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Nnasa 1. OBLWUE NOJIOXKEHUA
Cratbsa 1. peameT perynupoBaHusa Hactoswero deaepanbLHOro 3akoHa

1. Hacrosmmii denepanbHblii 3aKOH PEryIMpPYET OTHOILEHUS, BO3HUKAIOIIHME B CBS3U C
oOpamieHueM -  pa3pabOTKOM,  JOKIMHMYECKMMM  HCCIEJOBAHUAMM,  KIMHHUYECKHUMHU
UCCJIEIOBAHMSIMH, 3KCIEPTU30M, I'OCYJapCTBEHHOM PETUCTpallMel, CO CTaHAAapTH3alUedl u ¢
KOHTPOJIEM KadecTBa, NPOMU3BOACTBOM, H3TOTOBICHHEM, XPAHEHHEM, IEPEBO3KOH, BBO30OM B
Poccuiickyro ®enepanuro, BbeiBO30M u3 Poccuiickoir ®denepanuu, pekIamMOH, OTIIYCKOM,
peanusanuei, neperadei, (pUMEHEHUEM, YHUUYTOKEHUEM JIEKAPCTBEHHBIX CPENICTB.

(B pen. denepanbuoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmuii ®denepanbHblii 3aKOH YCTAHABIMBAECT MPUOPUTET TOCYAAPCTBEHHOTO
perynupoBaHus 0€30MacHOCTH, KadyecTBa M 3()()EKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB IMPH HX
oOpareHuu.

(B pen. denepanbHoro 3akona ot 25.06.2012 N 93-D3)



CraTtba 2. Cdepa npumeHeHus1 HacToswero PegepanbLHOro 3akoHa

Hacrosumuin ®enepaibHblii 3aKOH IPUMEHSAETCS K OTHOLICHUSAM, BO3HUKAIOUIUM IIpU
oOpaleHuu JIeKapCTBEHHBIX CPEJCTB Ha Tepputopun Poccuiickoit denepanuu.

Crtatbsa 3. 3akoHOA4aTENbLCTBO 006 OOpaLleHun NneKkapCTBEeHHbIX CPeacTB

1. 3akoHOIaTENbCTBO 00 OOpAIlEHHH JEKAapPCTBEHHBIX CPEACTB COCTOMT M3 HACTOSILErOo
®denepallbHOTO 3aKOHA, IPYTHUX (efepaibHBIX 3aKOHOB U MHBIX HOPMATHUBHBIX MPABOBBIX aKTOB
Poccuiickoit deneparuu.

Koncynsrantlntoc: npumedanue.
C 01.09.2023 B u. 1.1 cT. 3 BHOCsATCs 3MeHeHus (D3 ot 04.08.2023 N 428-D3). Cm. Oyaymryto
peaaKuuIo.

1.1. 3akonHomartenbcTBO 00 OOpalieHWH JIEKAPCTBEHHBIX CPEACTB B  OTHOIICHHUH
IOpUINYECKUX JIMI M MHIUBUIYAIbHBIX MPEIIPUHUMATENCH, OCYIIECTBISIOMUX IEATEbHOCTh Ha
TEPPUTOPUHU MEKITYHAPOJAHOTO MEAUIIMHCKOTO KJIacTepa, MPUMEHSETCS C Y4€TOM 0COOCHHOCTEH,
ycraHoBieHHbIX DenepanbHbiM 3aKkoHOM "O MEXAYHApOAHOM MEIUIMHCKOM KJIacTepe U
BHECEHUH U3MEHEHUI B OTJI€JIbHBIC 3aKOHOIAaTeNIbHbIE aKkThl Poccuiickoit denepanmn’.

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

2. JleiictBue Hacrosimiero denepaqbHOrO0 3aKOHAa pacmpocTpaHseTcs Ha oOpareHue
HApPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB M MCUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJCTB C YUYETOM
0COOEHHOCTEH, YCTAaHOBIICHHBIX 3aKOHOIaTeILCTBOM Poccuiickoit deaepannn 0 HAPKOTHIESCKUX
CpEeICTBAaX, MICUXOTPOITHBIX BEIIECTBAX U 00 MX MpeKypcopax.

3. JletictBue wHactosimero deaepadbHOTO 3aKOHA pPaCHpOCTpaHSIETCs Ha oOpalieHHe
paarodapMareBTHUYECKUX JIEKAPCTBEHHBIX CPEACTB C y4ETOM OCOOEHHOCTEH, YCTaHOBICHHBIX
3aKkoHO/aTenbcTBOM Poccuiickoit denmeparmuu B oOiactu  oOecneYeHHUs] paJaHAIlMOHHON
0€30MMacHOCTH.

4. Ecim MexayHapoaHbsiM goroBopoM Poccuiickoit denepanuy yYCTaHOBJICHBI HWHBIE
npaBuja, 4eM Te, KOTOpbIe MPpeaycCMOTpeHbl HacTosmuM DenepanbHbIM 3aKOHOM, IPUMEHSFOTCS
IpaBuja MEXIYHApPOIHOIO JOTOBOPA.

4.1. PemieHuss MeXrocylIapCTBEHHBIX OpPraHOB, MPUHSATHIE HAa OCHOBAHUHU TMOJIOKEHUH
MEXKYHApOAHBIX 10roBopoB Poccuiickoit denepanuii B UX HCTOJKOBAHUM, MPOTUBOPEYAILIEM
Konctutynun Poccuiickoit denepannuy, He moanexar ucnoiaHeHuto B Poccuiickoilt @enepanuu.
Takoe mpoTHBOpedre MOXET ObITh YCTaHOBJIEHO B MOpPSAKE, ONpeiesieHHOM (eaepatbHbIM
KOHCTUTYIIMOHHBIM 3aKOHOM.

(dactb 4.1 BBeneHa denepanpHbiM 3akoHOM 0T 08.12.2020 N 429-D3)

5. B Poccuiickoii ®denepanuu B COOTBETCTBHHM C MEXKIYHApOAHBIMU JOTOBOPAMHU
Poccuiickoit @eaepanyu U (WiM) Ha OCHOBE NMPHUHIUIIA B3aUMHOCTH MPU3HAIOTCS PE3YJIbTAThI
KJIIMHUYECKUX HCCJEIOBAHUM JIEKAPCTBEHHBIX IMpEnapaToB sl MEIUIUHCKOTO MPUMEHEHHS,
MPOBEJICHHBIX 3a Ipeaenamu Tepputopun Poccuiickoit denepanuu.

Ctatba 4. OCHOBHbIE NOHATUA, UCNONb3yeMble B HacToswem dPeaepanbHOM
3aKoHe

Jnsa ueneit Hactosimiero PenepanbHOrO 3aKOHA MCIIOIB3YKOTCS CIEAYIOLIME OCHOBHBIE
MOHATUSA:

1) nexapcTBEHHBIE CPEJCTBA - BEIIECTBA WJIM MX KOMOWHAIIMH, BCTYMAIOIINE B KOHTAKT C
OpPraHMW3MOM YEJIOBEKA WJIM KMBOTHOTO, MPOHUKAIOIIME B OPraHbl, TKAHU OPraHU3Ma 4YeJIOBEKa
WIH KUBOTHOTO, TIPUMEHSIEMbIC NIl MTPO(DUIAKTUKH, TUATHOCTUKHU (32 MCKIIOYEHHUEM BEIECTB
WIM UX KOMOUHAIMH, HE KOHTAKTUPYIOLIUX C OPraHU3MOM YeJIOBEKa WU KUBOTHOIO), JI€UEHUS
3a00yieBaHus, peaOWIWTALUM, I COXPAHCHHUS, NPEIOTBPALICHUS WU  TPEPHIBAHUS
OepeMEeHHOCTH U MOIYYEeHHbIE U3 KPOBH, IIa3Mbl KPOBHU, U3 OPTaHOB, TKAHEH OpraHu3Ma 4esoBeKa



WM )KUBOTHOTO, PACTEHUH, MUHEPATIOB METOJIaMU CHHTE3a WIIH C IPUMEHEHUEM OMOJIOTUIECKIX
TexHojoruil. K JsiekapcTBEHHBIM CpeICTBaAM OTHOCATCSA (apMaleBTUYECKHe CyOCTaHIUU U
JICKapCTBEHHBIE MPETapaThl;

2) dapmaneBTHUECKass CyOCTaHIIUS - JIEKAPCTBEHHOE CPEICTBO B BHUAC OJHOTO WJIH
HECKOJIBKUX 00Jaiatonumx (apMakoJIOTHYeCKO aKTHBHOCTBIO JEHCTBYIOIIMX BELIECTB BHE
3aBHCHUMOCTH OT MPUPOABl MPOUCXOXKIEHHUS, KOTOPOE MpeJHa3HAYECHO [UIsl MPOHU3BOJACTBA,
W3TOTOBJICHHSI IEKAPCTBEHHBIX MPENApaToOB U onpeenseT ux 3QPeKTUBHOCTS;

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

3) BcroMorartelbHbBIE BEIIECTBA - BEIIECTBA HEOPraHMYECKOTO WJIM OPraHUYECKOTO
MIPOUCXOXKACHUS, HCIONb3yeMblE B IpoOLiecce MPOU3BOACTBA, H3TOTOBJICHUS JIEKApPCTBEHHBIX
MpernapaToB It IPUAAHUS UM HEOOXOTUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) nexapcTBEHHbIE MpemapaThl - JIEKapCTBEHHbIE CPEACTBA B BUE JIEKAPCTBEHHBIX (HOpM,
NpUMEHSIeMbIE IS TPO(UIAKTUKY, AUATHOCTUKH, JICUCHUs 3a00JIeBaHUs, PeaOWIHTALINU, s
COXpaHEHHUs, TPEIOTBPALICHHSI MU TPEePhIBaHUS OEPEMEHHOCTH;

5) nexapcTtBeHHas (opMa - COCTOSHHE JIEKapCTBEHHOTO IpernapaTa, COOTBETCTBYIOLIEE
crmoco0aM €ro BBEACHUS M NPUMEHEHUS W OOEeCIeYMBaOIIee JOCTHIKEHHE HEOOXOIUMOTO
neueOHoro 3¢ ¢exra;

5.1) nmo3uwpoBka - coaepaHWE OJHOTO WM HECKOJBKUX JCHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXCHUH HA €IUHUILY JO3bI, WM €AUHUIY 00beMa, WU €IMHUILY MAcChl B
COOTBETCTBUM C JIEKAPCTBEHHOU (opmoii mMOO Al HEKOTOPHIX BUIOB JIEKAPCTBEHHBIX (OpM
KOJINYECTBO BHICBOOOXKJAEMOT0 U3 JIEKAPCTBEHHOU (POPMBI JEHCTBYIOIIETO BEIECTBA 3a CANHUILY
BpPEMEHHU;

(1. 5.1 BBenen PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) mepeueHb KU3HEHHO HEOOXOIMMBIX W BaXXHEHMIIMX JIEKAPCTBEHHBIX MPENapaToB -
yrBepxkaaemblii  IIpaButensctBom  Poccuiickonn @enepanuu  IepedyeHb  JIEKAPCTBEHHBIX
IpenapaToB JJisi MEIULUHCKOIO MPUMEHEHHs, 00eCneunBalOIUX MPUOPUTETHBIE MOTPEOHOCTH
3IpaBOOXPAHEHUS] B IENAX NPOPUIAKTHKH U JIeUYeHUs 3a00NeBaHWil, B TOM 4YHCIIe
npeo0agaroIuX B CTpYKType 3aboneBaemMoctu B Poccuiickoit deneparuu;

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

6.1) opdanHble JeKapCTBEHHbIE IMpemapaTbl -  JIGKAPCTBEHHBIE  IpernapaThl,
npeIHa3HAYCHHBIC MCKIIOUYUTENBHO [UISl JUATHOCTUKH WM TATOTCHETUYECKOTO JICUSHUS
(JleueHUWs, HaAMpaBJIEHHOTO HAa MEXaHW3M pa3BUTHs 3a0o0yieBaHUs) peakux (opdaHHBIX)
3a00JICBaHUI;

(m. 6.1 BBengeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6.2) OuoIOTHYECKHE JICKApPCTBEHHBIC TMpenaparbl - JIEKApCTBEHHBIC IperapaThl,
JeICTBYIOIIEE BEIIECTBO KOTOPHIX MPOU3BECHO WU BBIJIEICHO U3 OMOJIOTHYE€CKOr0 HCTOYHHKA U
JUTSL OTIPEJICJICHUsI CBOMCTB M KauecTBa KOTOPHIX HEOoOXoauMa KOMOWHAIUS OMOJIOTMYECKUX H
¢buznKo-xuMHUecKux MeTooB. K OHOJOTrMYecKHM JIEKapCTBEHHBIM IpenapataM OTHOCSATCS
UMMYHOOHMOJIOTHYECKHE JICKAPCTBEHHBIC MPEINaparthl, JIEKAPCTBEHHBIC MPEnapaThl, MOTy4YeHHbIC
U3 KpOBHU, IJa3Mbl KPOBH YEJOBEKAa U JKUBOTHBIX (32 HCKIIOYEHHEM IIeJIbHON KpOBH),
OMOTEXHOJOTHYECKUE JIGKAPCTBEHHBIC TpENaparhl, T'€HOTEPANEBTUUYECKUE JIEKAPCTBECHHBIC
npenaparTsl;

(1. 6.2 BBenieH PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

7) UMMYHOOHMOJIOTUYECKUE JIEKApCTBEHHbIE NperapaTbl - JEKapCTBEHHbIE IpernapaThl,
npenHa3HaueHHble Uil (OpPMHUPOBAHMSI AKTUBHOTO WM [ACCHBHOTO HWMMYHHTETa JHOO
TUATHOCTUKU HalW4Usl MMMYHHUTETa WIM JIMarHOCTUKU CHEHU(PUUECKOro MpUOOPETEHHOTOo
U3MEHEHHs  HMMMYHOJIOTMYECKOrO  OTBeTa  Ha  ajieprusupyromme  BemectBa. K
MMMYHOOHOJIOTHYECKUM JIEKApPCTBEHHBIM IIperapaTaM OTHOCSTCS BaKIUHBI, AaHATOKCHHBI,
TOKCHHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI M aJUIEPTCHBI;

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

7.1) OMOTEXHOJIOTUYECKHUE JIEKapPCTBEHHBIE IIpernaparhl - JIGKAPCTBEHHBIE Ipemnaparshl,

MIPOU3BOJICTBO KOTOPBIX OCYILIECTBISETCS C UCIIOJIb30BAaHUEM OMOTEXHOJIOTHUECKUX MPOIECCOB U



metoioB (B ToMm uucie JIHK-pekoMOMHAHTHOH TEXHOJOTMH, TEXHOJOTHUH KOHTPOJIHPYEMOU
9KCIIPECCUH F€HOB, KOAUPYIOMINUX OUOIOrMYECKH aKTUBHBIE O€IKU B MPOKApUOTaX U 3yKapHoTax,
BKJIIIOYAass M3MEHEHHBbIE KJIETKH MJICKONUTAIOMNX), THOPUIOMHOTO METoJa M METoja
MOHOKJIOHAJIBHBIX AHTUTEIT;

(m. 7.1 BBenen PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) reHoTepameBTHUYECKHE JIEKAPCTBEHHBIE Ipenaparhl - JIEKapCTBEHHbIE IpernapaThl,
dapmarieBTHYeCcKast CyOCTaHIIUSI KOTOPBIX SBJISIETCS PEKOMOMHAHTHOW HYKJIEWMHOBOM KHCIOTOU
WIM BKIIOYAeT B ce0sl peKOMOMHAHTHYIO HYKJIEMHOBYIO KHCJIOTY, TIO3BOJISIOIYIO OCYIIECTBIISATh
perynupoBaHMe, — pemapauuio, 3aMeHy, Jo0aBiIeHHWE WIM  yJalleHHEe TIeHETUYEeCKOM
MIOCJIEI0BATEIbHOCTH;

(1. 7.2 BBeneH PenepanabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYeCcKHE JIEKApCTBEHHbIE CpEeACTBa - JICKapCTBEHHbIE IMpemapaThl U
dapmarieBTHYeCKHE CYOCTaHIIMHU, COJEpIXKAllde HAPKOTUYECKHUE CPEICTBA U BKIIOYCHHBIC B
[lepeyeHb HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U MX MPEKYPCOPOB, MOJIEKAIINX
KOHTpot0o B Poccuiickoir Penepaumu, B COOTBETCTBUU C 3aKOHOAATENIBLCTBOM Pocculiickon
®denepanun, MEeXIyHApOAHBIMU JoroBopamu Poccuiickoit denepanuu, B ToM uucie EnunHoit
KOHBEHIIMEN 0 HApKOTUYECKUX cpencTBax 1961 rona;

9) mncuxoTpomHble JIEKAPCTBEHHBIE CpPEACTBA - JIGKAPCTBEHHBIE IMpemapaThl U
(dapmarieBTHYECKHE CYOCTAaHIIMM, COJEpIKAIFe IMCHUXOTPOIHBIE BEIIECTBA M BKIIOYCHHBIC B
[lepeyeHb HAPKOTHUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB M MX MPEKYPCOPOB, MOJIEKAIINX
KOHTpoyt0 B Poccuiickoir Penepaumu, B COOTBETCTBUU C 3aKOHOAATEIBLCTBOM Poccuiickon
®denepanun, MEKIyHapOAHBIMU HoroBopamMu Poccuiickoit @enepanuu, B Tom uncie KonpeHuen
0 MCUXOTPOIHBIX BemecTBax 1971 roxa;

10) pammodapmarieBTHUECKHE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEACTBA,
KOTOpBIE CO/IEP)KaT B TOTOBOM U MCHOJIB30BaHUS (hOpME OJMH PAJAUOHYKIIN] MU HECKOJIBKO
PaTuOHYKIHIOB (PaIMOAKTUBHBIX U30TOIOB);

10.1) opuruHaIbHBIN JIEKApCTBEHHBIM IpenapaTr - JIEKAPCTBEHHBIM IpenapaT ¢ HOBBIM
JIEUCTBYIOIMM BEIIECTBOM, KOTOPBIA MEPBBIM 3aperucTpupoBad B Poccuiickoit denepanun uim
B MHOCTPaHHBIX TOCYJapCTBaXx HAa OCHOBAHWU PE3YJbTAaTOB IOKIMHMYECKHUX HCCIIEIOBAHUN
JIEKAPCTBEHHBIX CPEACTB W KIMHMYECKMX MCCIEJOBAHUW JIEKAPCTBEHHBIX IPENapaTos,
HOJTBEPKIAIOIIMX €Tr0 Ka4ecTBO, 3PPEKTUBHOCTh M O€30MaCHOCTb;

(m. 10.1 BBenen denepanbHbiM 3aK0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JEKapCTBEHHBIH NpenapaT - JIEKapCTBEHHBIH Ipemnapar, KOTOPBI
UCIIONIb3YETCSl JJI1 OLUEHKM OWO3KBUBAJIEHTHOCTH WM TEPANeBTUUYECKONW SKBHUBAJICHTHOCTH,
Ka4yecTBa, 3PPEKTUBHOCTH U O€30MaCHOCTH BOCTIPOU3BEICHHOTO JICKAPCTBEHHOT'O ITperapara uin
O6uoanasioroBoro (O6MOMOAOOHOTO) JIEKApCTBEHHOTO TmpemapaTta (Omoanamora). B kauecTBe
pedepeHTHOrO JIEKapCTBEHHOTO IMpernapara A MEIUIIUHCKOTO NPUMEHEHHs HCIOIb3yeTCs
OPUTHHAJILHBIN JICKAPCTBEHHBIN TIpenapar Ju0o, €ClIi OpUTHHAIILHBIN JICKapCTBEHHBIN ITpenapar
HE 3apETUCTPUPOBAH WIH HE HaXOIUTCs B o0opote B Poccuiickoit denepanuu 1 He HAXOAUTCS B
000poTe B MHOCTPAHHBIX TOCYAApCTBaX, BOCIPOU3BEACHHBIN JIEKAPCTBEHHBIN Ipenapar Wid
OunoaHanoroBblii (OMOMOMOOHBIN) JEKapCTBEHHBIH mpenapaT (OMOaHAIOTr), KOTOPBIM IEepBHIM
3apeTrUCTPUPOBAH M3 4YHCIA Haxomsammxcsi B oOopore B Poccuiickoit ®Denepanun,
OMOAPKBUBAJICHTHOCTh WJIM TepaleBTUYECKas 3KBHUBAJICHTHOCTb, KauecTBO, 3(PPEKTHUBHOCTh U
0€30MacHOCTh KOTOPOTO OLEHUBAIMCH MO OTHOUIEHHIO K OPUTMHAIBHOMY JIEKapCTBEHHOMY
npemnapary, a Takke KadecTBO, 3(h(eKTHBHOCTh M 0€30MaCHOCTh KOTOPOTO IMOATBEPIKIAIOTCS
pe3ynbTratamMu  (apMakoHag30pa U MPOBEPOK COOTBETCTBUSl JIEKAPCTBEHHBIX CPEICTB,
HAXOJAUIMXCS B TPAKTAHCKOM 000pOTE, YCTaHOBJIEHHBIM TpeOOBaHMSAM K WX KayecTBy. B
KayecTBe peQepeHTHOro JIEKapCTBEHHOTO IIpernapaTa Uis BETEePUHAPHOIO MPUMEHEHUs
UCIIOJIb3YETCS JIEKapCTBEHHBIN npenapar TUISL BETEPUHAPHOTO IIPUMEHEHHUS,
3aperucTpupoBaHHbii B Poccuiickoii denepanyii Ha OCHOBAaHUM PE3YyJbTaTOB JOKIMHUYECKUX
UCCJIEIOBAaHUM JIEKApCTBEHHBIX CPEACTB W KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHBIX
penaparoB, MOATBEPKIAIOIINX €ro Ka4ecTBO, 3 (PEKTUBHOCTD U O€30MaCHOCTH;



(. 11 B pen. @eaepansHOro 3akoHa oT 27.12.2019 N 475-D3)

12) BOCHpOW3BENCHHBIN JICKAPCTBEHHBIH TMpenapar - JIGKapCTBEHHBIM Tpermapar ist
MEIUIIUHCKOTO TIPUMEHEHUS, KOTOPBII UMEET KBUBAJICHTHBII peepeHTHOMY JIEKapCTBEHHOMY
npenapary KadeCTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB [JEHCTBYIOIIMX BEIIECTB B
HKBUBAJICHTHON JIEKApCTBEHHOH (hopme, OO JEeKapCTBEHHBIM MpenapaT A BETEPUHAPHOTO
MPUMEHEHHUs, KOTOPBIH HWMEET TaKhe >Ke, 4TO M pe(epeHTHBIH JIEKapCTBEHHBINH Ipemnapar,
KAQUEeCTBEHHBIM COCTaB U KOJMWYECTBEHHBI COCTaB JICUCTBYIOIIMX BEIIECTB B TAaKOW XKeE
JIeKapCTBEHHOM (hopme, OMO3KBUBAJICHTHOCTh WIIM TepaNeBTHUECKasi IKBUBAJIEHTHOCTh KOTOPBIX
COOTBETCTBYIOILIEMY pedepeHTHOMY JIEKapCTBEHHOMY npenapary MOATBEPKICHA
COOTBETCTBYIOIIIMMU UCCIIET0BAHUIMU;

(. 12 B pen. deaepanpHOro 3akoHa oT 27.12.2019 N 475-D3)

12.1) TepameBTHYECKass AKBHBAJICHTHOCTh JICKAPCTBEHHBIX TPEMAPATOB - TOCTHIKCHUE
KJIMHUYECKH COIMOCTAaBUMBIX TepamneBThdeckoro s¢¢exra u mokaszateneil s3ddexTuBHOCTH U
0€30MacHOCTH MPHU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHHUS,
UMEIOUINX OJHO MEXIYHAPOJHOE HENATEHTOBAHHOE (WM XMMHUYECKOE, WU I'PYNIHPOBOYHOE)
HaMMEHOBAHME, B SKBUBAJCHTHBIX JI03UPOBKAX 110 OJHUM U TE€M K€ MOKA3aHHUIM K IPUMEHEHUIO
U TIPU OIMHAKOBOM CIIOCO0€ BBEJCHHS Y OJHOM U TOM K€ TPYIIIBI OOJIBHBIX;

(m. 12.1 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) OwuoananoroBelii (OMOMOMOOHBIN) JNEKapCTBEHHBIH TpemapaTr (OmoaHamor) -
OMOJIOTMYECKHH JIEKApCTBEHHBIN ITPenapar, CX0XHi 10 mapaMeTpaM KauecTBa, 3PGEeKTHBHOCTH U
0e30macHOCTH ¢ pedepeHTHBIM OHOJIOTMYECKUM JIEKAapCTBEHHBIM NpErapaToM B TakoW ke
JIEKapCTBEHHOU (popMe M MMEIOIINN UISHTUYHBIA CTIOCO0 BBEICHUS;

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

12.3) B3ammo3aMEHSAEMBIA JICKAPCTBEHHBIM TMpemapar - JICKapCTBEHHBIM Tmpemapar cC
JIOKAa3aHHOM TeparneBTUYEeCKON 3KBUBAJIEHTHOCTHIO WJIM OMOAKBUBAJIEHTHOCTHIO B OTHOIICHUH
pedepeHTHOro JIeKapCTBEHHOTO IMIperapaTa, HWMEIOLIU HKBHUBAJICHTHbIE €My KaueCTBEHHBIH
COCTaB M KOJIMYECTBEHHBIH COCTAaB ACHCTBYIOIIMX BELIECTB, COCTaB BCIIOMOTaTENIbHBIX BEIIECTB,
JIEKapCTBEHHYIO (JOPMY U CITIOCOO BBEJICHHUS;

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

12.4) OMOPKBUBAJICHTHOCTh JICKAPCTBEHHBIX TPEMApaTOB - JOCTHKEHHE COMOCTABUMBIX
IIOKa3aTeled CKOPOCTU BCACBIBAHMSI, CTENEHU IOCTYIUIEHUS K MECTy NEWCTBHUS U CKOPOCTHU
BBIBEICHUS OJHOTO WJIM HECKOJbKHX oOiajaromux (papMakoIOrHueckoil aKTUBHOCTBIO
JEHCTBYIOIMX BELIECTB INPU MPUMEHEHHWU JIEKAPCTBEHHBIX IPENApaToOB Il MEAULIMHCKOIO
NPUMEHEHHS, HMMEIOIIUX OJHO MEXIYHapOoJAHOE HEMaTeHTOBaHHOE (WJIM XHMHUYECKOE, WU
IPYNIMPOBOYHOE) HAMMEHOBAHKE, B SKBUBAJICHTHBIX J03UPOBKAX M MPHU OJUHAKOBOM CIOCO0E
BBEJICHUSI;

(1. 12.4 BBenen dexnepasibHBIM 3aKOHOM OT 27.12.2019 N 475-03)

13) nexapcTBEHHOE PACTUTENBHOE CHIPhE - CBEXKHE WM BBICYIIEHHBIE pacTeHHsI MO0 HX
YacTH, MCHOJb3YEMbIE JJIsi IPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB OpraHU3alUsMU -
MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEICTB WJIM M3TOTOBJICHMS JIEKAPCTBEHHBIX NPENapaToB
anTEeYHbIMHU OPTaHU3AIUSAMU, BETEPUHAPHBIMU aNTEUHBIMU OPTaHU3ALUSIMH, UHANBUIYAIbHBIMU
IpeIpUHUMATEIIMU, UMEIOIIMMU JIMLIEH3HIO Ha (DapMalleBTUUECKYIO e TEIbHOCTb;

14) nexapcTBEHHBIN pacTUTENBHBIN NpEnapar - JEKapCTBEHHBIN Npenapar, NpOU3BeICHHbIN
WJIM U3TOTOBJIEHHBIA M3 OJHOTO BUJA JIEKAPCTBEHHOI'O PACTUTENIBHOIO CHIPbS MM HECKOJBKHX
BUJIOB TaKOTO CHIPBS M pealu3yeMblil B pacpacoBaHHOM BHUJI€ BO BTOPUYHOH (TIOTPEOUTENBCKOIN)
YIaKOBKE;

15) romeonaTHMueckuil JIEKapCTBEHHBI Ipemapar - JIEKapCTBEHHBIM Ipernapar,
MPOU3BEICHHBI  WJIM  W3TOTOBJICHHBIM M3  ¢apMareBTUYECKOW  CyOCTaHIIMM WA
(dapMarieBTUYECKHX CyOCTaHIIMH B COOTBETCTBHM C TpeOOBaHUAMH OOLIMX (hapMaKOIEeHHbIX
cTaTeil K roMeonaTHYeCKUM JIEKapCTBEHHBIM IperapaTaM WM B COOTBETCTBUU C TPEOOBaHUSAMU
(dapmakornen cTpaHbl MPOU3BOIUTENS TAKOTO JIEKAPCTBEHHOTO TIpenapaTa;

(m. 15 B pen. ®enepanpHoro 3aKk0oHa OT 22.12.2014 N 429-D3)



16) MexayHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAHME JIEKAPCTBEHHOTO CpEACTBA -
HAaUMEHOBAaHME JEHCTBYIOLIErO BeliecTBa (hapMaleBTUUECKONH CyOCTaHIMH, PEKOMEHI0BAaHHOE
BcemupHoii opranusanuei 31paBoOXpaHeHus;

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

17) ToproBoe HaMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJCTBA - HAUMEHOBAHHUE JIEKAPCTBEHHOIO
CpEeJIICTBA, IPUCBOCHHOE €T0 pa3paboTUUKOM, JAeprKaTeeM WU BIIAJENblIEM PETUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

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

17.1) rpynnupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO IIpernapara - HauMEHOBAaHUE
JEKapCTBEHHOIO  Mpemapara, HE  HMMEIOIIEr0  MEXIYHapOJAHOrO  HEMaTeHTOBAaHHOIO
HAaNMEHOBAHMSA, WJIM KOMOHMHALMU JIEKAPCTBEHHBIX MPENaparoB, HCIOJIb3yeMOe B IIEIAX
o0beAMHEHNA UX B TPYIIY MMOJA €AUHBIM HAaUMEHOBAaHUEM HCXOJS M3 OJAMHAKOBOIO COCTaBa
JIEUCTBYIOLMX BEIIECTB;

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

18) oOmas ¢dapmakoneiiHas cTaTbs - JIOKYMEHT, YTBEP)KICHHBIH YHNOJIHOMOYCHHBIM
dbenepalbHBIM OpPraHOM HWCIIOJTHUTEIIBHOW BIIACTH W COJACPIKAIIMN TEepevYeHb IOKaszaTesen
KayecTBa M (WJIM) METOAOB KOHTPOJISA KayecTBa KOHKPETHOM JIEKapCTBEHHOH (OpMBI,
JICKapCTBEHHOTO  PACTUTEIBHOTO  CHIPbS, ONHCAHHsSI OMOJOTMYECKHUX, OMOXMMHMYECKUX,
MHUKPOOHOJIOTUYECKUX, (UZNKO-XUMHUYECKUX, (PU3MUECKUX, XUMHYECKHX M JPYTHX METOOB
aHaJIM3a JIGKApCTBEHHOTO CPECTBA, a TaK)Ke TPeOOBAaHUS K MCIIOIb3yEMbIM B LIESIX MPOBEACHUS
JAHHOTO aHAJIM3a PEaKTHBaM, TUTPOBAHHBIM PaCTBOPaM, MHIUKATOPAM;

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

19) papmaxorneitHast cTaThs - JOKYMEHT, YTBEP)KICHHBIN YIOJTHOMOYEHHBIM (eliepaabHbIM
OpraHOM HCTOJIHUTENLHOM BIACTH U COJEpIKallil MepedeHb Mmokaszareiei KauecTBa U METOJI0B
KOHTPOJISI KaueCTBA JIEKAPCTBEHHOTO CPEACTBA;

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

19.1) crangapTHble O0Opa3lUbl - BEMIECTBA, IOCPEICTBOM CPaBHEHUS C KOTOPBIMHU
OCYIIECTBIISIETCS KOHTPOJIb KAdecTBA HCCIIETYEMbIX JIEKAPCTBEHHBIX CPEICTB C MOMOUIBIO
(U3UKO-XMMUYECKMX M OHOJOTMYECKHMX METOJO0B B MLEISAX HOATBEP)KICHHS COOTBETCTBHUS
JIEKapCTBEHHBIX CPEACTB TPeOOBaHUSM HOPMATHUBHOW JOKYMEHTAI[MH, YCTAHOBJICHHBIM MpU
OCYILECTBIICHUH TOCYIAPCTBEHHON pPErHCTpalnu, U KOTOPbIE MPUMEHSIOTCS A KaauOpOBKH
CTaHJapPTHBIX 00PA3I0B MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB, UCIIOJIB3YEMBIX IS KOHTPOJIS
Ka4yecTBa M UHBIX IIeJIel py 00paleHnH JIEKapCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiHbIil cTangapTHBIN 00pasell - CTaHAapTHBIN 00pasel, NPOU3BEACHHBIN B
COOTBETCTBUU C (hapMaKOIEHHON CTaThel;

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

20) HOpMaTUBHAs TOKYMEHTAIMsI - IOKYMEHT, COJCpIKAIIUil TepeUYeHb ONMPEACISIEMBIX 10
pe3ynbTaTaM COOTBETCTBYIOIIMX JKCIIEPTH3 IIOKA3aTelIe KauecTBa JIEKAPCTBEHHOTO CPEICTBA
JUIST. MEAMLIMHCKOTO TPUMEHEHUs, METOJIOB KOHTPOJS €ro KauyecTBa M YCTAHOBJICHHBIH €ro
IIPOU3BOIUTENIEM;

21) HOpMAaTHMBHBIA JOKYMEHT - JOKYMEHT, COJCpIKaIhil MepedeHb OIpPEACNIIeMbIX I10
pe3ynbTaTaM COOTBETCTBYIOIIMX 3KCIIEPTU3 NOKa3aTeled KauecTBa U (MJIM) METOI0B KOHTPOJIS
KauyecTBa  JICKAPCTBEHHOW  (OpPMBI,  OMHUCAaHUS  OMOJOTMYECKHX,  OMOXUMHUYECKHX,
MHUKPOOHOJIOTUYECKUX, (UZUKO-XUMHUYECKUX, (PU3MUECKUX, XUMHYECKHX M JPYTHX METOOB
aHalM3a JIEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO NPHUMEHEHHUs, TpeOOBaHHUS K
UCTIOJIb3YyEeMBbIM B IIEJISIX MPOBENEHUs JaHHOTO aHajN3a PEaKTHBaM, TUTPOBAHHBIM PAacTBOPAM,
MHAMKATOpPaM M YCTaHOBJICHHBIN €ro MPOU3BOIUTENIEM;

21.1) oOmmii TEXHUYECKUNA TOKYMEHT - KOMILJICKT JOKYMEHTOB M MaT€pHaJOB, COCTOSIIUI
U3 HECKOJIbKMX pa3/ieJioB - JOKYMEHTAllUd aJMHUHUCTPATUBHOIO XapakTepa, XHUMHYECKOM,
(dapmarieBTUIECKOI u OuoornyecKoi JIOKyMEHTAIH, (bapMaKoJIOTHIECKOiA,
TOKCUKOJIOTMUECKON JIOKyMEHTallMW, KIMHUYECKOM JOKyMEHTalluh | MpeAcTaBiseMbli



OJTHOBPEMEHHO C 3asiBIICHHEM O TOCYIapCTBEHHOM PEruCTpaIiy JEKapCTBEHHOTO IpenapaTa Juls
MEIUIUHCKOrO0 NPUMEHEHUs B (opmare, yCTaHOBJIEHHOM YIOJHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCIIOJHUTENIBHOM BIACTH;

(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KayecTBO JIEKAPCTBEHHOI'O CPEACTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA
TpeOboBaHusIM (apMaKONeWHOW CTaThM JMOO B Cloydae €€ OTCYTCTBUS HOPMAaTHBHOMN
JOKYMEHTAIIUHM UJIM HOPMATUBHOTO JOKYMEHTA;

23) 6e30MacHOCTh JIEKAPCTBEHHOT'O CPEJICTBA - XapaKTEPUCTHKA JIEKAPCTBEHHOI'O CPECTBA,
OCHOBaHHAsi Ha CPAaBHUTEIFHOM aHanu3e ero 3((EeKTUBHOCTM W PHUCKA MPUUYMHEHHS Bpeaa
310POBBIO;

24) 5(hdeKkTUBHOCTh  JEKApCTBEHHOTO Ipermapara -  XapaKTePUCTUKAa  CTETEeHH
HOJIOKUTEIBHOTO BJIMSHUS JIEKAPCTBEHHOIO IIpenapaTa Ha TEYEHHUe, MPOJOJIKUTEIbHOCTD
3a00JIeBaHMs WJTH €T0 MPEeAO0TBpalleHNE, peaOUINTALUIO, HA COXpAaHEHHE, TPEIOTBPAILCHUE UITH
MpephIBaHNE OEPEMEHHOCTH;

25) cepus JEKapCTBEHHOTO CpEICTBA - KOJMYECTBO JICKAPCTBEHHOTO CPEJCTBA,
IPOU3BECHHOE B PE3YJIbTAaTe OJJHOTO TEXHOJIOTMYECKOTO IIHKJIA €T0 IIPON3BOIUTEIIEM;
26) perucTpaliOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOI'O IIpernapara - JIOKYMEHT,

HOATBEPXKIAIONIMN (PAaKT rOCY1apCTBEHHON PErMCTpaliy JIEKApCTBEHHOTO IIpenapara;

26.1) pepxarenp WM BIAJENELl PETUCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapara - pa3padoT4HK JIEKAPCTBEHHOI'O CPEACTBA, IPOU3BOAUTEIND JIEKAPCTBEHHBIX CPEACTB
WIM HMHOE OpUAMYECKOe JIMIo, OO0Jafalomiee MpaBoOM  BIAACHUS PETHCTPALMOHHBIM
yJIOCTOBEPEHHEM, KOTOpbIE HECYT OTBETCTBEHHOCTh 3a KadecTBO, J(PQPEKTUBHOCTh MU
0€30MaCHOCTb JICKApCTBEHHOTO Mperapara;

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

27) perucTpallMOHHBI HOMEp - KOJOBOe 0003HaueHHE, MPUCBOCHHOE JIEKAPCTBEHHOMY
npenapary Ipu ero rocy1apcTBEHHON perucTpanuy;

28) oOparieHue JIEKapCTBEHHBIX CPEICTB - pa3paldoTKa, JOKIMHMYECKHE HCCIETOBAHUS,
KJIMHUYECKHE MCCIEOBAHUS, IKCIEPTH3a, TOCYIapCTBEHHAsl PEruCTpalusi, CTaHAApTH3aLMs U
KOHTpPOJIb Ka4eCTBa, MPOU3BOJICTBO, U3rOTOBJIEHNUE, XpPaHEHUE, IIEPEBO3KA, BBO3 B Poccuiickyro
®enepanuio, BeIBO3 U3 Poccuiickoit dDenepaiuu, pekiama, OTIYCK, pealu3alus, Iepeaaya,
IPUMEHEHNE, YHUUTOXKEHHUE JIEKAPCTBEHHBIX CPEACTB;

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

29) cyObeKThl OOpalieHHs JEKapCTBEHHBIX CPENCTB - (pU3MUECKHE JHIA, B TOM YHCIE
UH/IMBUyaJIbHbIE NPEANPUHUMATENN, U IOPUINYECKUE JIMIA, OCYILECTBIISIONUE AEATEIbHOCTD
npu 00paIIeHNH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4YHMK JEKAapCTBEHHOTO CPEICTBA - OpraHW3aIys, o0Jajarolias MpaBaMH Ha
pe3ynbTaThl  JOKIMHUYECKUX HCCIENOBAaHUI  JIEKAPCTBEHHOTO  CPEICTBA, KIMHUUYECKUX
UCCIICIOBAaHUM  JIGKAPCTBEHHOTO Ipemapara W (WIM) HAa TEXHOJOTHIO IPOU3BOJCTBA
JIEKapCTBEHHOTI'O CPE/ICTBA;

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

31) DpoOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - JAEIATEIBHOCTh II0 TMPOU3BOACTBY
JIEKapCTBEHHBIX CPE/ICTB OpPraHU3alMsAMU - IPOU3BOJUTEISIMH JIEKAPCTBEHHBIX CPEJICTB HA OJHOU
CTa/In{, HECKOJIBKMX WM BCEX CTAAMIX TEXHOJIOIMUECKOTO MpOIlecca, a TAKKE M0 XPaHEHUIO U
peanu3anyy Mpou3BEJCHHBIX JIEKAPCTBEHHBIX CPE/ICTB;

31.1) mnpousBOACTBEHHast IUIOMIAJKA - TEPPUTOPUATBHO OOOCOOJICHHBIN KOMILIEKC
IPOM3BOUTENS JIEKAPCTBEHHBIX CPEJICTB, MTPEeIHA3HAUYEHHBIN ISl BBIMOJIHEHUS BCETo Ipolecca
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB WJIU €T0 ONPEAEICHHON CTaluN;

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

32) npoW3BOAUTEND JIEKAPCTBEHHBIX CPEACTB - OpraHM3alus, OCYILECTBISAIOLIAs
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C TPEOOBAHUSAMHU HACTOSILErO
®denepaabHOro 3aKOHa;



33) dapmaneBTHUECKas NEATEIBHOCTh - JESATEIBHOCTH, BKIIOYANONIAs B ceOsl ONMTOBYIO
TOPIOBIIO JIEKAPCTBEHHBIMH CPEJICTBAMM, HX XpaHEHHE, IMEPEBO3KY M (WIM) PO3HUYHYIO
TOPTOBIIIO JICKAPCTBEHHBIMHU IperapaTaMy, B TOM YHCJIe TUCTAHIIMOHHBIM CIIOCOOOM, MX OTITYCK,
XpaHEeHHe, IEPEBO3KY, U3rOTOBJIEHUE JIEKAPCTBEHHBIX NIPENapaToB;

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

34) opraHuzamys ONTOBOW TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMH - OpraHU3aIus,
OCYILECTBIISIONIAs] ONTOBYIO TOPTOBJIIO JEKAPCTBEHHBIMH CPEACTBAMH, UX XPaHEHHE, IIEPEBO3KY
B COOTBETCTBHUHM € TPeOOBaHUAMM HacTosero denepanbHOTo 3aKOHa;

35) anTeuHas opraHu3alMs - OPraHU3aIUs, CTPYKTYpHOE MOJpa3JesieHue MEIUIIMHCKOM
OpraHu3alliK, OCYLIECTBISAIONINE PO3HUUHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IpenapaTaMy, B TOM
Yycie JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEeBO3KY, W3rOTOBIEHHE U  OTIYCK
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIUHCKOIO IPUMEHEHUS] B COOTBETCTBUH C TPEOOBaHUAMU
Hacrosero deaeparbHOro 3aK0Ha;

(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-®03, ot 03.04.2020 N 105-D3)

36) BerepuHapHas anTe4yHas OpraHu3alys - OpraHU3alMs, CTPYKTYPHOE IOJApa3JeiIeHUe
BETEPUHAPHONW OPraHM3aLUHU, OCYUIECTBISIIOIINE PO3HUYHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
npenapatamM, B TOM YHCJE JUCTAHIMOHHBIM CIOCOOOM, XpaHEHHE, W3TOTOBJICHHE M OTIYCK
JIEKapCTBEHHBIX MIPENapaToB AJIsl BETEPUHAPHOTO NPUMEHEHUS B COOTBETCTBUU C TPEOOBAHUAMHU
Hacrosero deaeparbHOro 3aK0Ha;

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

37) ¢anbcupuUIMPOBAaHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEACTBO,
COTIPOBOXAAEMOE JIO)KHOU MH(OpMAIIUEH 0 €ro CocTaBe M (MITH) IPOU3BOIUTEIIE;

38) HemoOpokadecTBEHHOE JICKapCTBEHHOE CPEJCTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOoBaHUSIM (dapMaKONEeHHONW CTaTbd JUOO B Cllydae €€ OTCYTCTBHUSA
TpeOOBaHUSAM HOPMAaTHUBHON JOKYMEHTAIIMU WJIM HOPMATUBHOTO JOKYMEHTA,;

39) xoHTpadaKkTHOE JEKApPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPE/ICTBO, HAXOAIIEECS B
000poTe ¢ HapyIIeHHEeM I'PaXkJaHCKOT'0 3aKOHOJaTeIbCTBA;

40) [OKJIMHUYECKOE HCCIIEAOBAaHHE JIEKApPCTBEHHOTO CpEJICTBA - OHOJIOTMYECKHE,
MHUKPOOHOJIOTHYECKHE, HMMYHOJOTHUECKUE, TOKCHUKOJIOTHYEeCKHe,  (hapMaKoIOrudeckue,
¢dusnueckue, XMMUYECKME€ M JpYrue HCCIEAOBaHMs JIEKAPCTBEHHOIO CpEICTBA IIyTEM
NPUMEHEHHUS HAyYHBIX METOOB OLIGHOK B IIENSAX IMOJYYeHHs JOKa3aTelbCTB OE30MacHOCTH,
KadecTBa U YQPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KIMHUYECKOE UCCIIEJOBAHNE JIEKAPCTBEHHOTO IIpeTapaTa - U3y4eHHe JUarHoCTUYECKHX,
Je4eOHBIX, NMPO(UIAKTUYECKUX, (PApMAKOJIOIMUECKUX CBOWCTB JIEKAPCTBEHHOIO Ipenapara B
npoliecce €ro MPUMEHEHHs y YellOBEeKa, KMBOTHOTO, B TOM YHCJE IMPOIECCOB BCACHIBAHHUA,
pacnpenieneHusi, U3MEHEHNUs: U BBIBEACHUS, IyTEeM NPUMEHEHUs HAy4YHbIX METOJIOB OLIEHOK B
HEeNAX TOJY4YEeHUs J0Ka3aTelbCTB 0€30MacHOCTH, KauecTBa U APPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara, JAaHHBIX O HEXKEJIaTelIbHbIX pEaKLUUsAX OpraHu3Ma 4YelloBeKa, >XMBOTHOIO Ha
NpUMEHEHHE JIEKAPCTBEHHOTO Ipernapara u 00 3¢deKxTe ero B3auMOJCHCTBHUA C JAPYTHMMHU
JIEKapCTBEHHBIMHU IIpenapaTtaMu U (WI1) MUILEBBIMUA IPOAYKTaMH, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEI0BAaHUE JIEKAPCTBEHHOIO Ipenapara s
MEIUIUHCKOrO MPUMEHEHHs - KIMHUYECKOe HCCIEeOBaHME JIEKapCTBEHHOIO IMpemnapaTa Juis
MEIUIIUHCKOTO MPUMEHEHHU S, IPOBOAMMOE pa3pabOTYMKOM JIEKapCTBEHHOTO Mperapara B AByX U
Oonee MEIUIMHCKUX OpraHM3alMsAX M0 €IUHOMY NPOTOKONY KIMHMYECKOIO MCCIEIO0BAHUsA
JIEKapCTBEHHOTO TIperapara;

43) MeXIyHapoJAHOE MHOIOLEHTPOBOE KIMHMYECKOE MCCIIEOBAHNE JIEKApCTBEHHOTO
npenapara JUisi METUIIMHCKOTO TPUMEHEHHUS - KIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOTO
npenapara Ui MEIUIMHCKOIO NPUMEHEHUs, MPOBOJUMOE pa3pabOTYMKOM JIEKapCTBEHHOTO
npenapara B pPa3UYHBIX CTpaHaX IO €IMHOMY IPOTOKOJY KIMHMYECKOTO HCCIeIOBAHUS
JIEKapCTBEHHOTO Npernapara;

44) mocTperucTpaloHHOE KIMHUYECKOE MCCIEAOBAHUE JIEKApCTBEHHOI'O Ipernapara Jis
MEIUIUHCKOrO MPUMEHEHHs - KIMHUYECKOE HCCIEeOBaHME JIEKapCTBEHHOIO IpemnapaTa Juis



MEIUIIMHCKOTO TPUMEHEHHs, MPOBOJAMMOE MPOM3BOIUTENEM JIEKAPCTBEHHOrO IpernapaTa,
rpaXKAaHCKHI 000POT KOTOPOTO OCYIIECTBIISIETCS [TOCIIE TOCYAapCTBEHHOM PErucTpalnu, B LEJsIX
JIOTIOJTHUTENIBHOTO cOOpa JaHHBIX O ero 0e30macHOCTH U A(PQPEKTHUBHOCTH, PACHIMPEHHS
MOKa3aHUW K TPUMEHEHHUIO JaHHOrO JIEKapCTBEHHOIO Ipemapara, a TaKkKe BBbISIBICHUS
HE)KEJIATENIbHBIX PEaKUMH MMALMEHTOB HA €T0 JEHUCTBUE;

45) uccnenoBanue OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOT'O Mpenapara - BUJ KIMHUYECKOTO
UCCIICIOBaHNs JIEKapCTBEHHOI'O IIperapara, MPOBEIEHHE KOTOPOTO OCYIIECTBISIETCS IS
onpezieNieHus CKOPOCTH BCACHIBAaHUS M BBIBEJICHUS OJHOTO MM HECKOJbKHMX OO0JIaJarouInx
(apMaKoIOTUIECKON AKTUBHOCTHIO JEHUCTBYIOIIMX BEIIECTB, KOJMYECTBA JICKAPCTBEHHOTO
npernapara, JOCTUTAIOIIEr0 CUCTEMHOTO KPOBOTOKA, U PE3yIbTaThl KOTOPOTO MO3BOJISIIOT CAENATh
BBIBOJI O OMOSKBHBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mperapara B OIpe/IeICHHbIX
JIEKapCTBEHHOU (opMe M JO3UPOBKE, COOTBETCTBYIONIMX (hOpME U O3UPOBKE PePEpEHTHOTO
JIEKapCTBEHHOTO TIperapara;

(1. 45 B pen. ®enepanpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

46) nccienoBaHUE TEPANEBTUUECKON SKBUBAJIEHTHOCTHU JIEKAPCTBEHHBIX MPENAPATOB - BUJ
KJIMHUYECKOTO0  HCCIIEOBaHMsI  JIEKAPCTBEHHBIX  IPENapaTroB, IPOBEIEHUE  KOTOPOIo
OCYIIECTBIISICTCS JUI  BBISBIICHUS OJMHAKOBBIX CBOWCTB JIEKAPCTBEHHBIX IIPEMapaToB
OTIPENICTICHHON JIGKapCTBEHHOW (OpMBI, a TakKe HaJIM4Msl OJMHAKOBBIX ITOKa3aTesIeH
0e30macHOCTH M A(PQPEKTUBHOCTH JIEKAPCTBEHHBIX IPENApaToB, OJMHAKOBBIX KIMHHYECKUX
3¢ eKTOB MpU UX MPUMEHECHUH;

47) mpOoTOKON KIMHUYECKOTO HCCIIECAOBAHMS JIEKAPCTBEHHOIO Ipernapara - JOKYMEHT, B
KOTOPOM ONpENENSIOTCS 11eNd, (OPMbI OPraHu3aliy U METO0JIOTHS TPOBEACHUS KIMHHYECKOTO
UCCIIEIOBaHMS, CTATUCTUYECKUE METOABI 00pa0OTKU Pe3yIbTaTOB TAKOT'O UCCIICAOBAHUS M MEPHI
1o obecreyeHno 0e30MacHOCTH GU3NYECKUX JIUI], YYaCTBYIOIIMX B KJIMHUYECKOM HCCIEI0BAHUN
JIEKapCTBEHHOTO TIperapara;

48) Oporitopa HUCCIEIOBAaTENsl - CBOJHOE MH3JI0KEHHE PE3yJbTAaTOB JIOKIMHHUYECKOTO
UCCIICIOBaHMS JIEKAPCTBEHHOI'O CPEJICTBA M KIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOTO
npenapata JUisl MEIUIIUHCKOTO TPUMEHEHUS;

49) napopMaIIMOHHBIH JTUCTOK MAlMEHTAa - JOKYMEHT, B KOTOPOM COJIEpKATCS B TOCTYITHOM
dopMe cBeneHHUs, Kacarouluecsl MPOBOJUMOrO KIMHUYECKOTO HCCIIENOBAHMS JIEKAPCTBEHHOIO
npenapara, U B IHUCBMEHHOW (opme HOOpOBONBHOE corjacue NalMeHTa Ha ydacTHe B
KJIMHUYECKOM  MCCIEJOBaHMU  JIEKAPCTBEHHOIO  Mperapara Iocjie  O3HAaKOMIIEHUS ¢
0COOEHHOCTSIMH KIMHMYECKOTO HCCIECIOBAHUS, UMEIOIIMMU 3HAUYEHHUE IS BBIPAKCHHS TaKOTO
coriacus;

50) moGouHoe NEHCTBHE - peaklus OpraHW3Ma, BO3HHUKIIAS B CBS3U C NPUMEHEHUEM
JIEKapCTBEHHOTO Mpernapara B 103aX, peKOMEHAYEMbIX B HHCTPYKLIMU IO €r0 MPUMEHEHUIO, IS
npo(UIaKTUKH, JUATHOCTUKH, JICUCHUS 3a00JIEBaHUS WIH JUTsl peabuIuTaIuu,

50.1) HexxenaTeapHas peakius - HeTpeTHaMepeHHast HeOaronpusiTHast peakius OpraHn3ma,
KOTOPast MOXKET OBITh CBsI3aHA C MPUMEHEHUEM JICKAPCTBEHHOTO Mperapara;

(m. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Has HexKenaTelbHasE PEaKIHs - HeKeNaTellbHasl PeaKIlis OpraHu3Ma, CBsI3aHHasI C
IPUMEHEHHEM JIEKapCTBEHHOTO Mpernapara, MpUBEeAIIas K CMEPTH, BPOKIEHHBIM aHOMAJUSAM WU
MOPOKaM Pa3BUTHUs MO0 MPEJCTABIAIONIAsE COOON Yrpo3y JKU3HHU, TpeOyromas roCuuTaaIn3aiu
WJIM TIPUBEAMIAs K CTOUKOM yTpaTe TPyI0CIOCOOHOCTH U (MJIM) HHBAJIMTHOCTH,

52) HempenBUICHHAS HEXeJATeNbHAs PEAKIUS - HEXeNaTelnbHas Peakius OpraHu3Ma,
KOTOpasi CBs3aHa C NPHUMEHEHHEM JIEKapCTBEHHOIO IMpernapara B J03aX, PEKOMEHIYeMbIX B
IPOTOKOJIE €r0 KIIMHUYECKOTO HMCCIeI0BaHUs, OpOIIope UCCIeI0BaTeNsl, WIK ¢ NMPUMEHEHUEM
JIEKapCTBEHHOT'0 Mperapara B J03aX, PeKOMEHAYEMbIX B MHCTPYKIUU MO €r0 MPUMEHEHUIO AJIs
npoUIaKTUKHA, JUATHOCTHKHU, JIEYCHUS 3a00JeBaHUS WM MEIUIIMHCKOW peadmiInTanuu
NanyeHTa, U CYIIHOCTb, TSKECTb MM HMCXOJ KOTOPOHl HE COOTBETCTBYET HH(OpPMAIUH O
JIEKapCTBEHHOM IIperapare, COAEprKallelcss B MPOTOKOJIE €ro KIMHHUYECKOTO HCCIIEAO0BAaHMUS,
Opoliope uccieaoBaTess Wik B MHCTPYKIUHU 10 TPUMEHEHUIO JIEKapCTBEHHOIO MIperapara;



(. 52 B pen. denepanpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHI JACATEIBHOCTH 110 MOHUTOPUHTY 3(PGEKTUBHOCTH H
0€30MaCHOCTH  JICKApPCTBEHHBIX IMPENaparoB, HANpPABICHHBIM Ha BBIABICHHUE, OLEHKY U
MIPEAOTBPALLEHUE HEKENATEIbHBIX MOCIEACTBUN NPUMEHEHNUS JIEKAPCTBEHHBIX MPENAPaTOB;

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

52.2) T1ulaH ympaBlIeHUS PHUCKAaMHU - TMOAPOOHOE OMHCAaHWUE MEPONPHUITHH  TIO
dbapmMakoHaI30py, HANPABIEHHBIX HA BBISIBJICHHE, OIIEHKY U MTPEIOTBPALICHUE WIIM MHHUMH3AITHIO
PHUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMHU MperapaTaMu, BKI04as OIIeHKY 3((EeKTUBHOCTH JaHHBIX
MEpPOIIPUATHH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
Koncynsrantlntoc: npumedanue.
C 01.03.2025 B 1. 53 ct. 4 BHOCsTCS m3MeHeHus (D3 ot 30.12.2021 N 463-D3).

53) peuent Ha JEKapCTBEHHBIM Ipenapar - MEIULUHCKUN JTOKYMEHT YCTaHOBJICHHOM
dbopMbI, coslepkaliil Ha3HaAUYEHHUE JIEKAPCTBEHHOTO Mpenapara A MEAULIUHCKOTO IPUMEHEHU,
BBIJIAHHBIN MEIUIIMHCKUM PaOOTHHKOM B IIEJIIX OTIYCKA JICKAPCTBEHHOTO IMpemnapara Uid ero
M3TOTOBJICHHSI M OTITyCKa Ha OyMa)kKHOM HOCHTEJIE WU C COTJIACHS MallMeHTa WK €ro 3aKOHHOTO
npefcTaBuTeNis B (opMe DIIEKTPOHHOIO JOKYMEHTAa, MOAMHUCAHHOTO C HCIOJIb30BaHUEM
YCUJIEHHOW KBaJU(UIIMPOBAHHON AJIEKTPOHHOW MOAMMCH MEAMIMHCKOrO paboTHUKA, JIMOO
JOKYMEHT YCTaHOBJIGHHOW (POPMBI, COep KalNii Ha3HAYCHHUE JIEKAPCTBEHHOI'O Ipernapara Jyis
BETEPUHAPHOTO MPUMEHEHUS, BbIJIAHHBIM CIENUAINCTOM B O0JACTH BETEPUHAPUU B LEIAX
OTITyCKa JIEKApCTBEHHOTO MpenapaTa WK €ro U3roTOBJICHHUS U OTIIycKa Ha OyMa>KHOM HOCHUTEIE;
(B pen. ®enepanbHbix 3ak0HOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)
Koncynsrantlntoc: npumedanue.

C 01.03.2025 1. 54 ct. 4 uznaraercst B HoBo# penakiuu (O3 ot 30.12.2021 N 463-D3).

54) tpeboBaHME MEAMIMHCKON OpraHM3alluy, BETEPUHAPHOM OpPraHM3alUH - JOKYMEHT
YCTaHOBJIEHHON (POPMBI, KOTOPHIN BBIMUCAH MEIUIIMHCKUM PAOOTHUKOM WM CIEIHUAINCTOM B
00J1acTH BETEepUHAPUU, UMEIOIIUMH Ha 3TO MPaBO, U COJEPXKUT B MUCBMEHHOH (hopMme yKa3aHHE
anTeYyHOl OpraHu3aly WM BeTEpUHAPHON aTeuHOM opraHu3aluu 00 OTIyCKe JEKapCTBEHHOTO
npernapara Wik O €ro M3rOTOBJICHHWH M 00 OTHyCKe A oOecriedeHus JIeueOHOro Impoiecca B
MEIUIIMHCKOW OpraHu3alii, BETEPUHAPHON OpPTraHU3aLINHY;

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

55) xoMmIiekcHas OIleHKa JIEKapCTBEHHOTO Iperapara - OLEHKAa 3aperuCTPUPOBAHHOIO
JICKapCTBEHHOTO IMperapara, BKIoYaromas B ceds aHaiu3 MHPOPMALUU O CPaBHUTEIBHOU
KIMHAYECKOW A(P(PEeKTUBHOCTH W  0O€30MaCHOCTH JIEKAPCTBEHHOTO IIpemapara, OILEHKY
HPKOHOMHUYECKUX IIOCIEACTBUA €ro NPUMEHEHHUs, HU3y4YEHHE JOINOJHUTENIBHBIX MOCIEACTBUN
INPUMEHEHNs JIEKApCTBEHHOI'O IIpernapara B LENSAX MPUHATHS PEIIEHHM O BO3MOXHOCTH
BKJIIOYCHHUS JICKAPCTBEHHOT'O Iperapara B NEepedyeHb XKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKAPCTBEHHBIX MIPENapaToB, HOPMATUBHBIE IPABOBBIC AKTHI U UHBIE JOKYMEHTHI, OIPEAEIIIOIINE
HOPSZIOK OKa3aHUsI MEIUIIMHCKON ITOMOIIM, W UCKIIIOYEHHS €r0 U3 YKA3aHHBIX [IEPEYHs, aKTOB
U JOKyMEHTOB;

(1. 55 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

56) cuctemMa MOHUTOPHUHIA JBI)KEHHUS JIEKAPCTBEHHBIX MpPENaparoB IS MEIUIUHCKOTO
npuMeHeHHus - (elepanbHas rocynapcTBeHHas HWH(GOpPMAIMOHHAS CUCTEMa MOHHMTOPUHTA
JBUKEHHUS JIEKAPCTBEHHBIX MPENAPATOB JJII MEIUIUHCKOrO MPUMEHEHHUS OT IIPOU3BOAUTEIS 110
KOHEYHOT'O TMOTPEOUTENs C HMCIOJIb30BAHUEM B OTHOIICHUH JIEKAPCTBEHHBIX IPENapaToB JUis
MEAMIIMHCKOTO MIPUMEHEHHUSI CPEICTB UACHTHUPHUKAIIH.

(. 56 BBeneH DenepanbHbIM 3aK0OHOM OT 28.12.2017 N 425-D3)

nasa 2. NOIHOMO4UA ®PEANEPAJIbHbLIX OPFAHOB I/ICFIOHHVITEJ'IbI-JOVI 5
BJIACTH, OPFAHOB UCIMOJTHUTENNIbHOU BJTACTU CYBBEKTOB POCCUUCKOU
OEOEPALNU NMPU OBPALLEHUU NEKAPCTBEHHbBIX CPEACTB



Cratbsa 5. NonHomMmounsa deaepanbHbIX OPraHOB MCNOJSIHUTENLHOM BRacTu
npu obpalleHUmn nekapcTBeHHbIX CpeacTB

K mnonanomounsm QenepaibHbIX OpraHOB HCHOJIHUTENBLHOM BIIACTH NIpU  OOpalleHUH
JIEKapCTBEHHBIX CPEICTB OTHOCSTCS:

1) npoBenenue B Poccuiickoit Deaepannu eMHON TOCYIapCTBEHHON TOJUTHKH B 00JIaCTH
o0ecrieyeHus JIeKapCTBEHHBIMHU IIpernapaTtamu rpaxaad B Poccuiickoit denepannu;

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

2) yrBepkaeHHE OOMMX (apMaKONEWHBIX CTaTei, (hapMaKONEHHBIX CcTaTed, H3JaHue
rocyapcTBeHHOU (hapmakoneu, co3qaHue M BeleHue peectpa (hapMakONMEHHBIX CTaHIAPTHBIX
00pa3sIos;

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

3) ocymectBieHne (eaepantbHOTO TOCYAapCTBEHHOTO KOHTpouisi (Ham3opa) B cdepe
oOpallieHus TeKapCTBEHHBIX CPEJICTB;

(B pen. denepanbHBIX 3aKOHOB OT 25.06.2012 N 93-®3, ot 11.06.2021 N 170-D3)

4) nuiueH3upoBaHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENICTB, B TOM 4Hcie (penepanbHblii
rOCYJapCTBEHHBIN JHIIEH3UOHHBIN KOHTPOJb JESITEIBHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEJICTB, MEPUOINYECKOE TOITBEPKICHUE COOTBETCTBUS JIMIIEH3HATa, UMEIOIIETO JIMIIEH3HUIO Ha
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, U (hapMaIleBTUYECKON JEATEITBHOCTH B COOTBETCTBHUHU C
3aKoHoJaTenbCcTBOM Poccuiickoit denepannu;

(B pen. denepanpHoro 3akona ot 11.06.2021 N 170-D3)

5) opraHuzanus O3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, H3TUYECKOM IKCHEPTU3BI
BO3MOXXHOCTH TIPOBEJCHUSI KIMHUYECKOTO HCCIEIOBaHMUS JICKApCTBEHHOTO TIpernapara Jyis
MEAMIIMHCKOTO MPUMEHEHHUS, SKCHEePTU3bl JOKYMEHTOB, IMPEACTaBICHHBIX ISl OMpEesIeHuUs
BO3MOXXHOCTH PAacCMaTpHBATh JICKAPCTBEHHBIN Mpenapar Ui MEIUIIUHCKOTO MPUMEHEHUS TIPU
roCy/IapCTBEHHOW PETUCTPALIUU B KauecTBE OphaHHOTO JIEKaPCTBEHHOIO MIperapara;

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

5.1) opranuzanusi IpoBeICHNUs KOMIIEKCHOM OIICHKH JICKAPCTBEHHOTO Tpernapara B IEesIX
OPUHATHS PEHICHUH O BO3MOXKHOCTH BKJIIOUEHHUS JIGKAPCTBEHHOTO IIpernapara B IepedeHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, HOPMATUBHbBIE MPABOBBIC
aKThl U UWHBIC JIOKYMEHTBHI, OINpPEICIAIONINE MOPSAOK OKa3aHUs METUIIMHCKON MOMOIIM WM
UCKJIIOYEHHS €T0 U3 YKa3aHHbBIX NePEUHs, aKTOB U IOKYMEHTOB;

(1. 5.1 BBenen PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) BbIgaua paspelieHuil Ha MPOBEIEHUE KIMHUYECKHX HCCIEIOBAHUN JIEKapCTBEHHBIX
IpenaparoB, BEICHHE pEecTpa BBIAAHHBIX pa3pelIeHUl Ha TNPOBENCHHE KIMHHYECKUX
HCCJIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB;

7) TOCyapCTBEHHAsl pETUCTPALHs IEKAPCTBEHHBIX IPENapaToB, BEACHUE TOCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPECTB;

Koncynsrantllntoc: npumedanue.
C 01.09.2023 B 1. 8 cT. 5 BHOCsTCS M3MeHeHus (D3 ot 28.04.2023 N 171-D3). Cwm. Oyaymryro
pENaKLHuIo.

8) opranmzamms W (WIM) TPOBEICHHUE WHCIEKTHPOBAHUS CYOBEKTOB OOpaIieHus
JICKapCTBEHHBIX CPEJCTB HAa COOTBETCTBUE IMpaBWJIaM HAJUJICKAIICH JIa0OpaTOPHOU MPAKTUKH,
IpaBUJIaM HaJJIexallel KIMHIYEeCKON MPaKTHKY, paBUIaM HaJiexallel MpakTUKU XpaHeHUs U
MIEPEBO3KH JICKAPCTBEHHBIX MPEMapaToB, MPaBUIaM HaJIekKallel JUCTPUOBIOTOPCKON MPaKTUKH,
MpaBWIaM HaJJIeKaleH alTeuHOW MPAKTUKY;

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

8.1) opranmzamms u (WIW) TPOBEACHUE WHCIICKTUPOBAHMS CYOBEKTOB OOpalieHus
JCKapCTBEHHbIX  CPEACTB  HAa  COOTBETCTBME  TpeOOBaHMAM  MpaBWJI  HaJUIeXkKalleH
MPOU3BOJCTBEHHOW NPAaKTUKH, BblJauya 3aKIIOYEHHH O COOTBETCTBUM MPOU3BOIUTENS
JICKapPCTBEHHBIX CPE/ICTB TPEOOBAHUAM MPABUI HAJICKAIICH MPOU3BOICTBEHHON MPAKTUKH,

(. 8.1 BBegeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)



8.2) ycTaHOBIIEHNE NIOPAAKA BEACHUS U BEACHHUE IOCYIapCTBEHHOI'O PeecTpa 3aKI0YEHUH O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHMSIM MpaBWII HaJJiexalen
IIPOU3BOJCTBEHHOM IIPAKTUKH;

(m. 8.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

9) rocymapcTBEeHHas PETUCTpalMs NPEICNIbHBIX OTIYCKHBIX I€H IPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX MPENApaToOB, U BEIEHUE FOCYIaPCTBEHHOI'O PEECTPa PEAEIbHBIX OTIIYCKHBIX LIEH
MIPOU3BOJUTENIEH HA JIEKQpCTBEHHBIE MpPENapaThl, BKIIOUECHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOIMMBIX U BaXKHEUIINX JICKAPCTBEHHBIX MIPENapaToB;

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue TNPOEKTOB PEIIEHUH OPraHOB HCIIOJHUTEIBHONW BIACTH CYOBEKTOB
Poccutickoit deneparum 06 ycTaHOBICHUU U (WJIM) U3MEHEHHUH TPEICTBHBIX Pa3MEPOB OMTOBBIX
Ha/10aBOK M TMpENeIbHBIX Pa3MEpOB PO3HUYHBIX HAJ0ABOK K (PAKTUYECKHM OTITYCKHBIM LIEHAM,
YCTaHOBJICHHBIM IIPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX [TPENAPATOB, HA JIEKAPCTBEHHBIE IIPENIapaThl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKAPCTBEHHBIX MPENapaToB;
(m. 9.1 BBeaeH denepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) Bplgaua, yCTaHOBJIEHME IMOPSIKA BBIAAYM PAa3peLEHUs Ha BBO3 KOHKPETHON NapTUU
JIEKapCTBEHHOT0 cpeAcTBa B Poccuiickyro denepanuio;

(. 10 B pen. @enepansHOro 3akoHa oT 02.08.2019 N 297-D3)

10.1) BBImaua, yCTAaHOBJICHHWE TIOpsAIKA BbIaYM U (GOPMBI JOKYMEHTa, KOTOPBII
MOJITBEPKJIAET, UTO IPOM3BOACTBO JIEKAPCTBEHHOT'O IIpenapaTa A MEJUIIMHCKOTO IPUMEHEHUS
OCYIIECTBJIEHO B COOTBETCTBUU C TPEOOBAHMSAMM MpaBWJI HaJIeXkalled IPOU3BOJCTBEHHON
IPAKTUKU WM 4YTO JIEKAPCTBEHHBIN Mpenapar A BETEPUHAPHOIO NPHUMEHEHHUs AONYILIEH K
obpamenuto B Poccuiickoit ®eneparnuu, W TOJICKUAT TMPEACTABICHHIO 1O TPEOOBAHHUIO
YIIOJTHOMOYEHHOT'O OpraHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKAPCTBEHHBIH IIpenapar;

(m. 10.1 BBenen dPeaepanbHbpIM 3aKkOoHOM OT 22.12.2014 N 429-D3; B pen. denepanbHOTO 3aKOHA
o1 02.08.2019 N 297-®3)

10.2) BbImaua, ycTaHOBJICHHE TMOPSIAKAa BBIJAYM W (POPMBI JOKYMEHTA, COJEPKAIIETO
CBEICHMSI O CTAUSAX TEXHOJIOTUYECKOTO IPOLECCa MPOU3BOACTBA JIEKAPCTBEHHOI'O CPEACTBa AJIs
MEIUIUHCKOrO IPUMEHEHUS, OCYIIECTBIIIEMBIX HA TEPPUTOPUHN EBpa3niickOro ’KOHOMHUYECKOTO
COH033;

(m. 10.2 BBeneH DenepanbHbIM 3aKOoHOM OT 22.12.2014 N 429-D3, B pen. DeaepanbHOro 3aKOHA
ot 13.07.2015 N 241-®3)

11) coznanue cOBETOB MO BOMpPOCaM, CBI3aHHBIM C OOpallleHUEeM JIEKapCTBEHHBIX CPECTB;

12) arrecranus u cepTUPUKALNS CIICITUAINCTOB;

13) yrpatun cuny ¢ 1 centsiops 2013 rona. - deaepanbubiii 3akon ot 02.07.2013 N 185-D3;

14) ocymiecTBieHue GpapMaKoHaa30pa;

(m. 14 B pen. ®enepanpHOTO 3aK0HA OT 22.12.2014 N 429-D3)

15) yuactue B MeX1yHapOJHOM COTPYIHUYECTBE;

16) monyueHue mo 3ampocaM yIMOJIHOMOYEHHOTO (eAepaabHOTO OpTraHa MCIOJHUTEIHLHON
BJIACTH OT OPraHOB MCIIOJHHUTEIHHON BiacTu cyOBbekToB Poccuiickoit @eneparum, a Takxke OT
CyOBEKTOB 0OpalieHus JeKapCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO MPUMEHEHUs WH(GOpMaluu
[I0 BOIIPOCAM YCTAHOBJICHHUS M MPUMEHEHHUS LIEH Ha JIEKapCTBEHHBIC MpenapaThl U HaJA0aBOK K
HUM;

17) nmpumeHeHne Mep OTBETCTBEHHOCTH 3a HapylIeHHME 3aKOHOAaTenbcTBa Poccuiickoit
denepanuu;

Koncynsrantlntoc: npumedanue.
C 01.09.2023 B . 18 ct. 5 BHOCsTCS m3MeHeHus (D3 ot 28.04.2023 N 171-D3). Cm. Oyaymryro
pENaKLHuIo.

18) yTBepkneHHe TpaBWJI HaAJIekKaIIeH 1abopaTOpHON MPaKTHUKH, TMPABWI HaJIekKaIICH
KJIIMHUYECKOW TPAKTUKH, IPAaBWJI HAJJIEXKAIIEH IMPOU3BOACTBEHHOM IIPAKTUKH, IMIPABUII
HaJUIe)KAIEed MPAaKTUKA XPAHEHHS W MEPEBO3KH JIEKAPCTBEHHBIX NPENApaToB, IPaBHII



HaJJIeKaIed JUCTpUOBIOTOPCKON MPAKTUKH, MTPABUJ HAJUIekKAIEH anTeqHON MPaKTUKU, TPaBUIT
HaJJIeXkKalleld MpakTUKU (apMaKoHAI30pa JIEKAPCTBEHHBIX MPENaparoB i MEIULUHCKOIO
IIPUMEHEHUS;

(m. 18 BBeneH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

19) ycranoBnenue nopsijaka GOpMUPOBaHHS PETUCTPALIMOHHOTO JI0ChE Ha JIEKapCTBEHHBIH
npenapaT 1 TpeOoBaHMIl K JOKYMEHTaM B €0 COCTAaBE;

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

20) yTBepKJACHHE TIpaBWJI PAIMOHAIBHOTO BBIOOpPAa HAMMEHOBAHWUW JIEKAPCTBEHHBIX
IIPENapaToB ISl MEAULIMHCKOTO IPUMEHEHUS;

(m. 20 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBep:kIeHHE NEPEeYHs] HAMMEHOBAHHI JIEKapCTBEHHBIX (HOpM;
(m. 21 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) yrpatun cuny ¢ 1 mapra 2020 rona. - @enepanbbiii 3akoH o1 27.12.2019 N 475-03;

23) yrBepxkaeHHWe TPeOOBaHWM K WHCTPYKIUU TI0 MEIUIMHCKOMY TPUMEHEHHUIO
JIEKapCTBEHHBIX IPENapaToB U K HHCTPYKLUHU 110 BETEPUHAPHOMY IPUMEHEHHIO JIEKAPCTBEHHBIX
Ipenaparos;

(. 23 BBeneH DenepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

24) npuHATHE PEICHUH, SBISIOUIUXCS OCHOBAHUSMH JJISl BKJIIOUYEHHUS TOMEHHBIX UMEH U
(unmM) ykaszaTened CTpaHWIl CalTOB B HMH(DOPMAIMOHHO-TEIEKOMMYHHKAIIMOHHONW —CEeTH
"UHTepHeT", a TakKe CETeBBIX aJIPECOB B C€AMHYIO aBTOMAaTH3HUPOBAHHYIO WH(OpPMAIMOHHYIO
cucremy "EauHbIi peecTp TOMEHHBIX UMEH, yKazaTelled CTpaHUI] CaiiTOB B MH(POPMALMOHHO-
TEICKOMMYHUKAaIMOHHOW  cetu  "WHTepHer" ©W  CETEBBIX  aApecoB,  MO3BOJSIOUIUX
UICHTU(QHUIHUPOBATh CaHTHl B HMH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHOW cetu "MHTepHer",
cojepxanire nHPOpMaIiio, pacpocTpaHeHue KoTopoit B Poccuiickoit denepanuu 3anpernieHo",
B OTHOIIGHMH MH(MOpMAIMH, COJEpXKalleil TNpeao)KeHHEe O PO3HUYHOM  TOProBie
JIeKapCTBEHHBIMU IpernapaTaMy, B TOM YHCII€ TUCTAaHIIMOHHBIM CIIOCOOOM, PO3HUYHAS TOPTOBIIS
KOTOPBIMM OTPaHUYEHA UJIH 3alpEIIeHa B COOTBETCTBUHU € HacTOSIIIUM DeepaabHbIM 3aKOHOM, U
(wn) wmHOpMaIUK, coaepXkKalie NPeIIoKeHHE O PO3HUYHOM TOPTOBJIE JIEKAPCTBEHHBIMU
npenapatamMi, B TOM YHCJE JAUCTAaHIMOHHBIM CIOCOOOM, JIMIIAMHU, HE MMEIOLUINMHU JIUICH3UHU U
pa3peleHust Ha OCYHIECTBICHUE TaKOM AESATENbHOCTH, €CIIH MMOJIYyYEHUE JIUIEH3UN U Pa3peIIeHHs
IPEIyCMOTPEHO 3aKOHOIATEILCTBOM 00 0OpaIlieH!H JIEKapCTBEHHBIX CPE/ICTB;

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

25) Bblmaya paspelieHuid Ha BBOJA B TPAKAAHCKUNA OOOPOT HMMMYHOOMOJIOTHYECKHUX
JIEKApCTBEHHBIX IIPENapaToB.

(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

Koncynsrantlntoc: npumedanue.

Cr. 5.1 pacnpocTpaHsieTcs Ha TOJTHOMOYMS, KOTOPBIE HE MepeaHsbl sl OCYLIECTBICHUS
OpraHam rocyapcTBEHHOHU BiacTH cyObekToB PO 1 opranaM MeCTHOTO caMOYIpaBIICHUS
COOTBETCTBYIOIIMMH deaepabHbiMu 3akoHaMu (D3 ot 13.07.2015 N 233-D3).

CraTtbs 5.1. Nepenaya ocywecTBneHns noiHoMmoumn peaepanbHbIX OPraHoB
MCMNONHUTENBbHOW BNacTM Npu obpalleHMU neKapCcTBEHHbIX CpeAcTB opraHam
McnonHuTeNnbLHON BnacTu cyobektoB Poccumckon ®epgepauum

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

[TonHomouusi (QenepaqbHbIX OPraHOB HCIOJHUTENBHON BIIACTH TMpH  OOpalleHuu
JIEKAPCTBEHHBIX CPEICTB, MPEIYyCMOTpPEHHbIE HAacTosAmUM DefepanbHbIM 3aKOHOM, MOTYT
nepeaaBaThCs I OCYIIECTBICHUS OpPraHaM HCIIOJTHHUTEIBHOUW BIACTH CyOBEeKTOB Poccuiickoii
O®enepaunn  nocra”HoBieHussmMu  lIpaBurensctBa Poccuiickoir  @Penepauri B MOPSIKE,
ycTaHoBiieHHOM @DenepanbHbIM 3aKOHOM OT 6 OkTsa0ps 1999 roma N 184-®3 "OO6 oO6mmx
NPUHIUIIAX OPraHU3alUK 3aKOHOJATENbHBIX (IIPEACTABUTENBHBIX) U UCIIOJHUTEIBHBIX OPTraHOB
rocyJapCTBEHHOM BiacTH cyObekToB Poccuiickoit deneparun’.



Ctatba 6. [MonHoMoOYMs OpraHoOB MWCMONHUTENLHOW BJacTU Ccyo6bekTa
Poccuinckon ®egepaumm npm odpalieHnn nekapcTBeHHbIX CPeacTB

K nmomHOMOYHMSAM OpraHoB HCTIOJIHUTENBHON Bi1acTH cyObekTa Poccuiickoit denepannu npu
oOpallleHUH JIEKapCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka u peanu3alus PErHOHANBHBIX NPOTpaMM OOECIICUECHUSI HACEICHUS
JIEKapCTBEHHBIMU MperapaTaMu;

2) yCTaHOBJICHHE TpeNeibHbIX Pa3MEpPOB ONTOBBIX Hal0ABOK M IPENENbHBIX pa3MEpoB
PO3HUYHBIX HA0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM NMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENAapaToOB, HA JIEKAPCTBEHHBIE NIPENIapaThl, BKIIOUEHHBIE B IEPEUEHb KUZHEHHO
HEOOXOIUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

3) ocyllecTBIEHUE PETHOHAIBHOTO F'OCYAAPCTBEHHOIO KOHTPOJIS 3a MIPUMEHEHUEM 1IEH Ha
JIeKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX NIPENApaToOB, OPraHU3aLUsIMU ONITOBOM TOProBIIM JEKAPCTBEHHBIMHU CPEACTBAMH,
anTeYHbIMHU OpraHU3alUsIMU, UHIUBUIYaTbHBIMU MPEIIPUHUMATEISIMHI, UMEIOIIUMH JTUIECH3UIO
Ha (apMaleBTHUYECKYIO JEATEIbHOCTh, MEAUIMHCKUMH OPTaHU3AIMsIMH, UMEIOIIUMU JIMILIEH3UIO
Ha  (apMameBTHYECKYIO  JEATEIbHOCTh, H HMX  O0OCOOJCHHBIMH  TOJpa3eICHUSIMU
(amOymaropusiMu, (penabaAmepcKuMH H  (PeNbAIIepCKO-aKyILIEPCKUMUA MYHKTaMH, LIEHTPaMU
(otmeneHusMu) oOmIeH BpayeOHOW (CEMEWHOM) MPAaKTHUKH), PACMOJIOKEHHBIMH B CEIBCKHUX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEUHbIE OpraHU3aLIH;

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

4) npunHsATHE pemeHuss 00 MCIONB30BAaHMM Ha TEPpUTOpHH CcyObekTa Poccuiickoit
@Denepalu HapsAy C pelenTaMH Ha JIEKapCTBEHHBIE MTpenapaThl, 0pOpMIEHHBIMH HAa OyMaXHOM
HOCHUTEJIE, PEIETITOB Ha JIEKAPCTBEHHBIE MpenapaTthl, CGOPMHUPOBAHHBIX B (POpPME AIIEKTPOHHBIX
JIOKYMEHTOB.

(. 4 BBenieH DenepanbHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®APMAKOIESA

Cratba 7. PaspaboTka M u3gaHMe rocyaapcTBeHHoOM cpapmakonewm,
pa3mellueHue AaHHbIX O Hen

1. TTox rocynapcTBeHHOM hapmakomneeit MOHUMAETCs CBOJ 00ImnX (hapMaKOIIEHHBIX CTaTei
U (papMaKoNeHHBIX CTaTeH.

2. Pa3pabotka o0mux QapmakomneiHbIX cTaTeil U (apMaKOIEHHBIX CTaTed, B TOM YHCIIC
(dapmakonelHpIX cTaTeil Ha (apMakoleiHble CTaHIapTHbIE OOpa3lbl, W BKIIOYEHHE HX B
rOCyIapCcTBEHHYI0O  (papMakomero  OCYIIECTBIAIOTCS B TMOPSAKE,  YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM UCTIOIHUTEIBHON BIACTH.

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

3. Pazpabotka ¢apmakoneiiHoil craTbi Ha pedepeHTHBINH JIEKAPCTBEHHBIM NHpernapar H
BKIIIOUEHUE €€ B TOCYAapCTBEHHYIO (papmMakomer0o B TEYEHHE CpOKa JAEWCTBUS 3allUThI
UCKJIIOUUTENIFHOTO IpaBa, YIOCTOBEPEHHOTO TIAaTEHTOM Ha pe(epeHTHBINH JeKapCTBEHHBIH
Ipernapart, OCYIIECTBIIIOTCS C COTJIacHsl ero pa3paboT4mKa.

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

4. TocynapcTBeHHasi (apMakories U3JaeTcsl YIMOJIHOMOYEHHBbIM (elepaabHbIM OpraHOM
UCTIOJTHUTEIIEHOM BJIACTH 3a CUET CPENCTB (peaepanbHOro OIoKeTa U MOAJESKUT Mepen3IaHusIM
HE peXe YeM OJMH pa3 B MATh JIET, B NEPUOA MEXIYy KOTOPBIMHU HM3JAOTCS MPHIIOKEHUS K
rocy/IapcTBeHHOW (hapmakormee, cojepkamme oomue QapMakoneiHple CTaTbd W (HUIIH)
dapmakorneliHble CTaThU, YTBEP)KIEHHBIE MOCIE M3JaHUS WM NEeperu3IaHusl TocylapCTBEHHON
dapmakoren.



5. YnonHOMOYEHHBIH (enepaibHblil OpraH UCTIOIHUTEIBHONW BIACTH pa3MeEIlaeT JaHHbIe O
TOCYJapCTBEHHOH (hapMakorniee W MPUIOKEHUSIX K HEH Ha CBOeM O(QUIIMAIILHOM CaiTe B CETH
"MHTepHET" B yCTAaHOBJIEHHOM UM MOPSIKE.

Maea 4. IMLEH3UPOBAHUE NMPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB
N ®APMALEBTUYECKOWU OEATENBbHOCTU, TOCYOAPCTBEHHbBIW KOHTPOIb
(HAO3OP) B C®EPE OBPALLUEHUA NEKAPCTBEHHbLIX CPEACTB
(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

Cratba 8. JluueHanpoBaHMe NPOU3BOACTBA JI€KAPCTBEHHbIX CpPeaAcTB U
chapmaueBTNYECKON AeATEeNbHOCTH

1. JlunensupoBaHHe TMPOW3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMarieBTHUECKOH
JIEATEIIbHOCTU OCYILECTBIISIETCS] B COOTBETCTBUU € 3aKOHO1aTesIbcTBOM Poccuiickoii deneparnym.

2. O0s3aTenbHBIM YCIIOBUEM TPEOCTABICHHUS JIMIIEH3UN HA TIPOU3BOICTBO JIEKAPCTBEHHBIX
CPEJIICTB SIBISIETCS MPUIJIOKEHUE K 3asBJICHUIO COMCKATENsl JUIEH3UHU TMEpEeyHs JIEKapCTBEHHBIX
¢dbopM u (1) BUIOB hapMalleBTUUECKUX CYOCTAHIINN, KOTOPBIE MPOU3BOAUTEIH JICKAPCTBEHHBIX
CPEJICTB HAMEPEH POU3BOIUTH.

3. B caydyae HE0OXOIUMOCTH paCIIUPEHUS TPOU3BOJICTBA JEKAPCTBEHHBIX CPEJCTB 33 CUET
HOBBIX JIEKAPCTBEHHBIX (OpM U BHIOB (papMaleBTUYECKUX CYOCTaHIMI MPOU3BOIUTEIND
JICKaPCTBEHHBIX CPEJCTB JOHKCH MMOJATh B JIMIICH3WPYIOIIMNA OpraH 3asBJICHHE O BHECCHUH
M3MEHEHHUH B peecTp JUIEH3UI Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB.

(B pen. @enepanbHbix 3akoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuneH3usi Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPeACTB ((hapMameBTHIECKON CyOCTaHITUN
CIUpTa STHIOBOTO (dTaHOJA) BBIAACTCA MPH YCIOBUM HAJIW4YUs y OpraHU3alliyd Ha TpaBe
COOCTBEHHOCTH, XO3MWCTBEHHOTO BEJIEHUS WJIH OINEPaTUBHOTO YIPABICHHS OCHOBHOIO
TEXHOJIOTHYECKOT0 000PYAOBaHUS JJIsl TPOU3BOJICTBA ATHIIOBOTO CIHPTA, 3aPETUCTPHUPOBAHHOTO
B COOTBETCTBHH CO cTaThell 14.1 denepanpHoro 3akona ot 22 HOsO0pst 1995 roma N 171-®3 "O
rOCYIapCTBEHHOM PETYIHPOBAHUH MPOU3BOJICTBA M 000POTA ITUIIOBOTO CIIUPTA, ATKOTOJIBHOU U
CIIUPTOCOEPKAIIEH MPOAYKIMH W 00 OrpaHUYCHHH TOTpeOieHHUs (PAcHTHs) aJIKOTOJIHHOU
npoyKIUU".

(dacTh 4 BBeneHa DenepanbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

Crtatbsa 8.1. Ocob6eHHOCTN NULEH3NPOBAHUA NPOU3BOACTBA JIEKAPCTBEHHbIX
cpencTB (thapmaueBTUYECKON CyOCTaHLUM cnupTa 3TUNIOBOro (3TaHona)
(BBeneHna deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

1. JleiicTBue JUIEH3MH Ha MPOU3BOACTBO JICKAPCTBEHHBIX CPeNCTB ((papMameBTHUCCKOM
CyOCTaHIIUM CTIMPTa ATUIIOBOTO (3TaHOJIA) IPHOCTAHABIMBACTCS B YaCTH IpaBa Ha IMPOU3BOJICTBO
dbapmareBTUIeCKOl CyOCTaHIIMU CIHPTa STUIIOBOTO (3TaHOJA) JIMIICH3UPYIOIIMM OpPraHOM B
cinydasix, onpeneneHHbix crateeil 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-@3 "O
JUIECH3UPOBAHUU OTACIBHBIX BHUAOB JIEATEIBHOCTH", a TaKXKe Ha CpPOK INPUOCTAHOBJICHUS
JeMCTBUS IMIEH3UHU Ha TIPOU3BOJICTBO 3TUIOBOTO CIMPTA I IPOU3BOJCTBA (DapMalleBTHUECKOM
CyOCTaHIIMM CIHUPTa ATUJIOBOTO (3TaHOJA), BBIAAHHON B COOTBETCTBUU ¢ DeiepaibHbIM 3aKOHOM
ot 22 HosOps 1995 roga N 171-®3 "O rocynapcTBEHHOM peryaupOBaHHM TPOU3BOJICTBA U
000poTa 3TUIOBOIO CIUPTA, ATKOTOJIBHOM U CIIUPTOCOAEPKALIEH MPOAYKIMUA U 00 OrpaHUYEHUN
noTpebseHus (PaCUTHsI) ATKOTOJILHON MPOAYKITUHU".

2. JleicTBuEe JUIEH3WHM Ha TMPOM3BOJCTBO JICKAPCTBEHHBIX CPENCTB ((papMarneBTHUCCKOM
CyOCTaHIIMM CIIUPTA STHJIOBOTO (3TaHOJIA) B YACTH IMpaBa HAa MPOM3BOJCTBO (hapMaIleBTUYECKON
CcyOCTaHIIMK CIUPTa ATUIOBOTO (3TaHOJIA) MpeKpaliaeTcs JIMUEH3UPYIOIUM OPraHOM B CIIydasiX,
onpezaeneHHplXx crtatbeil 20 @PepepanbHoro 3akoHa or 4 mas 2011 roma N 99-®3 "O
JUIECH3UPOBAHUU OTAETBHBIX BHJIOB JESATENBHOCTH", a TaKkKe C JaThl MNpPEKpalleHHs WIn



AQHHYJIMPOBAaHUS ACUCTBUS JIMLEH3UU HAa MPOU3BOACTBO 3TUJIOBOIO CIMPTA JUIsl MPOU3BOJACTBA
dbapmareBTHUeCcKor CyOCTaHIIMM CIHUPTa STUIIOBOTO (dTAHOJIA), BBIJAHHOW B COOTBETCTBUH C
®denepanbHbIM 3aKOHOM OT 22 HOs1IOpst 1995 rona N 171-@3 "O rocynapcTBEHHOM peryIupOBaHUN
IPOM3BOJICTBA U 000POTA ATUIOBOTO CIMPTA, AJIKOTOJIBHON U CIMPTOCOAEpKALIEH MPOLYKIIMU U
00 orpaHMueHUH MOTPeOIeHUs (PaCcUTHUS) aTKOTOIBHON NMPOyKInu'.

Koncynbrantlntoc: npumevanue.

C 01.09.2023 goxkymenT momnomusiercs cT. 8.2 (D3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro
pelaKIHuIo.

Cratba 9. locynapcTBeHHbIU KOHTpoOnb (Hag3op) B cdepe obpaweHus
NeKapCTBEHHbIX CpeacTB
(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBI KOHTpOJIb (Ham30p) B cdepe oOpaleHus JEeKapCTBEHHBIX CPEICTB
OCYILECTBIISICTCS IOCPEACTBOM (peepaibHOTO roCy1apcTBEHHOTO KOHTPOIs (Haa3opa) B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEICTB M (penepaqbHOr0 TroCyAapCTBEHHOTO JHUIEH3MOHHOTO
KOHTPOJISL JICATENIbHOCTH 110 TIPOMU3BOJCTBY JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIEMbIX
benepanbHBIMU OpraHaMH HCIIOJHUTEIBHON BIIACTH, YMOJIHOMOYeHHbIMU [IpaBuTEnbcTBOM
Poccuiickoit ®enepanuu.

2. [IpenmeTtom (enepanbHOTO TOCYAaAPCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe oOpaiieHus
JICKapCTBEHHBIX CPECTB SBIISIOTCS:

1) cobmronenre o0s3aTeNbHBIX TpeOoBaHUH B cpepe oOpalieHus JeKapCTBEHHBIX CPECTB,
B TOM YHCIIE!

a) TpeOOBaHUH K TOKIMHUYECKUM HCCIIEIOBAaHUSM JIEKaPCTBEHHBIX CPEACTB, KIMHUYECKUM
UCCIICIOBAaHUAM JICKAPCTBEHHBIX MpenapaToB, M3TOTOBJICHUIO, XPAHEHUIO, MEPEBO3KE, BBO3Y B
Poccuiickyro denepaiuio, OTIYCKY, peanu3aluu, nepeaade, npoaaxe JeKapCTBEHHBIX CPEACTB,
NPUMEHEHHUIO  JIGKAPCTBEHHBIX  IPENapaTroB, YHUYTOXKEHUIO  JIEKAPCTBEHHBIX  CPEJCTB,
YCTaHOBJICHHUIO MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IIPEMapaToB LI€H Ha JIEKApCTBEHHbBIE
npenaparsl, BKIIOUEHHBIE B IEPEYCHDb KU3HEHHO HEOOXOAMMBIX M BKHEUIINX JICKAPCTBEHHBIX
IIpenapaTos;

0) TpeboBaHMII K COOTBETCTBHMIO JICKAPCTBEHHBIX CPEICTB, HAXOASAILIMXCS B OOpaIleHUH,
nokasaresisiM KadecTBa, 3((EeKTUBHOCTH M 0€30IacHOCTH, YCTAHOBJIEHHBIM B COOTBETCTBUHU C
HactosmuM DeneparbHbIM 3aKOHOM;

B) TpeOOBaHMI K COOJIOJCHUIO CyOBEKTaMH OOpalleHHs JIEKaPCTBEHHBIX CPEICTB,
yKa3aHHbIX B yactu 1 crateum 67.1 Hacrosimero @enepalbHOrO 3aKOHAa, OTpPAaHUYEHU,
HajlaraeMbix ctatbsimMu 67.1 u 67.2 Hactosiniero denepanbHOTO 3aKOHA;

2) coluro/ieHNe JHMIIEH3UOHHBIX TpPeOOBaHUII K OCYLIECTBICHHIO (papMalleBTUYECKOM
NEeSITeIIbHOCTH;

3) cobmronenue TpeOOBaHUH K MPEIOCTABICHUIO CYOBEKTaMU OOpAICHHUs JIEKAPCTBEHHBIX
cpenctB uMHGOpMalMU O JIEKAPCTBEHHBIX CpeACTBaX U (WJIM) JIEKapCTBEHHBIX Ipernaparax,
npeaycMoTpeHHoM ctatbsimu 9.1, 52.1 u 64 Hactosiiero @eaepanbHOro 3aK0HA;
Koncynbrantlntoc: mpumevanue.

C 01.03.2026 1. 4 u. 2 ct. 9 yrpauusaer cuiy (P3 ot 20.10.2022 N 405-D3).

4) cobmrogeHne TPEeayCMOTPEHHBIX crTaThel 55.1 Hacrosmero denepanbHOrO 3aKoHA
TpeOOBaHUI K TPOBENEHHUIO SKCIIEPUMEHTa [0 OCYIIECTBICHUIO PO3HUYHOH TOPrOBIH
JIeKapCTBEHHBIMU MpenapaTaMu JJIsl MEIUIIUHCKOTO PUMEHEHUS, OTITYCKaeMbIMH IO PELENTy Ha
JIEKapCTBEHHBIH Mpenapar, IUCTAaHIIMOHHBIM CIIOCOOOM.

(m. 4 BBennen DeaepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

3. Ilpu ocymecTBieHUN (eaeparbHOr0 rocyJapCTBEHHOTO KOHTpousd (Haa3opa) B chepe
oOpallieHus JeKapCTBEHHBIX CPEICTB MPOBOJSATCS CIEAYIONINE BUbI KOHTPOJIbHBIX (HAI30PHBIX )
MEPOIIPUATHI:

1) moxymeHTapHas IpOBEpKa;



2) Bbl€3HAs IPOBEPKA;

3) BEIOOPOYHBIN KOHTPOJIb KAa4eCTBA;

4) KOHTpOJIbHAS 3aKYIIKA;

5) UHCTIEKITMOHHBIN BU3HUT;

6) HaOmoieHue 3a coOM0IeHueM 0053aTeIbHBIX TPEOOBAaHUH (MOHUTOPHHT 0€30IMTaCHOCTH)
(bapmakonaazop).

4. Opranu3zanys U OCylecTBIeHHE (eaepaTbHOr0 rocy1apcTBEHHOIO KOHTPOIIS (HaaA30pa)
B cepe oOpalieHus JICKapCTBEHHBIX CPENICTB peryupytoTcs DenepaabHbIM 3aKOHOM OT 31 nroJis
2020 rona N 248-®3 "O rocynapcTBEHHOM KOHTpoOJIE (HaA30pe) M1 MyHULIUIIAJbHOM KOHTPOJIE B
Poccuiickoit deneparun’.

5. BHeniaHOBBIN BBIOOPOYHBIN KOHTPOJIb KA4eCTBA IPOBOIUTCS B TOM YHCIIE HA OCHOBAaHUH
IIPOrPaMMBI IIPOBEPOK.

6. I1naHOBBII BEIOOPOUHBINH KOHTPOJIH KAUeCTBA HE MPOBOAUTCS.

7. Ilo pe3ynpraTaM BBIOOPOYHOIO KOHTPOJS KauecTBa HapsJy C PpELICHUSIMH,
nperycMoTpeHHbIMu  DenepanbHbiM  3akoHOM oT 31 wmronsgs 2020 roma N 248-®3 "O
roCyJapCTBEHHOM KOHTpPOJIE (Ha130pe) U MyHHUIIMTIAIIBHOM KOHTpoJie B Poccuiickoit deneparun”,
(denepaabHBIMH OpraHaMU HMCIIOJHUTEIBHON BIIACTH, YMOJHOMOYEHHBIMH Ha OCYIIECTBICHHE
BbIOOPOYHOIO KOHTPOJISI KAUeCTBa, MPUHUMAIOTCS CIIEAYIOIINE PELICHUS:

1) o pjanbHeWmeM TpaXJaHCKOM O0OpOTE CepuH, MApTHH COOTBETCTBYIOLIETO
JICKapCTBEHHOI'O CPEJICTBA B ClIydae MOATBEPXKACHUS 110 PE3yIbTaTaM IPOBEACHHBIX UCIIBITAHUN
COOTBETCTBUS KaueCTBa JICKAPCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHHSIM;

2) 00 W3BATHM U3 TPAKIAHCKOTO 000pOTa CEepUH, TMApPTUU COOTBETCTBYIOIIETO
JIEKapCTBEHHOI'O CPEJCTBA B CIIydac BBISBIEHUS IO PE3yJbTaTaM MPOBEIACHHBIX HCIIBITAHUN
HECOOTBETCTBHSI KaueCTBA JIEKAPCTBEHHOT'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBaHUSM;

3) o mepeBoie IEKapCTBEHHOTO CPEICTBA HA MOCEPUITHBII BEIOOPOYHBIN KOHTPOJIb KaueCTBa
JICKapCTBEHHBIX CPEACTB B CiIy4ac IIOBTOPHOTO BBISBICHHS HECOOTBETCTBHA KadyecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBJICHHBIM TPEOOBAaHUAM M (NP HEOOXOTUMOCTH) O MPOBEPKE
cyObekTa oOpalleHHs JIEKapCTBEHHBIX CpeACTB. Pacxonpl, CBsi3aHHBIE C IPOBEJCHUEM
NOCEPUHHOTO BBIOOPOYHOTO KOHTPOJISL, OIUIAUMBAIOTCS IPOM3BOIUTENEM JIEKAPCTBEHHOTO
cpeactBa MO0  JepXaTeleM WM BIAJAEIbLIEM  PETUCTPALMOHHOIO  YIOCTOBEPEHHUS
JIEKapCTBEHHOTI'O IIpernapara.

8. @enepalibHbIII TOCYAPCTBEHHBIA JIMIIEH3MOHHBIA KOHTPOJIb JACSITEIBHOCTA TIO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB OCYILECTBIISIETCS B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit deneparuu.

Cratbs 9.1. lporpamma npoBepok
(BBeneHa denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B mensx opraHm3anuu BbIOOPOYHOT'O KOHTPOJISI KAauecTBa JIEKAPCTBEHHBIX CPEICTB
dbopMupyeTcs mporpamma NpoBEPOK.

2. Jlns uenelt peanu3anyy MporpaMMbl IPOBEPOK MPOU3BOAUTENH JIEKAPCTBEHHBIX CPEJICTB
Y OpraHu3allii, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX cpelcTB B Poccuiickyro denepanuio,
IPEIOCTABISAIOT B OTHOLIEHWM JIEKAPCTBEHHBIX CPEJICTB JUIsl MEAMLIMHCKOIO NPUMEHEHHUS B
YIOJIHOMOYCHHBINA (PeiepaabHbIii OpraH UCIOJHUTEILHON BIACTH, OCYIIECTBIISIIONTUN ()YHKITHH
10 KOHTPOJIIO U HA/30py B cpepe 3ApaBOOXPAHEHUS, B OTHOLICHUHU JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS B YIIOJTHOMOYEHHBIHN (peiepanbHblii OpraH UCTIOTHUTEILHOM BIACTH,
OCYILECTBIISIONINH (DYHKIMU 1O KOHTPOJIIO M Haa30py B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEACTB ISl BETEPUHAPHOTO IPUMEHEHHSI, CBEAICHUS O CEPUSX, TAPTUAX JIEKAPCTBEHHBIX CPENICTB,
NOCTYMAIONIMX B TpaskIaHCKuii 000poT B Poccuiickoii deneparyu, B mopsiake, COCTaBe U 00beme,
YCTaHOBJIEHHBIX YKa3aHHBIMU (peiepabHBIMU OpraHaMU UCTIOJHUTENLHOM BIaCTH B OTHOLICHUH
JIEKaPCTBEHHBIX CPEACTB A MEIUIIMHCKOTO NPUMEHEHUS U B OTHOIIEHUHM JIEKAPCTBEHHBIX
CPEJACTB JIJIs1 BETEPUHAPHOIO MPUMEHEHUSI COOTBETCTBEHHO.



3. IIporpamma npoBepok GpopMupyeTcs Ha KaJeHIapHbIA rox B cpok 10 30 nexabps rona,
HPEIIECTBYIOIIETO TOAY MPOBEAECHHUS BBIOOPOYHOTO KOHTPOJIS.

4. B cnyyae HaCTYIUIEHUS COOBITHH, YKa3aHHBIX B MOANYHKTax "0" u "B" myHkTa 2 yacTtu 6
HACTOSIILEH CTaThd, (eaepaibHbIM OPraHOM HCIOJHUTEIBHOW BIACTH, OCYLIECTBISIOIIMM
(GYHKIMU 1O KOHTPOJIIO M Haa30py B cdepe 3apaBooxpaHeHHs, (eaepabHbIM OpraHoM
UCTIOJIHUTENIBHOW BJIACTH, OCYLIECTBISAIOMIMM (YHKIMU 1O KOHTPOJIIO M HaA30py B cdepe
oOpalieHus: JIEKapCTBEHHBIX CPEACTB U BETEPUHAPHOTO NMPUMEHEHHS, MPH HEOOXOJUMOCTH
BHOCATCS] COOTBETCTBYIOLIME N3MEHEHHSI B IPOrPaMMy IIPOBEPOK.

5. B mporpammy NpOBEpPOK MOI'YT BKIKYATbCA MEPOIPUATHS € YYETOM HAPYILICHU,
BBISIBJICHHBIX B paMKaX KOHTPOJIbHBIX (HaJ30PHBIX) MEPOIPUATHH 3a MPEAbLIYIINI KajJeH apHbINA
roJ.

6. IIporpamMmmMa npoBEpOK CONECPIKUT:

1) mepeyeHpb JeKapCTBEHHBIX CPEACTB, 0TOOP 00pa3loB KOTOPHIX OyJAEeT OCYIIECTBIATHCS B
paMKax BBIOOPOYHOIO KOHTPOJSL, (POPMUPYEMBIH C y4E€TOM pEe3yJlbTaTOB T'OCYAAPCTBEHHOIO
KOHTpOJs (Haa3opa) B cdepe OOpalleHusi JIGKAPCTBEHHBIX CPEACTB 3a KaJCHIApHBIA TOJ,
IPEIIECTBYIONINNA FOAY MPOBEIEHHS BBIOOPOUYHOTO KOHTPOJIS;

2) yka3aHMe€ Ha COOBITHE, HACTYIUICHME KOTOPOrO SBJISIETCS OCHOBAHUEM IS
OCYILECTBIICHHSI BBIOOPOYHOTO KOHTPOJIS:

a) TOJY4YeHHE CBEICHMI, TNPEACTaBIIEMBbIX B COCTaBEé MU OOBEME, YCTAHOBJIEHHBIX
(enepaabHbIM OPraHOM HCIOJIHUTENIBHON BJIACTH, OCYILECTBIIOMUM (QYHKIIMH 110 KOHTPOJIO U
Ha/I30py B cdepe 3ApaBOOXpaHEeHMs, (eaepaTbHbIM OpPraHOM HCIOJIHHUTEIBHON BIIACTH,
OCYIIECTBISIOMMUM (DYHKITUU 1O KOHTPOJII M HAa30py B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB AJIi BETEPUHAPHOIO IPUMEHEHMS, O CEpUAX, MAPTUSAX JIEKAPCTBEHHBIX CPENCTB,
MOCTYMAIINX B TpaXTaHCKUKA 000poT B Poccuiickoit denepanuu, yKazaHHBIX B MyHKTE |
HACTOALIEH YacTH, OpraHU3alUsIMU, OCYLIECTBIISIOIIMMHU IPOU3BOJCTBO JEKAPCTBEHHBIX CPELCTB
B Poccuiickoit @enepanuu U BBO3 JICKAPCTBEHHBIX cpeacTB B Poccuiickyro denepanuto;

0) moJydyeHue TOCTyHarolleld B TOpPsIKe, YCTAaHOBICHHOM CTaTbeld 64 HacTOAIIEro
®denepanbHOTO 3aKOHA, MH(MOpPMALUM O MHMOOOYHBIX JEMCTBUSAX, HEXKENATENbHBIX pPEaKLUsX,
CEPbE3HBIX HEXKENATENbHbIX PEaKIUAX, HENPEABUACHHBIX HEXKENATENbHbIX PpEaKUMIX IpU
IPUMEHEHHUH JIEKapCTBEHHBIX MPENapaToB, 00 MHIMBUAYAIbHOW HENIEPEHOCUMOCTH, OTCYTCTBUU
3 PEKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, a Takke 00 WHBIX (QakTax M 0OCTOSTEIbCTBAX,
NPEICTABIAIOIINX YIPO3y XKHU3HU WU 3[J0POBBIO YEJIOBEKA JIMOO KMBOTHOIO IPH MPUMEHEHUH
JICKapCTBEHHBIX IPENapaToB M BBIABICHHBIX HA BCEX JTamax oOOpalleHHs JEKapCTBEHHBIX
npenaparoB B Poccuiickoit denepannu U Apyrux rocygapcTBax;

B) IIOJIyu€HUE B cOO0TBEeTCTBUU ¢ DenepanbHbIM 3ak0HOM OT 31 mrosst 2020 roga N 248-D3
"O rocymapCTBEHHOM KOHTpoJie (Haa30pe) W MYHHUIMIIAJILHOM KOHTposie B Poccuiickoit
Oenepanuu" cBeJeHUH O MPUYMHEHWH BpeAa WIM 00 Yrpo3e NPUYMHEHHUS BpeAa >KHU3HH,
3J0POBBIO I'PaXk/1aH WM KHUBOTHBIX.

Cratbsa 9.2. locyaapcTBEeHHbIN KOHTPOSb (HAA30p) 3a peanusauuen opraHamm
UCNoNHUTeNbLHON BnacTn cyobekTtoB Poccumckon Pepepaumm NOTHOMOYMM B
cdepe obpaLieHUs neKapCcTBeHHbIX CPeaCTB ANA MeAULIMHCKOro NnpMMeHeHuns

(BBenena denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBI KOHTpOJIb (HAA30p) 3a peanu3aluedl OpraHaMu HCHOJHUTEIbHON
BIacTu cyObekToB Poccuiickoit Denepanuu moJHOMOUNN B cdepe oOpalieHusl JIEKapCTBEHHBIX
CPEICTB JUIsl MEAUIIMHCKOTO MPUMEHEHUST OCYIIECTBIIICTCS YIOTHOMOYeHHBIM [IpaBuTenbcTBOM
Poccuiickoit deneparu opraHoM UCIOJHUTEILHON BIIACTH.

2. IlpenmeroM rocygapCTBEHHOTO KOHTpOJs (HaA30pa) 3a peanu3aliell opraHaMu
WCITOJTHUTENIbHON BJIacTH cyOBheKTOB Poccuiickoit Deaepannu noiHoMounii B chepe oOpamieHus
JEKapCTBEHHBIX  CPEIACTB  JUISI  MEOUIIMHCKOTO TPHMEHEHHUs  SBISIETCS  COOJNIOJICHUE
YIOJIHOMOYECHHBIMH OpTaHaMH HCIIOJHUTEIBHOW BiacTH cyObekToB Poccuiickoit denepanmu



METOJUKH YCTAaHOBIICHUS MPEACIBHBIX Pa3MEPOB ONTOBBIX HAT0ABOK U MpEIeIbHBIX Pa3MepoB
PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM NMPOU3BOAUTEISIMU
JICKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE NIPENapaThl, BKIIFOUEHHBIC B IEPEUCHB KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MPETapaToB.

3. IIpu ocyuiecTBIEHUN rOCYAapPCTBEHHOTO KOHTPOJIs (HaA30pa) 3a peaan3alneit opranamm
WCITOJTHUTEIIbHON BJIacTH cyOBheKTOB Poccuiickoit Deaepannu noiHoMounii B chepe oOpamieHus
JICKaPCTBEHHBIX CPEJCTB M MEIUIIMHCKOTO TMPUMEHEHHsI MPOBOISTCS CIECIYIOIINE BHUIBI
MEpOTNPHUATHIA:

1) noKyMeHTapHbIE IPOBEPKH;

2) BBIC3/THBIC TTPOBEPKH.

4. Opranuzanys ¥ OCyLIECTBJIEHNE TOCYJapCTBEHHOTO KOHTPOJIA (Haa30pa) 3a peain3anuei
OopraHaMy HCTIOJHUTEIBHOM BiacTH CyOBeKTOB Poccuiickort denepanuu moJHoMounii B chepe
oOpalleHusi JIEKapCTBEHHBIX CPEACTB M MEIWIIMHCKOTO TMPUMEHEHHUS PEryIupyroTcs
®denepanbHBIM 3aKOHOM OT 6 OKTA0pst 1999 rona N 184-D3 "O06 00mux MpyUHIMITAX OPTraHU3AIUN
3aKOHOJATENBHBIX (TMPEACTABUTEIBHBIX) U UCIOTHUTEIBHBIX OPraHOB TOCYIapCTBEHHOW BIACTH
cyowsekToB Poccuiickoit denepanun.

5. TlonoxeHwe O TroCyIapCTBEHHOM KOHTpoJe (Haa30pe) 3a pealu3alued opraHaMu
WCITOJTHUTENIbHOU BJIacTH cyOBheKTOB Poccuiickoit Deaepannu noiHoMounii B chepe oOpamieHus
JICKapCTBEHHBIX CPEACTB JJIsi MEIUIIMHCKOTO TPHUMEHEHHUs YyTBepxkaaercs l[IpaBUTeIhCTBOM
Poccuiickoit deneparuu.

Ctatba 9.3. PervoHanbHbl rocyfapCTBeHHbIM KOHTpONnb (Hag3op) 3a
NPpUMEeHEeHMeM LEeH Ha NneKapCTBEeHHble npenapaTbl, BKIOYEHHble B MNepeyYeHb
XU3HEHHO HeObXoAUMbIX U BaXKHEWULUUX JIeKapCTBEHHbIX NpenapaToB

(BBeneHa denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. PernonanbpHbIii TOCYJapCTBEHHBIN KOHTpPOJIb (HAag30p) 3a IPHUMEHEHUEM II€H Ha
JIEKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B NEPEUYEHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JICKaPCTBEHHBIX MPENapaToB, OCYIIECTBISACTCS OPraHOM HCIOTHUTEILHOW BIACTH CYOBEKTa
Poccuiickoit ~ ®enepauuu,  YHOJHOMOYEHHBIM  BBICIIMM  MCIOJIHUTEIbHBIM  OPraHOM
roCy/IapCTBEHHOM BIacTH cyobekTa Poccuiickoit deneparuu.

2. IlpenMeToM pEerMoOHaIBLHOTO TOCYIAPCTBEHHOIO KOHTPOJIA (Haa30pa) 3a MPUMEHEHHEM
[IEH Ha JIEKapCTBEHHBIC IpENapaThl, BKIIOYCHHBIC B TEPEUCHb KXKU3HEHHO HEOOXOIUMBIX W
BaXHEHMIIINX JIEKApPCTBEHHBIX MpPENapaToB, SBISETCA COOIOJCHHE OpTraHU3alMsIMH ONTOBOU
TOPTOBIIM JICKAPCTBEHHBIMH CPEACTBAMH, AaNTEYHBIMU OPTaHHU3AIUSAMU, HWHIUBUIYaTbHBIMH
OpeINpUHUMATENSIMU, HMEIOIIMMH  JIMIEH3UI0 Ha  (apMaleBTUYECKYI0 JIESTEIbHOCTb,
MEAWIIMHCKUMH OPTaHH3aIUSIMU, UMEIOIIIMH JIUIIEH3UI0 Ha (papMaIieBTUYECKYIO JIeITeIbHOCTD,
1 UX 000COOJEHHBIMU TOJIpa3ieieHUsIMA (aMOyIaTopusiMu, (HeTbIIIepPCKUMU U (eITbIIIepCKo-
aKyLIEPCKUMU ITyHKTaMH, IEHTpaMHu (OTIEIEHUSAMH) 0011eil BpaueOHOM (CeMeiHO) MpaKTHKH),
pPAcCHOJIOKEHHBIMH B CEJIbCKMX HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT amlTE€uYHBIC
OpTraHM3aIy, IPU peaTn3aliy JeKapCTBEHHBIX MpenaparoB TpeOOBaHUN K MPUMEHEHUIO IICH,
YpOBEHb KOTOPbIX HE [JOJDKEH TPEBbIIAaTh CyMMYy (aKTHYeCKOW OTHYCKHOW IIEHBI,
YCTaHOBJICHHOW TMPOU3BOAMTENEM JIEKAPCTBEHHBIX IMPEMapaToB, U KOTOPHIE HE TMPEBHIIIAIOT
3apErUCTPUPOBAHHBIX MPEJCNIbHBIX OTHYCKHBIX 1IEH, U Pa3MEpOB ONTOBBIX HAaA0ABOK M (WJIM)
pa3MepoB PO3HUYHBIX HAJ0AaBOK, HE MPEBBIMIAIONINX COOTBETCTBEHHO Pa3MEPOB MPEICIbHBIX
ONTOBBIX HAA0ABOK W (WJIM) pa3MepOB MPEACIbHBIX PO3HUYHBIX HAJI0AaBOK, YCTAaHOBJIICHHBIX B
cyobekte Poccuiickoii @enepanui.

3. Opranu3zanus U OCyIECTBICHHE PETUOHAILHOTO FOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa)
3a TPUMEHEHUEM IIeH Ha JICKAPCTBEHHBIC IMpenapaTrhl, BKIIOYCHHBIE B TEPEUCHb KU3HEHHO
HEOOXOIUMBIX W BaXXHEWIIUX JIEKApCTBEHHBIX MpEnaparoB, peryiaupytorcs DenepanbHbIM
3akoHOM OT 31 wmronsa 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoje (Haa3ope)
MYHUILIMTIAJTLHOM KOHTpoJie B Poccuiickoit @enepanun.



4. TlonoxeHue 0 perMOHAJIBLHOM IOCYAAPCTBEHHOM KOHTpOJIE (Haa30pe) 3a NPUMEHEHUEM
IICH Ha JIEKapCTBEHHBIC IIpPENapaThbl, BKIIOUEHHBIE B IEPEUCHb >KU3HEHHO HEOOXOOUMBIX H
BaXHEMILINX JIEKAPCTBEHHBIX IPENApaTOB, YTBEPHKAAECTCS BBICIIUM HCIIOIHUTEIbLHBIM OPraHOM
rocyJapCTBEHHOM BiacTH cyobekTa Poccuiickoit deneparuu.

Ctatba 9.4. ®epepanbHbIA roCcyAapCTBEHHbIA JIMLEH3UOHHbLIA KOHTPONb
OEeATeNbHOCTU NO NPOU3BOACTBY JIeKapCTBEHHbIX CPeaAcTB
(BBenena deaepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. ®enepanbHbli TOCYAapCTBEHHBIM JIMIEH3UOHHBIA KOHTPOJIb JEATEIBHOCTH IO
MPOU3BOJICTBY  JIGKAPCTBEHHBIX  CPEJACTB  OCYIIECTBISETCS  (eaepadbHBIMU  OpTaHaMu
WCTIOJIHUTENIBHOM BJIACTH, yHoJHOMOUYeHHBbIMU [IpaButenscTBoM Poccuiickoit @enepanuu.

2. @epnepanbHbIi TOCYJApPCTBEHHBIM JIMLEH3UMOHHBIM KOHTPOJb JEATENBHOCTH IIO
IIPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISETCS B COOTBETCTBHH ¢ DenepalbHbIM
3akoHOM OT 4 mast 2011 roga N 99-@3 "O nuneH3upoBaHUM OTJEIbHBIX BUIOB I€ATEIbHOCTH" U
®enepanbabiM 3akoHOM OT 31 wmronsa 2020 roga N 248-@3 "O rocynapCTBEHHOM KOHTPOJIE
(Hag30pe) U MYHHIMITATLHOM KOHTpolie B Poccuiickoit @enepanuu’. B pamkax ¢enepaibHOTO
rOCYJapCTBEHHOTO JUIEH3UOHHOIO KOHTPOJIA JEATEIbHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPE/ICTB IUIAHOBBIE KOHTPOJbHBIC (HAA30pPHBIE) MEPONPUITHUS HE MPOBOAATCS, NPU 3TOM
IIPOBOJIUTCS TEPUOJMYECKOE TMOATBEPKICHUE COOTBETCTBUS JIMUEH3UATOB JIMLEH3UOHHBIM
TpeboBaHusIM B cooTBeTcTBUU ¢ DepepanbHbiM 3akoHOM oT 4 mast 2011 roma N 99-©3 "O
JULEH3UPOBAHUN OTAEIBbHBIX BUJOB JESITEIBHOCTH" .

Mnasa 5. PASPABOTKA, AOKITMHNYECKUE UCCIIEQOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ1d BETEPUHAPHOIO NPUMEHEHWUA

Crtatbs 10. PazpaboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka jeKapCTBEHHBIX CPEACTB BKIFOYAET B CEOsI MOMCK HOBBIX (PapMaKOJIOTHUECKH
AKTUBHBIX BEIIECTB, IMOCIEAYIOIIEe H3y4YeHUE WX JICKAPCTBEHHBIX CBOWCTB, MOKIMHUYECKUE
WCCJICIOBaHMs, Pa3pabOTKy TEXHOJOTUM MPOM3BOJACTBA (PapMalleBTHYECKUX CyOCTaHIIHM,
pa3paboTKy COCTAaBOB M TEXHOJOTHI MPOU3BO/ICTBA JIEKAPCTBEHHBIX MPEMapaToB.

2. ®unHaHcoBoe obecriedeHHe pPa3pabOTKH JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISETCS 3a
CYET:

1) cpenctB deneparbHOTO OIOKETA;

2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPENICTB;

3) cpeAcCTB MpPOU3BOIUTENEH JIEKAPCTBEHHBIX CPEACTB NPU BBHIMNOJIHEHUH HAy4YHO-
HCCJIEIOBATENILCKUX PA0OT MO IOTOBOPY MEXKAY pa3pabOoTUYMKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3alPEIICHHBIX 3aKOHOJAaTENLCTBOM Poccuiickoit deaepaiini HCTOYHUKOB.

3. IlpaBa pa3paboTyMKa JIEKAPCTBEHHOIO CPEACTBA OXPAHSIOTCS TPAKIAHCKUM
3aKOHOJJATEIIHCTBOM.

Cratba 11. [loknMHMYeCKOoe uccriegoBaHUe NeKapCTBEHHOro cpeacTtea Ans
MeaULMHCKOro NpuMeHeHus

1. JlokIMHWYECKOE WCCICIOBAHUE JICKAPCTBEHHOTO CPEICTBA IS  MEAHIIMHCKOTO
MPUMCHCHUA NPOBOAUTCA IMYTEM IMPUMCHCHUS HAYYHBIX MCTOJOB OLCHOK B LCJIAX IMOJTYUYCHUA
JI0OKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.



2. JIOKIMHUYECKOE WCCIEAOBaHNE JIGKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MPUMEHEHHUS MPOBOJIUTCS B COOTBETCTBUHU C MPaBUJIaMHU HaJuiexkalel 1abopaTopHON MPaKTUKH,
YTBEP)KJICHHBIMH YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCTIOJTHUTEIBHOM BIACTH.

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

3. I[HH opraHu3ali U TPOBCACHUSA OOKIMHHUYCCKOI'O HCCJICIOBAHUA JICKAPCTBCHHOTO
CpelIcTBa JUIsl MEAMIIMHCKOTO NPHUMEHEHHUs pa3paOOTYUKU JIEKAPCTBEHHBIX CPEICTB MOTYT
NpUBJICKaTh HAYYHO-HUCCIIEIOBATEIIbCKAE OpraHu3aluu, o0pa3oBaTeNbHbIE OpraHU3aliu
BBICIIIETO 0Opa30BaHUs, HMECIONIME HEOOXOJUMYI0 MaTepUaJbHO-TEXHHUECKYI0 0a3zy U
KBaJM(HUIUPOBAHHBIX CIICIIMATNCTOB B COOTBETCTBYIOIIECH 00JIACTH UCCIIEOBAHUS.

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

4. JIOKIMHUYECKOE WCCIEAOBaHUE JIGKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO
MPUMEHEHHUS POBOJUTCS MO YTBEPKICHHOMY pa3pabOTUYNKOM JIEKAPCTBEHHOI'O CPE/ICTBA IJIaHy
C BEJCHHEM MPOTOKOJA ATOTO HCCICIOBAHUS U COCTABICHHWEM OTUYETa, B KOTOPOM COJIEPIKATCS
pe3yNnbTaThl 3TOTO UCCIEIOBAHMS UM 3aKIIOYEHHE O BO3MOXKHOCTH MPOBEACHUS KIMHUYECKOTO
HCCIICA0BAHUS JICKAPCTBCHHOI'O IpCriapaTta Ijid MCAUIUHCKOTO ITPUMCHCHUS.

5. IlpoBeneHue MpoOBEPOK COOJIOCHUS TIPABUII HAJIekKAIIEH Ja00paTOPHON MPAKTHUKUA U
IMPaBOBbIX HOPM HCIIOJIb30BAHUA XUBOTHBIX IIPU NPOBCACHUU JOKIMHHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ
JIEKapPCTBEHHBIX CPEJCTB Ui MEAULIMHCKOTO MPUMEHEHHUS! OCYHIECTBIISETCS YMOJIHOMOYEHHBIM
dbenepanbHBIM OPTraHOM UCTIOTHUTEIHLHON BIACTH.

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

6. Pe3yHBTaTBI JOKIIMHUYECKOI'O HCCJIICA0OBAHUA JICKApCTBCHHOT'O cpeacrea AJid
MEAMIIMHCKOTO MPUMEHEHHS] MOTYT OBbITh MPEICTABICHbI B YINOJHOMOYEHHBINH (enepaibHbIi
opraH HUCIIOJIHUTEIILHON BJIACTH B YCTAHOBJICHHOM TIIOPSAAKEC B LECIAX I‘OCYI[EIpCTBQHHOfI
perucTpaluu JeKapcTBEHHOIO Mpernapara.

Cratba 12. [JoknuMHM4YecKoe uccriegoBaHMEe reKapCTBEHHOro cpeacTtBa U
KITMHMYECKOe MuccrefoBaHMe JleKapCTBEeHHOro npenapata Ansi BeTepUHapHOro
npUMeHeHuns

1. JIOKITMHHYECKOE WCCIICIOBAaHUE JICKApCTBEHHOTO CPEACTBAa Ui BETEPUHAPHOTO
MPUMCHCHUA NPOBOAUTCA IMYTECM IMPUMCHCHUS HAYYHBIX MCTOJOB OLCHOK B LCJIAX IMOJTYUYCHUA
JIOKa3aTeIbCTB 0€30MacHOCTH, KauecTBa M 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA, B TOM
YUCJIC ONpCACIICHUA CpOKa €ro BBIBCACHUA M3 OpraHuiMa KMBOTHOI'O, B HCIIAX O6€CH€‘-I€HI/I$I
0€30MaCHOCTH TPOIYKIIMH )KUBOTHOTO MIPOMCXOKIACHUS MOCIIE TPUMEHEHHSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO TIperapara.

2. JIokIMHUYeCcKOe UCCIIeIOBaHNE JIEKAPCTBEHHOTO CPEJICTBA M KIIMHHYECKOE UCCIIC0OBaHUE
JIEKapCTBEHHOT'O rpernapara s BETEPUHAPHOI'O IIpUMEHEHNUS, HCCIIEI0BAaHUE
OMODKBUBAJICHTHOCTH YKa3aHHOTO JICKAPCTBEHHOTO Iperapara MPOBOISATCS B COOTBETCTBHH C
NpaBUIAMHU, YTBEP)KICHHBIMH YIIOJHOMOYEHHBIM (ellepajbHbBIM OpPraHOM HCIOJIHUTEIbHOM
BJIACTH.

3. JIoKIMHIYECKOe UCCIIeI0BaHUE JIEKAPCTBEHHOTO CPEICTBA M KITMHUYECKOE HCCIICIOBAHNE
JICKApCTBEHHOTO TIpernapaTa JUisi BETEPHHAPHOTO MPUMEHEHHS TPOBOASATCS MO YTBEPKICHHOMY
pa3paboOTIMKOM JICKAPCTBEHHOTO CPEJICTBA TIaHY C BEICHUEM MPOTOKOJIOB ATHX MCCIEIOBAHUHN H
COCTaBJICHUEM OTUYETOB, B KOTOPBIX COAEPIKATCS PE3yIbTAThI ATHX UCCIICTOBAHHN.

4. I[HH opraHu3ali U TOPOBCACHUSA OOKIMHHUYCCKOI'O HCCJICIOBAHUA JICKAPCTBCHHOT'O
CpelcTBa W KIMHUYECKOTO KCCIEIOBaHUS JICKAPCTBEHHOTO TIperapara i BETCPUHAPHOTO
NPUMEHEHUS Pa3pa0OTYMK JIEKAPCTBEHHOTO CpPEJCTBA MOXKET TPUBIEKATh OPTaHU3AINU,
UMCIOIINE  HEOOXOAMMYI0  MaTepUaJbHO-TEXHUYECKYI0 0a3zy ©  KBaTU(UIIUPOBAHHBIX
CIICIUAJINCTOB B COOTBCTCTByIOH.[Cﬁ 06HaCTI/I HCCIICA0OBAaHUA.

5. KiuHuueckue wWcclaenoBaHUs JICKAPCTBEHHBIX IPEMapaToB Uil BETEPUHAPHOTO
MMPUMCHCHUA MIPOBOAATCA B BETCPUHAPHBIX OpraHU3aluigX U B OpraHu3anusax, OCYICCTBIIAOINX
pa3BejicHUE, BRIPAIIMBAHUE M COJIEPIKAHUE KUBOTHBIX, B IICIISAX:



1) ycraHOBJIEHHSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENAPATOB 340POBBIMU )KMBOTHBIMY;

2) moxbopa ONTHMAIBHBIX JTO3UPOBOK JICKAPCTBEHHBIX IPEMapaToB W Kypca JICUCHHS Ha
KOHKPETHOU TPYIINE KUBOTHBIX C OMpeeIEHHBIM 3a00JIeBaHEM;

3) ycraHoBineHus Oe3zonmacHOCTH © 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO Iperapara,
MNpeaAHa3HAYCHHOI'O JJI JICUCHH A OMPCACIICHHBIX 3a6OHeBaHPII>'I KHUBOTHBIX, NI 3(1)(1)CKTI/IBHOCTI/I
JICKApCTBEHHOTO Mperapara sl MPOoQHIaKTHKHU 3a00JIEBaHHIA 3I0POBBIX KHUBOTHBIX;

4) u3y4ueHus BOZMOKHOCTEH pacIIMpeHus MOKa3aHU K MPUMEHEHHIO 3aPETUCTPUPOBAHHOTO
JICKApCTBEHHOTO MpeTapara 1 BBISBICHUS PaHee HEN3BECTHBIX MOOOYHBIX JICHCTBHIA.

6. Kiumaudeckoe wuccienoBaHUE JIGKAPCTBEHHOTO Tpernapara JUisi BETEPUHAPHOTO
NPUMEHEHHS OCYILIECTBIISIETCS 3a CYET CPEACTB Pa3pabdOTIHKA JIEKAPCTBEHHOTO CPEIICTBA.

7. OTueTsl 0 pe3ysibTaTaxX AOKIIMHUYCCKOrO HUCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA U
KJIMHHYECKOTO HCCIICIOBaHUS JICKAPCTBEHHOTO IMperapara Uil BETEPHHAPHOTO MPHUMEHEHHS
COCTaBIISIIOTCS Pa3pabOTUYUKOM JIEKAPCTBEHHOT'O CPEJICTBA C YUETOM 3aKIIFOUCHUN OpTaHU3AIIHiA,
NPUHUMABIINX Y4aCTHE B OPraHU3AIMH U MPOBEICHUH YTHX HCCIICJOBAHUI.

8. KOHTpOHB 3a NPOBCACHUCM HOKIMHUYCCKUX I/ICCJIe,[[OBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KJIMHHYECKUX HCCIICIOBAaHUI JICKAPCTBCHHBIX IPENapaToB Uil BETEPHUHAPHOTO MPHUMEHEHHS
OCYHICCTBIACTCA YIIOJTHOMOYCHHBIM (I)C,HepaHBHbIM OpraHomMm HUCIOJIHUTEIILHOU BJIACTH.

Masa 6. OCYLLECTBNEHWE FOCYOQAPCTBEHHOW PETMCTPALMA
JNNIEKAPCTBEHHbIX NMPEMNAPATOB

CraTtba 13. FlocypapcTBeHHas permcrpaums fiekapcTBeHHbIX NpenapaToB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynsrantllntoc: npumedanue.

JlomyckaeTcsi npUMEHEHNE B MEIUIIMHCKUX IEJISIX HE 3apETUCTPUPOBAHHBIX B PO
JIEKAPCTBEHHBIX MPEMapaToB, COAEPKAIINX HAPKOTUUECKUE CPEACTBA HIIH ICUXOTPOITHbIE
BEIIIECTBA, BBE3CHHBIX B PD B cooTBeTcTBUU C 4. 3.1 cT. 47 manHOro nokymeHnra (1. 8 ct. 3 @3
o1 27.12.2019 N 475-®3).

1. B Poccuiickoit ®@enepaunu IONYCKAKOTCS MPOU3BOACTBO, H3rOTOBJIEHUE, XPAHEHUE,
nepeBo3ka, BB03 B Poccuiickyro @enepaunto, BoiBO3 u3 Poccuiickoin denepauuu, pexiiama,
OTIYCK, peanu3anus, rnepeaada, IpUMEHEHUE, YHUUTOKEHHUE JIEKAPCTBEHHBIX MPENapaToB, €ClIn
OHHM 3apETUCTPUPOBAHBI COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (peiepaIbHBIM  OpPraHOM
VCITOJTHUTEJIBHON BJIACTH.

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

2. 'ocyaapCTBEHHOM pEeruCTpaIliy MOJIeXKAaT:

1) Bce JexapcTBEHHBIE Tperaparhl, BIEPBBIC MOJUJICKAIINE BBOAY B oOpaiieHue B
Poccuiickoit denepanyu;

2) neKapCTBEHHbIE MpenapaThl, 3apErUCTPUPOBAHHBIE paHEe, HO MPOU3BEACHHBIE B IPYTUX
JIEKapCTBEHHBIX (OpMax B COOTBETCTBUU C MEPEYHEM HAMMEHOBAaHUH JIEKapCTBEHHBIX (popm, B
HOBOU JIO3MPOBKE IPH JIOKA3aTENHCTBE €€ KIMHUYECKON 3HAYMMOCTH U () (PEeKTUBHOCTH;

3) HOBBIE KOMOMHAILIUY 3aPETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB.

3. T'ocymapcTBeHHast pervcTpanusi JEKapCTBEHHBIX IMPEnapaToB OCYIIECTBISECTCA IO
pe3ynbTaTaM dKCIEPTU3bl JIEKaPCTBEHHBIX CPEACTB, a TOCYAapCTBEHHAs perucTpanus oppaHHbIX
JIEKAPCTBEHHBIX TPEMAPATOB OCYIIECTBISETCS MO pe3yjbTaTaM 3KCIEPTU3bl JOKYMEHTOB,
MIPEACTABJICHHBIX JIJIs1 ONIPEEIICHNS] BO3MOKHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN IIpenapar AJis
MEIUIMHCKOTO MPUMEHEHUS MPU OCYIIECTBICHUU TOCYAAapCTBEHHON PErHUCTpalli B KayecTBE
op(haHHOTO JIEeKapCTBEHHOTO MIpemnapara, 1 1o pe3yjbTaTaM SKCIEePTHU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. TocynapcTBeHHass perucTpanus JIEKapCTBEHHOTO TMpernapara  OCYIIECTBIISIETCS
COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (heJiepaibHbIM OPTaHOM MCTIONHUTEIHLHON BIIACTH B CPOK,
HE TPEBBIIAOMINNA CTa IIECTUACCITH PabOYuX [HEH CO IHS TPHUHITHS COOTBETCTBYIOIIETO
3asBJICHUS] O TOCYAapCTBEHHOM PETHUCTPALMM JIEKAPCTBEHHOIO Mpenapara. B yka3zaHHBIN Cpok



BKJIIOYAETCSl BpeMsi, HEOOXOIMMOE JUIsl TOBTOPHOT'O MPOBENEHHS SKCHEPTH3BI JIEKAPCTBEHHOTO
CpeACTBA B COOTBETCTBMU CO cTaThed 25 Hacrosmero PenepanbHoro 3akoHa. Cpok
rOCYJapCTBEHHON PErHCTpalUM JICKAPCTBEHHOTO IMpenapara UCYUCISIETCS CO JHS TPUHSTHS
COOTBETCTBYIOIIUM  YIOJHOMOYEHHBIM (he/lepaqbHbIM OpPraHOM HCIHOJHUTENbHON BJlacTu
COOTBETCTBYIOILIETO 3asIBJIEHUS O FOCYAApCTBEHHOM perucTpainuu JEKapCTBEHHOIO IIpernapaTa ¢
MPUII0KEHHEM HEOOXOAUMBIX JTOKYMEHTOB IO JIEHb BBIJIaYM PETUCTPALMOHHOTO YAOCTOBEPEHHUS
JICKapCTBEHHOTO TpemapaTta. Bpems, HeoOxomuMoe njsi HaNpaBlIeHHUS YIMOJIHOMOYEHHBIM
denepanbHBIM OpraHOM HCIOJIHUTEIBLHOM BJIACTH 3ampoca O MPEICTABICHUU HEOOXOIUMBIX
MaTepualioB U MPEJCTABICHUS 3asgBUTEIEM OTBETAa HA JaHHBIM 3ampoc B COOTBETCTBUHU CO
cratbsiMu 16, 19 u 23 Hactosero ®deaepaibHOro 3aKOHA, HE YUYUTHIBAETCS MPU HWCUUCICHUHU
CpOKa roCy/1apCTBEHHOW PETUCTPALMU JIEKapCTBEHHOT'O IIpernapara.

5. 'ocynapCTBEHHOM perucTpaluy He MOAJIeKAT:
Koncynsrantllntoc: npumevanue.
C 01.03.2025 B . 1 4. 5 cr. 13 BHOCATCs m3menenust (D3 ot 30.12.2021 N 463-D3).

1) nexapcTBeHHbIE  TIpemaparbl, M3TOTOBJIEHHBIE  ANTEUYHBIMU  OpraHU3ALMIMH,
BETCPUHAPHBIMM  ANTE€YHbIMM OpPraHU3ALMAMH, HWHIWBUAYAIbHBIMU NPEANPUHUMATEISMH,
KOTOphIE WMEIOT JIMICH3WIO Ha (apMarieBTHUECKYIO0 JIeATeIbHOCTh, II0 pelentaM Ha
JIeKapCTBEHHbIE TMpernaparbl M TpeOOBaHUAM MEIUIMHCKUX OpraHu3aluil, BeTepUHAPHBIX
OpraHu3aIuii;

2) JnekapCTBEHHBIE TpemnapaThl, MPUOOPETCHHBbIC (PU3MUECKUMHU JUIAMHU 3a TpelneaamMu
Poccuiickoit denepanuu u npeaHa3HAYEHHBIE U1 JIMYHOTO UCIIOIb30BaHNUS;

3) JekapcTBEHHBIE Tpemaparbl, BBo3uMble B Poccuiickyro deneparnuio s OKazaHHs
MEIUIMHCKOW TMOMOIIM IO KU3HEHHBIM IOKa3aHUSIM KOHKPETHOT'O MAallMeHTa Ha OCHOBAaHUU
pa3pelieHus, BbIIaHHOTO YIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM UCTIOIHUTENbHOM BIIACTH;

4) nexkapcTBEHHBIE CpeICTBa, BBO3UMble B Poccuiickyro @enepanuio Ha OCHOBAHUU
BBIIAaHHOTO YIOJHOMOYEHHBIM (pe/iepalibHbIM OpraHOM HCIOJIHUTENILHOM BIACTH pa3peuieHus U
npeaHa3HauYeHHbIE JJI1 NPOBEACHUS KIMHUYECKUX UCCIIEIOBAHUM JI€KaPCTBEHHBIX MPENapaToB U
(unu) mpOBEEHUS SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB JJISl OCYIECTBICHUS TOCYIapCTBEHHON
pPEruCTpaliy JIEKApCTBEHHBIX MPENapaTos;

5) bapmanieBTHUECKHE CyOCTAHITNM;

6) paanodapmManeBTHIECKHIE JIEKapCTBEHHbIE npenaparsl, M3TOTOBJICHHbBIE
HEIOCPEICTBEHHO B MEJULIMHCKUX OPraHU3ALMAX B MTOPSIKE, YCTAHOBIECHHOM YIIOJHOMOYEHHBIM
dbenepanbHBIM OPTaHOM HCTIOJTHUTEIHLHOM BIACTH,

7) nekapcTBEHHBIE MTpenapaThl, IPOU3BOIUMBIE IS SKCIIOPTA.

6. He nonyckaercs rocyaapcTBEHHasi perucTpanus:

1) nexapcTBEHHBIX MpENapaToB, OTIUYAIOMIMXCS APYT OT JIpyra KayeCTBEHHBIM COCTaBOM
JIEUCTBYIOIMX BEILIECTB, MO/ OJUHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;

2) oaHOro JEKapCTBEHHOIO IIpernapara, MPEJICTaBICHHOIO Ha TOCYJapCTBEHHYIO
PETUCTPALIMIO B OTHOLIEHUU OJHOTO M TOTO K€ JAEpKaTeis WM BIAJeNblla PETUCTPAIMOHHOTO
yIIOCTOBEpPEHUS JIEKapCTBEHHOTO Mpernapara B BHJAE IBYX U 0oJiee JIEKapCTBEHHBIX IMPErnapaToB
M0/ pa3JIMYHBIMU TOPrOBBIMU HAUMEHOBAHUSIMU.

(m. 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Io 3ampocy (B MeKTpoHHOU (hopMe WIH Ha OyMaKHOM HOCHUTEIE) CyObheKTa 00paIeHus
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBYIOUIMM YIIOJHOMOYEHHBIM (henepalbHbIM  OpraHoM
WCIIOJTHUTEJIbHOM BJIACTH, OCYIIECTBIISIIOLIIMM TOCY/IapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
IIpenaparoB, B YCTAHOBIEHHOM MM MOPAJIKE OCYIIECTBIISIETCS HAYYHOE KOHCYJIbTUPOBAHHUE IO
BOIIPOCAM, CBSI3aHHBIM C TMPOBEACHUEM JOKIMHUYECKUX HCCIEAOBaHUM, KIMHUYECKHUX
WCCJIEI0BAHMM JIEKAPCTBEHHBIX IPENapaToB, 3KCIEPTU3bl KAauyeCTBA JICKAPCTBEHHBIX CPENCTB,
3QPEeKTUBHOCTH U 0€30IaCHOCTH, C OCYLIECTBICHHEM TOCYIApCTBEHHON perucTpaiiu
JEKAPCTBEHHBIX IpenaparoB. KOHCyabTHpOBaHME  OCYLIECTBISAECTCS C  IPUBJICYEHHEM
denepanbHBIX TOCYJAPCTBEHHBIX OIOKETHBIX YUPEKICHHUM, TMOIBEIOMCTBEHHBIX JTaHHOMY
benepanbHOMY OpraHy UCIIOJIHUTEILHOM BJIACTU M HE YYaCTBYIOIUX B OPraHU3AIMH [TPOBEICHUS



AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHBIX CPEACTB B LIEISAX OCYILECTBICHHS UX IOCYIapCTBEHHOMN
perucTpany B COOTBETCTBUU CO cTaTheil 16 Hactosmero denepasbHOrO 3aKOHA, B BUJIE OTBETA
B MHCbMEHHOU (hopMe YIMOITHOMOYEHHOTO (peepalbHOrO OpraHa WCIIOJHUTEIBHOW BIAcTH Ha
3armpoc. Pa3mep B3umaeMol ¢ 3adBUTENA IUIaThl  ONPENCIACTCS B COOTBETCTBUU €
3aKkoHONATeNnbCTBOM  Poccmiickoit  ®exepaumu 00  opraHuzanud  NPEAOCTABICHHS
rOCYyJapCTBEHHbIX M MYHMLHMNAIbHBIX ycayr. MHdopmanus o0 OCYyIIECTBIEHHMH HAyYHOTO
KOHCYJIFTUPOBAHMSI, B TOM YHCJIE CTaTbU, 0030pbl, CIPaBOYHBIC MaTepHAalIbl U UHAsI UH(OPMAITHS
00 OCYIIECTBICHMH HAy4YHOIO KOHCYJIBTUPOBAaHMS, pa3MellaeTcs Ha O(HUIUAIbHOM caiite
YIIOJIHOMOYEHHOTO (pe/lepalbHOTO OpraHa HCIOJHUTENbHOW BiacTh B cetu "HHTepHeT" C
COOJIIOJICHEM OTrPaHMYEHMH, YCTAHOBJIEHHBIX 3aKOHOJATEIBCTBOM O INEPCOHAIBHBIX JAaHHBIX,
KOMMEPUYECKOH U (MJIM) TOCY1apCTBEHHOM TaiiHe.

8. 'ocynapcTBeHHass perucTpanus JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE NPeHA3HAYCHBI
JUIsl IPUMEHEHUS B YCIOBUSAX BOCHHBIX ACUCTBUM, YpE3BBIYAUHBIX CUTyalUH, IIPEIYIIPEIKICHUS
Ype3BbIYaNHBIX CUTyaLUH, IPOPUIAKTUKY U JIedeHUs 3a00J1€BaHUMH, IPEJCTABIISAIOIIMX ONTACHOCTb
JUIL  OKPYXKAaloIuX, 3a00JeBaHUM M TOPaXCHUH, IMOJYYCHHBIX B pe3yJIbTaTe BO3JEHCTBUA
HEOJAronpusATHbIX XMMUYECKHUX, OHOJOIMYECKUX, PAJUALMUOHHBIX (HAKTOPOB, U KOTOpHIE
pa3paboTaHbl B TOM 4HCJIE MO 3aJaHUIO0 (eAepalbHBIX OpPraHOB MCIIOJHHUTEIBHON BIACTH,
YVIIOJIHOMOYEHHBIX B 001acT OOOpPOHBI CTpaHbl M 0O€30MacHOCTH TOCYJapCTBa, a TaKKe
JIEKapCTBEHHBIX CPE/ICTB B CIy4ae UX Je(EeKTyphl MU PUCKA BOZHUKHOBEHUS 1e(EKTYpHI B CBA3H
C BBelIEHMEM B OTHOIIeHUU Poccuiickoit denepanuin orpaHUYUTENbHBIX MEP SKOHOMHYECKOTO
Xapakrepa OCYILIECTBISIETCd B IMOpsAKe, ycTaHOBICHHOM lIpaBurensctBom Pocculickoit
denepanuu.
(B pen. ®epepanbHbIx 3akoHOB OT 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

CraTtba 14. MpuHUMNBbI 3KCNEPTU3bI JIeKapPCTBEHHbLIX CPeaCcTB
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. Dkcmeptusa JIEKapCTBEHHBIX CPEJICTB OCHOBBIBACTCS HA MPHUHIUIAX 3aKOHHOCTH,
coOIoICHHSI TIPAaB ¥ CBOOO]T YEIIOBEKA U TPakIaHUHA, TIPAB IOPUAUYECKOTO JIUIA, HE3aBUCUMOCTH
JKCIIepTa, OOBEKTHBHOCTH, BCECTOPOHHOCTH M IIOJIHOTHI HCCIICIOBAHHMA, IPOBOIAMMBIX C
HCIIOJIb30BaHNEM COBPEMEHHBIX JOCTHKCHUN HAYKU M TEXHUKH, OTBETCTBEHHOCTH (heIepaTbHOTO
TOCY/IApPCTBEHHOTO OFO/DKETHOTO YUYPEKICHHS IO IMPOBEICHUIO SKCIEPTH3BI JICKApPCTBEHHBIX
CPEJICTB ¥ SKCTIEPTOB 32 MPOBEACHNUE U KaYECTBO IKCIIEPTU3HI.

2. DKCHepTr3a JCKapCTBEHHBIX MPEMapaToB JUIS MEIUIIMHCKOTO MPUMEHEHHUS BKJIIOYACT B
ceOs:

1) »oskcrepTH3y JIOKYMEHTOB, TPEJICTABICHHBIX JUISI  ONPEACICHHS BO3MOXHOCTH
paccMmaTpuBaTh JIEKaQpCTBEHHBIH Mpenapar A MeIUIUHCKOTO IPUMEHEHUS TIPU OCYIIECTBICHUN
rOCY/IapCTBEHHOW PETUCTPAIIMU B KauecTBE OphaHHOTO0 JICKAPCTBEHHOT'O IIperapara;

2) SKCIEepPTU3Y MPEJIOKEHHBIX METOJI0B KOHTPOJSI KayecTBa JIEKAPCTBEHHOTO CPEICTBA U
KayecTBa MPEACTABICHHBIX OOpPa3IOB JICKAPCTBEHHOTO CPEJCTBA C HCIIOJIb30BAHUEM JTHX
METOJIOB (JjaJiee - IKCIepTU3a KauecTBa JIEKAPCTBEHHOTO CPEJICTBA);

3) SKCIepTH3y OTHOINCHUS OXHMJIAEMOW TOJb3bl K BO3MOXXHOMY PHCKY NPHUMEHEHUS
JIEKapCTBEHHOTO Tperapara;

4) DSKCHEepTH3y PETHCTPAIlMOHHOTO JIOChE Ha JIGKAPCTBEHHBIM TIIpermapaT B IENSIX
OTpe/eNieHUs]  B3aUMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  TMPENaparoB ISl  MEAUIIMHCKOTO
MPUMCHCHHS.

(. 4 BBeneH DenepanbHBIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcriepTH3a JIEKAPCTBCHHBIX MPEIapaToB I BETCPUHAPHOTO MIPUMEHEHUS BKIIOYACT B
ce0st DKCIEePTU3Y KauecTBa JICKAPCTBEHHOTO CPEJCTBA M IKCIEPTH3Y OTHOIICHUS OKHUIAeMOU
MI0JIB3BI K BO3MOKHOMY PUCKY MIPUMEHECHHSI JIEKAPCTBCHHOTO TIperapara.



Cratba 15. PepepanbHOe rocygapCTBeHHoe OHOOXKETHOe yupeXxaeHue no
npoBeAeHUI0 3KCNepTU3bI NleKapCTBEHHbIX CPeAcTB

DKcnepTu3a JIEKapCTBEHHBIX CPEACTB MPOBOIUTCS (eAepalbHBIM T'OCYIapCTBEHHBIM
OIO/KETHBIM YUPEKJICHHEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heepabHOr0 OpraHa
UCIIOJIHUTENIbHON BIJIACTH, CO3JaHHBIM Jii OOECNe4YeHHs HCHOJHEHUS MOJIHOMOYMNA 3TOTro
(denepanbHOro opraHa Mo BbIAAYe pa3pelleHUil Ha NMPOBENCHHE KIMHHUYECKUX HCCIEeIOBAHUMN
JICKapCTBEHHBIX MpenaparoB U (WJIM) MO TOCYIapCTBEHHOW PETUCTPalUd JIEKapCTBEHHBIX
IIpenapaToB (Aajee - SKCIEPTHOE YUPEKICHUE).

Cratbsa 16. OpraHusaums npoBeaeHUs 3KCNEPTU3bl JIEKapPCTBEHHbLIX CPeAcCTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTr3a JIEKapCTBEHHBIX CPENICTB MPOBOJUTCA KOMHUCCUEN KCIEPTOB SKCIEPTHOTO
YUpEKIEHUSI, HA3HAUCHHOM €ro pyKOBOJUTEJIEM, HAa OCHOBAaHMHU 3aJlaHUsl HA MPOBEIACHHUE
9KCIEPTHU3bI JIEKAPCTBEHHOT'O CPENICTBA, BBIJAHHOTO YINOJHOMOYEHHBIM (hefiepabHbIM OpraHOM
UCTIOJTHUTENILHON BIacTH. PyKOBOAUTEh SKCIIEPTHOTO YUPEXKICHUSI 00SCIIEUNBACT HAJIeKAIICEe
MPOBEJICHNE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJaHHEM, BbIIAHHBIM
YIIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM HCIIOTHUTEILHOW BIACTH, U OPTaHU3YET MOATOTOBKY
CBOJIHOT'O 3aKJIIOYEHHSI 3TOM KOMUCCHH. B cocTaB 3TOMl KOMUCCHUU MO PEIICHUIO PYKOBOJIMTES
AKCIIEPTHOTO YUPEKIEHUS MOTYT OBITh BKIFOUEHBI B KAUECTBE IKCIIEPTOB JIMIIA, HE paboTaromme
B JIaHHOM OJKCIIEPTHOM YUYPEXKJEHUHU, €CIM HX CHelHaJbHble 3HAHUS HEOOXOIUMBI IS
MIPOBEICHUS IKCIIEPTU3BI U TAKKE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIIEPTHOM YUPEKICHUU.

2. DKcmepToM TO TMPOBEACHHUIO HKCIEPTH3bl JIEKAPCTBEHHBIX CPEJACTB  SBISETCS
aTTECTOBAHHBIM PAOOTHHUK JKCIEPTHOTO YUPEKICHHS, KOTOPHI MMEET BBICIIEEC MEAMIIMHCKOE,
dapmarieBTHIeCKOe, OMOIOTHYECKOE, BETEPUHAPHOE WJIM XUMUYECKOe 00pa3oBaHue M MTPOBOJIUT
IKCIIEPTHU3Y JIEKAPCTBEHHBIX CPEJICTB B MOPSIKE UCIIOTHEHUS CBOUX JTOJKHOCTHBIX 00s13aHHOCTEH
(mamee - aKCHEPT).

3. Ilpu npoBeieHUH SKCIEPTU3BI JIEKAPCTBEHHBIX CPECTB IKCIEPT HE MOKET HAXOAUTHCS B
KakoW-11M00 3aBUCMMOCTH OT JIMIA, HA3HAYMBIIETO J3Ty OKCHEPTU3Y, pa3paboTymka
JIEKAPCTBEHHOT'O CPEACTBA WM JAPYTUX 3aMHTEPECOBAHHBIX B PE3yJIbTaTaX dKCIEPTU3bI JIUII.

4. ITpu npoBeNeHUH SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEAICTB HE JOMYCKaeTCcsl UCTpeOOBaTh Y
3asiBUTEIIS MO0 MHBIX JIUIl MaTepuaibl, HEOOXOAUMBIE JIJIsl MPOBEACHUS dKCIIEPTH3bl. B cirydae
HEJ0CTAaTOYHOCTH MPEACTABICHHBIX IKCIIEPTY MaTepUaoB AJs Jauu 3aKIF0UEHUS SKCIIEPT CTaBUT
BOIIPOC O MPEJCTABICHUH €My HEOOXOJUMBIX MAaTEPUAIOB Mepea PYKOBOIUTENIEM SKCIIEPTHOTO
YUpEXKIIEHUs, KOTOpBI oOpalaercss C COOTBETCTBYIOIIUM 3allpOCOM B YIOJIHOMOYEHHBIH
denepanbHBI OpraH UCTIONHUTEIBHON BIACTH, BRIJABIINN 3aJjaHIE HAa MIPOBEICHUE YKCIEPTU3HI
JIEKapCTBEHHOTO CPEACTBA. YKa3aHHBIN (peepaabHbIi OpraH UCIIOTHUTEIIBHON BJIACTH B TCUCHHE
nsATH pabouux AHEW co THS MOCTYIUICHHS 3ampoca PYKOBOAMTENS AKCIEPTHOTO YUPEKICHUS
HaIpaBIIsET 3asBUTEIIO 3alpoC O MPEACTaBICHUH HEOOXOAUMBIX MaTepuanoB. J[aHHBIN 3arpoc
MOKET OBITh MEpelaH YIMOTHOMOYCHHOMY MPEICTABUTEIIO 3asBUTEINS JHYHO IOJ PACIHCKY,
HampaBJieH IO IOoYTe 3aKa3HbIM NHCHBMOM WM I[IepelaH B DJIIEKTPOHHOH ¢opme 1o
TEJICKOMMYHUKAIIMOHHBIM KaHajaM CBsi3u. B ciydae HampaBiieHHs] JaHHOTO 3ampoca Mo MoYTe
3aKa3HbIM [MMCbMOM OH CUMTAETCS MMOJIYYSHHBIM 110 UICTEUEHUH IIECTH THEHN C JaThl HAlpaBJICHUS
3aKa3HOTO MUChMA.

(dacth 4 B pen. @eaepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asBuUTeNb 00s3aH MPEACTABUTH OTBET HA 3aNpPOC YHNOJHOMOYEHHOTrO (heaepaabHOTro
OpraHa UCHOJHUTENIbHOM BIACTH B CPOK, HE MPEBBIIAIONINIA JeBIHOCTA pabouuX AHEH CO AHS €ro
NOJY4YEeHUsI. YTOJHOMOYECHHBIN (enepanbHblii OpraH MCIOJHUTEIBHON BIACTH, BbIIABIIMN
3aJJaHUe Ha MPOBEJIEHUE SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHHUE IMATH pabodnX JHEH
CO JHS TIOCTYIUICHHS OT 3asBUTENsI OTBETa Ha JAaHHBIA 3alpoC HaIpaBsieT TaKOW OTBET B
JKCIIEPTHOE yupexaeHue. B ciiydyae HenpecTaBlieHUs 0 UCTEUYEHUH JIEBIHOCTa pabovnX JHEH



3asBUTEJIEM OTBETA Ha JIaHHBIN 3aIPOC YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCHIOIHUTEIbHOM
BJIACTH, BBIIABIINN 3aJJaHUE HA MPOBEAECHUE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, B TEUEHUE
nATH pabouyux AHEH HampaBlisieT B OKCIEPTHOE YUPEkKIECHUE YBEJIOMIICHHE O HENPEICTaBICHUU
3asiBUTEJIEM OTBETA HA 3alpoC YKAa3aHHOTO opraHa. Bpems co IHA HampaBlIeHHs 3ampoca
HKCIEPTHOTO YUPEIKICHUS B YIIOJTHOMOYCHHBIN (heiepabHbIi OpraH HCIIOIHUTEIBHOM BIACTH 10
JHS TIOJYy4YEHUs OKCHEPTHBIM YUYPEKICHUEM OTBETa Ha 3alpoc WIH YBEJOMIIEHHUS O
HENPEJCTaBICHUN OTBETa Ha 3allpOC HE YUUTHIBAECTCA IPU HCYHUCIECHUM CPOKa IPOBENCHUS
3KCHEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA.

(uactb 4.1 BBeneHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe pETrHCTPAIMOHHOTO JOCh€ Ha JICKAPCTBEHHBIM Mpemapar s
MEAMLIMHCKOTO IPUMEHEHHUS COJIEPIKUTCS IIPEyCMOTpeHHas cTatber 18, yacteio 1.1 crateu 30 n
cratbeil 34 Hacrosmero @enepaabHOrO 3aKOHA KOIMHUS PEIICHUS  YIMOJHOMOYEHHOTO
denepanbHOrO OpraHa HCIOJIHUTENBHOW BIACTH O MPOBEICHUU  WHCICKTHPOBAHUS
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPENICTB, SKCIEPTY 10 OPOPMIICHHS Pe3yIbTaTOB IKCHEPTU3BI
JIEKapCTBEHHOT'O CPE/ICTBA MPEAOCTABIISIETCS B IOPSIIKE U HA YCIOBUSAX, KOTOPBIE IPELYCMOTPEHBI
gacTiMu 4 u 4.3 HacTosIIed CTaThbu, KOMMS 3aKIIOYEHUS O COOTBETCTBUM IMPOU3BOIUTEINS
JICKaPCTBEHHBIX CPEJCTB TPEOOBAHWSM TPABUI HAJICKAIICH MPOU3BOJICTBEHHOW MPAKTHUKH,
BBIIAaHHOTO YIIOJIHOMOYEHHBIM (heJiepaabHbIM OpraHOM MCIIOJHUTEIBHOM BIIaCTH.

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

4.3. 3asButenb 00s3aH TIPEACTaBUTH B YIOJHOMOYCHHBIH (emepanbHBI  opraH
VCIIOJIHUTENIBHOM BJIACTU KOIMIO 3aKJIFOUEHUSI O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX
CpelICTB TpeOOBaHUSAM MpPaBWI HaJIekalled MPOU3BOJICTBEHHOM TMPAKTUKH B CPOK, HE
NPEBBIIAIOIINMNA CTa BOCBMHJIECATH pabouux JHEH co JAHA TMOJydeHHs 3ampoca O ee
MPEI0CTaBICHNU. Y TIOJTHOMOYEHHBIN (he/iepanbHbIA OpraH UCIIOJIHUTEIIBHON BIIACTH, BBIABITUN
3aJaHie Ha MPOBEJCHHUE SKCIIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA, B TEUCHUE MATH PabOUYMX THEH
CO JHS TOCTYIUIEHMS OT 3asBUTENI KONWU 3aKJIIOYEHHS O COOTBETCTBUU IPOU3BOJMUTENS
JICKaPCTBEHHBIX CPEJCTB TPEOOBAHUSM TPABUI HAJICKAIICH MPOU3BOJICTBEHHOW MPAKTHUKH,
HaIIpaBJIsieT €€ B DKCIIEPTHOE yupexkAeHue. B ciiydae HenmpeacTaBieHNs 3asBUTENIEM B YKa3aHHbBIN
CPOK KOITMH 3aKJIFOYEHHS O COOTBETCTBUH IMPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MpaBWJI HaJJIeKalIeld MPOWU3BOJACTBEHHOW MPAKTUKH YIIOJHOMOYCHHBIN (enepanbHbIil OpraH
WCIIOJTHUTEJIbHOM BJIACTH, BBIJABIIUN 3aJaHHE Ha MPOBEJACHHE 3KCIEPTU3bI JIEKAPCTBEHHOIO
CPEJIICTBA, B TE€YCHHE MATU pabOUUX JHEH HaMpaBiIsIeT B OKCIEPTHOE YUPEKICHHUE YBETIOMIICHUE O
HENPEJCTaBICHUN 3asBUTEJEM KOIMU 3aKJIIOYEHMS] O COOTBETCTBMM  IIPOM3BOJIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAaHUSM MpaBUJ HaJUIekKaIled NPOU3BOJCTBEHHOW MPAKTHUKH.
Bpemss co paHs HampaBieHHs 3ampoca AIKCHEPTHOTO YYPEXKAECHUS B  YIIOJIHOMOUYEHHBIN
benepanbHBI OpraH MCIOJHUTEIBLHOW BJIACTU 10 JHS MOJYYEHHS HKCIEPTHBIM YUpEXKIECHUEM
KOMHMU 3aKJIIOYCHUSI O COOTBETCTBUU MPOM3BOIUTENS JICKAPCTBEHHBIX CPEICTB TPeOOBAHUSAM
IIpaBUJI Ha/IIeXkKaIled MPOU3BOICTBEHHON IPAKTUKH UJIN YBEIOMJIEHUS O €€ HENPEICTABICHUH HE
YUUTBIBAETCSI IPU UCUUCIIEHUH CPOKA MTPOBENEHUS IKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA.
(dactb 4.3 BBeaeHa denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

5. DkcnepT npy NpOBEACHUH OPYUYEHHOW €My PYKOBOJIUTENIEM 3KCIEPTHOTO YUPEXKIACHUS
9KCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA 00S3aH:

1) mpoBecTH TOJHOE HMCCIEIOBAHUE MPEACTABICHHBIX €My OOBEKTOB, MAaTEpUANIOB, IaTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE MO MOCTaBICHHBIM IEepe]] HUM BOIPOCAM HIIU
MOTHBHPOBAHHOE 3aKJIIOUYEHHE O HEBO3MOXKHOCTH IIPOBEJIEHUS UM IKCIEPTU3BI JIEKAPCTBEHHOIO
CpEACTBa, €CIU MOCTABJIEHHBIE BOIIPOCHI BBIXOJAT 3a MPEAEIIbl CHEUalIbHbIX 3HAHUM dKCIEPTa,
OOBEKTHI HWCCIECIOBAHWA M MaTepuaabl HEMPUTOAHBI WM HEAOCTATOYHBI MJIsi TMPOBEICHUS
MCCJIEIOBAaHUM U 1aY¥l 3aKJIIOUEHHUs TUOO COBPEMEHHBII YPOBEHb Pa3BUTHS HAYKH HE MO3BOJISET
OTBETUTH HA MTOCTABJICHHBIE BOIIPOCHI;

2) He pasrjamarb CBEIEHUS, KOTOpbIE CTald €My H3BECTHBI B CBA3H C IPOBEACHUEM
AKCIEPTU3BI JIEKAPCTBEHHOI'O CPECTBA, & TAKXKE CBEIEHMS, COCTABISAIONINE TOCYJapCTBEHHYIO,
KOMMEPYECKYIO UM UHYIO OXPaHAEMYIO 3aKOHOM TailHy;



3) obecrieunTh COXpPAaHHOCTH MPEICTABICHHBIX 0OBEKTOB UCCIICAOBAHUH U MaTepHaIOB.

6. DKCIepT HE BOpaBe:

1) mpoBOAMTH PKCIEPTHU3Y JIEKAPCTBEHHOI'O CPEACTBA MO OOPAIIEHUIO HEIIOCPEICTBEHHO K
HEMY OpraHu3auuil Wi GU3NYECKUX JIULL;

2) caMOCTOSTEIbHO cOOMpaTh MaTepUaibl /Ui MPOBEACHUS SKCIEPTU3BI JIEKApPCTBEHHOTO
CpEeIICTBA;

3) MpPOBOAMTH HKCHEPTH3Y JIEKAPCTBEHHOT'O CPEJCTBA B KAyeCTBE HETOCYAAPCTBEHHOTO
JKCIIepTa.

7. B cmyuae HEOOXOIMMOCTH AKCHEpPT BIPABE XOJATaWCTBOBATH IEpe]l PYKOBOIUTEIEM
9KCIIEPTHOTO YUPEXACHUS O PUBJICUEHNUHU K TPOBEICHUIO SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPE/ICTBA
JPYTUX SKCIEPTOB.

8. Kaxnplil skcnepT, BXOIAIMIUA B COCTAaB KOMHUCCHHM JKCIIEPTOB, KOTOPOH MOPYYEHO
NPOBE/ICHUE SKCIIEPTU3HI JICKAPCTBEHHOTO CPE/ICTBA, HE3aBUCUMO M CAMOCTOSITEIILHO TPOBOJUT
UCCJIEIOBAHMSI, OLCHUBAET PE3yNbTaThl, MOJYYCHHbIE MM JIMYHO W APYTUMH SKCIEPTaMH, U
(dopMynHUpyeT BHIBOIBI OTHOCUTEIFHO MOCTaBJIEHHBIX BOIIPOCOB B IpeiefiaX CBOMX CIEIHATbHBIX
3HAHMI.

9. PesynmbTaThl 3KCHEPTH3Bl JICKAPCTBEHHOTO CpEACTBAa O(GOPMIISIOTCS 3aKIIOYCHUEM
KOMHUCCHUHM DJKCHEepTOB. B 3akiloueHMM KOMHCCHM SKCIIEPTOB YKa3bIBAalOTCS IE€peUeHb
UCCIICIOBAaHUM, O0BEM IPOBEICHHBIX KaXKJIbIM 3KCIIEPTOM HCCIEIOBAHUM, YCTaHOBJICHHBIC
KKIbIM U3 HUX (DaKThl U C/IETaHHbIE B PE3yJIbTAaTe MCCIIECIOBAHUNA BBIBOJABI. JKCIIEPT, MHEHUE
KOTOPOT'O HE COBIAJAeT C PEIICHHEM KOMHCCHUHU SKCIEPTOB, BIPABE BHIPA3UTh CBOE MHEHHUE B
MUCHbMEHHOU (hopMe, KOTOPOe MPHUOOIIAETCS K 3aKIIIOUEHUI0 KOMUCCUH DKCIIEPTOB.

10. DxcnepThl, BXOJAIINE B COCTaB KOMHCCUH, MPEIYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATeIbCTBOM Poccuiickor @eaepanuu 3a Aady 3aKIOYCHHUS,
coJepKaliero HeoOOCHOBaHHBbIE WM  (PambCH(PUIMPOBAHHBIC BBIBOABI, O YEM OHHU JaloT
MOJIHUCKY.

11. Onpenenenue ypoBHs MpodeCCUOHATHHON MOATOTOBKH YKCIEPTOB U aTTECTAIMS UX HA
IpaBO MPOBEIEHUS HKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB OCYLIECTBISIOTCS AKCIEPTHO-
KBAJTM(PHUKAIIMOHHBIMM ~ KOMHUCCHSMHU B TIOPSIIKE, YCTAHOBJICHHOM  COOTBETCTBYIOIIMM
VIIOJHOMOYEHHBIM  (eiepalibHBIM ~ OpPraHOM  HCIOJHMUTENBbHOM  BJIAcTH.  YPOBEHb
npodeccnOHaIBLHON NOATOTOBKU SKCIIEPTOB MOUICKUT MEPECMOTPY YKa3aHHBIMU KOMHUCCUSIMH HE
peke 4yeM OJMH pa3 B MATH JeT.

12. IlpaBuiia npoBeeHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH 3KCTIEPTU3bI
OTJIENIbHBIX BUJOB JIEKAPCTBEHHBIX MpenapartoB (pedepeHTHBIX JIEKApCTBEHHBIX IPENapaTosB,
BOCTIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENApaTOB, OMOIOTUYECKHUX JIEKAPCTBEHHBIX IPENapaTos,
OM0aHAIOTOBBIX (OMOTIOTI00HBIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHAIOTOB), TOMEOMATHIECKUX
JICKAapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX pACTUTENBHBIX IpEnapaTroB, KOMOWHAIUii
JIEKapCTBEHHBIX MpernaparoB), (OPMbI 3aKIIOUEHUH KOMHMCCHUU 3KCIEPTOB YCTAHABIMBAIOTCS
COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (heJiepaibHbIM OPraHOM MCIIOJTHUTEIBHOM BIACTH.

(uacth 12 B pen. denepanpHoro 3akona oT 22.12.2014 N 429-D3)

Koncynbrantlntoc: mpumevanue.
Jo 31.12.2023 pns npenapaToB, IPOU3BEAEHHBIX B PD B 111X UMIIOPTO3aMELICHHUS,
YCTaHABIIMBAETCS PEKUM YCKOPEHHOMN MPOLEAYPhI TOCPETUCTPAIIUU B COOTBETCTBHH C
[TocranoBnenuem IlpaButenscrtea PO ot 12.03.2022 N 353.

Cratba 17. lNMopaya wn paccMoTpeHue 3asABfIeHUAs O rocyAapCTBEHHOMU
peructpauuu nekapcTBeHHOro npenapara Ans BeTepMHapHOro npMMmeHeHus

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

1. Jlns rocyapCTBEHHOM pPErMcTpalvy JIEKApCTBEHHOrO Ipernapara Jijii BETEPUHAPHOTO
MPUMEHEHUS pa3paboTIHK TaKOTO JIEKAPCTBEHHOTO MpemapaTa Uik YIIOJTHOMOYEHHOE M JIPYroe
IOPUAMYECKOE JIUIO (Jjajiee B HACTOALIEH CTaThe - 3asBUTENb) MPEACTABISAET B YIIOJIHOMOYEHHBIN



denepanbHBIE  OpraH  HCHOJHHUTEIBHON  BIACTH, OCYHISCTBISIONIMHA  TOCYIapCTBEHHYIO
perucTpanyio JEKapCTBEHHBIX NPENaparoB Ui BETEPUHAPHOTO NPUMEHEHHUSA, B DJIEKTPOHHOHU
dopme wmnum Ha OyMaXHOM HOCHUTENE 3asBICHHE O TOCYJapCTBEHHOM perucTpanuu
JICKapCTBEHHOI'O IIpernapara Uil BETEPUHAPHOIO IPUMEHEHHUs, a TaKkKe B IOPSIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOILIUM YIIOJTHOMOYEHHBIM benepanbHBIM OpraHoM
UCTIOJIHUTENIBHOW BJIACTH, B 3JIEKTPOHHOM (opMe WM Ha OyMa)kKHOM HOCHUTENE HEOOXOAMUMBIE
JOKYMEHTBI, U3 KOTOPBHIX (POPMHUPYETCS] PETHCTPALMOHHOE 10ChE Ha JIEKAPCTBEHHBIN IMpemnapar
JUIsL BETEPUHAPHOTO IPUMEHEHMUS.

2. B 3agBineHMH O TroCyAapCTBEHHOM pETHCTpallMM JIEKapCTBEHHOIO Ipernapara Jyis
BETEPUHAPHOT'O IPUMEHECHUS YKa3bIBAIOTCA:

1) HauMeHOBaHUE U aJpec 3asBUTENs, pa3padOTUMKa U MPOU3BOIMTENS JEKAPCTBEHHOTO
npenaparta Ijisi BETCPUHAPHOTO INPUMEHEHHMS M aIpec MeCTa OCYHIECTBJICHHS IPOM3BOJACTBA
JIEKapCTBEHHOI'O Ipenapara Juisi BETEpUHAPHOTO0 NPUMEHEHHUs (B Cllydae HaJIW4Msl HECKOJIBKUX
YYaCTHHUKOB IIpoliecca MPOU3BOJCTBA HEOOXOAUMO yKa3aTh KaKI0Iro U3 HUX);

2) HaUMEHOBAaHHWE JIEKApCTBEHHOIO IIpernapara i BETEPUHAPHOTO IPUMEHEHUs
(MEXIyHapOJHOE HENaTeHTOBAHHOE, WJM TIPYNIUPOBOYHOE, WIM XUMHUYECKOE M TOProBoe
HAaMMEHOBAHMUS );

3) mnepeueHb JECUCTBYIOIIMX M BCIOMOTATENIbHBIX BELIECTB, BXOJAIIMX B COCTaB
JIEKapCTBEHHOT'O Mpenapara Jiisi BETEPUHAPHOT0 IPUMEHEHMS], C YKA3aHUEM KOJINYECTBA KaXKA0I0
U3 HUX;

4) nexapctBeHHas (popma, T03UPOBKA, CIIOCOOBI BBEJICHUS U MPUMEHEHUS, CPOK T'OJHOCTH
JIEKapCTBEHHOTI'O IIpenapara Juisi BETEpUHAPHOTO IPUMEHEHUS;

5) papmakoTepaneBTHUECKas TPYIIIA;

6) HEoOXOIMMOCTh NPUMEHEHHUS YCKOPEHHOM INpoLeaypbl SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEJICTB B LIEJIIX TOCYJaPCTBEHHON PErUCTPALIMH JIEKAPCTBEHHOTO NIpenapara;

7) KONINU TOKYMEHTOB, OATBEPKIAIOIINX YIUIATy TOCYAAPCTBEHHOM MOIUIUHBL:

a) 3a IPOBEJIEHUE OHKCIEPTU3bl KAuyecTBa JIEKAPCTBEHHOI'O CPEACTBA M JKCIEPTU3bI
OTHOLICHHS 0>KMJIA€MOM IOJIB3BI K BO3MOXKHOMY PUCKY IIPUMEHEHUS JICKApCTBEHHOTO Npenapara
JUIsl BETEPUHAPHOT0 IIPUMEHEHUS IIPU €r0 TOCYJapCTBEHHON PETUCTPaLny;

0) 3a BbIJJaUy PETUCTPALIMOHHOIO YAOCTOBEPEHNUS JIEKAPCTBEHHOTO ITpenapara;

8) Hanmm4ue corjacus, MPeayCMOTPEHHOIO YacThl0 7 HACTOSALIEH CTAaTbU, €CIM C MOMEHTA
perucTpanuu pedepeHTHOro JIEKapCTBEHHOIO IpenapaTta Ajs BETEepUHAPHOIO INPUMEHEHUS
IIPOLJIO MEHEE YEM LIECTH JIET.

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

3. PerucrpanMoHHOE A0CBE B LEISIX OSKCHEPTU3bl JIEKAPCTBEHHOI'O Ipenapara s
BETEPUHAPHOTIO IPUMEHEHUS (POPMUPYETCS U3 CIAEAYIOIIUX TOKYMEHTOB U CBEACHUI:

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBeneHus o jaTe NPEAOCTABICHHS W PETUCTPALMOHHOM HOMEpE JIMLEH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, IIPEIOCTABIEHHON MPOU3BOIUTENIO PETUCTPUPYEMOTO
JIEKapCTBEHHOT O IIpenapara st BETEpUHAPHOIO IPUMEHEHUS, U1 POCCUMCKUX ITPOU3BOANUTENCH;
(B pen. denepanbHbIx 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBeoeHMA O JaTe NPEIOCTaBICHHS W PETUCTPALMOHHOM HOMEpE JIMIEH3UU Ha
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOU3BOIUTENIO (hapMalleBTHYECKON
CyOCTaHIIMM, BXOZSIIEH B COCTaB PErMCTPUPYEMOro JIEKAPCTBEHHOTO IIpernapara Juis
BETEPUHAPHOTO IPUMEHEHMU S, [UIsI POCCUHCKUX IPOU3BOAUTENEH;

(B pen. ®enepanbHbix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xonus JOKYMEHTa, BBIAAHHOIO YIOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIUTEINS
JUIS KaXKI0M TPOU3BOACTBEHHOM IUIOLIAIKM PErMCTPUPYEMOrO JEKapCTBEHHOIO Ipenapara AJis
BETEPUHAPHOTO  NPUMEHEHUS U  MOATBEPXKIAIOLUIETO  COOTBETCTBUE  IPOU3BOJUTEIS
JIEKapCTBEHHOTO Npernapara TpeOoBaHUAM IPaBUII HaAJIeKaIlel MPOU3BOJCTBEHHON IPAKTUKHU, U
€ro IMepeBOJl Ha PYCCKUM S3bIK, 3aBEPEHHbIE B YCTAHOBJIECHHOM IMOPSAKE, a TaKXe KOIus
3aKJIIOYEHNSI O COOTBETCTBUHM IPOM3BOJIUTENS JEKAPCTBEHHBIX CPEJCTB TPEOOBAHMUSIM IpPaBUII



Ha/JIeXKAIIEH TMPOU3BOJICTBEHHOW TNPAKTHKHU, BBIIAHHOTO YIIOJIHOMOYEHHBIM (eAepatbHbIM
OpraHOM HCIOJTHUTEIBLHON BIACTH AJIS KX /101 MPOU3BOICTBEHHOM IUIOMIAIKK PETUCTPUPYEMOTO
JICKapCTBEHHOTO Tpernapara A BETCPUHAPHOTO TPUMEHEHHUsS, JMOO0 KOMHs PEIICHUS O
NPOBEJCHUN HWHCIEKTUPOBAHUS  IMPOU3BOJAUTENS  JIEKAPCTBEHHBIX CPEJICTB, MPHUHSATOrO
YIIOJTHOMOYEHHBIM  ()efiepalbHBIM  OPraHOM  HWCHOJHUTENBHOH  BIACTH IS KaKIOM
MPOU3BOJCTBEHHOW  IUIOUIAJKM  PErHCTPUPYEMOro  JIEKApCTBEHHOrO  Ipemapara  Jjis
BETEPUHAPHOTO TPUMEHEHUS. YKa3aHHBIE JOKYMEHTHI TMPEACTABISAIOTCS B Cllydae, €clid
MPOM3BOACTBO JIEKAPCTBEHHOI'O Mpernapara OCYLIECTBIseTCa 3a Tmpenenamu Poccuiickoit
denepauuu;

(m. 2.1 BBeaeH denepanbabiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xomust JOKYMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTpPaHbI MPOU3BOIUTEIS
dapmanieBTUYECKON CcyOCTaHUMM U TMOATBEPXKAAIOIIETO0 COOTBETCTBUE  MPOU3BOAMUTENS
(dapmarieBTHYECKON CyOCTaHLMHU, BXOJAAILIEH B COCTaB PErUCTPUPYEMOTO JICKApCTBEHHOTO
mpernapata Ui BETEpPUHAPHOTO  NPUMEHEHHUs, TpeOOBaHUSAM MpaBUJ  HaJulexKalen
MIPOU3BOJICTBEHHON MPAKTUKH, U €T0 TIEPEBOJ HA PYCCKHM S3BIK, 3aBEPCHHBIC B YCTAHOBICHHOM
NOpsJIKe, B CIIy4ae, €Clii MPOU3BOJCTBO (papMalleBTUYECKOW CyOCTaHIIMU OCYILECTBISETCS 3a
npenenamu Poccuniickoit denepanuy;

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

3) mpOeKT HOPMATHUBHOTO JOKYMEHTAa Ha JICKAPCTBEHHBIN Tpenapar Uisi BETEPUHAPHOTO
PUMEHEHUS;

4) MOKyMEHT, CoAep alluii CIeAYIONTYI0 HH(HOpMAIHIO O GapMaIeBTUIECKON CyOCTaHIIUH
wii (apMaleBTHUECKUX CYOCTaHIUSAX, BXOJSALIMX B COCTaB JIEKAPCTBEHHOrO Mpernapara AJis
BETEPUHAPHOTO MIPUMEHECHHUSI:

a) HaMMEHOBaHUEe (apMaIeBTUYECKON CYOCTaHIMH, €€ CTPYKTypa, oOIIue CBOWMCTBa (TIpH
TOCY/IapCTBEHHOW PETUCTPAlMAd HWMMYHOOMOJOTUYECKUX JIEKAPCTBEHHBIX IPENapaTroB s
BETEPUHAPHOTO MPUMEHEHHS MIPEJICTABIISIIOTCS CBECHHS O IITaMME, BKIIIOYasi €r0 HAMMEHOBAHUE,
UHGOPMAIIHIO O MPOUCXOKICHUH, €0 CBOMCTBAaX, XapaKTEPUCTUKAX U MECTE ACTIOHUPOBAHUS);
(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HaMMEHOBAaHUE U a/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHSI IPOM3BOCTBA C OMUCAHUEM CTaui MPOU3BOJCTBA U METOJOB KOHTPOJIA Ha
BCEX CTaJUSIX MPOU3BOJICTBA;

r) uHGOpMaKs O MpUMECAX (HE MPENCTaBISACTCS MPU TOCYAAPCTBEHHON pErucTpariuu
UMMYHOOHMOJIOTHYECKIX JIEKAPCTBEHHBIX MPETapaToB JIsl BETEPUHAPHOTO MPUMEHEHUS );

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

) crneuuduKanys Ha (apMaleBTHUECKYIO CyOCTaHLMIO (HE TMpPEICTaBIseTCS NpU
rOCYy/IapCTBEHHOW PETUCTpPAllUd HWMMYHOOMOJOTHYECKMX JIEKAPCTBEHHBIX IpEnaparoB s
BETEPUHAPHOTO MPUMEHEHHS);

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

€) OTMCaHNe METOIUK KOHTPOJISl Ka4eCTBa;

) pe3yibTaThl aHAIN3a Cepuil (papMalleBTUICCKON CYOCTaHITMU (HE MPEACTABISIIOTCS TIPU
TOCY/IapCTBEHHOW PETUCTPAlMAd HWMMYHOOMOJOTUYECKUX JIEKAPCTBEHHBIX IPENapaTroB s
BETEPUHAPHOTO MPUMEHEHHUS);

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

3) MepeyeHb CTaHAAPTHBIX OOpPa3lOB WM BEUIECTB, UCIOJIb3YEMBIX NMPHU OCYIIECTBICHUU
KOHTPOJISI KAa4eCTBa;

M) OINHCaHUE XapaKTEPUCTUK M CBOWCTB YMaKOBOYHBIX MAaTEPHUAJIOB M YKYINOPOUHBIX
CPEICTB;

K) JIaHHbIE O CTAaOMJIBHOCTH (HE TPEACTaBISIOTCS TMPH TOCYAAPCTBEHHOW pETHUCTpaIiiu
UMMYHOOHMOJOTHYECKHX JIEKAPCTBEHHBIX MPETapaToB JIsl BETEPUHAPHOTO MPUMEHEHUS );

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

JI) CPOK TOTHOCTH, YCIIOBUSI XPaHCHHSI;
KoncynbrantlIntoc: mpumevanue.



ITpu yckopeHHOI npoleype perucTpaluy BOCIPOU3BEEHHOIO IIpenapaTa JOoImyCKaeTcs
HENpEe/ICTaBICHNE OMMCAHNS METOJIOB M UX JOKYMEHTAJILHOTO MOATBEPKACHHUSL, IPH
NUCHbMEHHOM 0053aTENIbCTBE UX MPEACTAaBUTh B TeUeHHE 12 MecsLeB co AHS PerucTpanuu
(ITocranosnenue IIpaBurtensctBa PO ot 12.03.2022 N 353).

5) otueTr 0 pe3ynapTaTax JOKJIMHUYECKOTO MCCIEAOBAHUS JEKAPCTBEHHOIO CpPEACTBa VIS
BETEPUHAPHOIO NPUMEHEHHMs, BKJIIOYAIOUIMM OMHCAaHUE METOJOB OMNpEAETCHHUsS OCTATOYHBIX
KOJIMYECTB JCHCTBYIOIIETO BEIleCTBA (IEHCTBYIOMIMX BEIIECTB), JOCTUTAIOIIETO (JIOCTUTAIOIINX )
CHUCTEMHOI'0 KPOBOTOKA, B MPOJYKIIMH KHBOTHOTO MPOMCXOXKAECHUS IOCIE NIPUMEHEHUS TaKOro
JIEKapCTBEHHOI'O CPEJCTBA, a TAKXKE JOKYMEHTAJIBHOE MOATBEPXKACHUE (BaMIAIMs) YKAa3aHHbIX
METO/I0B;

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

6) oTUeT O pe3ysbTaTax KIMHUYECKOro HCCIEIOBAHUs JIEKAPCTBEHHOIO Ipernapara Juls
BETEpUHAPHOTO TPHUMEHEHUs] y KaKIOro BHJA J>KUBOTHBIX, YKa3aHHBIX B HHCTPYKLHUHU IO
BETEPUHAPHOMY ITPUMEHEHHUIO;

7) NMpOEKT MHCTPYKUMHM MO BETEPUHAPHOMY IIPUMEHEHMIO JIEKAPCTBEHHOIO Ipernapara,
CoJIepKaleH CIeayoLe CBEACHHUS:

a) HaMMEHOBAaHUE JIEKAPCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO IPUMEHEHUS
(MEXIyHapOoJHOE HENaTeHTOBAHHOE, WM TIPYNIUPOBOYHOE, WIM XUMHUYECKOE M TOProBoe
HAaMMEHOBAHMUS );

0) nekapcTBeHHass (opMa ¢ ykazaHMEM HAMMEHOBAaHWW M KOJMYECTBEHHOTO COCTaBa
JNENCTBYIONMX BEIIECTB U KAYECTBEHHOI'O COCTAaBa BCIIOMOIaTEIbHBIX BEIIECTB;

B) ONMCaHUE BHEIIHETr0 BU/Ia JEKApCTBEHHOTO IIpenapara [yl BETEpUHAPHOTO IPUMEHEHUS;

r) ¢dapMakoTepaneBTU4ecKas TpyIa JIEKAPCTBEHHOTO Ipernapara s BETEPHHAPHOTO
MIPUMEHEHHUS WK YKa3aHUE "TOMEONaTHYEeCKH JIEKapCTBEHHBIM mpenapar'’;

o) ¢dapmakoguHaMuKa M (papMaKOKMHETHKA (32 HUCKIIOYEHHEM (hapMaKOKMHETHUKH
TFOMEOIaTHUECKUX JIEKAPCTBEHHBIX IMPENapaToB U PACTUTENIbHBIX JIEKAPCTBEHHBIX MPENapaToB)
WIN ONMCaHHe UMMYHOOHOJIOTMYECKIX CBOUCTB JIEKAPCTBEHHOI'O IpenapaTa;

€) IoKa3aHus Ui IPUMEHEHUS;

’K) IPOTUBOIOKA3aHUS ISl IPUMEHEHNUS;

3) Mephbl IPEJOCTOPOKHOCTH IIPU IPUMEHEHNH;

M) yKazaHHe BO3MOXKHOCTH U OCOOCHHOCTEH NMPUMEHEHUs y OCpeMEHHBIX >KHBOTHBIX, Y
KMBOTHBIX B IIEPUOJ JIAKTALIUH, Y TOTOMCTBA KUBOTHBIX;

K) PEeXHUM JO3MPOBAHUSA, CIIOCOO BBEACHHUS M NPUMEHEHUS, TPU HEOOXOTUMOCTH BpEMs
npremMa JIEKapCTBEHHOrO Ipenapara Juis BETEPUHAPHOTO NPUMEHEHUs, MPOJOJIKHUTEIbHOCTD
JICYEHUS;

J) BO3MOXHBIE TOOOYHbBIE JAEHCTBUS, HEKEJIATEIbHbIE pPEAKIMHU MNP HPUMEHEHUU
JIEKapCTBEHHOTI'0 IIpernapara Juisi BETEpUHAPHOTO IPUMEHEHUS;

M) CUMITOMBI IEPEA03UPOBKH, MEPBI IO OKa3aHHUIO TOMOLIM IIPU NEPEA03UPOBKE;

H) B3aUMOJIEHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU IIpeTapaTaMy U (WIN) KOpMaMu;

0) (OopMBI BBIITyCKA JIEKAPCTBEHHOTO Npernapara Ajsi BETEPUHAPHOIO IPUMEHEHUS;

1) yKa3aHue (mpu HE0OXOAUMOCTH) OCOOCHHOCTEH NEHCTBUA JIEKapCTBEHHOIO Ipernapara
JUI BETEPUHAPHOTO IPUMEHEHHUS IPY IIEPBOM IIPUEME UJIU NIPU €T0 OTMEHE;

p) omucanue (TpU HEOOXOAMMOCTH) JEHCTBUI CHelHanucTa B OOJACTH BETECPUHAPUH,
BJIAJIENIbLIa KUBOTHOIO NpPHU MPOIYCKE MpHEMa OJHOM WM HECKOJbKHUX 03 JIEKAPCTBEHHOI'O
npenapara Juisi BETepUHAPHOTO MPUMEHEHMS,

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

C) CPOK TOJHOCTH M yKAa3aHHWE Ha 3alpeT NPHUMEHEHUs JIEKapCTBEHHOIO IpernapaTa i
BETEPUHAPHOI'O IPUMEHEHHU S 10 UCTEYEHNHU CPOKa FOJJHOCTH;

T) YCJIOBHSI XpaHEHHS;

y) yKa3aHHe Ha HEOOXOJUMOCTb XPaHEHHs JIEKapCTBEHHOTO Npenapara Ajsl BETEpUHAPHOTI 0
IPUMEHEHHUS B MECTaX, HEOCTYIIHBIX I JETEH;



¢) ykazanue (mpu HEOOXOAMMOCTH) CHEUMANBHBIX Mep MPEJOCTOPONKHOCTH IPH
YHUYTOXXKEHUH  HEHUCIOJb30BAaHHBIX  JICKAPCTBEHHBIX IpENapaToB i  BETEPUHAPHOIO
MIPUMEHEHUS,

X) CPOKHM BO3MOYKHOTO HCIIOJIb30BAHUS MPOIYKIIMH >KUBOTHOTO IMPOUCXOXKIACHUS IOCIIE
BBEJICHUS )KMBOTHOMY JIEKapCTBEHHOTO Mpenapara JJii BETEpUHAPHOTO IPUMEHEHMS;

1) YCIIOBUS OTITYCKa;

4) HAUMMEHOBaHMsI U  aJpeca MPOMU3BOACTBEHHBIX  IUIOLIAJ0K  IPOU3BOIUTENS
JIEKapCTBEHHOTIO MpernapaTa Jjis BETEpUHAPHOTO IPUMEHEHUS;

1) HAUMEHOBAHUE, a/IpeC OpPraHU3alMM, YIIOJHOMOYEHHOHN AepKaTeleM WIHM BIAJeNblEM
PErUCTPALIMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOTO IIpernapara Ha MNPUHATHE NPETEH3UH OT
noTpeOuTeNs;

8) TpPOeKThl MaKEeTOB IEPBUYHON YIMAKOBKA W BTOPHUYHOW YIAKOBKH JIEKAPCTBEHHOTO
npenaparta Jyisi BETEpUHAPHOTIO IPUMEHEHUS;

9) cnenyromuye cBeEHHs O JIEKapCTBEHHOM Ipenapare A BETEpUHAPHOTO IPUMEHEHHUS:

a) ONMCAaHMUE U COCTaB JIEKAPCTBEHHOT'O Ipernapara /sl BETEpUHAPHOTO IPUMEHEHMUS;

0) onucanue (papMareBTHIECKON pa3pabOTKH;

B) ONMCAHME TIpoliecca IPOU3BOACTBA M €ro KOHTPOJIA, IOANHMCAHHOE B IOPAIKE,
YCTaHOBJIEHHOM B COOTBETCTBHMHM C YACThIO | HACTOSIIEH CTAThHU;

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

I') ONMCAaHNE KOHTPOJIS KPUTUUECKUX CTaANI MPOU3BOCTBA U MPOMEXKYTOUHOM MPOAYKIIUH,
MOJIIMCAHHOE B MTOPAJIKE, YCTAHOBJIEHHOM B COOTBETCTBHMH C YACThIO 1 HACTOSIIEN CTaThU;

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

1) HAUMEHOBAHUS U aJipeca pa3padoTuHKa, AepKaTels WK BiIaJelblia PETUCTPAIIMOHHOTO
YIOCTOBEpPEHUsl JIEKApCTBEHHOI'O Ipenapara, MPOW3BOJACTBEHHBIX IUIOIMIAJ0K MPOU3BOIUTENS
JEKapCTBEHHOIO IIpernapara Julsi BETEPUHAPHOTO IMPUMEHEHMS C YKa3aHWEM CTaJuid
TEXHOJIOTMYECKOr0  MpoIecca, OCYIIECTBIAEMBIX Ha IMPOU3BOACTBEHHBIX  IUIOLIAJKAX
IIPOM3BOUTENIS JIEKAPCTBEHHOTO TIperapara Jisi BETEpUHAPHOTO PUMEHEHMUS;

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

e) hapMareBTHUECKasi COBMECTUMOCTH;

’K) MUKPOOHMOJIOTHYECKHAE XapaKTEPUCTHKH;

3) MaTepuaIbHbIN OanaHC JUIst MPOU3BOACTBA CEPHH FOTOBOTO MPOIYKTA;

M) OINHCaHUE XapaKTEPUCTUK M CBOWCTB YMaKOBOYHBIX MAaTEPHUAJIOB M YKYHOPOUHBIX
CPEJICTB;

Koncynbrantlntoc: mpumevanue.

[Ipu peructpanuu no yCKOpeHHON IPOLEAYPE JOMYCKAETCsl HEMPEACTABIECHNE JOKYMEHTOB,
npeaycMoTpeHHbIX T, "K" 1. 9 4. 3 ¢T. 17, mpu yCI0BUM MTUCBMEHHOTO 00513aTEILCTBA UX
IIPEIOCTaBUTh B TeueHue 12 mecsues co qus peructpanuu (Iloctanosnenue [IpaButenscrsa PO
ot 12.03.2022 N 353).

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

J) TpeOOBaHUSI K KauyeCTBY BCIIOMOTATEIbHBIX BEIIEeCTB (cepTuduKar, crenudukanus Ha
BCIIOMOTaTeNbHbIE BEIIECTBA U UX 000CHOBaHUE);

Koncynbrantlntoc: mpumevanue.

[Ipu peructpanuu no yCKOpeHHON IPOLEAYPE JOIMYCKAETCsl HEMPEACTABIECHNE JOKYMEHTOB,
npeaycMOTpeHHBIX T, "M" 1. 9 4. 3 c¢T. 17, npu yCIOBHHM MHUCHMEHHOTO 00s3aTEHCTBA UX
IIPEIOCTaBUTh B TeueHue 12 mecsues co qus peructpanuu (Iloctanosnenue [IpaButenscrsa PO
ot 12.03.2022 N 353).

M) AQHAJIMTUYECKUE METOAMKH, UCIOJIb3YEMBbIE IPU OCYILIECTBICHUH KOHTPOJIS KadyecTBa

BCIIOMOT'aTEJIbHBIX BELIECTB;

Koncynprantllntoc: npuMeuanue.

[Tpu peructpanuu o yCKOpeHHOM Npoleaype A0MyCKaeTCsl HETpeACTaBIeHUE TOKYMEHTOB,
npeIycMOTpeHHBIX M. "H" m. 9 4. 3 cT. 17, Ipu ycIOBUM MHUCHMEHHOTO 0053aTeIbCTBA HX



IIPEIOCTaBUTh B TeueHue 12 mecsues co qus peructpanuu (Iloctanosnenue [IpaButenscrsa PO
ot 12.03.2022 N 353).

H) JOKYMEHTaJIbHOE  MOJATBEpXKACHUE  (Bamuaalusi)  aHAJUTHYECKUX  METOMMK,
MCIOJIb3YEMBIX IPU OCYIIECTBICHUN KOHTPOJIS Ka4eCTBA BCIIOMOTATEIbHBIX BEILECTB;

0) wuH(popmarus 00 UCIONb30BaHUM BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO U
YKUBOTHOT'O ITPOUCXOXKACHNUS;

1) yrpatuia cuiy. - @enepanpHelii 3akoH oT 02.08.2019 N 297-03;

p) TpeOoBaHMs K KadecTBY JIEKAPCTBEHHOIO Ipenapara Uis BETEPUHAPHOTO NPUMEHEHUs
(ceptudukar, crienuduKanys Ha JIEKapCTBEHHBIN penapaT u uX 000CHOBaHUE);

C) aHAJUTHYECKHE METOAMKH, HCIIOJb3YeMbIE NPH OCYIIECTBIECHUU KOHTPOJS KadecTBa
JIEKapCTBEHHOTI'O IIpenapara Juisi BETEpUHAPHOTO IPUMEHEHUS;

Koncynbrantlntoc: mpumevanue.

[Ipu peructpanuu no yCKOpeHHON IPOLEAYPE JOIMYCKAETCsl HEMPEACTABIECHNE JOKYMEHTOB,
npeaycMOTpeHHBIX T, "1" 1. 9 4. 3 c¢T. 17, npu yclIoBUM MUCHbMEHHOTO 00s3aTEhCTBA UX
IIPEIOCTaBUTh B TeueHue 12 mecsues co qus peructpanuu (Iloctanosnenue [IpaButenscrsa PO
ot 12.03.2022 N 353).

T) JOKYMEHTAJILHOE [TOATBEPKACHUE (BaJIMAAIUs ) aHATUTUIECKUX METO/IUK, UCTIOIb3yEeMBIX
P OCYILECTBICHUM KOHTPOJIA KadecTBa JIEKAPCTBEHHOIO Ipernapara Uil BETEPUHAPHOIO
IIPUMEHEHUS;

y) JOKYMEHT, MOJTBEPXJAIOUIMi KayecTBO JIEKApCTBEHHOTO IIpemapara  Tpex
NPOMBIIIJICHHBIX CepHid (IPOTOKOJ aHajdW3a WM cepTU(UKAT aHANM3a), OJlHA CEpUsi KOTOPOTO
JIOJKHA COBIA/ATh C cepuelt oopasla JIeKapcTBEHHOIO Ipenapara, HoJaHHOTO Ha PErHCTPaLtIo;

¢) xapakTepucTHKa IprUMeceii;

X) IepedyeHb CTAaHAAPTHBIX OOpPAa3LOB, MCIOJIB3YEMBIX IPU OCYLIECTBICHUHM KOHTPOJISL
KauyecTBa JIEKAPCTBEHHOTO IIpenapaTa Jijlsl BETEpUHAPHOIO IPUMEHEHUS;

Koncynbrantlntoc: npumevanue.

[Ipu yckopeHHOH npolenype perucTpaluy BOCIPOU3BEAEHHOIO IIpenapaTa JoMyCcKaeTcs
HETPEICTABICHUE CBEACHUM, MpeycCMOTpeHHbIX Tl """ m. 9 4. 3 cT1. 17, npu nMCbMEHHOM
00s3aTeNbCTBE UX MIPENOCTABUTH B TeueHUE 12 Mecsues co qHs peructpanuu (IloctanoBnenue
[TpaBurensctBa PO ot 12.03.2022 N 353).

I1) JaHHbIE 0 CTAOMIIBHOCTH JIEKAPCTBEHHOTO Mperapara Jjisi BETEpUHAPHOTO IPUMEHEHUS;

10) xomust TOKyMEHTA, CoJIeprKaIiero MHGOPMAIIHIO O HATMYUHU WIIH 00 OTCYTCTBUHU (DaKTOB
perucTpanyy JIEKapCTBEHHOIO Ipernapara JUisi BETEPUHAPHOIO INPUMEHEHMs 3a IpeaeiIamMu
Poccuiickoit deneparnyu;

11) cornmacue B nmuchMeHHOH (hopme, IPEeayCMOTPEHHOE YacThiO 7 HACTOSIIEH CTaTbU, B
CJIy4ae PETUCTPALMHA BOCIPOU3BEIECHHOIO JIEKAPCTBEHHOIO MIpeapara;

(B pen. denepanpHoro 3akoHa ot 13.07.2015 N 241-03)

12) xonus JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJIIEHHOM IOpPSIKE U
NOJATBEPXKJAIOLIETO  [IPABOMOYHOCTh  3asBI€HHUS O  TOCYJApCTBEHHOM  perucTpaunuu
JIEKapCTBEHHOTO Mpernapara Jjsl BETEpMHAPHOI0 IPUMEHEHUS (JOBEPEHHOCTB);
Koncynprantllntoc: npumeyanue.

Jo 31.12.2023 poccuiickuM MPOU3BOIUTEISAM Pa3pEIICHO HE IPEACTABIISATh CBEACHUS B
COOTBETCTBUH ¢ 1. 13 u. 3 cT. 17 npu perucrpaui MIMMyHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
npenapatoB ([Tocranosnenue [Ipasutensctea PO ot 12.03.2022 N 353).

13) cBemeHust 0 TOCYAApCTBEHHOM PETrUCTpalMi T'€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHU3MOB, IIPEIHA3HAUCHHBIX AJI BBITYCKAa B OKPYXAIOILYIO cpeny (IpU TOCyAapCTBEHHOM
perucTpanyy JIEKapCTBEHHBIX IPENapaTroB AJs BETEPUHAPHOI'O NPUMEHEHHUS, IOJYyYEHHBIX C
IPUMEHEHUEM T'€HHO-UHKEHEPHO-MOIU(PHUIIMPOBAHHBIX OPraHU3MOB WM COAEPXKALIMX TaKHe
OpTaHU3MBI).

(. 13 BBenen deaepanbupiM 3aKk0HOM OT 02.08.2019 N 297-D3)
Koncynprantllntoc: npumeuyanue.



C 01.09.2023 B 1. 4 ct. 17 BHOCsiTCs m3meHeHUs (D3 ot 28.04.2023 N 171-D3). Cm. Oyaymryro
pelaKIuIo.

4. Ilpu npoBeieHUN YCKOPEHHOM MpOILeAypbl SKCIEPTU3BI JIEKAPCTBEHHOIO Npenapara AJis
BETEPUHAPHOIO IPUMEHEHUs B LEIAX €ro roCyJapCTBEHHOM pPErucTpalid BMECTO OTYeTa
pa3paboTynka O pe3yibTaTax JOKIMHHYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO CPENCTBA IS
BETEPUHAPHOTO MPUMEHEHUSI MOXET ObITh MpeAcTaBiIeH 0030p Hay4yHBIX paboOT O pe3yapTaTax
JOKIIMHUYECKOTO MCCIIEI0BAHUS peEePEeHTHOTO JIGKAPCTBEHHOTO Mperapara /i BEeTepUHAPHOTO
MIPUMEHEHHNs, 2 BMECTO OTYETa O Pe3yibTaTaX KIMHUYECKOTO HCCIEIOBAHMS JIEKAPCTBEHHOIO
npernapata JUlsl  BETEPUHAPHOIO IPUMEHEHUS OTYET O pe3yibTaTax HCCIEJOBAHUN
OMOSKBUBAJIEHTHOCTH BOCIPOU3BECHHOIO JIEKAPCTBEHHOTO NpernapaTta il BETepUHAPHOIO
IPUMEHEHHUS.

(dactb 4 B pen. @eaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

Koncynsrantllntoc: npumevanue.

C 01.09.2023 cr. 17 npononnsiercs 4. 4.1 (O3 ot 28.04.2023 N 171-D3). Cm. Oyaymryro
pENaKuHuIo.

5. Ha skcniepTu3y pa3iuyHbIX JIEKQpPCTBEHHBIX (POPM OJHOTO M TOTO K€ JIEKapCTBEHHOTO
npenapara JUisi BETEpUHAPHOIO NIPUMEHEHUS 3asiBUTEIb NIPEICTABIISIET OTAEIbHBIE 3asIBICHUS U
perucTpalnoHHble JO0Che Ha KaXIyl0 JieKapcTBeHHYI0 ¢opmy. [Ipu ycnoBun onHOBpeMEHHOI
oAyl Ha OKCIEPTU3y OJHOW JIeKapCTBEHHOH (OpMBI C pasIMYHBIMH JI03UPOBKOM,
KOHIIEHTpaluei, 00beMOM 3asBUTENb MPEICTABISIET OJHO 3asBJICHUE U PETUCTPALIMOHHOE J0ChE
C IIPWJIOKEHUEM MAKETOB IIEPBUYHOM YIIAKOBKU U BTOPUYHOM yIakoBKU. Ha MakeTax nepBU4HOU
YIAaKOBKHM ¥ BTOPUYHOM YITAKOBKH YKa3bIBalOTCS BCE MMPOU3BOIMMBIE TO3UPOBKH, KOHIIEHTPALIVH,
00BbEeMbl M KOJIMYECTBO JI03 B YIAKOBKE JIEKAPCTBEHHOTO IpenapaTta Jjs BETepUHAPHOTO
IIPUMEHEHUS.

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

6. B cnywae HempencraBieHuss € 3aABJICHUEM O TOCYAApPCTBEHHOW pETrUCTpPALIMU
JIEKapCTBEHHOI'O Ipenapara s BETEPUHAPHOIO NMPUMEHEHUS! JOKYMEHTOB, IOJITBEPKIAIOLINX
yIuIaTy TOCYAapCTBEHHOM MOILIMHBI M YKa3aHHBIX B MYHKTE 7 4YacTH 2 HACTOAIIECH CTaThH,
CBEICHUM O JIMIEH3UAX, YKa3aHHBIX B MyHKTax | ¥ 2 4yacTu 3 HACTOAIIEH CTaTbU, a TaKKe
BBIJIaBA€MBbIX (mpenocTaBisieMbIX ) YIOJIHOMOYEHHBIMH benepanbHBIMU opraHamu
UCTIOJTHUTENIHOW BIIACTH JOKYMEHTOB (CBEICHHUI ), YKa3aHHBIX B IyHKTE 2.1 yacTu 3 HacTosmIen
CTaTbH, YIOJIHOMOUYEHHBIM (QenepanbHblii OpraH MCIOJHUTEIBHOW BJIACTH 3alpalllBaeT
yKa3aHHbIE JIOKYMEHTHI (CBEIEHHUS) B TMOPAJKE MEXKBEIOMCTBEHHOTO HWH(POPMAIMOHHOTO
B3aUMOJICUCTBHS.

(vacth 6 B pen. PenepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaercsi MCIIOJIb30BAaHUE B KOMMEPUYECKUX LENIX MH(GOpMaLUU O pe3ybTaTax
JOKJIIMHUYECKUX MCCIICJOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCIIEIOBAHUN
JIEKAPCTBEHHBIX MPENAapaToOB JIJIsl BETEPUHAPHOIO IPUMEHEHUS, IPEICTABICHHOM 3asBUTEIIEM JJIs
rOCyJapCTBEHHOMN PErucTpaliy JEKapCTBEHHBIX MPETapaToB, 03 ero corjaacks B TCUYCHHUE ILIECTH
JeT C JaTbhl TOCYAApCTBEHHOM perucTpanuu pedepeHTHOro JEeKapCTBEHHOIo Ipernapara B
Poccuiickoit @enepanuu.

8. Jlepxarenp WM BIAACNEL PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara sl BETepUHAPHOTO MPUMEHEHHS MPE/ICTaBIseT B YIIOJIHOMOYCHHBIN (heepanbHbIi
OpraH HUCIHOJHHUTENIbHOM BJAacTH OTYET MO pe3yjibTaTaMm (apMaKoHaa30pa OJUH pa3 B IIECThb
MECSIIEB B TEUEHHE JBYX JIET [10CJIE TOCYAAPCTBEHHOM perucTpanuy JIEKapCTBEHHOTO Mpernapara
B Poccuiickoit denepainum, 3aTeM €KeroJHO B TEYEHUE MOCTEAYIONIUX TPEX JIET U B JaJIbHEUILIEM
OJIMH pa3 B TpU roja.

(uacte 8 BBenmeHna denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Crtatba 18. lNopaya wn paccMoTpeHue 3asfiBfieHUs O rocyAapCTBEHHOMU
perucrpauum nekapcTBeHHOro npenapara ans MeaMuMHCKOro npMmMeHeHus
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)



1. Jns rocygapCTBEHHOM PErMcTpalyu JIEKapCTBEHHOrO mpernapara s METUIIMHCKOTO
OPUMEHECHUS IOpPUIUYECKOe JUI0, JIEHCTBYIOIEe B COOCTBEHHBIX HWHTEpecax WId
YIIOJHOMOYEHHOE TPEACTABIATh HMHTEPECHl APYroro IOPUAMYECKOTO JIMLA U 3asBIISIONIEe
JICKapCTBEHHBIN TIpernapaTr Ha TOCYAapCTBEHHYIO PETUCTpAIMIO (Jajiee B HACTOSIIEH CTaThe -
3asBUTENb), MPEJCTABIAET B YIOJIHOMOYEHHBIN (heepanbHblii OpraH MCIOJHUTENBHON BJIACTH,
OCYLIECTBISIIOIIUMA  TOCYIApCTBEHHYIO  PETUCTPAIMIO  JIEKAPCTBEHHBIX IpenaparoB s
MEAMIIMHCKOTO MPUMEHEHHUs], B JEKTPOHHOU (popmMe u Ha OyMaKHOM HOCHUTEJE 3asBIIEHUE O
FOCYI[&pCTBGHHOﬁ perucCTpaivu JICKapCTBCHHOI'O IIperapara JJIs1 MCAUIIUHCKOIr0 MPpUMCHCHUSA, a
TaKk)Ke B MOPSAKE, YCTAHOBICHHOM YIIOJTHOMOUYEHHBIM (efiepaibHbIM OPraHOM HCTIOIHUTEIBHOM
BJIACTH, B AJIEKTPOHHOU (popMe 1 Ha OyMa)kHOM HOCUTEIE HEOOX0AUMBIE TOKYMEHTHI, U3 KOTOPBIX
dbopMupyeTcsi perucTpallioOHHOE J0Che Ha JIEKapCTBEHHBIH mpernapaTr [isi MEIUIUHCKOTO
MMPUMCHCHUA.

(dacth 1 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. B 3asgBieHMH O TOCYZapCTBEHHOW pPETHUCTpAIMH JIEKAPCTBEHHOTO TIperapara Jyis
MEAMIIMHCKOTO MPUMEHEHHUSI YKa3bIBAIOTCS:

1) HauMeHOBaHuE, aApec 3asBUTEN M MPOU3BOAUTEINS JIEKAPCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO NMPUMEHEHHS], CBEIEHUs 00 MX PETUCTPAllMi B KaueCTBE HAJIOTOIIATENbIINKa B
CTpaHe perucTpanuu (s POCCUUCKUX IOPUAUYECKUX JIHMI - HACHTU()UKALMOHHBIA HOMEp
Hanororiarensiyka (MHH), mis MHOCTpaHHBIX IOpUAMYECKHUX JIMIl - CTpaHa PErUCTpalvH,
HAaUMEHOBAHME PETUCTPUPYIOILIETO OPraHa, perucTpalMuoOHHbIA HOMED, KOJ HaJOrOILIaTeIbIIUKa
B CTpaHE pErucTpanuu (MHKOPTIOpAIMK) WKW €r0 aHalloT) M aJpec MeCTa OCYIIECTBICHUS
MIPOM3BO/JICTBA JICKAPCTBEHHOTO MIpemapaTa (B CiIyd4ae HaTu4Irsi HECKOJBKUX y4aCTHUKOB Ipoliecca
€ro MPOU3BOICTBA HEOOXOJUMO yKa3aTh KaXK/I0TO YYaCTHHKA B COOTBETCTBHH C OCYILIECTBISIEMON
CTaJuel Mpou3BOJICTBA);

(m. 1 B pen. @eaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaUMEHOBAHME JIEKAPCTBEHHOIO IIpemapara JUIsli MEJUIMHCKOTO IPUMEHEHUS
(MEeXIyHapOJHOE HEMAaTeHTOBAHHOE, WM TPYINIHUPOBOYHOE, MM XUMHYECKOE M TOPrOBOE
HAaMMEHOBAHMUS );

3) mnepeyeHb [JEHCTBYIOIIMX U BCIIOMOTAaTENbHBIX BEIIECTB, BXOJAIIMX B COCTaB
JICKapCTBEHHOTO Tpernapara JJisi MeJUIITHCKOTO MIPUMEHEHHS, C YKa3aHHUEM KOJIMYEeCTBA KaXKIO0T0O
U3 HUX;

4) nexapcTBeHHas (opMa, TO3UPOBKA, CIIOCOOBI BBEJICHUSI U MPUMEHEHUS, CPOK TOJHOCTH
JIEKapCTBEHHOT'O Ipernapara JUisi MEJUIIMHCKOTO IPUMEHEHHS;

5) (apmakorepaneBTHUECKasl TpYIMa, KOJA aHATOMO-TEPANEBTUYECKO-XMMHUECKON
Kiaccu(ukanum, peKOMeHI0BaHHOM BceMupHO# opranu3anyeil 31paBooXpaHeHUs, 3asBIIIEMbIe
MOKa3aHus JIs1 MIPUMCHCHUA JICKAPCTBCHHOTO MpCIiapaTa i1 MCIUIIUHCKOIO IPUMCHCHUA

6) oTcyTCTBHE HEOOXOAMMOCTH MPEIOCTaBICHHSI OTYETa O pe3ysbTarax KIMHUYECKOTO
WCCJICIOBAHMSI, UCCIICIOBaHMS OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIpeTapara, pa3pernieHHOro
JUTS MeIMIIMHCKOTO npuMeHeHus B Poccuiickoit deneparuu OGosee ABaAIaTH JIET, C YKa3aHUEM
HOPMATHUBHBIX [IPABOBBIX aKTOB, IIOATBEPKAAOIINX JAHHBIN CPOK IPUMEHEHHS;

7) HeobxomuMocTh odopMIIEHUs paspelieHus Ha BB0O3 B Poccuiickyro deneparuto
KOHKpPETHOH MapTUM 3aperuCTPUPOBAaHHBIX U (WIM) HE3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEIICTB, MpEeAHA3HAUYEHHBIX Ui MPOBENEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B IENAX
roCyJapCTBEHHOMN perucTpaluu;

8) HeoOXOAMMOCTh MPOBEACHHS DSKCHEPTU3bl JIOKYMEHTOB, NPEJICTaBICHHBIX JUIS
OIpElEICHUsI BO3MOXHOCTH pPAacCMaTpHUBaTh JIEKAPCTBEHHBIM IIpernapar il MEIUIIMHCKOIO
NPUMEHEHUS TpPH OCYIIECTBICHUH TOCYJAapCTBEHHOM pETUCTpallMd B KadecTBe Op(aHHOTO
JIEKapCTBEHHOTO Tperapara;

9) HeoOXOIMMOCTh NMPUMEHEHHUS] YCKOPEHHOW MpOLEayphl SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEJICTB B IIEJISIX TOCYJAPCTBEHHOM pEeTUCTpaliy JIEKapCTBEHHOTO Ipenapara;

10) KoMK TOKYMEHTOB, MOTBEPKAAIONTNX YIUIATy TOCYAAPCTBEHHOM MONIIUHBI:



a) 3a MPOBEACHHUE OKCIEPTU3bl JOKYMEHTOB, IPEACTABICHHBIX JMJIs ONpEICICHUs
BO3MOKHOCTH PaccMaTpHUBAaTh JIEKAPCTBEHHBIM Mpenapar JUisi MEJULIUHCKOTO MPUMEHEHUs TpPH
OCYILECTBJICHUH TOCYAAPCTBEHHOM PpErucTpaluy B KayecTBe OpP(aHHOTO JIeKapCTBEHHOTO
npenapara;

0) 3a TpOBEAECHME OHKCIEPTHU3Bl KadyeCcTBA JIEKAPCTBEHHOT'O CPEJCTBA M SKCIEPTU3BI
OTHOILIEHUS 05KHMJIa€MOH MOJIb3bl K BO3MOXXHOMY PUCKY IPUMEHEHHUSI JIEKAPCTBEHHOTO ITpenapara,
pa3pemeHHoTo AJIsl MEUIIMHCKOTO puMeHeHus: B Poccuiickoii @enepanyu Oosiee 1BaIaTH JIeT,
IIPU OCYIIECTBIEHUH TOCYIapCTBEHHON PETMCTPALUN JIEKAPCTBEHHOIO Mpernapara;

B) 3a MPOBEACHHUE DOKCIEPTU3bl KayecTBa JIEKAPCTBEHHOIO CpPEACTBA U 3KCIEPTU3BI
OTHOILIEHUS 0KUAAEMOM O3kl K BO3MOKHOMY PUCKY PUMEHEHMS JIEKAPCTBEHHOTO IIpenapara
JUISL MEJULIMHCKOTO IIPUMEHEHMSI IIPU €TI0 TOCYAAPCTBEHHOM perucTpanuy;

I) 3a MpPOBEIEHUE OHKCIEPTU3bl KAuyecTBa JIEKAPCTBEHHOIO CpEACTBA U HKCIEPTHU3BI
OTHOLICHUS 0’KMJIA€MOM I0JIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO Ipenapara
JUISL MEIMIMHCKOIO IPUMEHEHHs, B OTHOIICHWH KOTOPOrO IPOBEAEHBl MEKIYHAPOIHBIE
MHOTOLIEHTPOBBIE KIMHUYECKUE MCCIIEIOBAaHUs, YaCThb M3 KOTOPBIX NpoBeleHa B Pocculickon
®enepannu, Npu OCYIIECTBIECHNN FOCYAApPCTBEHHOM pEruCTpaliy JICKApCTBEHHOTO IIpenapara;

11) namuume coryiacusi MNPOU3BOAUTENS JIEKAPCTBEHHOTO Ipenapara, IIPOU3BOJCTBO
KOTOPOTO OCYIIECTBIsIeTCS 3a nmpenenamu Poccuiickoit  ®Penepanuu, Ha NPOBEICHHUE
MHCIIEKTUPOBAHUS TPOU3BOJUTENS] HAa COOTBETCTBHE TpPEOOBAaHUSAM TPABWII HaJIEKaIIen
IIPOU3BOJCTBEHHOMN NPAKTUKY;

12) Hanuuue cornacusi, IpeayCMOTPEHHOIO YacThio 18 HacTosAIIEN CTaThy;

13) ykazaHue BuJa JIEKapCTBEHHOI'O INperapara, MPEACTaBICHHOTO Ha PETUCTPALUIO
(pedepeHTHBIN JIEKapCTBEHHBIA TpenapaT, BOCIPOM3BEICHHBIN JIEKAapCTBEHHBIN Ipemapar,
OMOJIOTMYECKHH JIEKApCTBEHHBIM IpernapaT, OnoaHaJIOroBbIA (OMOMOO00HBIN) JIeKapCTBEHHBIN
npenapatr (OmoaHanor), TrOMEONAaTUYECKUH JICKApCTBEHHBIM Ipemapar, JeKapCTBEHHBIH
pacTUTENBHBIN Mpernapar).

(vacth 2 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpanimoHHOE JOChE Ha JIEKAPCTBEHHBIN Ipenapar il MEAULMHCKOTO PUMEHEHMS
npeocTaBisieTcs: B opMe 00IIero TeXHUIECKOro JOKYMEHTA.
(dacth 3 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Paznen JOKyMEHTAIMK aIMUHUCTPATUBHOIO XapaKTepa BKIIOYAET B ceOsl:

1) 3asBieHHe O TOCYJapCTBEHHOH perucTpanuy JIEKapCTBEHHOrO Ipemnapara Ajis
MEIUIIUTHCKOTO IPUMEHEHHUS B 3JIEKTPOHHOH (popMe 1 Ha OyMaskHOM HOCHUTEIIE;

2) KOIHUIO JTIOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOrO0 B YCTAaHOBJIEHHOM IMOpSIKE U
MOJATBEPXKJAIOLIETO TPAaBOMOYHOCTh 3asBUTEN I0/1aBaTh 3asBJIIEHUE O TIOCYJapCTBEHHOU
perucTpanuu JeKapcTBEHHOIo MpernapaTa Jiisi MEIUIUHCKOTO IPUMEHEHUS (JIOBEPEHHOCTD);

3) cBemeHus O JaTe NPEJOCTABIEHUS M PETUCTPALMOHHOM HOMEpE JMIEH3UM Ha
MIPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB WM CBEACHUS O JaTe NpPEeJOoCTaBICHUS U
PEruCTPallMOHHOM HOMEpE 3aKIIYEHHS O COOTBETCTBUM IPOM3BOJAUTENS JIEKAPCTBEHHBIX
CpelICTB TpeOOBaHUSM MpaBUJ HaJJIekKalled MPOU3BOJACTBEHHON NPAKTHKH, BbIIAHHBIX
(MIpe10CTaBICHHBIX) YIIOJIHOMOYEHHBIM (heZiepalbHbIM OpPraHOM HCIHOJHUTEIBHOM BIACTH B
OTHOILLIEHWN MPOU3BOJCTBEHHOM IUIOIIAJKNA PErMCTPUPYEMOro JIEKapCTBEHHOTO Npenapara, B
ciay4ae, €Ciad IIPOM3BOACTBO JIEKAPCTBEHHOTO IIpenapara ocCyullecTBiseTrcss B Poccuiickoin
denepanuu;

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

4) KOTIHIO IPEIOCTABICHHON YIOJTHOMOYEHHBIM OpPraHOM CTPaHbl TPOU3BOIUTENS JIULIEH3UU
Ha MPOU3BOJCTBO JIEKAPCTBEHHOI'O Npernapara U €€ MepeBOJl Ha PYCCKUN S3bIK, 3aBEPEHHBIE B
YCTaHOBJIICHHOM IMOPSJKE, a TAaKKe KOINHIO 3aKIOYEHHS O COOTBETCTBUU IPOU3BOIUTEIS
JICKapCTBEHHBIX CPEICTB TPEOOBAHUSAM MpPaBUJI HAAJIEKAIIEH NPOU3BOIACTBEHHOW NPAKTHKH,
BBIIAHHOTO YIIOJIHOMOUYEHHBIM (pe/iepalibHbIM OPraHOM HCIOJIHUTEIHLHOM BJIACTH B OTHOIICHUU
IIPOM3BOJICTBEHHON IUIOIIAJKNA PETUCTPUPYEMOrO JIEKApCTBEHHOI'O Ipernapara, WM KOIUIO
pelIeHHs YIOJIHOMOYEHHOTO (eAepantbHOr0 OpraHa HCIHOJHUTENBHON BJIACTH O MPOBEICHUH



MHCIIEKTUPOBAHUS TPOU3BOAUTENS JICKAPCTBEHHBIX CPEJACTB, B CIly4ae, €CIH IPOH3BOJCTBO
JIEKapCTBEHHOTO TIpernapara OCyIecTBIAeTCs 3a npeaenamu Poccuiickoin enepannu;
(B pen. ®enepanbHbIx 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

5) NPOEKT WHCTPYKUUU IO METUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOI'O Ipernapara,
COZEPIKAILEH CIEAYIOIINE CBEICHUSA:

a) HaMMEHOBaHHUE JICKAPCTBEHHOIO Mpemnapara (MeXIyHapOoJAHOE HEMaTeHTOBAHHOE, WU
TPYIIHPOBOYHOE, UM XUMUIECKOE U TOPrOBOE HAUMEHOBAHWS ),

0) nekapcTBeHHass (opMa ¢ ykazaHHEM HAMMEHOBAaHWW M KOJMYECTBEHHOTO COCTaBa
NEHCTBYIOIMX BEUIECTB M KAUYECTBEHHOTO COCTaBa BCIIOMOTATENbHBIX BEIHIECTB (IIpH
HEO0OXOUMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATENIbHBIX BEILIECTB);

B) OIKMCaHWE BHEIIHETO BH/IA JICKAPCTBEHHOTO Mpernapara Jjs MEIUIUHCKOTO IPUMEHEHUS;

r) (U3UKO-XMMHUYECKHE CBOWCTBA (I paanodapMarieBTUYECKUX JIEKAPCTBEHHBIX
[IPENapaToB);

1) dbapMakoTepaneBTHUECKas TPpyIa, KOJ JeKapCTBEHHOIO Mpenapara sl MEAUIIMHCKOTO
NPUMEHEHUS I0 aHATOMO-TEPaNeBTUYECKO-XUMUYECKON KIacCU(PUKAINN, PEKOMEHIOBAHHON
BceMupHo#i opranuzanueil 3ApaBoOXpaHeHus, WM YKa3aHUE "TOMEONMaTHYECKU I JIEKaPCTBEHHBIN
npenapart';

e) ¢apmakoguHamMuKa W (papMaKOKHMHETHKA (32 UCKIIOYeHHEM (HapMaKOKHHETUKH
TOMEOTNATHYECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTEILHBIX JIEKAPCTBEHHBIX MPEapaToB);

) MMOKa3aHUs JIJIsl IPUMEHEHHUS;

3) IPOTUBOTOKA3aHUS JIJIsl IPUMEHEHUS;

1) MEpHI IPEAOCTOPOKHOCTH MPH IPUMEHEHHH;

K) YKa3aHHuE BO3MOKHOCTH U OCOOEHHOCTEH MPUMEHEHUs JIEKapCTBEHHOIO MpernapaTa Jjs
MEAMIIMHCKOTO TPHUMEHEHUs OEpeMEHHBIMHU KEHIIMHAMH, >KEHIIMHAMU B MEPHUOJ TPYAHOTO
BCKapMIIMBAHWsI, IETHMU, B3POCIBIMU, HIMEIOIIUMU XPOHHUUECKHE 3a00JIeBaHUS;

J) peXKUM JO3UPOBaHUS, CIOCOOBI BBEEHUS U NMPUMEHEHHMsI, IPU HEOOXOIUMOCTU BpeMs
npreMa JICKQpCTBEHHOTO IMpemnapara s METUIIMHCKOTO MPUMEHEHHs, MPOJOHKUTEIHLHOCTD
Jie4eHus1, B TOM YHCIIe y JeTel 10 U IoCIe OJJHOTO To/a;

M) BO3MOXKHBIE HEXeNNaTeIbHbIC PEaKIMU MPU MPUMEHEHHUH JICKAPCTBEHHOTO TIperapara s
MEAMIIMHCKOTO TPUMEHEHUS,;

H) CUMITOMBI TIEpeI03UPOBKU, MEPHI IO OKA3aHHIO TOMOIIN IPU TIEPET03UPOBKE;

0) B3aUMOJEHCTBUE C APYTMMHU JIEKapCTBEHHBIMHU IMpernapaTtaMud U (WIM) MUIIEBBIMU
MPOIYKTAMH;

1) GOpMBI BBITTYCKa JIEKAPCTBEHHOTO Mperapara;

p) ykazaHue (mpu HE0OXOAUMOCTH) OCOOEHHOCTEH NEHCTBHS JIGKAPCTBEHHOTO Iperapara
JUTSL METUIITHCKOTO MPUMEHEHHUSI IPU TIEPBOM MpHUEMeE WM [IPH €T0 OTMEHE;

c) onmcanue (TIpu HEOOXOAMMOCTH) NeHCTBUI Bpada (denpamepa) u (WIK) ManueHTa Ipu
MpOIycKe MpuemMa OJHOM WM HECKOJBKUX 103 JIEKAPCTBEHHOTO Mpenapara A MEAUIIMHCKOTO
PUMEHEHUS;

T) BO3MOXHOE BJIMSIHHE JIEKAPCTBEHHOTO MperapaTa Ui MEAMIIMHCKOTO MPUMEHEHUs Ha
CIIOCOOHOCTH YIPABIISITh TPAHCTIOPTHBIMU CPEJICTBAMH, MEXaHHU3MaMHU;

y) CPOK TOJHOCTM W yKa3aHWE€ Ha 3allpeT NMPUMEHEHHs JIEKapCTBEHHOTO Mpernapara Jyis
MEIUIUHCKOTO MPUMEHEHHUS TI0 UCTEYCHNUU CPOKa FOJHOCTH;

) ycnoBus XpaHEHUS;

X) YKa3aHHe Ha HEOOXOAUMOCTh XPaHEHHS JICKAPCTBEHHOTO Tpernapara Jijisi MEIUIIMHCKOTO
NPUMEHEHHUS B MECTaX, HEJOCTYIHBIX IS JETeH;

I[) YyKa3aHue (Mpu HEOOXOAMMOCTH) CIICHHAIBHBIX Mep MPEeJOCTOPONKHOCTH IPH
YHUYTOXKEHUU  HEWCIIOJIb30BAHHBIX  JIGKAPCTBEHHBIX  MpenapaTtoB Uil  MEAMIIMHCKOTO
PUMEHEHUS;

9) YCJIOBHS OTITYCKa;

II) HAWUMEHOBAaHUS W  aJpeca MPOU3BOACTBEHHBIX  IUIOMIAJIOK  MPOU3BOIUTEINS
JIEKapCTBEHHOT'O Ipernapara;



1) HAUMEHOBAaHKE, a/IpeC OpraHU3ally, YIOJTHOMOUYCHHOHN JAepKaTesieM MU BiaJesbleM
PEruCTPaIOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO IIpernapara sl MeIULUHCKOTO PUMEHEHUS
Ha NMPUHATHE MPETEH3UN OT MOTPEOUTE;

6) MHCTPYKIHMIO MO MEIULIHUHCKOMY MPUMEHEHHIO WM KpPAaTKyl0 XapaKTEepPUCTUKY
JIEKapCTBEHHOTO Mperapara, yTBEpkK/ISHHbIE B CTPaHe POU3BOIUTEIIS;

7) TPOEKThI MAKETOB IEPBHUYHON YIAKOBKM W BTOPUYHOW YITAKOBKH JIEKAPCTBEHHOTO
npenapara Juist MeAULUHCKOTO TPUMEHEHHS,

8) MPOEKT HOPMATUBHOI JOKYMEHTAIMHU UM HOPMAaTUBHOTO JOKYMEHTA Ha JIeKapCTBEHHBII
npenapar JUisi MEAULIUHCKOTO IPUMEHEeHHUs JIM00 yKa3aHue COOTBETCTBYIOUICH (hapMakONeHHOM
CTaTbhH;

9) IOKyMEHT, coepKaluili WHPOpPMALKIO O HAIMYUKM HIM 00 OTCYTCTBUHM (DaKTOB
perucTpanyy JIeKapCTBEHHOTO Ipernaparta JUuisi MEAMLIMHCKOrO TpPHUMEHEHHUs 3a IMpeleiamu
Poccuiickoit @enepanuu;

10) xonuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSAKE U MOATBEPKIAIOMINX (aKT
pEerucTpaIyy JIGKapCcTBEHHOTO MpernapaTa B MHOCTPAHHBIX TOCYIapcTBaxX B KauecTBe OpPaHHOTO
JIEKapCTBEHHOT'O Iperapara;

11) mnan ympaBieHus pUCKaMHU JJs1 OMOJIOTMUECKUX JICKAPCTBEHHBIX IPENapaToB JUIs
MEAMIIMHCKOTO TPUMEHEHUS,

12) noxymeHT o cucteMe (hapMakoHaA30pa IepKaTelsl WK BiaJelblia PerucTPalioHHOTO
YIIOCTOBEpPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) nmoxymMeHT, NOATBEP)KIAIOLIMI KadyecTBO JIEKAPCTBEHHOIO Ipemapara  Tpex
MPOMBIIIUICHHBIX Cepuid (MPOTOKOJI aHAIM3a WM cepTH(HUKAT aHAIM3a), OHA CEpUs KOTOPOTO
JOJDKHA COBMAJaTh C cepued oOpaslia JIeKapCTBEHHOTO TMperapara JUlsi MEIUIIMHCKOTO
MPUMEHEHHUS, IPEJICTABICHHOTO Ha TOCYAapCTBEHHYIO PErHCTPAIHIO.

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

5. Paznmen xumudeckoi, hapMarieBTUIeCKOl U OMOJIOTUYECKON TOKYMEHTAIIUN BKITIOYAET B
ceOs. JTOKyMEHTBI, cojepxamue uHpopManuio o QapMaleBTUYeCKOd CyOCTaHIMU H
JIEKapCTBEHHOM TIpenapare JIsi MEOUIIMHCKOTrO MPUMEHEHHUs, MPOIecce ero MpOoU3BOJCTBA U
METO/1aX KOHTPOJIS Ka4eCTBa, B TOM YHCJIE:

1) KomuIO MOKYMEHTa, COIEPIKAIEro CIeayrIy uH}opMmaimoo o ¢apManeBTHICCKON
cyOcTaHiuy win (papMaleBTUYECKUX CYOCTaHIMAX, BXOJIIMX B COCTaB JIEKAPCTBEHHOTO
npemnaparta, 3a UCKJIIoueHueM nHdopmanuu o ¢papMaleBTUYECKUX CyOCTaHIMAX, BKIIOYEHHBIX B
TOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB B COOTBETCTBHU CO CTaTheil 34 HACTOSIIETO
®denepaabHOro 3aKOHA!

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 462-03)

a) HauMeHOBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 00IIHNe CBOWCTBA;

0) HaMMEHOBAHUE U AJPEC MIPOU3BOIUTEIS;

B) TEXHOJIOTHSI IPOM3BOCTBA C ONMMCAHUEM CTaui MIPOU3BOJCTBA U METOJOB KOHTPOJIA Ha
BCEX CTaJUSAX MIPOU3BOJICTBA;

T') ONKMCaHNue pa3pabOTKH Mpoliecca MPOU3BOJICTBA;

1) ONMCAaHNE KOHTPOJISI KPUTHYECKUX CTAHN MPOU3BOCTBA U IIPOMEKYTOYHOM MPOAYKIIUH;

€) TOKYMEHTaJIbHOE TIOATBEPXKACHUE (BAIMIAIINSI ) TPOIIECCOB M (MJIN) UX OICHKA;

) CBOICTBA U CTPYKTYpa JIEHCTBYIOIINX BEIIECTB;

3) XapaKkTepUCTHUKa pUMECEi;

1) criendukanys Ha GpapMaleBTHIECKYI0 CyOCTaHIUIO U €e 000CHOBaHMUE;

K) aHAJMTUYECKHE METOJMKH, UCIOJb3yeMble MPU OCYILIECTBICHHUH KOHTPOJS KadecTBa
(dapMmarieBTUYECKON CyOCTaHINH;

J)  JOKYMEHTAJIbHOE  TOATBEpXKACHUE  (Bamuialus)  aHATUTHYECKUX  METOJUK,
UCTIOJIb3YEMBIX ITPH OCYIIECTBICHUN KOHTPOJIS KadecTBa (papMalieBTUIECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAIHM3a CepPHil hapMaIleBTUUECKON CyOCTaHIINY;

H) TIepeueHb CTaHJIAPTHBIX 00pa3IOB MJIM BEIIECTB, UCIOJIb3yEMbIX IPU OCYIIECTBICHUU
KOHTPOJISI KauecTBa;



0) OIMCaHME XapaKTePUCTHK M CBOICTB YIIAKOBOYHBIX MAaTE€pPHAJIOB U YKYMOPOUYHBIX
CPE/CTB;

1) IaHHBIE O CTA0MIBHOCTH (papMaIleBTUIECKOM CyOCTaHITNY;

P) CPOK T'OJTHOCTH;

1.1) B oTHOLIEHNH (papManeBTUUECKUX CyOCTaHIUM, BXOJIIINX B COCTAB JIEKAPCTBEHHOTO
npenapara v BKIIFOUCHHBIX B TOCYJAPCTBEHHBIN peecTp JeKapCTBEHHBIX CPEJICTB B COOTBETCTBUU
co crarbeit 34 wHacrosimero @denepanbHOro 3aKOHA, - KOMHUS JOKYMEHTa, COJEpIKalllero
CJIEAYIONIYIO HH(OpMAIHIO:

a) HaMEHOBaHUE (apMaleBTUUECKON CYOCTaHIINH, €€ CTPYKTypa, o0II1e CBOWCTBA;

0) HAMMEHOBAHHE M aJIpeC MPOU3BOAUTEIIS;

B) pe3yJbTaThl aHAIN3a cepuil hapMalleBTUYECKON CyOCTaHIIHNH;

T') CPOK TOJTHOCTH;

(m. 1.1 BBenen @enepanbHbIM 3aKOHOM OT 27.12.2019 N 462-D3)

2) MOKYMEHT, COJeprKallluii CIEeAyIOIUEe CBEICHHsS O JIEKapCTBEHHOM IIpernapare ajs
MEIUIIUHCKOTO IPUMEHEHUS:

a) ONMCAHME U COCTAB JIEKAPCTBEHHOI'O MpenapaTa JJis MEIUIUHCKOTO IPUMEHEHNS;

0) onucanue QapmaneBTHYecKoOi pa3paboTku (000CHOBaHUE BHIOOpA COCTaBa, MEPBUUHON
YIaKOBKH U UHOTO);

B) TEXHOJIOTHsI IPOU3BOICTBA C ONMMCAHUEM CTaJui MPOU3BOJCTBA U METOJJOB KOHTPOJIS Ha
BCEX CTAJUSAX IPOU3BOJICTBA;

I') ONMHUCAaHUE KOHTPOJI KPUTUYECKUX CTaIuil Mpolecca MpOU3BOACTBA U MPOMEKYTOUHOM
IPOIYKLHH;

1) HAaMMEHOBaHME U aJpec MECTa OCYIIECTBICHUS MPOM3BOJCTBA JICKAPCTBEHHOTO
npenapara s MEIUIMHCKOTO IpUMEHEHHs (B Cllydyae HAJIM4YUs HECKOJBbKUX YYaCTHHKOB
npoliecca MPoU3BOJCTBa HEOOXOAUMO yKa3aTh KAXKIAOT0 U3 HUX);

e) apmareBTHYECKass COBMECTHMOCTb;

) MUKPOOHOJIOTHYECKHE XaPaKTEPUCTHUKH;

3) MaTepHasIbHbIN OanaHC JUIsl IPOU3BOACTBA CEPUM FOTOBOTO MPOIYKTA;

M) ONHMCAHUE XapaKTEPUCTUK U CBOWCTB YINAKOBOYHBIX MAaTEpHAIOB U YKYMOPOUYHBIX
CPE/CTB;

K) JOKYMEHTaJIbHOE MOJTBEPKACHHE (BaJIUJalMs) MPOILIECCOB MPOU3BOJCTBA U (MJIM) HUX
OLICHKA;

1) TpeOOBaHMs K KadeCTBY BCIIOMOTATENbHBIX BEHIECTB (cepTu(uKar, cnenudukanus Ha
BCIIOMOTaTeIbHbIE BEIECTBA U UX 000CHOBaHHUE);

M) aHAJUTUYECKHE METOJMKH, HUCIOJIb3yeMbIe NMPH OCYLIECTBICHHH KOHTPOJISA KadyecTBa
BCIIOMOTaTEIbHBIX BELIECTB;

H) JOKYMEHTaJIbHOE€  MOJATBEpXKACHUE  (Bamuaalusi)  aHAJUTHYECKUX  METOMMK,
UCTIOJIb3YEMBIX NP OCYIIECTBICHUU KOHTPOJIS KauyecTBAa BCIIOMOTaTEIbHBIX BELIECTB;

0) wuH(popmarys 00 UCIONb30BAaHUM BCIIOMOTATEIBHBIX BEIIECTB YEJIOBEYECKOTO U
KHBOTHOT'O IIPOUCXOXKACHUS;

1) nHpopmarms 00 UCTIOIb30BaHIUH HOBBIX BCIIOMOTATENILHBIX BEIECTB;

p) TpeboBaHMs K KauyecTBY JIEKAPCTBEHHOIO IMpemnapaTa A MEAULUHCKOrO MPUMEHEHUs
(ceprudukar, crienuduKanys Ha JIEKapCTBEHHBIN MpenapaT u uX 000CHOBaHUE);

C) aHAJTUTHYECKHE METOAMKH, HCIOJIb3YEMbIE NPH OCYIIECTBICHUH KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Iperapara Jjsi MEJUIIMHCKOTO IPUMEHEHUS;

T) JOKYMEHTAJILHOE ITOATBEPKACHUE (BATUAALUS ) AHATUTUIECKUX METOAUK, UCIIOIb3yEMbIX
OpU OCYHIECTBICHUM KOHTPOJS KadecTBa JICKAPCTBEHHOIO IIperapara JUisi MEIUIIUHCKOTO
IPUMEHEHHUS;

y) pe3yabTaThl aHAIMW30B CEpUil JIEKAPCTBEHHOTO Iperapara Jajis METUIIMHCKOTO
PUMEHEHHUS;

¢) xapakTepucTHKa IpUMeceii;



X) TepeueHb CTaHAAPTHBIX OO0pPAa3IOB, HCHOIB3YEMBIX IPHU OCYIIECTBICHUU KOHTPOJIS
KayecTBa JIEKapCTBEHHOTO MpernapaTa Jiylsl MeIUIUHCKOTO IPUMEHEHUS;

I1) IaHHBIE O CTA0OMJIBHOCTH JIEKAPCTBEHHOTO TMIperapaTa JiyIsl MeIUIIUHCKOTO IPUMEHEHUSI.
(dacth 5 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. Pazmen ¢apmakonorndeckoi, TOKCHUKOJIOTUYECKOW TOKYMEHTAIlMM BKJIIOYAeT B ce0s
OTYEThl O pe3ylbTaTax JAOKIMHUYECKUX MCCICIOBAHUNA JIEKAPCTBEHHOI'O CpEICTBA s
MEIUIIMHCKOTO MPUMEHEHHUS], B TOM YHUCJIE:

1) oTder o hapMakOTUHAMUYECKUX UCCIEIOBAHUIX;

2) oTueT 0 (hapMaKOKHHETUIECKUX UCCIICIOBAHUSIX;

3) OTYET O TOKCUKOJIOTUYECKUX HUCCIIEeI0OBAaHUIX.

(gacth 6 B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pazmen KIMHUYECKOW JOKYMEHTAIIMM BKJIIOYAET B Ce0S OTYETHl O pe3yiabTaTax
KJIMHUYECKHUX UCCIIeI0BAaHUM JIEKAPCTBEHHOTO MpernapaTa Jjisi MEIULIMHCKOT0 MPUMEHEHHU s, B TOM
qucle:

1) oTdeTsl 00 MCCIEAOBAHMUSIX OMOIOCTYIMHOCTH U OMOSKBUBAICHTHOCTH, UCCIICIOBAHUSIX,
YCTaHABIUBAIOIINX KOPPEISAIMIO PE3YJIBTATOB, MOJYYEHHBIX B YCJIOBHSX 1n Vitro u in vivo;

2) oT4eThl 0 (papMaKOKMHETUYECKUX HUCCIEIOBAHUIX;

3) oT4eTh 0 (papMaKOTMHAMHYECKUX HCCIICIOBAHUSIX;

4) oTYETHI O KIMHUYECKUX HUCCIEI0BAHUAX dPPEKTUBHOCTH U O€30IaCHOCTH;

5) OTYET O MOCTPETUCTPANIMOHHOM OTIBITE MPUMEHEHUS (TTPU HAIMYHNH ).

(uacth 7 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

8. TpeboBanust k 00beMy WH(pOpPMALIUU, MPETOCTABISIEMON B COCTABE PETUCTPAITMOHHOTO
JIOChE, ISl OTAENbHBIX BUIOB JIEKAPCTBEHHBIX NPEMApaToB i MEIUIUHCKOTO MPUMEHEHHS
YCTaHABJIMBAIOTCS YIIOJHOMOYEHHBIM (pe/IepaibHbIM OPTaHOM MCTIOTHUTEIbHOM BIACTH.

(uacTh 8 BBeneHa DenepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-D3)

9. B oTHomIeHHMH JIEKAPCTBEHHBIX IPENapaTroB, pa3pelieHHBIX Ui MEIULUHCKOTO
npumeHenus B Poccuiickoit @enepammu Ooree ABaAIATH J€T W B OTHOIICHUH KOTOPBIX
HEBO3MOXKHO IPOBEJIECHUE HCCIENOBAaHUN MX OMOIKBUBAJICHTHOCTH (32 MCKIIIOUEHUEM
OMONOTUYECKNX JICKAPCTBEHHBIX MPENaparoB), IOMYCKAETCs BKJIIOYCHHWE B COCTaB pasjelia
(bapMakoJIOTHYECKOH, TOKCHUKOJOTHUYECKOW  JOKYMEHTAIlMd W pasfena  KIMHUYECKOH
JOKYMEHTAIlMd BMECTO OTYeTa Pa3padOTYMKa O pe3ysibTaTaX COOCTBEHHBIX JOKIMHUYECKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB W KIMHUYECKUX HCCIEIOBAHUM JIEKapCTBEHHBIX
npernapaToB JUisi MEIUIIMHCKOTO TMPUMEHEHHs 0030pa Hay4dHBIX pabdoT o pe3yiabTaTax
JOKJIIMHUYECKUX UCCIIEI0BAaHUM JIEKAPCTBEHHBIX CPEJCTB M KIMHUYECKUX MCCIIE0BAaHUMN JaHHBIX
JIEKAPCTBEHHBIX IMpenaparoB, B TOM YHUCJIE BKJIKOYAs OMNBIT HUX MOCTPETUCTPAIMOHHOTO
MPUMEHEHHUS.

(uacTh 9 BBeneHa denepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-D3; B pen. DenepaibHOro 3aK0HA
o1 27.12.2019 N 475-®3)

10. ITpu rocyiapcTBEHHOM perucTpaluy BOCIPOU3BEIECHHBIX JIEKAPCTBEHHBIX MPENapaToB
Ul MEIUIMHCKOTO  TNPHUMEHEHHUs  JONycKaeTcs  BKJIIOYEHHE B COCTaB  pasjena
(apMakoIOTHUECKON, TOKCHKOJIOTUYECKOH  JOKYMEHTAallMd W  pas3jena  KIMHUYECKOU
JOKYMEHTAIlMd BMECTO OT4YeTa pPa3padOTyMKa O pe3ysibTaTaX COOCTBEHHBIX JOKJIMHUYECKUX
HCCJICIOBAHMI JICKAPCTBEHHBIX CPEACTB 0030pa HAyYHBIX PabOT O pe3ysbTaTaxX JOKIUHUYECKIX
UCCIIeIOBaHUM  pedepeHTHOro JIeKapCTBEHHOrO TMpenapara W MpeACTaBICHHE BMECTO
KIIMHUYECKUX WCCIEAOBAaHUNA B TOJHOM OO0BEMe, YCTAaHOBICHHOM pa3lelioM KIWHUYECKOU
JOKYMEHTAIMH, OTYETa O Pe3yIbTaTaxX UCCIIEOBAHUM OMOIKBUBAIIEHTHOCTH BOCTIPOM3BEICHHOTO
JICKapCTBEHHOTO TIperapara ajis MEIUIMHCKOro mpuMeHeHus. He TpeOyercs mpencraBieHue
OTYeTa O pe3yJbTaTax UcCleJOBaHUN OMO3KBHUBAJICHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO
npenapara JJis MEIUIUHCKOTO TMPUMEHEHHUS, €CJIIH PETUCTPUPYIOTCS BOCIPOU3BEIACHHBIC
JIeKapCTBEHHBIE MpEnapaThl A MEAULUHCKOTO MPUMEHEHHUs, KOTOPBIE:



1) npenHa3sHayeHbl I HapeHTEPATBbHOrO  (MOAKOXHOTO, BHYTPUMBIIIEYHOTO,
BHYTPUBEHHOTO, BHYTPUIJIa3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPHUCYCTABHOTO,
BHYTPUKOPOHAPHOT'0) BBEJCHHUS U MPEACTABISAIOT COO0M BOJHBIC PACTBOPHIL;

2) MpeaCTaBISAI0T COO0M PACTBOPHI AJISI IEPOPATLHOTO MPUMEHEHHS;

3) mpou3sBeneHsl B opMe MOPOIIKOB WK JTHODUITH3ATOB JIsl IPUTOTOBIICHUSI PACTBOPOB;

4) SABISIFOTCS Ta3aMH,

5) SBNSIOTCS YITHBIMH WU TJIA3HBIMU JIEKAPCTBEHHBIMHU TpEeTIapaTaMHu, MPOU3BEACHHBIMU B
¢dbopmMe BOJIHBIX pacTBOPOB;

6) mpeaHa3HAYEHBI JII MECTHOTO MPUMEHEHHS W TPHUTOTOBIEHBI B (hOpME BOTHBIX
pacTBOpOB;

7) mpeAcTaBiIsAIOT cO00i BOAHBIE PACTBOPHI JUISl MCIIONB30BaHUS B (popMe MHTramsuuil c
MOMOIIbIO HeOyaii3epa Wi B KaUeCTBE Ha3alIbHBIX CIIPEEB, MPUMEHSIEMbIX C TOMOIIBIO CXOIHBIX
YCTPOMCTB.

(uacth 10 BBegeHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. Ins cnydaeB, yka3aHHBIX B myHKTax 1 - 3, 5 - 7 wactu 10 HacTosimieil crarhi,
BOCTIPOM3BE/ICHHBI JIEKapCTBEHHBIN Mpenapar Ui MEIUIIMHCKOTO TMPUMEHEHHUS JOJDKEH
COJIepKaTh TAKHUE YK€ BCTIOMOTATEIbHBIC BEIIECTBA B TAKUX ke KOJTMYECTBAX, KaK U peepeHTHBIN
JIeKapCTBEHHBIN npenapat. Eciu cocTaBbl BCIOMOTaTENbHBIX BEIIECTB PA3INYAIOTCS, 3asIBUTEIb
JOJKEH TPENCTaBUTh J0KAa3aTeNbCTBA TOTO, YTO HCIOJB3YeMbIe B JAHHBIX KOHIICHTPAIUSIX
BCIIOMOTATEJIbHBIE BEIIECTBA HE BIUAIOT Ha 0Oe3omacHocTh W (W) 3hHEeKTUBHOCTH
JICKapCTBEHHOTO Tpemnapara JUisi MEAWIIMHCKOTO TpHUMEHeHus. B ciydae, eciau 3asBUTENb HE
MOJKET NPEJICTaBUTh TaKUe J0Ka3aTeNbCTBAa U (MJIM) HE MMEET JOCTYNa K COOTBETCTBYIOLIUM
JaHHBIM, OH JIOJDKEH TPOBECTH COOTBETCTBYIOIIME WCCICIOBAHUS [UIsl JOKa3aTeIbCTBA
OTCYTCTBHSI BIIUSIHUSL Pa3HBIX BCIIOMOTaTeNbHBIX BEIIECTB WJIM BCIIOMOIaTeIbHBIX YCTPOICTB Ha
6e3omacHOCTh U (WiaM) 3(PQPEKTUBHOCTH JIEKAPCTBEHHOTO TpenapaTta Ui MEIUIMHCKOTO
MPUMEHEHHUS B COOTBETCTBUH C aKTaMH, COCTaBIISIIOIIMMHU ITpaBo EBpasuiickoro 3KOHOMHUYECKOT0
coro3a.

(uacte 11 BBemena denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepaibHOTO
3akoHa oT 22.12.2020 N 444-D3)

12. Ilpu roCymapCTBEHHOH perucTpalud KOMOWHAIUKA paHee 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHUS JOMyCKAeTCs BKIIFOUCHHE B COCTAB
paznena (GapMaKOJIOTHYECKON, TOKCUKOJOTHMUECKOW JTOKYMEHTAIMM W paslieiia KIMHUYECKON
JOKYMEHTAIlMd BMECTO OTYeTa pPa3pabOTYMKa O pe3ysibTaTaX COOCTBEHHBIX JOKIMHUYECKUX
HCCJIEIOBAaHUM JIEKApCTBEHHBIX CPEACTB 0030pa HAyYHBIX pabOT O pe3ysbTaTax JOKIMHUYECKUX
UCCIIeIOBaHN peepeHTHBIX JICKAPCTBEHHBIX IMPENapaToB, BXOASIIUX B COCTaB KOMOHWHAIINU
JIEKapCTBEHHBIX IMpenaparoB, U 00 OTCYTCTBMM HMX B3aHUMOJCHCTBHUS B OJIHOM JIEKapCTBEHHOM
dopme.

(uactb 12 BBenena denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha sxcniepTusy pa3nudyHbIX JEKAPCTBEHHBIX (DOPM OJHOTO M TOTO KE JEKAPCTBEHHOTO
npenapaTa A MEAUIIMHCKOTO MPUMEHEHUS 3asBUTENb MPEACTaBISET OTIC/IbHbBIC 3asiBICHUS U
pErHCTpaIOHHBIE JOChEe Ha KaXKIYIO JIeKapcTBeHHYIO ¢dopmy. [Ipu ycinoBun oIHOBpEMEHHOM
MOJa4Yd Ha DKCIEPTU3Y OJIHOW JICKApCTBEHHOW (OpMBI C PA3IMYHBIMU  JO3UPOBKOM,
KOHIIEHTpaluei, 00beMOM 3asBUTENH MPEICTABISIET OJHO 3asBJICHUE W PETHCTPAIMOHHOE JOChE
C TPUJIOKEHUEM MaKETOB YMAKOBOK Ha Ka)AyI0 JO3UPOBKY, KaXKIYI0 KOHIEHTPALUIO, KaXKIbIN
00BEM U KaXKJI0€ KOJTUYECTBO /103 B YIIAKOBKE.

(uacth 13 BBegena denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. TIpu rocyaapCTBEHHOM perucTpanyuy opGaHHOTro JICKAPCTBEHHOTO MIpemapaTa 3asiBUTEIb
MpeACTaBIsIeT WHPOPMAIMIO, HEOOXOMUMYyIO Uit (opMupoBaHUS pas3fena KIMHHYECKOU
JOKYMEHTAIlud, B O00BbEMEe, YCTAaHOBICHHOM YIOJHOMOYEHHBIM (elIepallbHBIM OpraHOM
UCTIOJTHUTENIbHOM BJIaCTH.

(uacTh 14 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)



15. Ilpu peructpanuu OHWOJOTHYECKOTO JIEKAPCTBEHHOTO NpenapaTa, MOJIyYeHHOTO W3
KpPOBH, IUIa3Mbl KpPOBH 4YEJIOBEKa, B COCTaBE PErMCTPAIMOHHOTO JOChe Ha JIEKApCTBEHHBIN
npenapar JUisi MeAUIUHCKOTO MPUMEHEHHSI JOJDKHBI OBITh NPEICTaBICHbI JOIOIHUTEIBHO:

1) B pasnmene MOKyMEHTAllMM aJIMUHUCTPATUBHOIO XapakTepa JOKYMEHT, COAepKallui
UHpOpMaLKIO 0 CyOBEKTax OOpalleHus] JOHOPCKOW KPOBU U (WJIM) €€ KOMIIOHEHTOB, O TOM, I/Ie
OblTa OCyIIeCTBICHA JOoHanus (KpoBM W (WIM) TUIa3Mbl KPOBH), a TaKXe JaHHbIE 00
UHQEKIMOHHBIX 3a00JIEBaHUAX, MEPEAIOIUXCs IMapeHTEpaIbHbIM IyTeM, HH(OpManus o
cyObekTax oOpalieHus TOHOPCKOW KPOBH W (MJIM) €€ KOMIIOHCHTOB, B OTHOIICHHWH KOTOPBIX
OCYILIECTBIISIETCS] KOHTPOJIb JOHOPCKON KPOBH U (WJIN) €€ KOMIIOHEHTOB;

2) B pazzenie XUMUYECKOH, hapMaIieBTUYECKON U OMOJIOTUYECKON JOKYMEHTAIUH:

a) KpUTEPUH U CIOCOO0BI 0TOOpa, TPAHCTIOPTUPOBAHUS U XPAHEHHSI TOHOPCKOM KPOBHU U (MJIN)
€€ KOMIIOHEHTOB;

0) pe3ynbpTaThl UCCIIEAOBAHUI OTOOpPAHHBIX TOHOPCKON KpOBH M (WJIM) IUIa3Mbl KPOBH U
MyJIOB Ha Hajau4ue Bo3OyauTeneld WHEGEKIui, BKIOYas WHPOpMAIUIO 00 HMCIOJIb30BaHHBIX
METOJMKAX MHCCIENOBAaHUI M B Ciydae HCCIECIOBaHMs IyJOB IIJIa3Mbl KpPOBH pPE3YJbTaThl
JOKYMEHTAJIbHOTO MOATBEPKICHUS (BaJIMJAI[MH ) UCIIOIBb30BAHHBIX METOIUK;

B) TEXHHUUYECKUE XapaKTEPUCTUKU YIAKOBKH JJIs1 0TOOpa JOHOPCKOW KPOBU U (MJIH) TIIa3MbI
KpPOBH, BKJII0Yast HH(OPMALIKIO 00 UCIIOJIb30BAHHBIX PACTBOPaX aHTHUKOATYJISIHTOB.

(uacTh 15 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

16. KnuHuueckue wucCCIeqOBaHMUs JIEKAPCTBEHHOIO IMpemnapara s MEIUIIMHCKOrO
IIPUMEHEHHUS B LIEJISIX €ro TOCYAApCTBEHHOM perucTpanuu nposojsarcesa B Poccuiickont @enepanuu
B TOpSIAKE, YCTAHOBJIEHHOM cTaThiMu 38 - 44 Hactosimero @enepanbHOro 3akoHa. OT4eT o
IIPOBEJCHHBIX HCCJIEIOBAaHUAX BKIIIOUAETCS B COCTaB pasliela KIMHUYECKOW TOKYMEHTALUU
PErucTpaIiOHHOTO J0Che Ha JIEKapCTBEHHBIN IMpemnapaT i MEeIUIUHCKOTO MpuMeHeHus. J[is
JIEKapCTBEHHBIX IIPENapaToB JUIsl MEIUIMHCKOIO IPUMEHEHHS, B OTHOILIEHUH KOTOPHIX B
pe3ynbTare JKCHEPTU3bl JOKYMEHTOB, TMPEACTABICHHBIX [JI OMNPEIENIEHUs BO3MOXHOCTH
paccMmaTpuBaTh JIEKAPCTBEHHBIM IpernapaTr Uil MEAMLMHCKOrO IPUMEHEHHMsS B KauyecTBE
op(haHHOTO JIEKapCTBEHHOT'O Tpernapara, Takasi BO3SMOKHOCTb IPU3HAHA U B OTHOLIEHUH KOTOPBIX
MIPOBEICHBI KJIMHUYECKUE UCCIIEI0BaHNs, BBIIOJHEHHBIE 3a npeaenaMu Poccuiickon denepannun
B COOTBETCTBHH C MIPaBHJIaMU HaJJiexallel 1JabopaTOpHON MPAKTUKHU U MPaBUIIAMH HaJuIexalen
KJIMHUYECKOH NPAKTHKH, JOIYCKAeTCs BKIIOUEHHWE B COCTaB pasfeia KIMHUYECKON
JOKYMEHTAIlMd BMECTO OTYEeTa O pe3yNbTaTax KIMHUYECKUX HCCIIEIOBAaHUM JIEKapCTBEHHOIO
npenapara i MeIUIUHCKOr0 IPUMEHEHUs, TPOBEACHHBIX B Poccuiickon denepannu, oTyera o
pe3ysibTaTax KJIMHUYECKUX HCCIEAOBAaHWM, BBINOJHEHHBIX 3a Tpeaenamu Poccuiickon
denepauuu.

(dactb 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

17. B cnydae HeNpencTaBiI€HUS C 3asiBICHUEM O TOCYJapCTBEHHOW pPETUCTPALUU
JIEKapCTBEHHOT'0 Tpernapara AJii MEAUIIMHCKOIO0 MPUMEHEHHUS JOKYMEHTOB, MOJATBEP KIAOLINX
yILIaTy TOCYJapCTBEHHOM MOLIJIMHBI U YKa3aHHBIX B IyHKTe 10 yacTu 2 HacTosAlEd CTaTbH, a
TaKk)K€ BBIJABAaEMbIX (IIPEIOCTABISEMBIX) YIOJHOMOYEHHBIMU (peiepaibHBIMH  OpraHaMu
UCIIOJIHUTENIBHON BJIACTH JOKYMEHTOB (CBEIEHMI), yKa3aHHBIX B INyHKTax 3 u 4 uactu 4
HACTOSIIICH CTaThM, YIOJHOMOYEHHBIH (enepanbHbIii OpraH MCHOJHUTEIBHON  BJIACTH
3ampamyBaeT  yKa3aHHbIE JOKYMEHTHl (CBEIECHMs) B IOpPSAOKE  MEKBEIOMCTBEHHOI'O
MH(GOPMALIMOHHOTO B3aUMOJACHCTBHUS.

(vactp 17 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-D03)

18. He momyckaercst UCIOJIb30BaHNE B KOMMEPYECKUX MENIIX HHPOPMAIMK O pe3ybTaTax
JOKJIIMHUYECKUX MCCIICJOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX HCCIIEIOBAHUN
JIEKapCTBEHHBIX MPENapaToB JIsl MEIUIIUHCKOTO PUMEHEHUS, IPECTABICHHOM 3asiBUTENIEM ISt
rOCyJapCTBEHHON PErucTpaliy JIEKApCTBEHHOTO Mpernapara, 0e3 ero coryiacusi B Te4YeHUe MIeCTH
JeT C JaTbhl TOCYAApCTBEHHOM perucTpanuu pepepeHTHOro JEeKapCTBEHHOIo Ipernapara B
Poccuiickoit @enepanuu.

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



19. [epxarens wuiau Biafeliell PErUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara Ha OWOTEXHOJOTHYECKUM WM Op(aHHBIM JIEKapCTBEHHBIN MpemnapaTr o00s3aH
MPEIOCTAaBISATh HAa BO3ME3THOM OCHOBE 00pasibl pedepeHTHOTO JIEKAPCTBEHHOTO Ipernapara
3asgBUTENSAM JJISl IPOBEACHUS KIIMHUYECKUX uccienoBanuii. Ctoumocts o0pasua pedepeHTHOro
JICKapCTBEHHOTO TMpemnapaTa, BKIIOUEHHOTO B MePEUEHb KU3HEHHO HEOOXOUMBIX U BOXKHEUIITHX
JICKapCTBEHHBIX IMPErapaToB, HE JOJDKHA TPEBBINIATH 3aPETUCTPUPOBAHHYIO MPEIEIbHYIO
OTITYCKHYIO LIEHY Ha pedepeHTHBII JIEKApCTBEHHBIN Iperapar Wik IIeHy Ha JIEKapCTBEHHBIN
npemnapar B cTpaHe MPOU3BOAUTES.

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

20. 3asBieHHE O TOCYIAPCTBEHHOW PETHUCTPALMM BOCHPOW3BEICHHOTO JIEKAPCTBEHHOTO
mpernapata JUisl MEIUIMHCKOTO TPUMEHEHHUS MOXET OBITh IOJaHO B YIOJHOMOYEHHBIN
dbenepaibHBIA  OpraH  MCIOJIHUTEILHONW  BJIACTH, OCYIIECTBISIONIUN  TOCYJApCTBEHHYIO
PETUCTPALIMIO JIEKAPCTBEHHBIX MPEMAPATOB, 10 UCTEUEHUH YETHIPEX JIET C JaThl TOCYAapCTBEHHOM
peructpanuu peepeHTHOTO JEKapCTBEHHOTO npemnapaTa B Poccuiickoit denepanmm.

(uactb 20 BBegeHa denepanabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBneHWe O TOCYIApPCTBEHHOW perucTparuu OnoaHamoroBoro (6momnogo0HOTO)
JEKapCTBEHHOTO Tpemapata (OMoaHanora) MOXET OBITh TMOJaHO B  YIOJHOMOYEHHBIN
dbenepaibHBIA  OpTaH  MCIOJHUTEILHONW  BJIACTH, OCYIIECTBISIONIUN  TOCYJApCTBEHHYIO
PETUCTpPALMIO JIEKAPCTBEHHBIX MPEMApaToOB, MO0 UCTEUEHUH TPEX JIET C JaThl TOCYAapCTBEHHOMN
peructpanuu peepeHTHOTO JEKapCTBEHHOTO npemnapaTa B Poccuiickoit denepanmm.

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

22. Jlepxartenb WM BIAJAENEI] PETHUCTPAIMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapaTa MpeACTaBIseT B YIMOJIHOMOYEHHBINH (helepanbHbli OpraH WCIOJHUTEIBHONW BIACTH,
OCYIIECTBISIOMUN (DYHKIHUU 1O KOHTPOJIIO U HaA30py B cdepe 3apaBOOXpaHEHHs, OTYET IO
pesynbrataM (QapMakoHaI30pa OIWMH pa3 B IIeCTh MECSICB B TEUYEHHWE JBYX JIET TOCHe
FOCYyIapCTBEHHOW pErucTpaluM JICKapCTBEHHOTO Tipenapara B Poccuiickoit ®enepanuu,
€XKETroJJHO B TEUCHHUE MOCIEAYIOIIUX TPEX JET U B TaJIbHEUILIEM OJIMH pa3 B MSTh JIET.

(dactb 22 BBeneHa DenepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 19. MNpuHATME pelleHUA O BblAave I3KCNEPTHOMY Y4pexAeHuUIo
3aAaHnAa Ha npoBegeHue IKCNepTu3bl 1IeKapCTBeHHOro cpeacTtBa
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Tedenune necsatu pabouux MHEW CO JHS TPUHATHSA 3asIBJICHHUS O TOCYJApPCTBEHHOM
PErUCTpaIK JIEKAPCTBEHHOTO TpernapaTra COOTBETCTBYIOIIMN YIOJTHOMOYECHHBIH (enepaabHbIi
OpraH HCIOJIHUTEIHLHOM BIACTH MPOBOAUT MPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH M MPAaBUILHOCTH
O(bOpM.HGHI/ISI MNPCACTAaBJICHHBIX JOKYMCHTOB PCTUCTPALMOHHOIO AOOCBC Ha HCKapCTBCHHBIfI
mpernapaT U IPUHUMAET pPellieHUe O Bbllaye 3aJaHus Ha IPOBEICHHE:

1 ) SKCHCPTU3BI JOKYMCHTOB, IPCACTABJIICHHBIX Jid OHNPCACICHHSA BO3MOXHOCTH
paccMmaTpuBaTh JIEKapCTBEHHBIH Mpenapar A MeIULUHCKOT0 IPUMEHEHUS TIPU OCYIIECTBIECHUN
rOCY/IapCTBEHHOW PETUCTPALIMU B KauecTBE OphaHHOTO JIEKAPCTBEHHOTO MIPerapara;

2) BKCIepTU3bI JIEKApPCTBEHHOTO CPEACTBA B YaCTHU HKCIEPTHU3bI KauecTBa JIEKaAPCTBEHHOIO
CpeacTBa U SKCIICPTU3bI OTHOMICHUA OH(HHaCMOﬁ MOJIB3bl K BO3MOXXHOMY PUCKY HNPUMCHCHHA
JIEKapCTBEHHOT'O Ipernapara JUisi MEJUIIMHCKOTO IPUMEHEHHS;

3) BKCIepTU3BI JEKAPCTBEHHOI'O CPEACTBA B YACTHU SKCHEPTU3bI KAUE€CTBA JIEKAPCTBEHHOTO
CPEIICTBA M SKCIEPTU3bl OTHOLIEHUS OXKUAAEMOM MOJb3bl K BO3MOKHOMY PUCKY IMPUMEHEHUS
JIEKapCTBEHHOIO IIpenapara Ajisi MEAULIMHCKOT O IPUMEHEHHS B ITOPSIAKE YCKOPEHHOM IIPOLELYPBI
AKCIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO cTaThel 26 HacTosimero denepanbHOr0O
3aKOHa;

4) sKcHepTU3bl JEKapCTBEHHOTO CPE/ICTBA B OTHOILEHUU JIEKAPCTBEHHOI'O Ipernapara AJis
BETEPUHAPHOI'O IIPUMEHEHHUA.



2. YNOJHOMOYEHHBIH (eaepanbHbIii OpraH MCHOJHUTEIBHON BIACTH YBEAOMISET B
JNEKTPOHHOU (GopMe WM Ha OyMa)KHOM HOCUTENE 3asBUTENS M SKCIEPTHOE YUPEXKICHUE O
IPUHSTOM PELIEHUH O Bbla4e 3alaHUl Ha IPOBEJEHHUE DKCIIEPTU3, IPELYCMOTPEHHBIX YacThio 1
HACTOSIICH CTaThH, U B CIydyae HEOOXOJAMMOCTH O BBIJIaUe pa3pelieHus Ha BBO3 B Poccuiickyio
®denepalvio KOHKPETHOW MapTHH, CEPUM 3aPETUCTPUPOBAHHBIX U (MJIM) HE3aPErUCTPUPOBAHHBIX
JICKapCTBEHHBIX CPEJICTB WIM 00 OTKa3ze B MPOBEACHUU MPEIyCMOTPEHHBIX SKCIEPTHU3 C
yKa3aHUEM MPUYHUH TaKOTO OTKa3a.

3. B ciyuae BbIsIBJI€HHSI OTCYTCTBUS HJIM HEAOCTOBEPHOCTH MHPOPMAIUH, CoiepKalleics B
NPEJCTABICHHBIX  3asBUTENIEM JOKYMEHTax, YIOJTHOMOYEHHBIH (elepaiabHbli  OpraH
UCIIOJTHUTENIbHOM BJIACTU HAIpPAaBIIAET 3asBUTENIO 3alpoc 00 YTOUYHEHUHU HTOM HH(pOpMaluu
(mayee - 3ampoc YHOJHOMOYEHHOTO (elepabHOro OpraHa MCIOJHUTEIbHOMN BIIACTH), KOTOPBIN
MOKET OBbITh TMEpeAaH YIMOIHOMOYEHHOMY MPEICTaBUTENIO 3asBUTENS JHUYHO IOJ PACIHCKY,
HaNpaBlIeH [0 T[OYTe 3aKa3HbIM IMHCbMOM WJIM TIepelaH B 3JIEKTPOHHOW ¢opme 110
TEJIEKOMMYHUKAIIMOHHBIM KaHajaM CBsI3U. B ciydae HampaBiieHHs 3ampoca yIOJHOMOYEHHOIO
(denepaabHOro opraHa HCIOJHUTEILHONW BJIACTH MO MOYTE 3aKa3HBIM MHCbMOM OH CUUTAETCS
MOJIYYEHHBIM 10 UCTEYEHUH IIECTH THEW C AaThl HAIIPABJICHUS 3aKa3HOTO MMHUChMa.

4. 3asBuTenb 0053aH MPEICTABUTH OTBET HA 3alpoc YIMOJHOMOUYEHHOTO (enepaIbHOro
OpraHa UCIOJHUTENIbHOM BIACTH B CPOK, HE MPEBBIIAIONINIA JeBIHOCTA pabOYuX AHEH CO JHS €ro
nonyyeHusi. Cpok, yka3aHHBIM B yacTu | HacTosIield CTaTbM, NMPUOCTAHABIMBAETCA CO JHS
HaIpaBJICHUS! 3asBUTENIO 3aMpoca YMOJIHOMOYEHHOTO (peepaqbHOr0 OpraHa MCIOJIHUTEIbHOU
BJIACTH JI0 JHS NOJyYEHUS] UM COOTBETCTBYIOLIETO OTBETA.

5. OcHOBaHMEM Il OTKa3a B OpraHU3alMy JKCIEPTH3, MPEAYCMOTPEHHBIX 4YacThio 1
HACTOSILEH CTaThH, SIBIISETCS MPECTAaBICHUE HEOOXOMMBIX JJIS TPOBEACHUS MPETyCMOTPEHHBIX
9KCIEPTH3 JOKYMEHTOB B HEIMOJHOM oOObeME WIM HENpEeACTaBICHUE 3asBUTENEM B
YCTQHOBJICHHBI CpPOK OTBETa Ha 3ampoC  YIOJIHOMOYEHHOTO (pelepalbHOro OpraHa
WCIIOJIHUTENIBHOM  BJIACTH, a TAaKXe NPEACTABICHHE JOKYMEHTOB, HE COJepiKallux
MCUEPIIBIBAIOIIETO MePEeUHsl HEOOXOIUMBIX CBEICHUH.

6. Ilpu oTkaze B oOpraHu3aluu SKCHEPTHU3bI, MPEIYCMOTPEHHOW MyHKTOM 4 uactu |
HACTOALIEH CTAaTbM, JOKYMEHTBI, BXOJSIIME B COCTaB PETHMCTPALMOHHOIO JOChE Ha
JICKapCTBEHHBIN TMpemapaT /Al BETEPUHAPHOTO MPUMEHEHHS, MOTYT OBITh BO3BpPAILIECHBI
3a5IBUTEJII0 HA OCHOBAaHMM €ro IMUCBMEHHOTO 3alpoca, HANpPaBICHHOIO B YIOJIHOMOYEHHBIN
denepanbHBI OpraH MCIOJHUTEIHHOW BIACTH B TEUEHUE TPUILATH paboOyux JHEH co IHS
NPUHITHS YIIOJTHOMOYEHHBIM (peiepaIbHBIM OPTaHOM HCIIOJTHUTEIBHOW BIACTH pelieHus 00
OTKa3e B OpraHM3allid TaKOW OSKCMEPTH3bl. YIOJTHOMOYEHHBINM (enepaabHBIi  Opran
VCIIOJIHUTENIBHON BJIACTH BO3BPALIAET 3asBUTENIO yKa3aHHbIE JOKYMEHTHl B TEUEHHE AECATU
pabounx AHEH co IHS MOJyUYEHHUsI COOTBETCTBYIOIIETO 3aMpoca 3asiBUTEIS.

(uactb 6 BBeneHa DenepanbHpiM 3aKk0oHOM 0T 02.08.2019 N 297-D3)

Cratba 20. 3KkcnepTu3a AOKYMEHTOB, NpeAcTaBrfieHHbIX AN onpeaeneHus
BO3MOXHOCTU paccmaTpuBaTb NeKapCTBEHHbIW npenapat Ans MeAULUHCKOro
NPUMEHEHUA MpPU OCYLIEeCTBNIEHUU FOCYAapCTBEHHOW perncrpauuum B KavecTBe
opcaHHOro nekapcTBeHHOro npenapara

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

1. DOkcneprtuza JOKYMEHTOB, IPEACTABICHHBIX JJS ONPEAEIEHHUsS BO3MOXHOCTHU
paccMmaTpuBaTh JIEKapCTBEHHBIH Mpenapar A MeIULIUHCKOT0 IPUMEHEHUS TIPU OCYIIECTBIECHUN
rOCyJapCTBEHHOM PErHCTpallii B KauecTBe Op(haHHOTr0 IEKaPCTBEHHOTO MIperapara, COCTaBICHHE
KOMHUCCHEH JKCIEpPTOB 3aKIIOYEHHs] O BO3MOKHOCTH WJIM HEBO3MOXKHOCTH paccMaTpuBaTh
JEKapCTBEHHBI  Ipenapar i  MEIUIUHCKOTO INPUMEHEHUS TIpU  OCYLIECTBICHUU
rOCyIapCTBEHHOW pErucTpallud B KadyecTBe Op(aHHOrO JIEKapCTBEHHOIO Ipernapara H
HaNpaBJIeHUE JAHHOTO 3aKJIIOUYEHHUS B YIIOJHOMOUYEHHBIH (hesepanbHblii OpraH UCTIOTHUTEIBHON
BJIACTU OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIIAIONINN TPUALATH paObOUUX JTHEH CO AHS MOJTy4YeHUs



OKCIIEPTHBIM YUPEKICHUEM 3aJJaHusl YIIOTHOMOYEHHOTO (heIepaabHOr0 OpraHa UCIIOTHUTEILHON
BJIACTH W B JJIGKTPOHHOH (hopme MM Ha OyMa)KHBIX HOCHUTEISX HEOOXOIUMBIX JOKYMEHTOB,
yKa3aHHBIX B myHKTax 1, 2, 5, 6, 10 yactu 4 u B yactu 7 crarbu 18 Hacrosimero denepaibHOTO
3aKOHA.

2. JIOKyMEHTBI, CO/IEpXKAIIUECs B PETUCTPALIMOHHOM J0ChE Ha JIEKapCTBEHHBIN MpemnapaT u
MOCTYINUBIINE Ha OYMa)XHBIX HOCHUTEISIX B JKCIIEPTHOE YUPEKIACHHUE ISl OCYIIECTBICHUS HMX
AKCTIEPTU3BI VISl ONPEICIICHUs] BO3MOXHOCTH pPAacCMaTpUBATH JIEKAPCTBEHHBIM MpernapaT Ajis
MEJIUIIMHCKOTO TPUMEHEHUs B KadecTBe OphaHHOIrO JIEKAPCTBEHHOTO Iperapara, IMOJIeKar
BO3BpaTy B YIIOJIHOMOYEHHBIN (penepanbHbIii OpraH UCTIOJHUTEILHON BIACTH OJHOBPEMEHHO C
3aKTIOYEHUSIMH COOTBETCTBYIOIIUX SKCIIEPTH3.

Ctatbsn 21. PeweHMe O BO3MOXHOCTM paccMaTpuMBaTb JEeKapCTBEHHbIN
npenapat npu OCYLIeCTBNEHUM roCyAapCTBEHHOM perucTpauum B Ka4vecTBe
opcaHHOro nekapcTBEeHHOro npenapara

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

1. B cpok, He mpeBbIIAIOMUN MATH paboyux AHEW CO JHS TOJYYEHHUsS 3aKII0YEHUS,
ykazaHHoro B 4actu 1 crtateu 20 Hactosimiero denepaibHOro 3aKOHA, YIMOJTHOMOYEHHBIN
denepanbHBI OPTaH UCTIOTHUTEILHOM BIIACTH OCYIIECTBIISIET OIICHKY MOJIYYEHHOTO 3aKITI0USHUS
JUISL ONIPEEIIEHNs €r0 COOTBETCTBHS 3a/IaHUI0 HA TIPOBEICHUE COOTBETCTBYIOIIEH AKCIIEPTU3BI U
YBEIOMJISIET 3asiBUTEINs B JJCKTPOHHOW (hopMe WM Ha OyMa)XHOM HOCHUTEJIE O pe3yibTaTax
MIPOBEJCHHON 3KCHEPTU3bI C MPUIOKEHUEM KOMHH AKCIEPTHOTO 3aKII0UYEHUS (C COXpaHEHUEM
KOH(QUICHIIMATEHOCTA UH()OPMAIIMKA O COCTaBE HKCIIEPTHOW KOMHUCCUHM) M O BO3MOXKHOCTH HIIH
HEBO3MOKHOCTH pacCMaTPUBATh JIEKAPCTBEHHBIA Ipenapar JUisi MEAULIMHCKOTO IPUMEHEHUS NIPH
OCYIIECTBIICHUN TOCYJAApCTBEHHOW pETUCTpAllMd B KayecTBe OpP(AHHOTO JIEKAPCTBEHHOTO
npenapara.

2. Ilpu BbIHECEHUM KOMMCCHEHN 3KCIEPTOB 3aKIIIOUEHHUS] O BO3MOKHOCTH paccMaTpuUBaTh
JEKApCTBEHHbIM  Ipenapar Uil  MEQUIUHCKOrO INPUMEHEHHS TPU  OCYIIECTBICHHUH
TOCYIapCTBEHHOW pETUCTpallid B KadecTBe Op¢GaHHOTO JIEKAPCTBEHHOTO TMpernapara
YIOJIHOMOYCHHBIA (peiepaabHbIil OpraH WCIIOJHHUTEIBLHONW BJIACTU B CPOK, HE IMPEBBIMIAIOIIHA
AT pabouux JHEW CO JHS MOJTYYCHHs JaHHOTO 3aKIIIOUEHUs, TPUHUMACT PEIICHUE O BBIAUe
3a/laHdsl HAa MPOBEACHUE SKCIEPTU3bl KAayeCTBA JIEKAPCTBEHHOTO CPEICTBA WU OIKCIEPTU3BI
OTHOILICHUS 0XUAAEMOMU MOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHHUS JISKAPCTBEHHOTO IIpenapara
JUIT  MEIMIMHCKOIO NPUMEHEHUs B TMOPSJKE YCKOPEHHOM MpPOLEAYpbl  SKCHEPTHU3bI
JIEKapCTBEHHOT'O CPEJCTBA B COOTBETCTBUU CO cTaThell 26 HacTosiero denepanbHOro 3akoHa.

3. B ciydae mnpuHATHS pEUIEHUS O HEBO3MOXKHOCTH pPaccMaTpuBaTh JIEKapCTBEHHBIN
npenapar s MEIULUHCKOTO MPUMEHEHUs MPU TOCYAAPCTBEHHOW PErucTpalid B KauecTBE
ophaHHOTO  JIEKapCTBEHHOTO  IMpermapaTa  YHNOJHOMOYEHHBIH  (enepalbHbIl  OpraH
UCIIOJIHUTENIbHOM ~ BJIACTU ~ MPEKpallaeT  MpoLeAypy  TOCYJapCTBEHHOW  pEerucTpaiuu
JICKapCTBEHHOI0 TMpemnapara. 3asBUTENIb BIpPaBe OOPATUTHCA B PETUCTPUPYIOIIMN OpraH c
3asBJIEHUEM O TOCYAApCTBEHHOM pErucTpaly yKa3aHHOTO JIEKapCTBEHHOTO mpernapara B
COOTBETCTBUU €O cTaTbeil 18 HacTosmero denepanbHOro 3aK0Ha.

CratbAa 22. YTpatuna cuny ¢ 1 nonsa 2015 ropa. - PegepanbHbI 3aKOH OT
22.12.2014 N 429-®3.

Cratbsa 23. JKcnepTU3a KayecTBa JIeKapCTBEHHOro cpeacTBa U 3KCnepTusa
OTHOLUEHMUA OXUAaeMOW nMoJfib3bl K BO3MOXHOMY PUCKY MpPUMEHeHus
fleKapCTBEHHOro npenapara ansit MeAUUMHCKOro NpuMeHeHus

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



1. DOkcnepTU3a KauecTBa JIEKAPCTBEHHOI'O CPEACTBA U SKCIIEPTU3a OTHOLIEHUS 05KUIAEMON
MOJIb3bl K BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOI'O Mperapara A MEAUIIMHCKOTO
IIPUMEHEHHUS, COCTABJIEHUE KOMUCCUSIMH DKCIIEPTOB 3aKJIIOUEHUH IO pe3yIbTaTaM IPOBEIEHHBIX
OKCTIEPTU3 W HAMPABJICHHE OJTHX 3aKIIOYCHHH B YIOJHOMOYCHHBIM (eaepalbHbIi OpraH
UCTIOJTHUTEJIEHOM BIACTH OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIONINHA CTa JeCATH pabounx THEH
CO JHS MOJIYYEHHUS HKCIEPTHBIM YUPEKIECHUEM COOTBETCTBYIOIIETO 3aJaHUs YIOJTHOMOYEHHOTO
(denepaabHOrO OpraHa MCIOJHUTEIHHON BIACTU U HEOOXOJUMBIX JTOKYMEHTOB B 3JIEKTPOHHON
dbopme nir Ha OyMaKHBIX HOCHUTEIISX.

Koncynsrantllntoc: npumevanue.

ITo 3asBnenuto, nogannoMy B Munsapas Poccuu 10 11.04.2022, npu HEBO3MOKHOCTH
IIPOBEJEHUS SKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHBIX CPEJICTB B AKCIIEPTHOM YUPEKICHUH,
JIOITYCKAaeTCsl ee MPOBe/IEHNE OCPEACTBOM JAUCTAHIIMOHHOTO B3aUMOACHCTBUS, TOPSAIOK U
(OpMBI KOTOPOTO OMPEAETSAIOTCS SKCIIEPTHBIM YUPEXKICHHEM IO COTJIACOBAHHUIO C 3asBUTEIISIMU
(ITocranosnenue IIpaButensctBa P® ot 05.04.2022 N 593).

2. B TedeHue [eBAHOCTA JHEW CO [JHS IIOJYYEHUS PEIICHUS YHIOJHOMOYEHHOIO
benepanbHOrO OpraHa HCIOJHUTEIBHONW BJIACTU O MPOBEACHUU SKCIEPTU3, MPETYCMOTPEHHBIX
yacTblo | HacTosAlIEH cTaTbu, 3asBUTEIb MPEACTABISAECT B JKCIEPTHOE YUPEXKACHHUE IJIf
MPOBEJCHUS HKCIEPTU3bl KauecTBa JIEKaPCTBEHHOI'O CpeACTBa 00pa3lbl JIEKapCTBEHHOTO
npenapara A MeAMLIUHCKOTO IPUMEHEHUS, IPOU3BEACHHOTO B COOTBETCTBUH C TPEOOBAHUSIMHU
ONBITHO-TIPOMBIIIJIEHHOTO U (WJIM)  TNPOMBIIUIEHHOTO  PETJIaMEHTOB,  YTBEP)KIIEHHBIX
PYKOBOJUTEINIEM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEZACTB, @ TAK)KE B COOTBETCTBYIOIIUX CIy4asxX
o0pa3ipl (hapMalleBTUYECKON CyOCTaHIIMH, TECT-IITaMMa MUKPOOPTaHU3MOB, KYJIbTYPHI KJIETOK,
00pa3ipbl BEIIECTB, MPUMEHIEMbIX JUIsI KOHTPOJS KauecTBa JICKAPCTBEHHOTO CPEACTBA IyTEM
CPaBHEHHUS C HUIMH UCCIIEYEMOT0 JIEKapCTBEHHOT'O CPECTBA, B KOJIMUECTBAX, HEOOXOIUMBIX JJIs
BOCIIPOM3BEIEHUS METOZ0B KOHTPOJIS KA4eCTBA.

3. Ilpu mnomydeHun oOpa3loOB JIGKAPCTBEHHOTO TIpemapara W (apMaleBTHUYECKOU
CyOCTaHIIMM SKCIIEPTHOE YUPEKACHUE BBIJACT 3asBUTENIO JOKYMEHT, MOATBEPKAAIOIINNA
MOJTyYeHHUE YKa3aHHBIX 00pa3lioB, U B CPOK, HE MPEBBILIAIOIINMA TpeX pabounx JHEH, yBeIOMIISET
B DJICKTPOHHOHN (opMe min Ha OyMa)XHOM HOcHTeJe 00 3TOM YHOJIHOMOYECHHBIH (peaepanbHbIii
OpraH HUCIIOJIHUTEIbHON BIACTH.

4. Vka3aHHbIE B 4acTAX 2 U 3 HACTOSIIEW CTaTbU CPOK AJIs NMPEACTABICHUS 3asSBUTEIEM
00pa3IoB JIEKApCTBEHHOTO Tpernapara U (apMaleBTHIECKOW CYOCTaHIIMU U CPOK YBEIOMJICHUS
HKCIEPTHBIM YUPEXKACHUEM 00 3TOM Ha OyMakHOM HOCHTEJE YIOJHOMOUYEHHOTO (peepanbHOro
OpraHa HCIOJHUTENIbHON BIACTH HE BKIIOYAIOTCS B CPOK IPOBEIEHUS DKCIEPTHU3,
IPEyCMOTPEHHBIX YacThbi0 1 HACTOSALIEH cTaThu.

5. JIOKyMeHTBI, MOCTYMUBIIUE B AKCIEPTHOE YUPEXKJIEHUE ISl MPOBEIEHUSI DKCIEePTHU3,
IPEYyCMOTPEHHBIX 4YacTbl0 | HACTOSIIENW CTaThbu, MOAJEKAT BO3BPATY B YIOJIHOMOYEHHBIN
benepanbHBI OpraH UCIIOJHUTEIBHON BIACTH OJHOBPEMEHHO C 3aKIIOUYEHUSMHU, MOTYyYCHHBIMU
10 pe3yJIbTaTaM COOTBETCTBYIOLMX IKCIIEPTHU3.

Cratbsl 24. JKcnepTU3a KayecTBa JIeKapCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLUEHMUA OXUAaeMOW MOoJfib3bl K BO3MOXHOMY PUCKY MpPUMEHeHus
NeKapCTBEHHOro npenapara Ans BeTepMHapHOro NnpMMmeHeHus

1. DxcnepTH3a KayecTBa JIEGKAPCTBEHHOTO CPEACTBA U HKCIIEPTU3Aa OTHOLIEHUS OKUIAEMOI
MOJIB3bl K BO3MOXKHOMY PHCKY MPUMEHEHHUS JICKapCTBEHHOTO Tperapara Jjisi BETCPUHAPHOTO
IIPUMEHEHHUs, COCTaBJICHUE KOMUCCHUIMU DKCIIEPTOB 3aKIKOYEHUHN IO pe3yjbTaTaM YKa3aHHBIX
SKCTIEPTU3 M HAaIpaBJICHUE TAaKWX 3aKIIOUYCHUNW B YIOJTHOMOYEHHBIN (QeaepanbHbIii OpraH
UCTIOJTHUTEJIEHOM BJIACTH OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIONINHA CTa JeCATH pabounx THEH
CO JHS TOJIYYCHHsI DKCIEPTHBIM YUYPEKICHHEM 3aJaHus YIOJIHOMOYEHHOTO (eaepaTbHOro
OpraHa UCIIOJIHUTEIBHOM BJIACTU C IOKYMEHTAMM, YKAa3aHHBIMH B 4aCTH 3 CTaTbU 17 HacTOSILIErO
®denepanbHOTO 3aKOHA.



(B pen. @enepanbubix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B tedenue Tpuanatu paboumx JHEH CO JHS TOTYYSHUS PEIICHHs YIOJTHOMOYEHHOTO
(benepanbHOro OpraHa UCHOJHUTEIBHOM BIACTH O MPOBEACHUH YKa3aHHBIX B yacTu 1 HacTosei
CTaTbU OJKCIEPTU3 3asBUTENIb MPEACTABISET B JKCIEPTHOE YUYPEKIACHUE JUIsl NPOBEICHUS
HKCHEPTH3bl KauyecTBa JIEKAPCTBEHHOTO CPEICTBa OOpaslibl JIEKApCTBEHHOTO IMperapara Juis
BETEPUHAPHOTO  MPUMEHEHMS, MPOU3BEIEHHOTO B  COOTBETCTBUUM C  TpeOOBaHUSIMU
TEXHOJOTMYECKUX  PETJIAMEHTOB, YTBEPKACHHBIX  PYKOBOJOUTENIEM  IPOU3BOAUTEIS
JEKAPCTBEHHBIX CPEACTB, a TaKkKe€ B COOTBETCTBYIOIIMX  CIIy4yasX TeCT-IITaMMBI
MHUKPOOPIaHU3MOB, KYJIBTYpPBl KJIETOK, 00paslbl (hapManeBTHUECKOW cyOcTaHIMU, O00pasLbl
BEILECTB, MPUMEHSIEMBIE UIsI KOHTPOJII KAayecTBa JIEKAPCTBEHHOTO CPEACTBA, B KOJIMYECTBAX,
HEOOXOIUMBIX JUIS BOCTIPOU3BEICHHUSI METOJIOB KOHTPOJIS KauecTBa.

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

3. Ilpu mnomydeHunm oOpa3LOB JIEKAPCTBEHHOTO Tmpenapara H (hapMaleBTHUECKOM
CyOCTaHIIMM OJKCHEPTHOE YYPEXKJACHHUE BbBIAACT 3asABUTENIO JOKYMEHT, IOATBEPKAAIOIINN
NOJYy4YEeHHE YKa3aHHBIX 00pa3loB, U B CPOK, HE MPEBBIIAIOLINNA TpeX pabounx THEH, yBeAOMIIIET
B TUCbMEHHOU (hopMe 00 STOM YIOJTHOMOYCHHBIN (peepaabHbIi OpraH UCIIOJTHUTEIILHON BIACTH.

4. Cpoxk Juis TpenCTaBICHHUS 3asBUTENIEM OOpPa3lOB JIEKApCTBEHHOTO Ipernapara u
(dapmaleBTUYECKOM CyOCTaHIIMM M CPOK YBEAOMJICHMS SKCIEPTHBIM YUpPEkKACHUEM 00 3TOM B
NUCbMEHHOW (OpMe YIOJIHOMOYEHHOTO (heiepajJbHOr0 OpraHa HCIOJHUTEIPHONW BIIACTH,
YKa3aHHBIE B 4ACTIX 2 U 3 HACTOALLEH CTaThH, HE BKIKOYAIOTCA B CPOK MPOBEJCHUS YKAa3aHHBIX B
yacTH | HAacTOsIIEN CTaThbU 3KCIEPTU3.

5. JIOKYMEHTBHI, ITOCTYNIUBIIME B 3KCIEPTHOE YUPEXKACHHUE ISl IPOBEICHUS YKA3aHHBIX B
yacTd 1 HacToAILIeH CTaTbU HKCHEPTHU3, MOIEKAT BO3BPATY B YIOJTHOMOUYEHHBIN (eepanbHbIi
OpraH MCHOJIHUTEJIBHON BJIACTH OJHOBPEMEHHO C 3aKIIIOUEHMSIMHU IO PE3yJIbTaTaM YKa3aHHBIX
IKCIIEPTH3.

Cratbs 25. [loBTOpHOE NpoBeAeHUe 3KCNepPTU3bl NieKapCTBEeHHbIX CpeacTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cnydasx HemocTaTOYHON OOOCHOBAaHHOCTH WJIM HEMOJHOTHI 3aKIIOUEHUS KOMHCCHH
OKCIIEPTOB, HAJTMYUS B HEM MPOTUBOPEUMBHIX JAHHBIX, (PalbcU(UKAIMHA BBIBOJOB IKCIEPTU3HI
JIEKAapCTBEHHOTO  CPEJICTBA, COKPBITUS OT  YIMOJHOMOYEHHOTO  (eAepadbHOTO  OpraHa
WCIIOJTHUTEJIbHOW BJIACTU OCHOBAHUI /1JIsi OTBO/IA SKCIEPTa BCIEJACTBUE €r0 3aUHTEPECOBAHHOCTU
B PE3yJIbTaTaxX COOTBETCTBYIOIICH SKCIEPTHU3bI, HAJTUYHS JAHHBIX O MPSIMOM JHMOO KOCBEHHOM
BMEILIATEIBCTBE B IMPOIECC COOTBETCTBYIOIIEH SKCHEPTHU3bl JIMI, HE Y4YacTBYIOIIUX B €€
MPOBEJACHUHM, HO OKAa3aBIIMX BJIMSHUE HaA TIPOIECC M PE3yNbTaThl €€ TMPOBEICHUS,
YIIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HCIIONHUTEIBHON BIACTH HA3HAYACTCS TOBTOPHAS
AKCTIEPTH3a JICKAPCTBEHHOTO CPEICTBA U (MJIM) 3TUUYECKAs DKCIIEPTH3a.

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

2. IloBTOpHAs KCIEpPTU3a JIGKAPCTBEHHOTO CPEICTBA MPOBOJUTCS C YUETOM PE3YIhTATOB
paHee MPOBEACHHON JKCHEPTU3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (enepanbHbIM
OpraHOM HWCTIOJHUTEIBLHOW BJIACTH W HE MPEBBINIAONIMN TPUIIATH pabOYMX JHEH CO JIHSA
MOJIYYeHHUS] SKCIEPTHBIM YUpPEXKICHUEM 3aJaHusl Ha MPOBEIACHUE MOBTOPHOM SKCHEPTU3BI
JIEKapCTBEHHOTO CPEJICTRA.

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

3. ®unaHCcoBOE 0OecTIeueHNE BHITIOJHEHHUS 3a/JaHUs Ha TPOBEACHHUE TOBTOPHON SKCIIEPTH3bI
JIEKAPCTBEHHOT'O CPEJCTBA HE OCYIECTBISAETCS.

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

CtaTtbAa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB

KoncynbrantlIntoc: mpumevanue.



C 01.09.2023 B u. 1 ct. 26 BHOCcsTCs n3menenus (O3 ot 28.04.2023 N 171-03). Cm. Oynymryro
pelaKIuIo.

1. YckopenHas npoueypa 3KCIepTU3bl JEKAPCTBEHHBIX CPEJICTB B LIESAX TOCY1apCTBEHHON
pEerucTpanyy  JIEKAPCTBEHHBIX IpEnapatoB MPUMEHAETCS B  OTHOLIEHMHM  Op(aHHBIX
JIEKapCTBEHHBIX IPENapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX IPENApaToB, PETUCTPUPYEMBIX B
Poccuiickoit ®enepanimn B KadyecTBE BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX MpenapaTos,
OUYEPETHOCTh KOTOPHIX ONPEIENSIETCS B COOTBETCTBUN C HOMEPOM U JAaTOW BXOJSALINX 3asIBICHUN
O TOCYJapCTBEHHOM PETUCTPAallMM  JIEKAPCTBCHHBIX IPENapaTtoB B  paMKax  OJHOIO
MEXIYHApOJAHOIO HENAaTEHTOBAHHOTO HAMMEHOBAHMs JIEKAPCTBEHHOIO IIpernapara Wiu
TPYIIIMPOBOYHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOI'O IIPENapara, U JIEKAPCTBEHHBIX IIPENapaToB,
IpeIHAa3HaYEHHBIX UCKIIIOUNTENBHO JJI1 IPUMEHEHUSI HECOBEPILIEHHOJIETHUMHY I'PaXKIaHAMHU.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

2. YcKopeHHas npoleaypa 3KCIEPTU3bI IEKAPCTBEHHBIX CPEACTB B LIEIIAX FOCYAAPCTBEHHON
perucTpanyy JEKapCTBEHHBIX PENapaToB HE IPUMEHSIETCS B OTHOLLECHUU:

1) 6uoananoroBeIx (OMOMOTIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OM0aHaIOToB);

2) pedepeHTHBIX JIGKQPCTBEHHBIX TNpemapaTtoB (3a  HCKIOYEHHEM  Op(daHHBIX
JIEKapCTBEHHBIX IIPENApPaTOB);

Koncynbrantlntoc: mpumevanue.

C 01.09.2023 B 1. 3 4. 2 ct. 26 BHOcATcs u3Menenust (D3 ot 28.04.2023 N 171-D3). Cwm.
OyIyIIYIO pPEIaKIIHIO.

Koncynsrantllntoc: npumeyanue.

o0 01.09.2023 poccuiickuM MPOU3BOIUTENSAM JEKAPCTBEHHBIX MPENAapaTOB JJIsi BETEPUHAPHOTO
NPUMEHEHHS Pa3pelIeHO M01aBaTh PETUCTPAIIMOHHOE I0ChE M0 YCKOPEHHOM mporeaype 6e3
yuera TpeboBanuii 1. 3 4. 2 c1. 26 (Iloctanosnenue IIpasurensctBa PO ot 12.03.2022 N 353).

3) BOCHPOU3BEACHHBIX JIEKAPCTBEHHBIX IPENaparoB (3a HUCKIOYEHMEM IEPBBIX TpPeEX
peructpupyeMbix B Poccuiickoin denepanuym B Ka4eCTBE BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX
IIPENapaToB U JIEKApCTBEHHBIX IIPENApaTOB, MPeHA3HAYEHHbBIX HCKIIIOUNTENBHO JUIsl IPUMEHEHUS
HECOBEPUICHHOJIETHUMHU I'pakJaHaMN);

4) HOBBIX KOMOWHAIINI 3apETUCTPUPOBAHHBIX PaHee JEKapCTBEHHBIX MIPENapaTos;

5) ekapCcTBEHHBIX NTPENAPATOB, 3aPETUCTPUPOBAHHBIX PaHEE, HO IPOU3BEACHHBIX B IPYTUX
JIEKapCTBEHHBIX (POpPMax B COOTBETCTBUH C MIEPEYHEM HAMMEHOBAHMUMN JIEKAPCTBEHHBIX ()OPM U B
HOBOW JTIO3UPOBKE.

(uactp 2 B pen. @exnepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

Koncynbrantlntoc: mpumevanue.

C 01.09.2023 4. 2 ct. 26 nononusiercs m. 6 (D3 ot 28.04.2023 N 171-D3). Cm. Oyaymryro
pelaKIuIo.

3. YckopeHHas npoueaypa dKCIepTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCS 110 PELLIEHUIO
COOTBETCTBYIOILIETO YIOJHOMOUYEHHOIO (hefiepalbHOr0 OpraHa HCIOJHUTENbHON BIIACTH Ha
OCHOBAHMU 3asBJICHUS 3aBUTEIIS B CPOK, HE MPEBBILIAIONINI BOCEMUAECATH pabounx nHeil. [Tpu
9TOM 3KCIEPTH3a JOKYMEHTOB, COACPKAIIMUXCS B PErMCTPALMOHHOM JOChE HA JIEKAPCTBEHHBIN
npenapar, IpOBOJUTCA B CPOK, HE MPEBBIMIAIOIINN IECATH pabounx AHEH, IKCIIepTH3a KayecTBa
JIEKapCTBEHHOI'O CPEICTBA U DKCIEPTU3a OTHOLIECHUS 0KMIA€MOU MOJIb3bl K BO3SMOXXHOMY PHCKY
IPUMEHEHHUS JIEKapCTBEHHOTO Ipenapara MpoBOJIATCS B CPOK, HE MPEBBIIAIONINN LIECTUAECCATH
pabouux gHEH.

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

3.1. B oTHOmeHun op¢aHHBIX JIEKApPCTBEHHBIX IMPENapaToB MOTYT ObITh IPEICTABICHBI
pe3ynbTaThl  AOKIMHUYECKMX MCCIEAOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX
MCCJICIOBAHNN JIEKapCTBEHHBIX MPENapaToB Uil MEJUIMHCKOTO IPUMEHEHHU S, BBIITOJIHEHHBIX 32
npenenamu Poccuiickoit @enepannu B COOTBETCTBHHU C MpaBUJIaMH HaJUIeKallel 1adopaTopHoi
IIPAKTUKYU U NPAaBUJIAMH HaJUICKAIIECH KIMHUYECKON IIPAKTUKHY.

(uactb 3.1 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)



4. YckopeHHas Mpoleaypa 3KCIEPTH3bI JEKAPCTBEHHBIX CPEICTB MPOBOAUTCS B MOPSJIKE,
yCTaHOBJIEHHOM cTaTbsiMu 17 - 20, 23 u 24 Hacrosmero @eaepaibHOro 3aKOHa, U HE O3HAYAEeT
CHIDKEHHMsI TpeOoBaHUN K Oe30omacHOCTH, KauecTBY M 3((EKTUBHOCTH JIEKAPCTBEHHBIX
Ipernaparos.

Crtatba 27. PeweHue O rocyfapCTBEeHHOW perucrTpauum JrieKapCTBEeHHOro
npenapara

1. B cpok, He mpeBbIIAIOIINNA JecsITH pabouux JHEH €O JHS TOJNyYEHHs 3aKIIOUYEeHUI
KOMHUCCHUHM DKCHEPTOB IO pe3yJbTaTaM 53KCHEepTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA U
OKCMEPTHU3bl  OTHOIICHHUS OXXKHIAEMOW TOJNB3bl K BO3MOXHOMY PHUCKY TPHUMEHEHUS
JIEKApCTBEHHOT'O TIperapara, COOTBETCTBYIOIIUM YIIOJHOMOUYCHHBIH (efepalbHbIi  OpraH
UCTIOJTHUTEIILHOM BIIACTH:

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

1) pasmemniaer Ha cBoeM odunuambHOM caiite B cetu "MHTepHET" COOTBETCTBYIOIINE
3aKJIFOUYEHHUs] KOMHCCHUHU 3KCIIEPTOB U OCYILIECTBIISET X OLEHKY IS ONpeAeNeHUs] COOTBETCTBUS
3a/IaHUIO HA TIPOBE/ICHHUE ITUX HKCIIEPTU3;

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

2) IpUHUMAET pPEIIeHNE O TOCYIAPCTBEHHON perucTpalyu JeKapCTBEHHOTO MpernapaTa uin
00 oTKa3e B TOCYJapCTBEHHON PETrUCTpaIlH JIEKAPCTBEHHOTO Mpernapara;

3) BHOCHUT TpU TPUHSATUU PEIICHUS O TOCYJAPCTBEHHOW PErucTpaiyyl JEKapCTBEHHOTO
mpenapaTa JJaHHBIE O 3aperMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapaTre, B TOM YHCJIE O
dapMaleBTUYECKON CyOCTaHIIUM, BXOMSIIEH B COCTaB JIGKAPCTBEHHOTO IMpemapara, B
rOCYy/IapCTBEHHBI pEECTp JIEKapCTBEHHBIX CPEJICTB W BBIAACT 3aSBUTENI0 PETUCTPALMOHHOE
yIIOCTOBEpPEHUE JICKAPCTBEHHOTO Tpenapara, jopmMa KOTOPOro YTBEPKIACTCS YITOIHOMOYEHHBIM
denepanibHBIM ~ OPraHOM  HUCIOJHHUTENbHONM  BJIACTH,  COIVIACOBAHHBIE  HOPMATHUBHYIO
JOKYMEHTAIMI0, HOPMATHUBHBIA JOKYMEHT, WHCTPYKIHIO TIO TPUMEHEHUIO JIEKapCTBEHHOTO
mpernapara ¥ MakeThl NMEePBUYHON YNAKOBKHM M BTOPUYHOW (MOTPEOMTENBCKOW) YIMAaKOBKH C
yKa3aHWEeM Ha HHX HOMEpa PErHCTPAIlMOHHOTO YIOCTOBEPEHHS JEKAPCTBEHHOTO Mperapara u
JaThl €r0 TOCYJAapCTBEHHOW pEerucTpalvd WIM B Cilydae NPUHSTHUS pelieHus o0 OTkaze B
TOCYIapCTBEHHOW PETUCTPAIIMHU JICKAPCTBEHHOTO TpernapaTa yBeAOMIISET B MUCbMEHHOU (hopme
3agBUTENsE 00 STOM C yKa3aHMEM IPUYMH TaKOro OTKa3a. 3a BblAauy PErucCTPalMOHHOIO
YIOCTOBEpEHUsS] JICKAPCTBEHHOI'O Tperapara B3WMAaeTCs TOCYAapCTBEHHAs TMONLIMHA B
COOTBETCTBHUU C 3aKOHOJATENHCTBOM Poccuiickoit deaepanun o Hajgorax u cOopax.

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

2. OcHOBaHMEM ISl OTKa3a B TOCYJAPCTBEHHOM PErHCTpaluy JEKapCTBEHHOTO Mpemnapara
JUISL MEAMIIMHCKOTO MIPUMEHEHHUS SBIISIETCS 3aKJIFOUEHHE COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO
dbenepalbHOrO0 OpraHa WCIOJHHUTEIBHONW BJIACTH O TOM, YTO KauecTBO W (uiu) 3(h(PeKTUBHOCTH
pPETHCTPUPYEMOTrO  JIEKAPCTBEHHOTO  Mpemapara JUisi MEIUWIHUHCKOrO TMPUMEHEHHS He
MOJITBEP K/ICHBI TOJYYEHHBIMU JAHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpelia 310pOBbIO YETIOBEKa
BCJIC/ICTBHE TIpHEMa JIEKAPCTBEHHOTO TperapaTa JUisi MEAUIIMHCKOTO MPUMEHEHHUs TPEBhIIIaeT
3(PEeKTUBHOCTD €T0 MPUMEHEHHSI.

(uacts 2 B pen. enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

3. IToBTOpHOE MpECTaBICHUE B COOTBETCTBYIONIUI YITOJITHOMOYCHHBIN (he/IepaibHbIN OpraH
WCTIOJTHUTENILHOM BJIACTH JIEKAPCTBEHHOTO Tpernapara, B OTHOIIEHHH KOTOPOTO MOJIy4eH OTKa3 B
rOCy/IapCTBEHHOW PETHCTPallMM U KOTOPBIM BIOCIEICTBUU MOABEPIcs U3MEHEHHUIO B YacTU €ro
COCTaBa, paccMaTpUBAETCS KaK MPEJCTaBICHHE HOBOTO JIEKAPCTBEHHOTO TMperapara Ha €ro
rOCy/IapCTBEHHYIO PETHCTPAIMIO HE3aBUCUMO OT COXPAaHEHUS €ro MepBUYHOTO HAUMEHOBAHMS.
(uactsb 3 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpm mnpenocraBieHUM 3asBUTEIEM B COCTaBE pPETUCTPALMOHHOTO JOChe Ha
JICKapCTBEHHBIN Ipernapar il BETEPUHAPHOTO MPUMEHEHHSI KOTIHH PEIICHUs YIIOTHOMOYEHHOTO
denepanbHOrO OpraHa HMCHOJIHUTENBHOM  BIACTM O  MPOBEIEHUH  UHCIEKTHUPOBAHUS



MPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJCTB CPOK MPUHATHS PEIICHUs O TOCYIapCTBEHHOU
perucTpalyu JEKapCTBEHHOTO MpenapaTa Jijisi BETEpUHAPHOTO MPUMEHEHHS PUOCTAHABINBAECTCS
CO JHS MOJYYEHMs 3aKJIIOYEHUM, YKa3aHHBIX B 4acTU | HacTosimieil ctaTbu, A0 JHS MPUHSATUA
YIOJIHOMOYEHHBIM (peZepaIbHBIM OPTaHOM HUCTIOTHUTEIHLHOM BIACTH PEIICHUS O BbIJaue WU 00
OTKa3e B BbIIaU€ 3aKJIIOYEHUSI O COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB
TpeOOBaHUAM TIPABWJI HAJJICKAICH MPOW3BOJICTBEHHOW MPAKTHUKH, HO HE Oojee 4eM Ha CTO
BOCEMBJIECAT pabOUMX JHEH.
(dactb 4 BBeneHa PenepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM [JIsl OTKa3a B TOCYAapCTBEHHOM PErucTpaluy JEKapCTBEHHOTO IMpernapara
JUIST BETEPUHAPHOTO TMPUMEHEHHMs SBJISICTCS 3aKIIOYEHUE YIOJHOMOYEHHOTO (enepasbHOro
OpraHa UCTIOJHUTEIILHOM BIACTH O TOM, YTO Ka4ecTBO U (WiH) 3PPEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOIO Mpemnapara Jyisi BETEpUHAPHOTO TPUMEHEHUS HE MOATBEPXKACHBI TTOTyYEHHBIMHU
JAHHBIMU WJIM YTO PHUCK NPUYMHEHHUS Bpela 3/I0POBbI0 KUBOTHOTO BCIEICTBHE IpUEMa
JIEKapCTBEHHOT'O TIperapara JijIsi BETEPUHAPHOTO NMPUMEHEHHs TpeBbImaeT 3PGEeKTUBHOCTh €ro
MPUMEHEHHUS, 0TKa3 YIIOJIHOMOUYEHHOTO (heIepaTbHOT0 OPraHa UCIIOIHUTEIBHON BIACTH B BBIZAUe
3aKJTIOYEHUSI O COOTBETCTBHM IPOHM3BOIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAHHUSAM TIPABHII
HaJJIeXKaled MPOU3BOACTBEHHOM MPAKTUKUA JUISl KaKIOW MPOU3BOACTBEHHOM IUIOIIAJIKH
pETUCTPUPYEMOTO JIEKAPCTBEHHOTO TMpernapara Jijisi BETEpUHAPHOTO MPUMEHEHHUS B Clydae, €Ciu
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara Jyisi BETEPUHAPHOTO MPUMEHEHHUSI OCYIIECTBIISIETCS 32
npenenamu Poccuiickoit @eaepanuu, Uiy OTCYTCTBHE TAKOTO 3aKITHOYCHHUS.
(uacth 5 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

Koncynsrantlntoc: npumedanue.
O nopsiake ¥ cpokax ONpesesieHns] B3aMO3aMEHIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX
IpenapaTos, 3apeructpupoBanisbix 10 01.03.2020, cM. ct. 3 @3 o1 27.12.2019 N 475-D3.
Cratban 27.1. B3aumo3amMeHsieMOCTb JeKapCTBEHHbIX MNpenapaTtoB AN
MeAULMHCKOro NpMMeHeHus
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anmo3aMeHsIeMOCTh JIEKAPCTBEHHBIX MpENnapaTroB A MEAULHUHCKOTO NMPUMEHEHUs
OTIpeNeNIIeTCsl  YNOJHOMOUYEHHBIM  (peiepalibHBIM  OpPraHOM  HCHOJHMTEIBHOM  BIIACTH,
OCYIIECTBIISIIOIIUM  TOCYJAapCTBEHHYIO PErHCTpPAllUIO  JIEKApCTBEHHBIX IpernaparoB s
MEAMLIMHCKOTO IMPUMEHEHMS, B paMKax OJHOIO MEXIyHAPOJHOTO HEMATEHTOBAHHOrO (WiIn
XUMHUYECKOT0, WM TPYNIUPOBOYHOIO) HAMMEHOBAHUS Ha OCHOBE 3aKIIIOUEHUS KOMHCCHUU
IKCIEPTOB IKCIIEPTHOTO YUPEXKIAECHUS O B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHOI'O IpernapaTa Ajis
MEAMIIMHCKOTO MPUMEHEHHsS 00 O TOM, YTO JIEKAPCTBEHHBIM Mpemnapar JJisi MEAUIIMHCKOIO
IPUMEHEHHS HE SBIIETCS B3aMMO3aMeHseMbIM. llopsaok ompenenaeHHs] B3auMO3aMEHSEMOCTU
JIEKapCTBEHHBIX MPENapaToB JUIsl METUIIMHCKOTO MPUMEHEHHUS U (hopMa 3aKIIIOUEHUSI KOMUCCHH
AKCIEPTOB AKCIEPTHOTO YUPEKACHUS O B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IpenapaToB AJs
MEAMIIMHCKOTO TMPUMEHEHHs 00 O TOM, YTO JIEKAPCTBEHHBIM mpemnapar JJisi MEAUIIMHCKOIO
IIPUMEHEHUs He SBISETCS B3aMMO3aMEHsAeMbIM, ycTaHaBiuBatoTcsa [IpasurensctBoM Poccuiickon
denepanuu.

2. Komuccuss  9KCHEPTOB  OKCIEPTHOIO  YUPEKACHMSI  JAeT  3aKJIIOYEHUE O
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHOTO Mpenapara i MEIUIIMHCKOTO PUMEHEHUs 1100 O TOM,
YTO  JIEKapCTBEHHBIM  IpemapaT Aiasid  MEAMLHUHCKOIO  IPUMEHEHUs  HEe  SBIsIeTCA
B3aMMO3aMEHSAEMbIM, Ha OCHOBAHUU CIIEIYIOIIUX KPUTEPUEB (XapaKTEPUCTHUK):

1) SKBUBAJIEHTHOCTH (M1 OMOAHAIOTOBHIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IPEMapaToB
(buoaHaaoroB) - COMOCTAaBHUMOCTH) KA4YECTBEHHBIX M KOJIMYECTBEHHBIX XapaKTEPHUCTHK
dapManeBTUYECKHX CyOCTaHIIMII MM CONOCTaBUMOCTh AHTHUTEHHOTO COCTaBa BAaKIIMH.
Hcnonp3oBaHne pa3anyuHbIX coyiel, 3(UpPOB, KOMILIEKCOB, H30MEPOB, KPUCTAININYECKUX (GOpM U
JPYTUX MPOM3BOAHBIX OJHOTO M TOTO € JEHCTBYIOIIErO BEIIECTBA HE SIBIISIETCS MPEMSITCTBUEM
JUISL OTIpe/ieJIeHHs] B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IPEnapaToB, €CIM NPU MPOBEACHUU



UCCIICIOBaHMsSI ~ OMOIKBUBAJICHTHOCTH JICKAPCTBEHHOTO TMpernapara WId  HCCISAOBaHUS
TEpaneBTUYECKON SKBUBAJIEHTHOCTH JIEKapCTBEHHOTO Ipemapara JI0Ka3aHO OTCYTCTBUE
KJIMHUYECKH 3HAYMMBIX paziauuuii papMakokuHETHKH U (Win) 3¢peKTnBHOCTH 1 6€30MaCHOCTH
JIEKapCTBEHHOT'O Ipernapara JUisi MEJUIIMHCKOTO IPUMEHEHHS;

2) SKBUBAJCHTHOCTh JEKapCTBEHHOU (opMmbl. [loJ SKBHBAJIEHTHBIMH JIEKAPCTBEHHBIMU
dbopMamMu TTOHUMAIOTCS pa3HbIE JIEKAPCTBEHHBIC (OPMBI, HWMEIOIIME OJMHAKOBBIE CITOCOO
BBEJICHUS W CIOCOO TPHUMEHEHHUs, O0NaJaroliie COMOCTABUMBIMH (PapMaKOKHHETHUYECKUMU
XapaKTepUCTUKaMU U (apMaKOJIOTHUYECKUM JAeHCTBHEM U 00eCTeUrBalOINe TaKXKe JOCTHKEHHE
HE0O0X0MMOro KIMHUYECKOro s¢dekra. Paznuuus JekapcTBEHHBIX (GOpPM HE SBISIOTCA
MPENSATCTBUEM JUISI ONPECIICHUs] B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENnapaToB, €Clu Mpu
MPOBEJCHUN  HWCCIICOBAaHMS ~ OMOSKBHBAJICHTHOCTH  JIGKAPCTBEHHOTO  Tperapara  Wid
UCCJIEIOBAHMSI TEpPANeBTUUYECKOW SKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O IMpernapara J0Ka3aHo
OTCYTCTBHE KIMHHYECKH 3HAUYUMBIX pasznuuuil papmaxokuHeTukd u (wim) 3hdekTuBHOCTH U
0€30MMacHOCTH JIEKAPCTBEHHOTO MpernapaTa sl METUIIUHCKOTO PUMEHEHUS;

3) OKBHUBAJEHTHOCTh MJIM COINOCTaBUMOCTH COCTaBa BCIIOMOTATENbHBIX BEILECTB
JEKapCTBEHHOTO  Tpemapata Juisi  MEIUMIUHCKOTO  NpuUMeHeHus. Pasznmuums  cocraBa
BCIIOMOTATENbHBIX BEIIECTB JICKAPCTBEHHOTO IMpemnapara He SBISIOTCS NPEMATCTBUEM st
onpejeNieHus B3aMMO3aMEHSEMOCTH JICKaPCTBEHHBIX IPENapaToB, €CIH MpH MPOBEACHUU
UCCIICIOBaHMSI ~ OMOIKBUBAJICHTHOCTH JICKAPCTBEHHOTO TMpernapara WId — HCCISAOBaHUs
TEpaneBTUYECKON HSKBUBAJICHTHOCTH JIEKapCTBEHHOTO Ipemnapara JI0Ka3aHO OTCYTCTBUE
KJIMHUYECKH 3HAYMMBIX paziauuuil papmMakokuHeTHKH U (Win) 3¢pekTnBHOCTH 1 6€30MaCHOCTH
JIEKapCTBEHHOI0 Tpernapara A MEIULHUHCKOro mpuMeHeHus. [Ipy Hanuuuu KIMHUYECKH
3HAYUMBIX pa3nuuuil  (apMakOKUHETHKH W (uiau) SPEPEKTUBHOCTH U OE30MaCHOCTH
JEKapCTBEHHOIO  Mpemapara i  MEIUIUHCKOTO  IMPUMEHEHHUS  B3auMO3aMEHSIEMOCTh
OTIpeICNIAETCS C YKa3aHHEeM Ha UCKITIOYEHHUE OTACIbHBIX TPYIII MAIUEHTOB;

4) MIEHTUYHOCTh CII0CO0a BBEJICHUS U CITIOC00a MPUMEHEHHS;

5) COOTBETCTBHE TPOU3ZBOJUTENS JICKAPCTBEHHOTO CPEACTBA TPeOOBAaHUSAM IPABUI
HaJIJIeXKalen MPOU3BOACTBEHHON PAKTUKH.

3. OnpexneneHue B3aMMO3aMEHAEMOCTH BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX IMPENapaToB
JUIE METUIIMHCKOTO TTPUMEHEHUS, yKa3aHHbIX B yacTu 10 ctateu 18 Hacrosmero denepanbHOro
3aKOHA, OCYIIECTBISIETCS 6€3 HEOOXOAMMOCTH JI0KA3aTeIhCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcoOeHHOCTH OmpeeNeHrs B3aUMO3aMEHSEMOCTH OMOJIOIrMYECKUX JIeKapCTBEHHBIX
npernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (CoAepKAIINX KOMOWHAIMIO TBYX
u OoJiee AEMCTBYIONINX BEUIECTB), JIEKAPCTBEHHBIX MPENapaToB Uil MaPEHTEPAIIbHOTO MUTAHUS U
HEJ03UPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB ycraHasiusarorcs [IpasurensctBom Poccuiickoi
denepanuu.

5. OmpeneneHne B3auMO3aMEHSIEMOCTH He OCYILIECTBISETCS B OTHOILICHUH JIEKAPCTBEHHBIX
PACTUTENBHBIX IIPENapaToB, TOMEONATHYECKUX JIEKAPCTBEHHBIX MPENapaToB.

6. @dopmMupoBaHHE TIEpPEUYHS B3aMMO3aMCHSEMBIX JIEKAPCTBEHHBIX MPENapaTroB s
MEAMIIMHCKOTO MPHUMEHEHHUS OCYIIECTBISETCS OKCIEPTHBIM YUPEKICHHEM MOCPEACTBOM
Oo0OBeIMHECHUS JIEKAPCTBEHHBIX TPENapaToB B OTAENbHBIC TPYIIBI, B KaXIOH M3 KOTOPBIX
JIEKapCTBEHHBIE MPENapaThl SIBISIFOTCS B3aUMO3aMEHSIEMbIMHU.

7. B cmyuyae BKIIIOUYEHHUS! B MHCTPYKIHIO IO MEJUIIMHCKOMY MTPUMEHEHHIO JIEKapPCTBEHHOTO
mpernapaTa Ha OCHOBAaHMM PE3YyJbTaTOB COOTBETCTBYIOIIMX HWCCJIECIOBAHUMN TOKa3aHUU st
MPUMEHEHHUS, KOTOPhIE OTIMYAIOTCA OT MOKA3aHWUU Ui MPUMEHEHUS APYTUX JIEKapCTBEHHBIX
IpernapaToB U3 TPYIIbl B3aUMO3aMEHSEMbIX JIEKaPCTBEHHBIX IMIPEmapaToB, B IEpedHe
B3aMIMO3aMEHSEMBIX JICKaPCTBEHHBIX MPEMAapaToB ISl MEUIIMHCKOTO IPUMEHEHHS TOJIKHA OBITh
yKa3zaHa COOTBETCTBYIOIIAs HH(OpMAaIIHS.

8. IlepedeHb B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPEMApaTOB I MEIUIIUHCKOTO
MPUMEHEHHUS pa3MeNlaeTcs YIIOJTHOMOUYEHHBIM (peiepaibHbIM OPraHOM UCTIOIHUTEILHON BIIACTH,
OCYIIECTBIISIIOUIMM ~ TOCYAApCTBEHHYIO  PETUCTPAIMIO  JICKAPCTBEHHBIX IPErnapaTtoB Ui
MEIUITMHCKOTO MPUMEHEHH S, Ha CBoeM odunraibHoM caite B cetu "MuTteprer". Mudopmarnus B



IIEpEYHE B3aUMO3aMEHIEMBIX JICKAPCTBEHHBIX IIPENapaToB Ui MEAULMHCKOIO IIPUMEHEHUs
OOHOBJISIETCA YKa3aHHBIM (peliepalbHbIM OPraHOM MCIOJHHUTEIbHON BIACTU C YYETOM HOBBIX
3apETrUCTPUPOBAHHBIX JICKAPCTBEHHBIX IpEnaparoB Uil MEJULUHCKOIO INPUMEHEHUS U
BHECEHHBIX M3MEHCHMM B JIOKYMEHTBI, COAEpXKAIIMECs B PErHCTPAlMOHHBIX JOChE Ha
3apEerucTPUPOBAHHBIC JICKAPCTBEHHBIE IIPENApAThl A1 MEIULMHCKOTO IIPUMEHEHUS.

9. Ilopsmox ucCnonab30BaHMA HHGOPMAIMM O B3aUMO3AMEHSAEMBIX JIEKAPCTBEHHBIX
mpenaparax il MEAMLIMHCKOIO IPUMEHEHUS M IOPANOK JAaud pPa3bsCHEHUN 0 BOIPOCaM
B3aMMO3aMEHAEMOCTH  JIEKAPCTBCHHBIX IIPENapaTroB s  MEAULUHCKOTO  IPUMEHEHUs
ycranasinuBarorcs [IpasurensctBoM Poccuiickon @enepanuu.

Koncynsrantlntoc: npumedanue.
Cpok perucTpanuu JIeKapCTBEHHOT0 Mpenapara JJisi BETepUHAPHOTO MPUMEHEHHU S, UCTEKAIOIIUI
¢ 14.03.2022 no 31.12.2022, a Takxe B 2023 rony, npoaieH Ha 12 mecsues (IloctaHoBieHne
[TpaBurensctBa PO ot 12.03.2022 N 353).

CraTtbsa 28. PernctpaunoHHoe yAOCTOBEpEHUe fIeKapCTBEHHOro npenapara

1. PeructpanoHHOE yAOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpermapara C yKa3aHUEM
JIEKapCTBEHHBIX ()OPM M JO3UPOBOK BBIAAETCSA 0€CCPOYHO, 32 UCKIIOYEHUEM PETUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO IIpelapaTa, BbIIaBAEMOIO CO CPOKOM JEHCTBHS IATH JIET, HA
BIIEPBBIE peructpupyemMbie B Poccuiickoit denepanun JIEKapCTBEHHbIE TpenapaThl.

2. 1o ncTeueHnH yka3zaHHOT'O B YaCTH | HACTOSIIEH cTaThbU CPOKa BhITAETCA OecCpOUHOE
PErUCTPALIMOHHOE YIOCTOBEPEHHUE JIEKAPCTBEHHOTO MPETapaTa py yCIOBUU OATBEPKIAECHUS €T0
roCy/1apCTBEHHOW PETUCTPALIUU.

3. B cnyyae BHeceHust B cOOTBETCTBUM cO cTaThiMH 30 u 31 Hactosero denepanbHOroO
3aKOHA W3MEHEHUH B COJEpXKallMecs B PETUCTPALMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN
JIEKApCTBEHHBI  IIpenapar JOKYMEHThbI, 3aTparvBarOlIUX CBEACHUS, OTpPaXCHHbIE B
pPEruCTpPallMOHHOM  yJOCTOBEPEHMM  JIEKAPCTBEHHOTO  Mpemnapara,  yINOJIHOMOYEHHBIH
benepanbHBI OpraH UCIOJHUTENBHON BIACTH BbIIA€T HOBOE PETUCTPALIMOHHOE YI0CTOBEPEHUE
JIEKapCTBEHHOTI'O IIperapara, CoJIepKalliee BHECEHHBIE B HETO U3MEHEHHUS.

(uactp 3 BBenmeHa DenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B cayuae yTpaTsl UM TOBPEKACHHS PETUCTPALMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa 1o 3asBJIECHUIO B MMCbMEHHOM (hopMe JiepkaTesst WK BiaJlelblla PETUCTPAllnOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTI'O Npenapara Wik yIoJIHOMOYEHHOTO MU JPYTOro IOpUINIECKOIO
JauIa o BbAaue OyOJiMKaTa PErucTpPaliMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOTO Mperapara
YIIOJIHOMOYEHHBIN (heZiepalibHblii OpraH MCHOJIHUTENBHOM BIACTH B CPOK, HE NPEBBIIIAIONIUIA
necsaTh pabounx THEH co JHS MOCTYIUICHMS 3asiBIICHUS, BBIJAET AYOJIMKAT PETUCTPALMOHHOIO
yIIOCTOBEpEHHs] JIEKapCTBEHHOI'O TpenapaTta. 3a Bblgady JIyOnMKaTta perucTpalioOHHOTO
YIOCTOBEpPEHUsl JIEKAPCTBEHHOI'O IIpernapara B3UMAeTCs TOCYJApCTBEHHas MOLUIMHA B
COOTBETCTBUH C 3aKOHOJaTeIbcTBOM Poccuiickoit denepanyu o Hanorax u coopax.

(dacTp 4 BBeneHa DenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynbrantlntoc: mpumevanue.
Cpok peructpanuy JIEKapCTBEHHOTO Npenapara JJisl BETEpUHAPHOr0 IPUMEHEHHU S, NCTEKAIOLIUI
¢ 14.03.2022 no 31.12.2022, a Takxe B 2023 rony, npoasieH Ha 12 mecsiues (IloctaHoBneHue
[TpaButensctBa PO ot 12.03.2022 N 353).

CraTtba 29. NoaTrBepxaeHUe rocyaapCTBEeHHOW perucrTpaumm neKapcTBeHHOro
npenapara

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

1. TloaTBepkIeHHE TOCYJapCTBEHHOM PpETrUCTpalMM  JIEKApCTBEHHOrO Ipenapara
OCYHICCTBJIACTCA MTPHU BbIAAYC 6€CCp0‘{HOF0 PErUCTPAalMOHHOT'O YAOCTOBCPCHUS JICKAPCTBCHHOT'O
npernapara B ciydae, yKa3aHHOM B 4acTH 2 ctaThi 28 HacTosiero deaepaibHOTO 3aK0HA, B CPOK,



HE TPEBBIIIAIOMMUI IIEeCTHISCATH pabouux IHEH co JAHSA MOJYyYEHHS COOTBETCTBYIOIIUM
VIIOJTHOMOYEHHBIM  ¢efiepalbHbIM  OpPraHOM  HCIIOJIHUTEIbHOM  BJIACTU  3asBJICHHUS O
NOJATBEPXKJIEHUN  TOCYAApCTBEHHOM  pETUCTpallud  JIEKapCTBEHHOro  mnpemnapara. He
OCYILIECTBIISIECTCS OATBEPKACHUE T'OCYJaPCTBEHHOM PErMCTPALIMK B OTHOLIEHUH JIEKAPCTBEHHOTO
npenapara, He HaxOAMuBILIEerocs B o0pamienuu B Poccuiickoit deaepanuu B TedeHne Tpex U Oojee
JeT, a TAaKXe€ B OTHOLICHHM JIEKAPCTBEHHOI'O CpPEJCTBA, MPOU3BEIECHHOIO C HapyIIEHHUEM
TpeOOBaHUs, YCTAHOBIEHHOTO YacThio 3.7 cTatbu 71 HacTosmero denepanbHOTo 3aKOHA.

2. 3asBJIIEHME O TOJTBEPKICHUU TOCYIAPCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOTO
npernapata  JUls  MEAMIMHCKOTO  IPUMEHEHHS NPEJICTaBISIETCs B COOTBETCTBYIOIIUN
YIIOJIHOMOYCHHBIA (eepalbHbIi OpraH HCIOJHUTEIBPHOM BJIACTH HE paHee dYeM 3a CTO
BOCEMbJIECAT JHEM 1O UCTEUYEHUs CpoKa JACHCTBHS PEruCTPallMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOIO MpernapaTa s MEAUIUHCKOTO IPUMEHEHUS.

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

2.1. 3agBieHue O MOATBEPKACHUU TOCYIApPCTBEHHOW PErucTpaluy JEKapCTBEHHOTO
npernapata A8 BETEPUHAPHOIO INPUMEHEHMS IMPEACTABISAETCS B  COOTBETCTBYIOILUMN
YIIOJITHOMOYCHHBIA (efepalbHbIi OpraH HCIOJHUTEIBHOM BJIACTH HE paHee dYeM 3a CTO
BOCEMbJIECAT JHEM 1O UCTEUYEHUs CpoKa JAEHCTBHS PEruCTPallMOHHOIO YAOCTOBEPEHUS
JIEKApCTBEHHOI0 IIpenapara s BETEpUHAPHOTO IPUMEHEHUS U HE M03/IHEE OKOHYAHMS CPOKA €T0
JIEUCTBUA.

(uacts 2.1 BBeneHa denepanpabiM 3akoHOM OT 02.08.2019 N 297-D3)

3. IloaTBepxkzaeHue TOCYJApCTBEHHOM pErucTpaluy JIEKApCTBEHHOIO  Ipemnapara
OCYILIECTBIISICTCA 10 PE3yJIbTaTaM 3KCHEPTU3bl OTHOLIEHUS 0’KMIa€MOM IOJIb3bl K BO3MOKHOMY
PUCKY NPUMEHEHHS JIEKApCTBEHHOIO IIpenapara Ha OCHOBAHMM pE3yJbTaTOB MOHUTOPUHIA
3 dexTuBHOCTH M 0€30MACHOCTH JICKAPCTBEHHOTO TMperapara, MPOBOJAUMOTO JepiKaTelieM HIIH
BJAJENIBLIEM  PETHCTPAIlMOHHOTO  YIOCTOBEPEHHUS  JICKApCTBEHHOTO  mpemapara  Ju0o
YIOJIHOMOYEHHBIM UMHU FOPUAMYECKUM JIMIOM, & TAKKE COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHOW BJIACTH B COOTBETCTBHH C TPEeOOBAaHUSMH CTaThu 64
Hacrosiiero @enepasbHOro 3aKOHa.

4. K 3asBieHHI0O O IOATBEP)KIEHUU TOCYIAapPCTBEHHONW PETUCTPALUU JIEKAPCTBEHHOIO
npenapara Jjisi MEAUIMHCKOrO MPUMEHEHHMS IPUIIAratoTCs:

1) AOKYMEHTBI, coaepKaliue pe3yabTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH M O€301MaCHOCTH
JIEKApCTBEHHOI'0 Mpenapara Uil MEIULIUHCKOTO NMPUMEHEHHMs], IPOBEICHHOIO JEepkKATEIEM WU
BJIQ/IETIbIIEM PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOTO NpenapaTa A1l MEAULIMHCKOTIO
NPUMEHEHUS JUO0 YMOJHOMOYEHHBIM UM IOPUIWYECKUM JIUILIOM, MO (QopMe, YTBEP:KICHHOU
YIIOJIHOMOYEHHBIM (peiepalIbHbIM OPTaHOM MCTIOJTHUTEIBHOM BIIACTH;

2) cBeAeHHMS O JaTe NPEIOCTABICHUS M PETUCTPALMOHHOM HOMEpe JUIEeH3UH Ha
IIPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM CBEIEHUS O JaTre MpeloCTaBICHUA U
PErUCTPALIMOHHOM HOMEpPE 3aKJIFOYEHHS] O COOTBETCTBHM IPOM3BOJUTENS JIEKAPCTBEHHBIX
CpeACTB TPeOOBAHMSIM MPaBWI HAAJIEKAIIEH NMPOU3BOIACTBEHHOW MPAKTHKH, MPEIOCTaBICHHBIX
VIIOJHOMOYEHHBIM  (efiepalbHbIM OpraHOM  HCIOJHUTEIBHOW BIACTH B  OTHOUICHHH
IIPOM3BOJICTBEHHON IUIOIIAJKK JIEKAPCTBEHHOTO IpernapaTta JUlsi MEJUIMHCKOTO NPUMEHEHHUS,
rOCYJapCTBEHHAsl PETUCTpPalys KOTOPOro IOATBEPKIAETCS B CiIydae, €CJIM IPOU3BOICTBO
JIEKapCTBEHHOI'O IIperapara Julsi MEIULUHCKOrO IMPUMEHEHUs OCyllecTBisgeTcs B Pocculickoi
denepanuu;

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

3) Konus MPeAOCTaBICHHOMN YIOJTHOMOYEHHBIM OPTaHOM CTPAaHbI IPOU3BOAUTENS TULEH3UN
Ha IIPOU3BOJICTBO JIEKAPCTBEHHOTO Mpenapara Juisi MEAULIMHCKOTO IPUMEHEHUS U €€ NIepeBO]] Ha
PYCCKHI AA3BIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM IIOPSAKE, a TaKKe KOIMHS 3aKIIOUCHHS O
COOTBETCTBUM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IpaBHJ HaJUIeKaIeH
MPOU3BOJCTBEHHOW MPAKTUKH, BBIJAHHOTO YHNOJHOMOYEHHBIM (pellepalibHbIM  OpPraHOM
UCIIOJHUTENIBHON BJIACTM B OTHOIIEHHWU IPOU3BOACTBEHHON IIJIOLIAAKU JIEKAPCTBEHHOIO
npenapara JUisi MEIWLIHUHCKOTO TPHUMEHEHMS, TOCYJapCTBEHHAs pPETUCTpauus KOTOPOIo



NOATBEPXKIACTCS, WIM  KOMUS  PEIICHHS  YIOJHOMOYEHHOTO  (pelepajbHOro  OpraHa
UCIIOJIHUTENIbHON BJIACTH O MPOBEIEHUU HMHCIEKTUPOBAHMS IMPOU3BOJUTEINS JI€KApPCTBEHHBIX
CPEICTB B Cly4ae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO Ipenapara Uil MEAMLMHCKOIO
MIPUMEHEHHUS OCYIIECTBIISIETCA 3a ipeAenamu Poccuiickoit @eaepanuu.

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

(dactb 4 B pen. @eaepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B oTHOIIEHMH OWOJOTHYECKUX JIEKAPCTBEHHBIX NPENapaToB s MEIUIITHCKOTO
NPUMEHEHUS  3asBUTEIb  JOMOJHUTEIBHO  MPEACTABISET  PE3YJNbTAaThl  MEPONPUSTHIA,
NPEIyCMOTPEHHBIX TUIAHOM  YIPABJICHUS PUCKAMH, YTBEPKICHHBIM  YIOJIHOMOYCHHBIM
denepanbHBIM OPraHOM HCIOJHUTENBHON BJIACTH NPU OCYIIECTBICHHH TOCYIapCTBEHHOMN
perucTpanuy JeKapcTBEHHOIO MpenapaTa sl MEIULMHCKOTO IIPUMEHEHUS.

(dactb 4.1 BBeneHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3a4BJIEHUI0 O TOATBEP)KICHUM TOCYAAPCTBEHHOM pErucTpalyy JEKapCTBEHHOI'O
npernaparta jsl BEeTepUHAPHOTO IPUMEHEHUS IPIIIaratoTcsi JOKYMEHTBI, COJIepKallie pe3yabTaThl
MOHUTOPHUHTA 3PPEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOT'O Mpernapara Jjsl BEeTepUHAPHOTO
MPUMEHEHHUS, POBOJIUMOTrO JepKaTesieM WU BIAJENblIeM PErUCTPAMOHHOTIO YAOCTOBEPEHUS
JICKapCTBEHHOTO TpemnapaTa Ui BETEPUHAPHOTO IMPUMEHEHHUS JIMOO YMOJHOMOYEHHBIM HM
IOPUAMYECKUM JIUIOM, 10 (opMe, YTBEPKICHHON YIOJTHOMOUYEHHBIM (efepalbHbIM OpraHOM
WCTIOJTHUTENILHOM BIIACTH, M JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, monmynkTax "a", "0",
"k", "n" mynkta 4 4dactu 3 cratbu 17 Hactosimero ®enepasbHOTO 3akoHa. B oTHomIEHWH
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IPENapaTroB Uil BETEPUHAPHOTO TNPUMEHEHUS HE
MPEJCTABIISIIOTCS CBEICHUS, YKa3aHHbIE B TOANYHKTE "K' myHKTa 4 yactu 3 ctaTthu 17 HACTOAIIETO
@enepallbHOTO 3aKOHAa. B OTHOLIEHMHM JIEKAPCTBEHHBIX IPENapaTroB MJjsl BETEPUHAPHOIO
NPUMEHEHHS, TMOJyYEHHBIX C  TPUMEHEHHEM TE€HHO-MH)KEHEPHO-MOAN(UIIUPOBAHHBIX
OpPraHU3MOB WJIH COJAEPXKALUX TaKHUE OPTaHU3MBbl, JONOJHUTEIBHO NPEICTABISIOTCS CBEACHMUS,
yKka3aHHbIe B TyHKTE 13 yactu 3 ctatbu 17 Hactodmero @eaepaibHOro 3aKkoHa.

(uacth 4.2 BBeneHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. DenepalbHOTO
3akoHa o1 02.08.2019 N 297-03)

4.3. 3agBuTenp BIpaBe MPEACTABUTH C 3asIBICHUEM O NOJITBEP)KICHUM I'OCYIapCTBEHHON
perucTpanuy JIEKapCTBEHHOTO TMpernapara KOIMHI0 JIOKYMEHTa, MOATBEP)KAAIOLIEro yIuiaTy
roCy/1apCTBEHHOMN MOIINHBI 33 TOATBEPKIEHUE FOCYIapCTBEHHON PETUCTPALIUHN JIEKAPCTBEHHOTO
mpenapaTta, a TakKKe BblAaBaeMmble (TPEIOCTaBIsiEMbIe) YIOJHOMOYEHHBIMU (eaepaabHbIMU
OpraHaMM UCIIOJHUTEIBHOMN BIIACTU JOKYMEHTHI (CBEIEHNUS ), YKa3aHHbIE B TyHKTax 2 U 3 yactu 4
HACTOSIICH cTaThM. B cilydae WX HeNMpeaCcTaBiIeHUs YIOJHOMOYCHHBIW (enepanbHBId OpraH
UCTIOJIHUTENIPHOM BJIACTH 3alpalliuBaeT yKa3aHHBbIE JOKYMEHTHI (CBEICHHUS) B TOpPSJKE
MEKXBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aUMOICHCTBUSI.

(uactb 4.3 B pen. deaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

5. B Tewyenue necsaTu pabouyux OHEH cO AHS MPUHATHS 3asBJICHHUS O MOJATBEP)KICHUU
rOCYy/IapCTBEHHOW pErucTpalyy JIEKApCTBEHHOrO Ipenapara MU JOKYMEHTOB, COJEPIKaIIUX
pe3yapTaThl MOHUTOPHHTAa A((PEKTUBHOCTH W OE30MaCHOCTH JIEKAPCTBEHHOTO TMperapara,
IIPOBOAMMOIO JIEPKATENIEM WU BIAJAEIbLEM PETUCTPALIMOHHOIO YA0CTOBEPEHNUS JIEKAPCTBEHHOTO
npemnapaTa JM00 YIOJTHOMOUYEHHBIM UMU IOPUINYECKUM JILIOM, YIIOJTHOMOYEHHBIH (efepaabHbIi
OpraH MCIOJIHUTEIFHON BIACTH:

1) mpoBOIUT MPOBEPKY MOJHOTHI CBEICHUH, COIEPIKALMXCS B TPEACTABICHHBIX 3asiBUTEIIEM
JIOKYMEHTax;

2) mpuUHUMAET pELIeHHEe O MPOBEACHUHM WU 00 OTKa3e B MPOBEIECHUM HKCIEPTU3BI
OTHOLICHHS 0’KMJIA€MOM I0JIb3BI K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKApCTBEHHOTO Ipenapara
Ha OCHOBAaHHUU PE3YyJIbTATOB MOHUTOpPUHTA 3(P(HEKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOI'O
npenapara, MPOBOJUMOIrO JEp)KaTeleM WM BIAAEIbLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IpernapaTa Ju0O YHIOJIHOMOYEHHBIM MMM IOPUIWYECKUM JIMLIOM, a TaKxke
(denepaabHBIM OPraHOM HCIIOJIHUTEILHOW BJIACTH B COOTBETCTBHH C TPEeOOBAaHUSMH CTaThu 64
HacTosero dOenepanbHOro 3aK0Ha;



3) yBeIOMIISIET B BJIEKTPOHHON (hopMe MM MUCBMEHHOH (Qopme 3asBUTENS U IKCIEPTHOE
YUpEXKJIEHUE O MPUHATOM PELICHUH JTUOO0 B Clyyae MPUHATHS pelIeHus: 00 0TKa3e B MPOBEICHUN
AKCIIEPTU3BI YKA3BIBAECT MPUYUHBI TAKOTO OTKA3a.

6. B cnydae BBISIBICHHS HEIOCTOBEPHOCTH M (WMJIM) HEAOCTATOYHOCTH HHGOpPMAIIHH,
coJleprKalieiicsi B MPeICTaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJTHOMOYCHHBIN (efepanbHbIN
OpraH HCIIOJIHUTEIbHON BJIACTHM HANpaBISET 3asABUTENIO 3alMpoC OO0 YTOYHEHUHM YKa3aHHOU
uH(popManuu. 3arnpoc yroJIHOMOYEHHOTO (eiepabHOr0 OpraHa UCTIOJIHUTEIbHON BIIACTH MOXKET
OBITH MepeaH YIOJIHOMOYECHHOMY MPEICTABUTENIO 3asiBUTENIS JIMYHO MOJ] PACIIUCKY, HAIIPaBIIEH
0 MOYTE 3aKa3HBIM MHCHhMOM WIJIH MEpPEAaH B JIEKTPOHHOUN opMe IO TeTeKOMMYHUKAIIMOHHBIM
KaHajaMm cBsi3U. B ciydyae HampaBieHHs 3ampoca yIMOJIHOMOYEHHOTO (eepaibHOro opraHa
WCIIOJTHUTEJIbHOM BJIACTH IO TIOYUTE 3aKa3HBIM TUCbMOM OH CUMTAETCS MOTYUYEHHBIM 110 HCTEUEHUN
LIECTH JTHEW C JaThl HANPABIICHUS 3aKa3HOTO MUChMa.

7. 3asBuTEns 00s3aH MPEJCTaBUTh OTBET Ha 3alpoc YHOJIHOMOYEHHOTO (henepanbHOro
OpraHa UCIOJHUTENIbHOM BIIACTH B CPOK, HE MPEBBIIAIONINIA JeBIHOCTA paboOYuX AHEH CO JHS €ro
nonyyeHusi. Cpok, yKa3aHHBIM B 4acTH 5 HACTOSIIEW CTAaTbM, NMPUOCTAHABIMBAETCA CO JHS
HaIpaBJIEHUS! 3asBUTEIIO 3aMpoca YIMOJIHOMOYEHHOTO (peepabHOr0 OpraHa MCIOJIHUTEIbHOU
BJIACTHU JIO0 JIHA TOJYYEHUS UM COOTBETCTBYIOILIETO OTBETA MU HE YUUTHIBACTCS MPHU MUCUHCICHUU
CpOKa MOJATBEPKAECHUS TOCYAAPCTBEHHON PErMCTPALMH JIEKAPCTBEHHOTO Mperapara.

8. OcHOBaHUEM JUIsl OTKAa3a B IPOBEACHUU IKCIEPTU3bl OTHOLIEHUS 0KMIAEMON IOJIB3bI K
BO3MOKHOMY PHUCKY NPUMEHEHHs JIEKAPCTBEHHOIO IIpenapara SBISIETCS IMPEICTaBIICHUE
JOKYMEHTOB, COJEpXallluX pPe3yJlbTaTbl MOHHUTOpPUHTAa 3(PQPEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOTO MpernapaTa, U (W) B OTHOLIEHUH OWOJIOTMYECKUX JIEKAPCTBEHHBIX MPENapaToB
pe3yJAbTAaTOB OCYIIECTBICHUSI MEPOIPUATUA B COOTBETCTBUHU C IUIAHOM YIIPABIICHUS PUCKAMHU,
YTBEPXJACHHBIM YIIOJHOMOYEHHBIM (efepalbHbIM OpraHOM HCIOJHUTEIBHOW BIIACTH MPU
OCYILIECTBJIEHUM TOCYAAPCTBEHHOM pPETUCTPALMU JIEKAPCTBEHHOTO IIpenapaTra, B HEMOJIHOM
o0Beme, oTCyTCTBHE HH(OPMAIUH, TOATBEPKAAoNIEeH (PAaKT yIaaThl TOCYJapCTBEHHOMN MOIITUHBI
32 TOATBEPXKIEHHE TOCYJapCTBEHHOM pEerucTpaliy JIEKapCTBEHHOTO Ipemapara, JHu0o
HEIPEACTABICHUE 3asBUTEJIEM B YCTAHOBICHHBIM CpPOK OTBETa Ha YKa3aHHbII B 4actu 6
HACTOSIIEH CTaThU 3allPOC YIIOJHOMOUYEHHOTO (peIepalbHOTO OpTaHa UCTIOTHUTEILHOU BIIACTH, a
TaKk)Ke€ OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX HMHQOpMAaIMH, KOTOpas JO0JDKHA OBITh B HHUX
OTpakeHa.

9. Dkcneptu3a OTHOILICHHS OXWJIAeMOW TMOJIb3bl K BO3MOXXHOMY PHUCKY NPUMEHEHHUS
JEKapCTBEHHOrO0 TMpemapara B IEIIX MOATBEPKACHUS TOCYJapCTBEHHOW pPErucCTparuu
JIEKAPCTBEHHOI'0 Ipernapara MpPOBOAUTCS KOMHUCCHUEH HKCIIEPTOB HKCIEPTHOIO YUYPEKICHUS B
CPOK, HE TIPEBBILIAIOIINI COPOKa pabOUnX THEH.

10. B cinyyae HemOCTaTOYHOCTH MPEACTABICHHBIX SKCIEPTY MATEpUATIOB I Ja4M
3aKJIIOYEHHUS OKCHEpT oOOpamiaercss K PYKOBOAMTENIO O3KCIEPTHOTO  YUPESKACHUS O
MPEIOCTABIEHUU €My HEOOXOIMMBIX MaTepuajoB. PykoBoauTedb HSKCIEPTHOTIO YUPEKICHUS
oOpamaercss ¢ COOTBETCTBYIOIIMM 3allpOCOM B YIOJTHOMOYEHHBIH (hefepasbHbld  OpraH
WCIIOJIHUTENIbHOM BJIACTH, BBIJABIIMK 33JaHUE HA MPOBEICHUE OSKCHEPTU3bl OTHOIIEHUS
0XKHMJIaeMOW TMOJb3bl K BO3MOXHOMY pHCKY NPUMEHEHHUS JIEKapCTBEHHOrO IIpernapara Ha
OCHOBAaHMHU JIOKYMEHTa, COJEp)KAILlEro pe3yibTaTbl MOHHUTOpPHHra 3((EKTUBHOCTH U
0€30I1acCHOCTH JISKapCTBEHHOTO Ipernapata. B Tedenne nsatu pabounx THEH co JHS MOCTYIICHUS
3arpoca PYKOBOAMUTENS OKCHEPTHOTO YUPEXACHHUS YKa3aHHBIM  (eaepalbHblil  oprax
WCTIOJTHUTEIILHON BJACTH HAIPABISIET 3asSBUTENIO 3alpoC O TPEJCTABICHUU HEOOXOIUMBIX
MaTepuasoB, KOTOPBIM MOXET ObITh MepelaH YINOJTHOMOUYEHHOMY MPEICTaBUTENIO 3asiBUTENS
JUYHO TOJ PACIHCKY, HAIpaBjeH IO MOYTE 3aKa3HbIM MUCbMOM WM TNEPEaH B JIEKTPOHHOMI
dopMe 1O TENEKOMMYHHMKAIIMOHHBIM KaHalaM CBA3U. B ciydyae HampaBieHusl 3ampoca
YIIOJTHOMOYEHHOTO (pe/iepaibHOTO OpraHa UCTIOTHUTEIBFHOM BIIACTH I10 MTOYTE 3aKa3HBIM TUCHMOM
OH CUMTAETCA MOJTYYEHHBIM 0 UCTEUEHUHN MIECTH THEW C JaThl HAIPABIICHUS 3aKa3HOTO MUChMA.

11. 3asButens 00s3aH MPEACTaBUTH OTBET Ha 3alpoC YIMOJTHOMOUYEHHOTO (eAepasbHOTO
OpraHa UCIOJIHUTEIbHOMN BJIACTU B CPOK, HE MPEBBIIAIONINH IECTUAECATH pPadOUnX JAHEH CO THS



NOJYYECHUs] YKa3aHHOTO 3ampoca. YTOJHOMOUYEHHBIH (eepanbHblii OpraH HCHOJIHUTEIBHOM
BJIACTH, BBIJABIIMN 3aJaHUE Ha IMPOBEACHUE SKCIEPTU3bl OTHOLICHHS O0XXHIAEMOM TMOJb3bl K
BO3MO)KHOMY DPHCKY IPUMEHEHMs JIEKAPCTBEHHOI'O IIpernapaTa Ha OCHOBAaHUU JIOKYMEHTA,
COJIEpKAIIEero pe3yJabTaThl MOHUTOpPHHTA 3()(PEKTUBHOCTH W O€30MACHOCTH JIEKAPCTBEHHOTO
npemnapara, B TeYeHHE IMATH pabo4YMX JHEH CO JTHS MOCTYIUICHHUS OT 3asiBUTENSI OTBETA Ha 3arpoc
YIIOJHOMOYEHHOTO (efiepaibHOr0 OopraHa MCIOJHUTEIbHONW BJIACTH HAIPaBIISET 3TOT OTBET B
HKCIEPTHOE yupexieHue. B ciyuae HerpencTaBieHUs O UCTEUEHUH IECTUIECITH pa0ouuX THEH
3asBUTEJIEM OTBETa Ha YKa3aHHBIM 3ampoc  YIOJHOMOYCHHBIH (eAepalbHbIi  OpraH
UCIIOJHUTENIBHON BJIACTH, BBIIABIIMI 3aJaHUE Ha MPOBEACHUE OKCIEPTU3bl OTHOIIECHUS
0)KMJIa€MOM TMOJb3bl K BO3MOXXHOMY pHUCKY NPHMEHEHHUS JIEKapCTBEHHOIO IIpernapara Ha
OCHOBAaHMU JOKYMEHTa, COJCpXKAaIlero pe3yJbTaThl MOHUTOPHHra J(PQPEKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOI'O IMpernapaTa, B TEYEHHE MATH pabouMx JHEW HampaBiisieT B
IKCIIEPTHOE YUPEKIEHUE YBEAOMIIEHME O HEINPEACTABICHUM 3asBUTENIEM OTBETA Ha 3aIpoc
YKa3aHHOTO opraHa. Bpems co AHS HampaBieHHs 3ampoca 3KCIEPTHOTO YUPEXKICHUS B
YIIOJIHOMOYEHHBIN (pesiepanbHblii Oprad HCIIOTHUTEIBHOM BIACTH 10 AHS MOTyYEHHS 3KCTIEPTHBIM
YUpEKIECHUEM OTBETA Ha 3alpOC WIM YBEAOMIICHHS O HENpPEACTaBICHUU OTBETA Ha 3alpoc HE
YUUTBIBAETCS IIPU UCUMCIIEHUN CPOKA IIPOBEAECHUS DKCIIEPTU3BI OTHOLIEHUS OKUJAEMON T0JIb3bI
K BO3MOXXHOMY PHCKY NPHMEHEHUsS JIEKAPCTBEHHOIO Ipernapara Ha OCHOBAHMM JOKYMEHTA,
COJePKAIIET0 PE3YyIbTaThl MOHUTOPHUHTA I(PPEKTUBHOCTH M OE30MAaCHOCTH JIEKAPCTBEHHOTO
npenapara.

12. B cpok, He MpeBBIIIAIOMUI AecATH pabouux JHEW CO JHS TOJIyYEHHS 3aKITIOUEHUS
KOMHCCHM JKCIIEPTOB IO PE3yJbTaTaM 3SKCIEPTU3bl OTHOLICHHS OKMUIAEMON IOJb3bl K
BO3MOXKHOMY  PHUCKY  IIPUMEHEHHUs  JIEKapCTBEHHOIO  IIpernapara, COOTBETCTBYIOIIUMN
YIOJIHOMOYCHHBIN (DeiepaibHBI OPTraH UCIIOTHUTEIILHON BIIACTH:

1) ocymiecTBIIIE€T OLIEHKY 3TOr0 3aKIUYEHHMS ISl ONIPEIEIEHHS] €T0 COOTBETCTBUS 3a/1aHUIO
Ha IIPOBE/ICHUE YKA3aHHOM JKCIIEPTU3BI;

2) TUIpUHMMAeT pELIEHWE O TOATBEPKICHUM TOCYAAPCTBEHHOW  PETHUCTpaLUU
JIEKapCTBEHHOT'O Tpenapara Wil 00 OTKa3e B MOATBEPKIACHUU T'OCYJAapCTBEHHON perucTpanuu
JIEKapCTBEHHOTI'O Ipernapara;

3) BHOCUT MpU NPUHATUU PEUICHHS O MOATBEPXKICHHUU TOCYAAPCTBEHHOM pPETUCTpaluu
JIEKapCTBEHHOI'O IIperapara CBEJEHMsI B FOCYAAPCTBEHHBIM peeCTp JIEKApCTBEHHBIX CPEACTB U
BBIJIa€T 3aBUTEII0 OECCPOUHOE PETUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpenapara.

13. OcHoBanMeM [ OTKa3a B TIOATBEPKICHUM TIOCYJAapCTBEHHON pPETUCTPALUU
JIEKAPCTBEHHOI'O0 IIpenapara SBISETCS 3aKIOYEHUE COOTBETCTBYIOIIETO YHOJIHOMOYEHHOTO
(enepanbHOro opraHa MCIOJHUTEIFHON BIACTH O TOM, YTO PUCK NMPUYMHEHUS Bpena 3/10pPOBbIO
YeJIOBEKa WM JKUBOTHOIO BCJIEACTBUE IIPUEMA JIEKAPCTBEHHOIO Mpernapara IPEBBIIIAET
3¢ (HEeKTHBHOCTh €T0 MPUMEHEHHUS.

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

14. B nepuon mpoBeaeHUs: MpOLEAYpbl MOATBEPKIECHUS I'OCYyJapCTBEHHON PETUCTpaLuu
JIEKapCTBEHHOTO TpernapaTa ero odpamienue B Poccuiickoii denepanuy He MPUOCTaHABINBACTCS.

15. HomyckaeTcs oOpalieHue JeKapCTBEeHHBIX MPENapaToB A0 UCTEUEHHs CpOKa TOJAHOCTH,
IIPOU3BEJICHHBIX B TEUYEHUE CTa BOCBMHJAECITH KaJ€HAAPHBIX [HEW IOCNIE AaThl NPUHATHUSA
YIIOJIHOMOYEHHBIM (peJIepajIbHbBIM OPTaHOM HCTIOJIHUTENILHON BIIACTH PEIICHUS O OATBEPKICHUH
rOCYJapCTBEHHOM PErUCTpaIiK, B COOTBETCTBUM ¢ MH(GOPMAITHEH, COJEPIKAIIEHCS B TOKYMEHTaX
PErUCTPAIMOHHOTO 10ChE Ha JIEKapCTBEHHBIH Mpenapar A0 AaThl IPUHATUS TAKOTO PELICHHUS.

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

Ctatba 30. BHeceHMe wu3MeHEeHUN B [OOKYMEHTbl, cofepXxawwmecsa B
perMcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIA JIeKapCTBEHHbIW npenapar
OnNA MeaULUHCKOro npuMeHeHus



1. B nensix BHECEHUS U3MEHEHUH B IOKYMEHTBI, COAEPKAIINECS B PETUCTPALIMOHHOM JI0ChE
Ha 3apErUCTPUPOBAHHBIN JIEKaPCTBEHHBIN MpenapaT il MEIUIIMHCKOTO IPUMEHEHMUS, IepKaTellb
WIM  BIAJENel] PETUCTPAlMOHHOTO  YIOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara  WId
YIIOJHOMOYEHHOE UM JIPYroe IOPHUAWYECKOe JIMIO (Jajee B HACTOSIIEH CTaThe - 3asBUTEINb)
MPEJICTABISIET B YIOJIHOMOYEHHBIN (hefepaabHbli OpraH MCIOJHUTEIHLHONW BIACTH 3asBICHHUE O
BHECEHUH TaKUX H3MEHEHHUU MO (QopMe, YCTAaHOBIECHHOW YHOJHOMOYEHHBIM (eaepanbHbIM
OpraHOM MCTOJHUTEIBHOM BIIACTH, U MPUJIaraeMble K HEMY U3MEHEHHUSI B YKa3aHHBIE TJOKYMEHTHI,
a TaKKe JOKYMEHTBI, TOATBEPKAAI0IIe HEOOXOJUMOCTh BHECEHUS TAKUX U3MEHEHUH.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 04.06.2018 N 140-D3)

1.1. ITpn HEOOXOMUMOCTH BHECEHHS B JOKYMEHTBI, COJEPIKAIIUECS B PETUCTPAITMOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Iy MEAUIIMHCKOrO MPUMEHEHHS,
W3MEHEHUH, YKa3aHHBIX B MYyHKTE 3 YacTU 2 HACTOAIICH CTaThbM W TPEOYIOIMMX MPOBEICHUS
AKCIIEPTU3bl KAYECTBA JICKAPCTBEHHBIX CPEJICTB, 3asBHUTENIb JOMOJHHUTENIBHO MPEICTaBIsSET B
YIOJIHOMOYCHHBIM  (peiepalibHbIi  OpraH HWCIOJTHUTEIBHOM BJIACTH CBEACHUS O JaTe
MPEIOCTABICHUS U PErUCTPALlMOHHOM HOMEpE JHULEH3UMH Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEACTB WJIM CBEIEHUS O JaTe NMPEJOCTABICHUS W PETUCTPALMOHHOM HOMEpE 3aKIIOYEHUs O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHHSIM MpPaBWI HaJJIekKalen
MIPOU3BOJICTBEHHON MPAKTUKH, BBIIAHHBIX (MPEJOCTaBICHHBIX) YIIOJIHOMOYEHHBIM (eiepatbHbIM
OpraHOM WCIIOJTHHUTEIHHOW BJIACTH B OTHOIICHWH W3MEHEHHOW U (WIM) OTOJHEHHOMN
MIPOU3BOJCTBEHHON IUIOIIAJKKA JIEKAPCTBEHHOIO IIpernapara, B Cly4ae, €ClId MPOU3BOJICTBO
JIEKapCTBEHHOTO Ipernapata ocyuectsisiercs B Poceuiickoit deneparyu, 1100 cBeeHUs O JaTe
MIPEAOCTABIICHNS U PETUCTPALMOHHOM HOMEPE BBIJAHHON YIIOJIHOMOYEHHBIM OPTaHOM CTpPAHbI
IIPOM3BOJUTENS JIMLEH3UNM Ha IPOM3BOACTBO JIEKAPCTBEHHOI'O IIpenapara M €€ NEPEBOJ Ha
PYCCKHM S3BIK, 3aBEPEHHBIC B YCTAHOBIEHHOM TIOpPSJIKE, a TaKXKe CBEICHHS O JaTe
IIPEOCTABIICHUS. U PErMCTPAlMOHHOM HOMEpPE 3aKJIIOUEHHUS O COOTBETCTBUU IPOU3BOAMTENS
JICKapCTBEHHBIX CPEJICTB TPEOOBAaHUSM MPaBUJI HaJJICKAIIEH NPOU3BOJACTBEHHOW MPaKTHUKH,
BBIJIAHHOTO YIIOJIHOMOUYEHHBIM (pe/IepalIbHBIM OPraHOM HCTIOJHHUTEIFHOW BIACTH B OTHOIICHUU
M3MEHEHHOM U (WJIM) AOMOJHEHHOW MPOU3BOJICTBEHHOM IIOIIAKU JIEKAPCTBEHHOTO Mpernapara,
WM CBEJICHMS O J1aTE NPEAOCTABICHUS U PETUCTPALMIOHHOM HOMEPE PEUIEHHS YIIOJTHOMOYEHHOI O
denepanbHOrO OpraHa HMCHOJIHUTENBHOM  BIACTM O  MPOBEIEHUH  HHCIEKTHUPOBAHUS
IIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEACTB B CiIydae, €CIM NPOU3BOACTBO JIEKAPCTBEHHOI'O
npernapara oCcyuiecTBIisieTcs 3a npeaenamu Poccuiickoit @epeparuu.

(uactp 1.1 BBemena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. DenepalbHOTO
3akoHa oT 27.12.2019 N 478-03)

1.2. IIpu HEOOXOIMMOCTH BHECEHHs B JOKYMEHTBI, COJEpKAallecs B PErUCTPalliOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar sl MEAUIMHCKOIO MPUMEHEHHS,
W3MEHCHUH, YKa3aHHBIX B MYHKTE 4 4acTH 2 HACTOSIIEH CTaThU W TPEOYIOMIHMX IMPOBEICHUS
SKCHEPTU3bl KAaYECTBA JIEKAPCTBEHHBIX CPEJICTB, 3asBUTENb JOIMOJIHUTEIBHO MPEICTaBISET B
YIIOJIHOMOYEHHBIA  (eiepalibHBIi  OpraH MCIOJHHUTEIbHON BIACTH CBEIEHHS O JaTe
MPENOCTABICHNs U PErMCTPAllMOHHOM HOMEpE JMLEH3UMM Ha MNPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB WIM CBEACHUSA O JaTe€ MPEJOCTABICHHUS M PETUCTPALMOHHOM HOMEpE 3aKIHOYEHUS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHMSM IMpaBWII HaJiexalen
MIPOU3BOJICTBEHHON MPAKTUKH, BEIIAHHBIX (MPEOCTABICHHBIX ) YIIOJTHOMOUYEHHBIM (eiepaTbHbBIM
OpPraHOM HMCIOJHUTEIBHOM BJIACTH B OTHOILEHUY MPOU3BOICTBEHHOM IIJIOIIA KN JIEKAPCTBEHHOIO
npenapaTta, B Clydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipenapara OCYIIECTBISAETCS B
Poccuiickoit @eneparyn, 1100 CBEICHUS O JaTe MPEAOCTABICHUS] U PETHCTPAIIMOHHOM HOMEpE
BBIJJAHHOW YMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOJIUTENS JIULIEH3UU Ha MPOU3BOJCTBO
JIEKApCTBEHHOI'0 IIpernapara M ee IMEepeBOJ Ha PYCCKHM S3bIK, 3aBEPEHHBIE B YCTAHOBICHHOM
HOPSZIKE, a TAK)KE CBEIECHUS O JaTe MPEIOCTABICHUS U PETUCTPALlMOHHOM HOMEPE 3aKI0UEHHS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHMSIM MpaBWII HaJJiexalen
MPOU3BOJICTBEHHOW TMPAKTUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (pelepalibHBIM — OpPraHOM
VCIIOJIHUTEJIBHOW BJIACTH B OTHOIIEHUM IPOM3BOJCTBEHHOW IUIOIIAJKHA JIEKAPCTBEHHOIO



npenapaTta, WIA CBEACHUS O JaTe MPEAOCTaBICHMS M PETHCTPAllMOHHOM HOMEpE pEIEHUs
VIIOJHOMOYEHHOTO  (eiepalIbHOIO  OpraHa  MCIOJHUTEIBHOW BJIAcTH O  MPOBEIACHHUU
MHCIIEKTUPOBAHUSl IIPOU3BOJIUTEINS JIEKAPCTBEHHOIO CpEACTBA B CIlydae, €CJIU IPOU3BOJCTBO
JIEKapCTBEHHOT0 TIpernapaTta OCyIIeCcTBIAETCs 3a npenenamu Poccuiickoit denepanum.

(uacth 1.2 BBenmena denepanbHbiM 3akoHOM OT 04.06.2018 N 140-®3; B pen. DenepalbHOTO
3akoHa oT 27.12.2019 N 478-03)

1.3. TlpunsTHE penieHns O BHECEHUN U3MEHEHUH 1 00 0TKa3e BO BHECCHUH U3MECHEHUN B
JOKYMEHTBI,  COJIEpXalluecs B  PErUCTPALlMOHHOM  JOCh€ HA  3apErHCTPUPOBAHHBIN
JICKapCTBEHHBIM Tmpemnapar sl MEIUIMHCKOrO NPHUMEHEHHs, B clydae HEO0OXOJUMOCTH
MIPOBEJCHUS DKCIEPTU3bl KAaueCcTBa JIEKAPCTBEHHBIX CPEACTB U (MJIM) 3KCHEPTU3bl OTHOLICHUS
OKMJAEMOH TMOJb3bl K BO3MOYKHOMY pPHUCKY IPUMEHEHMs JIEKapCTBEHHOTO IIpernapara Ajs
MEAMIIMHCKOTO MPUMEHEHHUS OCYILECTBIISIETCSl B CPOK, HE MPEBBIIIAIOMINN JAEBSIHOCTA pabodymnx
JTHEH, a B OCTAJbHBIX CIIydasX B CPOK, HE IMPEBBIMIAIOUINNA TpUALATH pabouux IHEH co AHA
IOPUHATHS YIOJIHOMOYEHHBIM (pellepaibHbIM OpraHOM HCIIOJIHUTEIbHON BIIACTH 3asBIEHUS O
BHECEHUH TAKUX U3MEHEHUH.

(uacte 1.3 BBeneHa denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

1.4. VYnonHoMo4eHHBIH (enepanbHBIi OpraH HCIOJHUTEIBHONH BIACTH C YYETOM
pe3ynbTatoB  ¢apMakoHaa30pa U MPOBEPOK  COOTBETCTBHSI  JIEKAPCTBEHHBIX  CPEICTB,
HaXOJSALIMXCS B TPAXXIaHCKOM 000pOTE, YCTAHOBJICHHBIM TPEOOBAHUSAM K X KaUeCTBY B TCUCHHE
JnecsaTH pabouux IHEH co JHA MOCTYIJICHUS COOTBETCTBYIOIIEH MH(pOpManuu pa3MeniaeT Ha
cBoeM oduimanrsHoM caidite B cetu "MHTepHeT" cBeseHHs O HEOOXOAMMOCTH BHECEHHUS B
WHCTPYKIMIO MO MEIWIHUHCKOMY IPHUMEHEHHUIO JIEKAPCTBEHHOrO MpernapaTta W3MEHEHUH B
OTHOLICHUU CBEACHMUN O MOKAa3aHUAX JUIsl IPUMEHEHUS M NIPOTUBONOKA3aHUAX Ul IPUMEHEHUS
JIEKapCTBEHHOTO Mpernapara, BbIABIEHHBIX TOOOUHBIX IEUCTBUAX, HEXKEJATEIbHBIX PEAKIUIX IPU
NPUMEHEHHUH JIEKAPCTBEHHOTO Tpernapara W yBEAOMIIIET 00 3TOM B 3JIEKTPOHHOU (hopMme WiH
MUCbMEHHOU (dopMe (Ha OyMa)KHOM HOCHTEIE) JIepKaTesisi WM BIIaJieblla PEruCTPAIIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara (WM YIOJIHOMOUYEHHOE UM JAPYroe HpUINYECKOe
JIMII0), a TAKKe JepKaTelNell Wiy BIaJebLeB PErUCTPALMOHHBIX YIOCTOBEPEHH JIeKapCTBEHHBIX
IpenapaToB (WIM YINOJIHOMOUYEHHBIX MMM JIPYIMX IOPUAWYECKUX JIMI[), KOTOPBIE SIBISIOTCS
B3aUMO3aMEHSEMbIMH.

(uacth 1.4 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

1.5. Jlepxatenp WM BiaeNel] PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapata, a TakKe Jiep)KaTelnd WM  BIAAENbLbl PETMCTPALMOHHBIX  YAOCTOBEPEHUN
JIEKapCTBEHHBIX MPEnapaToB (WU YIOJIHOMOYEHHbIE MU APYTUe IOpUANYECKUE JHIa), KOTOphIE
SBIISIIOTCSL B3aMMO3aMEHSIEMbIMH, O0s3aHBbl TPEACTAaBUTh B YIOJHOMOUYEHHBIN (enepanbHbIii
OpraH UCHOJHUTEIbHOM BIACTH 3asBJCHUS O BHECEHUN U3MEHEHHI B TOKYMEHTBHI, COICPKAIIUECS
B PErMCTPAallMOHHBIX JIOCBE€ Ha 3apEerMCTPUPOBAHHBIE JIEKAPCTBEHHbIE IpemapaThl s
MEIUIMHCKOrO TNPHUMEHEHHUS, B OTHOLICHWH CBEICHHUM, YKA3aHHbIX B MHCTPYKLHMH IO
MEIUIIUTHCKOMY MIPUMEHEHUIO JIEKaPCTBEHHBIX MPENapaToB, B TECUEHUE COPOKa pabounx JHEH co
IHS pa3MelIeHHs] YIOJHOMOYEHHBIM (elepaqbHbIM OpraHOM HCIOJIHHUTENBHOM BJIAcTH
uHpopManuy, Yyka3aHHoM B uyactu 1.4 mHacrosmei crateu. JlaHHOe TpeOoOBaHUE He
pacrpocTpaHsaeTcsl Ha CIydal BHECEHHsS B HMHCTPYKLIMIO MO MEAUIMHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOI'0 IpernapaTa W3MEHEHHWH B OTHOIIEHWU HOBBIX IIOKa3aHWW IJIs IPUMEHEHHUS
JIEKapCTBEHHOIO MpernapaTa Ha OCHOBAHUH PE3yJIbTaTOB COOTBETCTBYIOIIMX UCCIEOBAHUM.
(uactp 1.5 BBenena denepanbHbIM 3aKOHOM OT 27.12.2019 N 475-03)

2. Dkcneprr3a JIEKapCTBEHHBIX CPEACTB B YACTH JKCHEPTHU3bl KAaueCTBA JIEKAPCTBEHHOTO
CpelIcTBa M (MIM) DKCHEPTHU3bl OTHOLIEHUS O0XXKMJIAEMOW TOJb3bl K BO3MOXKHOMY PHUCKY
MIPUMEHEHHUS JIEKAPCTBEHHOIO MpernapaTa s MEIUIUHCKOr0 MPUMEHEHHS IPOBOJUTCS B CIydae
BHECEHUS M3MEHEHUM B JOKYMEHTBl, COJEpJKallhecs B PErUCTPALlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN NIpenapar, B OTHOLICHNH:

1) cBeneHuil, yka3aHHBIX B MHCTPYKIMH IO MEIULMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara:



a) JexkapcTBeHHas (opMa C yKa3aHMEM HAMMEHOBAaHMH W KOJMYECTBEHHOT'O COCTaBa
NEUCTBYIOIMX BELIECTB M KAueCTBEHHOIO COCTaBa BCIIOMOTAaTElbHBIX BEIIECTB (MIpH
HE00XO0IMMOCTH KOJMUECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

0) dapmakoguHaMuka W (apMakOKWHETHKAa (3a HCKIIOYEHHEM (DapMaKOKHHETUKH
TOMEOIIATHUECKUX JICKAPCTBEHHBIX MPENapaToB U PACTUTENbHBIX JIEKAPCTBEHHBIX MPETapaToB);

B) MOKa3aHUs AJIsl IPUMEHEHUS;

I') IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;

1) MEpBI IPEJOCTOPOKHOCTH NP IPUMEHEHHH;

€) yKa3aHue BO3MOXXHOCTH M OCOOCHHOCTEH NMPUMEHEHHS JIeKapCTBEHHOTO Ipernapara Jyls
MEIUIUHCKOrO NPUMEHEHHs] OEpEeMEHHBIMU MKEHIIUHAMM, XEHIIUHAMU B IEPHOA TPYIHOIO
BCKapMJIMBaHMS, J1€TbMH, B3POCIBIMHU, UMEIOIIMMU XPOHUYECKHE 3a00JI€BaHUS;

) PEKUM JIO3UPOBaAHMS, CIIOCOOBI BBEJCHUS U NPUMEHEHHU, IIPU HEOOXOIUMOCTH BpeMs
npremMa JeKapCTBEHHOTO Mpenapara, MpoJoHKUTENIBHOCTD JICYCHUS, B TOM YHCJIE Y JeTel 10 U
1I0CJI€ OJTHOTO TOAa;

3) BO3MOXHBIC IOOOYHBIC ICHCTBUS M HEXeNaTeNbHbIE PEaKUUH TNpH NPUMEHEHUH
JIEKapCTBEHHOTO Npernapara;

1) CUMITOMBI TIEpE03UPOBKU, MEPHI IO OKA3aHHIO MTOMOIIN IPU TIEPEI03UPOBKE;

K) B3aUMOJICHICTBHE C JAPYTrUMH JIEKaPCTBEHHBIMU IpenapataMM M (WIH) MHIIEBBIMU
POIYKTaMU;

1) GOpMBI BBITyCKa JICKAPCTBEHHOTO MIpenapara;

M) yKaszaHue (mpu HEOOXOIUMOCTH) OCOOCHHOCTEH JEHCTBHS JIEKApCTBEHHOIO Iperapara
IpY IEPBOM IIPUEME WJIU NIPU €T0 OTMEHE;

H) CBEJEHUS O BO3MOXXHOM BIUSHHMM JIEKaPCTBEHHOIO Ipernapara JUisi METUIIMHCKOTO
IPUMEHEHHS Ha CIIOCOOHOCTh YIPABIATh TPAHCIIOPTHBIMU CPEICTBAMH, MEXaHU3MaMH;

0) CpPOK TOJHOCTM M YKa3aHHE Ha 3alpeT NMPUMEHEHHUsS JIeKapCTBEHHOTO Iperapara Io
UCTEYEHUHU CPOKa FOJJHOCTH;

I1) YCJIOBUSI XpaHEHUS;

P) YCTIOBUS OTITYCKa;

2) cocTaBa JEKapCTBEHHOTO Mpenapara s MeIUIIMHCKOTO IPUMEHEHUS;

3) u3MEHeHHs MecTa MPOM3BOJCTBA JIEKAPCTBEHHOIO Ipenaparta il MEIUIMHCKOTO
NPUMEHECHHUS;

4) u3MeHeHUus IoKa3aTeleil KadecTBa JIEKapCTBEHHOIO Ipenapara Uil MEIULMHCKOIo
OpUMEHeHUs ¢ (WIM) METOJOB KOHTPOJS KadyecTBa JICKApCTBEHHOIO Iperapara JUIs
MEIUIMHCKOTO IPUMEHEHNUS;

5) u©3MEHeHHs CpOoKa TOJHOCTH JIEKAPCTBEHHOTO TWpenapara i MEJUIIMHCKOTO
PUMEHEHHUS;

6) cBemeHHMl O HEOOXOAMMOCTH BHECEHHMS WHBIX HM3MEHEHUH B WHCTPYKLHUIO IIO
MEIUIUHCKOMY HIPHUMEHEHHIO JIEKapCTBEHHOIO IIpenapara, a TakXe B MHbIE JOKYMEHTHI,
coJepKalecs B PETUCTPAIMOHHOM JOChE HAa 3aperUCTPUPOBAHHBIN JEKapCTBEHHBIN Mpenapar.
[Ipu 3TOM pelieHHe O NMPOBENEHHMM 3KCIEPTHU3bl KauecTBa JIEKAPCTBEHHBIX CPEICTB U (MIIM)
OKCHEPTH3bl OTHOLICHHS OXHIAEMOH TOJNb3bl K BO3MOXXKHOMY pHCKY HPUMEHEHHUs
JIEKapCTBEHHOTO Ipenapara JUisi MEIUIUHCKOrO MPUMEHEHUSI IPUHUMAETCSI B COOTBETCTBHUHU C
YTBEP)KJICHHON  YMOJIHOMOYEHHBIM  (befepalbHbIM  OpPraHOM  HCIIOJIHUTENIBHOW  BJIACTH
KJIaccu(puKanuel U3MEHEHUH, BHOCUMBIX B JIOKYMEHTBI, COAEPXKAILIUECS B PErHCTPAlMOHHOM
JI0OChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBII Ipernapar.

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

3. 3agBuTENDb BIpaBe MPEICTABUTH MO COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHHEM O
BHECEHUU HW3MEHEHMH B JOKYMEHTBI, COJAEp)KalllMecs B PEruCTPALlMOHHOM JIOChE Ha
3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN TpenapaT JUlsi MEIUIIMHCKOTO IPHUMEHEHUs, KOIMHUH
JOKYMEHTOB, OTBEPKAAIOUIMX YIIaTy TOCYAapCTBEHHOM MOLUIMHBI 32 BHECEHUE B JJOKYMEHTHI,
coJiepKalrecs B PErHCTPAlMOHHOM JIOChE Ha 3aperUCTPUPOBAHHBIN JICKApCTBEHHBIH Mpernapar
JUIs  MEIULUHCKOIO TPUMEHEHHUs, W3MEHEHUH, TpeOyIoIMX MNpPOBEACHUS HSKCIEPTU3BI



JIEKAPCTBEHHBIX CPEJICTB B YACTH JSKCIEPTU3bl KadyecTBa JICKAPCTBEHHOTO CpeACTBAa U (WJIN)
SKCHEPTU3bl OTHOIICHUS OKHJIAeMOM TMOJNb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JIEKApCTBEHHOI0 TpernapaTta Ajsd MEIULIHUHCKOTO MPUMEHEHUs, TOCYAapCTBEHHOM MOUUIMHBI 3a
BHECEHHE B JIOKYMEHTHI, COJAEPKAIIMECS B PErUCTPALMOHHOM JOChE HA 3apErHCTPUPOBAHHBIN
JICKapCTBEHHBIN TIpenapar JUisli MEIUIIMHCKOTO TPHMEHEHHWs, W3MEHEHUH, He TpeOyIommx
MPOBEJCHUS 3KCIEPTU3bI JIEKAPCTBEHHOT'O CPEJCTBA, a TAKXKE BblJaBacMble (TPEOCTaBISIEMBbIEC)
YIIOJTHOMOYEHHBIMU (he/iepaTbHBIMHA OpraHaAMU UCTIOTHUTEILHON BIACTH JOKYMEHTHI (CBEICHUS ),
ykazaHHble B dactax 1.1 wm 1.2 Hacrosmeit crarbu. B ciiydae HMX HenpeacTaBlICHUS
YIIOJTHOMOYCHHBIN (eepaibHblii OpraH HCIOJMHUTEIHHONW BIACTH 3alpalldBacT yKa3aHHBIC
JIOKYMEHTHI (CBEJICHHS) B MOPSIIKE MEKBEOMCTBEHHOTO HH(OPMAITMOHHOTO B3aUMOACHCTBHUS.
(vacth 3 B pen. PenepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TeueHue naecsaty pabovnx JHEH CO THS MOCTYIICHUS YKAa3aHHOTO B YacTh | HacTosen
CTaThbW 3asBIICHUS W HEOOXOJUMBIX JOKYMEHTOB YIIOJHOMOYEHHBIH (enepanbHblii opraH
VCITOJTHUTEJIBHON BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEICHUM, COJEPIKAIIUXCA B
MIPEICTABJICHHBIX 3asIBUTEJIEM MaTeprasax;

2) OpUHMMAET pELICHHE O MPOBEACHMM YKA3aHHbIX B 4YacTU 2 HACTOALUEH CTaTbu
COOTBETCTBYIOIIUX SKCIEPTU3 JIEKAPCTBEHHOI'O CPEJCTBA UK 00 OTKa3e B UX MPOBEICHUM;

3) yBeIOMIISIET B JIEKTPOHHOM WIIM MHUCHhbMEHHON (OpME 3asiBUTEIISI O IPUHATOM PEIICHUN
WIM B CIy4yae MPUHATHS pelieHus 00 oTka3ze B MPOBEIECHUH COOTBETCTBYIOIIEH 3KCHEPTHU3HI C
yKa3aHUEM MPUYHH TaKOTrO OTKa3a.

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

4.1. B cnydae BBISIBJICHUSI HEJOCTOBEPHOCTHU CBEJICHUM, COACPKALUXCS B MIPEACTABICHHBIX
3asgBHUTENIEM MaTepuanax, YINOJIHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHUTENIBbHON BIACTH
HaNpaBisAeT 3asABUTEIIO 3alpoc 00 YTOYHEHHMH YKa3aHHBIX CBeICHHH. JlaHHBIN 3ampoc MOXKeT
OBITH MepeaH YIOJIHOMOYECHHOMY MPEICTABUTENIO 3asiBUTENIS JIMYHO O] PACIIUCKY, HAIIPaBIIEH
0 MOYTE 3aKa3HBIM MHCHhMOM WIIH MEpPEaH B JIEKTPOHHOUN (opMe IO TeTeKOMMYHUKAIIMOHHBIM
KaHaJIaM CBsI3M. B cilydae HampaBieHUs [aHHOTO 3ampoca MO MOYTE 3aKa3HbIM IUCBMOM OH
CUMTAETCS TOJYYCHHBIM 110 UCTEYCHHUH IIECTU THEN C AAaThl HAMIPaBJICHUS 3aKa3HOTO MHUCHhMa.
(uactb 4.1 BBeneHa denepanbHbiM 3akoHOM 0T 25.11.2013 N 317-D3)

4.2. 3asBUTeNh 00s3aH MPEACTABUTH OTBET HA 3aIpPOC YHNOJHOMOYEHHOTrO (heaepaabHOro
OpraHa HCIOJHUTEIbHOW BJIACTH B CPOK, HE MPEBBIMLAIONININ JeBSIHOCTAa pabouux JHEH co THS
noyiydyeHus: JaHHoro 3ampoca. Cpok, YyKazaHHBIHW B 4YacTu 4 HAcTOALLEH CTaTbH,
MIPUOCTAHABIMBACTCA CO JTHS HAIIPABIICHUS 3asIBUTEITIO 3aIIpOCa YIIOJIHOMOUYEHHOTO (eiepaibHOro
OpraHa HCHOJHUTEIbHOM BIACTU JO JHS MOJYYEHUS MM OTBETa Ha JaHHBIM 3ampoc U He
YUHUTBIBAECTCS P UCUUCIIEHUU CPOKA MPUHATHS PEIIECHUS O BHECEHUN U3MEHEHUN B IOKYMEHTHI,
cojiepKaIirecs: B PeruCTPAllMOHHOM J0ChE€ Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar
JUISL MEAUIIMHCKOTO IPUMEHEHUS.

(uactb 4.2 BBeneHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHoBaHueM /ISl OTKa3a B IMPOBEICHHM YKa3aHHBIX B YacTH 2 HACTOSIIECH CTAaTbU
AKCIIEPTHU3 SIBISECTCS MPEJCTABICHUE JOKYMEHTOB, EPEUUCICHHBIX B YacTsaX | u 3 Hactosen
CTaTbH, B HEMOJIHOM 00beMe, HeTpPEeACTaBIICHNE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha
yKa3aHHbIH B yacTu 4.1 HacTosIed CTaTbH 3ampoc YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
VCIIOJTHUTEJIBHON BJIACTH, a TAKXKE OTCYTCTBUE B INMPEACTABICHHBIX JOKYMEHTAX JOCTATOYHBIX
CBEICHMIA, TOATBEPKIAIONMX HEOOXOIUMOCTh BHECEHUS M3MEHEHUH, WU OTCYTCTBHE
uH(OpMaly, MOATBEpKAatoIel (aKT yraaThl TOCYAapCTBEHHBIX MOIUINH, YKa3aHHBIX B 4aCcTH
3 HacTosIIEeH CTaThu.

(B pen. ®enepanbHbix 3ak0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-03)

6. YkazaHHbIE B 4YacTU 2 HACTOAILIEH CTaThU OHKCIEPTU3BI MIPOBOJSATCS B TMOPSJIKE,

YCTaHOBJICHHOM CTaTbell 23 Hactosiero deaepaibHOro 3aKoHa.



7. B cpok, He NpeBBIIAIOMINN JecsITH pabounx JHEH CO JHS TMOJyYeHHs 3aKIIOYEeHUI
KOMHMCCHUM SKCIEPTOB MO PE3YyJbTaTaM YKa3aHHBIX B YacTH 2 HACTOAIIECH CTAaThbU SKCIEPTHU3,
YIIOJIHOMOYEHHBIN (heepaibHbIi OpraH UCTIONHUTEIBHON BIACTH:

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

1) mpuHMMaeT pelnieHHe O BHECEHMM HM3MEHEHMM B JOKYMEHTBI, COJEpKalluecs B
PErUCTPALIMOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIH MTpenapat Juisi MEIULIUHCKOTO
NPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUH TaKUX U3MEHEHUII,

2) BHOCUT B TOCYIapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PELICHUS O
BHECEHUM H3MEHEHMH B JIOKYMEHTBHI, COJEp)KallMeCs] B PETUCTPALMOHHOM JIOChE Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapaT A1l MEIUIITHCKOTO IPUMEHEHUs1, He0OX0IUMbIE
W3MEHEHHUS U BO3BPAILAeT UX 3asBUTEIIIO;

3) BbIIAET 3asIBUTEII0 HOBOE PErHCTPAIIMIOHHOE YI0CTOBEPEHHE JIEKapCTBEHHOTO Mpernapara
B CJIy4ae U3MEHEHHUS CBEJCHUH, COAECPKALUXCS B HEM.

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

8. OcHOBaHMEM [UIsl OTKa3a BO BHECEHUU WM3MEHEHMH B JIOKYMEHTBI, COJAEp)KAILUECS B
PErUCTPALIMOHHOM JI0ChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIH MTpenapat Juisi MEIULIUHCKOTO
NPUMEHEHHUS, SBIISETCS 3aKITI0UEHUE YIIOJTHOMOYEHHOTO (PeIepaibHOTO OpraHa NCTIOTHUTEIbHOM
BJIACTU O BO3MOKHOCTH CHIKEHHUsI 0€30MacHOCTH, KauecTBa, 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO
CPEJICTBA B CJIy4ae BHECEHUS TAKUX U3MEHEHUH.

9. lomyckaetcsi oOpalieHue JIeKapCTBEHHBIX MPEnapaToB A MEIUIIMHCKOTO IPUMEHEHUS
JI0 UICTEUYEHMS CPOKA FOJTHOCTH, ITPOU3BENECHHBIX B TEUEHUE CTa BOCBMUECITH AHEW 1OCIIE aThl
IOPUHATHUS YIIOJTHOMOYEHHBIM (pelepalbHBIM OpPraHOM HCIOJHUTENbHOM BIACTH pPEIIEHUs O
BHECEHUU U3MEHEHUN B JOKYMEHTBI, COJEPKAIINECS B PETUCTPALIMOHHOM J0ChE, B COOTBETCTBUU
¢ uHpopMaIen, coaepKaleincss B JOKyMEHTaX PETUCTPAIMOHHOTO JIOChe Ha JIEKapCTBEHHBIN
Ipenapar 10 JaThl IPUHIATHS TAKOT'O PELLICHUS.

(dactp 9 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaBurensctBo Poccuiickoii ®@enepanuu BIpaBe yCTaHOBUTh OCOOCHHOCTH BHECEHHS
W3MEHEHUHN B JOKYMEHTBI, COJIEPKAIINECS B PETUCTPALMOHHOM JOChE HA 3apETHCTPUPOBAHHBIN
JICKapCTBEHHBIN IMpenapar A MEJUIMHCKOTO MPUMEHEHHs, B ciiydae JAe(QEeKTypbl WM pHCKa
BO3HUKHOBEHHUS JEPEKTYphl JIEKAPCTBEHHBIX IpPENapaTroB B CBS3U C BBEACHHEM B OTHOIICHUU
Poccuiickoit denepanun OrpaHUYUTENBHBIX MEP SdKOHOMHUYECKOTO Xapakrepa.

(uactp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

Ctatba 31. BHeceHMe u3MeHEeHUN B [OOKYMEHTbl, coaepXxawwmecsa B
perMcTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIA JIeKapCTBEHHbIW npenapar
OnNA BEeTePUHAPHOro NpuMeHeHus

1. B niensix BHECEHHS M3MEHEHHH B JIOKYMEHTBI, COJICPIKAIINECS B PETUCTPAIIOHHOM J0ChE
Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpEIapar Jyisi BETEpUHAPHOIO IPUMEHEHUS, IepKaATEIIb
WIA BJaJeNel] PEruCTPAllMOHHOTO  YIOCTOBEPEHHs JICKAPCTBEHHOTO TIpenapara WiIH
YIIOJTHOMOYEHHOE UM JIPYroe IOPUAWYECKOE JIMIO (Jajiee B HACTOSIIEH CTaThe - 3asBUTENb)
NPEJCTaBIsIET B YIIOJIHOMOYCHHBIN (hefiepalibHBI OPTaH MCIIOJIHUTEIFHOW BIIACTH 3asBICHUE O
BHECEHUU TAaKUX HM3MEHEHUH N0 (opMe, YCTAHOBICHHOH YIOJIHOMOYEHHBIM (heepanbHbIM
OpPTraHOM UCIIOJIHUTEIILHOW BIIACTH, Y IPHUJIAraeMble K HEMY H3MECHEHUS B YKa3aHHbIC JOKYMCHTHI,
a TaKKe JOKYMEHTHI, MOATBEPXKAAMIINE HEOOXOIMMOCTh BHECEHHUS TaKUX W3MeHeHuiu. [lpu
HEOOXOIMMOCTH BHECEHUSI H3MEHEHUI B TOKYMEHTBHI, COJIEPIKAIUECS B PETUCTPAIIMOHHOM JIOChE
Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapaT 1jis BETEpUHAPHOIO IPUMEHEHMS, B CIIydasX
WU3MEHEHHS W (WJIM) JOTIOJHEHHUS TPOU3BOJCTBCHHOW IUIOMIAIKU JICKAPCTBEHHOTO CPE/ICTBA, a
Tak)Ke W3MEHEHHUS IOKa3aTelell KadecTBa JIEKAPCTBEHHOTO Tperapara JJisi BETEPUHAPHOTO
NpUMEHeHHs ¥ (MJIM) METOJOB KOHTPOJS KadyecTBa JICKAPCTBEHHOTO Iperapara  JUis
BCTCPUHAPHOTO HNPUMCHCHUA 3aABUTCIIb JOIOJHUTCIBHO MNPCIACTABIIACT B yr[OJIHOMO‘-IQHHBIfI
dbenepaibHBIN OpraH UCTIOJIHUTEIILHON BIIACTH CIIEIYIONINE JOKYMEHTHI (CBEICHNUS ):



(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

1) cBemeHus O JaTe NPENOCTABICHUS M PETUCTPALMOHHOM HOMEpe JHUIEH3UH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, MPEAOCTABICHHON IPOU3BOJUTEINIO JIEKAPCTBEHHOIO
npenapara Jijisi BETEpMHApHOTO MPUMEHEHMS], 111 POCCUMCKUX MPOU3BOIUTENEH;

(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 478-03)

2) cBeAeHHMS O JaTe NPEIOCTABICHUS M PETUCTPALMOHHOM HOMEpe JUIeH3UH Ha
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, MPEAOCTABICHHON MPOU3BOIUTENIO (hapMalleBTHYECKON
cyOcTaHIMM, BXOJSIIECH B COCTAB JIGKAPCTBEHHOTO Mperapara /s BEeTepUHAPHOTO MPUMEHEHHUS,
JUISL POCCUMCKUX TTPOU3BOIUTEIIEH;

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

3) KoM JOKYMEHTA, BBIAAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTPAaHbl MPOU3BOIAUTENS JIst
KOKJIOM TNPOM3BOJCTBEHHOW IUIOLNIAAKM JIEKAPCTBEHHOTO IIpernapara Uil BETEPUHAPHOIO
IPUMEHEHHS U TOATBEP)KIAIOIIEr0 COOTBETCTBUE IPOU3BOJAUTENS JIEKApCTBEHHOTO INpenapara
TpeOOBaHUAM MPABIII HAJICKAIICH MPOU3BOJICTBEHHON MPAKTHKU, M €r0 MEePEeBOJ] Ha PYCCKHI
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TMOPSJKE, a TAKKE KOIMHUS 3aKIIOYEHHS O COOTBETCTBUH
MIPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM MPaBUJI HAJIeKAIIEeH TPOU3BOICTBEHHON
MPAKTUKH, BEIIAHHOTO YIOJTHOMOYEHHBIM (he/lepaTbHbIM OPTaHOM HCIIOIHUTEIBHON BIACTH AJIS
KOKJIOM TNPOM3BOJCTBEHHOW IUIOLNIAAKM JIEKAPCTBEHHOTO IIpernaparta Uil BETEPUHAPHOIO
NPUMEHEHUS, JHUOO KOMUS PEIMeHUS O TPOBEACHUM WHCIEKTUPOBAHUS TPOU3BOIUTEIS
JEKapCTBEHHBIX  CPEICTB,  MPHUHATOrO  YINOJHOMOYEHHBIM  (elepaibHbIM  OpraHoOM
WCIIOJTHUTEJIbHOM BIACTH JJIsI KaXK10M MPOU3BOICTBEHHOM IUIONIAIKH JIEKAPCTBEHHOTO IIpenapara
JUIs. BETEPUHAPHOTO NPUMEHEHMs. YKa3aHHbIE JOKYMEHTBI INPEICTABISAIOTCS B CiIy4ae, €Clid
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O IIpenapara sl BETEpUHAPHOIO IIPUMEHEHUS OCYILIECTBIIAETCS 3a
npenenamu Poccuiickoit @enepanuu;

4) xomusi JOKYMEHTA, BBIJIAHHOTO YIHOJHOMOUYEHHBIM OPraHOM CTpaHbl MPOU3BOJUTENS
dapmaneBTUYECKON CcyOCTaHUMM ¥ TMOATBEPXKAAIOIIETO0 COOTBETCTBUE  MPOU3BOAMUTENS
dapmaleBTUYECKON CyOCTaHIIMM, BXOMSAIIEH B COCTaB JICKAPCTBEHHOTO Tpermapara s
BETEPUHAPHOTO MPUMEHEHHU I, TPeOOBAHUSAM MPaBUJ HaIIEKaIIel MPOU3BOICTBEHHOM MPAKTUKH,
U €ro IepeBOJ Ha PYCCKHUH S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSAKE, B Cilydae, €Cld
MIPOU3BOJICTBO (hapMaIleBTUUECKONW CYOCTAHIIMU OCYIIECTBISETCS 3a mpeneinamu Poccuiickoit
denepauuu.

(uacth 1 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae wusMeHeHus U (WiIM) JOINOJHEHUS MPOU3BOJICTBEHHON ILIOIIAIKH
JIEKApCTBEHHOI'O0 CpPEACTBAa JOKYMEHTHI, YKa3aHHblE B 4YacTM | HACTOSIIEN CTaThH,
NPEACTABISIIOTCA  3asBUTENIEM B  OTHOIICHMM M3MEHAeMOW U (WIM)  JIONOJIHAEMOM
MIPOU3BOJCTBEHHON IJIOMIAJKH JIEKAPCTBEHHOIO CpeACTBa. PelieHne o BHECEHNH M3MEHEHHI B
JOKYMEHTBI,  COJEpXalluecss B  PErUCTPALlMOHHOM JOCh€ Ha  3apErHuCTPUPOBAHHBIN
JIEKapCTBEHHBIN MMpemnapaT Juisi BETEpUHAPHOTO MPUMEHEHUs, Wik 00 OTKa3e B MX BHECEHUU
NPUHUMAETCS B CiIydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTH3BI JEKAPCTBEHHOTO CPEICTBA B
CPOK, HE MpPEBBIIIAIOIINM AEeBSHOCTa pabOYMX JHEH, a B OCTalbHBIX CIy4asX B CpPOK, HE
MPEBBIIIAIONINNA TPUALATH padOYMX AHEW CO THS MPUHSATHUS YIMOJIHOMOYEHHBIM (eaepatbHbIM
OpraHOM MCIOJIHUTEIBbHOMN BJIACTH 3asBJIICHHUSI O BHECEHUH TAKUX U3MEHEHUM.

(vactp 1.1 BBenena @enepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

1.2. B cnywyae peopraHusanuu JepxkaTenas WIA BJaJeiblla PETrUCTPALIMOHHOTO
yIIOCTOBEpPEHUS IEKAPCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO IPUMEHEHHS, pa3paboTINKa WK
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO Ipernapara Uil BETEPUHAPHOTO NPUMEHEHUsS B 3aBICHUH O
BHECEHUM HW3MEHEHMH B JIOKYMEHTBI, COJEp)KalMeCs] B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Il BETEPUHAPHOTO IPUMEHEHMS, YKa3bIBAKOTCS
JAaHHBbIE JOKYMEHTa, MOATBEPKJAIOIIEr0 BHECEHUE COOTBETCTBYIOIIMX HM3MEHEHUUW B EnuHbIil
TrOCY/IapCTBEHHBIA peecTp IOPUAWYECKUX JUI[ (U1l OpraHu3aluii, 3aperucTpUpOBAHHBIX Ha
tepputopun  Poccuiickoii  ®enepanuun), WIM HHOINO JIOKYMEHTa, IOATBEPKAAIOILETO
peopraHm3anuio OpUIWYecKoro muna (uis OpraHu3alui, HE 3aperucCTPUPOBAHHBIX Ha



tepputopun Poccuiickoii ®deneparuu). 3asBieHHe O BHECEHUUM HU3MEHEHUH B JIOKYMEHTHI,
coziepKalirecs: B PETUCTPALlMOHHOM J0ChE Ha 3apEeTrMCTPUPOBAHHBINA JIEKAPCTBEHHBIN ITpenapar
JUIsl BETEPUHAPHOTO NPUMEHEHHS, U NpHJIaraéMble K HEMY JIOKYMEHTBI MpEICTaBISIOTCS B
YIIOJHOMOYEHHBIN (peepanpHblii OpraH HCIOJHUTENBHON BIIACTH HE TO3/JHEE 4YeM uepes
TpUALATh PaboYMX JHEH CO JHS BHECEHHUS COOTBETCTBYIOIIUX W3MEHEHWH B EnuHbIii
TOCY/IapCTBEHHBIH peecTp IOPUAWYECKUX JUI[ (U1l OpraHu3aluii, 3aperucTpUpPOBAHHBIX Ha
tepputopun Poccuiickont denepanun) uiam co IHA NPUHATUS COOTBETCTBYIOLIETO JOKYMEHTA,
MOJTBEPXKJAIOLIETO  PEOPraHU3aluI0  IOPUAMYECKOro  Juua (A7 opraHu3anuii, He
3aperucTpUpoOBaHHbBIX Ha TeppuTopuu Poccuiickoit ®enepanuu). B ciydae peopranuzanuu
Jiep>KaTesis WIK BIIAJIEIbla PETUCTPAMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO IIpenapara Juist
BETEPUHAPHOTO MPUMEHEHUS 3asBJICHHE O BHECEHUHM U3MEHEHUN B JOKYMEHTBI, COACpPKaIIUECs B
PErUCTPALIMOHHOM JI0CHE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar /i1l BETEPUHAPHOTO
MPUMEHEHUS, IOJJAETCS FOPUANUECKUM JIUIIOM, KOTOPOMY B XOJI€ PEOPraHU3aIMK IEPEIAHO MPABO
BJIQJICHUSI TAKUM PETUCTPALMOHHBIM YI0CTOBEPEHUEM.

(uactp 1.2 BBenena @enepanbubiM 3ak0HOM OT 02.08.2019 N 297-03)

2. B ciyyae BHECEHHSI IBMEHEHUI B IOKYMEHTBI, COJIEPKAITUECS B PETUCTPAIMOHHOM J10ChE
Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemapar i BETEPUHAPHOTO MPUMEHEHHUsS, B
OTHOUIEHUHU CBEACHUM, YKa3aHHbIX B moamyHkrax "e", "x", "k", "n", "u", "c¢", "X" myHkra 7 yactu
3 crateu 17 mHactosmero @PeaepadbHOrO0 3aKOHA, U3MEHEHMS U (WIM) JOMOJIHEHUS
MIPOU3BOJCTBEHHON IUIOMIAJIKM JIEKAPCTBEHHOI'O CpPEACTBA, a TAaKK€ B CIydae W3MEHEHUs
MoKa3aTeeil KadyecTBa JICKapCTBEHHOTO MperapaTa s BETEPUHAPHOTO MPUMEHEHUS U (WJIH)
METO/IOB KOHTpPOJII KadecTBa JIEKAPCTBEHHOIrO Ipenapara Uil BETEPHUHAPHOIO IPUMEHEHUs
MPOBOJIUTCS HKCIIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA JUIsl BETEPUHAPHOTO MpUMeHeHus. B cinyuae
HEO0OXOIMMOCTH BHECEHUSI MHBIX U3MEHEHUH B JJOKYMEHTBI, COJIEpKaliecs] B pErUCTPAIMOHHOM
JIOChE Ha 3aperucCTPUpPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar AJisi BETEPUHAPHOTO NPUMEHEHHS,
JKCHEPTU3A JIEKAPCTBEHHOTO CPEJICTBA JIJIs1 BETEPUHAPHOTO MPUMEHEHHS HE MPOBOJUTCSI.

(B pen. @enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

3. 3asBuTENb BOpaBE MPEACTAaBUTH MO COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHHEM O
BHECEHUM W3MEHEHUW B JOKYMEHTBI, COJEpXKallhecsi B PErUCTPALMIOHHOM JOChE€ Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar uisi BETEPUHAPHOIO IPUMEHEHHs, KOIHUH
JIOKYMEHTOB, MOJTBEPKAAOIINX YIUIATy TOCYIapCTBEHHON MOILIMHBI 32 BHECEHUE B IOKYMEHTHI,
coziepKalrecss B PETUCTPALlMOHHOM J0ChE Ha 3apEeTrMCTPUPOBAHHBINA JIEKAPCTBEHHBIN ITpenapar
JUIST  BETEPUHAPHOTO TMPUMEHEHHsS, W3MEHEHUH, TpeOYIOMMX TPOBEACHUS OKCIEPTH3BI
JIEKapCTBEHHOTO CpPEJCTBA, WM HW3MEHEHUH, He TpeOYIoUMX TMPOBENEHUS HKCIEPTHU3BI
JICKapCTBEHHOTO CpelCcTBA. B ciyyae HEOOXOIUMOCTH M3MEHEHUS CBEIICHUH, COMCPIKAIINXCS B
PErUCTPALIMOHHOM  yJIOCTOBEPEHHM  JIEKAPCTBEHHOIO  Mpernapara il BETEPUHAPHOTO
NPUMEHEHHUS, C 3agBJICHUEM, YKa3aHHbBIM B 4YacTH | HacTOsIed CTaThbu, 3asBUTENb BIIPABE
MPEJICTaBUTh 10 COOCTBEHHON WHUIMATHBE KOMUIO JTOKYMEHTa, MOATBEPKAAIOIIErO YIUIaTy
rOCYJapCTBEHHON MOILIMHBI 32 BbIAAUy PETUCTPALMOHHOTO YIAOCTOBEPEHHUS JIEKApCTBEHHOTO
npemnaparta. 3asBUTENb BIIPaBe MPEACTaBUTh M0 COOCTBEHHOM MHUIIMATHBE CBEICHUS O JIMLICH3HSIX,
yKa3aHHble B MNyHKTax | uW 2 4actu | HacTosed cTaTbM, a TaKXKe BbIIaBaEMbIe
YIIOJTHOMOYEHHBIMH (pe/iepabHBIMU OpraHaMH UCTIOTHUTENbHOM BIACTH JOKYMEHTHI, YKa3aHHbIE
B nyHKTe 3 yactu | Hacrosimieidt cratbu. B ciyuyae HempencTaBieHUs yKa3aHHBIX JOKYMEHTOB
(cBeneHMiT) YIOJTHOMOYEHHBIN (efepalbHbIii OpraH HMCIOJHUTEILHONW BJIACTH 3alpalniuBacT
yYKa3aHHbIE JIOKYMEHTBI (CBEICHHS) B TOPSAIKE MEKBEJOMCTBEHHOTO WH(OPMAIIMOHHOTO
B3aUMOJICUCTBHS.

(vacth 3 B pen. PenepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

4. B cpok, HE MPEBBIMIAIONINN ASCATH pabOYMX THEW CO JTHS MOCTYIUICHHUS YKa3aHHOTO B
gyactu | Hacrosimed cTaTbu 3asBICHUS W HEOOXOIUMBIX JOKYMEHTOB, YIIOJHOMOYEHHBIH
dbenepaibHBIN OpraH UCTIOJIHUTEIILHON BIIACTH:

1) mpoBOOUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEICHUM, COJEPKAIIUXCA B
IIPE/ICTABJICHHBIX 3asIBUTENIEM JTOKYMEHTAX;



2) IpUHHMMAET pEUIEHHE O MPOBEIEHUM SKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBA s
BETEPUHAPHOTO MPUMEHEHHS U 00 OTKAa3€ B €€ MPOBEJICHUM;

3) yBemomisieT B MUCbMEHHOW (opme 3asBUTEIsI O NMPHUHITOM PEIICHWH WIM B Clydyae
OPUHATHUS pelleHuss o0 OTKa3e B IMPOBEIEHUU DSKCHEPTU3bl JIEKAPCTBEHHOTO CPENCTBA s
BETEPUHAPHOTO IPUMEHEHMS C YKa3aHUEM IIPUUMH TAKOTO OTKa3a.

4.1. B cnyuyae BBIABJICHHS HEIOCTOBEPHOCTH W (WJIM) HEJOCTATOYHOCTH CBEICHUU,
COJICPKALIMXCS B MIPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTAaX, YIIOJIHOMOYEHHBIN (heaepabHbIi
OpraH HUCIOJHUTEIBHON BIIACTH HaIpaBIIIE€T 3asBUTEII0 3amIpoc 00 YTOYHEHHMH YyKa3aHHBIX
cBeleHU. 3ampoc MOXKET OBITh MepeiaH YIMOJHOMOYEHHOMY IPEACTaBUTEINIO 3asBUTENS IO
pacmucKy, HampaBJieH MO MOYTE 3aKa3HbIM MHCHMOM MM MEpelaH B 3JEKTPOHHOU (opme 1o
TEJIEKOMMYHHUKAIIMOHHBIM KaHajaM CBsi3W. B cilyuae HampaBieHus 3ampoca 00 yTOYHEHHH
YKa3aHHBIX CBEJEHHH IO MOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCS MOJYyYEHHBIM MO UCTEYEHUU
LIECTU JHEH ¢ AaThl HANPaBJICHMs 3aKa3HOTO IUChMa.

(uactb 4.1 BBeneHa denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. 3asBUTeNb 00s3aH MPEACTABUTH OTBET HA 3aIpPOC YIMOJHOMOYEHHOTrO (heaepaabHOTro
OpraHa HCIOJHUTEIbHOW BJIACTH B CPOK, HE MPEBBILAIONINI JAeBSIHOCTAa pabouyux JHEH co THS
NoJlyueHus: JaHHoro 3ampoca. Cpoku, yka3zaHHble B yacTu 1.1 Hacrosmel crarby,
NPUOCTAHABIMBAIOTCS CO JHS HalpaBJlCHUS 3asBUTENIO 3alpoca  YHOJHOMOYEHHOIO
(enepanbHOro OpraHa UCIOJIHUTEIBHOM BIACTH O JHS MOJYYEHUS OTBETA Ha JAHHBIN 3arpoc U
HE YYUTHIBAIOTCS TPU HCUUCICHUM CpOKA MPUHATUS pELIEHUS O BHECEHWU HW3MEHEHUU B
JOKYMEHTBI, COAEpXalluecs B  PETUCTPALIMOHHOM  JIOCB€ HA  3aperMCTPUPOBAHHBIN
JIeKapCTBEHHBIN Mpemnapar Ui BETEpUHAPHOTO PUMEHEHHUS.

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

5. OcHOBaHUEM [UJIs OTKa3a B INPOBEJECHUU SKCIEPTU3bI JEKApPCTBEHHOTO CPENCTBA IS
BETEPUHAPHOTO0 IPUMEHEHUS SBJISIETCS NPEJICTaBICHNUE TOKYMEHTOB, YKa3aHHBIX B yacTsax 1 u 3
HACTOALIEH CTaTbH, B HEMOJHOM OOBEME WJIM OTCYTCTBHE B MPEICTaBICHHBIX JOKYMEHTaX
JOCTAaTOYHBIX CBEACHUH, MOJTBEPKIAIONIMX HEOOXOIMMOCTh BHECEHUS H3MEHEHHH, 0o
HETIPE/ICTABJICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha YyKa3aHHbIM B 4dactu 4.1
HACTOSIIEH CTaThH 3aIpOC YIOJTHOMOUYEHHOTO (eIepaaIbHOr0 OpraHa UCIIOTHUTEIBHOMN BIACTH.
(B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcrnepTusa JIEKapCTBEHHOI'O CPEJICTBA MAJIs BETEPUHAPHOIO NPHUMEHEHUs B LEISIX
BHECEHHS M3MEHEHUIl B JOKYMEHTBI, COJepKallhuecs B PErUCTPAlMOHHOM JIOChe Ha
3aperuCTPUPOBAaHHBIM  JIEKAPCTBEHHBIM  Ipemapar Uil  BETEPUHApPHOIO  NPUMEHEHHS,
OCYIIIECTBIISICTCS B MOPSJKE, YCTAHOBIEHHOM cTaTthel 24 HacTosiero denepanbHOro 3aK0Ha.

6.1. B cpok, He MPEBBIMIAIONINNA JecATH pabounux THEH CO JHS MOJTYYEHHUS 3aKITIOUCHUS
KOMHMCCHUH 3KCIIEPTOB IO PE3yJbTaTaM yKa3aHHOW B YAaCTH 2 HACTOSIIIEH CTAaThbU IKCHEPTHU3BI,
YIIOJIHOMOYEHHBIN (heepalibHbIi OpraH UCTIOIHUTEIBHON BIACTH:

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

1) mpuHMMaeTr pemnieHHe O BHECEHMM HM3MEHEHMM B JOKYMEHTBI, COJEpKallUecs B
PEruCTPaIIOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN IpenapaT AJisl BETepPUHAPHOTO
NPUMEHEHHUS, WM 00 0TKa3e BO BHECEHUH TaKUX U3MEHEHUII,

2) BHOCUT B TOCYIapCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PEILICHUS O
BHECEHUM H3MEHEHMH B JIOKYMEHTBI, COJEp)KalMeCs] B PETUCTPALlMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIM  JICKAPCTBEHHBIN  Mpemapar JUisli  BETEpPUHApPHOTO  MPUMEHEHHS,
HE00XO0/IMMBbIE U3MEHEHHUS M BO3BPAIIACT 3TH TOKYMEHTHI 3asIBUTEIIIO;

3) BbIIACT 3asIBUTEIIO0 HOBOE PErHCTPAIIMIOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOTO Mpernapara
JUIs BETEpUHAPHOTO TPUMEHEHHS B Cllydyae HEOOXOJUMOCTH W3MEHEHHMS CBEACHUH,
colepkalluxcsd B HEM, C COXpaHEHHEM HOMEpa paHee BBIJAHHOTO PETrUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Npenapara Jjisi BETEpUHApHOTO IPUMEHEHHUS.

(m. 3 BBenen DeaepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBeneHa PenepanbHbIM 3aKOHOM OT 22.10.2014 N 313-D3)



6.2. B ciny4yae BHeceHUs U3MEHEHUI B JOKYMEHTBI, COAEpIKAIMECSd B PETUCTPALMOHHOM
JIOCbE Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHUS, B
YacTH, Kacawollelcss HW3MEeHEeHHsT | (WiIM) JIONOJIHEHMSI TPOU3BOJICTBEHHOW IUJIOIIAJKH
JIEKapCTBEHHOTO Mpenapara, Ipy NpeCTaBICHNUHN 3asBUTEIEM B COOTBETCTBUU C ITYHKTOM 3 4acTu
1 HacTosIIel CTaThU KOMUHU PEIICHUS YIIOTHOMOYEHHOTO (De/iepaabHOr0 OpraHa UCIIOJHUTEIHLHON
BJIACTU O IMPOBEIECHUU HWHCHEKTUPOBAHUS MPOU3ZBOIUTENS JIEKAPCTBEHHBIX CPEICTB CpOK,
YKa3aHHBIHN B 4acTu 6.1 HACTOSIIEH CTaThH, IPUOCTAHABIMBACTCS CO THS TOTYUYCHUS 3aKITIOYCHUS
KOMHUCCHUHM OKCIIEPTOB J0 JHS MPHUHATHS YIOJIHOMOYEHHBIM (enepaqbHbIM  OpraHoM
WCTIOJIHUTEIILHON BIIACTH pEIIeHHs O Bblgade win 00 oOTKa3ze B BbIJaYe 3aKIIOUEHHUS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHMSIM IMpaBWII HaJJiexalen
IPOM3BOJICTBEHHOH MPAKTUKH, HO HEe 0oJiee YeM Ha CTO BOCEMbJIECAT pabouux THEH.

(dactp 6.2 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHHEM [UJIsl OTKa3a BO BHECEHHMH HM3MEHEHHMIl B JOKYMEHTBHI, COAEpXalluecs B
PEruCTPaIIOHHOM JI0ChE Ha 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN NpenapaT AJisl BETEpUHAPHOTO
NPUMEHEHHUS, B CIy4asX, HE TPeOYIOIUX MPOBEICHUS dKCIIEPTU3bI JIEKAPCTBEHHOTO CPE/ICTBA,
ABJISIETCS IPEICTaBICHHUE TOKYMEHTOB, YKA3aHHBIX B 4acTAX | v 3 HacTosIIel CTaThH, B HEOJIHOM
o0BeMe WM OTCYTCTBUE B IMPEACTABICHHBIX JOKYMEHTAaX CBEIEHUH, KOTOPHIC JOKHBI OBITH B
HUX OTpa)XXeHbl, JMOO HENpPEICTaBICHUE 3asBUTEJIEM B YCTAaHOBJIEHHBIH CPOK OTBETa Ha
yKa3aHHbIH B yacTu 4.1 HacTosIed CTaTbH 3ampoc YIMOJTHOMOYEHHOTO (eAepabHOrO OpraHa
UCIIOJTHUTENIbHOM BJIaCTH.

(uactb 7 B pen. denepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHUEM MJIs OTKa3a BO BHECEHUM WU3MEHEHHMI B JJOKYMEHTBI, COAEp Kalluecs B
PETUCTPALIMIOHHOM JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar Jijisi BETEPUHAPHOTO
NPUMEHEHHUS, B Clydasx, TpeOyoIIMX MPOBEACHUS SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA,
SIBJISIETCSL 3aKJIFOUEHUE YIOJHOMOYEHHOTO (heepalbHOr0 OpraHa HMCIOJHUTEIHHOW BIACTH O
BO3MOKHOCTH CHIDKEHHSI O€30MaCHOCTH, KauecTBa, 3((HEKTUBHOCTH JIEKAPCTBEHHOTO TIpenapara
BCIICZICTBUE BHECEHHMSI M3MEHEHHMM B YyKa3aHHbIE JIOKYMEHTBHI, OTKa3 YINOJIHOMOYEHHOTO
denepanbHOrO0 oOpraHa HCIOJIHUTEIBHOW BIACTH B BBIJAYE 3aKIIOYEHHS] O COOTBETCTBUU
MIPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM MPABHI HAJISKAIICH TPOU3BOICTBEHHOU
OPAaKTUKK B clydyae U3MEHEHUsT U (WIM) JOMOJIHEHUS MPOU3BOJCTBEHHOW IUIOIIAKU
JIEKapCTBEHHOT0 IIpenapara, €Ciiv MPOU3BOJICTBO JIEKAPCTBEHHOTO MTpenapara s BETEPUHAPHOTO
MPUMEHEHUS OCYIIECTBIsIETCS 3a npeaenamu Poccuiickoit denepanuiu, Wik OTCYTCTBHE 3TOTO
3aKJIFOYEHHUS.

(uacte 7.1 BBeneHa denepanpHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. JlomyckaeTcst oOpalieHue JIeKapCTBEHHBIX MPENapaToB JJisi BETEPHUHAPHOTO MPUMEHEHUS
JI0 UCTEUYEHHS CPOKa FOJTHOCTHU, ITPOU3BEICHHBIX B TEUCHHE CTa BOCBMUECITH JAHEH MOCIe aThl
NPUHSITHS YIIOJTHOMOYEHHBIM (pellepalbHBIM OpPraHOM HCTIOJHUTEIFHOW BIACTH PEIICHUS O
BHECEHHMH W3MEHEHMH B JIOKYMEHTBI, COJIEp)Kalliecsi B PETUCTPAMOHHOM JIOChe Ha
JICKapCTBEHHBIM Mpenapar, B COOTBETCTBUU C MH(OpMauuel, coiepxaiieiics B JOKyMEHTaxX
PEruCTPaIiOHHOTO 10Che Ha JIeKapCTBEHHBIH Mpenapar A0 AaThl IPUHATUS TAKOTO PEIICHHUS.
(uactb 8 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 32. OTmMeHa rocyfapCTBEHHOM perncrpauum JrneKapcTBeHHOro
npenapara

Pemenne 00 oOTMEHE TOCYJapCTBEHHOM pErucTpaluy JIEKapCTBEHHOTO TIpernapara u
MCKJIIOYEHHH JIEKAPCTBEHHOTO IIpenapaTa U3 rocy1apCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPENICTB
MPUHUMAETCS YIIOJTHOMOUYEHHBIM (he/iepaTbHbIM OPraHOM HMCIIOJHUTENIBHOM BIIACTH B CIIydae:

1) mpeacraBneHUsT COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (peiepalibHBIM — OpraHOM
HCIIOJTHUTENIbHOM BJIACTH 3aKJIIOUYEHUS O PUCKE WM 00 yrpo3e 3/0pOBBIO, )KU3HH YEJIOBEKa WU
YKUBOTHOT'O MIPH MPUMEHEHUH JICKaPCTBEHHOTO TperapaTa, MPEBIMAINX ero 3(GEeKTUBHOCTD,
0 pe3yJbTaTaM OCYIIECTBISIEMOI0 UM MOHUTOPUHTa 0€30MaCHOCTH JIEKapCTBEHHOTO Mpenapara;



2) momauM Jep)KaTeleM WM BIAJENbLEM  PETUCTPALMOHHOIO  YIOCTOBEPEHHS
JIEKapCTBEHHOT'O Mpernapara Wi yIIOJIHOMOUYEHHBIM UM JPYTUM IOPUINYECKUM JIUIOM 3asIBICHUS
00 OTMEHE TOCYJapCTBEHHOHN PErucTpaliiy JEeKapCTBEHHOTO Mpernapara;

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

3) HeMOATBEP)KICHUS TOCYNApPCTBEHHOM pErHcTpaluy JEKapCTBEHHOTO IIpernapara IIo
HCTEUEHUU CPOKa JEHCTBUSI PETHCTPALIMOHHOTO YAOCTOBEPEHUS, BBIJTAHHOTO Ha MSAThH JIET;

4) HempenCcTaBlICHHs 3asBUTENEM HH(OPMAIMM, KOTOpas MOXKET MOBIEYb 3a COOOM
HEO0OXOIUMOCTh BHECEHHUSI U3BMEHEHUN B JOKYMEHTBI, COJIEPKAIeCs] B PETUCTPALIMOHHOM JI0Che
Ha 3apErHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TCUYCHHE TPUAATH PabounX JHEH CO JTHS
HACTYIUICHUSI 9TUX U3MEHEHU;

5) ocCylIecTBIIEHHs] TOCYAApCTBEHHOM pETrUCTpaIy JICKapCTBEHHOTO Mpernapara IOA
TOPrOBbIM HAMMEHOBAHUEM 3apETUCTPUPOBAHHOTO paHee IMOJ STUM TOPTOBBIM HAaMMEHOBAHHEM
JIEKapCTBEHHOTO Mpernapara, OTIIMYAIOIIErocsi KaueCTBEHHBIM COCTAaBOM JCHCTBYIOIINX BELIECTB;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6) OCYILECTBJICHUS] TOCYJapCTBEHHOH PErucTpaluyd OJHOTO U TOTO K€ JEKAPCTBEHHOTO
npenapaTa B OTHOIIEHHWU OJHOTO M TOTO e JeprKaTelid WIM BiaJelblla PerucTPaliOHHOTO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOI'O Tperapara B BUJAE ABYX U 0ojee JeKapCTBEHHBIX MpPENapaToB
O] Pa3IMYHBIMU TOPTOBBIMU HAMMEHOBAHUSIMU;

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

7) BBIHECEHHWS CYyJIOM pEIIEHHWs O HapylmIeHWW TMpaB mpaBooOiaaarenss OOBEKTOB
UHTEJUIEKTYaJIbHON COOCTBEHHOCTH MPH 0OpaIlleHHH JEKapCTBEHHBIX CPE/ICTB;

8) OTCYTCTBHS JIEKapCTBEHHOIO Tpemapara B oOpamieHnu B Poccuiickoit deaepanyu B
TEYEeHHE TPeX U OoJiee JIeT;

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

9) HEBBIMOJHEHUS JepXKaTeleM WM BIAAETbIIEM PErHCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI0 Ipernapata JUOO YIOJIHOMOYEHHBIM HMMH JPYIUM IOPHUAHYECKUM JIUIOM
MEpONPHUATHIA TIO0 00eCreueHHI0 O€30MacCHOCTH JIEKAPCTBEHHBIX IPENapaToB, YCTAaHOBICHHBIX
YIIOJTHOMOYEHHBIM (heJiepaJbHbIM OPraHOM UCTIOJHUTENbHOM BIACTH B COOTBETCTBUH C YaCTAMHU
3 u 4 crateu 64 HacTosnero denepanbHOTO 3aKOHA, B paMKaX OCYIIECTBICHHS (hapMaKoHa130pa;
(m. 9 BBeneH DeaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTka3a neprkaTelis WM BIIAJENblia PETUCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara MO0 YHOJTHOMOYEHHOTO UMHU JPYTOro IOPUINYECKOro JHUIa OT BHECEHUS! H3MEHEHUN
B HMHCTPYKLUHMIO 10 TPUMEHEHHUIO JIEKAPCTBEHHOT'O IIperapara, Kacaroluxcs HOBBIX
MOJTBEPXKJICHHBIX JaHHBIX O TOM, YTO PUCK MPUYMHEHUS Bpela 3J0pPOBbIO 4YENIOBEKa WU
KHUBOTHOTO BCJIEJICTBHE IMpPHEMa JIGKAPCTBEHHOT'O Ipernapara NpeBbimaeT 3()(EeKTUBHOCTh €ro
MPUMEHEHHUS.

(. 10 BBeneH denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)
Koncynbrantlntoc: mpumevanue.
C 01.01.2026 ct. 32 nomonusercs m. 11 (O3 o1 27.12.2019 N 475-D3).

CraTtbs 33. locyaapCcTBEHHbIN peecTp NleKapCTBEeHHbIX CpeacTB

1. T'ocymapcTBEHHBIHN peecTp JIEKApCTBEHHBIX CPEJICTB COACPKUT MEePEUEHB JICKAPCTBEHHBIX
[pernapaToB, MNPOIIECAIINX TOCYAAPCTBEHHYIO PETUCTpAlMIo, MepeyeHb (apMareBTHYECKUX
CyOCTaHITN, BXOASAIIUX B COCTAB JIEKAPCTBEHHBIX MPENApaTOB, U CICAYIONTYI0 HH()OPMAIIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPENapaToB:

a) HANMEHOBaHUE JICKAPCTBEHHOTO Mpemnapara (MEXIyHapOJHOE HEMaTeHTOBAHHOE, WU
TPYNIHPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS ),

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

0) nekapcTBeHHass gopMa C yKa3zaHHEM JIO3MPOBKH JICKAPCTBEHHOTO Iperapara U ero

KOJIMYECTBA B MOTPEOUTEITHCKON YIIAKOBKE;



B) HAMMEHOBAHUE JEpXaTeisl WM BIAJEIblla PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKApCTBEHHOIO0 IMpenapara W CBEICHHUS O PErucTpaluu JAepxkKaTens WM BIaAesbla
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara Jyisi METULIMHCKOTO PUMEHEHHUS
B KayeCTBE HAJIOTOIUIATENbIIUKA B CTPaHE PErUCTpaluu (Uil POCCUNCKUX IOPUANYECKUX JIUI] -
uaeHTU(GUKAIIMOHHBIN HoMep Hanororarensipka (MHH), ams mHOCTpaHHBIX FOPHINYESCKUX JIULT
- CTpaHa perucTpauuu, HAMMEHOBAHKUE PETUCTPUPYIOLLIETO OpraHa, PpEruCTPAllOHHBII HOMED, KOJT
HaJIOrOIUIaTENbIIMKA B CTPaHE pErucTpaliy (MHKOPIIOPALMN) WK €r0 aHaJIor);

(nm. "B" B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I) HAaUMEHOBaHUWE M aJpec MPOU3BOJUTENS JIEKAPCTBEHHOI'O Mpernapara U CBEACHUS O
PErucTpanyy MPOU3BOAUTEINS JICKAPCTBEHHOTO Ipenapara i MEAWIMHCKOIO MPUMEHEHUs B
KAaueCTBE HAJIOTOIIATENbIINKA B CTpaHE peructpanuu (A pOCCHUMCKUX IOPUIUYECKUX JIUIL -
uaeHTU(UKAITMOHHBIN HOMep Haoromatenbiuka (MHH), 171 nHOCTpaHHBIX FOPUINYECKHX JIUIT
- CTpaHa perucTpaluu, HAMMEHOBAHUE PETUCTPUPYIOILIETO OpraHa, PeruCTPaAllMOHHBIN HOMED, KOJI
HAJIOTOTUIATEIBIIMKA B CTPAHE PETUCTpaliii (MHKOPIOPAIIUN) UIIH €T0 aHaJIoT);

(mm. "r" B pen. denepanbHoro 3akona ot 28.12.2017 N 425-03)

n) ¢dapmakoTepaneBTHUECKasi Tpymmna, KOJ JEKapCTBEHHOIO Ipernapara MO aHaToMo-
TEPaneBTHYECKO-XMMUYECKON KiacCu(UKaLMU, peKOMEHI0BaHHOW BcemupHO# opranu3zamueit
3/IpaBOOXpPAHEHNS;

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

€) MOKa3aHus U MPOTUBOMOKAa3aHUs K IPUMEHEHUIO JIeKapCTBEHHOTO Mpernapara;

) MOOOYHBIE NEUCTBUS JIEKAPCTBEHHOTO Tperapara;

3) CPOK FOJJHOCTH JIEKapCTBEHHOTO Mpernapara;

1) YCIIOBUS XpaHEHUS JIEKapCTBEHHOTO Mpenapara;

K) YCIIOBHSI OTITyCKa JIEKApCTBEHHOTO Mpemnapara;

1) HOMEp (apMakoNeHHOM CTaTbu WM B CIIydae €€ OTCYTCTBUS HOMEpP HOPMaTHBHOMN
JOKYMEHTAIMH JIU00 HOPMAaTUBHOTO TIOKYMEHTA;

M) JaTa TOCYJapCTBEHHOW pErucTpaludd JEKApCTBEHHOrO TMpernapata U €ro
PErUCTPALIMOHHBI HOMEp, J1aTa 3aMEHbl PErMCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTa Ha 6ecCpOYHOE PETUCTPALMOHHOE yOCTOBEPCHHE JIEKApCTBEHHOTO Tpernapara, Jaara
MOJAYM  3asBJICHUS O TMOATBEPKACHUM TOCYIAPCTBEHHOM pETUCTpalMi JIEKAPCTBEHHOIO
npenapara, 1aTa OTMEHbI TOCYAapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO Mpernapara;

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

H) KaueCTBEHHBIH COCTaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOLIMX BEHIECTB U
KAUECTBEHHBI COCTaB BCIIOMOTaTENIbHBIX BELIECTB JIEKAPCTBEHHOIO MIpenapara;

(mm. "H" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

0) nH(opMarrst 000 Bcex pa3perieHHbIX BUIaX BTOPUYHOU (MIOTPEOUTEIIbCKOW) YITAaKOBKH;
(mm. "o" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1) laTa MPUHATHUS PEUICHHUs O BO3MOYKHOCTH PacCMaTpUBAaTh JIEKaPCTBEHHBIN Mpenapar npu
TOCY/IapCTBEHHOW pPETUCTpAllMd B KadecTBE Op(aHHOTrO JEKapCTBEHHOTO mpemnapara (ams
JIEKapCTBEHHBIX MPENapaToB JIsl MEIUIIUHCKOTO IPUMEHEHUS );

(mm. "n" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. @enepaibHOTO 3aKOHA
o1 27.12.2019 N 475-®3)

P) HaJIM4Ke JICKApCTBEHHOTO MpernapaTa B epedHe JKU3HEHHO HEOOXOAMMBIX U BaYKHEHUIITUX
JIEKapCTBEHHBIX MPENapaToB ([Is JIEKapCTBEHHBIX MPENapaToB AJ MEIULUHCKOTO IPUMEHEHHUS);
(mm. "p" BBeneH DenepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3; B pen. @enepaibHOTO 3aKOHA
or 27.12.2019 N 475-®3)

C) HaJIM4YMe B JIEKAPCTBEHHOM IpenapaTe HapKOTUUECKUX CPEJCTB, ICUXOTPOIHBIX BEILIECTB
U WX TPEKypCcoOpoB, MOJISKAIMX KOHTposto B Poccuiickoit denepanuu, B COOTBETCTBHHU C
3aKoHOAarenbCcTBOM Poccuiickon denepanuu, MeEXIyHapOAHBIMM JOroBopamu Poccuiickoi
®enepanun, B TOM uuciie EAMHON KOHBEHIMENM O HAapKOTHYECKHUX cpenctBax 1961 roma u
KounBennueit o ncuxorponHbix Bemectsax 1971 roxa;

(mm. "c" BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)



T) uHdoOpMalUs O TOM, SIBIISIETCS JM JAHHBINA JIEKAPCTBEHHBIN MpemapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToOM;

(mm. "1" BBeneH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

y) CBEACHUS O TOJaue 3asBJICHUS O BHECEHUH M3MEHEHUN B JOKYMEHTBI, CO/Iep KAIUECs B
PETUCTPALIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Mpemnapar;

(nm. "y" BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
¢) yrpatun cuny ¢ 1 mapta 2020 roxa. - ®enepanbublii 3akoH ot 27.12.2019 N 475-03;
X) CPOK BBEJICHHUS JIEKAPCTBEHHOT'O IIpernapaTa B rpaKIaHCKUil 000poT;

(mm. "x" BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B oTHOIICHUH (hapMaIleBTUIECKUX CyOCTaHIIH:

a) HaMMEeHOBaHWE (papMalleBTUYECKOM CYOCTaHIMH (MEXKIYHAPOJHOE HETMATeHTOBAaHHOE,
WIH TPYNIUPOBOYHOE, WM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

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

0) HaMMEHOBAaHME M a/IpeC MPOU3BOAUTEIS (PapMaIleBTUIECKON CyOCTaHITNN;

B) CPOK TOAHOCTH (hapMalleBTHUECKON CyOCTaHIINN;

T') YCJIOBHS XpaHeHUsI (hapMarieBTUIECKON CyOCTaHIINH;

) HOMep (apMaKOMEeWHOW CTaTbu HJIM B CiIydyae €€ OTCYTCTBHsSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIMH JIU0O0 HOPMAaTUBHOTO IOKYMEHTA;

€) Hamuyue ¢GapMaleBTHUECKON CyOCTaHIIMM B TEPEYHE HAPKOTHYECKHUX CPEJICTB,
MICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJISKAMKMX KOHTPOJt0 B Poccuiickoit denepanuu,
B COOTBETCTBUU C 3aKOHOAATeNbCTBOM Poccuniickoit denepanuu, MexX1yHapOIHBIMU JOTOBOPAMHU
Poccuiickoit denepanyu, B ToM urcie EnMHON KOHBEHIIMEH O HAPKOTUUYECKUX cpeacTBax 1961
rona u KonBennueit o ncuxotpornHsbix Bemecrsax 1971 ropa.

(mm. "e" BBeneH denepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

2. dapmareBTUYecKas CyOCTaHIMS, TPOU3BEIEHHAs JUIS peau3alid, MOXET OBITh
BKJIIOYEHA B TOCYAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB HA OCHOBAaHWU 3asiBJICHUS
pazpaboTyrKa WM TPOU3BOJUTENS JIEKAPCTBEHHOTO CPEACTBA JMOO YHNOJTHOMOYEHHOTO UMH
IOPUAMYECKOTO JIMIAa TpPU YCJIOBUU TPOBENEHUS B OTHOIICHWUM TaKoW (apMarieBTHUEeCKON
CyOCTaHITMH IKCIEPTU3HI KauecTBa (apMareBTHUECKON CyOCTaHIINU B MOPSIKE, YCTAHOBICHHOM
crateeit 34 Hactosmero denepanpHOro 3akoHa. B oTHomeHnn GapmaneBTHIECKUX CyOCTaHIIUM,
MPOU3BENICHHBIX MJIA pealu3allid, B TOCYJApCTBEHHOM pEECTpEe JIEKapCTBEHHBIX CPEICTB
COJIEPKUTCS clleyrolas nHopMaLus:

1) mHanmeHoBaHue (hapmareBTHUECKON cyOcTaHIuu (MEXIyHAPOIHOE HEMATCHTOBAHHOE,
WIH TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

2) HauMEHOBaHHE, aJpec MPOU3BOAMUTENS (apMAIEeBTHUECKON CyOCTaHIIMHM, a TaKKe B
OTHOILIEHNH JIEKAPCTBEHHBIX CPEACTB JJIsI MEAUIIMHCKOIO MPUMEHEHHS CBEJICHUS O PETUCTPALUN
MPOU3BOIUTENS (PapMaleBTUIECKOW CYOCTaHIIMM B KadecTBE HAJIOTOIUIATENbINHUKA B CTpaHE
peructpanuu (A7 POCCHUHCKUX IOPUAMYECKUX JIMI - HMACHTU(UKAIMOHHBIA HOMEp
Hanoromarensiuka (MHH), ansg vuHOCTpaHHBIX OPUAMYECKUX JIMI[ - CTpaHa PEruCTpaluu,
HAaMMEHOBAHME PETUCTPUPYIOIIETO OpPraHa, perucTpalMoOHHbIA HOMED, KOJ HaJIOroIuIaTeabIuKa
B CTpaHE€ PErucTpauuy (MHKOPIOPALMH) UIN €T0 aHaJor);

(m. 2 B pen. DeaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMareBTHUECKON CyOCTaHIINH;

4) ycnoBus XpaHeHUs papMarieBTUICCKON CyOCTaHIINM;

5) HoMep dapmakonelHOW cTaTbU JUOO B Cilydyae ee OTCYTCTBHS HOMEpP HOPMATHBHOM
JOKYMEHTAMU UM HOPMAaTUBHOTO IOKYMEHTA;

6) Hammuue (QapmaneBTUUYECKOW CyOCTaHIIMM B TMEpPEYHEe HAPKOTHYECKHUX CPEJNICTB,
MICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJISKAMKMX KOHTPOJIt0 B Poccuiickoit denepanmu,
B COOTBETCTBUU C 3aKOHOAATeNbCTBOM Poccuniickoit denepanuu, MexX1yHapOIHBIMU JOTOBOPAMHU
Poccuiickoit denepanyu, B ToM urcie EnMHON KOHBEHIIMENW O HAPKOTUUYECKUX cpeacTBax 1961
rona u KonBenmuel o ncuxoTpornHeix Bemecrsax 1971 roxa;



7) npara BKIIOYEHHs (papMaleBTUUECKOM CyOCTaHIIMM B TOCYAAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CpPEACTB, JaTa BHECEHUs M3MEHEHUH B JOKYMEHThl (hapMaleBTHUECKOM
cyOCTaHIUM, aTa UCKIIOUEHUs (hapMaleBTHUECKOM CyOCTaHIIMM U3 FOCYJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPECTB.

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

3. Tlopsmox BeaeHuss TOCYAAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEIACTB UL
MEAMLIMHCKOTO NMPUMEHEHHS U MOPSAOK BEIEHUS T'OCYJAapCTBEHHOI'O peecTpa JIEKApCTBEHHBIX
CPECTB AJIsl BETEPMHAPHOIO IPUMEHEHUS YTBEPAKAAI0TCS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEIILHON BIACTH.

CraTtbs 34. Bknio4yeHue B rocyaapCTBEHHbIN peecTp NeKapCTBeHHbIX CPeaAcTB
M  WUCKIMIOYEeHUe U3 rocyAapCTBEHHOro peecTpa JieKapCTBEHHbIX CpeacTs
dapmaueBTMHECKON CyOCTaHLMKU, NPOU3BEAECHHOWN ANA peanu3sauum
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JInsa BxmroueHus dapMareBTHUeCKOW CyOCTaHIIUM, MPOU3BEACHHOM /IS pealn3aiuu, B
rOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOJUTCS IKCIIEPTH3A €€ KaueCTBA.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcnepTu3a KayecTBa YKa3aHHOW B yacTu | HacTosmied craTbi (apMalieBTUYECKOH
cyOCTaHIINH, COCTABJICHHE KOMUCCHEH SKCIIEPTOB 3aKII0YEHUHN 110 pe3yJIbTaTaM 3TOM SKCIEPTU3bI
U WX HamnpaBiCHUE B YIOJHOMOYEHHBIH (QenepajabHblii OpraH MCIOJHUTEIBHONH BIACTH
OCYIIECTBIISIIOTCA B CPOK, HE IMPEBBIIIAIONINI MIeCTUAECATH pabounux THEH co AHS MOJydeHUs
HKCHEPTHBIM YUPEXKIEHUEM COOTBETCTBYIOLIETO 3aJaHHs YHOJIHOMOYEHHOTO (heaepabHOro
OpraHa HUCIOJIHUTEIBHOM BJIACTH U CIEAYIOLIUX TOKYMEHTOB (CBEeIEHUH):

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBemeHus O JaTe NPENOCTABICHUS M PETUCTPALMOHHOM HOMEpe JHUIEH3UH Ha
IIPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB WM CBEIEHUS O Jare MpeNoCTaBICHUA U
pPErucTpaliiOHHOM HOMEpEe 3aKII0YEHHS O COOTBETCTBHM MPOU3BOJIUTENS JIEKAPCTBEHHBIX
cpeAcTB TpeOOBaHMSAM TMpaBWJ HAAJEXKAIIeW MPOU3BOACTBEHHONW NPAKTUKU, BbIIAHHBIX
(MpeAoCTaBICHHBIX) YIMOJIHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTENBHON BIACTH, B
Clay4ae, €cClIM IIPOU3BOACTBO JIEKAPCTBEHHOTO CPEACTBA OCYILIECTBIsAEeTCA B Poccuiickon
®denepanuu;

(B pen. @enepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTpaHbl MPOU3BOJIUTEINS
JIEKapCTBEHHOI'O CPEJCTBA U IMOATBEPXKAAIOIIETO pPa3pEIICHNUE NMPOU3BOJICTBA JIEKAPCTBEHHOIO
CPEIICTBA, U €ro MepeBOj Ha PYCCKUM SI3BIK, 3aBE€PEHHBIE B YCTAHOBJICHHOM MOPSAIKE, a TAKKe
KOMHMsI 3aKJIIOUEHHUS] O COOTBETCTBHM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TpPeOOBaHHUAM
OpaBWJI  HaAJeXallell  MPOWU3BOJICTBEHHOM  NPAKTHKH, BBIAAHHOTO  YHOJHOMOYEHHBIM
(denepaabHBIM OpPraHOM HCIIOJIHUTENIFHOW BJIACTH, JUOO KOIMUS PEIICHUS YHOIHOMOYEHHOIO
denepanbHOrO OpraHa HCHOJIHUTENBHOM BJIACTM O MPOBEIEHUH  UHCIEKTHUPOBAHUS
IIPOU3BOJUTENIS JIEKAPCTBEHHOTO CPEACTBA. Y KA3aHHBIE JOKYMEHTHI NIPEACTABIAIOTCS B Cllydae,
€CIIM MPOU3BOJICTBO JIEKAPCTBEHHOT'O CPEACTBA OCYLIECTBISIETCA 3a mpeaenamu Poccuiickoit
denepauuu;

(m. 2 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) IOKyMEHT, CoJIepKalluil CIIeAYIOIUE CBeICHHS O (papMalleBTUIECKON CyOCTaHIINU:

a) HauMeHoOBaHue (hapMalleBTHUECKOM CYOCTaHIINH, €€ CTPYKTYpa, 00IIHNe CBOWCTBA;

0) HaMMEHOBAaHUE U AJPEC MPOU3BOIUTEIS;

B) TEXHOJIOTHsI IPOM3BOCTBA C OMUCAHUEM CTaui MPOU3BOJCTBA U METOJOB KOHTPOJIA Ha
BCEX CTaJUAX IPOU3BOJICTBA;

T') ONKMCaHue pa3pabOTKH Mpoliecca MPON3BOJICTBA;

1) OIMCaHWE KOHTPOJS KPUTUUYECKUX CTauil Mpolecca IpOU3BOJACTBA U MPOMEKYTOUHON
IPOJYKIINH;



€) IOKYMEHTaJIbHOE TIOATBEPKACHUE (BaIMIALIMs) MPOLECCOB U (MJIM) UX OLICHKA;

’K) CBOMCTBA M CTPYKTYpa JACHCTBYIOIINX BEIICCTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnernuukainus Ha (papMaleBTHUIECKYI0 CyOCTaHIIMIO M €€ 000CHOBAaHHUE;

K) aHAJIMTUYECKHE METOJMKH, UCIOIb3yeMble MPU OCYIIECTBICHHUH KOHTPOJS KadecTBa
dbapmareBTUUECKON CyOCTaHIINH;

M)  JOKYMEHTalbHOE  TMOATBEpXKACHHE  (Balduaalus) aAHAIUTHYECKUX  METOMUK,
HCIIOJIb3YEMBIX MPHU OCYIIECTBICHUN KOHTPOJIS KayecTBa (papMalleBTUYECKOM cyOCcTaHIuu;

M) pe3yJbTaThl aHAJIM3a Cepuil (papMaleBTUUECKON CyOCTaHIINN;

H) MepeyeHb CTaHAAPTHBIX 0Opa3lloB MM BELIECTB, UCIIOJIb3YyEMbIX MPHU OCYLIECTBICHUU
KOHTPOJISI KAa4eCTBa;

0) OMNHCAHHWE XapaKTEPUCTUK MU CBOMCTB YIAKOBOYHBIX MAaTEpUAIOB U YKYIOPOUYHBIX
CPEJICTB;

1) JaHHBIC O CTAOMIBHOCTH (hapMaleBTHUECKOW CYyOCTaHITNY;

P) CPOK FOJIHOCTH;

4) NOKYMEHT, COJAep)Kalllui CBEIEHHUS O PErucTpalu MpPOU3BOAMTENS JIEKapCTBEHHBIX
CPEICTB TSl MEAUIIMHCKOTO IPUMEHEHHS B KAUECTBE HAIOTOILIATEIBIINKA B CTPAHE PETUCTPALIUN
(7151 POCCUMCKUX FOPUANYECKUX JIUIT - UASHTU(DUKAITMOHHBIN HoOMep HastorormaTenbinuka (MHH),
JUTSI HHOCTPAHHBIX FOPUAMYECKUX JIHII - CTPaHA PETUCTPALIMU, HAMMEHOBAHHUE PETUCTPHUPYIOIIETO
OpraHa, pEeTrUCTPALlMOHHBIM HOMEp, KOJ HaJoroIulaTeiblliKa B CTpaHE pPETUCTpaluu
(MHKOPITOpAIMK) WK €T0 aHaJIorT).

(. 4 BBennen DeaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(uactsb 2 B pen. GenepansHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. JIns mpoBeneHHs] SKCIEepTH3bl KauyecTBa yKa3aHHOM B 4acTW | HacTosimed cTaTbu
(dapMaleBTUYECKON CYOCTaHIIMK 3asBUTENH MPEACTABISECT B YIOJTHOMOYCHHBIN (heneparbHbIi
OpraH HUCIIOJIHUTEIbHOMN BIACTH:

1) 3asiBIeHHE O BKJIFOUEHUHU B TOCYIApPCTBEHHBIN PEecTp JEKApPCTBEHHBIX CPEJICTB JaHHOU
dbapmareBTUIECKON CyOCTaHIINH;

2) Komusl JOKYMEHTa, MOATBEPKIAIONIEr0 VYIUIATY TOCYJapCTBEHHON TONUIMHBI 32
BKJIIOUEHHUE B TOCYAAPCTBEHHBIM peecTp JEeKapCTBEHHBIX CPEACTB (hapmalieBTHUECKON
CcyOCTaHINH, MPOU3BEACHHOMN /ISl peau3alnu, JIM0O M0 COOCTBEHHOW WHUIIMATUBE yKa3aHHBIN
JTOKYMEHT. B ciiydae ero HempecTaBiieHuUs 3asBUTENIEM YIIOJHOMOYEHHBIN (peiepanbHblii opran
WCTIOJTHUTENILHON BIIACTH MPOBEpseT (PaKT YyIUIaThl TOCYAAPCTBEHHOW MOILIMHBI 3aSBUTEIEM C
UCIIOJIb30BaHWEM HH(opManuu 00 ymlaTe TroCyAapCTBEHHOM TOILUIMHBI, COJEpKalieics B
locynapcTBeHHOV WH(DOPMAIMOHHOW CHCTEME O TOCYJAPCTBEHHBIX H MYHUIIUTIATBHBIX
IiaTexax, Ha OCHOBAaHUM TPEJCTABICHHON 3asBUTENIEM KOIUU JOKYMEHTA, MOATBEPKAAIOIIETO
yILIATy TOCYAAPCTBEHHOU MOILINHBL;

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

3) IOKYMEHTHI, YKa3aHHBIE B UaCTU 2 HACTOSIILIEH CTAThU;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBiIeHHE O BbIJAYe pas3pellieHHs Ha BBO3 B Poccuiickyro denepanuio KOHKpETHOU
NapTUX HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJICTBA, TPEIHA3HAUYEHHOTO /JIsl IPOBEICHUS
YKa3aHHOM DKCIIEPTU3BI.

(. 4 BBeneH DeaepanbHBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

3.1. B cnmyuyae HenpeACTaBICHUS C 3asBICHUEM O BKIIOYEHUHU B FOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB (papMalieBTUUECKONH CyOCTaHIIMM JIOKYMEHTOB, IOJTBEPKIAIOLINX
yILIaTy TOCYJapCTBEHHON MONUIMHBI M YKA3aHHBIX B ITYHKTE 2 4YaCcTH 3 HACTOSAIICH CTaThH, a TAKKE
BbI/1aBA€MBbIX (mpenocTaBisieMbIX ) YIOJTHOMOYEHHBIMU benepanbHBIMU OpraHamu
VCIIOJIHUTENIBHON BJIACTH JTOKYMEHTOB (CBEIEHUII), yKa3aHHBIX B INyHKTax | m 2 wyactu 2
HACTOSIIICH CTaThM, YIOJHOMOYEHHBIH (enepanbHbIii OpraH MCHOJHUTEIBHON BJIACTH
3ampanmBaeT  yKa3aHHbIE JOKYMEHTHI (CBEJCHHsI)) B TIOPSAOKE MEKBEIOMCTBEHHOTO
MH(GOPMALIMOHHOTO B3aUMOJCHCTBHUS.



(uacth 3.1 BBeneHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 478-D3)

4. B Teuenue necatu pabounx THEH CO JHS MPUHATHSA 3asBJICHUS O BKIIOUCHUH YKa3aHHOMN
B yactu | Hacrosmiei craThbu (hapMaleBTHUECKONH CYOCTaHIIMM B TOCYHApCTBEHHBIM pEecTp
JIEKAPCTBEHHBIX CPEACTB M JOKYMEHTOB, IEPEYMCICHHBIX B 4YacTh | M myHKTe 2 4yactu 3
HACTOSIIEH CTaThH, YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIOJHUTEIBHOM BIACTH:

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

1) mnpoBoOMT NPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAaHHBIX, COAEpXKAILUXCS B
IIPE/ICTABJICHHBIX 3asIBUTENIEM JTOKYMEHTAX;

(B pen. denepanpHoOro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAET pellleHUE O HAMIPABJICHUH B SKCIIEPTHOE YUPEKICHUE 3a/1aHUs HA TIPOBEACHHE
HKCTIEPTHU3bI KAUeCTBA YKa3aHHOU B yacTu | HacToswIeH cTaThi (papManeBTUUEeCKOi CyOCTaHIIH
WM 00 0TKa3e B TAKOM HAIpaBJICHUU;

3) yBenomiIsieT B 3JEKTPOHHON WJIM MHCbMEHHOU (popMe 3asiBUTENS O MPUHATOM PELICHUH
WIM B CIIy4ae OTKa3a ¢ yKa3aHUEM IIPUYMH TAKOTO OTKa3a.

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

4.1. B cny4dae BBISIBIICHUSI HEAOCTOBEPHOCTH CBEICHUM, COAEPKAITUXCS B IPEACTABICHHBIX
3asgBUTEJIEM MaTepHajaX, YMOJHOMOUYEHHBIH (QenepaibHblii OpraH MCIOJHUTEIBHON BIIACTH
HaIpaBJIsieT 3asBUTENIO 3apoc 00 YTOYHEHUHW YKA3aHHBIX CBeAcHUH. J[aHHBINA 3ampoc MOXKET
OBITH IIEpeaH YIIOJTHOMOYEHHOMY MPEICTABUTEINIO 3asSBUTEIIS JIMUHO MO PACIHCKY, HAlpaBJIeH
0 MOYTE 3aKa3HbIM MHMCHbMOM WJIH MEpeAaH B JIEKTPOHHOI (opMe MO TeIeKOMMYHUKAIMOHHBIM
KaHajaM CBsI3M. B ciydae HampaBieHHMs AaHHOIO 3ampoca IO IOYTe 3aKa3HbIM IMCBbMOM OH
CUUTAETCS MOJYYECHHBIM 10 UCTEYEHHH IIECTH THEN C AAaThl HAIIPaBJICHUS 3aKa3HOTO MMHChMa.
(uactb 4.1 BBeneHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

4.2. 3asBuTenb 00s3aH MPEJICTABUTh OTBET Ha 3alPOC YIMOJHOMOUYECHHOTO (eaepaabHOTO
OpraHa UCIIOJIHUTEJIbHOW BJIACTU B CPOK, HE MPEBBIMIAIOIINI JEBIHOCTa pabounx IHEH co AHA
MOJMy4YeHHs JaHHoro 3ampoca. Cpok, YyKa3aHHbIH B 4YacTh 4 HACTOAILIEW CTaThH,
NPUOCTAHABINBACTCS CO JHS HAIIPABIICHHS 3asBUTEIIIO 3aIIpoca YIOJTHOMOUYEHHOTO (heeparbHOTO
OpraHa WCHOJHUTEIbHOM BJIACTHM JO JHS IOJYYEHUS MM OTBETa Ha JAHHBIM 3ampoc U He
YUUTBIBACTCS MIPU MCUUCIIEHUH CPOKa 3KCIEPTHU3bl KauecTBa (hapMaleBTHUECKOW CyOCTaHIUH,
HEHUCIIO0Ib3YEMOU MPU MPOU3BOJICTBE JIEKAPCTBEHHBIX MPENAPATOB.

(uactp 4.2 BBeneHa PenepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

5. OcHOBaHMEM [UIs OTKa3a B HANPABICHHHM B OJKCIEPTHOE YUYPEXKICHHE 3aJaHUs Ha
IPOBE/ICHUE DKCIIEPTU3HI KaUeCTBA YKa3aHHOM B yacTH 1 HacTosImei cTatbu apMareBTHYECKON
CcyOCTaHIMM SBJISETCS HETIpeACTaBIeHNEe JOKYMEHTOB, YKa3aHHbBIX B YacTH 2 HACTOSALICH CTAaThu,
OTCYTCTBUE HH(OpMaIUH, MOATBEpXKAArOmEH (aKkT ymaaTbl TOCYAApCTBEHHOH MOUUIMHBI 32
BKJIIOUEHUE  (hapMalleBTHUECKONM  CyOCTaHIIMM, TNPOM3BENCHHOW [UIsl  peaju3alud, B
rOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB, HENPEJACTABICHUE 3asBUTEIIEM B
YCTAHOBJICHHBI CpPOK OTBETa Ha YyKa3aHHbIM B yacth 4.1 HacTosimed CcTaThu 3ampoc
YIIOJIHOMOYEHHOTO (pe/IepalbHOTO OpraHa HCIOJHUTEIPHOW BIACTH WM TPEJCTaBICHHUE
JIOKYMEHTOB, HE COJIEPKAIUX NCUYEPITBIBAIOIIETO NMEPEUHs HEOOXOIMMBIX CBEACHUMN.

(vacth 5 B pen. PenepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TedyeHue naTHaALATH paboOYUX JHEH CO THS MOJY4YEHHs PEHICHUs YIOJTHOMOYEHHOTO
(denepanbHOro OpraHa MCIOJHUTENBHOM BJIACTH O HAIPaBICHHM B JKCIIEPTHOE YUPEkKIACHUE
3aJlaHUsl Ha TPOBEJCHHE HKCHEPTU3bl KAaUeCTBA YyKa3aHHOW B 4YacTW | HACTOSIIEH CTaTbu
(dapMmarieBTUYECKON CyOCTaHIIMU 3asBUTENb MPEACTABISET B OSKCIEPTHOE YUPEKICHHUE IS
MPOBEJCHUS JTaHHOM SKCHEepTHU3bl 00pasibl (hapMaleBTUYECKON CyOCTaHIIMUM B KOJHYECTBE,
HEOO0XOIMMOM JJIsi BOCIIPOM3BEICHUS METO/0B KOHTPOJIS KayecTBa. DKCIEPTHOE YUPEKICHHE
IpU TOJYYEeHUH OO0paslloB yKa3aHHOW B dYacTh | HacTosmed craTbu ¢apMareBTUIECKON
CyOCTaHIIMM BBIJAET 3asBUTENIO0 JOKYMEHT, OATBEPKAAIOIIMNA MOTyYeHHE ITHX 00pa3lioB, U B
CPOK, HE TPEBBIMAIONNNA TpeX pabdOuYuX IHEH, YBEAOMIIACT B AJCKTPOHHOM MM MUCHMEHHOU
¢dopme 00 ITOM YIOTHOMOUEHHBIHN (eliepaIbHbIil OpraH HCIOTHUTEIBHOM BIAaCTU. DTH CPOKH HE
BKJIFOYAIOTCS B CPOK ITPOBEACHUS JAHHOW SKCIIEPTU3BI.



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

7. JIOKYMEHTBI, MOCTYNUBIINE B KCIEPTHOE YUPEXKJEHHUE AJISl MPOBEICHHS SKCIEPTU3bI
KayecTBa YKa3aHHOW B 4acTu | Hacrosimel ctatbu (papmarieBTUUECKON CyOCTaHIIMH, MOJIEKAT
BO3BpaTy B YIOJHOMOYEHHBINH (peliepalibHbIil OpraH MCHOJHUTENBHON BIacTH OAHOBPEMEHHO C
3aKJIIOUYEHUSAMH 110 PE3YJIbTaTaM MPOBEICHHON IKCIIEPTUBI.

8. B cpok, He mNpeBBIIAIONINN MATH paboYMX AHEH €O IHSA TOJYYCHHs 3aKIIOYEHUs
KOMUCCHH 3KCIIEPTOB MO pe3yjbTaTaM SKCHEPTHU3bl KAUECTBA yKa3aHHOUM B yacTH | HacTosiien
ctaTbl  (papMaleBTUYECKON  CyOCTaHIIMM,  YIMOJTHOMOYEHHBIM  (elepalibHBId  OpraH
WCIIOJTHUTEJIbHON BIIACTH:

1) ocyiiecTBIsIET OLIEHKY TaKOT0 3aKII0YSHHUS JJIs1 ONIPEICIICHUS €T0 COOTBETCTBUS 3a/1aHUIO
Ha IIPOBE/ICHHUE TAHHON HKCIIEPTHU3HI;

2) TpUHUMAaET penieHHe O BKIIOYCHUM YKa3aHHOW B 4YacTH | HACTOSIIEH CTaThu
(dapMaleBTUYECKON CyOCTaHIIMM B TOCYJApCTBEHHBINH PEECTp JICKAPCTBEHHBIX CPEICTB WU
penieHre 00 0TKa3ze B TAKOM BKJIIOUEHHH;

3) BHOCHUT IIpU NMPUHATHH PELICHNS O BKIOYEHUN YKA3aHHOM B 4acTHU | HacTosIILEel cTaTbu
dapmainieBTUYECKON CcyOCTaHIIMM B TOCYIJapCTBEHHBIN pEEeCTp JIEKApCTBEHHBIX CPEICTB
MPEeyCMOTPEHHYIO YacThio 2 craThu 33 HacTosmiero denepanbHOTO 3aKOoHA WHGOPMAIUIO U
YBEAOMJISIET 00 3TOM B 3JIEKTPOHHOM UM MUCbMEHHOMN (popMe 3asBUTEISI.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 27.12.2019 N 462-D3)

9. OcHoBaHMEM [Jid OTKa3a BO BKJIIOUYEHHM YKa3aHHOW B 4acTW | HACTOSIIEH CTaTbu
(dapmaleBTUYECKO CyOCTaHIIMN B TOCYJapCTBEHHBIN PeecTp JEKApPCTBEHHBIX CPEICTB SBIISETCS
3aKJIIOUEHHE COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH O TOM, YTO KayeCTBO (hapMaleBTHUECKON CyOCTaHIIMK HE TIOATBEPKICHO TOTy4YeHHBIMU
JTAHHBIMU.

(uacth 9 BBeneHna denepanbHbiM 3akoHOM 0T 22.10.2014 N 313-D3; B pen. DenepanbHOro 3aK0HA
o1 04.06.2018 N 140-D3)

10. He pomyckaeTcsi BKJIIOYEHHE B TOCYAApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB
OJTHOM (papMarieBTUIECKOMN CyOCTaHITNU, TPOU3BEICHHOM /ISl pealTi3alliy U BBIITYCKaeMOW OJTHUM
U TEM K€ TPOU3BOAMNTEIIEM, B BUJIE ABYX M 00JIee PEeCTPOBBIX 3aIMHUCEH.

(uacth 10 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHecenne wu3MEHEHHMII B JOKYMEHThI Ha (apMaleBTUYECKYI0 CYOCTaHIIHUIO,
MIPOU3BEICHHYIO JJIsl peai3ali U BKIIOYEHHYIO B TOCYJAapCTBEHHBIN PEecTp JIEKapCTBEHHBIX
CPE/ACTB, OCYILIECTBISIETCS B TOpsAJKe, ycTaHoBieHHOM ctaThsiMu 30 u 31 Hacrosuiero
®denepalbHOrO  3aKOHA, C  yIUIATOM TOCYIapCTBEHHOW MONUIMHBI, MPEAYCMOTPEHHOMN
3aKOHOJATENHLCTBOM Poccuiickoit denepamnuu o Hajmorax u coopax.

(uacth 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Jlomyckaercs oOpamieHue (apMameBTHUECKUX CYOCTAHIUMA, TPOU3BEICHHBIX IS
peanu3aiyu, B TEYEHHE CTa BOCBMUAECITH THEH [0 M TOCJIe MPUHATUS YIOIHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIONTHUTEIBHOMN BIACTH PEIICHUSI O BHECCHUU H3MEHEHHH B IOKYMEHTBI
Ha (apMaleBTUYECKYIO CYOCTaHIMIO, MPOM3BEACHHYIO [UIsl pealu3alil U BKJIIOYEHHYIO B
rOCYJAapCTBEHHBIN peecTp JIEKaPCTBEHHBIX CPEICTB.

(uactb 12 BBeneHa denepaabHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Pemenne 00 MCKIIOUEHHM W3 TOCYAapCTBEHHOTO PEECTpa JIEKApCTBEHHBIX CPEICTB
dapmaneBTUUECKON  CyOCTaHIIMM, TNPOM3BENCHHOW Uil  peaju3alud, MpUHUMAETCs
YIIOJTHOMOYEHHBIM (peIepaibHBIM OPTaHOM HCIIOTHUTEILHOM BIIACTH B CIydae:

1) mnpeacraBneHUS COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (peiepaibHbIM — OpraHOM
WCTIOJTHUTEIILHOM BJIACTU 3aKIIOYEHHS O PUCKE WU 00 Yrpo3e >KM3HU WU 3OPOBBIO YETIOBEKA
7100 )KMBOTHOTO MPH UCIIOIb30BAHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) momaud pa3pabOTYMKOM  JIEKAPCTBEHHOT'O  CPEACTBA WM  MPOU3BOJUTEIIEM
JIEKapCTBEHHOT'O CpEeJICTBa JMOO YIOJHOMOYEHHBIM HUMH JAPYTUM IOPUAMYECKUM JIUIOM
3asBJICHUS OO0 WCKIIOYCHHH U3 TOCYAApCTBEHHOTO pEecTpa JIeKAPCTBEHHBIX CPENICTB
dapmaneBTUYECKOM cyOCTaHIIMHU, IPOU3BECHHON AJIs peau3aliu;



3) orcyrcTBUS (hapMalleBTHUECKOM CyOCTaHIIMM, MPOU3BEIACHHOM i pealn3aluu, B
obpamienuu B Poccuiickoit deneparuu B TeUeHUE TpeX U OoJIee JieT.
(uacTb 13 BBenena PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratbsa 35. YTpatuna cuny ¢ 1 uonsa 2015 roga. - PegepanbHbIA 3aKOH OT
22.12.2014 N 429-P3.

Cratba 36. OGxanoBaHue pewweHuss 06 OTKase B BblAa4ye pa3pelueHust Ha
npoBeAeHne KIMHUYECKOro nccrneaoBaHUA NeKapCTBEHHOro npenapara, pelweHus
06 oOTKaze B rocygapCTBEHHOW perncTpauvm rneKapCcTBEHHOro npenapara,
3aKNYEeHUS KOMUCCUM IKCMEPTOB IKCMEPTHOro yYpeXAEHUA UNU 3aK4YeHus
coBeTa Mo 3TukKe

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

Perienue coOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepaTbHOr0 OpraHa MCIOJHUTEIbHON
BJacTU 00 OTKa3e B BbIaye pa3pelieHus Ha NPOBEACHHE KIMHUYECKOTO HCCIeI0BaHus
JICKapCTBEHHOTO IIperapara, pelleHHe YKa3aHHOTO (enepajbHOro opraHa HCIOJIHUTEIbHOM
BJacTl 00 OTKa3e B TOCYJAapCTBEHHOM perucTpaliu JeKapCTBEHHOIO Mpemnapara, 3aKiIioueHne
KOMHCCUH HKCIIEPTOB SKCIEPTHOTO YUPEKACHUS WIH 3aKII0OUYECHHE COBETa IO 3TUKE MOXKET OBbITh
00’kajoBaHO B TMOPSIKE, YCTAaHOBICHHOM 3aKOHOJATeahCcTBOM Poccuiickoii ®Denepamnmu.
3aKII0YeHNEe KOMHMCCHM JKCIIEPTOB AKCIEPTHOIO YYPEXKICHHS O B3aUMO3aMEHSEMOCTU
JIEKapCTBEHHBIX MPENapaToB AJI MEAULIUHCKOTO MPUMEHEHUS TUOO0 O TOM, YTO JIEKAPCTBEHHBIH
npenapar A MEAULIUHCKOTO NPUMEHEHUS HE SBISETCS B3aUMO3aMEHSEMBbIM, MOXET OBITh
00>KaJI0BaHO JiepKaTesieM WK BIAJENblEeM PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO
npenapara B YHNOJHOMOYEHHBIM (enepanbHblii OpraH HCHOJHHUTEIbHOM BIACTH, KOTOPBIH
NpUBJIEKAET K PACCMOTPEHHUIO YKa3aHHOM >Kajio0bl TIOJBEJOMCTBEHHbIE €My Hay4yHbIe
opranu3anui 1 oOpa3oBaTeNbHbIE OPTraHU3aIMM BBICIIETO O0Opa30BaHMA, OCYIIECTBISIONINE
JEeSITeNIbHOCTD B cpepe oOpalleHus IeKapCTBEHHBIX CPEJICTB. 3aKII0UEHNE KOMUCCUU SKCIIEPTOB
HKCIEPTHOTO YUPEKACHUS, OPOPMIICHHOE 10 UTOraM IepecMoTpa 00KalOBAaHHOTO 3aKIIOYCHHUS
JKCIIepTa, MOXET OBITh OCHOPEHO JeplKaTeleM WM BIAJAENbIEM pPETUCTPALUOHHOIO
yJIOCTOBEPEHHsI JIEKAPCTBEHHOTO Ipernapara JIMOO yIMOJIHOMOYEHHBIM MMH JIMIIOM B IOpPSIKE,
YCTaHOBJICHHOM 3aKOHOJATeIbCTBOM Poccuiickoit denepanuu. [lpu oOGxanoBaHUM pEIICHHS
YIIOJIHOMOYEHHOTO (heIepabHOTO OpraHa MCIOJIHUTEIBHOM BIIACTH, 3aKIIOUECHUS SKCIIEpPTa HITH
KOMHCCHH JKCIEPTOB HKCIIEPTHOTO YUPEKICHHUS, 3aKIOUEHUs COBETA MO ITUKE AEPKATEIb WIN
BJAJIeNIel] ~ PETUCTPAIMOHHOTO  YIOCTOBEPEHHsS]  JICKQpCTBEHHOTO  Ipemapara  Jubo
YIOJIHOMOYEHHOE€ MMM JIMLO BIIPABE MPEACTABUTH PE3yNbTaThl SKCIEPTU3BI JIEKAPCTBEHHOTO
mpernapara, MPOTOKOJBI MOTYYCHHBIX AKKPEAUTOBAHHBIMU HCIBITATEIHHBIMU J1A00pATOPUSIMU
(meHTpaMu) pe3ynbTaTOB HCCIICIOBAHUMN, UCTIBITAHHH.

(B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

CraTtbsa 37. UHpopmaums, cBA3aHHaA C OCYLLECTBIIEHMEM rocyaapCTBEHHOMN
peructpauumn rnekapcTBeHHbIX NpenapaTos, UHhopmaLusa 0 3aperMcTpMpoBaHHbIX
JfleKapCTBEHHbIX MpenapaTtax U NeKapCTBEHHbIX Mpenapartax, UCKITOYEHHbIX U3
rocynapcTBeHHOro peectpa fiekapCTBEeHHbIX CpeAcTB

1. CooTBETCTBYIONIUI YIOJHOMOYCHHBIH (efepalbHbI OpraH HCTIOJHUTEIBHOW BIACTH
pa3meInaeT Ha cBoeM oQHIMaIbHOM caiite B cetn "HHTepHer" mH(OpMaIuUio, CBA3aHHYIO C
OCYIIECTBIIEHUEM TOCYAAPCTBEHHOM PETUCTpPALMU JIEKAPCTBEHHBIX IMpPENapaToB, B TOM YHUCIIE
IIPOBEJEHUEM 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB (BKIOYAs pPE3yJbTaTbl €€ IPOBEICHMS),
UHGOPMALIMI0O O 3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperaparax M JIEKapCTBEHHBIX
npenapaTax, UCKIUYEHHbBIX U3 TOCYAapCTBEHHOTO PEECTpa JIEKapCTBEHHBIX CPENICTB, HE TI03/IHEE



4yeMm depe3 MATh paboumx THEH O JHS IMOJIYyU4EHHUs YHMOTHOMOYEHHBIM (eiepallbHbIM OpraHOM
WCITOJTHUTEIIbHOW BJIACTH COOTBETCTBYIOIIECH MH(POPMAIIUH.
(B pen. ®enepanbHbIx 3aKOHOB 0T 22.12.2014 N 429-D3, ot 02.08.2019 N 297-03)

2. Cpoku M MOPSAIOK pa3MEICHUs] YKa3aHHOW B yacTu | HacTosIe cTaThu HHGOpMAIIH
YCTaHABIMBAIOTCS  YIIOJTHOMOYEHHBIM (DellepaqbHbBIM OpraHOM HCIOJHUTEIBHON  BIIACTH.
Nudopmanus, ykazaHHas B 4acTH | HACTOSIICH CTaThH, ABJISICTCS OTKPBITOM U OOIIEAOCTYITHOM U
MPEI0CTABIIACTCS 3aMHTEPECOBAHHBIM JIMI[aM B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoi
denepanuu.

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

Mnaea 7. KMMHWYECKUE UCCIIEAOBAHUA JIEKAPCTBEHHbIX
NPENAPATOB ANnA MEAMUMHCKOIO NPUMEHEHWUA, OrOBOP
Ob UX NMPOBEAEHUW, NMPABA NAUUEHTOB, YHYACTBYIOLLUNX
B 3TUX UCCIIEAOBAHUAX

Cratbsa 38. KnuHunueckue mccrnenoBaHUsi NeKapCTBeHHbIX NpenapaTtoB Ansi
MeAMWLIMHCKOro NpUMeHeHus

1. KiuHudeckwe WCCIENOBAaHUS JIEKAPCTBEHHBIX TPENapaToB sl MEIUIMHCKOTO
OPUMEHEHHUA, B TOM 4YHCI€ MEXIYHAPOAHbIE MHOTOLEHTPOBBIE, MHOTOIICHTPOBBIE,
MOCTPETUCTPAIIMOHHBIC, POBOJISATCS B OJHOW WM HECKOIBKUX MEIUIIMHCKHX OPraHU3alUsiX B
COOTBETCTBUM C TMpaBWIAMHM HaJUIekKalled KIMHUYECKOW TMPaKTHUKH, YTBEP)KICHHBIMU
YIIOJTHOMOYEHHBIM  (heJiepadbHbIM OPraHOM MCIOJHUTEILHON BIACTH, COOTBETCTBEHHO B
CIIETYIOIIUX HeJIsX:

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

1) ycraHoBieHHE 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB AJIs 310POBBIX JOOPOBOJIBLIEB
U (WJTM) IEPEHOCUMOCTHU UX 3I0POBBIMH TOOPOBOJIBIIAMH, 32 UCKIFOUEHUEM TaKHX UCCIICIOBAHUN
JIEKapCTBEHHBIX MPEMapaToB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit deneparmu;

2) moabop ONTHMANBHBIX JO3MPOBOK JICKAPCTBEHHOTO Tpernapara W Kypca JCUeHUs IS
NAlMEHTOB C OIpeAeJeHHbIM 3a00JeBaHUEM, ONTHUMAJbHBIX J03 U CXEeM BaKIMHALUU
UMMYHOOHMOJIOTHYECKIUMHE JIEKAPCTBEHHBIMU TperapaTaMu 3I0POBIX JOOPOBOIILIIEB;

3) ycraHOBIeHHE O€30MaCHOCTH JICKAPCTBEHHOTO Tpemapara u ero 3G(EKTUBHOCTH IS
NAllMeHTOB €  ONpeZeNeHHBIM  3a0oieBaHHeM, MNpO(UIAKTHUECKOW  APPEKTHBHOCTH
UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MPEnapaToB ISl 310POBBIX JOOPOBOJIBLIEB;

4) u3ydeHre BO3MOXKHOCTU PACIIMPECHHS MOKA3aHWHA ISl MEIUIMHCKOTO MPUMEHEHUS U
BBISIBJICHUS paHee HEU3BECTHBIX MOOOYHBIX JEHCTBUN 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MPEermapaToB.

2. B oOTHOIIEHHMH BOCHPOM3BEIEHHBIX JEKAPCTBEHHBIX MPENapaToB s MEAUIIMHCKOTO
NPUMEHEHUS TIPOBOMATCS WCCICAOBaHUS OWOIKBUBAICHTHOCTH W (WJIHM) TEpaneBTUYCCKOU
SKBUBAJIEHTHOCTH B TMOPSJIKE, YCTAHOBJICHHOM YIOJHOMOYEHHBIM (eepalbHbIM OpraHOM
WCTIOJTHUTEIILHOM BJIACTH.

3. Opranuzanuio NpoBeIeHUs] KITMHUYECKUX UCCIIEJOBAaHUN JIEKapCTBEHHOTO IIpernapara s
MEAUIIMHCKOTO MTPUMEHEHHUS BIIPABE OCYIIECTBIIATh:

1) pa3zpaboTuuk JEeKapCTBEHHOTO Ipernapara Wik yIoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHbIC OPraHU3AIMH BBICIIETO 00pa30BaHUsl, OpraHU3aIUH JOTIOJTHUTEIHLHOTO
poeCCHOHAIBHOTO 00pa30BaHUS;

(m. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIEeI0BATEeIbCKIE OpraHU3aliu.

4. KiuHMYecKHWe WCCIEeNOBaHUS JICKAPCTBEHHOTO TMpemnapara Juisi MEIUIMHCKOTO
NPUMEHEHHUS TMPOBOAATCS HAa OCHOBAaHMM pa3pelieHHus Ha TMPOBEACHHE KIMHHUYECKOTrO
WCCJICIOBAHMS JIGKAPCTBEHHOTO TIperapara, BBIIAHHOTO YIIOJTHOMOYEHHBIM (eaepatbHbIM
OpraHOM HCITOJIHUTEIIbHOW BJIACTU. YTIOJTHOMOYEHHBIN (heepaibHbId OpraH HMCIOTHUTEIHHOM



BJIACTH BEJIET PEECTP BBIJIAHHBIX pa3pellEHUI Ha NPOBEACHHE KIMHUYECKUX HCCIIEIOBAHUN
JICKapCTBEHHOI'O IIpenapara, COAEpKaIlUui yKa3aHWe Ha UX LEJIb WIN LEIH, B YCTAHOBICHHOM
TUM OPraHOM IOPSIJIKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuiy ¢ 1 utons 2015 roga. - @eaepanbublii 3akoH oT 22.12.2014 N 429-D3.

6. K opranuzaiuu npoBeieHUsT KIMHUYECKUX MCCIEAOBAHUM JIEKQpCTBEHHOrO Mpenapara
JUIS  MEIWIMHCKOTO TPUMEHEHHs pPa3pabOTUMKOM JIEKapCTBEHHOIO Ipemapara MOTYT
NPUBJIEKaTbCA IOPUIUYECKUE JIUIA 000 OpraHM3allMOHHO-NIPAaBOBONH (OPMBI MPH YCIOBUU
oOecrieyeHns: COOTBETCTBUSI ITHX HCCIeNIOBaHUN TpeOoBaHUsAM HacTtosuero denepanbHOro
3aKOHa.

Koncynsrantlntoc: npumedanue.

B HacTosiee BpeMst JeHCTBYIOIIUM 3aKOHOAATETLCTBOM HE YCTAHOBJICH MOPSIOK
aKKpeIUuTalMi MEJUIMHCKUX OpraHU3alluil Ha paBo MIPOBEIEHUS KIMHUYECKUX UCCIIECIOBAHNN
JIEKApCTBEHHBIX NPenapaToB A MeauuuHcKoro npumenenus. Jlo 01.01.2021 peiictBoBano
ITocranoBnenue IlpaBurenscta PO ot 03.09.2010 N 683.

7. KiuHuueckue UCCIENOBaHMs JIEKAPCTBCHHBIX IPENapaTroB Uil MEIULUHCKOTO
IPUMEHEHHUS IPOBOAATCSA B MEAUIIMHCKUX OPraHU3alUAX, aKKPEIUTOBAHHBIX YIIOJHOMOYEHHBIM
(enepaabHBIM OpPraHOM HCIIOJIHUTENBHOM BIACTH B MOPSIKE, YCTaHOBJIEHHOM [IpaBuTenscTBOM
Poccuiickoit ®enepanuu.

8. IlepeyeHb MEOMIMHCKUX OpraHM3alMii, UMEIOIMMX MPaBO INPOBOIUTH KIMHUYECKUE
UCCJIEIOBAHMSI JIEKAPCTBEHHBIX IIPEMApaToB s MEAMLIMHCKOTO IPUMEHEHMs, U PEECTp
BBIJIAHHBIX DPa3spelleHUl Ha MPOBEICHUE KIMHUYECKUX MCCICNOBAaHUN JIEKapCTBEHHBIX
IpenapaToB OMyOJIMKOBBIBAIOTCA M PAa3MEIIAIOTCS YIIOJIHOMOYEHHBIM (peepanibHbIM OpPraHOM
UCTIOJIHUTENIBHOW BJIACTH B YCTAHOBJIEHHOM MM IOpsIKE HA CBOEM O(PHIMAIBHOM CaliTe B CETU
"NuTepuer".

Cratbsns 39. PeweHne o0 npoBeAeHMM KIMHUYECKOro UccnenoBaHuUA
NneKapcTBEeHHOro npenapara ans MeauuMHCKOro NpuMeHeHus
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHuueckoe wuccienoBaHUE JIEKapCTBEHHOI'O Ipenapara [uisi MEAMIMHCKOIO
IPUMECHEHHAS NPOBOAMTCA HAa OCHOBAHMM DA3pElICHUs Ha NPOBEICHHE KIMHUYECKOIO
UCCIICIOBaHMUS JICKApCTBEHHOTO Tperapara, BBIIAHHOTO YIIOJIHOMOYEHHBIM (heepanbHbIM
OpPraHOM HCIOJHUTENBHON BIACTH 110 Pe3yJbTaTaM IKCIEPTH3bl JOKYMEHTOB, HEOOXOAUMBIX JUIs
MOJIYYCHHUSI DPA3pelleHys Ha I[POBEICHUE KIMHUYECKOrO HCCIENOBAaHUSA JICKApCTBEHHOIO
npernapaTta i 9TH4€CKON SKCIEPTU3BI.

2. Jlnd modydeHMs] pa3pelleHUs Ha INPOBEACHHE KIMHMYECKOIO MCCIIEN0BaHUs
JICKapCTBEHHOI'O Ipernapara M MEIUIMHCKOTO IPUMEHEHUs 3asBUTCIIb IPEACTABIsAET B
YIIOJIHOMOYEHHBIN (heiepabHblii OpraH UCIIOTHUTEIBHOMN BIIACTH:

1) 3asBneHue O BbIIAYE paA3pEIICHUs HA MPOBEIACHHUE KIMHUYECKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOIO IIpernapara Jjis MEJULIUHCKOrO IIPUMEHEHUS;

2) KONMU JIOKYMEHTOB, IOATBEPKAAOIMX YIUIATy TOCYAAPCTBEHHOH MOLUIMHBI 3a
IIPOBEICHUE 3TUUECKON IKCIIEPTU3BL, IKCIIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIN Ipenapar AJis
IIOJIy4YEHUSI Ppa3pelIcHHs Ha IPOBEICHHE KIMHUYECKOIO MCCIENOBAHNSA JIEKAPCTBEHHOIO
mpenapara Uil MEAMLIMHCKOrO IIPUMEHEHHs, 3a BblJady pa3pelliecHUus Ha I[POBEJICHUE
KJIMHUYECKOI0 MCCIIENOBAaHUs JICKaPCTBEHHOIO IIpenapara Il MEJULIMHCKOTO NMPUMEHEHUS, 3a
IIPOBEICHUE DKCIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIN IIpenapat s [OJy4EeHHs] pa3pelleHus
Ha  IPOBEICHHE  MEKIYHAPOJHOTO  MHOTOLIEHTPOBOIO  KIMHUYECKOTO  MCCIIECIOBAaHUSA
JIEKapCTBEHHOI'0 IIpernapara il MEAMLIMHCKOIO INPUMEHEHMs, 3a BbLAAYY pa3pelicHUs Ha
IIPOBEJCHUE MEXIYHAPOAHOIO MHOTOLIEHTPOBOT O KIIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO
npenapara A MEJULUHCKOrO0 IPUMEHEHNs, 33 [IPOBEICHUE dTUYECKON SKCIIEPTU3bI, SKCIIEPTU3BI
JOKYMEHTOB Ha JICKapCTBEHHBIM Ipenapar Ui IOJIY4YeHHs pa3pellcHHs Ha IPOBEACHHE



MOCTPETUCTPAILMOHHOTO  KJIMHUYECKOTO MCCJIEIOBAaHUS JIEKAPCTBEHHOTO TMperaparta s
MEIUIMHCKOrO MPUMEHEHMS, 33 BbIIAUy pPa3pelICHHs] HA MPOBEAEHUE MOCTPErUCTPALMOHHOTO
KJIMHUYECKOTO MCCIICIOBAHUS JIEKAPCTBEHHOIO Mpenapara s MEAUIUHCKOTO PUMEHEHUS;

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

3) NPOTOKOJ KIMHUYECKOTO UCCIEAOBAHUS JICKAPCTBEHHOTO IIpenapara Jjisi MEAUIIMHCKOTO
IIPUMEHEHNS;

4) Opomurropy Bcciea0BaTes;

5) nH(pOpMaITMOHHBIH JIUCTOK MAIUCHTA;

6) cBeneHus 00 ombITe pabOTHI UCCIeI0BAaTEIeH 110 COOTBETCTBYIOUIMM CIIEIUAIBHOCTAM U
UX ONbITE Pa0OTHI MO MPOBEACHHUIO KIMHUYECKUX HCCIEA0BaHUM;

7) cBeneHHUs O MEIULMHCKUX OpPraHU3alMsIX, B KOTOPBIX MpEArNoJiaracTcsi MpOBEICHHE
KJIMHAYECKOTO0 HCCIIEOBAaHUs JIEKAPCTBEHHOr'O MpernapaTta A MEIUIMHCKOIO IMPUMEHEHUs
(TIOJTHOE U COKPAIIEHHOE HAMMEHOBAHUS, OPTraHU3AIMOHHO-TIPaBOBasi opMa, MECTO HAX 0K ICHUS
U MECTO OCYIIECTBJICHUS JEATEIILHOCTH, Tele(oH, Tenedaxc, aapec 3IeKTPOHHON MOUYThI KaxXa0H
MEIUIIMHCKOW OpraHu3alun);

8) cBemeHMs O TPEINOSaraeMbIX CpPOKaxX IMPOBENEHUS KIMHUYECKOTO HCCIEI0OBaHU
JIEKapCTBEHHOIO MpernapaTa A MEIUIIUHCKOTO MPUMEHEHUS;

9) komuio noroBopa 0O0SA3aTENLHOTO CTPAaXOBAHHUSA, 3AKIIOYEHHOTO B COOTBETCTBUU C
TUTIOBBIMU TIPABUJIAMH 00S3aTEIHHOTO CTPaxXOBaHUS, C yKa3aHUEM MpPENeIbHOW YUCICHHOCTH
MAlMEHTOB, YYacCTBYIOIIUX B KIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOTO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHHUS;

10) uadopmartiuio o coctaBe JeKapCcTBEHHOI'O Mpernapara Uik MeJUIIMHCKOTO IPUMEHEHUS;

11) nokymeHT, COCTaBIEHHBIH IPOM3BOJUTENEM JIEKAPCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO MIPUMEHEHHUSI U COJIep KAl MMOKa3aTeau (XapaKTepUCTHKH), a TAKXKE CBEIECHUS O
JIEKAPCTBEHHOM IIpernapaTe i MEIULMHCKOTO MPUMEHEHHUs, MPOU3BEICHHOM JUIsl TIPOBEICHUS
KJIMHUYECKUX UCCIIEOBAaHUM;

12) cBenmeHuss o0 Jare MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JHIEH3UM Ha
MIPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB B Cllydae, €CIM MPOU3BOJCTBO JIEKAPCTBEHHOIO
npernapara ocyuecTsisieTcs B Poccuiickoit @epepanuu, Uiy CBEICHUS O AaTe NPEAOCTABICHUS U
PETrUCTPALIMIOHHOM HOMEpE 3aKIIOYEHUS O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHOTO
npernapaTa TpeOOBaHUSAM MPABUI HAAJIeKAIIEH TPOU3BOICTBEHHOM MPAKTUKH, TIPEIOCTABICHHOTO
YIOJIHOMOYEHHBIM OPTraHOM CTPAHbI IPOU3BOIUTEIS JIEKAPCTBEHHOTO Mpernapara.

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

2.1. B cnydae HenpencTaBi€HHUs C 3asBJICHHUEM O BbIJAU€ pa3pelICHUs Ha MPOBEICHUE
KJIMHUYECKOTO KCCIIEIOBAaHUSI JIEKAPCTBEHHOr'O TMperapara i MEIUIMHCKOTO MPUMEHEHUs
JIOKYMEHTOB (CBEJCHHI ), MOATBEPKIAIONINX YIUIATy TOCYAapCTBEHHOM MOIIIMHBI M YKa3aHHBIX B
NyHKTe 2 4YacTM 2 HACTOAIIEH CTaThd, a TaKXKe BbIJABAEMbIX (TIPEIOCTABISIEMBIX )
VIIOJHOMOYEHHBIMH  (eiepalibHbIMU  OpraHaMu  UCTOJHHUTENbHOM  BIACTH  JIOKYMEHTOB
(cBenmeHMii), yKa3aHHBIX B MyHKTe 12 wyactu 2 HacTOALICH CTaTbH, YIMOJTHOMOYEHHBIN
benepanbHbIN OpraH UCIOJIHUTEIBHOM BIACTH 3alpalivuBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS )
B TIOPSIIKE MEKBEIOMCTBEHHOTO HH()OPMAIIMOHHOTO B3aMMOICHCTBUSL.

(uacts 2.1 BBeneHa denepanbHbiM 3akoHOM 0T 27.12.2019 N 478-D3)

3. B cpok, He npeBbIIAIOMINN MATH Pa0OYHX AHEH CO THS MPUHATHS YKA3aHHOTO B ITYHKTE
1 wactu 2 HaCTOSIIEH CTaThbU 3asABJICHUS M HEOOXOAMMBIX JTOKYMEHTOB, YIOJHOMOYCHHBIN
denepanbHBI OPTaH UCTIOTHUTEIBHON BIACTH:

1) mpoBOAUT TPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEACHM, COAEpKAIIUXCS B
MIPE/ICTABJICHHBIX 3asIBUTEJIEM TOKYMEHTAX;

2) UpUHMMAET pELIeHHE O TMPOBEACHUU OHKCHEPTHU3bl JOKYMEHTOB Uil MOJIy4EHUs
paspeleHuss Ha MPOBEACHUE KIMHUYECKOTO HCCIEIOBaHUS JIEKAPCTBEHHOTO IMpernapara s
MEAMIIMHCKOTO MMPUMEHEHHS U ATHYECKOM IKCIEPTU3BI WM 00 0TKa3e B MPOBEICHUU yKa3aHHBIX
IKCIIEPTH3;



3) yBeZOMIIAET B 3JIEKTPOHHOH (opMe Wi Ha OyMa)KHOM HOCHTEJIE 3asiBUTENS O IPUHITOM
pemienur 100 B cilydyae NPUHATHUA pelleHus 00 OTKa3ze TakkKe C yKa3aHUEeM MPUYMH TaKoro
0TKa3a;

4) moAroTaBIMBAET U HAMPABISET B OKCIEPTHOE YUPEXKACHUE U COBET IO ITHKE 3aJaHHE Ha
IIPOBEJEHUE COOTBETCTBYIOLINX SKCIIEPTU3.

4. B cinywyae BBISIBJICHUS HEMOJHOTHI H (WJIM) HEIOCTOBEPHOCTH HWH(MOpMAIUH,
coJepiKalieiics B MPEACTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOYCHHBINH (penepanbHblii
OpraH HCIIOJIHUTEIbHON BJIACTHM HANpaBIsSET 3asABUTENIO 3alpoC OO0 YTOYHEHUHM YKa3aHHOU
uHpopmanuu. J[aHHBIA 3ampoc MOXET OBbITh TMepelaH YIOJIHOMOYEHHOMY IPEACTAaBUTEIIO
3asgBUTENS JIMYHO TOJI PAaCHUCKy, HAIpaBlIeH MO MOYTE 3aKa3HbIM NMHCHMOM WIIM TEpeAaH B
3IIEKTPOHHON (opMe IO TEICKOMMYHHMKAIIMOHHBIM KaHajaM CBs3M. B ciyyae HampaBieHHS
JAHHOTO 3aIlpoca MO0 MOYTe 3aKa3HbIM MUCHMOM OH CUMTAETCS MOIYYSHHBIM 110 HCTEYEHHUH LIECTU
JTHEH C aThl HAIIPABJICHUS 3aKa3HOTO MUChMA. 3asBUTEINb 00s3aH MPEACTAaBUTh OTBET Ha 3aIpocC
YIIOJHOMOYEHHOTO (efiepaibHOro OpraHa UCIOJHUTEIBHON BJIACTU B CPOK, HE MPEBBIIIAIOIINN
JIeBSTHOCTA pabOYMX JTHEH co THs ero nosydeHus. Cpok, yKazaHHbIN B 4acTH 3 HACTOALICH CTaThH,
MIPUOCTAHABIMBAETCA CO JTHS HAIIPABIICHUS 3asIBUTEITIO 3aIIpOCa YIIOJIHOMOUYEHHOTO (eiepaibHOro
OpraHa MCIOJHUTEJIBHOM BJIACTH 1O JHS IOJYYEHHS UM COOTBETCTBYIOLLETO OTBETA U HE
YUUTBHIBACTCSI MPU HCYUCIEHUU CPOKA TMPUHSATUS YIOJTHOMOYEHHBIM (eaepalbHbIM OpraHOM
VCIIOJIHUTENIBHON BJIACTH PELIEHHs O IMPOBEAECHUU JKCHEPTU3bl JOKYMEHTOB JI IOJYyYEHUS
paspelieHnss Ha TpOBEICHHE KIMHMYECKOrO HCCIEeIOBAaHUS JIEKapCTBEHHOIO IMpernapara s
MEAULIMHCKOTO IPUMEHEHHUS.

5. OcHOBaHHEM [JIs OTKa3a B IPOBEAECHUU SKCIEPTU3bl JOKYMEHTOB JUIS MOJy4EHUs
paspellieHnss Ha NPOBEIACHHE KIMHMUYECKOIO MHCCIENOBAaHUS JIEKAPCTBEHHOIO Ipenapara st
MEAMIIMHCKOTO MPUMEHEHUS M STHYECKOW SKCHEPTHU3bI SIBISIETCA MPEICTaBICHUE JTOKYMEHTOB,
NPEIYCMOTPEHHBIX YacThiO 2 HACTOSIIEH CTaThM, B HEMOJIHOM OObEMe, HEeIpEeICTaBICHHE
3asBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIN B 4acTU 4 HACTOSIIECH CTaThbU 3alpOC
YIIOJIHOMOYEHHOTO (peiepalbHOrO OpraHa HWCIOJHUTENBHOM BIAcTH JMOO OTCYTCTBHE B
MPEJICTABICHHBIX JOKYMEHTaX HCUEPMbIBAIONIET0 MEepeyHs HeoOXoauMoil uHbOpMalnuud HIn
uHpOpMaLnU, KOTopas JOJDKHA OBITh OTpakeHa B HHUX, a TaKXKe OTCYTCTBUE HMH(OpMAIH,
MOATBEP)KIAOMEeH (akT yIIaTel TOCYJAPCTBEHHOW IMIONUIMHBI 3a TPOBEICHHUE STUYECKOU
AKCIEPTU3BI, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKapCTBEHHBIN ITpenapaT Ui IOJdyYeHUs pa3peleHus
Ha MPOBEACHNUE KIMHUYECKOTO HCCIEAOBaHUS JEKapCTBEHHOTO Mpernapara A MEAULIHUHCKOIO
IPUMEHEHHS, 3a BbIJA4y pa3pelieHUuss Ha MPOBEIEHUE KIMHUYECKOIO HCCIEI0BAaHUS
JIEKapCTBEHHOI0 IMpernapaTta s MEIUIIMHCKOTO NPHUMEHEHHs, 3a TMPOBEJCHUE SKCIEPTHU3BI
JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar uisi MOJIY4YEHMs] pas3pelleHHs] Ha INpPOBEACHUE
MEXTYHapOJAHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO HCCIIEIOBAaHUS JIEKApCTBEHHOTO Mpernapara
JUIsT. MEOULMHCKOTO NPHUMEHEHUs, 3a BbIJAdy pa3pelleHus Ha IPOBEIECHHE MEXITYHapOAHOIO
MHOTOIIEHTPOBOT'O KIIMHUYECKOT'O UCCIIEJIOBAHMS JIEKAPCTBEHHOT'O Mpernapara sl MeIULUHCKOTO
IPUMEHEHHS, 3a [POBEJIEHUE OTUUYECKOM OSKCIEPTU3bl, SKCIEPTU3bl JIOKYMEHTOB Ha
JIeKapCTBEHHBIN MpenapaT Juisl IOJydyeHHs pa3pellieHusl Ha MPOBEACHUE OCTPETUCTPALMOHHOTO
KJIMHUYECKOI0 MCCIIEN0BAaHUS JIEKAPCTBEHHOIO IIpenapara A MEJUIIMHCKOrO0 MPUMEHEHUS, 3a
BbIIauy pa3pelIeHUs] Ha MPOBEICHHE IOCTPErUCTPAMOHHOIO KIMHUYECKOTO HCCIEeI0BaHuUs
JIEKapCTBEHHOTI'0 IIpernapara Juisi MEJUIIMHCKOTO IPUMEHEHUS.

6. IlpoBeneHue sKcrepTH3bl JOKYMEHTOB JUISl MOJYYEHHs pa3pelleHusi Ha IMPOBEIECHUE
KJIMHUYECKOIO0 MCCIEI0BAaHUS JIEKapCTBEHHOIO Ipenapara Juisi MEAULUHCKOTO IPUMEHEHUs U
3TUYECKOMN IKCIEPTU3bI, COCTABICHUE KOMUCCHUEN SKCIIEPTOB U COBETOM IO 3THKE 3AKIOYEHUN O
BO3MO)XHOCTH WJIM HEBO3MOYKHOCTH TPOBEACHUS TAKOTO KIMHUYECKOIO HCCIENOBAaHUS U
HaIpaBJCHUE JITHX 3aKIIOYEHUH B YIOJHOMOUYCHHBIH (enepanbHBIi OpraH HCIOJHHTEIBHON
BJIACTH OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIIAIONINI TPUALIATA paOOUYHX JTHEH CO AHS MOTyUCHUs
9KCIIEPTHBIM YUPEKICHUEM 3a/IaHUS YIIOJIHOMOUYEHHOTO (peiepaibHOTO OpraHa UCTIOIHUTENbHOM
BJIACTU C IPUJIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 3, 4, 10 u 11 wactu 2 Hacrosiuein
CTaTbH, U COBETOM II0 3THUKE 3a/IaHUs YIIOJTHOMOYEHHOTO (heIepaibHOr0 OpraHa UCIIOIHUTEIbLHON



BJIACTU C MPUIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IyHKTax 3 - 6, 8 u 9 wactu 2 Hacrosiuen
CTaThU.

7. B cpok, HE MpEeBHILAIONIMNA MATH pabouux THEH cOo IHS TOJIY4EHHUs 3aKIIYEHUH,
yYKa3aHHBIX B YacTh O HACTOSIIEH CTaThbH, YIOJHOMOYECHHBIH (eaepaibHbId  OpraH
VCIIOJIHUTEJILHOH BJIACTH!

1) ocymiecTBIsET OLEHKY MOCTYNUBIINX 3aKIIOYEHHUN ISl OMPEEeNIeHUsI UX COOTBETCTBUS
3a/laHUsIM Ha IPOBEACHUE COOTBETCTBYIOIIMNX IKCIEPTHU3;

2) mNpUHUMAET peUieHHe O BblJaue pa3pelieHus Ha TMPOBEICHUE KIMHUYECKOIO
UCCIIEIOBaHMS JICKAPCTBEHHOTO Ipernapara JUlsi MEAMLMHCKOTO MPUMEHEHHUsS WM 00 OTKas3e B
BbIJ]a4€ YKa3aHHOTO Pa3pelICHHUS;

3) BblIAET pa3pelleHHE Ha IPOBEACHHE KIMHUYECKOTO MCCIEAO0BaHUS JIEKAPCTBEHHOTO
npenapaTta AJii MEIUIUHCKOTO NMPUMEHEHMs] WM pelieHHe o0 OTKa3e B BblAaue YKa3aHHOIO
pa3pelieHus ¢ yKazaHUEM NIPUYHMH 0TKa3a.

8. OcHoBaHMEM [UIs OTKa3a B BbIJAaY€ pA3PEIICHHMS Ha MPOBEJICHHE KIMHHUYECKOTO
UCCJIEIOBAHMSI JIEKAPCTBEHHOIO IIpenapaTa JUIsl MEIUIUHCKOIO IPUMEHEHUS SBISETCS HATU4HE
3aKJIIOYEHUsT KOMHUCCUHM SKCIEPTOB WM 3aKIIOUEHHS COBETa IO ATHUKE O HEBO3MOXHOCTH
IIPOBEJCHUS KIMHUYECKOIO MCCIEA0BaHUS JIEKAPCTBEHHOIO Ipenapara Uisi MEAULHUHCKOIO
MPUMEHEHHUS IO PE3YJIbTATAM IIPOBEACHHBIX 3KCIIEPTHU3, IPEYCMOTPEHHBIX YACThIO 6 HACTOAILEH
CTaTbH.

9. Pemienue 06 oTkase B MPOBEAECHUH SKCIIEPTHU3BI JOKYMEHTOB JJIsl TOJIYUYESHHsI pa3pereHus
Ha MPOBEICHNUE KIMHUYECKOIO MCCIEAO0BAaHUS JEKApCTBEHHOIO Mpernapara Ajds MEAULHUHCKOIO
MPUMEHEHUS U 3TUYECKOM 3KCIEPTU3bI U B BbIAAYE PA3pEIICHUs Ha MPOBEACHUE KIMHUYECKOIO
UCCIIC/IOBaHMs JIGKAPCTBEHHOTO TMpernapara i MEIUIMHCKOTO NPUMEHEHHUS MOXeT ObITbh
00’KaJI0BaHO B MOPSIKE, YCTAHOBJICHHOM 3aKoHOAaTebcTBOM Poccuiickoit deneparuu.

Cratbs 39.1. TM4ecKasn aKcnepTusa
(BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Druyeckas 3KcmepTuU3a IPOBOAUTCA COBETOM [0 3THUKE, CO3/JaHHBIM B IOPSAIKE,
YCTaHOBJIEHHOM YIOJHOMOYEHHBIM (heiepabHbIM OPraHOM HCIOJHUTENBHON BIIACTH, B LESIX
BBIJIAUM 3aKJIIOYEHHS 00 STHUECKOM 000CHOBAHHOCTH BO3MOKHOCTH MPOBEACHUS KIMHHYECKOTO
WCCJIE0BAHMS JIEKAPCTBEHHOTO IIpenapara Jjisi MEAUIMHCKOrO IPUMEHEHHS.

2. DKcrepTaMy COBETa 10 3TUKE MOTYT OBITh MPEICTABUTEIN MEIUIIMHCKUX OpraHU3aIlHiA,
Hay4YHBIX OpTaHu3aluid, O00pa30BaTEIbHBIX OPraHU3alMi BBICIIETO OOpa30BaHHA, a TaKKe
NPEJCTaBUTENIN OOIIECTBEHHBIX OpraHU3alNi, PETUTHO3HBIX OPTaHU3aIMA M CPEJCTB MacCOBOU
uHpopmanuu. JlaHHBIE SKCHEpThl HE JOJKHBI HAXOAUTHCA B KaKOW-TMOO 3aBUCUMOCTH OT
pa3pabOTUYMKOB JICKAPCTBEHHBIX MPEMApaToB U IPYTHX JIHI], 3aMHTEPECOBAHHBIX B PE3yJIbTaTax
ATUYECKOMN AKCIIEPTHU3BI.

3. OmnaTta yciyr 3KCIEPTOB COBETA MO 3TUKE OCYLIECTBISETCS HA OCHOBAHUHU J10I0OBOPA,
3aKJIFOUEHHOTO MEX]y YIMOJHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIOJHUTEIBHON BIIACTH,
KOTOPBIM CO37IaH COBET IO JITHKE, W HKCIEPTOM COBETa IO 3THUKE, 32 CUYeT OIOKETHBIX
ACCUTHOBaHUI, MPEyCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (heiepaqbHOMY OpraHy UCIOJIHUTEIbHON
BJIACTH, KOTOPBIM CO3/IaH COBET IO ATHKE, B (hefepaibHOM OI0JKETe Ha COOTBETCTBYIOUIHA TOJ
Ha 00eCTneUYeHHEe ero IeITeIbHOCTH, B pa3Mepax, yCTaHOBIeHHBIX [IpaBuTenbcTBoM Poccutickoii
denepauuu.

4. DkcnepTsl COBETa IO OTHUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C
3aKoHoaarenbcTBOM Poccniickoit denepanumn.

5. CocrtaB coBera IO ATHKE, MOJIOKEHHE 00 3TOM COBETE, MOPSAOK €ro AESTeTbHOCTH,
TpeOOBaHUS K KBATU(PUKAIIMK U OMBITY pa0OTHI IO SKCIIEPTHOM OIEHKE HAYYHBIX, MEAUITMHCKUX
U OTUYECKHUX AaCIEKTOB KIWHUYECKMX HCCIECJOBAaHUN JIEKAPCTBEHHBIX IpEnapaTroB Jis
MEAMLIMHCKOTO IPUMEHEHHUS, NPEIBSABISIEMBIE K DSKCIEpPTaM COBETAa IO JTHKE, IOPSIO0K
OpraHM3alil M TMPOBEACHUS 3TUYECKOW SKCIepTH3bl, (opMa 3aKIIOUYeHHUs COBETa IO STHKE



YCTAHABJIMBAIOTCS YIIOJIHOMOYEHHBIM (heiepabHBIM OPraHOM HCHOJHUTENBHOM BiacTH. Yucio
npecTaBuTeNIed MEAUIIMHCKIX OpraHU3aIiil He MOKET MPEBbIIIATH [TOJIOBUHY OT OOILEro yucia
AKCIIEPTOB COBETA I10 ITUKE.

6. Madopmanus o cocTaBe COBETa MO ATUKE, TUIAHAX €ro paboThl U TEKYIIEH AesATeIbHOCTH
pasMemniaercs Ha  OQUIMATBLHOM  CalTe  YINOJHOMOYEHHOTO  (eiepaliIbHOTO  OpraHa
WCTIOJIHUTENIbHOM BJIAcTH B ceTH "MHTEpHET" B YCTAaHOBJICHHOM UM IMOPSJIKE.

Cratbs 40. lNpoBeaeHMe KNMHUYECKOro MUCCNefOBaHUA NeKapCTBEHHOro
npenapara onsi MeQUUUHCKOro NpuMeHeHus

1. PykoBoauTenb, MEOUIIMHCKOM OpraHM3allUM, KOTOpas MPOBOAUT KIMHUYECKOE
UCCIIEIOBAaHUE JIEKAPCTBEHHOI'O Mpernapara JUlsi MEIULUHCKOro IPUMEHEHUs, Ha3HayaeT
UCCIIEIOBATENs], OTBETCTBEHHOTO 3a MPOBEJCHUE TAKOTO MCCIICAOBAHMS U UMEIOIIETO JICUeOHYIO
CHELMANbHOCTh,  COOTBETCTBYIOLIYIO  INPOBOAMMOMY  KIMHMYECKOMY  HCCIIEJOBAaHUIO
JIEKapCTBEHHOTO Mpernapara, co CTaKeM paboThl 10 MporpaMMaM KIMHHYECKHX HCCIIEIOBAHUMI
JIEKapCTBEHHBIX IPENapaToB HE MEHee 4YeM TPU roja M IO €ro MNpeAokKEHHIO Ha3HayaeT
COMCCJIEIOBATENIEN U3 YUCIIA Bpadyel 9TOW MEIUIIMHCKON OpraHU3aliH.

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

2. HWcchenoBarenab OCYIIECTBIISIET BBIOOp TALMEHTOB, KOTOpBIE IO MEAMIUHCKUM
IIOKAa3aHUAM MOTYT OBbIThb TPHUBJIEYEHbl K YYaCTHI0 B KIMHUYECKOM HMCCIEIOBaHUU
JIEKapCTBEHHOTI'0 IIpernaparta JUisi MEJUIIUHCKOTO IPUMEHEHUS.

3. HccnenoBarens M COUCCIIEAOBATENN JOJDKHBI OBITh O3HAKOMIJIEHBI C pe3yJbTaTaMH
JOKITMHUYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOIO CPEACTBA, COJAEpKAIIUMUCI B OpoIIope
UCCIIeI0BaTENs, IPOEKTOM ITPOTOKOJIA KIIMHUYECKOTIO UCCIIeI0BaHUs JIEKapCTBEHHOTO Mpenapara
JUIE MEAMLMHCKOTO MPUMEHEHHS, pa3padOTaHHBIM pa3pabOTYMKOM JEKapCTBEHHOTO IpenapaTa
WIN WHBIM IOPUJIUYECKUM JIUIIOM, IIPUBJIEKAEMbIM K OpPraHU3allMM MPOBEAECHUS KIMHHUYECKOTO
UCCJIEIOBAHMsI JIEKAPCTBEHHOTO IIpernapaTta s MEOULMHCKOrO NPHUMEHEHUs, W JPYTUMHU
MaTepHajlaMH TaKOro UCCIIEIOBaHUS.

3.1. PykoBoauTens MEIUIIMHCKON OpraHM3alii B CPOK, HE MPEBBIMLAIOMINN TpeX pabounx
JHEW co AHA Hayajla IpOBEIEHHs KJIMHUYECKOTI0 UCCIIE0BaHMsI JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIIUHCKOTO MPUMEHEHHs, COO0IIaeT 00 3TOM B YIOJHOMOYEHHBIH (hefepalbHbIi OpraH
UCITIOJIHUTENIBHOW BIIACTH, BBIJABIIMM pa3pelleHUe Ha MPOBEJEHHE TAaKOro MCCIENOBaHUS, 10
YCTaHOBJICHHOU UM (opMe.

(uacts 3.1 BBeneHa denepanbHbiM 3akoHOM 0T 29.11.2010 N 313-D3)

4. OpraHuzanyy, OCYUIECTBJIIOIIAE OpPraHU3alMI0  IPOBENEHUS  KIMHUYECKOIO
UCCIIEI0BaHMs JIEKAPCTBEHHOIO ITpenapara i MeAULIMHCKOTO TPUMEHEHHS M YKa3aHHbIE B 4aCTU
3 crareu 38 Hacrosmero depepaabHOrO 3aKOHA, B CIIy4ae HEOOXOIMMOCTH BHECEHUS N3MEHEHUN
B IPOTOKOJI KIMHUYECKOI'O HCCIEN0BaHMS JICKApCTBEHHOIO IpemnapaTra Ui MEeAULUHCKOrO
NPUMEHEHHUS COOOLIal0T 00 TOM B YHNOJHOMOYEHHBIN (elepaibHblil OpraH MCHOIHUTEIbHOM
BJIACTH, BBIAABIIMM pa3pelleHre Ha MPOBEJEHNUE TAKOIO MCCIIEI0BaHMs, [0 YCTAaHOBICHHON MM
dopme.

(B pen. ®enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOIIeHUsT 0 BHECEHUH M3MEHEHUH B IPOTOKOJI KIIMHIMYECKOTO UCCIIEJOBAHUS
JIEKapCTBEHHOTO Ipenapara JUisi MEIUIUHCKOrO MPUMEHEHHUs JI0JDKHA COAEP)KaTh CIEAYIOILIUE
CBEICHMSL:

1) HamMmeHOBaHHME, WJIECHTHU()UKALMOHHBIM HOMEp M JaTa HPOTOKOJIA KIMHUYECKOTO
UCCJIEJOBAHNS;

2) nara BHECEHUS U3MEHEHUI B IPOTOKOJ KIIMHUYECKOTO UCCIIEI0BaHMS;

3) HaMMEHOBAaHNE U MECTO HaXO0XK/ICHUS 3asBUTEIIS;

4) HauMEHOBaHME OpraHU3alMM, [PHUBJICYEHHOW pa3pabOTUYMKOM JIEKAPCTBEHHOI'O
npernapara K OpraHu3alyy IpoBeIeHUs KIMHUYECKOT0 UCCIIeA0BaHus (IIPU HAJIMYHN );



5) HauUMEHOBaHMS W MeECTa HAaXOXJICHHUS MEAUIMHCKUX OpraHu3aluii, B KOTOPBIX
MIPOBOJIUTCS KIIMHUYECKOE UCCIIEOBAHUE;

6) nara BbIJIayu pa3pelIeHUs Ha MPOBEACHUE KIIMHUYECKOTO HCCIIEIOBAHUS U HOMEDP ATOTO
pasperenus;

7) U3MEHEeHUs1, BHOCUMBIE B IPOTOKOJ KJIMHUYECKOTO UCCIIET0BAHMUS.

(uactb 4.1 BBeneHa denepanpabiM 3akoHOM oT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIIAIOIMUN TpUALATH paboyuX AHEW CO JHS MOJTYYECHHUs YKa3aHHOTO B
yacTd 4 HACTOAIIEW CTaThU COOOINCHHS, YIOJHOMOYCHHBIH (eaepaibHblii  OpraH
UCTIOJTHUTENILHON BJIACTH PAcCMaTPHBAET 3TO COOOIIEHWE B YCTAHOBJICHHOM UM TOpSIKE U
NPUHUMAET PEIICHHE O BHECEHWM W3MEHEHHH B MPOTOKOJ KIWHUYECKOrO HCCIEIOBaHUS
JICKapCTBEHHOTO TpernapaTa JJisi MeIUIIMHCKOTO MPUMEHEHUS WK 00 0TKa3e BO BHECEHHH TaKUX
n3MmeHeHu. [Ipu paccMoTpeHn# COOOIICHUS 0 HEOOXOIMMOCTH BHECEHUSI U3BMEHEHHI B TIPOTOKOJT
KJIMHUYECKOTO0 HMCCJIEIOBaHUSI JICKAPCTBEHHOTO Ipemnapara JAJisi MEAUIIMHCKOrO NMPUMEHEHHS B
LENSIX OLEHKH 0OOOCHOBAHHOCTHU Mpe/IaraeMblX U3MEHEHUH U OMpE/eNICHUs] CTETIEHN pUCKa st
NAlMEeHTOB, NPUHUMAIOIIMX Yy4YacTHE B KIWHUYECKUX HCCICJAOBAHUIX, YIOIHOMOUYEHHBIM
denepanbHBIM OPraHOM HCIOJHUTENBHON BJIACTH MOTYT IMPHUBJIEKAThCS IKCIEPTHI COBETa IO
ITHKE.

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

6. KiuHuueckoe wuccienoBaHHWE JIEKAPCTBEHHOIO Mpemnapara g MEIUIUHCKOTO
MPUMEHEHUS MOKET OBITh MPUOCTAHOBIICHO WM MPEKPAILEHO, €CIIH B TPOIIECCE €ro MPOBEICHUS
oOHapy»XeHa OMacHOCTh ISl )KU3HH, 3[I0POBbS MMAIMEHTOB. B Cilydae BOSHUKHOBEHHS OMTACHOCTH
JUIS )KA3HU, 30POBbs NALMEHTA, YYACTBYIOIIErO B KIMHUYECKOM UCCIIET0BAHUY JIEKAPCTBEHHOTO
npenapaTa s MEIUIMHCKOTO MPUMEHEHUSs, UCCIIeIoBaTeNln 00sM3aHbl MporuH(opMHupoBaTH 00
3TOM PYKOBOJHUTENS MEIWLHMHCKON OpraHU3alli¥ M OPraHU3ALMIO, MOJIYYHMBIIYIO PAa3pEIICHHE
YIIOJTHOMOYEHHOTO (heJIepaabHOT0 OpTraHa UCIIOTHUTEIBHOM BJIACTH Ha OPTraHU3aIUIO IPOBEICHUS
KJIMHAYECKOTO0 HCCJIEIOBAHMS JIEKAPCTBEHHOIO Ipenapara. PemieHwe o NpHOCTaHOBIECHUU
KJIMHUYECKOTO0 MCCIIEIOBAaHUSI JIEKAPCTBEHHOr'O TMpernapaTta s MEIUIMHCKOTO MPUMEHEHUs
NPUHUMAIOT PYKOBOAMTENb MEAMIIMHCKOW OpraHu3aluu U (WJIM) OpraHu3alus, MOJy4HBILIAs
paspelieHne  yrmoJIHOMOYEHHOro  (eepanbHOr0 OpraHa HCIOJNHUTENBHOW BJIACTH  Ha
OpraHU3alMIl0 TPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TPUMEHEHUs, pEIICHUE O NPEeKpalleHHMH TaKOro MCCIEAOBAaHUS TMPUHUMAET
YIIOJTHOMOYEHHBIN (hefiepaibHbli OpraH MCIOJHUTENBHON BJIaCcTH Ha OCHOBAaHHM COOOIIEHUS B
MUCHhMEHHOU (popMe pyKOBOTUTENS METUITMHCKON OpraHn3alluy WM OPTaHU3aIlNs, TTOJTyIHBIIas
paspelieHrne  yrmoJHOMOYEHHOro  (enepadbHOr0 OpraHa HCIOJHUTENBHONW BJIACTH Ha
OpraHU3alMI0 TMPOBEACHUS KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO IIpernapara s
MEIUIMHCKOTO MPUMEHEHMUSI.

7. B cpok, He NPEeBBIIAIONINHI TATH pabounx JHEH cO THS 3aBEpILICHHS, TPHUOCTAHOBICHUS
WJIM TIPEKPAILEHUs KIIMHUYECKOTO UCCIIEA0BAHMS JIEKAPCTBEHHOTO MpernapaTa Jijisl MEAUIIMHCKOT O
MPUMEHEHHUs, COOOIIeHIEe 00 3TOM HaIPaBIISIETCS OPTraHU3AIUSIMU, YKA3aHHBIMH B YaCcTH 3 CTaThU
38 macrosmero deaepadbHOTO 3aKOHA, B YINOJHOMOYEHHBINM  deaepalbHbIi  OpraH
UCTIOJTHUTENILHOM BJIACTH 10 YCTAHOBJIICHHOU UM (opme.

8. ®opma cooOIIeHHs 0 3aBEPILIEHUH, IPUOCTAHOBICHUN WM MTPEKPAIEHUN KIMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO Mpernapara AJisi MEIUIUHCKOTO MPUMEHEHUS I0JKHA COACPIKATh:

1) uHpopManmuio O MEAMIIMHCKOW OpraHM3alMi WIM MEIUIMHCKUX OpraHu3aIusX,
MPOBOJIMBIIUX JAHHOE UCCIIEIOBAHUE;

2) onucaHue JaHHOTO UCCIIEJOBAHMUS,

3) namnble uccrnenoBarens (pammiaus, WUMsS, OTYECTBO, MECTO pPabOTHI, 3aHUMaeMas
JOJIKHOCTh, CHELHaIbHOCTh, CTaXX pPalbOThl MO MporpaMMaM KIMHHYECKHX HCCIIEIOBAHUN
JIEKAPCTBEHHBIX  MpEnapaTroB, MEpeueHb KIMHUYECKUX HCCIEAOBAHUN  JIEKAPCTBEHHBIX
MpEernapaToB, B KOTOPBIX OH IMPUHUMAaJ y4acTue (Mepuo/ibl y4acTusi) B KauecTBE MCCIEN0BaTeNs
WJIA COMCCIIeIOBATEIN);

(B pen. ®enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)



4) pe3ynpTaT IaHHOTO MCCIEN0BaHUs (3aBEpIIECHHE, IPUOCTAHOBICHUE WM MPEKpaIlCHUE
JTAHHOTO MCCIIEJIOBAHUS C yKa3aHUEM UX IPUYMH U BIUSHUS HA OLEHKY €ro pe3yJbTaToB, OOLIYIO
OLICHKY PHUCKa U 0KUJAAEMOMH 10JIb3bl OT IPUMEHEHUS UCCIEAYEMOTO0 JIEKAPCTBEHHOIO IIpernapara,
a TakKe ImpeanoaaracMbie JaabHEHIITNE TCHCTBUA).

8.1. Ilpu BeIABNCHUHU (heaepaibHBIM OPTaHOM UCIIOJTHUTEIBHOM BIACTH, OCYIIECTBIISIOMINM
(YHKLMU 0 KOHTPOJIIO U HAJ30PY B cdepe 3ApaBOOXPaHEHUs, HAPYLICHNH IpaBUIl HalJleKallen
KJIMHUYECKOH TPAaKTUKU IpPU IPOBEIEHUM KIMHUYECKOTO HCCIEJOBaHUS JIEKAPCTBEHHOIO
npenapara, BIMSAIOIIMX HA TOJHOTY M (WIM) JOCTOBEPHOCTh JAHHOTO KIMHHYECKOTO
UCCIICIOBaHMS, YKa3aHHBIN (epepanbHbli OpraH MCIOJIHUTENBHOM BIIACTH NMPHOCTAHABIMBACT
IIPOBEJCHUE AAHHOTO KIMHUYECKOTO MCCIEAOBAHUSA M BBIHOCUT MEAMIIMHCKOM OpraHU3aluy, B
KOTOPOH MpPOBOAUTCS JaHHOE KIMHMYECKOE MCCIIEe0BaHUE, MpPEANHCcaHue 00 yCTpaHCHHH
BBIABJICHHBIX HapylieHud. [Ipy HeycTpaHEeHMM MEIUIIMHCKOW OpraHu3aiedl BBISIBICHHBIX
HApyLIICHUA B YCTAHOBJIEHHBIH B TPEANHCAHUU CpPOK YKa3aHHBIM (enepanbHblii  opran
VCIIOJIHUTEIIBHON BJIACTH INPUHUMACT PEUICHHE O IPEKPAIlEHUH IPOBEICHUS KIMHUYECKOTO
UCCIICIOBaHU  JIEKAPCTBEHHOT'O Iperapara M HampaBiseT B (eAepalbHBIA  OpraH
UCTIOJIHUTENIBHOM ~ BJIACTH, OCYLIECTBISIOIMN (QyHKIUMM 1O BbIpaOOTKE M peaau3aluu
TOCYyJapCTBEHHOM TOJMTUKA W  HOPMAaTHUBHO-TIPABOBOMY  pETyJUpOBaHHIO B  cdepe
3IpaBOOXPAHEHUs, 3AKIIOYECHHE O BBIABICHUHM IIPH IPOBEICHUM [JAaHHOTO KIMHHUYECKOIO
UCCJIEIOBAHMsI HApyIICHUH IpaBWJI HAJIEKALIEH KIMHUYECKONM NPaKTUKU JUIsl NPUHATUA
pemeHrst 00 OTMEHE pa3pellieHHs Ha OPraHU3aLUI0 IMPOBEJCHHS JAaHHOIO KIMHUYECKOTO
UCCJIEIOBAHMS C JaThl IPHUHSATHUS PEIICHUS O MPUOCTAHOBJIEHUU IPOBEAEHUS KIMHUUYECKOTO
WCCJICIOBAHMS JIEKAPCTBEHHOTO IIpenapara.

(uactb 8.1 B pen. deaepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

9. YnonHOMOYeHHBIH (penepanbHBI OpraH MCIIOJHUTEIBHON BJIACTH OIyOJHWKOBBIBACT U
pa3MmeInaer Ha cBoeM o¢uIMaIbHOM caidte B cetH "MHTepHeT" cooOlleHne O 3aBepUICHHUH,
IIPUOCTAaHOBJICHUH WIN MPEKPAIEHUHN KIMHUYECKOTO UCCIIEI0BaHMsI JIEKAPCTBEHHOTO Tpernapara
JUIET METUIIMHCKOTO NMPUMEHEHHs] B CPOK, HE IMPEBBIIAIONINNA TATH pabo4yuX JHEH co JHA ero
IIOJIyY€HUs, B YCTAHOBJIEHHOM MM IIOPSJIKE.

10. YnonaHOMOYeHHBIH (enepaabHbIi OpraH HCIOJHUTEIFHOW BIIACTH OCYIIECTBISET
BEJICHHE PeeCTpa UCCIIE0BATENIEH, TPOBOIAIINX WX IPOBOJUBIINX KIMHHYECKUE HCCIEA0BaHUS
JEKapCTBEHHBIX IpEnaparoB Ui MEIULUHCKOTO IPUMEHEHHUs, B COOTBETCTBUU C
YTBEP)KJICHHBIMM MM MpPaBUJIAMHM W Pa3MELIaeT €ro Ha CBOeM OQUIMAIBbHOM caiiTe B CeTH
"NHTepHeT" B yCTAaHOBJICHHOM MM TNOpsAKE. YKa3aHHBIM peecTp COACPNKHUT HH(POPMALHUIO,
MPEIYCMOTPEHHYIO TYHKTOM 3 4acTH 8 HACTOSIIEN CTAThH.

11. Otuer o pe3ynpraTax KJIMHUYECKOTO HCCIIENOBaHMs JIEKAPCTBEHHOI'O Ipernapara Ajs
MEJIUIIMHCKOTO TMPUMEHEHHUSI COCTABIIAECTCS OpraHu3alved, yKa3aHHOW B 4acTh 3 craThbu 38
Hacrosuero denepasbHOro 3aK0Ha, HA OCHOBAHWU 3AKJIIOYEHUA MEAULMHCKHUX OpPraHU3aluu,
IPOBOJUBIINX 3TO MCCIEI0BaHKUE, U NMPEICTABISACTCA B YIOJHOMOUYEHHBIN (elepanbHblil opran
VCIIOJIHUTENIbHOM BJIACTH, BBIAABIINN pa3pelIeHNe Ha MPOBEAECHNUE 3TOT0 UCCIEI0BAHUS, B CPOK,
HE MPEBBIIIAIOIUN TPEX MECSLEB CO JHS €r0 3aBEPLICHHUS], IPUOCTAHOBIICHUS WU IPEKPAICHHUS,
B MOPS/IKE, YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCHIOTHUTEIBHOM BIACTH.

12. Hapymenne mnpaBuin HamJekKalledl KIMHAYECKOW MPaKTHKH, (ambcuduramms
pe3y/bTaTOB KIMHUYECKOIO HCCIEIOBAHMs JIEKAPCTBEHHOIO Ipemnapara A MEAUIIMHCKOrOo
INPUMEHEHHs BIIEKYT 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATEIBCTBOM
Poccuiickoit @enepanuu.

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

13. Ilpu mpoBeneHUM KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOrO IIpernapara Ajs
MEIUIUHCKOrO NPUMEHEHMs JOMyCKaeTcs 3a00p y NAalMEeHTOB OMOJIOTMYECKUX MaTepHuajoB
(oOpa3ipl OMONOTUYECKUX JKUAKOCTEH, TKaHEei, CEKPeTOB M MPOAYKTOB >KU3HEACATEIbHOCTU
YeJoBeKa, (PU3MONOrMYECKMX M NAaTOJIOTMYECKUX BBIJICJIEHUM, Ma3KoB, COCKOOOB, CMBIBOB,
MHUKPOOPIaHU3MOB, OMOTICUHHBINA MaTepuain) 1y ux usydenus B Poccuiickoit deneparyu u (Min)
3a npeaenamu Poccuiickoii enepanmm.



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

14. Tlopsamok BBOo3a B Poccuiickyro @enepauuio W BbIBO3a 3a mpenensl Poccuiickoit
Oenepanii  OMOJOTUYECKUX MAaTEpPHANIOB, TOMYYEHHBIX TMPU MPOBEICHUU KIMHUYECKOTO
HCCJIEIOBAHMSI JIEKAPCTBEHHOTO IpernapaTa A MEIUIIMHCKOTO MPUMEHEHHUs, YCTaHABINBAETCS

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

Crtatbsn 41. [JoroBop O npoBeAeHWUN KIIMHUYECKOro uccrnenoBaHuUA
NeKapCTBEHHOro npenapara ans MeguuMHCKOro NnpuMeHeHus

1. KnuHuueckoe wuccieloBaHUE JIEKapCTBEHHOI'O Ipemnapara Juisi MEAMIMHCKOIO
IIPUMEHEHHSA IPOBOJUTCS B COOTBETCTBHMM C JIOTOBOPOM O IIPOBEIEHUM KIMHUYECKOIO
UCCJIEIOBAHMsI JIEKApPCTBEHHOI'O IpernapaTa A MEIULUHCKOIO MPUMEHEHMS], 3aKII0YacMbIM
MEXIy OpraHu3aluel, MOJy4YHMBILEH pa3pelleHHue YIOJIHOMOYEHHOro (efepaJbHOro OpraHa
VCIIOJIHUTEJIBHOM BJIACTH HAa OPraHU3AlMIO NPOBEIEHUS TAKOTO UCCIIEI0BAHUSA, U MEAULIMHCKON
OpraHM3alKei, OCYIIECTBIIIOIEH IPOBEICHUE TAKOTO UCCIICJOBAHHUS.

2. JloroBop O NMpOBEIEHUU KIMHUYECKOI'O HCCIIEI0BAaHUS JIEKAPCTBEHHOTO Mpernapara Jyis
MEIMLMHCKOTO MPUMEHEHHUS JOJDKEH COAEPKATh:

1) ycinoBus ¥ CpOKU MPOBEACHUSI JAHHOTO UCCIIEI0BAHMUS;

2) ompeneneHue OOIIEH CTOMMOCTH NPOrpaMMbl JAHHOTO HCCIIEJOBAaHUS C YKa3aHUEM
CYMMBI, IpEAHA3HAYAIOIIENCS AJIs BBIIUIAT UCCIIEOBATENSAM, COUCCIIEN0BATEIAM;

3) omnpeneneHue (GopMbl IPEICTABICHHUS PE3yJbTaTOB JAaHHOTO MCCIEIOBaHUSA B
YIIOJIHOMOYEHHBIN (heepalibHbIi OpraH UCTIONHUTEIBHON BIACTH.

Ctatba 42. ®uHaHcoBoe obecneyeHune KIMHUYECKOro wuccrnegoBaHus
neKapCTBEHHOro npenapara Ans MeguUUHCKOro npuMeHeHus

®dunHaHcoBoe obecrnieueHNue KIMHUUYECKOTO UCCIEOBaHUS JIEKApCTBEHHOIO IMpernapaTa Jis
MEIUIIMHCKOTO MPUMEHEHHS OCYIIECTBIISIETCS 32 CUET:

1) cpenctB denepaabHOTO OIOKETA;

2) cpencTB OpraHu3anui, MOJyYUBIINX pa3pelIeHue Ha OPraHu3aluio IPOBEICHUS JTAHHOTO
WCCJIEI0BAHMS, B COOTBETCTBUU C YCIOBHUSMHU JOTOBOPA O €r0 MIPOBEACHNH;

3) MHBIX HE 3alPEeIIEHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit denepaniuu HCTOUHUKOB.

CraTtbsa 43. lpaBa nauMeHTOB, y4aCTBYHOLUUX B KIIMHUYECKOM UccriegoBaHumn
NneKapCTBEHHOro npenapara Ans MeauLUHCKOro NnpuMeHeHus

1. YyacTue manuMeHTOB B KIMHUYECKOM HCCIEAOBAaHUHU JIEKAPCTBEHHOIO IperapaTa Ajis
MEAUIIMHCKOTO TPUMEHEHUS SIBIISICTCS JOOPOBOIBHBIM.

2. ITarueHT Wiy ero 3aKOHHBINA MPEICTABUTEIb IOJDKEH ObITh MHPOPMUPOBAH B MUCHMEHHON
dopme:

1) o nekapcTBEHHOM Ipemapare Ui MEIWLUUHCKOTO MPUMEHEHHs U CYIIHOCTHU
KIIMHUYECKOTO UCCIIEIOBAHMS 3TOTO JIGKAPCTBEHHOTO Mpenapara;

2) o 0e30macHOCTH JIEKapCTBEHHOTO IMpernapaTa AJii MEIUIMHCKOTO MPUMEHEHHUsS, €ro
oxxugaeMoit 3((HEKTUBHOCTH M CTEIIEHU PUCKA JUIS MAIMEHTA;

3) 00 ycioBHAX ydacTUsl MalMEHTa B KIMHUYECKOM HCCJIEIOBAaHUHU JIEKapCTBEHHOTO
mpernapara Jisl MeTUITUHCKOTO TIPUMEHEHUS;

4) o 1ieny Wi LessaX ¥ MPOJOJKUTEIbHOCTH KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO
mpernapara Jisl MeTUIIUHCKOTO TIPUMEHEHUS;

5) 0 nelcTBUAX MAIMEHTa B Cllydae HempeIBUACHHBIX 3(()EKTOB BIUSHUS JIEKAPCTBEHHOTO
npernapara Jyisi METUITHHCKOTO MPUMEHEHUS Ha COCTOSIHUE €T0 37]0POBbS;

6) 00 yCIOBHSX 0053aTEIILHOTO CTPAaXOBAHUS )KU3HU, 3/I0POBbsI MAIMCHTA;



7) 0 rapaHTUAX KOH(UACHUMAIBHOCTH y4acTUs MAalMEHTa B KIMHUYECKOM HCCIICIOBAaHUH
JIEKapCTBEHHOT'O IIpernapara JUisi MEJUIIUHCKOTO IPUMEHEHHUS.

3. JoOpoBoibHOE corJlacMe MalMeHTa Ha Y4YacTHEe B KIMHUYECKOM HCCIIEIOBAHUH
JICKapCTBEHHOI'O IIpernapara i MEAMIMHCKOIO INPUMEHEHHUS NMOATBEPKIACTCS €ro MOIIUCHIO
WM TIOJIMCHIO €r0 3aKOHHOTO MPEICTAaBUTENs Ha HH(POPMAIIMOHHOM JIMCTKE MalMeHTa.

4. TlanMeHT WIK €ro 3aKOHHBIM MPEACTaBUTEIh UMEET MPAaBO OTKA3aThCS OT y4acTUS B
KJIMHUYECKOM MCCIIEJIOBAHUU JIEKAPCTBEHHOT'O Ipenapara JUisi MEIUIUHCKOTO NMPUMEHEHUS Ha
110001 cTaauy NPOBEIEHHUS TAKOTO UCCIIEJOBAHUS.

5. llpoBeneHne KIMHUYECKOIO MCCIEAOBAHMS JIEKAPCTBEHHOIO Ipenapara s
MEIMIMHCKOTO NPUMEHEHUS C y4aCTHEM B KauyeCTBE ITALIUEHTOB JETEH NOIyCKAaeTCs TOJBKO C
corJyiacysi B IUCbMEHHOM (hopMe uX poauTenei, ycbiHOBUTENEH. J|eTH MOTyT paccMaTpuBaThCs B
Ka4yeCTBE NMOTECHUHUAIBHBIX ITALIMEHTOB TAKOTO MCCIENOBAaHUA, TOJBKO €CIH €ro IPOBEICHUE
HE00XO0IMMO /IS YKPEIUICHUS 3J10POBbS JeTel UM MPOPHIAKTUKY UH(EKIMOHHBIX 3a00/1eBaHUH
B JIETCKOM BO3pacTe J100 €CIU LENbI0 TAKOI0 MCCIEAOBAHUS SBISIETCS MOJIyYE€HHE JaHHBIX O
HaWIy4dlIed JO3UPOBKE JICKAPCTBEHHOTO IIpenapara Ui JICUeHUs eTel. B oTux ciydasx Takomy
HCCJICIOBAHMUIO JIOJDKHO IPEIIECTBOBAaTh KIMHUYECKOE MCCIEAOBAHUE JIEKAPCTBECHHOIO
npenapara s MEIUIMHCKOT0 IPUMEHEHNUS Ha COBEPILIEHHOJIETHUX IpaskJaHax, 3a UCKIFOUEHUEM
CIIy4aeB, €CIM HCCICNyeMBbI JIEKApCTBEHHBIM Ipenapar s MEAULIUHCKOIO IPUMEHEHUS
IpeIHa3HaueH UCKJIIOUNTENBHO AJIs UCII0JIb30BaHUS HECOBEPIIEHHOJIETHUMH I'paXK1aHAMU.

(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3amperaeTcs NpoBeIeHNE KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOIO IIpenapara ajs
MEIMLMHCKOTO MPUMEHEHHUS ¢ y4aCTHEM B Ka4€CTBE NAL[UCHTOB:

1) nereif-cupoT u Aerel, ocTaBUIMXCs 0€3 MOMEYESHUsT POAUTEIICH;

2) )KEHIIMH B MepHoj OEpEeMEHHOCTH, JKEHILUUH B MEPHUOJ I'PYJHOrO BCKapMIIMBAaHUSA, 3a
UCKJIIOUYEHUEM CJIy4aeB, €CJIM IMPOBOJAUTCA KIMHUYECKOE MCCIEN0BAHNUE JIEKAPCTBEHHOIO
npenapara, NpeAHA3HAaYEHHOro JJs YyKa3aHHBIX JKEHIIMH, IPU YCIOBHMHM HEOOXOJUMOCTH
NOJy4YeHUs: MH(OPMAIMM TOJBKO BO BpeMs NPOBEICHHS COOTBETCTBYIOIIMX KIMHHUYECKUX
UCCIICIOBAaHUH U MPUHATHUS BCEX HEOOXOIMMBIX MEp MO MCKIIOUEHHIO PUCKA HaHECEHMs Bpena
KEHIIMHE B MEePHOJ OEPEeMEHHOCTH, KEHIIHMHE B NEPHOJ TPYAHOTO BCKAPMIIMBAHUS, TUIOAY WIH
pebeHky;

3) BOGHHOCITY:KAIllUX, 3a UCKIIIOUEHUEM CIIy4aeB IMPOBEACHUSI KIMHUYECKOTO UCCIIEI0BAaHUS
JIEKapCTBEHHOT0 IIpenapaTta, ClelHaabHO pa3padoTaHHOTO U1 IPUMEHEHHS B YCIOBUSAX BOCHHBIX
NeHCTBUHM, Ype3BBIYAWHBIX CUTyalui, MPO(WIAKTUKA U JIEYCHUs1 3a00JE€BaHUN M MOpPaXKESHUH,
NOJYYEHHBIX B pe3yJbTaTe BO3JEHCTBHA HEONArONpUATHBIX XMMUYECKHUX, OHMOJIOTHYECKUX,
panuanoHHbIX (akTopoB. KinMHMUYECKoe HCCleJOBaHHE TAaKOro JICKapCTBEHHOTO IMperapara
MOJKET NMPOBOJUTHCS C y4aCTHEM B KAaueCTBE MALMEHTOB BOCHHOCIYKALIUX, 338 MCKJIIOUYECHUEM
BOCHHOCITYXAIUX, MTPOXOISALINX BOCHHYIO CIYXOy 10 MPU3BIBY, C COOIIOACHUEM TpeOOBaHHIA,
YCTaHOBJICHHBIX HACTOSIIUM DenepabHBIM 3aKOHOM B OTHOIICHUH IPAKIAHCKUX JIMLI;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIILHBIX OPraHOB;

5) nun, oTOBIBAIOIMX HAaKa3aHUE B MECTAX JIMIICHUS CBOOO/IbI, a TAKXKE JIMILI, HaXOAALIUXCS
O] CTpaXke! B CIEACTBEHHBIX M30JISATOPAX.

7. JlonmyckaeTcs NpOBEJCHUE KIMHUYECKOTO UCCIIEJOBAHMS JIEKaPCTBEHHOTO Npenapara Jiis
MEIUIUHCKOTO NMPUMEHEHUS, MPeAHAa3HAYeHHOTO JJIs JICYCHUS INCUXMYECKUX 3a00JieBaHM,
y4yacTMEM B KadecTBE IMAlMEHTOB JMIl C IICUXMYECKUMH 3a00JIeBaHUSAMM, NPU3HAHHBIX
HEIEEeCIIOCOOHBIMU B TIOPSIKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu.
Knuandeckoe ucciieoBaHME JIEKAPCTBEHHOIO IIpernapara B JTOM Cily4ac INPOBOJUTCS IpU
HAJIMYMU COTJIACHsI B MMCBbMEHHOM (popMe 3aKOHHBIX MpPECTaBUTENICH YKa3aHHBIX JIUIL.

Crtatba 44. OO6sizaTenbHoe CTpaxOBaHWE XW3HW, 300POBbA NAaLMEHTa,
y4vyacTBywLWEero B KJIMHUYECKOM UCCriefOoBaHUM JNIeKapCTBEHHOro npenapara Aons
MeAULMHCKOro NPpMMeHeHuUA

(B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)



1. Opranuzanus, NOJy4YUBIIas pa3pelieHHe Ha OPraHU3alMI0 MPOBEACHUS KIMHUYECKOTO
UCCIIEI0BaHM JIEKAPCTBEHHOTO MIperapara st MEeIMIIMHCKOTO IPUMEHEHUs, 00s13aHa B KAYeCTBE
CTpaxoBarTesisi CTPaxoBaTh PUCK MPUYUMHEHHs Bpena *U3HHU, 3I0pPOBbIO MAllMEHTa B pe3ysbTare
IIPOBEJCHUS KIMHUYECKOIO MCCIEA0BaHUS JIEKAPCTBEHHOI'O Ipenapara Uisi MEAMLHUHCKOIO
IPUMEHEHHUS 3a CBOM CUeT MyTeM 3aKIIIOUEHHS 10roBopa 00s3aTeIbHOTO CTPaXOBaHUsl.

2. OOBEKTOM 00s13aTENTBHOTO CTPAXOBAHUS SIBISCTCSI MMYIIECTBEHHBI MHTEPEC MAIMeHTa,
CBSA3aHHBIM C TNPUYMHEHHEM Bpeda €ro >KU3HU WIH 30pPOBbIO B pe3ylbTaTre MPOBEICHUs
KJIMHUYECKOIO UCCIIEI0OBaHMsI JIEKAPCTBEHHOTO IIpenapaTa Jilsl MEAULUHCKOTO IPUMEHEHUS.

3. CrpaxoBbIM ciy4aeMm IO JIOTOBOPY OOSI3aTENIBbHOIO CTPAaXOBAaHUS SIBISIETCS CMEPTh
NalMeHTa WiIM yXYIIIEHHWE €ro 370pOBbsi, B TOM 4YHCIE BIEKyIlee 3a co0OW yCTaHOBJICHHE
WHBAJUIHOCTH, MPU HAJUYUU NPUYMHHO-CIEACTBEHHOM CBSI3U MEXKAY HACTYIJICHMEM ATOrO
COOBITHS M yYacTHEM MalMeHTa B KIMHUYECKOM HCCIIeIOBaHNUH JIEKAPCTBEHHOTO Iperapara.

4. TpeboBaHusi 0 BO3MEILEHUU BpeAa, MPUUYMHEHHOTO KU3HU WJIM 370POBBIO MAIlUEHTA,
IOPEIBABIAIOTCS B TEUEHHE CPOKOB MCKOBOM JAaBHOCTH, YCTAHOBJEHHBIX TIpakIaHCKUM
3aKOHOJATEIbCTBOM.

5. Pa3zmep cTpaxoBo#i BBIIJIATHI 110 IOTOBOPY 003aTEILHOIO CTPaXOBaHUS COCTABIISCT:

1) B ciyyae cmepTH MalMeHTa JBa MWUIMOHAa pyOJeil Ha KakIoro maiueHTa,
y4acTBOBABLIETO B KJIMHUYECKOM MCCIIEA0BAHUN JIEKaPCTBEHHOT'O IIperapara;

2) npH yXyAILIEHUHU 3I0POBBS MAIEHTA:

a) TIOBJIEKIIIEM 3a cO0O0M yCTaHOBJICHHE MHBAJIUIHOCTHU | rpynmbl, OAWH MUJUIMOH HSATHCOT
ThICSIU pyOsell Ha KaXIOoro NalUeHTa, YJYacTBOBABILIETO B KIMHUYECKOM HCCIEAOBAHUU
JIEKapCTBEHHOTI'O Ipernapara;

0) ToBJIEKIIIEM 3a CO0OH YCTaHOBJICHUE MHBATUAHOCTHU Il Tpynmbl, OIMH MUJUTHOH pyOJIeH
Ha KaXJOro MalMeHTa, Y4YacTBOBABILEIO B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOIO
npemnapara;

B) TIOBJIEKIIIEM 3a COO0H ycTaHOBIeHHE HHBATUAHOCTH Il rpynmsl, IATHCOT THICSY pyOIIeit
Ha KaXJOTro TalMeHTa, Y4YacTBOBABILIEIO B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOIO
npernapara;

T') HE TOBJEKIIEM 3a COOOW YCTaHOBJICHHMsI MHBAIMIHOCTH, HE OOJee YyeM TPHUCTa THICSY
pyOJieit Ha KaXI0ro MaIMeHTa, y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUH JICKAPCTBEHHOTO
npernapara, UCX0/ U3 HOPMATUBOB, OTPAXAIOIINX XapaKTep U CTENEeHb MOBPEKACHUS 310POBbSI,
a Take (PaKTUYECKU MOHECEHHBIX MAlMEHTOM PAaCX0/10B, BBI3BAHHBIX MOBPEKICHUEM 3/I0POBbS,
Ha MEIUIHUHCKYIO TOMOIIb, TPUOOPETEHNE JIEKapCTBEHHBIX MPETapaToB.

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

6. Yrparun cuiy ¢ 1 urong 2015 roga. - @enepanbhbiii 3akoH oT 22.12.2014 N 429-D3.

7. Cpok paoroBopa oOs3aTENbHOTO CTPaxOBaHHUsS HE MOXKET OBITh MEHee, YeM CPOK
MPOBEJCHUS KJIMHUYECKOTO HCCIIe0BaHUS JIEKaPCTBEHHOI O IIpernapara.

8. YcnoBus oroBopa 00s3aTeIbHOTO CTPAXOBaHMS, B TOM YHCIIE CTPAaXOBble TapH(bI MO
00s3aTeIbHOMY CTpPaxOBaHMIO, IEpPeUYeHb HEOOXOMUMBIX JOKYMEHTOB IS OCYIIECTBIICHUS
CTpPaxOBOW  BBIILUIATHI, MOPSAOK  YCTAaHOBJEHUS  CTpPAaxoBaTeleM  HHIUBUAYAJIBHOIO
UACHTU(DUKAIIMOHHOTO KO/a MallMeHTa, MOPAI0K HHPOPMUPOBAHHUS CTPAXOBATEIEM CTPaXOBIIMKA
O IPHUBJICYEHHBIX K KIMHUYECKOMY HCCIEJOBAaHMIO JIEKAPCTBEHHOI'O Ipenapara s
MEAMIIMHCKOTO TPUMEHEHUs TMAalUeHTaX, MOPSAO0K YIUIaThl CTPaxOBOM NpPEeMHUH, TOPSIOK
peanu3any OInpeesieHHbIX HacToAmuM dDenepanbHbIM 3aKOHOM M APYTUMH (erepaabHbIMU
3aKOHaMHU TMpaB M 00s13aHHOCTEH CTOPOH IO JOrOBOPY 00S3aTENbHOrO CTPaXOBaHMS, a TaKKe
HOPMAaTHUBBI, OTPAKAIOLIUE XapaKTep U CTENEHb MOBPEXKACHMS 310pPOBbS, YCTAHABIMBAIOTCS
TUMOBBIMHU MIPAaBHJIaMU 0053aTEILHOTO CTPaXOBaHUSI.

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

9. B cnyyae mpuuMHEHHsS BpeAa KU3HM MalMEHTa, yYaCTBOBABIIETO B KIMHUYECKOM
UCCIIC/IOBAaHUM  JICKAPCTBEHHOTO  Mperapara, BBITOJAONPHOOpETaTeNsIMA 10 JIOTOBOPY
0053aTeNIbHOTO CTpaxoOBaHUs SIBJISIOTCS TpaXklaHe, UMEIOIIMe MPaBO Ha BO3MEIICHHUE Bpena B



cIydac CMCPTU KOpMWJIbla B COOTBCTCTBUMU C TPAXKIAHCKHM 3aKOHOAATCIBCTBOM, IIpU
OTCYTCTBHH TaKUX IPaXKIaH - POIUTENH, CYNPYT, I€TH YMEPUIETo MalueHTa, y4acTBOBABIIETO B
KJIMHUYECKOM HCCJIEIOBAHUM JIEKAPCTBEHHOI'O TIpermapara, B CJIydae CMEpPTH MalHUEHTa,
y4acTBOBABUIETO B KJIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOTO IMpemnapara U He MMEBILEro
CaMOCTOATCIIBHOTO J0XO0[4d, - T'paXIaHC, Ha MXXIUBCHUHU KOTOPLIX OH HAXOAWJICSA, B OTHOHICHUU
BO3MEUICHHUSI PACXOJI0OB Ha TMOrpebeHHEe TMalueHTa, Y4YacTBOBABILIETO B KIMHUYECKOM
MCCJIEI0BAHUHY JIEKAPCTBEHHOTO Mpenapara, - JIMo, MOHECIIee TAKUE PACXOIbI.

10. CtpaxoBasi BblIUIaTa B CUYET BO3MEILIEHUS Bpela, MPUUUHEHHOTO >KU3HU NAIHeHTa,
Y4aCTBOBABLIETO B KIMHUYECKOM HCCJIEJIOBAHMM JIEKAPCTBEHHOTO Ipernapara, pacrpeaesercs
MEX]1y BBITOJONPUOOpETATENIMU MPONOPIUOHATILHO UX KOJUYECTBY B PaBHBIX JOJISX.

11. Ilpu HacTyIUIEHMH CTPAaxOBOrO cllydyas IAlMEHT, y4acTBOBABIIMHM B KIMHUYECKOM
UCCJIEIOBAaHUM JIEKAPCTBEHHOI'O IperapaTa, BbITOAONPHOOpeTaTedb BIpPaBe MPEIbsSBUTH
HETMIOCPEJICTBEHHO CTPAXOBIIUKY TPEOOBaHME O BO3MEIIEHUU MPUYUHEHHOTO Bpeaa. CTtpaxoBas
BBIIJIaTa OCYIIECTBISETCS CTPAaXOBIIMKOM B TE€UEHHME TPUALIATH JHEH cOo AHS MpeICTaBIICHUS
HGO6XOI[I/IMI:IX JAOKYMCHTOB. HaI_[I/IeHT, y‘IaCTBOBaBI_HI/Iﬁ B KIIMHHUYECKOM HCCJICJOBAHHNU
JIEKapCTBEHHOT'O Tpernapara, Uin BhIFOJONpPUOOpeTaTenh 00513aH COOOIIUTh CTPaXOBIIUKY JJIs
OCYIIECTBIICHUSI CTPAaXOBOW BBIIUIATHI WHAMNBUAYAIBHBIN HICHTU(DUKANMOHHBIA KO/ TMAIUEHTA,
YCTaHOBJICHHBIH CTpaxoBaTelieM B COOTBETCTBUU C THUIOBBIMHU MpaBWJIaMU 0053aTEIbHOTO
CTpaxoBaHMUs.

12. Jlo momHOTO OonpeaenaeHus pa3Mepa Mo JIexkaliero BO3MENIEHUIO Bpela CTPAXOBIIUK 10
3as4BJICHUIO IMAllUCHTA, YYaCTBOBABHICTO B KIIMHHYCCKOM HCCICAOBAHUUN JICKAPCTBCHHOTO
npenapaTa, WIM 3adBIICHUIO BBITOJONpUOOpETaTesNss BIpPaBe OCYHIECTBUTH YacTh CTPAaxOBOMU
BBITIJIAThI, COOTBCTCTBYIOLIYIO q)aKTI/I‘IGCKI/I onpeneneHHoﬁ YaCTHU NPpUINHCHHOTO Bpcaa.

13. CrpaxoBas BbIIUIaTa B COOTBETCTBHU C JIOTOBOPOM 0O0sI3aTEIHLHOTO CTpPaXxOBaHHS
OCYHICCTBJIACTCA HEC3aBUCUMO OT BBITIIAT, IPUIUTAOIINUXCA IO APYTUM BUAAM CTPAXOBAHUS.

14. He nomyckaercs ywacTuhe MAIlMEHTa B MPOBEACHUM KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TIperapara Mpu OTCYTCTBUU JOTOBOPA 00SI3aTEIILHOTO CTPAXOBAHHUS.

15. KoHTpoJib 32 UCIIOTHEHUEM OPTraHU3aIMEN, MOJTYYUBILIEH pa3pelieHue Ha OpraHu3aluio
MPOBCACHUA KIIMHUYCCKOI'0 MCCICIOBAaHUA JICKAPCTBCHHOTO IpfcIliapara Ijid MCIUIUHCKOI'O
MPUMEHEHHUs, YCTAHOBJICHHOM HACTOSIIIEH CTaThedl OOSA3aHHOCTH 1O  00s3aTeIbHOMY
CTPaxOBaHMIO JKU3HU, 370pPOBbs NAI[MEHTA, YYaCTBYIOLIErO (Yy4acTBOBABILIEr0) B KIMHUYECKOM
HCCJIEIOBAaHUM JIEKAPCTBEHHOTO TMpernapara, OCYIIECTBISETCS YIIOTHOMOUYEHHBIM (eaepanbHbIM
OopraHoM UCIOJIHUTEIHHOMU BJIaCTHU, BbBLJABIIMM PA3PCHICHHUC Ha NPOBCACHUC KIIMHHUYCCKUX
UCCJIEIOBAaHUM JIEKAPCTBEHHBIX MPENapaToB /Il MEAULIUHCKOTO IPUMEHEHUS.

naea 8. MPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPEACTB
Cratbs 45. [lpon3BoACTBO NEeKapCTBEHHbIX CpeacTB

1. IIpon3BOICTBO JIEKAPCTBEHHBIX CPEACTB JOJKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHII
HaJIJIeKaIed MPOU3BOACTBEHHON MPAKTUKU, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (heepanbHbIM
OpraHOM HCIIOJHUTENbHOW BiacTH. (OCOOEHHOCTH Tepexoja IPOU3BOJCTBA OTAEIBHBIX
JICKApCTBEHHBIX CPEICTB K HX IPOU3BOJACTBY B COOTBETCTBUU C TPeOOBAHUSMHU MPABUII
HaJiJIexKalen MpOU3BOACTBEHHON NpakTHKHU ycTaHaBiauBaroTcs IIpaBurensctBoM Poccuiickoit
Oenepanny. Bplgaya 3akiO4€HHH O COOTBETCTBHM IIPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM TMpaBWUJI HaJJEXKalleld TMPOU3BOJICTBEHHON NPAKTHKU OCYLIECTBISETCA IO
pe3ynbTaTaM HMHCIEKTUPOBAHUS IMPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEJICTB B IOPSAKE,
yctaHoBlieHHOM [IpaButensctBom Poccuiickoit ®enepaunu. Pa3smep miatel 3a  BblIady
3aKJIIOYEHHUS O COOTBETCTBUHU IPOM3BOAUTENS JICKAPCTBEHHBIX CPENCTB TPEOOBAHHUAM MPaBUII
HaJiJIeXalen MpOU3BOACTBEHHOW MNpakTUKU ycTaHaBiauBaetrcsi IIpaButensctBoMm Poccuiickoit
Oenepaunu. Ilopsgox opraHuzanuu M INPOBEICHUS HHCIEKTUPOBAHUS IIPOU3BOAUTEIICH



JCKapCTBEHHbIX ~ CPEACTB  HAa  COOTBETCTBME  TpeOOBaHMAM  MpaBWJI  HaJyIeXKalleH
MPOU3BOACTBEHHOM MPAaKTUKKU ycTaHaBiuBaeTcs [IpaBurensctBoM Poccuiickoit denepanuu.

(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 denepaiuu OCylIecTBISIETCS
MPOU3BOJUTENSIMU  JIEKADCTBEHHBIX CPEACTB, MMEIOIIMMHU JIMIEH3HI0 Ha IPOU3BOJACTBO
JIEKapCTBEHHBIX cpencTB. IloaTBepikaeHNEe COOTBETCTBUA JIMIEH3MATa MpaBUJIaM Hajulexallen
MIPOU3BOJCTBEHHON TIPAKTUKH OCYIIECTBIIIETCS B PAMKax JIMIEH3WOHHOTO KOHTPOJSA B
COOTBETCTBUHM C 3aKOHOAATeNbcTBOM Poccuiickoit ®Denepamuu ¢ y4eTroM OCOOEHHOCTEH,
YKa3aHHBIX B 4acTU | HAcCTOAILIEH CTaThU.

(B pen. @enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D3)

2.1. Jlma 1nenedl JUUEH3UPOBAHMS TPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHUsI M WHCHEKTHPOBAHUS CYOBEKTOB OOpAaIeHHS JIEKapCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEeOOBaHUSAM IMpaBWUI HAJJIeKAIICH MPOU3BOJCTBEHHOM MPAKTHUKU
denepanbHBIE  OpraH  HCHOJHHUTEIBHON  BIACTH, OCYHISCTBISIONIMHA  TOCYIapCTBEHHYIO
PErUCTPALMIO JIEKAPCTBEHHBIX MPENAPaTOB ISl MEAMIMHCKOIO MPUMEHEHHUs], MPEIOCTABISIET
denepambHOMY OpraHy HCIOJHHUTENBHOW  BJIACTH, OCYLIECTBISIOMIEMY  (eaepalbHbINd
rOCYJAapCTBEHHBIN JIMLIEH3UOHHBIM KOHTPOJIb AEATEIBHOCTH MO MPOU3BOJACTBY JEKAPCTBEHHBIX
CPEICTB JUIsl MEAWLMHCKOIO MPUMEHEHMs, IO €ro 3ampocy B paMKax MEKBEIOMCTBEHHOIO
MH(GOPMALIMOHHOTO B3aUMOJICHCTBUSL B TMOPSAKE, YCTAaHOBJIEHHOM (QeAepalbHbIM OpraHOM
VCIIOJIHUTENIBHOM BJIACTH, OCYILECTBIISIOIIMM JIMLIEH3UPOBAHUE MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB AJI1 METUIIMHCKOTO MpUMEHEHUs, U (deaepatbHbIM OPraHOM HCIOJHUTEIBHON BIACTH,
OCYIIECTBJISIOIUM  TOCYJApCTBEHHYK) PErHMCTPAlMI0  JIEKapCTBEHHBIX IIpEnaparoB i
MEIUIMHCKOrO NPUMEHEHHUs, CBEICHHS O JICKAPCTBEHHBIX CPEACTBAX, yKa3aHHbIE B 4YacTH 5
cratb 18 Hactosmero denepanbHOro 3aKkoHa, B TOM YHCJIE B Cllydae, €CJIM TaKUE CBEIEHUS
COCTABJISIFOT KOMMEPYECKYIO TalHY.

(uactb 2.1 BBeneHa PenepanbHbIM 3aKOHOM OT 14.07.2022 N 311-D3)

3. IIpon3BO/ICTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBIACTCS C COONIOACHUEM TPeOOBaHMIA
IPOMBIIIIEHHOTO pErJlaMEHTa, KOTOpBIM YTBEPXKAAETCS PYKOBOAUTENIEM MPOU3BOAUTENS
JICKapCTBEHHBIX CPEICTB M BKIIOYAaeT B ce0sl IMEpeueHb HCIOJIb3yeMBIX (DapMaleBTHUECKUX
CyOCTaHIUI 1 BCTIOMOTaTeIbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KaXKJJ0r0 M3 HUX, TaHHBIE 00
UCIIOJIb3YEMOM 000pYyI0BaHUH, OMMCAHUE TEXHOJIOTMYECKOTO MPOIEcca U METOJ0B KOHTPOJIA Ha
BCEX dTalax MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

4. Ilpm npoM3BOJCTBE JIEKAPCTBEHHBIX NPENApaToB s MEIULIMHCKOIO NPUMEHEHUS
UCTIONB3YIOTCS  (DapMalleBTUUECKUE CYOCTaHLIMU, CBEICHUS O KOTOPBIX COJAEp)KaTcsi B
rOCy/IapCTBEHHOM pPEECTpe JIEKaPCTBEHHBIX CPEICTB AJII MEAMIIMHCKOIO NMPUMEHEHHUs U (WIJIH)
€MHOM PEECTpe 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpa3nuiickoro 3KOHOMU4ECKOI0
CO03a, 3a UCKJIIOYeHHEM (apManeBTUUECKUX CyOCTaHIMI, MPOU3BOAMUMBIX Ui IMPOBEICHUS
KJIMHUYECKHUX UCCIIEJOBAaHUN U (M) JUIs SKenopTa. [Ipy npon3BoACTBeE JIEKaPCTBEHHBIX CPENICTB
JUIsL BETEPUHAPHOTO MPUMEHEHHS UCIOJB3YIOTCS (papMaleBTUUYEeCKUe CyOCTaHIMU, CBEACHUS O
KOTOPBIX COJIEPIKATCS B FOCYIAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPENCTB ISl BETEPUHAPHOIO
NPUMEHEHHUS, U (UJIM) TOCYJapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO
IPUMEHEHHUS, U (WIH) €AVUHOM PEECTPE 3apETUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernapatoB  EBpa3uiickoro  3KOHOMHYECKOTO  CO03a, U (WIM) €OUHOM  peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro »KOHOMMYECKOTO COI03a, 3a
UCKJIIOYeHHEeM (apMalleBTHUECKUX CyOCTaHIUM, MPOU3BOJUMBIX ISl IPOBEACHUS KIMHUYECKIX
uccnenoBanuii W (wiam) uis 9kcnopra. K mporeccy mpou3BoOAcTBa  (hapMaleBTHUECKOM
CyOCTaHIIMKM OTHOCSTCS JIIOOBIE CTAANKM TEXHOJOTHYECKOTO IMpoIiecca, MO3BOJIAIONINE MOTYyUYUTh
TOTOBBII MPOJYKT, COOTBETCTBYIOIIMI TpeOOBaHUAM (apMakolneilHOW CTaTbu, B TOM YHCIE
dbepMeHTanus, SKCTpaKUUs, OYHCTKA, BbIIEJICHHE, NEePEeKpUCTAIIN3alUs, BBICYIINBAHUE,
u3MenbueHne. B ciaydae HEOOXOAMMOCTH HCHOJIB30BAHMS STHIOBOTO CHHpPTa, B TOM YHCIE
dbapmareBTUUeCKO  CyOCTaHIIMM  CIUpPTa OJTWIOBOTO  (3TaHOJA), TMPU  TPOHU3BOICTBE



JICKapCTBEHHBIX CPEACTB B KAauyeCTBE JECHCTBYIOMIETO M (MJIM) BCIIOMOTaTElIbHOI'O BEILIECTBA, a
TaK)Ke B MHBIX TEXHOJIOTHYECKUX LIEJISX JOJIKHA OBITh UCIIOJIb30BaHA TOJIBKO (hapMalleBTUYeCcKas
CyOCTaHIMS CIHPTA 3TUIOBOTO (3TAHOII).

(B pen. DenepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, 01 27.12.2019 N 462-D3, o1 27.12.2019
N 481-®3, ot 24.07.2023 N 341-D3)

4.1. [lepeueHb JIeKapCTBEHHBIX MPENApaTOB ISl MEAUIIMHCKOTO IPUMEHEHUS, B OTHOIIICHUN
KOTOPBIX YCTAHABIIMBAIOTCS TPEOOBaHMS K 00bEMY Taphbl, YIIAKOBKE U KOMIUICKTHOCTH, NIEPEYCHb
JICKapCTBEHHBIX MpENnapaTtoB Ui BETEPUHAPHOTO MPUMEHEHHs, B OTHOIIEHHH KOTOPBIX
yCTaHaBJIMBAIOTCS TpeOOBaHUS K 00bEMY Taphbl, a TAaKXKe TpeOOBaHUS K 00bEMY Taphl, yAaKOBKE
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX NpENapaTroB IJi MEAUIIMHCKOTO NMPUMEHEHHsI, TpeOOBaHUS K
00BbEeMy Tapbl JIEKAPCTBEHHBIX MpEnapaToB JIsi BETEPHUHAPHOTO NPUMEHEHHUS ONPEACISIOTCS
COOTBETCTBYIOIIMMHU YIIOJIHOMOUYEHHBIMH (De/lepabHBIMU OpraHaMH UCIIOJIHUTEIBHON BJIAacTH B
nopsiike, ycranosiaeHHoM IIpasurensctBom Poccuiickoit @enepanyu.

(uactb 4.1 B pen. @enepanpHOro 3akoHa ot 14.12.2015 N 374-D3)

4.2. Opranuszainyy, OCYIIECTBIIAIONINE IMPOU3BOACTBO (apMaIeBTUUECKONW CyOCTaHIIUU
CIUpTa ATWIOBOTO (3TaHONa) [JJs MPOU3BOJACTBA CHHPTOCOACPKAIIUX JIEKAPCTBEHHBIX
npenaparoB, 00S3aHbl OCYLIECTBIATH YYeT B IOPSJIKE, YCTaHOBIEHHOM cTaThsiMu 8§ u 14
®denepanpHOro 3aKoHa OT 22 HOsI0ps 1995 roga N 171-D3 "O rocynapcTBEHHOM PETyJIUpPOBAHUT
IPOM3BOJICTBA U 000POTA ATUIIOBOTO CIHUPTA, AJKOTOJIBHON U CIIMPTOCOAEPKAIIEH MPOLYKIIMH U
00 orpaHudeHMH TOTpeOJIeHHsT (pacmuTHs) aJKOroJbHOM mpoxaykiuu". IIpomsBoacTBO
dapmarieBTUYeCKONH CyOCTaHIMM CIHUPTa 3TWIOBOrO (9TaHONA) JOMYCKAeTCs  TOJIBKO
OpraHu3alyeil, OCyIIEeCTBIAIOMEH MPOU3BOACTBO PEKTHU(PUKOBAHHOIO ATHJIOBOTO CIHUPTa U3
IUILEBOTO0 ChIpbS HAa OCHOBAaHUM JIMICH3MM HA MPOM3BOJCTBO ATHIOBOTO CIHPTa JUIA
MPOU3BOJCTBA (hapMaIleBTUUECKONW CYOCTAHIIMM CIIMPTA STHUIOBOTO (3TaHOJAa) B COOTBETCTBHH C
TpeboBanusMu denepanbHOro 3akoHa OT 22 HOs0ps 1995 roma N 171-03 "O rocynapcTBeHHOM
peryiupoBaHUM  TPOU3BOJACTBA U 000pOTa  ATHJIOBOTO  CHHpPTA, AJKOTOJBHOM U
CHHUPTOCOJEPKAIEH MPOIYKIMH U 00 OrpaHUYEHUH MOTPeONeHHsS (PACHUTHSA) AJIKOTOJbHOM
NpOAYKIMU", METOAOM pa3BEACHUS BOJOM OYMIINEHHOW TaKoro STHJIOBOTO CHOUPTA,
NPOM3BEACHHOTO  JAaHHOM  OpraHM3alueil 10 MEeCTy  OCYILECTBJIECHHS IPOU3BOICTBA
dapmareBTUIeCKOl CyOCTaHIIMU CITUPTA STUIIOBOTO (3TAHOJA).

(uacth 4.2 BBeneHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-®3; B pen. DenepalbHOTO
3akoHa oT 27.12.2019 N 481-03)

4.3. WnauBunyanbHblE TPEANPUHUMATEIN M IOPUAMYECKHUE JIMIA, OCYIIECTBIISIONINE
3aKyNMKY W HCIOJb30BaHHE (hapMareBTUUECKON CyOCTaHIIMM CIHUpPTa ATHIOBOTO (3TaHOJA), a
TaKXe MPOU3BOJCTBO, U3TOTOBICHUE U (MWIIK) 00OPOT (32 UCKIIOUEHUEM PO3HUYHON MPOJAKN)
CIUPTOCOJEPKAIIMX JIEKAPCTBEHHBIX IIpernaparoB, oO0sA3aHbl OCYHIECTBIATh HMX YYe€T U
JIEKJIapUPOBAHUE B TMOPSIKE, YCTAHOBIEHHOM CcTaThiMu 8 u 14 dexnepanbHOTO 3aKoHa OT 22
HOs10pst 1995 roga N 171-®3 "O rocymapCTBEHHOM peryJdpOBaHUU MPOU3BOJICTBA U 000pOTa
ATUJIOBOTO CIHPTA, AJIKOTOJBHOW W CHHUPTOCOAEpXkAalled MpOAYKIMH M 00 OrpaHMYeHHUU
noTpeOaeHus (PacIUTHsI) aTKOTOJILHON IPOTYKITAN".

(uactp 4.3 BBeneHa PenepanbHbIM 3aKOHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu mpoM3BOJICTBE JIEKAPCTBEHHBIX IPENAPATOB i1 BETEPUHAPHOIO MPUMEHEHUS
JIOITYCKAETCs UCIIOJIb30BAaHKUE TIPOU3BEICHHBIX IS pealin3alui (papManeBTHUeCKUX CyOCTaHIINH,
BKJIIOUEHHBIX B TOCYIApCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEACTB YHOJHOMOYEHHBIM
denepadbHBIM ~ OpPraHOM  HCIOJHUTENBHONW  BJIACTH,  OCYLIECTBIISIOUIMM  BEJCHHUE
rOCy/IapCTBEHHOTO PEeCcTpa JIEKAPCTBEHHBIX CPEJCTB AJISl MEAULIMHCKOTO TPUMEHEHHUS.

(uactb 4.4 BBennena denepanbHbiM 3ak0HOM OT 02.08.2019 N 297-03)

5. 3amnpermaercsi IpOU3BOJICTBO:

1) nmexapCTBEHHBIX CPEJACTB, CBEACHUS O KOTOPBIX HE COJIEPIKATCS B TOCYAAPCTBEHHOM
peecTpe JeKapCTBEHHBIX CPEICTB ISl MEAMIIMHCKOTO MPUMEHEHUs, U (WIH) rocydapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEACTB JJsl BETEPUHAPHOTO NMPHMEHEHUs, U (WJIH) €IUHOM peecTpe
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelcTB EBpasuilckoro sSKOHOMHUYECKOTO COI03a, U (MJIH)



€MHOM  pEeecTpe  3aperuCTPUpPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  MPENapaToB
EBpa3uiickoro SKOHOMHYECKOTO CO03a, 32 MCKIIOYEHHEM JICKapCTBEHHBIX  CPEICTB,
IIPOM3BOJUMBIX JJISl IPOBEACHUS KIIMHUYECKUX UCCIIEI0OBAaHUI WM AJIs DKCIIOPTA;

(m. 1 B pen. @eaepanpuoro 3akoHa ot 24.07.2023 N 341-D3)

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) 1ekapCcTBEHHBIX CPEJICTB 0€3 JIMIIEH3UU Ha IPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB;

4) 1eKapCTBEHHBIX CPEICTB C HAPYIIEHUEM IPAaBUJI OPraHU3aLuy IPOU3BOICTBA U KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuity. - @enepaibHblii 3akoH oT 27.12.2019 N 481-D3;

6) cnupTrocoAepXKaLIMX JIEKAPCTBEHHBIX IPENapaTroB IO MECTy OCYLIECTBICHHUS
IPOM3BOJICTBA (DapMaIIEBTUUECKOM CYOCTaHIIMU CIIUPTA STUJIOBOTO (3TaHONA) U (WIH) 110 MECTY
OCYILECTBJICHHSI IPOU3BOACTBA 3TUIIOBOTO CIIUPTA;

(. 6 BBeneH DenepanbHBIM 3aKOHOM OT 27.12.2019 N 481-D3)

Koncynbrantlntoc: mpumevanue.

®enepanbHbIM 3aK0HOM OT 22.12.2020 N 436-®3 c1. 14.1 ®3 o1 22.11.1995 N 171-®3
M3JI0KEHA B HOBOM penakuuu, Hopma 1. 1.1 cr. 14.1 crapoit penakuuu @3 cOOTBETCTBYET HOPME
. 2 ct. 14.1 HOBOM pefakIuu.

7) dapmareBTHUECKOM  CYOCTaHIIMM  COHpTa JTHWJIOBOro  (dTaHosma) ©  (WJIM)
CIUPTOCOJAEPKAIMX  JIGKAPCTBEHHBIX  IPENapaToB Ha  OCHOBHOM  TEXHOJOTMYECKOM
000pyIOBaHUU JI TPOW3BOJCTBA ATHUJIOBOTO CHUPTa, yKa3aHHOM B myHKTe 1.1 cratem 14.1
®DenepanbHOTO 3aK0Ha OT 22 HO0pst 1995 rona N 171-®3 "O rocyaapcTBEHHOM peryaIupOBaHUN
IPOM3BOJICTBA U 000OPOTA ATUIOBOTO CIMPTA, AJIKOTOJIBHON U CIMPTOCOAEpKALIEH MPOLYKIIMU U
00 orpaHuueHUH MOTPeOIeHUs (PacIUTHS) aTKOTOIBHON NMPOyKInu'.

(m. 7 BBenen deaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKAPCTBEHHBIX CPEACTB B TPAKIAHCKHN OOOpPOT YIOJIHOMOYEHHOE JIUIIO
IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIIAET TMOATBEP)KIEHHE COOTBETCTBHUS
JIEKapCTBEHHBIX CPE/ICTB TPEOOBAHUSM, YCTAHOBICHHBIM IIPH UX TOCY/IaPCTBEHHOM PEruCTpaLlny,
U TapaHTUPYET, YTO JEKApCTBEHHbIE CPEICTBA IPOU3BEACHBl B COOTBETCTBUM C TPEOOBaHUSIMHU
IIpaBUJI HAJIEKALIEH IPOU3BOJACTBEHHOU ITPAKTHUKHU.

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

7. YIIOJIHOMOYEHHBIM JIMLIOM NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB SBISETCS €ro
pabOTHHK, AaTTECTOBAHHBI B YCTAaHOBJICHHOM YIIOJHOMOUYEHHBIM (ellepaibHbIM OpPraHOM
UCTIOJTHUTEJIHOW BJIACTH MOPSAIKE U UMEIOIINI CTaK pabOThl HE MEHEE YeM IISTh JIeT B 00J1acTh
IPOM3BOJCTBA M (MJIM) KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEICTB, BhICIIEE OOpa3oBaHME
COOTBETCTBEHHO I10 OJHOW M3 CHeUMaIbHOCTEN U (MJIM) OJHOMY M3 HAlpaBJIEHUI MOArOTOBKU:
Ouonorus, OMOTEXHOJIOIUs, BETEpUHApPHUs, BETEpUHAPHO-CAHUTAPHAsl SKCIEPTU3a, KIMHUYECKas
MEIUIMHA,  pajuallMoHHAas, XHMHUYeckas M  OHoOJorHMuyeckas  3amura, Qapmanus,
(GyHAaMeHTallbHas MEJUIMHA, XUMHUYECKasi TEXHOIOTUsl, XUMHUSL.

(B pen. ®enepanbHbIX 3aK0HOB OT 22.10.2014 N 313-03, ot 02.08.2019 N 297-D3)

8. IlpowsBoguTenu JIEKApCTBEHHBIX CPEACTB (3a HCKIIOYCHHEM (apMareBTHIECKOU
CyOCTaHIIMM CHHPTa STHIOBOTrO (3TaHOJA) MOTYT OCYIIECTBIATH MPOAAXKY JIEKApCTBEHHBIX
CpPEICTB WJIM IepellaBaTh MX B YCTAHOBJICHHOM 3aKOHOHATENbCTBOM Poccuiickont denepanmu
HOpsJIKE:

(B pen. ®enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) Ipyrum npou3BOAUTENSAM JEKAPCTBEHHBIX CPEACTB ISl IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3aLysaM ONTOBON TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTe4yHbIM OpraHu3alysIM, BETEpUHAPHBIM alITEUYHBIM OPTaHU3aLUAM, HHANBUyaTIbHBIM
IpeANPUHUMATENSIM, UMEIOIINM JIMIIEH3UIO Ha (papMaleBTUUECKYIO eI TeIbHOCTD WU JHILIEH3UIO
Ha MEJULMHCKYIO IS TeIbHOCTD;

4) Hay4HO-HCCIIEIOBATEIbCKUM OPTaHU3AIUAM [Tl HAyYHO-HCCIIEeI0BATEIbCKON pabOTHI;

5) MEOUIIMHCKUM OpPTraHU3alUsAM U BETEPUHAPHBIM OpPraHU3aLMsIM;



6) opraHuzanMsM W UHAUBUAYAJIbHBIM  TPEINPUHUMATEISM, OCYIIECTBISIONIUM
pa3BelieHUE, BBIPAIIMBAHUE W COJEP)KAHHWE IKUBOTHBIX (32 HCKIIOYEHHEM TMPOAAXKU UM
(bapMarieBTUYECKHX CYOCTaHIMM WM UX TIEpeaayn).

(m. 6 B pen. Deaepanproro 3akoHa ot 02.08.2019 N 297-D3)

Koncynsrantllntoc: npumevanue.

C 01.09.2023 B u. 9 ct. 45 BHOCsATCs u3meHeHus (P3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro
pENaKLHuIo.

Koncynbrantlntoc: mpumevanue.

C 01.09.2023 4. 8 cr. 45 nononusiercs m. 7 (O3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro
PEIaKIHNIO .

9. IIpousBoautenu hapmMareBTHUECKON CyOCTaHIINH CIIUPTA 3TUIIOBOTO (3TaHOJIA) 00s3aHbI
OCYIIECTBIISITh peanu3anuio (mepeaadyy B YCTAaHOBJICHHOM 3aKOHOJATENBCTBOM Poccuiickoit
Oenepanun mopsiike)  (papmaneBTUUECKOW CyOCTAaHIIMM  CHOHpPTa JTHIOBOrO  (dTaHOINA)
MPOU3BOJIUTENIAM JIEKAPCTBEHHBIX CPEACTB JJsi TMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJNCTB,
MPOU3BOJUTENSIM (M3rOTOBUTENSIM) MEIMLUMHCKUX U3JEIUI JJi MPOU3BOJICTBA U M3TOTOBJICHUS
MEIUITMHCKUX U3/IeNIUN B eMKOCTAX 00beMoM He 6osee | nmutpa u (unu) He menee 1000 muTpos, a
OpTraHHU3aIMsIM, YKa3aHHBIM B ITYHKTaX 3 - 5 4acTH 8 HACTOSIIEH CTaThy, B Tape 00beMOoM He Ooliee
1 nutpa.

(uacTsh 9 BBeiena denepanbHbiM 3ak0HOM OT 29.07.2017 N 278-D3; B pen. DeaepanbHbIX 3aKOHOB
or 27.12.2019 N 481-®3, ot 22.12.2020 N 444-03)

10. Peanuzanus (mepenaya B yCTaHOBICHHOM 3aKoHOAaTelbecTBoM Poccuiickoit deneparun
nopsiike) gpapmarieBTHIECKOl CyOCTaHIIMKM CIIUPTA STUIIOBOTO (3TaHOJIA) OpraHU3aIsIM ONTOBOM
TOPTOBJIM JICKAPCTBEHHBIMU CPEJICTBAMH HE JIOMYCKAETCSI.

(uacth 10 BBegeHa denepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. TlepeBo3ku QapMaieBTUYECKO CyOCTaHIIMKM CHHpPTa JTHIOBOTO  (3TaHOINA)
OCYIIECTBIISIIOTCA C COOJIIO/IEHNEM TpeOOBAaHUM, YCTAaHOBIEHHBIX a03alleM YeTBepThIM MyHKTA 3
cratbu 9 ®PenepanbHOro 3akoHa ot 22 Hoabpa 1995 roma N 171-®3 "O rocymapcTBeHHOM
peryiupoBaHUM  TPOU3BOJACTBA U 000pOTa  ATHJIOBOTO  CHHpPTA, AJKOTOJBHOM U
CIIUPTOCOJEPKAIICH MPOAYKIMU U 00 OTrpaHMYEHUU TOTpeONeHUs (pactuTHs) alKOTrOJIbHOU
NpoAyKIUH".

(vactp 11 BBenena denepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

Cratbsa 46. MapkupoBKa riekapCTBEeHHbIX CpeacTB

1. JlekapCTBEHHBIE TMIpemaparbl, 3a HUCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
M3TOTOBJICHHBIX AaNTEYHBIMU OpPraHU3alMsSM{, BETEPUHAPHBIMU alTEYHBIMU OpraHU3aAlMSIMU,
UH/IMBUIYAIbHBIMUA TPEANPUHUMATENSAMH, HMEIOIMMH JIMLEH3UI0 Ha (apMaleBTUYECKYIO
NEeSITeNIbHOCTD, TOJIKHBI IOCTYNATh B 0OpaIleHue, ecliu:

1) Ha UX MEepBUYHOM YNAKOBKE (32 MCKIIIOUEHUEM IEPBUYHON YNAKOBKH JIEKAPCTBEHHBIX
PACTUTENBHBIX MPENapaToB) XOPOIIO YHUTAEMbIM MIPU(PTOM Ha PYCCKOM SI3BIKE YKa3aHbI
HalIMEHOBAHME JIGKAPCTBEHHOTO IMperapara (MEeXIYHapOJHOE HEMAaTeHTOBAaHHOE, WM
TPYIIHPOBOYHOE, UM XUMUYECKOE, MIIM TOPTOBOE HAMMEHOBAHUE), HOMEp CepUH, AaTa BhITYCKa
(11 UMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX IpPENapaToB), CPOK TOJHOCTH, JO3UPOBKA WU
KOHIIEHTpalusi, 00beM, aKTUBHOCTh B €IMHUIAX JEHCTBUS WM KOJIMYECTBO J03;

(B pen. @enepanbubix 3ak0HOB OT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2) HAa WX BTOPUYHOM (MOTPEOMTEIHCKOM) YIMAKOBKE XOPOIIO YUTAEMBIM HIPpUPTOM Ha
PYCCKOM sI3bIKE YKa3aHbl HAaMMEHOBAaHHME JICKAPCTBEHHOTO TpemnapaTta (MEXIyHapOaHOE
HEMaTeHTOBAaHHOE, WJM TPYNIHPOBOYHOE, MM XUMHYECKOE W TOProBOo€ HAaWMEHOBAaHUS),
HaMMEHOBAaHME MPOU3BOIUTENS JIEKAPCTBEHHOTO Iperapara, HOMEp CEepHH, Aara BhITycKa (IUis
UMMYHOOHMOJIOTHYECKHX  JICKQPCTBEHHBIX  TpernapaTroB),  HOMEP  PETUCTPALMOHHOIO
yIIOCTOBEPEHHsI, CPOK TOAHOCTH, CIIOCOO NMPUMEHEHUs, JT03UPOBKA WM KOHIEHTpAIHs, 00beM,



AaKTUBHOCTh B €IUHMIIAX JCHCTBHS JIMOO KOJMYECTBO JI03 B YIAKOBKE, JIEKApCTBEHHAs (Gopma,
yCIIOBUS OTITYCKA, YCIOBUS XPaHEHUs, IPeaylpeAuTeIbHbIe HAAIHUCH.
(B pen. ®enepanbubix 3akoHOB OoT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-03)

2. dapmareBTHUYECKHE CYOCTaHIIMM JOJDKHBI IOCTYNaTh B oOOpalleHHe, eclid Ha HX
NEPBUYHOM YIAKOBKE XOPOIIO YATAEMbIM IIPU(TOM Ha PYCCKOM S3bIKE YKa3aHbl HAUMEHOBAHHE
dapmalieBTUYECKOM CyOCTaHIIMH (MEXAYHAPOAHOE HEMTAaTEHTOBAHHOE, HJIU TPYIITUPOBOYHOE, UITU
XMMHUYECKOE M TOProBO€ HAUMEHOBAHMs), HAUMEHOBAHUE MPOU3BOJAUTENS (DapMaleBTHUECKOM
cyOCTaHIIMK, HOMEp CEPHUH U J1aTa U3TOTOBJICHUS, KOJMUECTBO B YITAKOBKE U €AMHUILIBI H3MEPEHUs
KOJIMYECTBA, CPOK TOAHOCTH U YCIIOBUS XpaHEHUS.

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

3. JlekapCTBEHHBIE CpE/ICTBA B KaYECTBE CHIBOPOTOK JOJDKHBI MTOCTYNATh B OOpalleHHe C
yKa3aHHUEM KHUBOTHOTO, U3 KPOBH, TJIa3Mbl KPOBHU, OPraHOB M TKAaHEW KOTOPOTO OHU MOJTYYEHBI.

4. Ha Bropu4HYyI0 (TOTPEOUTENILCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOTYUCHHBIX U3
KpOBH, TJIa3Mbl KPOBHU, OPTaHOB M TKaHEH 4YeJIOBEKa, JOJKHA HAHOCUTHCS HAAMUCh: "AHTUTENA K
BHNY-1, BMY-2, k Bupycy rematuta C U IOBEpPXHOCTHBI AHTUIE€H BHpyca remnatuta B
OTCYTCTBYIOT".

5. Ha nepBUYyHYI0 YINAKOBKY H© BTOPHUHYIO (TIOTPEOHMTENBCKYIO)  YHNAKOBKY
paarodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEJICTB JIOJDKEH HAHOCHUTHCS 3HAK pPaauallMOHHOMN
OIIACHOCTH.

6. Ha Bropuunyio (TOTpeOMTEIBCKYIO) YIAKOBKY TOMEOMATHYECKUX JIEKAPCTBEHHBIX
IIPENapaToB JOJKHA HAHOCUTHCS HaAKUCh: "['oMeonaTuueckuit”.

7. Ha BropmuHyto (NOTpPEOUTENHCKYI0) YIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX
IIpPEnapaToB JOJKHA HAHOCUTHCS HaAnuCh: "[IpoayKius npouia paguaioOHHbIN KOHTPOIb' .

8. Ha nmepBUuHYIO yMaKOBKY (€CIU ISl 3TOTO CYIIECTBYET TEXHHUYECKas BO3MOXHOCTh) U
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JICKAPCTBEHHBIX MPENapaToB, MpeIHA3HAYCHHBIX IS
KIMHUYECKUX MCCIICIOBAaHUM, T0JKHA HAHOCUTHCS HAANKCh: "' JJIsl KIMHUYECKUX UCClIeIOBaHMit" .
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. YnakoBKa JeKapCTBEHHBIX CPEJCTB, MPeAHA3HAYEHHBIX UCKIIOYUTEIBHO ISl SKCIIOpTa,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSAMU CTPAHBI-UMIIOPTEPA.

10. Ha TpaHCrIOpTHYIO Tapy, KOTOpas HE MpeaHa3HaueHa JJia MOTpeOuTeneit 1 B KOTOPYIO
MIOMEIIIEHO JIEKAPCTBEHHOE CPEACTBO, 0JDKHA HAHOCUTHCS MH(POPMAIUs 0 HANMEHOBaHUH, CEPUN
JIEKapCTBEHHOT'O CPE/ICTBA, J1aTe BBITyCKa, KOJIMYECTBE BTOPUYHBIX (OTPEOUTETHCKUX ) YITAKOBOK
JIEKapCTBEHHOI'O  CPEICTBA, IPOU3BOAUTENIE JIEKAPCTBEHHOI'O CPEACTBA C  YKa3aHHUEM
HAaUMEHOBAHMSI U MECTOHAXOXKJEHHS MPOU3BOJUTEINS JIEKAPCTBEHHOTO CpelicTBa (aapec, B TOM
yucie CcTpaHa M (WIM) MECTO MPOM3BOJCTBA JICKAPCTBEHHOTO CPEACTBA), @ TAKKE O CpPOKE
TOJTHOCTH JIEKAPCTBEHHOTO CPEJCTBA U 00 YCIOBUSX €r0 XpaHEHUs M NEePEeBO3KU, HEOOXOUMBbIE
peynpeauTeNbHbIC HAAMUCH U MAaHUTTYISITOPHBIC 3HAKH.

11. Ha nmepBu4HYIO YIaKOBKY U BTOPHUYHYIO (TOTPEOUTEITBCKYIO) YITAKOBKY JIEKaPCTBEHHBIX
CPEICTB Ul BETEPUHAPHOTO NMPUMEHEHHs! OJKHA HAaHOCUThCA HAANuUCh: "JIJi BeTepuHapHOTO
MpUMEHEHUs "

12. Ha BropuuHyo (MOTpeOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHOTO IperapaTra HaHOCUTCS
HITPUXOBOM KOJI.

nmasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALMIO U BbIBO3 NEKAPCTBEHHbIX CPECTB
U3 POCCUNCKON ®EOEPALIUMA
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. lNopspnok BBO3a JeKapCTBEHHbIX cpeactB B Poccunckyro
Pepepauuio 1 BbiBO3a NleKapCTBEHHbIX cpeacTB U3 Poccumnckon Pepgepaumu
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)



1. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyro denepannio oCylniecTBIsSETCs B MOPSIKE,
yctaHoBiieHHOM [IpaBurensctBoM Poccuiickoii denepannu, B COOTBETCTBHM C TaMOKEHHBIM
3aKOHOJIAaTeNLCTBOM TamMoskeHHOTO coto3a B paMmkax EBpA3DC (manee - TamokeHHBIH CO103) U
() 3akoHOIaTeILCTBOM Poccutickoii deneparuy 0 TaMOXEHHOM JIeIe.

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynbrantlntoc: npumevanue.

Jo 31.12.2023 poccuiicKuM IpOU3BOAUTENSM PA3pELIEHO B YBEIOMUTEIBHOM MOPSAKE BBO3UTh
HE BHECEHHBIE B peecTp (papMmarieBTHUECKHE CyOCTaHIIMU AJIsi BETEPUHAPHOTO MIPUMEHEHHUS JIIsI
IIPOM3BOJICTBA 3aPETUCTPUPOBAHHBIX JeKapcTBeHHbIX cpeacTB (IloctanoBnenue IlpaBurenscTBa
P® or 12.03.2022 N 353).

2. Bro3umeie B Poccuiickyro @enepalyio JeKapCTBEHHBIE CPECTBA JOKHBI COJIEPIKATHCS
B TOCYZIapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB.

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 27.12.2019 N 462-D3)

3. Jomyckaercs BB03 B  Poccuiickyto  denmepanuio  KOHKPETHOW  MapTHH
3aperMCTPUPOBAaHHBIX W (WIM)  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
IIPEIHA3HAYEHHBIX JJI IIPOBEICHUS KIMHUYECKUX HCCIIECJOBAHMN JIEKAPCTBEHHBIX IIPENapaToB,
IPOBEJCHUS DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBIEHUS TI'OCYIapCTBEHHOMU
perucTpanyy JEKapCTBEHHBIX IPENapaTroB WIM I OKa3aHWS MEIUIMHCKOM IOMOLIM IIO
KU3HEHHBIM II0Ka3aHUSAM KOHKPETHOI'O MallM€HTa Ha OCHOBAaHUM pAa3pELICHMs], BBIJAHHOTO
YIIOJIHOMOYEHHBIM (peliepanbHbBIM OPraHOM MCIIOJHUTEIbHON BJIACTH MO 3asBJICHUSAM JIUL,
YKa3aHHBIX B cTaThe 48 HacTosuiero denepaibHOTO 3aK0oHa. PaccMOTpeHne Takoro 3asiBIE€HUS U
IIPUHSATHE PEILIECHUS O BbIJA4€ Pa3pEIICHUS HA BBO3 KOHKPETHOW IMAPTHH 3apErMCTPUPOBAHHBIX U
(M) He3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, MPEIHA3HAYCHHBIX ISl MPOBEACHUS
KJIMHUYECKUX  HCCIECNOBAaHUM  JICKAPCTBEHHBIX IIPENapaToB, MPOBEACHUS  DKCIEPTU3BI
JIEKaPCTBEHHBIX CPEJCTB ISl OCYLIECTBJIEHHUS I'OCYIapCTBEHHON pPErucTpanuu JEKapCTBEHHBIX
IIPENapaToB WIN 71 OKA3aHUS MEIULIUHCKON TOMOIIH IO )KU3HEHHBIM IT0Ka3aHUSIM KOHKPETHOTO
nanyenTa jau00 00 OTKase B BBIAAYE YKA3aHHOTO pa3pelieHHsl MPOU3BOAATCS B CPOK, HE
IpeBbIIAOINN NATH pabounx AHel. [1nara 3a Belgauy yka3aHHOI'O pa3pelleHHs He B3UMaeTcs.
(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Koncynbrantlntoc: nmpumevanue.
C01.01.2024 4. 3.1 ct. 47 yrpauuBaet cuiy (P3 ot 27.12.2019 N 475-D3).

3.1. Jlomyckaercss BB03 B Poccuiickyto @enepanuio  KOHKPETHOM  MapTUH
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENaparoB, COAEP)KALIMX HAPKOTUYECKHE CPEICTBA
WM TICUXOTPOIIHbIE BEIECTBA, B MOpsAKe, ycTaHOBIeHHOM IIpaButenbctBom Poccuiickoit
®enepanyu, 11 OKa3aHUS MEIULMHCKON MOMOIIM I10 JKU3HEHHBIM ITOKa3aHHUSIM KOHKPETHOTO
NalMeHTa WIN TPYyNNbl NAlMEeHTOB B ClIydae, €ClIM MMeEeTCs pellleHHe BpayeOHOW KOMHUCCHH
MEIUIMHCKONW OpraHu3alud O HedIPPEKTUBHOCTH MM HEBO3MOXXHOCTH MPUMEHEHHS Y
KOHKPETHOT'O MAallMeHTa MHBIX 3apErHCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaToB, B TOM YHUCIIE
COJepKALMX Jpyrue ACUCTBYIOIIME BEIIECTBA, U O HEOOXOAWMOCTH BBO3a OIPEIEICHHOTO
HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpernapaTa € YKa3aHHEM €ro MeXIyHApOIHOTO
HEMaTeHTOBAHHOTO (WJIM XUMHYECKOTO, WU TPYINITUPOBOYHOI0) HAMMEHOBAHUS, (DOPMBI BBIITyCKa
u konudectBa. IlepedyeHp 3a0osieBaHMI M COCTOSHUM M COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX
IIPENapaToB, COJAEPKAIIMX HApPKOTUYECKUE CpEACTBA U IICUXOTPOIIHBIE BEIIECTBA, B ILEJAX
OCYILECTBJICHHSI UX BBO3a B COOTBETCTBUM C TPEOOBAaHMSAMM HACTOSIIEH YacTH yTBEp)KIaeTcs
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOIHUTEIBHON BIACTH.

(uacte 3.1 BBeneHa denepanbHbiM 3akoHOM OT 27.12.2019 N 475-D3)

3.2. 1o 31 nexaOps 2024 rona nomyckaroTcst BBO3 Ha Tepputopuio Poccuiickoit @enepanuu
u oOpamenne B Poccmiickoit denmeparuu ¢ y4eToM OCOOCHHOCTEH, YCTAHOBJIECHHBIX
IIpaBurensctBoM Pocculickort @enepannu, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB
JUIs  MEIUIMHCKOIO TPUMEHEHUs B YINAKOBKaX, IpeJHAa3HAUYEHHbIX M OOpalleHus B
MHOCTPaHHBIX TOCY/AapCTBAX, B Cilydae Ae(EeKTypbl JIEKAPCTBEHHBIX MPENapaToB MU PHUCKA ee
BO3HUKHOBEHUS B CBSI3U C BBEJCHHEM B OTHOIIEHNN Poccuiickon denepanuy orpaHAYUTENBHBIX



MEP SKOHOMHMYECKOI'O XapakTepa IpH YCIOBUU COOTBETCTBUS BBO3MMBIX JIEKAPCTBEHHBIX
npenapaToB TpeOOBAHUAM, YCTAHOBJIEHHBIM IIPU UX PETUCTPALMY, 32 UCKIIIOYEHUEM TpeOOBaHUH
K TIEpPBUYHOM yIaKOBKE, BTOPUYHON (IOTPEOUTENBCKOM) YIaKOBKe, a TAaKXKe MpH HAJIUYUU Ha
BTOPUYHON (TIOTPEOMTENICKOM) YIAKOBKE JIEKAPCTBEHHBIX MPEMApPaTOB, HAXOJSIIUXCI B
oOpaleHny, CcaMOKJesIeiicss S3TUKETKH, cojepxamie HHQOpMauoo O JIEKapCTBEHHOM
IpernapaTe Ha PyCCKOM SI3BIKE.

(uacTs 3.2 BBeneHa DenepanbHbIM 3aKOHOM 0T 26.03.2022 N 64-D3; B pea. denepanbHOro 3akoHa
ot 19.12.2022 N 519-®3)

4. B Poccuiickyro ®enepanuio MOXHO BBO3HUTH JIEKAPCTBEHHBIE CPEICTBA, KaueCTBO
KOTOPbIX  TOATBEPXKIECHO  CEepTU(PUKATOM  IPOUZBOAMTENS  JIEKAPCTBEHHBIX  CPEICTB,
yIIOCTOBEPSIOUIMM  COOTBETCTBHE  BBO3UMBIX  JICKAPCTBEHHBIX  CPEACTB  TpEOOBaHUSIM
(apMakonelHpIX cTaTedl JMOO B Cilydae HMX OTCYTCTBHSI HOPMATUBHOW JNOKYMEHTALUU WIN
HOPMAaTUBHOT'O IOKYMEHTA.

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

5. 3anpemaercs BBo3 B Poccuiickyto @enepannio hanbcuumpoBaHHBIX JIEKAPCTBEHHBIX
CpEeACTB, HEeIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX JICKAPCTBEHHBIX
CPEICTB.

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

6.  ®@anpcuuIUpOBaHHbIE  JIGKAPCTBEHHBIE  CpPEACTBA,  HEJOOPOKAUYECTBEHHBIC
JICKapCTBEHHBIE CPENICTBA MOJICKAT U3BATUIO U NOCIEAYIONEMY YHUYTOKEHUIO WU BBIBO3Y U3
Poccuiickoit ®eneparyn, KOHTpadakTHbIE JIEKAPCTBEHHBIE CpPEACTBA - H3BATHIO H
MOCJEAYIONEMY YHHUTOKEHHUIO. YHUUYTOXKEHHWE WIM BbIBO3 H3 Pocculickoit ®enepanmn
(banbCuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEIOOPOKAYECTBEHHBIX JIEKApCTBEHHBIX
CPEICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS 3a CUeT JIMIA,
OCYIIECTBHBILIETO HX BBO3. I[lOpSAOK YHUYTOXKEHUS M3BATHIX  (PaabCHUPUIMPOBAHHBIX
JIEKapCTBEHHBIX CpPEACTB, HEIO0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpadaKTHBIX
JIEKapCTBEHHBIX CpelcTB ycTaHaBnuaercs [IpasurensctBoM Poccniickoit denepanumn.

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

7. Jluma, ocymectBustonme BB03 B Poccuiickyro @enepaunio ¢anbCUPUIMPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB, HEIO0OPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpagaKTHBIX
JIEKapCTBEHHBIX CpPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOYKEHHBIM
3aKOHOJIaTETLCTBOM TaMOXKEHHOTO COr03a | (M) 3aKOHOAaTebcTBOM Poccuiickoit denepanuu
0 TaMO>KEHHOM JIEJIE.

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

8. BrIB03 nexapcTBeHHBIX cpelacTB U3 Poccuiickoit @enepanumn ocymiecTBisercs 0e3
IIPUMEHEHHS OTPaHUYEHUM, YCTAHOBIECHHBIX TAMOXXCHHBIM 3aKOHOJATENbCTBOM TaMOXEHHOIO
coro3a U (MiIM) 3aKkoHo1aTesnbeTBOM Poccuiickoit @enepanyy o rocyJapcTBEHHOM PETYJINPOBAHUN
BHEIIHETOPIrOBOU JEATCIBHOCTH.

(B pen. ®enepanbHbIX 3aK0HOB 0T 06.12.2011 N 409-03, o1 25.11.2013 N 317-D3, o1 22.12.2014
N 429-03)

9. BBog B rpaxkmgaHCKUU OOOPOT JIEKAPCTBEHHBIX IMPENapaTroB Ui MEJUIIMHCKOTO
MpUMEHEHHUs, BBE3eHHBIX B Poccuiickyto @Denepannio, OCYIIECTBISETCS € COOIIOJECHUEM
TpeOOBaHUi, yCTaHOBIECHHBIX cTaTheil 52.1 HacTosmero denepaibHOTO 3aKOHA.

(uactp 9 BBeneHa DenepanbHbIM 3aK0HOM OT 28.11.2018 N 449-D3)
Koncynsrantllntoc: npumeyanue.

C 01.09.2023 crt. 47 nononasiercs 4. 10 (O3 ot 02.07.2021 N 317-D3). Cm. Oyaymryro
pENaKLHuIo.

Cratbsa 48. IOpuanyeckue nuua, KOTOpPbIM pa3pelleH BBO3 JieKapCTBEHHbIX
cpenctB B Poccumnckyro Pepepauuio
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)



JlexapcTBennsie cpeactsa B Poccuiickyro denepanuio MOryT BBO3UTH:
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpou3BOIMTENN JIEKAPCTBEHHBIX CPEACTB A Iiefiell COOCTBEHHOI'O IMPOU3BOJCTBA
JICKapCTBEHHBIX CPENICTB;

2) MHOCTpaHHbIE pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB U MHOCTPAHHBIE MPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEACTB WIN JApYyrue IOpUIUMYECKHE JMIa I0 IMOPYyYEHHIO pa3paboTdyuka
JIEKapCTBEHHOI'O CpPEACTBA [JIsl NPOBEACHUS KIMHUYECKUX HCCIEIOBAaHUMN JIEKAPCTBEHHOTO
Ipernapara, OCYILIECTBICHUS TOCYAAPCTBEHHOM PpETHMCTpaluy JIEKApCTBEHHOIO IIpernapara,
BKJIIOYECHHUS (hapMalleBTHUECKOW CYOCTaHLMU B TOCYAAPCTBEHHBIH pEecTp JEeKapCTBEHHBIX
CPEICTB, KOHTpOJII KayecTBa JIEKAPCTBEHHBIX CPEACTB IIPU HAJIWYMM  pa3peIICHUs
YIIOJIHOMOYEHHOTO (hesiepalbHOro OpraHa UCTIOJIHUTENILHON BIACTH Ha BBO3 KOHKPETHON MapTHH
JICKapCTBEHHBIX CPENICTB;

3) opranu3anuy ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPECTBAMU;

4) Hay4HO-HCCIIE[OBATEIbCKUE OpraHU3alMy, 00pa30BaTEIbHbIC OPraHMU3ALUU BBICILIETO
o0pa3oBaHusl, MPOU3BOAUTENN JIEKAPCTBEHHBIX CPEIACTB Ui pPa3pabOTKH, HCCIEIOBaHUM,
KOHTpOJIs1 0€30IacHOCTH, KadecTBa, 3((PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB NPU HAINYUU
pa3pelieHus yroJHOMOUYEHHOTO (eepabHOr0 OpraHa UCIIOTHUTEIbHOM BIACTH;

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

5) MeIMLMHCKHE OpraHM3alliM, MHbIE YKa3aHHblE B IyHKTax | - 4 HacTodAlEed craTbu
OpraHM3aly A OKa3aHUs MEIUIMHCKOW IOMOIIM IO JKU3HEHHBIM IOKAa3aHUSAM KOHKPETHOIO
NalMeHTa MNPy HAJTMYUH Pa3pelIeHus YIIOJTHOMOYEHHOTO (hefiepaibHOro opraHa UCTIOIHUTEIbHOM
BJIACTH HAa BBO3 KOHKPETHOM NMApTHUHU JIEKAPCTBEHHOTO IPENapara, BBIJAHHOTO B YCTAHOBICHHOM
nopsiike B opMe 3JIEKTPOHHOTO JOKYMEHTA, MOANMCAHHOTO YCUJIEHHOM KBaTU(UIIMPOBAHHOM
3JIEKTPOHHOU MOJMUCHIO;

(B pen. denepanpHoro 3akoHa ot 12.03.2014 N 33-03)
Koncynbrantlntoc: npumevanue.
C 01.01.2024 1. 6 ct. 48 yrpaunsaet cuiy (®3 ot 27.12.2019 N 475-D3).

6) TroCyIapCTBEHHbIE YHHUTApHbIC NPEANPHITHSA, HMYIIECTBO KOTOPBIX HAaXOIUTCS B
¢denepanbHOi coOcTBEeHHOCTH, ompexaensiembie [IpaButensctBom Poccmiickoit ®enepaunu, B
yactu BBO3a B Poccuiickyto deneparuio He3aperucTpUpOBaHHBIX JIEKAPCTBEHHBIX MPENapaToB,
CoJlepKallMX HAPKOTHYECKHE CpEACTBA WJIM IICUXOTPOIHBIE BEIIECTBA, [UIsI OKa3aHUsA
MEIMIMHCKOW IMOMOIIM IO JKM3HCHHBIM II0KA3aHUSAM KOHKPETHOIO NAlMEHTa WIM T'PYIIIbI
MAlMEHTOB B COOTBETCTBUU € YacThlio 3.1 craTbu 47 Hacrosiero OeaepanbHOro 3aKOHA.

(m. 6 BBenneH DeaepanbHbBIM 3aKOHOM OT 27.12.2019 N 475-D3)

Cratba 49. [loKkyMeHTbl, npeacTaBnsieMble B TaMOXE€HHble oOpraHbl
Poccunckon depepauum npu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuuckyro
Pepnepayuto
(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

1. TIpu BBO3€ JIeKapCTBEHHBIX cpelcTB B Poccuiickyro @enepainio B TaAMOXKEHHBIE OpraHbl
Poccuiickoit denepanuu Hapsay ¢ JTOKYMEHTAMH, MPEACTABICHUE KOTOPBIX MPEITYCMOTPEHO
TaMOKEHHBIM 3aKOHOJATEIbCTBOM TaMOXKEHHOTO COr3a M (MJIM) 3aKOHOAATEIbCTBOM
Poccuiickoit denepariu 0 TaMOKEHHOM JIEJI€, TPEACTABIIAIOTCS CICIYIOIINE JOKYMEHTHI:

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudukat nporu3BOIUTENS IEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSAIOIINNA COOTBETCTBHE
BBO3UMOTO JIEKAPCTBEHHOT'O CPEJCTBA TpeOOBaHUAM (hapMakomneiiHOi cTaThi J100 B cilydae ee
OTCYTCTBHSI HOPMaTUBHOW JOKYMEHTALMN UM HOPMAaTUBHOI'O TOKYMEHTA;

2) paspeleHue yrnoJIHOMOYEHHOTo (eepabHOr0 OpraHa HCIIOTHUTEIBHOM BJIaCTH Ha BBO3
KOHKPETHOW MapTHH JIEKAPCTBEHHOT'O CPEJICTBA B CIIy4asiX, YCTAHOBJIEHHBIX YacThio 3 ctathu 47
HacTosAero denepanbHOro 3aK0Ha.



2. JIoKyMeHTBI, yKa3aHHbIE B TyHKTaxX | u 2 yacTu 1 HacTosIIel cTaThy, IPEACTABISAIOTCS B
TaMOXeHHBbIE opraHbl Poccuiickoir deneparuu mpu NPHOBITUU JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro denepanuro.

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

Crtatba 50. BB0O3 nekapcTtBeHHbIX npenapatoB B Poccumnckyro Pepepauuio
ONns JIMYHOrO MUCMNOJSIb30OBaHUS U UHbIX HEKOMMEpPYeCKUX Lenen, a Takke Ans
MCNOJNIb30BaHUA Ha TePPUTOPUN MEXAYHAPOAHOIro MeAULIMHCKOro Knacrepa
(B pen. @enepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 29.06.2015 N 160-D3)

1. JIekapcTBEeHHBIE MpenapaThl MOTYT OBITh BBe3eHBI B Poccuiickyto deneparuio 6e3 yuera
TpeOOBaHMi, MpeaycMOTpeHHBIX YacTsaMu 1 - 4 crtateu 47, ctatbsimMu 48 u 49 HacToAIIEro
®denepanbHOTO 3aKOHA, €CJIM OHU MpeIHa3HAYCHBI JJIS:

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

1) nu4YHOTO WCHONB30BaHUS (U3MUECKUMH JIMIIAMH, NPUOBIBIIMMH B Poccuiickyio
®enepanuto. Ilpu stom BBO3 B Poccuiickyro dPenepanuio JIEKapCTBEHHBIX MpernapaTos,
coJiepXKalliX CUJIbHOJEHCTBYIOLINE U (UJTU) SIJOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO
B CIIMCOK CHJIbHOJACHCTBYIOIIMX BEUIECTB JJIS IIEJIEH yrOJI0BHOIO 3aKOHOAaTeNibcTBa Poccuiickoit
@denepallii M B CHOUCOK SIIOBUTHIX BELIECTB MJisi LI€JIed YrOJOBHOTO 3aKOHOAATENbCTBA
Poccuiickoit  ®@enepauuu, yrBepxkaeHHble IlpaButensctBom  Poccuiickoit  deneparmu,
OCYILIECTBIISICTCA MPU HATMYUU JOKYMEHTOB (3aBEPEHHBIX KOMHUM TOKYMEHTOB WJIM 3aBEPEHHBIX
BBIMMCOK M3 HUX), MOATBEP)KIAIOIIMX Ha3HaueHUWE (U3MYECKOMY JIMIY yKa3aHHBIX
JIEKAPCTBEHHBIX npenaparoB (3a HCKIIIOYEHUEM JIEKAPCTBEHHBIX Mpenaparos,
3aperucTpupoBaHHbIX B Poccuiickoii deneparuu u otimyckaembix B Poccuiickoit deneparuu 6e3
peuernrta Ha JIeKapCcTBeHHbIN npenapar). [loareepxaatonue 10KyMEHTHI (UX 3aBEPEHHBIE KO
WJIM 3aBEPEHHBIE BHIMMCKH U3 HUX) JOJIKHBI COJEPKAaTh CBEJCHHS O HAMMEHOBAHUU U KOJIMYECTBE
HA3HAYEHHOTO JIEKAPCTBEHHOTO Mpemnapara. B ciayyae, eciny moaTBEepKAaroNIiue JOKYMEHTHI (MX
3aBepeHHbIC KOMUU WM 3aBEPEHHBIC BBHIMUCKU W3 HUX) COCTABJICHbl HA MHOCTPAHHOM SI3bIKE, K
HUM TpUJIaraeTcs HOTapHaJIbHO 3aBEPEHHBIN MEPEBO HA PYCCKUMN SI3BIK;

(m. 1 B pen. @eaepanpuoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCMOJIb30BaHMS PaOOTHUKAMH JUIIJIOMATHYECKOTO KOPIyca WM MPEICTaBUTEISIMU
MEKYHApOAHBIX OpraHu3alui, akkpeauToBaHHbIX B Poccuiickoin denepanuu;

3) nedeHus MacCcaXMpPOB U YWICHOB SKUITAKEH TPAHCIIOPTHBIX CPENICTB, MOS3AHBIX OpUTal U
BOJUTENICH TPAHCIIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyto deneparutio;

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHHs] Y4aCTHHUKOB MEKIYHApPOJIHBIX KYJIbTYpPHBIX, CHOPTUBHBIX MEPONPUSTUH U
YYaCTHUKOB MEXIYHAPOAHBIX IKCIICTUIINN;

5) nedeHHs KOHKPETHBIX >KMBOTHBIX B 300MapKax, 300cajax, LHUPKax, OKeaHapuymax,
nenbQUHApUAX, JICUEHUS JUKHX JKUBOTHBIX, TOCTOSHHO WJIM BPEMEHHO HACEISIONINX
tepputoputo Poccuiickoit denepannu, HaXOASAIMIMXCS B COCTOSSHUHM €CTECTBEHHOW CBOOOIBI H
NpUHAUIeKAIMX K BUJaM, 3aHeceHHbIM B Kpachyto kaury Poccuiickoit ®enepanuu u (wim)
KpacHble KHHUTH CYOBEKTOB Poccuiickoit ®enepammm, a TakKe >XHWBOTHBIX, BBO3UMBIX B
Poccniickyro @enepanuio A y4acTHs B CHOPTUBHBIX U 3PEJMILHBIX MEPOIPUATHSAX;

(B pen. ®enepanbHbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIIOIB30BAHUS HA TEPPUTOPUU MEXKAYHAPOJAHOTO MEIUIIMHCKOTO KIlacTepa.
(m. 6 BBeneH DeaepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B cnydasx, mpeaycMOTPEHHBIX 4acThio | HacTosiled cTaTbd, JONYCKAeTCs BBO3 B
Poccuiickyro denepanuio JeKapCTBEHHBIX MpenapaToB, HE 3apErUCTPUPOBAHHBIX B Poccuiickoit
denepauuu.

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

3. JlexapcTBeHHbIE TIpemaparbl, MpeJHA3HAYCHHbIC JUIsI TYMaHUTAPHOM IMOMOIIU

(comeicTBHS ) WIIH TTIOMOIIY TIPU YPE3BBIYAHBIX CUTYAIUIX, BBO3SATCS B Poccuiickyro deneparmro



B IOpsiziKe, ycTaHoBiIeHHOM IIpaButensctBoM Poccuiickoit ®enepaunu. 3amnpeniaercs BBO3 B
Poccuiickyro denepanuto HE3apEruCTPUPOBAHHBIX JIEKapCTBEHHBIX Mpenaparos,
IpeIHA3HAYEHHBIX JJI1 TYMaHUTAapHON MOMOLIH (COAEMCTBYSI) UM TOMOLIN IIPU YpPE3BbIUYaHBIX
CUTyalUsX.

(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CorTpyaHuuyecTBO ¢peaepanbLHOro opraHa WCNOSIHUTENbHOMN
BNacTh, YNOSIHOMOYEHHOro B OOMNacTM TaMOXEHHOro pAena, W ApPYyrux
YNONTHOMO4Y€EHHbIX peaepanbHbIX OPraHOB UCMONHUTENbHOW BNacTu

1. YnonHomoueHHble (eaepanbHble OpraHbl UCTIOJIHUTEIBHOW BIACTU MPEAOCTABISAIOT B
pacnopsibkeHue ¢eaepalbHOro OpraHa MCHOJHUTENBHON BIACTH, YIOJHOMOYEHHOTO B 00JacTH
TaMOXEHHOTO JieJla, TOCYJapCTBEHHBII PeecTp JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE HH(POPMALIHIO O
BBIJJAHHBIX Pa3pEIICHUSAX HAa BBO3 KOHKPETHOW NApTHM JIEKAPCTBEHHBIX CPEACTB B CllydasX,
YCTaHOBJIEHHBIX YacThlo 3 cTaThi 47 HacTosero denepanbHOroO 3aKOHa.

2. @epnepanbHBI OpPraH MCIOJHUTEILHON BIIACTH, YIOJHOMOYEHHBIM B 00JacTH
TaMOXEHHOTO JieNla, UHPOPMUPYET yKa3aHHbIE B 4aCcTH | HACTOSAIIEH CTaThU YIOJIHOMOYECHHBIE
denepanbHble OPraHbl UCTIOJHUTENIBLHOM BIACTH O BBO3€E JIEKAPCTBEHHBIX CpeaCcTB B Poccuiickyro
@denepaio 1 BBIBO3E JICKAPCTBEHHBIX cpeacTB u3 Poccuiickoit @enepanuu mo ¢opme u B
nopsiike, KoTopblie yctaHoBleHbI [IpaButenscTBoM Poccuiickoit deneparmm.

(B pen. denepanpHoro 3akoHa ot 06.12.2011 N 409-03)

Maea 10. PAPMALUEBTUYECKAA OEATEJIbHOCTb
CraTtbs 52. OcywecTBneHme papmMmaLeBTUHECKON AeATENIbHOCTHU

1. ®apmarieBTHYECKAs ACATEIBHOCTh OCYLIECTBISETCS OPraHU3alMUsIMU ONTOBOM TOPTOBIN
JICKapCTBEHHBIMU CPEACTBAMM, ANTEUHBIMH OpPraHU3aLMsSMU, BETEPUHAPHBIMU AaNTEYHBIMU
OpraHHM3aIMsIMHU, WHIUBUIYaTbHBIMH MPEANPUHUMATEISAMUA, UMEIONIMMH JUIEH3UI0 Ha
(bapMaLeBTUYECKYIO EATENbHOCTh, MEAUIIMHCKUMH OPraHU3AIUsIMHU, UMEIOIIMMHU JIMLIEH3UIO Ha
(apMaIieBTUYECKYIO JIeATEIILHOCTh, U UX 000COOJICHHBIMU MOApa3AeIeHUAMU (aMOyIaTOPHIMH,
denpamepckuMu 1 (HenbaIepCeKo-aKyepCKUMH MTyHKTaMH, [EHTpaMu (OTAEICHUIMH) o0mei
BpaueOHOM (ceMelHOM) NMpPaKTUKH), PACIONIOKEHHBIMH B CEJILCKUX HACEJCHHBIX IMYHKTaX, B
KOTOPBIX OTCYTCTBYIOT aliT€YHbIe OPTaHU3aIMH, U BETEPUHAPHBIMH OpraHU3alUsIMU, UMEIOIIUMU
JTUIEH3UI0 HA (apMalleBTUYECKYIO IeATEIHHOCTb.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

Koncynsrantlntoc: npumedanue.

Y. 2 cT. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu akKKpeAUTAIMH CTICIIHATICTOB C
BBICIIIMM WJIM CPETHUM BETEPUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIOMUX (apMalleBTUIECKYIO
nesaTenbHOCTh, mpuMensieTcs ¢ 01.03.2026. CeptudukaTsl TAKMM JIMIIAM BBIIAIOTCS 110
28.02.2026 u neiicTByIOT He Oonee 5 yer.

2. dusnyueckue Iuia MOTyT OCYILECTBIATh (hapMalleBTHUECKYIO e TEIbHOCTh TPU HATHYHH
BBICIIIETO MJIM CPeAHEro (hapmareBTHUECKOro oOpazoBaHMs M cepTU(UKaTa crenuaiucta oo
MPONICHHON aKKpEIUTAIUU CIIEUAINCTa, BBICIIETO WK CPETHEr0 BETEPUHAPHOTO 00pa3oBaHus
U ceprudukaTa crienuanucTa MO0 MPOIEHHON aKKpEAUTAIINN CIICIIUAIICTa, 4 TAKXKE BBICIIETO
WM CPEIHEro MEIUIIMHCKOTO 0oO0pa3oBaHus, cepTH(UKATa CHEIHAINCTa JUOO TPONICHHOU
AKKpeIUTAIMK CIEIHAIUCTa U JOMOJHUTEIHHOTO MPO(PECCHOHATBHOTO 00pa3oBaHUsl B YacTH
PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMH IpenaparaMu Uil MEIUIUHCKOTO NPUMEHEHUS IpHU
YCIIOBUU UX paOOTHI B 000COOIEHHBIX MOIPA3IeICHUIX MEIUIIMHCKUX OPTaHU3AIIHA, YKa3aHHBIX
B YyacTu | HacTOSIIEH CTAaThU.

(vacth 2 B pen. PenepanbHoro 3akoHa oT 28.04.2023 N 149-D3)



Koncynsrantllntoc: npumedanue.
JlekapCTBEHHBIE MIPETIAPATHI TSI MEAUITUHCKOTO TIPUMEHEHUS, BBEICHHBIC B TPAXKTaHCKUH
o0opot 110 29.11.2019, noanexat XpaHEeHUIO, IEPEBO3KE, OTIIYCKY, pEaIN3allU1, IEpeaaye,
MPUMEHEHHUIO 10 UcTedeHust cpoka ux rogHocT (P3 ot 28.11.2018 N 449-D3).

CraTtbs 52.1. BBOoA B rpaxxgaHCKMn o60pOT NeKapCTBEHHbIX NpenapaToB Ans
MeaAULUUHCKOro npuMmeHeHusA

(BBeneHa denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Tlepen BBOAOM B Tpa)xJaHCKUH OOOPOT KaXIOH CEpUM WIM KaXIOW MNapTUH
npousBegieHHOro B Poccuiickoit @enepanuu JIEKapCTBEHHOTO Mpernapara it MEIULMHCKOTO
OPUMEHEHHS, 32 HUCKIIOUYEHHEM HMMYHOOHMOJIOTMYECKHX JIEKaPCTBEHHBIX  IPENapaTos,
MPOU3BOJUTENIb TAKOTO JIEKAPCTBEHHOIO TIpernapara NpeiacTaBisieT B (efepaibHbI OpraH
UCTIOJTHUTENIBHOW BJIACTH, OCYIIECTBIISIONIMHM (DYHKIMM O KOHTPOJIO M HAa30py B cdepe
3IpaBOOXPAHEHUs, JTOKYMEHT IPOU3BOAMTEINS JIEKAPCTBEHHOI'O CPEICTBA, MOATBEPKIAIOIINN
KauecTBO JIEKapCTBEHHOIO Ipenapara, W  IOATBEP)KJIEHUE  YIOJHOMOYEHHOI'O  JIMLA
MIPOU3BOJUTENS]  JIEGKAPCTBEHHBIX  CPEICTB  COOTBETCTBUS  JIEKAPCTBEHHOI'O  IIpernapara
TpeOOBaHUSAM, YCTAHOBICHHBIM IPH €T0 TOCYAAPCTBEHHOMN PErUCTpalIHH.

2. Ilepen BBOJIOM B IpaKIaHCKHI 000POT KaXKI0M CEpUM WIIM KaXKI0H MapTHH BBO3UMOTO B
Poccuiickyro denepanuio JIEKapCTBEHHOIO IIpenapara Ui MEAUIMHCKOrO IIPUMEHEHHUs, 3a
UCKITIOYEHHEM  HMMMYHOOMOJIOTUYECKUX  JIEKAPCTBEHHBIX  IpEnapaToB,  OpraHu3alus,
OCYILIECTBIIAIONIAs BBO3 JIEKAPCTBEHHOTO ITpenapaTa B Poccuiickyro denepaiinto, mpeIcTaBisieT B
denepanbHBI OpraH MCHOJHUTENBHON BIACTH, OCYHIECTBISAIOMUNA (QYHKIMHU 1O KOHTPOJIIO U
Ha/I30py B cdepe 37paBOOXpaHEHUs, CepTH(UKAT MPOU3BOAMUTENS JIEKAPCTBEHHOTO CPEJCTBA,
YIOCTOBEPSIOIIMI COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO TMpemapara TpeOOBaHUAM
dapmakoneliHoi cTaThbM, a B Clydae OTCYTCTBUS (hapMakKONEeWHOW cTaThbu TpeOOBaHUAM
HOPMATHBHOM  JOKYMEHTalWMW, W  TOATBEPKICHUE  MPEICTABUTENS  OpPraHU3alNH,
OCYLIECTBISIIOIIEH BBO3 JICKAPCTBEHHOro mpenapata B Pocculickyro @exepauuio
YIOJIHOMOYEHHOW HMHOCTPaHHBIM TNPOU3BOJUTEIEM JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBUSA
BBO3UMOTO  JICKAPCTBEHHOTO  Mpemapara  TpeOOBaHUSM, YCTAaHOBJIEHHBIM IIPH  €r0
rOCYJapCTBEHHOM pPEruCTpanuu.

3. Tlopsanok mnpencraBiieHHs B COOTBETCTBMM C 4acTsAMM | W 2 HacTosAlEH CTaTbu
JOKYMEHTOB U CBEJCHHMH O JIEKapCTBEHHBIX Ipenaparax, BBOJUMBIX B IpaKIaHCKUN 000pOT,
ycranasinusaercs [IpasurensctBom Poccuniickoit denepanumn.

4. B oTHOUIEHHWH TIEPBBIX TPEX CEPHUM WM MApTUH JICKAPCTBEHHOTO Mpernapara, BIEPBbIE
npousBeneHHOro B Poccuiickoit @exepanuyu WM BIEPBbIE BBO3UMOIO B Poccuiickyro
®denepanuio, B henepanbHbI OpraH UCTIOTHUTEIHLHON BIACTH, OCYIIECTBISIIONTUN (DYHKIIMH TI0
KOHTPOJIIO M HaA30py B cepe 3apaBOOXpaHEHHS, JONOIHUTEIBHO MPEICTABISETCS MPOTOKOI
UCIIBITAHUN O COOTBETCTBUU CEPHUM WM MAPTHH JEKAPCTBEHHOIO Ipenapara s MEAUIIMHCKOIO
IPUMEHEHHS TIOKa3aTeNsIM KaueCTBa, PEyCMOTPEHHBIM HOPMATUBHOM JOKYMEHTAIMEH (Jaee -
MIPOTOKOJI UCTIBITAHUI ), TPOBOJUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUH C 3aKOHOIaTEIbCTBOM
Poccuiickoit @enmepamu 00 akKpeAWTANUd B HAUOHAIBLHOW CHUCTEME aKKpEIUTAIMH
denepanbHBIMU TOCYIAPCTBEHHBIMU OIO/PKETHBIMU  YUPEXKACHUSMHU, I0JIBEIOMCTBEHHBIMU
(benepaabHOMY OpraHy UCIOTHUTEIBHON BIACTH, OCYILIECTBIISAIONIEMY (YHKIIHUHU 110 BBIpaOOTKE U
peanu3anyy rocyJapcTBEHHON MOJIUTUKH U HOPMAaTHUBHO-TIPAaBOBOMY PETYIHPOBAHHIO B cdepe
3/paBOOXpaHEHMs], U (eaepaTbHOMY OpraHy HCIOJHUTEIBHOW BJIACTH, OCYLIECTBIISIOIIEMY
(GyHKIIMM TIO KOHTPOJIIO M HaA30py B cdepe 3npaBooxpaHeHus. [lopsaok Belgauu yKa3aHHBIMU
(benepanbHBIMU TOCYAAPCTBEHHBIMU OIOPKETHBIMH YUPEXKICHUSIMH TJAHHOTO IPOTOKOJIA U pa3Mep
IIJIATHI 32 €r0 Bblgavy ycraHaBiauBatorces [IpaBurensctBoM Poccutickoit @eneparuu.

5. Exerogno He mosnHee 1 ¢eBpans NpPOM3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WIIH
OpraHu3aIiy, OCYIIECTBIAIONIME BBO3 JIEKAPCTBEHHBIX MpenapatoB B Poccuiickyro @enepanuio,
NPECTaBIAIOT B (pesiepaibHbIil OpraH UCIOJHUTENBHOM BIACTH, OCYIIECTBISIONNN (QYHKIIMU 1O
KOHTPOJIIO U HaJI30py B cdepe 31paBOOXpaHEHUs, MPOTOKOJI HCHBITAHUI MOCTYNHUBIIETO B



TEUEHHUE ToJla B IPAXKIAHCKUI 000POT JIEKAPCTBEHHOTO MpenapaTa KOHKPETHOTO MPOU3BOIUTEIS
(Ha OIHY CepHI0 Ka)kOr0 TOPrOBOI0 HAMMEHOBAaHUS C YYETOM JIEKapCTBEHHOW (OpPMBI U
JO3UPOBKH), TPOBOJUMBIX aKKPEAUTOBAHHBIMM B COOTBETCTBUM C 3aKOHOAATEILCTBOM
Poccuiickoit ®Denepanmui 00 aKKpeaUTAIlMd B HAIMOHAIBHOW CHUCTEME aKKpEIUTallud
UCTIBITATEIbHBIMU J1a00paToOpusiMu (LIEHTPAMH).

6. IIponsBoauTeny JEKapCTBEHHBIX CPEACTB WM OPraHMW3alUH, OCYHIECTBISIOIINE BBO3
JIEKapCTBEHHBIX IpenapaToB B Poccuiickyro Penepanuro, HE MEHEE 4eM 3a OAUH IOA 10
IUIAHUPYEMBIX PUOCTAHOBJICHUS WM MIPEKPALICHUS TIPOU3BO/ICTBA JIEKAPCTBEHHBIX MIPENapaTOB
win ux BBo3a B Poccuiickyro ®@enepaunio yBeIOMISIOT 00 3TOM (eaepanbHbIl opran
UCIIOJTHUTENIbHON BJIACTH, OCYLIECTBISIIOIIMKA (DYHKIMH IO KOHTPOJIIO M Haa30py B cdepe
3/IpaBOOXpaHEHMs U (eiepabHbIi OpraH UCTIOTHUTEIBHON BIACTH, OCYILECTBIISIONINHA ()yHKITH
IO JINLIEH3UPOBAHUIO ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

7. BBox B rpaxkmaHCKuid 000pOT  KaXAOH CcepuM MM KOKIOW  MapTUH
MMMYHOOHMOJIOTUYECKOTO  JICKAPCTBEHHOTO TIpernapara, Mpou3BeJAeHHOTO B Poccuiickoi
®enepannu wiaM BBO3UMOro B Poccuiickyro @enepanuio, OCYLIECTBISECTCS Ha OCHOBAaHUU
pa3pelieHus, BbIIaHHOTO (eiepaIbHbIM OPIaHOM MCTIOJIHUTENBLHOM BJIACTH, OCYIIECTBIISIIOIINM
(GYHKIMU 1O KOHTPOJIO W HaA30py B cdepe 3ApaBOOXpaHEHHs, HA OCHOBAHWU BBIIAHHOTO
denepanbHBIMU TOCYIapCTBEHHBIMU OIOJKETHBIMU YUPEKICHUSIMHU, yKa3aHHbBIMU B 4YacTu 4
HACTOSIIEH CTAaThbH, 3aKIIOYCHUS O COOTBETCTBUHM CEPUH MM MAPTUH MMMYHOOHOJIOTMYECKOTO
JIEKapCTBEHHOI'0 Ipernapara TpeOOBaHUSIM, YCTAHOBJIEHHBIM TMPU €ro ToCyIapCTBEHHOU
peructpanun. [lopsiiok BeIjauu pa3penieHns Ha BBOJ B TPXKJAHCKH 000pOT Cepuy WM MAapTUH
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO MperapaTa, a TakXe MOPSAJOK BbLAAYM YKa3aHHOTO
3aKJIIOUEHUs M pa3Mep IUIaThl 3a €ro BblIady ycra”aBiauBarorcs IIpasurensctBoM Poccuiickoit
denepanuu.

8. 3a HempenCTaBIEHUE WM HECBOEBPEMEHHOE IPEACTABICHUE JOKYMEHTOB U CBEACHUH,
MPEIyCMOTPEHHBIX YacTsMu 1, 2, 4, 5 u 6 HacTOAIIECH CTaThbU, MPOU3BOAUTEIM JIEKAPCTBEHHBIX
CPEJICTB M OpraHU3alli{, OCYIIECTBIISIIOIIME BBO3 JIEKAPCTBEHHBIX INpenapaToB B Poccuiickyro
®denepalvio, HECYT OTBETCTBEHHOCTh B COOTBETCTBMHM C 3aKOHOAATEIBCTBOM Poccuiickoit
denepauuu.

9. IlpencraBieHue NOKYMEHTOB M CBEIACHUM, MPEAyCMOTPEHHBIX YacTamu 1, 2 u 4
HACTOSIICH CTAaTbU, U MOJIYyYECHUE IPEIYCMOTPEHHOIO YaCThIO 7 HACTOSLICH CTaTbU pa3pelleHUs
Ha BBOJ HMMMYHOOHOJOTHMYECKOTO JIEKapCTBEHHOIO IIperapaTa B TpaXkJAaHCKHH 000poT He
TpeOYyIOTCS B OTHOILEHHH JIEKAPCTBEHHBIX IPENapaToB, MPEIHA3HAYECHHBIX JJIsI MPOBEACHHS
KJIIMHUYECKUX  MCCIIEIOBAHWW  JIEKapCTBEHHBIX IPENapaToB, IPOBEACHHUS  SKCHEPTU3BI
JIEKaPCTBEHHBIX CPEJCTB ISl OCYLIECTBJIEHHS I'OCYIapCTBEHHON pPErucTpanuu JEKapCTBEHHBIX
IpenaparoB, a TakK€ B OTHOILUIECHWM HE3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENaparTos,
IpEIHA3HAUEHHBIX JUISI OKa3aHWd MEAMIMHCKOW TIIOMOIIM IO JKU3HEHHBIM IIOKa3aHUSIM
KOHKPETHOIO0 NalMeHTa WM TPYyNNbl MAlMEHTOB, BBO3UMBIX B Poccuiickyro ®denepauunio B
COOTBETCTBUM C yacTsMH 3 U 3.1 craTeu 47 Hacrosero denepanbHOr0O 3aKOHa.

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

10. Ilpu BBISBIGHHMH B TpPaXIAHCKOM O0OpOTE CEpHUH WM MapTUU JIEKAPCTBEHHOTO
npenapara, T0OKyMEHThI M CBEJICHUSI O KOTOPBIX, TPEyCMOTPEHHBIE YacTAMU 1, 2 u 4 HacTosIIen
CTaTbu, HE MPEJICTaBICHBI B (hefepabHbI OPraH MCHOJIHUTENBHOM BIACTH, OCYIIECTBIISIOLUINNA
GYHKIIMA 0 KOHTPOJIO W HAA30py B cdepe 3ApaBOOXpaHECHHS, JUOO CEpUH WIH TMapTUU
UMMYHOOHOJIOTMYECKOTO JIGKAPCTBEHHOTO Tpernapara, He HWMEIOIIMX pa3pelieHuss Ha BBOJ B
TPaKIaHCKHI 000pOT, MPETYCMOTPEHHOTO YacThI0 7 HACTOSAIICH cTaThu, deepalbHbIA OpraH
UCTIOJTHUTENIBHOW BJIACTH, OCYILECTBIISIONIMM (DYHKIMM O KOHTPOJIO M HAa30py B cdepe
3IpaBOOXpPAaHEHMs, B TMOpsaKe, yctaHoBIeHHOM IIpaButensctBomM Poccuiickoit denepaimu,
NPUHUMAET peIIeHHE O MPEKPAlIeHUH TIPa)JTaHCKOro 000pOTa TaKMX CEpUU WIM MApPTUU [0
MPEJICTaBICHUS YKa3aHHbBIX TOKYMEHTOB U CBEJIEHU JTMO0 MOTYYeHHS YKa3aHHOTO Pa3pelieHUs.
Koncynsrantllntoc: npumevanue.



C 01.09.2023 gokymenT gomnomusiercs cT. 52.2 (@3 ot 02.07.2021 N 317-D3). CMm. Oyaymiyro
pEIaKIHIO.

Cratbsa 53. MNpopaxa, nepegaya nekapCTBeHHbIX CPeAcCTB OpraHusauusamm
ONTOBOMW TOProBNM NieKapCTBeHHbLIMU CpeacTBaMm

Koncynsrantlntoc: npumeyanue.
C 01.09.2023 B a63. 1 u. 1 ct. 53 BHOCcATcs uzmenenus (O3 ot 04.08.2023 N 428-03). Cwm.
OyIyIIYyIO0 pEeIaKIIHIO.

1. Opranuzauuu ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEJICTBAMHU MOTYT OCYIIECTBISATH
IPOAAXy JIEKAPCTBEHHBIX CPEACTB WIM IEPeJaBaTh UX B YCTAaHOBJIEHHOM 3aKOHOJATEJIbCTBOM
Poccutickoit denepanuu nopsake (3a UCKIOUYCHUEM (papMarieBTUIECKONW CyOCTaHIIMHM CIUpPTa
STUJIOBOTO (3TAHOJA):

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

1) ApyrumM opraHu3anusM ONTOBOI TOPTOBJIH JEKAPCTBEHHBIMH CPEICTBAMU;

2) NMpOU3BOAUTENSM JIEKAPCTBEHHBIX CPEJICTB JUIS IieJiel MPOU3BOJCTBA JEKAPCTBEHHBIX
CPEJICTB;

3) anTeuHbIM OpraHU3alUsIM U BETepUHAPHBIM allT€YHBIM OpTraHU3aUsIM;

4) Hay4HO-HCCIIEIOBATEIbCKUM OPTaHU3AIUAM [Tl HAyYHO-HCCIIEeI0BATEIbCKON pabOTHI;

5) UHIWBUIYAJTbHBIM MPEINPUHUMATEISIM, UMEIONINM JIUIEH3UI0 Ha (apMalleBTUYECKYIO
JESATENIBHOCTD W JINLEH3UIO HA MEUIIMHCKYIO 1E€ATEIBHOCTD;

Koncynbrantlntoc: mpumevanue.
C 01.09.2023 B . 6 u. 1 ct. 53 BHOCcaTCcs u3menenust (O3 ot 04.08.2023 N 428-D3). Cm.
OyIyIIYyIO pEIaKIIHIO.

6) METUIIMHCKHM OpraHM3alusAM, B TOM YHCIE CO3JAaHHBIM M 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEIbCTBOM HHOCTPAHHOIO TocyaapcTBa - wieHa OpraHuzauuu
HPKOHOMHUYECKOTO COTPYAHMYECTBA U Pa3BUTHUS MHOCTPAHHBIM IOPUIMYECKUM  JIMLIAM,
VHAUBUAYAJIbHBIM MPEANPUHUMATEINSAM, SBISIONIMMCS YYaCTHUKAMU MPOEKTa B COOTBETCTBHHU C
®enepalibHbIM 3aKOHOM "O MeXAyHapOJHOM MEIUIIMHCKOM KJlacTepe U BHECEHUH U3MEHEHUH B
OT/AEJIbHBIE 3aKOHOAATEbHBIE aKThl Poccuiickoit @enepanuu", 1 BETepUHAPHBIM OpTraHU3aIMIM;
(B pen. depepanbHOro 3akoHa ot 26.07.2019 N 240-03)

7) opraHuzauusM M UHAMBUAYAJbHBIM  IPEINPUHUMATEISM, OCYIIECTBISIOUIUM
pa3BeleHuE, BBIPAIlMBAHUE U COJAEP)KAHUE HKUBOTHBIX (33 HCKIIOUEHUEM MPOJAXKU UM
(dbapmareBTUUeCKnX CyOCTaHITUI WM UX TIEpeIayn).

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

2. Opranuzanuy ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMH CpPEACTBAMH HE BIIPABE
OCYLIECTBIISITh MpoJaxy (mepegayy B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoi
®denepanun mopsake) papManeBTHUECKON CYOCTaHIIMN CITUPTa STHJIOBOTO (3TAaHOJA).

(vactb 2 B pen. PenepanpHoro 3akoHa ot 27.12.2019 N 481-D3)
Koncynbrantlntoc: mpumevanue.
C 01.09.2023 ct. 53 nononusercd 4. 3 (P3 ot 04.08.2023 N 428-D3). Cm. Oyayuiyro peJakLuio.

CraTtbs 54. NMpaBuna onToBOM TOProBnu NIeKapCTBEHHbIMU CpeacTBaMun

Koncynsrantllntoc: npumeyanue.
C 01.09.2023 B u. 1 ct. 54 BHOCsATCs u3mMeHeHus (D3 ot 28.04.2023 N 171-D3). Cwm. Oyaymryro
pelaKIuIo.

1. OnToBasi TOProBisl JIEKAPCTBEHHBIMU CPEJCTBAMH OCYILIECTBIIAECTCS MPOU3BOIUTEISAMU
JIEKapCTBEHHBIX CPEACTB U OPraHU3AIMSIMU ONITOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMH T1O
IpaBWJiaM HaJJiexalleld JUCTPUOBIOTOPCKON MPAaKTUKU M TMpaBWiIaM HaJUIeKalled NpaKkTUKU
XpaHEHHs M TEepPEeBO3KM JICKAPCTBEHHBIX IPENapaToB, YTBEP)KICHHBIM COOTBETCTBYIOIIUMHU
YIIOJTHOMOYEHHBIMH (e/iepaIbHBIMU OpraHaMy UCTIOJTHUTENbHOM BIIaCTH.



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

2. OpraHm3anys ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMHU CpEIACTBAMHU OO0s3aHA COOJIOIATH
npelenbHbIe CPOKU OTIPY3KHM 3aTpeOOBaHHBIX aNTEYHOW OpTraHMU3aIMel JIeKapCTBEHHBIX
IpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS U HE BIIpaBe OTKa3bIBaTh allTEYHOM OpraHU3aIuy, C
KOTOPOH Y HEe 3aKJIF0OUEH COOTBETCTBYIOLIUI JIOTOBOP O MOCTABKAX JIEKAPCTBEHHBIX IIPENapaToB
JUISE MEIULIMHCKOTO TMPUMEHEHHsI, B MMOCTaBKE JIEKAPCTBEHHBIX MpPEnaparoB sl MEAUIIMHCKOTO
NPUMEHECHUS TIPU HAIWYUU 3aTPEOOBAHHBIX JICKAPCTBEHHBIX MPEMapaToB I MEIUIIMHCKOTO
NPUMEHEHUs Y OpraHHu3ali ONTOBOM TOProBIM JIEKApCTBEHHBIMU cpeacTBaMu. IlpenenbHbie
CPOKHM OTIPY3KH 3aTpeOOBaHHBIX ANTEYHON OpraHM3aIMel JIEKAPCTBEHHBIX MPENapaToB s
MEAMIIMHCKOTO MPUMEHEHHS B 3aBUCUMOCTHU OT PACTIONIOKEHHSI MECTa OTIPY3KH JIEKApCTBEHHBIX
npenaparoB A MEIUMLUMHCKOTO  NPUMEHEHUSl  YCTaHABIMBAIOTCS  YIOJHOMOYEHHBIM
benepanbHBIM OPraHOM UCTIOTHUTEIBLHOM BIACTH.

(uacTsb 2 BBeaeHa DenepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3)

CrtaTtba 55. [opAAoK pO3HMYHON TOProBMN NeKapCTBEeHHbIMUY NpenapaTamMmu

1. Po3Hu4Hast TOProOBIIs JICKAPCTBEHHBIMHE ITpeTapaTaMy B KOJTMYECTBAX, HEOOXOIUMBIX ISt
BBITIOJIHEHHST BpaueOHBIX ((enpaAImepcKux) Ha3HAYCHWH WM Ha3HAYEHWUW CHEIUAINCTOB B
o0yacTl BETEpUHAPHH, OCYIIECTBISICTCS AaNTCUYHBIMH OpPraHM3AISIMH, BETCPUHAPHBIMU
anTeYHbIMHU OpraHU3alUsIMU, UHIUBUIYaTbHBIMU MPEIIPUHUMATEISIMI, UMEIOIIUMH JTUIECH3UIO
Ha (papMareBTUYECKYIO AESITeTbHOCTh, MEIUIIMHCKUMU OPTraHU3alUsIMU, UMCIOIIUMU JTUIICH3UIO
Ha  (apMameBTHYECKYIO  JEATEIbHOCTh, M HMX  O0OCOOJCHHBIMH  TOJpa3/eICHUSIMU
(amOymaropusiMu, (perabaAmEepcKUMH U (PEeNbANIepCKO-aKyILIEPCKUMUA MYHKTaMH, LIEHTPaMU
(otneneHussMu) oOmIeH BpayeOHOW (CEMEWHOM) MPAaKTHUKH), PACMOJIOKEHHBIMH B CEIBCKHUX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNTEYHBIE OPraHU3allid, U BETCPUHAPHBIMU
OpraHM3alsIMHU, HMEIOIIUMHU JIMLEH3WI0 Ha (apMaleBTUYECKYIO JeATelbHOCTh. PasperieHa
pO3HUYHAS TOPTOBIS TOJBKO JICKAPCTBECHHBIMU TperaparaMu, 3aperUCTPUPOBAHHBIMU B
Poccuiickoit @enepanvii WM U3rOTOBJICHHBIMU ANTE€YHBIMU OpPraHU3alMsAMH, BETEPUHAPHBIMU
aNTEYHBIMHU OpTaHU3alUSIMU, HHIUBUIYATbHBIMU TPEIIPUHUMATEISIMHI, UMEIOIIUMHE JTUIICH3UIO
Ha (apMalleBTUYECKYIO JAEATeIbHOCTh. PO3HMYHAs TOProBisl JIEKAPCTBEHHBIMH IpenapaTtaMu
OCYIIECTBIISIETCS [0 TMpaBujaM  HaJUIekKaIIed anTedyHOW MPaKTHUKH, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCTIOTHUTEIbHON BIIACTH.

(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-D3, ot 22.12.2014 N 429-03)

1.1. Po3HnuHast TOPTroBJIs JIEKApCTBEHHBIMU MTpernapaTamMu Jisl MEIUIIUHCKOTO IPUMEHEHUS
(32 UCKITIOYEHHEM JICKAPCTBEHHBIX MPENaparoB, OTIIYCKAEMBIX IO PEIENTy Ha JEKapCTBEHHBIN
npenapaTr, HapKOTHYECKUX JIEKAPCTBEHHBIX IPENapaToB M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
MpernapaToB, a TakKe CIUPTOCOJEPKANINX JIEKAPCTBEHHBIX TMpEnaparoB ¢ OOBEMHOW oJiei
STHJIOBOTO CIIHPTA CBBIIIE 25 MPOLIEHTOB) MOXKET OCYILIECTBISATHCS allTEYHBIMU OpPTraHU3alUIMU
JTUCTAHIIMOHHBIM CIOCOOOM. PO3HMYHYIO TOProOBIIO JIEKAPCTBEHHBIMHU IIpemapaTamMu s
MEAMIIMHCKOTO TPUMEHEHUS! JUCTAaHIIMOHHBIM CHOCOOOM MOTYT OCYHIECTBIISATH AalTEYHbIE
OpTraHHU3aIK, UMEIOIIIE JTUICH3UI0 Ha (hapMalleBTHUECKYIO IeATEeTHbHOCTh U COOTBETCTBYIOIIEE
paspenieHue (eaepaabHOTO OpraHa MCHOJHUTENBHON BIACTH, OCYIIECTBISAIONIErO (QYHKIUU MO
KOHTPOJIIO W Haa30py B cdepe 3apaBooxpaHeHus. [lopsmaok BeIIauM paspericHdsl Ha
OCYIIECTBJIEHUE PO3HUYHON TOProBIM JIEKAPCTBEHHBIMH INIperapaTaMu AUCTAHLHOHHBIM
crocoboM, TpeOOBaHHUS K aNTEUYHBIM OPTaHU3ANMSIM, KOTOPHIE MOTYT OCYIIECTBISTH TaKYIO
TOPrOBIIIO, W TIOPSAJOK €€ OCYIIECTBICHHSA, a TaKXe TIpaBuUia JOCTaBKU JIEKApPCTBEHHBIX
IpenaparoB rpaxaaHaMm ycraHaBiuBarorcs IIpaBurensctBom  Poccuiickonn  ®enepauuu.
Nudopmanus 00 ormmadeHHBIX (OTIYIIICHHBIX) W TIOJYYEHHBIX JICKAPCTBEHHBIX Ipernaparax
BHOCHUTCSI B CUCTEMY MOHUTOPUHTA JBUKCHHSI JIEKAPCTBECHHBIX MPENapaToB IS MEAUIIUHCKOTO
MPUMEHEHUS B MOPSAKE, MPEIYCMOTPEHHOM 4acThio 7 ctaThu 67 Hactosimiero denepanbHOro
3aKOHa.

(uacte 1.1 BBenena denepanpabiM 3akoHOM 0T 03.04.2020 N 105-D3)



2. Buapl anTeuHbIX OpraHU3alMii M MpaBHJa OTIYCKa JIEKAPCTBEHHBIX IPENapaTroB s
MEAMIIMHCKOTO MPUMEHEHUS anTeuyHbIMU OpraHu3alusIMHy, VHINBUIYaIbHBIMU
OpeANpPUHUMATENSIMY, UMEIOIIMMHU JIMIEH3UIO Ha (apMaleBTUYECKYIO JEATEIbHOCTh, a TaKXkKe
IpaBuJia OTITYCKa JIEKaPCTBEHHBIX MPENapaToB Uil MEIUIIUHCKOTO MPUMEHEHNUS METUIIUHCKUMU
OpraHu3alUsIMH, HMEIOUIMMU JIUICH3HI0O Ha (apMaleBTUYECKYI0 JEATeNIbHOCTh, U UX
000COOJIGHHBIMU  TIOZpA3ACICHUIMU  (aMOyaTopusaMu, QeTbAMEPCKUMH U (eITbIIIepCKo-
aKyLIEPCKUMU ITyHKTaMH, IEHTpaMHu (OTIEIEeHUSAMH) 0011eil BpaueOHOM (CeMeiHOi) MpaKTHKH),
pPAcHOJIOKEHHBIMH B CEJIbCKMX HACEJIEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT amlTE€uYHBIC
OpraHu3alliK, YTBEPXKAAIOTCS YINOJHOMOUYEHHBIM (peepanbHbIM OpPraHOM HCIOJIHUTEIBHOM
BJIACTH.

(B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-03)

3. IlpaBuna oOTmycKa HapKOTHMYECKUX CPEICTB U  TCHUXOTPOMHBIX  BEIIECTB,
3apETUCTPUPOBAHHBIX B KAuyeCTBE JICKAPCTBEHHBIX MpPENapaToB, JIEKAPCTBEHHBIX IPENaparos,
cColepKallMX HApKOTUYECKHE CpeICTBAa M ICUXOTPOIHBIE BEIIECTBA, YTBEPXKIAIOTCS
YIIOJIHOMOYEHHBIM (peiepabHbIM OPraHOM HCIIOJIHUTENBbHONW BIIACTH MO COIJIACOBAHUIO C
benepanbHBIM OPraHOM MCTIOJTHUTENBLHOM BIIACTH, YIIOJTHOMOYEHHBIM B c)epe BHYTPEHHUX JIe.
(B pen. ®enepanpHoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE Mpemnaparbl Ui BETEPUHAPHOIO MPUMEHEHHUS MOAJEKAT OTIYCKY
BETEpUHAPHBIMU anTEeYHbIMU OpraHu3aLUsIMH, BETepUHAPHBIMU OpraHU3aLMSAMH,
UHAVBUAYAIbHBIMU TPEANPUHUMATENAMH, HMEIOMIMMH JIMIEH3UI0 Ha (apMaleBTHUECKYIO
NesTeNbHOCTh. OTIYCK JIEKapCTBEHHBIX MpErapaTtoB Uil BETEPUHAPHOTO MPUMEHEHHS
OCYIIECTBIISIETCSI B COOTBETCTBUM C TMpaBWJIaMU HaJUIeKalled anTedyHoll  MpaKTUKU
JCKapCTBEHHbIX  MpEnapaToB Uil  BETEPUHAPHOTO  MPUMEHEHHs,  YTBEP)KICHHBIMH
YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM HCTIOTHUTEIbHON BIIACTH.

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

5. IlepeyeHbr MEOUITMHCKUX OpTaHHW3AIlMNA, UMEIOIIMX JHUIEH3UI0 Ha (hapMaleBTUUECKYIO
NesITeIbHOCTh, M UX O00O0COOJEHHBIX moApasAencHuid (amOymaropuii, (enpamepcKux Hu
benpamepcKo-akKyepckKux MyHKTOB, IIEHTPOB (OTACJIICHMI) 00IIe BpauyeOHOW (CeMEWHOM)
NPaKTUKH), PACHOJOKEHHBIX B CEJIBbCKUX HACEJICHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpraHM3allM, a TaKXKe IMepeueHb JIEKapCTBEHHBIX IpernapaToB, Mpojaka KOTOPBIX
MOYKET OCYIIECTBIATHCS YKa3aHHBIMU OPTaHU3ALMAMH U MX 000COOJICHHBIMU TOPA3ICICHUSMH,
YCTaHABIMBAIOTCSl OpraHaMU UCIIOJTHUTEIILHON BJIacTH CyOBhekToB Poccuiickoit denepanuu.

(B pen. ®epepanpHbIX 3aK0HOB OT 25.11.2013 N 317-03, ot 03.04.2020 N 105-D3)

6. AniTedHble OpraHu3alyy, HHIMBUyadbHbIE IPEATPUHUMATEIHN, UMEIOIUE JIMIEH3UIO Ha
(apMaIieBTUYECKYIO JIeATeNIbHOCTh, 00s3aHBl 00ECIeunBaTh yTBEPKIACHHbIN IIpaBuTenscTBOM
Poccuiickoit deneparun 1 GOpMHPYEMBI B YCTAaHOBJICHHOM UM TMOPSIAKE MHHHUMATbHBINA
ACCOPTUMEHT JICKAPCTBEHHBIX MPETapaToB, HEOOXOAUMBIX JUISl OKa3aHU MEIUIIUHCKON TTOMOIITH.
(dacth 6 B pen. @eaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpraHu3aluy, WHANBUIYATbHbIC TPENPUHIMATENN, HIMEIOLIHIE JTULEH3UI0 Ha
(dapMaleBTUYECKYIO AESITENbHOCTb, HapsiAy C JIEKAPCTBEHHBIMU IIperapaTaMd HMEIOT MpaBo
npuoOperaTs U MpojaBaTh, B TOM YHCJIE AUCTAHIMOHHBIM CHOCOOOM, MEIUIIMHCKHUE H3/EIHS,
ne3uH(UUupyrolme CpeacTBa, MNpPeAMETbl M CPeACTBa JUYHOM THUTHMEHBl, MOCYAy MJif
MEIUIUHCKUX LeJNel, MpeIMEThl M CpEACTBA, NpeAHAa3HAYCHHbIE IS yXoJa 3a OOJbHBIMH,
HOBOPOXKJCHHBIMU U I€TbMU, HE JOCTUTIIMMHU BO3pPAcTa TPEX JIET, OYKOBYIO ONTHKY M CPEJICTBA
yXoJla 3a HeH, MUHEepaJIbHbIE BOJbI, IPOAYKTHI JIEYeOHOTO, IETCKOTO ¥ TUETHUYECKOTO TMHTaHUS,
OMOJIOTHYECKH aKTUBHBIE 100aBKH, Map(roMepHble 1 KOCMETUYECKHUE CPEICTBA, METUIIMHCKUE U
CaHUTAPHO-TIPOCBETHTEIbHbIC TICUaTHbIC W3JaHMsA, MpeJHA3HAUYECHHBIC Ui IPOIAraHjbl
3I0POBOTO 00pa3a >KU3HHU.

(B pen. ®enepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-03, o1 03.04.2020
N 105-®3)

8. JledarenpHOCTh anTeuHbIX opraHuzauuil Boopyxennsix Cun Poccuiickoit ®enepannn,

OPYTUX BOMCK, BOMHCKHMX (OpMHpOBaHMII U OpraHoB, B KOTOPBIX 3aKOHOAATEIHCTBOM



Poccuiickoit @epepanuu npeaycCMOTPEHO MPOXOXKACHUE BOESHHOW CIIy:XObl min (enepanbHOM
TOCYJapCTBEHHON  CIyXOBbI,  CBSI3aHHOH C  TPAaBOOXPAHUTEIBHOM  JIEATEIBHOCTHIO,
pernameHTHpyeTcst HacTosiuM denepanbHbIM 3aKOHOM M YTBEPKAEHHBIMU COOTBETCTBYIOIIMMHU
benepanbHBIMU OpraHaMH UCTIOJHUTENBLHOM BiIacTu nosnoxeHussMu. KoHTposb 3a cobintonennemM
YKa3aHHBIMHM aIlT€YHBIMU OPraHU3aLUsSMU TOJOXKEHUI HacTrosero denepaabHOro 3aKoHa
OCYIIIECTBIISIETCS] COOTBETCTBYIOIIUMU (eiepaibHbIMU OPraHaMU UCIIOTHUTEIBHOM BJIACTH.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Yrparun cuny ¢ 1 suBaps 2021 roga. - ®eaepanbubiii 3akoH oT 03.04.2020 N 105-D3.

Koncynbrantlntoc: npumevanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuny (@3 ot 20.10.2022 N 405-D3).

Cratbs 55.1. Mopspok ocyLlecTBIEeHNsA PO3HUYHOWM TOpProBnu
neKkapcTBeHHbIMU NpenapaTtamMu Ana MeauUuMHCKOro NnpMMeHeHus, oTnyckaeMmbiMuU
no peuenTy Ha NeKapCcTBEeHHbIN npenapart, AUCTaHLUOHHbIM CNOCOOOM

(BBeneHna denepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roga 1o 1 mapra 2026 rona B ropojie ¢enepaibHOro 3Ha4eHUS
Mockse, B benropoackoit 1 MoCKOBCKOH 00yacTsx (jJajiee B HACTOAIIEH CTaThe - CyOBEKTHI
Poccuiickoit @enepanuu) npeaycMaTpuBaeTcsl IPOBEACHUE SKCIIEPUMEHTA M0 OCYLIECTBICHUIO
PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMU MpenapataMyd il MEIWLIHUHCKOTO NPUMEHEHUS,
OTIYCKaeMBbIMH IO PEIENTY Ha JICKAPCTBEHHBIN MpemapaT, JUCTAHIIMOHHBIM cTiocoOoM (marnee -
SKCTICPUMEHT).

2. B paMmkax OKCINEpHMMEHTa €ro YYacTHUKH BIIPaBE JTUCTAHIIMOHHBIM CIOCOOOM
OCYLIECTBIISATh PO3HUYHYIO TOPIOBIKO JIEKAPCTBEHHBIMU IIpernapaTamMu Uisi MEAMIIMHCKOIO
NPUMEHEHHUS, OTIYCKAaeMbIMH [0 PpELENTy Ha JIEKapCTBEHHBIM mpemapar (B TOM YHCIIE
chopMupoBaHHOMY B (hOpME BJIEKTPOHHOTO JOKYMEHTA B JIMYHOM KaOWHETe TpaKIaHWHA B
(benepanbHOI rocynapcTBeHHON HH(OpMAIIMOHHOH cucTeme "EnnHblii mopTan rocyapcTBEHHbBIX
1 MYHUIIUTIATBHBIX yenyT (pyHKIui)" 1 (WIM) Ha perHOHANBHBIX MOPTAJIaX TOCYAapPCTBEHHBIX U
MYHUIUMIIATBHBIX YCIYr) ¥ BKJIIOYEHHBIMHM B TI€PEUYEHb JIEKAPCTBEHHBIX IMpEnapaToB U
bapmakoTepaneBTHUECKUX TPYII JIEKApCTBEHHBIX MPENapaToB, Pa3pelIeHHBIX K peanu3alii B
paMKax  JKCINEPHMEHTa, YTBEP)KICHHBIM  YIOJHOMOYEHHBIM  (elepambHbIM  OpPraHoOM
UCIIOJIHUTENIbHON BiacTd (32 HUCKIIIOYEHHEM JIEKapCTBEHHBIX IPENaparoB, COJEpIKaIluX
HApKOTUYECKHUE CPEACTBa, ICUXOTPOIHBIE BEIIECTBA M HX MPEKYPCOpPbI, JIEKAPCTBEHHBIX
IpernapaToB, COAEpXKAIlUX  CHJIBHOACHCTBYIOLIME  BEIIECTBA, paanodapMaleBTHUECKUX
JICKapCTBEHHBIX TIPENapaToB, UMMYHOOMOJOTHYECKUX JIEKAPCTBEHHBIX NPEMapaToB, a TaKKe
JIEKAPCTBEHHBIX NPENaparoB, AJII KOTOPBIX B COOTBETCTBUM C MHCTPYKLHEW MO MPUMEHEHUIO
JIEKApCTBEHHOTO MperapaTa yCTAaHOBJICH TEMIEPAaTypPHBIM peKUM XpaHEHUs: HMXKE 15 rpaaycos
[lenbcus, COUPTOCOAEPIKAIMUX JICKAPCTBEHHBIX IpEnapaToB ¢ OOBEMHOM J0JEH 3THIOBOTO
CIIUpTa CBBIIE 25 MPOUEHTOB M JIEKAPCTBEHHBIX IPENapaTOB, HU3TOTOBJICHHBIX AaNTEUYHBIMU
OpraHHU3aLUsIMU). Kpurepun BKJIFOUECHUS JIEKAPCTBEHHBIX IpenaparoB u
dapMakoTepaneBTHUECKUX TPYINN JIEKAPCTBEHHBIX TIPENaparoB B yKa3aHHBIM MepeyeHb
ycranaBinuBarotcs [IpaButensctBom Poccutickoit denepanuu. [lonoxenns HacTosieN CTaTbu HE
pacIpoCTpaHsIOTCS Ha JICKAPCTBEHHBIE IMpemnapaThl, OTIyCKaeMble OSCIUIATHO WMJIM CO CKUIKOM
rpakaaHaM, UMEIOIUM MpaBo Ha oOecrevyeHre JeKapCTBEHHBIMU MpenapaTaMu 3a CUeT CPE/ICTB
OIO/PKETHBIX ACCHTHOBAHUH (QenepanibHOro OromkeTa u OI0KETOB CyOBeKkTOB Poccuiickoit
denepanuu.

3. VYuacTHMKaMM OSKCIEPUMEHTa SIBISIOTCS YHNOJHOMOYECHHBIN (QenepanbHblil  opra
UCIIOJTHUTENIbHON BJAcTH, YINOJIHOMOYEHHBIE OpraHbl HCHOJHUTENbHON BJAacTH CYOBEKTOB
Poccuiickoit  denepauuu, MEAULMHCKHE  OpraHM3aldd W anTeYHble  OpraHU3aluy,
COOTBETCTBYIOIIME TPeOOBaHUSM, YCTAaHOBJICHHBIM B COOTBETCTBUU C 4acThio 4 HacTrosIen
CTaThHU.



4. TlonmoxkeHHe O TOPSAIKE NPOBEACHUS DSKCIEPHUMEHTa, B TOM 4YHCIE TpeOOBaHHS K
MEIMLIVHCKUM OpTraHM3alisAM M aNTe4YHbIM OPraHM3alMsIM, SBIIIIOIIMMCA YYaCTHUKAMU
AKCIEPUMEHTA, MOPSA0K OCYIIECTBIEHUS PO3ZHUYHON TOPTOBJIM JIEKAPCTBEHHBIMU IperapaTaMu
JUIsT. MEIMIMHCKOTO TPUMEHEHMs, OTIIyCKaeMBbIMM IIO PELENTy Ha JICKApCTBEHHBIM Ipenapar,
JTUCTAHIIMOHHBIM CIOCOOOM, TpeOOBaHUS K JOCTaBKE TAaKHX JIEKAPCTBEHHBIX IPENapaToB
TrpaKJAaHaM, IIpaBWiIa BBIJAYM PA3PEIICHUS HA OCYIIECTBICHUE PO3HUYHOM TOPrOBIIH
JIEKapCTBEHHBIMU IIpEnapaTaMu sl MEIULMHCKOTO IPUMEHEHUS, OTIIYCKa€MbIMHU 110 PELENTY Ha
JIEKapCTBEHHBIM Ipemnapar, AMCTaHIMOHHBIM crocoboM, yrBepxkaaerca [IpaBurenscTBoM
Poccuiickoit @eneparnun. TpeOoBaHus K anTeUHbIM OpraHU3AIMAM, SBISIOMIMMCS Y4aCTHUKAMH
9KCHEPUMEHTA, HE MOT'YT OBbITh HUXKE TPeOOBaHUH, yCTAHOBIEHHBIX K allTE€YHbIM OPraHU3aLUsIM B
COOTBETCTBUM C yacTbio 1.1 craTeu 55 Hactosmero denepanbHOro 3aKOHA.

5. YiorHOMOYEHHBIN (eepabHbIi OpraH UCTIOJHUTEILHON BIACTH:

1) ocymiecTBiIs€T METOAMUYECKOE COIIPOBOXKIEHUE 3KCIIEPUMEHTA, BKJIIOYasi METOJUYECKOE
CONPOBOXKACHUE [JEATENBHOCTH MEIWLIMHCKUX OpPraHM3aldii M anTe4yHbIX OPraHMU3ALMMH,
YYaCTBYIOUIMX B KCIEPHUMEHTE, M0 OQOPMIICHHIO, HCIIOIB30BAaHUIO M XPAHEHUIO PEIETITOB Ha
JIEKapCTBEHHBIH ITpenapar, B TOM yuciie copMUpOBaHHBIX B (hOpME IIEKTPOHHBIX TOKYMEHTOB;

2) npencrasinset B [IpaButensctBo Poccuiickoit denepannn npeaBapuTeabHbli (B IEPUO
IIPOBEJCHUS SKCIIEPUMEHTA, HO HE MO3IHEE YEM 3a JIBa MeCsLa A0 UCTCUYEHUS CPOKA IIPOBEINCHUS
HKCIIEPUMEHTA) U UTOTOBBIH (110 OKOHYAHUH 3KCIIEPUMEHTA, HO HE IIO3/IHEE UEM Uepe3 JBa MecsLa
II0CJI€ MCTEYEHUs CpOKa IPOBEJECHMS SKCIIEPUMEHTA) IOKJIA[bl O pPe3ysbTaTaxX IMPOBENCHUS
HKCIIEPUMEHTA U TPEUIOKEHHUSI O BHECEHWH M3MEHEHMH B 3aKOHOJATENILCTBO 00 oOparmieHuu
JICKapPCTBEHHBIX CPENICTB.

6. YIIOJIHOMOYEHHBIN OpraH MCIOJHUTENBHOHN BiIacT cyobekTa Poccuiickoii @enepanuu:

1) BpaBe yCTaHOBUTh OCOOCHHOCTH IIPOBE/ICHUS SKCIIEPUMEHTA;

2) yTBEpXkaeT MOPAJ0K 0TOOpa MEAUIIMHCKUX OPTaHU3alNi U allTeYHbIX OpraHu3aui 1
y4acTHs B SKCIIEPUMEHTE, a TAaKXKe IMPOBOJUT TAKOH OTOOP U YTBEPKIACT epeUYeHb MEAULIMHCKUX
OpraHu3alii M TepedyeHb aNTeYHbIX OpraHu3alfii, COOTBETCTBYIOIIUX TpPEOOBAHUIM,
YCTaHOBJICHHBIM B COOTBETCTBHMH C YaCThIO 4 HACTOAILIEH CTAaTbU, U ABJIIOIUXCS YYaCTHUKAMU
IKCIEPUMEHTA;

3) ocyuiecTBIsIET MOHUTOPHUHT IPOBEAEHUS SKCIIEPUMEHTA U NIPEJICTABIISAET €r0 Pe3yJIbTaAThI
B YIIOTHOMOUYEHHBIH (pe/iepaIbHbIi OpraH HCIOJHUTEIbHOM BIacTH;

4) obecrieunBaeT HH()OPMAITMOHHO-TEXHUYECKOE 00ECTICYCHUE MPOBEACHUS IKCIIEPUMEHTA
MOCPEJICTBOM  HCIOJIB30BaHUSI TOCYAAPCTBEHHOW HH(MOPMAIMOHHON cHCTEMBl B  cdepe
3npaBooXxpaHeHus cyorekTta Poccuiickoit deaepanuu 1 (MiIK) MEIUIIMHCKUX UH(POPMAITMOHHBIX
CUCTEM MEIUUMHCKUX OpraHu3allii, SBISIONIMXCA YYaCTHUKAMU OJKCIEPUMEHTa, M HX
B3aUMOJICCTBUSL C E€IWHOM TOoCydapCTBEHHOW uWH(OpManmoHHON cucTteMoir B cdepe
3/paBOOXPaHEHUS.

7. MeayuMHCKUE OPTaHU3ALMH U allTeYHbIC OPraHU3alMy BIPABE OTKA3aThCA OT y4acTHs B
HKCTIIEPUMEHTE, TI0JIaB B YIIOJIHOMOYEHHBIN OpraH HCIIOJIHUTEIBHOM BiacTH cyobekTa Poccuiickoii
®denepannn COOTBETCTBYIOIIEE OOpalieHue B MMCbMEHHOU opme.

8. AnTeuHble OpraHM3alliH, SBJSAIOMIMECS YYaCTHUKAMHU SKCIEPUMEHTa, 00s3aHbl NpU
Ipoja)xe JUCTAHLUOHHBIM CIOCOOOM JIEKApCTBEHHOIO Ipemnapara Uil MEAULUHCKOTO
NPUMEHEHHS, OTIIYCKAaeMOIro IO pELEenTy Ha JIEKapCTBEHHBIN Ipernapar, o0ecneuuTh Mpu
OCYILECTBJICHUH JOCTABKH HIACHTU(GUKALMIO JMYHOCTH Tpa)KIaHUHA, IIOJIyYalOIIEero TaKoH
JIEKapCTBEHHBIN IpenapaT, B ILEJIAX YCTAHOBJIEHMSI COOTBETCTBUS €ro JMYHOCTH M JIMIIA,
yKa3aHHOTI'O B pELENTe Ha JIEKapCTBEHHBIH Mpenapar (€ro 3aKOHHOIO NMPeICTaBUTEN ), 1100 JIHLa,
YIIOJTHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B PELIENTE Ha JEKAPCTBEHHBIN Npenapar (€ro 3aKOHHBIM
IpEeJCTaBUTEINIEM), HA TTIOJTy4YEHHUE JIEKapCTBEHHOTO IIpernapara (J1ajaee B HaCTOsIIEeH CTaThe - JIULO,
YKa3aHHOE B pelenTe (3aKOHHBIN NPECTABUTEND, YIIOJHOMOYEHHOE JIULIO).

9. JIuno, ocymiecTBIAIOIIEE NOCTAaBKYy JIEKAPCTBEHHOIO Ipenapara Uil MEIULIUHCKOIO
NPUMEHEHHUS, OTITYCKAaeMOT'0 M0 PeleNnTy Ha JIEKApCTBEHHBIN mpenapat, 00s13aHO MOTpedoBaTh y
TPaXAAHWHA, TIOJy4YalOUIer0 TaKOM JIEKApCTBEHHBIM IIpenapar, HIpeIbsSBUTh JIOKYMEHT,



YIOCTOBEPSIONIUN €ro JIMYHOCTh, NN UACHTH(PHUKAIUU JTUIHOCTH OTOr0 TpaXJaHWHA U
YCTaHOBJIEHHSI COOTBETCTBHSI €r0 JIMYHOCTH U JIMIA, YKa3aHHOIO B pelente (3aKOHHOTrO
MPEACTaBUTENS], YIMOJIHOMOUYEHHOTO JnMua). B ciiydae BbISBIEHUS HECOBHNAACHHUS JUYHOCTU
rPaKJIaHWHA, TOJYYalOIIero JIEKAPCTBEHHBIM Ipenapar, W JHIA, YKAa3aHHOTO B pELENTe
(3aKOHHOTO TIPEJCTABHUTENS, YIIOJTHOMOUYEHHOTO JIMIIA), & TAK)KE B ClIydae OTKa3a Tpa)kIaHWHa,
MOJIYYarOUIero JIEKapCTBEHHBIM IIpenapar, MNpPEeAbsSBUTh JOKYMEHT, YJIOCTOBEPSIOUIUN €ro
JUYHOCTb, JHI0, OCYIIECTBIISIONIEE JOCTABKY JIEKAPCTBEHHOTO Mpernaparta A MEIUIUHCKOTO
MPUMEHEHHUS, OTIYCKAaeMOro 10 PEleNnTy Ha JIEKapCTBEHHBIN Mpernapar, 00s13aH0 BEpHYTh TaKOH
JIEKApCTBEHHBIN MIpenapar B alTEUHYIO0 OpraHUu3aluio.

10. TlonTBepxkacHUeM (hakTa mepemadyn JEKapCTBEHHOTO Tperapara il MEIUIMHCKOTO
MPUMEHEHHUS, OTIYCKAEMOro MO PEUENnTy Ha JICKapCTBEHHBIN mpemnapar, Jully, YKa3aHHOMY B
peuente (3aKOHHOMY TNPEACTABUTENIO, YIIOTHOMOYEHHOMY JIMILY), SIBJSIIOTCS KAacCOBBIM UY€K U
MNOJANKCH JIMIIA, TOJYYMBILIETO TaKOW JIEKApCTBEHHBIN Mpernapar, Ha JOKYMEHTE O IMOJIyYEeHUU
TaKOTr'o JIEKapCTBEHHOTO Mpernapara rno ¢gopme, yTBep:KIaeMoi YIOJTHOMOYEHHBIM (efepaibHbIM
OpraHoOM UCIOJIHUTENbHOM Biactu. [locie mnepenauum JeKapCTBEHHOrO Mpernapara JHIy,
YKa3aHHOMY B pelenTe (3aKOHHOMY MPEACTaBUTEIIO, YIIOJTHOMOUYEHHOMY JIUILY), 3TOT JOKYMEHT
nepeaaeTcs JIMIOM, OCYIIECTBUBIIMM JIOCTABKY TAKOTO JIEKAPCTBEHHOTO MIpenapara, B alTeuHylo
OpraHu3alMIo, OCYIIECTBUBIIYIO OTIIYCK JIEKAPCTBEHHOTO IpernapaTa. B ciyyae BbIABICHUS NpU
nepeaaye Juily, yka3aHHOMY B pelenTe (3aKOHHOMY IPEICTaBUTEINIO, YITIOTHOMOYEHHOMY JIUILY),
JIEKapCTBEHHOTO MpernapaTa (pakToB MEXaHUYECKOTO MOBPEKICHHUS €r0 UM €r0 YIaKOBKH TaKou
JIEKApCTBEHHBIA MpenapaT JUIOM, YKa3aHHBIM B pelenTe (3aKOHHBIM IMPEACTABUTENEM,
VIIOJHOMOYEHHBIM JIMLIOM), HE TMpPUHMMAeTCcsd W BO3Bpaulaercs Oe3 ero OoIulaTel JIKLY,
OCYIIECTBHUBILIEMY JIOCTaBKYy JICKAPCTBEHHOI'O Mperapara W OO0ECIEeUHMBAIOIIEMY €r0 BO3BpaT B
anTEeYHYI0 OpraHU3aLMIo.

11. 3a Hapymenus 3akoHoparenbcTBa Poccuiickoii ®enepanuu, COBEpIICHHBIE IpHU
MPOBEJACHUM HKCIIEPUMEHTA, €ro YYaCTHUKM HECYT OTBETCTBEHHOCTb, YCTAHOBJIECHHYIO
3aKoHoaarenbcTBOM Poccniickoit denepanumn.

12. KoHTposab 3a WCTOJHEHWEM TpeOOBaHMIA, CBA3AaHHBIX C MPOBEICHUEM DKCIIEPUMEHTA,
OCYIIECTBIISICTCS (peIepaTbHBIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBIISIFOIINM (DYHKITUN
10 KOHTPOJIIO U HAJ[30PY B cpepe 3paBoOXpaHEHUs, B OPAKE, YyCTaHOBIEHHOM DeepaibHbIM
3akoHOM OT 31 wmronsa 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoje (Haa3ope) U
MYHUILIMTIAJTLHOM KOHTpoJie B Poccuiickoit @enepanun.

CtaTtbsa 56. N3roToBneHue u OTNYCK NIeKapCTBEHHbIX NpenapaToB

Koncynbrantlntoc: mpumevanue.

C 01.03.2025 B 4. 1 ct. 56 BHOCsiTCS m3meHeHus (D3 ot 30.12.2021 N 463-D3).
Koncynbrantlntoc: mpumevanue.

C 01.09.2023 B u. 1 ct. 56 BHOCcsTCs u3menenus (D3 ot 05.12.2022 N 502-03). Cm. Oyaymryio
pelaKIHuIo.

1.  UsroroBieHMe  JIEKQpCTBEHHBIX  IPENApaToB  alTE€YHbIMH  OPraHU3aALUAMH,
BETCPUHAPHBIMM  ANTE€YHbIMM OpraHU3ALMAMH, HWHIWBUAYAIbHBIMU NPEANPUHUMATEISIMH,
UMEIOIIMMHU JIUICH3HIO Ha (hapMalleBTHUECKYIO IEATEIIbHOCTh, OCYIIECTBISIETCS MO PelenTaM Ha
JIEKapCTBEHHbIE IMpernapaThl, MO TPEeOOBAHHUAM MEAMIMHCKUX OpraHu3alui, BETepUHApPHBIX
OpraHM3alMii B COOTBETCTBUM C IIpaBWJIAMM H3TOTOBJIEHUS M OTIyCKa JIEKAPCTBEHHBIX
[PEenapaToB, YTBEP)KICHHBIMU YIIOTHOMOYEHHBIM (efepalbHbIM OpPraHOM HCIOJIHUTEIbHON
BJIACTH.

Koncynbrantlntoc: mpumevanue.
C 01.09.2023 4. 2 ct. 56 uznaraercs B HoBoi penakuuu (O3 ot 05.12.2022 N 502-D3). Cwm.
OyIyIIYyIO peIaKIIHIO.

2. Ilpu wW3roTOBIEHUM JIEKAPCTBEHHBIX IIPEMApPATOB alTEYHBIMU OpraHU3aALUAMH,

BETCPUHAPHBIMM ANTE€YHbIMM OpraHU3ALMAMH, WHIWBUAYAIbHBIMM NPEANPUHUMATEISIMH,



UMEIOIIUMHU JTULEH3UIO Ha (bapMareBTHYECKYIO NesTEeIbHOCTD, UCIIONb3YIOTCSA
dapmaneBTHYECKHE CYOCTAaHIIMU, BKJIIOYEHHBbIE COOTBETCTBEHHO B TOCYIApPCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJACTB MJII MEIUIMHCKOTO TMPUMEHEHHMs] U TOCYAApCTBEHHBIM peecTp
JIEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOIO INPHUMEHEHHS B YCTAaHOBJIEHHOM mnopsake. He
JIOTYCKAeTCs M3rOTOBJICHHE AaNTEUYHBIMU OpraHU3alMsIMH, BETEPUHAPHBIMU ANTEYHBIMHU
OpraHu3alMsM{, WHIWBUIYAJIbHBIMM NPEANPUHUMATEIAMH, HMMEIOIUMH JIMIEH3UI Ha
(dapMaleBTUYECKYIO JESATEIBHOCTh, JICKAPCTBEHHBIX MPENapaTroB, 3apeTUCTPUPOBAHHBIX B
Poccuiickoit deneparuu.

Koncynsrantllntoc: npumevanue.

C 01.09.2023 B u. 3 ct. 56 BHOCsATCs u3meHeHus (D3 ot 05.12.2022 N 502-D3). Cm. Oyaymryro
peAaKIuIo.

3. MapkupoBKa JE€KapCTBEHHBIX IIPENapaToB, U3TOTOBIECHHBIX allTEYHBIMUA OPraHU3ALMIMU,
BETEPUHAPHBIMM  ANTEYHBIMM OpPraHU3AlMSAMHU, HWHIWBUAYAIbHBIMH MPEANPUHUMATEISAMH,
UMEIOUTUMH JTUIEH3UI0 Ha (papMalieBTUUECKYIO e TENIbHOCTh, U 0O(hOpMIIEHHE TaKUX MPErnapaToB
JIOJKHBI COOTBETCTBOBATH MPABUIIAM, YKa3aHHBIM B 4acTU 1 HACTOSIIIEH CTaThU.
Koncynbrantlntoc: mpumevanue.

C 01.09.2023 B u. 4 ct. 56 BHOCcsTCs u3menenus (O3 ot 05.12.2022 N 502-03). Cm. Oynymryio
peaaKuuio.

4. AnTeuyHble OpraHu3aldd, BETEPUHAPHBIC ANTEYHBbIE OpPraHU3ALMH, WHAWBUIYaJTbHbBIE
OpeIpUHUMATEIN, HMEIOIIME JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JAeATeIbHOCTh, HECYT
OTBETCTBEHHOCTh 3a HECOONIOJICHHE TIPAaBHJI M3TOTOBIICHUS M OTIYCKa JIEKAPCTBEHHBIX
MpEnapaToB B COOTBETCTBUU € 3aKOHOJATENLCTBOM Poccuiickoit denepanuu.

Cratbsa 57. 3anpeweHue npogaxu anbcnpuunpoBaHHbIX NEeKapCTBEeHHbIX
CpeaAcTB, HepoOpOKa4YeCTBEHHbLIX JIEKAPCTBEHHbIX CpPeAacTB, KOHTpadaKTHbIX
NneKapCcTBEHHbIX CpeacTB

[Iponaxka ¢anbcuPUIIUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKauYECTBEHHBIX
JICKapPCTBEHHBIX CPEICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEACTB 3aMpPEIIaeTCs.

CraTtbsa 58. XpaHeHue nekapCcTBEHHbIX CPeaAcTB

1. XpaHeHue JeKapCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPE/ICTB, OPTaHW3alMSIMH OINTOBOM TOPTOBIM JICKAPCTBEHHBIMH CPEJICTBAMH, AaNTEUYHBIMHU
OpraHu3alMsIM{,  BETEPUHAPHBIMM  ANTEYHBIMM  OpPraHU3alUsSMH,  WHIUBUIYyAIbHBIMU
MpEeANPUHAMATEIISIMA, WMCIOIIMMHU JIMIEH3UI0 Ha (apMareBTUYECKYI0 JeATeIbHOCTh WIH
JULEH3UI0 HA MEAUIIMHCKYIO JESITEeIbHOCTh, MEIUIIMHCKUMU OpPraHU3alUsIMHU, BETEpUHAPHBIMU
OpraHU3aIMsIMA W WHBIMH OPTaHW3alMsIMH, OCYIIECTBISIIONIUMU OOpaIeHue JICKapCTBEHHBIX
CpeACTB. XpaHEHUE JICKAPCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOT'O MPUMEHEHUSI OpraHU3alMUsIMU U
WHIUBUIYAIBHBIMHA TIPEANPUHUMATEIISIME B CITydasiX, €CJIM OHU MCTIOJIB3YIOTCS UCKIIOYUTEIHHO
NpU pa3BeleHUH, BHIPAUIUBAHUU, COJACPKAHUM U JICUCHUH >KMBOTHBIX, MOXKET OCYIIECTBIISTHCS
0e3 MoTydeHUsI JTUICH3UH Ha (PapMareBTUIECKYIO JeATEILHOCTD.

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

2. IlpaBuna XpaHEHHS JEKApCTBEHHBIX CPEJICTB YTBEP)KIAIOTCS COOTBETCTBYIOIIMM
YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOTHUTEITFHOW BIIACTH.

3. XpaHeHuE HAPKOTHYECKHX JICKAPCTBEHHBIX CPEACTB, NMCHXOTPOITHBIX JIEKAPCTBEHHBIX
CPEICTB, paanodapMaleBTUIECKUX JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS B COOTBETCTBUU C
3aKkoHoJaTenbcTBOM Poccuiickont denepanym.

Crtatba 58.1. lNpeaMeTHO-KONMMYECTBEHHbLIA Yy4YeT JleKapCTBEHHbIX CpeacTB
Ans MeAULMHCKOro NpuMeHeHus
(BBeneHna deaepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)



1. TlepeueHb JIeKApCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHUS, MOIJIeKAaIIIX
NPEIMETHO-KOJIMYECTBEHHOMY YUETY, YTBEPKIACTCS YIOTHOMOYSHHBIM (eliepaIbHbIM OpraHOM
UCIIOJTHUTENIbHOM BJIaCTH.

2. HOpHI[OK BKJIIOUYCHUSA JICKAPCTBCHHBIX CPCACTB I MCAUIIUHCKOIO NPHUMCHCHHA B
nepeyeHb JIEKapCTBEHHBIX CPEICTB AJI MEAULMHCKOTO MPUMEHEHUS, MOAIEKAIIUX MTPEeIMETHO-
KOJINYECTBEHHOMY Y4YeTy, YCTAaHaBJIMBAETCS YIOJHOMOYEHHBIM (elepaIbHbIM OpPraHoM
MCIIOJTHUTENIbHOM BJIACTH MO COTJIACOBAHUIO C (heiepaJIbHbIM OPTraHOM UCIIOJHUTENIBHOMN BIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHUX JIell.

(B pen. ®enepanpuoro 3akoHa ot 03.07.2016 N 305-D3)

3. IlpenMeTHO-KOJIMYECTBEHHBIM Y4€T JIEKapCTBEHHBIX CPEACTB JUIsl MEIULUHCKOIO
NPUMEHEHHUS BEIyT MPOU3BOJIUTENN JIEKAPCTBEHHBIX CPEACTB, OpraHU3allMi ONTOBOM TOPTOBIIU
JICKAPpCTBCHHBIMU CPCACTBAMM, AIITCYHLIC OpraHu3alvv, MHAUBUAYAJIBHBIC MPCATIPUHUMATCIIN,
UMEIOLINE JHUIEH3UI0 Ha (apMalleBTUYECKYIO JEATENbHOCTh WM JMIIEH3UI0 Ha MEIULUHCKYIO
ACATCIIBHOCTb, U MCIUIIMHCKUC OpraHu3alun, OCYHICCTBJIAIOIINC 06pameHHe JICKApCTBCHHBIX
CPEICTB ISl MEOUIIMHCKOTO MPUMEHEHMs, IMyTeM perucTpanuu J00bIX CBS3aHHBIX C HX
oOpaiieHueM omnepanuid, Mpu KOTOPHIX H3MEHSETCS WX KOJUYECTBO WU (WMJIM) COCTOSHHUE, B
CHEIHMAJIbHBIX KypHaJlax y4yeTa Onepaluid, CBA3aHHBIX ¢ 0OpalleHueM JEKapCTBEHHBIX CPE/ICTB
JUTSL MEAUIIMHCKOTO MPUMEHEHHUS (Jjajiee - CrieluaIbHbIe )KypHaJIbI).

4. TlpaBwia perucTpariy OTepaIrii, CBI3aHHBIX C 0OpalieHuEeM JICKApCTBEHHBIX CPEACTB
e MCOAULMUHCKOTO MNPUMCHCHHA, BKIIFOUCHHBIX B TICPCUYCHL JICKAPCTBCHHBLIX CPCACTB JIA
MEAMIIMHCKOTO  MPUMEHEHMs, MOMJeKAIUX  MPEeIMETHO-KOJIMYECTBEHHOMY  y4yeTy, B
CIICHUAJIIBHBIX JKXYypHallaX W IpaBuWjia BCIACHUA W XPAaHCHHA CICHHAJIBHBIX JKYPHAJIOB
YTBEPKAAIOTCS YIIOJIHOMOYEHHBIM (heZiepabHbIM OpPraHOM HMCIIOJHUTEIBHOMN BIIACTH.

5. Kontpons 3a cob0jeHeM PaBuil PErUCTPalliy ONepaluii, CBA3aHHBIX C 00paIlleHuEM
JICKapCTBEHHBIX CPEJICTB s MEIUIUHCKOrO TMPUMEHEHHUs, BKJIIOYEHHBIX B IEpEYeHb
JICKAPCTBCHHBLIX CPCACTB AJId MCAUIMHCKOIO TMPUMCHCHUA, MOJJICKAIINX MNPCAMCTHO-
KOJIMYECTBEHHOMY YYeTY, B CIELIMANIbHBIX )KypHaJaX, a TAKKe 3a COOI0ICHUEM MPaBUII BeICHUS
U XpaHEHUS CIEUUAIBHBIX JKYpHAJIOB BO3JIAraeTcsl Ha yIOJIHOMOYEHHBIE (efepalbHble OpraHbl
WCIIOJTHUTEIIbHOW BJIACTH W OpraHbl HMCIOJHUTEIBRHON BJIaCTH CyOBEeKTOB Poccuiickoii
CDe):LepauHH, OCYHICCTBJIAOIUC JIMIOCH3UPOBAHUC TIPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB,
(dapmalneBTUYECKON ACSITENbHOCTH U MEAULIMHCKON NESTEIbHOCTH, U OCYILECTBISETCS B paMKax
JIMIICH3MOHHOI'O KOHTPOJIA.

Masa 11. YHUMTOXEHUE JIEKAPCTBEHHbIX CPELOCTB
CraTtbsa 59. OcHOBaHUSA N NOPAAOK YHUUTOXEHUA NIeKapCTBEHHbIX CPeacTB

1.  HenmoOpokauecTBEHHBIE  JICKApCTBEHHblE  CpeAcTBa,  (hampcuduuupoBaHHBIC
JIEKapCTBEHHbIE CPEACTBA IOJUIEKAT U3BATHIO M3 OOpALEHHS M YHUUYTOXKEHUIO B IOPAIKE,
ycraHoBieHHOM IIpaBurensctBom Poccuiickoit denepannu. OcHOBaHMEM U1l YHUUYTOKEHUS
JICKaPCTBEHHBIX CPEICTB SBIAECTCA PEIICHHE BIAAENbLA JIEKAPCTBECHHBIX CPEICTB, PEIICHHE
COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOTO (heZepalbHOTO OpraHa WCHOJIHUTEIBHOM BIACTH WM
pelieHne cya.

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

2. KoHTpadakTHble J€KapCTBEHHBIE CPEICTBA MOAJIEKAT H3BATHIO U3 OOpalleHus |
YHUYTOXKCHUIO 1O pemieHuio cyna. Ilopsnok yHHUTOXeHHS KOHTPa(aKTHBIX JIEKapCTBEHHBIX
cpencts ycranaBiauaercs [IpaBurensctBom Poccuiickoin denepanmm.

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

3. Pacxonpl, CBsf3aHHBIE C YHUYTOKEHHEM KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX CPEJNCTB,
HEe100POKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPENCTB, (anbCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX
CPEJIICTB, BO3MEILAIOTCS UX BIANEIBLEM.



4. Bnapenen neKapCTBEHHBIX CPEACTB JOJDKEH MPEACTaBUTh B  YIOJIHOMOYEHHBIN
benepanbHBI OpraH HCIOJHUTENBHON BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTaHOBJICHHOM
HOPSIZIKE €ro KOMHUIO, TOATBEpKAatoIre (GakT YHUUTOXKECHHS JIEKAapCTBEHHBIX CPEACTB.

5. COOTBETCTBYIOIINNA YIOJHOMOYCHHBIN (DelepanibHBIi OpraH MCIIOJHUTEIBHONW BIIACTH,
NPUHSBLIMNA pelIeHne 00 YHUUTOXKEHUH JICKAPCTBEHHBIX CPECTB, OCYLIECTBISET KOHTPOIIb 3a UX
YHUYTOXKEHUEM.

6. YHMUYTO)XXEHHE JIEKapCTBEHHBIX CPEICTB NPOU3BOAMTCA OpPraHU3ALUSAMHU, WMEIOIUMU
COOTBETCTBYIOIYIO JHUIICH3UIO, HA CIEHUATbHO O0OPYAOBAHHBIX IUIOMIAAKAX, MMOJUIOHAX U B
CHenraibHO O0OPYIOBAHHBIX MOMELICHUAX C COONMIOJIeHHEeM TpeOoBaHMN B OOJIACTH OXPAHBI
OKpY>Kalolllel cpebl B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoit @enepanuu.

7. HapkoTuueckue J€KapCTBEHHBIE CPEJCTBA, NICUXOTPOIHBIE JIEKAPCTBEHHBIE CPENCTBA,
paarodapmaleBTHUECKUE JIEKAPCTBEHHBIE CPEJCTBA YHUYTOXKAIOTCS B COOTBETCTBUU C
3aKoHoaarenbcTBOM Poccniickoit denepanumn.

nasa 12. TOCYAAPCTBEHHOE PEINYJIMPOBAHUE LIEH
HA JIEKAPCTBEHHbBIE NMPENAPATbI AlA MEAULUUWHCKOIO NPUMEHEHUA

Crtatba 60. lNocymapcTBeHHOe perynMpoBaHue LEeH Ha JeKapCTBeHHbIe
npenaparbl ANA MeAULMHCKOro NpUMeHeHUsA

1. TocynmapcTBeHHOE peryJMpoBaHME LI€H Ha JIEKapCTBEHHbIE IIpenaparbl Ajs
MEIUIMHCKOrO MPUMEHEHHS OCYIIECTBISAETCS TOCPEICTBOM:

(B pen. @enepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus IlpaBurensctBoM Poccmiickoit ®eneparuu mepeyHss KU3HEHHO
HEOOXOIMMBIX M BOKHEHIINX JIEKAPCTBEHHBIX IpENapaToB, KOTOPHI (HOPMHUPYETCS U HE pexe
OJIHOTO pa3a B roji IepecMaTpUBaETCA B YCTAHOBJIEHHOM MM MOPSJIKE HA OCHOBE KOMILJIEKCHOU
OLICHKHM JIEKAPCTBEHHBIX IIPENApaTOB, BKJIIOYAs aHAJIU3 CBEJICHUN O CPABHUTEIIbHON KIIMHUYECKOU
sdexTuBHOCTH W 0E30MAaCHOCTH JICKAPCTBEHHOTO CPEACTBA, OIEHKY HSKOHOMHYECKHUX
NOCNEACTBUM TPUMEHEHUS JIEKapCTBEHHOI'O CpPEACTBA M HW3YYEHHME JIOIOJHUTEIBHBIX
MIOCJIE/ICTBUI MPUMEHEHMS JIEKAPCTBEHHOTO CPE/ICTBA;

(B pen. ®enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBep:KIEHHS METOIUKHM pacueTa IMpeneibHbIX OTIHYCKHBIX ILIEH MPOU3BOJUTENEH Ha
JIeKapCTBEHHbIE MPEnapaThl, BKIOYECHHBIC B MepeUeHb KU3HEHHO HEOOXOIUMBIX U BasKHEHIINX
JICKapCTBEHHBIX TIpErapaTroB, a TakKe BHEIPEHHUS MEXaHHW3MOB (OPMHUPOBAHUS CHUCTEMBI
pedepeHTHBIX 1IeH;

(B pen. ®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-@3, ot 06.06.2019 N 134-D3)

3) rocynapCTBEHHOW pPETUCTpAalUU HpPENEibHBIX OTIHYCKHBIX LIEH IMPOU3BOJIUTENEH Ha
JIEKapCTBEHHBIE MpEnapaThl, BKIIOUEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX IIPENApPaTOB;

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeneHMs rocyJapCTBEHHOTO PEECTpa MPEENIbHBIX OTIIYCKHBIX LIEH MPOU3BOAMUTENEH Ha
JIEeKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B MEPEUYeHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JIEKapCTBEHHBIX NIPENApaTOB;

5) yTBepKJIeHUSI METOJMKHA YCTaHOBJICHUS OpraHaMH HMCIIOJHUTEIbHON BIacTU CyOBEKTOB
Poccuiickoit @enepanun npeaeibHBIX pa3MepoB ONTOBBIX HAI0aBOK M MPEJEIBHBIX pasMepoB
PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM NMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENAapaToB, HA JEKAPCTBEHHBIE NIPENIapaThl, BKIIIOUEHHBIE B IEPEUEHB KU3HEHHO
HEOOXOUMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

6) YCTaHOBJIGHUS TpENEIbHBIX Pa3MEpPOB ONTOBBIX HAJ0ABOK M MPEIEIbHBIX Pa3MepoB
PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM NMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENAapaToB, HA JIEKAPCTBEHHBIE IIPENIapaThl, BKIIIOUEHHBIE B IEPEUEHb KUZHEHHO
HEOOXOIUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB;



7) yTBepXkKACHHS TOpsJKAa BbAAYM MPEANUCAHUNA OpraHaM HCIOJHUTEIBHOM BIACTH
cyosekToB Poccmiickoit denepani O TPUBEACHHH B COOTBETCTBHE C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepannu penieHnii 00 yCTaHOBICHUHU NPEACTbHBIX Pa3MEepOB ONTOBBIX HaJI0ABOK
U TpeleibHBIX pPa3MEpOB PO3HUYHBIX HaA0aBOK K (PAKTUYECKHMM OTIYCKHBIM II€HaM,
YCTaHOBJICHHBIM ITPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MTPENapaToB, Ha JIEKAPCTBEHHbIE MPETapaThl,
BKJIIOUEHHBIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIHNX JIEKAPCTBEHHBIX IIPENapaToB,
€CIM OHU IPUHATHI C HapylLIeHHWEM 3akoHojarenbcTBa Poccuiickon denepaunuu, B MOPAIKE,
yctaHoBlieHHOM [IpaButensctBoM Poccuiickoit denepanuu;

8) HampaBlieHHs] YHNOJHOMOYEHHBIM (eiepajbHbIM OPraHOM HCIOJIHHUTENbHON BIIACTH
opraHaM HCIIOJHUTEIBHOU BJIACTH CyOBeKTOB Poccuiickoit ®Denepanuui TpEeANUCaHHN O
MIPUBEACHUN B COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickoin denepanuy NPUHATBIX C
HapylieHWeM 3akoHojaaTelnbcTBa Poccuiickoit @Deaepanuu pemieHUd 00 yCTaHOBJICHUH
IpeJeNbHBIX Pa3MEepOB ONTOBBIX HAJI0ABOK M IMPENEIbHBIX Pa3MEpPOB PO3HHUYHBIX Ha/lI0aBOK K
[IEHaM Ha JIEKApCTBEHHBIE IpenapaThl, BKIIOUEHHbIE B NEPEYEHb KU3HEHHO HEOOXOIMMBIX U
BAKHEUIIMX JICKAPCTBEHHBIX MPENapaTos;

9) ocymectBieHus GdeaeparTbHOTO0 TOCYIApCTBEHHOIO Haja3opa B cdepe oOparmeHus
JIEKapCTBEHHBIX CPEJCTB U PErMOHATIBLHOTO TOCYJapCTBEHHOIO KOHTPOJIS 3a IPUMEHEHHEM LIEH Ha
JIEKapCTBEHHbIE Tpernaparbl COOTBETCTBEHHO YINOJHOMOYEHHBIMHU (eAepalbHbIMU OpraHaMH
UCTIOJIHUTENIbHOM BJACTH M OpraHaMH HCIOJHUTENBbHOM BiacTH cyObekToB Poccuiickoii
@denepanuy  COMIACHO MX KOMIETEHIIMM B IMOPSJAKE, YCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccuiickoit @enepanuu;

(m. 9 B pen. DeaepansHoro 3akoHa ot 25.06.2012 N 93-03)

10) nmpumeHeHUs NPEeIyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoil ®denepanuu mep
OTBETCTBEHHOCTH 3a HapylIeHHE NOpsiKa IIeHOOoOpa30BaHUS HA JIEKApPCTBEHHBIE IMpernapaThl,
BKJIIOYCHHBIE B TIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIIINX JICKAPCTBEHHBIX MPETIapaToB.
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBuAX upe3BblUYAHON CHUTyalluun M (MIM) IPU BO3ZHUKHOBEHUH YIPO3bI
pacnpocTpaHeHusi 3a00JieBaHusl, MPEICTABIAIONIETO0 OMACHOCTh JJI OKPY)KAIOIIMX, a TaKKe B
cllydae, €cilii B TEUYEHHME TPUILATH KaJeHAApHBIX OHEN mocie npuHATus I[lpaBuTtenbcTBoM
Poccuiickoit ®enepani  pemieHWss O TPOBEACHUM MOHHMTOPUHTA PO3HHYHBIX II€H Ha
JIeKapCTBEHHBIE NPENapaThl, He BKIIOUEHHBIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX M BasKHEHIIINX
JIEKapCTBEHHBIX MPEINapaToB, Ha TEPPUTOPUIX CyOBeKTOB Poccutickoit denepalinu BBISIBIIEH POCT
PO3HMYHBIX IIeH Ha yKa3aHHBIEC JIEKAPCTBEHHBIE Iperaparbl Ha TPUILATh MPOLEHTOB U Ooee,
[IpaButensctBO Poccuiickoit deneparnuu BOpaBe YCTAaHOBUTH MPEACIIbHBIE OTIYCKHBIE II€HBI
IIPOM3BOJUTENIEH Ha YyKa3aHHbIEC JIEKAPCTBEHHbIE IpENapaThl, MPEAeIbHbIE pa3Mephbl ONTOBBIX
HaJ0aBOK U TpeleibHbIE pa3Mepbl PO3HUYHBIX HAJ0ABOK K (PaKTUYECKHUM OTITYCKHBIM LIEHAM
IIPOM3BOJUTENIE HAa YyKa3aHHbBIE JIEKapCTBEHHbIE Ipenaparbl. [lepedeHb JieKapCTBEHHBIX
IpernapaToB, HE BKIIOYEHHBIX B IE€pPEYEHb IKU3HEHHO HEOOXOIUMMBIX U BaKHEHUIIMX
JICKapCTBEHHBIX MpenapaToB, U MOPSIOK ero GopMupoBaHus omnpezaenstorcs [IpaBurenbcTBoM
Poccuiickoit deneparuu.

(vacth 2 BBeaeHa PenepanabHbIM 3aKOHOM OT 26.03.2020 N 67-D3)

3. B TedeHuwe neBAHOCTa KaJeHIAPHBIX THEW cO OHS yTBepxkaeHus [IpaBuUTeabCcTBOM
Poccuiickoit denepanuy nepeyHs, yKa3aHHOIO B 4YacTH 2 HACTOSIIEH CTaThbU, HE JOIYCKalOTCA
peanu3anMs M OTIYCK BKJIOUEHHBIX B HEro JIEKapCTBEHHBIX IPEMAPAaTOB II0 IE€HaM,
IPEBBILIAIOIINM MPEJEIIbHBIE OTITYCKHBIE IIEHBI IPOU3BOINUTENEH Ha YKa3aHHBIE JIEKAPCTBEHHbBIE
npenapaTsl, HpeJesbHbIE pa3Mephl ONTOBBIX HAI0aBOK U MPEICNIbHBIE pa3Mephbl PO3HHUYHBIX
Ha/10aBOK K (DaKTHYECKUM OTITYCKHBIM ILI€HaM NPOU3BOJUTENICH Ha yKa3aHHBIC JIEKAPCTBEHHBIC
mpenapaTsl C y4eTOM HaJlora Ha 100aBJIEHHYIO CTOUMOCTb.

(uactp 3 BBegeHa DenepanabHBIM 3aKOHOM OT 26.03.2020 N 67-D3)

Koncynsrantllntoc: npumevanue.



3apeructpupoBanubie 10 07.06.2019 npenenbHbIe OTIYCKHBIC IIEHBI TOJIEXKAT 00s3aTeILHOM

nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUH €O CT. 2 @3 0T 06.06.2019 N 134-D3.
CraTtbsa 61. locyaapcTBeHHas perucrpaumsa n nepeperncrpaums npeaenbHbIX

OTNYCKHbIX LleH NpoM3BoAUTENEN Ha NeKapCTBEHHbIe NpenapaThbl, BKIMOYEHHbIE B

nepeyvyeHb XXU3HEeHHO HEOOXOANMbIX U BaXKHEMLUUX JIeKapCTBEHHbIX NpenapaToB
(B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenpHass OTHyCKHasi IIi€HA MPOM3BOAUTENS Ha JIEKQPCTBEHHBIA Mpemnapar,
BKIIIOUEHHBIN B IEPEUCHB KU3HEHHO HEOOXOAMMBIX M BAKHEHUIIUX JIEKAPCTBEHHBIX MPEMapaToB,
MOJJIEKUT TOCYIApPCTBEHHOM pPErucTpallud B TMOPSAKE, YCTAaHOBIEHHOM IIpaBuTenscTBOM
Poccuiickoit deneparyiv, Ha OCHOBAaHHH MPEACTABICHHOTO B YIIOJHOMOYEHHBINH (enepaibHbIi
OpraH HCIIOJHUTENBHOM BJIACTH 3asBICHUS JEp)KaTels WIA BiIaJeiblla PEruCTPALMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOIO Npenapara (yIoJHOMOYEHHOIO UM JINLA).

2. 3aperucTprupoBaHHas MpeJeibHas OTIYCKHAs LIEHA NMPOU3BOJIUTENS HA JIEKAPCTBEHHBIN
mpernapar, BKIIOUYEHHBIA B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIINX JIEKapCTBEHHBIX
[IPenapaToB, MOXKET OBITh EPEPETUCTPUPOBAHA B CTOPOHY YBEIMUEHUS OJIMH pa3 B KaJIeHIaPHOM
oy Ha OCHOBAaHMU MPEJACTABICHHOTO B  YIOJHOMOYEHHBIH (elepanbHblii  OpraH
UCIIOJTHUTENIbHON BiacTu A0 | OKTAOpsS KakIoro rojaa 3asiBICHUS JepxaTelsis WM BIlajelblia
PETUCTPAIIIOHHOTO Y0CTOBEPEHUS JIEKApPCTBEHHOTO Npernapara (YIOJIHOMOYSHHOTO UM JIMLA).

3. 3apeructpupoBaHHas MpeesbHas OTIIYCKHAs LI€HA ITPOU3BOIAUTEINS HA JIEKAPCTBEHHBIN
mpernapar, BKIIOUYEHHBIH B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaKHEUIINX JIEKApCTBEHHBIX
IpernapaToB, MOXET OBbITh IEepPEePEerucCTPUPOBAHa B CTOPOHY CHIDKEHUS Ha OCHOBAHUU
MPEJICTABICHHOTO B YIIOJIHOMOUYEHHBIN (he/iepaabHbIl OpraH UCIIOJHUTEIHHON BIACTH 3asBICHUS
JiepKaTenss WM BIIAJENblla PErMCTPAMOHHOTO YIOCTOBEPEHHMs JIEKAPCTBEHHOTO Ipenapara
(YIOJTHOMOYEHHOTO UM JIULA).

4. JlepxkaTtenb WM BIAJENel] PETUCTPALMOHHOTO YIOCTOBEPEHHs JIEKAPCTBEHHOTO
npenapara (yrnoJIHOMOYEHHOE UM JIMII0) 00s3aH MPECTaBUTh B YIIOJTHOMOYCHHBIHN (peepanbHblii
OpraH MWCHOJIHUTEIbHOM BJIACTH 3asBICHUE O TMEPEPEruCTPALMM  3apErUCTPUPOBAHHON
IIPEACIBHONM OTIYCKHOM LE€HbI IIPOU3BOAMTEI HA JICKAPCTBEHHBIM IIperapar, BKIIOYEHHBIN B
nepeyeHb >KMU3HEHHO HEOOXOMUMBIX M Ba)XHEHMIINX JIEKAPCTBEHHBIX MPENapaTroB, B CTOPOHY
CHI)KEHHUS B CIEAYIOIINX CIIydasx:

1) cHWKeHHWe IIEHbI B WHOCTPAHHOW BalllOT€ HA JICKAPCTBEHHBINM TpermapaT B CTpaHe
MPOU3BOIUTENS U (WJIM) B CTpaHaX, B KOTOPBIX JICKAPCTBEHHBIN MpemapaT 3aperucTpupoBaH U
(W) B KOTOPBIE MTOCTABJISETCS TPOU3BOIUTEIIEM;

2) cHIKEHHE LIeH Ha pepepeHTHBIE JIEKaPCTBEHHBIE NIPENapaThl B COOTBETCTBUU C TYHKTOM
1 mHactosmeidl wactu (AJI1  COOTBETCTBYIOIIMX  BOCIPOM3BEACHHBIX, OHOaHATIOTOBBIX
(6mo10100HBIX) JTEKAPCTBEHHBIX MPENapaToB);

3) TpeBbIICHHE TPEACIbHONW OTIYCKHOW IIEHBI Ha TIEPBBIM BOCIPOHW3BEICHHBIN,
O1oaHanoroBblil (OMOMOAOOHBIH) JIeKapCTBEHHBIN MpenapaT WHOCTPAHHOTO MPOHM3BOJCTBA HAJ
MpeaeIbHON OTIYCKHOM IIEHOM MTPOU3BOAUTEIISI HA BTOPOH BOCIIPOU3BEICHHBIN, OMOaHAIOTOBBIN
(Omoro100HBIN) JEKApCTBEHHBIM NpenapaT, PacCUUTAHHOM B COOTBETCTBUU C METOJUKOM,
yTBepx)kaeHHou [IpaBurensctBoM Poccuiickoit @enepanuu;

4) mnpeBbllIEHUE TPEAEIBbHOM OTIYCKHOM II€Hbl Ha TEPBBI BOCIPOU3BENECHHBIMN,
OmoaHaIOroBbIN (OMOTIOTO0HBIN) JIEKAPCTBEHHBIN ITpenapaT MPOU3BOAUTEIIS TOCY1apCTBA - WICHA
EBpa3uiickoro 3K0HOMHUYECKOTO COK03a HaJl MPEAEIbHON OTIYCKHOW LIEHOM MPOU3BOIAUTENS Ha
BTOPOW BOCIPOM3BEACHHBIA, OMOAHAIOTOBBIA (OMOMOMOOHBIN) JIEKAPCTBEHHBIN mpemnapar
IIPOU3BOJUTEINS FOCYAApCTBa - wieHa EBpa3suiickoro "KOHOMHUYECKOTO COI03a, PACCUMTAHHON B
COOTBETCTBUU C METOJIUKOM, yTBepxkaeHHOU [IpaButensctBoM Poccuiickoit denepanu.

5. llopsmok mepeperucTpalyy 3apeTMCTPUPOBAHHBIX IMPEICNIBHBIX OTIYCKHBIX LIEH
MIPOU3BOJUTENIEH HA JIEKQpCTBEHHBIE IpPENapaThl, BKIIOUECHHBIE B IEPEYEHb IKU3HEHHO
HEOOXOMUMBIX W BaXXHEHUINMX JICKAPCTBEHHBIX MpPEMapaToB, B CIydasX, MPEAyCMOTPEHHBIX
yacTamu 2 - 4 HacToAIIEH cTaThu, ycTaHaBinuBaercs [IpaButenscTBoM Poccuiickoi denepanuu.



6. OKOHOMHMYECKMHI aHajau3 TNPEACIbHOM OTIHYCKHOW IIE€Hbl IPOU3BOJAUTENS Ha
JIEKapCTBEHHBIM IpenapaT, BKIIOYEHHBIH B MEPEYEHb JKU3HEHHO HEOOXOIMMBIX M BaXKHEHIINX
JIEKapCTBEHHBIX IPENapaToB, NPU €€ TOCYAApCTBEHHON perucTpauy Wid IepeperucTpanuu
OCYILECTBIIsIETCS (pefiepabHbIM OPIraHOM HUCTIOIHUTEIBHON BIACTH, OCYILECTBIIAIONUM (DYHKIIMH
10 IPUHATHIO HOPMATHBHBIX MPABOBBIX aKTOB U KOHTPOJIIO 32 COOJIOICHNEM 3aKOHOJaTeIbCTBA
B c(pepe rocyaapcTBEHHOTO PETyIUpOBaHus 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. Pacder nmpenenabHbIX OTIYCKHBIX 1IEH, YKa3aHHBIX B 4acTAX | ¥ 2 HACTOALIEH cTaThy, IpU
UX TOCYIapCTBEHHOW PETHUCTPAlMU WM MEPEPETrUCTPALMU OCYIIECTBIISIETCS B COOTBETCTBUH C
METOAMKOH, yrBepxkacHHOU [IpaBurensctBoMm Poccuiickont denepanuu U y4YUTHIBAKOLIEH B TOM
qHUCIIe:

1) cobmongenune OanaHca WHTEPECOB NOTPEOUTENEH JEKapCTBEHHBIX IpenapaTos,
BKJIIOYEHHBIX B [I€PEUYEHb KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaTos,
U TPOU3BOAMUTENEH JIEKAPCTBEHHBIX IIPENapaToB, BKIIOUYEHHBIX B IEPEUEHb HKU3HEHHO
HEOOXOIMMBIX U BaXKHEHIINX JICKAPCTBEHHBIX IIPENapaTos;

2) daxTHuecKyl0 OTIYCKHYIO IIEHy Ha JeKapCTBeHHble mpemnapatsl B Poccuiickoit
®denepanuu, [IEHY BBO3a JICKAPCTBEHHBIX NpenapaToB B Poccuiickyro denepainuio, a TakKe [EHbI
Ha aHaJOTMYHbIE JIEKapCTBEHHBIE NpenapaThl, Haxonsdlmecs B oOpamieHun B Poccuiickoii
®denepanuu;

3) 3aTpaThl NPOU3BOAUTEINS JIEKAPCTBEHHOIO Mpenapara Ha MPOU3BOJCTBO U pEalH3alUIo
JICKapCTBEHHOT'O IIperapara;

4) neHy Ha JIEKapCTBEHHBIN Ipemnapar, ero LeHy B CTpaHe MPOU3BOIUTENA U B CTpaHax, B
KOTOPBIX JIEKAPCTBEHHBIM Npenapar 3aperucTpUpoBaH M (WIHM) B KOTOPBIE IOCTaBISETCA
IIPOU3BOJUTEIIEM.

8. He nmomyckarorcs peanmsanus M OTIYCK JICKaPCTBEHHBIX IIPENAPATOB, BKIIOYEHHBIX B
nepevyeHb KU3HEHHO HEOOXOMUMBIX M BaXXHEWIIHMX JIEKAPCTBEHHBIX NpPENapaToB, HA KOTOpbIE
IIPOU3BOJUTEIIAMH JICKAPCTBEHHBIX IPENApaTOB HE 3apETUCTPUpPOBaHA NpEAEibHAs OTIYCKHAs
LIEHa, pealu3alys IPOU3BOJUTENISAMU JIEKAPCTBEHHBIX MPENapaTroB MO IEHaM, MPEBHIAIONIUM
3apETUCTPUPOBAHHBIC MM IEPEPErMCTPUPOBAHHBIE IPEICIBHBIC OTIYCKHBIE IIEHBI Ha
JIeKapCTBEHHBIE MIPENapaThl C y4ETOM Hajora Ha 100aBICHHYIO CTOUMOCTb.

9. Oco0eHHOCTH TIOCYIapCTBEHHOI'O PpEryJMpOBaHUs IPEENbHBIX OTIYCKHBIX LIE€H
IPOU3BOJIUTENIEH Ha JIEKAPCTBEHHBIE IIpPENapaThl, BKIIOUEHHBIE B IEPEUEHb HKUZHEHHO
HEOOXOIMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT SKOHOMUYECKUX U
(uM) couMaNbHBIX KPUTEPUEB (M3MEHEHHME YCJIOBMM, MOpsiAKa M CTOMMOCTH ITPOM3BOJCTBA
JEKapCTBEHHBIX IIpenapaToB, HCIOJb30BaHME HOBBIX (OpPM, METOJAOB U  CHOCOOOB
rOCyIapCTBEHHOTO PETYJIMPOBAHUS 1IEH Ha JIEKAPCTBEHHbIE NIPENApaThl, B TOM YUCIIE HA OCHOBE
MeXaHu3Ma pe(epeHTHOro LEeHO0Opa30BaHMs, M3MEHEHHH MOpsJKa OKa3aHUs MEAULUHCKOH
IIOMOIIY, W3MEHEHUE Kypca HMHOCTPAHHON BaJIOTHl U MHBIE M3MEHEHMs) YCTAHABIUBAIOTCS
[IpaButenscTBOM Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratbaa 62. locynapCTBEHHbIM peecTp npeAeribHbIX OTMYCKHbIX LieH
npousBoauTenieM Ha JreKapCcTBeHHble fpenapaTbl, BKMOYEHHble B MepeyYeHb
XXWU3HEHHO Heo6XoAUMbIX U BaXHEWULUMX NNeKapCTBEHHbIX NpenapaToB

1. 3apeructpupoBaHHbIE WM IEPEPErHMCTPUPOBAHHBIE IPEICIBbHBIE OTIIYCKHBIE IE€HBI
NPOM3BOANTENCH Ha JICKApCTBEHHBIC IMIpenapaThl, BKIIOYCHHBIE B MEPEUYCHb IHKU3HCHHO
HeO6XOI[I/IMI:IX U BaXHEHUIITUX JICKAPCTBCHHLIX MPCIapaTroB, MNOMJJICKAT BKIIOYCHHIO B
TOCYZapCTBEHHBIH pEecTp NMpEAeNbHBIX OTIYCKHBIX II€H NMPOU3BOJHUTENEH Ha JIEKapCTBEHHBIC
npenapartsbl, BKIIOYCHHBIC B MICPCUYCHb KU3HCHHO HCOGXO,Z[I/IMBIX 1 BaKHEHIIIHX JICKApPCTBCHHBIX
Ipernaparos.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)



2. TocynmapcTBEHHBIN peecTp MNpeAeHbHbIX OTIYCKHBIX II€H TPOU3BOAMTENEH Ha
JIEeKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B MEPEUYeHb KU3HEHHO HEOOXOIUMBIX M Ba)KHEHUIINX
JIeKapCTBEHHBIX MPENapaToB, COACPKUT B ce0e CIeTyIoNlyi0 HH(OPMAIIHIO:

1) HauMeHOBaHHWE JepXkaTelss WM BIaJeiblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JICKapCTBEHHOTO TMpernapara, HAaUMEHOBAHUE MPOU3BOAUTEINS JICKapCTBEHHOIO IIperapara,
CBEICHMSI O PETUCTpaLMU JeprKaTelis WM BIAJeNblla PEruCTPALlMOHHOTO YAOCTOBEPEHUs
JICKApCTBEHHOTO IIpernapara, CBEACHUS O PETrUCTpallMd IMPOU3BOJUTENS JIEKAPCTBEHHOTO
mpemnapata Juis MEAMIIMHCKOTO TPHMEHEHHsS B KauyecTBE HaJIOTOIUIaTebIIMKa B CTpaHe
peructpanuu (Ui POCCHMCKHX  IOPUAMYECKUX JIMI - WICHTU(UKAIUOHHBIA HOMEp
Hanororiarensiyka (MHH), mis MHOCTpaHHBIX IOpUAMYECKHUX JIMIl - CTpaHa PErHCTpallvH,
HaMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perUCTPallMOHHBIN HOMEp, KOJI HAJIOTOIIaTeIIbININKA
B CTpaHe perucTpanuu (MHKOPIOpPAllMM) WJIM €ro aHajor), MeCTO HaXOXIEHUs
IIPOU3BOJICTBEHHBIX IUIOUIA/IOK, YYAaCTBYIOUIMX B IIPOLIECCE IPOU3BOJACTBA JIEKAPCTBEHHOIO
npernaparta, ¢ yka3aHUeM CTaJuu Ipolecca MPOoru3BOJICTBA;

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

2) HaUMEHOBaHHUE JIEKAPCTBEHHOTO MpernapaTa (MEXIyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IPYNIIMPOBOYHOE, HIIM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS );

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

3) HOMEp pEerucTPalMOHHOTO YOCTOBEPEHUS JIEKAPCTBEHHOTO IIPENapara;

4) nexapcTBeHHasi ¢opMa C yKazaHHEM JO3MPOBKH JIEKAPCTBEHHOTO Mpernapara U €ero
KOJINYECTBA BO BTOPHUYHON (TIOTPEOUTEIHCKOM) YITAKOBKE, a TAKKE KOMIUIEKTHOCTD;

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

5) 3aperucTpupoBaHHas IpeleNbHas OTIYCKHAs I[IeHA Ha JIGKAPCTBEHHBINM Ipermapar B
pyossx;

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

6) mata ¥ HOMeEp NIpHKa3a YMOJIHOMOUYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH O TOCYAApPCTBEHHOW PETUCTPAIMU WM MEePEPETUCTPALIH MPEIEIbHOM OTITYCKHOMN LIEHBI
Ha JIEKApCTBEHHBIN MpenapaT, BKIIOUEHHBIHN B epedeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIITNX
JIeKapCTBEHHBIX MPENnapaToB;

(B pen. ®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-@3, ot 06.06.2019 N 134-D3)

6.1) mara BeTylleHMS B CHIy IIpUKas3a yYIOJHOMOYEHHOTro (elepajbHOro oOpraHa
HCIIOJTHUTENIbHOM BJIACTH O TOCYJApPCTBEHHON PETHUCTpPAllMU WM MEPEePErucTpaluy mpeneabHon
OTITYyCKHOM LIEHBl NPOU3BOAMTENSI Ha JIEKApCTBEHHBIM Npenapar, BKIIOYECHHBI B IEpEeyYeHb
YKU3HEHHO HEOOXOIMMBIX U BaKHEHUIINX JIEKaPCTBEHHBIX MPENapaToB;

(1. 6.1 BBenen PenepanbHbIM 3ak0HOM OT 06.06.2019 N 134-D3)

7) IWTPUXOBOM KOJI, HAHECEHHBIM HA BTOPUYHYIO (IMOTPEOMTENIbCKYIO) YIAKOBKY
JIEKapCTBEHHOTO TIperapara;

(m. 7 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOA JEeKapCTBEHHOrO Ipermapara [0  aHAaTOMO-TEPareBTUYECKO-XUMHUYECKON
Kiaccuukanum, peKoMeHI0BaHHON BeceMupHO# opranu3amnmeit 3apaBooXpaHeHHUs.

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

3. I'ocynapcTBeHHas perucTpalus Wi MepeperucTpanus npeaeiabHbIX OTIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIOYECHHBIC B MepeUeHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IPENapaToB, BeIEHUE rOCYAapCTBEHHOTO peecTpa MpeaeIbHbIX OTIYCKHBIX LIEH
NpOM3BOAUTENCH Ha JIEKapCTBEHHBbIE TMpemapaThl, BKIIOYCHHbIE B TMEpeUYeHb >KU3HEHHO
HEOOXOIUMBIX W BaXHEHWIINMX JIEKAPCTBEHHBIX IPENapaTroB, OCYIIECTBISIOTCS B MOPSAIKE,
ycraHoBiieHHOM [IpaBurensctBom Poccuiickon @enepanuu.

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

Crtatba 63. YcTaHOBNEeHMe opraHamum MCMNOJSIHUTENIbHOW BNacTu CyObLEeKToB
Poccunckon dPepepaumm npefenbHbIX pa3mMepoB ONTOBbIX HaabaBOK U
npeaenbHbIX pa3MepoB PO3HUYHbIX HaA0aBOK K (PaKTUYECKUM OTMYCKHbIM LieHamMm,



YyCTaHOBMEHHbIM npousBoAuUTENAMU  JleKapCTBEHHbLIX  MpenapaTos, Ha
neKkapcTBeHHble npenapartbl, BKIIIOYEHHbIe B NepeyYyeHb XM3HEHHO Heo6XxoauMbIX
M BaXXHEeMLUUX NIleKapCTBEHHbIX NpenapaToB

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

1. Opransl HCTIOJHUTEIBLHOUN BIacTH CyOBheKTOB Poccuiickoit denepanny yCcTaHABIMBAIOT
npeenbHble pa3Mepbl ONTOBBIX HAA0ABOK M TpeAeTbHBbIE pa3Mepbl PO3HUYHBIX HAJI0AaBOK K
(GakTH4YeCKUM OTIMYCKHBIM IIeHaM (0e3 ydera Hajgora Ha J00aBIEHHYIO CTOMMOCTBD),
YCTaHOBJICHHBIM ITPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MTPENapaToB, Ha JIEKAPCTBEHHbIE MPENapaThl,
BKJIIOUEHHBIE B M€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIHNX JIEKAPCTBEHHBIX IIPENapaToB,
B COOTBETCTBHM C YTBEP)KICHHOW B IOpsAKe, ycTaHOBIEHHOM IIpaBurenscrBom Poccuiickoi
Qenepalivi, METOAMKOW YCTAaHOBJIECHHS OpraHamMH MCIOJHHUTENbHOM BIAacTH CyOBEKTOB
Poccuiickoit @enepanun npeaeibHBIX pa3MepoB ONTOBBIX HAI0aBOK M MPEJEIBHBIX pa3MepoB
PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM NMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENApaToB, HA JEKAPCTBEHHBIE IPENIapaThl, BKIIIOUEHHBIE B IEPEUEHb KU3HEHHO
HEOOXOMUMBIX M BaXKHEMIIUX JIEKApCTBEHHBIX MpemnaparoB. [IpoekTsl pemnieHuil opraHoB
UCTIOJTHUTEIILHON BlacTH cyObekToB Poccuiickoii @Denepammu 00 yCTaHOBICHUU U (WIJIH)
U3MEHEHUU Tpe/IeTbHBIX Pa3MEepOB ONTOBBIX HAI0aBOK U MpeAeTbHBIX PasMEPOB PO3HUYHBIX
Han0aBOK K  (PaKTUYECKMM  OTIIYCKHBIM  II€HaM, YCTAHOBJIGHHBIM  IPOU3BOIAMTEISIMU
JIEKAPCTBEHHBIX [TPENApaTOB, Ha JIEKAPCTBEHHBIE ITPENapaThl, BKIIOYEHHBIE B IEPEUEHb )KU3HEHHO
HEOOXOIMMBIX M BaKHEWMIIMX JIEKAPCTBEHHBIX MPENapaToB, MOJUIEkKAT COTIACOBAHHUIO C
VIIOJHOMOYEHHBIM (peiepalbHbIM OpPraHOM  HCIOJIHUTENBHOW BIACTH, OCYIIECTBIISIOIIUM
(GYHKIMU 1O TNPUHATHIO HOPMATHUBHBIX IPABOBBIX AaKTOB M KOHTPOJIIO 32 COOJIOJCHHEM
3aKOHOJIaTELCTBA B cdepe TOCYyNapCTBEHHOTO pEryJupoBaHUs IeH (TapudoB) HA TOBApPHI
(ycnyrn), B mopsizike, yctaHoBiaeHHOM [IpaButensctBom Poccuiickoit denepanuu.

(B pen. ®enepanbHbix 3ak0HOB OT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-D3)

2. OpraHuzanuyd ONTOBOM  TOPrOBJIM  JIEKAPCTBEHHBIMM  CPENCTBAMHU, AaNTEUyHbIE
OpraHu3alyH, WHJVBH]lyaJIbHbIE MpeaIpUHUMATENH, UMEOIINE JULEH3HIO Ha
(apMaIeBTUYECKYIO0 JESTeIbHOCTh, MEAMLIMHCKUE OpraHU3allM{, HMCEIOIIUE JHUICH3HIO Ha
dbapmMareBTUUECKYyI0 JACSATENbHOCTh, M HMX O000COOJCHHBIC TMOapa3aeieHus (amOyaaTopuu,
denpamepckrne U GeapAIEpPCKO-aKyIIepCKue MyHKTBI, IIEHTPHI (OTaeieHus) o0Ieii BpaueOHOM
(ceMeliHOI) MpaKTHUKH), PACIONOXKEHHbIE B CEIbCKUX HACEIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEUHbIE OPraHU3ALMH, OCYILECTBIISAIOT peIN3aliIo JEKaPCTBEHHBIX IIPENapaToB,
BKJIIOUEHHBIX B MEPEUYCHb )KM3HEHHO HEOOXOIMMBIX U BaKHEUIINX JIEKAPCTBEHHBIX IIPENapaToB,
[0 ILeHaM, KOTopbsleé (OPMHUPYIOTCS B COOTBETCTBHM C TMOPSAKOM, YCTaHOBJICHHBIM
[IpaButensctBOM Poccuiickoit denepanuu, u ypoBeHb KOTOphIX (0e3 ydera Hajora Ha
N00aBIIEHHYIO CTOMMOCTb) HE JIOJDKEH IPEBBIATh CyMMY (aKTHUECKOW OTHYCKHOM IICHBI,
YCTAaHOBJIICHHOM  NPOM3BOJMUTENIEM  JIEKAPCTBEHHOIO  IIpenapara, HE  IPEBBILAIONIECH
3apETUCTPUPOBAHHON WM MEPEPErMCTPUPOBAHHOM  MPENEIbHOM  OTIIYCKHOM  LIE€HBI
MPOU3BOJUTENA (HA JaTy peau3aluu JIEKapCTBEHHOI O MpernapaTa Ipou3BOJUTENIEM), U pa3Mepa
ONTOBON HaA0aBKU M (WJIM) pa3Mepa POSHUYHON HAJ0aBKHU, HE MPEBHIAIONINX COOTBETCTBEHHO
pa3mepa mpeneapHON ONTOBOM Haa0aBKHM W (WJIM) pa3Mepa MpeAebHOW PO3ZHUYHOW HaJa0aBKH,
YCTaHOBJICHHBIX B cyObekTe Poccuiickoii deneparui.

(dactb 2 B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

3. Opranbl HCTIOJIHUTENIBHON BIIaCTH cyObeKTOB Poccuiickoit denepariiiv pa3MeIaioT B CETH
"Untepuer" wHGbOpMAIMIO O 3apErHCTPUPOBAHHBIX MPEACIBHBIX  OTIYCKHBIX  IIEHAX
IIPOU3BOJIUTENIE Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B IEPEUEHb HKUZHEHHO
HEOOXOJUMBIX W Ba)KHEHIIMX JIEKapCTBEHHBIX IpenaparoB, 00 YCTAaHOBJIEHHBIX B CyOBEKTe
Poccuiickoit ®enepaunu mpeAenbHBIX pa3Mepax ONTOBBIX Hal0aBOK W (MJIHM) MIpeAelbHBIX
pasMepax pO3HUYHBIX HaJ0aBOK K YCTAHOBJICHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
npernapaToB (HPaKTHUYECKUM OTIYCKHBIM II€HAM Ha JIEKaPCTBEHHBIE MpEnaparhbl, BKIIOUYCHHBIC B
nepeyeHb KU3HEHHO HEOOXOJUMBIX U BaKHEHIIHNX JIEKAPCTBEHHBIX MTPETAapaToOB, a TAKKE O CyMMeE



3apETUCTPUPOBAHHBIX IIPEACIBHBIX OTIIYCKHBIX L€H IPOU3BOJUTENICH Ha JIEKaPCTBEHHBIC
npenapaTsl, BKJIIOUEHHbIE B IEPEUYECHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX JIEKApCTBEHHBIX
IpenapaToB, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoii denepanyu mNpeaenbHBIX pa3MeEpoB
ONTOBBIX HaJA0aBOK U MpEIENbHBIX Pa3MEPOB PO3ZHUYHBIX HAJI0aBOK M Hajora Ha J00aBJICHHYIO
cToumMocTh. MHpOpMaIus, npeaycMOTpeHHas! HACTOSIIEH YacThlo, JOJDKHA HAXOIUTHCS TAKKE B
anTeYHbIX OPraHU3alkgX B JOCTYIMHOU JIJIsl BCEX 3aMHTEPECOBAHHBIX JIHI] (OopMe U OOHOBIATHCS
0 Mepe €€ pa3MelIeHHsI OpraHaMH UCIIOJIHUTEIBHOM BiIacTH cyObekToB Poccuiickoit denepanuu
B cetd "MHTEepHeT".

(uactsb 3 B pen. denepanpHoro 3akoHa oT 27.12.2019 N 475-D3)

4. Ypatun cuny ¢ 1 mapta 2020 roaa. - ®enepanbubliii 3akoH o1 27.12.2019 N 475-D3.

Masa 13. MOHUTOPUHI 3ODPEKTUBHOCTU N BE3OIMNACHOCTHU
JIEKAPCTBEHHbIX NMPEMAPATOB, HAXOOALWUXCA B OBPALLEHUN
B POCCUNCKOW ®EOEPALIMU
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 64. PapmakoHan3op
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC TIpenaparhl, Haxojsmuecs B oOpamennu B Poccuiickoit deneparuu,
HOJUIeKAT MOHUTOPHHTY A(PQPEKTUBHOCTH M O€30MACHOCTH B LEJSAX BBIABICHHUS BO3MOXHBIX
HEraTUBHBIX  IOCIEACTBUM  MX  NPUMEHEHHUs, HWHIUBHUIYAIbHOW  HENEPEHOCUMOCTH,
OpeIYNpexIeHUs] MEAULUHCKUX pPaOOTHHUKOB, CIEIHAIUCTOB B OOJIACTH BETEPUHAPHH,
MAlMEHTOB WM BJIAJIEIBLEB XUBOTHBIX M MX 3alUTHl OT NIPUMEHEHUs TaKHUX JIEKaPCTBEHHBIX
IIPENapaToB.

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

2. ®apMakoHa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eiepaabHbIM
OpPraHOM MWCHOJHUTEIbHOM BJIACTH B YCTAHOBJIEHHOM UM IIOpSIKE IYTEM aHaiau3a
IpeOCTaBIIsIeMON CyObeKTaMH 00pallleHHs JIEKAPCTBEHHBIX CPEJCTB MHPOPMALIUU O TOOOYHBIX
JIEMCTBUSIX, HEXKEJIATEIbHBIX PEAKLINAX, CEPbE3HBIX HEXKEIATEIbHbBIX PEAKIUAX, HENPEIBUICHHBIX
HE)KEJIATENbHBIX PEaKkIMAX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, 00 MHIANBUAYATLHON
HENEPEHOCUMOCTH, OTCYTCTBUH 3(PHEKTUBHOCTH JIEKAPCTBEHHBIX MPEMapaToB, a TAKXKe 00 MHBIX
dakTax u 00CTOATENBCTBAX, MPEACTABISAIONIMX YIPO3Yy KM3HHM WIM 3/I0POBBIO UellOBEKa MO0
JKUBOTHOTO TNpPU NPUMEHEHHM JIEKAPCTBEHHBIX MPENApaTOB M BBISABICHHBIX HA BCEX ATamax
oOpaleHus JIeKapCTBEHHBIX IpenapaToB B Poccuiickoit denepanuu U APpyrux rocyaapcTBax.

3. CyObekTbl O0OpaleHusi JIEKApCTBEHHBIX CPEACTB B IMOPSJIKE, YCTaHOBICHHOM
YIIOJIHOMOYEHHBIM (pe/lepajbHBIM OpPraHOM HCIIOJIHUTENFHONW BIIACTH, 00sA3aHbI COOOLIATH B
YIIOJIHOMOYCHHBIA (PeiepanbHblii OpraH HMCIOJHUTEIBHON BJIACTH O TMOOOYHBIX JCUCTBUSX,
HE)KENIATENIbHBIX ~ PEaKLUsX, CEPbE3HbIX HEKEIATEeIbHBIX PEaKIUsAX, HENPEIBHIECHHBIX
HE)KeJaTeJIbHbIX PEeaKUIX MMPU MPUMEHEHHUHU JIEKApCTBEHHBIX MPENapaToB, 00 WHAUBUAYATbHON
HETePEHOCUMOCTH, OTCYTCTBUHU 3((EKTUBHOCTH JIEKAPCTBEHHBIX MPENApaToOB, a TAKXKe 00 MHBIX
dakTax M OOCTOATENHCTBAX, MPEACTABIAIOMIUX YIPO3y >KU3HH WM 3JI0POBBIO YellOBEKa JHOO0
KUBOTHOT'O IIPM IPUMEHEHUU JIEKapCTBEHHBIX IPENapaToB M BBISBICHHBIX Ha BCEX OdTamax
oOparreHus JeKapCcTBEHHBIX MpernapaToB B Poccutickoit denepanuu 1 Ipyrux rocy1apcTBax.

4. Jlepxatenu WIM BIAAEIbLBl PErMCTPALMOHHBIX YAOCTOBEPEHUH JIEKApCTBEHHBIX
IpenaparoB, OPUIAWYECKHE JIMLA, Ha WM KOTOPBIX BBIJAHBI PA3PELICHHs HA NPOBEICHUE
KIIMHUYECKNX HcchenoBanuii B Poccuiickoit ®denepanuu, OO0 yIOJTHOMOUYEHHBIE UMH JIPYTHe
IOpUIMYECKUE JIMIla B paMKax oOecredeHHss Oe30MacHOCTH JIEKapCTBEHHBIX IpenapaTroB B
HOpSI/IKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIMM YIIOJIHOMOYEHHBIM (peepanibHbIM  OpraHoM
HCIIOJTHUTENIbHOM BJacTH, 00s3aHbl OCYLIECTBIATH MPUEM, yUeT, 00pabOTKy, aHaJIN3 U XpaHEHUE
HOCTYMAIONIMX B HMX aJpec OT CyOBEKTOB OOpalleHHs JIEKAPCTBEHHBIX CPEACTB M OPraHOB
rOCy/IapCTBEHHOW BJIACTH COOOILIEHUN O MOOOYHBIX ICHCTBUSX, HEXKENATEIbHBIX PEaKIUsX,



CEpbE3HBIX HEXKEJATEIbHBIX W HEMPEABUIACHHBIX HEXKENATENbHBIX PEAKIUSAX MPU MPUMEHEHUU
JIEKapCTBEHHBIX IIPENapaToB, 00 0COOCHHOCTAX UX B3aUMOACHCTBUS C PYTUMHU JIEKAPCTBEHHBIMU
npernapaTamMy, WHIWBHIYaTbHOW HETMEPEHOCHMMOCTH, a Takke 00 UWHBIX (akTax u
00CTOSITENBCTBAX, MPEACTABISIONIUX YIPO3Yy JKU3HHU WU 3I0POBBIO YEIOBEKA JTMOO KUBOTHOTO
WIM BIMSAIONIMX HA W3MEHEHHE OTHOILICHUS OXUJAEMOM TMOJIb3bl K BO3MOXHOMY PHUCKY
MPUMEHEHHUS JIEKapCTBEHHBIX MPETapaToB.

5. llpu BeissBIeHUH WHQOPMAIMK O CEPHbE3HBIX HEKENATEIbHBIX PEAKIUsIX |
HENpPEeIBUCHHBIX HEXKENaTeNIbHbIX PeaklUUiX MPHU MPUMEHEHUH JIEKapCTBEHHBIX Mpenaparos, 00
O0COOCHHOCTSIX X B3aUMOJICHCTBUS C IPYTHMH JICKAPCTBEHHBIMHU TperiapaTaMu, UHIUBUAYATbHON
HENEPEHOCHUMOCTH, a Takke 00 MHBIX (hakTax M OOCTOSTENbCTBAX, BIUSAIOIIMX HA W3MEHEHHE
OTHOILLICHUS OXXHJAeMOM TIOJIb3bl K BO3MOXKHOMY PHUCKY THPUMEHEHUSI JIEKAPCTBEHHBIX
[pernapaToB, JAep)KaTead WU BIAJENbLbl PErHCTPALlMOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX
penaparoB, OPUIWYECKHE JIMIA, Ha UM KOTOPBIX BBIJIAaHbI pPa3pelleHUs Ha MPOBEICHUE
KIIMHWUYECKNX HuccienoBannii B Poccuiickoit denepanuu, MO0 yHIOJIHOMOYCHHBIC UMHU JIPYTHe
IOPUIMYECKHE JHIAa O0s3aHbl MPUHATH MEPHI, HAIMPABJICHHbIE HA YCTPaHEHHWE HETATUBHBIX
MOCNEACTBUIM MPUMEHEHHUSI TaKUX JIEKAPCTBEHHBIX IMPENapaToB, MPEayNpeKICHUE MPUUNHEHUS
Bpe/la XKU3HU WU 3JJ0OPOBBIO YEIIOBEKa OO KUBOTHOTO, 3alIUTY UX OT MPUMEHEHUS TaKHX
JIEKapCTBEHHBIX TPEMapaToOB, HA JOMOJHUTEIBHBIM cOOp AaHHBIX 00 3(P(EKTUBHOCTH U
0€30MacCHOCTH TAKHX JICKAPCTBEHHBIX MIPEMapaToB.

6. 3a HECOOOIIEHNE WM COKPBITHE HH(OPMAITUHU, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH
CTaThU, JEpXKaTeIW WM BIAAETbLbl PETUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX
[pernapaToB, IOPUAMYECKUE JIHIA, HA MMS KOTOPHIX BBIJAHBI Pa3pelieHHs Ha IpOBEIEHUE
KIIMHUYECKNX ucchenoBanuii B Poccuiickoit ®denepanuu, OO yIIOJTHOMOUYEHHBIE UMH JIPYTHE
IOPUIMYECKUE JIMIIA, a TAK)KE JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta HH(GOpMaIs CTajla U3BECTHA 110
pony ux mpo(ecCHOHATBHOW MAEATeThbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanym.

7. Ilpu mony4eHNH YIOJTHOMOYEHHBIM (heiepaabHbIM OPraHOM HMCIIOJIHUTEIHHON BIACTH B
paMKax OCYIIECTBICHUS UM (papMaKOHaA30pa 10Ka3aTeIbCTB O HECOOTBETCTBUH JIEKAPCTBEHHOTO
mpernapaTa yCTaHOBJICHHBIM TPEOOBAHUSIM WIIH TIPH MOJYYCHUN HH(POpPMAIIMK O HECOOTBETCTBUU
JaHHBIX 00 3¢ (EKTUBHOCTH M O OE30MaCHOCTH JIEKAPCTBEHHOI'O TIperapara JJaHHBIM O
JIEKApCTBEHHOM IIperapare, CoIepKalluMCsi B UHCTPYKIUU 10 €r0 MPUMEHEHUIO (B TOM YHUCIE
BBISIBJICHHBIX B XOJI€ OCYILIECTBJICHHS (apMaKOHaI30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMu
WHOCTPAHHBIX TOCYAAPCTB), YIIOJTHOMOYCHHBIN (perepalbHbIil OpraH UCIIOTHUTEIHHON BIACTH B
YCTaHOBJIEHHOM UM MOPSAJIKE pacCMAaTPUBAET BOMPOC O MPUOCTAHOBICHUU MPUMEHEHUS TaKOIro
JIEKapCTBEHHOIO Mpernapara.

Cratbs 65. [lpnocTtaHOBMEHUE NPUMEHEHUSA NTIeKapCTBEHHOro npenapara
(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03)

1. Tlpn mnonydeHnn WHGOPMAIMUM O HEKEIATSIBHBIX PEAKIMIX TPU TPUMCHEHUH
JICKapCTBEHHOTO MperapaTta, He YKa3aHHBIX B WHCTPYKIMU O MPUMEHEHHUIO JIEKapCTBEHHOTO
npernapara, Cepbe3HbIX HEKENATENFHBIX PEAKIHAX, 00 OCOOCHHOCTSIX €ro B3aUMOJCHCTBUS C
JpYTHUMU JIEKAPCTBEHHBIMU IIpeliaparaMy, KOTOpble MOTYT HPEACTAaBIATb YIpPO3y JXKU3HU WU
3JI0POBBIO YEIOBEKA JTMOO KUBOTHOTO, a TAK)KE O HECOOTBETCTBHH JAHHBIX 00 3D PEKTUBHOCTH U
0 0e30macHOCTH JIGKAPCTBEHHOTO TIperapara JaHHBIM O JIEKAPCTBEHHOM Tpernapare,
COJEPKANTMUMCS B MHCTPYKIIMH IO €r0 MPUMEHEHHIO, B TOM YHCJIE OT YIIOJTHOMOYECHHBIX OPTaHOB
HWHOCTPAHHBIX TOCYyAapCTB, 06MCH KOTOpOfI OCYHICCTBIIACTCA B COOTBETCTBUU C COIIAILICHUAMU
MEXIy  YIOJHOMOYEHHBIM  (efepalbHBIM  OpPraHOM  HCIIOJHUTEIBHOH  BIACTH  H
YIIOJIHOMOYEHHBIMUA OpPraHaMU HMHOCTPAHHBIX TOCYIApCTB, YIOJHOMOYEHHBINH (eaepanbHblii
OpraH HCIIOJHUTEIHHONH BIACTH PACCMAaTPHUBAET BOMPOC O BO3MOXXHOCTH MPHUOCTAHOBIICHHS
oOpalIeHus: TaKoro JEKapCTBEHHOTO Ipernapara B MOPsIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHOW BIIACTH.



2. Ilpu HEUCNOIHEHUH WM HEHAJIEKALIEM UCIIOJHEHUM NEPKATENIIMU WIN BIIAJENIblIaMU
PEruCTPaIOHHBIX YAOCTOBEPEHUI JIEKapCTBEHHBIX MpENnaparoB, IOPUAMYECKUMHU JTUIAMH, Ha
UMs KOTOPBIX BBIJAHBI PAa3peLICHUs Ha NPOBEJCHUE KIMHUYECKUX UCCIenoBaHuil B Pocculickon
Oenepalyiv, WIK YINOJIHOMOUYEHHBIMH UMHU JIPYTUMH IOPUAMYECKUMHU JIMLIAMU OO0S3aHHOCTEH,
YCTAHOBJICHHBIX YacTsMH 3 U 4 ctaTtbu 64 Hacrosmero dexepanbHOro 3aK0Ha, MO0 B CIIydasx
MPEJICTaBICHNUS COOTBETCTBYIOIIKM YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OPraHOM HCTIOHUTEIbHON
BJIACTH 3aKJIOYEHUS O HEIOCTOBEPHOCTU PE3YJIBTATOB KIMHUYECKOIO  MCCIEI0BaHUS
JIEKapCTBEHHOTO Mpenapara Jijisi MeJUIIMHCKOTO IPUMEHEHHSI, KOTOPOE OCHOBAHO Ha pe3yJbTaTax
IIPOBEPKU MEIUIIMHCKOM OpraHu3aiyy, NpoBOJUBIIEH YKa3aHHOE KIIMHUYECKOE HCCIEA0BAHNE C
HapylIeHHEeM NpaBWJ HaJJiexalled KIMHUYECKOW MPaKTHUKU, M TMPUBEIO K MOJYYEHHUIO
HEJIOCTOBEPHBIX pPE3y/lbTaTOB, JMOO B clyyae HEBBIIOJHEHUS TPEANUCAHUSA, BBIIAHHOTO
YIIOJTHOMOYEHHBIM (eieparibHbIM OPraHOM HCTIOJHUTENBHOM BIACTH MO UTOTaM OCYIIECTBIICHUS
BBIOOPOYHOTO KOHTPOJISI KAUeCTBA JICKAPCTBEHHOTO Tperapara, yIoJIHOMOYCHHbIH (enepanbHbIi
OpraH HCIIOJIHUTEIbHOW BJIACTH B YCTAaHOBJIEHHOM MM IOpSIKE paccMaTpuBaeT BOMNPOC O
IPUOCTAHOBJICHUH IIPUMEHEHUS TAKOTO JIEKAPCTBEHHOIO IIpenapara.

3. YnonHoMoueHHBIN (henepanbHbId OPraH MCTOJHUTEILHON BIACTH MPH MPEICTABICHUN
€My CBEJICHHI 0 HECOOTBETCTBUH ITPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPABUII
HaJJIeXkallel Mpou3BOJICTBEHHOMN MPAKTUKU U (UJIM) O HAPYILIEHUU JIMIEH3MOHHBIX TPEOOBaHMIA,
KOTOpbIE ObLTU BBISBIICHBI B X0/I€ TIPOBEICHHS HHCIICKTUPOBAHHS IPOU3BOAUTEIS JIEKAPCTBEHHBIX
CPEJICTB WJIM OCYILECTBICHHUS JINLIEH3UOHHOTO KOHTPOJIS B cpepe MpOn3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB U TNPUBEIM WIM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IpEMapaToB AJIs
MEAMIIMHCKOTO TPUMEHEHUs, MPUYMHUBIIUX WM CHOCOOHBIX NPUYMHUTH BPEI >KU3HHU WU
310pPOBBIO TpakJaH, pacCMaTpUBAET BONPOC O MPHUOCTAHOBIEHUU NPUMEHEHHUS JIEKAPCTBEHHBIX
IpenapaToB i MEAMIIMHCKOTO MPUMEHEHHS B YCTAHOBJIIEHHOM WM TOPSAKE B CIEIYIOIIMX
ClIyJasx:

1) cocraB u (WiM) TEXHOJOTHUA TMPOU3BOACTBA JIEKAPCTBEHHOTO TMpemapara it
MEAMLIMHCKOT0 NPUMEHEHN (C ONIMCAaHUEM CTaui IPOU3BOICTBA) OTIIMYAIOTCS OT 3asIBJICHHBIX B
PErucTpaliOHHOM JIOChE;

2) JeKapCTBEHHBIH Ipenapar [uisi MEAMLHMHCKOIO IPUMEHEHHMs NPOM3BENEH Ha
MIPOM3BOJICTBEHHOM IUIOMIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChHE;

3) y Ipou3BOANTES JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT IOKYMEHTBHI, TOATBEPKIAIOLINE
COOTBETCTBHUE KaUeCTBa JICKAPCTBEHHOTO IIpernapaTa sl MEUIIMHCKOTO IPUMEHEHHs!, BBOAUMOTO
B IpaXk1aHCKUi 000pOT, TpeOOBAHUSAM, YCTAHOBJICHHBIM IPU €TI0 FOCYIapCTBEHHON PETUCTPALIH;

4) TpOW3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COIJACOBAHHBIN C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIIOJIHUTENIFHOW BJIACTH CPOK HE YCTPAHEHBI
HapymieHus TpeOOBaHWM TIpaBUJI HAJIJICKAIICH MPOU3BOACTBEHHON TMPAKTHKA U (WIJIH)
JIMILIEH3UOHHBIX TPpeOOBaHMUH, KOTOpbIE ObUTH BBISBICHBI B XO/€ MPOBEACHUS HHCIIEKTUPOBAHUS
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJICTB UM OCYIIIECTBICHUS JTUIIEH3MOHHOTO KOHTPOJIS B cepe
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M IPUBEINM WIM MOTYT IPHUBECTU K IPOU3BOICTBY
JIEKapCTBEHHBIX MpEenaparoB JUisi MEAUIIMHCKOTO NMPUMEHEHUS, TPUYUHUBIINX WM CHOCOOHBIX
IPUYUHUTH BPE]l )KM3HU WU 3J0POBBIO I'PaXk/IaH.

(uacth 3 BBenmeHa denepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YTIONMHOMOYEHHBIN (eniepaabHbIil OpraH UCIOJIHUTEIFHON BIACTH NPU HAJIMYUHU Y HETO
CBEJICHUI O HECOOTBETCTBUHU IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM MPABHII
HaJIJIeKaIed MPOU3BOICTBEHHON MPAKTUKH M (UJIM) O HApYIIECHUH JIMIEH3UOHHBIX TPeOOBaHUIHA,
KOTOpBIE ObLITN BBISIBJICHBI B X0/1€ MPOBEICHUS UHCIIEKTUPOBAHUS IIPOU3BOAUTEIS JIEKAPCTBEHHBIX
CPEZCTB WM OCYIIECTBICHUS JTUIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOJCTBA JICKAPCTBEHHBIX
CPEICTB U TMPHUBEIM WIM MOTYT NMPUBECTH K MPOU3BOJCTBY JIEKAPCTBEHHBIX IMpENapaToB AJis
BETEPUHAPHOTO MPHUMEHEHHsI, NMPUYUHHUBIIUX WIH CIIOCOOHBIX NPUYMHUTH Bpel KU3HU WM
3I0POBBIO KUBOTHBIX, paCCMaTPUBAET BOMPOC O MPUOCTAHOBICHUH pean3ali U IPUMEHEHUs
JIEKapCTBEHHBIX IIPENapaToB 1Ji BETEPUHAPHOIO IMPUMEHEHUS B YCTAHOBIEHHOM UM IOPSJIKE B

CIIEAYIONINX CITydasx:



1) cocraB W (WIM) TEXHOJOTHA TMPOU3BOACTBA JICKAPCTBEHHOTO TNpenapara s
BETEPUHAPHOIO NIPUMEHEHH (C OIMCAHUEM CTAaJUi MPOU3BOJCTBA) OTIMYAIOTCS OT 3asIBICHHBIX
B PETUCTPALIMOHHOM JOCHE;

2) JeKapCTBEHHBIM mpenapaT [yl BETEPUHAPHOIO IPUMEHEHHs IPOM3BEJNECH Ha
IIPOM3BOJICTBEHHOM IUIOIIAJIKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JOCHE;

3) y Ipou3BOANTENA JIEKAPCTBEHHBIX CPEJCTB OTCYTCTBYIOT TOKYMEHTBI, TOATBEPKAAIOLIIE
COOTBETCTBUE KauyecTBa JIEKAPCTBEHHOIO IIpemnapara [Uisi BETEPUHAPHOTO INPUMEHEHMS,
BBOJIUMOTO B TpakKJaHCKH 000pOT, TpeOOBaHUSIM, YCTAaHOBJIEHHBIM IIPU €r0 roCylapCTBEHHON
perucTparuy;

4) TpOU3BOAUTENEM JIEKAPCTBEHHBIX CPEICTB B COIIACOBAHHBIM C COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIIOJIHUTENIFHOW BJIACTH CPOK HE YCTPAHEHBI
HapymieHus TpeOOBaHWM TIpaBUJI HAJIJICKAIICH MPOU3BOACTBEHHON TMPAKTHKA U (WIJIH)
JIMIIEH3UOHHBIX TPpeOOBaHMH, KOTOpbIE ObUTH BBISBICHBI B XO/€ MPOBEACHUS HHCIICKTUPOBAHUS
IIPOM3BOUTENIS JIEKAPCTBEHHBIX CPEJICTB WIIM OCYIIECTBICHHUS JTULIEH3MOHHOTO KOHTPOJIS B chepe
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M IPUBEIM WIM MOTYT IPUBECTU K IPOU3BOICTBY
JIEKapCTBEHHBIX MPENapaToB [yl BETEPUHAPHOTO MPUMEHEHHsI, IPUYMHHUBIINX WIN CHOCOOHBIX
NPUYHHUATH BPE )KU3HU UITH 3/10POBBIO )KUBOTHBIX.

(uactb 4 BBeneHa DenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

Koncynsrantllntoc: npumeyanue.

C 01.01.2026 cr. 65 nomonnsieTcs 4. 5, 6 (O3 oT 27.12.2019 N 475-D3).

Koncynsrantllntoc: npumeyanue.

C 01.09.2023 ct. 65 nononusiercs 4. 7 (O3 ot 02.07.2021 N 317-D3). Cwm. Oyayuiyro peaakuuio.

CtaTtbsa 66. UHopmaumsa o pesynbTaTtax papmakoHagsopa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YTOTHOMOYECHHBIH (eepaabHblii OpraH HMCIOJHUTENFHONW BIACTH, OCYIIECTBISIFOIIUI
(apMakoHaa30p, MO €ro pe3ynbTaTaM pa3MellaeT Ha CBOeM OQUIMAIbHOM caiiTe B CeTu
"UuTepHer" nHpOpMAIHIO O:

1) BBIABICHMH HOBBIX MOATBEP)KICHHBIX JAHHBIX O MOOOYHBIX AEHCTBHSX, HEIKEIATEIBHBIX
peaKLUAX, CEPhE3HBIX HEXKENIATEIbHBIX PEaKLMIX, HEIIPEABUICHHBIX HEXEIATEIbHBIX PEAKIUAX
IIpY TNPUMEHEHWH JIEKAPCTBEHHOI'O IIpernapaTra, B TOM 4YHCJIE BIUAIOIUX Ha OTHOIICHHE
0’KMJ1a€MOU IOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHHUs TaHHOT'O JIEKAPCTBEHHOIO IIperapara;

2) OPUHATBHIX PELICHHUAX O BHECEHHMM W3MEHEHMH B MHCTPYKLUIO 110 NPUMEHEHUIO
JIEKapCTBEHHOTO TpernapaTa, 0 MPHUOCTAHOBJICHUH NMPUMEHEHUs JIEKapCTBEHHOIO Ipernapara, 00
U3BATUM W3 OOpAILeHMs JIEKAPCTBEHHOI'O Ipernapara MM O BO300HOBJIEHUU IPUMEHEHMS
JIEKapCTBEHHOIO IIpernapara.

Nasa 14. AHOOPMALUA O JIEKAPCTBEHHbIX NMPEMNAPATAX. CACTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbBIX NMPEMAPATOB
anda MEgUUMHCKOIro NPUMEHEHUA
(B pen. ®enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratbsn 67. WHcopmaumsa o0 nekapcTBeHHbIX npenapatax. Cucrtema
MOHUTOPUHra [OBWXEHUS JeKapCTBEeHHbIX npenapatoB Ansa MeauLUHCKOro
NnpUMeHeHuUsA
(B pen. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

1. Wudopmamuss o INeKapCcTBEHHBIX IpenapaTax, OTIHYCKaeMBIX [0 pelenty Ha
JIEKApCTBEHHBIN Mpenapar, IO0JKHA COAEPKaTbCsA TOJBKO B CHEIUAIM3UPOBAHHBIX HM3JAHUSX,
OpeIHA3HAYCHHBIX JUISI MEIUIMHCKHUX, (apMaleBTHYECKMX pAOOTHUKOB, CIELHAINCTOB B
obOnactu BerepuHapuu. MHpopmainus o JIeKapCTBEHHBIX Npenaparax A CIEHUAINCTOB B



oOmact oOpalleHHs] JICKApCTBEHHBIX CPEACTB MOXET COJepX aTbcs B MoOHOrpadusx,
CIPaBOYHHMKAX, HAYYHBIX CTaThsX, B JOKJIaJaX Ha KOHTpeccax, KOH(epeHIUIX, CUMIIO3nyMax,
HAy4YHBIX COBETAX, a TAK)KE B MHCTPYKIUAX MO MPUMEHEHHIO JI€KaPCTBEHHBIX MPENapaToB.

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

2. UVudopmamusa o JeKapcTBEHHBIX Iperaparax, OTIyCKaeMbIX 0e3 perenta Ha
JICKapCTBEHHBIN MpemnapaT, MOXET COJAEp>KaThCs B MYOJIMKAIMSIX M OOBSIBICHUAX CPENCTB
MaccoBOi MH(OpMAIKHU, CTICIUATU3UPOBAHHBIX U OOIINX MMEYATHBIX M3AAHHUSIX, HHCTPYKIUAX TIO
NPUMEHEHHUIO JIEKaPCTBEHHBIX IpENapaTroB, MWHBIX H3JaHUSAX CYOBEKTOB oOpalleHus
JIEKapCTBEHHBIX CpelCTB. PexiiaMHble MaTepuaibl O JIEKAPCTBEHHOM IIpenapare, OTIyCKaeMOM
0e3 pelenra Ha JIEKAPCTBEHHBIM Ipenapar, [OJDKHBI COOTBETCTBOBAaTh HMHCTPYKIUH TIO
IPUMEHEHHUIO JIEKAPCTBEHHOIO IIperapara.

3. JlomyckaeTcsi WCIIONB30BaHHUE JIIOOBIX MaTepUaJbHBIX HOCUTEJCH, TO3BOJISIFOITNX
XpaHUTh, TMEpefaBaTh W MCIOJIb30BaTh MH(OPMAIMIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee
VCKAKECHHUSL.

Koncynsrantllntoc: npumedanue.
C 01.04.2024 B u. 4 ct. 67 BHOCsATCsA u3MeHeHus (D3 ot 04.08.2023 N 428-D3). Cm. Oyaymryro
pENaKLHuIo.

4. lns ueneit uaeHTUGUKALUN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO
IPUMEHEHHS TPOU3BOAMUTENM JIEKAPCTBEHHBIX CPEACTB B  IOPSAOKE, YCTAHOBICHHOM
[TpaBuTenscTBOM Poccuiickoit denepanyy, HAHOCAT Ha TIEPBUYHYIO YIMAKOBKY (B OTHOIIECHUU
JIEKapCTBEHHBIX IPENapaToB I MEAUIIMHCKOTO IPUMEHEHNS, UIsl KOTOPBIX HE MPEAYCMOTPEHA
BTOPHYHAS YIIAaKOBKA) U BTOPUYHYIO (MIOTPEOUTEIIBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX IIPETIapaToB
JUIE MEAMLIMHCKOTO TPHUMEHEHHs CPEACTBA MACHTHU(PHUKAINY, 32 UCKIIOUEHHEM JICKapCTBEHHBIX
IpenaparoB Uil MEAULUHCKOTO NMPUMEHEHMS, MPOU3BOJAUMBIX I MPOBEACHUS KIMHUYECKHUX
UCCJIEIOBAaHUM, DKCIOPTA, JIEKAPCTBEHHBIX IPEMApaTOB JUIsl MEIUIIMHCKOTO IPUMEHEHMS,
yKa3aHHBIX B 4YactaXx S5 w®w &8 crarbm 13 Hacrosmero deaepalbHOTO  3aKOHA,
paarodapMareBTHUECKUX JIEKAPCTBEHHBIX MPEMapaToB, IMHUSIBOK MEAWIIMHCKUX ¥ Ta30B
MEIUIUHCKUX.

(uacTh 4 BBeneHa DenepanbHbiM 3aKk0HOM OT 28.12.2017 N 425-D3 (pexn. 27.12.2019))

5. XapakTepuCTUKH CpeACTBa HICHTU(UKAIIMU, MTOPATOK €ro HaHECEHHsS U TpeOOBaHUS K
CTpykType u ¢dopmaty wuHPOpMAIUU, KOTOPYIO COACPKHUT CPEACTBO HACHTU(DUKAIIH,
onpexenstorcs [IpasutensctBoMm Poccuiickoit @eaepanuu.

(uacTh 5 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-D3)

6. Ilopsanok co3manus, pa3BUTHS, BBOJA B DKCIUTyaTalMIO, SKCIUTyaTallud M BBIBOJA W3
JKCIUTyaTalldd  CHCTEMbl MOHHMTOPMHIA JIBWXKEHHUS JICKAPCTBEHHBIX IMpenaparoB s
MEAMIIMHCKOTO MPUMEHEHHU S, OPSA0K IPeI0CcTaBIeHUs HH(pOpMAIINU, COAEpKaIIelcs B CCTEME
MOHUTOPUHTA JIBHJKCHMSI JIEKAPCTBEHHBIX MpenaparoB sl MEAMIIMHCKOIO NPUMEHEHUs, U
NOPSIIOK  B3aUMOJCHCTBUS ~ YKa3aHHOM  CHUCTEMBl C  HHBIMH  TOCYIapCTBEHHBIMH
WHPOPMALIMOHHBIMUA CHUCTEeMaMHd W WHQPOPMAIMOHHBIMU CHCTEMaMU FOPUANYECKHUX JIAIl U
WHJIUBUIYAIbHBIX TpEANpPUHUMATENCH, yKa3aHHbIX B 4YacTax 7 W 10 HacTosimeld CcTaThi,
ycraHaBnuBatorcs  [IpaButensctBoM  Poccmiickoit  ®enepaunu. OneparopaMu  CHUCTEMBI
MOHUTOPHHIA IBUKECHHUSI JIEKAPCTBEHHBIX MPENAPATOB JJIs1 MEAULIUMHCKOTO IPUMEHEHUS SIBIISIIOTCSA
denepanbHBIE OpraH WCIOTHUTENFHOW BIACTH W (MJU) OpraHHW3anus, YHIOJTHOMOYCHHBIE
[IpaButenscTBOM Poccuiickoit @enepanuu.

(uacTh 6 BBeneHa DenepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

7. IOpuaudeckue JMLIAa W WHOUBUIYAJIbHbIC NPEINPUHUMATEIN, OCYLIECTBISIOIINE
IIPOU3BOJCTBO, XpaHeHue, BBO3 B Poccuiickyro Penepanmio, OTIIYCK, pealu3alyio, repenady,
NPUMEHEHNE U YHUYTOKECHHME JIEKAPCTBEHHBIX MPENAPATOB I MEIULUHCKOTO NMPUMEHEHHS,
o0ecreynBarOT B MOPSAJKE U B COCTaBe, KOTOpble ycraHoBIeHHbI [IpaBurensctBoM Poccuiickoii
@enepalli ¢ y4eTOM BHJA OCYIIECTBIIIEMON HWMHU JIE€ATEIbHOCTH, BHECEHHE HMH(OpMaIuu o
JIEKAPCTBEHHBIX TMpenaparax J[uisi MEAUIIMHCKOrO0 NPUMEHEHUS B CHCTEMY MOHUTOPHHTA
JBUKEHHUSI JIEKAPCTBEHHBIX NIPENApATOB ISl MEAULIUHCKOIO IPUMEHEHHS.



(uacth 7 BBeneHa DenepanbHbiM 3aKk0HOM 0T 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE IpenapaTsl JIsi MEAUIIMHCKOTO IPUMEHEHUS, IPEIHAa3HAYECHHbIC IS
oOecrieyeHuss I, OONBHBIX TeMO(UIHeNd, MYKOBHUCIHUI030M, T'HIOPHU3APHBIM HAHU3MOM,
Oose3Hpio [omre, 3710Ka4eCTBEHHBIMH HOBOOOPa30BaHUSIMHU JTUM(MOUTHOW, KPOBETBOPHOW H
POICTBEHHBIX UM TKaHEH, paCCETHHBIM CKJIEPO30M, JIUII ITOCIIE TPAHCIUIAHTALIMN OPTaHOB U (MJIN)
TKaHeH, npousBeaeHHbie 10 31 nexadps 2019 roma, a Takke MHBIC JIEKAPCTBEHHBIC MpENapaThl
JUISL METULIMHCKOTO MPUMEHEHHUs, mpou3BeaeHuble 10 1 urons 2020 roga, nmoajieskar XpaHEHHUIO,
NEepPEeBO3Ke, OTIYCKY, pealu3aluu, I[epefade, MpUMEHEHHI0 0e3 HaHECeHMsI CpelCTB
UICHTU(QHUKAIIMK 10 UCTeUeHHs cpoka ux rogHoctH. IlpaButensctBo Poccuiickoit deneparmu
BIIPaBE YCTAHOBUTH OCOOEHHOCTH BBOJA B IPAXKIAaHCKUI 000POT JIEKApCTBEHHBIX MTPEMapaToB AJis
MEIUIIUTHCKOTO MPUMEHEHHU S, TPON3BeACHHBIX B iepuo ¢ 1 urons 2020 roxa mo 1 oxts6pst 2020
roga. B nensx BBoxa B rpaKAaHCKUIl 000POT JIeKapCTBEHHbIE MpenapaTthl AJIsi MEIULUHCKOTO
IPUMEHEHHS, 3a HCKIIOUEHUEM JIEKAPCTBEHHBIX IIPENapaToB, IPEeIHA3HAUEHHBIX IS
obecrieueHUsT JHUI, OOJILHBIX TeMO(UINEH, MYKOBHCIHIO030M, THUIMO(HU3apHBIM HAHU3MOM,
Oone3npto [omie, 37M0KaueCTBEHHBIMH HOBOOOPA30BaHUSAMHU JTUMQPOUIHOH, KPOBETBOPHOH H
POJICTBEHHBIX UM TKaHEH, paccessHHBIM CKIIEPO30M, JIUI] TIOCTIE TPAHCIUIAHTAIIMM OPTraHoOB U (HJIN)
TKaHel, MpOou3BeCHHBIE 3a peenaaMu Tepputopun Poccuiickoit @enepannu 1o 1 oktsaops 2020
rojga, MOryT ObITh BBe3eHbl B Poccuiickyro ®@enepamuio no 1 saBaps 2021 roma B mopsake,
ycraHoBlieHHOM [IpaButensctBoM Poccuiickoit ®epepauuu, ©0€3 HaHECEHUS CPEICTB
UICHTU(DUKAITIH.

(B pen. denepasbHBIX 3aKOHOB OT 27.12.2019 N 462-03, ot 13.07.2020 N 206-D3)

8. Opranuzanusi UHQOPMALIMOHHOTO B3aUMOJEHCTBHUS CUCTEMbl MOHMTOPHUHTA JIBUYKEHUS
JIEKAPCTBEHHBIX MPENapaToB sl MEIUIMHCKOTO MPUMEHEHHUS C WMHBIMH TOCYAapCTBEHHBIMU
MH(GOPMALIMOHHBIMU CHCTEMaMHU O0ECIIeUnBAETCSl B TOM UHCIIE MOCPEACTBOM UHGPACTPYKTYPHI,
oOecrieunBaromell MHPOPMALMOHHO-TEXHOJIOTUYECKOe B3auMOJICHiCTBHE HMH(OPMAIIMOHHBIX
CHUCTEM, HCIOJb3YEMBIX I IPENOCTABICHUS TOCYIAPCTBEHHBIX W MYHHUIIMNAIBHBIX YCIYI U
UCTIOJIHEHUS TOCYIaPCTBEHHBIX U MYHUIUIATIBHBIX (DYHKIMNA B 3JIEKTPOHHOH (opme.

(uacth 8 BBenmeHa DenepanbHBIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Mudopmamus, copepkamiascs B CHUCTEME MOHHTOPUHIA JBHXCHHS JIEKaPCTBEHHBIX
[penapaToB JIIsl MEAUIIMHCKOTO MPUMEHEHUSs, BISETCS] HHPOpMaIueil orpaHUYe€HHOT0 10CTyIa
B COOTBETCTBHM CcO cTatheil 9 DenepanbHoro 3axona ot 27 utonst 2006 roga N 149-d3 "OO6
uHbopMaluy, THPOPMAIIMOHHBIX TEXHOJOTUSX M O 3aluTe MHpopManuu', 3a MCKIIOUYEHUEM
UH(pOpMAaIIKH, HETOMYCTUMOCTb OIpaHHUYEHHS JOCTyIa K KOTOPOH yCTaHOBJEHA (perepatbHbIMU
3aKOHaMH, a TaKxke uHpopMammu, oTHeceHHOU [IpaButenbctBom Poccuiickoit denepanuu B
COOTBETCTBUM C HacrosmuMm @DenepanbHbIM 3aKOHOM K OOLIENOCTYIHOW HH(pOpMaIUm.
Ob6menoctynHasi uHpopmanus, coaep)kamasici B CHCTEME MOHUTOPHMHTA  JIBHKEHUS
JIEKapCTBEHHBIX MPEnapaToB sl MEIUIIMHCKOTO MPUMEHEHHSI, pa3MeniaeTcsi B uH(GOpMaIMOHHO-
TeJIEKOMMYHUKAIMOHHOU ceTr "MHTepHeT" (B TOM yucie B popMe OTKPHITHIX IAHHBIX ) B TIOPSIJIKE,
ycranoBiieHHOM [IpaBurensctBom Poccuiickon @enepanuu.

(dactp 9 B pen. @eaepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Hoctyn k wuH(pOpManuu, CoOAep)KaIIeWcs B CHCTEME MOHHUTOPHUHIA JIBIXKCHUS
JICKapCTBEHHBIX TpENapaTroB A MEIUIIMHCKOTO MPUMEHEHHs, 00eCleyuBaeTcsl OornepaTopoM
CHUCTEMbl MOHMUTOPHUHTA JIBUKEHUSI JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHUS
B Mopslke, yctaHoBiIeHHOM IIpaBurenbctBoM Poccuiickoit @enepanuu, B COOTBETCTBHHM C
3akoHoaTenbCTBOM Poccuiickoit deneparn 06 nHpopmanuu, HHOOPMAITMOHHBIX TEXHOJIOTUIX
1 0 3ammre MHPOPMAIMH, 3aKOHOIATeIhCTBOM Poccuiickoit deaepanun 0 TOCyaapCTBEHHOU
TaiiHe, 3aKoHoAaTenbCcTBOM Poccuiickon denepanv 0 KOMMEPUYECKOM U HHOM OXpaHIEMOH
3aKOHOM TallHE W C YYE€TOM MOJIOKEHHM Hacrtosmed cratbu. [IpaButenscTtBOo Poccuiickoit
®eepaniy BIPAaBE YCTAHABIMUBAThH MEPEUYCHb JIEKAPCTBEHHBIX MPENapaToB AJisi MEAUIIMHCKOIO
NPUMEHEHUS U (WJIM) TPYHN JIEKApCTBEHHBIX IMPEnapaToB A MEIUIIMHCKOTO MPUMEHEHUs U
0COOEHHOCTH JIOCTYNa K MH(POPMALMU O TAaKUX JIEKAPCTBEHHBIX IpenapaTax, CoAeprKallencs B
CHUCTEME MOHUTOPHHIA ABUKEHUS JIEKAPCTBEHHBIX MPENapaToB Il MEJULUHCKOTO IPUMEHEHHS.



(uactb 9.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.2. Tlonp30BaTenu CHUCTEMbl MOHHUTOpPUHIA ABW)KEHHUS JIEKAPCTBEHHBIX MpPENapaToB s
MEIUIIMHCKOTO MPUMEHEHHsI O00JaJaloT MPaBOM JOCTyNa K HH(POpPMALUHU, COAEpKallencs B
CHUCTEME MOHUTOPHUHTA JABMKEHHUS JI€KapCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHHUS,
C Y4YeTOM OTpaHMYCHMH IOCTyHa K yKa3aHHON mHdopMammu W ee mociemyiomeid oOpadoTke,
YCTaHOBJIEHHBIX HAacTOSIIUM DenepalbHbBIM 3aKOHOM U HWHBIMH HOPMATHBHBIMHU IPABOBBIMU
aktamu Poccuiickoit @enepanuu.

(dactp 9.2 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. denepanbHble OpraHbl UCIOJHUTEIBHON BIACTH W OPraHbl MCIOJHUTEIBHOW BIIACTH
cyosekToB Poccuiickoit ®enepanuu B 1emsx, onpeaeneHHbx [IpaButensctBoM Poccuiickoii
Denepary, UMEIOT MPABO JOCTyNa K MH(OpManu o0 CyObeKTax OOpalleHus JIeKapCTBEHHBIX
CPEIICTB, O JIEKAPCTBEHHBIX IpernapaTax U 00 00OpOTe TaKMX JIEKAPCTBEHHBIX IPENapaTosB,
HEOOXOIMMOW Ui BBINOJHEHHUS 3aJad M OCYIIECTBICHUS (YHKIMHA, BO3JIO)KEHHBIX Ha
benepanbHble OPraHbl UCTIOTHUTENBLHOM BIACTH U OPraHbl UCIOIHUTEIBHON BIacTU CyOBEKTOB
Poccuiickoit @eneparyy, cTaTUCTUYECKON MH(POPMALIUU O JEKapCTBEHHBIX Ipenaparax u 00 ux
obopore, a Takke K odmenoctynmuoi uHpopmaruu. CoctaB 3TOM MHPOPMAIUKA OTPEEIAETCS
COIVIAIICHUSIMU 00 MH(POPMALIMOHHOM B3aMMOACHUCTBUH, 3aKIIOYCHHBIMH ONEPATOPOM CHUCTEMBI
MOHMTOPHHTA JIBM)KEHHUS JIEKAPCTBEHHBIX NpEnaparoB i MEIUIMHCKOrO MPUMEHEHHs C
(denepanbHBIMH OpraHaMH HCIOJHUTEIBHOW BJIACTH WM OpraHaMU HCIOJHHUTEIbHOH BIAacTH
cyosekToB Poccuiickoii ®deneparun u  ¢eaepaqbHBIM OpPraHOM HCIIOJTHUTEIBHOW BJIACTH,
OCYIIECTBIISIONIMM (YHKIIMM TIO BBIpAOOTKE W pealn3alliil TOCYJapCTBEHHOW IONUTUKU H
HOPMAaTUBHO-TIPAaBOBOMY PETYJIHPOBAHUIO B cepe 31paBOOXPAHEHUS.

(uactb 9.3 BBenneHa @enepasbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.4. CyOnekT oOpareHus JIeKapCTBEHHBIX CPEJICTB UMEET MPABO JOCTYIA K HH(GOpMAIUH 00
olepanusax C JEKapCTBEHHBIMH IpenapaTamMy JUIsi MEAUIUHCKOTO MPUMEHEHUS, COBEPILIECHHBIX
3TUM CyOBEKTOM 00paIieHus JEKapCTBEHHBIX CPEACTB, a TAK)KE K 001 I0OCTYITHON HH(GOpMAaITHH.
(uacTb 9.4 BBeneHa @enepanbHbIM 3akoHOM 0T 04.08.2023 N 474-D3)

9.5. Omneparop cHUCTEMBl MOHHMTOPHMHIA JBH)KCHHUS JIEKAPCTBEHHBIX IIPENapaTroB IS
MEIUIIMHCKOTO TPUMEHEHHUsI 00JafaeT MpaBoOM JOCTyNa K HHGPOpMalWH, COJIepKalleics B
CHUCTEME MOHUTOPHUHTA JABM>KEHHUS JI€KapCTBEHHBIX MPENapaToB ISk MEIUIIMHCKOTO IPUMEHEHHUS,
BKJTI0Yast HH(POPMAIIUIO OTPAaHUYCHHOTO JOCTYIA, C BO3MOKHOCTBIO €€ 00pabOTKH, B TOM YHCIIE
€e MPEeIOCTaBIICHUSI U PacIpOCTpaHEHus, oOecrieyeHns JOCTyNna K Hel U OKa3aHHs yCIyT C ee
UCTIOJIb30BaHUEM (J1anee - 00paboTka).

(uactp 9.5 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.6. OmnepaTop CHUCTEMBI MOHUTOPHHIA [BUXECHMS JIEKAPCTBEHHBIX IIPENapaToB s
MEAMIIMHCKOTO MPUMEHEHUS MOXKET OCYIIECTBISATh 00paboTKy MHGOpMalMy OrpaHUYEHHOIO
JIOCTYTIA, CO/IEPIKaIIelicss B CUCTEME MOHUTOPHHTA JIBUKEHHUS JICKAPCTBEHHBIX MPENapaToB JUIs
MEAMIIMHCKOTO MPUMEHEHHUS, MPU YCIOBUU 0053aTeIbHOr0 00e3TMYMBaHMsI TaKoi nH(OpManuu
B COOTBETCTBHM C YTBEp)KIAaeMbIMH (eAepalbHBIM OPraHOM HCIIOJIHUTENBHONW —BIIACTH,
OCYIIECTBISIOMUM (GYHKIMH IO BBIPAOOTKE U pealu3alil TOCYAAPCTBEHHOW MOJUTUKU U
HOPMATHUBHO-TIPABOBOMY PETYJIMPOBAaHUIO B cdepe 3ApaBOOXpaHEHMs, MO COTIACOBAHUIO C
benepanbHBIM OPraHOM HCHOTHUTENIbHOM BIACTH, OCYIIECTBISIIOIIMM (QYHKIIUU 110 KOHTPOIIO U
Ha/30py B chepe HHPOPMAIMOHHBIX TEXHOJOTHH M CBSI3UW, M (eaepaJbHBIM OpPraHoOM
WCIIOTHUTEIIbHOW BJacTH B oOysactu  oOecrieueHuss O€30MacHOCTH TPEOOBaHUSIMH K
00e3MMYMBaHUIO TakoW HMH(POpPMAUM W MeToJaMH OOe3IMYMBAHHS Takol HH(OpMaIIH.
O6e3nuuenHas nHopMaIs, MOJyIeHHAs! B pe3yJIbTaTe YKa3aHHON 00pabOTKH U coaepIKamiascs
B CHCTEME€ MOHHUTOPHUHIA JBIKCHHS JIEKAPCTBEHHBIX MPENapaToB s MEAMLUHCKOTO
NpPUMEHEHHUs, SABJsieTcsl nHpopManuen orpaHndeHHoro aoctyna. ObesnuyeHHass nHGopmanus,
JOCTYIl K KOTOpOW ObUT oO0ecredyeH OmepaTopoM CHCTEMBbl MOHHTOPHUHIA JBHXKCHHS
JIEKapCTBEHHBIX MpEenaparoB [Uisi MEAULMHCKOTO NMPUMEHEHHs] B LIEJSAX OKa3aHHUS yCIOyr C ee
UCTIOJIb30BAaHUEM, TOJICKUT XPAaHEHHIO B CUCTEME MOHHMTOPUHIA JIBUKECHHUS JICKaPCTBEHHBIX
IpernapaToB JUIsi MEAULMHCKOTO MPUMEHEHHS HE MEHee MSTH JIET ¢ JaThl IPelOoCTaBIICHUS



JocTyna K o0e3nuueHHOW wWHGpoOpMalMy, W Ha HEEe HE pPaCHpOCTPaHSIOTCS TpeOoBaHUS K
MH(QOPMAaLMU OIrPAaHMUYEHHOT'O 10CTYIa, YCTAHOBJIEHHbIE HACTOSILEH CTaTheH.
(uactb 9.6 BBenneHa denepanbHbIM 3aKk0HOM OT 04.08.2023 N 474-D3)

9.7. Omneparop CHUCTEMBl MOHHMTOPHMHIA JBH)KCHHS JICKAPCTBEHHBIX IIPENapaTroB IS
MEIUIIUHCKOTO TPUMEHEHHUSI MOXKET OCYHIECTBIATH 00paboTKy MH(pOpMAIMH OTPaHUYEHHOTO
JIOCTYIIA, COZIEPIKaIEeHCss B CUCTEME MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENapaToB JUIs
MEIUIIUHCKOTO MPUMEHEHHs, TIOTY4eHHOU OT CyObeKTa oOpalieHHs JEKapCTBEHHBIX CPEACTB,
3apEerUCTPUPOBAHHOTO B CHUCTEME MOHHMTOPHMHIA JBM)KEHHS JICKApCTBEHHBIX IPENaparoB JUis
MEIUIIUHCKOTO MPUMEHEHHSI ¥ TIPEJCTAaBUBIIETO B HEE CBEACHUS, B UHTEPECax U MO MOPYUYECHUIO
TaKoro CcyOBeKTa OOpalmIeHHus JIEKAapCTBEHHBIX CPEACTB 0e3 00e3Tu4uBaHus HH(POPMAIUN
OTPaHUYEHHOTO JOCTYyIA.

(dactp 9.7 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.8. Omnepatop cUCTEMBI MOHUTOPHHIA [BUKECHMS JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIUHCKOTO MPUMEHEHHs BIIPaBE OKa3blBaTh Ha HEIUCKPUMUHAIIMOHHON OCHOBE YCIYIH C
UCIIOJIb30BaHUEM 00€3MMYeHHOW WH(OpMAalnU, COAepKallelcss B CHCTEME MOHHTOPUHTA
JIBY)KEHUS JICKApCTBEHHBIX MPENapaToB JUIsl MEAUIIUHCKOTO IPUMEHEHU, CyObEeKTaM 00palleHHsI
JICKapCTBEHHBIX CPEJICTB, MOPSIOK M CTOMMOCTh OKa3aHUsI KOTOPBIX OMPEIEIISIOTCS ONepaTopoM
CHCTEMbl MOHUTOPHHTA IBUKEHHUS JIEKAPCTBEHHBIX IPENapaToB JUIsl MEIULIMHCKOTO TPUMEHEHMS,
C Y4eTOM OTpaHMYCHHUH AOCTyHa K OOE3IMYeHHONW WH(POpMAalMU, YCTAHOBJICHHBIX HACTOALICH
CTaTbel. YKa3aHHbIE MOPAJOK U CTOMMOCTh OKA3aHUS TaKUX YCIYI pa3MeEIlaloTCsl ONepaTopoM
CHCTEMBl MOHUTOPHHTA IBUYKCHUS JIEKAPCTBEHHBIX MPETapaToB UIsi MEAULUHCKOTO TPUMEHEHHS
Ha caliTe CHCTEMbl MOHUTOPHMHIA JIBUKEHUS JIEKAPCTBEHHBIX IpPEnapaToB Uil MEAULUHCKOTO
OpUMEHEHUS B HWH()OPMALMOHHO-TEIEKOMMYHHKAIIMOHHOW ceTH "HHTepHeTr" W mojuexar
KOHTPOJIIO B COOTBETCTBUU C aHTUMOHOIIOJBHBIM 3aKOHOAATEILCTBOM Poccuiickoit deneparmm.
Yka3zaHHbIE TOPSIIOK U CTOUMOCTh OKa3aHUS TAKUX YCIYT JOJKHBI OBITh €IMHBIME JUIS BCEX JIUII,
oOpamfaromuxcs 3a OKa3aHMEM YCIYyTd B OTHOLICHHWH OJMHAKOBBIX BHJA, 00bEMa U COCTaBa
npeznocTasisieMor nHpopmanuu. CyObekTaM oOpalieHus! JIEKapCTBEHHBIX CPEICTB 3aIpelaeTcs
IPEJOCTABIIATh U PACHPOCTPAHITh MH(POPMALMIO, MOJYYEHHYIO B COOTBETCTBHM C HACTOSAIIECH
4acTblo.

(uactp 9.8 BBeneHa denepanpHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

10. IlpousBoguTenb  JEKAapCTBEHHBIX  CPEIACTB,  Jepxkarenb  JUOO  Biajenel|
PETUCTPALIMIOHHOIO  YJOCTOBEPEHUs JIEKAPCTBEHHOTO IIpernapara WM IPeICTaBUTEIbCTBO
MHOCTPAaHHOW OpraHu3alluy, SIBISIOUICHCA nepxareneM JH00 BIAIENbIEM PErUCTPALIIOHHOTO
YAOCTOBEPEHHUs JICKAPCTBEHHOI'O IMpenapara, Ha Teppuropun Pocculickoit dDenepanuu,
3aperUCTPUPOBAHHBIE B CHUCTEME MOHUTOPHHIA JABIDKEHHS JIGKAPCTBEHHBIX NpPENapaToB JUIs
MEIUIUHCKOrO IMPUMEHEHHs W IPEACTABUBIIME B HEE CBEJCHHUS O HAHECEHUU CPEICTB
UICHTU(UKAIMY Ha YIIAKOBKH JICKAPCTBEHHBIX MPENApaToB, HApsALY ¢ HH(OpMAIHel, yKa3aHHOM
B 4acTH 9.4 HaCTOALIEH CTaThM, MOIYYaET COAEPIKALLYIOCS B CUCTEME MOHUTOPHHIA JIBUXKECHHUS
JICKapCTBEHHBIX NpEenapaToB sl MEIUIIMHCKOTO NMPUMEHEHHUS HMH(OPMAIMIO OTPaHUYCHHOTO
JOCTyNa O CEepUAX M HapTHSAX ATHUX JIEKapCTBEHHBIX IpenapaToB O€3BO3ME3THO U BIIpaBe
OCYILIECTBIISITh CaMOCTOATENBHO WIM TOpydaTh 00pabOTKy Takoil MH(pOpMalUU TOJBKO B
coOCTBEHHBIX HHTepecax. [Ipu 3TOM gocTyn Kk Takod HMHGpOpMalMM WIH pe3ylbTaTaM ee
00pabOTKH MMEET TOJBKO JAaHHBIA CyOBEKT OOpalIeHHs JIEKAPCTBEHHBIX CPEACTB HIIHM JIMIIO,
KOTOpPOMY OH Topy4dmsn o0paboTky. CocTaB MpenocTaBiIsieMON B COOTBETCTBUHU C HACTOSIICH
yacTheio uHGopmanuu onpenensercs [IpasurensctBom Poccuiickoit denepanun.

(aactp 10 B pen. denepanpuoro 3akona oT 04.08.2023 N 474-D3)

11. 3a mpou3BOACTBO WM MPOAAXY JIEKAPCTBEHHBIX IPENapaToB il MEAUIIMHCKOTO
PUMEHEHHs 0€3 HAHECEHUS CPE/ICTB MJICHTU(DHUKALINY, C HAPYLIEHHEM YCTAaHOBJIIEHHOTO IOPSI/IKA
X HAHECeHMs, a TaKXKe 3a HECBOEBPEMEHHOE BHECCHHME MaHHBIX B CHCTEMY MOHHUTOpPHHIA
JIBYDKEHUS JIEKApCTBEHHBIX NPENapaToB Ul MEIUIIMHCKOTO MPUMEHEHHs WM BHECEHUE B Hee
HEJIOCTOBEPHBIX JaHHBIX IOPUAMYECKHE JIUIA U MHAUBUAYAJIbHBIC IPEINPUHUMATEIH, YKa3aHHbIC



B 4acTAX 4 U 7 HaCTOALLEHN CTaThU, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOIaTEIbCTBOM
Poccuiickoit deneparuu.
(uactb 11 BBenena @enepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

12. IIpaBurensctBO Poccuiickoit denepanuu BripaBe YCTAHOBUTH OCOOCHHOCTH BHEPCHHS
CUCTEMBI MOHUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX IIPENIAPATOB AJIs1 MEIUIIMHCKOTO IPUMEHEHHS,
BKJIIOYAsl CPOKH €€ BHEAPEHMS, B OTHOIIEHUM JIEKAPCTBEHHBIX MPENapaToB Ul MEAULIUHCKOTO
NPUMEHEHHS, BKIIOUEHHBIX B IEPEUYEHB )KU3HEHHO HEOOXOAUMBIX U BAYKHEHIIUX JIEKaPCTBEHHBIX
IpenaparToB, JEKapCTBEHHBIX MPENapaToB, MPEeAHA3HAYEHHBIX I oOecrieueHus JUL, OOJbHBIX
reMopmiIned,  MyKOBHCHUUIO30M,  TUNO(U3ApHBIM  HaHU3MOM,  Oozie3Hbto [ omie,
3JI0KaYECTBEHHBIMH HOBOOOPA30BaHUSMM JTHM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX UM
TKAaHEW, PacCEIHHBIM CKJIEPO30M, JIMI MOCJE€ TPAHCIUIAHTALMM OPraHOB M (WJIM) TKaHEH, MHBIX
JIEKapCTBEHHBIX MPENapaToB il MEAUIUHCKOIO IPUMEHEHUS.

(uacTb 12 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Nnasa 14.1. OFPAHUYEHUA, HAJIATAEMbIE
HA OPTAHU3ALUWW, OCYLLECTBIAKLWUE OEATENBHOCTDb
MO OBPALLEHUIO JIEKAPCTBEHHbBIX CPEOCTB
(BBeneHa deaepanbHbIM 3aK0HOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHnyeHuns, HanaraemMmble NpPU OCyLLECTBNEeHUN AeATENIbHOCTHU
B cchepe obpalleHNsA NneKkapCcTBEHHbIX CPeacTB

1. Opranuzanuu, 3aHUMAIOUIHECs pPa3pabOTKON, MPOM3BOJICTBOM M (WJIM) peanu3anueit
JICKapCTBEHHBIX MpenapaTroB A MEIUIIMHCKOTO NPUMEHEHHs, OpraHu3aluy, 00Jajaroline
npaBaMH Ha MHCIIOJIB30BaHUE TOPrOBOIO HAMMEHOBAHMS JIEKAPCTBEHHOTO IIperapara JUls
MEAMIIMHCKOTO MPUMEHEHMs], OpraHU3alliy ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMH CPEACTBAMU,
anTeyHble OpraHu3aluu (MX MpPeICTaBUTENM, WHbIE (HU3MUECKHE U IOpUAWYECKHE JUIIa,
OCYIIECTBIISIIOIME CBOIO JEATEIBHOCTh OT HWMEHH OJTHUX OpraHu3anuil) B OTHOIICHUU
MEIUIUHCKUX PAaOOTHUKOB U PYKOBOAMTENIEH MEIUIIMHCKUX OpraHU3aluii He BIIpaBe:

1) BpyuaTh mMOJapKH, BbIIUIAYMBATh JCHEXKHBIE CpeACcTBa (32  HMCKIIOUYEHHEM
BO3HArpaKACHUH MO JOTOBOpaM MU MPOBEJICHUN KIIMHHYECKUX MCCIECIOBAHUHN JICKApPCTBEHHBIX
IpenapaToB AJs MEJUIIMHCKOTO IPUMEHEHHs, BOHATPaXACHUN, CBSI3aHHBIX C OCYIIECTBIEHUEM
MEIUIUHCKUM PAaOOTHUKOM IEJaroruuecKo M (WiaM) HayyHOH NESTETBbHOCTH), B TOM YHCIE
OIJIaYMBATh Pa3BJICYCHUS], OTABIX, MPOE3] K MECTY OT/AbIXa, a TAKXKE MPUBJIEKATh K yYaCTHIO B
pa3BieKaTeIbHBIX MEPONPHUATHSIX, IPOBOJAUMBIX 32 CYET CBOUX CPEJICTB;

2) 3aKJII04yaTh COTJAlIEHUs] O Ha3HAUYEHUU WM PEKOMEHJAIH MalMeHTaM JIeKapCTBEHHBIX
IpenapaToB A MEAULMHCKOTO NPUMEHEHHUs (32 HCKIIOYEHHEM JOTOBOPOB O IPOBEICHHUU
KJIMHUYECKHUX MCCIIEOBAaHUM JIEKapCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO IPUMEHEHNS );

3) npenocTaBiIsATh 00pa3LIbl IEKAPCTBEHHBIX MPENAPaTOB ISl MEAUIIMHCKOTO IPUMEHEHUS B
HEeNsIX BpY4YEHHs] MalMeHTaM (32 MCKIIOYEHHEM CIIy4aeB, CBSI3aHHBIX C IPOBEJACHUEM
KJIMHUYECKHUX MCCIIeIOBaHUHN JIGKAPCTBEHHBIX MPETapaToB sl MEIUIIMHCKOTO IPUMEHEHUS);

4) mpenocTaBiIATh HEIOCTOBEPHYIO M (WJIM) HEMOJIHYI WH(OPMAIMI0 O JIEKAPCTBEHHBIX
npenapaTax Al MEAUIIMHCKOTO TPUMEHECHHUS,

5) mocemath WX B pabodee BpeMsi Ha pabouMX MecTax, 3a HCKIIOUYECHHEM CIIydacsB,
CBSI3aHHBIX C MPOBEJCHUEM KIMHUYECKHX HCCIEIOBAaHUN JIEKApCTBEHHBIX MpPENapaToB JUIs
MEAMIIMHCKOTO TPUMEHEHHUs, C Yy4YyacTHEeM B TMOPSJIKE, YCTAaHOBJIEHHOM pPYKOBOIHUTENIEM
MEIMIIMHCKOW OPTaHU3alllU, B COOPAHMUSIX MEIUIIMHCKAX PAOOTHHKOB M WHBIX MEPOIPHUSATHUSX,
HAIpaBJIEHHBIX Ha TMOBBIIIEHWE WX MPO(ECCHOHATBLHOTO YPOBHS WM Ha IMpPEeIOoCTaBICHUE
UHpOpPMAIIUK, CBSI3aHHOM C OCYILECTBICHHEM MOHHMTOPUHIA OE30MAaCHOCTH JIEKApCTBEHHBIX
IIpenapaTos;

6) moOyXHaTh K BBHINUCHIBAHUIO JICKAPCTBEHHBIX NPEMAapaToB i MEIUIIUHCKOTO
NpUMEHEHHA Ha OJaHKaX, COAepXKalluX HHQOpPMAalMI0O PEKIaMHOTO XapakTepa, a TakKkKe Ha



penentypHbIX ONaHKax, Ha KOTOPHIX 3apaHee Hare4yaTaHo HAUMEHOBAHHE JICKapCTBEHHOTO
npenapara Juisi MEIUIUHCKOTO IIPUMEHEHUS.

2. Opranuzanuu, yKazaHHble B a03ale MEepBOM dYacTH | HACTOSIIEW CTaTbu, M WX
NPEJCTaBUTENIN B OTHOIIEHUH (DapMaleBTUUECKUX PAOOTHUKOB M PYKOBOJMTEIEH anTEYHBIX
OpraHu3anui He BIIPaBe:

1) Bpy4aTh NOJApKH, BBIUIAYMBATH IECHEXKHBIC CPEACTBA, B TOM 4YHCIE OIUIaYUBaTh
pa3BiIE€UYEHHUsI, OTIBIX, IIPOE3]l K MECTY OTIbIXa, U MPUBJIEKATh K YYaCTUIO B pPa3BIIEKATEIbHBIX
MEPONPUATHSX, IPOBOJUMBIX 32 CYET CBOMX CPENCTB;

2) npeAoCTaBIATh 00pa3Ibl JIEKAPCTBEHHBIX MPENApaToB Uil MEIUIIMHCKOTO MPUMEHEHUS
JUIsl BpYYEHUS HACEIICHUIO;

3) 3aKyroyaTh COIVIALLEHUS O IMPEAJIOKEHUU HACEJICHUIO ONPEEIIEHHBIX JIEKapCTBEHHBIX
IIPENapaToB Uil MEAULUHCKOTO IIPUMEHEHUS;

4) mpenoCTaBlIsATh HEIOCTOBEPHYIO M (WJIM) HEMOJHYI0 MH(POPMAIMIO O JIEKAPCTBEHHBIX
npernapatax I MEAMIHMHCKOIO IPUMEHEHHUSA, B TOM UYHCJIE HMEKOIIUX OIWHAKOBOE
MEXyHapOJHOE HEMATEHTOBAHHOE HAUMEHOBAHNE.

Cratba 67.2. TpeGoBaHMA K oOpraHuMsauMm W NPOBEAEHUI0 HayYHbIX
MEeponpUATUA, WHbIX  MEpPONPUATUN, HanpaBfieHHbIX Ha  NOBbIWeHWe
npoceccnoHanbLHOro ypoBHA MeAULIMHCKUX PaOOTHMKOB UIM Ha NpefocTaBreHne
MHdopmMauun, CBA3AaHHOW C OCYyLleCTBNEeHUeM MOHUTOpPUHra OGe3onacHOCTHU
fleKapCTBEHHbIX NpenapaToB

1. Ilpu mpoBeneHUMM HAy4yHBIX MEPOIPUATHI, MHBIX MEPONPUATUN, HANPABICHHBIX Ha
HOBBIIIEHUE NPO(PECCUOHATBHOIO YPOBHS MEIUIMHCKUX PAaOOTHUKOB WM HA MPEAOCTABICHUE
CBSI3aHHOW C OCYLIECTBJICHHMEM MOHHTOPHUHTAa O€30MacHOCTH JIEKapPCTBEHHBIX IpenapaToB
UH(pOpMaLMU, OPTaHU3yEMbIX OPraHU3aLMsAMH, YKa3aHHBIMU B a03alle IepBOM 4YacTH 1 cTaTtbu
67.1 Hactosamero PenepaabHOr0 3aKOHA, UX MPEACTABUTENAMH U (MITH) (GUHAHCUPYEMBIX 3a CUET
CPEICTB ATHX OpPraHU3alUi M UX IPEICTaBUTENICH, 3allpeIlacTCsl NPENATCTBOBATh y4acTHIO B
YKa3aHHBIX MEPONPUATUSIX MHBIX OpraHu3alui, KOTOpbIE MPOU3BOAAT WIM PEATU3YIOT
JICKapCTBEHHBIE IIpEnapaTel I MEIULUHCKOTO IPUMEHEHHMS CO CXO0XHMM MEXaHH3MOM
(apMaKoIOTHIECKOT0 AeHCTBUS, JHOO0 CO3/1aBaTh JUCKPUMHUHALMOHHBIC YCIOBUS JUIS OJHHX
YYaCTHUKOB 110 CPaBHEHMIO C IPYTMMH Y4aCTHUKAMM, & MMEHHO:

1) mpenocTaBisATh pas3INYHOE KOJIMYECTBO BPEMEHM ISl BBICTYIUIEHWH YYaCTHUKOB,
pa3nMuHBle 10 pa3sMepy 3aHMMaeMoOM IUIOIIAAM MecTa JUIsl JIEMOHCTpaluu o0pa3LoB
JIEKapCTBEHHBIX IPENAapaTOB ISl MEAUIIMHCKOTO NMPUMEHEHUS WM PEKJIAMHBIX MaTepUaJIOB O
JICKapCTBEHHBIX IpernapaTax i MEAMIMHCKOIO NMPUMEHEHMs Ha DKCHO3ULMAX, CTCHIAX, 3a
UCKJIIOUEHHEM CIIy4aeB, €CIM TAKHE YCIOBUS 3aKPEIUIEHBI B COTJIAIICHUAX 3TUX OpraHu3alui, ux
npeicTaBuTeNiell 0 (PMHAHCUPOBAHUM YKA3aHHBIX MEPONPUATUI M OOYCIOBIIEHBI PA3INYHBIMU
3aTpaTaMM Y4aCTHUKOB Ha UX OpraHU3aLHIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA Ui YYAaCTHUKOB MEpPONPUATHH, yKazaHHbIX B alzare
IIEPBOM HACTOSIILEH 4YacTH, MPEBBILAIOLIMI CyMMYy 3aTpaT Ha OpraHMU3alMIO yKa3aHHBIX
MEPONPUATHIA U BeIyLHIl K HEOOOCHOBAaHHOMY OI'PaHHUYEHUIO YHCIIa UX YYACTHUKOB.

2. OpraHusanuu, yka3zaHHble B a0zane mnepBoM dacTd 1 crateu 67.1 Hacrosimero
@denepanbHOTO 3aKOHA, MX NPEJCTABUTENM, OCYLIECTBIAIONIME OpraHu3aluio | (UIH)
(¢uHAHCUpOBAaHHE MEpONPUATHHA, YKa3aHHBIX B 4YacTW 1| HacTosIIEH cTaTbu, OO0sM3aHBI
o0ecrnieunBaTh JOCTYI K HHpOpMalMU O JaTe, MECTE€ U BPEMEHHM NPOBEIEHHS YKa3aHHbBIX
MEPONPUITHH, IUIaHAX, IporpaMMax IPOBEACHUS YKa3aHHBIX MEPONPUATHM UM TeMmax,
IUIAHUPYEMBIX  JUISI  pacCMOTPEHHs, COCTaBeé MUX YYaCTHHKOB IIYTEM  pa3MEILIEHUs
COOTBETCTBYIOIIEH HH(OpMAIMK Ha CBOMX O(QUIMATIBHBIX caiiTax B ceTu "MHTepHeT" He mo3qHee
JBYX MECSLEB 0 Havaja NPOBEACHNS YKAa3aHHBIX MEPOIIPUATHIA.

3. Undopmanus o mpoBEACHUN MEPONPUATHIA, YKa3aHHBIX B 4acTH | HAacTOAIIEH cTaThH, B
CPOK, YCTAaHOBJICHHBIN YaCThIO 2 HACTOSIICH CTaThH, JOJDKHA OBITH HAIlpaBjicHa B (eaepabHBIN



OpraH MCIOJHHUTEIBHOMN BIACTH, OCYILECTBIISIONINHI (DYHKIIMU 110 KOHTPOJIIO U HAaJ30py B cdepe
3PaBOOXPAHEHHUS, ISl TIOCIEAYIOIIETO pa3MeIleHus ee Ha O(UIMAIbHOM CaliTe ATOr0 OpraHa B
cet "UHTepHer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OGPALLEEHUU NEKAPCTBEHHbIX CPECTB
N BO3MELLEHUWE BPEOA, MPUYMUHEHHOIO 3J0OPOBbLIO NPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratbsa 68. OTBeTCTBEHHOCTb 3a HapyLleHUe 3aKkoHoaaTenbcTBa Poccunckon
degepaumnm npu odpaLieHnn neKapcTBeHHbIX CPeaAcTB

1. Hapymenue 3akoHomatenbcTBa Poccuiickoit @enepaumu mnpu  oOpalieHUH
JIEKapCTBEHHBIX  CPEICTB BJe4eT 3a COOOH OTBETCTBEHHOCTh B  COOTBETCTBUU C
3aKoHoaarenbcTBOM Poccniickoit denepanumn.

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

2. 3a HempexcTaBlIeHHE WM HECBOEBPEMEHHOE IpeJcTaBlieHHe HH(opMaruu u (Win)
JOKYMEHTOB JIMOO TIPEJICTaBICHHE HEJAOCTOBEPHBIX HHGOpManMu W (WIM) JOKYMEHTOB,
IPEIYCMOTPEHHBIX HacTosAmUM DenepaabHbIM 3aKOHOM, CYObEKThI OOpaIeHUs JICKapCTBEHHBIX
CPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBHUHU C 3aKOHOaTeNbCTBOM Poccuiickoit denepanmm.
(uactb 2 BBeneHa DeepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKkoHa
o1 04.06.2018 N 140-D3)

Cratbsn 69. Bo3meweHue Bpeaga, NPUYUHEHHOro 340pPOBbLI0 rpaXaaH
BCNneAcTBUE NPUMEHEHUSA NeKapCTBEHHbIX NpenapaTtoB

1. IlpousBoauTens JEKApCTBEHHOTO Ipernapara 00si3aH BO3MECTUTh BpE, MPUYUHEHHBIN
3JI0POBBIO IPAXKAAH BCIEACTBUE MPUMEHEHHUSI JIEKAPCTBEHHOT'O IIperapara, €Clid JoKa3aHo, 4To:

1) nekapcTBEHHBIN MpenapaT MPUMEHSIICS 0 Ha3HAUYEHHUIO B COOTBETCTBUU C HHCTPYKIUCH
M0 MPUMEHEHUIO JIEKaPCTBEHHOT'O IpernapaTa U NpUYMHON Bpea SBUJICS BBOJA B I'pa)KIaHCKUN
000poT HeTOOPOKaYEeCTBEHHOTO JIEKAPCTBEHHOTO MIperapara;

2) Bpea 310pOBBIO0 IPUUUHEH BCJEACTBUE HEIOCTOBEPHOU MH(GOPMAIIH, COACPIKAIICICS B
UHCTPYKLMU TIO TIPUMEHEHHUIO JIEKAPCTBEHHOTO IMperapara, HW3JaHHOH MPOU3BOJUTEIEM
JIEKapCTBEHHOT' O Ipernapara.

2. B ciyuae, ecnu Bpel 3I0pOBBbIO TpaXJaH NPUYMHEH BCJIEICTBHE NPUMEHEHUS
JIEKapCTBEHHOI'0 IpernapaTa, MPUIIEANIEr0 B HErOJHOCTh B pe3yibTaTe HApYLICHHUS MpPaBHII
XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB, MIPABIII ONTOBON TOPTOBIM JIEKAPCTBEHHBIMU IperapaTamH,
MPaBUJI OTITYCKa JIEKAPCTBEHHBIX MPENapaToB, IPaBU U3TOTOBICHHS U OTIyCKa JIEKAPCTBEHHBIX
IpenaparoB, BO3MEILEHHE Bpela OCYIIECTBISETCS COOTBETCTBEHHO OpraHM3aluedl ONTOBOM
TOPrOBIIM  JIEKAPCTBEHHBIMU ~ CPEACTBAMM, AaNTEYHOW OpraHu3alMei, WHIWBUIYaJIbHBIM
OpeIpuHIMATENIeM, HUMEIONIMMH JIMICH3UI0 Ha (apMaleBTHUECKYIO JAESITeIbHOCTh WU
JUIEH3UIO HA MEUIIMHCKYIO I€ATEIbHOCTh, MEAUIIMHCKONW OpraHu3alueil, IMeroIen JTUIeH3UI0
Ha (papMaleBTUUECKYIO JAEATEIBHOCTh (ee 000COOJIeHHBIM MOJpa3/ieieHueM (aMOylaTopHei,
dbenpamepckuM U GETbANIEPCKO-aKYIIEPCKUM TTyHKTaMH, I[EHTPOM (OTACIICHHEeM) oOmIei
BpaueOHOI (CeMeHHOI) TPaKTUKHU ), PACIIOIOKEHHBIM B CEJIhbCKOM HaCEJIEHHOM MYHKTE, B KOTOPOM
OTCYTCTBYET amnTeuHas OpraHu3alus), JONYCTUBIIUMHU MPOAAXYy WIA OTIYCK TaKoro
JIEKapCTBEHHOTO Iperapara.

(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bo3memenue Bpeaa, MPUYMHEHHOTO 3I0POBBIO TPaXKIAH BCIEICTBHE NPUMEHEHUS
JICKapCTBEHHBIX IMPENnapaToB WJIM COBEPIICHUS MPOTHUBONPABHBIX JEUCTBUH CyObeKTaMu
oOpalIeHusl JIEKAPCTBEHHBIX CPEJICTB, OCYILECTBIIIETCS B COOTBETCTBUH C 3aKOHOAATEIHCTBOM
Poccuiickoit deneparuu.



Mnasa 16. 3AKITIOYUTEJIbHbIE MOJIOXEHUA

CraTtbs 70. O npu3HaHUM yTPaTUBLUMMU CUIY OTAENbHbIX 3aKOHOAATENbHbIX
aKToOB (NONOXeHUN 3akoHoAaTenbHbIX akToB) Poccunckon ®epepauum

[Ipu3HaTh yTpaTUBLIUMU CUITY:

1) ®enepanbublii 3akoH oT 22 uioHd 1998 roga N 86-D3 "O nexapcTBEHHBIX cpencTBax”
(Cobpanme 3axkoHonatenscTBa Poccuiickoit @enepanmn, 1998, N 26, cr. 3006);

2) ®enepanbnblii 3ak0H OT 2 sHBapst 2000 roga N 5-®@3 "O BHeceHWHM W3MEHEHUS H
nononHeHnit B @enepanbHblii  3akoH  "O  ;mekapctBeHHBIX  cpenactBax”  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2000, N 2, ct. 126);

3) cratbro 40 denepanpHoro 3akoHa ot 10 sHBaps 2003 roga N 15-@3 "O BHeceHun
M3MEHEHUH U JIOTOJHEHUI B HEKOTOPBIE 3aKOHOJaTeIbHbIE aKThl Poccuiickoit denepanuu B CBI3U
¢ npunstuem ®enepanbHoro 3akoHa "O JTUUEH3UPOBAHUM OTHAEIBHBIX BUIOB JEATEIbHOCTH"
(Cobpanue 3akonomarensctBa Poccuiickoit @eneparuu, 2003, N 2, c1. 167);

4) crarpio 31 DepepanbHoro 3akona oT 30 wurons 2003 roga N 86-®3 "O BHeceHUH
W3MEHEHUN W JOMOJIHEHUH B HEKOTOPBIE 3aKOHOJATeNIbHbIe akThl Poccuiickoit deneparmu,
IIPU3HAHUM YTPATUBILIUMU CUJIYy OTACJIBHBIX 3aKOHOJATEIbHBIX akTOB Poccuiickonn Penepanyu,
MPENOCTABICHUN OTJEIbHBIX TAPAaHTUN COTPYJHHKAM OPraHOB BHYTPEHHMX J€JI, OPTaHOB IO
KOHTPOJIIO 32 000POTOM HApPKOTUYECKUX CPEJCTB U MCUXOTPOITHBIX BEIIECTB U YIPA3THIEMbIX
denepanbHBIX OpPraHOB HAJIOrOBOM TMOJUIUU B CBSI3M C OCYIIECTBICHHEM Mep IO
COBEpIIICHCTBOBAHUIO  TOCymapcTBeHHOro  ympaBineHus" (CoOpaHue — 3aKOHOJATENLCTBA
Poccutickoit ®eneparu, 2003, N 27, ct. 2700);

5) crateto 101 DenepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHun
W3MEHEHUH B 3aKOHOAaTeNbHbIE akThl Pocculickoit denepanyu 1 npu3HaHUM YTPATUBIIUMU CUTTY
HEKOTOPBIX 3aKOHOJATelNbHBIX akTOB Poccuiickonn ®enepauuu B CBA3M C IPUHATHEM
®denepanbHbiX 3akoHOB 'O BHeCEHWM M3MEHEHWH W nomnosiHeHnid B denepanpHbiil 3akoH "O0
OOIIMX MPHUHIMIIAX OPTaHU3AINUA 3aKOHOJATEIBHBIX (MIPEJICTABUTEIBHBIX) U UCTIOTHUTEIBHBIX
OpraHOB TOCYIApCTBEHHOW BiacTu cyoOwnekToB Poccuiickoit ®eneparuu" u "OO0 o0mmx
NPUHIUIAX OpraHu3aluyd MecTHOro camoyrpasieHus B Poccuiickoit ®enepamun" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) crateio 28 denepanbHoro 3akoHa ot 18 nexadbps 2006 roga N 231-D3 "O BBeneHuu B
nercTBue 4vacTh deTBepToi [ 'paxkmanckoro kozaekca Poccuiickoit deneparuu" (Cobpanme
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BctynneHue B cuny HacTtosiwero ®eaepanbHOro 3akoHa

1. Hacrosimuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsiops 2010 roza.

2. JlekapcTBEHHBIE CPEJCTBA, 3apPErUCTPUPOBAHHBIE 10 IHS BCTYIJICHUS B CHILY HaCTOSIIIIETO
@denepallbHOTO 3aKOHA, MOAJEKAT BKIIOYEHHIO B IOCYJAapCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX
CpPEICTB C BHECEHHMEM YKa3aHHbIX B yacTh | crtaTtbu 33 Hactosimero denepaibHOro 3aKoHa
CBeeHUII 00 OSTHUX JIEKapCTBEHHBIX CpeACTBaX 0€3 MPOXOXKIEHHS BHOBb MPOIEITYpHI
roCy/IapCTBEHHOW PETUCTPALIUY JEKAPCTBEHHBIX MPENapaToB.

3. TocynmapctBeHHast perucrpanusi JEKapCTBEHHBIX IIPENapaToB, 3a MCKJIIOUYEHUEM
JICKapCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO MPUMEHEHHUS, TPEJICTABICHHBIX HA YKa3aHHYIO
perucTpanmio 10 IHs BCTYIUIEHHS B cuily HacTosuiero denepaibHOro 3aKOHa, OCYIECTBIISIETCS B
COOTBETCTBUM ¢ HacTosimuM DenepanbHbIM 3aKOHOM Ha OCHOBaHMM JOKYMEHTOB M JaHHBIX,
IIPEJICTaBICHHBIX 10 JTHS BCTYIUIEHHSI B CUITy HacTosero denepajbHOTO 3aK0Ha.

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

3.1. T'ocynapcTBeHHasl perucTpanusi JIEKapCTBEHHBIX IPENapaToB A MEIULUHCKOIO

MPUMEHEHHUS, TPEJCTABICHHBIX Ha FOCYIapCTBEHHYIO PETUCTPALIMIO A0 JHS BCTYIJICHUS B CHITY



HactosAwmero ®enepanbHOro 3aKOHA, M TOCYJApPCTBEHHAs PETUCTpalUs JIEKapCTBEHHBIX
penaparoB JUisi MEAULUHCKOTO PUMEHEHHS], TPEACTABICHHBIX HA SKCIEPTU3Y JIEKAPCTBEHHBIX
CPEJICTB 110 IHS BCTYIUIEHHUS B CHITy HacTosero denepaabHOr0 3aKOHA B LIEAX UX MTOCIEAYIOIEN
rOCYJapCTBEHHON PpErucTpalyy, OCYIIECTBISIOTCS HAa OCHOBAaHUU JIOKYMEHTOB M JIaHHBIX,
IIPEJCTaBICHHBIX 0 JIHS BCTYIUIEHMsSI B CHJy Hacrosiero @enepaJbHOrO 3aKOHA, a TaKKe
3asiBJI€HUSI O TOCYJApPCTBEHHOM PErMCTpPallMM JIEKAPCTBEHHOTO Ipenapara, IpeICcTaBICHHOIO
IIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX IIPENAPATOB WM YIIOJIHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBUU
¢ HactosamuM DenepaqbHBIM 3aKOHOM B YIIOJHOMOYEHHBIH  (enepanbHbIi  Oprax
ucnosHUTeNbHON Biactu mo 1 mapta 2011 roma, 6e3 TpeOGoOBaHMS YIUIATHI TOCYIApPCTBEHHOMN
MOIUIKMHEI, TPEAYCMOTPEHHOM 3aK0HOAaTeNIbeTBOM Poccuiickoi denepaniuu o Hajgorax u coopax.
(uactp 3.1 B pen. deaepanbHoro 3akoHa oT 29.11.2010 N 313-D3)

3.2. TloaTrBepkAeHUE TOCYAAPCTBEHHON PErucTpalyy JIEKApCTBEHHBIX IPENapaToB IJIst
MEAMLIMHCKOTO IMPUMEHEHHUs, NPEJICTaBICHHbIX JUIsl IOATBEPXKACHUS TI'OCYIapCTBEHHOMN
PErucTpanyu A0 JTHA BCTYIUIEHUS B CHTy Hactosmero denepanbHOro 3aK0Ha, U MOITBEPKIACHUE
rOCYJapCTBEHHON PErucTpaliy JICKapCTBEHHBIX MPENapaToB Il MEIULUHCKOTO MPUMEHEHUS,
MIPEACTABICHHBIX HA SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB J10 JHS BCTYIUICHUS B CUITY HACTOSIIETO
@denepallbHOTO 3aKOHA B LENAX IOCIEAYIOIIEr0 IOATBEPXKIEHUS MX TIOCYIapCTBEHHOMN
PErUCTPALMH, OCYIIECTBIISIIOTCS HA OCHOBAHUM JIOKYMEHTOB U JIAHHBIX, IPEJACTaBICHHBIX 10 JTHS
BCTYIUIEHUS B CHJIy HacTosero denepalbHOTO 3aKOHA, a TAKXKE 3asIBICHUS O NMOATBEPKIACHUN
roCyJapCTBEHHOM PEruCTpalMK JEKAPCTBEHHOIO IIpenapara, NpeICTaBICHHOIO IPOU3BOAUTEIIEM
JIEKAPCTBEHHBIX IMPENapaToB WM YIOJHOMOUYEHHBIM MM JIMIIOM B COOTBETCTBUHU C HACTOSILIUM
®denepanbHBIM 3aKOHOM B YITOJTHOMOYEHHBIN (peiepabHbIi OpraH UCTIOJHUTEILHOM BiIacTH 10 |
mapta 2011 ronma, 6e3 TpeGoBaHMS YIUIATHl TOCYJAPCTBEHHON MOILIMHBI, MPEAYCMOTPEHHOU
3aKoHO1aTeabCcTBOM Poccuiickoit denepariu o Hajorax u coopax.

(uactp 3.2 B pen. deaepanbHoro 3akoHa oT 29.11.2010 N 313-D3)

3.3. Ilpunsatue peuieHHss O BHECEHUUM H3MEHEHUW B JOKYMEHTBI, COAEp)KAIlHECs B
pErucTpaliOHHOM J0ChEe Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar sl MEJUILIMHCKOTO
MIPUMEHEHHUS U MPEACTaBICHHBIE IO IHS BCTYIUICHHS B CHILy HacTosero denepaibHOro 3aKoHa,
Y IPUHATHUE PELICHUS O BHECEHUH U3MEHEHUN B TOKYMEHTBI, COJIEPIKaIIEECs B PETUCTPALIMOHHOM
JIOChE HA 3apETMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar g MEIULIHUHCKOTO MPUMEHEHUS U
IIPEJICTaBICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB 10 JHS BCTYIUIEHHSI B CUJTY HaCTOSIILIETO
@denepanbHOrO0  3aKOHA, OCYHIECTBISIOTCSI Ha OCHOBAHMM  JOKYMEHTOB M JAHHBIX,
IIPEJCTaBICHHBIX O JIHS BCTYIUIEHMsI B CHJy Hacrosiero @enepajbHOrO 3aKOHA, a TaKKe
3asIBJICHUS] O BHECEHUM U3MEHEHUH B IOKYMEHTBHI, COJIEpKAIIMECS B PETUCTPALIMOHHOM J1I0ChE HA
3apETUCTPUPOBAHHBIA  JICKAPCTBEHHBIM  MpemapaT s  MEIUIMHCKOTO  MPUMEHEHHS,
MPEACTABICHHOTO MPOU3BOAMTENIEM JIEKAPCTBEHHBIX NPENAapaToB WM YIOJIHOMOYEHHBIM UM
JIMIIOM B COOTBETCTBHH C HACTOSIIUM DeiepaabHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (peepanbHbIi
OpraH UCTIOTHUTENbHOM BiacTu 10 1 mapta 2011 roga, 6€3 TpeboBaHMs yIIaThl TOCYIapCTBEHHON
HOUUIMHBL, TPETyCMOTPEHHOM 3aKoHOAaTeIbcTBOM Poccuiickoit deneparn o Hamorax u coopax.
(uactp 3.3 B pea. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bpinaya paspenieHuil Ha NMPOBENCHUE KIMHUYECKMX HCCIIEI0BAHUM JIEKApPCTBEHHBIX
IpenaparoB JJIsi MEAULIUHCKOrO MPUMEHEHHUS 110 3asBJICHUAM, TOJAHHBIM J0 JHS BCTYIUICHUS B
cuity Hactodamero ®enepanbHOro 3aKOHA, a TAKXKE IO 3asABICHUAM, MOAAHHBIM IIOCIIE THS
BCTYIUIEHHS B CHITy HacTosAero denepajbHOro 3aKOHa Ha OCHOBAHUU JKCIIEPTU3, POBEIECHHBIX
JI0 IHSI BCTYIUIEHUS B CUIIy HacTosuero deaepanbHOro 3aK0Ha, OCYIIECTBIIAETCS B COOTBETCTBUN
¢ HacToAmuM PenepalbHbIM 3aKOHOM Ha OCHOBaHUM JOKYMEHTOB U JIAHHBIX, PEICTABICHHBIX
WM TIOJIYYeHHBIX JI0 AHS BCTYIUIEHHUS B CHily Hacrtosimero denepaibHOro 3akoHa, a TakKe Ha
OCHOBaHUU KOMHHU MPEBAPUTEIHLHOTO JOTOBOpa 00513aTENBHOIO CTPAXOBAaHUS KU3HH, 3/I0POBbS
MAlMEHTOB, YYacCTBYIOIIUX B KIMHUYECKOM MCCIIEIOBAaHUU JICKAPCTBEHHOTO Ipenapara ajs
MEAMIIMHCKOTO TPUMEHEHUs, WIM KOMHH JOroBOpa 0053aTelbHOTO0 CTPAaXOBaHUS JKU3HH,
310pOBbs MMALMEHTOB, YUYACTBYIOIIUX B KJIMHUYECKOM HCCIIEJOBAHUN JIEKAPCTBEHHOI'O IIpenapara
JUISE MEAMIIMHCKOTO TPUMEHEHUs, JUOO MpeACTaBICHHOW KOMHUU JOroBOpa 00s3aTeIbHOIO



CTpaxOBaHMsI, 3aKIOYEHHOTO B COOTBETCTBUM C THUIOBBIMU TMpaBWJIAMHU 005S3aTEIHHOTO
CTPaxOBaHMUSI, C YKa3aHUEM NPEJEIbHON YHCICHHOCTH MMALIMEHTOB, YYAaCTBYIOIINX B KIIMHUYECKOM
UCCJICIOBAaHUH JIEKAPCTBEHHOTO TperapaTa JUisi MEIUIIMHCKOTO MpUMEeHeHus, 0e3 TpeboBaHus
yIuiaThl TOCYAapCTBEHHOW TMOUUIMHBI, MPEIYyCMOTPEHHOM 3aKOHOJATEIbCTBOM Poccuiickoit
®deneparn 0 HaJorax u coopax.

(uactb 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B UHOCTPAHHOM BAJIIOTE 10 JHS BCTYIUICHUS B CUITy HACTOSILETO
@denepanbHOr0 3aKOHA IPEAENIbHBIE OTIYCKHBIE ILIEHbl WHOCTPAHHBIX IPOU3BOAMUTENECH Ha
JICKapCTBEHHBIE MpEnapaThl, BKIIOYCHHBIE B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX U BaKHEUIITHX
JIEKapCTBEHHBIX MPENapaToB, MOAJIekKAT IHepecyeTy B pyonu mo kypcy LleHtpanbHoro Oanka
Poccuiickoit @enepannu Ha Aary, ycraHoBieHHYH IIpaBurensctBoM Poccuiickon ®denepanuu,
0e3 mpeICTaBICHUS 3asBICHUS O IIepecyeTe LIEHbl C BHECEHHEM COOTBETCTBYIOIIUX U3MEHEHUH B
TOCYJApPCTBEHHBIN peecTp MPEAeNbHBIX OTIYCKHBIX ILIEH MPOU3BOAMUTENECH Ha JIEKApPCTBEHHbBIC
npenapaTsl, BKJIIOUEHHbIE B IEPEUYECHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIHNX JIEKapCTBEHHBIX
npenaparos.

(uacte 3.5 BBeneHa denepanpHbiM 3akoHOM oT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 10 JIHS BCTYIUIEHHS B CHIIy HacTosAlero denepaibHOro 3aKoHa
IpeaesIbHbIE OTITYCKHBIE LIEHbI POCCHUHCKUX IPOU3BOAMTENICH Ha JIEKAPCTBEHHBIC MPENaparthl,
BKIIIOUCHHBIC B MEPEUCHb KU3HEHHO HEOOXOUMBIX U BOXKHEUIIHNX JIEKAPCTBEHHBIX MPETapaToB,
nojutexkat uHaekcanuu ¢ 1 HosOps 2010 roga ucxos U3 MPOTHO3UPYEMOTO YPOBHS WH(IISIINH,
ycraHoBieHHOTO DenepanbHbiM 3aKk0HOM 0T 2 aekadpst 2009 roga N 308-D3 "O ¢penepanbHOoM
oromxete Ha 2010 rox u Ha turanoBbId iepuon 2011 u 2012 rogos" Ha 2011 rog.

(uactb 3.6 BBeneHa denepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He MOMyCKarOTCS MPOM3BOACTBO U BBO3 B Poccuiickyro
Denepaluio JeKapCTBEHHBIX MPEMapaToB B yIIAKOBKaX ¢ MapKUPOBKOM, KOTOpas Obljla HAHECEHA
JI0 THS1 BCTYIUICHHUS B CUITy HacTosAmero deaepanbHoro 3akoHa. [1o ncreyeHnn ykazaHHOTO Cpoka
JIAaHHBIE JIEKApCTBEHHBIEC MpernapaTbl MOTYT OTITYCKaThCsl, PEaIM30BBIBATHCS, MEPENaBaTbCcsl U
MIPUMEHSATHCS 10 UCTEUEHUS UX CPOKA F'OJTHOCTH.

(B pen. @enepanbHbix 3aKk0HOB OT 29.11.2010 N 313-D3, ot 06.12.2011 N 409-D3)

4. Co nHA BCTyIUIEHUS B CWITy HacTosiiero @eaepanbHoro 3akoHa v 1o 30 anpesnst 2011 roga
BKJIIOYUTENIBHO JIOMYCKAETCA MPOBEJIEHUE SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB HKCIIEPTAMHU
SKCHEPTHOIO YUPEKIACHUS [0 MNPOXOKIACHUS HWMH aTTECTAllUM B TMOPSAIKE, YCTAaHOBIECHHOM
YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOTHUTEITFHOW BIIACTH.

5. Co gus BeTymuieHHs B cwity Hactosiero denepanpHoro 3akona u mo 31 mexabps 2013
rojia BKJIOUUTEIBLHO OCYLIECTBISIETCA MEPEXO0J] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUM C MPAaBWJIAMHM OPTraHHU3alMU IPOU3BOJACTBA U KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX
CpPE/ACTB, yKa3aHHbIMU B 4dacTu | cratbu 45 Hacrosimero denepasbHOTO 3aKOHA, B IMOJHOM
o0veme. Cpoku mepexona IMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB K WX IPOU3BOJICTBY B
COOTBETCTBUHM C KOHKPETHHIMHU TPeOOBAaHUSMHU TaHHBIX IMPaBWI, BKIOYAs CPOKH aTTECTALUU
YIOJTHOMOYEHHBIX JIWII, YKa3aHHBIX B 4acTaX 6 u 7 ctathu 45 Hactosiero deaepaibHOTO 3aK0HA,
ycranaBinuBarorcs [IpasurensctBoM Poccuiickon @enepanuu.

6. JIneH3nu Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BbIIaHHbIE 10 1 aHBaps 2014 roxa,
neiictByror mnocie 1 suBaps 2014 roma 1o ucTedeHHs CpOKa HX JEHCTBUS NPU  YCIOBUU
COOTBETCTBUS JIMIIEH3MAaTa NPABWJIAM OPraHW3alMy NPOU3BOJACTBA M KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B uacTu 1 ctatbu 45 HacTosmero denepanbHOro 3akoHa.

7. ®opMHpOBaHUE rOCYIAPCTBEHHOIO 33a/IaHUs HA IPOBEJCHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX
cpencTB (¢enepadbHOMYy TOCYJapCTBEHHOMY OO/DKETHOMY YUPEXACHHUIO I10 IPOBEICHUIO
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB U (PMHAHCOBOE OOECIEUYEHUE BBIMOIHEHHS 3TOTO 33/1aHUS
OCYLIECTBIISIIOTCS B MOpsiAKe, ycraHoBIeHHOM DenepanbHbiM 3akoHOM OT 12 stHBapst 1996 roga N
7-®3 "O HEKOMMEpPUYECKUX OpraHu3alusIX".

(uactp 7 BBeneHa PenepanabHbIM 3aKkoHOM OT 29.11.2010 N 313-D3)



[Ipe3unent
Poccuiickoit deneparuu
JA.MEJIBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-03




