHHOrO (elepalibHOr0 OpraHa HCIOJHUTEIBHON BJIAcTH Ha
BBO3 KOHKPETHOW MapTUM JIEKAPCTBEHHOI'O CPEJCTBA B CIlIyyasX, YCTAHOBJIEHHBIX YacTbio 3
crathu 47 Hacrosuiero OeaepanbHOro 3aKOHa.

2. JIoKyMeHTBI, YKa3aHHbIE B IyHKTax | u 2 yactu | HacTosel cTaTby, NPEeACTaBISIOTCS
B TaMOeHHble opraHbl Poccuiickoit ®denepanuu npu NpuOBITUU JEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuto.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Crarps 50. BB0o3 nexkapcTBeHHBIX mpemnapaToB B Poccuiickyto depepanuio i JTUYHOTO
WCIIOJIb30BAaHUS U MHBIX HEKOMMEPYECKUX LENEH, a TakKe JJIsl UCIOJIb30BaHUs HA TEPPUTOPUU
MEXIYHAPOJAHOTO MEIUIIMHCKOIO KJlacTepa
(B pen. Pepepanbubix 3akoHOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE MTpenapaThl MOTyT ObITh BBe3eHbI B Poccuiickyro denepanuio 0e3 yuera
TpeOOBaHUH, MPETyCMOTPEHHBIX 4acTsmu | - 4 crateu 47, crathsimu 48 u 49 Hacrosiero
®denepanbHOro 3aK0HA, €CJIM OHU IIPEIHA3HAYECHBI JUIS:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) Au4YHOTO WCHOJB30BaHUS (UINYECKUMHU JIHMIIAaMU, TpUOBIBIIMMU B Poccuiickyro
O®enepanmto. [Ipu stom BBO3 B Poccuiickyro @Peneparnuio JEKapCTBEHHBIX IPENaparos,
CoJIepKalIX CUIIbHOJEHCTBYIOIINE U (WIN) SIOBUTHIE BEIIECTBA, BKIFOUEHHBIE COOTBETCTBEHHO
B CIIMCOK CHJIbHOAECHCTBYIOIIMX BEIIECTB IS LIEJIEH YyrOJIOBHOIO 3aKOHOIaTeNbcTBa Poccuiickoit
@enepanii M B CIUCOK SJAOBHUTBIX BELIECTB U LEJIEH YroJOBHOIO 3aKOHOJATENIHCTBA
Poccuiickoit  ®enepaunu, yrBepxkaeHHble [IpaBuTensctBoM  Poccuiickoit  ®enepanmu,
OCYIIIECTBJISETCS NPU HAJIMYMHU JOKYMEHTOB (3aBEPEHHBIX KONHUI JOKYMEHTOB WJIN 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOJATBEPKIAIOUMX Ha3HaueHue (U3MUECKOMY JIMIY YKa3aHHBIX
JIEKAPCTBEHHBIX MpenaparoB (3a HCKIIIOUEHUEM JIEKapCTBEHHBIX Mpenaparos,
3apeructTpupoBaHHbIX B Poccuiickoit @enepanyu u otmyckaeMbix B Poccuiickoit denepanuu 6e3
pelenTa Ha JeKapcTBeHHbIN npenapar). Iloareepxaaroniye JOKyMEHTHI (MX 3aBEPEHHbBIE KOIIUU
WIM 3aBEPEHHbIE BBINUCKM M3 HHUX) JOJDKHBI COJEp)KaTh CBEACHHUS O HAUMEHOBAHUU U
KOJIMYECTBE HA3HAYCHHOI'O JIEKAPCTBEHHOIO Ipenapara. B ciydae, ecii NOATBEpKAArOLIUE
JOKYMEHTHI (MX 3aBEpPEHHbIE KONUU WJIM 3aBEPEHHbIE BBIMUCKA M3 HUX) COCTAaBJIEHbI Ha
WHOCTPAHHOM S3BIKE, K HUM IIPUJIAraeTcs HOTapUAIbHO 3aBEPEHHBIN ITEPEBOJ] HA PYCCKHUM SI3BIK;
(m. 1 B pea. @enepanbHoro 3akoHa ot 02.06.2016 N 163-03)

2) WCMOJIb30BaHMSI PAOOTHUKAMU JUIUIOMAaTHYECKOrO KOpIyca WM MpPeACTaBUTENSIMU
MEXKIYHApOAHBIX OpraHu3aluii, akKpeIuToBaHHbIX B Poccuiickoit denepanny;

3) neyeHus MacCaKUPOB U WICHOB SKUTMIAXKEH TPAHCIIOPTHBIX CPEACTB, OE3THBIX OpHUraa u
BOJIUTENEH TPAHCIIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyro denepanmio;

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

4) neyeHHs] YYaCTHUKOB MEXKIAYHAPOIHBIX KYJIbTYPHBIX, CHOPTHUBHBIX MEPONPHUITHH U

YYaCTHUKOB MEXIAYHAPOAHBIX IKCIIEIULINN;
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5) nedeHMs] KOHKPETHBIX XMBOTHBIX B 300IapKaX, a TaKXe MXUBOTHBIX, BBO3UMBIX B
Poccniickyro ®denepanuio s y4acTHUs B CHOPTUBHBIX U 3PEJIUIIHBIX MEPONIPUATHSIX;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) KCII0JIb30BaHMSI HA TEPPUTOPHH MEXTYHAPOJAHOTO MEAUIIMHCKOTO KJIacTepa.
(m. 6 BBeneH DeaepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnydasx, npenycMOTPEHHBIX 4acTbio | HacTosAlled cTaTbM, AOIYCKAaeTCsl BBO3 B
Poccniickyro denepanuio JIeKapCTBEHHBIX IIPENApaToB, HE 3apEruCTPUPOBAHHBIX B Poccuiickoit
®denepauuu.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIE Ipenaparbl, IpeAHA3HAUYEHHblE JJI1 TyMaHUTapHOM IOMOILU
(comedcTBMsI) MM TIOMOILIM IIPU YpPE3BbIYANHBIX CHUTyalMsAx, BBO3sATCI B Poccuiickyro
Qenepanmio B nopsake, ycraHoBiaeHHOM IIpaBurensctBoM  Poccumiickoit  Penepanuu.
3ampemaercss BBo3 B Poccuiickyro ®exnepanuio He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IPenapaToB, NpeJHA3HAYEHHbIX ISl TYMaHUTApHOM MOMOIIM (COAEMCTBUS) WM MOMOIIYU NPU
Ype3BbIYAIHBIX CUTYAIUX.

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

Cratess  51. CorpyanuuectBo (enepanbHOr0 OpraHa HCIOJHUTEIBHOW — BIIACTH,
YIIOJITHOMOYEHHOTO B 00JACTH TaMOXXEHHOTO Jiefia, M APYTUX YIMOJTHOMOYEHHBIX (eaepabHbIX
OpraHOB HUCIOJHUTENIBHOMN BJIaCTU

1. YnonHomoueHHbIe (enepabHble OpPTraHbl UCTIOHUTEILHONW BIACTH TPEIOCTABISIOT B
pacriopsbkeHue (efepaibHOro OopraHa MCIOJHUTEIbHON BJIACTH, YIOJHOMOYEHHOI'O B 00JacTu
TaMOXXEHHOTO JIeJia, TOCYJIapCTBEHHBIN PEECTp JIGKAPCTBEHHBIX CPEJCTB, a TaKKe WHPOPMALIUIO
O BBIJJAHHBIX Pa3pelICHUAX HAa BBO3 KOHKPETHOW NAapTHU JIEKAPCTBEHHBIX CPEICTB B CIyYasx,
YCTaHOBJIEHHBIX 4acThlO 3 cTraThy 47 HacTosmero denepanbHOro 3aKOHa.

2. @enepanbHBI OpraH UCIOJHUTENIBHOW BJIAcTH, YIOJHOMOUYEHHBIH B 00JacTu
TaMOKEHHOT0 Jiea, THPOPMUPYET YKa3aHHbIE B 4acTU | HACTOALIEH CTaThU YIMOJIHOMOYEHHbBIE
(benepanabHble OpraHbl UCIIOJIHUTENIBHON BJIACTH O BBO3€ JIEKAPCTBEHHBIX CpecTB B Poccuiickyro
@enepaliio 1 BbIBO3E JIEKAPCTBEHHBIX cpencTB U3 Poccuiickoit ®denepannu no ¢opme u B
NopsiIKe, KOTOpble ycTaHOBIIEHbI [[paBuTenscTBOM Poccuiickon @enepanum.

(B pea. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

I'nmaBa 10. PAPMAHEBTUYECKASA JEATEJIBHOCTbD
Cratbs 52. OcymecTBiieHue (papManeBTUUIECKOM NesTeTbHOCTH

1. ®apmaneBTHUECKAs! AESITEIBHOCTD OCYILECTBIISETCSI OPraHU3aUsIMU ONTOBOM TOPTOBIIN
JIEKapCTBEHHBIMU CPEACTBAMM, ANTEUHbIMM OpPTraHU3alUsSMH, BETEPUHAPHBIMHU AaNTEYHBIMU
OpraHu3alUsIMHM, WHIWBUAYAIbHBIMUA TMPEANPUHUMATENSAMH, WMEIOIMIMMHU JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JIeATEIbHOCTh, MEAUIIMHCKUMH OpTaHU3aIUsIMHI, UMEIOIIMMHU JIULIEH3HUIO Ha
(apMaIeBTUYECKYIO JIeATENILHOCTh, U UX 000COOIEHHBIMU MO/Ipa3ieieHUs MU (aMOynaTopHsIMH,
denpamepckuMu U (QeapAIIepCKO-aKyIIepCKUMU TYHKTaMHU, LIEHTpaMH (OTAeNIeHUusIMHU) o0mIeit
BpaueOHOM (ceMelHO) MpPaKTUKH), PACIOIOKEHHBIMH B CEIbCKMX HACEIEHHBIX MYyHKTax, B
KOTOpPBIX OTCYTCTBYIOT allT€YHble OpraHMU3allMM, W BETEPUHAPHBIMU OpraHU3alUsIMU,
UMEIOUIIMH JIMIEH3UI0 Ha (hapMalleBTUYECKYIO I€ITEIbHOCTb.

(B pen. deaepanbHoro 3akona ot 25.11.2013 N 317-03)

2. ®usuyeckue JHLA MOTYT OCYLIECTBIATh (PapMaleBTHUYECKYIO [ESATEIbHOCTh IpU
HAJIMYUK BBICIIETO MJM CpenHero (apmaneBTHUECKOro oOpa3oBaHUS M CepTH(HKATa
CHELMaNINCTa, BBICIIETO MM CPEIHEro BETEPUHApPHOIO 00pa3oBaHMA U  cepTH(UKaTa
CHELMAINCTa, a TAKXKE BBICIIETO WM CPEIHEr0 METUIIMHCKOro oOpa3oBaHUs, cepTudukara
CHEeLMAINCTa U JOINOJHUTEIBHOTO NPOPECCHOHATIBHOIO O0pa3oBaHUS B 4YacTU PO3HUYHOM
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TOPTrOBJIM JIEKAPCTBEHHBIMH TMperapaTaMM IpU YCIOBUHM HX paboThl B  000COOICHHBIX
noapa3aciICHUAX MCOAUIUHCKUX OpFﬁHI/I?;ElLIHﬁ, YKa3aHHbIX B 4aCTHU 1 HaCTOﬂIJ_Ieﬁ CTaThu.
(dactb 2 B pen. @eaepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Crates 53. Ilponmaxa, mnepenaya JIEKQpCTBEHHBIX CpPEJICTB OpraHU3alUsMU ONTOBOM
TOPIOBJIN JIEKAPCTBEHHBIMH CPEICTBAMU

OpFaHI/I3aI_II/II/I OITOBOM TOProBJIMW JICKAPCTBCHHBIMU CpPCACTBAMU MOI'YT OCYHICCTBJIATH
MPOJAXy JIEKaPCTBEHHBIX CPEJICTB WIM TepefaBaTh WX B YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu nopsike:

1) apyrum opraHusanusaM ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) NpOU3BOAUTENSIM JIEKAPCTBEHHBIX CPEJCTB Ul LieJIed MPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEJICTB;

3) AIlITCUHBIM OpPraHu3alusaM U BETCPUHAPHBIM alITCYHBIM OPraHU3alHuiAM,

4) Hay4YHO-HCCIEeI0BATEIILCKIM OpPraHu3alusIM i1 HAyYHO-UCCIIEeI0BATEIbCKOM PaboThI;

5) MHIUMBUIYaIbHBIM MPEANPUHUMATENSM, UMEIOIIUM JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
ACATCIIBHOCTD WJIN JIMICH3WIO HA MCAUIUHCKYIO ACATCIBbHOCTD,

6) MEIMIIMHCKUM OpraHU3alusM, BEeTEpUHAPHBIM OPTaHU3AIIMSIM;

7) opraHuzanMsM, OCYIIECTBISIOUIMM pa3BelIeHUE, BbIpAlIMBAaHUE U COJEp)KaHUe
JKUBOTHBIX.

Cratbs 54. IIpaBuna onToBOi TOProOBIM JIEKAPCTBEHHBIMU CPEICTBAMU

OnToBasi TOProBisl JIEKAPCTBEHHBIMU CPEACTBAMU OCYLIECTBIISIETCS IMPOU3BOAUTEISIMU
JIEKaPCTBEHHBIX CPEJICTB U OPraHU3aLMAMH ONTOBON TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMH 110
IpaBWJiaM HajJexalleld AUCTPUOBIOTOPCKOM MPAaKTUKM WU MpaBWIaM HaJuiexalled NpaKTHKU
XpPaHEHUs M NEPEBO3KU JIEKAPCTBEHHBIX IIPENapaTroB, YTBEPKIACHHBIM COOTBETCTBYIOIIUMU
YIOJIHOMOYEHHBIMU (e/iepaaIbHBIMU OpraHaMU UCTIOJIHUTENbHON BIIACTH.

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

Cratps 55. Ilopsaok po3HMYHOM TOProBIIM JEKaPCTBEHHBIMU NIpenapaTaMu

1. Po3Hn4Has TOProwisl JIEKAPCTBEHHBIMU IperaparaMu B KOJMYECTBAX, HEOOXOJIUMBIX
JUISL BBITIOJTHEHMSI BpaueOHBIX ((enbAlepcKiX) Ha3HAUEHUN WM Ha3HAYeHWH CHEelMauCTOB B
00J1acTH  BETEpUHAPUH, OCYIIECTBIISETCS aNTEYHbIMH OpraHU3alUsAMM, BETEpPUHAPHBIMU
anTeYHbIMHU OpraHU3aLUSAMHU, HHIUBUAYAIbHBIMU NPEANPUHUMATENSIMU, UMEIOIUMU JINLEH3UIO
Ha (apMareBTUYECKYIO IEATEIbHOCTh, MEAUIIMHCKIMH OpraHU3alysIMi, UMEIOIUMHU JIUIEH3UI0
Ha  (apMaleBTUYECKYI0  JAESITEIbHOCTb, W  HMX  000COOJEHHBIMH  TOJpa3JeICHUIMU
(amOynaropusimMu, (enapaAmepckumMu U (peIbAIIepcKo-aKyIIepCKUMUA MYHKTaMH, LIEHTpaMu
(oTnenenusiMmu) oOmie BpaueOHON (CeMEHON) MpPaKTHKH), PACHOJIOKEHHBIMH B CEIbCKUX
HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEUHbIE OpraHU3alMd, U BETEPUHAPHBIMHU
OpraHM3alUsIMH, HUMEIOIIMMHU JIMLIEH3UI0 Ha (apMalleBTUYECKYIO NeATelbHOCTh. Pa3zpemieHa
pPO3HMYHAs TOPIOBJIS TOJIBKO JIEKAPCTBEHHBIMM IIpelapaTaMH, 3aperuCTpUpPOBAaHHBIMH B
Poccuiickoit ®@enepaiyivi WM U3TOTOBJICHHBIMU allTEYHBIMU OPraHU3alMsSIMU, BETEPUHAPHBIMU
aNTEYHbIMHM OpraHU3aLUAMH, HHIUBUAYAIbHBIMU NPEANPUHUMATEISIMH, UMEIOIIMMHU JUIICH3UIO
Ha (apMalleBTUYECKYIO JEATEIbHOCTh. PO3HMYHAs TOProBisl JIEKAPCTBEHHBIMH IpernapaTamMu
OCYIIECTBIIIETCS 10 TMpaBUjaM  HaJJIekKallled anTeYyHOW INPAKTHKH, YTBEPXKIACHHBIM
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTEIIBHOM BIACTH.
(B pen. depepanbubix 3aKkoHOB OT 25.11.2013 N 317-D3, o1 22.12.2014 N 429-D3)

2. Buapl anTeyHbIX OpraHM3alMid W MpaBHUiIa OTIYCKA JIEKAPCTBEHHBIX MPENapaToB JUIS
MEIUIUHCKOTO PUMEHEHHUS anTEeYHbIMU OpraHu3alUsIMH, WH/IMBUYaJIbHBIMU
NpeANpPUHUMATENISMY, UMEIOMIMMHU JIMICH3UIO Ha (papMalieBTUYECKYIO JEATEIbHOCTh, a TaKXe
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MpaBuJia OTIYCKA JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIIUHCKOTO IPUMEHEHUS METUITTHCKUMU
OpraHM3alUsIMH, HWMEIOUIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JEeATEIbHOCTh, W HX
000COOJCHHBIMH  TIOJIpa3/eieHUusIMI  (aMOynaTopusiMu, (QenpAmEepCKUMUA U (hesbIIIepCcKo-
aKyIIEPCKUMHU ITyHKTaMH, IEHTpaMu (OTICICHUAMH) 001Iel BpaueOHON (CeMEMHON) MPAaKTHKH),
pAcIIONIOKEHHBIMU B CEJIbCKMX HACEJCHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeuHBIC
OpraHM3aly, YTBEPXKAAIOTCS YIOJIHOMOYEHHBIM (elepaibHbIM OPraHOM HCIOJHUTEIbHON
BJIACTH.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

3. IlpaBuna oOTmycKka HapKOTHMYECKHUX CPEICTB W  IICUXOTPOIHBIX  BEIECTB,
3apETUCTPUPOBAHHBIX B KAueCTBE JICKAPCTBEHHBIX NpPENapaToB, JIEKAPCTBEHHBIX MPENapaTos,
CoJlepKallMX HApKOTUYECKHE CpEICTBA U ICUXOTPOIHBIE BEIIECTBA, YTBEPXKIAIOTCSA
YIIOJIHOMOYEHHBIM (peiepajbHBIM OPraHOM HCIIOJHUTEIBHON BIACTH IO COIJIACOBAaHHUIO C
(denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH, YIIOJIHOMOYEHHBIM B c(pepe BHYTPEHHHX JIEI.
(B pea. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapcTBeHHBIE TpenapaThl Ui BETEPUHAPHOTO MPUMEHEHHUS IMOJUIEKAT OTIIYCKY
BETEPUHAPHBIMU anTeYHBIMU OpraHu3alusIMH, BETEPUHAPHBIMU OpraHu3alusIMH,
WH/IMBUAYAIIHBIMU TIPEANPHHUMATENSIMH, WMCIOIIUMH JIMLEH3UI0 Ha (DapManeBTHYECKYIO
JesTeNIbHOCTh. [IpaBuia oTmycka 1eKapcTBEHHBIX IPENapaToB /Il BETEPUHAPHOTO MPUMEHEHUS
YTBEPKAAIOTCS YIOTHOMOYEHHBIM (heZiepaibHbIM OPraHOM UCTIOJTHUTENBHOM BIACTH.

5. IlepeyeHb MEIUIIMHCKUX OPTaHU3ALNNA, UMEIONINX JHUICH3UI0 Ha (apMaleBTUYECKYIO
NeSITeIbHOCTh, M WX OOOCOOJEHHBIX TMojApa3ieieHuil (amMOynaTopuif, QenpImepckux u
GbenpanepcKko-aKyepcKux IMyHKTOB, LIEHTPOB (OTHeNneHuid) oOmiel BpaueOHOU (ceMeiHOM)
NPAaKTUKH), PACTOJIOKEHHBIX B CEIIbCKAX HACEICHHBIX NYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpPraHu3allid, a TaKXe MepedyeHb JIEKAPCTBEHHBIX MpPEnapaTtoB (3a HCKIOUYECHUEM
HapKOTHYECKUX JIEKAPCTBEHHBIX IPEMapaToB W IMCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB),
MPOJIa’ka KOTOPBIX MOXKET OCYIIECTBIISTHCS YKa3aHHBIMU OPTaHU3alUAMUA U UX 000COO0TICHHBIMU
MOJPA3/ICICHUsIMI, ~ yCTAaHABIMBAIOTCS OpraHaMH  HCIIOJHUTEIBHOH BIACTH  CyOBEKTOB
Poccuiickoit @enepanuu.

(B pen. denepanpHoro 3akoHa oT 25.11.2013 N 317-03)

6. AnTeuyHple OpraHW3alM{, WHIUBUAYaJIbHBIC TPEANPHHUMATENN, UMEIOIINE JTHIIEH3UIO
Ha  (apMaleBTUYECKYI0  JIeATENbHOCTh,  00si3aHBl ~ oOecreuynBaTh  YTBEPXKIACHHBIN
[TpaButensctBOM Poccuiickoit denepanuu 1 (GopMUpyeMblii B YCTAaHOBJIEHHOM UM IOPSJIKE
MUHUMAJbHBI aCCOPTUMEHT JIEKApPCTBEHHBIX MpEnaparoB, HEOOXOMUMBIX [UIsI OKa3aHUs
MEIUIUHCKON TTOMOIIH.

(uacTsb 6 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTedHble OpraHM3alNH, WHIUBUAYAIbHBIE TMPEINPUHUMATEIH, UMEIOIUE JIUIICH3HIO
Ha (papManeBTUYECKYIO JEATEIFHOCTh, HAPSy C JIGKAPCTBEHHBIMHU TIpenapaTaMyi UMEIOT MPaBo
nproOpeTaTh M MPOJIaBaTh MEAUIIMHCKUE H3ACTUs, Ne3UHPUIMPYIOMINUE CPECTBA, MPEAMETH U
CpeACTBa JMYHOM TWUTHEHBI, TOCYAY [UIS MEIWIMHCKHX IeJNel, MpeaMeThl M CpPeICTBa,
npelHa3HauYeHHbIE 7S yXoAa 3a OOJIbHBIMH, HOBOPOXKIECHHBIMH W JE€TbMH, HE JOCTUTIIUMHU
BO3pacTa TpeX JIET, OYKOBYIO ONTHKY U CPENICTBA yXOJa 3a Hel, MUHEpabHbIE BOBI, TIPOTYKTHI
Je4yeOHOro, JEeTCKOro M JUeTHYECKOro IUTaHWUsA, OWMOJIOTMYECKH aKTUBHBIE J00aBKH,
nap(droMepHbIle W KOCMETHYECKHE CPEJCTBA, MEIWIIMHCKAE W CAHWUTApHO-TIPOCBETHTEIHHEIC
NIeYaTHBIE M3/IaHus, TpeTHa3HAUYCHHBIE TSI TPOTIaraH/ibl 3JI0pOBOTO 00pa3a KHU3HH.

(B pen. denepanbHbIx 3ak0HOB OT 27.07.2010 N 192-D3, o1 25.11.2013 N 317-D3)

8. lesaTenbHOCTh anTeuHbIX opranusauuii Boopyxennbix Cun Poccuiickoit denepanun,
JIPYTHX BOWCK, BOWHCKHUX (DOPMHUpPOBAaHHM ¥ OPraHOB, B KOTOPHIX 3aKOHOJATEIbCTBOM
Poccuiickoit denepanun npeaycMOTPEHO MPOXOXKIECHUE BOCHHOW CIYKObI wiH deaepaaTbHOn
TOCYIapCTBEHHOW  CIyXObI,  CBS3aHHOW C  MPaBOOXPAHUTEIBHOH  JIEATEIHHOCTHIO,
perjJaMeHTupyercs HACTOSIIIIUM ®denepaibHbIM 3aKOHOM u YTBEPKJACHHBIMU
COOTBETCTBYIOIIUMHU (efepaTbHbIMA OpTaHAMH HCIIOJIHUTEIBHONW BJIACTH TOJIOKEHUSMHU.
KonTposns 3a cobmoieHneM yka3aHHBIMU allTE€YHBIMU OPraHU3alUsIMU MOJIOKEHUH HACTOSIIEro
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@DenepanibHOTO 3aKOHA OCYILECTBIISIETCS COOTBETCTBYIOIIUMH  (eiepalbHBIMU  OpraHaMu
VCIIOJIHUTEJIBHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Cratpa 56. I3roToBiieHHE U OTITYCK JIEKAPCTBEHHBIX ITPENapaToB

1. UW3roroBineHue  JIEKapCTBEHHBIX  IpENapaToB  alTEUYHbIMU  OPraHU3ALUAMU,
BCTCPUHAPHBIMU  AlITCUHBIMU  OpPraHU3allusIMH, HWHIUBUAYAJIbHBIMUA HNPCANPUHUMATCIIAAMH,
UMEIOIMMHU JIMLEH3HIO Ha (hapMalleBTHUECKYIO 1A TeIbHOCTh, OCYIIECTBIISIETCS IO PEeLenTaM Ha
JIEKapCTBEHHbIE IpenapaTsl, MO0 TPeOOBaHMSAM MEIUIMHCKUX OpraHU3alUil, BeTepUHAPHBIX
oprT: aHI/I3aI_[I/H>'I B COOTBCTCTBUMU C IIpaBWJIaMKW HM3IOTOBJICHUA U OTIYCKa JICKAPCTBCHHBIX
IpenapaToB, YTBEP)KICHHBIMU YIIOJIHOMOYEHHBIM (DeepalbHbIM OpPraHOM HCIIOJIHUTEIbHON
BJIACTH.

2. HpI/I H3TOTOBJICHUH JICKAPCTBCHHLIX MNPCIaparoB alTCYHbBIMM OpraHU3alUusIMHu,
BETEpUHAPHBIMU  allTEYHbIMM OPTaHMU3ALMUAMH, WHAMBUIYAIbHBIMU IpPEIIPUHUMATEISIMH,
UMCIOIIIUMHU JIUIOCH3UIO Ha d)apMaIIeBTI/I‘-IeCKyIO ACATCIIbHOCTD, HCITOJIB3YIOTCA
dapmarieBTHYeCKHEe CYyOCTaHLIMM, BKJIFOUYEHHBbIE COOTBETCTBEHHO B T'OCYJApCTBEHHBIM peectp
JICKAPCTBCHHLIX CPCACTB JII MCAULIMHCKOTO IIPHUMCHCHHUA U I‘OCYZIapCTBeHHI)If/'I peecTp
JIEKapCTBEHHBIX CPEJCTB U1 BETEPUHAPHOTO NPHUMEHEHMs B YCTAaHOBJICHHOM mopsake. He
JOIMYCKACTCA  HM3rOTOBJICHUC  AIITCUHLIMU  OpraHu3alisiMHu, BCETCPUHAPHBIMU  alITCYHBIMHA
OpraHu3alUsIMM, WHIUBUAYAJIbHBIMU MPEANPUHUMATENISAMH, HMEIOIIMMHU JIMIEH3UI0 Ha
(dapMalleBTUYECKYIO JESTEIbHOCTb, JIEKAPCTBEHHBIX IIPENApaToB, 3aperUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

3. MapkupoBKa  JIGKAPCTBEHHBIX  IPENApaToB, HA3TrOTOBJICHHBIX anTe4YHbIMU
OpraHM3alMsMH,  BETEPUHAPHBIMU  AaNTE€YHBIMH  OPraHU3alUsMH,  HWHIUBUAYAJIbHBIMU
npeanpuHuMareIiMM, HMCIOIIUMHA JIMICH3UIO Ha q)apMaﬂeBTI/ILIeCKYIO JACATCIIbHOCTh, H
oopmieHHe TakUX NpenapaToB JOJKHBI COOTBETCTBOBATH MpPaBMIIaM, YKa3aHHBIM B yacTu 1
HACTOAILIEHN CTATBHU.

4. AnrteuHbie opraHu3an, BCTCPUHAPHBLIC AINITCUHBLIC OpraHU3allud, WHAWBUAYAJIbHBLIC
OpeANpUHUMATENN, HMEIOUIME JIMLIEH3UI0 Ha (apMaleBTHUECKYI0 JeSTeIbHOCTh, HECYT
OTBETCTBEHHOCTb 3a HECOOJIOICHHE TPaBUJl M3TOTOBJIEHUS M OTIYCKA JIEKAPCTBEHHBIX
IIPEnapaToB B COOTBETCTBHUHU € 3aKOHOAATENbCTBOM Pocculickon denepanuu.

Cratbst 57. 3ampenieHue mnpoaaxu (GaabCUPUUUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HEeI00pOKAaYeCTBEHHBIX JICKAPCTBEHHBIX CPEJCTB, KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPENICTB

Hpoz[axca (1)aJIBCI/I(I)I/II_[I/IpOBaHHBIX JICKApCTBCHHBIX  CPCACTB, HCI[06p0Ka‘-ICCTBCHHBIX
JICKApCTBCHHLBIX CPCACTB, KOHTpa(paKTHBIX JICKApPCTBCHHBIX CPCACTB 3aIIpCIIacTCH.

Cratpa 58. XpaHeHHe JIEKaApCTBEHHBIX CPEJICTB

1. XpaHeHue JeKapCTBEHHBIX CPEJICTB OCYIIECTBISETCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPEICTB, OpraHM3alMsIMH ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEACTBAMM, ANTEUHBIMU
OpraHM3alUsIMH,  BETEPUHAPHBIMU  AaNTE€YHBIMU  OpraHU3alUsSMH,  UHIUBUAYaIbHBIMU
OpeANpUHUMATENSAMY, HMEIOIIMMHU JIMLIEH3UI0 Ha (DapMaleBTHYECKYIO JesTeIbHOCTh WU
JUIEH3UI0 Ha METUIMHCKYIO AESITeIbHOCTb, MEIUIIMHCKUMU OpraHU3alUsIMH, BETEpUHAPHBIMU
OpraHu3alsIMM U MHBIMU OPTaHU3aIMsIMH, OCYIIECTBISIOIIMMHU OOpallleHHe JIeKapCTBEHHBIX
cpeacTB. XpaHEHHE JIEKAPCTBEHHBIX CPEJCTB Ul BETEPUHAPHOI'O MPUMEHEHUS OpraHu3alusIMu
U UHIUBUAYQIBHBIMU  IPEANPUHUMATENSIMH B CIOydasX, €CIM OHM  HCIOJb3YHOTCS
UCKJIFOUUTENILHO NPH Pa3BEJCHUHU, BBIPAIIMBAHUM, COACPKAHUU U JICYEHUU KUBOTHBIX, MOXET
OCYILECTBIIATHCS 0€3 MOTy4EHUs JIMLIEH3UHN Ha (apMalleBTUUECKYIO AESTEIbHOCTb.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)
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2. IlpaBuna XpaHEHHs JEKAPCTBEHHBIX CPEJICTB YTBEPKIAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHHTEILHOU BIIACTH.

3. XpaHeHue HApPKOTHYECKUX JIEKAPCTBEHHBIX CPEACTB, NMCHUXOTPOIHBIX JIEKAPCTBEHHBIX
CPEICTB, pagnodapMaleBTUYECKUX JICKAPCTBEHHBIX CPEIICTB OCYIIECTBIISICTCS B COOTBETCTBUH C
3akoHo1aresibecTBOM Poccuniickoit denepanmu.

Cratpss  58.1. IlpenMeTHO-KOJMYECTBEHHBIN ydyeT JIEKApCTBEHHBIX CPEJICTB  JUIS
MEIUIIUHCKOTO IPUMEHEHUS
(BBenena deaepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Ilepeuenp nEKapCTBEHHBIX CPEIACTB I MEIULMUHCKOIO MPUMEHEHHMS, TMOJIeHKAIIUX
MPEIMETHO-KOJIMYECTBEHHOMY YUETY, YTBEPKIACTCS YIIOJIHOMOUYEHHBIM (peiepaibHbIM OPTaHOM
WCIIOJIHUTEJIBHOM BJIACTH.

2. Tlopsinok BKIIOYCHHS JICKAPCTBEHHBIX CPEICTB IS MEIUIMHCKOTO TPUMEHCHUS B
NepPEUYEHb JIEKAPCTBEHHBIX CPEJCTB JJII MEJULUMHCKOTO MPUMEHEHHUS], TOAJIEKAINX TPEAMETHO-
KOJMYECTBEHHOMY y4YeTy, VYCTaHaBJIMBAETCA YIOJHOMOYEHHBIM (enepaibHbIM  OpPraHoM
MCIIOJTHUTENIbHOM BJIACTU MO COTJIAcOBaHUIO C (defepaibHbIM OpPraHOM HCIIOTHUTEIBHON BIIACTH,
YIIOJTHOMOYEHHBIM B cpepe BHYTPEHHUX JIEI.

(B pen. @enepanbHoro 3akona ot 03.07.2016 N 305-03)

3. IlpeaMeTHO-KONMYECTBEHHBIM YYeT JIEKapCTBEHHBIX CPEIACTB Il MEAUIUHCKOTO
MPUMEHEHHUS BEAYT IIPOU3BOAUTENIN JIEKAPCTBEHHBIX CPENICTB, OPTaHU3AIMK ONTOBON TOPTOBIIU
JIEKAPCTBEHHBIMU CPEACTBAMU, alTEUYHbIC OpraHU3allH, UHIWBHUAYalIbHbIE MPEAIPUHUMATENH,
MMEIOIINE JIMIICH3UI0 Ha (apMaleBTUUYECKYIO JACATEIbHOCTh WU JIMIEH3UI0 HAa MEIUIIUHCKYIO
NEeSTENIbHOCTh, U MEIULUHCKUE OpraHU3allu, OCYIIECTBISIONINE OOpalleHHe JIeKapCTBEHHbIX
CPEeACTB Il MEAMIIMHCKOTO TPUMEHEHHUs, MyTeM pPETUCTpAllMU JIIOOBIX CBS3aHHBIX C HX
oOpaillieHueM omepanuid, MNP KOTOPBIX H3MEHSETCS WX KOJIMYECTBO M (WJIM) COCTOSIHUE, B
CIIEIUATbHBIX JKypHAJIaX ydyeTa OTepaluii, CBI3aHHBIX C OOpaIeHUEM JICKAPCTBEHHBIX CPEICTB
JUTST MEAUITMHCKOTO TIPUMEHEHUS (Jjajiee - CrieluaIbHbIe )KyPHAJIbI).

4. TlpaBuia perucTpaiy omnepalnii, CBI3aHHBIX C OOpaIIeHUEM JICKAPCTBEHHBIX CPEJICTB
JUIsT MEIMUMHCKOTO TMPUMEHEHHUs, BKIIOUEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEJCTB s
MEIUIIMHCKOTO  TPUMEHEHUS, TOJICKANINX  MPEIMETHO-KOJIMYECTBEHHOMY  YY€Ty, B
CIIEUMAJBbHBIX JKypHajllax M TpaBWia BEACHUS MW XPAHEHUSA CIEHHAIBHBIX >KYpPHAJIOB
YTBEPKAAIOTCS YIOTHOMOYEHHBIM (eZiepaibHbIM OPraHOM UCTIOTHUTENBHOM BIACTH.

5. KoHTpoas 3a coOM0AeHUEM TIPABUIT PETUCTPAIIMU OTlepaluii, CBA3aHHBIX ¢ 00palleHneM
JEKAPCTBEHHBIX CPEIACTB JUISI MEIUIMHCKOIO NPUMEHEHHUs, BKIIOYEHHBIX B IIEPEUEHb
JIEKAPCTBEHHBIX CPEACTB [UJII MEAUIIMHCKOTO TPUMEHEHHS, TMOUISKANUX MPEAMETHO-
KOJIMYECTBEHHOMY Vy4YeTy, B CHEIMAIbHBIX JXypHanax, a TakkKe 3a COONIOJCHHEeM TPaBHI
BEJICHUS W XPaHEHUs CHEIUATbHBIX )KYPHAJIOB BO3JIaracTcsl Ha YIOJHOMOYECHHBIC (e/iepaibHbIe
OpraHbl MCIOTHUTENHHOW BIACTH W OPTaHbl HCIIOJHUTEIBHON BiacTU cyOBeKTOB Poccuiickoit
®denepannn, OCYIIECTBISIIONINE JIMIICH3UPOBAHUE TPOU3BOJCTBA JICKAPCTBEHHBIX CPEJCTB,
(dbapMaleBTUYECKON ACITENFHOCTH U MEIUIIMHCKON JeSTeNbHOCTH, U OCYIIECTBISETCS B paMKax
JULEH3UOHHOTO KOHTPOJIA.

I'nasa 11. YHUUYTOXEHUE JIEKAPCTBEHHBIX CPEJICTB
Crartbs 59. OcHOBaHUS ¥ NOPAJIOK YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEICTB
1.  HemoOpokadecTBEeHHBIE  JICKAPCTBEHHBIE  CpelncTBa,  (anbcupUIIUPOBAHHBIE
JICKapCTBEHHbIE CPEJCTBA TOJICKAT U3IBATHUIO M3 OOpALICHUS W YHUYTOXKEHHUIO B TOPSIKE,

yctaHoBiieHHOM IlpaButensctBoM Poccuiickoit ®@enepaunn. OCHOBaHUEM [JIi YHUUYTOXKEHUS
JICKApPCTBCHHBIX CPCACTB ABJIACTCA PCIICHHUC BJIAAC/IbIA JICKAPCTBCHHLIX CPCACTB, PCHICHUC
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COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (helepabHOTO OpraHa HCIOJHUTEIBHON BIACTH WU
pelieHue cya.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KonrpadakTHble JEKapCTBEHHBIE CPEACTBA IMOMJICKAT H3IBATHIO M3 OOpameHus |
YHUUYTOXKEHUIO MO pelieHuto cyaa. [lopsnok yHUUTOKEHHS KOHTpa(daKTHBIX JIEKapCTBEHHBIX
cpencts ycranaBiauBaetcs [IpaButenscTBom Poccuiickoit @enepanuu.

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

3. Pacxonpl, cBsi3aHHBIE C YHHUYTOKEHHEM KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HEeT0OpPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, (albCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB, BO3MEILAIOTCS UX BIIAJIENIbLIEM.

4. Bnanenen J€KapCTBEHHBIX CPEJICTB JIOJDKEH MPEACTaBUTh B  YIOJHOMOYEHHBIN
denepanbHbI OpraH HCHOJHUTEIBHON BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTaHOBJICHHOM
MOPSJIKE €ro KOMHIO, MOATBEepkAaomne (akT yHUUTOKEHUS JIEKapCTBEHHBIX CPECTB.

5. CooTBETCTBYIOIIMI YIOJIHOMOYEHHBIN (peliepanbHblii OpraH HCIOJHUTEIBHON BIIACTH,
NPUHSBIIMN perieHre 00 YHHUUYTOKEHUHU JIEKAaPCTBEHHBIX CPEJNICTB, OCYILECTBISET KOHTPOJb 3a
UX YHUUYTOKCHHUEM.

6. YHUUYTOXXEHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJIUTCS OpPraHU3AUSAMU, UMEIOIIUMU
COOTBETCTBYIOIIYIO JIMIICH3HMIO, HAa CHENHAIbHO O0OPYAOBAaHHBIX ILIOUIAIKAX, MOJUTOHAX U B
CIEIHallbHO 000PYAOBAHHBIX MOMEHICHUSIX C COONIOIeHHEeM TpeOOoBaHUN B 0OJACTH OXpaHbI
OKpY’Karolllel cpeibl B COOTBETCTBUHU € 3aKOHOAaTenbcTBOM Poccuiickoit denepanuu.

7. HapkoTuueckue J€KapCTBEHHbIE CPEJICTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENICTBA,
paauodapMalleBTUUECKUE JIEKAPCTBEHHBIE CpPEJCTBA YHHUYTOXKAIOTCI B COOTBETCTBUHM C
3aKoHoJiaTenbcTBOM Poccuiickoit denepaimm.

I'maBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI IJISI MEJUIIUHCKOI'O ITIPUMEHEHUWSA

Cratps 60. FOCYI[apCTBCHHOG peryjiupoBaHueC ILCH Ha JICKAPCTBCHHBIC MpCraparbl IAJId
MCIUTUHCKOI'O IPUMCHCHUA

['ocynapcTBeHHOE peryiaupoBaHHUE LIEH Ha JEKapCTBEHHbIE Mpenapathl 11 MEAUIIMHCKOTO
IPUMEHEHHUS OCYIIECTBIISETCS IOCPEACTBOM:

1) yrBepxnenus IlpaButensctBoM Poccuiickoii denepanuu mepedHs >KU3HEHHO
HEOOXOJMMBIX M BaXXHEUIIUX JIEKAPCTBEHHBIX TMPENaparoB, KOTOPBIM CcHOpPMHUPOBAH B
YCTAaHOBJICHHOM WM TMOPSAJIKE Ha OCHOBE KOMILUIEKCHOM OIIEHKH JIEKAPCTBEHHBIX IPEnaparos,
BKJIIOYasl aHaJlU3 CBEJEHUN O CPaBHUTEIbHOW KIMHUYECKOW 3((EKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'O CPEJICTBA, OLICHKY SKOHOMHYECKHX MOCIEACTBUI PUMEHEHUS JIEKapCTBEHHOTO
Cpe/CTBa U U3yUYE€HHE JIONOJHUTEIbHBIX MMOCIEICTBUI MPUMEHEHUS JIEKAPCTBEHHOT'O CPE/CTBA;
(m. 1 B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTBepKIEeHUSI METOJUKHN YCTAaHOBJICHUS MPOU3BOAUTEISIMU JICKAPCTBEHHBIX MPENnapaTroB
IpelelbHBIX OTIYCKHBIX II€H Ha JIEKapCTBEHHBbIE Ipenaparbl, BKIOYEHHbIE B IIEPEUYEHb
JKU3HEHHO HEOOXOMUMBIX M BaXXHEHWIIUX JIEKAPCTBEHHBIX IMpPENapaTroB, a TaKKe BHEAPEHUs
MEXaHU3MOB (POPMUPOBAHUS CHCTEMBI pe(hePEHTHBIX 1IEH;

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

3) rocymapcTBEHHOH perucrpaniy YCTaHOBJICHHBIX IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpenapaToB MNPeJEIbHbIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHBIEC IpenapaThl, BKIIOUYEHHBIE B
NepeyeHb JKU3HEHHO HEOOXOAMMBIX U BKHEHIIIUX JIEKAPCTBEHHBIX MPENapaTOB;

4) BeJcHUs TOCYJApCTBEHHOTO peecTpa MpeAeIbHBIX OTIYCKHBIX [IEH MPOM3BOAMUTENICH Ha
JIEKapCTBEHHBIE MPEnapaThl, BKIIOYCHHBIC B IMEPEUYCHb KU3HEHHO HEOOXOTUMBIX M BKHEHIIINX
JIEKAPCTBEHHBIX MPEMapaToB;

5) yTBepKII€HUS METOJIMKH YCTAaHOBJICHHSI OpraHAMH HCIIOTHUTEIBHON BIACTH CyOBEKTOB
Poccutiickoit @eaepanun MpeAeIbHBIX pa3MEPOB ONTOBBIX HAJA0ABOK U MPEACITbHBIX Pa3MEpOB
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PO3HUYHBIX HaA0aBOK K (DaKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM HPOHU3BOIUTEISIMU
JIEKAPCTBEHHBIX I[pPENapaTroB, Ha JEKApCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B IEPEUYEHb
YKU3HEHHO HEOOXO/IMMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MIPErapaTos;

6) ycTaHOBJICHHs TPEACIBHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M IPEICIBHBIX pPa3MEepOB
PO3HUYHBIX HaJ0aBOK K (PAKTMUECKUM OTIYCKHBIM ILI€HAM, YCTaHOBJICHHBIM IPOU3BOIUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHBIC IIPENaparbl, BKIIOYEHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETIapaToB;

7) yTBepXkKACHHS TOpsJKa BbIIAYM MPEANUCAHUNA OpraHaM HCIOJHUTEIBHOM BIIACTH
cyonbekToB Poccuiickoit ®denepanuu 0 HpUBEIEHUUM B COOTBETCTBHE C 3aKOHOJATEILCTBOM
Poccuiickoit @enepannu pemieHnit 00 yCTaHOBICHUU NPEACTbHBIX Pa3MEPOB ONTOBBIX Ha/I0ABOK
U TpeleibHBIX pa3MEpOB PO3HUYHBIX HaA0aBOK K (PAKTUUYECKHM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM  IIPOM3BOJUTEISIMU  JICKAPCTBEHHBIX  IIPENaparoB, Ha  JIEKAPCTBEHHbBIC
npernaparsl, BKJIOUYCHHbIE B MIEPEUYCHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKapCTBEHHBIX
MPENaparoB, €CJIM OHU NMPHUHATHI C HApYIIEHUEM 3aKkoHoarenbeTBa Poccuiickoin denepanuu, B
nopsizike, ycraHoBiaeHHoM IIpaBurensctBom Poceniickon ®denepannu;

8) HampaBleHUS YIOJTHOMOYEHHBIM (eAepanbHbIM OpPraHOM HCIIOJIHUTEIBHONW BIACTH
OopraHaM HCIIOJHUTEIbHON BiacTH CcyObekToB Poccuiickoit ®Penepanuu MNpennucaHuii o
MPUBEJEHUN B COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoin ®enepanuy OPUHATHIX €
HapylIeHHeM 3akoHojarenbcTBa Poccuiickoil ®enepanuu pemeHuil 00 yCTaHOBIECHUHU
MpellebHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M IMpENEibHBIX Pa3MEpOB PO3HUYHBIX HAI0aBOK K
[IEHaM Ha JIEKApCTBEHHBIE IpernapaThl, BKJIIOUYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPENapaToB;

9) ocymectBieHus (eaeparbHOro TOCYAapCTBEHHOrO Haa3opa B cdepe oOpameHus
JIEKAPCTBEHHBIX CPEJICTB M PETMOHAIBHOIO TOCYAAPCTBEHHOTO KOHTPOJIA 32 IPUMEHEHUEM LIEH
Ha JIEKapCTBEHHBIE MpenapaThl COOTBETCTBEHHO YIIOJIHOMOUYEHHBIMU (pe/iepabHBIMU OpraHaMu
WCTIOTHUTENIHON BJIACTH M OpraHaMH HCIIOJIHUTENbHONW BiacTH CyOBeKTOB Poccuiickoit
@denepanyy  COMIACHO HMX KOMIIETEHIIMM B IIOpPSZKE, YCTAaHOBIEHHOM IIpaBuTenscTBOM
Poccuiickoit @eaepanuu;

(. 9 B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

10) nmpuMeHeHHUs NPEeIyCMOTPEHHBIX 3aKoHOAaTelabcTBOM Poccuiickoit ®denepanuu mep
OTBETCTBEHHOCTH 3a HapyIIEHUE MOpsAIKa IIEHOOOpa30BaHMs Ha >KU3HEHHO HEOOXOIMMBbIE U
BaXHEHILINE JIEKApPCTBEHHBIE ITPENapaThl.

Cratbst 61. TocynmapcTBeHHas PpErucTpalUsi YCTaHABIUBAEMbIX IMPOU3BOIAUTEISIMU
JICKAPCTBCHHLIX IMPCNapaToB MNPCACIbHBIX OTIIYCKHBIX HEH Ha JICKAPCTBCHHBIC IIPCIIapaThI,
BKJIIOUECHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIUMBIX U BXKHEHIIINX JIEKApCTBEHHBIX MpenapaToB
(B pen. dexnepanpHoro 3akoHa oT 08.03.2015 N 34-03)

1. VYcranaBnuBaemble MNPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENAapaToB IPEIEIbHbIE
OTIyCKHBIE IIEHBl Ha JIEKAPCTBEHHBIE IIPENapaTrhl, BKIIOUYECHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXO/JMMBIX M BaXKHEMIIMX JIEKApCTBEHHBIX MPENapaToB, MOJUIEkKAT TOCYIapCTBEHHOM
pEruCTpaLuy B NOpsiAKe, ycTaHoBIeHHOM [IpaBurensctBoM Poccutickoit denepanuu.

(uactb 1 B pen. denepanpHoro 3akona ot 08.03.2015 N 34-03)

2. Ha ocHOBaHMHU MOAAHHOTO 10 | OKTAOpsS Ka)XIOro roja 3asBJICHUS MPOU3BOIAMTEIN
JIEKapCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B EPEUYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIINX
JIEKAPCTBEHHBIX INIPENAaparoB, 3apErMCTPUPOBAaHHAs IpeJenbHAs OTIYCKHAas II€Ha Ha
JIEKapCTBEHHBIN MpernapaT MOXeT ObITh MepeperucTpupoBaHa OJMH pa3 B KaJCHIAPHOM IOy B
nopsiike, ycraHosiaeHHoM IIpaBurensctBom Poccuiickont @enepannn.

(qactb 2 B pen. denepanbroro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Yrparunu cuny ¢ 1 urons 2015 rona. - @enepanbubiii 3akon ot 08.03.2015 N 34-

O3.


consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED493530710C16E51FFD030D50BBDAEB1D36209E926CDB7B78g3Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE413637780616E51FFD030D50BBDAEB1D36209E926CDB7378g6Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED48333D720716E51FFD030D507BgBQ
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED483536770316E51FFD030D50BBDAEB1D36209E926CD87578g0Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE413635740216E51FFD030D50BBDAEB1D36209E936B7DgEQ
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473034750516E51FFD030D50BBDAEB1D36209E926CDB7278g0Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099EE413637780616E51FFD030D50BBDAEB1D36209E926CDB7378g6Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED493530710C16E51FFD030D50BBDAEB1D36209E926CDB7178g3Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473034750516E51FFD030D50BBDAEB1D36209E926CDB7278g2Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473034750516E51FFD030D50BBDAEB1D36209E926CDB7278g4Q
consultantplus://offline/ref=ED746923D8CBE1E2B9EDB06602968099ED473034750516E51FFD030D50BBDAEB1D36209E926CDB7278g5Q

3. Pacuer mpenenbHBIX OTHYCKHBIX II€H, YKa3aHHBIX B YacTsAX | W 2 HAcTOsIIEH CTaThu,
IIPU UX TOCYJAPCTBEHHON PETUCTPALMU WM MEPEPEruCcTPaIllii OCYIIECTBISETCS B COOTBETCTBUU
C METOJIMKOM, yTBepxIeHHOW [IpaBurensctBoM Poccuiickoit denepanvii M yUUTHIBAIOLIEH, B
YaCTHOCTHU:

1) coOmrogenue OanaHca MHTEPECOB MOTpeOUTENel JIEKapCTBEHHBIX IMPEnaparos,
BKJIFOUEHHBIX B TMIEPEUYCHb )KU3HCHHO HEOOXOIMMBIX U BOXKHEUIIIHMX JIEKAPCTBEHHBIX MPENapaToB,
U TPOU3BOJUTENEH JIEKAPCTBEHHBIX IIPENapaTroB, BKIIOUYEHHBIX B TMEpPEeYeHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEGKAPCTBEHHBIX MPENapaToB;

2) dakThueckyro OTHYCKHYIO IIEHYy Ha JIeKapCTBEHHBbIC Ipenaparsl B Poccuiickoit
@enepannu, LEHY BBO3a JIEKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuro, a Takxke
LIEHbl Ha aHAJOTMYHbIC JIEKaPCTBEHHbIE MpenapaThl, HaxoAsImuecs B oopamieHuu B Poccuiickoit
denepanuu;

3) 3aTparbl MPOU3BOIUTEINS JIEKAPCTBEHHOTO IMpernapara Ha MPOU3BOJICTBO U PEaIU3aIUI0
JIEKapCTBEHHOTO Mpernapara;

4) neHy Ha JIEKApCTBEHHBIA MpemnapaTr WHOCTPAHHOTO MPOU3BOJICTBA, €T0 IIEHY B CTpaHE
MPOU3BOJUTENSI M B CTpaHaX, B KOTOPBIX IMpemapaT 3aperucTpupoBaH U (WJIM) B KOTOpHIE
MOCTAaBIISICTCS] HHOCTPAHHBIM MPOU3BOAUTEIIEM.

(uactsb 3 B pen. @enepanpHoro 3akona ot 08.03.2015 N 34-03)

4. He momyckaroTcsi peanu3anusi U OTIYCK JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B
MepeUYeHb XKU3HEHHO HEOOXOIUMBIX M BaXXHEHIIMX JICKAPCTBEHHBIX IMpErapaToB, HA KOTOpPHIC
MIPOU3BOUTENIIMU JICKAPCTBEHHBIX MPENapaToB HE 3apeTHCTPUpPOBaHA MpeAeNbHas OTIYCKHAs
[[EHa, pealu3alus W OTIYCK NPOU3BOAMTENISAMU JICKAPCTBEHHBIX MIPEMapaToB IO IICHaM,
MPEBBIIIAIOIIMM 3aPETUCTPUPOBAHHBIC TpEJeNIbHbIE OTIYCKHBIE I[€Hbl Ha JIEKaPCTBEHHbIE
npernapaThl.

(uacth 4 BBeneHa denepanbubiM 3akoHOM OT 08.03.2015 N 34-D3; B pen. denepanbHOro 3aKkoHa
ot 03.07.2016 N 350-®3)

5. OCOOEHHOCTH TOCYIapCTBEHHOT'O PETrYJIUPOBAHUS MPEAEIbHBIX OTIMYCKHBIX IIEH Ha
JIEKapCTBEHHBIE MpEnapaTthl, BKIIOUYEHHBIE B MepeUeHb KU3HEHHO HEOOXOTUMBIX M Ba)KHEHIIIHX
JIEKAPCTBEHHBIX TIPEMapaToB, B 3aBUCHMOCTH OT DJKOHOMHYECKUX M (WUJM) COIMAJIbHBIX
KpuTeprueB (M3MEHEHHE YCIOBUH, TMOpsAKa U CTOMMOCTH MPOU3BOJICTBA JIEKAPCTBEHHBIX
MpenaparoB, HKCIOJIb30BaHUE HOBBIX (OPM, METOAOB U CIOCOOOB TOCYJAapCTBEHHOTO
pPEryJIMpOBaHMs II€H Ha JICKAPCTBEHHBIE MpENnaparbl, B TOM YHUCJIE Ha OCHOBE MEXaHHM3Ma
pedepeHTHOTO 1IEHOOOpPA30BaHUs, U3MEHEHUN TOpSAJIKA OKa3aHHWS MEIUIIMHCKOW IMOMOIIH, U
MHBbIE U3MEHEHNUs1) ycTaHaBiuBatoTcs [IpaBurensctBoM Poccuiickoit denepanuu.

(uacTsh 5 BBeneHa denepanbubiM 3aKoHOM 0T 08.03.2015 N 34-D3)

Cratps 62. ['ocynapcTBEHHBIN peecTp NMPEAEIbHBIX OTIYCKHBIX LIEH MPOU3BOIUTENIECH HA
JIEKapCTBEHHBIE MpEenapaThbl, BKIIOUEHHbIE B N€PEUEHb KU3HEHHO HEOOXOTUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX NPENapaToB

1. 3aperucTpupoBaHHbBIE TPeIEIbHBIC OTITYCKHBIC IICHBI Ha JICKAPCTBEHHBIC IpEraparhl,
BKJIIOUCHHBIC B TIEPEUYCHb KU3HCHHO HEOOXOIUMBIX M BaKHEHIIINX JIGKAPCTBEHHBIX MPENapaToB,
MOJJISKAT  BKIIOUEHUIO B TOCYJApPCTBCHHBIH pEecTp MPEeACNbHBIX  OTIYCKHBIX — II€H
MPOU3BOIUTENICH Ha JIEKapCTBEHHBIE TNIperapaThl, BKIIOYCHHBIE B TIEPEUCHb IKU3HEHHO
HEOOXOIUMBIX ¥ BOKHEHIIIMX JICKAPCTBEHHBIX TPEIIapaToB.

2. TocymapcTBeHHBINI peecTp TpeAeNbHBIX OTIYCKHBIX II€H NPOU3BOJAUTENEH Ha
JICKapCTBEHHBIE MPENapaThl, BKIFOYCHHBIC B ITEPEUCHb KU3HEHHO HEOOXOTUMBIX M BKHEHIIIHX
JICKapCTBEHHBIX TPENapaToB, COACPIKUT B ceOe CIeTYIONTYI0 HHPOPMAIIHIO:

1) HamMeHOBaHHME Jep)KaTeds WM BIAACTbIIA PETUCTPAIIOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpemnapara, HAMMEHOBAHHUE TIPOU3BOAMUTENS JICKAPCTBEHHOTO Mpenapara, MeCTo
HAXOXJCHHUS TPOU3BOJCTBEHHBIX IUIOMIAZIOK, YYacCTBYIOIIMX B TIPOIIECCE IPOU3BOICTBA
JICKApCTBEHHOTO Tperapara, ¢ yKa3aHHeM CTauH MPoIiecca MPOM3BOJICTRA,
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(m. 1 B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) HaUMEHOBAHUE JIEKAPCTBEHHOrO Ipernapara (MeXAyHapoAHOE HENaTEHTOBAHHOE, WIIU
IPYIIUPOBOYHOE, NN XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

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

3) HOMEp PEerucTPalMOHHOTO YAOCTOBEPEHHUSI JIEKAPCTBEHHOT'O IIperapara;

4) nexapcTBeHHasi ¢opMa C yKazaHHEM JO3MPOBKU JIEKAPCTBEHHOIO IIpernapara M €ro
KOJIMYECTBA BO BTOPUYHOM (TOTPEOUTEIHCKOI) YIIaKOBKE, a TAK)KE KOMIUIEKTHOCTH;

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

5) 3aperucTpupoBaHHas MpeAebHAs OTITYCKHAs IIeHa B PyOIIsIX;

6) mata ¥ HOMEp MpHKa3a YHNOJIHOMOYEHHOTO (eaepanbHOr0 OpraHa HCIOIHUTEIbHON
BJIACTH O TOCYAApCTBEHHOM PEruCTpaluy, NepeperucTpaluu MpeaeabHOl OTIYCKHON LIEHBI Ha
JICKapCTBEHHBIM IpenapaT, BKIOUYEHHBIH B MEpeUYeHb KU3HEHHO HEOOXOAWMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENapaTOB;

(m. 6 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7) IITPUXOBOM KOJA, HAHECEHHBIH HA BTOPHUYHYIO (MIOTPEOUTENBCKYIO) YIAKOBKY
JIEKapCTBEHHOI'0 IIpErnapara;

(. 7 BBeneH PenepasibHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

8) KOI JIEKapCTBEHHOrO  Iperapara IO aHATOMO-TEPANEBTUYECKO-XMMHUECKON
KJaccu(puKaum, peKOMEHI0BaHHON BceMupHOil opranusanueit 31paBooOXpaHeHNS.

(. 8 BBeneH PenepasibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocynmapcTBeHHass perucrpauusi NpPeAeSbHbIX OTIYCKHBIX II€H Ha JIEKapCTBEHHbIC
npenaparsl, BKJIOYSHHbIE B IIEPEUYCHb KU3HEHHO HEOOXOIUMBIX M BaOKHEHIINX JIEKAPCTBEHHBIX
[IpEernapaToB, BEJACHHE  TOCYJAPCTBEHHOIO  peecTpa  MPEAENIbHBIX  OTIYCKHBIX  LIE€H
MPOU3BOJUTENICH Ha JIEKapCTBEHHBbIE NIperapaThl, BKIIOYCHHBIE B TEPEUYCHb JKU3HEHHO
HEOOXOJUMBIX M BAKHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, OCYLIECTBISIIOTCS B MOPSIKE,
yctaHoBlieHHOM [IpaButenscTBoM Poccuiickoit @eaepanuu.

Cratbst 63. YcraHOBIEHHE OpraHaMM HCIIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoi
®enepali NpeAeNbHbIX Pa3MEPOB ONTOBBIX HAJA0aBOK U IMpPENEIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/l0aBOK K  (aKTUYECKMM  OTIYCKHBIM LI€HaM, YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENAPaTOB, HA JICKAPCTBEHHBIE ITpenaparsl 1l MEAULIMHCKOTO IPUMEHEHUS

1. OpraHbl HUCIIOJHUTEIBHON BacTH cyOBbeKTOB Poccuiickoit denepannu yCTaHaBIMBAIOT
npelelbHble pa3Mepbl ONTOBBIX HAJ0aBOK W MPEJENIbHBIE pa3Mepbl PO3ZHUUYHBIX Ha/I0aBOK K
(akTHUECKUM OTIYCKHBIM Ll€HaM, YCTAHOBJIEHHBIM TPOM3BOJUTEISIMU JIEKAPCTBEHHBIX
[IpernapaToB, Ha JEKapCTBEHHbIE MpPenapaThl, BKIOYEHHBIE B ITEPeUEHb KU3HEHHO HEOOXOIUMBbIX
U BAKHEHIIMX JIEKAPCTBEHHBIX IIPENApaToB, B COOTBETCTBUU C YTBEPXKIECHHOH B MOPAJIKE,
yctaHoBieHHOM [IpaBurensctBoM Poccuiickoin  ®Penepanuiv, METOIUKOW YCTAHOBIICHHS
OpraHaMH UCIOJHUTENIbHOW BIacTH cyobekToB Poccuiickoii deneparyy npenenbHbIX pa3MepoB
OINTOBBIX Ha0ABOK M MPEJEIbHBIX Pa3MEPOB POZHUYHBIX HaJ0aBOK K (PaKTUYECKUM OTITYCKHBIM
LIEHaM, YCTaHOBJIEHHBIM IPOU3BOJUTENISAMH JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKapCTBEHHBIE
npenaparsl, BKJIOUYEHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHMX JIEKApPCTBEHHBIX
npenapatoB. [IpoekThl pelieHuii OpraHOB HCHOJIHMUTENBHOM BiacTH cyOBekToB Poccuiickoit
Oenepannu 00 yCTaHOBICHNUU U (WIJIH) U3MEHEHHUH TIPEACIIbHBIX Pa3MEepPOB ONTOBBIX Ha0aBOK U
OpeleNbHBIX  Pa3MEpPOB  PO3HMUYHBIX HAA0aBOK K (PAKTUYECKMM OTIYCKHBIM  II€HaM,
YCTaHOBJICHHBIM  ITPOM3BOJUTEISIMU  JICKAPCTBEHHBIX MPENaparoB, Ha JIEKApCTBEHHBIE
npenapaThl, BKIIOUYEHHbIE B IEPEUYEHb )KU3HEHHO HEOOXOMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX
IpenapaToB, MOAJEKAT COIVIACOBAHUIO C (pelepajbHbIM OPraHOM HCIIOJIHUTENILHONW BIIACTH,
YIIOJIHOMOYEHHBIM OCYILECTBJIATH IPAaBOBOE pErYIMpPOBaHUE B cdepe rocynapcTBEHHOIO
perynupoBanus 1ieH (TapudoB) Ha TOBapbl (ycayrud), B TIOpSAKE, YCTAaHOBICHHOM
IIpaBuTtenscTBOM Poccutickoit @enepanuu.

(B pen. ®enepanpHoro 3akoHa ot 13.07.2015 N 241-D3)
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2. OpraHu3zaiy ONTOBOM TOPTOBJIM U (MJIM) aNTEUHbIE OpPraHU3alMM, WUHIWBHUAYyalbHbIC
IpeIpUHUMATENHN, UMEIOIUE JINLIEH3UI0 Ha (papMalleBTHUECKYIO e TEIbHOCTh, OCYIIECTBISIOT
peain3annIo JIEKapCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B [IEPEUEHb KU3HEHHO HEOOXOAUMBIX U
BAKHEUILINX JIEKAPCTBEHHBIX MPENApaToB, M0 LEHAM, YPOBEHb KOTOPBIX HE MPEBBIILIAET CYMMY
(baKTHUECKOW OTITYCKHOH LIEHBI, YCTAHOBJICHHOW MPOM3BOAUTENEM JICKAPCTBEHHBIX MPENapaToB
Y HE TMPEBBIIAIONICH 3apEruCTPUPOBAHHON MPEIETbHOM OTIHYCKHOM II€HBI, U pa3Mep OINTOBOU
Ha/10aBKU U (MJIM) pa3Mep PO3HWYHON HaJl0aBKH, HE MPEBBIMIAIOIINE COOTBETCTBEHHO pa3mepa
npelnenbHOM OnTOBOW HanbaBku M (WIKM) pa3Mepa MpelelnbHOW PpO3HUYHOM Hajg0aBKH,
YCTaHOBJICHHBIX B cyOBekTe Poccuiickoit denepanuu.

3. Oprasbl HCIIOJHUTEIBHON BiacTH cyOBbekTOB Poccuiickoit denepannu pa3MemanT B
cetn "MHTEepHET" MM ONMyOJUMKOBBIBAIOT WH(OPMAIIMIO O 3apEeTHCTPUPOBAHHON MPEACIbHON
OTIIYCKHOH II€HE Ha JIEKapCTBEHHBIE Ipenaparbl, BKIOYEHHbIE B IE€PEUYEHb JKU3HEHHO
HEOOXOJUMBIX W BaXXHEHIIMX JIEKApPCTBEHHBIX IpEnapaToB, 00 YCTAaHOBJIEHHBIX B CyOBEKTE
Poccuiickoit denepannu pa3mepe npenenbHoi ONToBOM Haaq0aBKK U (WIK) pa3Mepe mpeaebHON
PO3HUYHOI Hag0aBKHM K YCTAaHOBIEHHBIM MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENapaToB
(aKkTUYEeCKUM OTIIYCKHBIM II€HaM Ha JIEKapCTBEHHbIE IMpEnaparbl, BKIIOUYEHHbIE B IEPEUYECHb
YKU3HEHHO HEOOXOIUMBIX U BaXKHEHUIIINX JIEKAPCTBEHHBIX MPENapaToB, U 00 yKa3aHHOU B yacTu 2
HacTosmed cratbu cymme. MH]opmarus, mpeaycMOTpeHHas HACTOSIIEH YacThio, OJDKHA
pa3Mellarbcsl TaKKe B AaNTEYHbIX OpraHu3alusax B JOCTYINHOM JUJIi CBEAEHUS BCEX
3alHTEPECOBAHHBIX JIUII (hOpME U OOHOBIIATHCA [0 MEPE €€ OMYOINKOBAHHUS.

4. llpunsTeie Cc Hapylw€HUEM 3aKoHojAaTenbcTBa Poccuiickoit Penepauuu pemieHUs
OpPraHOB HCIIOJHUTENBHOW BiacTH cyObekra Poccuiickoit ®enepanmmu 00 yCTaHOBICHHH
MpelebHBIX Pa3MEPOB ONTOBBIX HAI0ABOK W IMPEAETbHBIX Pa3MEpOB PO3HUYHBIX HAT0ABOK K
3aperuCTpUPOBAaHHBIM IPEAEIbHBIM OTIYCKHBIM II€HAM Ha JIEKapCTBEHHbIE IIperaparsl,
BKJIIOYEHHBIE B TIEpeUEHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos,
HoJyIeXaT OTMEHE B Cy/I€OHOM MOpsJIKE.

I'nasa 13. MOHUTOPUHI DOPEKTUBHOCTHU U BE3OINACHOCTH
JIEKAPCTBEHHBIX ITPEITAPATOB, HAXOAALIIUXCS B OBPAIIEHUN
B POCCUHCKOM ®EJEPAIINU
(B pen. @enepanvHoro 3akoHa ot 22.12.2014 N 429-D3)

Crates 64. ®apmakoHan3o0p
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC TIpemaparthl, HaxojsmMecss B obpamieHun B Poccuiickori denepamnmm,
HoJyIeXKaT MOHUTOPUHTY 3(PQEKTUBHOCTH M OE€30MaCHOCTH B LENAX BBIIBIEHUS BO3MOXKHBIX
HETaTUBHBIX  IOCJIEACTBUM  HMX  NPUMEHEHUs, HWHAUBUIYAJBbHOM  HENEPEHOCHUMOCTH,
OpeIyNpexIeHUs] MEIUIUHCKUX PaOOTHUKOB, BETEPUHAPHBIX CIIEIUAINCTOB, MAIMEHTOB MU
BJIA/IEIbLEB )KMBOTHBIX U MX 3alUTHI OT IPUMEHEHUS TaKUX JIEKAPCTBEHHBIX IIPENApaTOB.

2. dapmakoHaI30p OCYIIECTBIISETCS COOTBETCTBYIOUINM YIIOJIHOMOYEHHBIM (pe/iepalibHbIM
OpraHOM MWCIIOJIHUTEIBHOW BJIACTH B YCTAHOBIEHHOM MM IOpAOKE IYTEM aHalIu3a
MPEAOCTaBIAEMON CyOBEeKTaMH OOpaIleHUs JIEKapCTBEHHBIX CPEACTB HHPOPMAIIUUA O TTOOOUHBIX
JNEUCTBUAX,  HEXKENATENIbHBIX  PEaKUUAX,  CEPbE3HBIX  HEXKEIATEJIbHBIX  PEAKIUAX,
HETpe/IBUICHHBIX HEXeIaTeIbHbIX PeaKIHsIX MPpU MPUMEHEHUH JIEKAaPCTBEHHBIX IpenapaTos, 00
WHAUBUIYaJIbHON HENEPEHOCUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB,
a Takke 00 MHBIX (haKkTax M OOCTOSATENBCTBAX, MPEICTABISIOUINX YIPO3Y JKU3HU WU 310POBBIO
yesioBeka MO0 KUBOTHOTO NMPU MPUMEHEHUU JIEKAPCTBEHHBIX MPENapaToB U BBIABICHHBIX Ha
BCEX ATamax oOpalleHHs JEeKapCTBEHHbIX NpemnapaToB B Poccuiickoit denepanuu U Apyrux
rocyfapcrBax.

3. CyObekTbl 0O0paiieHusi JIEKapCTBEHHBIX CPEACTB B IMOPSAJKE, YCTaHOBJIEHHOM
YIIOJIHOMOYEHHBIM (pe/iepalbHbBIM OpPraHOM HMCIIONHUTEIBHOM BJAacTH, O0sS3aHBl COOOIIATH B
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YIIOJIHOMOYEHHBIN (eiepabHblii OpraH MCIOJHHUTEIbHON BIACTH O MOOOYHBIX ICHCTBUSX,
HEXENATeNIbHbIX  PEaKLUMsIX, CEPbE3HbIX HEXKENATENbHbIX PpPEaKUUsAX, HEMPEeABUICHHBIX
HEXKEJIATEeNbHBIX PEaKIHUAX MPU MPUMEHEHUH JIGKAPCTBEHHBIX NPEnapaToB, 00 MHINBUIYATIHHON
HENEPEHOCUMOCTH, OTCYTCTBUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB, a TAKXKE 00 MHBIX
dakTax u OOCTOSATENBCTBAX, MPEACTABISIONINX YIPO3Y JKU3HHU WU 3J0POBBIO YENOBEKa JIHOO
JKUBOTHOTO TpU TNPUMEHEHHMH JIEKapCTBEHHBIX IPENapaTOB M BBIABICHHBIX Ha BCEX 3Tamax
oOpallieHus JeKapCcTBEHHBIX MpenapaToB B Poccuiickoit denepanuu u Ipyrux rocyiapcraax.

4. Jlepxatenu wWIM BIaAEIbLbl PErMCTPALIMOHHBIX YIOCTOBEPEHHUM JIEKApCTBEHHBIX
MIpenaparoB, OPUAWYECKHE JIMLA, Ha HMs KOTOPBIX BBIJAHBI pa3pelIeHUs HA IPOBEICHUE
KIIMHUYECKUX MccaenoBaHuil B Poccuiickoit denepannu, MO0 yIOJIHOMOUYEHHBIE UMHU JIpYTUe
IOpUMYECKUE JIMIla B paMKax oOecriedeHuss Oe30MacHOCTH JIeKapCTBEHHBIX IIpEenapaToB B
HOpS/IKe, YCTAaHOBJICHHOM COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM (hefiepaibHbIM OpraHOM
MCIIOJTHUTENIbHOM BacTH, 00s3aHbl OCYIIECTBIISAT IPUEM, YUET, 00pabOTKy, aHAJIU3 U XpaHEHUE
MOCTYMAIONIMX B HMX aJpec OT CyOBEeKTOB OOpamieHHs JIEKapCTBEHHBIX CPEJICTB U OpPraHOB
rOCYy/IapCTBEHHOW BJIACTU COOOIIECHUI O MOOOYHBIX ACHCTBUSIX, HEKENATENbHBIX PEAKIHIX,
CEpbE3HBIX HEKENATEIbHBIX M HEMPEIBUJICHHBIX HEXKENATEIbHBIX PEaKLUUAX MPU HNPUMEHEHUU
JICKapCTBEHHBIX  MpenapaTtoB, 00 OCOOCHHOCTSIX WX B3aUMOJACWUCTBUA C  JAPYTUMHU
JICKapCTBEHHBIMH TIpeTiapaTaMu, HHIUBUIYaTbHONH HEIIEPEHOCUMOCTH, a TaK)Ke 00 MHBIX (haKkTax
U 00CTOSITENTLCTBAX, MPEICTABIISIONINX YTPO3Y KU3HU WIH 3I0POBBIO YeIOBEKa TUO0 )KHUBOTHOTO
WIM BIMAIOIIMX Ha W3MEHEHHE OTHOIIEHUS O0XHJIaeMOM MOJb3bl K BO3MOXXHOMY PHUCKY
IPUMEHEHHUS JIEKaPCTBEHHBIX [IPENapaToB.

5. Ilpu BeisiBIeHMHM WHGOPMAIMM O CEPbE3HBIX HEXKEJATEIbHBIX pEaKIHUsIX U
HENPEIBUICHHBIX HEXETaTeNbHBIX PEaKlUsIX IpU MPUMEHEHUH JICKApPCTBEHHBIX MIPEnapaToB, 00
OCOOEHHOCTSIX ~ HMX  B3aUMOJEHCTBUS C  JOPYIMMHM  JICKAPCTBEHHBIMU  IIperapaTramu,
WH/IMBUYaJIbHOW HEMIEPEHOCHMOCTH, a TaKXKe 00 UHBIX (aKTax U 0OCTOATENbCTBAX, BIUSIOIINX
HAa H3MEHEHHME OTHOIIEHUS O0XXMJIaeMOM TOJb3bl K BO3MOXXHOMY PHUCKY TNpPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB, AEP)KATEIN WM BIALEIbLBl PETUCTPALMOHHBIX YAOCTOBEPEHHM
JIEKapCTBEHHBIX IpPEnapaToB, OPUINYECKUE JIMIA, HA MM KOTOPBIX BBIJAHBI pa3pellieHus Ha
NpOBE/IeHUE KIMHUYECKUX MccienoBanuil B Poccuiickoit denepanuu, 100 yrnoJIHOMOYEHHbIE
UMHU JIpyrHe IOpUIUYecKHe Juia oOsd3aHbl NMPUHATH MEphI, HAIpPaBJIEHHbIE HA YCTpaHEHHUE
HETaTUBHBIX IOCIEACTBUM NMPUMEHEHHs TaKUX JIEKAPCTBEHHBIX IPENapaToB, MPELYyNpEKICHUE
INPUYMHEHUS BpeAa JKU3HM WIM 370pPOBbI0 4YeNOBEKa JUOO >KMBOTHOIO, 3alllUTy HX OT
OPUMEHEHHUs TaKUX JIEKapCTBEHHBIX IIPErapaTtoB, Ha JOMOJHHUTENbHBI cOOp JaHHBIX 00
3P PEKTUBHOCTH U 0€30IIACHOCTU TAKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOILIeHNE WIH COKPhITHE HH(POPMALIUHU, TPEAYCMOTPEHHON YacTbio 3 HacTOsILEH
CTaThU, JEpXKATeNIM WM BIAJEIbLBl PErMCTPALMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX
[IPENapaToB, IOPUAMYECKUE JIMIA, HA MM KOTOPHIX BbIJaHBl pa3pellleHUs Ha IPOBEACHUE
KJIIMHUYECKUX uccienoBannii B Poccuiickoit deneparuu, MO0 yIOJIHOMOYECHHBIC UMU JIPyTHE
IOPUJINYECKUE JIMIA, a TaKKe JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta MH(OpMAIHs cTana U3BeCTHA
Mo poay ux NpodecCHOHaIbHOU NEeATENIbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUU C
3aKoHo1aTenscTBOM Pocculickon deneparun.

7. Ilpn noay4eHUn YHOJTHOMOYEHHBIM (eiepabHbIM OpPraHOM HCIOJIHHUTENBHOM BIACTH B
pamMKax  OCyIIEeCTBIEHHUS UM  (apMakoHaa30pa  JOKAa3aTEIbCTB O  HECOOTBETCTBUU
JIEKapCTBEHHOTO TpenapaTa yCTaHOBJICHHBIM TPEOOBAHUSM WM MPU NOTYyYEHUU WHPOpPMALIUU O
HECOOTBETCTBUHU JAaHHBIX 00 A()PEeKTUBHOCTH U O OE30MACHOCTH JICKAPCTBEHHOTO Tperapara
JAaHHBIM O JIEKapCTBEHHOM IIperapare, COAEp KalluMcsl B MHCTPYKIMM 10 €ro NPUMEHEHHIO (B
TOM 4YHCJIE BBISBICHHBIX B XOJI€ OCYIIECTBIIEHUS (papMakoHa/A30pa KOHTPOJIbHO-HAA30PHBIMU
OpraHaMH MHOCTPaHHBIX TOCYAAapCTB), YIIOJTHOMOUEHHBIH (eiepaabHblil OpraH UCIOJTHUTEIBHON
BJIACTH B YCTAHOBJICHHOM MM IOPSJIKE paCCMATPUBAET BOMPOC O MPUOCTAHOBICHUU IPUMEHEHUS
TaKoro JIEKapCTBEHHOI'O Mpernapara.

Cratps 65. IIpuocranoBieHne NIPUMEHEHUS JIEKAPCTBEHHOTO TIpernapara
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Ilpun mnonydeHun wuHPOpPMAIMK O HEXKEIATENbHBIX pPEAKIUSAX MpPH MNPUMEHEHUU
JIEKApCTBEHHOI'O IIperapara, HE YKAa3aHHBIX B MHCTPYKUMUU II0 NPUMEHEHUIO JIEKAPCTBEHHOI'O
mpernapara, Cepbe3HbIX HEKETATeNbHBIX pPeaklMiIX, 00 0COOCHHOCTSIX €ero B3auMOACHCTBUS C
JPYTUMU JIEKapCTBEHHBIMM IIpenaparamy, KOTOPbIE MOTYT IIPEACTABIIATH YIPO3y JKU3HU WIIU
3JI0POBBIO YEJIOBEKA JTMOO0 )KMBOTHOTO, a TAK)KE O HECOOTBETCTBUU JAaHHBIX 00 3(ekTUBHOCTH U
0 0e30macHOCTH JIGKAPCTBEHHOT'O TMperapara JaHHBIM O JIGKapCTBEHHOM IIpemnapate,
COJIEpXKAIIMMCS] B UHCTPYKLIUHU T10 €r0 IPUMEHEHHIO, B TOM YHCIIE OT YIIOJTHOMOYEHHBIX OPraHOB
MHOCTPAHHBIX IOCYAApCTB, OOMEH KOTOPOW OCYLIECTBIIETCS B COOTBETCTBUU C COIVIALICHUSIMH
MEXIYy  YHOJHOMOYEHHBbIM  (eiepalibHbIM  OpPraHOM  HCIIOJIHUTENbHOW  BJIAcTH U
YIIOJIHOMOYEHHBIMUA OpraHaMU HMHOCTPAHHBIX TOCYIAPCTB, YIOJHOMOYEHHBIH (heaepaibHbIi
OpraH MCIHOJIHUTEJIBbHON BJIACTH PAcCMaTPUBAET BONPOC O BO3MOYKHOCTU IPHUOCTAHOBIICHUS
oOpallleHusl TaKOTo JIEKApCTBEHHOTO Mpenapara B MOPsAJIKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM
(denepanbHbBIM OPraHOM UCIOJIHUTEIBbHOU BIACTH.

2. Ilpu HEUCHOJHEHUN WJIM HEHAJUIEKAIEM HCIIOJHEHUN JepKATEISIMU WK BiaJelblIaMU
PErUCTPALIMOHHBIX YIOCTOBEPEHUM JIEKAPCTBEHHBIX IPENaparoB, HOPUANYECKUMU JIMLIAMH, HA
MM KOTOPBIX BbIJaHbl Pa3pelIeHUs Ha MPOBEACHUE KIMHUYECKUX UCCe10BaHuil B Poccuiickoi
Oenepanuy, WM YIOJTHOMOYCHHBIMA MMM JIPYTHMMHU FOPUAMYECKHIMH JIMIAMH OOS3aHHOCTEH,
YCTaHOBJICHHBIX YacTsMu 3 U 4 ctatbu 64 HacTosiiero denepaibHOTO 3aKOHA, OO0 B CIydasix
IIPEACTABIICHUS COOTBETCTBYIOIIAM YIIOJIHOMOYEHHBIM benepanbHBIM OpraHom
WCIIOJIHUTEJIbHOM BJIACTH 3AKJIIOYEHHMS O HEJAOCTOBEPHOCTH PE3YJbTATOB KIMHUYECKOTO
HCCIIEI0BAHMS JIEKAPCTBEHHOIO Mpenapara JUisi MEIULIUHCKOTO IPUMEHEHNUsI, KOTOPOE OCHOBAHO
Ha pe3yJbTaTax MpOBEPKU MEAUIMHCKONW OpraHU3allly, IPOBOJMBIIEH YKa3aHHOE KIMHUYECKOE
WCCJIEIOBAHNE C HApYyLIEHUWEM MPaBWI HAIJIEKAIEH KIMHUYECKOM IPAKTHKU, U IPUBEIO K
MOJyYEHUIO HEJAOCTOBEPHBIX pE3y/lbTaToOB, JMOO B Clydae HEBBINOJHEHUS MNpEANUCaHUs,
BBIJJAHHOTO YIOJHOMOYEHHBIM (e/lepalbHbIM OpPraHOM HCIOJIHUTENBHON BIIACTH 10 HMTOTaMm
OCYIIECTBJIEHUS  BBIOOPOYHOIO  KOHTPOJS ~ KadecTBa  JIEKAPCTBEHHOTO  Ipemnapara,
YIIOJIHOMOYEHHBIN (hefiepabHbI OpraH UCIIOJIHUTEILHON BIACTH B YCTAHOBJIEHHOM UM MOPSJIKE
paccMaTpUBaeT BOIIPOC O IIPUOCTAHOBIECHUN IIPUMEHEHUS TAKOI0 JIEKAPCTBEHHOTO Iperapara.

Cratbs 66. Undopmarius o pesynbpTaTax papmakoHaazopa
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Y1o1THOMOYEHHBIM (peepanibHbIi OpraH HUCIOJHUTENIBHON BJIACTH, OCYIIECTBIISIOIINI
dbapmakoHaa30p, HaxomAmUXcs B oOpamennn B Poccuiickoit depepanuu, Mo pe3yibTaTam
dbapmakoHaa30pa pa3MerIaeT Ha cBoeM OpUIIMAIbHOM caiite B ceTu "MHTepHeT" HHpOpMAIIIO 0
MIPUHSTHIX PEIICHUSX O BHECEHWU M3MEHEHUS! B MHCTPYKIHIO IO MPUMEHEHUIO JIEKAPCTBEHHOTO
mpemnapaTta, O MPUOCTAHOBIEHWU MPUMEHEHUS JIEKapCTBEHHOIO MperapaTra, 00 HU3BATHU W3
oOpallleHusl JIeKapCTBEHHOTO Mpernapara Wik O BO30OHOBJICHUH NMPUMEHEHHUS JEKapCTBEHHOTO
npenapara.

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

I'naBa 14. UHO®OPMAILUS O IEKAPCTBEHHBIX ITPEITAPATAX
Cratpst 67. IHdopmMarius o 1ekapcTBEHHBIX Mpernaparax

1. Hudopmamuss o JneKapCTBEHHBIX Ipenaparax, OTHYCKAaeMbIX 10 pelenty Ha
JICKApCTBEHHBIM TIpernapar, IOJDKHA COAEPKaThCs TONBKO B CIICIUAIN3UPOBAHHBIX H3IaHUSX,
NpeJHAa3HAYCHHBIX JUI MEAWLMHCKUX, (apMaleBTHUECKUX, BETCPUHAPHBIX pPaOOTHHUKOB.
Nudopmanus o nekapCTBEHHBIX TMpemaparax sl CICNMHAINCTOB B o0macTu oOparieHus
JICKapCTBEHHBIX CPEICTB MOXKET COAEP)KaThCsl B MOHOTrpausiX, CHPaBOUYHUKAX, HAYYHBIX
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CTaThsAX, B JIOKJIaJaX Ha KOHrpeccax, KOHPEpeHIHUIX, CUMIIO3UyMaX, HAyYHBIX COBETaX, a TAaK¥Ke
B HHCTPYKLUSAX 10 IPUMEHEHHUIO JICKAPCTBEHHBIX IIPENapaToB.

2. Vudopmauus o JeKapcTBEHHBIX Iperaparax, OTIyCKaeMbIXx 0e3 pewnenra Ha
JICKapCTBEHHBIM Tpemapar, MOXET COAEP)KaThCsl B MYyOIMKAUSAX M OOBSBICHUSAX CPEICTB
MaccoBOW MH(pOpMAIMHK, CIIELUATU3UPOBAHHBIX M OOIMX ME€YATHBIX U3AAHUAX, HHCTPYKLHUAX 110
OPUMEHEHHUIO JIGKAPCTBEHHBIX IPENaparoB, MWHBIX U3JaHUAX CYOBEKTOB  OOpalieHus
JICKapCTBEHHBIX CPEICTB. PexilaMHbIe MaTepuansl O JIEKAPCTBEHHOM IIpenapare, OTIyCKacMOM
0e3 pelLenrta Ha JIEKAPCTBEHHBIH IIpemapaT, JOJKHBI COOTBETCTBOBATb MHCTPYKLMH 110
IIPUMEHEHHUIO JIEKapCTBEHHOIO Iperapara.

3. Jlomyckaercs UCIOJNBb30BaHUE JIOOBIX MAaTepUalIbHBIX HOCUTENEH, MO3BOJSIOMIMX
XpaHUTh, NEPeAaBaTh U MCIIOJIB30BaTh MH(OPMAIMIO O JIEKAPCTBEHHBIX IpenapaTax Oe3 ee
HCKaKCHUS.

I'maBa 14.1. OTPAHUYEHUS, HAJIAT AEMBIE
HA OPTAHU3ALIUU, OCYIHECTBJAIOIUE JEATEJIBHOCTD
1O OBPAIIEHUIO JIEKAPCTBEHHBIX CPEJCTB
(BBenena denepanbubiM 3aKkoHOM OT 25.11.2013 N 317-D3)

Cratest 67.1. OrpanudeHus, HajaraeMble TIPH OCYIIECTBICHUU ACITEILHOCTH B chepe
oOpaleHus JeKapCTBEHHBIX CPEICTB

1. Opranuzauuu, 3aHUMarolIMecs pa3padOTKON, MPOU3BOJACTBOM U (WIM) peanau3anuei
JIEKapCTBEHHBIX MpPENapaToB Uil MEAMLMHCKOrO MPUMEHEHMs, OpraHu3aluM, oOjajaroiiue
IpaBaMM Ha MCIOJIb30BAaHUE TOPrOBOIO HAMMEHOBAaHHUS JIEKApCTBEHHOrO Ipenapara s
MEAMIMHCKOTO NMPUMEHEHHS], OpraHU3aliy ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMU CPEIICTBAMU,
anTeyHble OpraHM3aluu (UX NpPeICTaBUTENU, HHble (U3NYECKHEe M IOpUAMYECKHE JIUIIA,
OCYILECTBIISIIOLIME CBOK JIEATENIBHOCTh OT HUMEHHM JTHX OpraHu3aluil) B OTHOLICHUH
MEIUIUHCKUX PaOOTHUKOB U PYKOBOAUTENEH METUIIMHCKUX OpraHu3aluii He BIIpaBe:

1) BpywyaTh TOJApKH, BBIIUIAYMBATH JICHEXHBIE CpeACTBAa (32  HCKIIOUYEHUEM
BO3HArpa)JaeHU MO JTOrOBOpaM IpH MPOBEIEHUN KIMHUYECKUX HCCIEA0BaHUN JIEKAPCTBEHHBIX
IIPENnapaToB s MEAUIIMHCKOTO IPUMEHEHUS, BO3HAIPaXICHNUH, CBA3aHHBIX C OCYIIECTBIEHUEM
MEAMIMHCKUM PaOOTHUKOM I€Iaroru4eckoid M (Miau) HaydHOM JeATENbHOCTH), B TOM 4YHCIIE
OIIaYMBaTh Pa3BIICUECHMS], OTABIX, IPOE3] K MECTY OT/IbIXa, a TAK)XKE IPUBJIEKATh K Y4aCTHIO B
pa3BIEKaTENbHBIX MEPONIPUATHSAX, IPOBOAUMBIX 33 CUET CBOUX CPENICTB;

2) 3aKJI04yaTh COIIAlIEHUs! O Ha3HAYEHUU WM PEKOMEHJAINH NallMeHTaM JIEKapCTBEHHBIX
IIPENnapaToB A MEIULUHCKOIO NPUMEHEHMs (32 MCKIIIOUYEHHUEM JIOTOBOPOB O IPOBEIECHUU
KJIMHUYECKHX MCCIIeI0BaHUMN JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO IPUMEHEHHS);

3) npenocTaBiATh 00pa3Ibl JEKAPCTBEHHBIX MPENnapaToB A MEIUIIMHCKOTO MPUMEHEHHS
B LIEJSIX BpPYYEHHs MalMeHTaM (3a HCKIIOYEHUEM CIIy4aeB, CBSI3aHHBIX C IPOBEJIECHUEM
KJIMHUYECKHUX UCCIIEJOBAaHUM JIEKapCTBEHHBIX MPENapaToB JUIsl MEUIIMHCKOTO IPUMEHEHUS);

4) mpenocCTaBNSATh HEJOCTOBEPHYIO U (WJIM) HEMOJHYI0 MH(POPMAIUIO O JIEKAPCTBEHHBIX
npernaparax i MEAUIIMHCKOTO IPUMEHEHHUS,

5) mocematb ux B paboyee BpeMs Ha paboOuyumX MecTax, 3a HCKIIOYEHHEM CIydaes,
CBSA3aHHBIX C IPOBEJCHHEM KIMHUYECKUX HCCIEOBAHUMN JIEKApCTBEHHBIX IpernapaToB IS
MEAMIMHCKOTO NPUMEHEHHUs, C Y4YaCTHEM B IMOPAJIKE, YCTAaHOBJIEHHOM PYKOBOJUTENIEM
MEAMIMHCKONW OpPraHu3allii, B COOpaHUAX MEIUIMHCKUX PaOOTHUKOB M MHBIX MEPONPUSTHUSX,
HalpaBJIEHHBIX Ha TIOBBIIIEHHE WX NPO(PECCHOHATBHOTO YPOBHS WM Ha IpeloCTaBICHUE
UH(POPMALIMU, CBS3aHHOM C OCYILECTBIEHHMEM MOHUTOPUHra O€30IacHOCTU JIEKAPCTBEHHBIX
IpenapaTos;

6) mnoOyXaaTh K BBHINMCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB M MEAULUHCKOTO
NpUMEHEeHHs Ha OJaHKax, COoAep)KallMX HH(POPMALHUIO PEKJIAaMHOIO XapakTepa, a TakXke Ha
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peLenTypHbIX OJIaHKaX, Ha KOTOPBIX 3apaHee HaledyaTaHO HAMMEHOBAHUE JIEKapCTBEHHOIO
npernapara Juisi MEJUIUHCKOTO IIPUMEHEHUS.

2. Opranuzanuy, ykazaHHble B a03ale INepBOM wvacTh | HacTosIled cTaTbM, U HX
NPEJCTaBUTENIM B OTHOIIEHUH (DapMaleBTHUECKUX PAOOTHUKOB W PYKOBOAMUTENEH anTEUHBIX
OpraHu3alui He BIPABe:

1) BpyudaTh mnojapku, BbIIUIAUMBATH JEHEXKHBIE CPEICTBA, B TOM YHUCIE OIUIAUYMBATh
pas3BlIeYEeHHUs, OTIBIX, IPOE3/ K MECTY OT/bIXa, M IPUBJIEKATh K YY4acCTHIO B pa3BieKaTelbHbIX
MEpONPUATHSIX, IPOBOJUMBIX 3a CUET CBOUX CPEJICTB;

2) mpeaoCcTaBIATh 00pa3Ibl JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHS
JUIsl BpyU€HUS HAaCEJICHUIO;

3) 3aKkiIro4aTh COIJAILEHHS O MPEAJIOKCHUU HACEICHUIO OINPENEICHHBIX JIEKApPCTBEHHBIX
IIPENapaToB JUIsi MEJULIUHCKOTO IIPUMEHEHMUS;

4) mpenoCTaBIIATh HEIOCTOBEPHYIO U (M) HEMOJIHYI0 MH(POPMAIMIO O JIEKAPCTBEHHBIX
npenaparax s MEAMLMHCKOTO TIPUMEHEHHUs, B TOM 4YHCIE HMEIOUIMX OJMHAKOBOE
MEXyHapOAHOE HEaTeHTOBAHHOE HaMEHOBAHUE.

Cratps 67.2. TpeboBaHUs K OpraHU3alMU U MPOBEICHUIO HAYYHBIX MEPONPUATUH, UHBIX
MEpOTIPUSTHI, HAINPaBICHHBIX Ha TMOBBIIIEHUE NPO(HECCHOHATHLHOTO YPOBHS MEAUITMHCKHUX
pabOTHMKOB WM Ha TMpefocTaBieHHe HWHGOPMAIMU, CBSI3aHHOM C  OCYIIECTBICHHUEM
MOHHUTOpPHHTA 0€30MaCHOCTH JIEKAPCTBEHHBIX IIPENapaToB

1. Ilpu npoBeneHMH HAyYHBIX MEPOINPHUATHNA, MHBIX MEPONPHUATHI, HANPABICHHBIX Ha
MOBBIIIIEHUE TPOPECCHOHATBHOTO YPOBHS MEIUIIMHCKUX PAaOOTHUKOB WIIM Ha IMPEIOCTABICHUE
CBA3aHHOM C OCYIIECTBICHUEM MOHUTOPUHTAa O€30MaCHOCTH JIEKAPCTBEHHBIX IpPENapaTroB
nH(pOpMalLK, OpPraHU3yeMbIX OpraHu3alUsIMM, YKa3aHHBIMU B a03ale ImepBoM yacTh | craTbu
67.1 nacrosimero PenepasbHOro 3aKOHA, MX MPEACTaBUTENAMU U (WiK) (UHAHCHPYEMBIX 3a
CYET CPEeACTB 3TUX OpraHU3allui U UX MpeCTaBUTENEH, 3alpeliaeTcs NPensiTCTBOBATh YYacTHIO
B YKa3aHHBIX MEPONPUATHUSIX HHBIX OPraHU3alUK, KOTOpBIE IPOU3BOAAT WM PEaTU3YIOT
JIEKapCTBEHHbIE IpernapaThl s MEIUIUHCKOTO MPUMEHEHHUS CO CXO0XHM MEXaHHU3MOM
(bapMaKoIOrH4ecKoro AeUCTBUS, MO0 CO3/aBaTh JUCKPUMHHALMOHHBIE YCIOBHUS Ui OIJHHMX
YYaCTHUKOB I10 CPaBHEHUIO C IPYTMMH Y4aCTHUKAMHM, & UMEHHO:

1) mpenocTaBisATh pPA3NUYHOE KOJIWYECTBO BPEMEHU JUISI BBICTYIJICHUH YYaCTHUKOB,
pazIuYHbIE 1O pa3Mepy 3aHUMaeMoW IUIOMAAM MecTa Uil JEMOHCTpaluud 00paslioB
JIEKapCTBEHHBIX IPENAapaToB Ul MEAUIMHCKOIO MPUMEHEHMSI WM PEKIAMHBIX MaTE€pHAIOB O
JIEKapCTBEHHBIX IpernapaTax s MEAMIHMHCKOIO NPUMEHEHHUs Ha JKCIIO3MIIMAX, CTEeHAaX, 3a
UCKJIIOUYEHHEM CIIy4aeB, €CIM TaKUE€ YCIIOBUS 3aKpEIUIEHBbl B COIVIAILIEHUSAX ATHX OpraHu3alui,
UX MpeAcTaBUTENeH 0 (PMHAHCUPOBAHUHU YKa3aHHBIX MEPONPUITUN U 00YCIIOBJIEHBI pa3InYHBIMU
3aTpaTaMM yYaCTHUKOB Ha UX OpPraHU3alHIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIi YYACTHUKOB MEpONPHUATHHA, yKa3aHHBIX B alzarie
MEPBOM HACTOSIILIEH 4YacTH, MPEBBILIAIONINI CyMMy 3aTpaT Ha OpraHu3alli0 yKa3aHHBIX
MEPONPUITHIA U BEAYIIHI K HEOOOCHOBAaHHOMY OIPaHUYEHHIO YHCIIa UX YYACTHUKOB.

2. Opranuzamnuu, yka3zaHHbple B a03are mepBoMm uactu 1 crtateu 67.1 HacTosmiero
@enepallbHOTO  3aKOHA, MX MPEACTABUTENM, OCYIIECTBISIOUIME OpraHU3aluilo U (WIn)
(buHaHCUpOBAaHUE MEPONPUATUH, YKa3aHHBIX B YacTu | HacTosdled cTaTbu, OOsA3aHbI
oOecrieunBaTh JOCTYN K HH(POpPMALMU O JaTe, MECTe M BPEMEHHU IPOBEACHUS YKa3aHHBIX
MEpONpPUITHHA, IJIaHAX, MPOrpaMMax IPOBEIEHUS YKa3aHHBIX MEpPONpUATHH U TeMmax,
IUIAHUPYEMBIX  JUISI  pacCMOTPEHHS, COCTaB€ MX YYAaCTHUKOB IYTEM  pa3MEUICHUS
COOTBETCTBYIOIICH HWH(OpManuu Ha CBOMX O(HIMANBHBIX caliTax B cetn "HMHTepHer" He
MO3JIHEE ABYX MECALIEB J0 Hayalla MPOBEACHUS YKAa3aHHBIX MEPOIIPUATHMN.

3. Undopmariust 0 mpoBeACHUN MEPONPHUATHI, YKA3aHHBIX B YaCTH | HACTOSIICH CTaThH, B
CPOK, YCTaHOBJICHHBIN YacThiO 2 HACTOSIICH CTaThU, JOJDKHA OBITH HAIlpaBiieHa B (eepaabHbIi
OpraH UCHOJHUTENIbHOM BJIacTH, OCYIIECTBISIONINY (QYHKIIMU 110 KOHTPOJIIO U HAaJ30py B cdepe



3/IpaBOOXPAHEHHUSI, ISl TIOCJIEAYIOUIETO pa3MeIIeHUs ee Ha O(PHUIMAIBHOM CaliTe ITOTO OpraHa B
cetu "UHTepuer".

I'maBa 15. OTBETCTBEHHOCTD 3A HAPYIIEHHUE 3AKOHOJATEJIbBCTBA
POCCHUMCKOM ®EJEPAIIMA TP OBPAIIIEHAU JIEKAPCTBEHHBIX CPEJICTB
N BOSMEHIEHUME BPEJA, TIPUYUHEHHOTI'O 3I0POBBIO I'PAYKIAH
BCJIEACTBHUE IPUMEHEHUSA JTEKAPCTBEHHBIX ITPEITAPATOB

Cratpa 68. OTBETCTBEHHOCTh 3a HapylleHue 3akoHoAaTenbcTBa Poccuiickoin denepanuu
IpU OOpaIIeHUH JICKAPCTBEHHBIX CPEJICTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoii ®enepanuu  mnpu  oOpalieHUH
JCKapCTBEHHBIX CPEACTB BJIEYET 3a COOOH OTBETCTBEHHOCTb B  COOTBETCTBHH C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

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

2. 3a HempencraBieHue MHPoOpMaUUU U (WIKM) JaHHBIX, MPEAYCMOTPEHHBIX HACTOSALIUM
@denepanbHbIM  3aKOHOM, CYOBEKThl ~ OOpalleHHs  JIEKAPCTBEHHBIX  CPEJICTB  HECYT
OTBETCTBEHHOCTb B COOTBETCTBHUM € 3aKOHOJaTeIbcTBOM Poccuiickoil denepannu.

(uactsb 2 BBeaeHa denepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03)

Cratest 69. Bo3memienue Bpeaa, NPUYMHEHHOTO 3J0POBBI0 Tpak/IaH BCIJIEICTBHE
MPUMCHEHUS JICKAPCTBEHHBIX MIPEIapaToB

1. IlpousBoauTENH JEKAPCTBEHHOTO Ipenapara o0s3aH BO3MECTUTH BpEJ, MPUYNHEHHBIH
3JI0POBBIO TPAXK/IAH BCIIEACTBHE IIPUMEHEHUS JIEKAPCTBEHHOTO TIpenapaTa, €Clii JI0Ka3aHo, 4To:

1) mekapCTBEHHBIN TIpenapaT MPUMEHSIICS 110 HA3HAYSHHUIO B COOTBETCTBUU C HHCTPYKITHEH
[0 NMPUMEHEHHIO JIEKAPCTBEHHOIO Mpernapara ¥ NMPUYMHON Bpesa SBUIICS BBOJA B IPAXKAAHCKUMN
000pOT HeIOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO MTpenapara;

2) Bpel 370pOBbIO MPUYMHEH BCIICACTBUE HEIOCTOBEPHOI MH(OpMAIINK, coepKaliencs B
UHCTPYKLIMU TI0 TPUMEHEHUIO JIEKapCTBEHHOIO TIpernapaTa, H3AaHHOW MPOU3BOIUTENIEM
JIEKapCTBEHHOT O Ipernapara.

2. B cnyuae, ecnum Bpeld 3/0pOBbIO TpakAaH TNPUYMHEH BCIEACTBUE IPUMEHEHHS
JICKApCTBEHHOTO TIpernapara, MPUIIEIIIEr0 B HErOJAHOCTh B pe3yiabTaTe HAPYIICHHS IPaBUII
XpaHEeHUs JIEKapCTBEHHBIX CPEJICTB, IIPAaBUIJI ONTOBOM TOPrOBIIH JIEKAPCTBEHHBIMU IIpENapaTaMH,
NPaBUJI OTITYCKA JIGKAPCTBEHHBIX NIPENapaToB, MPABUJI H3TOTOBJICHUS U OTITYCKa JEKapCTBEHHBIX
IpenapaToB, BO3MEILIEHHE Bpela OCYLIECTBISETCS COOTBETCTBEHHO OpraHU3alMeld ONTOBOM
TOPTOBJIM  JICKAPCTBEHHBIMH ~ CPEJICTBAMH, allTEYHOW OpraHu3anued, WHIAWBHIYATbHBIM
OpeNpuHUMAaTENIeM, HMEIOIMMH JIMLIEH3UI0 Ha (apMaleBTHUECKYI0 JEATelIbHOCTh WU
JIMIICH3UIO0 HA METUITMHCKYIO JESITeIbHOCTh, MEIUIIMHCKOW OpTaHN3aIlueH, NMEIOIIEH JINIEH3UIO
Ha (apMaleBTUYECKYIO JEATEeIhbHOCTh (€€ 000COOIeHHBIM Moapa3feneHueM (amOynaTopuei,
denpamepckuM M (eabAIIEpPCKO-aKyIIepCKUM MyHKTaMH, LIEHTpOM (OTAelieHneM) oOmiei
BpaueOHOM (CceMeiHOI) NpakTHKH), PACIOJIOKEHHBIM B CEJIBCKOM HACEJICHHOM IyHKTE, B
KOTOPOM OTCYTCTBYET amlTe4yHas OpTraHW3aIus), JOMYCTHBIIUMH MPOAAXKY U OTITYCK TaKOTO
JIEKapCTBEHHOT'0 Tpernapara.

(B pen. denepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bo3memenune Bpema, MPUYMHEHHOTO 3IOPOBBIO TPAXKAAaH BCIEJACTBHE MPHUMEHEHHS
JIEKapCTBEHHBIX TMpENnapaToB WM COBEPIICHUs IPOTUBOIPABHBIX JEHCTBUH CyOBEeKTaMu
oOpallleHusl JIEKapCTBEHHBIX CPEICTB, OCYIIECTBIIAETCS B COOTBETCTBHM C 3aKOHOJIATEIbCTBOM
Poccuiickoit denepanum.

I'maBa 16. 3AK/IIOYUTEJIBHBIE ITOJIOXKEHUSA
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Cratps 70. O npu3sHaHUM YTPATUBIIMMHU CHUJIy OTAEJBHBIX 3aKOHOJATENbHBIX aKTOB
(monoxeHui 3aKkoHoaTeNbHbIX akToB) Poccuiickoit ®denepanuu

[Ipu3HaTh yTpaTUBIIUMU CHITY:

1) ®enepanbhsbiii 3akon ot 22 urong 1998 roma N 86-@3 "O nexkapcTBeHHBIX cpencTBax”
(Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 1998, N 26, ct. 3006);

2) @enepanbhblil 3akoH oT 2 sHBapsa 2000 roma N 5-®@3 "O BHeceHUM HU3MEHEHMs U
nononHeHnii B DenmepanbHbli 3akoH  "O  ;ekapctBeHHBIX  cpenctBax'  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2000, N 2, ct. 126);

3) crareio 40 denepanpHoro 3akona ot 10 suBaps 2003 roma N 15-®3 "O BHeceHHH
W3MEHEHUN M JONOJIHEHUH B HEKOTOpPBIE 3aKOHOAATENbHbIE akThl Poccuiickoit PDenepauuu B
cBs3u ¢ mnpunatueM DenepanbHoro 3akoHa "O JIMIEH3UPOBAHUM OTIEIbHBIX BHUJIOB
nestenpHOoCTH" (CoOpanue 3akoHoaTebeTBa Poccniickoit denepanuu, 2003, N 2, cr. 167);

4) cratpio 31 ®denepanproro 3akona ot 30 wrons 2003 roma N 86-P3 "O BHeceHuU
W3MEHEHUH W JOMOJHEHUNW B HEKOTOpbIE 3aKOHOJaTenbHbIe akThl Poccuiickoir depeparum,
IIPU3HAHUM YTPATUBUIMMU CUIIy OTAEJIBHBIX 3aKOHOJATENbHBIX akToB Poccuiickoit denepanuu,
MPEIOCTABICHUU OTNEIbHBIX TapaHTHH COTPYIHUKAM OPraHOB BHYTPEHHUX e, OPraHOB IO
KOHTPOJIIO 32 000POTOM HAPKOTHYECKUX CPEACTB M IMCHUXOTPOIHBIX BEUIECTB M YIPa3IHIEMBIX
denepanbHBIX OpPraHOB HAJIOrOBOM TONUIMM B CBA3M C OCYIIECTBICHHMEM MeEp IO
COBEPILCHCTBOBAaHUIO  TocyaapcTBeHHoro  ympasienuss"  (CoOpaHue  3aKOHOJATENbCTBA
Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crareio 101 ®denepanbhoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUH B 3aKOHOJaTeNbHble akThl Poccuiickoit @enepanyy W MPU3HAHUU YTPATUBIIUMU
CHUJIy HEKOTOPBIX 3aKOHOJATEIbHBIX aKTOB Poccuiickonn Pexepanvu B CBA3M C IPUHATHEM
®enepanbHbIX 3ak0oHOB "O BHECEHMHM M3MEHEHM W JomnoiHeHui B DexepanbHbiil 3akoH "OO
00X TPHUHIMIAX OPTraHU3aIlMU 3aKOHOJATEIBHBIX (MIPEJACTABUTEIBHBIX) U MCTIOTHUTEIHHBIX
OpPraHoB TOCYIapCTBEHHOH BiacTu cyObekToB Poccuiickoit ®Penepauun" u "OO6 oO0mmx
NPUHILIMIIAX OpPTaHU3allid MECTHOro camoynpaniieHuss B Poccuiickoit @enepanun” (Cobpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) crateio 28 deaepanabpHOro 3akoHa oT 18 gexadbps 2006 roga N 231-d3 "O BBeacHUU B
nercTBue 4vacth 4YerBepToi ['paxmanckoro koxaekca Poccuiickoit ®enepanuu" (Cobpanue
3akoHoaarenbcTBa Poccuniickoit deneparuu, 2006, N 52, ct. 5497).

Crartbs 71. Berymienue B cuity Hactosiero denepaibHOro 3aKOHa

1. Hacrosimuit denepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 centsiopst 2010 roaa.

2. JlexapcTBEHHbBIE CpEJICTBA, 3apETUCTPUPOBAHHBIE JIO [JHS BCTYIUIGHHS B CHIY
HacTtosAwmero ®enepanbHOrOo 3aKOHA, MOAJIEXKAT BKIIOUEHHIO B TOCYAAPCTBEHHBIE PEECTPBI
JIEKAPCTBEHHBIX CPEJICTB C BHECEHMEM YKa3aHHBIX B 4YacTM | cratbu 33 HACTOAIIErO
@denepanbHOTO 3aKOHA CBEACHUH 00 3TUX JIEKApPCTBEHHBIX CPEJCTBaX 0€3 MPOXO0XKIEHUS BHOBb
IIPOLEAYPHI TOCYIaPCTBEHHON PErMCTPALIH JIEKAPCTBEHHBIX IIPENApaToB.

3. TocynmapctBeHHasi perucrpanusl JIEKapCTBEHHBIX IIPENapaToB, 3a HCKIIOUEHUEM
JIEKapCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO IPUMEHEHUs, MPEACTaBIEHHBIX Ha YKa3aHHYIO
PETUCTPALIMIO O AHS BCTYIUIEHUS B CHUIy Hactosmero denepajbHOro 3aK0Ha, OCYIIECTBIISAETCS
B COOTBETCTBUHU ¢ HacTosiuM DenepaibHbIM 3aKOHOM Ha OCHOBAaHMM JIOKYMEHTOB U JIaHHBIX,
IIPEJICTaBICHHBIX 10 JTHS BCTYIUIEHUS B CHITy HacToswero denepaabHOro 3aKoHa.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. T'ocymapcTBeHHass perucTpanus JEKapCTBEHHBIX NPEnapaToB sl MEAUIMHCKOIO
IIPUMEHEHHUS, NPECTABIEHHBIX Ha TOCYJaPCTBEHHYIO PErHMCTPALMIO 10 HS BCTYIUIEHHS B CHILY
HactosAmero denepanbHOr0 3aKOHA, M TOCYJApPCTBEHHAs pPETUCTPalds JIEKapCTBEHHBIX
IIPENnapaToB AJ MEIAULUHCKOIO MPUMEHEHMS, IPEACTABIECHHBIX Ha AKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEICTB 1O JHA BCTYIUIEHHS B CWIy Hacrosamero @PenepajbHOro 3akoHa B LENIX HX
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NOCIIEAYIOLIEN TOCYIapCTBEHHOW PErUCTPALlMK, OCYIIECTBISAIOTCA HA OCHOBAaHUHU JIOKYMEHTOB U
JIAHHBIX, MPEACTABICHHBIX A0 JHSA BCTYIUIEHHMS B CUIIy HacTosuiero denepaibHOro 3aKoHa, a
TAaK)K€  3adBJIEHUS O TOCYJApCTBEHHOW  PETUCTPALlMM  JIEKAPCTBEHHOI'O  IIperapara,
MIPEACTABICHHOTO IPOU3BOAMUTENIEM JIEKAPCTBEHHBIX MPENapaToB WM YHOJIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBMM C HacTosmUM DenepaibHbIM 3aKOHOM B YIOJHOMOYEHHBIN
dbeneparbHBIA OpraH UCIOJHUTEIbHON BiacTH j0 1 mapra 2011 roma, 6e3 TpeboBaHUs yIUIAThI
roCyJapCTBEHHOM MOLIJIUHBIL, IPEyCMOTPEHHOMN 3aKoHOoAaTenscTBOM Poccuiickoit denepanuu o
Hajorax u cobopax.

(uactb 3.1 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-03)

3.2. IloaTBepaeHue rocyAapCTBEHHOM perucTpanuu JIEKApCTBEHHBIX IIPErapaTroB ISl
MEIUUUHCKOrO TNPUMEHEHUs, NPEICTABICHHBIX JUIA MOATBEPXKICHUS TOCYIapCTBEHHON
pPErUCTpaLMU 10 IHA BCTYIUIEHUS B CUITy HacTosero deaepanbHOro 3aKOHa, U MOATBEPXKICHUE
rOCyJapCTBEHHON PEruCTpaliy JIEKaPCTBEHHBIX MPENapaToB JUIsl MEJULIUHCKOTO MPUMEHEHUS,
IIPEJICTABICHHBIX HAa OJKCIEPTU3Yy JIEKAPCTBEHHBIX CPEACTB O JHS BCTYIUICHUS B CHIY
Hactosimiero  denepanbHOro 3akoHa B LEMAX  MOCIEAYIOIIETO  MOATBEPXKACHHUS — UX
rOCy/IapCTBEHHOW PpErucTpaluy, OCYIIECTBISIOTCS Ha OCHOBAaHUU JIOKYMEHTOB U JAaHHBIX,
MPEACTABICHHBIX J0 JHS BCTYIUIEHMS B CUiy Hacrosmero denepaJbHOro0 3aKOHA, a TaKXKe
3asBJICHHUS O MOATBEPXKJAECHUU TOCYAAPCTBEHHOW pErucTpaluu JIEKapCTBEHHOrO IIpernapara,
MIPEACTABICHHOTO MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX IMPENapaToB WM YHOJIHOMOYEHHBIM UM
JUIIOM B COOTBETCTBMM C HacTosmuM @DenepaibHbIM 3aKOHOM B YINOJHOMOYEHHBIN
dbenepanbHbI OpraH MCHOTHUTENbHOM BracTu 10 1 mapra 2011 roaa, 6e3 TpeboBaHUS YIIIATHI
roCyJapCTBEHHOM MOILIJIMHBIL, IPEyCMOTPEHHOM 3aKOHOAATENBCTBOM Poccuiickoi Penepannu o
Hajorax u coopax.

(uactp 3.2 B pea. @enepanbHoro 3akona ot 29.11.2010 N 313-D3)

3.3. IlpunsaTHe pemieHus O BHECEHUM H3MEHEHHl B JOKYMEHTHI, COJIEpKallhecs B
PETHCTPAlMOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  mpemapar  ajs
MEAMIIMHCKOTO TMPUMEHEHUS U MPEJCTaBICHHbIE 10 JHS BCTYIUIEHUS B CHJIYy HAcCTOSIIETO
®denepanbHOrO0 3aKOHA, W MPUHATHE pEHIeHUS O BHECEHWH W3MEHEHUW B JOKYMEHTBHI,
coJieprKalieecsi B peruCTpallMOHHOM JI0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar
JUIS METULIMHCKOTO IPUMEHEHUS U MPEJICTABIICHHBIE HA SKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10
JIHSl BCTYIUIEHUS B CUJy Hactosuiero ®denepanbHOro 3aKOHA, OCYIIECTBIISIOTCS HAa OCHOBAHUU
JOKYMEHTOB M JaHHBIX, MPEACTaBICHHBIX JIO0 [JHSA BCTYIUIEHUS B CHIIYy HACTOSIIETO
@®enepallbHOTO 3aKOHA, a TaKXK€ 3asBJICHUS O BHECEHUUM W3MEHEHUH B JIOKYMEHTHI,
coJiepXalirecs: B perucTpalliOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUISL  MEIWULMHCKOTO TPUMEHEHMs, MPEACTABIEHHOT0 IPOU3BOJUTEIEM JIEKApCTBEHHBIX
MpenaparoB WKW YHOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUU € HactosuuM DenepanbHbIM
3aKOHOM B YIOJHOMOYEHHBIN (efiepaibHblii OpraH UCHOJHUTENbHOU BiacTtu 10 1 mapra 2011
roga, ©0e3 TpeOOBaHUS  yIJIaThl  TIOCYJApPCTBEHHOW  MOIUIMHBI,  HPEAYCMOTPEHHOU
3aKoHOAaTeNnsCTBOM Poccuiickoit deneparnu o Hanorax u coopax.

(gactb 3.3 B pea. ®enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Belgaua paspelieHuil Ha IMPOBEICHHE KIMHUYECKUX HCCIEIOBAHMI JIEKapCTBEHHBIX
IIpenapaToB JAJi MEIULUHCKOIO NIPUMEHEHHS 110 3asiBICHUSAM, MOJAaHHBIM JI0 JHS BCTYIUICHUS B
cuiny Hactosmero @eaepanbHOro 3aKOHA, a TaKKe IO 3asBJICHUSM, TOJIAHHBIM IOCJIE JHS
BCTYIIEHUS B CHIly HacTosimiero deaepaibHOro 3aKOHa Ha OCHOBAHUU HKCIIEPTHU3, TPOBEIECHHBIX
0 [JHA BCTYIUIEHMsT B cuiay HacTtosdwmero @enepalbHOrO 3aKOHA, OCYLIECTBISIETCS B
COOTBETCTBUM C HacTosmuM DenepanbHbIM 3aKOHOM Ha OCHOBAHHMU JTOKYMEHTOB U JIaHHBIX,
MPEACTABICHHBIX HWJIM TOJYYEHHBIX /10 JIHA BCTYIUIEHHS B CHJIy Hacrtosiero deneparbHOrO
3aKOHa, a TakKXX€ Ha OCHOBAaHMM KONHMHM MPEIBAPUTEIHLHOTO JIOTOBOpa 00s3aTEeNbHOIO
CTpPaxOBaHMs KU3HU, 370POBbs MAIIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM HCCIEAOBAaHUU
JIEKApCTBEHHOI'0 IIpemapara i MEJULIUHCKOrO IPUMEHEHHs, WIM KOIHWHU JOroBOpa
00s3aTeNFHOTO CTPaXOBaHUS >KM3HH, 30POBbS MAIMEHTOB, yYACTBYIOIIUX B KIMHHYECKOM
UCCIIEIOBAaHUM  JIGKAPCTBEHHOTO IMpermapara Ais  MEJUIMHCKOTO NpPHUMEHEHHUs, JH0o
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IPECTaBICHHOM KOIUU J0TOBOpa 0053aTEILHOIO CTPAaXOBaHUs, 3aKII0UEHHOTO B COOTBETCTBUHU
C TUIOBBIMU MpaBUIaMHU 0053aTeIbLHOTO CTPAXOBaHUs, C YKa3aHUEM IpelelbHONU YHCIEHHOCTH
NAIUMEHTOB, YYAaCTBYIOIIMX B KIMHMYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOI'O Ipenapara Jyist
MEAMIIMHCKOTO TpHUMEHEHus, 0e3 TpeboBaHUA YIJIaThl TOCYJAPCTBEHHOH  IMOILIMHBI,
MIPEeaYyCMOTPEHHOM 3aKoHOoMaTeNbecTBOM Poccuiickoit deneparuu o Hajmorax u coopax.

(dactb 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOMN BAIIOTE JI0 HS BCTYIJICHUS B CHILY HACTOSIIETO
@®enepalibHOTO 3aKOHA IPEJCIIbHBIE OTIYCKHBIE IIEHbl MHOCTPAHHBIX MPOM3BOAUTENEH Ha
JICKapCTBEHHBIE Mpenapathl, BKIIOUYEHHbIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIINX
JICKapCTBEHHBIX IPENaparoB, MOJJIKAT Mepecdyery B pyonu mo kypcy LleHTpanbHoro 6anka
Poccuiickoit @enepanuu Ha 1aTy, yctaHoBleHHYH0 [IpaButensctBoM Poccuiickoit Denepanuu,
0€3 IIpeCTaBICHU 3asiBICHUS O IIEPECUYETE LIEHbl C BHECEHUEM COOTBETCTBYIOIUX U3MEHEHU B
rOCY/IapCTBEHHBIA PEeCTp MPEENbHBIX OTIIYCKHBIX II€H IMPOU3BOJUTENCH Ha JIeKapCTBEHHbBIC
npenapaThl, BKIIOUYECHHBIE B IEPEYEHb )KU3HEHHO HEOOXOIUMBIX U BKHEHIIINX JIEKAPCTBEHHBIX
IIpernapaToB.

(uactp 3.5 BBepena denepanbubiM 3akoHoM oT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHBIC J0 AHS BCTYIUICHUS B CHIIy HacTosero deaepanbHOro 3aKoHa
npeleibHble OTIMYCKHBIE IEHBl POCCHICKUX MPOM3BOAMTECH Ha JEKapCTBEHHBIE IpEenaparshl,
BKJTIOYCHHBIC B TIEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIGKAPCTBEHHBIX IPENapaToB,
nojsexar uajaekcanuu ¢ 1 HosOps 2010 roga ucxoast U3 NPOrHO3UPYEMOTO YPOBHS MHQISAINH,
yctaHoBieHHoro denepanbHbiM 3aKk0HOM OT 2 aekadps 2009 roga N 308-D3 "O denepanbHOM
oromxete Ha 2010 rox u Ha turanoBsid iepuoa 2011 u 2012 rogos" Ha 2011 rog.

(uacTb 3.6 BBenena @enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roga He momyckaroTcsl IPOU3BOACTBO U BBO3 B Poccuiickyro
®denepalliio JeKapCTBEHHBIX MPEMapaToB B YIIAKOBKaX ¢ MapKUPOBKOW, KOTopasi Oblila HAaHeCeHa
JI0 JHA BCTYIUIEHMsI B cuiy Hacrosiero denepanbHoro 3akoHa. [lo mcTeueHum ykazaHHOTO
CpOKa JaHHbIE JIEKAPCTBEHHBIE TpPEMapaTbl MOTYT OTIYCKaTbCs, pPEaTU30BbIBATHCA,
NEPEaBaThCS U IPUMEHATHCS 10 UCTEUEHUS UX CPOKA FOJHOCTH.

(B pen. ®enepanbhbix 3akoHOB 0T 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nHA BerymuleHus B cuily Hacrosiuero ®enepansHoro 3akona u no 30 ampens 2011
rojja BKJIIOYUTEIBHO [OIYCKAaeTCs TMPOBEACHHE SKCIEPTH3bl JIEKAPCTBEHHBIX CPENCTB
AKCIIEPTAMU 3KCHEPTHOTO YUPEXKICHHUS A0 MPOXOXKIAEHUS MMM aTTeCTallid B TMOPSJIKE,
YCTaHOBJIEHHOM YIIOJIHOMOUYEHHBIM (pe/IepabHBIM OPTaHOM HCIIOJIHUTEIHHON BIACTH.

5. Co ans BeTyruieHus B cuily Hactosero denepanbHoro 3akoHa u no 31 nexaOps 2013
rojila BKJIFOUUTENIBHO OCYIIECTBISETCS MEPEeXoJl K IMPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUU C MPaBHJIAMH OPTraHU3alMy IPOU3BOJICTBA U KOHTPOJISI KAUeCTBa JIEKAPCTBEHHBIX
CpPEICTB, yKa3aHHbIMM B 4acTu | crarbum 45 Hactosimiero denepanbHOro 3aKOHAa, B TMOJHOM
oobeme. Cpoku mepexojia HPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HUX IPOU3BOJACTBY B
COOTBETCTBUU C KOHKPETHBIMH TPeOOBaHUSAMHU JaHHBIX MpPaBWII, BKJIHOYAs CPOKHU aTTECTAllUU
YIOJIHOMOYEHHBIX JIMI], YKa3aHHBIX B 4dacTax 6 u 7 cratbu 45 Hactosmero denepaibHOro
3aKOHa, ycraHaBiauBaroTces [IpaBurensctBoM Poccuiickon ®denepanuu.

6. JIuieH3un Ha NMPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, BhIAaHHBIE A0 | sHBapsa 2014
roaa, nerMcTByroT nociue 1 suBapsa 2014 roga 10 MCTEYEHUs CpPOKa UX JEUCTBUA MPHU YCIOBUHU
COOTBETCTBUSl JIMIIEH3WATa MPABWIAM OpraHU3allMd TPOU3BOJICTBA W KOHTPOJIS KadyecTBa
JIEKAPCTBEHHBIX CPEJICTB, YKAa3aHHBIM B yacTu 1 ctathu 45 HacTosmero denepanbHOro 3akoHa.

7. @®opMmHpOBaHME TOCYAApCTBEHHOTO  3a/JlaHus Ha MPOBEIEHHUE  SKCIEPTU3bI
JIEKapCTBEHHBIX CPENCTB (hefepalbHOMY TOCYJapCTBEHHOMY OIOPKETHOMY YUPEXJICHHIO MO
MPOBEJCHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPeICTB U (hMHAHCOBOE 00ECreYeHHEe BBITIOJHEHUS
3TOro 3aJaHMsl OCYIIECTBISIOTCA B INMOPAJKE, yCTaHOBIEHHOM delnepanbHbIM 3aKOHOM OT 12
auBaps 1996 roga N 7-®@3 "O HEKOMMEpPUYECKUX OpraHu3alusix .

(dactp 7 BBenmeHna deaepanbHbiM 3aKk0HOM OT 29.11.2010 N 313-D3)
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[Ipe3uneHt
Poccuiickoit @enepanuu
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpensa 2010 roga
N 61-D3
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