Denepanbhbiil 3akoH oT 12 anpens 2010 r. N 61-03 "O6 oOpaliieHn# 1eKapCTBEHHBIX CPeACTB" (C N3MEHEHUSIMHU U JIOTIOTHECHUSMH)

C M3MeHeHHsIMH H JOTIOTHEHHSIMH OT:

27 wronst, 11 oxts6ps, 29 Hostops 2010 1., 6 mexadbps 2011 1., 25 urons, 25 nekabps 2012 1., 2 urois, 25 Hos0ps 2013 1., 12 mapTa, 22 okTsI0ps, 22
nekadps 2014 r., 8 mapra, 29 utons, 13 wuromns, 14, 29 nexadps 2015 r., 2 urons, 3 utonst 2016 r., 29 urons, 28 nexadpst 2017 r., 4 urons, 28 Hos0ps1, 27 nekadps
2018 r., 6 urons, 26 urois, 2 aBrycra, 27 nexadps 2019 r., 26 mapra, 1, 3 anpens, 13 utons, 8, 22 nexadpst 2020 r., 11 urons, 2 uronst 2021 r.

Hpunsrt Focynapersennoii ymoii 24 mapra 2010 roxa

Ono6pen Coserom Denepanun 31 mapta 2010 roga

I'napa 1. O01mue noJ0KeHHs

Crares 1. [Ipenmer perynupoBanus HacTosiero OenepaabHOro 3aKoHa

1. Hacrosumii @DenepaibHblii 3aKOH pPEryjIupyeT OTHOLICHWS, BO3HHKAIOLIME B CBS3M C OOpalieHHeM - pa3pabOoTKOW, JOKIMHUYECKHMH
HCCIIEIOBAaHUSAMH, KIMHHYECKUMH HCCIENOBAaHUSMH, AKCIEPTH30H, TOCYHapCTBEHHOH perucTpaiueil, co cTaHgapTH3alueldl M C KOHTPOJeM KaduecTma,
NPOM3BO/ICTBOM, U3rOTOBIICHUEM, XPaHEHUEM, I1EpEeBO3KOH, BBO30oM B Poccuiickyto dexnepanuio, BbiBo3oM u3 Poccuiickoit denepanuu, pekiaMoi, OTIycKoM,
peanusanueii, nepefaueil, I(pUMeHEHUEM, YHHUYTOKEHHEM JIEKapCTBEHHBIX CPEICTB.

2. Hacrosmmuit denepanbHblli 3aKOH yCTaHABINBACT NPUOPUTET TOCYJAPCTBEHHOIO PEryIUPOBAHUS 0E30IacHOCTH, KadecTBa U d(P(OEKTUBHOCTH
JIEKAPCTBEHHBIX CPEJICTB IPH UX OOPAICHUH.

CraTtbs 2. Chepa npumeneHns Hacrosiiero denepansHoro 3akoHa

Hactosmuii ®enepanbHblil 3aKOH NPHMEHSETCS K OTHOIICHHSAM, BO3HHKAIOMIUM IIpU OOPAICHHM JIEKapCTBEHHBIX CPEICTB Ha TEPPHTOPHU
Poccuiickoii denepanuu.

CraTbst 3. 3aKOHOJATENBCTBO 00 OOpAIIECHNH JISKAPCTBEHHBIX CPEICTB

1. 3aKOHOIATENLCTBO 00 OOPAIICHUH JICKAPCTBEHHBIX CPEACTB COCTOHMT M3 HacTosmero denepalbHOroO 3aKOHA, APYIHX (elepalbHBIX 3aKOHOB U
HMHBIX HOPMAaTUBHBIX PABOBBIX akToB Poccuiickoit denepanuu.

1.1. 3akoHomaTenbcTBO 00 OOpAlICHWH JIEKAPCTBEHHBIX CPEACTB B OTHOLICHHH OPUIMYECKHUX JIMI ¥ HHAWBHIAYAIbHBIX HpEANPUHUMATENCH,
OCYIIECTBISIIONINX JEATENIbHOCTh HAa TEPPHTOPHUM MEXKIYHApOAHOTO MEIWIMHCKOTO KIacTepa, MPHMEHSETCS C Y4eTOM OCOOCHHOCTEH, yCTaHOBIEHHBIX
DenepanbHbIM 3aK0HOM "O MEXyHapOJHOM MEAMIMHCKOM KJIacTepe U BHECEHUU U3MEHEHUH B OT/IENIbHbIE 3aKOHOAaTeNbHbIe akThl Poccuiickoit ®eneparuu’.

2. JleiictBue Hacrosero @enepaabHOro 3aKOHa PAaclpOCTPAHAETCS HAa OOpalleHHe HApPKOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB M IICHXOTPOIHBIX
JIEKapCTBEHHBIX CPEJICTB C YUETOM OCOOEHHOCTEH, YCTAHOBIIEHHBIX 3aKOHOIAaTeIbCTBOM Poccuiickoit denepanny 0 HAPKOTHIECKHUX CPEACTBAX, ICUXOTPOITHBIX
BELIECTBaX M 00 UX MPEKypcopax.

3. JleiictBue Hacrosimero denepanbHOro 3aK0Ha PacpOCTPaHAETCs Ha OOpalleHne paano(apMaleBTHIECKUX JICKaPCTBEHHBIX CPEICTB C y4ETOM
0COOEHHOCTEH, YCTaHOBJIGHHBIX 3aK0oHOaTenbcTBOM Poccuiickoit denepanyu B 061acTi obecriedeHns pagualioOHHON 0e3011acHOCTH.

4. Ecnu MexayHapoJHbIM JloroBopoM Poccuiickoir ®enepanuu yCTaHOBIICHBI MHBIE IMPABHJIA, YEM T€, KOTOPbIE MPEIYCMOTPEHbI HACTOSAIIUM
DenepanabHBIM 3aKOHOM, IPUMEHAIOTCS IPAaBHIIa MEXYHAPOIHOIO I0T0BOPA.

4.1. PemeHnss MeXrocyapCTBEHHbBIX OPraHOB, IPHHATHIE HA OCHOBAHUM MOJIOKEHUH MEXAYyHapOIHbIX A0roBopoB Poccuiickoit denepauuu B ux
HCTOJIKOBaHUH, poTuBopeyaieM Koncturyrnu Poccuniickort deneparmu, He noaexar ucnonHenuto B Poccuiickoit @enepanun. Takoe npoTHBOpeyre MOKET
OBITh YCTAQHOBIICHO B IIOPSI/IKE, ONPEIEICHHOM (e/iepabHbIM KOHCTUTYIIMOHHBIM 3aKOHOM.

5. B Poccuiickoii denepanuu B COOTBETCTBHY C MEXIYHApOAHBIMU JoroBopamu Poccuiickoit deneparmy 1 (M11) Ha OCHOBE IIPUHIMIIA B3aHMHOCTH
MIPU3HAIOTCS Pe3ybTaThl KIMHUYECKUX UCCIIeIOBAHHUMN JIEKapCTBEHHBIX IIPENapaToB Ul MEIUIIMHCKOrO IPHMEHEHHs, IPOBEJCHHBIX 3a IpelenaMi TepPUTOPHU
Poccuiickoii denepaunu.

Crtatbst 4. OCHOBHBIE IIOHATHS, UCIIONB3YeMble B HacTosmeM DenepanbHOM 3aKoHe

Jlis neneit Hactosmero dezepaabHOrO 3aKOHA HCHOBb3YIOTCS CIEAYIONINE OCHOBHBIE IOHATUSL:

1) nexapcTBeHHbIe CPeJCTBA - BELIECTBA MM MX KOMOMHALINHY, BCTYAIOIHME B KOHTAKT C OPraHM3MOM YeJIOBEKa MU KMBOTHOTO, IPOHHUKAIOLINE B
OpraHbl, TKAaHU OpPraHH3Ma YeJOoBeKa MM JKHBOTHOTO, IIPUMEHsIeMBbIe Ul MPOQHIAKTHKY, JHATHOCTHKY (32 MCKIIOYEHHEM BEIeCTB WM UX KOMOWHAIMiL, He
KOHTAKTHPYIOIIUX C OPraHU3MOM 4eJIOBEKa WM JKHMBOTHOIO), JiedeHHs 3a00neBaHMs, peaOUIMTALUY, U1 COXPAHEHHs, IPEAOTBPAIEHUs] N IpepbIBaHUs
6epeMEeHHOCTH U IOIy4eHHbIE U3 KPOBH, IIa3Mbl KPOBU, U3 OPraHOB, TKaHEil opraHu3Ma ueIoBeKa MU )KHBOTHOTO, PACTEHUI, MUHEPAIOB METOJaMH CHHTE3a
W ¢ IPHMEHEeHHEM OMOJIOTHUECKUX TeXHONIOTHH. K JIeKkapCTBEHHBIM CpeicTBaM OTHOCATCS (hapMaleBTHIECKHEe CyOCTaHIIHU U JIeKapCTBEHHBIE Iperaparh;

2) papmaneBTHYeCKAsI CYOCTAHIMS - JICKAPCTBEHHOE CPECTBO B BUJIE OTHOTO MM HECKOJIBKUX 00JIAAIOHX (hapMaKOIOTHIECKOil aKTHBHOCTBIO
JEHCTBYIOIUX BELIECTB BHE 3aBHCHMOCTH OT HPHPOABI IPOHCXOXKAEHUS, KOTOpPOe MpEIHA3HAYeHO A MPOU3BOJCTBA, H3TOTOBIEHUS JIEKapPCTBEHHBIX
TIperaparoB U onpenesseT uX 3G ek THBHOCTB;

3) BcnomoraTe/bHbIe BellleCTBA - BELIECTBA HEOPTAHHYECKOTO MM OPTaHHYECKOTO IPOUCXOXKICHHs, UCTIONb3yeMble B Ipoliecce IPOU3BOACTBA,
H3TOTOBJICHUS JIEKAPCTBEHHBIX TIPENapaToB s MPHIAHUS UM HEOOXOIMMBIX (DH3MKO-XUMHYECKHX CBOICTB;

4) nexapcTBeHHbIe MPeNapaThbl - JICKAPCTBEHHBIE CPEICTBA B BHJE JIEKAPCTBEHHBIX (DOpM, NPHUMEHsSEMbIe TSI MPOQHIAKTUKY, IHAarHOCTHKH,
nedeHust 3a001eBaHus, pPeabUINTalUH, JJIs COXPAHEHH s, IPEIOTBPALICHNs WIH IPephIBaHUs OepPEeMEHHOCTH;

5) JexkapcTBeHHasi ¢opMa - COCTOSHHE JIGKapCTBEHHOIO IIperapara, COOTBETCTBYIOIIEEe CIIOCO0aM €ro BBEICHHS M IPHMEHEHHI H
obecrieunBaroniee JOCTIKEHHE He0OX0ANMOro 1ede6Horo s dexra;

5.1) mo3upoBKa - colep)KaHUue OJHOTO WM HECKOJNBKUX IEHCTBYIOMNX BEIIECTB B KOJINISCTBEHHOM BBHIPAXKCHUH HA SIUHHILY O3Bl WIH CIHHHILY
o0beMa, MM eJUHUILY MAacChl B COOTBETCTBHH C JICKApCTBEHHON (DOPMOIt 100 1711 HEKOTOPHIX BUAOB JEKAPCTBEHHBIX (HOPM KOITHYECTBO BHICBOOOKIAEMOTO 3
JIeKapCTBEHHOH (POPMBI JefiCTBYIOIIETO BEMECTBA 3a ANHHUILY BPEMEHH;

6) mepeyeHb KM3HEHHO HEOOXOTMMBIX H BAKHEHIINX JIeKapCTBEHHBIX MPenapaTos - yTepxaaemelii [IpaBurensctBom Pocceniickoit deneparmm
IepeueHb JICKapCTBEHHBIX MpENapaToB Ui MEJUIMHCKOIO INPUMEHEHHs, O00eCHedMBAIOIMX MIPHOPUTETHBIC MOTPEOHOCTH 3IPABOOXPAHEHHS B LEIIX
PO IIAKTHKY U JIeUeHNs 3a00JIeBaHUI, B TOM YHCIIe IPeodIafalonuX B CTPYKType 3abosneBaeMocT B Poccuiickoit denepanyn;

6.1) opdaHHBIe JeKapCTBeHHbIe INpenapaThl - JICKAPCTBEHHBIE Iperaparsl, NpeJHa3HAYeHHBIC MCKIIOYHTENBHO JUIS AWATHOCTHKH WIIH
MAaTOreHETUYECKOTo JIeYeHUs (JICYSHU s, HAIIPABJICHHOTO HAa MEXaHU3M Pa3BUTHs 3a00i1eBaHus) peakuX (ophaHHbIX) 3a00IeBaHUN;

6.2) GuoJorHUecKHe JieKapcTBeHHbIe MPenapaThl - JICKapCTBEHHBIE IPeIapaThl, AeHCTBYIONee BEIIeCTBO KOTOPHIX IPOU3BECHO WIIH BEIIEICHO
13 OMOJIOTMYECKOr0 UCTOYHHKA M JUTS ONPEICNICHHS CBOMCTB M KauecTBa KOTOPBIX HEOOX0ANMAa KOMOHWHAIIHS OHOJOTHYECKHX U (PU3HKO-XUMUYECKUX METO/IOB.
K 6uonormyeckuM JIeKapCTBEHHBIM IpenapaTaM OTHOCSTCS UMMYHOOHOIOTHYECKUE JIEKapCTBEHHbIE MPENapaThl, TeKapCTBEHHBIE NIPEMapaTsl, OTyIeHHbIC 13
KPOBH, IUIa3Mbl KPOBH YEJIOBEKa M )KUBOTHBIX (32 MCKIIOYEHHEM IIEJIBHON KPOBH), OMOTEXHOJOTHYECKHE JICKapCTBEHHBIE MPENaparthl, FeHOTepaI eBTHYCCKHE
JIeKapCTBEHHBIE MPETIapaThl;

7) HMMYHOOHOJIOTHYECKHE JIEKAPCTBEHHbIe MpenapaThl - JIEKapCTBEHHbIE Mpenaparsl, IpeAHa3HaYeHHble 11 (GOpMHPOBAaHUS aKTHBHOTO HIIH
MaCCHMBHOTO MMMYHHTETa JIMOO AWArHOCTUKHM HAJIMYUS MMMYHHTETA WM JHATHOCTHKU CIICHU(IYECKOTO MPHOOPETeHHOT0 M3MEHEHUs] HMMYHOJIOTHYECKOro
OTBETa Ha aJUICPTH3MpYIOIHe BemiecTBa. K HMMYHOOHOIOTHYECKHM JIEKapPCTBEHHBIM IIperapaTaM OTHOCSTCSI BaKIMHbI, aHATOKCHHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTJIOOYIHHEI U aJLUIePreHbl;

7.1) OHOTexHOJIOTHYeCKHe JIeKAPCTBEHHbIE TMpenapaThl - JIEKAPCTBEHHBIC Mperaparhl, IPOU3BOACTBO KOTOPHIX OCYLIECTBISIETCS C
HCIIOIE30BAaHNEM OMOTEXHOJOTHYECKHX IPOLECcCOB U MeTooB (B ToM uncie JJHK-pexoMOMHAHTHOH TEXHOJIOTHH, TEXHOJIOTHH KOHTPOIUPYEMOH IKCIIPECCHU
TEeHOB, KOJUPYIOIUX OHOTOTHYECKH aKTHBHBIC OENIKH B IPOKAPHOTAX U DyKapHOTaX, BKIIOYas U3MEHEHHbIe KIeTKU MICKONUTAIONINX ), THOPHIOMHOTO METOAA
¥ METOZ1a MOHOKJIOHAJIEHBIX aHTHTE,

7.2) TeHOTepameBTHYECKHE JIeKAPCTBEHHbIE MpeNapaTbl - JICKAPCTBEHHbIC Ipenapatsl, (apMaleBTHUecKas CyOCTaHIUS KOTOPBIX SIBIISIETCS
PEKOMOMHAHTHON HYKJICMHOBOHM KHCIOTOH MM BKIIOUAET B ceOsl PEeKOMOMHAHTHYIO HYKJICHMHOBYIO KHCIIOTY, MO3BOJIIONIYIO OCYIIECTBIISTH PEryIHPOBaHUE,
penaparuio, 3aMeHy, 100aBJICHUE HIH yIaJIeHHe TeHETHYECKOM MOCIIe0BaTEIbHOCTH;

8) HapKoTHYecKHe JeKapCTBEHHBbIE CPEICTBA - JICKAPCTBEHHBIC NpenapaThl M (apMaleBTHYCCKHE CYOCTaHIMH, COAEpIKAIIHe HAPKOTHYCCKHE
CpeicTBa M BKIIOUCHHBIE B llepeucHb HApKOTHYECKUX CPEACTB, HMCUXOTPONHBIX BEIIECTB M UX INPEKYpCOpPOB, MOIIEKAIMX KOHTpomo B Poccuiickoit
Deniepaiiin, B COOTBETCTBHH C 3aKOHOzaTenbcTBOM Poccuiickoil denepanuu, MexayHapoHEIMH JoroBopamu Poccuiickoii denepanyn, B ToM uuciie Exnnoit
KOHBEHIIMEN 0 HApKOTHYeCKuX cpeacrBax 1961 roxa;

9) NCHXOTPONHbIE JeKAPCTBeHHbIE CPEeICTBA - JICKApCTBEHHBIC Ipemaparsl U (apMaleBTHUECKHE CyOCTaHIMH, COAEpKallie MCHXOTPOIHBIC
BEILeCTBA M BKJIIOUEHHbIe B [lepeueHb HApKOTUYECKHX CPENCTB, NCHXOTPONHBIX BEIIECTB U UX IPEKypCOpOB, MOIEKAIIUX KOHTpomo B Poccuiickoit
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®Deznepani, B COOTBETCTBUH C 3aKOHOAATENbCTBOM Poccuiickoit denepanyu, MexIyHapoaHbIMH gorosopamu Poccuiickoit ®enepauuu, B TOM 4YHCIE
KonBeHIIMel 0 ICUXOTPOIHBIX BemiecTBax 1971 roxa;

10) paanoapmaneBTHYECKHE JIEKAPCTBEHHbIE CPEICTBA - JIEKaPCTBEHHbIC CPEJICTBA, KOTOPHIE COAEPKAT B TOTOBOM JUIsl MCIIONIb30BaHUsA (GopMme
OJIMH PaJIMOHYKIN/ HIU HECKOIBKO PaUOHYKIMAOB (PaJuOaKTHBHBIX H30TOIIOB);

10.1) opuMruHANIbHBIH JIeKAPCTBEHHBI NpemapaT - JIEKapCTBEHHBIH IperapaT C HOBBIM JACHCTBYIOIIMM BEIIECTBOM, KOTODBIA IIEPBBIM
3aperucTpupoBaH B Poccuiickoil denepanuy WiM B MHOCTPAHHBIX TOCYapCTBAX HAa OCHOBAHMH PE3yJbTaTOB JOKIMHHUYECKHMX HCCIIENOBaHUIl JIEKapCTBEHHBIX
CPEACTB U KIMHUYECKHUX MCCIICIOBAHUIT IEKapCTBEHHBIX NPEAPaTOB, MOATBEPHKAAOLINX €ro Ka4ecTBO, 3Q(HEeKTUBHOCTD U 6E3011aCHOCTD;

11) pedepeHTHBIH JeKapCTBeHHBbIH NpenapaT - JICKApCTBEHHBIH MNpenapaT, KOTOPBII HCIONb3yeTCsl A OLEHKH OHMOOKBHBAJICHTHOCTH HIN
TEepaneBTHYECKOH SKBUBAICHTHOCTH, KauecTBa, 3(P(EKTUBHOCTH M OE301aCHOCTH BOCHPOM3BEACHHOIO JICKAPCTBEHHOTO IIpernapaTta WiM OHOaHaIoroBOro
(6romomoOHOro) NekapcTBeHHOro mpenapara (OuoaHamora). B kadecTBe pe(epeHTHOro JIEKapCTBEHHOrO Mpenapara Uil MEeJUIHHCKOrO MPHMEHEHUs!
HCIIONB3YeTCsl OPUTHHAIBHBIA JICKApCTBEHHBIH Hpernapar U0, €ClIM OPUTHHANIBHBIN JIEKapCTBEHHBIH IIpernapar He 3aperuCTPHUPOBAH WIH HE HAXOAUTCS B
obopore B Poccuiickoii ®efepain n He HaxXoaurTcss B 000pOTE B MHOCTPAHHBIX T'OCYIApCTBaX, BOCIIPOM3BEICHHBIN JICKAPCTBEHHBI Ipenapar HIH
6uoananoroselii (6HOMOMOOHBII) JeKapcTBeHHBIN mnpenapar (6HOaHANOr), KOTOPBIA IEPBBIM 3apPETHCTPHPOBAH U3 YHCIA HAXOMAIIMXCS B 000poTe B
Poccuiickoit ®eneparyn, OHOIKBUBAICHTHOCTh MM TEPAIlEBTUYECKass SKBUBAIEHTHOCTb, KauecTBO, 3()(PEKTUBHOCTE U 0€30MaCHOCTh KOTOPOrO OLIEHUBAIUCH
10 OTHOIICHHIO K OPUTHHAILHOMY JIEKAPCTBEHHOMY IIPerapaTty, a TAkXKe Ka4ecTBO, 3QPEeKTHBHOCTh U 6E30I1aCHOCTh KOTOPOTO MOATBEPKIAIOTCS Pe3yIbTaTaMI
(hapMaKoHa30pa U MPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPEACTB, HAXOMAIIMXCS B TPaXKJaHCKOM 000pOTe, yCTAHOBJIEHHBIM TPEOOBaHUAM K UX KadecTBy. B
KadecTBe Pe(epeHTHOr0 JEKapCTBEHHOTO Iperapara IS BETEPUHAPHOTO IPHMEHEHHS MCIIONB3yeTcsl JIEKapCTBEHHBIM Iperapar Ul BEeTepPHHApHOIO
NPUMEHEHHUs], 3aperucTpupoBaHHblii B Poccuiickoit denepanmy Ha OCHOBAHMM PE3YJIbTATOB JOKIMHMYECKMX HCCIIEIOBAHUN JICKAPCTBEHHBIX CPEACTB M
KJIMHUYECKUX HCCIIC/JOBAHUH JIEKAPCTBEHHBIX MPENapaToB, HOATBEPKAAIOIIHUX €ro KauecTBO, 3((HEKTUBHOCTD U 6€3011aCHOCTS;

12) Bocmpou3BeleHHBIH JIeKAPCTBEHHBbIH NpemapaT - JEKapcTBEHHBI IpemapaT JUli MEIWIMHCKOrO IIPUMEHEHHS, KOTOPHIH HMeeT
9KBUBAJICHTHBIN pe)epEeHTHOMY JIEKapCTBCHHOMY IperapaTy KaueCTBEHHBIH COCTaB U KOJMYECTBEHHBIH COCTAB ACHCTBYIONIMX BEIIECTB B SKBHUBAJICHTHOI
JIEKapCTBEHHOU (hopMme, OO JIeKAPCTBEHHbIH HpenapaT Uil BETSPHHAPHOTO NPHMEHEHHs, KOTOPhIH MMEET TaKhe HKe, YTO M PeepeHTHBII JeKapCTBEeHHbIN
Ipenapar, Ka4eCTBEHHBI COCTaB U KOJIMYECTBCHHBIH COCTaB JEHCTBYIOIIMX BEIIECTB B TaKOH e JIEKapCTBEHHOI (opMme, OHOOKBHBAICHTHOCTh MM
TepaneBTHYECKass SKBUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY pE(pEpEHTHOMY JIEKapCTBEHHOMY IIpeHapary IOATBEPXKIEHA COOTBETCTBYIOIIMMHU
HCCIIeI0BaHUAMH;

12.1) TepaneBTHYeCKAsl IKBHBAJIEHTHOCTD JIEKAPCTBEHHBIX MPENapaToB - JOCTIDKEHHE KIMHUYECKHU COIIOCTaBIMBIX TepalleBTHIECKOro addexra
u mokasateneil 3(p{eKTHBHOCTH M OE€30MaCHOCTH IPU NPUMEHCHHH JICKapCTBEHHBIX MPEMNapaToB Ui MEMHUIMHCKOTO MPHMEHEHHUs, HMCIOIIUX OJHO
MEXIyHapOJIHOE HeNaTeHTOBAHHOE (MJIM XMMHYECKOe, WU IPYNIHPOBOYHOE) HAUMEHOBAHUE, B DKBHUBAJICHTHBIX O3UPOBKAX II0 OJHUM U TE€M XK€ IOKa3aHUSIM
K IPHMEHEHHIO U IIPU OJJMHAKOBOM CIIOCO0E BBEJICHHS Y OJHOU M TOH e IrPyNIbl OOJIbHBIX;

12.2) 6uoanajioroBblii (0M0NMOJ00HbIN) JeKapcTBeHHbIH Npenapar (0MoaHa 0r) - OMOJOTMYECKHH JIEKAPCTBEHHBIM Npenapar, CXOXHH I10
mapaMerpaM KauecTBa, 3Q(GEKTHBHOCTH U 0€30MaCHOCTH ¢ pe)epEeHTHBIM OHOIOrHYECKUM JICKAPCTBEHHBIM IIPEMapaToM B TAKOU e JIEKApCTBEHHOH (opme 1
HMEIONIHI NICHTHYHBIH CII0CO0 BBEICHNS,;

12.3) B3ammo3ameHsieMblii JIeKApPCTBEHHbIH INpenapaTr - JIEKapCTBEHHBIN Npenapar ¢ JIOKa3aHHOW TEepaneBTUUECKOH SKBUBAJIEHTHOCTHIO WU
OMOSKBHBAICHTHOCTHIO B OTHOLIEHUH Pe(epeHTHOrO JICKapCTBEHHOTO MperapaTa, UMEIOIIHil SKBHBAJICHTHBIC €My KaueCTBCHHBI COCTaB M KOJIMYECTBEHHBII
COCTaB JEHCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTaTeNbHBIX BEIIECTB, JIEKAPCTBEHHYIO (JOPMY U CHIOCOO BBEICHHUS;

12.4) 0UMO0KBHBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - JOCTH)KCHHWE CONOCTAaBUMBIX IIOKA3aTENEH CKOPOCTH BCACBIBAHHUS, CTEHEHH
MOCTYIUICHHS! K MECTY JCHCTBUS M CKOPOCTH BBIBEICHHS OJHOTO MM HECKOIBKMX 00JaJaioIMX (papMakoIoruyeckoi akTHBHOCTBIO JCHCTBYIOMINX BEIIECTB
IIpU IPHMEHEHHHU JIEKapCTBEHHBIX IPerapaToB Ul MEAUIUHCKOTO NPUMEHEHNUs], HMEIOIUX OXHO MEXIYHApOJHOE HEMaTeHTOBAaHHOE (WM XHMMHYECKOe, HIH
TPYNIIHPOBOYHOE) HAUMEHOBAHHUE, B DKBHBAJICHTHBIX JO3HPOBKAX U IIPU OJUHAKOBOM CIIOCOOE BBEICHHS;

13) JexkapcTBeHHOe pACTHTEIbHOE ChIPbe - CBEXHE HIM BBICYHNICHHBIE pAaCTeHUs JMOO HX YAaCTH, MCIOJIb3yeMble i HPOU3BOICTBA
JIEKapCTBEHHBIX CpPEJCTB OPTaHU3ALMAMU - IIPOU3BOIUTEISIMH JIEKAPCTBEHHBIX CPEACTB WM H3TOTOBIEHHS JICKAPCTBEHHBIX IIPEIapaToB anTedHBIMU
OpraHH3allMsIMU, BETEPUHAPHBIMU ANTEYHbIMH OPTaHU3aLMAMU, UHIMBHIYaIbHbIMH IpEeINPUHUMATEISIMU, UMEIOIUMY JIMLEH3HI0 Ha (apMalleBTHUECKYIO
JIEATENIbHOCTb;

14) JnexapcTBeHHBI pPACTHTENLHBIH Tpemapar - JIGKApCTBEHHBIH NpenapaT, HPOM3BENCHHBIH WM H3TOTOBJICHHBIA M3 OIHOTO BHIA
JIEKAPCTBEHHOTO PACTUTENBHOTO CHIPbS MM HECKOJBKHMX BHIOB TaKOTO CHIPbSl M Peann3yeMblii B pac(hacOBaHHOM BHJIE BO BTOPHUYHOH (IIOTPEOUTENBCKOM)
YIaKOBKe;

15) romeonaTuyecknii JeKapcTBeHHbIH Mpenapar - JISKAPCTBEHHBIH Iperapar, MPOM3BEICHHBIH MM H3TOTOBIECHHBIH U3 (hapMaleBTHYECKOH
cybcTaHiy Wik GapMarieBTHYECKUX CYOCTaHIMH B COOTBETCTBHH C TPeOOBaHMAMH OOMIMX (papMaKOMEHHBIX CTaTell K rOMEONAaTHYECKUM JIEKapCTBEHHBIM
IpernapaTaM MU B COOTBETCTBHU ¢ TpeOOBaHUAMHU (hapMaKOIed CTpaHbl IPOU3BOAUTEIIS TAKOTO JeKapCTBEHHOTO IpenapaTa;

16) Me:kayHApoAHOe HeNATEHTOBAHHOe HAWMEHOBAaHHe JEKAPCTBEHHOI0 CpeACTBA - HaWMEHOBAaHHE JEHCTBYIOLIErO BeNIECTBA
(hapMmaneBTHUECKOM CyOCTaHIMU, PEKOMEHJOBaHHOE BeceMupHOii opranusaiuei 31paBoOXpaHeHH s ;

17) ToproBoe HaMMeHOBAHHE JIEKADCTBEHHOrO CpeICTBA - HAUMEHOBAaHUE JEKAPCTBEHHOIO CPEACTBA, MPHCBOCHHOE €ro pPazpaboTUHKOM,
JiepIKaTeleM MM BJIaJIelbIieM PETHCTPAlHOHHOTO YIOCTOBEPEHNS JISKAPCTBEHHOTO IIperapara;

17.1) rpynnmupoBoYHOe HAHMMEHOBAHHMe JIEKAPCTBEHHOr0 TIpenapaTa - HaUMEHOBAaHHE JIEKAPCTBEHHOTO IIperapara, He HMEIOLIEro
MEXIYHapOIHOTO HEMaTeHTOBAHHOTO HAUMEHOBAHUsI, MIIH KOMOMHAIINY JIKAPCTBEHHBIX IIPEMapaToB, HCIOIb3yeMOe B Le/IX 00beJHHEHHS UX B IPYIILY IO[
€IMHBIM HaIMCHOBaHUEM UCXO/SI 13 ONHAKOBOT'O COCTaBa AEHCTBYIOIIHNX BEIIECTB;

18) obdmasi ¢dapmakomeiiHast CTaTbsl - JOKYMEHT, yTBEPXICHHBIH YIIOMHOMOYCHHBIM (elepalbHbIM OpraHOM HCIIONHHTENFHOH BIACTH H
CoJepXKallMi TepedeHb MoKa3aTeIel KadecTBa M (MJIM) METOOB KOHTPOJS KayecTBa KOHKPETHOI JIEKapCTBEHHOH (hOPMBI, JICKAPCTBEHHOTO PACTHTEIBHOTO
CBIPbsI, ONUCAHMS OMOJIOTHYECKHX, OMOXMMHYECKHX, MHKPOOHOIOTHIECKHX, (HU3MKO-XUMHUECKUX, (PH3NUECKUX, XUMUYECKHX W APYTUX METOJOB aHAIn3a
JIEKapCTBEHHOTO CPEJICTBA, a TaKk)Ke TPeOOBaHUS K HCIIONB3YEMBIM B LEJISIX IIPOBEACHNUS JAaHHOTO aHAJM3a PEaKTHBaM, THTPOBAHHEIM PAacTBOpaM, HHINKATOPaM;

19) dpapmakoneiinasi cTaThsl - JOKYMEHT, YTBEp)KACHHBIH yINOIHOMOYEHHBIM (hefepaabHbIM OPTraHOM HCIIONHHTENbHOH BIACTH M COAEPKALIMi
repedeHb IoKa3areseil kauecTBa H METOZOB KOHTPOJISI KadecTBa JIEKapCTBEHHOTO CPE/ICTBA;

19.1) crampapTHble 06pa3nbl - BELIECTBA, IIOCPEICTBOM CpPAaBHEHHS C KOTOPBIMH OCYLIECTBISIETCS KOHTPOJb KadecTBa HCCIIEIYeMBIX
JIEKapCTBEHHBIX CPEJCTB C MOMOMIBIO (PU3HKO-XUMUUECKUX H OHMOJIOIMYECKMX METOJOB B LE/SIX IOATBEPKICHHUS COOTBETCTBUS JICKAPCTBEHHBIX CpPEICTB
TpeGOBaHUAM HOPMATHBHOW JIOKYMEHTAIlUH, YCTAHOBJICHHBIM MPH OCYIECTBICHUH T'OCYIapCTBEHHON PETUCTPALH, U KOTOPBIE MIPUMEHSIOTCS JUIS KaTHOPOBKU
CTAHJAPTHBIX 00Pa3LOB MPOM3BOJMUTEINS JICKAPCTBEHHBIX CPEACTB, MCIOJIB3YyEMBIX JUISi KOHTPOJsS KauecTBAa W MHBIX IeNel MpH OOpamieHHuH JIEKapCTBEHHBIX
CpEICTB;

19.2) dapmaxoneiinblii cTaHIaPTHBII 00pa3ell - CTaHAAPTHBII 00pa3ell, TPON3BE/ICHHBIH B COOTBETCTBHH C (papMaKOIEHHOI cTaThel;

20) HopMAaTHBHasi JOKYMEHTAHOHUsl - IOKYMEHT, COIEP)KAI[Hil IepeucHb ONpeNesIeMbIX II0 pe3ylbTaTaM COOTBETCTBYIOIIMX OKCIEPTH3
noKka3areseil kauecTBa JeKapCTBEHHOTO CPEACTBA ISl MEAUIIMHCKOTO IIPUMEHEHNUS], METOJI0B KOHTPOIISI €T0 KaueCTBa M YCTAHOBIICHHBIN €ro IIPOM3BOJUTENIEM;

21) HOpMATHBHBIH JOKYMEHT - JOKYMEHT, COZICp)KAallNi MEepedeHb ONPEAeISIEMBIX 110 Pe3yJIbTaTaM COOTBETCTBYIOLIMX IKCHEPTH3 MOKa3aTeleH
KayecTBa ¥ (WIM) METOJOB KOHTPOJS KadecTBAa JIEKAPCTBEHHOH (OpMBI, ONHCAHHS OHOJNOTHYECKHX, OHOXMMHYECKUX, MHKPOOHOJIOTHYECKHX,
(H3UKO-XUMHUYECKUX, (PU3MUECKHX, XUMUYECKUX U APYIHX METONOB aHAIM3a JICKAPCTBEHHBIX CPEACTB U BETEPUHAPHOTO MPUMEHEHUs, TpeOOBaHHSA K
HCIIOB3yeMBIM B LIEJISIX IPOBEICHHNS JaHHOTO aHAIIM3a PEaKTUBaM, THTPOBAHHBIM PacTBOpaM, HHMKATOPaM ¥ YCTAHOBJICHHBIH €ro NPOM3BOJUTEIIEM;

21.1) oOmmii TeXHHMYECKHH JOKYMEHT - KOMIUICKT JOKYMEHTOB M MaTEpHajOB, COCTOSIIMH M3 HECKOJIBKHX pa3JeloB - IOKYMEHTAIlMU
aJIMUHUCTPATHBHOTO XapakTepa, XHMHYECKOH, (apMaleBTUUECKOH M  OHONOTMYECKOW JOKyMEHTAauuH, (apMakoJIOrH4ecKod, TOKCHKOIOTHYECKON
JOKYMEHTAIlMH, KIIMHIYECKOH TOKyMEHTAIMH 1 NPEACTABIISIEMBIH OJJHOBPEMEHHO C 3asBJICHHEM O FOCYIapCTBEHHOH PErHCTPaIiy JICKapCTBEHHOTO TpernapaTa
JULSL MEAUIIMHCKOTO TIPUMEHEHHs B (JopMaTe, yCTAaHOBJICHHOM YIIOTHOMOYSHHBIM (e/iepaIbHBIM OPraHOM HUCIIOJIHUTEIBHON BIACTH;

22) Ka4ecTBO JIEKAPCTBEHHOI0 CPEICTBA - COOTBETCTBHE JICKAPCTBEHHOTO CPENCTBa TpeOOBaHUSIM (papMaKoONeHHOH cTaTbu JHOO B Cliydae ee
OTCYTCTBHS HOPMAaTUBHOI! JOKYMEHTAIMH MM HOPMaTHBHOT'O TOKYMEHTA,;

23) 0e30macHOCTb JIEKAPCTBEHHOIO0 CPEICTBA - XapaKTEPUCTHKA JIEKADCTBEHHOIO CPEACTBA, OCHOBAHHAs HAa CPaBHUTEIBHOM AaHAJM3E €ro
20 (eKTUBHOCTU U PHUCKA IPUIHHECHUS BPEa 30POBBIO;

24) 3 eKTHBHOCTD JIEKAPCTBEHHOI0 NMPenapara - XapakTepUCTHKA CTENIEHH MOJIOKUTEIBHOTO BIUAHHS JIEKAPCTBEHHOrO penapaTa Ha TeUeHHe,
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MIPOJODKHTEIEHOCTD 3a00/I€BAHUS WM €T0 IIPeJOTBPAIleHUe, peadHINTaNIo, Ha COXpaHeHUE, IPeJOTBpalleHHe WIH IpephIBaHne OepeMeHHOCTH;

25) cepusl J1eKapCTBEHHOI'0 CPEACTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPEICTBA, IIPOU3BEICHHOE B PE3yIbTaTe OJHOTO TEXHOJOTMYECKOTO IHKIA
€ro MPOU3BOUTENEM;

26) perncTpanMoHHOE YI0CTOBEpeHHe JIEKAPCTBEHHOI0 Mpemapara - JOKYMEHT, MOATBEPXKIAIOMNN (DaKT TrOCyIapCTBEHHOH pErucTpanun
JIEKapCTBEHHOTO IIpeTapara;

26.1) mepxkaTesib MM BJajesell PerHCTPALHOHHOIO YI0CTOBEPEHHs JIEKAPCTBEHHOTO NMpenapara - pa3paboT4iK JIEKapCTBEHHOIO CPEJCTBa,
NIPOU3BOUTENDb JIEKAPCTBEHHBIX CPEJCTB MIIM MHOE IOPUIMYECKOe JIUII0, 00J1aalollee IPaBoM BIIaJIeHHs PETUCTPALMOHHBIM YI0CTOBEPEHHEM, KOTOPbIE HECYT
OTBETCTBEHHOCTH 3a Ka4eCTBO, (P (heKTHBHOCTD U OE30IIaCHOCTD JIEKAPCTBEHHOTO IIpeTapara;

27) perncTpanuoOHHbINH HOMeP - KOJOBOE 0003HaUECHHE, TPHCBOCHHOE JIEKAPCTBEHHOMY IIPenapaTty IpH ero roCyAapCTBEHHOM pEerucTpanuy;

28) oOpamieHHe JIeKAPCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKHE HCCIICIOBAHUs, KIMHUYECKHE HCCIENOBAHUS, BKCIICPTH3a,
rocyJapcTBEeHHas PETHCTPAIUs, CTaHAapTU3ALMS 1 KOHTPOJIb Ka4ecTBa, IPOU3BOICTBO, H3TOTOBIECHHE, XpaHEHNUE, IepeBo3Ka, BBO3 B Poccuiickyro denepanuro,
BbIBO3 U3 Poccuiickoit @enepaiyu, pekiama, OTIyCK, peain3alus, repejgaya, IPUMEHEHNE, YHUYTOKEHUE JIEKaPCTBEHHBIX CPE/ICTB;

29) cy0ObeKThI 00paleHnst JeKapCTBEeHHbIX CPEACTB - (QU3MYECKUE JUIA, B TOM YHCIC WHAMBHIyalbHbIC MPEANPHHUMATEIN, H IOPHIMICCKUE
JIMIA, OCYIIECTBIIONINE e TEeIbHOCTD IPU 00paIleHNH JICKaPCTBEHHBIX CPEIICTB;

30) pa3paGoTYMK JIEKAaPCTBEHHOIO CPEICTBAa - OpraHM3alis, OONajaroIias NpaBaMH Ha pe3yJbTaThl JOKIMHUYECKUX HCCICIOBAaHUI
JIEKapCTBEHHOTO CPEJICTBA, KIMHUYECKUX UCCIIEJOBAHHUH JIEKapCTBEHHOrO IIpenapaTa 1 (UIK) Ha TeXHOJIOTHIO IPOU3BO/ICTBA JIEKAaPCTBEHHOIO CPEICTBA;

31) Npou3BOACTBO JEKAPCTBEHHBIX CPEICTB - JIEATENBHOCTh IO IPOMU3BOACTBY JIEKAPCTBEHHBIX CPEACTB OPraHU3ALMSMU - IIPOU3BOAUTEISIMU
JIEKapCTBEHHBIX CPEJICTB Ha OHOM CTaMH, HECKOJIbKUX MIIM BCEX CTaJHUAX TEXHOIOIMYECKOTo IIPOLECCa, a TAKKe 110 XPaHEHUIO U peali3allii IPOU3BEIEHHbBIX
JIEKapCTBEHHBIX CPE/ICTB;

31.1) npou3BoAcTBeHHAs IUIOINAJKA - TEPPUTOPHATIBHO 000COOICHHBIH KOMIIIEKC MPOU3BOMHUTENS JIEKAPCTBEHHBIX CPEACTB, NIPeIHa3HAYCHHBIH
JUIs BBIIOJIHEHHSI BCETO MPOLIECCa IIPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB WIIH €r0 OIPEEIEeHHON CTauH;

32) npou3BOAUTE]b JEKAPCTBEHHBIX CPEICTB - OpPraHH3allus, OCYIIECTBIAIOIAs HPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUH C
TpeboBaHMAMH HacTosmero denepanbHOro 3aK0Ha;

33) dapmaneBTHYeCKas 1eATENBHOCTD - JEATEIbHOCTb, BKIOYAIOLIAs B c€0s ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMH CPEACTBAMH, UX XpaHEHHE,
NepeBo3Ky M (WJIM) POSHUYHYIO TOPTOBIIO JICKAPCTBEHHBIMU IIpeliapaTaMH, B TOM YHCJIE JMCTAHLIMOHHBIM CHOCOOOM, MX OTIYCK, XPaHCHHE, IEpPEBO3KY,
M3TOTOBJICHHE JICKAPCTBEHHBIX TIPENIapaToB;

34) opranuzanusi ONTOBOIl TOProBJH J1eKAPCTBEHHBbIMH CPEICTBAMH - OPraHH3alUs, OCYIIECTBIIIONIAs ONTOBYIO TOPTOBIIO JIEKAPCTBEHHBIMHU
CpeICTBaMHU, UX XpaHEHHe, IIEPEeBO3KY B COOTBETCTBHU € TpeOOBaHHAMH HacTosiero denepanbHOro 3aK0Ha;

Wuopmarus 06 H3MEHEHHSX:

35) anTeyHasi OPraHU3alMsl - OPraHU3alys, CTPYKTypHOE MoJpa3ereHie MeAUIUHCKOH OpraHu3alyy, OCyIIECTBILIOMNE PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMH IIperapaTaMy, B TOM YUCIE AUCTAHIMOHHBIM CIIOCOOOM, XpaHEHHe, NePEeBO3KY, U3TOTOBICHHE U OTIYCK JEeKapCTBEHHBIX IPENapaToB LT
MEINIIMHCKOTO TPUMEHEHHUS B COOTBETCTBHH C TpeOOBaHMSIMH HacTosIero deepabHOTO 3aK0Ha;

36) BerepHMHApHasl anTe4yHAsi OPraHU3alMsl - OPraHM3alUs, CTPYKTypHOE IOIpa3leleHHue BETePHHAPHONW OPraHMU3aLUM, OCYIIECTBIIIOIINE
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMM IIpeHapaTaMy, B TOM YHCJIE JUCTAHIHOHHBIM CIOCOOOM, XpaHEHHE, U3TOTOBJIEHHE M OTIYCK JIEKapCTBEHHBIX
MPEnapaToB I BETEPUHAPHOTO MPHMEHEHHS B COOTBETCTBUH C TpeOOBAHMAMY HacTosiero denepanbHOro 3aKoHa;

37) panscupuuupoBaHHOE JeKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPECTBO, COMPOBOXKIAEMOE JIOKHON HHMOpMAIHeil 0 ero coctase u (¥MIK)
NIPOU3BOAUTEIIE;

38) Hem00poKayecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKApPCTBEHHOE CPEJICTBO, HE COOTBETCTBYIONIEE TPEOOBAHMAM (hapMaKONEHHON CTAaThby
1160 B ciIydae ee OTCYTCTBUS TPeOOBaHHAM HOPMATUBHON JOKYMEHTAIIMU WM HOPMAaTUBHOI'O JIOKYMEHTA;

39) koHTpadaKTHOe JeKapCTBeHHOEe CPeICTBO - JIGKAPCTBEHHOE CPEICTBO, Haxofsdlieecss B 00OpOTe € HApyLIEHUEM TIPAXkIAHCKOIO
3aKOHOJIATeIbCTBA;

40) JgokJMHHMYECKOe HCCIe0BaHHe JIEKAPCTBEHHOIO cpeJcTBa -  OMOJOIMYECKHME, MUKPOOUOIOTHYECKHE, HMMYHOJOTHYECKHE,
TOKCHKOJIOTHYECKHE, (DapMaKOIOTHYECKUE, (U3MYECKHEe, XUMHYECKHE M APYrHe MCCICAOBAHHS JEKAPCTBEHHOTO CPEICTBA IIYTEM IPUMEHCHHS Hay4dHBIX
METO/IOB OIIEHOK B IIEJISAX MOMYYEHHMS JOKa3aTebCTB O€30MacHOCTH, KauecTBa M 3((EKTHBHOCTH JIEKApCTBEHHOTO CPEJICTBA;

41) wIMHUYeECKOe HCCJIe0BAHUE JIEKAPCTBEHHOI0 Impenapara - UW3y4YeHHE JMAarHOCTUYECKHX, JIEYeOHBIX, MNPOQUIAKTHYECKUX,
(hapMaKoIOTHUECKUX CBOICTB JIEKAPCTBEHHOTO IIperapaTa B IIPOLEcCe ero MPUMEHEHHs Yy 4YellOBEeKa, JKMBOTHOTO, B TOM YHCIIE NIPOLECCOB BCACHIBAHMHSA,
pacnpeneneHus, U3MEHSHUsI ¥ BBIBEIICHUS, ITyTeM NPHMEHEHHS] HayIHBIX METOIOB OIIEHOK B LENSX ITOJTYy4YEeHHs JJOKa3aTeIbCTB OE30IIaCHOCTH, KauecTBa U
3¢ (}EeKTUBHOCTH JIGKAPCTBEHHOTO Ipenapara, JaHHBIX O HEXEIaTeNbHBIX PEaKIMSX OpraHW3Ma 4YelI0BeKa, )KMBOTHOTO Ha IPUMEHEHHE JICKapCTBEHHOTO
nperapara 1 06 3dexre ero B3auMoACHCTBUS C APYTHMHU JEKAPCTBEHHBIMU TIperapaTaMy 1 (HJIM) THIIEBBIME IIPOAYKTaMH, KOPMaMHy;

42) MHOIOLEHTPOBOe KIMHHYECKOe WCCIeJOBAaHHE JIEKAPCTBEHHOr0 Mpenapara Iisi MeIMIHHCKOT0 TNpPHMeHeHHsl - KIMHAYECKOe
HCCIIeIOBaHUE JIGKApCTBEHHOrO IpemapaTa Uil MEIULIUHCKOTO MPUMEHEHHs, NPOBOAUMOE DPa3pabOTUMKOM JIEKapCTBEHHOTO Ipemapara B IBYX H Ooiee
MEIHUITMHCKUX OPTaHU3AIMAX 110 SAUHOMY NIPOTOKOITY KIMHUYECKOTO HCCIEeI0BaHUs IeKapCTBEHHOTO IpenapaTa;

43) meskIyHApPOIHOE MHOTOIEHTPOBOEe KIMHHYECKOe HCccIe0BaHHE JeKAPCTBEHHOro mNpenapaTa sl MeAWIHHCKOro NpPHMeHEeHHus -
KJIMHAYECKOE HMCCIIC/IOBAHNE JIEKapCTBEHHOTO Mpemapara I MEIWIIMHCKOTO NPHUMEHEHHMS, IPOBOAMMOE pa3pabOTUMKOM JIEKAPCTBEHHOTO IIperapara B
Pa3IMYHBIX CTpaHaX M0 eAUHOMY IPOTOKOITY KIHHUYECKOTO HCCIEeI0BAaHUS IeKapCTBEHHOTO IIpenapaTa;

44) moCTperHcTPAlHOHHOEe KIMHHYECKOE HCCJIeNOBAHUE JEeKAPCTBEHHOr0 MpemapaTra s MeJINIHHCKOro MPHMEHEeHHsl - KIMHHYECKOe
HCCIIEIOBAHNE JIEKapPCTBEHHOTO Mpenapara sl MEANIIMHCKOTO TIPUMEHEHNS], IPOBOIMMOE ITPOM3BOANTENEM JIEKaPCTBEHHOT'O TIpernapaTa, TpaXIaHCKHi 000poT
KOTOPOTO OCYIIECTBISCTCS IOCIE TOCYJapCTBCHHOI PETMCTPAIMM, B LENAX AOMOJIHHTENBHOrO cOOpa IaHHBIX O ero Oe3omacHOCTH U 3(DPEKTHBHOCTH,
pacIIMpeHns NOKa3aHUi K MPUMEHEHHUIO TaHHOTO JIEKapCTBEHHOTO Iperapara, a TakKe BBISBICHUS He)KeIaTeNbHBIX Peakiiii MaeHTOB Ha ero JIelCTBHE,

45) mccaenoBanne OHMOIKBHBAJICHTHOCTH JIEKAPCTBEHHOTO MNpenapaTta - BHJ KIMHAYECKOTO WCCIEIOBAaHMS JIEKAPCTBEHHOTO TIperapara,
MPOBEACHHE KOTOPOTO OCYIECTBISACTCS JUIsl ONPEIEICH s CKOPOCTH BCACHIBAHHUS M BBIBEICHHUS OHOTO MJIM HECKOJBKHX 00Naaromux (hapMaKoIOrH4ecKoi
aKTHBHOCTBIO JICHCTBYIOIINX BEIECTB, KOMMYECTBA JIEKAPCTBEHHOTO MpENapara, JJOCTHTAOIIEro CHCTEMHOTO KPOBOTOKA, M PE3YJBTaThl KOTOPOTO TO3BOJISIOT
clenath BBIBOJ, O OMOSKBHBAJICHTHOCTH BOCIIPOM3BEJCHHOTO JIGKAPCTBEHHOTO TIIperapaTa B ONpEICICHHBIX JICKapCTBEHHOH QopMe M JI03MPOBKE,
COOTBETCTBYIOIHX (hopMe U TO3UPOBKE pe)epeHTHOr0 IEKapCTBEHHOTO IIpenapara;

46) mccaenoBaHue TepaneBTHYECKOl KBHBAJEHTHOCTH JIEKAPCTBEHHBIX NPENapaToB - BUJ KIMHHYECKOTO WCCIIEOBAHUS JIEKapCTBEHHBIX
MPETapaToB, MPOBEACHHE KOTOPOTO OCYIIECTBISETCS JUIS BBISBICHHS OAMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IIPENapaTOB ONPE/IETICHHON JIeKapCTBEHHOM
(hOpMBI, a TaK)ke HAJINYMS OJMHAKOBBIX MOKa3aTeseil 0e30macHOCTH U 3(QPEKTHBHOCTH JIEKapCTBEHHBIX MPENapaToB, OAMHAKOBBIX KIMHUYECKUX 3(QPEKTOB MpU
HX IIPUMEHCHUH;

47) NMpoTOKO0.I KIMHHYECKOr0 MCC/IeJ0BAHNS JeKAPCTBEHHOTO0 Mpenapara - JOKyMEHT, B KOTOPOM ONPEAENOTCS e, GOpPMbI OpraHM3aliu 1
METOOJIOTHS IPOBEACHUS KIMHUIECKOTO UCCIIENOBAHMS, CTATUCTHIECKHE METOBI 0OpPaOOTKH Pe3yIbTaTOB TAKOTO HCCIECIOBAHMS M MEPHI 0 00ECHEUEeHUI0
0e30macHOCTH (PU3MUECKHX JIHII, yJaCTBYIOIINX B KINHAYECKOM HCCIIEI0BaHNM JIEKAPCTBEHHOTO MpEnapara;

48) Gpomropa Mccae0BATENIsA - CBOJHOE M3JIOKCHHE PE3yNbTaToOB JOKIMHUYECKOTO MCCIIEIOBAHHSA JICKAPCTBEHHOTO CPEICTBA M KIMHHYECKOTO
HCCIIeI0BaHNS JIEKAPCTBEHHOTO IIpenapara A1 MeJHIIMHCKOTO IPHMEHEHHS;

49) mH(pOPMANMOHHBIN JUCTOK NMAIMEHTA - JOKYMEHT, B KOTOPOM COJEPXarcs B JOCTYHMHOH (hopMe CBEICHMs, KacalolMecs MPOBOIANMOrO
KJIMHUYECKOTO MHCCIICIOBAHMS JIEKapCTBEHHOrO Iperapara, M B IHChbMEHHOH (opme J0OpOBONIBHOE COTNIACHE MAl[MeHTa Ha YydYacTHEe B KIMHHYECKOM
HCCIIeI0BAaHUN JICKApCTBEHHOIO Ipemnapara Iocie O3HAKOMIICHUS ¢ OCOOCHHOCTSIMH KIMHHYECKOIO HCCIICJOBAHHS, UMEIOIIUMU 3HAYCHHE IJIS BBIPAXKECHUS
TaKOTO COTJIACHS;

50) mo6ouHoe nmeiicTBHe - peaKiMs OpPraHM3Ma, BO3HHUKIIAs B CBSI3M C NMPUMEHEHHEM JIEKapCTBEHHOTO Mperapara B 033X, PEKOMEHIYEMBIX B
HMHCTPYKIUH II0 €T0 MPUMEHEHHIO, I IPO(PUIAKTUKY, TUATHOCTUKH, J€UCHUS 3a00IeBaHNs WIH IS peaOHInTaIn;

50.1) He:kemaTesibHAsl peakHusi - HENpeJHAMEPEHHAs HEONaronmpHATHAS PEaKnus OpraHu3Ma, KOTOpas MOXeT ObIThb CBA3aHAa C IPUMEHEHHEM
JIEKapCTBEHHOT'O NIPENapara;

51) cepbe3Hasi HesxKeJaTeJbHAsi peaKLUs - HEXelaTelNbHAas PEaKus OpraHH3Ma, CBS3aHHAs C IPUMEHEHHEM JICKapCTBEHHOTO Ipernapara,
HpHBEAIIas K CMEPTH, BPOXKICHHBIM aHOMAJIUSIM WM NOPOKaM Pa3BHTHS JMOO MPEACTaBIAIOMIas COOOH yrpo3y »KH3HM, TpeOyiolas TOCIHUTAIN3ALNH WIIH
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TpUBEAMIas K CTOMKOU yTpaTe TPYAOCIOCOOHOCTH U (MIN) HHBAIUIHOCTH;

52) HempeaBHJeHHAsl HeKeIaTeJbHAsl peaKLUsl - HeXelaTelbHas peakIus OpraHW3Ma, KOTopas CBs3aHa C HPHMEHEHHEM JICKapCTBEHHOTO
npernapara B 103aX, PEKOMEHIYEMBIX B IPOTOKOJIC €ro KIMHHYECKOTrO HCCIENOBAaHUs, OpOIIIOpe HCCIEIOBATElNs, WIM C NPUMEHEHHEM JIEKaPCTBEHHOTO
npernapara B J103aX, PEKOMEHAYEMbIX B MHCTPYKLIHH IO €ro NPHMEHEHWIO A NMPOGUIAKTHKH, JUArHOCTHKH, JICUCHHs 3a00JEBaHMS WIM MEIULMHCKOM
peabHIHTAMU MAlUeHTa, U CYIIHOCTb, TSDKECTh MM HCXOX KOTOPOH HE COOTBETCTBYeT HH(OpPMAIMU O JICKapCTBEHHOM IIpemapaTe, COIepiKallelcs B
HPOTOKOJIE €r0 KIIMHUYECKOTO MCCIIeJOBaHNUs, OPOIIIOPE NCCIICA0BATEIS MM B HHCTPYKIIMHM IO IPUMEHEHHIO JIEKapCTBEHHOTO TIpenapaTta;

52.1) ¢apmakoHaa30p - BUA JEATEIHHOCTH 110 MOHHTOPHHIY 3((HEKTHBHOCTH M OE30IACHOCTH JICKAPCTBEHHBIX MPENapaToB, HANPABJICHHBIH Ha
BEISIBIICHNE, OLICHKY U IIPEIOTBPAICHIE HEXKENATeIbHBIX IIOCIeICTBII IPUMEHEHHS JICKaPCTBEHHBIX IPEapaToB;

52.2) miaH ynpaBleHUsl PHCKAMH - NOAPOOHOE OMHCAaHWE MEPONpPUATHH MO (apMaKOHAA30py, HANpaBICHHBIX HA BBIABICHHE, OLICHKY U
MPEIOTBPAILCHNUE HIIX MUHUMH3AIHIO PUCKOB, CBSI3aHHBIX C JIEKaPCTBEHHBIMHU MPeriapaTaMy, BKIIF0Yas OLEHKY 3()(GEKTHBHOCTU JaHHBIX MEPOIIPHSTHIA;

53) peuent Ha JeKapCTBeHHbIH Mpenapar - MEAUNUHCKHH JOKYMEHT YCTaHOBIGHHOW (OpMBI, coiepiKamiuii Ha3HAUCHHE JIEKapCTBEHHOTO
nperapara Jisi MEAULHHCKOTO PUMEHEHHS, BBIIAHHBIH MEIUILMHCKAM PaOOTHHKOM B LIEJIAX OTIIYCKa JICKAPCTBEHHOT'O IIpernapaTa WM €ro U3rOTOBJICHUS H
OTIIycka Ha OyMa)XHOM HOCHTENEC WM C COIVIacHs MAlMEHTa WIM €ro 3aKOHHOIO INpEJCTAaBUTENS B (hOPME BIEKTPOHHOIO JOKYMEHTA, MOAIMUCAHHOIO C
HCIIOB30BAHUEM YCWIICHHON KBaIN(DUIIPOBAHHON HIIEKTPOHHOI MOIMICH MEIUIMHCKOTO pabOTHUKA, THOO0 JOKYMEHT YCTaHOBICHHOH (DOPMBI, COAepIKaIIHit
Ha3HA4YeHHE JICKapCTBEHHOIO IIperapara JUis BETCPUHAPHOTO IPUMEHEHHs, BbIJAHHBIA CIEHMAINCTOM B 00JAaCTH BETCPUHAPUM B LEIAX OTIIyCKa
JIEKapCTBEHHOT'O IpeTnapaTa Ml ero M3roTOBJIEHHs U OTIIycKa Ha OyMa)KHOM HOCHTEJNE;

54) TpeboBanHe MeIMIUHCKONH OPraHM3alllM, BeTePHHAPHOH OPraHH3aNUH - JOKYMEHT YCTaHOBJICHHOH (OpPMBI, KOTOPBIH BBIIHCAH
MEANLIMHCKUM PaOOTHUKOM MIIM CHELUAINCTOM B 00JaCTH BETEPUHAPUM, UMEIOLIMMH HAa 3TO HPABO, M COACPXKUT B NUCHMEHHOH (opMe yKa3aHHE anTeyHOI
OpraHU3alK WIIM BETEPUHAPHON aNTeYHOH OpraHu3aluy 00 OTIyCKe JIEKapCTBEHHOTO IpernapaTa WM O ero U3rOTOBICHUH M 00 OTIIyCKe Il oOecriedeHus
Je4eOHOro mpolecca B MEAUIIMHCKOI OpraHU3alliy, BETePHHAPHOI OpraHU3aliHy;

55) KOMIUIEKCHAsl OLICHKA JIEKapCTBEHHOTO Iperapara - OLEHKA 3aperiCTPHPOBAHHOTO JICKAPCTBEHHOrO Hperapara, BKIIOYAOmas B ces aHaIM3
nHGOPMALMM O CPABHUTEIBHON KIMHHYECKOH 3()(EKTHBHOCTH M OE30MACHOCTH JIEKAPCTBEHHOIO Iperapara, OLEHKY SKOHOMHYECKHX IOCIEACTBHH €ro
MIPUMEHEHUs], U3ydeHHe JOIOIHUTEIbHBIX IOCIEICTBUI IPUMEHEHHS JISKAPCTBEHHOTO Iperapara B HEIIX HPHHATUS PEIIeHHH O BO3MOXKHOCTH BKIIIOUCHHS
JIEKapCTBEHHOTO IIperapaTta B IEPCUYCHb KHU3HEHHO HEOOXOAMMBIX M BaXKHEHMIINX JICKApCTBEHHBIX IPENapaToB, HOPMATHBHBIC IPABOBbIC AKThl M WHbIC
JIOKYMEHTBI, OIpE/IEIIAIONIME HOPSIIOK OKa3aHUsl MEAULIMHCKON IOMOIIH, /I UCKIIIOYEHHMS €r0 U3 YKa3aHHBIX I1€PEeUHs, aKTOB U JOKYMEHTOB;

56) cmcreMa MOHHTOPHMHIA JIBHUKEHHsSI JEKAPCTBEHHBIX NPeNapaToB JJIsi MeIUIHHCKOI0 NMpHMeHeHHs - ¢enepaibHas rocyJapcTBEHHas
vH(pOpMaLOHHAs CHCTeMa MOHHUTOPUHIA IBIDKEHHs JIEKAapCTBEHHBIX MPENapaToB IS MEIUIMHCKOrO INPUMEHEHUs OT IIPOU3BOAUTENS 10 KOHEYHOIO
MOTPEOUTEINS C UCIIOIb30BAHUEM B OTHOLIEHHH JEKapCTBEHHBIX IIPENapaToB ULl MEIUIIMHCKOrO IPUMEHEHHUS CPECTB UACHTU(HUKALUH.

I'napa 2. [TosnoMouus egepajbHbIX OPraHOB HCIOJHUTEIbHOI BJIACTH, OPIraHOB HCIOJHHTEIbHOIl BJIacTH cy0beKkToB Poccuiickoii
@enepanuu Npu 06paleHNN JeKAPCTBEHHBIX CPEACTB

Cratbs 5. [lonHOMOUMSs (enepaabHbIX OPraHOB UCTIONHHUTENBHON BIACTH MPH OOPAICHHHU JIEKApCTBEHHBIX CPEACTB

K nonaOMOuMsM (eepanbHEIX OPraHOB HCIIOIHUTEIBHOI BIACTH IIPU 00pallleHNH JICKAaPCTBEHHBIX CPEICTB OTHOCSTCS:

1) npoBenenue B Poccuiickoit @enepanyu e1MHON rocy1apCTBEHHON HOJIUTHUKU B 00JacTH 00eCIeYeHUs JIEKApCTBEHHBIMU NIpenapaTaMy rpakaaH B
Poccuiickoii denepannm;

2) yrBepxkIeHHe 00mux (hapMaKonelHbIX craTel, (apMakonelHbIX cTaTel, H3MaHne ToCyJapCTBEHHOH (apMaKoIey, CO3NaHNe H BEICHUE peecTpa
(hapMaKoNeHHbIX CTaHAAPTHBIX 00Pa3IIOB;

3) ocyrectBieH#e (henepantbHOro rocyIapCTBEHHOTO KOHTPOJIs (Haa30pa) B chepe obpalieHus JeKapcTBEHHBIX CPEICTB;

4) nMMIEeH3NpOoBaHNe IPOM3BO/CTBA JICKAPCTBEHHBIX CPEJICTB, B TOM YHUcie (eepanbHbli rocyJapcTBEHHBIH JIMICH3HOHHBIH KOHTPOJIb IeSITeIbHOCTH
10 MPOHU3BOJCTBY JIGKAPCTBEHHBIX CPEICTB, NEPUOAUYECKOE IOATBEPXKICHHE COOTBETCTBHS JIMIIEH3MATa, HMEIOIIEro JIMLEH3HI0O Ha HPOH3BOICTBO
JIEKapCTBEHHBIX CPEJICTB, U (papMaleBTHUECKOH eATeIbHOCTH B COOTBETCTBHHU C 3aKOHO1aTe/IbcTBOM Poccuiickoit denepanni;

5) opraHW3amMs OKCIEPTH3bl JEKapCTBEHHBIX CPEACTB, ITUYECKOH OKCHEPTH3bI BO3MOXKHOCTH IIPOBEICHUS KIMHUYECKOTO HCCIICOBaHUS
JIEKapCTBEHHOTO IperapaTta sl MEeAULUHCKOTO MPUMEHEHHs, SKCIEePTH3bl JOKYMEHTOB, NPEACTABICHHBIX U ONPEIENeHUs BO3MOXHOCTH PaccMaTpHBaTh
JIEKapCTBEHHBIH Mpemnapar I MEAULIHCKOTrO IPUMEHEHHUS IPH TOCYIapCTBEHHON PErCTpalliy B KadyecTBe opdaHHOro JIGKapCTBEHHOTO IIpenapaTa;

5.1) opraHmM3amys NPOBEACHUS KOMIUICKCHOH OIIGHKH JIEKApCTBEHHOIO Iperapara B LENsSX NPHUHATHSA PEIICHHH O BO3MOXKHOCTH BKIFOUCHHUS
JIEKapCTBEHHOTO Mpenapara B IepeueHb JKM3HEHHO HEOOXOOHMBIX M Ba)KHEHIIMX JIeKapCTBEHHBIX IPernapaToB, HOPMATHBHBIC IIPAaBOBbIC AKTHI U HHbIE
JOKYMEHTBI, OIPEeIIoNIre HOPsI0K OKa3aHUsI MEAUIMHCKOH IIOMOIIY MIIH HCKIIOUSHHsS €ro U3 yKa3aHHbIX IepeyHs, aKTOB H JOKYMEHTOB;

6) BBIIada paspelleHHil Ha NPOBEACHNE KIMHUYECKUX HCCIENOBAaHMH JIeKapCTBEHHBIX HpENapaToB, BeJCHHE peecTpa BBIIAHHBIX pa3pelleHHil Ha
MIpoBe/ieHHe KITMHUYIECKUX HCCIIeI0BaHu JIEKapCTBEHHbIX IPENapaToB;

7) rocygapcTBeHHas: perUCTpalus JIeKapCTBEHHBIX MPENapaToB, BeAEHUE TOCYIapCTBEHHOTO PeecTpa JISKapCTBEHHbIX CPEICTB;

8) opranmzanys U (WIN) MpOBeJeHHE HHCIIEKTUPOBAHMS CYObEKTOB OOpalIeHNs JIEKapCTBEHHBIX CPEICTB HAa COOTBETCTBHE MPAaBUIIAM HaJIeKaIlel
71a00paTOPHOH NpPaKTUKH, NpaBHIaM HamJexamiell KIMHUYECKOH MPAaKTHKM, NpaBUIaM HaJUIexkKalled NpakTUKH XpaHeHUs U MEepeBO3KH JIeKapCTBEHHBIX
Mpenaparos, paBuiaM HaJUIexKalleld TUCTPUOBIOTOPCKOI MPAKTUKHU, MPaBHIaM Ha/UIeXKaIleH anTeuyHOH paKTHKY,

8.1) oprann3zanus u (WIn) IpOBEICHIE HHCIEKTHPOBAHMUS CyOBEKTOB OOPAIIeHNUs JISKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE TPEOOBAHHMSM [IPABIII
HaJUIeKAIIeH IPOM3BOACTBEHHOH INPAKTHKH, BbIada 3aKIIOYEHHH O COOTBETCTBHU IIPOW3BOMUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHSAM IPAaBHII
HaJyIeXallel TpoU3BOACTBEHHOHN NMPAKTUKH;

8.2) ycTaHOBIICHHE ITOPSAKA BEIECHNS U BEJICHHE TOCYIapCTBEHHOTO peecTpa 3aKIIOUeHHH O COOTBETCTBHH IIPOH3BOANTEIS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHMAM MPABUII HaUIeXKAIel IPON3BOICTBCHHON IPAKTUKH;

9) rocymapcTBeHHAsl PErUCTpalys IHpelenbHBIX OTIYCKHBIX LIEH HPOM3BOAMTENEH Ha JeKapCTBEHHBIC IIpeNapaTrhl, BKIIOUEHHBIE B IIepeucHb
JKM3HEHHO HEOOXOMMBIX M BaXKHEHIIHX JICKAPCTBEHHBIX NIPENapaToB, U BEIEHHE TOCY1apCTBEHHOTO PeecTpa MPeAeNbHBIX OTITYCKHBIX IIeH IPOH3BOANTENCH Ha
JIeKapCTBEHHEIE IPENapaThl, BKIFOYEHHBIE B IIepEUCHb )KH3HEHHO HEOOXOJUMBIX U BaKHEHIINX JIEKapCTBEHHBIX IIPEIapaToB;

9.1) cornacoBaHue MPOEKTOB PEIIEHUH OPraHOB UCIIOJIHUTENBHOM BiIacTH cyObekToB Poccuiickoit deneparyu 00 yCTaHOBICHUH U (WIIN) U3MEHEHHH
NpelelbHBIX Pa3MepOB ONTOBBIX Hamn0aBOK M IPENelbHBIX pPa3MEpOB PO3HUYHBIX HAmn0aBOK K (PAaKTHYECKUM OTIYCKHBIM II€HAM, YCTaHOBIECHHBIM
TIPON3BOUTEISIME JIGKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIC NpenapaTbl, BKIIOYCHHBIC B I1EPEUCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIINX
JIeKapCTBEHHBIX TIPEIapaToB;

10) BbIIava, yCTaHOBJIEHUE TOPSIIKA BBIAYN Pa3pelIeHHs Ha BBO3 KOHKPETHOM MapTHH JIEKapCTBEHHOTo cpencTBa B Poccuiickyto denepanmio;

10.1) BeIIaya, yCTaHOBIECHHE IOPsI/IKA BBIAAYN U (HOPMBI JOKYMEHTA, KOTOPBIN IOATBEPIKAAET, YTO MPOU3BOACTBO JICKAPCTBEHHOTO HpenapaTa s
MEJHUITHHCKOrO NIPUMEHEHHUS! OCYMIECTBICHO B COOTBETCTBHU C TPEOOBAHMSAMU IPABII HAJUICKAIIEH MPOM3BOACTBEHHOH MPAKTUKM MM YTO JIEKAPCTBEHHBIN
mpernapar Juisi BETEPHHAPHOIO TPHMEHEHHs JONmyImeH K oOpamenuio B Poccumiickoit ®Dexepanuy, W TMOMISKHT IPEACTABICHHIO IO TPeOOBaHUIO
YIIOJTHOMOYEHHOT'O OpraHa CTpaHbl, B KOTOPYIO BBO3HTCS JICKAPCTBEHHEIN Iperapar;

10.2) Bblmaya, yCTaHOBJICHHE IOps/AKAa BbITAadylM ¥ (OPMBI JOKYMEHTA, COICPXKAILETO CBEICHUS O CTaAusX TEXHOJIOTMYECKOro mpolecca
TIPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEACTBA JUISI MEAMIIMHCKOTO IIPUMEHEHHS, OCYIIECTBISIEMBIX Ha TepPUTOpHU EBpa3uiicKoro 5KOHOMHUYECKOTO COI03a;

11) co3nanue coBeTOB IO BOIPOCAM, CBS3aHHBIM C 0OpAIeHHEM JICKapCTBEHHBIX CPEIICTB;

12) arrecTanus u cepTudUKaUs CHECHATNCTOB;

13) yrpartun cuiy;

14) ocymectBienue papmakoHaa30pa;

15) yyacTue B MeXIyHAPOJHOM COTPYJHUYECTBE;

16) mosy4eHHe O 3ampocaM yHOJHOMOYEHHOTO (hefepabHOr0 OpraHa MCIIOJIHUTENBHOM BIACTH OT OPraHOB MCHOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit ®enepanuu, a Takke OT CyOBEKTOB OOpalleHMs JEKAapCTBEHHBIX CPEACTB Ul MEIMLMHCKOTO NPHMEHEHHsS HH(OpMallu IO BOIpOCaM
YCTaHOBIICHHS H IIPUMEHEHNS IeH Ha JICKapCTBEHHBIC IIPeNapaThl 1 HaL0aBOK K HUM;

17) npuMeHeHne Mep OTBETCTBEHHOCTH 3a HapyIIeHNE 3aKOHOIaTenbcTBa Poccuiickoit denepanun;

18) yTBepkIeHHE MPABUI HAUISKAIUCH J1a0OPATOPHOM MPAKTHKH, MPaBWI HaIeKalleHl KIMHAYECKOH IPAKTUKH, [PaBWI HaaIexamei
TIPOU3BOACTBCHHON MPAKTHKY, IPABII HAJUICKAIIEH MPAKTHKU XPAHECHHS U [IEPEBO3KH JIEKapCTBEHHBIX IIPENapaToB, IPAaBIII HAUIEKAIICH AUCTPHOBIOTOPCKOM
NPAKTUKH, TPaBWJI HAJJICKAIEH aNTeyHOW NpPaKTHKH, NpaBUI Hajiexaiieil NpakTHku (apMakoHaa30pa JIEKapCTBEHHBIX IPENapaToB Ul MEAHIMHCKOTO
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NIPUMEHEHNS;

19) ycraHnoBnenue nopsiaka GOpMHPOBAHUS PETHCTPALIMOHHOTO JOChE HA JIGKapCTBEHHBII NpenapaT U TpeOOBaHMH K JOKYMEHTaM B €T0 COCTaBe;

20) yTBepiK/IeHUE NIPaBHJ PallMOHAILHOIO BHIOOPa HAMMEHOBAHMI J1eKapCTBEHHBIX MPENapaToB IS MEAULUHCKOIO IPUMEHEHUS;

21) yTBeprkicHHUE TIepetHsi HAUMEHOBAaHHMIT JIEKapCTBEHHBIX (hOpM;

22) yrpatun cuiy ¢ 1 mapra 2020 r. - @enepanbublii 3axon ot 27 nexadps 2019 r. N 475-03

23) yrBepkaeHue TpeOoBaHMI K MHCTPYKIMHU MO MEIHIMHCKOMY NPUMEHEHHUIO JEKapCTBEHHBIX NPENapaToB M K MHCTPYKLUH IO BETEPHHAPHOMY
IIPUMEHEHUIO JIEKapCTBEHHBIX PENapaToB;

24) mnpuHATHE peNIeHMi, SBIAIOMMXCS OCHOBAHMSAMM JUII BKJIIOUGHHS [JOMEHHBIX WHMEH M (WIH) YyKa3aTelned CTpaHHIl CaiTOB B
HH()OPMALHOHHO-TEIEKOMMYHUKAMOHHOH ceTti "MHTepHeT", a Takke CEeTeBBIX agpEecOB B CAMHYI0 aBTOMATH3HPOBAHHYIO HH()OPMALMOHHYIO CHCTEMY
"EQuMHBIA peecTp JOMEHHBIX HMMEH, yKasaTeledl CTpaHHUIl CAaiTOB B HH(OPMAIMOHHO-TEICKOMMYHHKALMOHHOW ceTH "VHTepHET" M CeTeBBIX aIpecoB,
TIO3BOJIIONINX UACHTH(HIIUPOBATh CAUTHl B HMH(OPMAIMOHHO-TEIEKOMMYHHUKAMOHHON cet "MHTepHeT", comepxamue HHGOPMAIMIO, PAacIpPOCTPaHEHHE
koropoil B Poccuiickoii ®enepauyu 3ampemieHo", B OTHOIICHHH HH(GOPMAIUH, COACpIKAIleH NPEIJIOKEHHE O PO3HUYHOW TOPrOBIIE JIEKaPCTBEHHBIMU
nperapaTaMM, B TOM YMCJIE JMCTAHI[MOHHBIM CIIOCOOOM, PO3HHMYHAs TOPTOBIISI KOTOPHIMH OrpaHHMYEHA WIIM 3alpellieHa B COOTBETCTBUHM C HACTOSIIHM
@enepanbHBIM 3aKOHOM, U (Win) HHGOPMAIMH, COJEpXKAIleH NpemIoXKEeHHe O PO3HHYHOH TOProBIE JIEKAPCTBEHHBIMU IIperapaTtaMy, B TOM YHCIIE
JIMCTAHIMOHHBIM CIIOCOOOM, JMIAMH, HE MMEIOIIMMHM JIMIECH3UH U Pa3pelICHHs Ha OCYIIECTBICHHE TaKOW JEATEIbHOCTH, €CIM IOJIYYCHHE JIMLEH3UH U
pa3pelIeHHs IPEAyCMOTPEHO 3aKOHOAATEIbCTBOM 00 0OpallleH!H JIeKaPCTBEHHBIX CPEICTB;

25) BbIgava pa3peleHnii Ha BBOJ B TPXKIaHCKHI 000pOT UMMYHOOHOIOTHYECKHX JIEKApCTBEHHBIX IIPEIapaToB.

Cratbs 5.1. Ilepenaua ocyriecTBICHHS TOJHOMOYHN (efepaabHbIX OPraHOB HCIIOJHUTENBHON BIACTH MPH OOpALICHUH JIEKAPCTBEHHBIX CPEICTB
OpraHaM HCIOJHHUTENbHON BIacTH cyObekToB Poccuiickoii denepannu

IMomHoMounst (GenepanbHBIX OPraHOB HCIOMHUTENBHON BIACTH HPH OOpalIeHWH JIEKapCTBEHHBIX CPEACTB, IIPELYyCMOTPEHHBIE HACTOSIINM
DenepaibHBIM 3aKOHOM, MOTYT IepeIaBaThCs JUIsl OCYLIECTBIICHHS OpraHaM HCIOIHUTENbHOU BiacTH cyObekToB Poccuiickoit denepaliin OCTaH OBICHUSIMI
IpaButensctBa Poccuiickoit denepaunn B nopsake, ycraHoBieHHOM DenepanbHbiM 3ak0HOM OT 6 OKTAOps 1999 roma N 184-®d3 "O6 o6umux mpHHIMIAX
OpraHHM3alluH 3aKOHOJATENbHEIX (MPEICTaBUTENbHBIX) H HCIIOIHUTEIBHBIX OPTaHOB FOCYJaPCTBEHHOIT BiacTH cyOobekToB Poceuiickoit deneparmu'.

CraTtbs 6. [loTHOMOYHS OPraHOB HCIOJIHUTENBHOM BiacTu cyobekTa Poccuiickoit denepauuu npu oOpalieHuH JICKapCTBEHHbIX CPEICTB

K monHOMOuHSIM OpraHOB HCIIOJHUTENBHON BIacTH cyobekTa Poccuiickoit Deneparinu npu 0OpalieHHH JICKapCTBEHHBIX CPEACTB OTHOCSTCS:

1) pa3paboTKa 1 peanusanys perHOHANTBHBIX IPOTPaMM 00ECIIeUeH s HACENICHNS JIeKapCTBEHHBIMHU NPENapaTaMy;

2) ycTaHOBJIGHHE IIPe/lefIbHBIX Pa3MEepOB ONTOBLIX HAaI0AaBOK H IPEAEIbHBIX Pa3MEpPOB PO3HUUHBIX HAaI0aBOK K (PaKTUUECKHM OTILyCKHBIM LI€HAM,
YCTaHOBJICHHBIM HPOU3BOJUTEIAMH JIGKAPCTBEHHBIX IIPENapaToB, Ha JICKApPCTBEHHbIE IPENapaTthl, BKIIOYEHHBIE B IepeUCHb >KH3HEHHO HEOOXOMHMBIX U
Ba)KHEHIINX JIEKApCTBEHHBIX IIPEIIapaToB;

3) ocCylLIeCTBIEHHE PErHOHAIBHOIO IOCYIapCTBEHHOTO KOHTPOJS 3a IPUMEHEHUEM LIeH Ha JIeKapCTBEHHBIC IPENaparhl, BKIIOUCHHbIE B IIepeucHb
JKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIINMX JIEeKapCTBEHHBIX IPENapaToB, OPraHH3alUsIMH ONTOBOH TOProBIM JIEKAapCTBEHHBIMU CPEICTBAMH, alTEYHBIMU
OpraHM3alysIMH, UHANBHAYaJILHBIMH HPEIIPUHAMATEISIMY, UMEIOIINMH JIMLEH3UI0 Ha (apMaleBTUUECKYIO JeSTelNbHOCTh, MEANINHCKIMH OpPTaHU3alUsIMH,
HMCIOIMMH  JIMIEH3UI0 Ha (DapMalieBTHYECKYIO [ESITeIbHOCTh, M HX O00OCOONCHHBIMH IOApa3AeieHUsIMH (aMOynaTopusmyu, (GenbIuIiepckKuMH 1
(henbaIIepCKo-aKyILIepCKUMU YHKTaMM, LIEHTpaMH (OTACJICHUSMU) 0O0IIel BpaueOHOI (ceMeHHOI) MPaKTHKK), PaclONIOKEHHBIMA B CENIbCKUX HACEIEHHBIX
MIyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIE OpraHU3aliH;

4) npuHsTHE peleHus 00 UCIOJIb30BAaHUU Ha TeppuTopun cyobekta Poccuiickoit denepaunu Hapsay ¢ pelenTaMy Ha JIEKapCTBEHHbIE IIpenaparsl,
0(hOopMIICHHBIMH Ha OyMa)kKHOM HOCHTEINE, PELICNTOB Ha JIEKapCTBEHHBIE IIpernapaThl, CHOPMUPOBAHHBIX B (POPME IEKTPOHHBIX JOKYMEHTOB.

I'nasa 3. FocynapcrBeHHast papmakonesi

Cratbs 7. Pa3paboTka 1 H3qaHIe rOCyIapCTBEHHOM (apMaKonen, pa3MenieHne JaHHBIX O Hel

1. ITox rocynapctBeHHO# (hapmakoneei mnoHUMaeTcst CBOA 001X (hapMaKoNeHHbIX cTaTel U (hapMaKOIEHHBIX CTaTeH.

2. Pa3zpabotka o01mx (papMakonelHbIX CTaTel U (hapMaKOIEeHHBIX CTaTel, B TOM YHCIIe (hapMaKONeHHbIX cTaTel Ha (papMaKoIeHHbIe CTaHAaPTHBIC
00pasipbl, U BKIIOUEHHE UX B TOCYJapCTBEHHYIO (hapMaKoIel0 OCYIIECTBIAIOTCS B IOPs/IKE, YCTAaHOBIEHHOM YIOJTHOMOYEHHBIM (eepaabHbIM OPraHOM
HCIIOJHHUTEIbHOH BIACTH.

3. Pa3pabotka (apmakoneitHO! cTaTbi Ha pe()epeHTHEIN JIeKapCTBEHHBIH Mperapar U BKIIOUSHHE ee B TOCYIapCTBEHHYIO (hapMaKoIlelo B TEUCHHUE
CpOKa JIeHCTBHS 3alUThl HCKIIOYHTEIBHOTO TIPaBa, yAOCTOBEPEHHOTO TATEHTOM Ha pehepeHTHBII JeKapCTBEHHbIN Mpenapar, OCYLIECTBISIOTCS ¢ COMIACHs €ro
paspaboTuuka.

4. T'ocynapcTBeHHast (hapMaKores U3JaeTcs YIIOJTHOMOUEHHBIM (he/iepaibHbIM OPraHOM HCITOJTHHUTENBHOH BIIACTH 3a CHET CPEJACTB (eaepanbHOro
610/mKeTa U MOJICKUT Tepen3IaHusIM He perke 4YeM OJMH pa3 B IATh JIET, B IIEPHOA MEKIy KOTOPBHIMH U3/al0TCs IPUIIOKEHHUSI K TOCyJapcTBEHHOH (apMakoriee,
cozepxamue obmue (apmakoneiHsie cTaThd U (HM) (hapMaKONECHHbIC CTAaThbH, YTBEP)XKACHHBIC IMOCIE HM3[AaHUS WIM HEPeH3aHHs TOCYAapCTBEHHOI
(apmaxoren.

5. YnonHoMOuYeHHbIH (enepanbHblii OpraH HCIOIHATEIHHOMN BIACTH pa3MellaeT JaHHbIe O TOCYIapCTBEHHON (apMaKoree U MPIIOKEHHIX K Hell Ha
cBoeM ounansHOM caiite B ceT "MIHTepHeT" B yCTAHOBIEHHOM UM IOPSIKE.

I'napa 4. Jlunen3upopaHye NPOH3BOICTBA JIEKAPCTBEHHBIX CPeCTB H (papMaLeBTHYECKOI JesiTe/IbHOCTH, FOCYJapCTBEHHbIH KOHTPOJIb
(Hag3op) B cdepe oOpanieHus JJeKAPCTBEHHBIX CPEICTB

Cratbs 8. JIneH3supoBaHyue IPOH3BOICTBA IEKAPCTBEHHBIX CPEACTB H (hapMaIieBTHUECKON JeATeIbHOCTU

1. JluneH3npoBaHME TPOM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB M  (apMalEBTHUECKONW JESATENPHOCTH OCYIIECTBIAETCS B COOTBETCTBHM C
3aKoHOzaTebcTBOM Poccniickoit denepamyn.

2. OO6s3aTenbHBIM yCIOBHEM MPEIOCTABICHUs JUIEH3UH Ha IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB SABISICTCSA INPUIOXKEHHE K 3asABJICHHIO
COMCKATeNs JIMLIEH3UH MepedHsl JISKapCTBEHHBIX (OpM ¥ (WIHM) BUIOB (hapMaleBTHUECKHX CyOCTAaHINI, KOTOPBIE IPOM3BOAUTEINH JIEKAPCTBEHHBIX CPEICTB
HaMepeH MPOHU3BOJHT.

3. B cayyae HeEOOXOOUMOCTH paCHIMPEHHs IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB 3a CYET HOBBIX JIGKADCTBEHHBIX (OPM M BUIOB
(apMaIeBTHIECKHX CyOCTaHINIH MPOU3BOIUTEINb JIEKAPCTBEHHBIX CPEJICTB JIOIDKEH 11epe0(pOPMHTE JIMIIEH3UIO Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

4. JluneHsnst Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((hapMaleBTHUECKO CYyOCTaHIMM CHMPTa STUIOBOTO (3TAHOJA) BBIIACTCS MPH YCIOBHH
HaJIM4Us y OpraHW3alliH Ha IpaBe COOCTBEHHOCTH, XO3IHCTBEHHOIO BEICHUS WM OIEPATUBHOTO YHPABICHHS OCHOBHOTO TEXHOJIOTMYECKOrO 000PYIOBAHHS
JUIS IPOM3BOJICTBA THIIOBOTO CITHPTA, 3aPETHCTPUPOBAHHOIO B COOTBETCTBHH coO cTaThell 14.1 denepanbHoro 3akona ot 22 Host6pst 1995 roga N 171-03 "O
TOCY/lapCTBEHHOM PETyJIMPOBAaHUU IPOM3BOACTBA M 000pOTa 3THIOBOTO CITMPTA, AIKOTONBHOH M CIUPTOCOAEPIKAIICH NPOAYKIUM M 00 OrpaHHYCHHH
notpedaeHus (PacuTHsl) aKOTOIBHON MPOTYKIUH'.

Cratbs 8.1. OcOOEHHOCTH JIMIIEH3UPOBAHKS MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB ((hapMalleBTHIECKOH CyOCTaHIINN CITUPTa 3TUIIOBOTO (3TAaHOIA)

1. JleficTBMEe IMIEH3MM Ha TPOM3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((papMaleBTUUECKONH CyOCTAHIMM CHHpTa 3THIOBOTO (3TaHOINA)
MIPUOCTAHABIMBACTCS B YaCTH IIPaBa HA MPOU3BOJACTBO (hapMaleBTUUECKOIl CyOCTaHIIMU CIUPTA STUIIOBOTO (ITAHOJA) NUIEH3UPYIONMM OPTaHOM B CIydasX,
onpeneneHHbIx crareeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-®3 "O nuieH3MpOBaHUHN OTAENBHBIX BUJIOB JEATEILHOCTH", a TAaKKe Ha CPOK
TIPHOCTaHOBJICHNUS ICHCTBHS JUIIEH3UH HA TIPOU3BOJICTBO STUIIOBOTO CITUPTA JUIS NPOM3BOAICTBA (hapMalleBTUUECKON CyOCTaHIIMN CIIMPTa STHIOBOTO (3TaHONA),
BBIIAHHOW B COOTBETCTBHU ¢ DefepaibHbIM 3aKOHOM OT 22 Hos0pst 1995 roga N 171-®3 "O rocynapCTBEHHOM peryJMpOBAaHMH HMPOU3BOJICTBA M 000pOTa
3THIIOBOTO CIIMPTA, aJTKOTOIBHOH M CHIMPTOCO/IepIKaIIel MPOLYKINN U 00 OTpaHWYeHHH TOTPeOIeH s (PaCIIUTHS) aIKOTOJIBHOM MPOTyKIun'".

2. JleficTBHe INIIEH3UHN HA TIPOU3BOJCTBO JIGKAPCTBEHHBIX CPEACTB ((hapManeBTHUECKOH CyOCTaHIIMK CIIMPTA 3TUIIOBOTO (3TAHONA) B YAaCTH MpaBa Ha
TPOM3BOICTBO (hapMaleBTUYECKON CyOCTaHIIMK CIMPTA 3THIOBOTO (3TaHOJA) MPEKpAIaeTCs TUIEH3UPYIOIIUM OPTaHOM B CIIy4asiX, ONpPEIENICHHbIX cTaTheil 20
DenepanpHoro 3akoHa oT 4 mas 2011 roma N 99-®3 "O jHIEH3MPOBAaHMHM OTIENBHBIX BHIOB JEATENLHOCTH", a TaKkXe C JaThl NPEKpalieHHs MWIN
AHHYJIMPOBAHUS JICHCTBHS JIMIIEH3MN HA MPOM3BOJICTBO 3THIIOBOTO CITHPTA JUIS TPOU3BOACTBA (hapMaleBTUUECKON CYOCTAaHIIMM CITUPTA THIOBOTO (3TAaHONA),
BBIIAHHOW B COOTBETCTBMU ¢ DefepaibHbIM 3aKOHOM OT 22 Hos0pst 1995 roga N 171-®3 "O rocynapCTBEHHOM PEryJMpOBAaHMU HMPOU3BOACTBA M 000pOTa
STUIIOBOTO CIIMPTA, aJTKOTOIBHOH M CIIMPTOCO/IEPIKAIIEH MPOLYKINN U 00 OTpaHWYeHUH TOTPEOIECHUS (PACTIUTHS) aIKOTOJIBHOM NpoayKImu'.

Crartbs 9. 'ocynapcTBeHHBIH KOHTPOIb (HaJ30p) B chepe 0OpalleH s JTeKapCTBEHHbIX CPEJICTB

1. TocymapcTBeHHBIII KOHTpONb (Ham30p) B cdepe oOpameHus JICKapCTBEHHBIX CPEACTB OCYIIECTBIACTCS IIOCPEACTBOM (hemepansHoro
rOCY/lapCTBEHHOr0 KOHTpoJst (Haja3opa) B cdepe oOpalleHHs JIGKapCTBEHHBIX CPEJICTB U (peliepallbHOrO TIOCYAapCTBEHHOTO JIMLEH3HMOHHOTO KOHTPOJIS
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JEATEIPHOCTH 10 IIPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB, OCYHIECTBISIEMBIX (eIepalbHBIME OPraHAMH HCIIOIHUTENBHON BIIACTH, YIOIHOMOYEHHBIMU
IIpaBurensctBoM Poccuiickoit @enepanun.

2. Ilpeamerom (eziepaibHOro rocy1apCTBEHHOI0 KOHTPOJIs (Ha/30pa) B cdepe 0OpaIeHHs IeKapCTBEHHBIX CPECTB SBIISIOTCS:

1) cobnrofeHne o0s13aTeIbHEIX TPeOOBaHHIT B chepe 0OpaILeHNs IeKapCTBEHHBIX CPEJICTB, B TOM YHCIIE:

a) TpeOOBaHMH K MOKIMHMYECKHM HCCIENOBAHUAM JICKAPCTBEHHBIX CPEACTB, KIMHUYECKUM HCCIENOBAHUSAM JIEKAPCTBEHHBIX MPENaparoB,
U3TOTOBJIEHHIO, XpPaHEHHIO, IIepeBo3Ke, BBO3y B Poccuiickyro denepanuio, oTIHycKy, pealn3aliy, epegade, Npoaaxe JIeKapCTBEHHBIX CPEICTB, IPUMEHEHUIO
JIEKapCTBEHHBIX IIPENapaToB, YHUUTOKEHHUIO JIEKAPCTBEHHBIX CPE/ICTB, YCTAHOBJICHHUIO IPOU3BOIUTEIAMU JEKapCTBEHHBIX IIPENApaToB 1IeH Ha JIEKapCTBEHHbIE
TIpenaparsl, BKJIIOUCHHBIE B IepeUeHb JKH3HEHHO HEOOXOIMMBIX U BaXKHEHIITHX JICKapCTBEHHBIX IPENapaToB;

6) TpeOOBaHMIil K COOTBETCTBHIO JIEKAPCTBEHHBIX CPE/CTB, HAXOAAIIMXCSA B OOpAILCHHH, [IOKA3aTe/IAM KauecTBa, d3Q(MEKTUBHOCTH U OE30I1aCHOCTH,
YCTaHOBJIEHHBIM B COOTBETCTBHU € HacTosmuM DeepanbHbIM 3aKOHOM;

B) TpeOOBaHHIl K COOMIONCHUIO CYOBEKTaMH OOpAIeHNs! IeKapCTBEHHBIX CPEJICTB, YKa3aHHBIX B uacTi | crathu 67.1 HacTosmero denepaabHOro
3aKOHA, OrpaHUYEHUH, HaslaraeMbIx cratbsivu 67.1 u 67.2 Hacrosero denepanbHOro 3aKOHa;

2) coburoieHNe TNIIEH3NOHHBIX TPEOOBAHHUI K OCYILIECTBICHUIO (hapMalleBTHIECKOM e TeNbHOCTH;

3) cobmonenne TpeOOBaHMII K MPENOCTaBICHUIO CyObeKTaMH OOpalleHHs JISKAPCTBEHHBIX CPEACTB MH(GOPMAIUH O JEKApCTBCHHBIX CPEICTBAX U
(1K) IeKapCTBEHHBIX Npenaparax, IpelycCMOTpeHHOM ctatbsimu 9.1, 52.1 u 64 Hacrosiuero deaepanbHOro 3aKoHa.

3. Tlpu ocymecTBieHHH (eaepanbHOro TOCYIapCTBEHHOrO KOHTpoJs (Haa3opa) B cdepe oOpamieHHs JIeKapCTBEHHBIX CPEICTB MPOBOISTCS
CIIEYIOIINE BH/bI KOHTPOIBHBIX (HAI30PHBIX) MEPOTIPHUATHIH:

1) nokymeHTapHas npoBepka;

2) BbI€3/IHAs IIPOBEPKA;

3) BBIOOPOYHBIN KOHTPOJIb KA4ECTBA;

4) KOHTpOJIbHAA 3aKYIIKa;

5) MHCIIEKIIMOHHBII BU3HT;

6) HabroIeHNE 32 COOMI0ZICHIEM 00s13aTeNIbHBIX TPeOOBaHUI (MOHUTOPHHT 0€30MacHOCTH) ((hapMaKOHAI30D).

4. OpraHu3anysi U OCYILIECTBIECHHE (pellepalbHOr0 TOCYJapCTBCHHOrO KOHTPOJs (Hax3opa) B cdepe oOpalleHHs JIEKapCTBCHHBIX CPEICTB
perymupytorcs DenepanbHbiM 3akoHOM 0T 31 uronst 2020 roga N 248-03 "O rocyaapcTBEHHOM KOHTpoJie (HA[30pe) W MYHUIMIIAIBHOM KOHTpOJE B
Poccuiickoii enepannu’.

5. BHemaHOBbIH BBIOOPOUHBI KOHTPOJIb KQUECTBA MPOBOJUTCS B TOM YHCJIE HA OCHOBAHUH IIPOTPAaMMBI IIPOBEPOK.

6. I11aHOBBIH BHIOOPOYHBII KOHTPOJIb Ka4€CTBA HE IIPOBOIUTCSI.

7. Ilo pe3ynbTaTaM BHIOOPOYHOTO KOHTPOJIS KauecTBa HApSIy C PeLIeHHsIMH, IIpexycMOTpeHHbBIME DezepanbHbiM 3akoHOM oT 31 mions 2020 roga
N 248-®3 "O rocynapcTBEeHHOM KOHTpoJie (Haa30pe) ¥ MyHHLUIIAIbHOM KoHTpoie B Poccuiickoit denepanuu”, dpenepanbHbIMU OpraHaMH UCIIOJIHUTENBHOM
BJIACTH, YIIOJHOMOUYEHHBIMH Ha OCYIIECTBIEHHE BEIOOPOUHOI0 KOHTPOJIS KauecTBa, IPUHUMAIOTCS CIEIYIOIIUE PELIeHNUs:

1) o nanpHeinIeM rpaxxJaHCcKOM 000pOTe CEpUH, ITApTHH COOTBETCTBYIOIIETO JICKAPCTBEHHOTO CPEACTBA B CIIydae IOATBEPIKACHUS 110 Pe3yIbTaTaM
IIPOBE/ICHHBIX UCIBITAHUH COOTBETCTBHS KauecTBa JICKAPCTBEHHOIO CPEJICTBA YCTAHOBJICHHBIM TPEeOOBAHUAM;

2) 00 U3BATUM U3 IPAXKTAHCKOIO 000pPOTa CEpuH, MAPTHUU COOTBETCTBYIOIIETO JEKAPCTBEHHOIO CPEACTBA B Ciydae BBIABICHUS IO pe3ylbTaTaM
TIPOBE/ICHHBIX UCIBITAaHUH HECOOTBETCTBHS KauecTBa JICKAPCTBEHHOTI'O CPEJICTBA YCTAHOBIICHHBIM TPEOOBAHHSIM;

3) o mepeBoje JEKAPCTBEHHOIO CPEICTBAa HA IOCEPUHHBIA BHIOOPOYHBIN KOHTPOJb KauyecTBa JIEKAPCTBEHHBIX CPEICTB B Cllyd4ae IIOBTOPHOIO
BBISIBJICHUSI HECOOTBETCTBUS KaYeCTBA JIEKAPCTBEHHOI'O CPEICTBA YCTAHOBJIEHHBIM TPEOOBAaHMAM M (IIpH HEOOXOJMMOCTH) O MPOBEPKE CyObeKTa OOpaleHus
JIEKapCTBEHHBIX CpeNCTB. Pacxombl, CBS3aHHBIE C NPOBENCHHEM IOCEPUIHOIO BBIOOPOYHOIO KOHTPOIS, OIUIAYMBAIOTCS HPOU3BOAWTENEM JIEKapCTBEHHOTO
cpencTBa JIMOO JepiKaTesleM I BlaJeIbleM PErHCTPALIOHHOIO YOCTOBEPEHHUS JIEKapCTBEHHOTO IIpenapaTa.

8. denepainbHblil rOCyIapCTBEHHBIM JULIEH3UOHHBIH KOHTPOIb HEATENbHOCTU II0 MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB OCYLIECTBILIETCS B
COOTBETCTBMU € 3aKOHOAATENbCTBOM Poccuiickoit @eneparyn.

Crartesa 9.1. [IporpamMmma npoBepox

1. B uensix opraHu3anuy BBIOOPOYHOTO KOHTPOJISE KAYECTBA JIEKAPCTBEHHBIX CPEICTB (POPMHUPYETCS MIPOrpaMma IpoOBEPOK.

2. s neneit peanu3anyy IPOrpaMMBI IPOBEPOK MIPOU3BOAUTEIH JICKAPCTBEHHBIX CPEICTB H OpPTaHU3aLH, OCYIIECTBISIONIIE BBO3 JIEKapCTBEHHBIX
cpenctB B Poccuiickyto ®Dezmepainuio, HNpeIoOCTaBIAIOT B OTHOIICHHUH JIGKAPCTBEHHBIX CPEICTB AN MEJHUIIMHCKOTO HPHMEHEHHS B YHOIHOMOYEHHBIH
(enepanbHbIl OpraH HCIHOJIHUTENBHOH BIACTH, OCYIIECTBISIOMNNA (YHKIMM 10 KOHTPONIO M Haa30py B cdepe 31paBOOXPAHEHMS, B OTHOLICHHH
JIEKapCTBEHHBIX CPEICTB IS BETEPUHAPHOTO MPUMEHEHHUS B YIIOJTHOMOUYEHHBIH (peiepatbHbIi OpraH HCIIOIHUTEIBHOH BIACTH, OCYIIECTBILIOIMH () YHKIHH 11O
KOHTpOJIIO ¥ Haf30py B cepe oOpalleH s TeKapCTBEHHbBIX CPEACTB ISl BETEPUHAPHOTO IPHMEHEHHS, CBEACHHS O CEPHUsX, MAPTHAX JICKAPCTBEHHBIX CPECTB,
MOCTYMAIOIINX B rPaXKIaHCKUil 060poT B Poccuiickoit Dexepaiu, B MOPsIIKE, COCTaBE U 00BEME, YCTAHOBICHHBIX YKa3aHHBIMH (eepabHbIMI OpraHaMu
HCIIOJHHUTEBHOI BIIACTH B OTHOIICHUH JICKAPCTBEHHBIX CPEACTB JUIST MEIUIIMHCKOTO IIPHMEHEHHS X B OTHOIICHHUH JIEKAPCTBEHHBIX CPEACTB JUIS BETEPHHAPHOTO
TIPUMEHEHUs COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (HOpMHUpYETCs Ha KaJCHIapHBIA rof B cpok 10 30 nekaOpsi rona, MpeanIecTBYIOIIEro roay MpPOBEAEHUs BHIOOPOUHOTO
KOHTPOJISL.

4. B ciydae HacTylUleHUsS COOBITHi, yKa3aHHBIX B moimyHkrax "0" u "B" myHkTa 2 wWacTH 6 HAcTOSINEH cTaThh, (eaepallbHBIM OpPraHOM
HCIIOJIHUTENBHOM BIIACTH, OCYIIECTBILIOMMM (DYHKIUH 110 KOHTPOJIO U HaJ30py B chepe 3ApaBoOXpaHeHus, (hefepanbHbIM OPraHOM HCTIOIHUTEIBHOM BIIACTH,
OCYIIECTBITIONMM (DYHKIUH IT0 KOHTPOIIO U HAJI30py B cepe 0OpaIleHus JIEKapCTBEHHBIX CPEICTB A BETEPUHAPHOIO MPHMEHEHNS, NIPH HEOOXOIHMMOCTH
BHOCSITCSI COOTBETCTBYIOIINE H3MEHEHNS B IPOrPaMMy IIPOBEPOK.

5. B mporpaMMy NpoBepOK MOTYT BKIIOYATHCS MEPOIPHATHS C y4eTOM HapyIIeHHH, BBIABICHHBIX B pPaMKaX KOHTPOJNBHBIX (HAJ30pPHBIX)
MEPONPHUATHH 3a IPEABIAYIINI KaJleHIapHBI rof.

6. IIporpaMma NpoOBEPOK COAEPKHUT:

1) mepeveHb JIEKApPCTBEHHBIX CPEICTB, OTOOp 00pa3lloB KOTOPBIX OyIeT OCYIIECTBIATHCS B PaMKax BBIOOPOYHOrO KOHTpOJs, (opmupyemslii ¢
Y4EeTOM pe3yJbTaTOB TOCYAApCTBEHHOI0 KOHTPOJIs (Ham3opa) B cdepe oOpamieHHs JISKAPCTBEHHBIX CPEACTB 32 KaJCHAAPHEINA TOJ, MPEIIIeCTBYIOMIHA Toxy
TIPOBE/ICHYSI BHIOOPOYHOTO KOHTPOJIS;

2) yka3zaHue Ha COOBITHE, HACTYIUIEHHE KOTOPOTO SIBJISIETCSI OCHOBAaHUEM JIJII OCYIIECTBIICHHSI BBIOOPOYHOTO KOHTPOJISL:

a) TONyYeHWe CBEJCHWH, NPEICTAaBIsEMBIX B COCTaBe M 00beMe, YCTAHOBJICHHBIX (elepalbHbIM OpPraHOM HCIOJHHTENBHOW BIACTH,
OCYIIECTBIISIONIMM (DYHKIMM IO KOHTPOJIIO M Hau3opy B cdepe 3IpaBoOXpaHeHUs, (erepaibHbIM OpPraHOM HCIIOJHUTENBHON BIACTH, OCYIECTBISIONMM
(GYHKINM IO KOHTPOIIO U HaI30py B cepe oOpaleHHs JICKapCTBEHHBIX CPEICTB U BETEPHHAPHOTO MPHMEHEHHS, O CepHsX, MapTUAX JIeKapCTBEHHBIX
CpEJCTB, MOCTYNAIOIINX B IpaIaHCKUi o6opoT B Poccniickoit deneparyy, yKa3aHHBIX B ITyHKTe | HACTOSIIEH 4acTH, OpraHH3aIMsAMH, OCYIIECTBILFOIINMUI
TIPOU3BOJICTBO JICKAPCTBEHHBIX CPeACTB B Poccuiickoii denepannn 1 BBO3 JIEKapcTBEHHBIX cpeacTB B Poccuiickyro deneparmio;

0) moy4yeHue MOCTYMAIOIIEH B MOPsAKE, YCTAHOBICHHOM cTaTheil 64 Hactosimiero denepanbHOro 3aKoHa, HHGOPMAIMK O TTOOOYHBIX NEHCTBHUSX,
HEKENATeNIbHBIX PEaKLHsAX, CepPbe3HBIX HEXeNaTeJIbHBIX PEaKIMsIX, HENPEIBUICHHBIX HEXKENaTeNbHBIX pEeakIMsAX INpU NPUMEHEHUH JIeKapCTBEHHBIX
MpenaparoB, 00 HHAUBHIYAIEHOH HENEPEHOCHMOCTH, OTCYTCTBUH (G ()EKTHBHOCTH JEKapCTBEHHBIX MPENapaToB, a TAKKe 00 UHBIX (haKTax U 00CTOATENbCTBAX,
MIPECTaBIAIONMX YIPO3Y SKH3HH MM 3J0POBBIO UeIOBEKa JIHOO JKMBOTHOTO IIPU NMPUMEHEHHH JIEKapCTBEHHBIX NIPENapaToB M BBIBICHHBIX Ha BCEX JTalax
oOpalieHus JIeKapcTBEHHBIX NpenapaTtoB B Poccuiickoiit denepanyu u Ipyrux rocyaapcTBax;

B) moiydyeHue B coorBercTBHM ¢ DenepanbubiM 3akoHoM oT 31 mroms 2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpoOJe (Haia3ope) |
MYyHHUIIMNAIBHOM KOHTpousie B Poccuiickoit Denepanuu” cBeleHUI O MPUYMHEHHH Bpela WK 00 yrpo3e MPHUYMHEHUS Bpela KHU3HH, 340POBBIO TPaXKIaH WIIH
JKMBOTHBIX.

Cratbst 9.2. 'ocynapcTBeHHBI KOHTpONb (HAI30p) 3a peayn3aliell opraHaMH HCIIOJHHTEIBbHOH BIacTH cyObekToB Poccmiickoit denepannu
MOTHOMOYHIA B cepe oOpaleHus JeKapCTBEHHBIX CPEACTB UL MEAUIIMHCKOTO IIPUMEHEHHUS

1. TocynapcTBeHHBIH KOHTPONIB (HAI30p) 32 peajn3anyeil opraHaMH HCIIONTHHUTEIBEHOMH BIAcTH cyObekToB Poccuiickoit denepanuy MoIHOMOYUH B
cepe obpalleHHs IeKapCTBEHHBIX CPECTB JUIsl MEJUIIMHCKOrO IPUMEHEHHUS OCYIIECTBIISICTCS YIIOIHOMOuUeHHBIM [IpaButensctBom Poccuiickoit ®eneparmu
OpraHOM HCIOIHUTEIHHON BIACTH.

2. IlpenqMeToM rocymapcTBEHHOrO KOHTpOJs (Hax3opa) 3a peaiu3anueil opranaMu HUCHOJNHUTENBHON BiacTH cyObekToB Poccuiickoit denepannu
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nonHOMo4Hil B cdepe OOpallCHUs JIEKapCTBEHHBIX CPEACTB OIS MEAUIMHCKOTO IPHMEHCHHS SBISIETCA COOJNIOJNCHHE YIIOIHOMOYCHHBIMH OpraHaMu
HCTIONHHUTENBHOH BiIacT cyobekToB Poccuiickoil deneparuy METOMUKY YCTAaHOBICHHS IIPEIENbHBIX Pa3MEpPOB ONTOBBIX HaI0aBOK M IPEAEIbHBIX pa3MepoB
PO3HHYHBIX HaJ0aBOK K (h)AKTUYECKUM OTITYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOM3BOIHUTEISIMH JICKAPCTBEHHBIX MPENApaToB, HA JEKAPCTBCHHBIC NperapaThl,
BKJIFOYCHHBIC B [IEPEYCHb KU3HECHHO HEOOXOAUMBIX U BaXKHEHIINX JICKApCTBEHHBIX TIPENapaToB.

3. Ipu ocymiecTBICHHN TOCYAAapCTBEHHOIO KOHTPOJA (HAA30pa) 3a peaqu3aliell OpraHaMH HCIONHHTENbHOW BIACTH CyOBEeKkToB Poccmiickoit
denepanyu NOITHOMOYHH B cepe 00paIeHHs JeKapCTBEHHBIX CPEJICTB UL MEJUIIMHCKOTO IPUMEHEHHMS POBOAATCS CIIELYIOIINE BUIbI MEPONPHATUH]:

1) noKyMeHTapHbI€ IIPOBEPKHU;

2) BBIC3/IHBIE IPOBEPKHU.

4. OpraHu3aiysi ¥ OCYLIECTBICHHE TOCYAAPCTBEHHOTO KOHTpOJs (Ha[30pa) 3a peaju3auieil opraHaMi HCIONHHUTEIbHOW BIIACTH CyOBEKTOB
Poccuiickoit ®enepanmu nonHoMounil B chepe oOparieHust JeKapCTBEHHBIX CPEICTB Al MEAULIUHCKOTO MPUMEHEHHsI Peryaupyrorcest deiepaibHbIM 3aKOHOM
or 6 okTa0ps 1999 roma N 184-®3 "OO6 oO0mUX NPUHIMIAX OPraHW3AIUH 3aKOHOJATEIbHBIX (IPEACTABHTENBHBIX) H HCIOIHHUTENBHBIX OPraHOoB
rocyaapcTBeHHOM Biacth cyobekToB Poccuiickoit @eneparun".

5. IlonoxeHne 0 TOCyIapCTBEHHOM KOHTpouie (Haa3ope) 3a peajiu3anyeil opraHaMi HCIIOJHUTENIbHON BiacTH cyObekToB Poccuiickoit denepanmu
TIOTHOMOYHIA B cepe oOpaleHus JeKapcTBEHHBIX CPEICTB UL MEAUIIMHCKOTO IpUMeHeHus yTBepxaaercs [IpasurensctBoM Poccuiickoit deneparum.

Crartbs 9.3. PeruoHanbHblii rocyJapCTBEHHBIH KOHTPOJIb (Ha30p) 32 NPUMEHEHHEM 1IEH Ha JIEKapCTBEHHBIE NperiapaThl, BKIIOYEHHbIE B IIEpeYEHb
JKU3HCHHO HEOOXOMMBIX U Ba)KHEHIIUX JIEKAPCTBEHHBIX IIPENapaToB

1. PernonanbHeIi ToCy1apcTBEHHBII KOHTPOIIL (HAA30p) 32 IPUMEHEHHEM IIeH Ha JICKapCTBEHHbIE IIPENapaThl, BKIIOYEHHBIE B IEPEUCHb KU3HEHHO
HEOOXOAMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX IPENapaToB, OCYIIECTBISETCS OPraHOM HCIOJHUTENIbHON BiacTH cyObekra Poccuiickoit ®Pemepaiuu,
YIIOJTHOMOYEHHBIM BBICILIMM HCIOJIHUTEIBHBIM OPraHOM TOCYIapCTBEHHOM BiiacT cyobekta Poceniickoit deneparmu.

2. IlpenMeToM perHOHANIBHOTO TOCYAAPCTBEHHOTO KOHTPOJNIA (HAA30pa) 3a NPUMEHEHHEM IIeH Ha JICKapCTBEHHBIC Iperaparhl, BKIIOUYCHHBIE B
repeyeHb KU3HCHHO HEOOXOANMBIX M Ba)KHEHIINX JICKAPCTBEHHBIX HPEIapaToB, ABIACTCSA COOJIOACHHE OPraHU3alUsAMH ONTOBOI TOPTrOBIIHM JIEKAPCTBEHHBIMU
CPEACTBAMHM, AaNTEYHBIMH OpPTraHU3aLMAMH, WHIAMBUAYaIbHBIMU HPEANPUHUMATEISIMH, HMCIOIMMU JIMLIEH3HIO Ha (apMalieBTUYECKYIO NEesTEIbHOCTb,
MEJUITMHCKAMHU OpPTaHU3AMIMH, UMCIOIIUMH JHICH3HI0 Ha (papMaIeBTUIECKYIO NEATeIbHOCTh, U HX 000COOIEHHBIMU IOApa3AeieHUs MU (aMOyIaTOPUSIMH,
(benbauepckuMu 1 (GebAIIepCKO-aKyIePCKUMH ITyHKTaMH, LEHTpaMH (OTAeNCHUsIMH) OOwell BpadeOHON (ceMeifHOH) NpaKTHKM), PacIO0KEHHBIMU B
CENBCKUX HACCNICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIC OPraHU3ALUH, IPH PEalU3alliy JICKapCTBEHHBIX MPENapaToB TPeOOBaHUIT K IIPUMEHEHHUIO
LICH, YPOBEHb KOTOPBIX HE JODKEH IPEBBHINATh CyMMY (DaKTHUECKOH OTITyCKHOM LIEHBI, YCTaHOBJICHHON IIPOM3BOIHUTENEM JICKAPCTBEHHBIX IPENapaToB, U
KOTOPbIE HE MPEBBILIAIOT 3aPETUCTPUPOBAHHBIX MPEACIbHBIX OTIYCKHBIX 1I€H, H Pa3MEpPOB ONTOBBIX HAaA0ABOK M (MIIM) pa3MEpPOB POSHUYHBIX HAaA0ABOK, HE
MPEBBILIAOIINX COOTBETCTBEHHO Pa3MEPOB IIPE/ICIbHBIX ONTOBBIX HAJ0aBOK U (M) Pa3MEPOB MPE/IEIbHBIX PO3HUYHBIX Ha0ABOK, yCTAHOBIECHHBIX B CyObEKTE
Poccuiickoii denepannu.

3. OpraHu3alys U OCYIIECTBICHHE PErHOHANBHOIO rOCyAapCTBEHHOrO KOHTpOIS (Ha[30pa) 3a MPHMEHEHHEM LIeH Ha JIEKapCTBEHHbIE HpeHaparhl,
BKJIFOUCHHBIE B [IEPEUCHB )KU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX MIPENaparToB, perynupyorcs denepanbHbiM 3akoHoM oT 31 urong 2020 roga
N 248-®3 "O rocynapcTBeHHOM KOHTpoJIE (Haa30pe) 1 MyHHIUIIAILHOM KOHTpoie B Poccuiickoit denepanmu’”.

4. TlonoxeHne O PErHOHAIBFHOM TOCYIApPCTBEHHOM KOHTpoJie (HAaa30pe) 3a MPUMEHEHHWEM LieH Ha JIGKAapPCTBEHHBIC MpernapaThl, BKIIOYCHHBIC B
nepeyeHb )KH3HEHHO HEOOXOANMBIX M BaXKHEHIINX JIEKapCTBEHHBIX HPEMapaToB, YTBEPKAACTCS BBICIINM HCHOIHUTEIBHBIM OPraHOM IOCYIapCTBEHHOI! BlacTn
cyonekTa Poccuiickoit ®enepanyn.

Crartbs 9.4. OenepanbHblil rocyJapCTBEHHBIN JTMIEH3MOHHbIH KOHTPOJIb IEATENbHOCTH O IIPOM3BOCTBY JIEKAPCTBEHHBIX CPEACTB

1. @enepanbHbIi TOCYAAapCTBEHHBIH JHMIEH3MOHHBIH KOHTPOJb AESATENBHOCTH IO IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIIETCS
(henepanbHBIMU OpraHaMH UCTIOJHUTENBHOM BIIACTH, yrIoJHOMOYeHHbIMHU [IpaBuTensctBoM Poccuiickoit @enepariuu.

2. @enepanbHblif TOCYIApCTBEHHBIH JMUIEH3UOHHBI KOHTPOJIb JEATENBHOCTH IO IIPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIETCA B
cootBercTBUH ¢ DenepanbHbiM 3akoHOM OT 4 Mast 2011 roga N 99-®3 "O nuueH3upoBaHUH OTIEIBHBIX BUAOB AesTenbHocTH" H DeepaibHbIM 3aK0HOM OT 31
utonsa 2020 roxa N 248-®3 "O rocynapcTBEHHOM KOHTpoJje (Haa30pe) U MyHHLMNAILHOM KoHTposie B Poccuiickoit @enepanun”. B pamkax ¢enepanbHOro
rOCYJapCTBEHHOI'O JIMLEH3HOHHOTO KOHTPOJIS [EATeIbHOCTU MO MIPOU3BOACTBY JEKAPCTBEHHBIX CPEACTB IIAHOBbIE KOHTPOJIbHBIE (HAI30pHbIE) MEPOIPHUATHS
HE TPOBOIATCS, NPU 3TOM HPOBOAUTCS MEPHOANYECKOE ITOATBEPIKICHHE COOTBETCTBHS JIMIIEH3UATOB JIMLIEH3HOHHBIM TPEOOBAaHMSIM B COOTBETCTBHH C
OenepanbubiM 3ak0HOM OT 4 Mast 2011 roga N 99-03 "O nuiieH3upOBaHUU OTAENBHBIX BHJIOB ICSATEILHOCTH.

I'naBa 5. PazpaboTka, JOKJINHIYECKHE HCCIETOBAHNS JeKAPCTBEHHBIX CPE/ICTB, 2 TAKIKe KIIHHHYECKHE HCCIeI0BAHNUS JTeKAPCTBEHHBIX
NpenapaTos sl BeTePUHAPHOI0 NPHMeHeHH sl

Crarbs 10. PazpaboTka JiekapcTBEHHBIX CPEICTB

1. Pa3paboTka JeKapCTBEHHBIX CPEACTB BKIIOUAET B ceOsl MOMCK HOBBHIX (hapMaKOIOTHUYECKH aKTUBHBIX BEIIECTB, MOCIEAYIONee M3ydeHHEe HX
JIEKapCTBEHHBIX CBOICTB, NOKIMHHYECKHE HCCIIENOBAHMS, pa3pabOTKy TEXHOJOTHH HMPOM3BOACTBA (hapMalleBTHIECKHX CyOCTaHIHH, pa3pabOTKy COCTaBOB M
TEXHOJIOTHH [TPOU3BO/ICTBA JIEKAPCTBEHHBIX PEIapaToB.

2. ®duHaHCcOBOE oOecneyeHue pa3padoTKU JISKAPCTBEHHBIX CPEJICTB OCYIECTBIISIETCS 32 CYET:

1) cpenctB denepanbHOro OrOKETa;

2) cpencTB pa3pabOTUHKOB JICKAPCTBEHHBIX CPEICTB;

3) cpencTB MPOM3BOAUTENEH TeKapCTBEHHBIX CPEACTB MPH BBHIIOIHEHUH HAay4YHO-HMCCIEAOBATENbCKUX PaboT IO JOrOBOPY MEXIY pa3paboTUMKOM
JIEKapCTBEHHBIX CPEACTB M IIPOU3BOAUTEIIEM JIEKaPCTBEHHBIX CPEICTB;

4) MHBIX He 3alpeNIeHHBIX 3aKOHOIaTeIbCTBOM Poccuiickoit denepari HCTOUHUKOB.

3. IIpaBa pa3paboTunKa JIeKapCTBEHHOTO CPEICTBA OXPAHIOTCS IPAXKIAHCKIM 3aKOHOIATEIbCTBOM.

CraTtbs 11. J[oxmnHIYECKOE UCCIIEOBAHNE JIEKAPCTBEHHOTO CPEICTBA JULSI MEAUIUHCKOTO IIPUMEHEHHUS

1. JIoKJIMHIYeCKOe HCCIIeI0BaHNe JIEKapCTBEHHOTO CPECTBA ISl MEAUIINHCKOTO IPUMEHEHHUS IIPOBOIUTCS ITyTeM IPHMEHEHHs] HayYHBIX METOIOB
OIICHOK B IIEJISIX TTOJTy4CHHs JOKa3aTelbCcTB 6e30MacHOCTH, KauecTBa i 3((GeKTHBHOCTH JISKAPCTBEHHOTO CPE/ICTBA.

2. JIOKJIIMHMYECKOe HCCIeNOBaHHE JICKAPCTBEHHOTO CPEACTBA UL MEAULUHCKOTO INPUMEHEHHS HPOBOAUTCS B COOTBETCTBHH C IpaBHJIAMHU
HaJyIeXKaIlel 1abopaTopHOH NMPAaKTUKH, YTBEPKICHHBIMH YIIOJTHOMOYEHHBIM (he/iepabHBIM OPraHOM HCHOIHUTEIBHOH BIIACTH.

3. Jlnst opraHM3alii U HOPOBEICHMS TOKIMHHYECKOTO HCCIIEJOBAHHS JIEKAapCTBEHHOTO CPEACTBA IS MEIHIIMHCKOIO HNPHMEHEHHs pa3paOOTIHKU
JIEKapCTBEHHBIX CPEACTB MOTYT NPUBIECKATh HAYYHO-HCCIEIOBATENbCKAE OpraHM3aliK, 00pa30BaTelIbHbIe OpraHMW3allH BBHICIIEr0 00pa30BaHWs, HMEIOLINE
HE0OXOANMYIO MaTepHaIbHO-TEXHUIECKYIO 0a3y M KBaIM(HIIMPOBAHHBIX CIIEIUAINCTOB B COOTBETCTBYIONIEH 00JIACTH HCCIIEIOBAHHS.

4. JIOKIMHHYECKOe HCCIEN0BaHUE JIEKApPCTBEHHOIO CPEACTBA JUII MEAUIMHCKOTO NPUMEHEHUs! IPOBOMHUTCS IO YTBEPHKICHHOMY Pa3pabOTIHMKOM
JIGKapCTBEHHOT'O CPEICTBA IUIAHY C BEJCHHEM IIPOTOKOJNA 3TOTO HCCIIEIOBAHUS M COCTaBICHHEM OTYeTa, B KOTOPOM COIEPIKATCS Pe3yJbTaThl ITOrO
HCCIICIOBAHNS M 3aKJII0OYEHHE O BO3MOXKHOCTH MPOBEICHHS KIMHUIECKOI0 UCCIISOBAHMS JICKAPCTBEHHOTO Mperapara Uil MEIUIIMHCKOTO IPHMEHEHHSI.

5. IlpoBeneHue IpPOBEPOK COONIONCHHS HPaBUI Haaekamedl 1abopaToOpHOW HPAKTHKUA M IIPABOBBIX HOPM HCIOIB30BAHMS JKHBOTHBIX IIPU
TIPOBE/ICHUH JTOKIMHUYECKHX HCCIIEOBAHMIl JIEKAPCTBEHHBIX CPENCTB JUISI MEAMIMHCKOTO IPHMEHEHHsS! OCYIIECTBILSIETCS YIOIHOMOYEHHBIM (eaepabHbIM
OpraHOM MCIOJHUTEIILHON BIaCcTH.

6. Pe3ynpTaThl JOKIMHHUYECKOTO HCCIECIOBAHMS JEKAPCTBEHHOTO CPEACTBA Ui MEAUNMHCKOTO NPUMEHEHUS MOTYT OBITh HPEICTAaBICHBl B
YIIOJTHOMOYEHHBIH (heiepalIbHBIl OpraH HCIONHHUTEIFHOW BIACTH B YCTAHOBJICHHOM IIOPSAKE B IEIAX TOCYJapCTBEHHOI PErHCTPalMU JIEKapCTBEHHOIO
npenapara.

Cratbst 12. JIOKIMHUYECKOE HCCIEIOBAHUE JICKAPCTBEHHOTO CPEACTBa M KIMHHYECKOE HCCIEA0OBAaHUE JEKapCTBEHHOrO IIpemapara Uit
BETEPUHAPHOTO IPHMEHCHHS

1. JIoknmMHHYECKOe UCCIIeJOBaHNE JISKAPCTBEHHOTO CPENICTBA VISl BETEPUHAPHOIO NPUMEHEHHS IPOBOAUTCS ITyTeM NPUMEHEHHsT HayYHBIX METOJIOB
OLICHOK B IIEJISIX IMONYYeHUsS JOKa3aTeNbCTB O€30IMacHOCTH, KadecTBa U d()(HEKTHBHOCTH JICKAPCTBEHHOIO CPEICTBA, B TOM YHCIE ONPEACNCHHS CPOKa €ro
BBIBEJICHHS M3 OPraHU3Ma >KHBOTHOTO, B IIEJISIX oOecriedeH sl 6e301MacHOCTH MPOAYKIHH KUBOTHOTO MPOUCXOXKACHUS TTOCIIE TIPUMEHEHHST COOTBETCTBYIOIIETO
JIEKapCTBEHHOT'O Ipenapara.

2. JIOKIMHUYECKOEe HCCICIOBAHUE JIEKAPCTBEHHOTO CPEACTBA M KIMHHYECKOE HCCIENOBAaHUE JICKApPCTBEHHOIO Iperapara A BETePUHAPHOTO
HPUMEHEHHs, MCCIICA0BaHNe OMO’KBHBAJICHTHOCTH YKa3aHHOTO JICKAPCTBEHHOTO Mpernapata MPOBOIATCS B COOTBETCTBHM C IIPaBUIIAMH, yTBEPXKICHHBIMH
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YIIOTHOMOYEHHBIM (heZiepabHbIM OPTraHOM HCIIOJHUTENBHOM BIaCTH.

3. JIOKJIMHHYECKOE HCCICIOBAHHUE JIEKAPCTBEHHOTO CPEACTBAa M KIMHHYECKOE HCCIENOBAaHUE JIEKAPCTBEHHOTO IIpenapaTa sl BETCPHHAPHOTO
HPUMEHEHHS IPOBOJIITCS 10 YTBEPXKACHHOMY Pa3pabdOTYMKOM JICKAPCTBEHHOTO CPEACTBA IIaHY C BEACHHEM IPOTOKOJIOB 3THX HCCIEIOBAHHUI U COCTaBICHHUEM
OTYETOB, B KOTOPBIX COJIEPIKATCS PE3YIBTAThI ATHX UCCIIEIOBAHU.

4. Ins opraHM3aliH U IPOBEACHUS NOKIMHHYECKOTO HCCIICIOBAHHS JICKAPCTBEHHOTO CPEJICTBA U KIMHHYECKOTO HCCIICHOBAHHS JICKAPCTBEHHOTO
npernapara Julsi BETEPHHAPHOTO TPUMEHCHHs pPa3pabOTYMK JICKAPCTBEHHOTO CPEACTBA MOXKET MPHBIICKaTh OPraHH3allMK, HMEIOIIHE HEOOXOIUMYIO
MaTepHalbHO-TEXHUYECKYIO 6a3y U KBAIU(HUIMPOBAHHBIX CIICLUAINCTOB B COOTBETCTBYIOIIEH 00JIaCTH HCCIICIOBAHHS.

5. KnmHnueckue ncclefoBaHHs JIEKapCTBEHHBIX MPENapaToB IS BETEPUHAPHOIO NPHMEHEHHs NPOBOAATCS B BETEPHHAPHBIX OPTaHU3AIMAX U B
OpraHH3alusIX, OCYLIECTBIIONINX pa3BeIeHHE, BhIPALIUBAHHE U COAEP KaHUE )KMBOTHBIX, B LIEJIAX:

1) ycTaHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX PENAPATOB 370POBBIMH KHBOTHBIMH;

2) monbopa ONTHMAIBHBIX JO3HPOBOK JEKAapCTBEHHBIX IPEMapaToB M Kypca JIEUEHHS Ha KOHKPETHOH TIpyIe >KUBOTHBIX C ONPEIENCHHBIM
3a00JICBaHUEM;

3) ycraHoBieHUsI 6e30HacHOCTH M I()(HEKTHBHOCTH JEKAapCTBEHHOTrO MpernapaTa, MpeIHa3HaYeHHOTo s JICYCHHs OIpECNeHHBIX 3a0osieBaHUit
JKMBOTHBIX, WIH 3()(eKTHBHOCTH JICKAPCTBEHHOTO Ipernapara JUlsl MpoGHIaKTHKH 3a00J1eBaHUiT 3M0POBBIX )KUBOTHEIX;

4) u3ydeHus BO3MOXKHOCTEH DPAacLIMpEHHs MOKa3aHHH K HNPHMEHEHHIO 3aperdMCTPUPOBAHHOIO JIEKApCTBEHHOIO IIpenapaTa U BbISABIEHHUs paHee
HEM3BECTHBIX 11000UHBIX JICHCTBUN.

6. Kimmamndeckoe HccliejoBaHHe JEKapCTBEHHOIO Iperapara IS BEeTEPHHAPHOTO IPHMEHEHHs OCYIIECTBILIETCS 3a CUET CPEACTB pa3paboTdmka
JIEKapCTBEHHOTO CPEJICTBA.

7. OT4eThl 0 pe3yibTaTax NOKIMHUYECKOIO UCCIIEOBAHHs JIEKAPCTBEHHOIO CPEJICTBA M KIMHUYECKOIO HCCIEN0BaHUs JEeKapCTBEHHOIO Ipenapara
JUISL BETEPHHAPHOTO NPUMEHEHUs] COCTaBILIOTCS Pa3padOTUMKOM JIEKAPCTBEHHOTO CPEACTBA C Y4ETOM 3aKIIOUEHHH OpraHW3aluii, IPUHUMABIIMX yJacTHe B
OpraHHM3alluH M IPOBEAEHUH dTHX HCCIEI0BaHUH.

8. KoHTpoub 3a npoBeeHHEeM IOKIMHUYECKUX HCCIEI0BaHU JeKapCTBEHHBIX CPENCTB U KIMHUYECKHX UCCIIEOBAHHH JIEKAPCTBEHHBIX MIPENapaToB
JUISL BETEPHHAPHOTO IIPUMEHEHHS! OCYIIIECTBILIETCS YIOIHOMOYEHHBIM (heiepaabHBIM OPraHOM HCIIONHHUTENEHOH BIACTH.

I'naBa 6. OcymecTBiIeHHE IOCYJAPCTBEHHOI PerHCTPalMy JIEKAPCTBEHHBIX NPenapaToB

Crartes 13. 'ocynapcTBeHHast perucTpalus JeKapCTBEHHBIX PernapaToB

Wupopmarus 06 H3MEHEHHSX:

1. B Poccutickoti @edepayuu 00nyckaiomes npouseoo0cmeo, us2onmosienue, xpauetue, nepegoska, 6603 6 Poccuiickylo Dedepayuio, 61603 u3
Poccuiickou ®edepayuu, pexnama, omnyck, peanuzayus, nepeoaid, npuMeHnenue, YHUYmodlcenue 1eKapcmeenblx npenapamos, eciil OHil 3apeucmpupo8ansl
COOMBEMCMBYIOUUM YNOTHOMOYEHHBIM (Pe0epanbHbIM OP2AHOM UCNOIHUMENLHOU B1ACHIU.

2. TocynapcTBEHHOI pernCTpaLiy IMOIEKAT:

1) Bce JiekapcTBEHHBIE MIPENapaThl, BIEPBbIC MOUISKAILME BBOAY B oOpauienue B Poccuiickoii denepanuu;

2) nexapCTBEHHbIE IpenapaThl, 3aperuCTPHPOBAHHBIC paHee, HO NPOM3BEJCHHBIC B JPYTHUX JIGKAPCTBEHHBIX ()OpPMax B COOTBETCTBUH C IIEPEUHEM
HANMCHOBAHMUH JIEKAPCTBEHHBIX ()OPM, B HOBOI JO3UPOBKE IIPHU J0KA3ATEIbCTBE €€ KIMHHYECKOI 3HAUMMOCTHU U () (PeKTHBHOCTH;

3) HOBblE KOMOMHALIUK 3aPETUCTPUPOBAHHBIX PAHEE JICKAPCTBEHHBIX IPENapaToB.

3. TocynmapcTBeHHast perHCTpanys JIEKapCTBEHHBIX IIPEIapaToB OCYLIECTBISIETCS IO pe3ylbTaTaM dKCIEPTH3BI JICKAPCTBEHHBIX CPEICTB, a
roCy/lapCTBEHHAsl perucTpanus opQaHHBIX JEKaPCTBCHHBIX HPEIApaToB OCYIIECTBIICTCS 10 Pe3yJIbTaTaM 3KCIEPTH3bl JOKYMEHTOB, HPEACTAaBICHHBIX JULL
ompezeeHusl BO3MOKHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar i1 MeAULUHCKOTO IPUMEHEHUs] IPH OCYIIECTBICHHU TOCyJapCTBEHHOH PErucTpaluy B
KadecTBe Op(haHHOTO JIEKaPCTBEHHOT'O TIpenapaTa, ¥ 0 pe3yJIbTaTaM dKCIEePTH3bI JIEKAPCTBEHHBIX CPEICTB.

4. TocynapcTBeHHast PErMCTpalys JIEKAPCTBEHHOTO IIpernapaTa OCYIIECTBIISCTCS COOTBETCTBYIOIIMM YIIOJHOMOYCHHBIM (he/iepalbHbIM OpraHoM
HCIIOJHHUTEIbHOH BIACTH B CPOK, HE MPEBBIAIOMIMUIA CTa MIECTHAECATH pabouuX JHEH CO OHS NMPUHATUS COOTBETCTBYIOIIErO 3asBICHHSA O TOCYIapCTBEHHOM
pETUCTpanuy JIKApCTBEHHOTrO Ipenapara. B yka3aHHBIH CpOK BKIIIOYAeTCS BPeMsl, HEOOXOIMMOE JUIsl IOBTOPHOTO HPOBENCHHS SKCIIEPTU3bI JIEKAPCTBEHHOIO
CpelCTBa B COOTBETCTBHU CO cTaTheil 25 Hacrosmero denepanpHoro 3akoHa. Cpok rocynapCTBEHHOH PEruCTpaliy JEKapCTBEHHOTO MperapaTa HCUUCIIAETCS
CO JIHS NPUHSATHS COOTBETCTBYIOIIMM YHOJIHOMOYEHHBIM (he/iepabHbIM OPraHOM MCIIOIHUTEIFHON BJIACTH COOTBETCTBYIOIIETO 3asIBIICHHS O TOCYAapCTBEHHOM
PETUCTpaiy JIEKapCTBEHHOTO Hpernapara ¢ IPHIOKEHHEM HEeOOXOANMBIX JTOKYMEHTOB II0 JIeHb BBITAUM PETHCTPALMOHHOIO YIOCTOBEPEHUS JIEKap CTBEHHOIO
npernapata. Bpems, HeoOXomuMoe JUlsi HAmpaBICHHS YHOIHOMOYCHHBIM (e/lepajlbHbIM OpraHOM HCIIOJIHUTEIBHON BIIACTH 3alpoca O MPEACTaBICHUU
HEOOXO/IMMBIX MaTepPHaJIOB U MPEJCTABICHUS 3asBUTEIEM OTBETAa Ha JAHHBIN 3alpoC B COOTBETCTBUM €O cTaThsiMvu 16, 19 m 23 Hacrosimero denepanbHOro
3aKOHa, He YIUTHIBAETCS IPU NCUNCICHAN CPOKa TOCYIapCTBEHHON PErnCTpaniH JIEKapCTBEHHOTO IpernapaTa.

5. T'ocynapcTBeHHOI perucTpannu He MOAJICKaT:

1) nexapcTBeHHbIE IpenapaTrhl, U3TOTOBICHHBIC ANTEYHBIMU OPTaHU3AIMSIMU, BETEPUHAPHBIMU ANTEYHBIMU OPTaHU3ALMAMU, WHIUBUIYaTbHBIMU
MIpeIPUHEMATEISIMA, KOTOpPBIE MMEIOT JIMICH3MIO Ha (hapMaleBTHYECKYI0 IEATeNbHOCTh, 10 pelenTaM Ha JICKapCTBEHHBIE IIpenapaTbl W TPeOOBaHUSIM
MEIHUITHHCKUX OPTaHU3aIMi, BeTePUHAPHBIX OpraHU3aLUii;

2) nexapcTBEHHBIE IpenapaThl, MpHOOpeTeHHble (pU3HYeCKIMH JHIAMH 3a IpenenaMu Poccuiickoil denepanun U NpeAHa3sHaYCHHbIE A JIMYHOTO
HCTIOIB30BAHUS;

3) JexapcTBeHHBIE Ipernaparhl, BBO3MMBIE B Poccuiickylo @dexmepamuio i OKa3aHUs MEJUIIMHCKONH IIOMOINM II0 JKH3HEHHBIM ITOKA3aHUSIM
KOHKPETHOTO MAaIlMeHTa Ha OCHOBAaHUH Pa3pelIeHus], BbIAHHOTO YIIOTHOMOYEHHBIM (eiepaabHbIM OPTaHOM HUCIIONHUTENBHON BIACTH;

4) nexapcTBEHHBIE CpeICTBa, BBO3MMBIe B Poccmiickyro ®enepannio Ha OCHOBaHWH BBIIAHHOTO YIOJHOMOYEHHBIM (eepanbHbIM OpraHOM
WCIIOJHHUTEBHOM BIIACTH pa3pellieHus U IpeIHa3HaYeHHbIE Ul NPOBEACHNUS KIMHUYECKHX HCCIICNOBAHHHN JICKApCTBEHHBIX IPENapaToB U (WJIM) NPOBEHCHHUS
9KCIIEPTU3BI TeKAPCTBEHHBIX CPEJICTB AJI1 OCYLIECTBICHHS TOCYIapCTBEHHON PErUCcTpaliy JeKapCTBEHHBIX IIPENapaToB;

5) apmaneBTHYECKHE CYOCTAHIHH;

6) pamuodapManeBTHUECKUE JICKAPCTBEHHBIE IperapaThl, H3TOTOBJICHHBIE HENOCPEACTBEHHO B MEIMIMHCKAX OpraHM3alUsIX B IOpsJIKe,
YCTaQHOBJICHHOM YIIOJTHOMOUYCHHBIM (he/iepaIbHbIM OpPraHOM MCIIOHUTEIBHOI BIIACTH;

7) nexapcTBEHHBIE IIPENApaThL, IPOU3BOIIMBIE TS SKCIIOPTA.

6. He nomyckaercst rocylapCTBEHHasi pErHCTpaLus:

1) mexapcTBEHHBIX HPENapaToB, OTIMYAIONIUXCS APYT OT APYra KadeCTBEHHBIM COCTABOM AEHCTBYIOIIMX BEIIECTB, IOJ OAMHAKOBBEIM TOPTOBBIM
HaMMCHOBAaHHEM;

2) OIHOrO JIEKApCTBEHHOTO IIpenapara, MPEeACTaBICHHOT0 Ha TOCYIapCTBEHHYIO PETHCTPALMIO B OTHOLICHHH OJHOTO M TOTO JKE JepiKaTelsl HIH
BIIaJeNblla PETUCTPALIOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TIperapara B BHAE IBYX M Oojee JIeKapCTBEHHBIX NPENapaToB IOJ PAa3IMYHBIMUA TOPTOBBIMU
HaMMEHOBAHHIMU.

7. Ilo 3ampocy (B DIEKTPOHHOH (opMe WIM Ha OyMaKHOM HOCHUTeNe) CyObeKTa OOpalleHHWs JICKapCTBEHHBIX CPEACTB COOTBETCTBYIOIINM
YIOTHOMOYEHHBIM (peiepadbHBIM OpPraHOM HCIONHHUTENFHOW BIIACTH, OCYIIECTBILSIIOIIUM TOCYAApCTBEHHYIO PETHCTPAILHIO JIEeKapCTBEHHBIX IPENapaToB, B
YCTaHOBJICHHOM MM IODSJIKE OCYIIECTBISICTCS HAyYHOE KOHCYJIBTHPOBAHHE IO BOIPOCAM, CBSI3aHHBIM C IPOBEICHHEM IOKIMHHYECKUX HCCIEIOBaHUM,
KIMHWYECKUX HCCICIOBaHUH JIEKapCTBEHHBIX IIPErapaToB, OKCIEPTU3bl KauecTBa JICKAPCTBEHHBIX CPEACTB, I(P(EKTUBHOCTH M O€30MacHOCTH, C
OCYIIECTBICHUEM TOCYIAapCTBEHHOM DPErucTpalii JIeKapCTBEHHBIX MpenapaToB. KOHCYIbTHpOBaHHE OCYIIECTBISIETCS C IIpUBICUEHHEM (emepanbHbIX
TOCYJapCTBEHHBIX OIO/DKETHBIX YUYPEKICHUI, MOIBEIOMCTBEHHBIX IaHHOMY (efepaJbHOMY OpraHy HCIIOJHUTENBHONH BIACTH M HE YYacTBYIOIIMX B
OpraHM3alliy MPOBEICHHS JKCIIEPTH3bl Ka4ecTBa JICKAPCTBEHHBIX CPEICTB B LEIAX OCYIIECTBICHHS MX TOCYJAPCTBEHHOW PErMCTPAallid B COOTBETCTBHHU CO
crathell 16 Hactosimiero denepaabHOrO 3aKOHA, B BUJE OTBETA B IMMCHbMEHHOW (popMe YIOIHOMOYEHHOTO (eaepaabHOro OpraHa MCHOIHUTENBHOM BIACTH Ha
3anpoc. Pasmep B3uMMaeMoil ¢ 3asBHTENs IUIATHI ONpPEAENSETCS B COOTBETCTBUHM C 3aKOHOJATENLCTBOM Poccuiickoit @enmeparuu 00 oOpraHu3aniu
MIPEIOCTaBICHHS TOCYIAPCTBEHHBIX 1 MyHUIUNAIBHBIX yCIyr. MHpopManus 00 ocyiecTBICHHN HAyYHOTO KOHCYIFTHPOBAHMUS, B TOM YHCIIE CTaThH, 0030DEI,
CIIpaBOYHBIC MaTepuaibl U MHasg HHGOpPMAIHA 00 OCYIIECTBICHUH HAYYHOIO KOHCYIBTUPOBAHUS, Pa3MENIaeTCsl Ha O(GHIIHAIBHOM CaiTe yIOIHOMOYEHHOTO
(enepaybHOrO OpraHa HCIONHHTENBHON BiacTH B ceTd "MHTepHET" ¢ cOONIIOICHHEM OTpaHWYCHHH, YCTAHOBJICHHBIX 3aKOHOIATEILCTBOM O NMEPCOHATBHBIX
JAHHBIX, KOMMEPYECKOH H (WJIH) rocyIapCTBEHHOM TaiiHe.

8. I'ocymapcTBeHHass PETHCTPAIMs JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE HpEJHA3HAUCHB! NI IPUMEHEHHS B YCIOBHSX BOCHHBIX IEHCTBHIA,
YpE3BbIYAHBIX CHTYallUH, NPETYyNPEKACHHUS UPE3BBIYANHBIX CHUTYAlMi, NPOMMIAKTHKH W JIEUCHHS 3a00NEBaHUM, NPEACTaBIAIOMINX OMACHOCTh IS
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OKPYXKAIOIHX, 3a00JeBaHUIl U IOPAKEHUH, IOTYyYCHHBIX B pPe3ylbTaTe BO3JCHCTBHS HEOTArONPHATHBIX XHUMHUYECKHX, OMONOTMYECKHX, PaIUalllIOHHBIX
(axTOpOoB, U KOTOPEIE pa3pabOTaHBI B TOM YHCIIE 10 33JaHHI0 (eiepanbHbIX OPraHOB UCIIONHUTEIHON BIACTH, YIIOMHOMOYCHHBIX B 00IaCTH 00OPOHBI CTPAHBI
1 06€30I1aCHOCTH TOCYAAPCTBA, OCYIIECTBILIETCS B OpsiIKe, ycTaHOBIeHHOM [IpaBurensctBoMm Poccuiickoii denepaunm.

Crares 14. [IpuHUMIIBI SKCTIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

1. OkcnepTH3a IEKapCTBEHHBIX CPEACTB OCHOBHIBACTCSA HAa MPHHIUIAX 3aKOHHOCTH, COONIONCHHS IpaB U CBOOOJ YeNOBEKa M IPaKJaHWHA, IIPaB
IOPUANYECKOro JINIA, HE3aBHCHMOCTH KCIEPTa, 00BEKTHBHOCTH, BCECTOPOHHOCTH M TIOIHOTHI MCCIIEIOBAHHH, TPOBOAUMBIX C HCIIOIB30BAHUEM COBPEMEHHBIX
JIOCTH)KCHNH HayKH M TEXHUKH, OTBETCTBEHHOCTH (he/lepallbHOTO TOCYapPCTBEHHOTO OIOKETHOTO yUPEXKICHHUS 110 MPOBEACHHIO SKCIIEPTH3BI JICKaPCTBEHHBIX
CPEJCTB U DKCIEPTOB 3a IPOBEJICHIE U KAYeCTBO JKCIICPTU3BL.

2. DKcnepTH3a JIeKapCTBEHHBIX PENapaToB Ul MEIUIMHCKOrO IPUMEHEHHS BKIIIOYAET B ceOs:

1) skcnepTu3y JOKYMEHTOB, HPEICTABICHHBIX U ONPENENEHUs BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIN IpemapaT [Jis MeIULHHCKOIO
TIPUMEHEHNS IPH OCYIIECTBICHUH TOCYJapCTBEHHOH PErHCTPAIH B KauecTBe Op(haHHOTO JEKapCTBEHHOTO IpenapaTa;

2) 3KCHEepTH3Y NPEUIOKCHHBIX METOIOB KOHTPOJS KayecTBa JICKAPCTBEHHOrO CPEJCTBA M KadecTBa IPEJCTABICHHBIX 0Opa3IOB JIEKAPCTBEHHOIO
CpeJICTBa C HCIOJb30BaHUEM ITUX METOIOB (Jajee - FKCIEePTH3a KauecTBa JEKapCTBEHHOIO CPEJICTBA);

3) oKcrepTU3y OTHOLICHUS 0XKHAAEMOH IOJIB3bI K BO3MOXKHOMY PHCKY IIPHMEHEHHS JTeKapCTBEHHOTO IIpenapaTa;

4) sKcrepTH3y PerHCTPaLMOHHOIO J0Che Ha JIEKApPCTBEHHBIH NpenapaT B IENAX ONpEeNeHHs B3aHMO3aMEHSIEMOCTH JEKapCTBEHHBIX IPENapaToB
JULSL MEAUIIMHCKOTO IPUMEHEHHU L.

3. DKkcmepTH3a JICKApCTBEHHBIX IPENapaToB Ul BETCPHHAPHOTO IPUMEHEHHUs BKIIIOYAeT B ce0sl IKCIEePTH3Y KadecTBa JICKAPCTBEHHOTO CPECTBA U
9KCIIEPTU3Y OTHOLIEHUS 0XKUAAEMOIl IOJIb3bI K BO3MOXKHOMY PUCKY IIPUMEHEHHUS JIeKapCTBEHHOI'O IIpenapaTa.

Cratbs 15. OenepanbHOe rocyapcTBEHHOE OI0/KETHOE YUPEKICHHUE 0 POBEACHUIO SKCIIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB

OkcrmepTu3a JE€KapCTBEHHBIX CPEACTB INPOBOJHUTCSA  (pefepaibHBIM TOCYJApCTBEHHBIM — OIO/DKETHBIM — yUPEXKIEHHEM COOTBETCTBYIOLIETO
YHOJIHOMOYEHHOTO (he/IepalIbHOrO OpraHa MCIOJIHHUTEIbHOI BIACTH, CO3aHHBIM Ul 00ECHeUeH s HCIIONHEHHUS TOJIHOMOYHi 3TOro ()esiepaibHOro opraHa o
BbIJ[aue pa3pelleHuil Ha NPoBeAeHUE KIMHUYECKUX MCCIIe0BaHUM JIEKapCTBEHHBIX IPENapaToB U (MJIM) IO TOCYJApCTBEHHOH PEruCTpalluM JIeKapCTBEHHBIX
IIpenaparoB (fajee - 9KCIePTHOE YUPEeKICHHE).

Crarbs 16. Opranusanys IpOBEIECHUS SKCIEPTU3bI JIEKAPCTBEHHbBIX CPEACTB

1. DkcnepTusa J€KapCTBEHHBIX CPENCTB IPOBOIMTCS KOMHUCCHEH JKCIIEPTOB IKCHEPTHOIO YUPEKAEHUs, Ha3HAYEHHOH ero pyKoBOIHUTEIEM, Ha
OCHOBaHHMY 3aJaHUs HA IPOBENCHUE JKCIIEPTU3BI JICKAPCTBEHHOTO CPECTBA, BHIIAHHOIO YIIOJTHOMOUCHHEIM (eepabHbIM OPTaHOM HCIIOHUTEIBHON BIIACTH.
PykoBoauTens 3KCHEPTHOrO y4pex[eHHs oOeclieyuBaeT HaUlexallee MNPOBEIeHHE JKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUH C 3a[JaHHEM,
BBIJIAHHBIM YHOJIHOMOYCHHBIM (pe/iepabHbIM OPraHOM HCIIOIHUTEIBHON BIACTH, 1 OPraHU3yeT MOATOTOBKY CBOAHOIO 3aKJIFOYEHHUs 3TOi komuccuu. B coctas
9TOH KOMHCCHH IO PELICHUIO PYKOBOIMTEINS IKCIIEPTHOTO YUPEKICHHUS MOIYT OBITH BKJIOYEHBI B Ka4eCTBE JKCIIEPTOB JIMIA, HE paboTamoliie B JaHHOM
9KCIIEPTHOM YUPEKIECHHU, €CIIH HX CHELHalIbHble 3HAHUS HEOOXOJUMBI A/ MPOBEIECHHS YKCIEPTH3bl M TAKUE SKCIEPThI OTCYTCTBYIOT B JIAHHOM JKCIEPTHOM
YUK ICHHUU.

2. DKCIepTOM IO TPOBENCHUIO DKCIIEPTHU3BI JIKAPCTBEHHBIX CPEICTB SIBIISETCS aTTECTOBAHHBIA PAOOTHHMK DKCIIEPTHOTO YYPEKACHUS, KOTOPBIH
HMeEeT BBICIIeE MEJUIMHCKOE, (hapMalleBTHYECKOe, OHOJIOrHYecKoe, BETCPUHAPHOE MM XHMHYECKOe 00pa3oBaHHE M HMPOBOIUT SKCIEPTH3Y JICKAPCTBEHHBIX
CPE/ICTB B MOPS/IKE UCIIOJIHEHUSI CBOMX JIOJDKHOCTHBIX 0053aHHOCTEH (naee - SKCHepr).

3. Ilpu npoBeneHNH SKCIIEPTU3HI JISKAPCTBEHHBIX CPEICTB IKCIEPT HE MOXET HaXOAUTHCS B KaKOH-THO0 3aBHCHMOCTH OT JIMIA, HA3HAYHBILETO Ty
9KCIIEPTU3Y, Pa3padoTUNKa JIEKAPCTBEHHOIO CPEICTBA U APYrUX 3aUHTEPECOBAHHBIX B PE3yIbTaTaX dKCIEPTH3bI JIHIL.

4. Ilpu mpoBeeHHN KCIIEPTU3bI JEKAPCTBEHHBIX CPEICTB HE IOIMYCKAeTCsl UCTPEOOBATh y 3asBUTENs MO0 MHBIX JIUI[ MaTepHalIbl, HEOOXOJHMbIE
JUISL TIPOBENCHMSI JKCIIEPTH3Bl. B ciydae HENOCTAaTOYHOCTH IPEJCTABICHHBIX JKCIIEPTYy MaTEepHAIOB IJIA JAYd 3aKJIIOUEHHs DKCIIEPT CTaBHT BOIPOC O
NIPe/ICTAaBICHUH €My HeoOXOAUMBIX MAaTEpHaIOB Iepe] PYKOBOAUTEIEM DKCIIEPTHOTO yUPEKAEHUs, KOTOpBI 00pamaeTcst ¢ COOTBETCTBYIOIIMM 3alPOCOM B
YIIOJTHOMOYEHHBIN (hefepanbHblii OpraH UCIONHUTENBHON BIACTH, BBIIABIINI 33JaHHE HA MPOBEACHHE JKCIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA. YKa3aHHBIH
(enepaybHEI OpraH HCIOJNHUTENBHOH BJIACTH B TeYEHHWE IATH padOYMX IHEH co JHS IOCTYIUICHHS 3alpoca PYKOBOIMTENS IKCIEPTHOIO YUPEXKICHUS
HaInpaBJsIeT 3asBUTEIIO 3aIIpOC O MPEICTAaBICHUH HEOOXOIMMBIX MaTepuasoB. JIaHHBIN 3aIpoc MOXET OBIThb IepefaH YINOIHOMOYEHHOMY HpEICTaBHTENIO
3asBUTEJIA JIMYHO I10]] PACIHCKY, HAaIPaBJIEH 110 IOYTe 3aKa3HbIM IHCbMOM HIU NEPENaH B JIEKTPOHHOM (GopMe IO TeIeKOMMYHHKAIIMOHHBIM KaHadaM cBa3u. B
CllyJae HalpaBJIeHHs] JaHHOTO 3aIpoca IO II0YTe 3aKa3HBIM MHCHMOM OH CUUTAeTCs HOJyUYSHHBIM 0 MCTEUEHNH LIECTH JHEH ¢ TaThl HalpaBJIeHUs 3aKa3HOIO
MHChMa.

4.1. 3asBuTenb 0053aH NPEICTaBUTh OTBET HA 3aIPOC YIIOJIHOMOYEHHOTO (heaepanbHOro opraHa HCIOJIHUTENIBLHOM BIACTH B CPOK, HE MPEBBIIIAIOIINI
JIEBSHOCTAa paboYMX MHEH CO JHS €ro IOJNydYeHHs. YTIOIHOMOYEHHBIH (emepaabHBIA OpraH HCIOJHUTENIBHON BIIACTH, BBIIABIINK 3aJaHHe Ha IPOBEICHHE
9KCIIEPTU3BI JIGKAPCTBEHHOTO CPE/CTBA, B TeUCHHE IIATH PaO04uX AHEll co AHS MOCTYIUIEHHs OT 3asBHTEN OTBETa Ha JAHHBIH 3alIpOC HAMpPaBIIseT TaKOH OTBET
B DKCIEPTHOE yupexkJIeHHe. B ciyuae HempencTaBleHHs IO UCTEYEHUH IEBSIHOCTA pabouMx AHEH 3asBHTENEM OTBETa Ha JAHHBIA 3aIpOC yIOIHOMOYEHHBIH
(enepaybHEIN OpraH MCHOJHUTEILHON BJIACTH, BBIIABINMI 3aJaHHE HAa NPOBEICHHE SKCIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA, B TEUCHHE IITH pabounx IHei
HampaBJsleT B HKCIEPTHOE YUpeKACHUE yBeJOMICHHE O HENpeACTAaBICHUM 3asBUTENIEM OTBETa HA 3alpOC YKa3aHHOTO opraHa. Bpems co qHs HampaBiIeHHs
3ampoca HKCIEPTHOrO YUPEKACHHUs B YIIOTHOMOUYCHHBIN (hefepaabHblil OpraH UCIONHUTENHON BIACTH [0 AHS MONYYEHUS SKCIEPTHBIM yUpexIeHHEM OTBEeTa
Ha 3alpoc WIHM YBEIOMJICHHSI O HEIPEICTAaBICHHH OTBETa Ha 3alpoc HE YYHTHIBACTCS NPH HCYUCICHHHM CPOKAa HMPOBEIEHMS SKCIIEPTHU3BI JEKapCTBEHHOIO
CpencTBa.

4.2. Ecnu B cocTaBe PEeruCTPAlIOHHOIO JOChe Ha JIEKapCTBEHHBIH NpemapaT A1 MEAUIMHCKOrO HMPHMEHEHHs COACPIKHTCSA IPemdyCMOTpPEHHAs
crateeil 18, wacteio 1.1 cratem 30 wm crateeil 34 Hacrtosmiero ®enepanbHOTO 3aKOHA KONUS PEIICHHS YIIOJHOMOYSHHOTO (heaepallbHOro opraHa
HCIIOJHUTENBHOH BJIACTH O NMPOBENCHUN WHCIIEKTHPOBAHHS NPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB, SKCIEPTY N0 OGOPMIIECHHS Pe3yibTaTOB IKCIIEPTU3BI
JIEKapCTBEHHOTO CPEJCTBA MPEJOCTAaBIAETCA B MOPSAKE U Ha YCIOBUSIX, KOTOPbIE IPEAyCMOTPEHbl acTsMu 4 U 4.3 HACTOSIIEH CTaTbU, KOMUS 3aKIIOUEHUs O
COOTBETCTBUH HPOM3BOJHUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAaHMSIM IPABIII HAJUIKAIIEH HPOM3BOACTBEHHOI IPAKTHKH, BHIIAHHOTO YHOJHOMOYEHHBIM
(enepaybHEIM OPraHOM HCIIOJHUTEIBHOI BIIACTH.

4.3. 3asButens 00s53aH NMPEACTABUTH B YIOJHOMOYEHHBIH (eaepanbHblii OpraH MCHOJHUTEIBHON BIACTH KOIMIO 3aKIIOYEHUS O COOTBETCTBUH
TIPON3BOUTENSI JICKAPCTBEHHBIX CPEACTB TPEOOBAHMSM IPaBIII HaJUIeXkalell POM3BOJCTBEHHON NPAKTHKH B CPOK, HE NMPEBEHIIAIOMINIA CTa BOCBMHUJIECSITH
pabounx AHEW co JHS MOTy4YeHHs 3ampoca O ee NPEeJOCTaBICHUH. YTIOJHOMOYCHHBIN (eepanbHblii OpraH HCIIONMHUTEIFHOH BIIACTH, BBIABIINK 3aJaHHe Ha
TIPOBEJICHHE DKCIICPTU3HI TEKaPCTBEHHOTO CPEACTBA, B TEUEHHE IATH pabOYMX AHEW CO JHS IMOCTYIUICHHUS OT 3asBUTEIS KOIHMHU 3aKIIOUCHUS O COOTBETCTBHU
TIPOU3BOUTENSI JICKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM INPABHJ HAJUISXKAIIEH NPOM3BOACTBEHHOH NPAKTUKH, HAIPABIET ee B HKCIEPTHOE ydpexxaeHue. B
CcllyJae HelpeCTaBICHUs 3asBUTENIEM B YKa3aHHBII CPOK KOIUH 3aKIIOUEHHS O COOTBETCTBHU IPOM3BOINTEIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMUSM IIPABHIT
HaJJIeXKaIeil MpOU3BOICTBEHHON MPAKTUKH YITOTHOMOYEHHBIH (heiepanbHblii OpraH HCIOJIHUTEBLHOM BIIACTH, BBIJABIINI 3aJaHUE HA IPOBEACHHUE SKCIIEPTH3bHI
JIGKapCTBEHHOT'O CPEJCTBA, B TEUCHHE ILITH PabOvMX JIHEl HalpaBisieT B 3KCIIEPTHOE YUPEKICHUE YBEIOMIICHHE O HENpPEICTaBICHUM 3asBUTEIEM KOIHU
3aKJIIOYCHUS] O COOTBETCTBUHM HPOM3BOIMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPABHI HaJUIeKalell MPONU3BOACTBEHHOW HPaKTHKH. Bpemst co nus
HaMpaBlIeHHs 3alpoca SKCIEPTHOIO YUYPEXKICHHS B YIOINHOMOYEHHBINH (enepanbHbI OpraH HCHONHUTENBHON BIACTH IO JHS IONTYYEHUS OSKCIEPTHBIM
YUpEeKICHHEM KOITHHU 3aKITIOUYCHHUS O COOTBETCTBHH IIPOU3BOAUTEIIS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IIPABIII Ha UIeXKallel TPOU3BOACTBEHHOM MPaKTHKN
WM YBEJIOMJICHHS O €€ HeNPEACTABICHHN He YIUTBIBACTCS NPH UCUYUCIICHUH CPOKA TIPOBEACHUS DKCIIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA.

5. DKcmepT IpH MPOBEICHHU IOPYIEHHOH eMy PYKOBOAUTENIEM YKCIIEPTHOTO YUPEKICHHS SKCIIEPTU3BI TeKapCTBEHHOTO CPEACTBA 00sI3aH:

1) HpoOBEeCTH IOJIHOE HCCIIEIOBAaHUE IPEICTABICHHBIX €My OOBEKTOB, MaTEepHaloB, JaTh OOOCHOBAaHHOE M OOBEKTHBHOE 3aKJIIOUEHHE II0
TIOCTABJICHHBIM TIepe]l HUM BOIIPOCaM WIJIH MOTHBHPOBAHHOE 3aKIIFOYEHHE O HEBO3MOXKHOCTH HMPOBEICHHS UM SKCIICPTHU3BI JICKAPCTBEHHOIO CPEICTBA, €CIH
TIOCTaBJICHHBIE BOIPOCHI BBIXOAT 3a IPEAebl CHEHUANbHBIX 3HAHUH DKCIEpTa, 0OBEKTH HCCIENIOBAaHUN M MaTepHalbl HEPUTOAHBI WIH HEZOCTATOYHBI IS
TIPOBE/ICHYS HCCIICIOBAHUI U IauM 3aKITI0UYEHHUS TNO0 COBPEMEHHBIH YPOBEHb Pa3BHTHS HAYKH HE MO3BOJISIET OTBETHTH Ha IMTOCTABJICHHBIC BOIPOCHI;

2) He pasriianmiaTh CBEACHUS, KOTOPBIC CTAIM €My W3BECTHBI B CBSI3H C NPOBEICHUEM JKCIIEPTHU3BI JICKAPCTBEHHOTO CPEACTBA, a TAKKE CBEICHMS,
COCTABIIIOIIHE FOCYAaPCTBEHHYIO, KOMMEPUECKYIO HIU HHYIO OXPaHsAEMYIO 3aKOHOM TaiHy;

3) obecreunTh COXPAaHHOCTh PEACTABICHHBIX 00BEKTOB HCCIICOBAHUI U MaTEPHAIIOB.

6. DKcnepT He BIIpaBe:

1) mpOBOAUTH KCIIEPTU3Y JIEKAPCTBEHHOTO CPEICTBA 110 0OPANIEHHIO HEOCPEACTBEHHO K HEMY OpraHM3anui Hin (U3HIeCcKuX JIHII;

2) caMOCTOATENBHO COOMPATh MaTepHUabl IS IPOBEJEHHS SKCIIEPTU3bI IEKAPCTBEHHOTO CPE/ICTBA;
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3) IpOBOIMTH IKCIIEPTUY JTEKAPCTBEHHOTO CPEJICTBA B KAUECTBE HETOCYAAPCTBEHHOTO JKCIIEPTa.

7. B cimyyae HEOOXOAUMOCTH JKCIIEPT BIIPaBE XOAATAICTBOBAThH IIepe]] PyKOBOJHTENEM 3KCIEPTHOIO yUPEXKACHHS O MPHBICUCHHH K IPOBEICHUIO
9KCHEPTU3bI JICKAPCTBEHHOT'O CPEJICTBA JPYTHX IKCHIEPTOB.

8. Kaxzplil oKkcmepT, BXOIAMIMH B COCTaB KOMHCCHU 3KCIEPTOB, KOTOPOH MOPYy4EeHO NPOBENCHUE DKCIEPTHU3Bl JIEKAPCTBEHHOIO CPEICTBA,
HE3aBHCHMO H CaMOCTOSTEIHHO IPOBOJHUT UCCICOBAHMS, OLCHUBACT PE3yIbTaThl, IIOIyYCHHbIC UM JIMYHO U JPYTHMH 3KCIEPTaMHU, U (OPMyIUPYeT BHIBOABI
OTHOCHTEJBHO MOCTABJIEHHBIX BOIPOCOB B NPEJIENaX CBOMX ClelUaIbHbIX 3HaHUH.

9. Pe3ynbTarhl SKCHEPTU3bI JEKAPCTBEHHOIO CPEICTBA O(OPMILIOTCS 3aKIIOYCHHEM KOMHCCHH JKCIEpPTOB. B 3aKilOueHMM KOMHCCHH IKCIEPTOB
YKa3bIBAIOTCS IEPEUeHb HCCIENOBaHUM, 00BbEM NPOBEICHHBIX KaXKIBIM PKCIEPTOM HCCIICJOBAHHM, YCTAHOBICHHBIC KaXIBIM U3 HUX (AaKTHl U CHIeTaHHBIC B
pe3yibTaTe HCCIeNO0BaHUI BBIBOABL. OKCIIEPT, MHEHHE KOTOPOr0 HE COBIAJAeT C PEIIEHHMEM KOMMCCHM JKCIIEPTOB, BIPaBe BHIPA3UTh CBOE MHEHHE B
MTMCbMEHHOMH (opMe, KOTOpoe NpUOOIIaeTCs K 3aKIFOYEHHI0 KOMUCCHH SKCIIEPTOB.

10. DxcmepThl, BXOMIIME B COCTaB KOMHCCHUH, HPEAYNPEKNAIOTCS 00 OTBETCTBEHHOCTH B COOTBETCTBHH C 3aKOHOJATENLCTBOM Poccmiickoi
Denepanuy 3a gady 3aKII0UCHUS, COAEPHKAIEr0 HEOOOCHOBaHHBIE MM (haibCH(DUINPOBAHHbBIE BBIBO/BL, O Y4EM OHHU JAKOT HOJITHCKY.

11. Onpenenenne ypoBHs Npoh)eCCHOHAIBHOM MOATOTOBKH SKCIIEPTOB M aTTECTALUS X Ha IPAaBO IPOBEIEHHUS SKCIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB
OCYIECTBIISIOTCS IKCIIEPTHO-KBATH(UKAIMOHHBIMI KOMHCCHSIMH B TIOPSIKE, YCTAHOBICHHOM COOTBETCTBYIOIIHM YIOJIHOMOYEHHBIM (helepalbHBIM OPraHOM
HCIIOJIHUTENIBHOM BIIACTH. YPOBEHb MPO(ECCHOHAIBHON MOArOTOBKH 3KCIEPTOB MOJUICKHT MEPECMOTPY yKa3aHHBIMH KOMHCCUSIMM HE PeXe 4eM OJUH pa3 B
IISITh JIET.

12. IlpaBuna mpoBeeHHs JKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTU OKCIEPTU3BI OTACIBHBIX BHJOB JEKapCTBEHHBIX IIPENapaToB
(pedepeHTHBIX JIEKapCTBEHHBIX IPENapaToB, BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX NPENapaToB, OMOIOrMYECKUX JICKAPCTBEHHBIX MPEHapaToB, OMOaHAIOTOBBIX
(6romOIOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0HOaHANOroB), rOMEONATHYECKUX JICKAPCTBEHHBIX MPENapaToB, JIEKAPCTBEHHBIX PACTUTENbHBIX IPENapaToB,
KOMOMHAIMI JICKapCTBEHHBIX IpEHapaToB), (OPMBI 3aKIIOUCHHH KOMHCCHH OJKCIIEPTOB YCTaHABIMBAIOTCS COOTBETCTBYIOIINM YIOJHOMOYEHHBIM
(enepanbHBIM OPraHOM UCHOJIHUTENBHOH BIACTH.

Crartes 17. [logaya 1 paccMOTpEHHE 3asBJICHUS O FOCYIaPCTBEHHOM PEerucTpalyy JEKapcTBEHHOr o IpernapaTa Julsi BETEpUHAPHOTO PUMEHEHUS

1. JIns rocymapCTBEHHOH pETHCTpalMHl JIEKapCTBEHHOTO IIpemapara Ul BETEpHHAPHOTO IPHMEHEHHs pPa3pabOTYMK TAaKOro JIEKapCTBEHHOIO
nperapaTa Wid YIoJIHOMOYEHHOE UM JPYroe I0pHANYECKOE JIUIO (Jajiee B HACTOAIICH CTAaThe - 3asBUTENb) MPEACTABIACT B YIIOJTHOMOUYCHHBIH (enepanbHblit
OpraH HCIIOJHHUTEIbHOH BIACTH, OCYILECTBIAIOIIMN IOCYJapCTBEHHYIO DPErHCTPAIMIO JIEKAPCTBEHHBIX IIPENapaToB MAjsd BETEPHHAPHOIO INPUMEHEHUs, B
JJIEKTPOHHON (hopMe MM Ha GyMa)KHOM HOCHTEINE 3asiBJICHHE O FOCYHapCTBEHHOH PEricTpalyy JIKapCTBEHHOTO TIperapaTa JUlsl BEeTepUHApHOro MPUMEHEHHS,
a TaKKe B MOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOLINM YIOIHOMOYEHHBIM (heiepaibHbIM OPIraHOM HCIIOIHUTEIBHON BIIACTH, B DJIEKTPOHHON (hopMe WM Ha
OyMa)kHOM HOCHTEIE HEOOXOAMMbIE JOKYMEHTBI, M3 KOTOPBHIX (DPOPMHpPYETCS PErMCTPALMOHHOE JOChe Ha JIGKAPCTBEHHBIH IpernapaTr [Uis BETEPHHAPHOTO
NIPUMEHEHUSL.

2. B 3asBieHnH 0 rocyJapCTBEHHOH PerHCTpaliy JeKapCTBEHHOTO IpenapaTa Uil BETepUHAPHOTO IPHUMEHEHHS YKa3bIBAIOTCA:

1) HauMeHOBaHHE U aJipec 3asgBUTENs, pa3paboTYnKa U IIPOU3BOAUTENIA JIeKapCTBEHHOTO MperapaTa Al BeTepUHAPHOro IPUMEHEHUs U aJjpec MecTa
OCYILECTBJICHUS] IPOU3BOJCTBA JICKAPCTBEHHOrO Iperapara Julsl BETEPHHAPHOIO INpHUMEHEHHs (B Cllydae HaJIMYMs HECKOJIBKHX YYacTHHKOB IIpomecca
MPOM3BO/ICTBA HEOOXOAUMO YKa3aTh KaXJI0r0 U3 HUX);

2) HauMEHOBAaHHUE JIEKAPCTBEHHOI'O Mpemnapara [Jisi BETePHHAPHOIO MPUMEHEHUs (MEXIyHapoJHOe HEMaTeHTOBAaHHOE, MM IPYHNIUPOBOYHOE, MM
XHMHYECKOE M TOPrOBOE HAMEHOBAHNA);

3) nepeueHb AEHCTBYIONIMX U BCIIOMOraTENbHBIX BEIIECTB, BXOIAIINX B COCTAB JIEKAPCTBEHHOIO Ipenapara Ajsd BeTepHHApPHOIO NPUMEHEHUs, ¢
yKa3aHHUEM KOJIMYEeCTBa KaXOro U3 HUX;

4) nmexapcTBeHHas (opma, TO3HPOBKA, CHOCOOBI BBENECHHS M INPUMEHEHUs, CPOK TOJHOCTH JIEKaPCTBEHHOIO Mperapara I BETEePHHAPHOTO
NIPUMEHEHUS;

5) papmakoTepaneBTUUECKas TPYIIIa;

6) HEeoOXOIUMOCTh NPHMEHEHHS YCKOPEHHOH IpoLenypsl AKCHEePTH3Bl JIEKapCTBEHHBIX CPEICTB B IENSX T'OCYJapCTBEHHOH DErHCTpaIuu
JIEKapCTBEHHOT'O IIPETapara;

7) KoUK 1OKYMEHTOB, HOATBEPKIAIONINX YIIATy TOCYAApCTBEHHOM MOIIINHBIL:

a) 3a NPOBENEHHE OSKCIEePTH3bl KauyecTBa JIEKAPCTBEHHOTO CPEICTBA W JKCIIEPTHU3Bl OTHOIICHUS OXXHAAEMOH IOJNB3BI K BO3MOXKHOMY DPHCKY
TIPUMEHEHUs IEKapCTBEHHOT O TIpenapara JJisi BeTepUHapHOro MPUMEHEHUsI IIPH €ro ToCYAapCTBEHHON pernCTpaliy;

6) 3a BBIIAYY PETHCTPALOHHOTO yIOCTOBEPEHHUS JIEKapCTBEHHOTO IpenapaTa;

8) Hanmmume cormacys, IPeTyCMOTPEHHOTO YacThi0 7 HACTOSIIIEH CTAaThH, €CIIM C MOMEHTa PErHCTpalun pedepeHTHOTO JIeKapCTBEHHOTO TpenapaTa
ULl BETEPHHAPHOT0 IIPUMEHEHHUS! IPOIILUIO MEHee YeM HIECTh JIeT.

3. PeructpanuoHHOE JOChe B IIENSX JKCIEPTHU3Bl JIEKApCTBEHHOTO Ipenapara A BETEPHHAPHOTO MPUMEHEHHUs (OopMHUpYETCs U3 CIEHYIOIIHX
JOKYMEHTOB W CBEJICHHIL:

1) cBeneHus o maTe HpPEeJOCTABICHUS M PETHCTPALMOHHOM HOMEpe JMIIEH3UH Ha IIPOU3BOACTBO JIGKAPCTBEHHBIX CPEICTB, MPEeNOCTaBICHHON
TIPOU3BOAUTENIO PETHCTPUPYEMOTrO JIEKApCTBEHHOT'0 IIpenapaTa JJisl BEeTepUHApPHOTO IPUMEHEHH s, A7 POCCHICKUX IIPOU3BOAUTENEH;

2) cBemeHHs O JaTe INPENOCTaBJICHHS U PETHCTPAIOHHOM HOMeEpe JIMICH3WH Ha IPOHM3BOJICTBO JICKAPCTBEHHBIX CPEICTB, IPEXOCTABICHHON
TIPOU3BOAUTENIO (hapMalleBTHIECKOH CyOCTaHIMH, BXOISIIEH B COCTaB PETHCTPUPYEMOTO JISKAPCTBEHHOTO Ipernapara Uil BETepUHAPHOTO NIPUMEHEHUs], JUIs
poccuiicKuX MPOU3BOAUTENCH;

2.1) Komus MJOKyMEHTa, BBINAHHOTO YIIOJHOMOYCHHBIM OpPraHOM CTPAaHBl IPOW3BONWUTENS JUI1 KaXJOH IPOM3BOJCTBEHHOH IUIOIIAKH
PETUCTPUPYEMOTO JIEKapCTBEHHOrO Mperapara Ui BETCPHHAPHOTO INPUMEHEHWs M IIOATBEPIKIAIONIEr0 COOTBETCTBHE IPOM3BOIHTENS JIEKapCTBEHHOIO
npenapara TpeOOBaHUAM MpaBHJI Ha[JeXalleld IPOM3BOACTBEHHOHN NMPAKTHKH, H €ro MepeBOJ Ha PYCCKUil A3bIK, 3aBEpEHHbIC B YCTAHOBICHHOM IOpsJKE, a
TaKKe KONUS 3aKIIOYEHHSI O COOTBETCTBHH IPOM3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHMSM IIPaBWJI HaJUIeXKalleld IPOM3BOJICTBEHHON HPaKTHKH,
BBIJJAHHOTO  YIIOJTHOMOUYECHHBIM (efiepalbHEIM OpraHOM HCIIONHHUTENPHOM BIACTH UL Ka)KTOH HPOM3BOACTBEHHOH IUIONIANKH PETHCTPUPYEMOTO
JIEKapCTBEHHOTIO Mpemnapara Ul BEeTEPUHAPHOTO NPUMEHEHUs, OO KOMMS PEIIeHHs O MPOBEJCHUM HHCIEKTHPOBAHHS IMPOU3BOIHUTENSA JIEKApCTBEHHBIX
CpPEICTB, NPUHATOIO YHOJHOMOYEHHBIM (heiepalbHbBIM OpPraHOM FHCIOJIHUTEIBHOH BIIACTH U KaXKIOH IPOW3BOACTBEHHOH INIOMIAAKH PETHCTPUPYEMOTO
JIGKapCTBEHHOTO IIpenapaTa I BETEPHHAPHOTO IPHMEHEHMs. YKa3aHHBIE JOKYMEHTHI HPEICTABILIIOTCS B CIIydae, €CIHM IMPOU3BOJICTBO JIEKAPCTBEHHOIO
Tpenapara ocyIiecTBiseTcs 3a npeaenamu Poccuiickoit denepanumy;

2.2) xomMsl JOKYMEHTA, BEIIAHHOTO YIIOJHOMOYECHHBIM OPraHOM CTpPaHBI MPOU3BOMUTENS (apMalieBTHIECKONH CYOCTaHIIMM M IOITBEP)KAAIOIIErO
COOTBETCTBUE ITIPOM3BOAUTEINS (hapMaleBTHUECKOH CyOCTaHIMH, BXOJIICH B COCTaB PETHCTPHUPYEMOro JICKAPCTBEHHOTO IperapaTa Ulsi BeTepHHApPHOTO
NIPUMEHEHUs, TPeOOBAHMAM TIPABII HaIEXKAIIeH POU3BOACTBEHHON MPAKTHKYU, H €r0 IePeBO]] Ha PYCCKHH S3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM IOPSIKE, B
Cclydae, eCJM IPOM3BOJICTBO (papMaleBTUUECKON CyOCTaHIMU OCYyIIecTBIsAeTCs 3a npeaenamu Poccniickoit denepanyu;

3) mpoeKT HOPMAaTHBHOTO JOKYMEHTA Ha JISKapCTBEHHBIN Mperapar JUisl BETepUHAPHOTO IIPUMEHEHNS;

4) MOKYMEHT, colepkaliuii cienyromyo uHGopMmanuo o (apMaleBTHUECKOW CYOCTaHIMU WK (hapMaleBTHYECKUX CYyOCTAHIUSAX, BXOISIINX B
COCTaB JICKAPCTBEHHOTO Npernapara il BETepUHApPHOTO IPUMEHEHUSL:

a) HaUMEHOBaHUe (papMaIleBTHYECKON CyOCTaHINH, e CTPYKTypa, oOIue CBOICTBA (P rocyIapCTBEHHOI PErHCTpaliid UMM YHOOHOIOTHYECKHIX
JIEKapCTBEHHBIX IIPEMapaToB Ui BETEPUHAPHOIO NPHMEHEHHs IPEACTaBIAIOTCS CBEACHUS O IITaMMe, BKIIOYAs €ro HauMeHOBaHWE, HH(OPMALHIO O
TIPOUCXOJK/ICHHH, €T0 CBOMCTBAX, XapaKTEPHCTUKAX M MECTE ACTIOHHUPOBAHM);

0) HAaMMEHOBAHHE U AJIPEC POU3BOUTEIIS;

B) TEXHOJIOTUSI IPOM3BOJICTBA C OIMCAHUEM CTaIMi IPOU3BOACTBA U METOIOB KOHTPOJIS Ha BCEX CTAMAX IIPOU3BO/CTBA;

r) nHbOpMaIMs 0 MpUMecsX (He MPEACTABIIeTCS HPH ToCyIapCTBEHHOH PErHCTpalid HMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX MPENapaToB UL
BETEPHUHAPHOTO PHMEHEHHS);

n) crnerudukanus Ha (GapMalneBTHYECKYIO0 CYOCTaHIMIO (HE TpPEACTAaBISE€TCS IPH TOCYJAPCTBEHHOH pErHCTpalud HMMMYHOOHOIOTHYECKUX
JIEKapCTBEHHBIX IPEHapaToB /Ul BETEPHHAPHOTO IPHMEHEHHS);

€) OIMCaHHEe METOAUK KOHTPOJIS KaueCTBa;

XK) pe3yNIbTaThl aHANIN3a CepHil (hapMaleBTHIECKOH CyOCTaHINH (HE MPEACTaBIIIOTCS IPH FOCYyAapCTBEHHOH PErUCTPalud HMMYHOOHOTOTHIECKHX
JIEKapCTBEHHBIX MPEMNapaToB JUIs BETEPHHAPHOTO IIPUMEHEHHS);
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3) epedeHb CTaHIapPTHBIX 00PA3I0B MWIH BEIIECTB, HCIOIb3yeMbIX IIPH OCYIIECTBICHHH KOHTPOJIS KaueCTBa,;

1) OIHCAHHUE XapaKTEePHCTUK U CBOICTB YIIaKOBOYHBIX MATEPHAIIOB U YKYIIOPOYHBIX CPELCTB;

K) JlaHHBIC O CTAOMJIBHOCTH (HE MPEJCTABISIOTCA NMPH TOCYIAPCTBEHHOI PErHCTpalii MMMYHOOHOJIOITHYECKHX JIEKAPCTBEHHBIX IMPENapaToB JIs
BETCPUHAPHOTO MPHMEHECHH);

JI) CPOK TOJHOCTH, YCIOBHS XPAHCHUS;

5) oT4er o pe3yibTaTax AOKIMHMYECKOTO HCCIICAOBAHMS JICKAPCTBEHHOTO CPEJICTBA [UIi BETCPUHAPHOTO MPHMEHEHHs, BKIIOYAIOIIMI ONMcaHue
METOJIOB OIPEIENIEHNsI OCTATOUHBIX KOJIMYECTB JEHCTBYIOLIEro BEIECTBA (AEHCTBYIOIMX BELIECTB), JOCTUTAIOIIETO (JOCTUTAIONIMX) CHCTEMHOTO KPOBOTOKA, B
MIPOAYKIUH XUBOTHOTO IPOHCXOXKIEHHS IOCTe NPUMEHEHHS TAaKOro JIEKapCTBEHHOTO CPEACTBA, a Takke JOKYMEHTaJbHOE IIOATBEPIKICHHE (BaJMAaIus)
YKa3aHHBIX METOZIOB;

6) oTyeT 0 pe3ynbTaTax KIMHMYECKOTO MCCIICIOBAHMS JICKAPCTBEHHOI'O NperapaTa A BETCPUHAPHOTO NPHUMEHEHUs Y KaXXIO0Tro BHJA KHBOTHBIX,
YKa3aHHBIX B HHCTPYKIIMH [0 BeTePHHAPHOMY IPHMEHEHHIO;

7) IPOEKT HHCTPYKIHUH 10 BETEPHHAPHOMY HPHMEHEHHIO JIEKAPCTBEHHOTO Mperapara, CoJepiKalllel cleyomme CBeICHU:

a) HaMEHOBAHHE JICKAPCTBEHHOTO Mpenapara Julsi BETEPUHAPHOrO HMPUMEHEHMs (MEKIYHapOJHOE HEIaTeHTOBAHHOE, WIHM IPYIIMPOBOYHOE, WIN
XHMHYECKOE M TOPrOBOE HAMEHOBAHNSA);

6) nekapcTBeHHass (opMa C yKa3aHMEM HAMMEHOBAHMI M KOJMYECTBEHHOIO COCTaBa JICHCTBYIOIIMX BEIIECTB M KAauyeCTBEHHOTO COCTaBa
BCIIOMOT'aTEJIbHbIX BEILECTB;

B) OITIICaHNE BHEIIHETO BUJIA JISKAPCTBEHHOTO NIperapara I BeTepUHApHOTO IPUMCHEHUS;

r) dapMakoTepaneBTHYECKass TIpyIIa JICKAPCTBEHHOro IIpernaparta JUis BETEPHHAPHOrO IPUMCHEHMS WM YKa3aHHE TOMEONaTHYeCKUi
JIEKapCTBEHHbIH npenapat”;

1) papmakoaMHaMUKa M (papMAKOKHHETHKA (32 MCKIIOUCHHEM (papMaKOKUHETHKH TOMEONAaTHIECKUX JeKapCTBEHHBIX NPENapaToB U PacTUTEIBHBIX
JIEKapCTBEHHBIX MPEMNapaToB) MM OIMHUCAHUE HMMYHOOHOIOTMYECKUX CBONCTB JICKAPCTBEHHOTO Ipernapara;

€) OKa3aHus JUIsl IPUMEHEHUS;

) IPOTHBOMOKA3aHUS TS IPUMEHEHNS;

3) MepbI HPEAOCTOPOKHOCTH TPU IPUMCHEHUH;

1) yKa3aHHe BO3MOXKHOCTH M OCOOCHHOCTEH NMPHMEHEHHs Y O€pEMEHHBIX KMBOTHBIX, y JKUBOTHBIX B TIEPUOJL JIAKTALIMH, Y HOTOMCTBA KMBOTHBIX;

K) PSKHM JIO3HPOBAHHS, CIOCOO BBEACHUS M IPHMEHEHHs, IIPH HEOOXOIMMOCTH BpeMs HpHeMa JISKApCTBEHHOrO IpenapaTa Al BeTepHHAPHOIO
MIPUMEHEHUS, IPOJODKUTEILHOCTh JICUCHHUS;

J1) BO3MOXHbIE [T0OOYHBIE ICHCTBHUS, HE)XXEIATEIbHbIC PEAKIINK [IPH IPUMEHEHUHU JIEKaPCTBEHHOTO Iperapara Ui BETepHHAPHOTrO IIPUMEHEHHS;

M) CHMIITOMBI IIePEI03UPOBKH, MEPHI 10 OKa3aHUIO IIOMOIIH [IPH TIePEJ03UPOBKE;

H) B3aUMOJICHCTBUE C IPYTHMMH JIEKAPCTBEHHBIMHU IIperapaTamMy 1 (WIn) KOpMaMH;

0) (hopMBI BBIITYCKa JIEKAPCTBEHHOTIO Mperapara Jyisi BETCpPUHAPHOTO IIPUMECHEHUS;

IT) yka3aHue (IpH HeOOXOAUMOCTH) OCOOCHHOCTEH JIeHCTBYS JISKApCTBEHHOTO IIperapara JJIsi BETePUHAPHOTO IIPUMEHEHHUS IPH [IEpBOM IIpHeMe WIIH
IIPH €r0 OTMEHE;

p) onucanue (pu HEOOXOAUMOCTH) ACHCTBHH CHELMAINCTa B 00JIACTH BETEPUHAPHH, BIIAJIENbLIA HKHUBOTHOTO MPU MPOITYCKE INpHEMa OJHOW WK
HECKOJIBKHX JI03 JIEKAPCTBEHHOT'0 IIperapaTa Ul BETePHHAPHOTO IPUMEHEHNS;

C) CPOK FOJJHOCTH M YKa3aHHE Ha 3alpeT IPUMEHECHHs JEeKapCTBEHHOTO Hpenapara Uil BETePUHAPHOTrO IPUMEHEHHUS 110 MCTCYEHHH CPOKa TOAHOCTH;

T) YCJIOBHS XPaHEHUS,

y) yKa3aHHe Ha He0OXOIUMOCTb XpaHEHUs JIEKapCTBEHHOT'O TIperapara Jyisi BETepUHApHOTo NIPUMEHEHHUS B MECTaX, HEOCTYITHBIX IS IeTeH;

¢) yxazanue (mpu He0OXOIMMOCTH) CIELUATBHBIX MEp IPEJOCTOPOKHOCTH MIPH YHUYTOXXCHUH HEHCIIOIb30BAHHBIX JIGKAPCTBEHHBIX MIPEHAPaTOB IS
BETCPUHAPHOTO IPHUMEHEHUS;

X) CPOKH BO3MOXKHOT'O HCIIOJIb30BaHUS NMPOIYKIMH >KUBOTHOTO IPOMCXOXKASHUS IIOCIE BBEICHHS >KHBOTHOMY JICKAPCTBEHHOI'O Iperiapara s
BETCPUHAPHOTO MPUMEHEHUS;

11) YCJIOBHS OTITYCKA;

) HAUMEHOBAHMS U afipeca MPON3BOICTBEHHBIX IUIOMAIOK IPOM3BOIUTEINS JIEKapPCTBEHHOTO IperapaTa JUlsl BETepHHAPHOTO IIPHMEHEHHST;

IlI) HAMMCHOBAHUE, aAPeC OPraHM3alUM, YIOJHOMOYEHHOH AepiKaTelieM WIIH BIIAJENbLEM PErHCTPALMOHHOIO YAOCTOBEPEHHUs JIEKaPCTBEHHOTO
nperapara Ha HPUHATHE PETEH3UH OT HOTPEOUTENs;

8) MPOEKTH MaKeTOB EPBIYHON YIAKOBKH M BTOPUYHOHN YITaKOBKH JIEKAPCTBEHHOTO IperapaTa JuIsi BETePHHAPHOIO IPHMEHEHHS;

9) cnenyromue CBEACHHUS O JICKapCTBEHHOM Iperapare /i BETePHHAPHOTO MPUMECHEHUSL:

a) OMHCcaHKe ¥ COCTaB JICKAPCTBCHHOT'O Iperapara sl BETePHHAPHOTO IPUMEHEHHS;

0) onmcanue (apMareBTHIECKO pa3paboTKy;

B) OINHMCAaHHE MPOLEcca IPOU3BOJCTBA H €T0 KOHTPOJIS, IIOMICAHHOE B TIOPS/IKE, YCTAHOBICHHOM B COOTBETCTBUM C YaCThIO | HACTOSIIEH CTaThy;

I) ONHCAHHUE KOHTPOJIS KPHUTHYECKHX CTAJMH MPOM3BOJACTBA M IIPOMEKYTOUHOH MHPOAYKIHMH, MOAMNHCAHHOE B IOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YaCTHIO | HACTOSIIEH CTaThu;

1) HaNMEHOBaHMS M ajapeca pa3paboTymMka, NepikaTellsl WIM BiaJelbllda pPErHCTPALMOHHOTO YIOCTOBEPEHUs JIEKapCTBEHHOTO Mperaparta,
MPOM3BOAICTBEHHBIX IUIONIAJ0K IPOU3BOAUTENS JICKAPCTBEHHOTO Iperapara s BETEPHHAPHOTO MPHMEHEHHS C YKa3aHHEM CTaJHil TEXHOIOTHYECKOro
mporecca, OCYIECTBIIEMBIX Ha IPOU3BOICTBEHHBIX IUIONMAKaX IPOU3BOAUTENS JISKAPCTBEHHOTO ITperapara Il BETEPHHAPHOTO IPHMEHEHHS;

e) (hapMarneBTHIECKasi COBMECTHMOCTb;

) MUKPOOMOJIOTHYECKUE XaPAKTEPUCTHKH;

3) MaTepHANIbHBIH OaJlaHC TSl IPOU3BOJICTBA CEPUH TOTOBOTO MPOIYKTA;

1) OIIMCAHHE XapaKTEPHCTUK U CBOICTB YIIaKOBOYHBIX MaTEPHAIIOB U YKYIIOPOYHBIX CPE/ICTB;

K) JIOKYMEHTAJIbHOE IOATBEPKACHHE (BaIUAIMs) IPOLECCOB H (MIIN) UX OLIEHKA;

JI) TpeOOBaHNUS K KAYeCTBY BCIIOMOTAaTENbHBIX BEIIeCcTB (cepTU(UKAT, crienudIKaIis Ha BCIIOMOTaTelbHbIe BEIECTBa X HX 00OCHOBAHHE);

M) aHAJIUTHIECKUE METOIMKH, HCIIOJIb3yeMbIe IIPH OCYIECTBICHUH KOHTPOJISI Ka4eCTBA BCIIOMOTIaTEbHbIX BEIIECTB;

H) [OKyMEHTaJIbHOE MOATBEPXKICHHE (BalUalysi) aAHAINTHYCCKUX METOAMK, MHCIIONBb3YyeMbIX IIPU OCYIIECTBICHHHM KOHTPOJS KadecTBa
BCIIOMOTaTEJILHBIX BEIIECTB;

0) nHdopManus 00 HCIIOIb30BaHUH BCIIOMOTaTEIbHBIX BEIIECTB YEJIOBEYECKOTO M )KHBOTHOTO IMIPOUCXOKICHHS;

IT) yTpaTui cuiy ¢ 13 aBrycta 2019 r. - enepansusii 3axon ot 2 aBrycra 2019 r. N 297-03

p) TpeOOBaHMUsI K Ka4eCTBY JIKAPCTBEHHOTO Mpenapara s BETepUHAPHOro MPUMEHEHUsI (cepTuduKar, crienudukays Ha JeKapcTBEHHBII Iperapar
¥ MX 000CHOBaHHE);

C) aHAIUTHYECKHE METOMHMKH, MWCHOJb3yeMble MPH OCYIIECTBICHHH KOHTPOJS KadecTBa JIEKAPCTBEHHOTO Mperapara s BETCPUHAPHOTO
NIPUMEHEHNS;

T) JOKYMEHTaJbHOE IOATBEPXKICHHE (BaJWAAUWs) AaHAIUTHYECKUX METOAWK, HCIONB3YeMbIX IIPH OCYLIECTBICHHHM KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Iperiapara Julsi BETEPHHAPHOTO NPUMEHCHHS;

y) IOKYMEHT, ITOJATBEPIKIAIOIINI Ka4eCTBO JICKAPCTBEHHOTO Mpernapara TpeX NPOMBIIIICHHBIX CepHid (IPOTOKOJ aHAIN3a WK CepTU(HKAT aHAIN3a),
OJIHa CepHs KOTOPOTO J0JDKHA COBIAJATh C cepHel 00pasiia JeKapcTBEHHOTO IpernapaTa, MOaHHOTO Ha PEruCTPaIHIo;

) xapakrepucrtrka npumMecei;

X) HepeveHb CTaHIAPTHHIX 00pa3loB, UCIIONB3YEMBIX MPH OCYLIECTBICHHHM KOHTPOJISI KAauecTBa JIEKApCTBEHHOTO IperapaTa Juisi BETEPUHAPHOTO
NIPUMEHEHNS;

11) JaHHBIC O CTAOMIBHOCTH JICKAPCTBEHHOTO Iperapara Uisi BETCPHHAPHOTO MPUMECHEHUS;

10) xommsi JOKYMEHTa, COIEpIKaIlero MHGOpPMAIUIO O HAJIWYUHM HIM 00 OTCYTCTBHM (DAKTOB DPETHCTpAlMM JICKAPCTBEHHOTO Nperapara il
BETEPUHAPHOr0 NPUMEHEHHUs 3a npesenaMu Poccuiickoit denepannuy;

11) cormacue B NHCbMEHHOU (hopMe, IPELyCMOTPEHHOE YaCTHIO 7 HACTOSIIEH CTaThU, B CIIyd9ae PETUCTPAlUH BOCIIPOU3BEICHHOTO JIEKapCTBEHHOIO
npenapara;
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12) xommst OOKyMEHTa Ha PYCCKOM SI3BIKE, 3aBEPEHHOTO B YCTAHOBICHHOM IOPSAAKE M IIOJTBEPKAAIOIIETO IPAaBOMOYHOCTH 3asBICHUS O
roCyJapCTBEHHOH PErHCTPaIMy JeKapCTBEHHOTO MpernapaTa Iyisi BETepUHapHOTO IPUMEHEHUS (JOBEPEHHOCTS);

13) cBeneHHst O TOCYHapCTBEHHOW PETHMCTPALNM T'€HHO-HHKCHEPHO-MOAM(MHIMPOBAHHBIX OPraHW3MOB, IPEAHA3HAYCHHBIX JUIS BBIMYCKa B
OKpY’KaIOIyIo cpely (IpU TocyIapCTBEHHOH PErucTpaluM JIEKapCTBEHHBIX NPENapaToB Ui BETEPHHAPHOIO HMPUMEHEHHs, IOIYYEHHBIX C INPUMEHEHHEM
TeHHO-HHKCHEPHO-MOAU(DUIIMPOBAHHBIX OPTAHM3MOB MU COCPIKAIINX TAKAE OPTaHU3MEI).

4. Ilpu mnpoBeleHUM YCKOPEHHOM MpOLEAypbl OSKCIEPTU3bl JIEKAPCTBEHHOIO INpenapara Uil BETEPUHAPHOTO INPUMEHEHHs B LEISIX €ro
roCy/lapCTBEHHON PEruCTpalMi BMECTO OT4YeTa pa3paboTyHKa O pe3yJbTaTaX MOKIMHHYECKOrO MCCIICIOBAHHs JICKapCTBEHHOIO CPEACTBA Il BETEPHHAPHOTO
TIPUMEHEHUS] MOXKEeT OBITh IPeJICTaBIeH 0030p HayIHBIX PabOT O pe3yabTaTax JOKIMHUYECKOTO UCCIICNOBAHHS pedepeHTHOrO IeKapCTBEHHOTO IIpenapara JuLst
BETEPHHAPHOIO INPHMEHEHMs, @ BMECTO OTYETa O PEe3ysbTaTaX KIMHHYECKOrO HCCIEIOBAaHMS JIEKapCTBEHHOIO IIperapara Uil BeTepHHAPHOrO HMPHMEHEHMs
OTYET O pe3yNbTaTaX UCCIEA0BaHUH OMOIKBHBAJICHTHOCTH BOCIIPOU3BEIECHHOIO JIEKAPCTBEHHOI'O MpenapaTa JJisl BETepUHAPHOTO IPUMEHEHUsL.

5. Ha skcriepTusy pa3nuyuHBIX JEKapcTBEHHBIX ()OPM OIJHOTO U TOTO K€ JISKAPCTBEHHOTO IpernapaTa Julsl BEeTepPHHAPHOIO NPUMEHEHUS 3asBUTENb
NPEJCTABIACT OT/CIbHBIC 3asBJICHHUS M PETHCTPALOHHBIC JOChE HAa KAXIYIO JIeKapcTBeHHYI0 (opmy. IIpy ycioBHM OZHOBPEMEHHOM IOJaul Ha SKCIEPTH3Y
OJIHOH JIEKapCTBEHHOH (hOPMBI C Pa3NUYHBIMH JO3HUPOBKOW, KOHLIEHTpALUeH, 00bEeMOM 3asBUTENb MPEACTABISACT OJHO 3asBJICHHE M PETUCTPALIOHHOE J0ChE C
MIPUIIOKCHUEM MAaKeTOB MEepBHYHON YNAKOBKM M BTOPHYHOII ymakoBku. Ha Makerax HepBHYHON YNAKOBKH M BTOPHYHOH YIAKOBKH YKa3bIBAlOTCS BCE
MPOM3BOMMBIE JO3UPOBKH, KOHIIEHTPALIMHN, 00BEMbI M KOJIMYECTBO JI03 B YIAKOBKE JEKAPCTBEHHOIO Mperapara Ui BETEPUHAPHOTO IPUMEHEHU .

6. B cimyuae HenpencTaBieHHs C 3asABJIEHHEM O IOCYJapCTBEHHOH pErucTpaliM JIEKapCTBEHHOIO MpenapaTta Jjisi BETEPUHAPHOIO HNPHMEHEHHs
JIOKYMEHTOB, OATBEP KAAIONINX YIUIATy TOCYAApCTBCHHOMN IOIIINHEI M YKa3aHHBIX B ITYHKTE 7 4acTH 2 HACTOSINEH CTaThH, CBEICHUIT O JIMIEH3HUAX, YKa3aHHBIX
B myHkTax | u 2 vacté 3 HACTOsIIEeW CTAaTbH, a TAKXKE BbIAABAEMbIX (IPEIOCTABISIEMbIX) YIOIHOMOYCHHBIMU (heepanbHbIMH OpraHaMU HCIOIHUTEIbHOM
BJIACTU JOKYMEHTOB (CBeICHHH), yKa3aHHbIX B myHkTe 2.1 yacTi 3 HacTosimieil CTaThH, YIOJIHOMOYEHHBIH (elepabHbIl OpraH HUCHOIHUTENBHON BIACTH
3alpanmBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHHUS) B OPSIKE MEXBEJOMCTBEHHOTO HH()OPMAIOHHOTO B3aUMOEIHCTBHS.

7. He nomyckaercst MCIOJIb30BaHHE B KOMMEPUECKHX LIENSIX HH(POPMALIMK O Pe3yibTaTaX QOKIMHHYECKHX HCCIIEIOBAHUH JICKApCTBEHHBIX CPEJICTB U
KIMHMYECKUX HCCIIE0BaHUH 1eKapCTBEHHBIX NPENapaToB s BETEPUHAPHOro IPUMEHEHUs], IPEACTaBICHHON 3asBUTEIEM Ul FOCYAapCTBEHHOH PerucTpatuu
JIEKapCTBEHHBIX IPEnaparoB, 0e3 ero coryacus B TeYEHHE HIECTH JIeT C JaThl TOCYJapCTBEHHOH perucrpanud pedepeHTHOro JIeKapCTBEHHOrO Iperapara B
Poccuiickoii denepannu.

8. Jlep>kaTenb MM Biafeliel] PErUCTPALMOHHOIO yIOCTOBEPEHUs JIeKapCTBEHHOIO Ipernapara i BEeTepUHApHOIO HMPUMEHEHUs NpPEACTaBIIET B
YIOJTHOMOYEHHbIH (eJiepaabHbIil OpraH MCIIONHUTENBHON BIACTH OTYET 110 pe3ynbTaTaM (apMakoHaa30pa OAWH pa3 B MIECTh MECAIEB B TEUEHHE JBYX JET
1ocjie TOCYJapCTBEHHOW PErucTpalu JIEKapCTBEHHOro mpenapata B Poccuiickoit Denepanuu, 3aTeM €XErofHO B TEYEHHE IOCIEAYIOIIUX TpeX JET U B
JanbHeHIIeM OMH pa3 B TPU roja.

Cratsbs 18. [Tonavya u paccMOTpeHHe 3asIBIEHHS O TOCYIapCTBEHHON PErnCTpamiy JIEKapCTBEHHOTO IperapaTa JUIsi MEIUIIMHCKOTO IPHMEHEHHS

1. Jns rocynapCTBEHHOM perucTpalyi JIeKapCTBEHHOTO Mpemnapara Uil MEeJHIMHCKOTO IPUMEHEHMs IOpHIMYEcKoe JHULO, AEHCTBylollee B
COOCTBEHHBIX HMHTEpecax MM YIOJHOMOYEHHOE IpEJICTaBIATh HHTEPECH APYroro IOPHIMYECKOTro JMIa U 3asBILAIONIee JEKApCTBEHHBIH IIpemapaTr Ha
TOCYJapCTBEHHYIO PETHCTPALMIO (Jajiee B HACTOSIIECH CTAaThe - 3asBHUTENb), IIPEACTABISIET B YIIOTHOMOUYECHHEIH (enepalbHbIil OpraH UCIOIHUTEILHON BIIACTH,
OCYIIECTBIISIIOIINN TOCYAAPCTBEHHYIO PETHCTPALUIO JICKAPCTBEHHbBIX MPENapaToB s MEJUIMHCKOTO NMPHMEHEHHUs, B JICKTPOHHOII (opme n Ha OymMakHOM
HOCHTENE 3asBJIE€HUE O IOCYAApCTBEHHOM PerucTpaliy JeKapcCTBEHHOTO IIpemapara s MEIMIMHCKOrO NPUMEHEHHs, a TakXkKe B IOpsJKe, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (heiepallbHbIM OPraHOM HCIIOJIHUTENIBHOM BIIACTH, B 3JIEKTPOHHOH (hopMe U Ha OyMa)KHOM HOCHUTeJIe HeOOXOJUMBIe IOKYMEHTHI, U3 KOTOPBIX
(dopMupyeTcsl perucTpalOHHOE J0Che Ha JIEKapCTBEHHBIH Mpenapar Ui MEAUIUHCKOTO IIPUMEHEHHUS.

2. B 3asBieHuH 0 rocyJapcTBEHHOH PErHCTPaIHy JIeKapCTBEHHOro Ipenapara JJisi MEAULUHCKOTO IPUMEHEHUs! yKa3bIBAIOTCS:

1) HaMeHOBaHHe, aJ(pec 3assBUTENS ¥ IPOM3BOJHUTES JISKAPCTBEHHOTO TIpernapara sl MEAUIUHCKOTO IIPUMEHEHHS, CBEICHUSI 00 MX PErUCTpaliii B
Ka4eCTBE HAIOTOILIATEIbIINKA B CTPAHE PETUCTPALMU (I POCCUICKUX IOPHINYECKUX JIUI - HACHTU(DHUKAIMOHHBIH HOMep Hanmoromiarenpiuka (MHH), ms
MHOCTPAHHBIX IOPUAMYECKHX JUIl - CTpaHa PErHCTpaliM, HAHMEHOBAHHE PETHCTPUPYIOLIEr0 OpraHa, PerHcTPAlMOHHBIA HOMEp, KOJ HaJOrolaTeNlbIlHKa B
CTpaHe PErucTpanuy (MHKOPIIOpAIlMH) WM €r0 aHaJloT) M aJpec MECTa OCYIIECTBIICHMS IPOM3BOACTBA JIEKAPCTBEHHOTO IperapaTa (B Clydae HaJM4uUs
HECKOJIBKUX y4aCTHHKOB IIPOLIECCA €r0 IPOU3BOICTBAa HEOOXOAUMO yKa3aTh KaXKIOr0 yYaCTHUKA B COOTBETCTBUH C OCYILIECTBIIIEMOH! cTanueil IpoU3BOACTBA);

2) HauMEHOBaHUE JIEKAPCTBEHHOIO Iperapara Al MEAUIMHCKOro NPUMEHeHUs (MEeXIyHapoAHOE HENaTeHTOBAHHOE, MU IPYNIUPOBOYHOE, HUIU
XHMHYECKOE M TOPrOBOE HaMEHOBAHNA);

3) mepedeHb AEHCTBYIOIIMX M BCIOMOTaTEIbHBIX BEIIECTB, BXOIAIINX B COCTAaB JEKapCTBEHHOTO Ipemapara s MEIUIMHCKOrO NPHUMEHEHHUS, C
yKa3aHHEeM KOJIMYEeCTBa KaXJOro U3 HUX;

4) nexapcTBeHHas (opMa, JO3MPOBKA, CHOCOOBI BBEJCHWS W TIPHMEHEHHUs, CPOK TOJHOCTH JIEKAPCTBEHHOTO IIperapaTa JUIs MEAHIIMHCKOTO
NIPUMEHEeHNS;

5) dapmakoTepaneBTHYECKAsT TPYIIIA, KO aHATOMO-TEPAEBTHYECKO-XUMUIECKON KIIacCH(UKAILINN, PEKOMEHIOBaHHONH BceMupHO#l opraHu3anmeit
3paBOOXPaHCHYS, 3asBIIsIEMbIE TOKa3aHMs ISl IPHUMEHEHHS JIEKapCTBEHHOTO IperapaTa Juisi MEIUIIMHCKOTO IIPHMEHEHHST;

6) oTcyTcTBHE HEOOXOAMMOCTH IPEJOCTABICHHS OTYETa O pe3ylbTaTaX KIMHHYECKOTO MCCIIENOBAHUs, UCCICHOBAHHSA OHOIKBUBAJIEHTHOCTH
JIEKapCTBEHHOTO IIpenapaTa, paspelleHHoro AT MeIUIMHCKOro IpuMmeHeHus B Poccuiickoit ®enepanun Gonee ABagUATU JI€T, C yKa3aHHEM HOPMATHBHBIX
NIPaBOBBIX aKTOB, IOATBEPKAAIONINX JAaHHBIH CPOK IIPUMEHEHNS;

7) HeoOxomuMocTh OGOpMIEHHs paspemieHus Ha BB03 B Poccmiickyro ®enepanuio KOHKPETHOH IapTHHM 3aperHCTPHPOBAHHBIX M (WIIH)
HE3aperiCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, MpeJHA3HAUEHHBIX I8 HPOBEIEHUS DKCHEPTH3bl JIEKapCTBEHHBIX CPEICTB B IIENISX TIOCYIapCTBEHHOU
pETUCTpanuH;

8) HEeoOXOIMMOCTh IPOBENECHHS SKCIIEPTU3BI TOKYMEHTOB, IPEACTABICHHBIX JUIL ONpPENeleHHs BO3MOXKHOCTH DPAacCMATPHUBATh JICKAPCTBEHHBIA
npenapar JUisi MEAUIIMHCKOTO IIPUMEHEHUs] IPH OCYILIECTBICHHIH TOCYJapCTBEHHOI PEerHCTPAIMU B KauecTBe Op(haHHOTO JIeKapCTBEHHOTO Ipenapara;

9) HEeoOXOIUMOCTh HPHMEHEHHs YCKOPEHHOH INpOLEeNypsl SKCHEePTH3BI JIGKApCTBEHHBIX CPEACTB B IESIX TOCYNAapCTBEHHOH pErHCTpanuy
JIeKapCTBEHHOTO Mpernapara;

10) xonuu 1OKyMEHTOB, HOATBEP KAAIONINX YIIATy TOCYAapCTBEHHON MOIIIHHBI:

a) 3a IPOBEJICHNME DKCIIEPTH3BI JOKYMEHTOB, TNPEJCTABICHHBIX I ONpEENCHHs BO3MOXKHOCTH PacCMaTpPHBATh JICKAPCTBEHHBIH Mperapar s
MEUITMHCKOTO MPUMEHEHHS TIPU OCYIIECTBICHHN FOCYIapCTBEHHON PErHCTPAIiK B KauecTBe Op(aHHOTo JIEKAPCTBEHHOTO Mperapara;

0) 3a mpoBelEHHE AKCHEPTH3bl KadecTBa JICKAPCTBEHHOTO CPEACTBA H OKCIEPTH3bI OTHOLICHUS OXKHIAEMOH IONB3bl K BO3MOXXHOMY PHCKY
MPUMEHEHUs JIGKAPCTBEHHOTO TperiapaTa, pa3pelieHHOTo [UIs MEIMIMHCKOro mnpuMeHeHnst B Poccmiickoit @enepamum Oonee nBajauaté JeT, IHpH
OCYIIECTBIICHHH TOCYIapCTBEHHOI PErUCTPAINY JIEKapCTBEHHOTO NpeTapara;

B) 3a IpPOBEJCHHE JKCIIEPTU3Bl KadecTBA JEKAPCTBEHHOIO CPEICTBA M JKCIEPTHU3Bl OTHOIICHUS OXHUAAEMOH MONB3BI K BO3MOXHOMY PHCKY
TIPUMEHEHHS JISKAPCTBEHHOTO TIpernapara JUisi MEAULMHCKOTO IIPUMEHEHHUSI IIPH €T TOCYAapCTBEHHOH PerHCTPaIHy;

I) 3a TPOBEJCHUE BKCIIEPTH3Bl KAUeCTBA JIEKAPCTBEHHOTO CPEJCTBA M SKCIEPTHU3bl OTHOIICHHS OXKHAAE€MOH IOJb3bl K BO3MOXKHOMY DHCKY
NIPUMEHEHUs] JIEKapCTBEHHOTO IIpemapaTa Ui MEAUNMHCKOTO HPHMEHEHHs, B OTHOIICHHHM KOTOPOTO MPOBEIEHBI MEXIYHApOIHBIE MHOTOLEHTPOBEIC
KJIMHAYECKUE MCCIIe/IOBaHNUs, YacTh M3 KOTOPBIX npoBeeHa B Poccuiickoit deneparyu, pu oCyIeCTBICHNH TOCYIAPCTBEHHOH PErHCTpaIiiy JIEKapCTBEHHOTO
nperapara;

11) nHanuyue coriacus IPOH3BOAUTENS JEKAPCTBEHHOTO IperapaTa, HMPOM3BOJACTBO KOTOPOTO OCYIIECTBISIETCS 3a Ipexenamu Poccuiickoit
Deneparyu, Ha MPOBEICHHE HHCIEKTUPOBAHUS IIPOM3BOANTEIISI HA COOTBETCTBHE TPEOOBAHMSM IIPABIIT HAJUIEKAIEH TPON3BOACTBEHHOM IPAKTUKH;

12) Hanu4ume cornacus, IPeLyCMOTPEHHOTO YacThio |8 HacTosIeH cTaThy;

13) yka3aHue BHa JIEKapCTBEHHOTO Mpenapara, MpeacTaBIeHHOr0 Ha PErucTpanuio (peepeHTHBIN JTeKapCTBEHHBIN MpernapaT, BOCIPOU3BEACH HbIi
JIEKapCTBEHHBIH Tpemnapar, OWOJOTHYEeCKHil JIGKapCTBEHHBIH Npemapar, OWoaHaloroBblii (OMONOJOOHBIN) JeKapCTBEHHBIH npenapaT (OHoaHaior),
TOMEOIaTHIECKHUH JIEKapCTBEHHBIN Mpernapar, JIeKapCTBEHHBIH pacTUTENBHBII Ipenapar).

3. PeructpanuoHHOE JOChe Ha JICKApPCTBEHHBIH HpermapaT Ul MEIHIUHCKOTO IPHMEHEHMS MPEROCTaBiieTcs B (opMe OOIIero TeXHHYIECKOTo
JIOKyMEHTa.

4. Paznen nOKyMEHTALNH aIMUHUCTPATUBHOTO XapaKTepa BKIIOYaeT B ceOsl:

1) 3asBIeHHE O TOCYHapCTBCHHOW pETHCTPAIMH JEKapCTBEHHOIO Iperapara [IsI MEIWIMHCKOrO NPUMEHEHHS B DIEKTPOHHOH dopme u Ha
OGyMa)KHOM HOCHTEIIE;
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2) KONIHUIO JOKyMEHTa Ha PYCCKOM S3BIKE, 3aBEPEHHOTO B YCTAHOBJICHHOM IIOPSIKE H IOATBEPIKAAIOIIETO IIPAaBOMOYHOCTH 3asBUTENS MOAABATH
3asBJICHHE O TOCYAAapCTBCHHON PErUCTPAlliH JICKapCTBEHHOTO IIperapara s MeAUIIMHCKOTO IPHMEHEHHS (TOBEPEHHOCTH);

3) cBeseHUs O JaTe NpPEIOCTABIEHHS M PErMCTPALIOHHOM HOMEpE JIMLIEH3UMH Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB MIIM CBEIEHHs O JaTe
HPEAOCTaBICHHS U PETMCTPAlHIOHHOM HOMEpE 3aK/IIOYECHHS O COOTBETCTBMH HPOM3BOJMTENS JICKAPCTBEHHBIX CPEJACTB TPeOOBAHUAM IpaBHI HaUICKaLICH
NIPOU3BOACTBCHHON MPAKTHKU, BBIIAHHBIX (TIPEJOCTaBICHHBIX) YIOITHOMOYECHHBIM (hefepalbHBIM OPraHOM HCIIONHHTENbHOH BIACTH B OTHOLICHHH
HPOU3BOJICTBEHHON IIIOIIAJKH PETHCTPUPYEMOTO JIEKAPCTBEHHOTO IIpenapara, B clyyae, eCu IPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTa OCYyIIECTBISETCS B
Poccuiickoii denepannm;

4) KOIMIO NPEeJOCTABICHHOH YIOIHOMOUYCHHBIM OPraHOM CTPAHBI IPOM3BOAUTENS JIMICH3UM Ha IPOMU3BOACTBO JEKAPCTBEHHOIO Ipemapara U ee
NepeBoJl Ha PYCCKHUil A3BIK, 3aBEPEHHbIE B YCTaHOBJIECHHOM IOPSAIKE, a TAKXKE KOIUIO 3aK/IIOYEHHs O COOTBETCTBUH IPOU3BOJHTENS JIEKAPCTBEHHBIX CPEICTB
TpeOGOBaHMAM IPABHJ HaJUISKAlled IPOU3BOJCTBEHHON NPAKTHKH, BBIIAHHOTO YIIOJIHOMOYCHHBIM (elepaibHbIM OpPraHOM HCIIOJHUTEIBHOW BIIACTH B
OTHOLICHUH NPOU3BOACTBEHHON IUIOIIAJKH PETUCTPHPYEMOro JEKapCTBEHHOTO IpenapaTa, MM KOIMIO PEeIIeHHs yHOIHOMOYEHHOTO (eepanbHOro opraHa
HCIIOJHHUTEIbHOH BIJACTH O IPOBEIEHMU WHCIEKTUPOBAHHS IIPOU3BOAUTENSA JIEKAPCTBEHHBIX CPEACTB, B CIIydae, €CIM IPOU3BOJICTBO JIEKAPCTBEHHOIO
rpenapara ocyuecTBisiercs 3a npeaenamu Poccuiickoii ®enepannuy;

5) IpOEeKT HHCTPYKIUH 10 MEAUIUHCKOMY IIPHUMEHEHHIO JIeKapCTBEHHOTO Iperapara, Coieprkamieil CleayIomie CBeIeHHs:

a) HaMMEHOBAaHHE JIEKApCTBEHHOIO IpenapaTa (MEXIyHapOIHOE HENAaTEHTOBAaHHOE, WM TIPYNIHPOBOYHOE, HIM XHMMHYECKOE U TOPIroBOE
HAaUMEHOBAHHMS);

0) mexapctBeHHas (opMa C yKka3aHHEM HAMMEHOBAaHMII M KOJIMYECTBEHHOTO COCTaBa JEICTBYIOIINX BEIIECTB M KaueCTBEHHOIO COCTaBa
BCIIOMOTaTEJIbHBIX BEIIECTB (IIPU HEOOXOIMMOCTH KOJINYECTBEHHOIO COCTaBa BCIIOMOraTebHBIX BEILECTB);

B) OIMCAHHUE BHELIHETO BUJIA JIEKAPCTBEHHOIO IIpenapara A MeIHLUHCKOr0 MPUMEHEHHS;

r) Qu3HKO-XIMMHYECKHE CBOICTBA (U paanodapMaleBTHIECKUX JIeKapCTBEHHBIX IIPEIapaToB);

1) hapMakoTeparneBTHYECKast IPyIIa, KO JEKapCTBEHHOTO Hpenapara s MEAHLMHCKOrO IPUMEHEHHMS 110 aHATOMO-TEPaleBTHYECKO-XUMHYECKOi
KIaccu(uKaniu, peKkoOMEeHJ0BaHHON BeeMupHOi opraHu3anueil 31paBooXpaHeH s, WK YKa3aHue '"TOMEeonaTHYeCKHi JIeKapCTBEHHBII penapat";

e) papmakoauHaMuKa U (apMaKOKUHETHKA (32 UCKIIOYeHHEeM (hapMaKOKHMHETHKU FOMEONAaTHYECKHX JIEKAPCTBEHHBIX MPENapaToB M PacTUTEIbHBIX
JIEKapCTBEHHBIX IPENapaToB);

) IOKA3aHHs ULl IPUMEHEHMS;

3) IPOTHBOINOKA3aHUS U1 IPUMEHEHNS;

1) MepBI IPeJOCTOPOKHOCTH IPH IPUMEHEHUH;

K) yKa3aHHe BO3MOXKHOCTH U OCOOEHHOCTEH NPUMEHEHHUs JIEKapCTBEHHOro IIpernapara JJisl MEAUIMHCKOTO IPHMEHEHH s OepeMEeHHbIMH JKEHIIUHAMH,
JKEHIIIMHAMH B TIEPUOJ TPYAHOTO BCKapMIINBAHHS, TETEMH, B3POCIIBIMHU, IMEIOIIMIMH XPOHHYECKHE 3a00IeBaHHS;

JI) PEeXHUM JO03UPOBAHMUS, CIIOCOOB! BBECHHS H INPHMEHEHHs, IPH HEOOXOJUMMOCTH BpeMs IIpUeMa JIEKapCTBEHHOro IpemnapaTa Il MEIULIMHCKOTO
MIPUMEHEeHUs], IPOJO/DKUTEIbHOCTD JICUSHHs, B TOM YHCIIe Y JeTel 0 U MOCie OJHOro roja;

M) BO3MOXKHBIE He)XellaTeIbHbIe PeaKIuy IIPH IPUMEHEHNH JISKAPCTBEHHOTO IIpernapara Ik MEAUIIHCKOTO IPUMCHEHHUS;

H) CHMIITOMBI [IEPETO3UPOBKY, MEPHI 0 OKA3aHUIO TIOMOILY IPH Nepejo3UPOBKE;

0) B3aMMOJICHCTBUE C JPYTMMH JIEKAPCTBEHHBIMH MIPENapaTaMu U (WJIN) MUILEBBIMU IPOAYKTAMHU;

11) (OPMBI BBIITYCKa JISKAPCTBEHHOTO IIPerapara;

p) yka3zanue (pu HeoOXOJUMOCTH) OCOOEHHOCTEN ACHCTBUS JIEKapCTBEHHOTO IpenapaTa il MEAMIIMHCKOTO MPUMEHEHUS IIPU IEPBOM IIPUEME WIIH
IIPU €ro OTMEHE;

c) ommcaHue (IpH HEOOXOOUMOCTH) IeHCTBHMI Bpada (¢enpamepa) W (WIM) HAleHTa HPH IPOIyCKe IpHeMa OJHOW WM HECKOIBKHX 03
JIEKapCTBEHHOTO Ipemnapara s MEJHIIMHCKOTO IPHMEHEHHS;

T) BO3MOXHOE BIIHSHHE JIEKAPCTBEHHOTO IIpernapara A MEAUIMHCKOro NPUMEHEHUs Ha CIIOCOOHOCTh YNPABIATh TPAHCIIOPTHBIMU CPEICTBAMH,
MeXaHH3MaMH;

y) CPOK FOJJHOCTH U yKa3aHHE Ha 3aIpeT IPUMEHEHHUs JeKapCTBEHHOT o IpenapaTa Uil MEAULMHCKOTO IIPUMEHEHHUS [0 HCTEYEHUU CPOKa TOJHOCTH;

() ycrnoBHst XpaHEeHHS;

X) yKazaHHe Ha He0OXOAUMOCTb XpaHEeHHS JISKApCTBEHHOTO TIperapara Il MEJUI[HHCKOrO IPIMEHEeHNS B MECTaxX, HEAOCTYITHBIX IS IeTel;

11) yKa3aHue (IpH HeoOXOJHUMOCTH) CHEHAIbHBIX Mep IPEAOCTOPOKHOCTH P YHUUTOKEHHU HEHUCIIOIb30BAHHbIX JIEKAPCTBEHHBIX IPENapaToB AJIs
MEIUITMHCKOTO IPHMEHEHHS;

9) YCIIOBUSI OTITYCKa;

1II) HAMMEHOBaHU U aJipeca IPOM3BOJCTBEHHBIX IIOLIAA0K IIPOU3BOAUTEIS IeKapCTBEHHOTO IIperapara;

1) HauMEHOBAaHHUE, aJpec OpraHW3alUM, YIOIHOMOUEHHOH [epixaTeleM WM BIAJeNblleM PErUCTPAlHOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO
mperapara s MEIUIMHCKOTO IPUMEHEHHS Ha MPUHATHE IPETEeH3UH OT HOTPEOUTENs;

6) MHCTPYKLHIO II0 MEJHIIMHCKOMY HPHMEHEHHIO MM KpPaTKyl0 XapaKTepHCTUKY JEKapCTBEHHOTO IIperapaTa, YTBEp)KICHHBIE B CTpaHe
TIPOU3BOAUTEILS;

7) IPOEKTH MaKeTOB EPBIYHON YIIAKOBKH M BTOPUYHON YITaKOBKH JIEKAPCTBEHHOT'O MperapaTa JUlsl MeJUIIHHCKOTO IPHMEHEHHS;

8) mpoeKT HOpPMAaTHBHOH NOKYMEHTAI[MM IJIM HOPMATHBHOTO JIOKYMEHTa HA JICKApPCTBEHHBIH HpenapaT Ul MEJHIIHHCKOIO NPHMEHEHHS JIHOO
yKa3zaHHe COOTBETCTBYIOMLIEH (hapMaKoeHO CTaTh;

9) DOKyMEHT, cojeprkamuii HHGOPMALMIO O HAJMYUH WIM 00 OTCYTCTBHH (PAaKTOB PETHCTPALMH JIEKAPCTBEHHOTO IIperapaTa Uil MEIUIMHCKOTO
npUMeHeHus 3a npenenamu Poccuiickoit @enepanuu;

10) xommu JOKYMEHTOB, 3aBEpPCHHBIX B YCTAHOBJICHHOM IOPS/KE M MOJATBEPXKAAIOMIMX (KT PErducTpaliy JEKapCTBEHHOIO Mperapara B
HMHOCTPAaHHBIX TOCYapCTBaxX B KauecTBe Op(haHHOTO JIEKapCTBEHHOTO IperapaTa;

11) m1an ynpasieHUs pUCKaMU IJIs OMOJIOTHYECKHX JISKAPCTBEHHBIX IIPENapaToB I MEIUIHHCKOTO IPUMEHEHNS;

12) noxymeHT o cucteMe (hapMaKOHAA30pa JeprKaTelsl WU BlaJelbla PErHCTPAallHOHHOTO yAOCTOBEPEHUS IeKapCTBEHHOT O TIpernapaTa;

13) HOKyMEHT, NOATBEPKAAIOIINM KadeCTBO JICKAPCTBEHHOTO IIpenapaTa TpeX IPOMBIIUICHHBIX CepHil (IPOTOKON aHAN3a HIM CEepTH(OHKAT
aHalM3a), OJHa CepHsl KOTOPOro JO0DKHA COBIANATh C Cepheil oOpasia JIeKapcTBEHHOTO Iperapara JUis MEAHIMHCKOTO NPUMEHEHHMS, MPEICTaBICHHOTO Ha
TOCYJapCTBEHHYIO PETUCTPALIHIO.

5. Pazmen Xxumuyeckoi, (hapMaleBTHYECKOH M OHONOTHYECKON NOKYMEHTALlMH BKIIOYAaeT B ceOs JTOKYMEHTHI, coAepKamye HH)OpMAILHio O
(hapMarneBTHYECKOI CyOCTaHIMH U JIEKAPCTBEHHOM IIperapaTe Uil MEIUIIMHCKOrO IPHMEHEHHS, IPOLECCe ero MPOU3BOJICTBA U METOIaX KOHTPOJIS Ka4ecTBa, B
TOM YHCIIe:

1) KOIMIO HOKYMEHTa, COICPIKAIIEro CIEAYyIOIylo HH(opManuio o QapMareBTHIecKOd CyOCTaHIMH WM (apMaleBTHUECKUX CyOCTaHIMSX,
BXOJUIIIMX B COCTaB JICKAPCTBEHHOTO Nperapara, 3a HCKIIoUeHHeM HHPOPMAIHH 0 (hapMalleBTHIECKUX CyOCTaHIHSAX, BKIIOYEHHBIX B TOCYIapCTBEHHBII peecTp
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUH CO CTaThell 34 HacTosmero deaepaabHOro 3aKoHa:

a) HaMeHOBaHUe (apMaleBTHIECKON CYOCTaHINH, €€ CTPYKTYpa, OOLHe CBOWCTBA;

0) HAaMMEHOBAHHE U a/IPEC POU3BOUTEIIS;

B) TEXHOJIOTUSI IPOM3BOJICTBA C OIHMCAHUEM CTAIMi IPOU3BOACTBA U METOIOB KOHTPOIIS HA BCEX CTaJHAX IPOU3BOJCTBA;

T') ONMCaHue pa3pabOTKH MpOIlecca MPOU3BOJICTBA;

JT) OIIMCaHHEe KOHTPOJISI KPUTHYECKHX CTaIHi MPOU3BOJICTBA M IIPOMEIKYTOYHOMN MPOTYKIMH;

€) JOKYMEHTaJIBbHOE MOATBEPIKICHUE (BaIM AL ) TPOIIECCOB U (MIIN) X OLICHKA;

) CBOICTBA H CTPYKTYpa JEHCTBYIOLINX BEIECTB;

3) XapaKTepHCTHKa IIpUMeceii;

1) cnenudukanys Ha (papManeBTUIECKYI0 CyOCTaHIMIO U e 000CHOBAHUE;

K) aHAIUTHYECKHE METOANKH, HCTIONB3YeMbIe IIPH OCYLIECTBICHIH KOHTPOJIS KauecTBa (papMarieBTHUECKOM CyOCTaHIHY;

J) JOKyMEHTaJbHOE IOATBEPKJIEHHE (BaJMIAlMs) AaHAJMTHYECKUX METOAUK, HCIONB3YEMBIX IIPU OCYIIECTBIEHHU KOHTPONS KadyecTBa
(hapManeBTHIECKOH CyOCTaHIINH;

M) pe3yNbTaThl aHaJIN3a Cepuil (hapMareBTHYECKOi CyOCTaHINH;
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H) IIepedYeHb CTaHIAPTHBIX 00Pa3IOB MM BEIIECTB, UCIIONB3YEMbIX P OCYIIECTBICHUH KOHTPOJIS Ka4eCTBa;

0) OIHCaHUE XapaKTEPUCTHK U CBOWCTB yIAKOBOYHBIX MAaTePUATIOB U YKYIIOPOYHBIX CPEICTB;

IT) JaHHBIC O CTAOMIIBHOCTH (hapMalleBTHUECKOH CyOCTaHINH;

P) CPOK FOTHOCTH;

1.1) B oTHOmEHHN (hapManeBTHUECKUX CyOCTaHIM, BXOAAMINX B COCTAaB JICKAPCTBEHHOTO MIpeIapaTa U BKIIOYCHHBIX B TOCYIAapCTBEHHBIH peecTp
JIEKapPCTBEHHBIX CPE/ICTB B COOTBETCTBUM €O cTaTheil 34 HacTosmiero deiepallbHOro 3aKOHa, - KON JOKYMEHTA, COAEPIKAILETro CIIeAYIOILYI0 HHOOPMALHIO:

a) HaMeHOBaHUe (apMalleBTUYECKON CYOCTaHLIIHU, €€ CTPYKTYpa, OOLIHe CBOWCTBA;

0) HaMEHOBAaHHE U a/ipec IPOU3BOIAUTEILS;

B) pe3y/IbTaThl aHAIIM3a CEPHil (hapMaLeBTUUECKOH CyOCTaHIHNN;

I') CPOK T'OJTHOCTH;

2) TOKYMEHT, COJIepIKalllnii CIeMyIOIIHe CBEACHHS O JIeKapCTBEHHOM IpenapaTe Ui MEAUIIUHCKOTO IIPUMEHEHHUS:

a) OIMCAaHHE U COCTaB JIEKAPCTBEHHOTO MpenapaTa Uisl MEAULIMHCKOTO IPUMEHEHUs;

0) onmcanue (hapMaLeBTHIECKOH pa3paboTki (000CHOBaHME BEIOOpA COCTABA, IIEPBHYHOM YIIAKOBKU U HHOTO);

B) TEXHOJIOTUSI IPOM3BOJICTBA C OIMCAHUEM CTAMi IPOU3BOACTBA U METOIOB KOHTPOJIS Ha BCEX CTAMAX IIPOU3BOJCTBA;

I') olMcaHue KOHTPOJIs1 KpHTHYECKUX CTalui Ipolecca NPOU3BOCTBA U IPOMEXKYTOUHOH IPOTYKIINH;

1) HAUMEHOBAaHHUE U aJipec MecTa OCYILECTBIECHUS IPOU3BOJCTBA JIEKAPCTBEHHOIO IpenapaTa Uil MEUIMHCKOro NpUMEHEHHs (B Cllydae HaJIM4Hs
HECKOJIBKUX yJaCTHHKOB IIPOLEcCca IPOU3BOACTBA HEOOXOMMO yKa3aTh KaXKIOT0 U3 HUX);

¢) bapmareBTHYECKAst COBMECTHMOCTB;

%K) MUKPOOUOJIOTHYECKUE XapaKTEPUCTUKHU;

3) MaTepHaNIbHBIH OalaHC IS IPOU3BOCTBA CEPUH TOTOBOTO MIPOIYKTa;

1) OIMCaHHE XapaKTEePHCTUK U CBOMCTB YIIAaKOBOYHBIX MAaTEPHAJIOB U YKYIIOPOYHBIX CPE/ICTB;

K) JIOKYMEHTaJIbHOE NOATBEPIKIACHHE (BalnAalMs) IPOLECCOB POU3BOACTBA U (MJIM) UX OLICHKA;

1) TpeOOBaHUS K Ka4eCTBY BCIIOMOTATENbHBIX BEIIECTB (CepTH(HUKAT, crienuHKaIys] Ha BCIOMOraTeIbHbIe BEIECTBAa H HX 000CHOBaHNUE);

M) aHAJIMTHYECKUE METOJMKH, HCIOJb3yeMble IIPH OCYILECTBICHUH KOHTPOJIS Ka4eCTBA BCIIOMOIaTeIbHbIX BELIECTB;

H) JOKyMEHTalIbHOE IOATBEpKICHHE (BalMIAlMs) AaHAJMTHYECKUX METOAUK, HCIONb3yeMBIX IIPU OCYLIECTBICHHM KOHTPOJA KayecTBa
BCIIOMOTaTEJILHBIX BEIIECTB;

0) uH(popMarys 00 UCTIONIb30BAHUH BCIIOMOTATENIbHBIX BEIIECTB YEIOBEYECKOTO U JKUBOTHOTO IIPOUCXOXKICHHUS;

1) uH$popMalyst 00 UCTIOIb30BAaHUHM HOBBIX BCIIOMOTaTEIIbHBIX BEILIECTB;

p) TpeOOBaHUS K Ka4eCTBY JICKAPCTBEHHOTO IpenapaTa JUIsl MEJUI[HCKOro IPUMEHeHNs (cepTHHKaT, crelnHKanys Ha JIeKapCTBEHHBIH IIpenapar
1 UX 000CHOBaHUeE);

C) aHAIUTHYECKHE METOAUKH, MHCIIONb3yeMble IPH OCYIIECTBIEHUH KOHTPOJSI KauecTBa JIGKApCTBEHHOrO IIperapara Ui MEAUIMHCKOTO
NIPUMEHEHNS;

T) JOKYMEHTaJbHOE MOATBEPXKICHHE (BaaMAalus) AaHAIUTUYECKUX METOAUK, HCIONb3YeMBIX IIPU OCYLIECTBICHHM KOHTPOJS KadecTBa
JIEKapCTBEHHOTO Ipemnapara s MEeJHIIMHCKOIO IPHMEHEHHS;

Y) pe3yabTaThl aHAIN30B CEPHIl JIEKapCTBEHHOTO TIperapaTa sl MEAUIMHCKOTO IPUMEHEHNS;

() xapakTepHuCTHKA IpUMeceii;

X) IepedyeHb CTaHAapPTHBIX 00pa3LiOB, HCIOJIb3YyEeMbIX HPH OCYLIECTBIEHHM KOHTDPOJSA KadecTBa JIEKapCTBEHHOIO IpenapaTa ULl MEIULMHCKOrO
NIPUMEHEHNS;

11) IaHHbIE O CTAOUIIBHOCTY JIEKAPCTBEHHOT'O TIpernapaTa Ul MEAULUHCKOTO IPUMEHEHHUSL.

6. Pasnmen dapmakonornueckoi, TOKCHKOJIOTHYECKOW TOKYMEHTAIWH BKIIOYaeT B ceOs OTYETHI O pe3yibTaTaX AOKIMHHYCCKHX HCCICIOBAHHI
JIEKapCTBEHHOT'O CPEICTBA JUISl MEUIIMHCKOTO IPIMEHEHHS, B TOM YHCIIe:

1) ot4eT 0 papMaKOAMHAMUYECKUX UCCIICOBAHMSX;

2) ot4eT 0 papMaKOKHHETHYECKHUX MCCIICAOBAHMUSIX;

3) oTYeT O TOKCHKOIOTHIECKUX HCCIIEIOBAHUSIX.

7. Pazmen kIMHUYECKOH DOKyMEHTAIMH BKIIIOYAaeT B ceOs OTYETHl O pe3ylbTaTaX KIMHMYECKHX HCCIECIOBAHMI JIeKapCTBEHHOrO Iperapara Ay
MEIHUITHHCKOTO IPUMEHEHHs, B TOM YHCIIe:

1) oryersl 00 WHcCIENOBaHMAX OHONOCTYITHOCTH M OHOPKBUBAJIEHTHOCTH, HCCIICNOBAHMSX, YCTAHABIMBAIONINX KOPPEISIHIO Pe3ybTaToB,
MOJIY4EHHBIX B YCJIOBHSIX in Vitro u in vivo;

2) oTueThl 0 (hapMaKOKUHETHUECKUX HCCIIEIOBAHUSX;

3) oTueTsl 0 (hapMaKOIMHAMIIECKHX HCCIIETOBAHNUIX;

4) OTYETHI O KITMHUIECKUX HCCIIEMOBAHUAX d)(DEKTHBHOCTH U 6E30MacHOCTH;

5) OTYET O MOCTPErUCTPAIIMOHHOM OITBITE TPUMEHEHHS (TIPU HATUYUH).

8. TpeboBaHms kK 00beMy HH(MOPMAITHH, TPETOCTABISIEMOH B COCTaBE PETUCTPALIOHHOTO OChE, IS OTIEIBHBIX BHIOB JICKAPCTBEHHBIX IIPEIapaToB
JULSL MEAUIIMHCKOTO TIPHMEHEHHS! YCTaHABINBAIOTCSI YIIOTHOMOYSHHBIM (pe/iepabHBIM OpraHOM HUCIIOJTHATENBHON BIaCcTH.

9. B oTHOIIEHUH JIEKapCTBEHHBIX IMPEMapaToB, Pa3pellieHHbIX Ul MEIUIMHCKOro npuMeHenus B Poccuiickoit denepanun Oosee ABaaLaTH JET U B
OTHOLICHWH KOTOPBIX HEBO3MOXKHO INPOBEJCHHE HCCIENOBAaHUH HX OHOPKBHUBAICHTHOCTH (32 MCKIIOUYCHHEM OMOIOIMYECKUX JIEKApCTBEHHBIX IPENapaToB),
JIOITyCKaeTcs! BKJIIOYEHHE B COCTAB pasjena (papMaKoIOTHYECKOI, TOKCHKOJIOTHYECKOH TOKyMEHTalu: U pa3Jeia KIMHAYECKOI JOKYMEHTAI[H BMECTO OTYeTa
pa3paboTuuKa O pe3ylbTaTaX COOCTBEHHBIX MOKIMHMYECKUX MCCIENOBAaHUH JIEKapCTBEHHBIX CpPEICTB U KIMHMYECKUX MCCIEIOBAHUN JIEKapCTBEHHBIX
TIperaparoB I MEAUIIMHCKOTO IPUMEHEeHNs 0030pa HaydHBIX paboT O pe3yabTaTax JOKIMHUYECKHX MCCIIEIOBAHUN JTeKapCTBEHHBIX CPENCTB M KIMHHIECKHX
HCCIIEIOBaHNH JAHHBIX JISKAPCTBEHHBIX PENapaToB, B TOM YHCJIE BKIIIOYAs OIBIT UX TOCTPETHCTPAMOHHOTO IPHMEHEHHSI.

10. IIpum rocymapCTBEHHOW pEruCTpallid BOCIPOM3BEICHHBIX JICKAPCTBEHHBIX IPEHNapaToB I MEIMIMHCKOrO IPHMEHEHMS [OIIyCKaeTcs
BKIJIFOUYEHHE B COCTaB paszena (hapMaKoIOTHIECKO, TOKCHKOJIOTHYECKOH JOKyMEHTAIMH U pa3zieNia KIMHNIECKOH JOKYMEHTAIIMH BMECTO OTdeTa pa3padoTanKa
0 pe3ynbTaTax COOCTBEHHBIX JOKIMHUYECKUX MCCICIOBAaHMIT JIEKapCTBEHHBIX CPEACTB 0030pa HAYYHBIX paboT O pe3ysbTaTax JOKIMHHYECKHX HMCCIICIOBaHHI
pedepeHTHOro JIeKapCTBEHHOTO IperapaTa U IPeACTaBIeHHe BMECTO KIMHUYECKUX HCCIEI0BAaHUN B IIOTHOM 00bEMe, YCTAHOBICHHOM Pa3/ielioM KIMHHYECKOH
JOKYMEHTAIlMH, OTYETA O Pe3yNbTaTaX HCCICI0BaHNI OHMOIKBUBAIEHTHOCTH BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO Mpernapara Ul MEIUIHCKOTO TPUMCHEHHSL.
He Tpebyetcs mpeacTaBieHre oTdeTa o pe3ysibTaTax HCCIe0BaHNi OMOOKBHBAICHTHOCTH BOCIIPON3BEICHHOTO JICKAPCTBEHHOT'O IpenapaTa Uil MEIULHHCKOTO
TIPUMEHEHUs], €CIIH PETHCTPUPYIOTCS BOCIIPOU3BEACHHBIE JICKAPCTBEHHBIC IIPeNapaTsl UL MEAUIUHCKOrO IPHIMEHEHH s, KOTOpBIE:

1) mnpemHa3Ha4yeHbl IS MApEHTEPAIBHOrO  (MIOAKOXKHOTO, BHYTPHMBIIIEYHOTO, BHYTPHBEHHOTO, BHYTPHIJIA3HOTO, BHYTPHUIIOJIOCTHOTO,
BHYTPHCYCTaBHOTO, BHYTPUKOPOHAPHOI'0) BBEICHHS H NIPEICTABISIIOT COO0IT BOIHBIE PaCTBOPEI;

2) IpencTaBisOT cO00 pacTBOPHI IS IEPOPATBEHOTO IPUMEHEHHUS;

3) mpou3BesieHsI B ()opMe MOPOLIKOB HIIH JTMODHIN3ATOB JUISl HPHTOTOBIICHHS PaCTBOPOB;

4) SIBISIOTCS Ta3aMH;

5) SBISIOTCS YIIHBIMH MU TT1a3HBIMU JIEKapCTBEHHBIMU IIpeTiapaTaMH, IPOH3BEICHHBIME B (JOpMe BOAHBIX PaCTBOPOB;

6) mperHa3HAYeHBI U MECTHOTO IIPHUMEHEHHUS U IPUTOTOBJIEHEI B YOpMe BOIHBIX PACTBOPOB;

7) IIpeACTaBISIOT cOOOH BOAHBIE PACTBOPHI IS UCIOIb30BaHMS B (popMe MHTAAIMI ¢ MOMOLIbIO HeOyaii3epa Wi B Ka4eCTBE Ha3aIbHBIX CIIPEEB,
TIPUMEHSEMBIX C IIOMOIIBIO CXOJHBIX YCTPOICTB.

11. ins caydaeB, yka3aHHBIX B MyHKTax | - 3, 5 - 7 yactu 10 HacTosImel cTaTbu, BOCIIPOU3BECHHBIN JIEKapCTBEHHBIH NpenapaT 1Jisl MEAUIIMHCKOTO
TIPUMEHEHHUS JOJDKEH COIEp)KaTh TaKHe K€ BCIIOMOTaTeNbHBIC BEIIECTBA B TAKUX )K€ KOJIMYECTBAX, KaK W pe(epeHTHBII JIeKapCTBeHHBIH npenapat. Ecin
COCTaBbl BCIOMOTATENIBHBIX BEHICCTB PA3IMYAIOTCs, 3asBHTENb JOJDKEH NPEACTAaBUTH JOKAa3aTENbCTBA TOTO, YTO HCIONb3yeMble B JAHHBIX KOHIICHTPAIUIX
BCIIOMOTaTEJIbHBIC BEIIECTBA HE BIUSAIOT Ha 0e30macHOCTh U (WiIH) 3(G(EeKTHBHOCTD JEKapCTBEHHOTO IpenapaTa Julsl MEIHIHCKOro MpUMeHeHus. B ciydae,
€CIIM 3afBHTENIb HE MOXET IIPEJCTABUTh TaKWe JOKa3aTenbCTBa M (WIM) HE HMEET JOCTyNa K COOTBETCTBYIOLIIMM JaHHBIM, OH JOIDKEH HPOBECTH
COOTBETCTBYIOIME HCCIEAOBAHUS I JIOKA3aTeNbCTBA OTCYTCTBHS BIMSHUS Da3sHBIX BCIOMOTIATENbHBIX BEIIECTB HIM BCIOMOTATENIBHBIX YCTPOIHCTB Ha
6e3omacHoCTh M (MM) 3(PGEKTUBHOCT JIEKAPCTBEHHOrO Ipenapara i MEAMIHHCKOrO TPUMEHEHHS B COOTBETCTBMH C aKTaMH, COCTABIIIONIMMH IIPaBO
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EBpasuiickoro 2KOHOMHYECKOTO COI03a.

12. Ilpu rocygapcTBEHHOH perucTpariy KOMOWHAIMI paHee 3aperHCTPHPOBAHHBIX JIGKAPCTBEHHBIX HPEHNapaToB M MEAUIUHCKOTO IPUMEHEHHUS
JIOITYCKACTCs BKIIOYCHNE B COCTaB pasjena (GapMaKoIOrHYecKot, TOKCHKOIOTHYECKON JJOKYMEHTALMU U pa3jiena KIMHHYECKOI JOKyMEHTAIlMH BMECTO OT4eTa
pa3paboTurKa O pe3yJbTaTaX COOCTBEHHBIX NOKIMHMYECKHX HCCIIEOBAHHIl JIEKApCTBEHHBIX CPEJICTB 0030pa HAy4YHBIX PaboOT O pe3yibTaTax AOKIMHHYECKHX
HccaenoBaHUi pedepeHTHBIX JEKapCTBEHHBIX IPEHapaToB, BXOMANIMX B COCTaB KOMOMHAINM JICKAPCTBCHHBIX IPENapaTtoB, M 00 OTCYTCTBHH HX
B3aMMOJICHCTBYS B OJIHOM JIEKapCTBEHHO# (hopme.

13. Ha skcriepTu3y pa3iMyuHbIX JICKAPCTBEHHBIX (JOPM OJHOTO M TOTO K€ JIEKApPCTBEHHOI'O Mperapara Ul MEAUILMHCKOTO HPUMEHEHHs 3asBUTENb
MIPEe/ICTaBIsAeT OT/ENbHbIE 3asBICHHUS U PETUCTPAlHOHHBIE OChe Ha KaXIyIO JIKapCTBEHHYIO (opMy. [Ipu ycroBHM OJHOBPEMEHHOH IOJadd Ha DKCIIEPTU3Y
OJIHOH JIEKapCTBEHHOH (POPMBI C Pa3NUYHBIMH JO3HUPOBKOW, KOHLIEHTpALUEH, 00bEMOM 3asBUTENb MPEICTABISACT OJHO 3asBJICHHE M PETUCTPALIOHHOE J0ChE C
MIPUJIOKEHHEM MAKETOB YIIAaKOBOK Ha KaXKIyIO O3UPOBKY, KaXKIyl0 KOHLEHTPAIUIO, KaX /bl 00beM M KaxJ0e KOJIUYECTBO [103 B YIIAKOBKE.

14. Tlpu rocymapCTBEHHOH perucrpanuy Op(aHHOTO JIEKApCTBEHHOIO Ipenapara 3asBHTENb NPEACTaBIsIeT HH(OOPMANUIO, HEOOXOAUMYIO IS
(opMHpoOBaHHs pa3jiena KIMHUYECKOH JOKYMEHTAIUH, B 00beMe, yCTAHOBICHHOM YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM HCIOJIHUTEIBHOI BIIACTH.

15. Tlpu peructpauuu OHOJIOTMYECKOrO JIGKAPCTBEHHOrO IIpenapara, IIOIYy4YeHHOr0 M3 KpPOBH, IUIa3Mbl KPOBH YEIOBEKA, B COCTaBe
PETUCTPAMOHHOTO 0Che Ha JIEKapCTBEHHBIH pernapar Ul MeJUIIMHCKOTO IPIMEHEHHS JIOJDKHEI ObITh IIPEACTABICHB! JOIOTHUTEIHO:

1) B pazzerne OKyMEHTALMH aJIMUHUCTPAaTHBHOIO XapaKTepa JOKYMEHT, cofiepikalliuii MHQOopManuio o cyobekTax oOpalleHus JOHOPCKOi KPOBU H
(uM) ee KOMIIOHEHTOB, O TOM, e ObLa OCyLIECTBICHa AoHAuuWs (KpOBH M (WJIM) IUTa3Mbl KPOBH), a TaKkKe JaHHbIE 00 HMHOEKIMOHHBIX 3a00JIeBaHHSX,
TIepPEAIONINXCS TapeHTePaIbHBIM ITyTeM, HHpOpManus o0 cyObeKkTax OOpalleHHs NOHOPCKOH KPOBH M (WIIM) €e KOMIOHEHTOB, B OTHOLIEHHH KOTOPBIX
OCYLIECTBIISIETCS KOHTPOJIb JIOHOPCKOW KPOBU U (MJIM) €€ KOMIIOHEHTOB;

2) B paszese XMMHYECKOMH, (hapMaleBTHIESCKOI i OHOIOrHYeCKON JOKYMEHTALMN:

a) KPUTEPHH U CIIOCOOBI 0TOOpa, TPAaHCIIOPTUPOBAHUS U XPAHEHHS JOHOPCKOI KPOBU U (MJIH) €€ KOMIIOHEHTOB;

6) pe3ynbTaThl UCCIIENOBAaHHN OTOOPAHHBIX JOHOPCKOW KpOBU H (HJIM) IUIa3Mbl KPOBH H IYJIOB HAa HaJM4We BO3OyIauTeneil uH(EKuuii, BKIroYyas
nH(pOPMALIHIO 00 UCIIOIb30BAHHBIX METOANKAX MCCIICIOBAHUI 1 B CIIy4ae MCCIICOBAHUS ITyJIOB IUIa3Mbl KPOBH PE3YJIbTAThI JOKYMEHTAIBHOTO MOATBEPKICHUS
(Banuanyn) UCIOIb30BaHHBIX METOAUK;

B) TEXHHYECKHME XapaKTEPHCTUKU YIHAKOBKH I OTOOpa JOHOPCKOI KPOBH ¥ (W) ILUIa3Mbl KPOBH, BKIIOYas MH(QOPMALHMIO 00 HCIIOIB30BAaHHBIX
pacTBOpax aHTUKOATYJISHTOB.

16. KnmHuuYeckne HCCIeNOBaHUS JIEKapCTBEHHOIO IIperapara Uil MEIULMHCKOTO NPHMEHEHHS B IEIX ero rocyJapCTBEHHOH perucTpanuy
npoBoaarcs B Poccuiickoit ®dexpepauuu B MOpsJIKE, YCTAHOBJIEHHOM cTaThsiMu 38-44 Hacrosiero ®enepanbHoro 3akoHa. OT4eT O NPOBEIEHHBIX
HCCJIEIOBAaHUAX BKJIIOYAETCSA B COCTaB pasfelia KIMHUYECKOM NOKYMEHTALMM PErHCTPAllMOHHOTIO I0ChEe Ha JIEKapCTBEHHBIM IpenapaT A MeIUIHHCKOIOo
npuMeHeHus. JIIs JeKapcTBEHHBIX MpenapaToB Ul MEAUIMHCKOTO IPHMCHEHWs, B OTHOIICHHM KOTOPBIX B pe3ylbTaTeé AKCHEPTH3bl JOKYMEHTOB,
NPEICTABICHHBIX I ONpEENCHUS BO3MOXHOCTH PAacCMaTpUBATh JICKAPCTBEHHBIH IIpernapar il MEAMLIHHCKOrO IPUMEHEHHS B KadecTBe Op(haHHOro
JIEKapCTBEHHOTO Ipenapara, Takas BO3MOXKHOCTh IIPH3HAHA M B OTHOIIEHUM KOTOPBIX IPOBEAEHBI KIMHUYECKUE HCCIEI0BaHUs, BEIIOIHEHHBIE 32 MpeenaMu
Poccuiickoit ®enepanuu B COOTBETCTBHHM C IpaBWIAMU HaJexamiedl J1aOOpaTOpHON NPAaKTHKU ¥ IpaBUIaMH HaJUIeKalled KIMHMYeCKOH NpPaKTUKH,
JIOIIyCKaeTcsl BKIIOYEHHWE B COCTaB pasfiefia KIMHUYECKOH NOKYMEHTAllMd BMECTO OTYeTa O pe3yibTaTaX KIMHHYECKHX HCCIEJOBAHHU JIEKapCTBEHHOTIO
npenapara Juisi MeAUIUHCKOTO NIPHUMEHEHHs, IpoBeieHHbIX B Poccuiickoii denepaiyu, oTyera o pe3ynbTaTaX KIMHUYECKUX HCCICIOBAaHUIH, BHIIOIHEHHBIX 32
npeaenamu Poccuiickoit @eneparmu.

17. B ciy4ae HempeICTaBIEHUS C 3asABJICHHEM O TOCYJapCTBEHHOW PErMCTpalluM JIEKapCTBEHHOIO IIpemapara sl MEIMIMHCKOrO HNPHMEHEHHs
JOKYMEHTOB, MOATBEPXKIAIOIIMX YIUIATY TOCYJApCTBEHHON IOLIIMHBI M YKa3aHHBIX B IyHKTe 10 uyactu 2 HacTosAIleH CTaThH, a TAKXKe BHIJABAEMBIX
(IpeoCcTaBIsIEMbIX) YIIOTHOMOYEHHBIMH (hefiepaabHBIMU OpTraHaMy HCIOJIHUTENBHOH BJIAaCTH JOKYMEHTOB (CBEIEHHMIT), yKa3aHHBIX B IIyHKTax 3 M 4 dacTu 4
HACTOSILICH CTAaThU, YIOJHOMOYCHHBIH (helaepanbHblii OpraH HCIONHHUTEIBHONW BIACTH 3alpallidBacT yKa3aHHbIC MIOKYMEHTHI (CBEACHHs) B MHOPSAKE
MEXKBEIOMCTBEHHOTI'0 HH(OPMALOHHOIO B3aUMOICHCTBHS.

18. He momyckaercst HCIONIb30BaHHE B KOMMEPUYECKHX LEIIX HH(GOPMALUHK O pe3yibTaTaX JOKIHMHHIECKHX HCCIIEIOBAHHI JIEKAPCTBECHHBIX CPEICTB
YU KIMHUYECKHX HCCIIEJOBAHHN JIEKApCTBEHHBIX IPENapaToB I MEIHLUHCKOTO INPHUMEHEHHUs, INpPEeICTaBICHHOH 3asBUTENIeM U1 TOCYIapCTBEHHOU
PErHCTpaLiy JICKapCTBEHHOTO Hperapara, 6e3 ero cornacus B TEYECHHE IISCTH JIET C JaThl FOCYAApCTBCHHON PErucTpanuu pe)epeHTHOro JIEKapCTBEHHOTO
npenapara B Poccuiickoii ®eneparmn.

19. JlepxaTenp WM BIafenell PErHCTPALHOHHOIO YIOCTOBEPEHUs JIEKAPCTBEHHOTO IMperapara Ha OWOTEXHOJIOTMYECKHH MM Op(aHHbIT
JIeKapCTBEHHBI Ipenapar o0s3aH MPeIOoCTaBIATh Ha BO3ME3IHOW OCHOBE 00pa3ibl pedepeHTHOro JeKapCTBEHHOTO Ipernapara 3asBUTENSIM A HPOBEACHUS
KIMHWYECKUX HccieqoBaHuii. CTOMMOCTh 00pasma pedepeHTHOro JEeKapCTBEHHOIO IIpelapaTa, BKIIOYEHHOTO B IepeveHb JKU3HEHHO HEOOXOANMBIX WU
Ba)KHEHIINX JIEKapCTBEHHBIX IIPENapaToB, He JOJDKHA NPEBBINIATh 3aperHCTPUPOBAHHYIO IPENENbHYI0 OTIYCKHYIO LeHy Ha pedepeHTHBIH JTeKapcTBEHHbIH
Tpenapar WM LieHy Ha JIeKapCTBEHHBIH Ipenapar B CTpaHe IPOH3BOJUTENS.

20. 3asBiIEHHE O TOCYIAapCTBEHHOW PETHCTPAILMU BOCIPOHM3BEIEHHOrO JIEKApCTBEHHOTO IpernapaTa Uil MEANIHHCKOTO IPHMEHEHHsT MOXKeT OBITh
MO/IaHO B YIOJIHOMOYEHHBIH (e/iepabHblii OpraH MCIIOIHUTENBHOM BIACTH, OCYLIECTBISIONINN TOCYIapCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX MPENapaTos,
10 UCTEUCHUH YETHIPEX JIET C ATl TOCYJAPCTBEHHOI PErHCTPALMH PedepeHTHOTO JIEKapCTBEHHOTO Tpernaparta B Poccuiickoii ®emepanun.

21. 3asBreHHEe O TOCYHAPCTBEHHON pericTpanyy OnoaHaIoroBoro (6Homogo0HOr0) JIeKapcTBEHHOTO Ipernapara (OnoaHanora) MoxeT OBITh HOIaHO
B YIOJHOMOYEHHBI (eepanbHbIi OpraH HCHOIHATEIBHON BIACTH, OCYIIECTBILIIOIMN TOCYJapCTBEHHYIO PETHCTPAIUIO JEKapCTBEHHBIX IPENapaToB, IO
HMCTEYCHHHU TPEX JIET C JAAThl TOCYIaPCTBEHHOM perucTpanuu pedhepeHTHOro JeKapcTBEeHHOTo npenapara B Poccuiickoit @eneparnum.

22. JlepxaTenb WM BIAJeNell PETHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOIO Iperapara MpeACTaBsieT B YIIOJTHOMOYEHHBIH (enepanbHbIid
OpraH HCIIONHHUTENHFHOH BIIACTH, OCYIIECTBIIONINI (QYHKIUHK IT0 KOHTPOIIO M Haa30py B cepe 3ApaBOOXpaHEHHUs, OTUET MO pe3yibTaTaM (apMaKkoHag30pa
OJIMH pa3 B IIECTh MECSAIEB B TEUEHHUE JIBYX JIET MOCIE TOCYAapCTBEHHOIN perucTpaiuy JeKapcTBeHHOro mnpenapata B Poccuiickoit denepanuu, exerogqHo B
TeyeHHe MOCIEAYIOIIX TPEX JIET H B JaIbHEHIIIeM OIMH pa3 B IISTh JIeT.

Cratbs 19. [IpuasiTHE pelIeHNs 0 BbIaue SKCIEPTHOMY YUPEXKICHHIO 3aJaHUs Ha IIPOBE/ICHIE SKCIIEPTH3HI JIEKAPCTBEHHOTIO CPEICTBA

1. B TedeHue necatu pabouMx JHEH CO IHSA NPHHATHUS 3asBICHUS O TOCYAAapPCTBEHHON PErHCTPAIMU JISKAPCTBEHHOTO IpenapaTa COOTBETCTBYIOMIUM
YIIOTHOMOYEHHBIH  (efiepallbHBIIl  OpraH HCIONHHUTENFHOM BIACTH IPOBOAUT IIPOBEPKY IIOJHOTHL, JOCTOBEPHOCTH M NPABMIBHOCTH O(GOPMIECHHS
MIPEe/ICTaBJICHHBIX JOKYMEHTOB PETUCTPALMOHHOTO IOChE Ha JISKAPCTBEHHBIN Iperapar 1 NIPUHAMAET PelleHHe O Bbliaue 3aJaHus Ha IPOBEICHHUE:

1) sKCmepTH3Bl HOKYMEHTOB, HPEACTABICHHBIX UL ONPENENCHHS BO3MOXKHOCTH PAacCMAaTpPHBATh JIEKAPCTBEHHBIM Ipermapar Uil MEAUIHUHCKOTO
TIPUMEHEHUSI IPH OCYLIECTBICHHH FOCYIapCTBEHHOM PErHCTPaIMy B KauecTBe Op(haHHOIO JIEKapCTBEHHOTO IpenapaTa;

2) 3KCHEepTH3BI JICKAPCTBEHHOTO CPEJICTBA B YAaCTH IKCIIEPTU3bI KAUECTBA JIEKAPCTBEHHOTO CPEICTBA U KCIIEPTH3EI OTHOLICHHS OKHIaeMON IOJIb3bI
K BO3MOXKHOMY PHCKY IIPUMEHEHUs JISKApCTBEHHOTO TperapaTta s MeAUIHHCKOTO IPUMEHEHNS;

3) 9KCIIepTU3BI JISKAPCTBEHHOTO CPECTBA B YAaCTH IKCHEPTH3bI KaUueCcTBa JICKAPCTBEHHOTO CPEICTBA U SKCIIEPTU3bI OTHOIICHHS 0)KUIACMOH ITOJb3bI
K BO3MOXXHOMY PHCKY INpPHUMEHEHHUs JIEKapCTBEHHOIO Iperapara Uil MEJHIIMHCKOIO INPUMEHEHUs] B IOPSJIKE YCKOPEHHOH IpOLEIyphl SKCIEPTH3BI
JIEKapPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaTheil 26 HacTosero deaepanbHOro 3aKoHa;

4) oKCTIepTU3bI JIEKAPCTBEHHOTO CPEACTBA B OTHOIICHHH JICKAPCTBEHHOTO NIpenapaTa JUisl BETEPHHAPHOTO IIPHUMEHEHHSL.

2. YIIOJIHOMOYCHHEBIN (heiepalbHbIi OpraH MCIOIHUTEIBHOMN BIACTH YBEIOMIIIET B JIEKTPOHHOU (hopMe WK Ha OyMa)KHOM HOCHTENE 3asBUTENS U
9KCIIEPTHOE YUPEKICHHE O NPHHATOM PEIICHHU O BblIaue 3aJaHHil Ha IPOBEJCHHE HKCIEPTHU3, MPELyCMOTPEHHBIX YacThI0 | HACTOSMIEH CTaThH, U B CIydae
HeoOXOAMMOCTH O BbIaue pa3penieHus Ha BBo3 B Poccuiickyto denepaniio KOHKPETHOH MapTHH, CEPUH 3apETUCTPHPOBAHHBIX M (HJIH) He3aper CTPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB WM 00 OTKa3e B IPOBEACHNH IPEAYCMOTPEHHBIX IKCIEPTH3 C yKa3aHHEM IPUYUH TAaKOro OTKa3a.

3. B ciyuae BBIBICHHS OTCYTCTBHS WM HEJOCTOBEPHOCTH HH(GOPMAIMY, COAEpIKAINEHCS B IPENCTaBICHHBIX 3asBUTENCM IOKYMEHTAX,
YIIOJTHOMOYEHHBIH (eiepabHblii OpraH HCIOJHUTENBHON BIIACTH HANpPABIET 3asBUTENIO 3alpoc o0 YTOYHEHHWH STOW HHGpOpMauH (mazee - 3ampoc
YIIOJTHOMOYEHHOTO (peiepallbHOrO OpraHa HCIONTHHUTEIBFHOH BIIACTH), KOTOPBIH MOXET OBITh IepelaH YIIOJIHOMOYCHHOMY HPEICTABUTENIO 3asBHTENS JTUYHO
NOJ PACIUCKy, HANpaBJICH MO IIOYTE 3aKa3HbIM IMCbMOM WM IEepefaH B JICKTPOHHOU (opMe MO TeIeKOMMYHHKAIMOHHBIM KaHalaM CBS3H. B ciydae
HalpaBJICHHs 3arpoca YIMOJHOMOYEHHOTro (eiepalbHOr0 OpraHa HCIIOJHHTEIbHOM BIACTH IO IOYTE 3aKa3HBIM IHCEMOM OH CYHTAETCS IOMYYCHHBIM IO
UCTEYEHMH IECTH THEH ¢ IaThl HANPaBJICHHs 3aKa3HOTO MHChMA.

4. 3asBuTeNns 003aH NPEICTABUTH OTBET HA 3aIPOC YIOTHOMOUYCHHOTO (heAepaJbHOrO OpraHa HCIIOIHUTEIBHOH BIACTH B CPOK, HE MPEBBIMIAIONIIH
JeBstHOCTa pabounx aHeil co aHsA ero momydeHus. Cpok, yka3aHHbIH B yacTh | HacTosIuleil cTaTbH, MPHOCTAHABIMBACTCS CO JHS HANpPaBICHHUS 3asSBHTEIO
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3aIpoca yIoIHOMOYEHHOTO (heZiepalbHOrO OpraHa HCIOIHUTEIBHOM BIACTH JIO JHS IIOTYYEHUS] UM COOTBETCTBYIOILIETO OTBETA.

5. OcHOBaHHEM AN OTKa3a B OPraHU3aIMHU SKCIEPTH3, MPEIYCMOTPEHHBIX YacThIO | HACTOSIIEH CTaThH, SBIETCS MPENCTaBICHHE HEOOXOIMMBIX
JUIsSL TIPOBEJICHUS TIPELyCMOTPEHHBIX SKCIEPTU3 JOKYMEHTOB B HEMIOJIHOM 00beMe HJIM HEIPE/CTaBIICHHE 3asiBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETA HA 3aIpoC
YHOJTHOMOYEHHOTO (heIepaIbHOTO OpraHa HCIIONHUTEIBHONW BIIACTH, a TaKXKE MPEACTAaBICHHE JOKYMCHTOB, HE COAEPIKAIIMX HCYEPIBIBAIOIIETO IIepeyHs
HEOOXOAUMBIX CBEICHHH.

6. Ilpn oTkase B OpraHM3aLMH SKCIEPTH3BI, NPELYCMOTPEHHOH ITyHKTOM 4 wactu | HacTosmIeH CTaThW, JOKYMEHTBI, BXOASIIME B COCTaB
PETHCTPALIOHHOTO JI0ChE Ha JIEKAPCTBEHHBIH Mpernapar Ui BETEPHMHAPHOrO INPHUMEHEHUs, MOIYT OBbITh BO3BPAILCHBI 3asABUTEII0 HA OCHOBAHMH €TI0
MICPMEHHOTO 3aIpoca, HANpaBJICHHOTO B YIIOTHOMOYEHHBIN (efepalabHbIi OpraH HCIOIHUTENBHON BIACTH B TEUCHHE TPHALATH PabOuYMX OHEH co JHA
MPUHATHS YIIOJHOMOYEHHBIM (pe/iepalIbHbIM OPraHOM HCIIOJIHHUTENIBHOMH BIIACTH pelIeHHs 00 OTKa3e B OPraHM3alM{ TaKOi JKCHEPTU3bL. YIOIHOMOYEHHBIH
(enepanbHbIi OpraH HCIOJHUTEIBHON BJIAaCTH BO3BpAIAeT 3asBUTEII0 YKA3aHHbBIC TOKYMEHThl B TEYCHHE AECATH pabouuX AHeil Co JHSA MONyYeHUs
COOTBETCTBYIOIIETO 3aIpoca 3asBUTEIS.

Crarbst 20. DkcnepTusa JOKYMEHTOB, HPEJICTABICHHBIX MJIs ONPENIENICHUS] BO3MOXKHOCTH pPAacCMATpUBATh JIEKAPCTBEHHBIH Ipemapar st
MEINIHHCKOTO IPUMEHEHUS IIPH OCYIIECTBICHHH I'OCYIapPCTBEHHOM PErHCTpaliy B KauecTBe Op(aHHOro JIEKapCTBEHHOTO IIpenapaTa

1. DkcmepTu3a JOKYMEHTOB, MPECTAaBICHHBIX IS ONpENelIeHUs BO3MOXHOCTH PacCMaTpUBATh JIEKApCTBEHHBIN IpemapaT Ul MEAUIUHCKOIO
MPUMEHEHHUs TIPU OCYIIECTBICHUH T'OCYIapCTBEHHOH PErucTpaluu B KauecTBe Op(aHHOIO JIKApCTBEHHOIO Mperapara, COCTaBICHHE KOMUCCHEH 3KCIEPTOB
3aK/II0UEHUs] O BO3MOXKHOCTH HJIM HEBO3MOXKHOCTH DPacCMaTpHUBaTh JIEKAapCTBEHHBIH IpenapaT il MEJUIMHCKOrO IPUMEHEHHUs IpPH OCYHIECTBICHHU
TOCYJapCTBEHHOH PETHCTpAlUH B KadecTBe Op(haHHOTO JICKAPCTBEHHOTO Iperapara U HallpaBlIeHHEe JaHHOTO 3aKIIOUEHUS B YIIOTHOMOUYCHHBIN ()elepatbHbIi
OpraH HCIIOJHUTEIBHON BIACTH OCYIIECTBIISIOTCS B CPOK, HE TPEBBIIAONINK TPULATH PabOUNX JHEH CO JHS HOTy4eHHUs SKCICPTHBIM YUPEKACHHEM 3aJaHUs
YHOJIHOMOYEHHOT0 (heZiepaibHOr0 OpraHa HCIOJHMTENIbHOH BIACTH M B DJIEKTPOHHOH (opMe MM Ha OyMaXKHBIX HOCHTENISAX HEOOXOAMMBIX JOKYMEHTOB,
yYKa3zaHHBIX B ITyHKTax 1, 2, 5, 6, 10 uactu 4 u B wactu 7 crateu 18 HacTosmero denepanbHOro 3aK0OHa.

2. JIoOKyMeHTBI, cofepiKallllecs B PETHCTPAllMOHHOM J0Che Ha JIEKapCTBEHHbIH Mpenapar U HOCTYNUBIIME Ha OyMa)KHBIX HOCUTEJIIX B DKCIIEPTHOE
y4ypexJeHue Ul OCYLIECTBIEHHs UX DKCIEPTU3BI IS ONPEAeNIeH s BO3MOKHOCTU PacCMaTpUBAaTh JIEKapCTBEHHBIH HpenapaT JJisl MEAUIMHCKOIO IIPUMEHEHUS
B Ka4ecTBE Op(haHHOTO JIEKapCTBEHHOTO IpemnapaTa, MOAIeKaT BO3BpaTy B YIOJTHOMOUYEHHBIH (efepalbHbIi OpraH HCIOTHUTEIEHOH BIaCTH OJHOBPEMEHHO C
3aKJII0UYEHUSIMH COOTBETCTBYIOLIMX IKCIIEPTU3.

Crartbs 21. PelieHue 0 BO3MOXXHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN IPErnapaT Npy OCYIIECTBICHUH FOCYAapCTBEHHOM perucTpaluu B KayecTBe
ophaHHOTrO JIEKapCTBEHHOTO IIpernapara

1. B cpok, He HpeBbILIAIOMIMI HATH PabouuX JTHEH CO JHS MOJIY4YEHHs 3aKIIOYEHHs, yKa3aHHoOro B uactu | cratbu 20 Hacrosuiero ®enepaibHOro
3aKOHA, YIOJIHOMOYCHHBI (eaepanbHblii OpraH HCIOJIHUTEIBHOH BIIACTH OCYLIECTBIACT OLICHKY IIONYYCHHOrO 3aKIIOUCHHs Ul ONpEIENCHUS €ro
COOTBETCTBHUSI 33JlaHUIO Ha IIPOBEICHHE COOTBETCTBYIOLIEH IKCHEPTH3BI M YBEIOMIISICT 3asBUTENS B JJIEKTPOHHOW (opMe MM Ha OyMaKHOM HOCHUTENE O
pe3ysbTaTax MPOBEICHHOH SKCIEPTH3bI C MPHIOKEHHEM KOMMH JKCIIEPTHOrO 3aKIFOYeHHs (C COXpaHEHHeM KOH(HICHIMAILHOCTH MH(POPMALMH O COCTABE
JKCIIEPTHOM KOMHUCCHM) H O BO3MOXKHOCTH MJIM HEBO3MOXKHOCTH pAacCMaTpHBaTh JIEKAPCTBEHHBI IpemapaT Mii MEIUIMHCKOrO IPHUMEHEHHs IIpU
OCYILECTBIICHUH TOCYapCTBCHHON PErNCTPalliK B KadecTBE Op(haHHOr0 JICKAPCTBEHHOTO IIperapara.

2. Ilpu BeIHECEHUH KOMHCCUEH DKCIIEPTOB 3aK/IIOUEHHs O BO3MOXHOCTU PacCMaTpUBaTh JIEKapPCTBEHHBIH IpenapaT A1 MEAULUHCKOrO IPHMEHEHH I
NpPH  OCYLICCTBICHHU TOCYJApPCTBEHHOI pPErucTpald B KauyecTBE Op(HAHHOTO JIGKAPCTBEHHOrO Mperapara YIOJIHOMOYCHHBIH (elepalbHblii  opraH
HCIIOJHHUTEIBHOM BIIACTH B CPOK, HE IIPEBHIIAONINK IATH pabo4nX JHel co THS MOIydeHHs JaHHOTO 3aKJIIOYEeHHs, IPHHIMAET PelleHHe O BhIIaue 3aJaHus Ha
NIPOBEJICHHE OKCIEPTH3bl KauecTBa JIEKAPCTBEHHOTO CPEACTBA M OKCHEPTH3bl OTHOIIEHHUS OXKMIAEMOH IONb3bl K BO3MOXKHOMY DPHCKY IPHMEHEHHS
JIEKapCTBEHHOT'O IIpenapaTa Il MEIUIMHCKOIO IPHMEHEHHs B IOPsIKe YCKOPEHHOH MPOIENyphbl SKCIEPTHU3bl JIEKAPCTBEHHOIO CPEJICTBA B COOTBETCTBHU CO
cratbeil 26 Hactosero PenepaabHOTO 3aKOHa.

3. B cioyuae mnpuHATHA peLIeHHS O HEBO3MOXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIH Ipemapar Uil METHIMHCKOTO INPUMEHEHHS IIpu
rOCY/lapCTBEHHON pErnCTpaluyM B KayecTBe OP(HAaHHOIO JIEKapCTBEHHOrO IIpernapara yHOJHOMOYCHHBIN (e/epaibHblii OpraH HCIIOJIHUTEIBHOW BIIACTH
IIpeKpaIaeT Ipounexypy rocyAapCTBEHHON PErHCTPAIHy JIEKapCTBEHHOTO IIperapara. 3asiBUTEIIb BIIpaBe 0OpPAaTUTHCS B PETHCTPUPYIONIHI OpTaH ¢ 3asBICHUEM
0 TOCYIapCTBEHHON pErucTpaliy yKa3aHHOTO JIEKAPCTBEHHOTO NIpernapaTa B COOTBETCTBHU €O cTaThell 18 HacTosmiero denepanpHoro 3akoHa.

Crarbs 22. Yrparuia cuiy ¢ 1 uronst 2015 r.

CraTbs 23. DKcnepTH3a KayecTBa JEKapCTBEHHOTO CPEICTBA M KCIIEPTH3a OTHOIICHUS OXHAAEMOH MOJIB3BI K BO3MOXKHOMY PHCKY NPUMEHEHUS
JIEKapCTBEHHOTO Ipemnapata sl MeJUIIMHCKOTO IPUMEHEHHS

1. DOkcmepTu3a KauecTBa JIEKapCTBEHHOTO CpEACTBA U OKCIEPTH3a OTHOIICHHS OXXHMAAeMOH IONb3bl K BO3MOKHOMY DPHUCKY IPUMEHEHHUS
JIEKapCTBEHHOTO TpenapaTa s MeJUIIMHCKOTO IIPHMEHEHHS, COCTABJICHIE KOMHCCHSIMH SKCIIEPTOB 3aKITIOUCHHH MO Pe3ysIbTaTaM MPOBEICHHBIX SKCIIEPTU3 U
HalnpaBJeHHe 3THX 3aKIIOYEeHUI B YIOIHOMOUCHHBIH (egepanbHblil OpraH HCIOIHUTEIbHON BIACTU OCYIIECTBIAIOTCS B CPOK, HE MPEBBINAIOMIUIA CTa AeCATU
paboyuuX IHEH CO JHS HOMy4eHHUs KCIEPTHBIM YUPEKICHHEM COOTBETCTBYIOLIETO 331aHHs! YIIOIHOMOYEHHOTO (heiepaIbHOr0 OpraHa HCHOIHUTENbHOM BIACTH
¥ HEOOXOIMMBIX JOKYMEHTOB B 2JICKTPOHHOU (popMe MM Ha GyMa)KHBIX HOCHTEISAX.

2. B TedeHue AEBSHOCTA AHEH CO JHS MONYYCHHs PELICHUS YIOIHOMOYEHHOro (hefepanibHOro opraHa MCHOIHHTENBHOI BIACTH O MPOBEACHUH
9KCIIePTU3, MPELyCMOTPEHHBIX YacThio | HACTOAIIEH CTAaTb, 3asBUTEIb MPEACTaBIIeT B HKCIEPTHOE yUpeKIEHUE I MPOBEICHHs SKCIEPTH3bI KauecTBa
JIEKapCTBEHHOT'O CPEACTBa O0pasIbl JIEKapCTBEHHOIO IIpernapara il MEAWIUHCKOTO IPHUMEHEHWs, HPOHM3BEJEHHOIO B COOTBETCTBHH C TPeOOBaHHSIMU
OIIBITHO-IIPOMBIIIIEHHOTO M (WJIM) NPOMBINUIEHHOIO PErJIaMEHTOB, YTBEPXKICHHBIX PYKOBOIHUTENIEM IPOU3BOMUTENS JIEKAPCTBEHHBIX CPEACTB, a TAKXKe B
COOTBETCTBYIOIIHX CIIydasx o0pasisl (hapMalieBTHIeCKoi CyOCTaHIUM, TeCT-IITaMMa MUKPOOPTaHU3MOB, KyJIbTYpPbI KJI€TOK, 00pa3Iibl BEMIECTB, IPHUMEHIEMbIX
JUISL KOHTPOJISL Ka4ecTBa JICKAPCTBEHHOTO CPEACTBA IyTEM CPAaBHEHMSI ¢ HUMHU HCCIIEyeMOro JIEKapCTBEHHOTO CPEICTBA, B KOJMYECTBAX, HEOOXOMMMBIX JUIS
BOCIPOH3BE/ICHHSI METOJIOB KOHTPOJISI KauecTBa.

3. Ilpu momydeHun oOpa3IOB JEKAPCTBEHHOIO Ipemapata u (hapMareBTHYECKOi CyOCTaHIMM SKCHEPTHOE YYPEXKJCHHE BBIIACT 3asBUTEIIO
JOKYMEHT, TOATBEPKAAIONIHI ITOTydeHNe YKa3aHHBIX 00pa3ioB, H B CPOK, He MPEBBIMIAIONIHI TpeX pabounx JHEeH, yBeIOMIIIeT B JJIEKTPOHHON (opMe Wi Ha
OyMa)KHOM HOCHTEJIE 00 3TOM YHOJHOMOYEHHBIH (henepalbHbIIl OpraH UCIOIHUTENBHOI BIACTH.

4. Yxa3aHHbIE B 4aCTsX 2 M 3 HACTOSAIEH CTaThbU CPOK JUIS TIPEICTABIICHUS 3asBUTENEM 00pa3IOB JIEKApCTBEHHOTO Mpernapara 1 hapMaleBTHIecKoi
CyOCTaHITHM U CPOK YBEJOMIICHHUS SKCIIEPTHBIM YUPEXKIEHHEM 00 3TOM Ha OyMaKHOM HOCHTENE YIIOJHOMOYEHHOTO (heaepaJbHOro OpraHa MCIOIHUTENBHOM
BJIACTHU HE BKIIFOYAIOTCS B CPOK TPOBEACHUS DKCIIEPTH3, IPETYCMOTPEHHBIX YacThio | HACTOSIIEeH CTaThu.

5. JIOKyMEHTSI, IIOCTYIHUBIINE B YKCIIEPTHOE YUPEXKICHHE IS IPOBEACHNUS dKCIIEPTU3, IPELyCMOTPEHHBIX UacThbio | HACTOSIIEH CTaThbH, MOATIEKAT
BO3BpaTy B YIOJHOMOYEHHBIH (eiepaibHbIii OpraH HCHOJHUTENBHON BJIACTH OJHOBPEMEHHO C 3aKNIFOYCHHSIMH, ITOTYyYEHHBIMH IO pe3yiIbTaTaM
COOTBETCTBYIOIIHMX IKCHEPTH3.

CraTbs 24. DKcnepTH3a KayecTBa JEKapCTBEHHOTO CPEICTBA U OKCIIEPTH3a OTHOIICHHUS OXKMAAEMOH MONB3bI K BO3MOXHOMY PHUCKY IIPUMEHEHUS
JIEKapCTBEHHOTO Ipernapara Julsl BETepHHAPHOTO IPHMEHEHHS

1. DkcrepTn3a KayecTBa JIEKapCTBEHHOTO CpPEICTBA M OKCIEPTH3a OTHOLICHUS OXXHIAEMON IIONB3bI K BO3MOXKHOMY PHCKY HPHMEHEHHS
JIEKapCTBEHHOTO IIperapara Julsl BeTePHHAPHOTO NPHUMEHEHHUS, COCTAaBICHHE KOMUCCHAMHE 3KCIEPTOB 3aKIIOUEHUH MO pe3ylabTaTaM YKa3aHHBIX AKCIEPTH3 U
HalpaBJIeHUE TAaKUX 3aKITIOUCHUH B YIIOJTHOMOUCHHBIH (efepanbHbli OpraH HCIIOIHUTENBHOM BIACTH OCYIIECTBILIIOTCS B CPOK, HE MPEBBIIAIOIINN CTa AECATH
pabounx IHEH COo IHS MOTYyYeHUs! SKCIIEPTHBIM YUPEKACHUEM 33aHHs YIIOITHOMOYEHHOTO (he/lepabHOTO OpraHa MCIOJHHUTEIBHOH BIACTH C JOKYMEHTaMH,
YKa3aHHBIMHU B yacTh 3 ctathu 17 Hactosmiero deaepanbHOro 3aKoHa.

2. B TedyeHwe TpuauaTH pabOYMX AHEH CO MHS MOJIYYSHUs DPEIICHHs YIIOJTHOMOYEHHOrO (elepaibHOr0 OpraHa HCIOJIHHUTEIBHOH BIIACTH O
TIPOBE/ICHUH YKA3aHHBIX B UacTH | HACTOSIIEH CTaTHH SKCIIEPTU3 3asIBUTENb MPEACTABIIET B OKCIIEPTHOE YUPEKICHHE JUIS IPOBEACHHUS SKCIIEPTU3BI KadecTBa
JIEKapCTBEHHOT'O CPEICTBA 00pa3smbl JICKAPCTBEHHOTO MpemapaTa I BETEPUHAPHOTO HPHMEHEHHs, IPOU3BEIECHHOTO B COOTBETCTBUH C TPeOOBAHHAMHU
TEXHOJIOTMYECKHUX PErJIaMEHTOB, YTBEP)KICHHBIX DPYKOBOAHMTEIEM IIPOM3BOJMTENS JICKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBYIOIIMX CIIyYasx
TEeCT-IITaMMBl MUKPOOPIaHH3MOB, KyJbTYpBl KJIETOK, 00pa3ibl (apMareBTHIECKOl CyOCTaHIMH, 00pa3ibl BENIECTB, IPUMEHSIEMBbIE ISl KOHTPOJS KayecTBa
JIEKapCTBEHHOTO CPEJCTBA, B KOJIIMYECTBAX, HEOOXOJUMBIX JJIsI BOCIIPOU3BEACHUS METOIOB KOHTPOJIS KaUueCTBa.

3. Ilpu momydeHnn oOpa3sLOB JIGKAPCTBEHHOTO IpemnapaTta ¥ (apMaleBTHYECKOW CyOCTaHIMM OJKCIIEPTHOE YUYPEKICHHE BBIAACT 3asBUTEIIO
JIOKYMEHT, IIOJTBEP KAAIOIIHIT TOTy4eHHE YKa3aHHBIX 00pa3loB, U B CPOK, HE MPEBBIIAONINI TpeX pabouuX JHEH, yBeIOMIIIET B MUCbMEHHON (opme 00 3ToM
YIIOTHOMOYEHHBIH (hefepalibHbIil OpraH UCIOIHUTEILHON BIACTH.

4. Cpok i TpEACTaBJICHHs 3asBUTENEM OOpPasLOB JICKapCTBEHHOrO IpemapaTa M (hapMaleBTHUECKOH CyOCTaHLIMM M CPOK YBEIOMIICHHS
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JKCIIEPTHBIM YUPEKACHHEM 00 3TOM B MHCHMEHHOW (hopMe YIOTHOMOUCHHOTO (heAepaabHOrO OpraHa HCHOIHUTENBHON BIACTH, yKa3aHHBIC B YacTsIX 2 H 3
HACTOSIMICH CTaThH, HE BKIIIOYAIOTCS B CPOK IPOBEIEHNUS YKA3aHHBIX B YaCTH | HAacTOSIIEH CTaThH SKCIEPTH3.

5. JIoKyMeHTBbI, IOCTYIIUBIINE B OKCIIEPTHOE YUPEKACHUE I IPOBEIEHNUS YKa3aHHBIX B uacTH | HacTosMIel cTaTbH 3KCIEPTH3, MOAJIEKAT BO3BPATY
B YIOJIHOMOYEHHBII (heiepaIbHbIi OpraH HCIONTHUTEIBHON BIACTH OZHOBPEMEHHO C 3aKJIFOYECHUSIMH IO Pe3yIbTaTaM YKa3aHHBIX SKCIICPTH3.

CraTtbs 25. [IoBTOpPHOE IPOBEACHUE IKCIIEPTU3HI JEKaPCTBEHHBIX CPEICTB

1. B cimywasx HeOCTaTOYHOH OOOCHOBAHHOCTH MJIM HEIOJHOTBI 3aKIIOUCHHS KOMHCCHM S3KCIICPTOB, HAJIUYUS B HEM IPOTHBOPECUMBBIX NAHHBIX,
(anbcuduKanun BBIBOJOB 3KCIEPTH3bl JIGKAPCTBEHHOIO CPEJCTBA, COKPBHITUS OT YIOJHOMOYEHHOro ()elepaJbHOr0 OpraHa HCIHOJIHHTEIbHOH BIACTH
OCHOBaHHMII JUI1 OTBOZA DKCIIEPTA BCIEACTBHE €T0 3aHHTEPECOBAHHOCTH B PE3yJIbTaTaX COOTBETCTBYIOIIEH JKCIEPTH3bI, HATHYUS JAHHEIX O MPSIMOM JHOO
KOCBEHHOM BMEILATENIbCTBE B IPOLECC COOTBETCTBYIOIIEH SKCIEPTU3BI JIMI, HE YYacTBYIOUIUX B €€ IPOBEICHHMH, HO OKA3aBIIUX BIMSHUE Ha IIPOLECC U
pe3yNbTaThl €€ HPOBEJCHMS, YIOIHOMOYCHHBIM ()eaepaibHbIM OPraHOM MCIIOJIHUTEIBHON BIIACTH HA3HA4YaeTCss HMOBTOPHAs SKCHEPTH3a JIGKapCTBEHHOTO
CpeICcTBa U (WIH) dTHYECKask OKCIIePTU3a.

2. INoBTOpHAs SKCHEPTH3a JIEKAPCTBEHHOIO CPEICTBA MPOBOAUTCS C y4ETOM PE3yJIbTaTOB paHee NPOBEAEHHOH SKCIEPTU3bI B CPOK, YCTAHOBJICHHBIH
YHOJIHOMOYEHHBIM (pe/iepabHbIM OPraHOM MCHOJHHUTENBHON BIACTH M HE MPEBBINIAIOMNNA TPUALUATH pabO4YMX JHEH CO IHS HOIYy4eHHs SKCICPTHBIM
yUpexJeHHeM 3aJaHHs Ha IPOBeeHNE IOBTOPHOM YKCIEPTH3EI JISKAPCTBEHHOTO CPEJICTBA.

3. ®duHaHCOBOE OOECIIeUeHNE BBINOIHEHHS 3aJaHUsI Ha IIPOBE/IEHUE IIOBTOPHOM DKCIIEPTU3bI IEKAPCTBEHHOTO CPEACTBA HE OCYLIECTBIISETCS.

Craths 26. YCcKOpeHHas poLeypa 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB

1. YckopeHHast mponeypa SKCIEepTH3bI JISKAPCTBEHHBIX CPECTB B E/SIX TOCYAAPCTBEHHON PETHCTPAIUH JICKAPCTBEHHBIX PENapaToB IPHMEHSETCS
B OTHOLICHUH OP(aHHBIX JICKAPCTBEHHBIX HPEMNapaToB, IEPBBIX TPEX JEKAPCTBEHHBIX NPEHApaToB, PerucTpupyeMblx B Poccuiickoit ®denepannu B KauecTe
BOCIPOHM3BE/ICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEHOCTh KOTOPHIX OINpeNesAeTcsi B COOTBETCTBUM C HOMEPOM M IaTOH BXOAAIIMX 3asBICHUH O
TOCYJapCTBEHHON pEricTpali JIeKapCTBEHHBIX IPEHNapaToB B paMKaX OMHOTO MEXKTYyHApPOJHOTO HENAaTeHTOBAHHOIO HAMMEHOBAaHHS JIEKapCTBEHHOTO
rpenapara WM IPYNIMPOBOYHOIO HAUMEHOBAHUs JIEKAPCTBEHHOIO MpenapaTa, U JIEKAPCTBEHHBIX MNPENapaToB, NpPeJHAa3HAYEHHBIX HMCKIIIOYMTENBHO Il
[IPUMEHEHUs HECOBEPILIEHHOIETHUMU I'PaXKJaHAMH.

2. YckopeHHasl IpolLeypa SKCIEPTH3bl JEKapCTBEHHBIX CPEICTB B LEIAX TOCYJapCTBEHHOH PErHCTpPalliy JIEKapCTBEHHBIX IperapaToB He
MIPUMEHSIETCS B OTHOLICHUH:

1) GroananoroBeix (61OMOTOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (010aHaIOroB);

2) pecepeHTHBIX JIeKapCTBEHHBIX NIPENapaToB (3a HCKII0UeHNEM Op(aHHbIX JIEKapCTBEHHBIX NPENapaToB);

3) BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX IIPENapaTroB (3a MCKIIOYEHHMEM IEPBBIX TPEX perucrpupyembix B Poccuiickoid Denepauun B KayecTBe
BOCIPOHM3BE/ICHHBIX J€KaPCTBEHHBIX IIPENapaToB H JIeKapCTBEHHBIX [IPENapaToB, IPeIHA3HAUYCHHBIX HCKIIOUUTEIbHO UL IPHMEHEHHS HECOBEPIICHHOIETHUMU
rpakIaHaMH);

4) HOBBIX KOMOMHAIMH 3apErHCTPUPOBAHHBIX PaHEE JEKAPCTBEHHBIX MPENApaTOB;

5) nekapcTBEHHBIX MPENapaToB, 3apPerCTPHPOBAHHBIX PaHEE, HO IPOU3BEICHHBIX B JIPYIUX JEKAPCTBEHHBIX (hOPMAX B COOTBETCTBHH C IIEPEUHEM
HaMMEHOBAHHI JIeKapCTBEHHBIX (JOPM U B HOBOH JIO3HPOBKE.

3. YcKkopeHHas npoLeaypa SKCIEPTH3bI JEKAPCTBEHHBIX CPEICTB IPOBOAUTCS MO PEIICHHIO COOTBETCTBYIOIIETO YIIOIHOMOYECHHOIO (hefiepaabHOro
OpraHa UCIIOJHMTEIBHONM BIIACTH HAa OCHOBAHUM 3asBJICHUS 3asBHTEI B CPOK, HE HPEBBINAIOMINN BoCbMHIECATH padouux aHed. Ilpu sTom skcmepTusa
JIOKYMEHTOB, COJEPIKAINXCsl B PErHCTPAllMOHHOM JIOChE Ha JICKapCTBEHHBIH Iperapar, MPOBOAUTCS B CPOK, HE NPEBBILAIOIMN NECATH pabounmx IHEH,
JKCIIEPTU3a KAa4eCTBa JIEKapCTBEHHOTO CPEACTBA U DKCIIEPTU3a OTHOIIEHHUSI 0KHAeMOM MOMIb3bl K BO3MOKHOMY PHCKY IPUMEHEHUs 1eKapCTBEHHOro Ipernapara
MPOBOAATCS B CPOK, HE NPEBBIIAIOLINI HIECTUAECITH PabOUnX JHEH.

3.1. B orHOImIeHNH Op(haHHBIX JEKapCTBEHHBIX IPENapaToB MOTYT OBITh NIPECTABIEHEI PE3YJIbTAThl JOKIMHHIECKHUX HCCIECIOBAHNI JeKapCTBEHHBIX
CpeICTB U KIMHUYECKUX UCCIIeJOBAHUI JeKapCTBEHHBIX NIPEMNapaToB UL MEAUIIMHCKOTrO IIPUMEHEHHS, BHIIOJIHEHHBIX 3a npenenamu Poccuiickoit ®enepanuu B
COOTBETCTBMU C TMPABUIIAMH HaJIeXkKalIel Ja00paTOpHOI NPaKTUKHU U TpaBUIIaMU HaJIekKalleld KITMHUYECKOH PaKTUKY.

4. YckopeHHas Tpoleaypa dKCIepTU3bl JIEKAPCTBEHHBIX CPEJCTB MPOBOJUTCS B MOPSIKE, YCTAaHOBIEHHOM cTaThsivu 17 - 20, 23 u 24 Hacrosimero
denepalabHOro 3aKOHa, U HE 03HAYaeT CHI)KCHMSI TpeOOBaHMI K O€30MaCHOCTH, Ka4eCTBY U 3((EKTUBHOCTH JICKAPCTBEHHBIX MPEIApaToB.

Crartbs 27. Pelienue o rocy1apcTBEHHON perucTpaluy JEKapCTBEHHOrO Ipernapara

1. B cpok, He IpeBHIIAIOMINHA JecsATH pabouX JHeil co THS MONyJeHNUs 3aKIIOYeHHH KOMUCCHH 3KCIIEPTOB 110 Pe3yiIbTaTaM 3KCIIEPTH3Bl KauecTBa
JIEKapCTBEHHOTO CPEICTBA U SKCIIEPTU3BI OTHOIICHHS 0XKUAAEMOH MOJb3bI K BO3MOXKHOMY PUCKY IPHUMEHEHUs JTeKapCTBEHHOTO Mpernapara, COOTBETCTBYIONIHI
YIIOJTHOMOYEHHBIH (heiepalibHbIi OpraH UCHOJIHUTENBHOM BIACTH:

1) pa3meniaer Ha cBoeM O(HIHAIBHOM caiiTe B ceTH "MHTepHeT" cOOTBETCTBYIOIINE 3aKIIOUEHHST KOMUCCHHI SKCIIEPTOB U OCYIIECTBISIET UX OLIEHKY
UL OLIpeIeIeHUs] COOTBETCTBUS 3aJaHHIO Ha IPOBEICHNE ATHX IKCIEPTH3;

2) mpuUHHMMaeT pelIeHHe O TOCYAapCTBEHHOW PETHCTpalldH JIeKapCTBEHHOTO IIpemapaTa HIM 00 OTKaze B TOCYJapCTBEHHOW PpErHCTpaluu
JIEKapCTBEHHOTO IpeTapara;

3) BHOCHUT IIpH IIPUHATHH PELIEHUs] O FOCYIapCTBEHHOH perncTpanuy JeKapCTBEHHOTO MpenapaTa JaHHbIE O 3apErUCTPHPOBAHHOM JICKAPCTBEHHOM
mpenapare, B TOM 4ucie 0 (apMareBTHUecKol CyOCTaHIMH, BXOIAIIEH B COCTaB JEKapCTBEHHOTO IIperapara, B FOCyIapCTBEHHBIH PeecTp JeKapCTBEHHBIX
CPeICTB M BBIACT 3asBHTENIO PETHCTPAIMOHHOE YHOCTOBEPEHHE JICKAaPCTBEHHOTO Iperapara, (opMa KOTOPOTO YTBEP)KHAETCS YHOJHOMOYEHHBIM
(enepaybHEIM OpraHOM HCIOIHUTENIBHON BIIACTH, COITTACOBAHHBIC HOPMATHBHYIO JOKYMEHTAIINIO, HOPMATHBHEINA JOKYMEHT, HHCTPYKIHIO IO TIPUMEHEHUIO
JIEKapCTBEHHOTO IIperapaTa U MaKeThl NEepBHYHOIN YNAaKOBKH M BTOPHYHOH (IIOTPeOHTENbCKOH) YMAaKOBKH C yKa3aHHEM Ha HHUX HOMepa PETHCTPAIl[IOHHOTO
YIOCTOBEPEHHsI JIEKApCTBEHHOTO IIperapara M JaThl ero rocyIapCTBEHHOH PErHCTpaldy WM B Clydae NMPHHATHS PelIeHHs 00 OTKa3e B TroCyJapCTBEHHOMH
pETUCTpaniy JIGKapCTBEHHOTO IIpenapaTa yBeIOMIISET B IHMCBMEHHOH (opMe 3asBHTENs 00 3TOM C yKa3aHMeM IpPHYMH TAaKOro OTKasa. 3a BhIgady
PETUCTPAMOHHOTO yIOCTOBEPEHHUS JIEKapCTBEHHOTO Ipernapara B3HMAeTCsl TOCyJapCTBEHHAsl MOIUIMHA B COOTBETCTBHU C 3aKOHOJATelILCTBOM Poccuiickoit
®enepanun o Hayorax u cbopax.

2. OCHOBaHHEM I OTKa3a B TOCYHAPCTBEHHOW PETHCTPALlMH JIEKAPCTBEHHOTO IperiapaTa JUlsi MEAUIIMHCKOTO IPUMEHEHHUS SIBIISIETCS 3aKITI0UeH e
COOTBETCTBYIOIIETO YIOJIHOMOYEHHOrO (heZiepaJbHOr0 OpraHa HCHOJIHHTENIBHOH BIACTH O TOM, YTO Ka4yecTBO M (M) 3(Q(EKTHBHOCTH PErHCTPUPYEMOTO
JIEKapCTBEHHOTO IIpenapaTa UIsi MEJUI[MHCKOTO HPHMEHEHHs He INOATBEpXKCHBI IOMyYCHHBIMH JaHHBIMH WM YTO PUCK NPUYMHEHHS Bpega 3I0POBBIO
YeJioBeKa BCIEACTBUE IpHUeMa JISKapCTBEHHOTO Ipernapara Ik MeIMIHCKOTO MPUMEHEHHUsI NpeBhIaeT 3G (heKTHBHOCTD €T0 NPUMEHEHHS.

3. [NoBTOpPHOE MpEACTABICHHE B COOTBETCTBYIOIINIT YITOJTHOMOYEHHBIH (heiepalibHblid OpraH UCIOJIHUTENIBHOM BIAaCTH JIEKapCTBEHHOTO Ipernapara, B
OTHOLIGHWH KOTOPOTO IIOIy4eH OTKa3 B TOCYNapCTBEHHOW DETHCTPAlMM M KOTOPBI BIOCICACTBHY IIOABEPrCsS W3MEHEHHIO B YaCTH €ro COCTaBa,
paccMaTpuBaeTcs Kak IIPEACTABICHHE HOBOTO JICKAPCTBEHHOTO IIperapara Ha ero TrOCYyHapCTBEHHYIO DPETHCTPAIMIO HE3aBHCHMO OT COXPAaHEHHsS ero
TIEPBUYHOTO HAMEHOBAHHS.

4. Ilpy NpenoCTaBICHUH 3asBUTENIEM B COCTaBE PETHCTPALMOHHOIO JIOChE HA JICKAPCTBEHHBIN Mpenapar Juisl BETEPHHAPHOTO NPUMEHEHHUS KOITHH
PEIICHNUs] YIIOITHOMOYEHHOTO (pe/iepabHOro OpraHa MCIOJIHHTEIBHOM BIAaCTH O TPOBEACHUH WHCIIEKTUPOBAHUS IIPOU3BOIHUTENS JEKAPCTBEHHBIX CPEICTB CPOK
TIPUHATHS PElIeHHs O TOCYJapCTBEHHOH PETHCTPAIMH JIEKAaPCTBEHHOTO Mpernapara A BeTepHHAPHOTO IPUMEHEHHS! IPHOCTAHABINBACTCS CO JTHS MOIyIeHUS
3aKITIOYCHUH, YKa3aHHBIX B YacTH | HACTOSIIEH CTaThH, IO AHS NMPUHATHS YHOJHOMOYEHHBIM (eiepaibHBIM OpPraHOM MCHOJHUTEIBHON BIACTU PEIICHUS O
BBIJa4e¢ WIM 00 OTKa3se B BBIAYEe 3aKIIOYEHHS O COOTBETCTBHU IPOM3BOIMTENS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM IIPaBWII  HaIexkKaIen
MIPOU3BOACTBEHHON NPAKTUKH, HO HE O0JIee 4eM Ha CTO BOCEMBJIECST pabOUNX AHEH.

5. OcHOBaHMEM JUIsl OTKa3a B TOCYAPCTBEHHOW PErMCTpalliyi JEKapCTBEHHOTO MpernapaTa i BETEPHHAPHOTO IPUMEHEHHS SIBIISIETCS 3aKIIIOUCHHE
YIIOJTHOMOYEHHOTO (he/iepaIbHOr0 OpraHa HCHOJNHUTENBHON BIACTH O TOM, YTO Ka4yeCcTBO U (WIH) 3((EKTHBHOCTh PETHCTPUPYEMOTO JIEKapCTBEHHOTO
mpenapara JUisl BeTepHHAPHOIO IPUMEHEHHUSI He MIOATBEPKICHBI IOTyYeHHBIMH JAHHBIMU MM YTO PHCK HPHYMHEHUS Bpesia 3[0POBbIO XKUBOTHOTO BCICICTBHE
TpueMa JIEKapCTBEHHOT'O Tperaparta Uil BEeTepHHAPHOTO MPUMEHEeHNs MpeBbIlaeT 3G(HEeKTHBHOCT €ro MPUMEHEHHs, 0TKa3 YIIOJIHOMOYEHHOTO (eepatbHoro
opraHa WCIOJHUTEIHON BJAacTH B BbIJadye 3aKIIOYCHUS O COOTBETCTBUM IPOM3BOAMTEINS JIGKAPCTBEHHBIX CPEACTB TPEOOBAaHMSM IIPABHI HaJIexariei
TIPOU3BOACTBCHHON NMPAKTUKH IS KOKIOH MPOU3BOACTBEHHOH ILIOMIAAKK PETHCTPHPYEMOrO JIEKapCTBEHHOTO Mpenapara A BeTepHHAPHOTO MPHMEHEHUS B
cllydae, eClIi HPOHM3BOJCTBO JIGKAPCTBEHHOTO Iperapara Il BETEPUHAPHOIO NPHMEHEHMs OCYIIeCTBIsIeTcs 3a mpenenamu Poccuiickoit enepamyn, Wi
OTCYTCTBHE TaKOI'0 3aKIIOUEHHS.

Cratbs 27.1. B3anMo3aMeHseMOCTh JIEKapCTBEHHBIX IIPEIapaToB I MEIUIIMHCKOIO IPHMEHEHHS

1. B3auMo3aMeHsEMOCTb JIGKAPCTBEHHBIX MPENapaToB Uil MEAMIMHCKOrO MPUMEHEHHS ONPENEISIeTCS YIOTHOMOYCHHBIM (heAepaNbHBIM OPraHOM
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HCTIOJHHUTEIBHOH BIACTH, OCYIIECTBIIONINM IrOCYyIapCTBEHHYIO PETHCTPAIHIO JIEKapCTBEHHBIX MIPEMapaToB Ul MEAUIIMHCKOTO IPHMEHEHHS, B paMKaX OIHOTO
MEXIYHApPOIHOTO HEMATEHTOBAHHOTO (MM XUMHUYECKOTO, WIH TPYIIHPOBOYHOI0) HANMEHOBAHHS Ha OCHOBE 3aKIIOYECHUS KOMUCCHH JKCIEPTOB KCIEPTHOIO
YUPEKICHHUS O B3aMMO3aMEHSEMOCTH JIEKapCTBEHHOrO IIpernapaTta Ul MEJMIMHCKOrO INpPHMEHEHUs JMOO O TOM, YTO JIEKapCTBEHHBIH Npemapar it
MEIUIMHCKOrO MPUMEHEHUsI HE sSBJIAETCS B3aMMO3aMeHsieMbIM. [1ops/iok onpesieeHus B3aMMO3aMEHAEMOCTH JIEKapCTBEHHBIX NPENapaToB JIsl MEAUIIMHCKOIO
npuMeHeHus ¥ (opMa 3aKITI0UEHUS] KOMUCCHHU SKCIIEPTOB DKCIIEPTHOTO YIPEXKICHHS O B3aHMO3aMCHIEMOCTH JIEKapCTBEHHBIX NIPENapaToB AT MEIUIIMHCKOTO
HNpPUMEHeHHs JMOO O TOM, YTO JICKApCTBEHHBIH Mpemapar i MEAWIHHCKOrO IIPUMEHEHUS HE SBISIETCS B3aHMO3aMEHSAECMBIM, YCTAaHABIMBAKOTCS
IIpaBurenscTBom Poccuiickoit ®eneparmu.

2. Komucens 9KCHepToB SKCIEPTHOTO YUPEKACHHUS OaeT 3aKIIOYEHHEe O B3aHMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO IpemapaTra ATl MEAULIUHCKOTO
IIpUMeHeHus! 1u00 O TOM, YTO JEKapCTBEHHBIH IpenapaT Ajas MEIULUHCKOTO NPUMEHEHHUs He SBJIAETCS B3aHMO3AMEHSEMbIM, HA OCHOBAHUM CIEHYIOIIHX
KpHUTEpUEB (XapaKTEPUCTHK):

1) sKBHBameHTHOCTh (U1 OHOAHANIOTOBBIX (OMOMOJOOHEIX) JIEKAPCTBEHHBIX IpenapaToB (OHOAHAIOrOB) - CONOCTaBHMOCTH) KaueCTBEHHBIX H
KOJIMYECTBEHHBIX XapaKTEPUCTUK (papMalleBTUYECKUX CYOCTaHLMH MM CONOCTaBMMOCTb AHTHI'€HHOIO COCTaBa BAaKIMH. VICronb30BaHHE pPasIUYHBIX COJCH,
3(UpOB, KOMILUIEKCOB, H30MEPOB, KPUCTAIUIMYECKUX (OPM U APYrHX IPOU3BOJHBIX OJHOIO U TOrO K€ ACHCTBYIOLIErO BEIIECTBA HE SABISACTCS MPENSATCTBUEM
JUISL OTIpEeIeTIeHHs] B3aUMO3aMEHIeMOCTH JICKAPCTBEHHBIX NIPENapaToB, €CIH IPH IPOBEAECHUH UCCIISOBAHMS OHOYKBHBAICHTHOCTH JIEKApPCTBEHHOTO IIperapara
MM HCCIEIOBAaHUS TEPaleBTUYECKOH OKBHBAJICHTHOCTH JIEKAPCTBEHHOIO Ipenapara JOKa3aHO OTCYTCTBUE KIMHHYECKH 3HAUMMBIX pasIH4uil
(apMakoKHHETHKH U (1K) 3 PEeKTHBHOCTH 1 6€30MaCHOCTH JIEKAPCTBEHHOTO Mpenapara s MeJHIIHCKOIO NPHMEHEHHS;

2) SKBHBAJICHTHOCTb JEKapcTBEHHOI (opMbl. [1ox SKBHBaJICHTHBIMH JE€KapCTBEHHBIMH (POpMaMH IIOHHMAIOTCS pasHbIE JIEKApCTBEHHEIE (HOPMEL,
HMEIOIME OJMHAKOBBIC CIIOCOO BBEJCHUS M CIOCOO HPHUMEHEHHs, OO0NAJalolMe CONOCTABUMBIMHU (HapMAKOKMHETHYECKIMH XapaKTEPUCTHKAMH U
(hapMaKoJIOTHYECKUM JACHCTBUEM M 00ECICYMBAIOIINE TAKXKE JOCTIKCHHE HEOOXOMMMOro KIMHHYecKoro sddekra. Pasimnums nexapcTBeHHbIX (GopM He
SIBJIIIOTCSI MIPETIATCTBUEM UL OIpe/ielIeHNs] B3aUMO3aMEHIEMOCTH JICKAPCTBEHHBIX NIPErapaToB, €CIH IPH NPOBEAECHUH HCCIICIOBAHHMS OMOIKBHBAIICHTHOCTH
JIEKapCTBEHHOT'O IIpenapara WU UCCIIEJOBaHHs TepaleBTUYECKOH SKBUBAJIEHTHOCTHU JIEKAPCTBEHHOIO IIpenapaTa J0Ka3aHo OTCYTCTBUE KIMHUYECKU 3HAUUMBIX
paznuuuii GpapMakoKMHETUKH U (11H) 3GhEeKTUBHOCTH U OE30IIACHOCTH JICKAPCTBEHHOT'O IIpenapaTa s MEAULMHCKOTO IPUMEHEHHS;

3) SKBHMBAJIEHTHOCTb WJIM COIIOCTABHMOCTb COCTaBa BCIIOMOTaTENBbHBIX BEIIECTB JEKApCTBEHHOIO IIpemapara Al MEIUIMHCKOrO NPHUMEHEHHS.
Paznuuusa cocrtaBa BCHOMOraTeNbHBIX BEIIECTB JIEKAPCTBEHHOIO IpenapaTa HeE SBIIIOTCA MPEISTCTBHEM JUIsl OIpEAeNieHHs B3alMMO3aMEHSEMOCTH
JIEKapCTBEHHBIX IIPENapaToB, €CIM IPH NPOBEICHUH MCCIIEN0BaHUs 6MO’KBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Hperapara WIH HUCCIEOBAHHS TepaleBTHYeCKOn
9KBHBAJICHTHOCTH JIEKApPCTBEHHOI'O IIpeIapaTa JOKa3aHO OTCYTCTBHE KIMHMYECKH 3HAYMMBIX Pa3nuuuil (apMakOKMHETHKH M (W) 3(QQGEKTHBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOTO IpenapaTa Jull MEIMLUUHCKOro NpuMeHeHus. [Ipy HaluuyuM KIMHUYECKH 3HAYMMBIX Pa3siu4yuil (papMakOKMHETHKUA U (WIIN)
s¢¢dexTuBHOCTH U 0€30MacHOCTH JIGKAPCTBEHHOIO Mpernapara Uil MEIMIMHCKOrO INPHMEHEHHS B3aMMO3aMEHSIEMOCTb OIpPEENsAeTCs € YKa3aHHEeM Ha
HCKJIFOUEHHE OT/eIbHBIX IPYII HaIleHTOB;

4) MIEHTUYHOCTH crioco0a BBEACHUS U Crioco0a MPUMEHEHUS;

5) cOOTBETCTBHE NPOU3BOAUTENS JIEKAPCTBEHHOIO CPEACTBA TPEOOBAHUAM MPABHJI HAUIEKAILEH IPOU3BOACTBEHHON IIPAKTUKH.

3. Onpezenenne B3aNMO3aMEHSEMOCTH BOCIIPOM3BEICHHBIX JICKAPCTBEHHBIX NPENapaToB Il MEIUIMHCKOTO NMPUMEHEHHs, YKa3aHHBIX B dacti 10
cratbk 18 HacTosero denepaibHOro 3aKOHA, OCYILECTBIIETCS 0e3 HEOOXOIMMOCTH JJ0Ka3aTeNIbCTBA UX OMOIKBUBAIEHTHOCTH.

4. OcoOeHHOCTH ONpEeAeNeH s B3aUMO3aMEHAEeMOCTH OHOIOTMYECKHX JIEKaPCTBEHHBIX MIPerapaToB, KOMOMHIUPOBAHHBIX JIEKAPCTBEHHBIX IPEIapaToOB
(comepkamyx KOMOWHAIMIO ABYX U OoJyiee NEHCTBYIONIMX BELIECTB), JICKAPCTBEHHBIX IPENAapaToB UL MapeHTepaabHOIO IUTAHMS M HEZ03MPOBAHHBIX
JIeKapCTBEHHbBIX TperapaToB ycTaHapiauBatoTcs [IpasurensctBom Poccuiickoii denepanyu.

5. OmpeneneHue B3aUMO3aMEHSEMOCTU HE OCYIIECTBIIAETCS B OTHOLIGHWH JIGKAPCTBEHHBIX PACTUTENBbHBIX MPENapaToB, IOMEONATHUECKUX
JIEKapCTBEHHBIX IPENapaToB.

6. dopmupoBaHUE ITEPEYHs B3aHMO3AMEHSIEMBIX JIEKAPCTBEHHBIX IPENapaToB A MEIHIHHCKOTO MPHUMEHEHHUs OCYLIECTBIIIETCS DKCIIEPTHBIM
yupexaeHueM HOCPEACTBOM O0beIHHEHHs JIEKAPCTBEHHBIX IPENapaToB B OT/ENbHbIE IPYIIBI, B KaXJ0H U3 KOTOPBIX JIEKAPCTBEHHbIE NIPENapaTsl SBILIOTCS
B3aHMO3aMEHIEMBIMHU.

7. B ciyyae BKIIOUGHHA B HHCTPYKLHIO IO MEIMIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIperapaTa Ha OCHOBAaHMH pe3yJIbTaToB
COOTBETCTBYIOIUX UCCIIEIOBAHUI TOKA3aHUH A1 IPUMEHEHNUs], KOTOpble OTIMYAIOTCs OT MOKa3aHUH 1y IPUMEHEHUs! IPYTUX JIEKapCTBEHHbIX IIPENapaToB U3
TPYIIIBl B3aHMO3aMEHSIEMBIX JICKAPCTBEHHBIX IPEnapaToB, B IepedyHe B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX MPENapaToB ULl MEIHIIMHCKOTO IPUMEHEHUS
JIOJDKHA OBITh yKa3aHa COOTBETCTBYIONIAsE MH(pOpMALIHSL.

8. Ilepeuens B3aHMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MIPENapaToB s MEAULUHCKOTO MPUMEHEHHUs pa3MelIaeTcs YIOIHOMOUCHHBIM (eepanbHbIM
OpraHoOM HCHOJHUTENIBHON BIACTH, OCYIIECTBILIFOIINM T'OCYAApCTBEHHYIO PETHCTPAIUIO JIEKAPCTBEHHBIX INPENapaToB JUI MEIHUIIMHCKOTO NPHMEHEHHs, Ha
cBoeM odurnansHoM caiite B cetd "MuTtepHer". MH(opMmaus B nepedHe B3auMO3aMEHSEMbIX JIEKaPCTBEHHBIX MPENapaToB Il MEIUIUHCKOTO MTPUMEHEHUS
OOHOBIIsICTCSL yKa3aHHBIM (heCpPANbHBIM OPraHOM HCIIONHUTEIBHOW BIACTH C YYETOM HOBBIX 3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB IJIs
MEUITHHCKOrO IPHMEHEHHs] U BHECEHHBIX M3MEHEHHWH B JIOKYMEHTHI, COJepIKalliiecs B PErHCTPAlIOHHBIX J0Che Ha 3apericTPHpOBAHHBIC JIEKapCTBEHHbBIE
TIpenaparsl ISl MEAULIUHCKOTO IPUMEHEHUSL.

9. Ilopsox MUCHONB30BaHUS HHGOPMAILUU O B3aUMO3aMEHsSEMBIX JEKapCTBEHHBIX Iperaparax Ul MeIUIMHCKOTO HPUMEHEHHUs U MOPSIOK Jauu
Pa3bICHEHMII IO BOIPOCAM B3aHMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX MPENapaToB Ul MEIHUIMHCKOTO IPHMEHEHHUs YCTaHaBIMBAlOTCs IIpaBHTENBCTBOM
Poccuiickoit ®enepanyn.

Crarbs 28. PeructpaiiioHHoe yJ0CTOBEPEHHE JICKAPCTBEHHOT'O Mpenapara

1. PerucrpanyionHoe ynoCTOBEpEHHE JISKAPCTBEHHOTO IIperapara ¢ yKa3aHHeM JIEKapCTBEHHBIX (OPM M IO3MPOBOK BEIIAETCS OECCpOdYHO, 3a
HCKIIFOYEHHEM PEruCTPAliOHHOIO yIOCTOBEPEHHUS JISKAPCTBEHHOTO IIperapara, BBIaBaeMOro cO CPOKOM JEeHCTBHS IIATh JIET, HA BIIEPBBIE PETUCTPUPYEMBIE B
Poccuiickoit @enepanyy nekapcTBEHHbIC TPENapaThl.

2. Ilo ucTeueHNH yKa3aHHOTO B 4YacTH | HACTOSINEH CTaThbH CpOKa BBEITAeTCS OECCPOYHOE PETHCTPAIMOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOTO
npenapara IpH YCIOBHH HOATBEPIKACHUS €0 FOCyJapCTBEHHOM PEricTparym.

3. B cimyuae BHeceHMsI B COOTBETCTBHU cO cTaThaMu 30 u 31 HacTosimero denepaabHOTO 3aKOHA U3MEHEHHUH B COIEPIKAIIUECS B PETUCTPALIOHHOM
JOChe Ha 3aperHCTPUPOBAHHBINA JIEKApPCTBEHHBIM IperapaT MOKYMEHTHI, 3aTpardBalONIUX CBEICHMS, OTPaKEHHBIE B PETHCTPALIOHHOM yIOCTOBEPEHHU
JIGKapCTBEHHOTO TIperapara, YIOJIHOMOYEHHBIH (efepaibHbIi OpraH WCIOJHUTENBHON BIACTH BBIIACT HOBOE PETHCTPALMOHHOE YIOCTOBEpPECHHE
JIeKapCTBEHHOTO IIpeTapara, Coeprkallee BHECEHHBIC B HETO U3MEHEHUSL.

4. B ciy4ae yTpaThl WIM HOBPEXKICHHS PETHCTPAMOHHOTO YAOCTOBEPEHUs JEKapCTBEHHOTO MpenapaTta IO 3asBICHHIO B IHCHMEHHOH (opme
JepKaTeNnsl WM BIIaJeNblia PEerHCTPAlMOHHOTO YJOCTOBEPEHHMS JICKAPCTBEHHOTO Ipernapara Wi YIOJHOMOYSHHOTO MMM APYToro IOPHIMYECKOro JIMHA O
BbIJJa4e TyOIHKaTa PErHCTPALIOHHOIO yIOCTOBEPEHNUS JIEeKapCTBEHHOIO Ipernapara yHOIHOMOYCHHBIH (eepanbHblii OpraH UCHOIHUTEIFHON BIACTU B CPOK,
HE NPEeBBIIIAIONIHIT IECSITH pabourX JHEH CO JHS MOCTYIUICHHS 3asBJICHUS, BBIIACT TYONMKAT PErHCTPAIMOHHOTO YOCTOBEPEHHUS JISKAPCTBEHHOTO Mperapara.
3a Belmauy JAyOnmKata PerucTPalOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOTO Iperapara B3WMaeTcsi TOCy[JapCTBEHHAs MOIUIMHA B COOTBETCTBUHM C
3aKoHOaTebcTBOM Poccuiickoit denepanuu o Hajorax u coopax.

Crartbs 29. [ToaTBepxaeHNE rOCyJapPCTBEHHON PErUCTpaliuy JIEKapCTBEHHOTO Npenapara

1. IloaTBeprKIeHNE TOCYIapCTBEHHOIN PEricTpalyy JEKapCTBEHHOIO Iperapara OCYLIECTBISETCS IPU BbIJadye OSCCPOYHOrO PErucTPayioHHOTO
YOOCTOBEpEHHs JICKApCTBEHHOIO IIpemapara B Clydae, YKa3aHHOM B dacTu 2 cTaThu 28 HacTosmero demepaabHOr0 3aKOHA, B CPOK, HE NPEBBIIIAIONTHIL
LIECTUIECITH pabodyMX JHEH €O JHS IOMYy4YEHHs] COOTBETCTBYIOLIIMM YHOJHOMOYEHHBIM (ellepaIbHBIM OpPraHOM HCIOJIHHTEIBHONW BIACTH 3asBICHHS O
TOATBEPXKJICHUN TOCYJApCTBEHHOH pErHCTpalMy JIeKapcTBEHHOro mpemapara. He ocymiecTBisieTcs HMONTBEp)KACHHE TOCYIapCTBEHHOW pErucTpanuy B
OTHOLIGHUH JEKapCTBEHHOTO IpernapaTa, He HaxXoJuBIIerocs B obpamenuu B Poccuiickoit denepanuu B TeueHue Tpex U Oolee JeT, a TAKKe B OTHOLUICHUH
JIEKapCTBEHHOTO CPEJICTBA, IPOU3BEICHHOTO ¢ HapyIICHHEeM TPeOOBaHHMs, YCTAaHOBJIGHHOT0 YacThio 3.7 cratey 71 Hactosimiero denepaibHOro 3aKoHa.

2. 3asBIeHHE O MOATBEPXKICHHH TOCYIapCTBEHHOH PErucTpalii JICKApCTBEHHOrO MpenapaTa Ul MEIUIHCKOIO MPUMEHEHHUs MPEICTaBIIeTCs B
COOTBETCTBYIOLIMH YIIOJTHOMOUYCHHBIN (peiepanbHblii OpraH MCIOJHUTEIBHOW BIIACTH HE paHee YeM 3a CTO BOCEMBIECST JHEH J0 UCTEUCHUS CPOKa NEUCTBHS
PETHCTPAMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO Mperapara ATl METHIHHCKOTO IPUMCHEHUSL.

2.1. 3asBieHue 0 MOATBEPHKAECHHU TOCYIapCTBEHHON PETHCTPALMH JIEKAPCTBEHHOTO NpenapaTa Jjis BETEPHMHAPHOIO NPHMEHEHHS NPENCTABIAETCS B
COOTBETCTBYIOIHH yIOJIHOMOYCHHBIH (hefepalbHblil OpraH HCIOIHUTENBHOM BIACTH HE paHee 4eM 3a CTO BOCEMbAECAT AHEH O UCTEUEHUS CPOKa AEHCTBUSL
PETUCTPALMOHHOIO YI0CTOBEPEHHS JIEKAPCTBEHHOTO Mpenapara Jjis BETEpMHAPHOTO NPHMMEHEHHS H He M03/1Hee OKOHYAHUsI CPOKA ero IeHCTBHS.
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3. IloaTBepikIeHHE TOCYIapCTBEHHOH DETHCTPAIMH JIEKapCTBEHHOTO IIpelapaTra OCYIIECTBISACTCS MO pPe3ylbTaTaM OKCHEPTH3bl OTHOIICHHS
OXHIaeMOH MONB3BI K BO3MOXHOMY PHCKY IPHMEHEHHs JIEKapCTBEHHOTO IIperapaTa Ha OCHOBAaHUH pPEe3ylIbTaTOB MOHHTOPHHTa J(G(EKTHBHOCTH U
6€30M1acHOCTH JIGKAPCTBEHHOTO TIperapaTa, IPOBOINMOrO AepKaTelleM MIIH BIaJCIbLEM PErHCTPALHOHHOTO yAOCTOBEPEHHS JICKapCTBEHHOTO MpernapaTa oo
YHOJHOMOYEHHBIM HMMHU IOPUAMYECKHM JIMIIOM, a TaKKe COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM (he/iepallbHbIM OpPTraHOM HCIIONHUTENBHOH BIAcTH B
COOTBETCTBUH C TPEOOBAHUAMH CTaThH 64 HacTosmero denepanbHOrO 3aK0Ha.

4. K 3asBJI€HUIO O MOATBEPKAEHUH FOCYJapCTBEHHOH PEertcTpaliy 1eKapCTBEHHOIO NpenapaTa JUlsl MEAUIIMHCKOTO IPUMEHEHHUS IPUIIaraloTCs:

1) JOKyMEHTBI, COAEpIKallhe pPe3yJbTaThl MOHUTOPHHra 3(p(EKTHMBHOCTM M 0E30IIaCHOCTH JIEKAPCTBEHHOIO Mpernapara Ul MEIHIMHCKOTo
TIPUMEHEHUs], TIPOBEICHHOTO JepiKaTelleM MU BIafelblieM PETHCTPAalMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO MpenapaTa Ui MEAUIUHCKOTO IPUMEHEHHUS
7100 yHOIHOMOYEHHBIM UM IOPHANYECKUM JIMLIOM, 110 (pOopMe, YTBEPKACHHON yHOIHOMOYEHHBIM (he/iepalibHbIM OPIaHOM HCIIOIHUTEIBHON BIIacTH,;

2) cBeleHUs O JaTe NPENOCTABIEHUs M PErHCTPAllMOHHOM HOMEpE JIMIEH3MH Ha IPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB MIIM CBEJIEHHS O JaTe
NIPEIOCTaBICHHUSI H PETHCTPAIMOHHOM HOMEpE 3aKJIIOUCHHS O COOTBETCTBHU IIPOMU3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPEOOBAHUSIM IPABII HaJUIeKalnei
MPOM3BOJCTBEHHOM MPAKTUKU, HPEAOCTABICHHBIX YIOJIHOMOYCHHBIM ()elepaibHbIM OPraHOM MCHOJHHUTENBHOH BIACTH B OTHOLICHHH NPOM3BOACTBEHHO
IUIOIAJKH JIEKAPCTBEHHOIO IIpenapara Ui MEAULIMHCKOro IPHMEHEHMs, IOCYJapCTBEHHAs PErucTpanys KOTOPOro IOATBEPXKIAETCs B Cydae, €ciu
TIPOU3BOAICTBO JIEKAPCTBEHHOTO Iperapara sl MeJUIIMHCKOTO IPHMEHEHHs ocymecTBisieTcs: B Poccuiickoit ®enepanun;

3) xomnus INpPeNOCTaBIECHHON YIOJIHOMOYEHHBIM OPTraHOM CTPaHbl MPOU3BOIHUTENS JIMLEH3UH Ha IPOM3BOACTBO JEKApCTBEHHOrO IIperapara s
MEJMIIMHCKOIO IPUMEHEHUs U ee IEPeBOJ Ha PYCCKHMH f3bIK, 3aBEPEHHBIE B YCTAHOBJIECHHOM IOPSAKE, a TAKXKE KONUs 3aKIIOYEHHUS O COOTBETCTBHU
TIPOU3BOAUTENSI JTEKapCTBEHHBIX CPEACTB TPEOOBAaHUSM IIPABII HaJJIeKalell MPOU3BOACTBCHHON NPAKTHUKH, BBIJAHHOIO YIOJIHOMOYEHHBIM (efepanbHbIM
OpPraHoM MCIIOJHMTEIbHOH BJAaCTH B OTHOIIEHHH IIPOM3BOACTBEHHOH IUIOIIAJKH JIEKApCTBEHHOrO IIperapara Uil MEAMLUHCKOIO HpHMEHEHMS,
rOCy/lapCTBEHHAsl PErUCTPALUS KOTOPOTrO IOATBEPKIACTCS, WM KOMMS PELICHHs YIOIHOMOYEHHOro ()efepajbHOro OpraHa HCIIONHUTEIBHOW BIACTH O
NIPOBE/ICHUN HHCIIEKTUPOBAHHS IIPOU3BOJHUTENS JIEKAPCTBEHHBIX CPEACTB B CIIydae, €CIM IMPOU3BOJICTBO JEKAapCTBEHHOTO IIperapara A MEJHIMHCKOrO
NIPUMEHEHHUs OCYLIECTBIIIETCS 3a npezenamu Poccuiickoit @enepanuu.

4.1. B oTHOlIeHHN OMOJIOTHYECKHX JICKAPCTBEHHBIX MPENapaToB I MEAULHHCKOrO IPUMECHEHHMS 3asBUTENIb JOMOIHHUTEIBHO MPEICTABIACT
PE3yIbTaThl MEPONPUATHUI, IPETyCMOTPEHHBIX IUIAHOM YIPABICHUS PHCKAMH, YTBEPKACHHBIM YIIOIHOMOYEHHBIM (helepalbHBIM OPTaHOM HCIIOIHUTEIBHON
BJIACTU IPH OCYLIECTBIEHUH IOCYJapCTBEHHOM PerucTpaliy JeKapCTBEHHOIO NpenapaTa JUlsl MEAULMHCKOTO IPUMEHEHU .

4.2. K 3asBIeHUIO O IOJATBEPKAEHUH TOCYIapCTBEHHON PEruCTpaLii JEKapCTBEHHOroO Mpemnapara Al BETEPUHAPHOIO MPUMEHEHHUs IPHJIaratoTcs
JOKYMEHTBI, COJEpiKalllie pe3ylbTaThl MOHHTOPUHIa 3(Q(EKTUBHOCTH ¥ O€30IaCHOCTH JIEKapCTBEHHOTO IIperapara I8 BETEPHHAPHOIO IPHMEHEHHS,
NIPOBOJMMOIO JepKaTeaeM WM BJIAJeIbLEM PErHCTPAllMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOrO Ipenapara Ijis BETEepUHApPHOTO IpHUMEHEHMs 00
YHOJIHOMOYEHHBIM UM IOPHANYECKUM JIULOM, IO (OpMe, YTBEPXKACHHON yHOIHOMOYCHHBIM (e/iepalbHbIM OPraHOM HMCHOJIHHTENBHOI BIACTH, H JJOKYMEHTHI,
yKazaHHble B IyHkrax 1, 2 - 2.2, moxmynkrax "a", "0", "k", "n" mynkra 4 uactu 3 crathu 17 Hacrtosimero ®enepanbHOro 3akoHa. B oTHomeHun
MMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX IIPENapaToB 11 BETEPUHAPHOTO IPUMEHEHHS He IIPEeJCTaBIIAIOTCS CBECHHs, yKa3aHHbIe B OANYHKTe "K' myHKTa 4
yactu 3 crateu 17 Hacrosmiero @enepanpbHoro 3akoHa. B oTHoIIeHHM JIeKapCTBEHHBIX NPENapaToB IJIs BETEPUHAPHOTO IIPUMEHEHUs], IOTyYEHHBIX C
NIPUMEHEHUEM T'€HHO-HH)KEHEPHO-MOAN(DUIINPOBAHHEIX OPraHU3MOB WM COJEPXKAIMX TaKHe OPTaHW3MBI, IONOJHHUTENBFHO IPEICTABIIIOTCS CBENCHHS,
yKa3aHHble B 1yHKTe 13 yactu 3 cratbu 17 Hactosero @enepaiabHOro 3aKOHa.

4.3. 3asgBuTenb BIpaBe INPEACTABUTH C 3asABICHHEM O IMOATBEP)KACHUH TOCYJApPCTBEHHOH pETHCTpalMH JIEKapCTBEHHOIO IpenapaTra KOIHIO
JIOKYMEHTa, HOATBEP KIAIONIEro yIulaTy ToCyAapCTBEHHON MONUIMHEI 32 OATBEP)KACHNE TOCYyAapCTBEHHOH PEriucTpalii JISKapCTBEHHOTO IIperapara, a TakiKe
BbIIaBacMbI€ (IIPEOCTABIISIEMbIC) YIIOIHOMOYECHHBIMH (heiepaibHbIMU OPraHAMU HCIIONHUTEIBHON BIACTH JOKYMEHTHI (CBEACHH), YKa3aHHBIC B ITYHKTAX 2 U
3 wactu 4 HacTosIeW CTaTbU. B ciydae MX HempencTaBICHUS YIOTHOMOYCHHBIH (emepaibHblii OpraH HUCIOMHUTEIBHON BIACTH 3ampalivBaeT YKa3aHHBIC
JIOKYMEHTHI (CBEZICHUSI) B TIOPSAKE MEKBEIOMCTBEHHOIO HH(OPMALIOHHOTO B3aHMO/ICHCTBHS.

5. B Teuenue pecsatu pabouux JHEH CO JAHS NPUHATHUS 3asiBJICHHS O MOATBEPXKIACHUU rOCYIApCTBEHHOM perrcTpalyy JIEKapCTBEHHOrO Npernaparta u
JIOKYMEHTOB, COAEPIKAIMX PE3yJIbTaThl MOHMTOPHUHra S(P(GEKTUBHOCTH M OE30IaCHOCTH JICKapCTBEHHOrO Iperapara, IPOBOAUMOrO Jep)KaTeneM HWIN
BIIJIENIbIIEM PErUCTPALIOHHOTO YAOCTOBEPEHUs JIEKapCTBEHHOIO IIpenapaTta JMOO0 YIOJHOMOYCHHBIM HMHU IOPHIMYECKHM JIUIIOM, YIIOJTHOMOYEHHBIH
(henepanbHbIiA OpraH UCIOJIHUTEILHON BIACTH:

1) npoBoAMT IPOBEPKY IOIHOTHI CBEIEHUI, COIEPKAIMXCS B IIPEICTABICHHBIX 3asBHTEIEM JOKYMEHTaX;

2) NpUHUMAaeT peIleHHe O INPOBENCHHH WIM 00 OTKa3e B NPOBEICHHH AKCIEPTH3Bl OTHOIIECHHS OXHIAEMOH IONB3BI K BO3MOXKHOMY PHCKY
NIPUMEHEHUs] JIeKapCTBEHHOTO IIperapaTa Ha OCHOBAaHHM pPE3ylbTaTOB MOHUTOpPHHra 3(GheKTHBHOCTH H O€30IacCHOCTH JIEKapCTBEHHOIO IIpemapara,
MIPOBOJMMOTO JiepKaTeneM HIM BIIaJeNbleM PErHCTPAlHOHHOIO YAOCTOBEPEHHs JICKapCTBEHHOIO Ipemapara JU00 YHOMHOMOYEHHBIM HMH IOPHIHYECKUM
JIMIOM, a TaKoKe (efepaIbHBIM OPTaHOM HCIIONHHUTEIBHON BIACTH B COOTBETCTBHY € TPEOOBAHHUAMU cTaThi 64 HacTosmero dexepaabHOro 3aK0Ha;

3) yBenomusieT B 3IEKTPOHHOIT (opMe WM MHUCHMEHHOW (hopMe 3asBHTENSI M SKCIEPTHOE YYPEKICHHE O MPHHATOM PEIICHHH JIHOO B Cliydyae
TIPUHATHS PeleHHs 00 0TKa3e B IPOBEICHUH dKCIEPTH3bI yKa3bIBaeT IPHUMHBI TAKOIO OTKAa3a.

6. B cirydae BBISBICHHS HEJOCTOBEPHOCTH U (MJIM) HEOCTATOYHOCTH MH(OPMAIMH, COMEPIKAILCHCS B NIPEICTaBICHHBIX 3asBHTEIEM JOKYMEHTAX,
YHOJIHOMOYEHHbIH (pe/iepalibHbIii OpraH HCIONHUTEIBHONW BIIACTH HANpaBISIET 3asBUTENIO 3ampoc 00 YTOYHCHMM YKa3aHHON wuH(pOpManuu. 3ampoc
YHOJIHOMOYEHHOTO (heiepatbHOro OpraHa MCTIOHUTEIBHOM BIACTH MOXET ObITh IIEpEaH YIOIHOMOYCHHOMY MPEACTABUTEIIO 3asIBUTENIS JINYHO T10]] PACIIUCKY,
HalpasJieH IO IT0YTe 3aKa3HBIM IIHCHMOM WM IIepeiaH B JJIEKTPOHHOH (opMe 0 TeleKOMMYHHKAIIMOHHBIM KaHajlaM CBs3H. B cirydae HampaBieHHs 3ampoca
YIIOITHOMOYEHHOTO (he/iepabHOr0 OpraHa MCIIOIHHUTENBEHOM BIIACTH II0 MOYTE 3aKa3HBIM ITHMCHMOM OH CUHTAeTCs NMONYYEeHHBIM 0 MCTEUSHHHU LIECTH JIHEH ¢
JaThl HAIIPaBJIEHUS 3aKa3HOTO IMHUChMa.

7. 3asiBUTENH 00s3aH MPEACTaBUTh OTBET Ha 3aIpOC YHOJHOMOYEHHOTO (helepabHOro OpraHa HCIOJHHUTENBHON BIACTH B CPOK, HE TIPEBBIMIAONTHI
JIEBSHOCTAa pabovMX ITHEW co mHs ero noxydeHns. Cpok, yKa3aHHBIM B 4acTH 5 HACTOSIIEH CTAThH, NPHOCTAHABIMBACTCS CO IHS HAIPABJICHHUS 3asBUTEIIO
3a1Ipoca yIMOJHOMOYCHHOro (heliepaibHOr0 OpraHa HCIONHUTEIBHOW BIACTH [0 JHS NOJNYYCHHS MM COOTBETCTBYIOIIErO OTBETa W HE YYHUTHIBACTCS IIPU
HCUHCJICHUH CPOKa MOATBEPKICHHS TOCYyAapCTBEHHOM PErHCTPAIMH JIEKapCTBEHHOTO TIperapara.

8. OcHOBaHMEM Ul OTKa3a B IPOBEAEHUH IKCIEPTH3bI OTHOLICHHS OKHIAEMOH IOJNB3BI K BO3MOXXHOMY PHCKY NPHMEHEHHS JIEKapCTBEHHOTO
Ipenapara sBJIeTCs HpeCTaBIeHUE JOKYMEHTOB, COIEPKAIIUX Pe3yabTaThl MOHHUTOPHHra 3()(EKTHBHOCTH U 0€30MaCHOCTU JIEKApCTBEHHOrO IpemnapaTa, U
(Mn) B OTHOLIEHNY OHOJIOTHYECKUX JIEKapCTBEHHBIX IIPEIapaToB Pe3yIbTaTOB OCYIIECTBICHHST MEPOIIPHUSTUH B COOTBETCTBUH C IUIAHOM YIIPABJICHHS PHCKAMH,
YTBEPIKICHHBIM YIIOTHOMOYCHHBIM (heZiepaIbHBIM OPraHOM HCIIOJHUTENIBHON BIIACTH IPH OCYIIECTBICHUH TOCYJapCTBEHHOH PErHCTPAlUH JIEKapCTBEHHOTO
mpemapara, B HENONHOM OOBeMe, OTCYTCTBUE HH(MOPMAIMH, MOATBEp)KAaromed (akT ymiaTel TOCYJapCTBEHHON IIONUIMHBI 332 HOATBEPXKICHUE
rOCYJapCTBEHHON PErMCTpAlliK JIEKapCTBEHHOTO Iperapara, JU00 HEeNpeACTaBlICHHE 3asBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETa HAa YKa3aHHBIH B 4acTH 6
HACTOSIIICH CTaThbH 3alPOC YIIOJIHOMOYEHHOTO (heaepalbHOrO OpraHa UCIIOIHUTENBHON BIIACTH, a TAKXKE OTCYTCTBHE B yKa3aHHBIX JOKyMEHTaX HH(pOpPMAIUH,
KOTOpasi JOIDKHA OBITh B HUX OTPayKEHA.

9. DkcrepTh3a OTHOIICHHS OXHAAEMOH IONB3BI K BO3MOXKHOMY PHCKY NPHUMEHEHHsS JICKapCTBEHHOTO Iperapata B LENSX ITOATBEPIKICHUS
rOCYJapCTBEHHOM PErHCTPAlNK JEKapCTBEHHOTO Mperapara MpoBOINUTCS KOMUCCHEH SKCIIEPTOB HKCHEPTHOIO YUPEKACHUS B CPOK, HE NPEBBILAIONINI cOpoKa
paboyux JHEH.

10. B ciry4ae HeOCTATOYHOCTH HPECTABICHHBIX YKCIEPTY MaTEepHAIOB JUIS JaYM 3aKIFOUYEHHUS IKCIEPT 00paIaeTcss K PyKOBOAUTEIIIO IKCIIEPTHOTO
YUPESXKICHHST O TPELOCTABICHHH €My HEOOXOIMMBIX MaTepHaioB. PYKOBOANTENb 3KCHEPTHOrO YUPEKICHUs OOpaIaeTcsi ¢ COOTBETCTBYIOIIMM 3allpocoM B
YIIOTHOMOYEHHBIH (eepanbHblil OpraH HCIOIHUTEIBHOH BIACTH, BBIAABIIMI 3aJaHHE HA INIPOBEJCHHE SKCIIEPTU3B OTHONICHHS OXKHIAEMOH IMONB3BI K
BO3MO)XHOMY PHCKY IPHMEHEHHs JICKAPCTBEHHOTO Mperaparta Ha OCHOBAaHHWHM JIOKYMEHTa, COACP)KALIEro pe3yibTaThl MOHUTOPUHTA 3(P(HEKTHBHOCTH WU
6€30I1aCHOCTH JICKapCTBEHHOTO Npenapara. B Tedenue matu pabounx JHEH co JHS MOCTYIUICHHS 3arpoca PyKOBOJHUTENS SKCIIEPTHOTO YUPEKICHHS YKa3aHHBIH
(enepabHBIl OpraH UCHOMHUTEIHHON BIACTH HAIPABIIET 3asSBUTEIIO 3aIIpOC O IMPECTaBICHUN HEOOXOJUMBIX MAaTepHalloB, KOTOPHIH MOXET OBITh MepenaH
YIIOJTHOMOYEHHOMY TIPEACTABHUTENIO 3asBUTENS JIMYHO IOJA PACHHCKY, HAINpaBJIeH IO MOYTe 3aKa3HBIM IHCEMOM WM IepelaH B DJIEKTPOHHOH (opMme mo
TeJICKOMMYHHKAIIMOHHBIM KaHaJlaM CBsI3M. B cilydae HampaBieHHMs 3ampoca YIOJTHOMOYEHHOrO (elepalbHOro OpraHa HMCIOJHHTEIBHOH BJIACTH IO IOYTE
3aKa3HbIM HCBMOM OH CUHTAETCS MOIyICHHBIM 110 HCTCUCHUH IIIECTU JHEH ¢ JaThl HAIIPaBICHUS 3aKa3HOTO IUChMA.

11. 3asBuTens 00s13aH MPEICTABUTH OTBET HA 3aIPOC YIOIHOMOYEHHOTO (heIepaTbHOrO OpraHa MCIOIHUTEIEHOM BIACTH B CPOK, HE MPEBHIIAONINH
IIECTUACCATH PabouMX JHEH CO JHA MOTy4eHHs YKa3aHHOTO 3alpoca. YTIOIHOMOYCHHBIH (eaepaibHblil OpraH MCIONHUTEIPHON BIIACTH, BBIIABIIMI 3a/jaHUC
Ha TPOBEJCHHE JKCIICPTU3bI OTHOLICHUS OXHAAEMOH IOIB3bI K BO3MOXKHOMY PHCKY NPUMEHEHHUS JIEeKapCTBEHHOTO IperapaTa Ha OCHOBAHHH JTOKYMEHTA,
COJIEPIKAIIIETO PE3yJIbTaThl MOHUTOPUHTA 3(Q(HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpenapara, B TeUCHNE TATH pabouuX JHEH co JHSA MOCTYIUICHUS OT
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3asBHTEN OTBETA Ha 3aIIPOC YIOIHOMOUCHHOTO (heiepaabHOr0 OpraHa HCIONHHUTENHON BIACTH HAIPABIIET 9TOT OTBET B OKCIEPTHOE yUpekaeHue. B cirydae
HETIPE/CTaBICHUS IO HCTCUCHHH IIECTUACCATH pPadoumxX IHEW 3asBHTENEM OTBETAa Ha YKA3aHHBIM 3alpoc YIIOTHOMOYEHHBIH (eepalbHbil Opran
UCIIONIHUTENBHON BIACTH, BBIAABIIMI 3aJaHHE HA MPOBEJCHME OSKCIEPTU3bl OTHOLICHMS OXKMIAEMOH MONIb3bl K BO3MOXKHOMY PHCKY IPUMEHEHUs
JIEKapCTBEHHOTO IperapaTa Ha OCHOBAaHUHU JJOKYMEHTA, COJIEPIKAIIEro Pe3yIbTaThl MOHUTOPHUHTA 3(P(HEKTUBHOCTH U GE30IIACHOCTH JICKAPCTBEHHOTO TIpEnapara,
B TEUCHHE IIATH pabodunX AHEH HalpaBiseT B DKCIIEPTHOE YUPEKICHHE YBEAOMICHHE O HENPEACTaBICHHHU 3asBUTENICM OTBETA HA 3alIPOC YKA3aHHOTO OpraHa.
Bpemst co aHs HampaBieHHs 3ampoca SKCIEPTHOTO YYPEKJCHHS B YIOJHOMOYCHHBIN (enepanbHbI OpraH HCIIOJIHHUTEIBHOW BIACTH A0 AHS HOTYy4CHHS
JKCIIEPTHBIM yUPEXKICHUEM OTBETA HA 3alpOC MM yBEJOMJIEHUS O HENpEICTaBIECHUH OTBETa Ha 3allpoC HE YYMTHIBAETCS IIPU MCUUCIEHUM CPOKa IPOBEIEHUS
JKCIIEPTU3bl OTHOIICHUS OXXHIAEMOI IONB3bI K BO3MOXHOMY DPHCKY NPHMEHCHHS JEKapCTBEHHOTO IIperapara Ha OCHOBAHHH JIOKYMEHTa, COJIEp Kaliero
pe3yNbTaThl MOHUTOPUHTA 3()(EeKTHBHOCTH U OE30IACHOCTH JICKAPCTBEHHOT'O Mpenapara.

12. B cpok, He MpeBBILIAIONIMI AecATH pabouYMx JHEH CO JHSA MOJyYeHHUs 3aKIIOYCHHS KOMHCCHH JKCIEPTOB IO Pe3ysbTaTaM JKCIIEPTHU3BI
OTHOLIEHHUS 0KUIaeMOH MONB3BI K BO3MOXKHOMY PHCKY IIPHMEHEHHUs JIeKapCTBEHHOI'O Ipernapara, COOTBETCTBYIONINI YIIOTHOMOUCHHEIH (efepallbHbIi OpraH
HCIIOIHHUTEIbHOM BlIaCTU:

1) ocy1ecTBIISIET OLIEHKY 9TOTrO 3aKJIIOUEHHs IS ONIPEe/IeSIeHHs] €10 COOTBETCTBHS 3aJaHUIO HA IIPOBEIEHUE YKa3aHHOU IKCIIEPTHU3bI;

2) mpUHHMaeT pEIICHHE O INOATBEPXKICHHU TI'OCYIapCTBEHHOW pETHCTPAIMU JICKApCTBEHHOIO IpenapaTa WiIH 00 OTKa3e B IIOATBEPKICHHU
rocyJapCTBEHHOH PErHCTPalMy JeKapCTBEHHOTO Mpernapara;

3) BHOCUT NIpU NPUHATUH PELIEHUS O IOATBEP)KAEHUM TOCYIapCTBEHHON PEruCTpalliM JIEKApCTBEHHOTO Ipernapara CBEIeHHUs B roCyapCTBEHHbIH
peecTp JIeKapCTBEHHBIX CPEACTB H BBIIACT 3asBUTEIIO O€CCPOUHOE PETHCTPAIMOHHOE YAOCTOBEPEHHUE JICKapCTBEHHOTO IIperapara.

13. OcHoBaHMeM Ui OTKaza B IIOATBEPXKAEHUU TOCYJApCTBEHHOW pErucTpalMu JIEKAPCTBEHHOIO IperapaTa sBISsIETCS 3aKJIIOUEHHE
COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO (he/iepallbHOrO OpraHa HCIIOJHHUTEIBHONW BJIACTH O TOM, YTO PHCK IPUYMHEHUs Bpeja 3J0POBBIO YEIOBEKA WIIH
JKMBOTHOTO BCIIEACTBUE IPHEMa JIEKapCTBEHHOT'O TIpenapaTa MpeBhimaeT 3G (eKTHBHOCT €ro IPHMEHEHHSI.

14. B nepuoj1 npoBeieHUs IPOLEYPhl TOATBEPHKICHUS TOCYAAPCTBEHHON perucTpalmu JIEKapCTBEHHOTro npenapata ero odparienue B Poccuiickoit
Denepalin He IPUOCTAHABIHBACTCS.

15. Jlomyckaercst oOpalieHHe JIeKapCTBEHHBIX IpernapaToB IO HCTEUEHHS CPOKa TOJHOCTH, NPOU3BEICHHBIX B TEUEGHHE CTa BOCHMHAECATH
KaJICHJIAPHBIX JHEH IOCIIe NAThl IPHHATUS YIIOJHOMOYCHHBIM (he/iepalibHbIM OPraHOM MCIIOJIHUTEIILHOM BIIACTH PELIECHUS O TOATBEPIKICHUH TOCYJapCTBEHHOM
PETHCTpaLiy, B COOTBETCTBHU ¢ MH(OpMauueil, coaeprkaiieiicss B JOKyMEHTaxX PErdMCTPAlOHHOrO JI0Che Ha JIGKAPCTBEHHBIH IpenapaTr 40 JaThl HPUHATUS
TaKOTO PELICHUSL.

Crarbsa 30. BHeceHne U3MEHEHUH B JOKYMEHTBI, COJEPIKALUECS B PETUCTPALMOHHOM JIOChE Ha 3apEriCTPUPOBAHHBIN JIEKAPCTBEHHbIN Ipenapar
IULSL MEAUIIMHCKOTO IIPUMEHEHUS

1. B mensx BHECEHUS U3MEHEHUH B IOKYMEHTHI, COAEPIKaIHecs] B PETUCTPALIOHHOM JI0Che Ha 3apEerUCTPHPOBAHHBIH JIeKapCTBEHHBIH IpenapaT s
MEUIIMHCKOIO IMPUMEHEHHs, JepiKaTellb WM BIaJelell PerHCTPalliOHHOIO YAOCTOBEPEHHs JIEKapCTBEHHOTO IIperapara WM YIOJIHOMOYEHHOE UM JPYyroe
FOPUIMYECKOE JIMLO (Jajiee B HACTOSIIEH CTaThe - 3asBUTEIb) MPEICTABIISIET B YIOJIHOMOYEHHbIH (efepanbHblii OpraH UCHOJHUTENbHON BIIACTH 3asBJICHUE O
BHECEHUM TaKMX HM3MEHEHHH 10 (opMe, yCTAaHOBIECHHOH YIOIHOMOYCHHBIM (pelepalbHBIM OpPTaHOM HCIOJNHUTENBHOH BIIACTH, W IpHIaracMble K HeMy
HM3MEHEHHUS B yKa3aHHbIE JOKYMEHTBI, a TAaKoKe JOKYMEHTBI, IOATBEPKAAION[He HEOOXOAUMOCTh BHECEHUS] TAKUX U3MEHEHUI.

1.1. Ilpu HEOOXOAUMOCTH BHECEHHMS B JIOKYMEHTBI, COJEPIKAILMECS B PETUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIH NperapaT
JUISL MEIMIIMHCKOrO IIPHMEHCHWs, M3MEHEHHMH, yKa3aHHBIX B IIyHKTE 3 4acTH 2 HACTOSIIEH CTAaTbM M TPeOYIOMIMX IPOBENCHUsS] JKCHEePTH3hl KadecTBa
JIGKapCTBEHHBIX CPECTB, 3asBUTENb JONOIHHTEIBHO NPEACTABIIET B YHOJIHOMOYEHHBIH (elepalbHblil OpraH HCIOJIHUTENbHOH BIACTH CBEIEGHHSA O AaTe
NIPeOCTaBICHHs U PErUCTPAlHIOHHOM HOMepe JMIEH3MUM Ha IPOH3BOACTBO JIEKAPCTBEHHBIX CPEICTB MM CBEIEHUs O JaTe IpejoCTaBICHHUS U
PETUCTPAOHHOM HOMEpE 3aKJIIOYEHHSI O COOTBETCTBUM IPOM3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM IPABHIJI HaJUISKalled IPOU3BOJICTBEHHON
MPaKTUKH, BBIIAHHBIX (IPEIOCTABICHHBIX) YIIOJHOMOUYCHHBIM (efepaJbHbIM OPraHOM HCIIOJHUTEIBHON BJIACTH B OTHOIICHHH HM3MEHEHHOW W (WITH)
JIOTIOJIHEHHOH IPOU3BOJICTBEHHON IUIOLIANKK JIEKApCTBEHHOTO MpemnapaTa, B Clydae, €ClIH IPOU3BOJACTBO JIEKAPCTBEHHOTO Mperapara OCYLIECTBILIETCS B
Poccuiickoit ®enepanyn, 1100 CBEICHNS O AaTe MPEJOCTaBICHNS U PETHCTPAIMOHHOM HOMEPE BBIIAHHOH YIIOMTHOMOYSHHBIM OPTaHOM CTPaHBI IPOU3BOANTEIIS
JIMIEH3UU Ha TIPOU3BOACTBO JICKAPCTBEHHOrO Ipenapara U ee HepeBOj Ha PYCCKHIl SA3bIK, 3aBEPEHHbIE B YCTAHOBIEHHOM IIOPsIIKE, a TAKXKe CBEJCHUS O JaTe
NIPeIOCTaBICHHsI M PErHCTPAlMOHHOM HOMepE 3aK/IIOUEHHsS O COOTBETCTBHU IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM IIPABHUJI HaJUIeXKalnen
NIPON3BOJICTBCHHON TNPAKTHKH, BBIIAHHOIO YIIOJTHOMOYEHHBIM (elepalbHbBIM OpraHOM HCIIOJHHUTENBGHOH BIIACTH B OTHOIIGHWM W3MEHEHHOH W (WUIH)
JIOTIOJIHEHHOH MPOM3BOJCTBEHHOHN ILIOMIAJKH JIE€KapCTBEHHOTO IpemapaTa, WM CBEICHMS O JaTe HMPEeJOCTaBICHUS M PETHCTPAIMOHHOM HOMEpEe peIeHUs
YIOTHOMOYEHHOTO (pefiepaJbHOT0 OpraHa UCIONHUTENBHON BIACTH O NPOBEAECHUH MHCIEKTHPOBAHUS IPOU3BOIUTENS JIEKaPCTBEHHBIX CPEACTB B CIIydae, eciau
TIPOM3BOJICTBO JIEKAPCTBEHHOTO TIperapaTa oCyIIecTBIseTcs 3a npenenamu Poccniickoit denepanym.

1.2. Ilpu HEO6XOAMMOCTH BHECEHUS B JOKYMEHTHI, COAEpKaLINecs] B PETHCTPAIMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKapCTBEHHBIH MpernapaT
JUISL MEIMIIMHCKOrO IPHMEHEHUs, M3MEHEHMH, yKa3aHHBIX B IyHKTe 4 uacTu 2 HacTosleil cTaTby M TPeOYIOMMX IPOBEAEHUs] SKCHEePTH3bl KauecTBa
JIEKapCTBEHHBIX CPEJCTB, 3asBUTENb JONOIHHTEIEHO INPEACTABIIET B YHOJHOMOYCHHBIH (elnepalbHBIl OpraH HCHONHUTENBHON BIACTU CBEIECHHS O JAaTe
NPeJOCTaBICHHs U PETUCTPAlHOHHOM HOMepe IMIEH3HHM Ha MPOH3BOACTBO JIEKAPCTBEHHBIX CPEICTB MM CBENEHUs O JaTe IpejoCTaBICHHS U
PETUCTPAalHOHHOM HOMeEpE 3aKIIOYEHHS O COOTBETCTBUM IPOM3BOAUTEINS JEKAapCTBEHHBIX CPEACTB TPeOOBaHUSAM NPaBH/I Hauekaliell MpOU3BOICTBEHHON
NIPaKTUKH, BBIIAHHBIX (MPEJOCTaBICHHBIX) YIIOJIHOMOUCHHBIM (he/iepalbHBIM OpPraHOM HCIIOJTHUTEIBHOH BIIACTH B OTHOLIEHHWH IPOM3BOACTBEHHOH IIIOMIANKI
JIEKapCTBEHHOTO TIperapaTa, B Cllydae, eclii IIPOM3BOACTBO JIEKapCTBEHHOTO TMpemnapara ocymecTsisiercss B Poccniickoit denepanyn, 1160 CBEeHNS O 1aTe
MIPeOCTaBICHHS U PErUCTPAIIMOHHOM HOMEpEe BBIJAHHOW YIOTHOMOUECHHBIM OPraHOM CTpPaHbl MPOM3BOAUTEINS JIUIEH3UH HA MPOU3BOJCTBO JEKAPCTBEHHOIO
Tperapara 1 ee IepeBoJ| Ha PYCCKHIA S3bIK, 3aBEPEHHBIC B YCTAHOBIICHHOM IOPSIIKE, a TAKXKe CBEIEHMS O JaTe MPEeIOCTaBIeHHsI U PErHCTPAaLlIOHHOM HOMepe
3aKITIOYEHUSI O COOTBETCTBUH IPOM3BOJHUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSAM IPaBHII HaJUIEXKaIled MPOW3BOJICTBEHHON NPAKTHKH, BBITAHHOTO
YIIOTHOMOYEHHBIM (heiepaabHbIM OPraHOM HCIIOIHUTEIbHOM BIACTH B OTHOIIGHHU HMPOM3BOJCTBEHHOI IIOMIAAKY JISKAPCTBEHHOTO IpenapaTa, WiIH CBEICHUS
0 JaTe NPEIOCTAaBICHUS M PETHCTPAIMOHHOM HOMEpe peLIeHHs! YIIOJHOMOUYEHHOro (efepaJbHOro OpraHa HCIONHHTEIPHOH BIIACTH O IPOBEACHHH
MHCTIEKTHPOBAHMS TIPOM3BOHUTENS JIGKAPCTBEHHOTO CPEJICTBA B CIIydae, €CIM IMPOM3BOJACTBO JIGKAPCTBEHHOTO IIpErapara OCYIIECTBIIAETCS 3a TpeseraMu
Poccuiickoit @eneparun.

1.3. IlpunsiTHe peleHnus 0 BHECEHHN H3MEHEHMIT MM 00 0TKa3e BO BHECEHHH M3MEHEHHIT B JOKYMEHTHI, COZIepKalIiecs] B PErUCTPALIOHHOM JI0Che
Ha 3aperHCTPUPOBAHHBIH JICKApCTBEHHBIH Ipemapar Uil MEIUIHHCKOTO INPUMEHEHHWs, B CiIydae HEOOXOAMMOCTH IIPOBEACHUS] SKCHEPTH3BI KadecTBa
JIEKapCTBEHHBIX CPEACTB U (WMJIM) OSKCIEPTH3bl OTHONICHHS OXHAAEMOH IONB3bl K BO3MOXHOMY PHCKY MPUMEHEHHUS JICKapCTBEHHOIO Mpemapara Juis
MEJUITMHCKOIO MPUMEHEHNs OCYLIECTBIISIETCS B CPOK, HE HMPEBBHINAIONINN JEBIHOCTa pabOunX JHEH, a B OCTAJBHBIX CIydasX B CPOK, HE NPEBBINIAIONTHIL
TPUILATH PaboUYMX JHEH CO HS MPUHATHS YIOJIHOMOYSHHBIM (e/iepabHBIM OPTaHOM HCIIONHHUTENBHON BIACTH 3asIBICHUS O BHECEHUH TaKMX U3MEHEHHI.

1.4. YnomHoMoueHHBIH (egepanbHblii OpraH HCIOIHUTEIBHOH BIACTH C YYETOM pe3ylIbTaToB (papMakoHAA30pa M MPOBEPOK COOTBETCTBHS
JIGKapCTBEHHBIX CPEJICTB, HAXOMSIIMXCS B IPAKIAHCKOM 00OpOTE, YCTAaHOBICHHBIM TPEOOBAaHMSM K MX KauecTBY B TEUCHHE NECSATH PabOuMX AHEH co JHA
TOCTYIUICHHS COOTBETCTBYIOIIEH HH(pOpPMAIMHM pa3MellaeT Ha cBoeM oduuuaibHOM caiite B ceTH "VIHTepHeT" CBeleHHS O HEOOXOAWMOCTH BHECEHHS B
MHCTPYKIUIO O MEJHIMHCKOMY IPUMEHEHUIO JIEeKapCTBEHHOTO IperapaTa H3MEHEHHH B OTHOIICHHM CBEJCHHN O IOKAa3aHHWAX U1 NPUMEHCHHUS U
MIPOTHBOIIOKA3aHUAX Ul NPUMEHEHHUs JICKapCTBEHHOIO IIperapara, BBIIBICHHBIX ITOOOYHBIX JEHCTBHUSX, HEKENATENbHBIX PEAKUUAX INpU HPHMEHEHHU
JIEKapCTBEHHOTO TIPEnapaTa M yBEAOMIIET 00 3TOM B 3JICKTPOHHON (opMe WM MUCbMEHHOH (opMe (Ha OyMaKHOM HOCHTeENE) AepiKaTellss WM BiaJenblia
PETUCTPAHOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOT'O IpenapaTa (MK YIOIHOMOYSHHOE UM APYroe IOpHIMIecKoe JIHI0), a TAKXKe JepiKaTelel UK BIaenbleB
PETUCTPAMOHHBIX YAOCTOBEPEHUH JIEKApCTBEHHBIX IPErapaToB (WM YIOJTHOMOYECHHBIX MMM JPYTHX IOPHIMYECKUX JIML), KOTOPBIC SIBISIOTCS
B3aHMO3aMCHIEMBIMH.

1.5. Jlepxatenp WIM BIafeNel] PETHCTPALOHHOIO YAOCTOBEPEHUs JIEKApCTBEHHOTO IpemapaTra, a Taloke [epyKaTelnd WM BIIAAeIbIbl
PETUCTPAMOHHBIX YIOCTOBEPEHHUH JICKAPCTBEHHBIX IpernapaTtoB (WM YIOJTHOMOYEHHBIE HMH JApYrHe IOPHAWYECKHE JIMLA), KOTOPBIE SIBISIOTCS
B3aHMO3aMCHSEMBIMHU, O0sI3aHBI NPEICTABUTH B YIIOJHOMOUCHHBIH (erepaibHbIi OpraH HCIIOIHUTEIBHOH BIIACTH 3asBICHHS O BHECCHHM W3MEHEHUIl B
JOKYMEHTBI, COJepIKaIHecs B PETUCTPALOHHBIX J0Che Ha 3aperHCTPUPOBAHHEIC JICKAPCTBEHHBIC MIPENapaTsl I MEAUIUHCKOTO IPUMEHEHUS], B OTHOIICHHU
CBEIEHHUIl, yKa3aHHBIX B MHCTPYKIMU [0 MEANUIMHCKOMY NMPUMEHEHHUIO JIEKapCTBEHHBIX MPENapaToB, B TEUCHHE COPOKa pabOvMX AHEH CO IHS pa3MEIICHUs
YHOJTHOMOYEHHBIM (pe/iepalIbHbIM OpPraHOM HCIIOJHHUTENIBHOH BIIACTH HMH(pOpPMAIMY, yKa3aHHOW B uyacTu 1.4 Hacrosimed cratbu. JlaHHOe TpeOoBaHHE HE
pacmpocTpaHseTcss Ha CIydad BHECCHHS B HMHCTPYKLIHUIO IO MEAUIMHCKOMY IIPUMEHEHHIO JICKapCTBEHHOTO MperapaTa W3MEHEHHI B OTHOIICHHH HOBBIX
HOKa3aHUH 171 IPUMEHEHUs! IeKapCTBEHHOIo TpenapaTa Ha OCHOBAHUM PE3YyJIbTaTOB COOTBETCTBYIOIIUX UCCIIEI0BAHUMA.
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2. DkcmepTu3a JIEKapCTBEHHBIX CPEICTB B YAaCTH DKCIIEPTU3BI KAUeCTBA JICKAPCTBEHHOIO CPEACTBA U (WIIM) HKCIEPTH3HI OTHOLICHHS OXKUAAeMOil
TONB36l K BO3MOXKHOMY PHCKY IPUMEHCHHS JEKapCTBEHHOTO IpenapaTra JIi MEAUNUHCKOTO IPHMEHEHHS NPOBOJAHTCS B ClIydae BHECCHHS H3MCHCHUH B
JIOKYMEHTBI, COJIEPKAILUECS B PETUCTPALHOHHOM JI0Ch€ Ha 3apEerMCTPUPOBAHHBIN JeKapCTBEHHBIH NpenapaTt, B OTHOILEHHH:

1) cBeneHH, yka3aHHBIX B HHCTPYKIMHU [0 METUIMHCKOMY IPUMEHEHHIO JIEKApCTBEHHOTO Npenapara:

a) nexkapcTBeHHas (opMa C yKa3aHMEM HAUMEHOBAaHUHM U KOJNMYECTBEHHOTO COCTaBa MACHCTBYIOIIMX BEIIECTB M KAaueCTBEHHOTO COCTaBa
BCIIOMOTATEIbHBIX BEIIECTB (MPHU HEOOXOAUMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX BEIIECTB);

6) (apmakogMHaMUKa U (papMaKOKHHETHKA (33 MCKIIIOYCHHEM (hapMaKOKMHETHKH TOMEONAaTHYECKUX JICKAPCTBEHHBIX IPENapaToB U PACTUTEIbHBIX
JIeKapCTBEHHEIX IIPENapaToB);

B) MOKa3aHMs JJIs IPUMEHEHHUS;

I') IPOTHBOIOKA3aHUs ISl IPUMEHEHHUS;

) MEpBI IPEIOCTOPOKHOCTH PH IPUMEHEHUH;

€) yKa3aHHe BO3MOXKHOCTU M 0COOEHHOCTEH MpUMEHEeHUs! JeKapCTBEHHOro penapara Ajs1 MEAUIMHCKOTO IPUMEHEHHs1 OepeMEHHBIMU JKEHIIUHAMH,
JKEHIMHAMU B IIEPUOJ] IPYAHOTO BCKapMIIMBAHHs, ICTHMH, B3pOCIIBIMH, HMEIOIMMHU XPOHUUECKHE 3200 IeBaHNUS;

XK) PEKHUM JO3HPOBAHHUS, CIIOCOOBI BBEACHUS U IPUMEHEHHUs, IPH HEOOXOAMMOCTH BpeMs IIpHeMa JICKapCTBEHHOTO IIperapara, IpOAOKUTEILHOCTD
JIeYeHusl, B TOM 4YHCIIe y IeTei 10 U 10CIIe OJHOIO To/a;

3) BO3MOXKHbIE 1000YHBIE NEHCTBUS U HEeXKellaTebHbIe PeaKI[MU IPH IPUMEHEHNH JIeKapCTBEHHOTO Npenapara;

1) CUMIITOMBI [IePETO3UPOBKH, MEPHI [0 OKA3aHUIO IIOMOIIY IIPH ITEePE03HPOBKE;

K) B3aMMOJIEHCTBUE C IPYTUMH JIEKAPCTBEHHBIMH NpEnapaTaMy U (M) MUILEBBIMU IIPOJLYKTaMU;

11) GOpMBI BBIITyCKa JIEKAPCTBEHHOT'O IIperapara;

M) yKa3aH#e (Ipu HEOOXOIMMOCTH) OCOOCHHOCTEH AeHCTBU JIEKAapCTBEHHOTO IIpenapara IpH IIepBOM IIPHEMe HIIH IIPH €r0 OTMEHE;

H) CBE/ICHHS O BO3MOXKHOM BIMSIHMH JIGKAPCTBEHHOT'O Hperapara JUis MEIUIMHCKOIO IPUMEHEHHS Ha CIIOCOOHOCTb YNPABJIATh TPAHCIIOPTHBIMU
CpelCTBaMM, MEXaHU3MaMU;

0) CPOK TOJJHOCTH U yKa3aHHe Ha 3aIpeT NPUMEHEHHUs JeKapCTBEHHOTO IIpenapaTa 110 HCTeUCHUN CPOKa FOTHOCTH;

I1) YCJIOBUSI XPAHEHHUS;

P) YCIIOBHS OTITYCKa;

2) cocTaBa JIEKapCTBEHHOTO IIperapara JUlsl MeJUIIMHCKOTO IPHMEHEHHS;

3) u3MeHeHUs MeCTa IPOU3BOACTBA JIEKAPCTBEHHOr'0 IpenapaTa JJisi MEAULUHCKOTO IIPUMEHEHHUS;

4) u3MeHeHHs NOKa3aTeledl KauyecTBa JIKAPCTBEHHOIO MperapaTta A MEIULUUHCKOrO NPHUMEHEHUS M (WIM) METOAOB KOHTPOJIS KayecTBa
JIEKapCTBEHHOTO IIperapara JUlsi MeJUIIMHCKOTO IPHMEHEHHS;

5) u3MeHeHusI CpoKa FOJHOCTH JEKapCTBEHHOrO IpenapaTa JUIsi MEAULIMHCKOTO IIPUMEHEHMS;

6) cBezieHUit 0 HEOOXOAUMOCTH BHECEHUS HHBIX U3MEHEHUH B MHCTPYKLUIO II0 MEIUIIMHCKOMY IIPUMEHEHUIO JIeKapCTBEHHOTO IpenapaTa, a Takke B
HHBIE JOKYMEHTBI, COJepXalllliecs B PErHCTPAallHOHHOM JOChe Ha 3apEerHCTPUPOBAHHEIN JIEKapCTBEHHBIH mperapar. IIpu 3ToM penieHne o INpOBEJCHHU
OKCIIEPTU3bI KA4eCTBa JICKAPCTBEHHBIX CPEACTB U (MJIM) SKCHEPTH3bI OTHOLICHMS OXUAAEMOH IONb3bl K BO3MOXKHOMY PHUCKY HPHMEHEHHs JeKapCTBEHHOIO
mpenapara A MEIULUHCKOTO NPUMEHEHHUs IPHHUMAETCsl B COOTBETCTBUHU C YTBEPXKICHHOM YIOIHOMOYEHHBIM (elepalbHbIM OPraHOM HCIOIHUTEIbHOU
BIACTU KiIaccu(pUKanuell M3MEHEHHH, BHOCHMBIX B JOKYMEHTBI, COJEpIKAIHecss B PETHCTPAlliOHHOM JOChe Ha 3apEerHCTPHPOBAHHBIA JIEKapCTBEHHBIIN
npemnapar.

3. 3asBUTeNb BIPaBe NPEACTaBUTH O COOCTBEHHON MHMIMATUBE BMECTE C 3asBJICHHEM O BHECEHUH M3MEHEHHUH B JNOKYMEHTHI, COAEpIXKAILUecs B
PETUCTPAOHHOM J0ChE Ha 3aperiCTPUPOBAHHBIN JICKAPCTBEHHBIN Ipernapar Uil MEAUIIMHCKOTO IPUMEHEHHsT, KOIIMU JOKYMEHTOB, IIOITBEP)KAAIOIINX YIUIaTy
roCcyJapCTBEHHOH MONUIMHBI 32 BHECEHHE B JOKYMEHTHI, COAEPXKAlIMecs B PETUCTPAllMOHHOM J0ChE Ha 3aperHCTPUPOBAHHBIN JIEKApPCTBEHHbIN Mpemnapar A
MEIUIIMHCKOrO NIPUMEHEHUs], U3MEHEHHH, TpeOyIOmUX IPOBEAEHHUs dKCIEPTH3bl JIEKAPCTBEHHBIX CPEJICTB B YaCTH JKCIEPTH3bl KauecTBa JIGKAPCTBEHHOTO
cpenctBa M (MIM) OKCHEPTH3bl OTHOLIGHHS OXHAAEMOH IOJNB3BI K BO3MOXKHOMY DPHCKY IPHMEHEHHs JIEKaPCTBEHHOIO IIperapara Ui MEIULUHCKOTO
NIPUMEHEHUs], TOCYIapCTBEHHO! IOIUIMHBI 33 BHECEHHE B OKYMEHTHI, COJEPIKAIUecs B PETHCTPAllHOHHOM J0ChE HA 3apErHCTPHPOBAHHBIN JIE€KapCTBEHHbIN
mpenapar Uil MEAULIMHCKOTO INPUMEHEHUs, H3MEHEHHMH, He TpeOyIomMX IpPOBEIEeHHs ODKCIEPTU3bl JIEeKapCTBEHHOIO CPEACTBA, a TAKKe BblIaBaeMble
(mpemocTaBisieMble) YIOITHOMOYEHHBIMH (heflepalbHBIME OpTaHaMH HCIIONHHUTEIGHOH BIACTH JOKYMEHTHI (CBeIeHHs), ykazaHHble B uacTsix 1.1 m 1.2
HACTOsMIEH cTaThu. B cilydae WX HempeicTaBICHMS YIOMHOMOYEHHBIH (eepaabHblii OpraH MCHOIHUTENBHOI BIACTH 3alpalllnBacT yKa3aHHbIC JOKYMEHTBHI
(cBemeHHs) B IOPS/IKE MEKBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aHMOACHCTBHSL.

4. B TeueHue nmecsATH pabOUYMX THEH CO IHS IOCTYIUICHWS YKa3aHHOTO B YacTH | HACTOSINEH CTaThbH 3asBICHHS M HEOOXOAMMBIX JOKYMEHTOB
YIIOJHOMOYEHHBIH (heiepalibHbIi OpraH UCHOJIHUTENBHOM BIIaCTH:

1) mpoBOAUT NPOBEPKY IOTHOTHI U JOCTOBEPHOCTH CBEACHUMH, COAEPIKALINXCS B MPEICTABICHHbIX 3asBUTENIEM MaTepHalax;

2) mpUHUMAaeT peleHHe O NPOBEICHUH YKAa3aHHBIX B YacTH 2 HACTOSIIEH CTaTbU COOTBETCTBYIOIIHX 3KCIIEPTH3 JEKapCTBEHHOTO CPENCTBA WM 00
OTKa3e B UX IPOBEICHUH;

3) yBemomisieT B JNIEKTPOHHOM WM IHUCbMEHHOU (opMe 3asBHTEN O HPHHATOM DEIICHHH WIH B CIydae NPUHATUS pelieHHus o0 OTKase B
MIPOBE/ICHIH COOTBETCTBYIOIICH SKCIIEPTU3HI € YKa3aHUEM MPHIHMH TaKOTO OTKAa3a.

4.1. B ciydae BBISBICHHS HETOCTOBEPHOCTH CBEICHWH, COIEPIKAIIMXCS B IIPEACTABICHHBIX 3asBHTENEM MaTepHalaX, YIIOJHOMOUYCHHBIH
(enepanbHbIil OpraH HUCIOIHUTEIBHON BIACTU HANPABIILET 3asBHTENIO 3alIpoc 00 YTOYHEHHHU YKa3aHHBIX CBeIEHUH. JIaHHBIN 3ampoc MOXET OBITh IepemaH
YIIOJTHOMOYEHHOMY TIPEACTABHUTENIO 3asBUTENS JIMYHO IO PACHHCKy, HAlpaBlIeH II0 MOYTe 3aKa3HBIM IMCEMOM WM IIepelaH B DJIIEKTPOHHOH (opMe mo
TeJIeKOMMYHHKAIIMOHHBIM KaHaJaM CBs3H. B ciiyuae HampaBieHHs] JaHHOTO 3aIpoca MO IO0YTEe 3aKa3HBIM ITHCHMOM OH CUUTAETCS MONYYEHHBIM 10 UCTEICHHI
LIECTH JAHEH ¢ JaThl HAIPABIECHUS 3aKa3HOTO MUChMa.

4.2. 3asBuTeNb 00513aH MPEICTABUTh OTBET Ha 3aIIPOC YIIOIHOMOUESHHOTO (he/iepaibHOTO OpraHa NCIIONHHUTENFHON BIACTH B CPOK, HE MPEBHIIIAIOITHI
JEBSHOCTA pabouNX ITHEH co MHS IMOMydeHHs JaHHOTO 3ampoca. Cpok, yKa3aHHBIH B UacTH 4 HACTOSIIEH CTaThbH, IPHOCTAHABIMBACTCS CO JHS HAIPaBICHUS
3asIBUTEITIO 3aMIPOCa YHOIHOMOYCHHOTO (he/IepaIbHOTO OpraHa MCTIONHUTEIBLHON BIIACTH /0 AHS MOJYYCHHS UM OTBETa Ha JAHHBIH 3alpoC M HE YYUTHIBACTCS
NIPU HCUYMCIICHHH CPOKa NPUHSATUS PEIIeHHs O BHECEHWH M3MEHEHHH B TOKYMEHTHI, COIEpIKAIlecs B PETHCTPAlOHHOM JOChEe Ha 3aperucTPHPOBAaHHBIN
JIEKapCTBEHHBIH Npernapar Ik MEAUIIHCKOTO IPUMEHEHUSL.

5. OcHoBaHHEM A OTKa3a B IIPOBEJCHHM YKa3aHHBIX B YacTH 2 HACTOAMIEH CTAaTbU DKCHEPTH3 SBISIETCS IPEJCTaBICHUE IOKYMEHTOB,
MIEPEUYNCICHHBIX B YacTsX | M 3 HACTOSIIEH CTaThH, B HEMOJHOM 00beMe, HEIPEICTABICHUE 3assBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETA HA YKAa3aHHBIH B 4acTH
4.1 HacTosIIeH CTaThbH 3ampoC YIOJTHOMOYEHHOrO (elepalbHOro OpraHa HCIIOJIHHTEIBHOH BIACTH, a TAKKe OTCYTCTBHE B HPEICTABICHHBIX JOKYMEHTAaX
JOCTATOYHBIX CBEJCHHHU, MOATBEPXKIAIONIMX HEOOXOJMMOCTh BHECEHHS H3MEHEHHH, HIM OTCYTCTBHE HH(OpMAIHM, HOATBepXkIaromell (axr ymaaTel
rOCYJapCTBEHHBIX MOIUINH, YKAa3aHHBIX B 9aCTH 3 HACTOSIICH CTAaThH.

6. YKa3aHHBIC B 4acTH 2 HACTOSIIEH CTaThU IKCIEPTH3BI IPOBOATCS B HOPSIIKE, YCTAHOBICHHOM cTaTheil 23 Hactosmiero denepalbHOro 3aKoHa.

7. B cpok, HE NPEBBILIAIONINN AECATH PadOUNX JHEH CO THS MOMYUSHHUS 3aKIFOUCHUH KOMHCCHI KCIIEPTOB IO PE3yNIbTaTaM YKa3aHHBIX B 4acTH 2
HACTOSIIICH CTAaThH IKCIIEPTH3, YIIOTHOMOUCHHBIH (eiepaIbHbIi OpraH HCIIOTHUTEIFHOH BIACTH:

1) npuHHMaeT pelIeHne 0 BHECEHHH H3MEHEHHMI B IOKYMEHTBI, COIEP)KAINECs] B PETHCTPALIMOHHOM JIOChE Ha 3apEeriCTPHPOBAHHBIH JIEKapCTBEHHBII
Ipenapar JUisi MEAUIMHCKOTO IIPUMEHEHUs, I 00 0TKa3e BO BHECEHUH TAKHX U3MEHEHUIT;

2) BHOCHT B IOCYJapCTBEHHBII peecTp JICKapCTBEHHBIX CPECTB Ha OCHOBAaHWH PEIICHUS] O BHECCHUHM M3MEHEHHH B JIOKYMEHTHI, COZICpIKaluecs B
PETUCTPAMOHHOM J0ChE Ha 3apEerMCTPHPOBAHHBIN JIEKAPCTBEHHBIH Tpenapar Uil MEIUIHHCKOTO NMPUMEHEHHs], HeOOXOIMMbIe H3MEHEHHsI M BO3BpAIaeT UX
3asBHTEINIO;

3) BBIIACT 3asIBUTENIO HOBOE PETHCTPAIMOHHOE YI0CTOBEPEHHUE JIEKAPCTBEHHOT'O ITPerapaTa B Cllydae H3MEHEHHs CBEACHHH, CONEPIKAIUXCS B HEM.

8. OcHoBaHMEM IUIsl OTKa3a BO BHECEHHWHM W3MEHEHMII B JIOKYMEHTBI, COJEPI)KAIIMeCs B PETHCTPAMOHHOM JOChe Ha 3aperHCTPUPOBAHHBIN
JIGKapCTBEHHBIN IIpemapar Al MEAUIUHCKOTO IPHMEHEHHS, SBISCTCS 3aKIIOYEHHE YINOIHOMOYEHHOro (eepanbHOro opraHa HCIOIHUTEIBHOH BIACTH O
BO3MOXKHOCTH CHIDKEHHS 0€30I1aCHOCTH, KauecTBa, (G (HEKTHBHOCTH JICKAPCTBEHHOT'O CPEICTBA B CIydae BHECCHHS TaKHX H3MECHEHHH.

9. Jlomyckaercs oOpallleHue JeKapCTBEHHBIX NPENapaToB /s MEJUIMHCKOrO NPUMEHEHHUs 0 MCTEUEHHs CPOKa TOAHOCTH, NPOM3BEICHHBIX B
TeYeHHE CTa BOCBMUACCATH JHEH Mocie JaThl IPUHATUS YIOITHOMOYEHHBIM (heepalbHBIM OPraHOM HCIOIHUTEIBHOMN BIACTH PEIICHHs O BHECCHHU H3MEHEHUH
B JIOKYMCHTBI, COZICPXAIIMECs] B PErMCTPALMOHHOM JOChE, B COOTBETCTBHM C MH(pOpMAIMEeH, comeprKalleicss B JOKyMEHTaX PErMCTPAlIOHHOTO J0Che Ha
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JIeKapCTBEHHBIH IpenapaT 10 AAThl IPUHATHS TAKOTO PEICHUS.

Cratbs 31. BHecenne u3MeHEHHH B JOKYMEHTHI, COJEPIKAIIUECS B PETUCTPAMOHHOM J0ChE Ha 3aperHCTPHPOBAHHBIA JIEKapCTBEHHBIH IIpemapaT
JUIsl BETEPMHAPHOIO IPUMEHEHHUS

1. B nensix BHECEHHs U3MEHEHUH B IOKYMEHTBI, COAEPKAIUECS B PETUCTPALMOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIN JeKapCTBEHHBIH NpenapaT Ui
BETEPHHAPHOTO IPHMEHEHHs, AeprKaTelb WM BIaJelell PEerHCTPAMOHHOTO YAOCTOBEPECHHS JIEKapCTBCHHOTO IperapaTa WIN YHOIHOMOYCHHOE MM JPYroe
IOPUANYECKOE JIUIO (Jjanee B HACTOSIIEH CTaThe - 3asBHUTEIb) NPEJCTABISET B YIIOIHOMOYCHHBIH (heaepanbHblii OpraH MCIIOMHUTEIBHON BIACTH 3asBJICHHE O
BHECEHUM TAKHX HM3MEHCHHil 10 (opMe, YCTAaHOBJICHHOI YIOIHOMOYEHHBIM ()eAepalbHbIM OPraHOM HCIIOJHUTEIBHONW BIIACTH, U IpUIIaraeMble K HEMY
HM3MEHEHHS B YKa3aHHBIC JOKYMEHTHI, a TakKe JOKYMEHTHI, TOATBEPKIAIONIIe HEOOXOANMOCTh BHECEHHS TaKUX M3MeHeHuil. [Ipin HeoOX0gUMOCTH BHECEHUS
HU3MEHEHUH B IOKYMEHTBI, COAEp Kalliecss B PETMCTPALIMOHHOM JIOChe Ha 3apErUCTPHPOBAaHHBIH JIeKapCTBEHHBII Ipenapar il BETepUHapHOro IPUMEHEHHs, B
CllydassX HU3MEeHeHUs U (WIM) JONOJHEHHUs HPOU3BOJCTBEHHON IUIOIIAJKH JIEKAPCTBEHHOTO CPEJACTBA, a TaKKe H3MEHEHHs IIOKa3aTellel KauecTBa
JIEKapCTBEHHOTO IpenapaTa Ui BeTepUHAPHOIO HPHMEHEHHs M (WIM) METOROB KOHTPOJIS KadecTBa JIEKAPCTBEHHOIO IIperapara Ul BETePHHAPHOIO
NPUMCHEHHUs 3asBHUTENb IONOJHHUTEIBHO IIPEACTABISECT B YIIOJIHOMOYCHHBIH (DefiepalibHbIi OpPraH HCHOJIHHUTEIbHOH BIIACTH CIICAYIOMIUE JOKYMEHTHI
(cBeneHus):

1) cBeneHus o maTe IpPEJOCTABIECHUS M PETHCTPALMOHHOM HOMEpe JMIEH3WH Ha IIPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB, NPENOCTaBICHHON
IIPOU3BOAUTEIIIO JIEKAPCTBEHHOTO IIpenapara il BeTepUHapHOro IPUMEHEeHUs], JUIsl POCCUICKUX NPOU3BOIUTENEH;

2) cBeleHHs O JaTe IPEeJOCTaBIECHHUS U PErUCTPALIOHHOM HOMEpE JIMIEH3MU Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, IPEAOCTaBIEHHON
NIPOU3BOAUTENIO (hapMaleBTHIECKOH CyOCTaHIMH, BXOMSIIEH B COCTAaB JICKAPCTBEHHOIO IperapaTa Uil BETEPHHAPHOIO NPHMEHEHUS, JUII POCCHHCKUX
TIPOM3BOAUTENEH;

3) xonus JOKYMEHTa, BBIIAHHOTO YIIOJHOMOUEHHBIM OPraHOM CTPaHbl IPOM3BOAUTEIS I KaX0H MPOU3BOJCTBEHHOH IIIOMIAAKH JIEKAPCTBEHHOIO
mpemapara Uil BETEPHHAPHOTO INPUMEHEHUs] M MOATBEP)KAAIONIEr0 COOTBETCTBHE MHPOU3BONHUTENS JIEKAPCTBEHHOTO MpernapaTa TPeOOBAaHMSM IIPaBIII
HaJulexallel NpOU3BOJICTBEHHON NPAKTUKH, U €ro IEepeBOJ]l Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJKE, a TaKKe KOMHUs 3aKIIOYEHUs O
COOTBETCTBHU IPOM3BOAUTENS JIGKAPCTBCHHBIX CPEJCTB TPEOOBAaHMAM HPABHJ HAUICKAIIEH NPOU3BOJACTBEHHOI MPAKTHKH, BBIIAHHOTO YIIOJHOMOYECHHBIM
(enepabHEIM OPraHOM HCIIOJHHUTENBHON BIACTU UL Ka)KAOU NMPOU3BOACTBEHHON IUIOMIAAKHU JIEKapCTBEHHOTO Iperapara A BEeTepUHAPHOTO IPUMEHEHHS,
00 KONHS PEIICHHS O HPOBEJCHWH HHCIEKTUPOBAHHS NPOU3BOAUTENS JIGKAPCTBEHHBIX CPEJICTB, HPUHATOTO YHOIHOMOYEHHBIM (elepaibHbIM OpraHOM
HCIIOJHHUTEIbHOM BIIACTH UL KaXKIOH NPOU3BOACTBEHHON IIOLIAAKU JEKApCTBEHHOIO Ipenapara Jjs BETEPUHAPHOIO NMPUMEHEHHs. YKa3aHHbIE TOKYMEHTHI
NIPE/ICTABISIOTCS B CIydae, eClI IPOU3BOJCTBO JEKapCTBEHHOTO IIperapara JUlsi BETEPHHAPHOTO NPUMEHEHUsI OCYLIECTBIIETCs 3a IpenenaMu Poccuiickoit
Oenepanyu;

4) xomMs HOKyMEHTa, BBIJAHHOIO YIIOJHOMOUEGHHBIM OPraHOM CTpaHbI IIPOU3BOAUTENS (papMaleBTHUECKOH CyOCTaHLUM U IOATBEPKAAIOIIEro
COOTBETCTBUE IIPOM3BOAUTENS (papMAlleBTHYECKOH CyOCTaHIMHM, BXOMAMIEHl B COCTaB JIGKAPCTBEHHOrO IIpenapara Ui BETePHHAPHOTO HPHMEHEHHS,
TpeOOBaHUAM IPaBUII HaJulexamiell IpoU3BOACTBEHHON NIPAKTUKH, U €ro MepeBOJ Ha PYCCKUH S3bIK, 3aBEpPEHHBIE B YCTAHOBJICHHOM IOPSAAKE, B CIydae, ecld
MPOM3BOACTBO (hapMaLeBTHUECKOI CyOCTaHIIMU OCYILECTBIIETCS 3a npezenamu Poccuiickoit @eneparuu.

1.1. B cinydae m3MeHeHHS U (WIH) JOIOJHEHUS IPOHU3BOACTBEHHOH IUIOIIA[KH JIEKAPCTBEHHOTO CPEICTBA JHOKYMEHTHI, yKa3aHHBIE B dacTH |
HACTOSIIEH CTaThH, NPEACTABIAIOTCS 3asBUTE/IEM B OTHOILICHUU U3MEHIEMOI U (MJIM) JOIOJIHAEMON NPOU3BOICTBEHHOM IIOIIA/IKU JIEKAPCTBEHHOI'O CPEICTBA.
Pemienne o BHeceHMH H3MEHEHHH B JOKYMEHTBI, COIEpXKalllMecs B PErMCTPAllMOHHOM [OChe Ha 3aperHCTPUPOBAHHBINA JIEKapCTBEHHbIH IpenapaT It
BETEPHHAPHOTO NIPUMEHEHUs, WJIH 00 OTKa3e B MX BHECEHHM IPHHHUMACTCS B CIydae HEOOXOAMMOCTH IPOBENCHUS IKCIIEPTH3HI JIEKapPCTBEHHOTO CPENCTBA B
CPOK, HE INpPEBBILIAIOIINK JAEBIHOCTa PabOYMX JHEH, a B OCTAIBHBIX CIIy4yasX B CPOK, HE MNPEBBILAIOMIMNA TPUALATH PabOYMX JHEW CO IHS HPUHATHA
YIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOIHUTENILHON BIACTH 3asIBIC€HHUS O BHECEHUH TaKHX H3MEHEHHH.

1.2. B ciyyae peopraHmM3amii JepsKaTels MM BIaJenblla PErHCTPAlMOHHOTO YHIOCTOBEPEHUs JEKapCTBEHHOTO Iperapara A BETEpHHAPHOIO
NIPUMEHEeHUs], pa3paboTyMKa WIM IPOU3BOIHUTENA JIEKApPCTBEHHOrO IpenapaTta Ui BETEPUHAPHOTO HPUMEHEHUs B 3asBICHHM O BHECEHHM HM3MEHEHUIl B
JOKYMEHTBI, COZIEpIKaIlUecs] B PETUCTPALIHOHHOM J0Che Ha 3apErHCTPHPOBAHHBIN JeKapCTBEHHBIH Mpemnapar Uil BEeTepHHAPHOIO IPUMEHEHHUS, YKa3bIBalOTCS
JTaHHBIE IOKyMEHTa, OATBEP KIAIONIEro BHECEHHE COOTBETCTBYIONINX U3MEHEHNH B EMHBINA rocyapCTBEHHBII peecTp IOPHINISCKUX JIMI (1711 OpraHu3aluii,
3apEeruCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoir ®enepanunu), WM UHOTO JOKYMEHTA, MOATBEPKAAIOIIETO PEOPraHU3ALMI0 FOPUIMYECKOro JHuua (s
OpraHu3alMii, HEe 3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit ®exneparuu). 3asBicHHE O BHECEHMHM HM3MEHEHUH B JIOKYMEHTBI, COJEpIKalHecs B
PETUCTPAaMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpenapar Uil BETePHHAPHOTO NPUMEHEHWs, W IpHWIaraeMble K HeMy JOKyMEHTHI
MPECTABIAIOTCA B YHOIHOMOYCHHBIN (hefiepaibHbIil OpraH HCIOIHUTENBHOM BIACTH HE IO3[HEE 4eM 4Yepe3 TPUAuath pabouMx AHEH CO JHS BHECCHUS
COOTBETCTBYIOLIMX M3MEHEHHU B ENMHBIN roCyaapCTBEHHBIH peecTp IOPUAMYECKUX JIUIL (A1 OpraHU3aliid, 3aperuCTPUPOBAHHBIX Ha TeppuTopun Poccuiickoit
Qenepanyun) WM O AHS NPUHATHS COOTBETCTBYIOIIETO TOKYMEHTA, ITOATBEPIKAAIOIIEr0 PEOpPTraHM3allHI0 IOPHIMYECKOro JHia (Il OpraHW3amyi, He
3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit ®enepanuu). B ciydae peopranuzanmu JepikaTens WM BJIAJENblia PETHCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara il BeTePUHAPHOTO IPUMEHEHHS 3asBJICHHE O BHECCHHU H3MEHEHHI B JOKYMEHTHI, COoJepiKalliecs B PeTHCTPAIllMOHHOM JOChe Ha
3aperUCTPHPOBAHHBIM JICKAPCTBEHHBIH IIpernapar Uil BETEPHHAPHOTO NPUMEHEHWs, ITOJAeTCsl IOPHIMYECKAM JIMIOM, KOTOPOMY B XOAE pEOpraHH3alid
nepeaHo MpaBo BIAJCHHS TAKHM PETHCTPALHOHHBIM yIOCTOBEPEHUEM.

2. B ciydae BHeceHHs H3MEHEHHH B JOKYMEHTBI, COAEpIKAIIUECs B PETHCTPALIMOHHOM JI0Che Ha 3aperHCTPUPOBAHHBINA JIEKapCTBEHHBIH MpemapaT
Ul BETEPUHAPHOTO NPUMEHEHHUS, B OTHOIIEHUH CBEICHUH, yKa3aHHbIX B 1ouryHkrax "e", "x", "k", "n", "n", "c", "X" mynkra 7 yactu 3 crathy 17 HacToOAIIEro
DenepaabHOTO 3aKOHA, H3MEHEHHUS | (WIIH) TOMOJIHEHNUS IPON3BOACTBEHHON IUIOMAIKH JISKAPCTBEHHOTO CPEICTBA, a TAKXKE B CIIydae H3MEHEHHMS IToKa3aTeneit
Ka4ecTBa JIEKapCTBEHHOTO IIperaparta Ui BeTepUHAPHOTO MIPUMEHEHHs U (WJIM) METO0B KOHTPOJI KadecTBa JEKapCTBEHHOTO Npernapara A BeTepUHAPHOIO
TIPUMEHEHHUS] IPOBOIUTCS SKCIIEPTH3a JIEKapCTBEHHOTO CPEACTBA ULl BETEPHHAPHOTO IPHMEHEHHs. B ciydae HEOOXOIMMOCTH BHECEHHS! HHBIX W3MCHEHUH B
JOKYMEHTBI, CoAepiKallfecs B PETHCTPAlIOHHOM JIOChe Ha 3apeTrHCTPHPOBAHHBIN JEKapCTBEHHBIH IIperapar IJis BeTepHHAPHOIO IPHMEHEHHs, SKCIepTH3a
JIEKapCTBEHHOT'O CPEJCTBA UL BETEPHHAPHOTO IIPUMEHEHHUS He IPOBOAUTCSL.

3. 3asBUTENb BIOpaBe NPEICTAaBUTH II0 COOCTBEHHOI MHUIMATHBE BMECTE C 3asBJICHHEM O BHECCHHH M3MEHEHHH B JOKYMEHTHI, COAEpIKaluecs B
PETUCTPAaMOHHOM JOChe Ha 3aperHCTPHPOBAHHBIN JICKApPCTBEHHBIH INperapar Ui BETepUHAPHOIO NPHMEHEHHS, KOIHU IOKYMEHTOB, IOITBEP)KHAIONINX
yIIaTy TOCYAapCTBEHHONM IOLIIMHBI 32 BHECEHHE B JOKYMEHTBI, COJEPIKAIIUECs] B PETHCTPAllMOHHOM JOChe Ha 3apEerHCTPUPOBAHHBIN JIEKapCTBEHHBIMA
Tperapar Uil BeTepHHAPHOTO NMPUMEHEHNUs, N3MEHEeHNH, TpeOYIOMUX IPOBEASHNUS IKCIIEPTU3bI JIEKapCTBEHHOTO CPECTBA, WM M3MEHeHHH, He TPeOyIOmuX
TIPOBENICHNS KCIEPTH3BI JICKAPCTBEHHOTO CPEICTBa. B cilydac HEOOXOAMMOCTH M3MEHEHHs CBEACHUH, CONEPIKAIIMXCS B PETUCTPAIOHHOM YIOCTOBEPEHHU
JIEKapCTBEHHOTO IIpenapara Iy BeTePHHAPHOTO IPHMEHEHHs, C 3asBICHHEM, YKa3aHHBIM B 4acTH | HACTOSIIEH CTaThH, 3asSBUTENb BIIPABE IPEACTAaBUTH IO
COOCTBEHHOH WHHUIMATHBE KOIHMIO JOKYMEHTa, MOATBEPXKIAIOIIEr0 YIUIATy TIOCYJApPCTBEHHOH IOLUIMHBI 32 BBIAa4y PErHCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO NperapaTa. 3asBUTENb BIPaBe NMPEACTABUTH MO COOCTBEHHOI MHHIMATHBE CBEACHMS O JIMLCH3MSAX, yKa3aHHbIE B ITyHKTax | M 2 gactu |
HACTOSIIIEH CTAaThH, a TAK)KE BbIIAaBaeMble YIIOJTHOMOUYCHHBIMH (hefepaabHBIMU OPTaHAMH UCHIOIHUTEILHON BIACTH JOKYMEHTHI, YKa3aHHBIC B ITyHKTE 3 dacTH |
HacTosimieil craTebM. B ciyyae HempencTaBieHHs YKa3aHHBIX JOKYMEHTOB (CBEICHHH) YHNOJNHOMOYCHHBIH (pefepaibHblii OpraH HCIOJHUTENIBHON BIAacTH
3anpannBaeT yKa3aHHbIE JOKYMEHTHI (CBEACHHUS) B IOPSIIKE MEKBEIOMCTBEHHOTO HH(OPMALIOHHOTO B3aNMOACHCTBHSL.

4. B cpok, He IPEeBBIIIAIONNI JeCSITH pabouux JHEH cO AHS HOCTYIUICHUS yKa3aHHOIO B YacTH | HACTOSIIEeH CTATbU 3asBICHUS U HEOOXOAUMBIX
JIOKYMEHTOB, YIIOTHOMOYCHHBIH (peiepaabHbIi OpraH CIOJHUTEIBHOM BIACTH:

1) mpOBOMT NPOBEPKY IOIHOTHI U JOCTOBEPHOCTH CBEACHUH, COAEPIKALINXCS B PEICTABICHHBIX 3asBUTENIEM JOKYMEHTaX;

2) IpUHUMAET pelIeHHe O IPOBEICHUH SKCIEPTHU3bI IEKAPCTBEHHOTO CPECTBA ISl BETEPHHAPHOTO IPUMEHEHHS HIU 00 OTKa3e B €€ IPOBEICHNUH;

3) yBemoMisIeT B MMCHMEHHOW (hopMe 3asBHTENS O NPUHATOM PELICHWH WM B CIydae NPUHATHS PEIICHUs 00 OTKa3e B NMPOBEICHHH JKCIICPTU3BI
JIEKapCTBEHHOTO CPEJICTBA JUISl BETEPHHAPHOTO IPHMEHEHHS C YKa3aHHEeM IIPUYHMH TAKOTO OTKa3a.

4.1. B cimyuae BBIBICHHS HEIOCTOBEPHOCTH M (HJIM) HEJOCTATOYHOCTH CBEICHMI, COAEPIKAIIMXCS B NPEICTaBICHHBIX 3asABHTENEM JOKYMEHTAX,
YIIOJTHOMOYEHHBIH (heepabHblii OpraH MCIIOJHUTENBHOM BIACTH HAIPABIET 3asBHTENIO 3apOC 00 YTOYHEHHH YKa3aHHBIX CBECHUH. 3ampoc MOXeET OBITh
repeaal YIoJHOMOYSHHOMY IPEICTaBUTEIIIO 3asBUTENS O] PACIHCKY, HAIPaBJIEH IO MOYTE 3aKa3HBIM IMCHMOM WIIH IIepelaH B DJIEKTPOHHOH dopme IO
TeJIeKOMMYHHKAIIMOHHBIM KaHallaM CBs3U. B ciyuae HampapieHus 3ampoca 00 yTOYHEHHH yKa3aHHBIX CBEACHHUI IO IMOYTE 3aKa3HBIM IHCHMOM OH CUHTACTCs
TOJTyYEHHBIM 110 HCTEYCHHH IIECTH JHEH C JaThl HAIPABJICHHS 3aKa3HOIO IHChMa.

4.2. 3asBuTenb 0053aH NPEICTABUTH OTBET Ha 3aIIpOC YHOJHOMOYEHHOTO (pe/iepalbHOr0 OpraHa UCHOIHUTEIBHOI BIACTH B CPOK, HE NPEBBINIAIONIHIT
JIeBSHOCTA PabOYUX JTHEH CO THS MOIydeHHs JaHHOTO 3ampoca. CpokH, ykasaHHBIE B uacTH .| HacTosIIeH CTaThH, IPUOCTAHABIMBAIOTCS CO AHS HAIPABICHUSL
3asBUTEIIO 3aIpoca yHOIHOMOYEHHOTO (heZiepaabHOro OpraHa HCIONHUTEIbHON BIAaCTH JI0 JHS TOTy4eHHs OTBETA HA JAHHBIH 3alPOC U HE YYUTBIBAIOTCS MPH
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HCUHCIICHUH CpPOKa IPUHATHS DENICHHS O BHECCHHM H3MCHEHHHM B JOKYMEHTBHI, COAEpXKaIuecs B PETHCTPALMOHHOM JIOChE Ha 3apErHCTPHPOBAHHBIN
JIeKapCTBEHHBIH IpenapaT A1 BETEPUHAPHOTO IPUMEHEHUSL.

5. OcHOBaHMEM JUIsl OTKa3a B NPOBEAEHUH SKCIEPTH3bI JEKAPCTBEHHOIO CPEJCTBA Ul BETEPHMHAPHOIO HMPHMEHEHHs SBIISIETCSA NpPEACTaBICHHE
JIOKyMEHTOB, YKa3aHHBIX B 4acTsX | U 3 HacToAMlIeH CTaThH, B HEMOJIHOM OOBEME WIIM OTCYTCTBUE B IPEJCTABICHHBIX JOKYMEHTAX NOCTATOYHBIX CBEACHHH,
TIOATBEPIKJAIONIX HEOOXOIUMOCTh BHECCHHUS] M3MEHEHHH, 1100 HENpeACTaBICHHE 3asBUTENICM B yCTAHOBICHHBIN CPOK OTBETa HAa YKa3aHHBIH B uacTu 4.1
HACTOSIIIEH CTAaThH 3aIIPOC YIIOJTHOMOYEHHOTO (pefiepabHOro OpraHa HCIOIHUTEIbHON BIACTH.

6. DxcrepTH3a JIEKapCTBEHHOIO CPENCTBA Ul BETEPHHAPHOIO NPHUMEHEHMS B LIEJISIX BHECEHHMs M3MEHEHHMH B JIOKYMEHTHI, COJEpIKalluecs B
PETUCTPAOHHOM JI0Che Ha 3aperHCTPUPOBAHHBIN JeKapCTBEHHBIH Npernapar Ul BETepUHApHOTO MPHMEHEHHS, OCYIIECTBISIETCS B IOPSAKE, YCTAHOBICHHOM
cratbeil 24 Hactosero OeepaabHOroO 3aKOHa.

6.1. B cpok, He NpeBBILAIOIINNA AECATH PabOYUX JHEH cO IHS MOTydYCHHs 3aKII0UYCHHST KOMUCCHU DKCIIEPTOB IO Pe3ysibTaTaM yKa3aHHOH B 4acTu 2
HACTOSIIIEH CTaThH SKCIEPTH3BI, YIOITHOMOYCHHBIH (pefepaabHbli OpraH HCIIOIHUTEIBHOM BIaCTH:

1) npuHUMaeT pelieHre 0 BHECEHUU U3MEHEHUI B IOKYMEHTbI, COJEPIKAIIMECS B PETUCTPALIMOHHOM JIOChE Ha 3aperucTPUpPOBAHHbIN JIEKApCTBEHHBII
npenapar Juisi BETEpHHAPHOIO IPUMEHEHNUs], UK 00 OTKa3e BO BHECEHHH TaKUX M3MEHEHHUII;

2) BHOCHT B rOCYJAapCTBEHHBIH PeecTp JICKAPCTBEHHBIX CPEICTB Ha OCHOBAHUM PEIICHHUS O BHECCHHH M3MEHEHHI B JIOKYMEHTHI, COJepiKalluecs B
PETHCTPALIOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBI Mperapar Al BETEPMHAPHOTO NPUMEHEHHUs, He00X0IMMble M3MEHEHHS U BO3BpAILAeT 3TH
JIOKYMEHTBI 3asBHTEIIO;

3) BBlEAeT 3asABUTENI0 HOBOE PETUCTPAllIOHHOE YAOCTOBEPEHHE JICKAPCTBEHHOTO IIpemapaTra OIS BETEPHHAPHOTO INPUMEHEHHs B Cllydae
HEoOXOAMMOCTU U3MEHEHHsI CBEJICHUH, COflep KalluXCs B HEM, C COXPaHEHHEM HOMEpa paHee BBIIAHHOTO PErMCTPALMOHHOIO YOCTOBEPEHH S I€KapCTBEHHOIO
rpenapara Ajs BeTepUHAPHOTO MPHUMEHEHHS.

6.2. B ciyuae BHeCeHHs M3MEHEHHUII B JOKyMEHTHI, COZIEpPKAIIECcs B PETHCTPALIMOHHOM J0Che Ha 3aperHCTPHPOBAHHBIN JeKapCTBEHHBII Ipemapat
JUIsl BETEPUHAPHOIO NPHMEHEHHs, B YaCTH, Kacalolleics n3MeHeHus U (MIM) JOIOJHEHUs NPOU3BOACTBEHHON ILIOIIAIKH JIEKApCTBEHHOIO Ipemnapata, Ipu
NPEICTABICHUN 3asBUTEIEM B COOTBETCTBHH C IIyHKTOM 3 dYacTu | HAacTOAIICH CTaThby KONUM PEIICHUsS YIIOJIHOMOYEHHOro (elepasbHOro opraHa
WCTIOJHUTENBHOH BIACTH O IMPOBEJCHHU HHCIICKTHPOBAHHS HPOM3BOJAMTENS JEKAPCTBCHHBIX CPEACTB CPOK, YKa3aHHBI B wacTu 6.1 HacTosIel CTaTbH,
MPHOCTAHABIIMBACTCS CO JIHA MOJIyYCHHs 3AKJIFOYEHUs] KOMUCCHH SKCIICPTOB [0 JHS NMPHHATHS yHOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM HCIIOIHUTEIbHON
BJIACTH PEILEHUs O Bbla4ye WK 00 OTKa3e B Bblaue 3aK/II0UEHHUs] O COOTBETCTBHHU IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUAM IPABII HaJIeKalel
NIPOU3BOACTBCHHOM NPAKTHUKH, HO HE 00JIee YeM Ha CTO BOCEMBJIECST pabOUHX JHEH.

7. OcHOBaHHEM Ul OTKa3a BO BHECEHUH H3MEHEHHH B IOKYMEHTBI, COAEp)KAalIMECs B PErHCTPALMOHHOM IOChE HA 3apErUCTPHPOBAHHBII
JIEKapCTBEHHBIH IpenapaT s BeTepHHAPHOIO IPUMEHEHUs, B CIydasxX, He TpeOyIOIIMX IPOBENEHHUs DKCIEPTU3bl JIEKAPCTBEHHOTO CPEACTBA, SBILETCS
NIpe/ICTaBIeHNe JOKYMEHTOB, YKa3aHHBIX B 4acTsX | U 3 HACTOSIIEH CTaThbH, B HEIIOJHOM 0OBEMe MM OTCYTCTBHE B IIPEICTABICHHBIX JJOKYMEHTaX CBEICHUI,
KOTOPBIE JIOJDKHBI OBITh B HUX OTPa)KEHbI, JIMOO HENPEICTABICHNUE 3asBUTEIIEM B YCTAHOBJICHHBIH CPOK OTBETA HAa yKa3aHHbIA B 4acTu 4.1 HAacTOSIIEH cTaTbu
3a1IpOC YHOJIHOMOYCHHOTO (pe/IepalIbHOrO OpraHa UCIOIHUTEIBHOM BIACTH.

7.1. OcHOoBaHHMeM JUIi OTKa3a BO BHECCHHM HM3MEHEHHH B JOKYMEHTHI, COAEP)KAIIMecs B PErHCTPAllIOHHOM JOChe Ha 3aperHCTPHUPOBAHHBIN
JIGKapCTBEHHBIN Ipernapar Ui BETEPUHAPHOIO IPHMEHEHMs, B CIy4asX, TpeOyIOIUMX IIPOBEICHHs OJKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA, SBIAETCS
3aKJIFOYCHUE YIOJHOMOYCHHOIO (he/iepallbHOr0 OpraHa MCIOJIHUTEIBHON BIACTH O BO3MOXKHOCTH CHIDKCHHSI OE30IaCHOCTH, KadecTBa, 3()(EKTHBHOCTH
JIEKapCTBEHHOTO IIpelapaTa BCJIEACTBHE BHECEHHS! M3MCHEHHH B yKa3aHHBIC JOKYMEHTHI, OTKa3 YIIOJHOMOUYCHHOTO (eepalbHOrO OpraHa HCIIOIHUTEIHHON
BJIACTU B BbIIaue 3aKJIIOYEHHS O COOTBETCTBHU IIPOU3BOAUTEN JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IIPaBMIl HaJleKalleld Ipou3BOACTBEHHOH NPAaKTUKU B
Cllydyae M3MEHEHHs W (WIM) IONOJHEHMS MPOU3BOACTBEHHON ILIOMIAJKH JISKAPCTBEHHOIO IIpernapara, eClH IPOU3BOACTBO JICKAPCTBEHHOIO IperapaTa It
BETEPHHAPHOTO IPHMEHEHHS OCYLIECTBIIIETCs 3a pefenamu Poccuiickoit denepanuiy, WM OTCYTCTBUE 3TOTO 3aKIIIOYEHHUS.

8. Jlomyckaercsi oOpalieHue JIEKapCTBEHHBIX HPENapaToB I/ BETEPUHAPHOIO NPHMEHEHHs A0 HCTEUeHUs CPOKa TOAHOCTH, IIPOU3BEICHHBIX B
TeyeHHe CTa BOCbMUAECATH JHEl ocie JaThl IPUHATUS YIOIHOMOYEHHBIM (efepaabHbIM OPraHOM HCIIOIHUTENbHOH BIACTH PELIEHUs] O BHECEHUH H3MEHEHUI
B JOKYMEHTHI, COAEpXKalHecss B PETHCTPAllMOHHOM JOChe Ha JICKapCTBEHHBIH IIperapar, B COOTBETCTBHH C MH(OpMAIMel, ColepiKaIlelcss B JOKyMEHTax
PErUCTPalMOHHOIO 10Che Ha JIEKapCTBEHHBIH Mpenapar 10 JaThl IPUHATUS TAKOTO PELICHHUS.

Crarbs 32. OTMeHa roCcyIapCTBEHHOM PErHCTpaliy JIEKapCTBEHHOTO Ipenapara

Penrenne 06 0TMEHe rocyJapcTBEHHOH PETHCTPAlUH JIEKapCTBEHHOTO Nperapara U HCKIIIOUSHHH JISKapCTBEHHOTO TpenapaTa 3 rocyJapcTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEICTB IPHHUMACTCS YIOIHOMOYCHHBIM (e/iepalbHbIM OPraHOM HCIIOIHUTEILHON BIACTH B Cllydae:

1) mpexacTaBiIeHHsT COOTBETCTBYIOIIHM YIIOIHOMOUESHHBIM (efepaabHBIM OPraHOM HCIIOIHHTEIbHOH BIACTH 3aK/IIOUEHHA O PUCKe MIH 00 yrpose
30pOBBIO, JKH3HU 4YEJIOBEKAa WM J>KUBOTHOTO IIPH IPHMEHEHHH JIEKapCTBEHHOTO IIperapara, IPEBBIIAIOMMX ero 3((eKTHBHOCTb, MO pe3yibTaTaM
OCYILIECTBIIAEMOr0 UM MOHHTOPHHIA 6€30MaCHOCTH JIEKapCTBEHHOTO IIPenapara;

2) mopjaud JepikaTeleM MU BIaJelblieM pPEerHCTPAIlMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO IpenapaTa WIH YINOJTHOMOYEHHBIM HM IPYTHM
FOPUAMYECKHM JIMIIOM 3asBJICHHS 00 OTMEHE TOCYIapCTBEHHON PEerucTpariy JeKapcTBEHHOTO IpenapaTa;

3) HeMOATBEp)KAEHUs TOCYHAapCTBEHHOM pEerHCTpalMd JIEKapCTBEHHOIO IIperapaTra IO HCTEUEHHH CpoKa JeHCTBUS PErucTpalioOHHOTO
YIOCTOBEPEHMS, BBIIAHHOTO HA IISTh JIET;

4) HempencTaBleHHs 3asBHTENEM HH(POpPManuM, KOTOpas MOXET MHOBJIedYb 3a co00i HEOOXOOHMOCTh BHECEHHS H3MEHEHHH B JOKYMEHTEHI,
COJIeprKaIInecs] B PErUCTPALIOHHOM J0Che Ha 3apEerHCTPUPOBAHHEIIN JIEKapCTBEHHBII Iperapar, B TeUeHHe TPUALATH PadodnX AHEH co THS HAaCTYIUICHHS dTHX
M3MEHECHUH;

5) ocymiecTBIEHHS TOCYIapCTBEHHOH PETHCTPAINK JISKAPCTBEHHOTO TIperapara Mo TOProBEIM HaHMEHOBAHHEM 3aperMCTPHPOBAHHOTO paHee IOJ
9THM TOPTOBBIM HaNMEHOBAHHMEM JICKaPCTBEHHOT'O TIPerapaTa, OTIMIAIONIEerocsi KaueCTBEHHBIM COCTABOM ACHCTBYIOIIHX BEIIECTB;

6) OCyIIEeCTBIIEHUSI TOCYJApPCTBEHHOM PErucTpaly OZHOTO U TOTO XK€ JIEKapCTBEHHOI'O MperapaTa B OTHOMICHUH OJHOTO U TOTO )K€ JepiKaTens WIH
BIIaJIeNIbIIa PETUCTPALIOHHOTO YIOCTOBEPEHHS JISKAPCTBEHHOTO IIperapara B BHJE JBYX M 0ojee JIeKapCTBEHHBIX IIPEIapaToB I10]] Pa3INIHbEIMH TOPTOBBIMU
HaNMEHOBAHHIMU;

7) BBIHECEHUWs CYIOM peEUIeHHs O HapyIIeHMH IpaB IpaBooOyanaresisi OOBEKTOB HMHTEIEKTYyalIbHOH COOCTBEHHOCTH NpH OOpaleHun
JIEKapCTBEHHBIX CPE/ICTB;

8) oTCyTCTBHS JIEKapCTBEHHOTO Ipenapara B oopamniennu B Poccuiickoit denepannu B TedeHne TpeX U Ooiee JeT;

9) HEBBINONHEHHS JAeprKaTeleM WM BIAJeIblieM PETHCTPAlHOHHOTO YAOCTOBEPEHHUs JIeKapCTBEHHOTO Iperapara JHOO0 YIOTHOMOUYCHHBIM HMH
JIPYTUM IOPUIMIECKHM JIMLOM MEPONPHUATHH MO 00eCIIeYeHUI0 Oe30IIaCHOCTH JICKapPCTBEHHBIX IPEapaToB, YCTAHOBJICHHBIX YIIOIHOMOUYCHHBIM (eaepabHbIM
OpPraHOM MCHOJIHMTEIBHOM BIACTH B COOTBETCTBUM C uacTsMu 3 M 4 cratbu 64 Hacrosmero denepalbHOr0 3aKOHA, B pPaMKax OCYIIECTBICHHS
(hapmakoHaznz3opa;

10) orka3a mep)kaTessi WIM BIAJeNblia PETHCTPALMOHHOTO YIOCTOBEPEHHMS JICKAPCTBEHHOIO MpenapaTa JMO0 YHOJHOMOYEHHOTO UMH JIPYroro
FOPHUAMYECKOTrO JIUIA OT BHECEHUS] H3MEHEHHIT B HHCTPYKIHUIO 11O MPHUMEHEHHIO JIEKapCTBEHHOTO IIperapara, KacaroluXcsl HOBBIX ITOJATBEPIKICHHBIX JAHHBIX O
TOM, YTO PHCK HNPHYMHEHHS Bpela 3I0POBBIO UeNOBEKA MM JKHBOTHOTO BCIEACTBHE IpHEMa JIEKapCTBEHHOTO IpemapaTa HpeBbimaeT 3()()eKTHBHOCTH €ro
TIPUMEHEHUSL.

Crartes 33. ['ocyiapcTBEHHBIN peecTp JIEKapCTBEHHbBIX CPEACTB

1. TocymapcTBeHHBIN peecTp IEKapCTBEHHBIX CPEACTB COAEPXKUT IepedeHb JICKApCTBEHHBIX IIPENapaToB, MNPOIIENIIHX TOCYJapCTBEHHYIO
perucTpanuro, nepevyeHs GpapMaeBTHUECKUX CyOCTaHIHM, BXOIIIIUX B COCTAB JICKAPCTBEHHBIX MPETIApaToB, H CIIEIYIONYI0 HH)OPMALHIO:

1) B OTHOIICHUH JIEKAPCTBEHHBIX IPEIAPATOB:

a) HAHMCHOBAaHHE JEKAPCTBEHHOTO IIpemapaTa (MEKIyHapOJHOE HEMAaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WIH XHMHYECKOE H TOProBOE
HAaUMEHOBaHHU);

0) nexapcTBeHHas hopMa ¢ yKa3aHHEeM JJO3HMPOBKH JICKApCTBEHHOTO Mperapara i ero KOJIMYeCTBa B OTPEOUTENIbCKOM yIIaKoOBKe;

B) HAUMEHOBAHHUE JepiKaTels HIM BIAJENbl[a PETHCTPALMOHHOTO YAOCTOBEPEHHUs JIEKAPCTBEHHOTO IIpemapaTta M CBEACHUS O PETUCTPAluH
JIepIKaTeNsl WIN BiIajieNbla PerucTPalMOHHOI0 yI0CTOBEPEHHU JIEKapCTBEHHOTO NperapaTa JUlsl MEJUIIMHCKOTO IPHMEHEHHS B KaUeCcTBE HAJIOTOILIaTebIINKa B
CTpaHE PErUCTPALNH (I POCCUIACKNX IOPHINYECKUX JIMIL - NJCHTH(HUKAMOHHBIA HoMep Hanoromiatensinuka (MHH), 1uist mHOCTpaHHBIX IOPHANYECKUX JIUILL -
CTpaHa PETHCTPAINY, HANMCHOBAHUE PETHCTPUPYIONIETO OPraHa, PerHCTPAMOHHBII HOMEp, KO/ HAJIOrOIUIaTeNbIINKa B CTPAHE PETUCTPaliy (HHKOPIOPAIIUH)
WJIH €TO aHaJor);
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') HAUMEHOBAHHUE U aJpec MPOU3BOAUTEN IEKapCTBEHHOTO Mperapara H CBEACHHUS O PETUCTPAUK IPOM3BOUTEIIS JICKAPCTBEHHOTO IpenapaTa ULl
MEHUITHHCKOIO IMPHMEHEHHS B Ka4eCTBE HAJIOTOILIATENBINNKA B CTpaHE PErHCTparuu (ULl POCCHHCKUX IOPHUIMYECKHUX JHI] - HUICHTU(UKAIMOHHEINA HOMEp
HaznoromnaTensiuka (MMHH), Uit mHOCTpaHHBIX IOPUAMYECKHX JIULl - CTpaHa PETHCTPallMi, HAaHMEHOBAHHE PETUCTPUPYIOLIErO OpraHa, pPerMCTpaliMOHHBIN
HOMep, KOJI HAJIOTOILIATENbIINKA B CTPAHE PErHCTpaliy (MHKOPIIOPALMH) WK €ro aHaJjIor);

n) GapMakoTepameBTHYeCKass TIpyIIa, KoOJ JEKapcTBEHHOTO IpemapaTa [0 aHATOMO-TEPaleBTUYECKO-XMMHYECKOH —KiIacCH(pHKAIUH,
PEKOMEH10BaHHOM BceMupHOii opranu3sanueit 31paBooxXpaHeHus;

€) II0Ka3aHusl ¥ NIPOTUBOINIOKA3aHHUs K NPUMEHEHHIO JIEKAPCTBEHHOTO IIpenapara;

XkK) 0OOYHBIC AEHCTBIS IeKapCTBEHHOTO IIperapara;

3) CPOK I'OJIHOCTH JIEKAPCTBEHHOI'O TIpenapara;

1) YCJIOBUS XpaHEHHs! JIEKAPCTBEHHOT'O IIpENapara;

K) YCJIOBUSI OTITyCKa JICKAPCTBEHHOTO IIperapara;

J1) HoMep (hapMaKoIeHHOM CTaThi UM B CIIyYae €€ OTCYTCTBUsS HOMEP HOPMAaTHBHOMN JOKyMEHTAINH JIMOO0 HOPMATHBHOTO JOKYMEHTA,;

M) JlaTa TOCYJApCTBEHHOM pErucTpalu JEeKapCTBEHHOIO Iperapara M €ro pPericTpalloHHbIA HOMep, JaTa 3aMeHbl PErMCTPallMOHHOIO
YAOCTOBEpPEHHs JICKAPCTBEHHOTO IIperapaTa Ha OecCpOYHOe PErucTpalliOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOTO Iperapara, AaTa IIOJadd 3asBIEHHS O
MOATBEPKIEHUU FOCYIapCTBEHHON pErncTpalluy JISKapCTBEHHOTO IIpenapara, 1aTa OTMEHbI TOCYJapCTBEHHON PErucTpaliy JeKapCTBEHHOTO IIpernapaTa;

H) KaueCTBEHHBIl COCTaB M KOJIUUECTBEHHBII COCTaB IEHCTBYIOMIMX BELIECTB H KAUECTBEHHBIH COCTaB BCIIOMOraTeIbHBIX BELIECTB JIEKAPCTBEHHOIO
mpernapara;

0) uHdopmManus 000 Bcex pa3peleHHbIX BUAAX BTOPHYHON (IIOTPEOUTEIbCKOI) yIIaKOBKH;

I1) JaTa NPUHATUS PELICHUs O BO3MOXXHOCTH PAacCMaTpHBATh JIEKAPCTBEHHbIN IPenapar Ipu rocyAapCTBEHHONH PErHCTpaliy B KauecTBe Op(haHHOro
JIeKapCTBEHHOTO Ipemapara (I JISKapCTBEHHBIX PENapaToB AT MEIUIIMHCKOTO IPUMEHEHNS);

P) HaJnuMe JICKapCTBEHHOTrO Ipernapara B IEPCYHE KU3HCHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX IpenapaToB (Ui JI€KapCTBEHHBIX
[IpenaparoB Ul MEAULIMHCKOTO IIPUMEHEHUs]);

C) Halu4Yhe B JIEKAPCTBEHHOM IIperapaTe HapKOTUUECKUX CPEICTB, IICHXOTPOIHBIX BEIIECTB U HX IPEKYPCOPOB, MOUISKAIINX KOHTPOIIO B
Poccuiickoii @enepanyn, B COOTBETCTBUM € 3aKOHOJATeNbCTBOM Poccuiickoit denepaunu, MexayHapoHbIMU JloroBopamu Poccuiickoit deneparuu, B ToM
yucne Ejnnoii konBeHnueli o Hapkotuueckux cpeacrsax 1961 roga u Konseniueil o ncuxorponHsix Bemectsax 1971 rona;

T) HHGOPMAIHS O TOM, SIBJISIETCS JIM JaHHBIN JIEKapCTBEHHBII IIpenapaT pedepeHTHBIM JIEKapCTBEHHBIM IIPEIapaToM;

y) CBeJeHHs O [oflaue 3asBJICHHUs] O BHECEHUH M3MEHEHHH B JIOKyMEHTBI, COZIEpKAIINECs] B PETUCTPAlIHOHHOM JI0ChE Ha JIeKapCTBEHHBIH Mpenapar;

) yrpartma cuny ¢ 1 mapta 2020 r. - Denepansusiii 3axoH ot 27 aexadbpst 2019 r. N 475-03

X) CPOK BBEICHUSI JISKAPCTBEHHOT'O TIperapara B rpakJaHCKUi 000poT;

2) B OTHOUIEHUHU (papMaLeBTUYECKUX CYOCTaHIMM:

a) HamMeHOBaHHE (apMaleBTUYECKOil CyOCTaHIMHM (MEXIyHapOIHOE HEHNATEHTOBAaHHOE, MJM TPYHIHPOBOYHOE, MM XHMHYECKOE M TOPTOBOE
HaMMEHOBAHH);

6) HAaMEHOBAHHE U a/IPeC MPOU3BOAUTEISI (hapMaLIeBTUUECKOI CYOCTaHIIMM;

B) CPOK FOAHOCTH (hapMalleBTHYECKON CyOCTaHLIUM;

T') ycIoBHUs XpaHeHHs! (hapMaleBTHIECKOH CyOCTaHINH;

1) HoMep (hapMaKOIEeHHO# CTaThH MK B CIydae €e OTCYTCTBHS HOMEP HOPMATHBHOM HOKYMEHTAIMH JTH00 HOPMATHBHOTO JTOKYMEHTA,

e) Hamuyue (apMaleBTHYeCKOH CyOCTaHIMU B IiepeuHEe HAPKOTUYECKUX CPEACTB, HNCHUXOTPONHBIX BEIIECTB M HX IIPEKYPCOPOB, MOMTIEKALIUX
koHTposto B Poccuiickoit denepanuy, B COOTBETCTBMM € 3aKOHOAATenbCcTBOM Poccuiickoit ®expepaunu, MexIyHapoAHBIMH jaorosopamu Poccuiickoil
Oenepanyy, B ToM 4yuciie EnHoli KoHBeHIel o HapkoTuyeckux cpeacrBax 1961 rona u Konseniueii o ncuxorponHsix Bemiectsax 1971 roga.

2. ®apmarneBTHYECKAs CyOCTaHLUS, IPOU3BEICHHAS IS Pealnu3alii, MOXKET ObITh BKJIIOUEHA B FOCYIapCTBEHHBIH PEECTp JIEKaPCTBEHHBIX CPEACTB
Ha OCHOBaHUH 3asBJICHUs pa3pa0OTUMKa WM HMPOM3BOJUTENS JIEKAPCTBEHHOIO CPEICTBA JIHOO YHIOJHOMOYEHHOTO MIMH IOPHIMYECKOTrO JIUNA IPH YCIOBHU
MPOBEMICHHS B OTHOIICHHHU TaKo# (hapMalieBTHIECKON CyOCTaHIIMH KCIIEPTHU3BI Ka4ecTBa (hapMaleBTHIECKOH CYyOCTaHIMH B TIOPSIAKE, YCTAHOBICHHOM CTAThEH
34 nacrosimero ®enepanbHOro 3akoHa. B oTHOmIeHWM (apMalleBTHYECKUX CYOCTaHIMH, NPOU3BEICHHBIX Ul pEAM3allidM, B TOCYJApPCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB COMEPIKUTCS ClIeAyIoImas HHOpMAIHs:

1) HamMeHOBaHWE (hapMalEeBTHUECKOW CyOCTaHIMM (MEXIYHApOAHOE HENMAaTEeHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XUMHUYECKOE U TOProBOE
HaUMEHOBAHUS);

2) HaMMEHOBaHHE, aApec IPOHM3BOAUTENS (apMaleBTHIECKOW CYOCTAHIMHM, a TAKKe B OTHOIICHHH JIGKAPCTBEHHBIX CPEACTB UL MEIUIIHCKOTO
NIPUMEHEHUs] CBEAEHUSI O PErucTpally NPOU3BOAUTENs (apMaleBTHYECKOH CyOCTaHIIMH B KadecTBE HAJOroIUIaTeNbIUKa B CTpaHe perucTpanud (Uit
POCCHICKHX IOpHAMYECKUX JIUI - HACHTH(UKAMOHHEI HOMep Hanoromaatenbiuka (MHH), a1 MHOCTpaHHBIX IOPHIMYECKUX JIUI - CTPaHA PETHCTPAIUH,
HaMMEHOBaHHE PETUCTPHPYIOIIETO OpTaHa, PerHCTPAlMOHHBIH HOMep, KO/ HAJIOTOILIATENbINNKA B CTPAaHe PErucTpaniy (HHKOPIOPAINHN) HIIH €ro aHajor);

3) cpok rogHOCTH (hapMaLEeBTUUECKOH CYOCTaHIINY;

4) ycnoBus xpaHeHus (papMareBTHYECKON CyOCTaHINH;

5) HOMep papMaKoNeitHOH CTaThH MO0 B CIlydae ee OTCYTCTBHSI HOMEp HOPMaTHUBHOI JOKyMEHTAIMH MM HOPMaTHBHOTO JTOKYMEHTA;

6) Hammuue (apMaleBTHYECKOH CyOCTaHIMH B IlepevdHe HApPKOTHYECKHX CPEICTB, NCHXOTPOIHBIX BEHIECTB M HX INPEKYPCOPOB, MOIIEKAIIUX
xoHTponmo B Poccuiickoit Denepanyu, B COOTBETCTBUH C 3aKOHOAATENbCTBOM Poccuiickoil ®enepanuy, MexayHapoIHBIMH JoroBopamu Poccuiickoit
Denepanyn, B TOM 4ucie EiHON KOHBEHIMEN 0 HApKOTHYECKHX cpecTBax 1961 roga m Konseniyeii o ncMXoTponHeIX BemecTBax 1971 roxa;

7) nata BKJITOYEHHs (papMalleBTHUECKOI CyOCTaHI[N B TOCYIapCTBEHHBII PeecTp JeKapCTBEHHBIX CPE/ICTB, JaTa BHECEHUSI U3MEHEHUH B JOKYMEHTHI
(bapMmarieBTHYECKO# CyOCTaHIINH, aTa UCKITIOUeHHs (hapMaleBTHYECKOil CyOCTaHIIMK U3 TOCYIAPCTBEHHOTO PEECTpa JIEKapCTBEHHBIX CPEICTB.

3. IlopsiioK BeAeHMs TOCYIapCTBEHHOTO peecTpa JISKapCTBEHHBIX CPEICTB Ul MEAUIIMHCKOTO NMPUMEHEHUS H MOPSI0K BEIeHHS TOCYAapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CpPEICTB JUI BETEPUHAPHOTO IPHMEHEHHS YTBEPXKIAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pefepaabHBIM OpPraHoM
HCTIONHHUTEIbHOH BIACTU.

CraTtbst 34. BrimoueHne B TOCYHapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB M HCKIIOUSHHE M3 TOCYJapCTBEHHOTO peecTpa JEeKapCTBEHHBIX
cpencTB (apManeBTHIECKOH CyOCTaHINY, IPOU3BEACHHOM TSl peaii3aliii

1. Jna BKmoueHHUs (papMaleBTHUECKOH CyOCTaHINH, MPOM3BEICHHOHW IS pealu3allid, B TOCYJapCTBEHHBIH PeecTp JICKApPCTBEHHBIX CPEACTB,
TIPOBOJMTCS YKCIIEPTH3a e¢ KauecTBa.

2. DkcnepTH3a KadecTBa YKa3aHHOM B dacTH | Hacrosmieil cTaThbM (hapMaleBTHYECKOH CyOCTaHIMH, COCTaBJIEHHE KOMHCCHEH ODKCIIEpTOB
3aKTIOUEHUH MO pe3yabTaTaM 3TOH JKCIEPTU3bl H UX HAIpPaBICHHE B yHNOIHOMOYEHHBIH (elepanbHbI OpraH HCIONHHUTENIbHOH BIACTH OCYIIECTBISIOTCS B
CPOK, HE TPEBBILAIONIMH HICCTHACCIATH PAabOYMX THEH CO IHS HOJNYYCHHUs DKCIEPTHBIM YYPEKACHHEM COOTBETCTBYIOIIETO 3aaHMs YHOJIHOMOYEHHOTO
(enepabHOrO OpraHa HCIIOJHUTENBHOM BIACTH M CIIEAYIONIMX JOKYMEHTOB (CBEACHUI):

1) cBemeHUs O JaTe MPEAOCTABICHHS M PETHCTPALIOHHOM HOMEpE JUIEH3UU Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPEICTB WM CBEICHHS O JaTe
MIPEIOCTABICHHUSI M PETHCTPALMOHHOM HOMepe 3aKJIIOUCHHs O COOTBETCTBHHU INPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHWAM IPABIII HaJUIekKaIen
TIPON3BOJICTBEHHON NPAKTHKH, BBIIAHHBIX (IPEIOCTABICHHBIX) YIIOJHOMOYCHHBIM (elepalbHBIM OpPraHOM HCIONHHUTENBFHOH BIACTH, B CiIydae, €cid
TIPOU3BO/ICTBO JIEKAPCTBEHHOTO CPEJICTBA OcyliecTBIseTcs: B Poccuiickoit @enepanuu;

2) Konust JOKYMEHTA, BBIIAHHOTO YIIOJIHOMOUYEHHBIM OPTaHOM CTPaHbI IPOM3BOUTENS JIEKapCTBEHHOTO CPEICTBA H IIOTBEPIKIAIOIIETO pa3pelieHIe
TIPOU3BOJICTBA JICKAPCTBEHHOTO CPEICTBA, W €ro NEPEeBOA Ha PYCCKUH S3BIK, 3aBEPCHHbIC B YCTAHOBJICHHOM IMOPSJAKE, a TAaKXKe KOMUs 3aKIIOYCHHS O
COOTBETCTBUH HPOHM3BOJHUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBAaHUSIM MPABUI HAUIEKAIIEH HPOH3BOACTBEHHOH IMPAKTUKH, BHIIAHHOTO YHOIHOMOYEHHBIM
(enepaybHBIM OPraHOM HCIIOIHHUTEIBHOH BJIACTH, JIMOO KOMHUS PEIICHUs YHOJHOMOYEHHOro (helepalbHOr0 OpraHa MCIIOJHUTEIBHOMN BJIACTH O HPOBEACHUH
HMHCHEKTHPOBAHUS IPOM3BOIMTEINS JEKAPCTBEHHOTO CPEICTBA. YKa3aHHbBIC JTOKYMEHTHI NPEACTABISIOTCS B CIydae, €CIM IHPOM3BOJCTBO JIEKAPCTBEHHOIO
CpeaCcTBa ocylecTBIsIeTcs 3a npeaenamu Poccuiickoit denepanny;

3) JOKYMEHT, COJepIKAIIi CIIeIyIONIHe CBeICHHS O (hapMalleBTHIECKOH CyOCTaHIINH:

a) HaMMEHOBaHME (papMalleBTUYCCKON CyOCTaHIMH, €e CTPYKTYpa, OOIIHe CBOHCTBA,

0) HaMEHOBAHHE U a/Ipec IPOU3BOIUTELS;

B) TEXHOJIOTUsI IPOM3BOJICTBA C ONIMCAHUEM CTAJIMii IPOM3BOJCTBA U METONOB KOHTPOJIS HA BCEX CTaUAX ITPOU3BOJICTBA;
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T) omucaHue pa3pabOoTKH IpoIiecca IPOH3BOACTBA;

JI) OIHCAaHHEe KOHTPOISI KPUTHUECKHUX CTaJHi IpoIiecca IPOM3BOACTBA H IIPOMEXKYTOTHOH HPOXYKIIHY;

€) IOKyMEHTaJIbHOE NOATBEPXKACHHE (BAIMAALHS) IPOLIECCOB H (MIIN) MX OLCHKA;

) CBOICTBA M CTPYKTYpa JEHCTBYIOLIUX BELIECTB;

3) XapaKTepHCTHKA IpUMecei;

n) crenuduKanys Ha papMaleBTUYECKYIO CyOCTaHIMIO U e¢ 000CHOBAHME;

K) QaHAJIUTHYECKUE METOJMKH, UCIIOJIb3YEMbIE IIPU OCYIIECTBICHUH KOHTPOIIS KadecTBa (hapMalleBTHIECKO CyOCTaHINH;

JI) JOKYMEHTAIbHOE IIOATBEPXKICHHE (BaMHIAMs) AaHAIMTHYECKHX METOAUK, HCIONB3YeMbIX IIPH OCYIIECTBICHHUM KOHTPONS KadecTBa
(hapMarneBTHYECKO# CyOCTaHIIUM;

M) pe3yJbTaThl aHAJIN3a CEPUii (papMaIleBTHUECKON CYOCTaHIHN;

H) IIepeueHb CTaHIAPTHBIX 00Pa3IlOB MM BEIIECTB, UCIIONIB3YEMbIX IPH OCYIIECTBICHUH KOHTPOJIS KA4eCTBa;

0) OIHCaHUE XapaKTEPUCTUK M CBOICTB yIIAKOBOYHBIX MaTEPHAIOB H YKYIOPOUHBIX CPEICTB;

IT) IaHHbIE O CTAOUIBHOCTH (hapMaLeBTHIECKON CyOCTaHIINH;

P) CPOK FOIHOCTH;

4) NOKYMEHT, COIEpiKalllui CBEJEHHMs O PErHCTPalMU HPOU3BOIMTENS JIEKAPCTBEHHBIX CPEACTB U1 MEIMIMHCKOrO IPMMEHEHHS B KayecTBE
HAJIOTOIIATENBIINKA B CTPAaHE PErHCTpalMH (I POCCHICKHX IOPHIMYECKUX JHI - HACHTH(OHKAIMOHHBIA HOMep Hajoromiatensiquka (MHH), mms
MHOCTPAHHBIX IOPUIMYECKHX JIUI - CTpaHa PETUCTpalliM, HAaHMEHOBAHHE PETHCTPUPYIONIEr0 OpraHa, PEerHCTPAIlHOHHEIN HOMEp, KOJ HAJIOroIUIaTeNlbIHKa B
CTpaHe perucTpanuy (MHKOPIIOPALMH) WK €r0 aHaJIor).

3. i IpoBeAeHHUs SKCIIEPTU3bl KauecTBa yKa3aHHOH B wacTi | HacTosmieil cTaThu (papMaleBTHYECKON CyOCTaHIMH 3asBUTENb MPEACTABISIET B
YIIOTHOMOYEHHBIH (hefiepallbHbI OpraH NCIOIHUTEILHON BIACTH:

1) 3asiBIIeHHE O BKJIIOUYEHHH B TOCYIaPCTBEHHBIN PEECTP JIEKaPCTBEHHBIX CPEICTB JaHHOU (hapMalleBTHYECKOI CyOCTa I,

2) Komus JOKYMEHTA, MOATBEPK/IAIOIIEr0 YIUIATy rOCyAapCTBEHHON IOILIMHBI 32 BKIIOUYCHHE B TOCYIaPCTBEHHBII PEECTp JIEKapCTBEHHBIX CPEACTB
(hapManeBTHUYECKOH CyOCTaHIMH, IPOU3BEEHHON JUI pealH3allny, 100 10 cCOOCTBEHHO!N HHUIMATHBE YKAa3aHHBIH JOKyMEHT. B ciiydae ero HenmpenacTaBieHUst
3asBUTEJIEM YIOJHOMOYCHHBII (elepaibHblii OpraH HCIOJIHHUTENIBHOH BIIACTH IpoBepsieT (JaKT yIUIAThl TOCYJApPCTBCHHOH IONUIMHBI 3asBUTENIEM C
HCIIONIb30BaHHeM HH(pOpMALMK 00 yIiaTe roCyapCTBEHHOM MOLUIHHEIL, cojiepxkanieiics B 'ocynapcTBeHHON HHOPMALMOHHOH CHCTEME O TOCYIapPCTBEHHBIX U
MYHHIMIATBHBIX IUIaTeXKaX, HA OCHOBAaHHUH IIPEJICTaBICHHOH 3asBUTENIEM KOIIMH JJOKYMEHTa, II0TBEPIKIAIOIIET0 YIUIaTy TOCyIapCTBEHHON MOIUTHHEL

3) ZOKYMEHTBI, YKa3aHHbIE B 4aCTH 2 HACTOSAILECH CTaThU;

4) 3asBieHHE O BbLAUE paspelieHus Ha BBO3 B Poccuiickyto ®enepaiinio KOHKPETHON MapTUH HE3aperucTpUpOBAHHOTO JIEKaPCTBEHHOTO CPECTBA,
MIpeIHa3HaYeHHOTO JUIS IPOBECHHS YKa3aHHOH SKCIIEPTU3HL.

3.1. B ciyvae HempenCTaBiICHUS C 3asIBIICHHEM O BKIIOYCHHH B TOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB (hapMaleBTUUECKON CyOCTaHINM
JIOKYMEHTOB, MOJTBEPXKIAIOIINX YIUIATY TOCYAApCTBEHHOW IIOLUIMHBI M YKa3aHHBIX B IIyHKTe 2 4acTH 3 HACTOSAILICH CTaThbh, a TAKXKe BbIIABACMBIX
(IpeocTaBIsIEMbIX) YIIOTHOMOYEHHBIMH (hefiepaabHBIMU OpTraHaMy HCIOIHUTENBHOH BJIAaCTH JOKYMEHTOB (CBEIEHHMIT), yKa3aHHBIX B IyHKTax | u 2 gactu 2
HACTOSILICH CTAaThU, YIOJHOMOYCHHBIH (heaepanbHblii OpraH HCIONHHUTEIBHONW BJACTH 3alpalldBacT yKa3aHHBIC NOKYMEHTHI (CBEICHHS) B MODSAKE
MEKBEJIOMCTBEHHOT0 HH()OPMALIMOHHOTO B3aHMOCHCTBYS.

4. B Teuenue necsAtH paboumx JHEH cO IHSA NPUHATHS 3asBIEHHS O BKIIOYEHHWH yKa3aHHOW B YacTH | HacTosIeH cTaThd (hapMaleBTHYECKOI
CyOCTaHIIMM B TOCYJAPCTBEHHBIH PEECTp JIEKApCTBEHHBIX CPEICTB M JIOKYMEHTOB, IEPEUYMCICHHBIX B YacTH | M NyHKTE 2 yacTH 3 HACTOAIIEH CTaThy,
YIIOJIHOMOYEHHBIH (peiepaibHbli OpraH UCHOJIHUTEIBLHOM BIACTH:

1) IpoBOAMT NPOBEPKY IOIHOTHI U JOCTOBEPHOCTH JAHHBIX, COJIEPIKAIIMXCS B IIPEACTABICHHBIX 3assBUTENIEM JOKYMEHTAX;

2) npUHUMAET PeLICHHE O HAIPAaBJICHUHU B 3KCIICPTHOE YUPEXKICHHUE 3a1aHHs HA HPOBEICHNUE SKCIIEPTH3bI KAUECTBA YKAa3aHHOH B 4acTy | HacTosMIeH
cTaThi (hapMaLeBTHICCKOM CyOCTaHIIK WK 00 OTKa3e B TAKOM HAIPABIICHUH;

3) yBeOMIISET B 2JICKTPOHHON HMIJIM IUCHMEHHON (popMe 3asiBUTENIS O IIPUHSATOM PEIICHNH WM B CIIydae OTKa3a ¢ yKa3aHHEeM IIPUYHH TaKOro OTKas3a.

4.1. B cnyyae BBIBICHHS HEIOCTOBEPHOCTH CBEICHHM, COIEPXKAIIUXCA B IIPEACTABICHHBIX 3asBHTENEM MaTepHanaX, YIOIHOMOUYECHHBIH
(henepanbHblii OpraH MCIOJHUTEIBHOW BIACTH HANPABIIAET 3asBUTENIO 3alpOC 00 YTOUHEHMM yKa3aHHbBIX CBEICHHMH. JIaHHBIN 3ampoc MOXET ObITh HepelaH
YIIOJTHOMOYEHHOMY TIPEACTABHUTENIO 3asBUTENS JIMYHO IO PACHHCKy, HAlpaBlIeH IO MOYTe 3aKa3HBIM IMCEMOM WM IIepelaH B DJIEKTPOHHOH (opMe mo
TEIeKOMMYHHKAI[MOHHBIM KaHalaM CBsi3U. B cilyuae HampaBieHHst JaHHOTO 3alpoca MO MOYTe 3aKa3HBIM MHCHMOM OH CYHTACTCS MONYYCHHBIM MO UCTCYCHUH
LIECTH JHEH C JaThl HATPABJICHHUS 3aKa3HOTO MUCHMA.

4.2. 3asBuTeNb 0053aH MPEICTABUTh OTBET Ha 3aIIPOC YIIOIHOMOUESHHOTO (he/iepaibHOTO OpraHa HCIIOJTHUTEIEHOH BIACTH B CPOK, HE ITPEBBINIATONTHIT
JIeBsIHOCTA paboYMX AHEH CO AHS MOMydeHMs AaHHOro 3ampoca. Cpok, yKa3aHHbIH B 4acTd 4 HACTOAMLICH CTAaThbH, MPHOCTAHABIMBACTCS CO JHS HAIPABICHUS
3asIBUTEIIO 3aIIPOCa YHOIHOMOYCHHOTO (pe/iepabHOr0 OpraHa MCIIOJHUTEIFHON BIACTH 10 AHS MOJIyYCHHsS] MM OTBETa HA JAHHBIH 3alIpOC M HE yYHTBHIBACTCS
TIPU NCUYHCIIEHUH CPOKa IKCIIEPTH3HI KauecTBa (hapMalleBTHIECKON CyOCTaHIINHN, HEMCIIOIb3YEeMO! IIpH NIPOU3BO/ICTBE JICKAPCTBEHHBIX ITPEMapaToB.

5. OcHOBaHHEM JUIsi OTKa3a B HANpPaBICHUM B SKCICPTHOE YYPEKICHHE 3a[JaHUs Ha MPOBEACHHE SKCIIEPTH3bI KauecTBa yKa3aHHOW B wacTu |
HACTOSAMICH CTaThy (hapMaLEBTHYCCKOW CYOCTAHIMH SIBIISICTCS HEMpEICTAaBICHHE IOKYMEHTOB, YKa3aHHBIX B 9acTW 2 HACTOSINEH CTaTbH, OTCYTCTBHE
nH(OopManyH, HOATBEpKIAIONMIEH (aKT yIulaTel TOCYJapCTBEHHOH MOIUIMHBI 33 BKIIFOUEHHE (papMalleBTHUECKOi CyOCTaHINH, TIPOM3BEICHHON JUIS pealn3aliH,
B TOCYJApCTBEHHBIH PEeCcTp JICKAPCTBEHHBIX CPEICTB, HENPECTABICHUE 3asBUTENIEM B YCTAHOBJIECHHBIH CPOK OTBETA HA YKa3aHHBIA B wacTu 4.1 HacTosmein
CTaThM 3alpoC YMOJHOMOYEHHOro (hefiepaJbHOTO OpraHa HCIOIHUTEIBHON BIACTH WIH MPEACTAaBICHHE TOKYMEHTOB, HE COACPIKALIMX HCYEPIIBIBAIOIIECTO
TIepedHs] HEOOXOIMMBIX CBEJICHHI.

6. B TeueHne msATHagUATH pabOYMX ITHEH CO IHS IOMYydYEHHs PEIICHHS YHNOJHOMOYEHHOro (elepanbHOro OpraHa HCIONHHUTENHHOW BIIACTH O
HAINpaBICHUH B JKCIEPTHOE YUPEKICHUE 3aJaHMs Ha NMPOBEACHHE DKCIEPTH3bl KadecTBa yKa3aHHOM B dacTu | HacTosied craTbi (apMalieBTHYECKOi
CyOCTaHITMM 3asIBUTENb IPEACTABIIET B OKCIEPTHOE YYPEXKIEHHE U IHPOBEINCHHS NAaHHON OKCIEPTH3Bl 00pa3lbl (hapMaleBTHIECKOH CYOCTaHINH B
KOJIMYECTBE, HEOOXOAUMOM I BOCIIPOM3BECHHSI METOJOB KOHTPOJIS KadecTBa. DKCIEPTHOE YUPESXKIEHHE TIPU IOIYYSHUH 00pasloB YKa3aHHOH B YacTH 1
HACTOsAMICH CTaThM (HapMAIEBTHYECKOH CyOCTAHIMM BBIIACT 3asBHUTENIO JOKYMEHT, MOATBEPIKAAIOMIMK IIOTy4eHHE ATHX O0OpasiloB, U B CPOK, He
MIPEBBINIAIONINI TpeX pabounx JHEH, yBeIOMISIET B QJIEKTPOHHON WM ITHCHbMEHHOH (opMe 00 3TOM YIOITHOMOYEHHBIH (heepalibHbIil OpraH NCHIOIHATEIbHON
BJIIACTU. DT CPOKH HE BKIIOYAIOTCS B CPOK NPOBEJICHHS JaHHOW SKCIIEPTU3BIL.

7. JIOKyMEHTHI, TMOCTYNMBIINE B HKCIEPTHOE YUpPEXKJEHHE A NPOBEINCHUS AKCIEPTU3bl KauecTBa yKa3aHHOW B wacTu | HacTosmied CTaTbu
(hapManeBTHYECKOI CYOCTaHIMH, OISKAT BO3BPATY B YIIOJIHOMOUYCHHBIN (heaepabHBIi OpraH HCIOJHUTEIBHOI BIACTH OJHOBPEMEHHO C 3aKIIOYECHHSIMH IO
pe3yJIbTaTaM MPOBEJCHHON SKCIIEPTU3EL.

8. B cpok, He MPEeBBIMAIMNK MATH pabounX JHEH CO JHS MOJMYYCHMS 3aKIIOUCHHS KOMHCCHH SKCIIEPTOB IO PE3yIbTaTaM SKCIEPTH3bI KaueCTBa
YKa3aHHO# B yacTu | HacTosImel cTaThy (hapMaleBTHIECKOH CyOCTaHIINH, YIOJIHOMOYEHHBIH (heaepanbHbIil OpraH UCIOIHATEIBHON BIIACTH:

1) ocyIecTBISIET OLIEHKY TAKOTO 3aKIIOUCHUS IS ONPE/ICNICHHs] €r0 COOTBETCTBHS 3aJaHHIO Ha IIPOBEACHUE TAHHOH SKCIIEPTH3HI;

2) mpUHMMAaeT pelIeHHe O BKJIIOYCHUM yKa3aHHOH B 4acTu | HacTosmield cTaThk (hapMaleBTUUECKOH CYOCTaHIMM B TOCYIApPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB MM PElIeHNe 00 0TKa3e B TAKOM BKJIIOUCHUH;

3) BHOCHT IIpH TNPHUHATHU PEIICHHS O BKIIOYCHHH yKa3aHHOW B 4acTh | HACTOSIIEH cTaThbH (apMalleBTHYECKON CYOCTAHIMH B IOCYAApCTBEHHBIN
peecTp JEKapCTBEHHBIX CPEICTB IMPEIyCMOTPEHHYIO HacThio 2 crathi 33 Hacrosuero denepanpHoro 3zakoHa WH(OpPMaNHI0 ¥ yBeAOMIIET 00 3TOM B
9JIEKTPOHHOW MM ITUCHMEHHOW (opMe 3asiBUTEIIS.

9. OcHOBaHMEM JUIsl OTKa3a BO BKJIIOUCHHH YKa3aHHOH B yacTy | HacTosmiel craThu (apMaleBTHYECKOil CyOCTaHIMKM B TOCYJapCTBEHHBIH peecTp
JIGKAPCTBEHHBIX CPE/ICTB SIBISIETCS 3aKJIIOUCHHE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (hefepanibHOro opraHa HCIOIHUTEIBHON BIACTH O TOM, YTO KQueCTBO
(hapManeBTHYECKOI CyOCTaHIIMK HE MOATBEPKICHO MOJTyICHHBIMHU JTaHHBIMU.

10. He momyckaercst BKIIOYEHHE B TOCYIAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB OAHOM (hapMaleBTHYECKOH CyOCTaHIMHN, IPOM3BEACHHON JUIs
pean3alyy 1 BBITyCKaeMOH OTHIUM U TEM K€ MPOM3BOANTEIIEM, B BU/C IBYX U O0JIee PEECTPOBBIX 3aMUCEH.

11. BHeceHne W3MECHEHHH B JOKyMEHTHI Ha (DapMaleBTUUECKYI0 CyOCTaHIMIO, TPOM3BENCHHYIO [UISI peaju3aliid M BKIIOYEHHYIO B
TOCY/IapCTBEHHBII PEEeCTp JICKApPCTBEHHBIX CPEACTB, OCYIIECTBIACTCSA B MOPSJKE, YCTaHOBICHHOM cTaThsimu 30 m 31 Hactosmero denepaibHOro 3aKoHa, ¢
YILIaTOH rocyaapCTBEHHO HONIIMHEL, IPELyCMOTPEHHOU 3aKkonoaaTensctBoM Poccuiickoit denepanuu o Hanorax u cobopax.

12. Jlomyckaercst obparieHne (hapManeBTHIECKHX CyOCTaHIMM, IPOU3BEICHHBIX I PEaln3alyy, B TEUCHHE CTa BOCBMHUJICCATH JHEH 10 W Iociie
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TIPUHATHS YIOTHOMOYCHHBIM (heAepalbHBIM OPraHOM HCIONHUTENIBHON BIIACTH PEIICHHS O BHECCHHM H3MEHEHUH B JOKYMEHTH Ha (hapMaleBTHYECKYIO
CyOCTaHITHIO, IPOU3BEICHHYIO UL pealn3alii H BKIIOUEHHYIO B TOCYIapCTBEHHBII PEeCTp JIeKapCTBEHHBIX CPECTB.

13. PemeHne 006 WMCKIIOYEHHH M3 TOCYIAapCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEJACTB (DapMaleBTHYECKOH CyOCTaHLHMHM, MPOM3BEACHHOW s
pean3alyy, IPUHAMAETCS! YIIOITHOMOUYECHHBIM (heiepaabHbIM OPraHOM MCIIOJHUTENBHOH BIACTH B CIydac:

1) mpexncTaBieHHsT COOTBETCTBYIOIIMM YIIOTHOMOYCHHBIM (hefepaabHBIM OPTaHOM HCIIONHHTEIBHOH BIACTH 3aKIIOUCHHUS O PHUCKE WIH 00 yrpose
JKU3HU WM 370POBBIO YENIOBEKa JINOO0 JKMBOTHOTO TIPU UCIIOIb30BAHNH JIKAPCTBEHHOTO CPE/ICTBA;

2) mojauu pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEJCTBA MM NPOM3BOAUTENIEM JICKAPCTBEHHOIO CPEJCTBA JIMOO YHOJHOMOYEHHBIM MMHU JIPYTHM
IOPUANYECKHIM JIHIIOM 3asBJICHUS 00 MCKIIOUCHHH M3 TOCYJapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPEJICTB (hapMameBTHUECKOIl CyOCTaHIUY, IPOU3BEICHHOM
JUISL peau3aliiy;

3) orcyTcTBUs hapMaLeBTHYECKOH CyOCTaHIMK, IPOU3BEICHHON TSl peaiu3anuH, B oopaiennu B Poccuiickoii denepanun B TedeHue Tpex U Oosee
JeT.

Crares 35. Yrparuia cuiy ¢ 1 uronst 2015 .

Cratbst 36. OOxanoBaHHe pelieHus 00 OTKa3e B Bblaue Pa3pelieHrs] Ha MPOBEACHUE KIMHHYECKOrO MCCIIEI0BaHus JISKAPCTBEHHOTO Mperapara,
pemieHust o0 OTKa3e B TOCYJapCTBEHHON PETHCTpAlMH JIEKapCTBEHHOTO MperapaTa, 3aKII0UeHHs KOMHCCHH JKCIEPTOB OKCIIEPTHOTO YUPEXKACHUS HIH
3aKJII0UEHHs] COBETA 110 dTHKE

PeleHre COOTBETCTBYIOIIETO YIIOIHOMOYEHHOTO (hefiepabHOr0 OpraHa HCIONHUTEIBHON BIACTH 00 OTKa3e B BblJaue Pa3pelICHHs Ha NPOBEACHHE
KIIMHUYECKOTO HCCIENOBAaHUS JIEKAapCTBEHHOTO IMIperapara, pelIeHHe YKa3aHHOro (elepanbHOrO OpraHa MCIOIHUTENBHOI BracTH 00 OTKase B
rocyJapCTBEHHON PErHCTpaliy JIEKAPCTBEHHOTO IpenapaTa, 3aKIl04eHHe KOMUCCHU dKCIEPTOB KCIEPTHOrO YUPEXKAEHHUs HIN 3aKJIIOYEHHE COBETa 10 ITUKE
MOXKET OBITh O0XKAJIOBAHO B IOPSIKE, YCTAHOBICHHOM 3aKOHOAATenbcTBOM Poccuiickoit ®emepauuu. 3akimoueHHEe KOMHCCHH JKCIEPTOB JKCIIEPTHOrO
YUpPEeXIECHHS O B3aHMO3aMEHSIEMOCTH JIEKapPCTBCHHBIX IIPENapaToB ATl MEAUIMHCKOrO IPUMEHEHUs IHOO0 O TOM, 4YTO JEKapCTBEHHBIH Ipemapar s
MEIULMHCKOTO NPUMEHEHHUS HE SBJIACTCS B3aHMO3aMEHSEMbIM, MOXKET OBITh 00XKAIOBAHO JEPKAaTENIeM WM BIAAEIbLEM PErHCTPALMOHHOIO yHIOCTOBEPEHHUS
JIEKapCTBEHHOTO Ipernapara B YIOJIHOMOYEHHBII (elepabHblil OpraH HCIONHUTENBHON BIACTH, KOTOPBIH MPUBIIEKAET K PACCMOTPEHUIO YKa3aHHOH )Kano0bl
TIOZIBEIOMCTBEHHBIC €My HaydHbIe OpraHH3alMi M 00pa30BaTelbHbIC OPTaHM3AalM BBICHIET0 0Opa30BaHUS, OCYIIECTBIIONINE AEATEILHOCTE B cdepe
o0pallieHus JICKapCTBEHHBIX CPEJCTB. 3aKIIFOYEHUE KOMHCCHM KCHEPTOB 3KCIIEPTHOIO YUpPEXKACHHs, OPOPMIICHHOE [0 UTOraM IepecMOTpa 00KalOBaHHOIO
3aKJIFOYEHHUs JKCIIEPTa, MOXET OBITh OCIIOPEHO JepiKaTeleM WM BIAJENbLEM PErHCTPAlMOHHOIO YIOCTOBEPEHUs JICKapCTBEHHOro Ipenapara Jubo
YIIOJTHOMOYEHHBIM MMH JIMLOM B IIOPSAKE, YCTAHOBJICHHOM 3aKOHOIaTenbcTBOM Poccmiickoit ®enepamuu. IIpn 06xanoBaHNM peIIeHHs YHIOJIHOMOYEHHOIO
(enepanbHOro OpraHa UCHOJHUTENBHON BIIACTH, 3aKIIOYEHMS DKCIIEPTa MM KOMHCCHH DKCIEPTOB JKCIIEPTHOIO YUPEKACHHs, 3aKIIOYEHHS COBETa IO THKE
JiepKaTeNb WK BlIafenell PerucTPalOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO IpenapaTa JIM00 YIOIHOMOUSHHOE HMH JIUILIO BIIPaBe NPEACTaBUTh PE3yIbTaThl
JKCIIEPTU3Bl JIEKApCTBEHHOTO IIpenapaTa, IPOTOKOIBI IOJIyYCHHBIX AKKPEJUTOBAHHBIMH HCIIBITATENBHBIMH JIAOOpAaTOPHsAMHU (IIEHTPaMH) pe3yiIbTaToB
HMCCIICAOBAHNM, UCTIBITAHUH.

Cratbsi 37. Unbopmarus, CBsi3aHHAs C OCYIIECTBICHHEM TOCYJapCTBEHHON PErHCTPAallii JIEKAPCTBEHHBIX IPEMaparoB, HHPOpMAUUS O
3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIperaparax U JIeKapcTBEHHBIX IperapaTtax, HCKIIOUEHHBIX I3 TOCYIapCTBEHHOTO PEeCTpa JICKAPCTBEHHBIX CPECTB

1. CoOTBETCTBYIOIINI YIOTHOMOYEHHBIH (eaepanbHblil OpraH HCIOJHUTEIbHOM BIAaCTH pa3MEIlaeT Ha CBOeM OQHIHMAIBHOM caiiTe B CeTH
"NutepHer" uH(GOPMALMIO, CBS3aHHYIO C OCYIIECTBJICHHEM TIOCYJApCTBEHHOW PETHCTPAlMU JICKAPCTBEHHBIX IPENapaTtoB, B TOM YHCIE MPOBEACHUEM
JKCIIEPTU3BI JIGKAPCTBEHHBIX CPEICTB (BKIIOWAs pe3ylbTaThl ee MNPOBEAEHHs), MHPOPMALUIO O 3aperHCTPUPOBAHHBIX JIEKAapCTBEHHBIX IpenapaTtax H
JIEKapCTBEHHBIX IpenapaTax, UCKIIOUEHHBIX M3 IOCYJapCTBEHHOIO PEecTpa JIeKapCTBEHHBIX CPEICTB, HE IO3[HEEe YeM uepe3 IATh pabouux JHeH co IHS
TOJIy4EHHUS YIIOJTHOMOYCHHBIM (pe/iepalbHbIM OPraHOM HCIIONHUTEIBHON BIIACTH COOTBETCTBYIOIICH HH(POPMALHH.

2. CpokH ¥ TOPSIOK pa3MeIIeHNs yKa3aHHOH B dacTH | HacTosieid craThd MH(OPMAaIMH YCTaHABIMBAIOTCS YHOJHOMOYEHHBIM (enepaabHBIM
OpraHoOM HCHONHHUTENbHOW BractH. Mudopmamus, yka3aHHas B 4acTé | HacTOsIeil CTaTbH, SBISIETCS OTKPBHITOM W OOIIEIOCTYIHONW H MPEJOCTABISAETCS
3aMHTEPECOBAHHBIM JIMI[AM B COOTBETCTBHU € 3aKOHO/aTeNbCcTBOM Poccuiickoit deneparuu.

I'napa 7. Kinnnuveckue ucc/ie0BaHus JeKAPCTBEHHBIX NPeNapaToB 1151 MeAHIIMHCKOI0 IPHMMeHeHHs], 10roBop 00 X NpPoBeleHNH, IPaBa
NANHEHTOB, YYACTBYIOIUX B THX HCCIET0BAHUAX

Crarba 38. KinmHuueckue ucciaenoBaHus JEKapCTBEHHBIX MPENapaToB Ui MEIUIMHCKOTO IPUMEHEHHS

1. KimHnueckye McciieJoBaHMsI JICKAPCTBEHHBIX IIPENapaToB Ul MEIUIMHCKOTO NPHMEHEHHs, B TOM 9HCJIE MEXIyHapOJHBIE MHOTOILICHTPOBEIE,
MHOTOIIEHTPOBBIE, IOCTPETUCTPAIMOHHBIE, TIPOBOSTCS B OZHOI MM HECKOIbKHX MEJHIMHCKHX OPTaHM3alUsIX B COOTBETCTBUH C IPaBUIIAMH HaJIeKalei
KIIMHUYECKOH MPaKTUKH, YTBEPAKICHHBIMH YIIOJTHOMOUYEHHBIM (eepanbHbIM OPTraHOM HCIOIHUTEIbHOM BIACTH, COOTBETCTBEHHO B CIESIYIOIIUX HEAX:

1) ycraHoBieHHE O0€30IACHOCTH JIGKAPCTBEHHBIX IIPENapaToB JUIl 3IO0POBBIX HOOPOBONBIEB W (MJIM) INEPEHOCHMOCTH HX 3OPOBBIMH
I0OPOBOJIbLIAMH, 32 HCKITIOYEHHEM TaKHX UCCIIEOBAHU JIEKapCTBEHHBIX MPENapaToB, NPOU3BEICHHBIX 3a Mpeaenamu Poccuiickort denepanny;

2) noxdop oNTHMAaNbHAIX JO3HPOBOK JEKApCTBEHHOTO MpemnapaTa i Kypca JISUeHHs IS MAlUeHTOB C OIpeIeIeHHBIM 3a001eBaHeM, ONTUMAIBHBIX
JI03 ¥ CX€M BaKI[MHAI[M NMMYHOOHOJIOTMYECKUMH JIEKapCTBEHHBIMH IIperapaTaMy 310POBIX JOOPOBOJIBIICB;

3) ycranoBieHne O6E30MACHOCTH JIEKAPCTBEHHOrO TMpemapara u ero 3(Q(EKTHBHOCTH Ui TMAIMCHTOB C OMPEICICHHBIM 3a00JIeBaHHEM,
npoduIaKTHYecKoi 3GHEKTUBHOCTH HIMMYHOOHOIOTHYECKUX JICKAPCTBEHHBIX MIPENapaToB ISl 30POBBIX J0OPOBOJIBIICB;

4) m3ydeHHe BO3MOXKHOCTHM PACIIMPEHHUS ITOKa3aHWH JUII MEAWIMHCKOTO IPHMEHEHHs! M BBIIBICHHS paHee HEU3BECTHBIX ITOOOYHBIX HeHCTBHI
3aperUCTPHPOBAHHBIX JIEKAPCTBEHHBIX ITPEIapaToB.

2. B oTHOmEHMM BOCHPOM3BEICHHBIX JIEKAPCTBEHHBIX [PENapaTtoB A1 MEIUIHHCKOTO HPHMEHEHHs IPOBOIATCA  MCCIIEI0BAHUS
OMOPKBUBAJIEHTHOCTH W (WJIM) TEPaNeBTHIECKOH SKBUBAICHTHOCTH B MOPSJIKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (hefepaJbHBIM OpPraHOM HCIIOIHUTENBHOM
BIIACTH.

3. OpraHu3anuio NpoBeieH s KIMHIYECKUX HCCIeI0BaHUH JIEKapCTBEHHOTO Mpenapara A1 MeIHIIHHCKOrO IPUMEHEHHs BIIPaBe OCYIIECTBIIAT:

1) pa3paboT4HK JIEKapCTBEHHOTO Ipernapara Wi YIIOJIHOMOYSHHOE MM JIHIIO;

2) obpa3oBaTeNbHbIE OPTaHM3AIHH BBICIIET0 00pa30BaHMsI, OPraHU3AINH JOIOIHUTEIHHOTO IPO(ECCHOHAILHOTO 00pa30BaHNS;

3) Hay4HO-MCCIIEA0BATENbCKUE OPTaHU3AIUH.

4. KimHWYecKHe HCCIIeOBAaHMS JIEKApCTBEHHOIO Iperapara Il MEJUIUHCKOTO IPHMEHEHHS] IPOBOASATCS HAa OCHOBAaHMH pa3pelIeHHs] Ha
MIPOBE/IcHNE KINHUYECKOTO HCCIEIOBAHMUs JICKAPCTBEHHOIO NpenapaTa, BBIJAHHOIO YIIOJHOMOUYECHHBIM (elepalbHbIM OPraHOM HCIHOJNHUTENBHON BIIACTH.
YnonHoMOueHHBIH (enepanbHblii OpraH HMCIONHHUTENBHOW BIACTH BENET PEECTP BBIJAHHBIX pPa3pelIeHHH Ha IMPOBEICHHE KIMHUYECKUX MHCCIEIOBAHUI
JIEKapCTBEHHOTO Ipernapara, CoAep)Kalnil yka3aHue Ha VX eJb WM [eNd, B yCTAHOBJICHHOM 3TUM OPTaHOM IOPSIZIKE.

5. Vrparuna cuiy ¢ 1 urons 2015 r.

6. K opranmsamuu mnpoBemeHHs KIMHHYECKHX HCCIEAOBAaHUH JIEKapCTBEHHOrO Iperapara Ui MEAUIUHCKOTO HPHMEHEHUS pPa3padoTInKOM
JIEKapCTBEHHOTO TIperapaTta MOTYT IPHBIIEKAThCS FOPUAMYECKHE JIMLA JTI000H OpraHn3alOHHO-PaBOBON (OPMBI NP YCIOBHU OOECHIEYEHUS] COOTBETCTBHS
9THX MCCIIEOBaHUH TpeOoBaHUAIM HacTosero deaepaabHOro 3aKoHa.

7. KnuHudeckue HCCIeNOBaHHS JIEKAapCTBEHHBIX IPENapaToB OIS MEJWIMHCKOTO HPHMEHEHHs HPOBOAATCS B MEIUIMHCKHX OPraHH3aIlnsiX,
AKKPEIUTOBAHHBEIX YIIOJHOMOYCHHBIM (pefepanbHBIM OpraHOM HCIOJHUTENBHON BIACTH B IOpsIKe, YCTaHOBIEHHOM IlpaBurtenscTBoM Poccuiickoit
Denepanyu.

8. Ilepeuenb MEAUNMHCKHX OpraHH3allMil, HMEIOMHUX MPaBO IPOBOIAUTH KIMHUYECKHE HCCIEJOBAHHS JIEKapCTBEHHBIX MPENapaToB Uil
MEUITMHCKOrO IPUMEHEHNS], U PeeCTp BBIIAHHEIX Pa3pelIeHHil Ha MPOBEeHHE KIMHHIECKHX UCCIIEIOBAHHI JIEKAPCTBEHHBIX IPETIapaToOB ONYOINKOBBIBAIOTCS
W pa3MeNIaloTcsl YIOIHOMOYEHHBIM (helepallbHbIM OPraHOM HCIIONHHUTENBHON BIIACTH B YCTAHOBJICHHOM MM IOps/IKE Ha CBOEM O(UIIMAIBHOM CaliTe B CETH
"WnrtepHer".

Cratbst 39. Perienne o npoBeieHNN KIMHUIECKOIO UCCIIEOBAHMS JICKAPCTBEHHOTO IperapaTa Uil MeUIIMHCKOTO IIPUMEHEHHS

1. KimHu4eckoe HCCIeNOBaHHE JIEKAPCTBEHHOTO IpenapaTta Ui MEIMIMHCKOrO NPHMEHEHHs INPOBOIMTCS Ha OCHOBAaHWH paspelIeHus] Ha
MIPOBe/ICHIE KIMHUYECKOTO UCCIIENOBAHMS JICKAPCTBEHHOTO MpenapaTa, BEIJAHHOIO YIOTHOMOUYECHHBIM (heiepadbHbBIM OPraHOM HCIONHHUTEIBHOU BIACTH IO
pe3yiIbTaTaM 3KCIEPTH3B! JOKYMEHTOB, HEOOXOIMMBIX IS MONYYCHUS pa3pellieHus] Ha MPOBEIeHHE KIMHNYECKOTO NCCIIeIOBaHNS JIEKapCTBEHHOT O IIpenapaTa
Y 9TUYECKOMN IKCIEPTH3bL.

2. Jlna momydeHMs pa3pelleHHs Ha MPOBEACHUE KIMHHYECKOrO HCCIICJOBAHMS JICKAPCTBEHHOIO Iperapara Ui MEIUIMHCKOTO HPHMCHCHHS
3asBUTEIIb NPEICTABISACT B YHOIHOMOYEHHbIN (hefepabHbIi OPraH UCIONHUTEIbHON BIIACTH:
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1) 3asBIeHHE O BBLIa4e pa3pelICHNs HA IPOBEJCHNE KIMHUIECKOrO HCCIISOBAHMS JIEKapCTBEHHOTO IIperapaTa Uil MEAUIMHCKOTO IIPUMEHEHNS;

2) KONuH JOKyMEHTOB, IIOATBEPKIAIOINX YIUIATY TOCYJapCTBEHHON MOILINHEI 32 IPOBEACHNE dTHIECKOH IKCIEPTH3BL, IKCIIEPTU3HI JOKYMEHTOB Ha
JIGKapCTBEHHBIN IIpemnapar Ajs IOIydYeHHs paspellieHHs Ha INPOBEAEHHE KIMHUYECKOIO HCCIE0BAHHs JIEKapCTBEHHOIO Mpenapara s MEIMIMHCKOIo
IOpPUMEHEHHs, 3a BbIJauy pa3pellcHHs] Ha NPOBEIEHHE KIMHMYECKOrO MCCJIEJ0BaHHUs JIGKAPCTBEHHOTO IIperapara JUll MEIULHHCKOTO NpHUMEHEHHMs, 3a
NIPOBEJICHUE JKCIEPTHU3Bl JOKYMEHTOB Ha JICKApCTBCHHBIN Iperapar UL IMONYYeHHs Pa3pellicHHs Ha IIPOBEJCHHE MEXIYHApOIHOTO MHOTOLEHTPOBOTO
KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOrO Ipemapara s MEAMIMHCKOrO NPHMEHEHHMs, 3a BblIady paspelleHHs] Ha HPOBEICHHE MEXIyHapOIHOIO
MHOTOIIEHTPOBOTIO KJIMHHYECKOIO HCCIIEIOBAHHS JIEKAapCTBEHHOIO Ipenapara Uil MEIMIMHCKOrO HPHMEHEHHs, 3a IIPOBEJEHHE ATHYECKOH 3KCIepTH3bI,
JKCIIePTU3BI JOKYMEHTOB Ha JICKApCTBEHHBIN IpenapaT Uil IOIydeHHs pa3pelleHHs Ha MPOBEIECHHE IOCTPETHCTPALIOHHOTO KIMHUYECKOTO HCCICIOBAHUS
JIEKapCTBEHHOT'O Ipenapara Ul MeIHIIMHCKOro MPUMEHEHHs, 3a BblJauy paspelleHus Ha NpOBEeHHE IOCTPErUCTPALHOHHOIO KIMHHYECKOTO UCCIIEI0BaHUs
JIEKapCTBEHHOTO Ipemnapara il MEJHIIMHCKOIO IPHMEHEHH S

3) IpOTOKOJI KIIMHHYECKOT0 HCCIIEI0BAHNUS JISKAPCTBEHHOTO Tpernapara I MEIHIHCKOTO IPUMCHCHUS;

4) Oportopy HccieI0BaTEeNs;

5) nHGOPMALIHOHHBIH JTUCTOK MALMCHTA;

6) cBemeHUst 00 OMBITE PaOOTHI HMCCIENOBATeNeil IO COOTBETCTBYIOIINM CIIENUANBHOCTAM M HX ONBITE PabOTHI IO MPOBEICHHIO KIMHHYECKHX
HMCCIIC0OBAHUIT;

7) cBeneHUs O MEAULIMHCKUX OPraHM3alHUsX, B KOTOPBIX IIPeIIoaraeTcs NpoBeieHne KIMHUYECKOTo HCCIIeA0BaHuUsI IeKapCTBEHHOI0 penapaTa s
MEJUITMHCKOIO IPHMEHEHHs (IIOJHOe M COKPAIICHHOE HaWMEHOBAaHMS, OPTaHU3AI[MOHHO-NIPaBoBas (opMa, MECTO HAXOXKAEHUS M MECTO OCYIISCTBICHHUS
NEeATENBHOCTH, TenedoH, Tenedakc, aapec AEKTPOHHON MOYThHI KaX[0i MEIULIMHCKOH OpraHU3aLHN );

8) cBeneHus 0 MpeAoIaraeMblX CpOKax IPOBEAEHUs KIMHUYECKOTO HCCIIEN0BaHUs JIEKapCTBEHHOTO NIpenapaTa JUlsl MEAULIMHCKOTO IPUMEHEHNS;

9) xomuio IOroBopa OOS3aTENBHOTO CTPAXOBAHMS, 3aKJIIOYEHHOTO B COOTBETCTBHM C THIIOBBLIMHU IIPaBHJIAMH OOS3aTENBHOIO CTPAXOBAaHHUS, C
yKa3aHUEM IpeJIeIbHOM YHCIEHHOCTH MallMeHTOB, YYaCTBYIOIUX B KIMHUYECKOM UCCIIEI0BAHHH JIEKAPCTBEHHOIO IperapaTa Uil MEUIMHCKOrO IPUMEHEHHS;

10) uHpOpMALHUIO O COCTaBE JICKAPCTBEHHOTO Mpenapara i MeJHIHHCKOrO NPHMEHEHHS;

11) IOKyMEHT, COCTaBIEHHBI HPOH3BOAMTENICM JIEKapCTBEHHOTO IIpermapara I MEAUIUHCKOTO NPHMEHEHHS M COAEpXKaIuil MOoKa3aTelu
(XapakTepUCTHKH), a TaKKe CBEICHUS O JIKAPCTBEHHOM IIpenapare Ul MEIMIIMHCKOIO IPUMEHEHHs], IPOU3BEICHHOM [UIs IPOBEICHHS KIMHHYECKHX
HMCCIIC0OBAHUIT;

12) cBemeHWst 0 Jare NPEJOCTAaBICHUS W PETHCTPAllMOHHOM HOMEpe JHIEH3WH Ha IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB B CIydae, €CIH
NIPOU3BOACTBO JIEKAPCTBEHHOTO Ipernapara ocyulecTBisiercs B Poceuiickoit denepanuy, Wi CBECHUs O JaTe NPEAOCTaBICHHUs U PErUCTPAlliOHHOM HOMepe
3aK/IIOYEHUs] O COOTBETCTBUHM IIPOU3BOAUTENS JIEKADCTBEHHOIO Ipemapara TpeOOBaHMAM INpPaBHI HajjIexamedl MPOU3BOACTBEHHOH IPaKTUKH,
NIPEIOCTaBICHHOTO YIOJIHOMOYEHHBIM OPIaHOM CTPaHBI IPOM3BOJHUTENS JIEKAPCTBEHHOTO IIperapara.

2.1. B cinyuae HempeCcTaBIeHHUS € 3asBJICHHEM O BblJauye pa3pelleHHs Ha IPOBeJeHNe KINHUYECKOr0 HCCIIeJOBaHUS JIGKApCTBEHHOTO IIpenapaTa Iyt
MEIMIIMHCKOTO IPUMEHEHHsI JOKYMEHTOB (CBEICHHI), TOATBEP)KAAIOIINX YIUIATy TOCYIAPCTBEHHON MOUUIMHBI U YKa3aHHBIX B IyHKTE 2 4acTu 2 HACTOAIIEH
CTaTbH, a TaKKe BBIJABAEMBIX (TIPENOCTAaBISIEMBIX) YHNOJHOMOYEHHBIMH (pelepaibHbBIMI OpraHaM{ HCIIOJHHUTEILHOH BIIACTH JOKYMEHTOB (CBEIECHHIA),
yKa3aHHBIX B MyHKTe 12 vacT 2 HACTOSIIEH CTaThH, YIOIHOMOYCHHBIH (enepanbHblii OpraH UCIONMHUTEIBHON BIACTH 3alpalllMBAeT YKA3aHHbIC TOKYMEHTHI
(cBeneHws1) B MOPSAKE MEKBEIOMCTBEHHOTO HH(MOPMALIMOHHOTO B3aHMO/ICHCTBHSL.

3. B cpok, He IpeBBIMAIOIHI IATH PaboYHX AHEH CO JHS NPUHATHS YKa3aHHOTO B ITyHKTE | 4acTH 2 HACTOSIIEH CTaThH 3asIBICHUS M HEOOXOIMMBIX
JIOKyMEHTOB, YIIOJTHOMOUCHHBIH (heiepanbHblii OpraH UCIOJHUTEIbHON BIACTH:

1) npoBOAMT IPOBEPKY IOIHOTHI U JOCTOBEPHOCTH CBEAEHUH, COAEPIKALINXCS B IPECTABICHHbIX 3asBUTENIEM JOKYMEHTAX;

2) IpUHUMAaeT pelIeHHe O IPOBEJECHHU JKCHEPTH3bl JOKYMEHTOB IS ITOMYydYEeHHs pa3pelleHHs Ha IPOBEACHHE KIMHHYECKOIO HCCIICNOBAHHS
JIEKapCTBEHHOT'O Ipemnapara sl MEJUIMHCKOrO IPUMEHEHHS ¥ TUUECKON SKCIEPTH3bI MM 00 0TKa3e B IPOBEICHUH YKA3aHHBIX SKCIIEPTU3;

3) yBenoMIIsieT B 3JIEKTPOHHOM GopMe itk Ha OYMa)KHOM HOCHTENe 3asIBUTEIIS O IPUHATOM PEIICHHH JIHOO B CiTydae MPUHSATHSI PEIIeHust 00 0TKaze
TaKKe C yKa3aHHeM IIPUYUH TaKOTO 0TKa3a;

4) noAroTaBIMBAaET U HAIPABJIAET B OKCIEPTHOE yUPEKIECHUE U COBET [0 ITUKE 3alaHie HA IPOBEIECHUE COOTBETCTBYIOIIHUX IKCIEPTH3.

4. B ciyyae BbIABJICHUS HENOJHOTHI M (WJIM) HEJOCTOBEPHOCTH HH(OpPMAIMHU, COIEpIKALEHCs B HPEJCTABICHHBIX 3asBUTENIEM JIOKYMEHTaX,
YIIOJTHOMOYEHHBIH (peiepaabHblil OpraH HMCIIOJHUTENBHOMN BIACTH HAIpPABILIET 3asBUTEIIO 3alpOC 00 yTOUYHEHHWH yKazaHHOI mH(opMamym. JlaHHBIT 3ampoc
MOXKET OBITh HepefiaH YINOIHOMOUCHHOMY IpPEICTABUTENIO 3asBUTEN JIUYHO IIO[ DPACIHCKy, HAIpaBleH MO MOYTe 3aKa3HbIM IHCbMOM MU IepeiaH B
EKTPOHHOIN (GopMe MO TeTeKOMMYHHKAI[MOHHBIM KaHalaM CBs3M. B ciyuae HampaBieHMs JaHHOTO 3ampoca 10 MOYTe 3aKa3HBIM IMHCHMOM OH CYHTAETCs
TOJTyYEHHBIM 110 MCTEUSHUH IIECTH JTHEH ¢ JaThl HANpaBJICHWs 3aKa3HOTO IHCHMA. 3asBHUTENb 00s3aH IPEACTaBHTH OTBET HA 3aIpPOC YHOJHOMOYEHHOI'O
(eneparbHOro OpraHa UCIONHHUTEIHHON BIACTH B CPOK, HE IPEBBIIIAIONMI JeBSHOCTa pabouux AHEH co AHA ero momaydeHus. Cpok, yKa3aHHBIH B yacTu 3
HACTOSIIEH CTaTh, IPUOCTAHABINBACTCS CO JIHS HAMPABJICHHS 3asBUTENIO 3aIpOca YIOJIHOMOYCHHOTO (heiepaabHOr0 OpraHa MCTIOMHUTEIBHOM BIACTH 10 JHS
TIOJTyIEHHST UM COOTBETCTBYIOIIETO OTBETA U HE YIUTHIBACTCS IIPH HCYHUCICHUN CPOKA NMPUHSATUS YIIOTHOMOUYEHHBIM (elepaJbHBIM OPTaHOM HCIIOIHHTEIHHON
BIACTU DEIICHHA O IMPOBEICHHM OJKCIIEPTU3BI JOKYMEHTOB I IOIYYeHHUs paspelleHHs Ha HpOBeleHHEe KIMHUYECKOrO HCCIeJOBAHHS JIEKapCTBEHHOIO
npenapara A1 MeIHUIHHCKOTO IPUMEHEHHS.

5. OcHOBaHHMEM ISl OTKa3a B NPOBEICHHH SKCHEPTH3HI JOKYMEHTOB IS MONYYEHUs paspelleHus] Ha IPOBEACHNE KIMHHIECKOTO HCCIIEIOBAHHS
JIEKapCTBEHHOTO Iperapara Uil MEIUIIHCKOTO NMPUMEHEHUS] U ATHYECKOH SKCIEPTH3BI SIBISIETCS IPEACTABICHHE JOKYMEHTOB, IPETyCMOTPEHHBIX YacThio 2
HACTOsIIIEH CTaThbH, B HEMOJIHOM 00BbeMe, HEeNPEICTaBICHUE 3asBUTENIEM B YCTAHOBICHHBIN CPOK OTBETa Ha YKa3aHHBIH B 4acTu 4 HACTOSIIEH CTAaThH 3ampoc
YIIOTHOMOYEHHOTO  (hefIepalbHOTO OpraHa HCHOJHHUTENBHOW BIACTH JMOO OTCYTCTBHE B IIPEACTaBICHHBIX JOKYMEHTaX HCUCPIIBIBAIOIIETO IEPEeTHS
HeobxoxnuMol NH(MOpMAIX WM HHQOpMaLH, KOTOpast JOJDKHA OBITh OTpaXKeHa B HUX, a TAKOKe OTCYTCTBHE MH(OPMAIUH, IOATBEpKAAIOMIeH (aKkT yriaTsl
TOCyJapCTBEHHOH MONUIMHBI 33 IPOBEACHUE dTHIECKOH DKCIIePTU3BI, SKCIEPTU3bI JOKYMEHTOB Ha JIEKapCTBEHHBIN Mpenapar sl MOTydeHHs pa3peleHus Ha
NIPOBEJICHNE KIMHMYIECKOTO HCCIIEIOBaHUS JIEKAPCTBEHHOTO IIpenapaTta Uil MEIWIMHCKOrO HPHMEHEHHs, 32 BbIJady paspelleHus Ha IpOBEACHUE
KIIMHIYECKOT0 HCCIENOBAaHUS JIEKapCTBEHHOTO Iperapara IS MEAUIMHCKOTO HPHMEHEHHs, 3a HMPOBEICHHE JKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIH
mpenapar Ajs MONyYeHHUs paspelleHds Ha MPOBeleHHe MEXIYHAapOAHOTO MHOTOLIEHTPOBOIO KIMHMYECKOTO HCCIEIOBAHMS JIEKapCTBEHHOTO Ipemaparta s
MEJUITHHCKOrO MPUMEHEHWs, 33 Bbady Pa3pelleHHs] Ha MPOBEJECHHE MEXKIYHApOIHOIO MHOIOIEHTPOBOTO KIMHHYECKOTO HCCIICNOBAHHS JIEKapCTBEHHOIO
mpenapara Juisl MeJHI[HCKOTO MPHMEHEHHs, 3a MPOBEJCHHE ITHUECKON IKCHEPTH3BI, IKCIEPTH3b! JOKYMEHTOB Ha JICKAPCTBEHHBIH Mpernapar Juisl MOTyIeHUs
pa3pelleHns Ha IPOBEJCHHE MOCTPETHCTPAMOHHOIO KIMHUYECKOTO UCCIIEOBAHMS JICKAPCTBEHHOTO Ipernapara A1 MEeAUIUHCKOTO MPUMEHEHNUs, 32 BhLIady
pa3pelleHns Ha NPOBeJCHHE OCTPETHCTPALIMOHHOTO KIMHUYECKOTO HCCIIEI0BAHNUS JIEKapCTBEHHOTO Mpenapara Il MEIHIHCKOTO IPUMEHEHHS.

6. IlpoBeneHne KCIEPTU3bI JOKYMEHTOB JUIS HMOJYYCHHS pa3pellcHHs] Ha NPOBEICHUE KIMHUYECKOTO HCCIICNOBAHUS JIEKapCTBEHHOTO Ipernapara
JUISL MEJUITMHCKOIO NMPUMEHEHUs] U TUYECKOU SKCIePTHU3bI, COCTABJICHHE KOMUCCHEI JKCIepTOB M COBETOM IO JTHKE 3aKIIOUCHHH O BO3MOXKHOCTH HIX
HEBO3MO)KHOCTH IIPOBEJICHHUS TAKOr0 KIMHUYECKOTO WCCIEOBAHMSA M HampaBleHHE OSTHX 3aKIIOUCHHH B YIIOJHOMOYEHHBIH (eaepaibHBIH OpraH
HCIIOJHHUTEIBHOH BJIACTH OCYLIECTBILIIOTCS B CPOK, HE IPEBBIAIONIMN TPUIUATH PabodYMX AHEH CO THS IOMYy4YECHHs DSKCIIEPTHBIM YYPEKACHHUEM 3aJaHHs
YIOTHOMOYEHHOTO (hefiepanbHOro opraHa HCIOIHUTENBHON BIACTH C NMPUIOKCHHEM JOKYMEHTOB, yKa3aHHBIX B MyHKTax 3, 4, 10 u 11 wactu 2 HacTosmen
CTaTbH, ¥ COBETOM I10 3THKE 3aJaHHs YIIOJTHOMOUCHHOTO (hefepaJbHOro OpraHa HCIOIHUTEIFHON BIACTH C MPUIOKEHHEM TOKYMEHTOB, YKa3aHHBIX B ITYHKTaxX
3-6,8 19 yacTu 2 HACTOSIICH CTaThU.

7. B cpoK, He MPEBBILAIONINN MATH padoYnX JHEH CO JHS MOJYYeHHUS 3aKIIOUCHUH, YKa3aHHBIX B 4acTh O HACTOSIICH CTAThH, YIIOJTHOMOYECHHBII
(enepaybHBII OpraH UCIOIHUTENBHON BIAaCTH:

1) ocyrecTBIsIET OLEHKY IOCTYNHBIIHX 3AKJIIOUSHHHN ISl ONPEIENCHNs] X COOTBETCTBHS 3aJaHIsIM Ha NIPOBE/ICHHE COOTBETCTBYIOIINX IKCIIEPTH3;

2) mpUHHMaeT pelleHHe O BbIJaue pa3pellieHHs Ha IPOBEACHHE KIMHUYECKOTO HCCIENOBAHHS JICKAPCTBEHHOIO IIpemapaTa Uil MEeIUIIHHCKOTO
TIPUMEHEHHUSI WK 00 0TKa3e B BBIJaue yKAa3aHHOTO Pa3peleHHs;

3) BBIaeT pa3peleHre Ha MPOBeCHHE KIMHIIECKOT0 HCCIIEIOBAHNS JISKAPCTBEHHOTO Nperapara Jjisi MEAUIIMHCKOTO IIPUMEHEHHS MU pelleHne 00
OTKa3e B BbIJAUC YKa3aHHOTO Pa3peLICHUs C yKa3aHHeM IPUYUH OTKa3a.

8. OcHOBaHMEM UL OTKa3a B BBIJAUe pa3pellcHHs Ha MPOBEJCHHE KIMHUYECKOTO HMCCIIENOBAHUS JIGKApCTBEHHOTO Iperapara Il MEAUIHUHCKOTO
IOpPUMEHEHHs SBISETCS HAIMYME 3aKJIIOYEHHMs KOMUCCHM JKCIIEPTOB MM 3aKJIIOYEHHS COBETA 10 3THKE O HEBO3MOXKHOCTH IPOBEJECHHS KIMHHYECKOIO
HCCIIENOBaHNUS JIGKApCTBEHHOIO IpemapaTa I MEIUIMHCKOIO IPHMEHEHHs IO pe3ylbTaTaM IPOBEAEHHBIX AKCIEPTH3, HNPETyCMOTPEHHBIX YaCTBIO O
HACTOAIIEH CTaThH.
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9. Pemenne 00 OTKa3ze B IPOBEACHUH ODKCIIEPTHU3Bl JOKYMEHTOB UL IONYYEHHS Pas3pellcHHs Ha IMPOBEJCHHE KIMHHYECKOTO HCCICTOBAHUS
JIEKapCTBEHHOTO TIpemapara Ul MEIUIMHCKOTO IPUMEHEHHS H dTHIECKOH SKCIEPTH3HI U B BEIJa4e Pa3pelleHNs Ha IPOBEICHNE KIMHHIECKOTO UCCIICOBAHIS
JIEKapCTBEHHOTO TIpernapaTa Julsi MEAMIMHCKOTO NPUMEHEHHS MOXKET OBITh 00XaJOBaHO B IOPSJKE, YCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM Poccuiickoit
Denepanuu.

Cratbs 39.1. DTHdeckas dKcriepTu3a

1. DrHyeckas 3KCHEPTH3a MPOBOJUTCS COBETOM IIO 3THKE, CO3JAHHBIM B MOPSIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM (elepallbHbIM OpPraHOM
HCIIOJIHUTENBHOM BJACTH, B LENAX BbIAAYM 3aKIIOYCHHs 00 3THYECKOl OOOCHOBAaHHOCTH BO3MOXKHOCTH IPOBEACHHS KIMHMYECKOTO HCCIEIOBAHUS
JIeKapCTBEHHOTO IpeTapara JUlsl MeJHIIHHCKOTO IPHMEHEHHSI.

2. DKCrepTaMH COBETa IO 3THKE MOTYT ObITh MPEACTABUTENN MEIUIIMHCKUX OPTraHHU3alHil, HAYYHBIX OpraHH3alHi, 00pa30BaTEIbHBIX OPraHU3ALUH
BBICIIETO OOpa30BaHMs, a TAKXKE HMPEACTABUTEIN OOLIECTBEHHBIX OPraHU3allMii, PEIMIMO3HBIX OpPraHM3alMii U cpefcTB MaccoBod uH(opmauuu. JlaHHbIE
JKCIIEPTHl HE JOJDKHBI HaXOAUThCA B KaKOH-TMOO 3aBHCHMOCTH OT Pa3pabOTUMKOB JICKAPCTBEHHBIX INpPENapaToB M APYIHX JIUI, 3aHHTEPECOBAHHBIX B
pe3yNbTaTax STUYECKON SKCIIEPTHU3BL.

3. Omara ycinyr 3KCIEpTOB COBETa 110 3THKE OCYIECTBIIIETCS HAa OCHOBAHMH JIOTOBOPA, 3aKIIOUCHHOTO MEXIY YIOJTHOMOUYCHHBIM (efiepaabHbIM
OpraHOM HCIIOJTHHUTEIBHOH BIIACTH, KOTOPEIM CO3aH COBET II0 DTHKE, U HKCIEPTOM COBETa IO ITHKE, 32 CUET OIO/UKETHBIX aCCHTHOBAHHH, PEILyCMOTPEHHBIX
YHOJIHOMOYEHHOMY (heiepaTbHOMY OpraHy MCIIOJIHUTEIBHOM BIIACTH, KOTOPBIM CO3J[aH COBET I10 ITHKE, B (heiepalIbHOM OF0/KETe Ha COOTBETCTBYIOIIMIA IO/ HA
obecrieyeHne ero AesaTeIbHOCTH, B pa3Mepax, ycraHoBieHHbIX [IpaBurensctBoM Poccuiickoit deneparun.

4. DKcrepThl COBETA 110 THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATeNILcTBOM Poccuiickoit deneparyn.

5. CocraB coBeTa I10 3THKE, MOJIOKEHHE 00 3TOM COBETE, HOPSIOK €ro AeATEIbHOCTH, TPEOOBAaHMS K KBaIU(HUKALMN U OIBITY PaOOTHI 110 SKCHEPTHOMH
OlIEHKE HAYYHBIX, MEJMIMHCKMX M 3TUYECKHX AaCHEKTOB KIMHMYECKHX MCCIICJIOBAHHUH JICKAPCTBEHHBIX IPENapaToB Ul MEIUILMHCKOrO IPUMEHEHUS,
NperbsBIsIeMble K JKCIIepTaM COBeTa II0 3THKE, MOPSJOK OpraHW3allid M IPOBEACHUS ITUYECKOH OKCHEPTH3BI, (hopMa 3aKIIOUCHHUsS COBETa II0 JTHKE
YCTaHABJIMBAIOTCS YHOJIHOMOYEHHBIM (e/IepalIbHBIM OPraHOM HCIIOJIHHUTENbHOW BiacTH. UMCIO mpeicTaBUTENel MEIUIMHCKMX OPraHM3alMii HE MOXeET
MPEBBILIATh MOJIOBUHY OT OOIIETr0 YKCIIa SKCIIEPTOB COBETA 110 STUKE.

6. adopmanus o cocTaBe COBeTa 10 ITHKE, ITAHAX ero PabOTHI M TeKyIel IesTeIbHOCTH pa3MelaeTcs Ha OQUIaIbHOM caliTe yIIOTHOMOYEHHOTO
(enepabHOro OpraHa HCIOIHUTENbHOI BiacTy B ceTH "MHTepHeT" B yCTAHOBICHHOM UM IODSIJIKE.

Crartbs 40. [IpoBeneHre KIMHUYECKOTO UCCIIEA0BAHUS JIEKAPCTBEHHOTO Npenapara Juisi MEAMLMHCKOro IPUMEHEHHS

1. PykoBomuTtenb MEAMIMHCKOI OpraHM3aliM, KOTOpas IPOBOMUT KIMHHYECKOE HCCJIEIOBAHHUE JICKApCTBEHHOIO IIperapara Uil MEAUIUHCKOTO
MPUMCHEHHs, Ha3HAYaeT HCCIIeJ0BaTeNs, OTBETCTBEHHOTO 3a MPOBEACHHE TAKOTO HCCIICJOBAHUS U MMEIOLIEro JICYeOHYI0 CIIeMaIbHOCT, COOTBETCTBYIOLLYO
MPOBOJMMOMY KJIHHHYECKOMY HCCIICZOBAHUIO JICKAPCTBEHHOrO Nperapara, Co CTaxeM paboThl O IporpaMMaM KIMHUYECKUX HCCIICJOBAaHUH JIeKapCTBEHHBIX
IIperapaToB He MEHee YeM TPH I'ofia U 110 ero MPeIoKeHHIO Ha3HadaeT COUceiIeioBarteneil n3 4ncia Bpadeil 9Toil MEAUIIMHCKOI OpraHU3aIui.

2. UccnenoBatesb OCYyIIECTBISET BHIOOD MALMEHTOB, KOTOPBIC 0 MEANLMHCKUM [TOKa3aHUSIM MOTYT OBITh IIPUBJICYEHBI K YYaCTUIO B KIMHUYECKOM
HCCIIEI0OBAaHUH JICKAPCTBEHHOTO TIpenapaTa sk MEAUIHHCKOTO PHIMEHEHHS.

3. UccnenoBarenb U COMCCIIENOBATENN JTOJDKHBI OBITh O3HAKOMIICHBI C PE3yJIbTaTaMH JIOKJIMHHYECKOIO HCCIIENOBAHUS JIEKapCTBEHHOTO CPEJCTBa,
COJepKAIIMMKCS B OpOIIIOPE MCCIICAOBATENsA, NPOCKTOM MHPOTOKOJIA KIMHUYECKOrO MCCICIOBAHUS JICKapCTBEHHOrO IIpernapaTta il MEIHLMHCKOTO
MPUMCEHEHHs, Pa3pabOTaHHBIM Pa3pabOTUYMKOM JIEKapPCTBEHHOIO MperapaTra WM WHBIM IOPHINYECKUM JIMIIOM, MPHBICKAGMBIM K OpraHM3allid IPOBEICHUS
KIIMHIYECKOT0 HCCIISIOBAHNS JIEKApCTBEHHOTO IIpenapara Ul MEJUI[HHCKOTO IPIMEHEH S, U IPYTHMH MaTepHalaMy TaKOro HCCIIEIOBaHMS.

3.1. PykoBojauTenb MEIUIMHCKOH OpraHu3alli¥ B CPOK, HE IPEBBILIAIOIIMI Tpex paboumx JHEW cO JHS Hayajla NPOBEAEHUS KIMHHUYECKOro
HCCIICI0BaHKs JIEKaPCTBEHHOTO Iperapara Uil MEAULMHCKOrO IPUMEHEHHsI, COo0maeT 00 3TOM B YIOIHOMOYEHHbIH (eaepaibHbli OpraH UCIOIHUTEIbHON
BIIACTH, BBIJABIINI pa3pelleHne Ha IPOBEIEHNE TAKOIO UCCIISOBAHMS, 110 YCTAaHOBICHHOI UM (opMe.

4. OpraHu3auuu, OCYIIECTBIISIONIME OPraHHU3ALMIO MPOBEACHHS KIMHMYECKOTO HCCIIEIOBAHUS JEKapPCTBEHHOIO IIpernapara s MEIHILMHCKOro
NPUMEHEHUs] W yKa3aHHble B 4acTu 3 craTbu 38 Hacrosmero denepaspHOro 3akoHa, B cilyyae HEOOXOAMMOCTU BHECEHHMS HM3MEHEHHMH B IPOTOKOI
KIIMHUYECKOI0 HCCIICOBAHMS JIEKAPCTBEHHOIO IpenapaTta Ui MEIMIMHCKOTO IPUMEHEHHs! COOOIAoT o0 3TOM B YIIOJIHOMOYEHHBIH (elepalbHbIH OpraH
HCIIOJIHUTENBHOM BIIACTH, BBIIABILMIT pa3pelIeHie Ha IPOBEICHNIE TAKOTO UCCIICI0BAHHUS, 10 YCTAaHOBICHHOI UM (opMe.

4.1. ®opma CcOOOLICHUS O BHECEHHMHM W3MEHEHHI B NPOTOKOJ KIMHHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOIO Ipemnapara Uil MEAULMHCKOTO
TIPUMEHEHUS TOJDKHA COZIEPIKaTh CIECTYIOIINe CBEICHHS:

1) HauMeHOBaHUe, HACHTU(UKAOHHBIA HOMEP U aTa MPOTOKOJIA KIHHHYECKOTO HCCIICI0BaHMS;

2) naTa BHECEHHsI U3MEHEHHUH B IIPOTOKOJ KIIMHUYECKOTO HCCIIEIOBAHNUS;

3) HaMMEHOBaHUE ¥ MECTO HAaXOXKICHHUS 3asBHTEIS;

4) HaMMCHOBaHHE OpPTraHHW3AlMM, NPHUBICYCHHOH pa3pabOTYMKOM JIGKAPCTBEHHOIO IperapaTa K OpTraHH3allid MHPOBEJICHUS KIMHUYECKOTO
HCCIeIoBaHUs (IPU HATTMYHN);

5) HAaMMEHOBaHUS M MECTa HAXOXKJICHHS MEIMIMHCKAX OpTaHNU3alHi, B KOTOPBIX IIPOBOJUTCS KIMHUIECKOE HCCIIEIOBAHNE;

6) naTa BbIJAa4H pa3pelICHHs Ha IPOBEACHIE KINHIYECKOTO HCCIICI0BAHMS U HOMEP 3TOTO Pa3pelIeHNUs;

7) n3MeHeHusl, BHOCHMBIE B IIPOTOKOJ KIMHUYECKOTO MCCIICIOBAHHS.

5. B cpok, He IPeBBIMIAIOIIHI TPUIIATH paboUrX AHEH cO JHS MOMyYeHHS YKa3aHHOTO B YacTH 4 HACTOSIIEH CTaTbU COOOIIEHNS, YIIOTHOMOYCHHBIH
(enepaybHBI OpraH UCIIONTHUTENFHON BIACTH PACCMAaTPHBAET 9TO COOOIICHNE B YCTAHOBICHHOM UM IIOPS/IKE M IIPHHAMAET PEelIeHne O BHECEHNH H3MEHEHHH B
IPOTOKOJI KIIMHUYECKOTO MCCIIEA0BAHMS JIGKAPCTBEHHOTO TIpernapaTa Julsi MEAUIHCKOrO MPUMEHEHHSI WM 00 OTKa3e BO BHECCHHWH TAaKMX M3MeHeHHi. [Ipu
PaccMOTPEHHN COOOIIEHHS O HEOOXOANMOCTH BHECEHUSI N3MEHEHHUH B IIPOTOKOJ KIMHAYECKOTO HCCIISOBAHMS JIEKAPCTBEHHOTO TIperapaTta JUisi MeJHIIMHCKOTO
NIPUMEHEHUSI B IIEJSIX OLCHKH OOOCHOBAaHHOCTH IIpEIaracMbIX M3MEHEHHH M OIpeNeleHUs] CTeNeHW pHCKa ULl MAlleHTOB, NPUHUMAIONNX yJacTHe B
KJIMHUYECKUX HCCIIEJOBAHUSX, YIOTHOMOYCHHBIM (heiepalibHbIM OPraHOM HCIIOJIHHUTENIBHOM BIaCTH MOTYT IPHBIICKATHCS SKCIIEPTHI COBETA IO STHKE.

6. KimHmdaeckoe nccliejoBaHNe JIGKapCTBEHHOTO Iperapara sl MEJUIIMHCKOTO PHMEHEHHST MOXKET OBITh IIPHOCTAHOBIICHO WIIH IPEKPAICHO, eCIIH
B IIpOIIeCCe €ro MPOBECHHsI OOHApYKEeHa ONACHOCTb IS )KU3HU, 3T0POBbS ITAIIMEHTOB. B ciydac BOSHUKHOBEHHS OIACHOCTH JUIS JKU3HH, 310POBbS MAIHEHTa,
Y4aCTBYIOIIEr0 B KIMHUYECKOM HCCIICIOBAHUH JIEKapCTBEHHOTO Mpemapara A MEIUIMHCKOr0 IPUMEHEHHUS, HCCIIeI0BaTeN 00s3aHbl POUH(OPMUPOBATH 00
9TOM PYKOBOIWTEINSI MEIHUI[MHCKOW OpraHM3allii M OpraHH3alHIo, ITOTYyYHBINYIO pa3pelleHHe YIIOJTHOMOYEHHOro (erepanbHOro opraHa HCIOIHUTEIBHON
BJIACTU Ha OPraHM3aLMIO NMPOBEICHHS KINHUYECKOTO MCCIIEI0BAaHNU JICKAPCTBEHHOTO TpenapaTa. Pemenre o NpuoCTaHOBICHUH KIMHHYIECKOTO MCCIIETOBAHUS
JIEKApPCTBEHHOTO Ipemnapara Ul MEIHIIMHCKOTO MPUMEHCHHs MPUHUMAIOT PYKOBOAMTEIb MEAMIMHCKON OpraHM3alud M (WIH) OpraHH3als, MOTydHBIIAs
pa3peleHre YIOIHOMOYEHHOT0 (heJiepalbHOr0 OpraHa MCHOJIHUTEIBHON BIACTH Ha OPTraHHM3AIHIO IPOBEACHNUS KIMHIYECKOTO MCCIICIO0BAaHMS JICKAPCTBEHHOIO
mpernapara JUli MEAUIUHCKOTO TNPUMEHEHWs, pEeIleHHe O IPeKpalleHWH TAKOro HCCIICIOBAHMs TNPUHIMAET YIIOJHOMOUYECHHBIH (eepaslbHbIil oprax
HCIIOJIHUTENBHON BIACTH HAa OCHOBAHWH COOOIICHMS B NMHCHMEHHOH ()OpME PYKOBOAMTEIsST MEAMIMHCKON OpTaHW3al[MM WM OpPraHWU3alys, MOIydHBIIAsS
pa3peleHne YIOIHOMOYEHHOro (eJiepaTbHOr0 OpraHa MCHOJIHUTEIBHON BIACTH Ha OPraHHM3aIMIO IPOBECHHS KIMHUYECKOTO HCCIIEIOBAHUS JIEKaPCTBEHHOTO
mpenapara JJsi MeIUIHHCKOTO TPUMEHEHHS.

7. B cpok, He HpEeBBINAMNMMIl [ATH pabounx AHEH CO JHS 3aBEpIICHMUS, MPUOCTAHOBJICHMS WM HPEKPAICHHS KIMHUYECKOrO HCCIICAOBAHMS
JIEKapCTBEHHOTO Iperapara JUlsl MeIHUIMHCKOIO NPHMEHEHHs, COOOIIeHHe 00 STOM HampaBisIeTCs OpraHH3alMsAMM, YKa3aHHBIMH B YacTH 3 cratbu 38
Hacrosiiero denepaybHOro 3aK0Ha, B YIIOITHOMOYEHHBIH (heliepallbHbII OpraH NCIOJHUTEILHON BIACTH 110 YCTAHOBJICHHOH UM (opMme.

8. ®opma COOOILICHHS O 3aBEPIICHHM, MPHOCTAHOBICHUM MM HPEKPAIICHUH KIMHHYECKOTO HCCIICOBAHHUS JICKAPCTBEHHOrO Mperapara Uit
MEUITHHCKOTO IPUMEHEHUS IOJDKHA COJIePIKATh:

1) nH(pOpPMANNIO 0 MEIUIIMHCKON OPraHU3alMy MIM MEIUIIMHCKAX OPTaHU3aIMsIX, IPOBOIVBIINX JAHHOE UCCIIEIOBAHHE;

2) omucaHue JaHHOTO UCCIIEI0BAHMS;

3) nmamHble MccnenoBaTens ((GpaMHUIUS, UMs, OTYECTBO, MECTO PabOTHI, 3aHUMaeMasi JOJDKHOCTb, CIELHaJbHOCTh, CTaXX PabOoTHI IO MporpaMMam
KJIMHUYECKUX HCCIIEIOBAaHUH JIEKApCTBEHHBIX NPENapaToB, NMepevyeHb KIMHHYESCKHX HCCIECTOBAHUII JIEKapCTBEHHBIX IPENapaToB, B KOTOPHIX OH IPUHUMAI
yuactue (epUOIbl y4acTHs1) B KAUYECTBE UCCIIEA0BATENS UIIM COUCCIICAOBATEN);

4) pesynbTaT HaHHOTO HCCIIENOBAaHMs (3aBepLICHHE, HMPHOCTAHOBIECHHWE WM NPEKpaIleHUE TaHHOTO HCCIICNOBAHMS C YKa3aHHEM HX NPUYMH H
BIIMSHUS HAa OLCHKY €ro pe3ylbTaToB, OOIIYI0 OLEHKY PHCKAa M OXHJIAEMOH IOJIb3bl OT IPUMEHEHHMS HCCIIEIyEMOro JICKapCTBCHHOTO Iperapara, a TaKkke
IpeIoaaraeMple JalbHEHIINe NeHCTBY).

8.1. Ilpu BbiiBICHUM (eaepaabHBIM OPraHOM WCIIOJNHUTEIBHON BIIACTH, OCYIIECTBIAIOMNM (YHKIMH 10 KOHTPOIIO M Ham3opy B chepe
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3IPaBOOXPAHCHHS, HAPYIICHUH MPABUII HAAJEXKaIICH KIMHUYECKOW MPAaKTHUKH NP MPOBEACHUU KIMHUYECKOTO HCCIIENOBaHHS JICKAPCTBEHHOTO Iperapara,
BIMSIONINX HAa TOJHOTY W (WJIM) JOCTOBEPHOCTh [NAHHOTO KIMHHUYECKOTO HCCIEIOBAHMUS, YKa3aHHbBIA (enepaiabHbIi OpraH HUCIOJHUTENBHON BIACTH
MIPUOCTAHABIIMBAET MIPOBEAECHUE JAHHOTO KIIMHUYECKOTr0 MCCIIENOBAHUS U BBIHOCUT MEIULIMHCKONW OpraHu3alMu, B KOTOPOH MPOBOAUTCS JAaHHOE KIMHHYECKOE
HCCIIeJOBaHKE, NpPEIIHCcaHHe 00 YCTpaHCHHH BBUIBICHHBIX HapylieHHi. [Ipn HeycTpaHEHMHM MEIMLMHCKOW OpraHH3alyell BBIBICHHBIX HAapyLICHHH B
YCTaHOBJICHHBIII B TNPEANUCAHUU CPOK YyKa3aHHBIA (efepalbHBIi OpraH HCIOJHUTEIBHOW BIACTH NPHUHHMACT PEUICHHE O MNPEKPAICHUH HPOBEICHUS
KJIMHAYECKOTO HMCCIEI0BaHMUs JICKAPCTBEHHOrO Mpernapara M HampaBisieT B (efepaibHbli OpraH HCIONHHUTENbHOW BIACTH, OCYLIECTBISIONMI (YHKIHMU IO
BBIPa0OTKE U pealli3allii FOCYAapCTBEHHOM NOMMTHKA 1 HOPMATUBHO-IIPABOBOMY PETYIMPOBAHUIO B cepe 3ApaBOOXPAHEHHUS, 3aKII0UCHHE O BBIIBICHUHU MIPU
MPOBEICHUH JAHHOTO KIMHHYECKOTO HCCIICAOBAHUS HApYIICHWH INpaBWJI HaJUIeKalleld KIMHUYECKOW INPAKTUKH JUIS TPHUHATUS peuieHuss o0 OTMEeHe
paspeleHus Ha OpraHU3alMI0 POBEICHHUS JJTAHHOTO KIMHUYECKOT0 UCCIIEJOBAHUS C JaThl IPUHATHUS PELIEHHUs O NPUOCTAHOBJICHUH NPOBEICHUS KIMHUYECKOTO
HCCIIeIOBAHMUS JIEKAPCTBEHHOI'O Mpernapara.

9. YnonHOMOYEHHbI (enepayibHbIi OpraH HCHOJHHUTENIBHOM BJIAaCTH OIMYOJMKOBBIBACT W pa3MeIlaeT Ha CBOEM OQHIHAIBHOM CalTe B CETH
"HnTepHer" cooOIIeHNE O 3aBepLICHUH, TPUOCTAHOBICHUN WM MPEKPAICHHN KIMHUYECKOr0 HCCIIeOBAHMS JEKapCTBEHHOrO MpenapaTa il MeJULIMHCKOrO
NIPUMEHEHHUS B CPOK, HE MPEBBILIAOIINK IATH PabOUuX JTHEH CO JHS €ro MOJIy4YEeHHUs, B YCTAHOBJICHHOM UM IOPSJKE.

10. YmonHOMOYEHHBIH (enepaibHbIi OpraH HCIONHUTEIBHONW BIIACTH OCYIIECTBIISCT BEACHHE pEecTpa HUCCIIEAOBATeNeH, MPOBOASAIINX HIIH
MPOBOAMBIIUX KJIMHUYECKUE MCCIIEJOBAHUS JIEKAPCTBEHHBIX MIPENapaToB Ul MEAUIIMHCKOrO IIPUMEHEHHS, B COOTBETCTBUM C YTBEPXKJICHHBIMHU UM IPABUIAMHU
M pa3MelaeT ero Ha CBoeM oduuuanbHOM caidTe B ceTd "MHTepHeT" B YCTAHOBICHHOM HM IMOpsijiKe. YKa3aHHBIH PEeCTp COACPIKHT HH(OPMALHIO,
MPEIYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSILEH CTaThH.

11. Otyer o pe3ynbTaTax KIMHUYECKOTO MCCIIEI0BAHMS JICKAPCTBEHHOI'O Iperapara 1Jisi MEAMIHHCKOr0 IPUMEHEHHS COCTaBIISIETCs OpraHU3aluei,
yKa3aHHOM B wactu 3 ctathbu 38 Hacrosimero ®PenepajsbHOro 3aKOHA, HA OCHOBAHMM 3aK/IOYEHMH MEAMIMHCKMX OpraHM3alMl, NPOBOAMBILUX 3TO
HCCIICIOBAaHNE, W MPEACTABISACTCS B YINOJHOMOYCHHBIH (efepanbHblii OpraH HCHOJHHUTENBHOW BIIACTH, BBIJABLIMN pa3pellieHHe Ha IMPOBEACHHE ATOrO
HCCIIE/IOBAHUS, B CPOK, HE INPEBBILIAIOIIMA TPEX MECALEB CO JHA €ro 3aBepIICHMs, NPUOCTAHOBJICHUS WJIM NPEKpPAIeHUs, B IMOPSJKE, YCTAaHOBJIEHHOM
YIIOJTHOMOYEHHBIM (heIepabHbIM OPraHOM HCIIOJHUTEIBHOM BIACTH.

12. Hapymienue mnpaBuil HaJUIeKalled KIMHUYECKOW MNMpPaKTHKH, (anbcudukanus pe3ysbTaTOB KIMHHYECKOTO HCCIICAOBAHUS JICKAPCTBEHHOTO
rnpenapara Jyisi MEIMIMHCKOro IIPUMEHEHHUS BJIEKYT 3a cOOOM OTBETCTBEHHOCTh B COOTBETCTBHU € 3aKOHOAATeNbCTBOM Poccuiickoit deneparyu.

13. Ilpu npoBeeHNN KIMHUYECKOTO UCCIIEN0BAHMS JISKAPCTBEHHOIO IpenapaTa Ui MeJULIMHCKOrO PUMEHEHHUS J0IyCcKaeTcsl 3a00p y MalleHToB
OMOJIOTMYECKUX MaTepHaioB (00pa3ibl OHOJIOTMYECKUX JKUAKOCTEH, TKaHEeW, CEKPETOB U IPOAYKTOB JKH3HEACATEILHOCTH YEJIOBEKA, (PU3HONOTHMYECKHX H
MATOJIOTMYECKUX BBIICICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB, OMOIICHIHBIA MaTepuai) A1 ux usydenus B Poccuiickoir deneparuu u (i) 3a
npexnenamu Poccuiickoit @eneparmu.

14. Tlopsinox BBO3a B Poccmiickyro ®enepanuio ¥ BbIBO3a 3a mpenelnsl Poccuiickoir denepanyn OHOIOTMYECKHX MaTepHAaoB, MOJYYSHHBIX TPH
MPOBEICHUH KIMHUYECKOTrO HCCIEIOBAHUs JICKAPCTBEHHOIO Ipernapara Julsi MEJULIMHCKOrO NPUMEHEHUs, ycTaHaBiauBaercsi [IpaBurensctBom Poccuiickoit
Oenepanuu.

Crarbs 41. JIoroBop o0 nMpoBeICHHH KIMHUYECKOTO UCCIICA0BAHUS JICKApPCTBEHHOTO Mperapara Uil MEAUIIMHCKOTO IIPUMCEHEHHS

1. KimHnueckoe ucciieoBaHue JIEKApCTBEHHOIO IIperapaTta Ul MEJUIMHCKOIO IPUMEHEHHs MPOBOJUTCS B COOTBETCTBUM C JIOTOBOPOM O
MPOBEJICHUH KIMHUYECKOIO UCCIIEIOBAHMUS JEKapCTBEHHOrO Mpernapara Uil MEIUIMHCKOr0 NPUMEHEHUs, 3aK/IF0YaeMbIM MEXK/y OpPraHW3alMei, MoayuuBILeH
paspelieHre YIOJIHOMOYEHHOro (eepalibHOr0 OpraHa HCIOJHHUTEIBHOM BJIACTH HA OPraHM3allMI0 MPOBEACHHS TAKOTO HCCIICHOBAHMS, M MEIHIMHCKON
OpraHM3alMe, OCYILECTBIISIONIEH POBEICHUE TAKOTO UCCIIE0BAHMS.

2. JIoroBOp 0 NPOBEAECHUHU KIMHUYECKOTO HCCIIEI0BAHUS JIEKAPCTBEHHOTO MPErnapara sk MEJULIMHCKOTO IPUMEHEHUS JIOJDKEH COJEePIKaTh:

1) yciioBus ¥ CpOKH MPOBEACHHUS JTAHHOTO UCCIICIOBAHUS,

2) onpenesneHue oO1Ieil CTOMMOCTH NMPOrpaMMbl JJAHHOTO MCCIIEOBAHUS C YKa3aHUEM CYMMBI, IPEIHA3HAYAIOIEHCS Ul BBIIUIAT HCCIIEIOBATENSM,
COMCCIIEZIOBATEISM,;

3) onpenenexue GOpMbI MPEICTABICHUS PE3yJIbTATOB JAHHOTO UCCIICAOBAHHS B YIIOIHOMOUYCHHBIHN (he/iepalibHbli OpraH UCIOJIHUTEILHOM BIACTH.

Crarbs 42. GunancoBoe obecrieueHre KIMHUYECKOTO UCCIIEI0BaHMs JISKApCTBEHHOTO ITpenapara Juisi MEIMIMHCKOTO IPUMEHEHUS

®duHaHCcOBOE 00ECTIEUEHHE KIIMHUYECKOT0 UCCIIEA0BAHMS JIEKAPCTBEHHOTO Mpernapara JUisi MEAMIMHCKOro IPUMEHEHHS OCYILECTBIISICTCS 3a CUET:

1) cpenctB denepaabHOro OroKeTa;

2) CpencTB OpraHM3alMi, MOTYYHBIIMX pa3pelieHHe Ha OPraHU3alMI0 IPOBEICHUS IAHHOTO HCCIIEIOBAHMS, B COOTBETCTBHHU C YCIOBHSIMHU JIOTOBOpa
0 €ro MPOBE/ICHUH;

3) MHBIX He 3alpelleHHbIX 3aKOHOJaTeNbCTBOM Poccuiickoi deneparuy HCTOYHUKOB.

Crarba 43. [IpaBa NanMeHTOB, y4aCTBYIOLIUX B KIMHUYECKOM HUCCIIEJOBAaHUH JIEKAPCTBEHHOTO Mpernapara Juisi MEIUIIMHCKOTO IPUMEHEHHS

1. Yyactue nanueHToB B KIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOTO Mpernapara JJisi MEJUIUHCKOTO IPUMEHEHHS SIBIISIETCS TOOPOBOJIBHBIM.

2. ITanpeHT Ui ero 3aKOHHBIN MPEICTaBUTEIb TOJDKEH ObITh HH(OPMHUPOBAH B MUCEMEHHON (opMe:

1) 0 IekapcTBEHHOM MpernapaTe A1 MEAUIMHCKOTO MPUMEHEHHUS U CYIIHOCTH KJIMHHUYECKOTO UCCIEJOBAHUS 3TOTO JIEKAPCTBEHHOTO Tperapara;

2) 0 6e30MaCHOCTH JEKAPCTBEHHOTO MpernapaTa Uil MEIUIIMHCKOTO IPUMEHEHHMS, eT0 0XKuaAaeMoit 3(Q(EeKTHBHOCTH M CTEIICHH PUCKA IS TTAIIUCHTA;

3) 00 ycIIOBHSIX yJacTHsI MAHeHTa B KIMHHIECKOM HCCIIEIOBAaHHIH JIEKAPCTBEHHOTO IIperapara Il MEIHIHCKOT0 IPUMCHEHHS;

4) 0 menM WM HEeNsIX U IPOJOJDKUTEIHOCTH KIMHAYECKOTO HCCIeI0BaHNUS JIEKapCTBEHHOTO TIpenapaTa JUsi MEANIUHCKOTO IIPUMEHEHNS;

5) o meficTBUSIX MAI[MEHTa B CiIy4ae HENPEABUACHHBIX 3(P(EKTOB BIMSHHS JEKAPCTBEHHOrO Mperapara Uil MEeJUIMHCKOTO MPUMEHCHUs Ha
COCTOSTHHE €T0 37I0POBbS;

6) 00 ycITOBHUSIX 003aTEILHOTO CTPAaXOBAHMS JKH3HH, 3J0POBbsSI ITAIINEHTA;

7) o rapaHTHSAX KOH(HACHIMAIHHOCTH YYACTHS MANHEHTAa B KIMHUYECKOM HCCIICJOBAHUH JICKAPCTBEHHOrO IMpenapara Uisi MEAHUIHHCKOTO
TIPUMEHEHUSL.

3. loOpoBOJIBHOE cOTIache NalMeHTa Ha ydacTHe B KIMHHYECKOM HCCIIEIOBAHHY JICKApPCTBEHHOTO Iperapara Ul MEIHIIMHCKOTO IPHMEHEHHS
TOJTBEPIKIAETCSI €r0 MOAMKUCHIO WIIN MOJIHUCHIO €ro 3aKOHHOTO MPEJICTaBUTENS HAa MH(POPMALIMOHHOM JIMCTKE MallUeHTa.

4. TlanMeHT WM ero 3aKOHHBI NMPEeICTABUTENh UMEET IIPABO OTKA3aThCs OT YYAaCTHs B KIIMHIYECKOM HCCIICOBAHHH JIEKapCTBEHHOT'O IIperapaTa Juist
MEUITHHCKOTO IPUMEHEHHs Ha JF000H CTau¥ IPOBEACHUS TAKOTO UCCIICIOBAHHS.

5. IlpoBeneHne KIMHUYECKOTO HMCCIIENOBAHMS JICKAPCTBEHHOTO Ipenapara Uil MEAMIMHCKOTO HMPUMEHEHHs C Y4acTHEM B KayeCTBE IMaIlMeHTOB
JeTell TOIMyCKaeTcsl TONBKO C COIIachsl B MHCHbMEHHOH (opMe MX pOIMTENeH, yCHIHOBUTENEH. J[eTH MOryT paccMaTpUBaThCsl B KauecTBE MOTCHIMABHBIX
MAMEHTOB TAKOTO MHCCIENOBAHMS, TONBKO €CIM €ro IMpOBEICHHE HEOOXOOUMO Ul YKPEIUICHHS 300pOBbsS HeTeil WM Npo(HIAKTHKH HH(EKIHMOHHBIX
3a00JIeBaHUl B IETCKOM BO3pacTe MO0 €CIU IENbI0 TAKOTO UCCIIEA0BAHUS SBIISACTCS TOMyYeHHE IaHHBIX O HAWIy4IIei TO3UPOBKE JIEKapCTBEHHOTO Mpenapara
UL JIedeHusl Jetedl. B 3THX ciydasX TakoMy MCCJIEIOBAHHUIO JOJDKHO MHPEIIeCTBOBATh KIMHHYECKOE HCCIEIOBAHHME JICKAPCTBEHHOrO Iperapara JUist
MEUITMHCKOrO IIPUMEHEHHUS Ha COBEPIICHHOJICTHHX IPaXkJaHax, 3a HCKIIOYEHUEM CIIy4aeB, €CIIM MCCIeTyeMbIi JIeKapCTBEHHBIH HpenapaT il MeIULHHCKOTO
TPUMEHEHHS IPEAHA3HAYEH UCKIIOYUTENBHO JUTS HCIIOIb30BaHMS HECOBEPIICHHOJICTHUMH TPaXKIaHAMH.

6. 3armpelaeTcsi MpoBe/IeHNE KIMHIYECKOTO MCCIIEOBAHMs JICKAPCTBEHHOTO IpenapaTa Uil MEAUIUHCKOTO IPUMEHEHHSI C YYaCTHEM B KauyecTBe
MAIMEHTOB:

1) nereif-cUpOT U AeTei, OCTAaBIIMXCS O0€3 TONEUeHUsT POUTENCH;

2) KCHIIUH B TEPUOJ OSPEeMEHHOCTH, JKCHIIMH B MEPHOJ] TPYAHOTO BCKapMIIMBAHUS, 32 MCKIIOYEHHEM CIIyYaeB, €CIIH MPOBOAUTCS KIMHHYECKOES
HCCIIEIOBaHNE JICKAPCTBEHHOTO Mpernapara, MpeJHa3HaueHHOro Ul YKa3aHHBIX JKSHIIHH, TIPH YCIOBUH HEOOXOIMMOCTH HOJYYSHHUs MH(POPMAIUH TOJIBKO BO
BpEMs IPOBE/ICHHSI COOTBETCTBYIOIIMX KIMHUYECKHX MCCIICIOBAaHUN U MPHUHATHS BCEX HEOOXOAMMBIX MEp 10 MCKIFOUSHUIO PUCKA HAHECEHHS Bpe/a JKEHIIMHE
B IIepHo OEPEMEHHOCTH, JKCHIIMHE B IEPHOJ IPYJHOTO BCKapMIIMBAHUS, IUIOAY MM pEOCHKY;

3) BOCHHOCHYXalWX, 32 MHCKIIOYEHHEM CIydYaeB IIPOBEACHUS KIMHHYECKOIO MCCIEHIOBAaHUS JIGKApCTBEHHOIO IIperapara, CIIeHUaIbHO
pa3paboTaHHOTO Uil NMPUMEHEHUS B YCJIOBHSAX BOCHHBIX JEHUCTBUIf, YPE3BBIYAHHBIX CUTYaLUid, MPOQUIAKTHKA M JEe4eHHs 3a00JeBaHUN U TMOPaKCHHH,
TOJTYYEHHBIX B Pe3yJbTaTe BO3ICHCTBHUS HEONArONPHATHBIX XUMUYECKUX, OHOJIOTMYECKHX, PaJHalMOHHBIX (akTopoB. KiMHHYECKoe HCClieoOBaHHE TaKOro
JIEKAPCTBEHHOI'0 IperapaTra MOXET IPOBOJUTHCS C YYacTHEM B KaueCTBE IMALMEHTOB BOECHHOCITYXKALIHUX, 33 UCKIIOYEHHEM BOEHHOCIYKALUX, MPOXOSIINX
BOCHHYIO CIIy>KOY 1O NPHU3BIBY, C COOIOICHUEM TPEOOBaHMUI, YCTaHOBJICHHBIX HacTOAIMM DeiepaibHbIM 3aKOHOM B OTHOLICHUH TPaXKJaHCKHX JIMIL;

4) COTPYZAHUKOB IPaBOOXPAHUTEIBHBIX OPI'aHOB;
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5) nui, OTOBIBAIOIINX HAKa3aHUE B MECTaxX JHIICHHUS CBOOOIBL, a TAkKe JIUI, HAXOIAIINXCS O] CTPaKel B CIICACTBEHHBIX H30JIATOPAX.

7. JlomyckaeTcsl IpoBeIeHIE KIMHIYECKOTO HCCISI0BAaHMS JEKapCTBEHHOrO Iperapara s MEAUIMHCKOTO IPHMEHEHHs, [IPeJHA3HAUCHHOIO IS
JIeUCHHMS TICHXUYECKUX 3a00JICBaHMI, ¢ ydacTHEM B KayecTBE MAIMECHTOB JIMI] C TICHXUYECKUMH 3a00/ICBaHUSIMH, IPU3HAHHBIX HEAEECIIOCOOHBIMH B MOPSJIKE,
YCTaHOBJIEHHOM 3akoHojaTenscTBoM Poccuiickoil ®eneparmu. KnuHuueckoe ucciieJoBaHHE JIEKAPCTBEHHOTO IIpernapara B 3TOM CJIy4ae MPOBOAUTCS IPU
HaJIMYUH COTJIACHS B MICHMCHHOM (popMe 3aKOHHBIX IIPECTABUTENCH YKa3aHHBIX JHII.

Crarbs 44. O0s3aTeNbHOE CTPAXOBAHHE XKU3HH, 3[0POBbs MALMEHTA, YYACTBYIOLIEr0 B KIIMHUYECKOM HCCIICIOBAaHUH JIEKapCTBEHHOIO Mperapara
JULSL MEUIIMHCKOTO IPUMEHEHHUS

1. Opranmzanus, HONyYWBIIAsl pa3pelleHHe Ha OPraHHW3allMI0 INPOBEJICHHS KIMHUYECKOrO MCCIENOBAHUS JEKapCTBEHHOTO IIperapara Uit
MEINLMHCKOTrO MPUMEHEHHs, 0053aHa B Ka4€CTBE CTPaxoBaTe/sl CTPaxoBaTh PUCK NMPHYMHEHHS BPENa KH3HM, 3J0POBBIO NMALMEHTA B PE3y/IbTaTe MPOBEACHUS
KIMHMYECKOI0 HCCIIEJOBaHHs JIEKapCTBEHHOrO IIpenapaTa Ul MEAULUHCKOIO NMPUMEHEHHs 3a CBOM CUeT IyTeM 3aK/IIOYEHMs [0roBopa 00s3aTebHOro
CTPaxOBaHUSL.

2. OGBEKTOM 0053aTEIBHOTO CTPAXOBAHUS SBILSIETCS MMYICCTBEHHBIH HHTEpEC MAlMeHTa, CBA3AHHBIA C NPUYMHEHHEM Bpeaa €ro KHU3HU MM
3[I0pOBBIO B Pe3y/IbTaTe IPOBEIEHHS KIMHUYECKOI0 MCCIeI0BaHusl JIEKAPCTBEHHOIO IIpenapara Ajs1 MeIHLHHCKOIO NPUMEHEHHS.

3. CTpaxoBEIM CIydaeM IO JOrOBOPY OOS3aTENBHOTO CTPAXOBAaHMS SBISLETCS CMEPTh NAlUEHTa HIM yXyANIEHHE €ro 3J0pOBbs, B TOM 4YHCIE
BJIEKYIIIee 32 COOOH YCTaHOBJICHHE NHBAIMIHOCTH, P HATMYUM IPUYMHHO-CIEICTBEHHON CBSA3M MEX/y HACTYIUICHHEM 3TOrO COOBITHS M y4acTHEM HAlUECHTa
B KIIMHUYECKOM HCCIIEZIOBaHUH JIEKApCTBEHHOTO Npernapara.

4. TpeOGoBaHHs O BO3MELICHHU Bpeja, MPUYMHEHHOTO JKM3HU WIHM 3J0POBBIO IAIMECHTA, NPEABIBIIOTCS B TEUCHHE CPOKOB HCKOBOH JaBHOCTH,
YCTaHOBJICHHBIX IPAKIAHCKIM 3aKOHOIATEeIbCTBOM.

5. Pa3mep cTpaxoBoOii BBIIIATHI [0 JOTOBOPY 00S3aTEILHOTO CTPAXOBAHHS COCTABILICT:

1) B cimydae cMepTH HalMeHTa J[Ba MIJUIMOHA pyOiel Ha KaXJOro MalMeHTa, y4acTBOBABIIETO B KIMHUYECKOM HCCIEHOBAHUH JIEKAPCTBEHHOIO
rpernapara;

2) IpH yXyIIIEHUH 3]10POBbS MALMEHTa:

a) MOBJICKIIIEM 3a COO0H YCTaHOBJICHNE HHBAMAHOCTH | IpyMIbI, OAUH MHJUIMOH MISTHCOT THICSAY pyOiIel Ha KaKAOro MAlUeHTa, y4acTBOBABIIETO B
KJIMHMYECKOM MCCIeIOBAHHHU JIEKAPCTBEHHOTO IIpENapaTa;

6) noBinekieM 3a co00il ycTaHOBIICHHE HHBAIUAHOCTH 1l Tpymibl, OAMH MUJUTHOH PyOJeil Ha Ka)KI0ro MalieHTa, y4acTBOBABIIErO B KIMHUYECKOM
HCCIIEI0BaHNH JIEKAPCTBEHHOTO NIPETapaTa;

B) IOBJICKILIEM 32 CO00M ycTaHOBJIeHHE MHBAIUAHOCTHU III rpynmbl, NSATCOT THICSAY pyOJiel Ha KaXK10ro MalMeHTa, Y4aCTBOBABILETO B KIMHUY ECKOM
HCCIIeI0BaHUH JIEKAPCTBEHHOTO MIPETNapara;

I) He IOBJIEKIIEM 3a COOOH YCTaHOBJICHWS HHBAJIHMIHOCTH, He Ooliee 4eM TpUCTa ThHICSY pyOieil Ha Kak[Oro NalueHTa, yJ4acTBOBABILEIO B
KIMHUYECKOM HCCIIEIOBaHUH JIEKApCTBEHHOIO IIperapara, MCXOs U3 HOPMAaTHBOB, OTPA)KAIOIIUX XapaKTep U CTEHeHb HMOBPEKAEHUs 3I0pPOBbs, a TAKKe
(aKkTHYeCKH IOHECEHHBIX MAlEHTOM pPACXOAOB, BBI3BAHHBIX IOBPEXICHHEM 3[0pPOBbs, Ha MEIHUIMHCKYIO IIOMOINb, IPUOOPETEeHUE JIEKapCTBEHHBIX
NIperaparos.

6. Yrparuna cuiy ¢ 1 urong 2015 r.

7. Cpok moroBopa 00s3aTeIbHOrO CTPAXOBAHHUs HE MOXET ObITh MEHEe, UYeM CPOK IPOBEIEHUS KIMHUYECKOIO MCCIEIOBAHUS JIEKApCTBEHHOTO
mpernapara.

8. YcioBus 1OroBopa 00s13aTeIbHOTO CTPAXOBaHHs, B TOM YHCIIE CTPaXxOBble TAPHU(BI [0 0013aTEILHOMY CTPAXOBAHHUIO, MEPEUCHb HEOOXOIMMBIX
JOKYMEHTOB ULl OCYIECTBJICHUSI CTPAaXOBOH BBIIIATHI, MOPSANOK YCTAHOBIICHHS CTpaxoBaTeleM HWHIMBHIYalbHOIO HACHTH(GHUKALHMOHHOTO KOJa MAl[HEeHTa,
TOPSIOK MH(POPMHUPOBAHHS CTPAXOBATEIIEM CTPAXOBINVKA O TPUBJICYEHHBIX K KIMHIYECKOMY HCCIEIOBAaHUIO JICKAPCTBEHHOTO Iperapara JUlsi MEIHIIHCKOTO
NIPUMEHEHUs] MalHeHTaX, IOPSIOK YIUIAaThl CTPaxoBOH HpeMHHU, HOPSIOK pealu3aldy ONpeneleHHbIX HacTodmuM dDenepanbHbIM 3aKOHOM U IPYTHMH
(benepalbHBIMU 3aKOHAMH IIPaB U 00S3aHHOCTEH CTOPOH II0 JOrOBOPY 00s3aTENbHOrO CTPaxXOBaHMs, a TakKe HOPMATUBLI, OTPa’KalOIHe XapaKTep H CTEHEeHb
TIOBPEX/ICHUS 37I0POBBS, YCTAaHABIIMBAIOTCS TUIIOBLIMHU [IPABUIIAMHU 00S3aTEJIBHOTO CTPAXOBaHUS.

9. B cinyyae npHYMHEHMS Bpeia OJKM3HM IIAallUGHTa, YJYacTBOBABLIETO B KIMHMYECKOM MCCJIEIOBAaHUM JIEKAPCTBEHHOIO IIperapara,
BBITOJIONPHOOPETATENAMU 110 JOTOBOPY O00S3aTENbHOIO CTPAXOBaHUS SBIAIOTCA IpakAaHe, UMEIOLIMEe IPaBO HAa BO3MEINEHHE BpeJa B CIydae CMepTd
KOPMIJIBLIa B COOTBETCTBHM C T'DayKJAHCKUM 3aKOHOJATENLCTBOM, IPH OTCYTCTBHHM TaKHX TpaXKJaH - POINHUTENH, CYHNpYT, JETH YMEpIIero MaIfeHTa,
Y4JacTBOBABIIEro0 B KIMHUYECKOM HCCIENIOBAHUH JIEKApCTBEHHOIO IIperapara, B CIydae CMEpPTU IAlMeHTa, yJacTBOBABIIErO B KIMHUYECKOM HCCIIEJOBAHHU
JIEKapCTBEHHOTO IperapaTa U He MMEBIIEr0 CaMOCTOSTENBHOTO J0XO0Za, - TpakaaHe, Ha IDKIMBEHUM KOTOPHIX OH HAXOAWICS, B OTHOLICHUH BO3MEILICHUS
pacxooB Ha NMOrpedeHNe MaueHTa, YIaCTBOBABIIETO B KIIMHIIECKOM HCCIIEI0BAaHIH JIEKAPCTBEHHOTO IIperapara, - JIMLO, TOHeCIee TaKHe PaCXOMIbL.

10. CtpaxoBas BbIIIaTA B CYET BO3MEINEHHUsS BpeAa, NPUUMHEHHOTO JKM3HM MAI[MEHTa, y4YacTBOBABLIETO B KIMHHYECKOM MCCIIEIOBaHUU
JIeKapCTBEHHOTO IpeTapara, pacipeeieTcst MeXXay BHIrOA0IpHoOpeTaTe/ MU IPOIOPIHOHAIBHO HX KOIUYECTBY B PABHBIX JAOJAX.

11. Tlpum HACTymJIEHHH CTPaxoBOTO Ciydas IIAIMEHT, YJYacTBOBAaBIIMI B KIMHAYECKOM HCCIICJOBAaHHM JIGKApCTBEHHOIO IIpenapara,
BBITOJIONPHOOpETaTeNh BIpaBe IPEABSIBUTH HENOCPEICTBEHHO CTPaxXOBIIMKY TpeOOBaHHME O BO3MEICHHM INPHUYHMHEHHOro Bpena. CTpaxoBas BBIILIATA
OCYILECTBIIAETCS] CTPAXOBIIUKOM B TeUeHHE TPHUALATH IHEH cO JHS MPEeACTaBICHHUS HEOOXOIMMBIX NOKyMeHTOB. [lalueHT, y4yacTBOBaBLIMII B KIMHHYECKOM
HCCIIEIOBAaHUH JIEKApCTBEHHOTO IIperapara, WIM BBITOAONpHOOpeTaTenb 00s3aH COOOIIUTH CTPAXOBIIMKY JUISL OCYLIECTBICHHS CTPaXxOBOW BBIIUIATHI
WHIVBUYaJdbHBIH HICHTU()UKAMOHHBI KOJ IAlMeHTa, YCTAaHOBJCHHBI CTpaxoBaTeIeM B COOTBETCTBHH C THUIIOBEIMH IIPaBHJIAMU  OO0S3aTENHHOIO
CTPaxOBaHUSL.

12. Jlo moiHOTO ONpeneNeH s pa3Mepa IOJIeKaIero BO3MEIICHUIO Bpeia CTPaXOBIIUK 110 3asBJICHHIO MAlMieHTa, yIacTBOBABIIETO B KIIMHIIECKOM
HCCIIEIOBAaHUH JICKapCTBEHHOTO IIperapara, WM 3asBICHHIO BBITOJONpPHOOpeTaTeNs BIPaBe OCYIIECTBHTH YacTh CTPAXOBOH BBIIUIATHI, COOTBETCTBYIOIIYIO
(aKkTHYeCKH ONpeAeeHHON YacT! IPUYMHEHHOTO Bpea.

13. CtpaxoBast BBIIIIaTa B COOTBETCTBUH C JOTOBOPOM 00S3aTEIEHOTO CTPAXOBAHMS OCYIIECTBIISIETCS] HE3aBHCHMO OT BBIILIAT, IPHYUTAIOIINXCS TI0
IPYTUM BHIAM CTPaXOBaHUS.

14. He nmomyckaeTcs y4yacTue NAIMEHTa B NPOBEAEHUH KIMHMYECKOTO HCCIIEJOBAHMS JIEKapCTBEHHOTO IIperapaTra HpH OTCYTCTBHH JIOrOBOpPa
00513aTeIILHOTO CTPAaXOBaHUS.

15. KoHTponb 3a WCIONHEHHEM OpraHW3alyei, IIOMy4YMBINCH pa3spelleHHe Ha OpraHH3aldio INPOBEICHHS KIMHAYECKOTO HCCIeOBaHHS
JIEKapCTBEHHOTO IIperapaTa JUil MEAUNUHCKOTO NPUMEHEHUs], YCTAHOBICHHON HACTOSIIEH cTaTheil 00S3aHHOCTH IO 00SA3aTeIbHOMY CTPaXOBAHHIO JKH3HH,
30pOBBsI TAIMEHTa, YYACTBYIOLIEro (y4acTBOBABIIEr0) B KIMHHYECKOM HCCICIOBAHHWY JICKAPCTBEHHOTO Iperapara, OCYIIECTBILSIETCS YHOJIHOMOUYESHHBIM
(enepaybHBIM OPraHOM HCHOJHUTENIBHON BJIACTH, BBIJABIIMM pa3pelleHHe Ha NPOBEICHHE KIMHUYECKUX HCCIIENOBAHHH JICKAPCTBEHHBIX IPEHNapaToB UL
MEIHUITHHCKOTO IPUMEHEHUSL.

I'naBa 8. IIpon3BoCTBO M MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB

Crarbs 45. [Ipon3BoJICTBO JEKAPCTBEHHBIX CPEICTB

1. IIpou3BOACTBO JEKAPCTBEHHLIX CPEICTB JOMKHO COOTBETCTBOBATH TPEeOOBAaHMSAM IPABHI HaJdeXKalleld INPOU3BOACTBEHHON IPAKTHKH,
YTBEPIKICHHBIM YIIOJHOMOYCHHBIM (heaepaTbHBIM OPraHOM HCIIOJIHHTENBbHOH BiacTH. OCOOEHHOCTH Iepexona IMPOU3BOJCTBA OTACNBHBIX JICKAPCTBEHHBIX
CPEeICTB K WX IPOU3BOJCTBY B COOTBETCTBUHM C TPEOOBAHHMSMH IIPaBWJI HaJUIeXKalleld MPOU3BOJCTBEHHON MNPAaKTHKU YCTaHABIHMBAIOTCS I[IpaBHTENhCTBOM
Poccmiickoii  ®enepaumu. Bplmaua 3akiioueHHil O COOTBETCTBMM ITPOM3BOJMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHMSAM MpaBHJI HaJUIeKaen
TIPON3BOJICTBEHHON TPAKTHKH OCYLIECTBISIETCS IO PE3y/bTaTaM WHCIIEKTUPOBAHHS IPOU3BOAUTENEH JIGKAPCTBEHHBIX CPEACTB B IIOPSIKE, YCTAHOBICHHOM
IIpaButensctBoMm Poccuiickoit ®enepauun. Pasmep miaTel 3a BeIady 3aKJIIOYEHHST O COOTBETCTBUH IPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHHAM
TpaBWJI HaJUIeXallel MPOU3BOACTBEHHOM MpakTuku ycraHaBiauBaercs IlpaButenscTBoM Poccuiickoit @eneparuu. Ilopsiiok opraHuzanuu U MpOBEACHUS
HMHCIEKTHPOBAHUSI TPOM3BOJMTENCH JICKAPCTBEHHBIX CPEICTB Ha COOTBETCTBHE TPEOOBAaHMSAM IPaBWI Ha/UIeKalledl NPOM3BOACTBEHHOH NPAaKTHKU
ycranaBnuBaercs [IpasurensctBom Poccuiickoit @eneparyn.

2. TIpou3BOACTBO JIEKapCTBEHHBIX CpeACTB B Poccuiickoit denepanun ocymecTBIseTCS MPOU3BOANTEISIMU JIEKAPCTBEHHBIX CPEICTB, MMEIOLIIMMH
JIMIEH3HMIO HA NPOU3BOJCTBO JICKAPCTBEHHBIX cpelcTB. IIoaTBEpIK/IeHNE COOTBETCTBHS JIMIICH3MATa NPaBHIaM HaJUIeXkKaleldl NPON3BOACTBCHHOH NPaKTHKU
OCYIIECTBIIACTCS B PaMKaX JIMLEH3MOHHOTO KOHTPOJIS B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoit dezepanuy ¢ y4eToM 0COOCHHOCTEH, yKa3aHHBIX B
yacTu | HacCTOSIIEH CcTaThu.

3. Ilpon3BOACTBO JICKAPCTBEHHBIX CPEJCTB OCYILIECTBIACTCSA C COOMIOICHHEM TPEOOBaHHIl MPOMBILNIIEHHOTO PEINIaMEeHTa, KOTOPBIA yTBEpXIaeTcs
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PYKOBOZHUTEIIEM IIPOU3BOIAUTEIS JICKAPCTBEHHBIX CPEACTB M BKIIIOUACT B CeOsl MEPEUeHb HCIOIb3YEeMbIX (hapMaleBTHUCCKIX CyOCTAHINI U BCIIOMOTaTeIbHBIX
BEIIECTB ¢ yKa3aHHEM KOJIHMYIECTBA KXKIOTO U3 HUX, JaHHBIE 00 HCIIOIb3yeMOM 00OPYAOBaHUH, ONHCAHHE TEXHOJIOTHIECKOTO MpoIecca U METOJ0B KOHTPOIIT
Ha BCEX dTalax IPOU3BOICTBA JEKaPCTBEHHBIX CPE/ICTB.

4. Tlpm mnpOW3BOACTBE JICKAPCTBEHHBIX CPEACTB HCIONB3YIOTCS (apMalieBTHYECKHE CyOCTAHIMHM, CBEIEHHS O KOTOPBIX COZEpXkarci B
rOCYIapCTBEHHOM pEecTpe JEKapCTBEHHBIX CPEACTB, 3a HCKIIOUEHHEM (apMaleBTHYCCKHX CyOCTaHIUI, MPOM3BOJMMBIX IS IPOBEACHUS KIMHHIECKHX
UcclenoBaHui M misA skcnopra. K mporeccy mpom3BoAcTBa (papManeBTUYECKONH CYOCTaHLMM OTHOCSATCS JIIOOBIC CTaAUM TEXHOJOTHYECKOTO Mpolecca,
MO3BOJIAIONINE MOMYYUTh TOTOBBIl MPOAYKT, COOTBETCTBYIOIIHI TPeOOBaHUSIM (papMaKoOIEHHOH CTaThbu, B TOM 4HCiIE (pepMEHTALMsl, SKCTPAKLNS, OYUCTKA,
BEIJIEICHUE, IIePeKPHCTAILIN3AIMS, BBICYIIMBaHUE, H3MeNbueHHe. B cioydae HEOOXOOMMOCTH HCIIONB30BaHUS JTUWJIOBOTO CIHPTa, B TOM 4HCIE
(apManeBTHYECKOI CYOCTAaHIMM CIHMpPTa JTHJIOBOrO (3TaHONA), NPU TMPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB B KadyecTBe JeiicTByroriero u (wim)
BCIIOMOTaTEJIbHOTO BEIIECTBA, A TAKKE B MHBIX TEXHOJOTMYECKHX LIEISX JOJDKHA OBITh HCIIOJNB30BAaHA TOJBKO (hapMaleBTHYECKas CyOCTaHLMsS CHHpTa
STHJIOBOTO (ITAHOM).

4.1. IlepeucHb JIGKAPCTBEHHBIX MPENApaToB [UIs MEAULUHCKOrO NMPUMEHEHHs, B OTHOLICHUM KOTOPBIX YCTAHABJIMBAIOTCS TPEOOBAHUS K 00BEMY
Taphbl, YNAaKOBKE M KOMIUIEKTHOCTH, IepedyeHb JIEKapCTBEHHBIX IIPENapaToB [JIsl BETEPHHAPHOIO IPHUMEHEHHUS, B OTHOIIEHHHM KOTOPBHIX YCTaHABIUBAIOTCS
TpeGoBaHUS K 00bEMY Taphl, a TaAKXKe TpeOOBaHMUI K 00beMy Taphl, YIIAKOBKE U KOMIUIEKTHOCTH JIEKAPCTBEHHBIX IIPENapaToB IS MEAUINHCKOTO MPHMEHEHHS,
TpeboBaHMs K OOBEMY Tapbl JICKAPCTBEHHBIX HPEHapaToB JUIs BETEPHUHAPHOIO IIPUMEHEHUS ONPENEISIOTCS COOTBETCTBYIOIIMMH  YIIOJIHOMOYCHHBIMH
(enepanbHBIMKU OpraHaMy UCIIOJTHUTEIBHON BJIACTH B MOPsAKE, ycTaHOBIeHHOM [IpaButenscTBoM Poccuiickoit denepaunn.

4.2. OpraHu3anuy, OCYIIECTBIAIONINE IPOH3BOACTBO (HapMalleBTHUECKOH CYOCTAHI[MM CIUPTA OTHIOBOTO (9TaHONA) I IPOU3BOJACTBA
CIMPTOCOJEPIKALMX JIEKAPCTBEHHBIX IPENapaToB, 00s3aHbl OCYLIECTBIATh YUET B IOPSJIKE, YCTAHOBICHHOM craThsimu 8 U 14 denepaibHOrO 3aKoHa OT 22
HOs10pst 1995 roma N 171-®3 "O rocynapCTBEHHOM PEryJIMPOBAHUM IPOM3BOACTBA M 000pOTa ITUIIOBOTO CIUPTA, AJKOTOJIBHOM W CIUPTOCOJEpIKaller
NIPOAYKIUH U 00 OrpaHHYEHHH NOTpeONIeHHs (PACIUTHUS) aIKOTrONbHOH mpomykimu'. IIpon3BoACTBO (hapManeBTHYECKOH CYOCTaHI[MM CIIHPTa JTHIOBOIO
(TaHONA) NOIMYCKAETCsl TOJIBKO OPraHM3aLMel, OCYIECTBILIONICH POU3BOACTBO PEKTU(GUKOBAHHOTO 3THIIOBOTO CIIMPTAa U3 IHUILIEBOrO ChIPbs HA OCHOBAHWUH
JIMIEH3UMU HA IIPOM3BOACTBO 3TUIIOBOTO CIMpTA JUIsl NPOU3BOACTBA (hapMAaleBTHYECKOl CYOCTaHLIHMM CHMpPTA STHIIOBOrO (3TaHOJA) B COOTBETCTBHU C
TpeboBanmsaMu DeznepanbHOro 3akoHa oT 22 HOOpst 1995 roma N 171-®3 "O rocynapcTBEHHOM perylINpOBaHUM MPOU3BOACTBA U 000POTa STUIIOBOTO CIHPTA,
QJIKOTOJIGHOM ¥ CIHPTOCOZACpIKALICH MPOLYKIMH M 00 OrpaHHYCHHH MOTPEeOJCHHs (PAaCHHTHS) ajJKOTOJBHON MPOAYKLHHU'", METOAOM pa3BEICHHs BOMOM
OYHMILEHHOH TaKOro STHJIOBOIO CIIUPTA, MPOU3BEICHHOIO JAHHOH OpraHu3alMell M0 MECTy OCYIIECTBICHHsS MPOM3BOACTBA (papMalleBTUUECKON CyOCTaHIMU
CIHpPTa STHIOBOTO (3TaHOJA).

4.3. MluauBuayanbHble NPEANPUHIMATENIN U IOPUIMYECKHE JIMLA, OCYILIECTBISIONINE 3aKyIKy U HCIONb30BaHHE (papMalneBTHYeCKOH CyOCTaHIUK
CHMpTa 3TWIOBOTO (3TaHOIA), a TAKXKE IPOU3BOACTBO, M3rOTOBJIECHHE M (WiIM) O0OPOT (32 MCKIIOYEHHEM DPO3HUYHON IPOJAKH) CIHHPTOCOIEPIKAIINUX
JIEKapCTBEHHBIX IIPerapaToB, 00s3aHbl OCYIIECTBIAT HX YUET U ACKJIapHPOBaHUE B MOPS/IKE, YCTAHOBIEHHOM cTaThsimu 8 H 14 dexepanbHOro 3akoHa ot 22
HOs0pst 1995 roma N 171-®3 "O rocynapCTBEHHOM PETyIMPOBAHUM IPOM3BOACTBA M 000pOTa 3THIOBOrO CIUPTA, aJKOTOJbHOW M CIUPTOCOIAEpIKAILECH
MPOAYKLUH U 00 OrpaHUYEHHH TOTPEOIeHUs (PAaCIIUTHS) AJIKOTOJIbHOW POAYKIUU'".

4.4. Tlpn mpoU3BOACTBE JIEKAPCTBEHHBIX IIPENapaToB Il BETEPUHAPHOIO INPUMEHEHHS [OITyCKAeTCsl MCIIONB30BAaHHE IIPOM3BEIECHHBIX IS
peann3aiuy (GpapMaleBTUYECKUX CyOCTaHIMil, BKIIOYEHHBIX B TOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB YIIOIHOMOUYCHHBIM (heliepaibHbIM OpraHOM
HCIIOJHHUTEIbHOH BIIACTU, OCYLIECTBIIIOMINM BeJleHHE TOCYIapCTBEHHOIO PEECTPa JIeKapCTBEHHBIX CPECTB A1 MEJHIMHCKOTO IPUMEHEHHS.

5. 3amperaercst IPON3BOACTBO:

1) nmekapCTBEHHBIX CPEACTB, HE BKIIOYECHHBIX B IOCYJApCTBEHHBIN PEECTP JIEKapPCTBEHHBIX CPEICTB, 3a HCKIIOUEHHEM JICKaPCTBEHHBIX CPEICTB,
NIPOU3BOAUMBIX JUIS IPOBECHUS KIMHUYECKUX UCCIIeOBAHUN 1 IS SKCIIOPTa;

2) danbcuuInpOBaHHEIX JICKAPCTBEHHBIX CPE/ICTB;

3) JIeKapCTBEHHBIX CPEJCTB 0€3 JIMLIEH3UHU Ha MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEACTB C HAPyIIEHUEM IIPaBUIl OPTaHU3ALMU IPOM3BOCTBA U KOHTPOJIS KauecTBa JISKAPCTBEHHbIX CPEICTB;

5) yrpartui cuiy ¢ 29 neka6ps 2020 r. - dezepanbhblii 3aK0H ot 27 aekadps 2019 r. N 481-03

6) CIHPTOCOAEPIKAIMX JIEKAPCTBEHHBIX IIPENapaToB [0 MECTY OCYIICCTBICHHS MPOM3BOACTBA (hapMalleBTHYECKOIl CyOCTAaHIIMK CIIUPTa STUIIOBOTO
(3TaHona) U (WIM) N0 MECTY OCYIIECTBIECHHS IIPOU3BOACTBA ITUIIOBOTO CIIUPTA;

7) ¢apManeBTHYECKOH CyOCTaHIMM CIIHpTa JTHJIOBOTO (3TaHoNa) W (MIM) CIMPTOCOAEP)KAIIMX JIEKApCTBEHHBIX IIPENapaToB HAa OCHOBHOM
TEXHOJIOTHYECKOM 000PYIOBAaHUH JUIsl POU3BOJICTBA STHIOBOTO CITUPTA, YKa3aHHOM B nyHkTe 1.1 ctathu 14.1 @enepanbHoro 3akoHa ot 22 Hosi0psa 1995 rona
N 171-®3 "O rocyaapcTBEHHOM pETYJIMPOBAHUM MPOMU3BOJACTBA M 00OpPOTa ATWJIOBOTO CHHPTA, AIKOTOJIBHONH M CHHPTOCOAEpIKAlleld NPOAYKIHMU U 00
OrpaHHYEHUH TTOTPEOJICHNS (PACTIUTIS) AJIKOTOIEHON IIPOYKIUH".

6. Ilpu BBOAE JIEKAapCTBEHHBIX CPEICTB B IPaXKAAHCKHI 000OPOT yHOIHOMOYEHHOE JIMLO IIPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB OCYIIECTBISIET
MOATBEPXKICHHE COOTBETCTBHUS JICKAPCTBEHHBIX CPEACTB TPEOOBAHMAM, YCTAHOBIEGHHBIM IIPU HX TOCYJApCTBEHHONW DPErMCTpallii, M TapaHTHPYeT, 4YTO
JIeKapCTBEHHEIE CPEICTBA IIPONU3BEICHBI B COOTBETCTBHY C TPEOOBAHMMU ITPABIIT HAJUISKAIIEH IPOU3BOACTBEHHON IIPAKTHKH.

7. YHOTHOMOUYEHHBIM JIHI[OM IPOM3BOAUTENS JEKAPCTBEHHBIX CPEJICTB SABISAETCS €ro pabOTHUK, AaTTeCTOBAHHBIH B YCTAHOBJICHHOM
YIOTHOMOYEHHBIM (heZepalbHBIM OPraHOM HCIIONHHTENbHON BIACTU MOPSAKEe M MMEIOIIHI CTak pabOThl He MeHee YeM IIATh JIET B 00NacTH NMPOU3BOACTBA U
(M) KOHTPOIISI KadecTBa JIEKAPCTBEHHBIX CPEJICTB, BHICIIEE 0Opa30BaHHWE COOTBETCTBEHHO IO OJHOW M3 CIeNHaNbHOCTEH M (MIIM) OJHOMY W3 HamlpaBlICHUH
TIOATOTOBKHU: OHMOJOTHs, OMOTEXHOJOTHs, BETepUHApHs, BETepUHAPHO-CAHHTApHAs HKCHEPTH3a, KIMHWYECKas MeIWIMHA, PaJdalliOHHAs, XUMHYecKas MU
Ouonoruueckas 3aumTa, Gpapmarys, GyHIaMeHTaIbHAS MEANIIMHA, XUMIYECKast TEXHOIOTHS, XHUMUSL.

8. TIpom3BoauTeNN JTEKAPCTBEHHBIX CPEJCTB (3a MCKIIOUeHHEM (papMaIieBTUUECKON CyOCTaHIIMK CITMPTA 3THIIOBOTO (3TaHOJIA) MOTYT OCYIIECTBISATH
MIPOJaXy JIEKAPCTBEHHBIX CPECTB MM IIepejaBaTh X B YCTAaHOBICHHOM 3aKOHOJATeNbCTBOM Poccuiickoit deneparnmu mopsiake:

1) opyruM mpou3BOIUTENAM JEKapCTBEHHBIX CPEACTB UL IPOM3BOCTBA JIEKAPCTBEHHBIX CPEICTB;

2) opraHU3aIHsIM OITOBOI TOPTOBIIH JIEKAPCTBEHHBIMHU CPEICTBAMH;

3) anTeYyHBIM OpraHM3al¥sIM, BETEPHHAPHBIM ANTEUHBIM OpPraHM3aALVsIM, WHAWBHIAYaIbHBIM IPEANPHHAMATESIM, HMCEIOIINM JIMIEH3HIO Ha
(hapManeBTHYECKYIO AESITEIbHOCT WIH JIHLEH3HIO Ha MEJUIIHHCKYIO IesSTeIbHOCTD;

4) Hay9HO-HCCIIEI0BATETECKAM OPTaHU3AINSM Tl Hay9IHO-HCCIIeI0BATENbCKONH paboTEI;

5) MEIUIIMHCKIM OpPTaHU3aIMAM M BETEPUHAPHBIM OPTraHU3aLMsIM;

6) opraHmM3amUsAM M HHIUBUIYadbHBIM HPEANPUHUMATESIM, OCYIISCTBIIONINM pa3BeleHHEe, BBIPAlIHBaHHE H COJACp)KaHHE JKHBOTHBIX (32
HCKITFOYEHHEM MPOJaXH UM (papMaIieBTHIECKUX CyOCTaHIIMN WM UX Hepefayn).

9. TlpomsBomurenu QapManeBTHUECKOH CyOCTaHIMM CIHPTa STUJIOBOrO (3TaHONA) O0A3aHBI OCYIIECTBISATH pealu3anuio (Tepepady B
YCTaHOBJICHHOM 3aKOHOJaTenbcTBOM Poccuiickoit ®enepanuu mnopsake) GpapManeBTUUECKO CyOCTaHIIMM CHHPTa STHIOBOTO (3TaHONA) MPOU3BOIAMTEISIM
JIGKapCTBEHHBIX CPEICTB ISl MPOM3BOJCTBA JICKAPCTBEHHBIX CPEICTB, IPOM3BOIAMTENSAM (M3rOTOBHTESIM) MEAMLIMHCKHX W3IEIHil IUIsI NMPOM3BOICTBA U
M3rOTOBJICHUS MEUIIMHCKUX M3JEINH B eMKOCTSIX 00beMoM He Goinee | yutpa u (vam) He Menee 1000 auTpoB, a OpraHu3anysaM, YKa3aHHBIM B ITyHKTax 3 - 5
4acTH 8 HaCTOSILIEH CTaThH, B Tape 00beMOM He Ooiee 1 mutpa.

10. Peaymmsanmst (mepesaya B yCTaHOBIECHHOM 3aKOHOJATeNbCTBOM Poccmiickoit denepannn mopsjke) (hapMaleBTHIECKOH CyOCTAHIMH CITHPTa
3TUIIOBOTO (3TaHOJIA) OPTaHU3aIHAM ONITOBOI TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMHU HE JIOITYCKAETCSl.

11. TlepeBo3ku (apManeBTHYECKONH CyOCTaHIMM CHHPTa 3THUIIOBOTO (STAHOJA) OCYLIECTBISIOTCS € COONIOACHHEM TPeOOBAHHUIA, YCTaHOBJIECHHBIX
ab3arieM yeTBepThIM MyHKTa 3 ctathn 9 denepanbHoro 3akoHa or 22 Hostops 1995 roma N 171-03 "O rocynapcTBEHHOM peryIMpOBaHWH NPOWU3BOJCTBA U
000pOTa STHIIOBOTO CIIUPTA, AIKOTOJIHOW M CHMPTOCOAEpIKAIeH MPOAYKIMH 1 00 OrpaHHYEHHH MOTPeOIeHNs (PacIUTHI) aTKOTOJIbHOM HPOXyKIHH".

Crarbs 46. MapKupoBKa JIEKapCTBEHHBIX CPEACTB

1. JlexapcTBeHHBIC TpeHapaThl, 3a HCKIIOUCHHEM JICKapCTBEHHBIX IIPENapaToB, M3TOTOBJIEHHBIX ANTEYHBIMHA OPraHH3alUsIMH, BETCPHHAPHBIMU
aNTEeYHBIMH OPTaHU3alMsIMH, HHIUBUIYaIbHBIMU NPEINPUHAMATEISIMY, HMEIOIIMMH JIMIICH3HMIO Ha (hapMaleBTHYECKYIO ASSITeIbHOCTD, JOKHBI MOCTYIATh B
oOpaleHue, eciu:

1) Ha X MEPBUYHON yIaKoBKe (32 UCKIIOYCHUEM IIEPBHYHON YIIaKOBKH JIEKaPCTBEHHBIX PACTHTEIBHEIX MIPENapaToB) XOPOLIO YHTAaEMbIM IPHGTOM
Ha PYCCKOM $3bIKE YKa3aHbl HAHUMECHOBAHHE JICKAPCTBEHHOTO Ipemnapara (MeXIyHapoJAHOC HENaTCHTOBAHHOE, WM TPYNIHMPOBOYHOE, MM XMMUYECKOE, WITH
TOProBoe¢ HAMMEHOBAHHE), HOMEp CEpHH, JaTa BBITyCKa (11 MMMYHOOHOIOTHYECKHX JIEKapCTBEHHBIX IIPENapaToB), CPOK TFOJHOCTH, JO3HPOBKA MWIIH
KOHIIEHTpanus, 00beM, aKTUBHOCTb B €[IMHUIIAX JAEHCTBHS MM KOJMYECTBO 103;
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2) Ha UX BTOPHYHOH (HOTPEOUTENBCKOH) YIMAKOBKE XOpOIIO YHTAEMBIM IIPU(GTOM Ha PYCCKOM S3BIKE YKa3aHbl HAHMEHOBAHHE JEKapCTBEHHOI'O
mpenapara (MEeXIyHapOAHOE HENAaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, HIM XUMUYCCKOS M TOProBOC HAMMEHOBAHHS), HAUMEHOBAHUE IIPOU3BOAUTEIT
JIEKapCTBEHHOTO TIpernapaTa, HOMEP CEpuM, JaTa BhIMycKa (U1 MMMYyHOOMOJOTMYECKMX JICKAPCTBEHHBIX IIPENapaToB), HOMEpP pETHCTPALUOHHOTO
YIOCTOBEPEHUsI, CPOK TOJHOCTH, CHOCOO MPHMEHEHHs, JO3MPOBKA WM KOHIEHTpAIWs, 00beM, aKTHBHOCTh B CIMHMIAX JACHCTBUSA JIMOO KOJIMYECTBO JI03 B
yIIaKOBKe, JeKapCcTBEHHAs! ()opMa, YCIOBHS OTIYCKa, YCIOBHS XPAHEHHS, IPEAyIPeIUTeIbHbIC HAAIHCH.

2. dapManeBTHYECKHE CyOCTaHIMHU JIOJDKHBI IOCTYNATh B OOpAIleHHE, €M Ha MX MEPBHMYHON YIIaKOBKE XOPOIIO YHTAEMbIM HIPU(TOM Ha PyCCKOM
A3bIKE yKa3aHbl HAMMEHOBaHME (hapMaleBTHYECKOl CyOCTaHIMM (MEXIYyHApOJIHOE HEHMATEHTOBAaHHOE, WM TPYNIHPOBOYHOE, WIM XUMHYECKOE M TOProBOE
HaMMEHOBAHHs), HANMEHOBAHHE IPOU3BOAUTENS (hapMaleBTHUECKOH CyOCTaHIMHM, HOMEp CepuH U JaTa M3TOTOBIEHMS, KOIMYECTBO B YIAKOBKE H €IMHHIIBI
HM3MepeHusl KOJIMYECTBA, CPOK TOJAHOCTH H YCIOBUS XpaHEHHS.

3. JlekapcTBEHHBIE CPEJICTBA B KAYECTBE CIBOPOTOK JIOJDKHBI IOCTYNATh B 0OpaleHHe ¢ YKa3aHHEM JKMBOTHOTO, H3 KPOBH, IJIa3Mbl KPOBH, OPTaHOB
¥ TKaHeH KOTOPOro OHU MOJIyYEeHBI.

4. Ha BrOopu4HYyO (IOTPEOUTENBCKYIO) YIIAKOBKY JICKAPCTBEHHBIX CPENCTB, MOJIYUYCHHBIX M3 KPOBH, IIa3Mbl KPOBH, OPTaHOB M TKaHEW 4eJoBEKa,
JIOJDKHA HaHOCUThes Haamuck: "Anturena k BUU-1, BUY-2, k Bupycy renatuta C 1 HOBEpXHOCTHBII aHTUIeH BUpYca renarura B orcyrcrytor".

5. Ha mepBHYHYIO YIaKOBKY U BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY Paano(hapMareBTHIecKuX JIeKapCTBEHHBIX CPEJCTB HODKEH HAaHOCHUTHCS
3HAaK PaJalMOHHON ONaCHOCTH.

6. Ha BropuuHylo (IIOTPEOUTENBCKYIO) YNAKOBKY IOMEOIATHYECKMX JICKAPCTBEHHBIX —IIPEapaToB JODKHA HAHOCHTBCS — HAJIHCh:
"I"omeonaTuyeckuit'.

7. Ha BropuuHyto (HOTpEOUTENILCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIbHBIX MPENapaToB JOJKHA HAHOCUTHCS Haamuch: "[Ipoaykius nporia
palualOHHBINA KOHTPOJIb'".

8. Ha nmepBuuHyI0 yrakoBKy (€CIIH IS 9TOTO CYIIECTBYET TEXHHUECKas BO3BMOXHOCTh) M BTOPHYHYIO (IOTPEOUTENBCKYIO) YIAKOBKY JIKAPCTBEHHBIX
[penaparos, NpeAHa3HAYEHHbIX JUI KIMHUYECKUX UCCIIEI0BAHUMN, JOJDKHA HAHOCUTBCS HaANKUCh: "J[Js KIMHMYECKUX UCCIIeI0BaHUM" .

9. VIakoBKa JIEKapPCTBEHHBIX CPEJCTB, HPEIHA3HAYECHHBIX MCKIIOUMTENIBHO I SKCIIOPTA, MApKUPYETCs B COOTBETCTBHU C TPeOOBaHUAMU
CTpaHbI-IMIIOpTEpa.

10. Ha TpancnopTHy10 Tapy, KOTopasi He IpeHa3Ha4YeHa [l MOTpeOuTeNnel 1 B KOTOPYIO HOMEIIECHO JIEKaPCTBEHHOE CPEJICTBO, JOJDKHA HAHOCHTBCS
nHpOpMaLMs O HAMMEHOBaHHH, CEPUM JICKAPCTBEHHOI'O CPEJICTBA, JATe BBIMYCKA, KOJIMYECTBE BTOPHUYHBIX (MOTPEOMTENBCKHX) YIIAKOBOK JICKAPCTBEHHOIO
CpeICTBa, POU3BOUTENE JIEKAPCTBEHHOIO CPEJICTBA C yKa3aHHEM HAaUMEHOBAHUS M MECTOHAXOJXKICHHS IPOM3BOAUTEII JEKapCTBEHHOTO CpelcTBa (aapec, B
TOM 4YHCJI€ CTpaHa M (MJIM) MECTO IIPOU3BOJACTBA JIEKAPCTBEHHOTO CPENCTBA), a TAKKE O CPOKE TOAHOCTH JIEKAPCTBEHHOIO CPENCTBAa M 00 YCIOBHAX €ro
XpaHEeHHs H NIePeBO3KU, HEOOXOIUMBIE IPeAyIpeJUTENbHbIE HAIIUCU U MAHUITYIITOPHBIE 3HAKU.

11. Ha mepBHYHYIO YIaKkOBKY M BTOPHUYHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY JIGKAPCTBEHHBIX CPEACTB UL BETEPHHAPHOIO NMPUMEHEHUs NODKHA
HAHOCHUTbCS HAANUCK: "J[11s BeTepUHAPHOT0 NpUMEHEeHHs".

12. Ha BropuuHyo (HOTpEOUTENIBCKYIO) YIAKOBKY JICKAPCTBEHHOT'O IIPErapaTa HAaHOCUTCS LITPUXOBOM KO,

I'naBa 9. BBo3 JiekapcTBeHHBIX cpecTB B Poccuiickyro @eepauuio 1 BbIBO3 JIeKapCTBEHHbIX cpecTB U3 Poccuiickoii ®enepanun

Crarba 47. [lopsaok BBO3a JIEKapCcTBEHHbIX cpeacTB B Poccuiickyto denepariuio 1 BbIB03a JIeKapCTBEHHBIX cpeacTB U3 Poccuiickoit @enepanuu

1. BB03 sekapcTBeHHBIX cpenctB B Poccuiickyro ®enepanuio OCyLIECTBISETCS B IMOpsIKe, ycTaHoBiIeHHOM IlpaBurenbctBom Poccuiickoit
@enepanyin, B COOTBETCTBHH C TaMOKCHHBIM 3aKOHOJATEILCTBOM TaMo)keHHOro coro3a B pamkax EBpA3DC (manmee - TaMo)keHHBIH coi03) U (WiIH)
3akoHo1aTenbCcTBOM Poccuiickoit denepariu 0 TaMOKEHHOM JIejie.

2. Bro3umble B Poccuiickyto deznepanuio JieKapcTBEHHbIE CPEICTBA IOIKHBI COAEPKATHCSA B TOCYAAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEJICTB.

3. Jlomyckaercst BBo3 B Poccmiickyro @denepaiyio KOHKPETHOH NMapTHM 3aperHCTPHPOBAHHBIX M (MIIM) HE3apETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJCTB, IPeAHA3HAYEHHBIX UL IPOBEICHUS KIMHUYECKUX HCCIIEI0BAaHUH JIEKaPCTBEHHBIX IPENapaToB, IPOBEICHHS YKCIIEPTU3bI JIEKAPCTBEHHBIX CPECTB IS
OCYILIECTBJICHUS] TOCYIApCTBEHHON pETrHCTPAlMU JIEKApCTBEHHBIX IPENapaTtoB MM O OKa3aHHS MEIUIMHCKON IOMOINM IO >KU3HEHHBIM IIOKA3aHUAM
KOHKPETHOTO IalieHTa Ha OCHOBAaHWH pa3pelleHVs, BBIIAHHOTO YIOJHOMOYEHHBIM (helepanbHbIM OpPraHOM HCIIONHHUTENHHOH BIACTH 110 3asBICHHSM JIHII,
yKa3aHHBIX B cTathe 48 Hactosmero ®enepanbHoro 3akoHa. PaccMoTpeHue Takoro 3asBieHUs U HPHHATHE PEIICHHA O BblIaue paspelleHus] Ha BBO3
KOHKPETHOH NapTUH 3aperuCTPHPOBAHHBIX U (WJIM) HE3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, NPEIHA3HAYECHHBIX UL IPOBEAEHUS KIMHHYECKUX
HCCIIEIOBAaHUH JIEKapCTBEHHBIX MPENapaToB, IPOBENCHHS OKCIEPTH3BI JIEKAaPCTBEHHBIX CPEICTB JUI OCYLIECTBICHHUS TOCYJapCTBEHHOH pErHCTpaluu
JIEKapCTBEHHBIX MPENapaToB MM JUII OKa3aHUs MEIMIIMHCKOH MOMOIIM IO >KM3HEHHBIM ITOKA3aHHAM KOHKPETHOTO NalMeHTa JHOo 00 OTKase B BhbIAaue
YKa3aHHOTO pa3pelleHus IPOU3BOIATCSA B CPOK, HE MPEBHIMNAIOMINI AT padounx AHell. [1naTa 3a BeIgady yKa3aHHOTO pa3pelIeHHs He B3UMAEeTCsL.

3.1. lomyckaercs BBO3 B Poccmiickylo ®enepannio KOHKPETHOW NApTHH He3aperHCTPUPOBAHHEIX JIEKAPCTBEHHBIX IIPENapaToB, COMASpIKaIlUX
HapKOTUYECKHE CPEACTBA WM NCUXOTPOITHBIE BEIIECTBA, B MOpsike, ycraHoBIeHHOM [IpaBurensctBoM Poccuiickoit deaepanuu, st oka3aHUs MEAUIIMHCKON
TIOMOIIH O >KU3HEHHBIM ITOKa3aHUSIM KOHKPETHOTO NMAllUeHTa MM TPYNIbl HalMeHTOB B CIydae, ecld HMeeTcs pellleHre BpaueOHOH KOMHCCUH MeTHIIHHCKON
opraHu3aiuy 0 Hed((EKTHBHOCTH WIH HEBO3MOXKHOCTH IPHMEHEHHS! Y KOHKPETHOTO HalieHTa WHBIX 3aperHCTPUPOBAHHBIX JIEKapCTBEHHBIX IPENapaToB, B
TOM 4HCJIe COZEpIKAIUX APyrHe AeHCTBYIONIHE BElIeCTBa, U O HEOOXOAUMOCTH BBO3a OIPENENICHHOTO He3aperHCTPUPOBAHHOIO JEKapCTBEHHOIO Mpenapara ¢
yKa3aHHUEM ero MeXIyHapOJHOTO HEMaTeHTOBAHHOTO (MM XUMHUUYECKOTO, WM TPyHNUPOBOYHOTO) HAUMEHOBaHHA, (OPMBI BBITyCKa U KoaudecTBa. [lepeueHn
3a00JIeBaHUH M COCTOSHHII U COOTBETCTBYIOLIMX JICKAPCTBEHHBIX IPEIapaToB, COACPKAIUX HAPKOTHUECKHE CPEICTBA M IICHXOTPOIHEIE BEIIECTBA, B IIEJISX
OCYILECTBJICHUS] X BBO3a B COOTBETCTBHH C TPEOOBAHHMSMHU HACTOSIIEH YacTH YTBEp)KAAETCs YHOJHOMOYEHHBIM (peiepalbHbBIM OPraHOM HCIIOIHUTEIBHOMH
BIIACTU.

4. B Poccuiickyro denepanuio MOKHO BBO3HTH JIEKAPCTBEHHBIE CPENCTBA, KAYECTBO KOTOPHIX MOATBEPXKIECHO CEPTH(HHKATOM HPOM3BOJHUTENS
JIEKapCTBEHHBIX CPEJCTB, YIOCTOBEPSIONINM COOTBETCTBHE BBO3MMBIX JICKAPCTBEHHBIX CPEICTB TpeOOBaHMSAM (hapMaKoIEHHBIX craTei jmbo B ciydae nX
OTCYTCTBHSL HOPMAaTHBHOI JOKyMEHTAIIMU MM HOPMATHBHOTO JOKYMEHTA.

5. 3ampemaercst BBo3 B Poccuiickyro ®enepanmnio ¢ansCHHUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CpeNCTB, KOHTPa(aKTHBIX JIEKapCTBEHHBIX CPEICTB.

6. danpcubuIMpoBaHHBIE JEKApCTBEHHBIE CPEICTBA, HEAOOPOKAYECTBEHHbIE JIEKAPCTBEHHBIC CPEACTBA IOMJIEKAT H3BATHIO U MOCIEAYIOIIEMY
VHUYTOXKEHHIO WIH BBIBO3y U3 Poccmiickoii @Deneparmn, KOHTpaakTHEIE JICKAPCTBEHHBIE CPEICTBA - U3BATHIO M IOCIEAYIOIIEMY YHHUYTOXKEHUIO.
YHnutoxkeHue WM BEIB03 U3 Poccmiickoit denepanmy danbcHOUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB,
KOHTpa(haKTHBIX JIEKapPCTBEHHBIX CPECTB OCYMIECTBILIETCS 3a CUET JIUIIA, OCYIECTBUBIIETO HX BBO3. [10pSIIOK YHHUTONKEHUS H3BITHIX (anbCHHIMPOBAHHBIX
JIGKapCTBEHHBIX CPEACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTB, KOHTPA(aKTHBIX JEKAapCTBEHHBIX CPEACTB YCTaHABIMBaeTcs lIpaBHTENBCTBOM
Poccuiickoii denepanum.

7. Jluma, ocymectBisomue BBo3 B Poccuiickyro ®enepanuio (anbcu(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEJOOPOKaueCTBEHHBIX
JIGKapCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C TAMOKCHHBIM 3aKOHOJATEIbCTBOM
TaMo)xeHHOTO cot03a U (HIN) 3aKOHOaTeILeTBOM Poccuiickolt denepanin 0 TAMOXKEHHOM JiedIe.

8. BriBO3 nekapcTBeHHBIX cpencTB u3 Poccuiickoir Denepanun ocyiiecTBisiercss 0e3 NPUMEHEHHs OTPaHUYCHUH, YCTAaHOBJICHHBIX TaMOYKCHHBIM
3aKOHO/ATEIbCTBOM TaMOXXEHHOTro coro3a M (WIIM) 3aKOHOJATelbcTBOM Poccmiickoit ®enepari 0 rocyapCTBEHHOM PETYJIHPOBAHUM BHEITHETOPTOBON
JIEATEILHOCTH.

9. BBom B TpaxJaHCKHH OOOPOT JIEKApCTBEHHBIX IpPENapaToB Ui MEAMIMHCKOTO INPHMEHEHHWs, BBE3eHHBIX B Poccuiickyro deneparnmio,
OCYILIECTBIICTCSI C COONIOICHNEM TPeOOBaHHMI, YCTAaHOBIICHHBIX cTaThell 52.1 HacTosmero denepaabHOro 3aKoHa.

CraTtbs 48. IOpuanueckue nvna, KOTOPEIM pa3pelieH BBO3 JIEKapCTBEHHEIX cpencTs B Poceuiickyro deneparmio

JlexapcTBeHHble cpencTBa B Poccuiickyio ®@enepariiio MOTyT BBO3HTD:

1) mpon3BOANTENH JISKAPCTBEHHBIX CPEACTB TS LieJiell COOCTBEHHOTO MIPONU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB;

2) MHOCTpaHHbIEe Pa3pabOTYMKY JIEKAPCTBEHHBIX CPEICTB U HHOCTPAHHBIE TIPOM3BOUTENH JICKAPCTBEHHBIX CPECTB WM IPYyrUe I0pUIHIECKHe LA
10 TOPYYEHHIO pa3pabOTYHKa JIEKApCTBEHHOIO CPEACTBA JUI HPOBEICHMS KIMHUYECKUX HCCIEJOBAHHI JIEKapCTBEHHOIO Mpenapara, OCYIECTBICHUS
TOCYJJapCTBEHHON PErHCTpaliM JIGKapCTBEHHOTO IIperapara, BKIIOUCHUs (apMaleBTHUeCKOH CyOCTaHIMHM B TOCYIAapCTBEHHBIH PEECTp JIEKapCTBEHHBIX
CPEACTB, KOHTPOJISI KAY€CTBA JICKAPCTBEHHBIX CPEJICTB MPH HAJIUYMH PA3PEIICHHs YIIOITHOMOYECHHOTO (heJiepaJbHOr0 OpraHa UCIOIHUTEIBHOM BIACTH HAa BBO3
KOHKPETHO} ITapTHH JTeKapCTBEHHBIX CPEJICTB;

3) opraHu3anuy ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMM;
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4) Hay9HO-HCCIIeN0BATENbCKIE OPTaHH3aINY, 00pa30BaTeIbHbIe OPraHU3alUU BEICIIETO 00pa30BaHUs, IPOH3BOAUTEIIHN JTEKAPCTBEHHBIX CPEACTB AT
Pa3paboTKH, HCCIEeNOBAHUH, KOHTPOIS 0€30IacHOCTH, KauecTBa, d((PEKTUBHOCTU JICKAPCTBEHHBIX CPEICTB IPH HANUYHU Pa3pEIICHUs YIOIHOMOYCHHOTO
(enepanbHOro OpraHa HCHOJIHUTEIBHOH BIACTH;

5) MeIULUHCKHE OpraHu3allid, MHBIE yKa3aHHbIE B IyHKTax | -4 HacTosIleld CTaTbH OpraHU3allid Ul OKa3aHUs MEJMIIMHCKON IIOMOILH IO
JKM3HCHHBIM IOKa3aHHUSAM KOHKPETHOTO MAI[eHTa NPH HAINYHU PA3pellCHHs YIOIHOMOUYCHHOTO (efepadbHOr0 OpraHa HCIONHHUTEILHOH BIACTH HA BBO3
KOHKPETHOH MapTHH JICKApCTBEHHOTO IIpEernapaTa, BBIJAHHOTO B YCTAHOBJICHHOM HOpsIKE B (pOpPME 3JICKTPOHHOrO JOKYMEHTA, IMOJITHCAHHOTO YCHIJICHHOM
KBaITU(QUIUPOBAHHON DJICKTPOHHOMN MOMNCHIO;

6) rocyapCTBEHHbIE YHUTAPHbIE IPEANPUSITHS, IMYIIECTBO KOTOPEIX HAXOAUTCS B (helepanbHOil COOCTBEHHOCTH, onpeerseMsle [IpaBuTensCcTBOM
Poccuiickoii @enepanuu, B yacti BBo3a B Poccuiickyro ®enepanuio He3aperucTpUpOBAaHHBIX JIEKAPCTBEHHBIX MPENapaToB, COJECPXKAIMX HAPKOTHYECKUE
CpeJICTBa WM ICUXOTPOIHbIE BEIIECTBA, JUIs OKa3aHUs MEAULIMHCKON IOMOLIM IO KM3HEHHBIM MOKa3aHUAM KOHKPETHOIO MAllMeHTa UM IPYMIbl HAllUEeHTOB B
COOTBETCTBMU € 4acTho 3.1 cTaThy 47 HacTosmero GeaepanbHOroO 3aKOHA.

Crarbs 49. JIokyMeHTHI, IpeJICTaBiIsieMble B TaMOXKEHHbIE opranbl Poccuiickoit dexnepanyu npu BBO3€ JICKAPCTBEHHBIX cpeAcTB B Poccuiickyro
Denepanuro

1. Ilpu BBO3e NeKapCTBEHHHIX cpeAcTB B Poccuiickylo ®denepanuio B TaMOXKeHHBIE opraHbl Poccuiickoit ®enepanuu Hapsity ¢ HOKYMEHTaMH,
MPEJCTABICHUE KOTOPBIX MPEIYCMOTPEHO TAMOKEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOro coro3a M (MiM) 3akoHojaresbecTBoM Poccuiickoit denepanuu o
TaMO>KEHHOM JieJIe, IIPEe/ICTaBIIAI0TCS CIEAYIOMHUE JOKYMEHTBI:

1) cepruuKaT NMPOU3BOAUTENS JICKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIOIINI COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOTO CPEACTBA TPEOOBaHUIM
(hapmaxorneiiHoii cratey J1M60 B CIydae ee OTCYTCTBHS HOPMATHBHOI JOKyMEHTallUH MM HOPMAaTHBHOIO JOKYMEHTA;

2) paspelieHHe YINOIHOMOYEHHOro (efiepajbHOrO OpraHa HMCIOJHUTEIBHON BJIACTH HA BBO3 KOHKPETHOH MapTUM JICKAPCTBEHHOTO CPEACTBA B
CITydJasiX, YCTAHOBJICHHBIX 4acTbIo 3 cTaThu 47 HacTosmero denepaabHOTo 3aKOHa.

2. JIOKYMEHTBbI, yKa3aHHble B IyHKTax | M 2 4yacTu | HAcTOAIIEH CTAaThH, MPECTABISAIOTCS B TaMOXKEHHbIE opranbl Poccuiickoir denepaimu npu
NpUOBITUH JIEKAPCTBEHHBIX CpecTB B Poccuiickyro denepanuto.

Cratbs 50. BBo3 nexapcTBeHHBIX IpenapaToB B Poccuiickyro denepanuro 1 JMYHOTO UCIONB30BAHMS U HHBIX HEKOMMEPUYECKHX Ieleil, a Taroke
JUISL UCTIOJIB30BAaHMs HA TEPPUTOPUH MEXIYHAPOJIHOTO MEJUIIMHCKOTO KlacTepa

1. JlexapcTBeHHBIE TpenapaThl MOTYT ObITh BBe3eHBI B Poccuiickyio ®enepauuio 6e3 yuera TpeOOBaHUil, MPEIYCMOTPEHHBIX YacTsiMi | - 4 cTaTbu
47, cratesivu 48 1 49 Hactosmiero degepanbHOrO 3aKOHA, €CIIM OHU NPEeIHA3HAYCHBI JUIS:

1) AMYHOrO HCMONB30BaHUs (UIMYECKHMH JHLIAaMH, OpuObBIIMMU B Poccuiickyro ®enepanmio. Ilpu atom BBO3 B Poccuiickyio ®Dexmepariio
JIEKapCTBEHHBIX IIPENapaToB, COAEPIKALINX CUIbHOACHCTBYIOMUE U (UIIH) SIHOBHTHIE BELIECTBA, BKIIOUEHHbIE COOTBETCTBEHHO B CIIHCOK CHIIbHOIEHCTBYIOIIUX
BEILECTB I Ieel yroJIOBHOrO 3aKoHOJaTenscTBa Poccumiickoii demepamyim M B CIIMCOK SIOBUTHIX BEIIECTB JUISL IIeJIeH YrOJOBHOTO 3aKOHOJATENbCTBA
Poccuiickoii ®enepauuu, yrBepxkaeHHble IIpaBurenbctBom Poccuiickoit ®Denepanuu, OCyLIECTBISETCS NMPU HAIMYUU JOKYMEHTOB (3aBEPEHHBIX KONMI
JIOKYMEHTOB MJIM 3aBEPCHHBIX BBIIMCOK W3 HHX), NOJATBEPKAAIOUIMX Ha3HaYeHHEe (HU3MYECKOMY JIMIly YKa3aHHBIX JIGKAPCTBCHHBIX IIpernapaTtoB (3a
HCKJIFOYEHHEM JICKapCTBEHHBIX IIPEIapaToB, 3aperHCTPUPOBaHHEIX B Poccmiickoif ®denepanmu u otmyckaeMbix B Poccuiickoit @enepannu 6e3 perenra Ha
JIeKapCTBEHHBIN Inpenapart). IloaTBepxaaloniue JOKYMEHTH! (MX 3aBepEHHbIE KONUM HJIM 3aBEPEHHBIC BBIIUCKU M3 HUX) JOJDKHBI COJIEPIKATh CBEIEHUS O
HaMMEHOBAHMU U KOJMYECTBE HA3HAUEHHOrO JEKAapCTBEHHOro IpemapaTta. B ciydae, eciu HoaTBep)kparomiue MOKYMEHTHI (MX 3aBEpEHHBbIE KONMU MM
3aBEpEHHBIE BBHIICKU U3 HUX) COCTaBJICHBI Ha HHOCTPAHHOM SI3bIKE, K HUM IPHJIAraeTcsi HOTapHaJIbHO 3aBEPEHHBIN MIEPEBO HA PYCCKHIT S3BIK;

2) ucnosb30BaHUs PAaOOTHHKAMM JHIUIOMATHYECKOTO KOpIyca HIM IIPEACTAaBUTEISIMU MEXIYHApOIHBIX OpPraHU3alUi, aKKPEeAUTOBAHHBIX B
Poccuiickoii denepannm;

3) JedeHUs MaccaXXMpOB M WICHOB JKHIIAXeil TPaHCIIOPTHBIX CPEZACTB, ITOE3AHBIX OpHIrax M BOXWTENEH TPAHCHOPTHBIX CPEICTB, NPHUOBIBIINX B
Poccuiickyro @enepanutio;

4) neyeHus y4aCTHUKOB MEXIYHAPOIHBIX KyJIbTYPHBIX, CIOPTHBHBIX MEPOIPHATHI U y4aCTHUKOB MEXIYHAPOIHBIX SKCIIEIHIHI;

5) nedeHust KOHKPETHBIX JKHBOTHBIX B 300I1apKax, 300CajiaX, IIUPKax, OKeaHapuyMax, Nelb(pUHAPUSX, JICIeHNS] TUKUX )KUBOTHBIX, IOCTOSHHO HIIN
BPEMEHHO Hacessfomux teppuroputo Poccuiickoit denepanyu, HaXOIAUIMXCSA B COCTOSIHUM €CTECTBEHHOW CBOOO/IBI M NPUHAIIKAIIMX K BUAAM, 3aHECECHHBIM
B Kpachyto kuury Poccuiickoit ®enepauuu u (M) KpacHsle KHUTH cyObekToB Poccuiickoit @enepanuu, a Takke *XMBOTHBIX, BBO3UMBIX B Poccuiickyro
Denepalyio IS y9acTUsl B CIIOPTHBHBIX U 3PEIUIIHBIX MEPOIPHATHIX;

6) UCTIONB30BaHUs HA TEPPUTOPHH MEKTyHAPOHOTO MEIUIIMHCKOTO KIIacTepa.

2. B cnydasx, npenyCMOTPEHHBIX 4acThio | HACTOSIIEH CTaThH, AOMycKaeTcst BBO3 B Poccuiickyio ®enepanuio JeKapCTBEHHBIX MpenaparoB, HE
3aperucTpUpoBaHHbIX B Poccuiickoit denepanun.

3. JlekapcTBeHHbIE IIpenapathl, NpeAHa3HAYCHHBbIC I8 T'yMaHUTApHOH IHoMoIIM (COACHCTBMS) WIM IIOMOINM HPH UYPE3BBIMANHHBIX CUTyalUsX,
BBO3sTCA B Poccuiickyto ®eneparmio B ropske, ycranoieHHoM [IpaBurensctBoM Poccuiickoit @enepanuu. 3anpeniaercs BBo3 B Poccuiickyro ®eneparuio
HE3aperiuCcTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, NpeJHAa3HAUYeHHBIX U TYMAaHHTApHOM MOMOIIM (CONSHCTBYS) WM ITOMOINM HPH Ype3BBIYaiHBIX
CHTYaIUsX.

Crarbsi 51. CotpyanudectBo (efiepaJbHOrO OpraHa HCHOIHHTENBHOI BJIACTH, YIOJIHOMOYEHHOTO B 00JacTH TAMOXEHHOrO Jena, W APYrux
YIIOJTHOMOYEHHBIX (pefiepallbHBIX OPTaHOB HCIIOMHUTEIEHOMH BIACTH

1. YmonHOMOYEHHEIE (emepanbHble OpraHbl UCIIONHUTEIBLHON BIACTH NMPENOCTABISIOT B PACIOpsDKEHHE (elepabHOT0 OpraHa HCIIOTHHTEIEHOH
BIIACTH, YMNOJHOMOYEHHOTO B OOJAacTH TaMOXXEGHHOTO Jea, TOCYAapCTBEHHBIH PeecTp JIEKapCTBEHHBIX CPEACTB, a Takke HH(GOPMALHUIO O BBIIAHHBIX
pa3peleHnsX Ha BBO3 KOHKPETHOH MapTHH JIEKapCTBEHHBIX CPEACTB B CIIydasX, YCTAHOBJICHHBIX YacThio 3 cTaThu 47 HacTosmero dexepanbHOro 3aKoHa.

2. @enepanbHBI OpraH HCIOJNHHUTEILHOH BIIACTH, YIOJHOMOYCHHBIH B OOJACTH TaMOXEHHOTo Jena, WH(GOPMHpYeT yKa3aHHblE B dacTH |
HacTosIIIeH cTaThbu yHOMHOMOYEHHbIE (heepanbHble OpraHbl UCIIOIHUTEILHOH BIAaCTH O BBO3€ JIGKapCTBEHHBIX cpecTB B Poccuiickyro denepanuio u BHIBO3E
JIeKapCTBEHHEIX CpeAcTB u3 Poccuiickoit Genepanuu 1o popme U B Iopsiake, KOTOpbIe ycTaHOBIIeHH [IpaBuTensctBoM Poccuiickoit @enepanum.

TI'naBa 10. ®apmaneBTHYecKasi 1esATeJbHOCTh

Cratbs 52. OcymecTBrieHne (papManeBTHUECKOH JIeATeTbHOCTH

1. ®@apmanenBTuueckas JIEATEIBLHOCTh OCYLIECTBISETCS OpraHU3allMsIMU  ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMH, AalTEYHBIMU
OpraHH3alMsIMH, BEeTEPHHAPHBIMU ANTEYHBIMH OPTaHH3AIMSIMH, WHAUBHAYAIbHBIMH HPEANPUHUMATEISIMU, UMEIOMMMU JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
JEATENBHOCTD, MEIMIUHCKIMH OpraHHM3alMsIMH, UMCIOIMMH JIMIECH3HI0 Ha (hapMaleBTHIECKYIO NEATENBHOCTh, U UX O0OCOOJICHHBIMHU ITOJpa3JeIeHUsIMU
(amOynaropusiMu, (eTbAMIEpCKUMH M (eNbIIepCKO-aKyIepCKUMU ITyHKTaMH, LEHTpaMH (OTAeNeHHsAMH) oOmel BpadeOHOH (ceMeifHOi) NpakTHKH),
PACIIOIOKEHHBIMH B CEIbCKUX HACEIEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIC OPTaHH3allMH, H BETEPUHAPHBIMU OPraHH3alUSAMH, HMEIOIUMU
JIMIEH3MIO Ha (hapMaleBTHIECKYIO IeTEeIbHOCTb.

2. OusMyeckwe JMIA MOTYT OCYIIECTBISTH (hapMalleBTHYECKYIO NEATENBHOCTh IPY HAIWYHMH BBICIIETO HJIM CpegHero (hapMaleBTHYECKOTo
obpa3oBaHus U cepTH(HKATa CICNUANNCTA, BBICIIETO HIM CPEIHETO BETEPUHAPHOTO OOPa30BaHUS U CepTH(UKATA CICHHANNCTA, a TakXKe BBICIIErO WIH
CpEeIIHero MEIVIIMHCKOro 00pa3oBaHMs, CepTH(UKATA CIIENUANNCTa M JOHNOIHUTEIBHOrO MPO(eCCHOHATIFHOrO 00pa3oBaHMs B YACTH PO3HHYHON TOPTOBIM
JIEKapCTBEHHBIMH TIpenapaTaMy IpU YCIOBUH UX PabOTHl B 000COOJIECHHBIX IMOpa3eIeHNsIX MEIUIIMHCKAX OpraHW3aliii, yKa3aHHBIX B vacTH | HacTosmen
CTaTbH.

CraTtbst 52.1. BBox B rpaskIaHCKHiT 000pOT JIEKapCTBEHHBIX NPENapaToB ISl MEJUITMHCKOIO IPHMEHEHHS

1. Tlepex BBOJIOM B TpaKAaHCKHH OOOPOT KaKAOW CEpUM WIH KaXKIOW HMAapTHU NpoH3BeneHHOro B Poccmiickoil denepanuu JexkapcTBEHHOTO
Ipenapara JUIsi MEIUIMHCKOTO NIPUMEHEHHS, 32 HCKIIOYeHHEM HMMYHOOUOIOTHYECKUX JIeKapCTBEHHBIX MPENapaToB, MPOU3BOIUTEIb TAKOTO JeKaPCTBEHHOTO
mpenapara IpeACTaBIsieT B (eaepanbHblil OpraH HCIIONMHUTEIFHON BIACTH, OCYIECTBILIIOMMN (GYHKIIMN O KOHTPOJIIO M HAI30py B cdepe 31paBoOXpaHeHNs,
JIOKYMEHT IPOU3BOJUTENS JIEKAPCTBEHHOI'O CPEACTBA, MOATBEP)KAAOIINN KaueCTBO JIEKaPCTBEHHOIO Mpernapara, U MOJTBEPkKICHUE YIIOJHOMOUYEHHOTO JIUIa
TIPOU3BOAUTENIS ICKAPCTBEHHBIX CPECTB COOTBETCTBUSI JICKAPCTBEHHOTO NIpenapara TpeOOBaHHUAM, YCTAHOBICHHBIM IIPH €T0 FOCYIapCTBEHHOM PEeTHCTPaIUH.

2. Ilepen BBOAOM B TPaXKTAHCKUH 000POT Ka)IOH CEPUU MM KaX10i mapTuu BBo3uMoro B Poccuiickyto denepaniio neKapcTBEHHOTO TpenapaTa
JUIS  MEIUIMHCKOTO IPUMEHEHWs, 3a MCKIIOUYCHHEM HMMYHOOHONIOTHYECKUX JIGKAPCTBCHHBIX IPENapaToB, OpraHW3alHs, OCYIIECTBIAMOMIAs BBO3
JIeKapCTBEHHOro mpenapara B Poccuiickyio ®enepanuro, mpeacTaBiseT B (enepanbHbIl OpraH HCIOIHUTEIBHOH BIIACTH, OCYIIECTBILIIOMMN (QyHKIHHU IO
KOHTPOJIIO M HaJA30py B cdepe 3ApaBOOXpPAHCHHUS, CEPTU(GUKAT MPOU3BOIUTENS JICKAPCTBEHHOrO CPEJCTBA, YAOCTOBEPSIONINA COOTBETCTBHE BBO3HMOIO
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JIEKapCTBEHHOTO IIpemapara TpeOoBaHHSAM (hapMaKONeHHOH CTaTbH, a B Cllydae OTCYTCTBHS (hapMAKONEHHON CTaThH TPeOOBaHUSIM HOPMAaTHBHOI
JOKYMEHTAalliM, U MOATBEPXKICHHE HPEICTaBUTENS OpraHMW3alluH, OCYIISCTBILIONMCH BBO3 JEKapCTBEHHOro mpemapara B Poccmiickyio ®enepamuio u
YHOJHOMOYEHHOW WHOCTPAHHBIM HPOU3BOJMTENIEM JICKapPCTBEHHBIX CPEJICTB, COOTBETCTBHS BBO3MMOIO JICKApCTBEHHOIO Hpenapara TpeOOBaHUSM,
YCTaHOBJIEHHBIM IPH €70 FOCYIapCTBEHHOH pPerucTparym.

3. Ilopsnok NpeacTaBIeHUs B COOTBETCTBUY € YACTAMHU | 1 2 HACTOSAIIEH CTaThH JOKYMEHTOB M CBEICHHUH O IEKapCTBEHHBIX IIPEHapaTax, BBOAUMBIX
B I'pa)JJaHCKHi 000poT, ycranasnusaercs [IpaBurensctBom Poccuiickoii denepannu.

4. B OTHOLIEHUM NEPBBIX TPEX CEPUI WM NMApTUil JIEKApCTBEHHOTO Ipernapara, BepBble pousBeieHHoro B Poccuiickoit denepanuu iy BrepBble
BBO3UMOro B Poccuiickyio ®enepanuio, B QenepanbHblii opraH HCIIONHUTENFHOW BIACTH, OCYLIECTBISIOMUN (DYHKIMU IO KOHTPOIIO M HAI30py B cdepe
3paBOOXPAHEHHs, JOIOJHUTEIBHO TIPEACTABIISIETCS IPOTOKOI HUCIBITAHUN O COOTBETCTBUU CEpHHU MIIM MAPTHHM JIEKADCTBEHHOIO IIpenapara JJisl MeIHIHHCKOrO
IIPUMEHEHUsl I0Ka3aTessAM KauecTBa, IPelyCMOTPEHHbIM HOPMAaTUBHOU JOKyMEHTaluel (J1ajee - IPOTOKOJ MCIBITaHUH), IPOBOJUMBIX aKKPEIUTOBAaHHBIMU B
COOTBETCTBHUH C 3aKOHOAaTenscTBOM Poccniickoit deneparuu 06 akkpeAUTaNUH B HAIIMOHAIBHON CHCTEME aKKpeTUTaliu (efepaIbHBIMI FOCyIapCTBEHHBIMU
OIO/UKETHBIMH  YUPEXKJICHUSMHM, IOJBEJOMCTBCHHBIMU ()eAepaNbHOMY OpraHy MCIIOJIHUTEIBHON BJIACTH, OCYILIECTBIAIOMIEMY (YHKIMH MO BbIpabOTKE H
pean3alyy rocy1apCTBeHHON MOJINTHKH U HOPMATHBHO-IIPABOBOMY PEryJIMPOBaHHIO B chepe 3ApaBOOXpaHeHus, U (eepalbHOMY OpraHy UCHOJIHHTEIbHOM
BIIACTH, OCYHIECTBIIIONIEMY (YHKIIHH [0 KOHTPOIIIO U Haa30py B chepe 31paBooxpaHeHus. [1opsaaok BeauM yKa3aHHBIMU (eepallbHBIMU FOCYapCTBEHHBIMU
OIOJDKETHBIMH YUPEXKICHUSAMU JIAHHOTO TIPOTOKOJIA U pa3Mep IUIAThI 3a €ro Bblauy ycraHasiauBatorcs [IpaBurenscrBoM Poccuiickoii denepanuu.

5. ExeromHo He mosgHee | deBpaist NMpPOM3BOAMUTENHM JIEKAPCTBEHHBIX CPEICTB MM OPraHU3alMH, OCYIICCTBIIONIME BBO3 JIEKAPCTBEHHBIX
npernapatoB B Poccuiickyio ®enepanuio, IpeACTaBIsIOT B (efepalbHbIi OpraH HCIOIHUTEIBHON BIACTH, OCYIISCTBILIOMNN (YHKIHMM IO KOHTPONIO H
HaJ30py B cdepe 31paBOOXPAHEHHUs, IPOTOKOI HCIBITAHUIH ITOCTYIMBLIETO B TEUCHHE TO/la B TPaXKIAHCKUH 000POT JICKAPCTBEHHOI'O IperapaTa KOHKPETHOTO
MPOM3BOAUTENS (HA OJIHY CEPHUI0 KaXIOr0 TOPrOBOrO HAUMEHOBAHHUS C Y4ETOM JIEKAPCTBEHHOI (JOPMBI M TO3HPOBKH), POBOJAUMBIX aKKPEIUTOBAHHBIMU B
COOTBETCTBHUH C 3aKoHOzaTenscTBOM Poccuiickoit denepanuy 00 akkpeIuTaly B HAMOHAIBHON CHCTEMe aKKPEAUTAINH HCIIBITATENbHBIMU J1a00paTOpHUsIMU
(ueHTpamu).

6. IIpousBoauTENH JEKAPCTBEHHBIX CPEACTB WIIM OpraHU3alM1, OCYLIECTBISIONIME BBO3 JIEKAPCTBEHHBIX Npenaparos B Poccuiickyro Peneparuio, He
MeHee 4eM 3a OJUH ToJ A0 IUIAHUPYEMBIX HPHOCTAHOBICHHS WIHM MPEKPAICHUs IIPOU3BOJACTBA JICKAPCTBEHHBIX IpENapaToB WM HX BBo3a B Poccuiickyio
Denepanuo yBeaOMIAIOT 00 3TOM (enepaibHbIil OpraH HCIOJIHUTENBHOH BIACTH, OCYIIECTBISIONIMHA (YHKIMH IO KOHTPONIO M Hajg3opy B cdepe
3[paBOOXpaHeHus U (efiepaabHbIil OpraH UCHOIHUTEIBHOH BIACTH, OCYIIECTBIIAIOMIMI (DYHKIUH T10 JIULEH3MPOBAHHIO IPOU3BOJICTBA JICKAPCTBEHHBIX CPE/CTB.

7. BBox B rpakaaHCKUH 00OpOT KaXKIOH CepHH WM KaXIOH NMapTUH MMMYHOOHOJOTHYECKOTO JIEKapCTBEHHOTO Iperapara, NMPOU3BEAECHHOTO B
Poccuiickoit @enepaunn wix BBo3uMOro B Poccuiickyio ®Defepaluio, OCYIIECTBIACTCS HA OCHOBAHHH Pa3peLICHUS, BBIIAHHOTO (edepalbHbIM OPraHOM
HCIIOJIHUTENBHON BJIACTH, OCYLICCTBISIOMMM (DYHKIMH HO KOHTPONIO M HaJ30py B cdepe 34paBOOXpAaHEHUs, HA OCHOBAHMH BBIIAHHOTO (elepalbHbIMU
TOCYJapCTBEHHBIMU OIOJDKETHBIMU YUPEXKICHHSAMH, YKa3aHHBIMH B 4YacTH 4 HACTOSIIEH CTaThH, 3aKIIOYEHHS O COOTBETCTBUHM CEPHU WM IapTHU
HMMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOI'O IpernapaTa TpeOOBaHUSIM, YCTAHOBJICHHBIM IIPH €r0 rocyIapCTBEHHOH peructpauui. Ilopsanok BelAauu pazpenieHus
Ha BBOJ B IPaXJaHCKU 000pOT CepUH UM NapTUH HMMYHOOHOIOTHYECKOr0 JIEKapCTBEHHOT'O TIperapara, a TakKe HOPsIOK BbIIa4l YKa3aHHOTO 3aKII0YEHUS U
pa3Mep IUIaThl 32 €ro BbIIady ycraHasinuBarorcs [IpaBurenscTBoMm Poceniickoit denepanum.

8. 3a HempeacTaBICHUE WM HECBOEBPEMEHHOE IPEACTABICHHE JOKYMEHTOB M CBEJCHUH, NPENyCMOTPEHHbIX dacTsMu 1, 2, 4, 5 u 6 Hacrosei
CTaTbH, MPOU3BOJHUTEIN JIEKAPCTBEHHBIX CPEICTB M OPraHU3alMH, OCYILECTBIAIONINE BBO3 JIEKapCTBEHHBIX HpenapaToB B Poccuiickyio dexepaimio, HeCcyT
OTBETCTBEHHOCTB B COOTBETCTBUH C 3aKOHOAATENLCTBOM Poccuiickoii deneparyn.

9. IlpencrapiieHne JOKYMEHTOB M CBEJCHUM, NPEIYCMOTPEHHBIX YacTsmu 1, 2 1 4 HACTOSLIECH CTaThH, U MOJYYEHUE NPEITYCMOTPEHHOTO YacThiO 7
HACTOAIICH CTaTbU pPa3pellieHHs Ha BBOJ MMMYHOOMOJIOTMYECKOrO JIEKAPCTBEHHOIO IpernapaTta B TPaXKIaHCKUH 000pOT He TpeOyITCs B OTHOLICHHH
JIEKapCTBEHHBIX IIPENapaToB, IpeIHa3HAYCHHBIX U NPOBENEHMS KIMHUYECKHX MCCICIOBAHMI JICKAPCTBEHHBIX IIPENapaToB, NPOBEIECHHS OJKCHEPTU3BI
JIGKapCTBEHHBIX CPEJCTB IS OCYLIECTBIEHHUs FOCYJapCTBEHHOH pPEerucTpaliy JeKapCTBEHHBIX MPENapaToB, a TAKKe B OTHOLICHUH HE3aperHCTPHPOBAaHHBIX
JIEKapCTBEHHBIX IPENapaToB, MpeJHa3HAYEeHHBIX UL OKa3aHUs MEAUIMHCKOIH IMOMOIIU IO >KH3HEHHBIM IIOKa3aHMAM KOHKPETHOrO MalHeHTa WJIH IPYIIIBI
MaUeHToB, BBO3UMBIX B Poccuiickyro denepalyo B cCOOTBETCTBUH ¢ yacTsaMu 3 U 3.1 cratbu 47 HacTosimero denepanbHOro 3aKoHa.

10. Ilpu BbIABIEHHMH B TIPAXIAHCKOM 00OpOTE€ CepHM MM MapTHHM JIEKapCTBEHHOrO IIpernapara, JOKYMEHTBI U CBEICHHA O KOTODBIX,
MpeLyCMOTPEHHbIE YacTsiMu |, 2 U 4 HaCTOALICH CTaThH, HE MPEACTABICHBI B (heAepaabHblii OpraH UCIIONHUTEIBHON BIACTH, OCYIIECTBIAIONMN GYHKIHHI 10
KOHTPOJIIO M HA/I30py B chepe 31paBoOXpaHeHUs], THO0 CEePHH WIH IapTHA HMMYHOOHOJIOTHIECKOT0 JIEKapCTBEHHOTO Iperapara, He HMEIOIHX pa3pelleHus Ha
BBOJ] B FPAXIAHCKHII 000POT, MPEAyCMOTPEHHOTO YacThio 7 HACTOSIMIEH cTaThH, (eepalbHblil OpraH MCIOIHUTEIbHOM BIACTH, OCYIIECTBIIIONIMI (YHKIHH
M0 KOHTPOJIO M Haa30py B cdepe 3aApaBOOXpaHEHMs, B MOpsiAKe, ycTanoBinennom IlpaButenbctBom Poccmiickoit ®enepannu, MPUHAMAET PEIICHHE O
MIPEKPalieHNH IPaXKJaHCKOro 000pOTa TaKWX CEpHUH WM NApTUH 10 NPEACTaBICHHS YKa3aHHBIX JOKYMEHTOB H CBEICHHI IHOO NOITydeHHS yKa3aHHOTO
pa3peleHus.

Cratbs 53. [Iponaxa, nepeaya J1eKapCTBEHHBIX CPEICTB OPraHU3aLUsIMH OIITOBOI TOPTOBIIH 1€KapCTBEHHBIMU CPEICTBAMHU

1. Opranu3anuy ONTOBOIl TOPTOBIIM JICKAPCTBEHHBIMU CPEICTBAMH MOTYT OCYLIECTBIITH NPOIAXy JIKAPCTBEHHBIX CPEICTB WM IIepeaBaTh UX B
YCTaHOBICHHOM 3aKOHO/ATENbCTBOM Poccuiickoii @enepaniu mopsike (3a HCKITIoYeHreM (GpapMalieBTHIeCKO! CyOCTaHIINN CIIUPTA STHIOBOTO (3TaHOA):

1) opyruM opraHu3aIysM OINTOBOI TOPTOBIU JEKapCTBEHHBIMU CPEICTBAMH;

2) IpON3BOIUTEISIM JIEKaPCTBEHHBIX CPEACTB JUIA LeJIeil IPOH3BOACTBA JIEKAPCTBEHHBIX CPEICTB;

3) anTeYHBIM OpraHU3alMSIM U BETEPHHAPHBIM allTeIHBIM OPTaHU3aLHsIM;

4) Hay4HO-MCCIIEN0BATENHCKUM OPTaHU3AIMAM JUISl HAYYHO-HCCIIEI0BATENbCKON paboThI;

S) WMHIUBUIYaJ bHBIM NPEANPHHAMATESIM, HMEIOIIUM JIMIEH3UI0 Ha (hapMaleBTHYECKYIO NEATENbHOCTh WM JIMIEH3WI0 Ha METHUIHCKYIO
JEATEIILHOCTD;

6) MEIMIMHCKHM OpraHW3allisiM, B TOM 4HCIE CO3JAaHHBIM M 3apeTHCTPUPOBAHHBIM B COOTBETCTBHM C 3aKOHOJATEILCTBOM HHOCTPAaHHOTO
rocygapctBa - wieHa OpraHu3alMyd SKOHOMHYECKOTO COTPYOHHYECTBA ¥ Pa3BHTHSA HHOCTPAHHBIM IOPUAMYECKHM JIMLAM, HWHIWBHIYAIBHBIM
TIpeIPHHUMATEISIM, SIBIBTIOIIMMCST Y9aCTHHKAMH MPOEKTa B COOTBETCTBHHU ¢ DenepanbueiM 3akoHOM "O MeXTyHapOIHOM MEIHIIHCKOM KJIACTepe U BHECEHHU
M3MEHEHUH B OTAENIBHBIE 3aKOHOaTeNbHbIE akThl Poccuiickoil Denepanuu”, ¥ BETEpUHAPHBIM OpraHH3ALISIM;

7) opraHW3aMsAM W HHIWBHAYAIGHBIM INPEANPHHIMATETSIM, OCYIIECTBILIIOIIMM pa3BeJeHHE, BEHIpAllMBaHHE M COJEP)KaHHE JKHBOTHBIX (3a
HCKITFOYEHHEM MPOJaXH UM (papMaIieBTHIECKUX CyOCTaHIIMI WM UX Hepefay).

2. OpraHu3amuy ONTOBOM TOPIrOBIM JIEKAPCTBEHHBIMU CPEACTBAMH HE BIIPaBEe OCYIIECTBIATh NPOAaxy (Hmeperady B YCTaHOBICHHOM
3aKoHOZATeNbcTBOM Poccniickoit deneparyn mopsike) GapmaneBTHUECKOi CyOCTaHIIMN CIIUPTA STUIIOBOTO (ITAHONA).

Cratbsi 54. IIpaBuia onTOBOI TOPrOBIIH JIEKAPCTBEHHBIMH CPENCTBAMU

OnroBasi TOProBiIsl JICKAPCTBEHHBIMH CPEACTBAMHU OCYLIECTBISCTCS IPOM3BOAUTEISIMU JIEKAPCTBEHHBIX CPEICTB M OPraHM3alUsIMH ONTOBOI
TOPTrOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU IIO IIPaBHJIaM HA/UISKAIIEH IUCTPUOBIOTOPCKOW NPAaKTHKU ¥ TpaBWJIaM HaJJIekalledl NpaKkTHKH XpaHEHWs U
NIePEeBO3KH JIEKaPCTBEHHBIX NPENApaToB, yTBEPKICHHBIM COOTBETCTBYIOIIMMH YIIOJTHOMOUSHHBIMH (heiepalIbHBIMUA OpraHaMHU UCIIOJTHUTEIBLHON BIACTH.

Crarbs 55. TIops0K pO3HUYHOI TOPrOBIIHM JEKapCTBEHHBIMU MpErapaTaMu

1. Po3HHMYHAsT TOPTOBIIS JICKAPCTBEHHBIMH IpeNapaTaMy B KOJINYECTBAX, HEOOXOIMMBIX JUIS BBINOJIHEHHS BpadeOHBIX ((herbauIepcKux) Ha3HaueHU i
WM Ha3HAYCHHH CHEIHAIMCTOB B OOJNACTH BETEPHHAPUM, OCYLICCTBILIETCS AanTEeUHBIMH OPraHH3allisMH{, BETCPUHAPHBIMU ANTEYHBIMH OpPTaHU3ALHIMH,
VHIUBUIYadbHBIMU NPEANPHHAMATEIAMH, HMEIOIIUMH JIUIEH3UI0O Ha (PapMAIleBTHUECKYIO NEATeNbHOCTh, MEJHIMHCKUMU OPraHHM3alUSIMH, HMEIOIIMHI
JIMIEH3MIO Ha (hapMaleBTHIECKYIO IeITeIbHOCTD, B HX 000COOIEHHBIMHA MOIPA3ICICHUAMH (aMOyIaTOPHIMH, (HeTbANIEPCKUMU U (elTbIIepCKo-aKyIIepCKUMA
NMyHKTaMH, HEHTpamMu (OTHeJICHHSAIMHU) oOmieil BpaueOHOW (CeMeiHOW) NpaKTHKH), PACIOJIOKEHHBIMH B CEIIbCKAX HACEJICHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaITEUYHbIC OPraHM3alUM, U BETEPUHAPHBIMH OPTaHU3ALMSAMU, HMEIOIINMH JIHICH3HI0 Ha (papMaleBTUUECKYIO AeSITeNbHOCTh. Paspemrena
PO3HMYHAST TOPrOBISI TONBKO JIEKAPCTBEHHBIMH IIperapaTaMy, 3apernCTPUpPOBaHHBIMH B Poccuiickolt ®enepanny WIM W3TOTOBICHHBIMH aNTEYHBIMU
OpraHHM3alMsIMA, BETEPHHAPHBIMU aNTEYHBIMH OPTaHHU3alMsIMH, WHAWBHAYAIBHBIMH NPEANPUHAMATEISIMI, UMEIOIUMH JIMIEH3HIO Ha (hapMaleBTHIECKYIO
JeATeNbHOCTh. PO3HHYHAS TOProBIL JIEKAPCTBEHHBIMU IIpENapaTaMH OCYLICCTBIISICTCSA IO IPaBUIaM HaUIeKallel anTeyHOH MpPAaKTHKH, yTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (eiepabHBIM OPraHOM HCIIOJHUTEIBHOM BIIACTH.

1.1. Po3HuuHast TOProBilsl JIEKAPCTBEHHBIMHM IpeNapaTaMH [JIs METHIMHCKOrO NpUMEHEHHUs (3a MCKIIIOYEHHEM JIeKapCTBEHHBIX HPENaparos,
OTITyCKaeMBIX 10 PEeleNTy Ha JIeKapCTBEHHBIH MpenapaT, HapKOTHYECKHX JIeKapCTBEHHBIX IMPENapaToB U ICHXOTPOMHBIX JeKapCTBEHHBIX IPENapaToB, a TakKe
CIIUPTOCOAEPIKAIMX JICKAPCTBEHHBIX MPENapaTtoB ¢ OOBEMHOI J0JeH 3THIOBOrO CIHMPTAa CBBINIE 25 MPOLEHTOB) MOXET OCYIICCTBIATHCS ANTCYHBIMH
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OpraHH3allisIMU JUCTAHIHOHHBEIM CHOCOOOM. PO3HHYHYIO TOProOBIIO JICKAPCTBEHHBIMHU IpenapaTaMd Ui MEAUIMHCKOTO HPUMEHEHUS JUCTaHIIMOHHBIM
CII0cOOOM MOTYT OCYHIECTBIISTH ANTEUHBIC OPTaHU3AMH, MMEIONIHME JIHICH3HIO Ha (papMaleBTUUECKYIO AEATEIbHOCTh M COOTBETCTBYIOIIEE paspelcHue
(enepanbHOrO0 OpraHa HCIOJHHUTENBHONW BJIACTH, OCYIIECTBIIIONIEro (YHKIMH 10 KOHTPOIIO M Haa30opy B cdepe 3apaBooxpaHeHHs. [lopsiox Belgaun
pa3pelIeHns Ha OCYIIECTBICHUE POSHUMYHONW TOPrOBIHM JIEKAPCTBEHHBIMU IPEMapaTaMy JIMCTAHIMOHHBIM CIIOCOOOM, TPeOOBaHMs K alTCYHBIM OpraHH3aLlHAM,
KOTOpbIe MOTYT OCYIIECTBIIATH TaKyl0 TOPTOBIIO, U HOPSIOK €€ OCYIIECTBICHHS, a TAaKXKe MpaBUiIa JOCTAaBKH JEKAapCTBEHHBIX IPEHapaToB IpakIaHaM
ycranapiuBatotcst IIpaBurensctBom Poccuiickoit @enepamuy. Mubopmanus 06 omiadeHHbIX (OTITYIICHHBIX) M MOMYYEHHBIX JEKaPCTBEHHBIX MperapaTax
BHOCHTCS B CHCTEMY MOHHTOPHUHIA JBM)KEHHs JIEKAPCTBEHHBIX IIPENapaToB s MEIUIHMHCKOrO IPHMMEHEHHS B MOPAAKE, IPEAyCMOTPEHHOM YaCThIO 7 CTaThU
67 Hacrosmero deaepanbHOro 3aK0OHa.

2. Buzpl anTedHbIX opraHu3aluil U rpaBuia OTIyCKa JEKapCTBEHHBIX IPENapaToB s MEIHIHMHCKOrO MPUMEHEHHs! alTeYHbIMU OpraHH3alUsaMU,
HMHIMBUIYalbHBIMU HPEANPUHUMATEISIMHE, MMEIOIIMMU JIMLECH3HIO Ha ()apMaleBTHYECKYIO AEATEIbHOCTb, a TAaKXKE IIPABHJIA OTIYCKA JIEKapPCTBEHHBIX
MIpernapaToB Uil MEAUIMHCKOTO NPHMEHEHMS MEIUIMHCKUMH OpraHM3alsIMH, HMEIOIVMH JHIEH3UI0 Ha (DapMaleBTUUECKYI0 NEATENbHOCT, H HX
000COONCHHBIMU  TIOZIpa3AeneHUsAMU (aMOynaTopusMu, (GenpAlIepCKUMUA U (elbIIepCKO-aKyIepCKUMU  IIyHKTaMH, LEHTpaM# (OTACICHUSIMH) oOmIeit
BpaueOHOH (CeMEHHOM) MPAaKTUKU), PACIIONIOKEHHBIMU B CEJIbCKUX HACEICHHBIX ITYHKTAaX, B KOTOPBIX OTCYTCTBYIOT allT€YHbI€ OpPraHU3alluH, YTBEP)KIAIOTCS
YIIOTHOMOYEHHBIM (heiepabHbIM OPTraHOM HCIIOJIHUTEIBHOM BIACTH.

3. IlpaBuna OTIycKa HApKOTHYECKHX CPEICTB M ICHUXOTPOIHBIX BEIIECTB, 3aperHMCTPUPOBAHHBIX B KayecTBE JIEKAPCTBEHHBIX IpENapaToB,
JIEKapPCTBEHHBIX MPENapaToB, COJACPIKAIINX HAPKOTHYECKHE CPEACTBA M NICUXOTPOIHBIC BELIECTBA, YTBEPXKIAIOTCS YIIOJHOMOYCHHBIM (hefiepabHbIM OpraHOM
HCTIOJHUTETBHOM BIIACTHU 10 COTTIACOBAHMIO ¢ (he/iepanbHbIM OPTraHOM HCIIOIHUTEIBHON BIACTH, YIOIHOMOYEHHBIM B cepe BHYTPEHHUX el

4. JlekapcTBEHHBIE IIpeMNapaTsl 11 BETEPUHAPHOrO IPUMEHEHHs OIEKAT OTIYCKY BeTepHHAPHBIMH allTeUHbIMH OPraHH3alUsIMH, BETEPUHAPHBIMHU
OpraHU3alMsIMM, WHAMBHIYaJIbHBIMH HPEANPUHUMATEISAMY, HMMEIOIIMMH JIMLCH3MIO Ha (hapMaLEBTHUECKYIO JeATeNbHOCTh. OTIYCK JIeKapCTBEHHBIX
TIpenaparoB ISl BETEPUHAPHOTO MPHMEHEHHS OCYIIECTBILIETCSI B COOTBETCTBUY C IPABIIAME HAUICKAIIEH alTeYHON MPAKTHKU JIEKapCTBEHHBIX MPErapaToB
JUIs BETEPHHAPHOTO IPUMEHEHUS], yTBEPKICHHBIMH YIIOJIHOMOYEHHBIM (heiepaibHbIM OPraHOM UCHOJIHHUTEIBHO BIACTH.

5. IlepeueHb MEIMUMHCKUX OPraHM3alMil, NMEIOMINX JIMLCH3MIO Ha (DapMAIEBTUYECKYIO JICATEIBHOCTh, U UX 00OCOOJEHHBIX IMOApa3/eleHUi
(amOynatopuii, Genpamepckux U (esbIepeko-aKkymepeKuX IyHKTOB, IEHTPOB (OTeneHui) obmel BpaueOHON (CeMeHHON) NPAKTHKH), PACIIONOKEHHBIX B
CEJIbCKHX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPTraHU3allMy, a TakKe NepedeHb JeKapCTBEHHBIX IPENapaToB, NPOiaka KOTOPBIX MOXKET
OCYIIECTBIIATBCS YKa3aHHBIMU OPTaHM3aLUAMHU U MX 000COOJIECHHBIMH MOJPA3ACICHUSIMH, YCTAaHABIUBAIOTCS OPraHAMU HMCIIOJIHUTEIBHOMN BIACTH CyOBEKTOB
Poccuiickoii denepannu.

6. AnreyHsle OpraHH3allUM, WHIMBHIyalbHble IpPEINPUHUMATENH, HMEIOLNIMEe JHULEH3UI0 Ha (apMaleBTUUECKYIO IEsATeIbHOCTh, OO0S3aHBI
obecrieunBaTh yTBepXkIeHHBIN [IpaButensctBom Poccuiickoit Denepanun 1 GOPMHPYEMBId B YCTAHOBICHHOM MM IOPS/IKE MHHUMAIBHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX IPENapaToB, HEOOXOAUMBIX JUIS OKa3aHUSI MEAUIIUHCKOM ITOMOIIIH.

7. AnteuHble OpraHW3alMM, WHAMBUIyalbHBIC MPEIIPUHUMATENM, HMCIOIIME JIMLCH3UI0 Ha (papMaleBTUYECKYIO ESATCIbHOCTh, Hapsay C
JIEKapCTBEHHBIMH IpenapaTaMd HMEIOT MpaBo IpHOoOperaTh M NpojgaBaTh, B TOM 4YHCIE AUCTAHLHOHHBIM CIOCOOOM, MEIHLHUHCKHE M3AEIHs,
Je3NHOUIUPYIOLINE CPEACTBA, IIPEAMETHI U CPEIICTBA JIMYHON I'MTUEHBI, IIOCYY JUIS MEJHITMHCKUX Lielell, IpeaMeTh U CpeCTBa, IPeJHa3HauCHHBIE U yX0/a
3a GOJIBHBIMU, HOBOPOXKJICHHBIMH U J€ThMU, HE JOCTUTIIHMH BO3pAcTa TpeX JeT, OUKOBYIO ONTHKY M CPEJICTBA yXOJa 3a Hel, MUHepaJlbHble BOJBI, MPOTYKTHI
Je4eOHOro, JETCKOr0 M JUETHYECKOro IUTaHHs, OHONOrMYECKHM AaKTHBHBbIE N00aBKH, Map(IOMEpHbIC M KOCMETHYECKHME CPEICTBA, MEAHLMHCKHE U
CaHHUTApPHO-NIPOCBETHTENbHbIE ITeYaTHbIC U3/IaHus, IPeJHA3HAUCHHbIE UL IPOIaraH/bl 3M0pOBOro oopasa >KH3HH.

8. JlesTenbHOCTh anTe4HbIX opraHuzauuii Boopyxenubix Cun Poccuiickoit denepanuu, Apyrux BOMCK, BOMHCKHX ()OPMHUPOBAHMI M OPraHoOB, B
KOTOPBIX 3aKOHOJATeNbcTBOM Poccuiickoii dexnepanuu npeaycMOTPEHO MPOXOXKICHUE BOCHHOH CilyKObl WM (enepalibHOM rocylapCTBEHHOM CITyXObl,
CBSI3aHHOH C IIPaBOOXPAHUTENBHOIH NEATENBHOCTBIO, pEraMEeHTUpyeTcss HacTosmuM (DenepalbHBIM 3aKOHOM M YTBEP)KACHHBIMH COOTBETCTBYIOIIMMH
(denepanbHBIME OpPraHaMH HCIIOJIHUTEIbHOH BJIACTH HONOXKEHHAMH. KoHTponmb 3a coOmrofeHHeM yKa3aHHBIMM aNTeUHBIMHU OPTaHU3ALMAMU IIOTOXKEHUI
HacTosuiero deepaabHOroO 3aKOHa OCYIECTBIIIETCS COOTBETCTBYIOIMMHU (heiepaibHBIMU OPraHaAMH MCIIOJIHUTENBHOI BIIACTH.

9. He npumensiercs ¢ 1 ssaBapst 2021 r. - denepansuelii 3akon ot 3 anpens 2020 r. N 105-03

Crartbs 56. M3roToBieHne 1 OTIYCK JIEKapPCTBEHHbIX IIPENapaToB

1. M3srotoBineHue J1eKapCTBEHHBIX INPENapaToOB aNTEYHbIMH OPraHH3alMsAMH, BETEPHHAPHBIMU ANTEYHBIMU OPraHM3ALUSIMH, UHAUBHUIYaIbHBIMU
MIpeIPUHIMATEISIMA, MMCIOIMMY JIMIEH3NI0 Ha (hapMaleBTHYECKYIO AeSTENbHOCTh, OCYIIECTBISIETCS IO pelenTaM Ha JIEKapCTBEHHBIE IIperaparsl, MO
TpeOOBaHUAM MEIULUHCKUX OpPraHH3alluil, BeTepUHApHBIX OPraHU3alHil B COOTBETCTBHHU C NIPAaBHIAMU H3TOTOBJICHHUS H OTIIyCKa JICKAPCTBEHHBIX IPENapaToB,
YTBEP)KACHHBIMHU YIIOJTHOMOYCHHBIM (he/iepaabHbIM OPraHOM HCIIONTHUTEIBHON BIIACTH.

2. Ilpu U3rOTOBIEHNH JIEKAPCTBEHHBIX MPENapaToB aTeUYHbIMH OPTraHH3AIMSIMY, BETePHHAPHBIMU allTeIHBIMI OPTraHH3aIsIMI, HHIUBHIYaTbHBIMI
NPEANPUHAMATEIAMY, HMEIOIIUMH JIMIEH3UI0 Ha (HapMaleBTHYECKYIO JACATENbHOCTh, HCIOIB3YIOTCS (hapMalleBTHYECKHE CYOCTaHIMH, BKIIOYCHHBIC
COOTBETCTBEHHO B TOCYIApPCTBEHHBII peecTp JIEKapCTBEHHBIX CPEICTB A MEIUIMHCKOTO IPUMEHEHHs U FOCYJapCTBEHHBIH peecTp JeKapCTBEHHBIX CPEICTB
JUISL BETEPUHAPHOTO IPHMEHEHHS] B YCTaHOBJICHHOM Hopsinke. He moIryckaercst M3roTOBJICHHE anTeYHBIMH OpPTaHU3AIMSIMHU, BETEPHHAPHBIMH aNTeIHBIMHU
OpraHU3aLMsIMH, WHIHBHIyaIbHBIMH IMPEINPUHUMATEISIMA, UMCIONIMMHU JIMICH3UIO Ha (hapMaleBTHYCCKYIO ACATENbHOCTD, JEKAPCTBEHHBIX MPENapaTtos,
3apeructpupoBaHHbIX B Poccuiickoii denepannn.

3. MapkupoBka JIeKapCTBEHHBIX IIPENapaTtoB, H3TOTOBJICHHBIX AaNTEYHBIMH OpraHM3alWsIMH, BETEPHHAPHBIMU aNTEYHBIMU OpraHH3ALSIMH,
HMHIVBUIYaJbHBIMU THPEINPUHAMATE/SIMA, HMEIONIMMH JIMICH3HI0 Ha (apMalleBTHYECKYIO IeATeNbHOCTh, W O(OpPMIICHHE TaKHX IIPEapaToB JOJDKHBI
COOTBETCTBOBATH IIPaBUIaM, YKa3aHHBIM B UacTH | HacTosmieil CTaThH.

4. AureyHple OpraHH3allW¥, BETEPHHAPHBIC AaNTEeUHble OpraHW3allM, WHANBHAyaIbHBIC NPEINPUHAMATENH, HMEIONINe JUIEH3UI0 Ha
(hapManeBTHYECKYIO AESITEIBHOCTD, HECYT OTBETCTBEHHOCTD 32 HECOOIIOICHUE TIPABIII M3TOTOBIECHHUS 1 OTITYCKa JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBUY C
3aKoHoIaTenbCTBOM Poccuiickoit denepanun.

Cratest 57. 3ampemenne npogaxu (GanbCHHUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEICTB,
KOHTpa(haKTHEIX JICKAPCTBEHHBIX CPEJCTB

Iponaxa ¢anbcHHUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB, HEAOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB 3alperaeTcs.

Crartbs 58. XpaHeHue JIeKapCTBEHHBIX CPEJICTB

1. XpaHeHHe IEKapCTBEHHBIX CPEICTB OCYIIECTBIACTCS IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX CPEACTB, OPTaHH3AIMSAMH ONTOBOH TOPrOBIH
JICKapCTBEHHBIMH CPE/ICTBAMH, ANTEYHBIMH OPraHM3AlMsIMH, BETCPHHAPHBIMH ANTCYHBIMH OPraHH3alMsIMK, HWHIWBHIYAIGHBIMH TPEANPHHUMATEISIMH,
HMEIONIMMH JIMICH3HI0 Ha (DapMaleBTHUECKYIO JEeITeIbHOCTh WIM JIMIEH3HMI0 Ha MEIMIMHCKYIO JAeSITeIbHOCTb, MEIUIIMHCKAMHU OpraHU3aLlMsIMHU,
BETEPHHAPHBIMH OPTaHU3ALIAMU U HHBIMH OPTaHU3ALISIMH, OCYIIECTBIIAIONIIME OOpalieHue JeKapCTBEHHBIX CPeCTB. XpaHeHHe JTeKapCTBEHHBIX CPEACTB A
BETEPHHAPHOIO IPHMEHEHHS OPTaHU3alHMsIMH W WHIWBHIYAJIGHBIMH NPEANPHHHMATEISIMH B CIydasX, €CIM OHH HCIIONB3YIOTCS HCKIIOUHTEIBHO IPH
Ppa3Be/leHNH, BBIPAIIUBAHHUH, COCPIKAHNH ¥ JICUCHHUHN JKUBOTHBIX, MOXKET OCYIIECTBIATHCS Oe3 MOTydeHH s IMICH3U! Ha (hapMaleBTHIECKYIO IeITeIbHOCTb.

2. IlpaBuna XpaHEHHUs JIEKAPCTBEHHBIX CPEICTB YTBEP)KAAIOTCS COOTBETCTBYIOIIUM YIIOIHOMOUYEHHBIM (eIepanbHbIM OPraHOM HCIIONHHTEILHOH
BIIACTH.

3. XpaHeHne HapKOTHYECKUX JIEKapCTBEHHBIX CPE/ICTB, ICUXOTPOMHBIX JIEKAPCTBEHHBIX CPENICTB, paarodapMaeBTHUECKHX JICKapCTBEHHBIX CPEICTB
OCYILIECTBIISICTCSL B COOTBETCTBUU C 3aKoHOaTen-cTBOM Poccuiickoit @eneparu.

Cratbs 58.1. IIpenMeTHO-KOIHYECTBEHHBIN y4eT JIeKapCTBEHHBIX CPEICTB ISl MEAUIINHCKOTO TIPUMEHEHHUS

1. IlepedeHb JIEKapCTBEHHBIX CPEICTB JUII MEOHMIIMHCKOrO HPHMEHEHHs, IOUISKAIINX NPEIMETHO-KOJIHYECTBEHHOMY YYETY, YTBEPIKIACTCS
YIOTHOMOYEHHBIM (efiepabHbIM OPraHOM HCIIOIHUTEIBHOMN BIACTH.

2. TlopsoK BKIJIIOYEHHsS JIEKAPCTBEHHBIX CPEICTB Uil MEAULIMHCKOTO NMPUMEHEHWsI B IIepPEUCHb JICKAPCTBEHHBIX CPEACTB UISI MEIUIIMHCKOTO
MIPUMEHEHUS], HOUIKAIIUX TPEAMETHO-KOIMIECTBEHHOMY yYeTy, YCTAaHABIIMBACTCS YIOJHOMOUYCHHBIM (helepalbHBIM OPraHOM HCIIONHHUTEIFHOH BIIACTH IO
COITIACOBAHUIO C (heJepaIbHBIM OPraHOM HCIIOIHUTEIBHOI BIACTH, YIOIHOMOYEHHBIM B C(hepe BHYTPEHHUX JCIL.

3. IIpeaMeTHO-KOIMYECTBEHHBIH YUeT JISKAPCTBEHHBIX CPEICTB JUI MEIULMHCKOTO IPUMEHEHHS BEAyT NMPOU3BOAUTENH JEKapCTBEHHBIX CPEACTB,
OpraHHM3allil ONTOBOM TOPIOBJIU JIEKAPCTBEHHBIMH CpPEJCTBAMH, aNTeuHble OpPraHW3alluH, HMHAUBHAYyaJIbHBIE NPEINPUHUMATENM, MMEIOIUE JULEH3UI0 Ha
(apManeBTHYECKYIO AESITCIbHOCTh HIH JIMIECH3HI0O HAa MEAUIMHCKYIO IESTeNbHOCTh, M MEAUIUHCKHE OpraHH3alliH, OCYIIECTBILIONINE oOpalieHue
JIEKApPCTBEHHBIX CPEICTB JUISI MEAUIMHCKOTO IPHMEHEHHS, ITyTeM PErHCTPALUY JIFOOBIX CBA3aHHBIX C MX 00pAILCHUEM ONEpalnii, IPH KOTOPBIX U3MEHACTCS UX
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KOIHYECTBO M (HIM) COCTOSHHE, B CIICHMAIbHBIX JKypHAIaX ydeTa ONEpaIuii, CBSA3AHHBIX C OOpalieHHeM JIEKapCTBCHHBIX CPEACTB UL MEIHUIIMHCKOIO
IIpUMEHEeHU (Jajee - CIenuaIbHbIe XKyPHAIIBI).

4. TlpaBuia perucTpaluy OMNEpalHii, CBS3aHHBIX C OOpaIlCHHEM JIEKAPCTBEHHBIX CPEACTB Il MEAMLUHCKOTO NPUMEHEHHUS, BKIIOYECHHBIX B
THiepeYeHb JIGKAPCTBEHHBIX CPEACTB I MEANIMHCKOTO IIPUMEHEHHS, MOIEKAIIMX MPEAMETHO-KOIIMYECTBEHHOMY Y4ETy, B CHEIHANbHBIX XKypHAIaX U IpaBuiia
BEJICHUS ¥ XPAaHEHHUS CIIeNUAIbHBIX XKyPHATIOB YTBEP KAAIOTCS YIOIHOMOYCHHBIM (peiepaTbHbBIM OPTaHOM HUCHIOIHUTEIBHON BIACTH.

5. KoHTponb 3a cOOMIOJCHMEM NpPaBWJI PETHCTPALMU OIEPAIMii, CBA3AHHBIX C OOpAIICHHEM JICKapCTBEHHBIX CPEICTB JUIl MEIHIMHCKOIO
NPUMCHEHHs, BKJIIOYCHHBIX B IEPEYCHb JICKAPCTBEHHBIX CPEJACTB IJI1 MEIAMIMHCKOrO IPUMEHEHHMS, IMOJICKAIINX HPEAMETHO-KOJIMYECTBEHHOMY Y4eTy, B
CIIeNMANBHBIX XKypHANAX, a Takke 3a COOMIOACHUEM INIPABHII BEJCHUS U XPAHECHHS CHEIHAIBHBIX JKYPHAIOB BO3JIAraeTCs Ha YIOJHOMOYEHHBIE (eaepalbHble
OpraHbl HCIIOJHUTEIbHOM BIACTH M OPraHbl HCIIOJHUTEIBHON BIacTu cyObekToB Poccuiickoit deneparyiy, OCyIIECTBISIIONINE IULEH3UPOBAHHE IPOU3BOACTBA
JIEKapPCTBEHHBIX CPE/ICTB, (papMalleBTUYECKON AEATEIbHOCTH M MEAULIMHCKOH JAEATEIbHOCTH, H OCYILECTBIIICTCS B PAMKaX JIMIIEH3HOHHOTO KOHTPOJIS.

T'naBa 11. YHHUYTOKEHHE JIeKaAPCTBEHHBIX CPEICTB

Cratbs 59. OcHOBaHUS U NOPAJOK YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPEICTB

1. HenmobpokauecTBeHHBIE JICKAPCTBEHHBIE CPEACTBA, (anbCHHUIMPOBAHHBIE JICKAPCTBEHHBIE CPEACTBA IMOMIEKAT M3BATHIO M3 OOpamieHus U
YHUYTOXKEHHIO B IOps/iKe, ycraHoBjieHHOM [IpaBurensctBoM Poccuiickoit ®@enepaiu. OCHOBaHMEM ISl YHUUYTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB SIBIISETCA
peLLIeHHE BlIaJIelIblia JICKAPCTBEHHBIX CPEJICTB, PELICHHE COOTBETCTBYIOIIErO YIIOIHOMOYCHHOTO (he/IepabHOrO OpraHa HUCIOIHUTEIBHON BIACTH HIIH PElLICHHE
cyna.

2. KontpadaxTHble JeKapcTBEHHBIE CPEICTBA MOAJTIEKAT U3BATHIO U3 OOpaIlleHUs M YHHUYTOXKEHMIO IO pelleHuio cyna. [Topsiok yHHYTOXKEHUs
KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEICTB ycTaHaBnuBaercs [IpaBurtenscTBom Poccuiickoii denepanuu.

3. Pacxompl, CBS3aHHBIE C YHHYTOXKGHHEM KOHTpa(haKTHBIX JIEKAapCTBEHHBIX CPEACTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB,
(anbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, BO3MEIIAIOTCS UX BIIJICIbLIEM.

4. Bnajener JeKapCTBEHHBIX CPEICTB JOJDKEH NPEJACTaBUTh B YHOJIHOMOYCHHBIN (pellepalbHbIi OpraH MCIOJIHHUTEIBHON BIACTH JOKYMEHT WM
3aBEpPEHHYIO B YCTAHOBJICHHOM IIOPSIIKE €T0 KOIHIO, HOATBEp KAatonre HaKkT yHHITOXKEHHUS JIeKapCTBEHHBIX CPECTB.

5. COOTBETCTBYIOLIMI yIOIHOMOYEHHBII (helepalibHblil OpraH UCIONHUTENBHON BIACTH, NPHHSBIINK pelIeHHe 00 YHHYTOKEHUH JIEKAPCTBEHHBIX
CpEJICTB, OCYLIECTBIISIET KOHTPOJIb 33 UX YHHUTOXKEHUEM.

6. YHUUYTOXEHHE JICKapCTBEHHBIX CPEACTB IPOU3BOJUTCS OPraHM3alMsIMH, HMEIONIMMH COOTBETCTBYIOIIYIO JIMICH3UIO, Ha CIEHaIbHO
000pyIOBaHHBIX IUIONIA/KaX, IOJIUTOHAX U B CIIELMAIBEHO 000PYI0BAHHBIX IIOMEIIEHUAX C COONIIOACHHEM TPEOOBaHUN B 00JIaCTH OXPaHbl OKPYIKAIOILEH Cpe/ibl
B COOTBETCTBMH € 3aKOHOaTenbCcTBOM Poccuiickoit deneparyu.

7. HapkoTHdeckue JIeKapCTBEHHBIE CpEICTBA, IICHXOTPOIHBIE JIEKAPCTBEHHBIC CpPEICTBA, pajuodapMalieBTHUSCKUE JEeKapCTBEHHBIC CPEACTBA
YHHUTOXAIOTCSI B COOTBETCTBUH C 3aKOHOaTenbcTBOM Poccuiickoit denepanun.

I'naBa 12. T'ocynapcTBenHoOe peryJIMpoBaHHe IEH HA JeKAPCTBEHHbIE MPeNapaThl AJIsI MEIHIHHCKOT0 MPUMeHEeHUs

CraTtbs 60. ['ocynapcTBeHHOE peryIupoBaHie IeH Ha JeKapCTBEHHbIE IPEeNapaThl sl MEUITHHCKOIO IPHIMEHEHHS

1. T'ocynapcTBeHHOE peryJIHpoBaHHe LEH Ha JIeKapCTBEHHBIE IpernapaTsl sl MEAULUHCKOTO IIPUMEHEHHUS OCYIECTBIAETCS HOCPEICTBOM:

1) yrBepxnenus IlpaButenbctBoM Poccuiickoit ®enepauuu rnepeuHsi )XKM3HEHHO HEOOXOJMMBIX M BAaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB,
KOTOpBIH (popMHUpyeTcss H He Peke OJHOIO pa3a B Iof HepecMaTpHBAETCS B YCTAHOBJICHHOM MM IIOpsIKe HA OCHOBE KOMIUICKCHOH OIEHKH JIEKapCTBEHHBIX
[perapaToB, BKIIIOYas aHAJIN3 CBEICHUIT O CPABHUTEIBHOMN KIMHUYECKOH 3()()eKTHBHOCTU 1 GE30IIaCHOCTH JICKAPCTBEHHOTO CPEJICTBA, OLEHKY SKOHOMHYECKUX
NOCIIeICTBUI IPUMEHEHHS JIEKAPCTBEHHOTO CPECTBA M H3y4EHUE JOMOIHUTENbHbIX OCIEACTBUI IPUMEHEHUs IeKapCTBEHHOTO CPEICTBA;

2) yTBEpXKIEHHS METOJHMKU pacdeTa IPeAeNbHBIX OTIyCKHBIX LIeH HMPOM3BOJHUTENCH Ha JICKapCTBEHHbIEC IpENapaThl, BKJIIOYEHHBIC B IIepEYEHb
JKM3HEHHO HEOOXOMMBIX U Ba)KHEHIINX JIeKapCTBEHHBIX IIPENapaToB, a TAkKe BHEIPEHHS MEXaHH3MOB (DOPMHUPOBAHUS CHCTEMbI pe)epEeHTHBIX LIEH;

3) rocynapcTBEHHOM PEruCTpallM IpeAeIbHBIX OTIYCKHBIX II€H HPOM3BOAMTENEH Ha JIeKapCTBEHHBIE IpenapaThl, BKIIOUYEHHBIE B IE€pEUYeHb
JKM3HEHHO HEOOXOMMBIX U Ba)KHEHIINX JIeKapCTBEHHBIX IIPEIapaToB;

4) BeneHUS IOCYIApCTBEHHOIO peecTpa MpeielbHbIX OTIYCKHBIX IIeH IPOMU3BOAUTENEH Ha JICKapCTBEHHBIE IpernapaThl, BKIIOUCHHbIE B IIepeucHb
JKM3HEHHO HEOOXOJMMBIX U Ba)KHEHIINX JeKapCTBEHHBIX IIPEMNapaToB;

5) yTBepIKIEeHHsI METOJUKN YCTAHOBIICHHS OpraHaM{ HCIOJIHUTENBHOI BiacTH cyobexToB Poccuiickoii deneparuy npenensHeIX pasMepoB ONTOBBIX
Haf0aBOK M MpPENEeNbHBIX Pa3MEpOB DPO3HHYHBIX HaA0aBOK K (aKTUYECKUM OTIyCKHBIM II€HAM, YCTAHOBJIEHHBIM HPOHM3BOJUTEISIMU JIEKapPCTBEHHBIX
IIpenaparoB, Ha JIEKapCTBEHHbIE MPENapaThl, BKIIOYEHHBIE B IepeyeHb )KH3HEHHO HEOOXOIHMMBIX U Ba)KHEHIITNX JIKapCTBEHHBIX IPENapaToB;

6) yCTaHOBJICHHS TIPEIEILHBIX Pa3MepOB ONTOBBIX Hag0aBOK M MPEIENBHBIX Pa3MEpOB PO3HUYHBIX HAaI0aBOK K (PAaKTHUECKHM OTIYCKHBIM II€HaM,
YCTaHOBICHHBIM HPOU3BOJUTEIAMH JEKAapCTBEHHBIX IIPEMNapaToB, Ha JICKApCTBEHHbIE Ipenapathl, BKIIOYEHHBIE B IepeUCHb >KH3HEHHO HEOOXOMHMBIX U
Ba)KHEHIINX JIEKApCTBEHHBIX IPEIapaToB;

7) yTBEpXKIEHHS IOpsIKa BBIIAYHM IIPEIIMCAHMII OpraHaM HCIIOJHUTEIBHOH BIAacTH CyObekToB Poccmiickoii Denmepanyn 0 NpHUBEIECHHH B
COOTBETCTBUE C 3aKOHOAaTeNbcTBOM Poccuiickoit denepanun pemeHnii 00 ycTaHOBICHHHU TPeAeIbHBIX Pa3MepOB ONTOBBIX HAJ0ABOK U MpeeTbHBIX Pa3MepOB
PO3HUYHBIX HaJ0aBOK K (paKTHUECKUM OTIIYCKHBIM L[EHAaM, YCTaHOBJICHHBIM HMPOH3BOJHUTEIIMHU JICKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHbIE MPeHnapaThl,
BKJIIOYEHHBIE B II€PEUeHb >KU3HCHHO HEOOXOIVMBIX M Ba)KHEHIINX JIEKapPCTBEHHBIX MPENapaToB, €CIH OHU IPHHATHI C HapyIIeHHEM 3aKOHOIATENbCTBA
Poccuiickoii denepannm, B nopsiake, ycranoieHHoM [IpaButensctBoM Poccuiickoii deneparnumy;

8) HampaBleHHUs YIOJTHOMOYEHHBIM (peiepadbHbBIM OPraHOM HCIIOIHUTENbHOH BIACTU OpraHaM MCIIONHHUTENbHOH BIacTH cyObekToB Poccuiickoit
Denepann NpeNUCAaHUi O NPHBEJCHHH B COOTBETCTBHE C 3aKOHOAATenbcTBOM Poccmiickoit denmepanny NpHUHATHIX C HapyIIEeHHEM 3aKOHOAATEINhCTBA
Poccuiickoit deneparmy pemeHuii 00 YCTaHOBJICHUH TPEASIBHBIX Pa3MepoB ONTOBBIX HAaI0aBOK M NMpENelbHBIX Pa3MepOB PO3HMUHBIX HAJ0ABOK K IIEHaM Ha
JIeKapCTBEHHBIE MIPENapaThl, BKIIOYEHHBIEC B IEPEUEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JTeKapCTBEHHBIX NIPENapaToB;

9) ocymecTBieHus (enepanbHOro rocyIapcTBEHHOTO Haj3opa B cdepe oOpaleHns JIeKapCTBEHHBIX CPEICTB U PETMOHAIBHOTO TOCYIapCTBEHHOTO
KOHTPOJIS 32 MIPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE IperapaThl COOTBETCTBEHHO YIOJIHOMOYEHHBIMH (heepalbHBIMU OpraHaMH HCIOIHHTENBHON BIIACTH U
OpraHaMH UCIIONHUTEIbHON BlacTH cyObekToB Poccuiickoi depeparuu coriacHo UX KOMIETEHIMU B 1OPsi/IKe, ycTaHOBIeHHOM [IpaBurenscTBoM Poccuiickoit
Denepanyy;

10) mprMeHeHus TpeyCMOTPEHHBIX 3aKOHOaTenbcTBOM Poccuiickoii deneparuy Mep OTBETCTBEHHOCTH 3a HapyILICHHE MOPSJIKA IIEHO00pa30BaHH I
Ha JIeKapCTBEHHBIC IIPEHapaThl, BKIIOUCHHbIE B IIEPEUCHb XKU3HEHHO HEOOXOAUMBIX M BaXKHEHIIINX JTeKapCTBEHHBIX MIPEapaToB.

2. B ycnoBusaX 4Ype3BBIYAHHON CUTyalny W (WJIM) IPH BO3HUKHOBEHUH YTPO3bI PacpOCTpaHEeHHs 3a00JIeBaHIs, IPEACTABIISIONICTO ONAaCHOCTD IS
OKPYIKAIOIMX, a TaKKe B CIy4ae, €CIM B TeUCHHWE TPHALATH KaJeHIAapHBIX IHed mocne mnpussatus [IpaButenscTBoM Poccuiickoit denepanny penieHus o
NIPOBEICHNM MOHHUTOPUHTA PO3HHYHBIX IL€H Ha JICKAPCTBEHHBIC IIpEeHapaThl, HE BKIIOYEHHBIE B IEePeUcHb JKU3HEHHO HEOOXONMMBIX H BaXKHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, Ha TEPPHTOPHAX cyObekToB Poccuiickoit denepanuy BBIIBICH POCT POHUYHBIX I[EH Ha YKa3aHHBIC JICKAPCTBEHHEIE MPENapaThl
Ha TPUIUATh IPOLEHTOB U Ooiee, [IpaBuTensctBo Poccuiickoit denepanny BipaBe yCTAHOBUTH NPEACIbHBIE OTITYCKHBIE IICHBI IIPON3BOIUTENCH Ha yKa3aHHbIC
JIeKapCTBEHHBIE MpenapaThl, MpeJenbHble pa3Mephl ONTOBLIX HAJ0ABOK M IpeAeIbHbIC pa3Mephl POSHHYHBIX HaJ0aBOK K (DaKTHIECKUM OTIIYCKHBIM IEHaM
MIPON3BOAUTENEH HA YKa3aHHBIC JICKAPCTBEHHBIE TpenapaThl. [lepedyeHb JeKkapcTBEHHBIX IPENapaToB, He BKIIOUCHHBIX B IIepeYeHb XKU3HEHHO HEOOXOIMMBIX U
Ba)KHEHIINX JICKAPCTBEHHBIX IPEapaToB, U MOpsI0K ero hopMupoBanus onpenenstores [IpasurenscTBoMm Pocceniickoit denepanmm.

3. B TeueHue AEBSHOCTA KaJEHIApHBIX THEH co aHs yrBepkaeHus [IpaBurenbctBoM Poccuiickoit ®enepanyu mepedHs, YKa3aHHOTO B 4acTu 2
HACTOSIIICH CTAaThH, HE JOIMYCKAIOTCS peaM3alisi M OTIYCK BKIJIIOYEHHBIX B HETO JICKApCTBEHHBIX INPENapaToB IO IEHAaM, MPEBBINIAIONINM IIpeJieibHbIe
OTITyCKHBIE IIEHBI PON3BOAUTENCH Ha yKa3aHHBIC JICKApCTBEHHbIE PENapaThl, IPeIeIbHbIC pa3Mephl ONITOBBIX HaJ0aBOK U IPEAEIbHBIC pa3Mepbl PO3HUYHBIX
Ha0aBOK K (paKTUUECKUM OTIIYCKHBIM II€HAM IIPOM3BOAUTENCH Ha yKa3aHHbIE JeKapCTBEHHBIC IPENapaThl C yIeTOM Hajora Ha J00aBICHHYIO CTOUMOCTb.

Cratbst 61. I'ocynapcTBeHHas: perucTpanyss U MepeperucTpanys NpeaelbHbIX OTIYCKHBIX LeH NMPOU3BOJUTENEH Ha JICKapCTBEHHBIC Nperaparsl,
BKJIFOYEHHBIE B IEPEYCHB KU3HEHHO HEOOXOANMBIX M BOYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

1. TlpenenpHast OTIyCKHAs LIeHA IPOM3BOAUTEI Ha JICKApPCTBEHHBIN Mpenapar, BKIIOYCHHBIH B IepeucHb JKH3HEHHO HEOOXOAUMBIX U Ba)KHEHIIHX
JIEKapCTBEHHBIX NPENapaToB, MOJJICKUT TOCYIapCTBEHHON PErUCTPALliU B IOpsiIKe, ycTaHOBICHHOM IIpaBurenscTBoM Poccniickoit denepariy, Ha OCHOBaHUH
IPC/CTABICHHOTO B YHNOJNHOMOYEHHbIH (hefiepallbHbIi OpraH HCIIOJIHHUTENBHOH BIACTH 3asBICHMS JiepKaTels WM BIAfeNblida PErHCTPAl[MOHHOTO
YAOCTOBEPEHHS JIEKapCTBEHHOTO IperapaTa (yHOIHOMOYEHHOTO UM JIUIIA).

2. 3aperucTpupoBaHHas INpefielbHas OTIYCKHas IIeHAa IIPOM3BOAUTENS Ha JIEKAPCTBEHHBIH MNpenapar, BKIIOYEHHBIH B IepeueHb >KH3HEHHO
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HEOOXOAUMBIX M BaXKHEHIIHNX JIEKapCTBEHHBIX IPENapaToB, MOXET OBITh IIePeperuCTPHPOBAHA B CTOPOHY YBEIHUYCHHS OAUH pa3 B KaJCHAApHOM Tomy Ha
OCHOBAHMH ITIPECTABICHHOIO B YHNOJHOMOYCHHBIH (pefepanbHbId OpraH HCHOMHUTEIBHON BIACTH A0 | OKTAOPS Ka)kAOro rofa 3asBICHUS JepiKaTels WIH
BJIJIENbLIA PETUCTPALIIOHHOTO YI0CTOBEPEHHUS JIEKapCTBEHHOTO TIpenapaTa (YoJHOMOYCHHOTO UM JIMIIA).

3. 3aperucTpupoBaHHas IpeJeibHas OTIyCKHas L€Ha HPOM3BOJMTENS Ha JIEKAPCTBEHHBIH IIpenapaT, BKIIOUEHHBIH B IepeueHb KU3HEHHO
HEOOXOAUMBIX M Ba)KHEHIINX JICKApPCTBCHHBIX INIPEMNApaToB, MOXET OBITh IEPEPErUCTPHUPOBAHA B CTOPOHY CHIDKCHUS HAa OCHOBAHHU IIPEACTABICHHOIO B
YHOJTHOMOYEHHbIN (heiepaIbHbIi OPraH HCIOJHUTEIFHON BIACTH 3asBIICHUS JEpXKaTels WIH BIaAeiblia PerHCTPAlMOHHOTO yAOCTOBEPEHHs JIEKapCTBEHHOIO
npenapara (YIoJIHOMOYEHHOIO UM JIMLIA).

4. JlepxxaTens WIN Bajelel] PerHCTPaliOHHOTO YJOCTOBEPEHHs JIEKapCTBEHHOTO Ipernapara (YIOJIHOMOYEHHOE UM JIUIO) 00s3aH MPECTaBUTH B
YIOJTHOMOYEHHBIN (eaepaibHblii OpraH HCIOJHHUTEIBFHOH BIACTH 3asBJICHHE O IEPEPErHCTPAlUM 3aperHCTPUPOBAHHOM IMpPENeTbHOH OTIYCKHOM IEeHBI
MPOM3BOANUTENS Ha JICKAPCTBEHHBIH IpernapaT, BKIIOYCHHBIH B I1epeucHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapPCTBEHHBIX NPENapaToB, B CTOPOHY
CHIDKCHUS B CIIEAYIOIIUX CITyqasx:

1) cHIKeHUe LieHbl B MHOCTPAHHOW BAJIIOTE HA JIEKAPCTBEHHBIN NpernapaT B CTpaHe MPOU3BOAUTENSA U (WIIM) B CTPaHaX, B KOTOPBIX JIEKAPCTBEHHBIN
npenapar 3aperucTpUpoBaH H (UJIH) B KOTOPBIE IIOCTABILIETCS IPOU3BOAUTEIEM;

2) cHIUKEHHE IIeH Ha peepeHTHBIE JIeKapPCTBEHHBIC IperapaTsl B COOTBETCTBHU C ITyHKTOM | HAcTOSAIIEH 9acTH (A1 COOTBETCTBYIOIIHX
BOCHPOH3BE/ICHHBIX, OHOAHATOrOBBIX (0HOMOIOOHBIX ) IEKAPCTBEHHBIX MPENapaToB);

3) npeBbllICHHE NPEACIbHON OTHMYCKHOH LEHBI HA TMEPBBI BOCIPOU3BEACHHBIH, OMOaHATIOrOBbIH (OHOMOAOOHBIH) JIEKapCTBEHHBIH Mpenapar
MHOCTPaHHOTO IPOHM3BOACTBA HAJ IpENeNbHOH OTIYCKHOH IIeHOH NPOM3BOAMTENS Ha BTOPOH BOCHPOM3BENCHHBIH, OHOAHANIOroBHIH (OHOMOTOOHBIH)
JIEKapCTBEHHbII NpenapaT, pacCUUTaHHONW B COOTBETCTBUU C METOAMKOM, yTBepxaeHHOI [IpaBurenscTBoM Poccuiickoii ®enepanuu;

4) mnpeBblICHUWE TNPEETIbHONW OTIYCKHOW IIEHBI Ha IEpBbI BOCHPOU3BEICHHBIH, OMOAaHANOroBbIi (OHMONOAOOHbIH) JIEKapCTBEHHBIH Npenapat
NIPOU3BOAUTENSI TOCYAapcTBa - WieHa EBpa3niiCKOro SKOHOMHYECKOTO C€OI03a HaJ MpeJeNbHOH OTIYCKHOM IIeHOW IIPOM3BOAWTENS Ha BTOPOI
BOCHPOH3BE/ICHHbIN, OMOAHAIOrOBbIil (OHOMOLOOHBI) IeKapCTBEHHBIN MpernapaT NPOM3BOJUTENS TOCYIApCTBa - WieHa EBpa3uiickoro S9KOHOMUYECKOTo COI03a,
PacCUUTAaHHON B COOTBETCTBHHU C METOAMKOH, yTBepkAeHHOH [IpaBurensctBoM Poccuiickoit @enepanuu.

5. INopsnox mepeperucTpany 3aperucTpHPOBaHHBIX IPEACNIbHBIX OTITyCKHBIX LIEeH MPOM3BOJHUTENCH Ha JeKapCTBEHHBIC NIPeNapaThl, BKIIOUEHHEIE B
TepeyeHb JKM3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JICKApCTBEHHBIX MPEMNapaToB, B CIyd4asx, HPEAYCMOTPEHHBIX uacTsiMH 2 - 4 HacTOAIeH CTaTbH,
ycranaBiuBaercs [IpasurensctBoMm Poccuiickoit @enepanuu.

6. DKOHOMHMYECKHI aHANIN3 NPEeNeNbHOIl OTIYCKHOM IEeHBI NMPOM3BONHUTENS HA JICKAPCTBEHHBIM IpenapaT, BKIIOYEHHBIH B IIepeUeHb >KH3HEHHO
HEOOXOAMMBIX M Ba)XKHEHIIHX JICKAPCTBCHHBIX IHPEIApaToB, PHU €e IOCYAapCTBEHHON PErHCTPALMKM WIIH NEPEPEruCTPALUK OCYILIECTBIsACTC (eaepaabHbIM
OpPraHOM MHCIIOJHHUTEIbHOH BIACTH, OCYIIECTBILIIOIUM (YHKUHM IO MPHHATUIO HOPMATHBHBIX IIPAaBOBBIX aKTOB U KOHTPOTIO 32 COONIOAEHHEM
3aKOHOJIATENILCTBA B Chepe roCyAapCTBEHHOTO PEryIMpOBaHus LieH (TapudoB) Ha TOBAPHI (YCIYTH).

7. Pacuer mnpenenbHBIX OTIYCKHBIX LEH, YKa3aHHBIX B 4acTsX | M 2 HACTOSLIEH CTaTbu, NPU MX TOCYJapCTBEHHOW pErucCTpalMu MK
MePePEerucTpaltu OCyLIECTBISIETCS B COOTBETCTBUM C METOJUKOM, yTBepskaeHHOo! [IpaBuTenbcTBoM Poccuiickoit denepanyu v y4uTHIBAIOIIEH B TOM YHUCIIE:

1) cobmozenue Gananca HHTEPECOB MOTpeOUTeNel JIEKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B [IEPEUCHD )KH3HEHHO HEOOXOAUMBIX U BaXKHEHIIIHX
JIGKapCTBEHHBIX IIPENapaToB, U IPOM3BOJHUTENEH JIEKApPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IIEPEUCHb JKU3HEHHO HEOOXOAMMBIX M BayKHEHIINX
JIEKapCTBEHHBIX IIPEMapaToB;

2) (akTHYeCKyI0 OTIYCKHYIO ILIeHy Ha JICKapCTBeHHbIe mpenapartsl B Poccuiickoit ®deneparmy, LeHy BBO3a JICKapCTBEHHBIX IIPElapaTtoB B
Poccuiickyro @enepanuio, a TakKe LIEHbl HA AaHAJIOTHYHbIE JICKAPCTBEHHBIE NIPENapaThl, Haxousuecs B oopaienuu B Poccuiickoii denepanuuy;

3) 3aTpaThl IPOU3BOIUTEIA JIEKAPCTBEHHOIO IIperapaTa Ha IPOU3BOICTBO U PEaNIH3allUIoO JeKapCTBEHHOTO IpenapaTa;

4) neHy Ha JIEKapCTBEHHBIH IIperapar, ero LeHy B CTpaHe IPOM3BOIMTEINS U B CTPaHAX, B KOTOPBIX JEKAapCTBEHHBII Npenapar 3aperucTpHpoBaH 1
(1K) B KOTOPbIE OCTABIISETCS IPOU3BOJUTEIIEM.

8. He momyckarorcst peanusanys M OTIYCK JIEKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B I€PEUEHb JKM3HEHHO HEOOXOOHMBIX M BakHeHImmx
JIEKapCTBEHHBIX IIPErapaToB, Ha KOTOPHIE IIPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENapaToB He 3aperHCTPHpOBaHA NpeleNbHas OTIIYCKHas LIeHa, pealu3aliust
NIPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENApaToB 110 LEHAM, NPEBBIIIAIONINM 3aPETUCTPHPOBAHHBIE MIIH N1€pEPEeruCTPHPOBAHHBIE NIPEeIbHbIE OTIyCKHBIE LIEHBI
Ha JIeKapCTBEHHBIE IIPEapaThl C yUeTOM Hajora Ha J00aBIEHHYIO CTOUMOCTb.

9. OcoOEHHOCTH TOCYIapCTBEHHOTO PETYIMPOBAHMS IPEAEIBHBIX OTITYCKHBIX IIeH IIPOU3BOAUTENEH Ha JIeKapCTBEHHBIE MperapaThl, BKIIOYCHHEBIE B
IepeueHb JKHM3HEHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIeKapCTBEHHBIX IPENapaToB, B 3aBUCHMOCTH OT JKOHOMHYECKHX U (HIM) COLMAIbHBIX KPHTEPHEB
(M3MCHEHHE YCIIOBHH, MOpsAKAa M CTOMMOCTH TPOHM3BOJACTBA JICKApCTBEHHBIX IPENapaToB, MHCIOIb30BAHME HOBBIX (OPM, METOIOB U CIOCOOOB
TOCYJapCTBEHHOTO PETYIHPOBaHHUS IIEH HA JICKAPCTBEHHBIE IIpEraparthl, B TOM YHCJIe Ha OCHOBE MeXaHH3Ma ped)epeHTHOro IeHOO0Opa3oBaHMUs, M3MEHEHHI
MOPSIJIKA OKAa3aHUsI MEULITHCKON ITOMOLIIM, U MHBIE U3MEHEHUs) ycTaHaBuBatoTcs [IpaButensctBom Poccuiickoii deneparyu.

Cratbst 62. ['ocynapcTBeHHbIH peecTp MpelelbHbIX OTIYCKHBIX IIeH MPOM3BOAUTENECH Ha JeKapCTBEHHBIC Iperaparhl, BKIIOYEHHBIE B IepEeUeHb
JKM3HEHHO HEOOXOMMBIX U Ba)KHEIIINX JIeKapCTBEHHBIX TIPEIapaToB

1. 3aperucTpupoBaHHbIE WIH II€PePErUCTPUPOBAHHBIC IPEeIbHbIE OTIYCKHBIE IIEHbI IPOM3BOJUTENEH Ha JIEKapCTBEHHbIE IIPeNapaThl, BKIIOUCHHbIE
B IIEpeUeHb JKM3HEHHO HEOOXOUMBIX H BOXKHEUIINX JeKapCTBEHHBIX IIPENapaToB, MOANEKAT BKIIOYEHUIO B TOCY1apCTBEHHLIH peecTp MpeAeabHBIX OTIYCKHBIX
LIeH IPOU3BOUTENCH Ha JISKapCTBEHHBIE TIPEIapaThl, BKIIOUCHHEIE B IIepeyeHb )KU3HEHHO HEOOXOANMBIX M BXKHEHIINX JICKAPCTBEHHBIX PENapaToB.

2. I'ocymapcTBEHHBIH peecTp NpeleibHBIX OTIHYCKHBIX IIeH IPOM3BOAMTENCH Ha JIEKapCTBEHHBIE Ipelaparsl, BKIIOYEHHBIE B IIepedeHb )KU3HEHHO
HEOOXOANMBIX U BaXKHEHIINX JIEKApCTBEHHBIX MPENAapaToB, COACPIKUT B cebe CIIeAYIOILYI0 HHOOPMALIHIO:

1) HamMeHOBaHHE JepiKaTels WIM BIaJeNblla PErHCTPALIOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Iperapara, HaAUMEHOBAaHUE IPOU3BOIUTENS
JIEKapCTBEHHOTO ITperapara, CBECHHUS O PETUCTPALlNN JeprKaTelsl WIH BIIaJeNblla PerHCTPAMOHHOTO YO0CTOBEPEHHMS JIEKApCTBEHHOTO IIpernapaTa, CBEICHHS O
perucTpanuy MpOM3BOAUTENS JIEKApCTBEHHOrO IIpemapara Ui MEIMIMHCKOrO HNPHMEHEHHs B KadecTBE HaJOrOIUIATeNbIIMKA B CTpaHe PErHCTpanuH (Uit
POCCHHCKHX IOPHIMYECKUX JIUL - HACHTH()UKaMOHHEI HoMep Hanoromiarenbmuka (MHH), m1s MHOCTpaHHBIX IOPHIMYECKUX JIUI - CTPaHa PETHCTPAIUH,
HaMMEHOBAaHHE PETHCTPUPYIOIIET0 OpraHa, PEerHCTPAIMOHHBII HOMep, KOJ HAJOrOIUIATENbIINKA B CTPaHE PErHCTPAlUU (MHKOPIIOPAIWK) WIH €ro aHajor),
MECTO HAaXOXIECHMs MPOU3BOACTBEHHBIX IIOMIANOK, yJaCTBYIOLIIMX B IIpolecce MPOU3BOACTBA JICKAPCTBEHHOIO Ipenapara, ¢ yKa3aHHeM CTaJud Ipolecca
TIPOM3BO/ICTBA,;

2) HauMEHOBaHME JICKapCTBEHHOrO mpernapara (MEXIyHApOIHOE HENaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WIM XHUMHYECKOE H TOProBOE
HAUMEHOBAHUS);

3) HOMep PEruCTPAMOHHOrO YIOCTOBEPEHHS JISKAPCTBEHHOTO Mperapara;

4) nexapcTBeHHas GopMa ¢ yKa3zaHHEM JO3UPOBKH JIEKApCTBEHHOTO Mperapara M ero KOJIMYeCTBa BO BTOPUYHOW (IIOTPEOUTENBCKOM) yIakoBKe, a
TaKKe KOMILUIEKTHOCTD;

5) 3aperncTpupoBaHHas Mpe/ebHas OTITyCKHAs LieHa Ha JIEKapCTBEHHBIN NpenapaT B pyoIisix;

6) mata M HOMep IIpUKa3a YIIOJHOMOUYECHHOTO (hefepaJbHOro OpraHa HCHOJHHUTENBHOW BIACTH O TOCYJapCTBEHHON PETHCTPAlUM WIIH
TIepeperucTpaly MpefenbHON OTIYyCKHOH IIeHBI HAa JIEKApCTBEHHBIN IIpemapar, BKIIOUEHHBIH B IepeucHb JXU3HEHHO HEOOXOMUMBIX H BaXKHEHIINX
JIEKapCTBEHHBIX TPEMapaToB;

6.1) mara BCTYIUIGHHS B CHUIy IPHKa3a yHOJHOMOYEHHOTO (heepallbHOrO OpraHa UCHOJNHUTENBHON BIACTH O TOCYHAPCTBEHHOH PErHCTpaluyl WIN
TIepeperucTpaliy MpeAeNabHOl OTIyCKHOH IIeHbl HMPOM3BOJHUTENS HA JICKAPCTBCHHBIM IpemapaT, BKIIOYEHHBIH B IEpeucHb KU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIINX JICKAPCTBEHHBIX IPENapaToB;

7) IITPUXOBOH KOJI, HAHECEHHBII Ha BTOPUYHYIO (OTPEOUTENBCKYIO) YIIAKOBKY JIEKapPCTBEHHOTO NpeTapara;

8) KO JIeKapCTBEHHOTO Mpernapara MO aHATOMO-TEPANeBTHYECKO-XMUMHYECKOW KilacCH(UKalMy, peKOMEHIOBaHHON BcemupHoil opranmzanmeit
3JpaBOOXPAHEHHS.

3. TocynapcTBeHHas: PErHCTpalMsl WM IepeperucTpanys NpeaebHEIX OTIYCKHBIX LIEH Ha JICKapCTBEHHbIE MPENapaThl, BKIIOYEHHBIE B MepPCUCHb
JKM3HCHHO HEOOXOAUMBIX M BaYKHEHIINX JICKAPCTBEHHBIX IIPENapaToB, BEACHUE TOCYJapCTBEHHOTO peecTpa MPeAeabHBIX OTITYCKHBIX IIeH IPOM3BOIHUTENCH Ha
JIEKapCTBEHHBIC IPENapaThl, BKIIOYCHHBIC B MEPEYCHb )KU3HCHHO HEOOXOMMMBIX W Ba)KHEHIINX JICKAPCTBEHHBIX IPENapaToB, OCYIIECTBILIIOTCS B IOPSIKE,
ycranosieHHOM [IpaBurenscTBoM Poccuiickoi denepauuu.

CraTbs 63. YcTaHOBICHHE OpraHaMH HCIOIHUTEIBHON BlacTH cyObekToB Poccuiickoit deneparuy npeaenbHbIX pa3MepoB ONTOBEIX HaT0ABOK H
HpE/CIbHBIX Pa3MEPOB PO3HUYHBIX HAN0ABOK K (haKTUYCCKUM OTITYCKHBIM L[EHAaM, YCTaHOBJEHHBIM HPOM3BOJMTEINSIMH JICKAPCTBCHHBIX MPEMapaToB, Ha
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JIeKapCTBEHHBIE MIPETIapaThl, BKIIOYECHHBIC B IEPEUCHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIINX JIeKapCTBEHHBIX IIPENIapaToB

1. Opranb! HCIOIHUTENBHOH BIAacTH cyObekToB Poccuiickoit denepanyy ycTaHaBIMBAIOT IPEAEIbHBIC pa3Mephl ONTOBBIX HAJ0ABOK H Ipe/eibHbIe
pa3Mepbl PO3HUYHBIX HAJ0aBOK K (PAKTHUYECKHM OTIYCKHBIM LieHaM (0e3 yuera Hajiora Ha J00aBJICHHYIO CTOMMOCTB), YCTAHOBJICHHBIM HMPOM3BOIMTEIAMHU
JIEKapCTBEHHBIX MPEIapaToB, Ha JICKAPCTBEHHbIC MPENapaThl, BKIIOYCHHbIC B IIEPEYCHb KU3HEHHO HEOOXOMMBIX U Ba)KHEHIIIMX JICKAPCTBEHHBIX MPENapaToB, B
COOTBETCTBUH C yTBEPXKICHHOH B MOpsiKe, ycTaHOBIeHHOM [IpaBurenscTBoM Poccuiickoit deneparmu, METOINKON YCTAHOBICHUS] OPraHAMH HCIIOMHUTEIBHOI
BiacTu cyobektoB Poccuiickoit denepanyy mpeneabHbIX Pa3MEpOB ONTOBBIX HAJ0ABOK M IPEJCIBHBIX Pa3MEPOB PO3HUYHBIX HAa0aBOK K (DaKTUYECKUM
OTIIyCKHBIM 1[€HAM, YCTAHOBJIEHHBIM IIPOU3BOAUTESIMH JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbIE IIPENapaThl, BKIIOYEHHBIE B IepEUEHb KM3HEHHO
HEOOXOAMMBIX M Ba)KHEWINX JEKapCTBEHHBIX IperaparoB. IIpoekThl pelieHuid OpraHoB HCIIOIHHTENBHOH BiIacTH cyOnekToB Poccuiickoit denepamun 06
YCTAHOBJICHUH U (MJIM) M3MEHEHHMH HPEIEIbHBIX Pa3MEpOB ONTOBBIX HaJ0ABOK M NMPEIENIbHBIX PA3MEPOB PO3HUYHBIX HAJ0ABOK K (haKTUYECKUM OTITYCKHBIM
LIEHaM, YCTaHOBJICHHBIM HPON3BOMUTEIIAMH JICKAPCTBEHHBIX NPEIIAPATOB, HA JIGKAPCTBEHHBIC TIPENapaThl, BKIIFOYCHHBIC B [ICPCUCHb JKU3HEHHO HEOOXOIUMBIX U
Ba)KHEHIINX JICKApPCTBEHHBIX PENapaToB, MOJIEXKAT COTIACOBAHUIO C YIIOTHOMOUYECHHEIM (e/iepalbHbIM OPTaHOM HCIIONHUTENEHOH BIACTH, OCYIECTBIIONIIM
(YHKUMM 110 HPUHATUIO HOPMATUBHBIX IIPABOBBIX aKTOB M KOHTPOIIO 33 COOJIIOACHHEM 3aKOHOJATENLCTBA B chepe rocylapCTBEHHOTO PErylMpOBaHUs LEH
(rapucoB) Ha ToBapsl (ycinyru), B opsiake, ycraHoBiaeHHoM [IpaButensctBoM Poccuiickoit denepariu.

2. OpraHu3anuy ONTOBOH TOPTOBIM JEKapCTBEHHBIMU CpPE[CTBAMH, alTeUHblC OpPraHU3alM{, HHAMBUIYyaJbHbIC NPEANPHHHMATEIN, HMEIOIINe
JIMIEH3UI0 Ha (DapMalEBTHYECKYIO JEATEIbHOCTh, MEIUILMHCKHE OPraHM3alliy, WMCIONIME JIMIEH3MI0 Ha (apMaleBTHYECKYI0 [EsATelNbHOCTh, M HUX
obocobneHHbIe Toapa3aeieHus (aMOynatopu, Genpamepckue u (ebIIepcKo-aKylepekKue MyHKThI, LHEeHTPbI (OTAeneHus1) o0uell BpaueOHON (ceMelHOi)
MIPaKTUKH), PACIOJIOKEHHbIE B CEbCKUX HACEICHHBIX ITYHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OPraHU3allUH, OCYIIECTBILIOT PealH3aliio JIeKapCTBEHHBIX
NPEapaToB, BKIIOYECHHBIX B II€PCUCHb JKM3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JICKAPCTBEHHBIX MPENapaToB, MO II€HaM, KOTOpble (DOPMHUPYIOTCS B
COOTBETCTBUH C HOPSIAKOM, ycTaHOBIeHHbIM [IpaBurenscTBoM Poccuiickoit denepaiu, U ypoBeHb KOTOPHIX (0€3 ydera Hanora Ha 100aBICHHYIO CTOUMOCTD)
HE JO/DKEH IPEeBBIIATh CyMMy (aKTHUeCKOH OTIIyCKHOHM IEHBI, YCTAHOBJICHHOHW IPOU3BOJUTENEM JICKapCTBEHHOIO Mperapara, He IpeBHIIIaromei
3apErMCTPUPOBAHHON WIIM I1€PEPErMCTPUPOBAHHON MPEAEIbHOM OTIYCKHOM ILIeHbl NPOM3BOAMTENS (HAa JaTy pealu3aldd JISKApCTBEHHOIO IIperapara
MPOU3BOAUTENEM), M pa3Mepa ONTOBOI HamOaBKH U (HJIM) pa3Mepa pO3HUYHOU HaJ0aBKH, HE MPEBBILAIOIINX COOTBETCTBEHHO pa3Mepa MpeaeibHOH ONTOBO
Ha/0aBKHU ¥ (WIM) pa3Mepa IpeenbHol pO3HUYHON Ha/10aBKHU, YyCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanui.

3. OpraHbl HCTIOJHHUTENIBHOM BiacTH cyOobekToB Poccuiickoir denepanmu pasmernaior B cetd "MHTepHET" MHPOPMALHUIO O 3apErHCTPHPOBAHHBIX
Ipe/ieNIbHBIX OTIYCKHBIX 1I€HaX IIPOU3BOJUTENIEH Ha JIeKapCTBEHHbIE IpenapaThl, BKIIOUEHHbIE B IlepeucHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIUX
JIEKapCTBEHHBIX IIperapaToB, o0 yCTaHOBJIEHHBIX B cyObekre Poccmiickoit denmepamuy IpemenbHBIX pa3Mepax ONTOBBIX Haq0aBOK M (WJIM) NpeNelbHBIX
pa3Mepax PO3HHYHBIX HaA0aBOK K YCTAHOBJICHHBIM IPOM3BOJHTESMHU JICKAPCTBEHHBIX IIPEMNapaToB (JaKTHMYECKUM OTIYCKHBIM IIEHaM Ha JIGKapCTBEHHbIC
Ipenaparsl, BKIIOUEHHbIE B IlepeyeHb JXU3HEHHO HEOOXOOUMBIX M BaXKHEMIINX JIEKapCTBEHHBIX MNPEHNapaToB, a TAaKkKe O CyMMe 3apeTHCTPHPOBAHHBIX
NIpeNleNbHBIX OTIYCKHBIX IeH IPOM3BOIMTENCH Ha JIGKapCTBEHHBIC IIpelapaThl, BKJIIOYEHHBIC B IEpEYEHb JKU3HEHHO HEOOXONVMBIX M BaXKHEHIIHX
JIEKapCTBEHHBIX MPEMNapaToB, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoin denepanuu npeielbHbIX pa3MepoB ONTOBBIX HAI0AaBOK U IPEAECIBHBIX pa3MepoB
PO3HUYHBIX Han0aBOK U HAJora Ha JoOaBIEHHYIO CTOUMOCTb. MHbopMarus, npexycMOTpeHHas! HACTOSILEH YacThio, JOIDKHA HAXOAUTBCS TAKXKE B alTEYHBIX
OpraHHM3alysIX B JOCTYIHOH JUIS BCEX 3aMHTEPECOBAHHBIX JIHI] ()opMe M OOHOBIATHCS IT0 MEpe €€ Pa3MEIeHHs] OpraHaMH UCIIOJIHUTENBHOI BIaCTH CyOBEKTOB
Poccuiickoii ®denepauun B cetu "VHTepHer".

4. Vrpatuna cuiy ¢ 1 mapta 2020 r. - @enepainbhblii 3akoH ot 27 nekabps 2019 r. N 475-03

I'naBa 13. MoHuTOPHHT 3(p)PeKTHBHOCTH H 0€30I1ACHOCTH JIEKAPCTBEHHBIX NPeNapaToB, HAXOAAINHUXCS B o0pamenun B Poccuiickoii
Degepanun

Crarbs 64. ®apmakoHa30p

1. JlekapcTBeHHBIE IIpenapatsl, HaxoaiIuecs B oopanieHnu B Poccuiickoit denepanu, momiexaT MOHUTOPHHTY 3()(EeKTHBHOCTH 1 G€30IIaCHOCTH B
LIeJIIX BBISBJICHHS BO3MOXKHBIX HETAaTHBHBIX MOCIEACTBUM HX NPHUMEHEHHS, HHIUBHIYalbHOH HENEePEeHOCUMOCTH, NIPeAyNPEXICHNS MEIUITHHCKUX PaOOTHHKOB,
CIIENMAJIMCTOB B 00aCTH BETEPUHAPUH, [IAL[HEHTOB UIIH BIIAJENbIIEB )KUBOTHBIX U MX 3aIUTHI OT IPUMEHEHUS TAKUX JEeKapCTBEHHBIX MIPENapaToB.

2. ®apMaKOHAI30p OCYIIECTBILIETCS] COOTBETCTBYIOLINM YIIOITHOMOUYEHHBIM (he/iepaIbHbIM OpPIaHOM HCIOJIHUTEIBHON BIIACTH B YCTAHOBJICHHOM UM
MOpSIIKE IYTEM aHalIu3a MPeNOCTABIAEMON CyObEeKTaMH OOpalleHUs JIKAPCTBEHHBIX CPEACTB HMHGOpPMALUMM O MOOOYHBIX NEHCTBUAX, HEXKEIATEIbHBIX
peaKklusIX, CEpbEe3HBIX HEXEeNaTeNbHBIX PEaKUUsIX, HEeNpPeABHICHHBIX HEXENATeIbHBIX PEAaKIMAX IpH IPHUMEHEHHH JIEKapCTBEHHBIX IIPemapaToB, 00
HMHIVBUIYaJbHOH HENEePeHOCHMOCTH, OTCYTCTBHHM J((EKTHBHOCTH JIEKapCTBEHHBIX MpEnapaToB, a Take o0 WHBIX (akTax H OOCTOSTENbCTBAX,
MIPEeCTaBIAIONINX YIPO3Y SKH3HH MIIH 3J0POBBIO UeNOBEKa JIHOO JKMBOTHOTO IPU MPUMEHEHHH JIEKapCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX dTalax
oOpalleHus JIeKapCcTBEHHbIX npenapatoB B Poccuiickoit denepanun u Apyrux rocyaapcTax.

3. CyOBbeKTsl oOpamnieHns JIeKapCTBEHHBIX CPECTB B MOPSIIKE, YCTAHOBICHHOM YIIOITHOMOYEHHBIM (heliepalIbHBIM OpPIaHOM HCIIOJHUTEIBHO BIIACTH,
00s13aHbl cOOOMIATh B YHMOJHOMOYEHHBIH (elepanbHblii OpraH MCIONHHTENbHOW BIACTH O TMOOOYHBIX JEHCTBHAX, HEXEIATENbHBIX PEaKIUSIX, CePbe3HBIX
HEXENATeNIbHBIX PEAKIHAX, HENpeJBUICHHBIX HEXKEIAaTeNbHbIX pPEeaKUUAX MNOpH IPUMEHEHUH JIGKapCTBEHHBIX IpemapaToB, 00 HHAUBHAYaIbHON
HETIepEeHOCHMOCTH, OTCYTCTBUH d(()EKTHBHOCTH JIEKApCTBEHHBIX NPENapaToB, a Takke 00 MHBIX (haKkTax W 00CTOATEIbCTBAX, IPEICTABISIIOIHX YIPO3y XKU3HU
WM 3J0POBBIO YeJIOBeKa MO0 XKMBOTHOTO NPU HNPHMEHEHHU JIeKapCTBEHHBIX IPENapaToB M BBIABJICHHBIX HA BCEX JTalaX OOpalleHus JIeKapCTBEHHBIX
npenapatoB B Poccuiickoii deaepannu u Apyrux rocy1apcrpax.

4. JlepxaTeny WIM BIaAENbIBl PETUCTPAIOHHBIX YIOCTOBEPSHHUH JIEKApCTBEHHEIX IIPEIapaToB, IOPHIMYECKUE JIMIA, HA MM KOTOPBIX BBIIAHBI
pa3pelleHns Ha IPOBEACHHE KIMHHYECKHX HccienoBaHui B Poccuiickoit deneparuy, 1060 yHOJTHOMOYCHHBIE HMH JpYTHE IOPUANYECKHE JHIA B pamMKax
obecrieueHHss 0€30IIACHOCTH JIEKAPCTBEHHBIX IIPENapaToB B IIOPs/IKE, YCTAHOBICHHOM COOTBETCTBYIOIIMM YIOJIHOMOUECHHBIM (efepaabHbIM OPraHoM
HCIIOJHUTENBHOH BIACTH, O0S3aHBI OCYIIECTBIATH IPHEM, ydeT, 0OpabOTKy, aHalW3 W XpaHEHHE IOCTYHAIOIINX B MX aJpec OT CyOBeKTOB OOpamieHHs
JIEKapCTBEHHBIX CPEJICTB M OPTaHOB IOCYIAapCTBEHHOH BIACTH COOONIEHHIT O TOOOYHBIX NEHCTBHIX, HOXKENATEIbHBIX PEAKIUIX, CEPhE3HBIX HEXKENATeNIbHBIX U
HETIPeIBUCHHBIX HEXENaTeNbHBIX PEaKUUsIX IMIpU HPUMEHEHHH JIeKapCTBEHHBIX IIPEenapaToB, 00 OCOOGHHOCTAX MX B3aUMOAEHCTBUS C JPYTUMHU
JIeKapCTBEHHBIMH TIpeTiapaTaMH, HHIUBUIyalbHOIH HENEepeHOCHMOCTH, a Takxke 00 MHBIX (akTax M 0OCTOSATENbCTBAX, NMPENCTABISIONMX YIPO3y KU3HU HIN
30POBBIO YeIOBEKa JHOO KUBOTHOTO VUM BIVSIOIIMX HAa M3MEHEHHE OTHOIICHWS OXHAAEMOH IOJB3BI K BO3MOXKHOMY PHCKY IPUMEHEHHS JIEKapCTBEHHBIX
IIpenaparos.

S. Ilpu BbIIBIEHMH HHGOPMAIUH O CEPHbE3HBIX HEXENAaTeNbHBIX PEaKIUSIX M HENPEIBUICHHBIX HEXENATeNbHBIX PeaKIHsIX NpU HMPHMEHEHHH
JIEKapCTBEHHBIX MPENapaToB, 00 0COOCHHOCTSX UX B3aUMOJCHCTBHS C APYTHMH JICKapCTBEHHBIMH IIperapaTtaMy, HHIHBUIYaJbHOI HEIIEPEHOCUMOCTH, a TaKkKe
00 uHBIX (aKTax U OOCTOSTENbCTBAX, BIMSIONIMX HA H3MCHEHHE OTHOIICHHS OXKHIAeMOH MONb3bl K BO3MOKHOMY PHCKY HPHMEHEHHS JIEKapCTBEHHBIX
MpenaparoB, IEpKaTelH WIHM BIAIENbIBl PETHCTPALMOHHBIX YIOCTOBEPEHHI JEKapCTBEHHBIX IIPENapaToB, IOPUIHYECKHE JINIA, HA MMsI KOTOPBIX BBIIAHBI
pa3pelleHns Ha MpOBeJeHHE KIMHHYECKHUX HcchenoBaHuii B Poccuiickoit denepanyn, 1m0 YIOIHOMOUYCHHBIE MMM JAPYrHe IOPUIMYECKHE JUIa OOsS3aHbI
NIPUHATH MEphl, HAIPaBICHHbIC HA YCTPaHEHHE HETaTHBHBIX IOCIEACTBHI NPUMEHEHUS TAaKHX JICKApCTBEHHBIX IMPENapaToB, MPeAyNpexkIeHue NPUIHHEHHST
BpeZIa JKM3HH WX 3J0POBBIO YeNIOBEKa JTHOO0 )KHBOTHOTO, 3alIUTY UX OT MPUMEHEHHUS TAKUX JICKAPCTBEHHBIX IIPEIapaToB, Ha JOHOJIHUTEIBHEIN cOOp JaHHBIX 00
3¢ }eKTUBHOCTH U 6E3011aCHOCTH TAaKHX JIKAPCTBEHHBIX PEapaToB.

6. 3a HecooOILIeHNE MM COKPBITHE HH()OPMAIUH, IPETyCMOTPEHHOH 4acThio 3 HACTOAMIEH CTAThH, JepXKaTeNld MM BIaAeIbIbl PETHCTPAIHOHHBIX
YIOCTOBEPEHHH JIEKapCTBEHHBIX IPENapaToB, IOPUIMYECKUE JIMNA, Ha MMs KOTOPHIX BBIIAHBEI pa3pelleHys Ha NMPOBEICHHE KIMHHYECKUX HCCIECIOBAHHIl B
Poccuiickoit ®eneparyy, MO0 YIOTHOMOYESHHBIE MU JPYrUe IOPHANYECKUE JHIA, a TAKKe JODKHOCTHBIE JINIA, KOTOPBIM 3Ta HH(POpPMAIHUs CTaja U3BECTHA
0 POy MX MPO(ECCHOHABHOM AESTENFHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHO/ATENbCTBOM Poccuiickoit deneparun.

7. Ilpn TONydYEeHHH YIOITHOMOYEHHBIM (eepalbHbIM OpraHOM HCIIOJHUTENBHOM BIACTH B paMKaX OCYLIECTBICHHs WM (apMaKoHaa30pa
JI0Ka3aTeNbCTB O HECOOTBETCTBHH JIGKAPCTBEHHOTO IpenapaTa yCTaHOBJICHHBIM TPEeOOBAHHMSAM WM NPH HOJYYSHUH HH(POPMAIUK O HECOOTBETCTBUH JAHHBIX 00
s¢dexTuBHOCTH M 0 O€30MACHOCTH JIEKapCTBEHHOTO Mpernapara JaHHBIM O JeKapCTBEHHOM IIperapare, COAEp KauMcsl B HHCTPYKIUH 110 €r0 IPUMEHEHUIO (B
TOM YHCJIC BBIBJICHHBIX B XOJ€ OCYLIECTBICHHUsS (apMakoHan30pa KOHTPOJBGHO-HAJ30PHBIMH OpPraHaMH HHOCTPAHHBIX TOCYHApCTB), YIIOJHOMOYECHHBIN
(enepaybHBIl OpraH HCIIOJIHUTENBHOM BJIACTH B YCTAHOBICHHOM MM IIOpS/IKE pPAacCMaTpHBAaeT BONPOC O HPHOCTAHOBICHHH TPUMEHEHHUS TaKOr'o
JIEKapCTBEHHOTO IIperapara.

CraTtbs 65. [IprocTaHoBICHNE TPUMEHEHHUS JIEKapCTBEHHOTO IperapaTa

1. Ilpu nomy4eHnn MHGOPMAIMHE O HEKENATEIBHBIX PEAKUUAX NMPH MPHUMEHEHHHU JICKapCTBEHHOTO IIperapaTa, He yKa3aHHBIX B MHCTPYKLHH IO
MIPUMEHEHUIO JICKApPCTBEHHOI'O IIperapara, Cephe3HBIX HEXKeNaTeNbHBIX PEaknusX, 00 OCOOEHHOCTSAX €ro B3aUMOJCHCTBHS C APYTHMH JICKapCTBCHHBIMU
THpernapaTamu, KOTOpbIE MOTYT TIPEJICTABIATh YIPO3Y XKU3HH MU 30POBBIO UeI0BEKa MO0 XKUBOTHOTO, @ TAK)XKE O HECOOTBETCTBHHU JaHHBIX 00 3(()EKTUBHOCTH
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¥ 0 0e30MacHOCTH JIeKapCTBEHHOT'O IpenapaTa JaHHBIM O JEKapCTBEHHOM IIperapare, COACPIKAIIMCS B MHCTPYKIUH 110 €0 NPUMEHEHUIO, B TOM UHCIE OT
YIOTHOMOYEHHBIX OPraHOB HHOCTPAHHBIX TOCYZapCTB, OOMEH KOTOPOH OCYIIECTBISICTCS B COOTBETCTBHH C COIJVIANICHHSAMH MEXAY YHOIHOMOYECHHBIM
(enepanbHBIM OPraHOM HCIOJIHHUTENBHOH BJIACTH M YIIOJIHOMOYCHHBIMH OpraHaMH WHOCTPAHHBIX TOCYHApCTB, YIIOJTHOMOYCHHBIH (efepallbHbIi OpraH
UCIIOJIHUTENBHON BJIACTH pPAcCMaTpPUBAET BOHNPOC O BO3MOXKHOCTH IIPHOCTAHOBIICHHs OOpallleHHs TaKoro JIEKapCTBEHHOIo IpenapaTta B IOpsJIKe,
YCTaHOBIICHHOM YIIOTHOMOYEHHBIM (heJiepabHbIM OPTraHOM HCIIOIHUTENBHOM BIACTH.

2. Ilpy HEUCHONHEHMH MM HEHA/IEKAIeM HCIOIHEHHH JEpKaTelsIMU MIM BIAJeNbllaMd PETMCTPALMOHHBIX YHAOCTOBEPEHHUH JIeKapCTBEHHBIX
[IpenaparoB, IOPUIHMIECKUMHU JIMLAMH, Ha MM KOTOPBIX BBIJAHBI pa3pelleHys Ha NpoBeleHUE KIMHUUECKUX MccienoBanuil B Poccuiickoit denepanuu, nim
YIIOTHOMOYEHHBIMH HMH APYTUMHU IOPUANYECKIMHE JINIAMHI 00S3aHHOCTEH, yCTaHOBJIEGHHBIX YacTsIMU 3 B 4 cTathu 64 HacTosmero dexepaabHOro 3aKOHa, JIHO0
B Cly4asxX IpEJCTaBICHUS COOTBETCTBYIOIIMM YIIOJIHOMOYCHHBIM (elepaabHbIM OpraHOM MCIIOJHUTEIBHOM BIACTH 3aKIIOYEHHUS O HEAOCTOBEPHOCTH
PE3yJIbTaTOB KIMHUYECKOIO HCCIENOBAaHUS JIEKAapCTBEHHOIO Ipemapara Ay MeIUIMHCKOIO MPHMEHEHHs, KOTOPOE OCHOBAaHO Ha pe3yibTaTaX NPOBEPKU
MEUITMHCKON OpraHM3aliH, IIPOBOJUBINEH yKa3aHHOE KIMHUYECKOEe HCCIEOBaHUE ¢ HapyIICHHEeM IPaBIIl HaJUIeXKAIleH KIMHIYECKON IPAKTHKH, U IPHUBEIO
K IOJIYYCHHUIO HEJOCTOBEPHBIX PE3y/IbTaTOB, JHUOO B Cilydae HEBBINOIHEHUS HPEANMCAHUS, BBIJAHHOTO YIOJHOMOYEHHBIM (elepalbHbIM OPraHOM
HCIIOJIHUTENIBHOM BJIACTH 110 UTOraM OCYIIECTBIICHUS BBIOOPOYHOTO KOHTPOJIS KayecTBa JEKAPCTBEHHOIO Iperapara, yIoJHOMOUYCHHBIH (elepanbHblii opraH
HCTIOJHUTETBHOM BIACTU B YCTAHOBJICHHOM MM IIOPsIIKE PACCMATPHBAET BOIPOC O MIPUOCTAHOBJICHUH IPUMEHEHHUS TAKOT0 JIEKapCTBEHHOT'O IIpenapaTa.

3. VnonHoMoYeHHbI (eepalbHblil OpraH HCIOJHHUTEIBHOH BIACTH NPH NPEACTABICHHH €My CBEICHHIl O HECOOTBETCTBUH MPOM3BOJHUTEINS
JIEKApCTBEHHBIX CPECTB TPEOOBAHMSAM IIPABUII HaJIeKALIEi POU3BOICTBEHHON MPAKTUKH U (MJIHM) O HAPYLICHUH JUIEH3UOHHBIX TPeOOBaHMUIA, KOTOPbIE ObLIH
BEIBJICHBI B XOJI€ NPOBENCHUS] HMHCIEKTHPOBAHUS IPOHM3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB MM OCYIIECTBICHUS JIMIEH3MOHHOTO KOHTPONS B cdepe
MIPOU3BOACTBA JEKAPCTBEHHBIX CPEICTB M NPHMBEIM HJIM MOIYT IPHUBECTU K IPOU3BOJCTBY JEKAPCTBEHHBIX IPENapaToB IJs MEAULUHCKOIO IPHUMEHEHHS,
MPUYUHUBIIMX WIH CHOCOOHBIX NPUYMHUTH BPEJ KM3HU WIIH 3J0POBBIO IPaX<IaH, PaCCMAaTPHUBAET BOIPOC O MPUOCTAHOBICHUU HPUMEHEHHMS JIEKaPCTBEHHBIX
MIpenaparToB UL MEAUIIMHCKOTO IIPUMEHEHHUS B YCTAHOBJICHHOM MM IIOPS/IKE B CIEAYIONHUX CIydasX:

1) cocraB u (MIM) TEXHOJIOTHS IPOU3BOICTBA JIEKAPCTBEHHOrO IpenapaTa s MEJULMHCKOrO NPUMEHEHHs (C ONMCAaHUEeM CTaaui IPOU3BOICTBA)
OTJIMYAIOTCS OT 3asIBJICHHBIX B PETHCTPALIMOHHOM JI0CBE;

2) neKkapCTBEHHBIN Ipenapar Ul MeIUIIMHCKOrO IPHMEHEHHs IPOU3BeIeH Ha IPOM3BOJCTBEHHOI IUIOIAKe, HE YKa3aHHOW B PETHCTPALIMOHHOM
JI0ChE;

3) y mpou3BOAUTENIS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JIOKYMEHTBI, IOATBEPKAAIOIINE COOTBETCTBHE KaueCTBa JIEKAPCTBEHHOIO IIpenapara s
MEJUITHHCKOrO IPUMEHECHHSI, BBOAUMOTO B TPaXkKIaHCKHIT 000pOT, TpeOOBaHMSAM, YCTAHOBJICHHBIM IIPH €T0 FOCYIapCTBEHHOM PeTrHCTPaIHH;

4) npousBoOJUTENEM JIEKAPCTBCHHBIX CPE/CTB B COITIACOBAHHBIH C COOTBETCTBYIOIINM YIIOTHOMOUYCHHBIM (heepaIbHbIM OPraHOM HCIIOIHUTEIbHON
BJIACTH CPOK HE YCTPAHEHbI HAPYILEHUS TPEOOBAHUH IpaBuil HAAJIEKAIIEH IPOM3BOACTBEHHOM NMPAKTHKU U (WJIM) JIMLEH3UOHHBIX TPEOOBaHUN, KOTOPbIE ObUIH
BEISBJICHBl B XOJl€ TIPOBEICHUS] MHCIEKTHPOBAHUS IIPOM3BOAUTENS JICKAPCTBEHHBIX CPEACTB MM OCYIIECTBIECHHS JUIEH3UOHHOTO KOHTPOJIS B cdepe
NIPOU3BOACTBA JEKAPCTBEHHBIX CPEACTB M HPHBEIM HIM MOIYT IPHUBECTU K IPOU3BOJACTBY JIEKAPCTBEHHBIX IPENapaToB I/ MEAULUHCKOTO IPHUMEHEHHS,
MIPUYMHUBIINX UIH CIIOCOOHBIX IPHYMHUTD BPE KH3HHU MM 3I0POBBIO IPaXKAaH.

4. VnomHOMOYEHHBIH (enepanbHBIl OpraH HCIONHUTENBHON BIAaCTH NPH HAIWYUM Yy HETO CBENCHUH O HECOOTBETCTBUH IPOM3BOIHUTENS
JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHMSM IPAaBUII HAJUISKAILEH NPOU3BOJCTBEHHOM NPAKTUKH U (WJIM) O HAPYLIEHUHU JIMIEH3UOHHBIX TPEOOBAHUM, KOTOPbIE ObLIH
BBISBJICHBl B XOJ€ IPOBENEHUs HMHCIEKTHPOBAHUsS IIPOM3BOAUTEINS JEKAPCTBEHHBIX CPEICTB HJIM OCYIIECTBICHUS JHULEH3UOHHOTO KOHTPOIIS B cdepe
NIPOU3BOZICTBA JIEKAPCTBEHHBIX CPEJICTB U NPHUBENIM WIM MOIYT IIPHUBECTH K IPOHM3BOJCTBY JIEKAPCTBEHHBIX IIPENApaToB JUIS BETEPHHAPHOTO IPHMCHEHUS,
MIPUYMHUBIIUX UM CHOCOOHBIX NPUYUHUTH BPEJl XKU3HU MJIM 3[0POBBIO JKMBOTHBIX, PACCMAaTPHUBAET BOIPOC O MPUOCTAHOBIICHHU PeaM3allud U IPUMEHEHUs
JIEKapCTBEHHBIX IIPENapaToB Ul BETEPHHAPHOTO IPHMEHEHHS B YCTAHOBIEHHOM UM IIOPS/IKE B CICAYIOIIUX CIIydasix:

1) cocTaB u (WIM) TEXHOJOTHS NPOU3BOACTBA JIEKAPCTBEHHOI'O IIperapara il BETEpUHAPHOTO IPUMEHEHHUs (C ONMCaHueM CTaauil IPOM3BOJCTBA)
OTJIMYAIOTCS OT 3asIBJICHHBIX B PETHCTPALIMOHHOM JIOCBE;

2) JeKapCTBEHHBIN Mpenapar Ui BETEPUMHAPHOTO NPUMEHEHHS IPOU3BEJECH Ha IPOM3BOACTBEHHON IUIOIIA/KE, HE YKA3aHHOW B PErMCTPALIMOHHOM
JI0ChE;

3) y mpou3BOAUTENIA JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT JIOKYMEHTBI, IOATBEPAKAAIOIINE COOTBETCTBHE KauecTBa JISKAPCTBEHHOTO IIpenapara s
BETEPHHAPHOI0 IPHMEHEHHs, BBOAUMOI'O B IpaskIaHCKUIl 000pOT, TpeOOBaHUAM, YCTAHOBIICHHBIM IIPH €T0 FOCYAapCTBEHHOH PEruCTpallit;

4) mpou3BOUTENEM JIEKAPCTBEHHBIX CPEACTB B COIIACOBAHHEINA C COOTBETCTBYIONIMM YIIOIHOMOYSHHBIM (he/iepalbHbIM OpPraHOM HCIIOITHHUTEIEHOM
BIIACTU CPOK HE YCTPAHEHBI HApYIIEHHUs TPpeOOBaHHUI MPaBHII HAANEXKalleH IPOU3BOJCTBEHHON MPAKTUKH U (WIIH) JIMLEH3HOHHBIX TPeOOBaHUH, KOTOpbIe ObIIN
BBISIBJICHBl B XOfi¢ NPOBCACHHS HHCIEKTUPOBAHHS HPOMU3BOJMUTEINS JIGKAPCTBEHHBIX CPEACTB WM OCYIIECTBICHMS JIMIIEH3MOHHOTO KOHTpOIs B chepe
TIPON3BOICTBA JICKAPCTBEHHBIX CPEJCTB W NPHUBENIM WIM MOIYT IIPHUBECTH K IPOHM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaToB JUISi BETEPHHAPHOTO IPHMCHEHUS,
TIPUYHHHUBIIUX UIH CIOCOOHBIX IPUYUHUTH BPEJl )KHU3HH MU 3J0POBbIO JKHBOTHBIX.

Cratbst 66. Undopmanust o pe3ysapratax hapMakoHaazopa

YronHOMOYEHHEBIH (eepalbHbIil OpraH HCIIONMHUTENFHOH BIACTH, OCYLIECTBILIIONINIT (hapMaKoOHA30p, [0 €ro pe3yibTaTaM pa3MellaeT Ha CBOEM
othumansHOM caiite B cetr "UnTepHeT" HHMOPMAIHIO 0:

1) BBIIBIEGHUH HOBBIX MOATBEPXKICHHBIX NTAHHBIX O MOOOYHBIX IEHCTBUSIX, HEXENATeNbHBIX PEAKLHUAX, CEpPhe3HBIX He)KelaTeIbHBIX DPEeaKIHsX,
HETIPe/IBUICHHBIX HEKeNaTeNbHbIX PeaknusX NMPU MPUMEHSHUH JICKapCTBEHHOrO IpenapaTa, B TOM YHCIIE BIUSIOIMX HAa OTHOLICHHE OXXKHAAEMOH IOJIB3BI K
BO3MOXKHOMY PUCKY IIPHMEHEHHS JAaHHOTO JIEKApCTBEHHOTO IperapaTa;

2) IpUHATHIX PEIIEHUAX O BHECEHUH M3MEHEHUH B MHCTPYKIHIO IO MPHMEHEHMIO JIEKapCTBEHHOTO Iperapara, O IPUOCTAHOBICHUH HMPHMEHEHHS
JIEKapCTBEHHOTO Ipernapara, 00 U3bATHH U3 00paleHHs JIEKapCTBEHHOTO Ipernapara WIH O BO30OHOBIICHUH IIPUMEHEHH JIEKapCTBEHHOTO IpenapaTa.

I'napa 14. Undopmanus o nexapcTBeHHbIX npenaparax. CucreMa MOHMTOPHHIA IBHIKEHHUs JIeKAPCTBEHHBIX NPeNapaTos JJ1s1
MeIUIMHCKOT0 MPUMeHeHHsI

CraTtbst 67. MHpOpManus o JIeKapCTBEHHBIX nperaparax. CHcTeMa MOHHUTOPHHIA IBIDKCHHS JICKapCTBEHHBIX IIPENapaToB IS MEIUIIMHCKOTO
TIPUMEHEHUS

1. Mudopmanus o JIeKapCTBEHHBIX IIpenapaTax, OTIYCKAaeMBIX IO pELenTy Ha JICKapCTBEHHLIH IpenapaT, HOIDKHA COAEPXKAaThesl TOIBKO B
CTICNNANIM3UPOBAHHBIX H3JAHUAX, IPEAHA3HAYEHHBIX /I MEAWIUHCKHX, (papMaleBTHYCCKHX paOOTHHKOB, CIENHAINCTOB B OOJACTH BETCPUHAPHUH.
Wudopmanys o JeKapCTBEHHBIX HpenapaTax Uil CHELHUAINCTOB B OOJACTH OOpAIIeHHs JIEKapCTBEHHBIX CPEICTB MOXET COJEPIKATHCS B MOHOTPaHsX,
CIIPaBOYHMKAX, HAYYHBIX CTAaThAX, B JOKIAaJaX Ha KOHIpeccax, KOH(EepeHIUsIX, CUMIO3HyMaxX, HayYHBIX COBETaX, a TAakke B MHCTPYKIHAX IO IPUMEHEHUIO
JIEKapCTBEHHBIX IPENapaToB.

2. Nndopmanus o JIeKapCTBEHHBIX NpenapaTax, OTIYCKaeMbIX 0e3 pelenTa Ha JIEKapCTBEHHBIH MpenapaT, MOXET COJepKaThesl B IMyONUKAIMAX U
OOBSBICHHUAX CPEACTB MAcCOBOM HHGOpPMAIWH, CIECNUANU3HPOBAHHBIX M OOMMX MEYATHBIX H3JAHHAX, HHCTPYKIHAX O NPUMEHEHUIO JIEKapCTBEHHBIX
MpernapaToB, MHBIX H3JaHHAX CYOBEKTOB OOpalIeHMs JICKapCTBEHHBIX CPEACTB. PekiamHble MaTepHanbl O JISKAPCTBEHHOM Iperapare, OTIlyckaeMoM 0e3
pelenTa Ha JIeKapCTBEHHBIH Ipernapar, ZJ0JDKHBI COOTBETCTBOBATh HHCTPYKIMH MO MPHMEHEHHIO JISKAPCTBEHHOTO Ipernapara.

3. JlomyckaeTcsl HCIOIb30BAaHUE IIOOBIX MAaTEpHAIBHBIX HOCHTENEH, IMO3BOISIOIINX XPAaHUTh, IepeaBaTh U HCIOIb30BaTh HHGOPMAIHUIO O
JIEKapCTBEHHBIX Tpernaparax 0e3 ee HCKaKeHUs.

4. Ins neneil naeHTHGUKAIMN YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB Ul MEIHIIHCKOTO HIPHMEHEHHS IPOM3BOIUTENH JISKAPCTBEHHBIX CPEACTB B
nopsizike, ycraHoBieHHOM IlpaBurenscTBoM Poccuiickoit @enepanuy, HaHOCAT Ha NEPBHYHYIO YHAKOBKY (B OTHOIICHHH JICKAPCTBEHHBIX INPENapaToB IS
MEUITMHCKOIO MPUMEHEHHS, VISl KOTOPBIX He IPEeIyCMOTPEHA BTOPHUYHAS YIIAKOBKA) M BTOPUYHYIO (IOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MPENapaTon
JUISL MEIMIIMHCKOTO MTPUMEHEHHUSI CPEACTBA HACHTU(GUKALNH, 32 HCKIIIOYSHHEM JICKapCTBEHHBIX NPENapaToB ISl MEIHIIHCKOTO NPUMEHEHHS, TPOH3BOIUMBIX
UL TIPOBEZICHUSI KIIMHUYECKUX HCCIEeA0BAHMUH, SKCIIOPTA, TeKapCTBEHHBIX IPENapaToB Ul MEIHUIIMHCKOTO IPUMEHEHNUs, YKa3aHHbBIX B 4acTsIx 5 U § crathu 13
Hacrosiero denepabHOro 3aK0Ha, paarnodapMaieBTHISCKUX JeKapCTBEHHBIX MPENapaToB, MUSIBOK MEAUINHCKHX ¥ Ta30B MEUIIMHCKUX.

5. XapaKkTepuCTUKH CPEeICTBA MACHTH(HHUKALMH, OPSIOK €ro HAaHECEHHs U TPeOOBaHMUS K CTPYKType U (opMaTy MH(POPMAIHH, KOTOPYIO COIEPIKUT
cpeacTBo uaeHtuukamuu, onpeeisiorcs [IpaBurensctBom Poccuiickoit @enepanun.

6. Ilopsiok co3maHMs, pasBUTHS, BBOJA B OKCIUTyaTalWIo, SKCIUTyaTalMM W BBIBOJA W3 JKCIUTyaTallMd CHCTEMBl MOHHMTOPHMHTA IBMIKCHHS
JIEKapCTBEHHBIX MPENapaToB Uil MEAMIIMHCKOrO NPUMEHEHHS, MOPAI0K MPEeJOCTaBICHNS HH(POPMALNH, COACPKAIICHCS B CHCTEME MOHMTOPUHIA JBUKCHUS
JIEKapCTBEHHBIX IIPENapaToB Ul MEAUIMHCKOrO IPHMEHEHHs, M MOPSIOK B3aUMOAEHCTBUS yKA3aHHOM CHCTEMBl C HHBIMH TOCYJapCTBEHHBIMU
HH(pOPMALIMOHHBIMH CHCTEMaMU ¥ MH(OPMALOHHBIMU CUCTEMaMH FOPUINYECKUX JIULl U MHIMBHIYaJIbHbIX MPEANPHHUMATENICH, yKa3aHHBIX B YacTsix 7 u 10
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HacTosmIeH cTaThu, ycTaHaBIuBalOTCs IIpaBurenscTBoM Poccumiickoit ®eneparmu. OmepaTopaMu CHCTEMBI MOHHTOPHHTA [BIDKCHHUS JIGKAPCTBCHHBIX
IIpernapaToB ATl MEAUIUHCKOTO MPHMEHEHHS SBIIOTCA (efepalnbHbIi OpraH HCIOIHUTENBHOH BIACTH U (WIM) OpraHHM3alis, YIOIHOMOYCHHEIE
IIpaBurenscTBom Poccuiickoii denepanuu.

7. IOpuauueckue JIMIa U MHAWBHUIyallbHbIC MPEANPUHUMATENH, OCYLIECTBIAIOMIIE MPOU3BOJICTBO, XpaHeHHe, BBO3 B Poccuiickyto denepario,
OTITyCK, pealn3anuio, epeaady, IpUMEHeHNE H YHHUTOKCHHE JICKApCTBEHHBIX MPENapaToB IS MEAUIUHCKOTO IPUMEHEHHUs, 00ECIIeUNBAIOT B MOPAAKE U B
cocTtaBe, KoTopble yctaHoBieHbl [IpaButenscTBoM Poccniickoii denepanun ¢ yueToM BHA OCYLIECTBIAEMOW MMHU JICATEIBHOCTH, BHECEHHE MH(OPMALUH O
JIEKapCTBEHHBIX IIperaparax Ui MEAMIMHCKOTO INPUMEHEHUs B CHCTEMY MOHHTOPHMHIA JBI)KCHHS JIGKAPCTBEHHBIX MPENapaToB IS MEJUIUHCKOIrO
TIPUMEHEHUSL.

7.1. JlexapcTBEHHbIe Hpemnaparbl Ui MEIMIUHCKOrO IIPUMEHEHHUs, MpEAHA3HAYCHHbIC [UI1 OOECHEYeHHs JHUL, OOJNBHBIX TIeMO(UINCH,
MYKOBHCIMI030M, THIIO()H3apHBIM HAaHHU3MOM, Ooje3Hbo ['ollle, 370KaueCTBEHHBIME HOBOOOPA30BaHUAMHU JMM(pOUIHON, KPOBETBOPHOH U POJCTBEHHBIX MM
TKaHeH, pacCesHHBIM CKJIEPO30M, JIHI[ IIOCNIe TPAaHCIUIAHTAIUM OpraHOB M (WiM) TKaHeil, mpomsBeneHHble 10 31 nexadps 2019 roma, a Taoke HHBIE
JIEKapCTBEHHbIE NPerapaThl U1l MEAMIIMHCKOTO IIPUMEHEHHUs, pousBeeHHble 1o 1 utong 2020 roza, nouiexaT XpaHEeHHUIO, IIEpeBO3Ke, OTIIYCKY, pealn3aluy,
nepenaye, NMPUMEHEHUIO Oe3 HaHEeCeHHsl CPEeICTB HACHTU(UKALMU 10 HCTEYeHHs Cpoka ux rogHoctd. IlpaBurenbctBo Poccuiickoit denmepaiyu Bpase
YCTaHOBHTH OCOOCHHOCTH BBOJA B IPaKNAaHCKHII 000POT JICKApCTBEHHBIX IPEHNapaToB U MEIUIIMHCKOTO IPUMEHEHHsI, IPOU3BEICHHBIX B NIEPHOA C 1 HMIONsL
2020 roma mo 1 oxtsopst 2020 roga. B memsix BBoga B rpakAaHCKHN 000POT JIeKapCTBEHHBIE MPEnapaThl A8 MEIHLIHHCKOrO MPUMEHEHUs, 32 UCKITIOUYCHHEM
JIEKApPCTBEHHBIX IPENAapaToB, IPeJHA3HAYEHHBIX M OOecredeHus JIHL, OONbHBIX reMOGUINei, MyKOBUCLHI030M, THIO(U3apHBIM HAaHU3MOM, OOJIE3HBIO
Tomre, 3mOKauecTBEHHBIMH HOBOOOpPa30BaHHAMHU JUMGOHIHON, KPOBETBOPDHOW WU POACTBEHHBIX HM TKaHEH, PpAaCCESHHBIM CKJICPO30M, JHUIl IIOCIe
TpAHCIUTaHTALMK OPTaHOB U (WJIM) TKaHeW, MPOU3BEACHHbIC 3a npeenamu Tepputopun Poccuiickoit denepaunn 10 1 oksa6ps 2020 roga, MOryT ObITH BBE3CHBI
B Poccuiickyto ®enepauuro 1o 1 suBaps 2021 roga B nopsiake, ycraHoBieHHoM llpaBurtensctBoM Poccuiickoit ®enepaunn, 6e3 HaHECEHHUs CpPEICTB
HICHTH(UKALINH.

8. Opranmzanus MHGOPMALMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHMTOPUHIA [BWJKCHHUS JICKAPCTBEHHBIX MPENapaToB IJs MEIMLMHCKOIO
MPUMEHEHHUS C MHBIMH IOCYJapCTBEHHBIMH HH(OPMAIMOHHBIMHE CHCTEMaMU 00ECIIEUHBAETCS B TOM YHCIIE TOCPEICTBOM HMH(pPACcTPpyKTyphl, oOecreyn Baromeit
HMH()OPMAIOHHO-TEXHOJIOTHYECKOe B3aHMOACHCTBHE HH(POPMAIMOHHBIX CHCTEM, HCIIOIb3yeMBIX UL NPEAOCTaBICHHS TOCYIapCTBEHHBIX M MyHHIIUNAIBHBIX
YCIIYT 1 UCHOJIHEHHS TOCYJaPCTBEHHBIX 1 MyHUIUNAIbHBIX QYHKIMHA B 371eKTPOHHOH dopme.

9. O6uienoctynHas MH(pOPMAIMS, COAEPXKAIIAsACA B CHCTEME MOHUTOPHHIA MABIDKCHHMS JIEKAPCTBEHHBIX IIPENApaToB JUIL MEIHIMHCKOTO
NIPUMEHEHNUs, pa3Melnaercs B HH(GOPMAIMOHHO-TEIEKOMMYHHKAIMOHHON cetn "MHTepHer" (B TOM uHcie B (opMe OTKPBITHIX JAHHBIX) B IOPSJIKE,
ycranoBneHHoM [IpaBurensctBom Poccuiickoii denepanuu.

10. IIpon3BomuTeny JIEKApCTBEHHBIX CPEJICTB IOTYYalOT COJACPXKAIIYIOCS B CHCTEME MOHHUTOPUHIA IBIIKEHHS JIGKAPCTBCHHBIX HPEHapaToB s
MEJUITHHCKOrO IIPUMEHEHNS] HH(POPMAIIHIO O CepUsIX M HapTHAX JIEKapCTBEHHBIX NIPENapaToB, IIPOU3BOAUMBIX UMU M HAXOISIINXCS B TPKIAHCKOM 000pOTe B
Poccuiickoii denepannn, 6€3B03ME3IHO.

11. 3a mpoM3BOACTBO WJIM IPOAAXY JICKAPCTBEHHBIX MPEHApaToB AJIs MEAHIMHCKOrO MPHUMEHEHHs 0e3 HaHEeCeHMs! CPEACTB MICHTH(UKALMH, C
HapyIIEHHEM YCTaHOBJICHHOTO IOpsJIKa MX HaHECEHHMs, a TAloKe 32 HECBOEBPEMEHHOE BHECCHHE JNAaHHBIX B CHCTEMY MOHUTOPHHIA JIBHKEHUS JICKAPCTBEHHBIX
[penapaToB Uil MEIMIMHCKOrO MPUMCHEHMS WIM BHECCHHE B Hee HEJOCTOBEPHBIX MAHHBIX FOPHIMYECKHE JIML@ M HHAMBHIYyalbHbIC MpPEANPHHAMATEIH,
YKa3aHHbIE B HacTsix 4 U 7 HACTOSILIEH CTaThbH, HECYT OTBETCTBEHHOCTH B COOTBETCTBUH € 3aKOHOATENbCTBOM Poccuiickoit deneparmu.

12. TIpaButensctBo Poccuiickoit denepanuu BIpaBe YCTAHOBUTh OCOOCHHOCTH BHEAPEHUS CHCTEMBl MOHHTOPHHTA JBIDKEHHS JIEKapCTBEHHBIX
[penapaToB Ui MEAUIMHCKOTO IPUMEHEHHUs, BKIIOYas CPOKU ¢ BHEAPCHMS, B OTHOLICHHHU JICKAPCTBEHHBIX MPENapaToB Ul MEAULMHCKOTO HMPUMEHEHHS,
BKJIIOYCHHBIX B MEPEYEHb JKM3HEHHO HEOOXOIMMBIX M BaKHCHIINX JIGKAPCTBCHHBIX IIPENapaToB, JEKAPCTBEHHBIX IPEHAPaToB, MPEIHA3HAYCHHBIX IS
obecrieueHus JuI, OOJNBHBIX TreMoQuiieil, MyKOBHCIUIO30M, T'HIIO(QU3apHBIM HAaHM3MOM, OoOJe3HbI0 [oIme, 3/I0KaUuecCTBEHHBIMH HOBOOOPAa30BaHUSIMHU
nuMQOUIHOH, KPOBETBOPHOH M POACTBEHHBIX MM TKAHEH, DPACCeSHHBIM CKJICPO30M, JIHIl MOCIE TPAHCIUIAHTALMH OPraHoB U (MJIM) TKaHEeH, WHBIX
JIEKApPCTBEHHBIX MPEIAPaTOB ULl MEIULIMHCKOTO IPUMEHECHHSI.

I'naBa 14.1. OrpanuyeHusi, HajaraeMble Ha OPraHU3AIHH, OCYIIECTB/ISIOIINE IeATeJbHOCTb 10 00PAIECHUIO JIeKAPCTBEHHBIX CPEICTB

Crarbs 67.1. OrpaHuyeHus, HajaraeMble IpU OCYIIECTBICHUH JIEITENLHOCTH B chepe oOpallieHus JIeKapCTBEHHbBIX CPEICTB

1. OpraHmzanud, 3aHAMAlONIHeCs pPa3pabOTKOH, NMPOW3BOICTBOM U (WJIM) peay3alell JIEKapCTBEHHBIX IPENapaToB I MEIUIHHCKOTO
NIPUMEHEHUs], OpraHM3alHy, OOJajalolie paBaMU HAa HCIONB30BaHHE TOPrOBOTO HAMMEHOBAHHS JICKAPCTBEHHOIO IIpemapaTa Il MeTHI[HHCKOTO
MIPUMEHEHUs], OPraHU3aLHU ONITOBOH TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMH, alITeUHbIe OPTaHU3AMH (X IPEACTaBUTENU, UHbIE (QU3HYecKue U IOPUANIECKIe
JIMIA, OCYIIECTBILIIONINE CBOIO IEATENBHOCTh OT MMEHH 3THX OpTaHW3alMil) B OTHOLICHWH MEIWIMHCKAX Pa0OTHHKOB U PYKOBOAWTENEH METHMITHHCKUX
OpraHu3alyii He BIIpaBe:

1) BpyuaTh HOJAApKH, BBHIILIAYMBATH AEHEKHBIE CPEICTBA (32 MCKIIOYEHHEM BO3HATPaXKICHHH IO JOroBOpaM MHPH NPOBEACHUM KIMHHIECKHUX
HCCIIEIOBaHUH JICKAPCTBEHHBIX NPEMapaToB Ul MEIVIIHCKOTO IPUMEHEHHs, BO3HArPaXXIEHHUH, CBSI3aHHBIX C OCYIIECTBICHHEM MEIHIHCKHM PabOTHHKOM
Tearorudeckoi u (WIM) HaydHOH NesSTeIbHOCTH), B TOM UHCIIE OIIauUBaTh Pa3BlICUCHHUs, OTABIX, IPOE3] K MECTy OTAbIXa, a TaKxKe MPHBIEKaTh K y4acTHIO B
Ppa3BiIeKaTeIbHBIX MEPONPUATHAX, IPOBOAUMBIX 33 CUET CBOHX CPEICTB;

2) 3aKimoYaTh COIVIAIIEHHS O HasHAYCHWH WM PEKOMEHIAIMH IalfieHTaM JIGKapCTBEHHBIX IIPENapaToB ULl MEAUIMHCKOrO NpHUMEHeHHs (3a
HCKIIFOYEHHEM JIOTOBOPOB O IIPOBEICHIH KIMHHIECKUX HCCIIEOBaHUH JIEKAPCTBEHHBIX IIPEIapaToB Ul MEIUIIHHCKOTO IPUMEHEeHN);

3) nmpenocTaBIATh 00pas3Ibl JeKApCTBEHHBIX MIPENapaToB UL MEIUIMHCKOTO IIPUMEHEHHUS B IIE/ISX BPyUEHHs NaleHTaM (32 UCKIIIOYEHUEM CITydaeB,
CBSI3aHHBIX C TIPOBE/ICHIEM KIMHUUECKHIX UCCIIEOBAHMIT JIeKapCTBEHHBIX NPENapaToB ISl MEAUIIMHCKOTO IPHMEHEHH );

4) mpeoCcTaBISTh HETOCTOBEPHYIO H (WIIH) HETIONHYIO HH(POPMAIHIO O JISKAPCTBEHHBIX HpenapaTax Ul MEIUIIMHCKOTO IPHUMEHEHHST;

5) mocemaTh ux B pabouee BpeMs Ha pabOUMX MECTaX, 3a HCKIIIOUGHHEM CIIy4aeB, CBS3aHHBIX C IPOBEACHHUEM KIMHHYECKHX MCCIIeIOBaHHUN
JIEKapCTBEHHBIX IIPENapaToB U MEANULIUHCKOTO NPHUMEHEHHS, C YJacTHEM B IIOPSAKE, YCTAHOBICHHOM PYKOBOAMTENEM MEIHMIIMHCKONH OpraHH3allhd, B
COOpaHUsIX MEIUIIMHCKUX PaOOTHHKOB M MHBIX MEPOIPHATHSAIX, HANPABICHHBIX HA IMOBBINIEHHE MX HPO(QECCHOHAIBHOIO YPOBHS WM Ha INpEeJOCTaBIECHHE
uH(pOopMaLH, CBI3aHHOH C OCYIIECTBICHUEM MOHUTOPHHTA 0€30IIaCHOCTHU JIeKapCTBEHHBIX NIPENapaToB;

6) MOOYXKIaTh K BEIIHCHIBAHUIO JIEKAPCTBEHHBIX IIPEIIapaToB U MEIUIIMHCKOrO IPUMEHEHNUS Ha OJIaHKaX, CoJepKalliux HHHOPMALHIO PEKIaMHOTO
XapakTepa, a TaKkKe Ha peleNTypHBIX OJIaHKaX, Ha KOTOPBIX 3apaHee HalledyaTaHO HAMMEHOBAHHUE JISKAPCTBEHHOTO Mperapara Iyl MEIHIIHHCKOTO IIPUMEHEHUSL.

2. OpraHu3anuu, yKa3aHHbIe B a03alie TIepBOM YacTH | HACTOSAIIEH CTAaTbU, H MX MPEJCTABUTENH B OTHOIICHHH (papMaleBTUUECKUX PaOOTHUKOB U
PYKOBOZIUTENEH aNTEYHBIX OPraHU3aLHil He BIIpaBe:

1) Bpy4aTh MoJapKy, BEIIUIAYNBATE JICHEXKHBIE CPEACTBA, B TOM YHCIE OIUIAYMBAThH Pa3BICUCHUS, OTABIX, IPOE3] K MECTY OTABIXA, M NMPUBJIEKATh K
Y4YaCTHUIO B Pa3BIIEKATEIbHBIX MEPOIPHATHAX, IPOBOAUMBIX 33 CIET CBOUX CPE/ICTB;

2) npenocTaBsATh 00Pa3Lbl JIEKAPCTBEHHBIX MPENapaToB Ik MEAUIHCKOTO MPUMEHEHHUS 111 BPYUCHHS HACEICHUIO;

3) 3aKII0YaTh COMNIALICHUS O IPETIOKEHHN HACEICHUIO OIIPe/IeICHHBIX JICKAPCTBEHHBIX IPEHapaToB Tl MEJUIIMHCKOTO IPHMEHEHHS;

4) mpenocTaBIATh HEJOCTOBEPHYIO H (MJIM) HEMONHYI0 HH(OPMALHUIO 0 JeKapCTBEHHBIX MpemapaTax sl MEAUIUHCKOTO MPUMEHEHHS, B TOM YHCTIe
HMEIOIIHMX ONHAKOBOE MEXIyHAPOIHOE HETAaTCHTOBAHHOE HAaNMEHOBAHHE.

Cratbst 67.2. TpeOoBaHMs K OpraHW3alM¥ W MPOBEJCHHIO HAYYHBIX MEPOIPHATHI, MHBIX MEPOIPHATHI, HAIpPABICHHBIX Ha IIOBBIIICHUC
poecCHOHATFHOTO YPOBHSI MEIUIMHCKAX PaOOTHHKOB MM Ha MPEJOCTaBICHHE HH(OPMAIUH, CBSI3aHHOU C OCYIIECTBICHHEM MOHHTOPUHIA 0€30IIaCHOCTU
JIEKapCTBEHHBIX TIPEapaToB

1. Ilpu mpoBeAeHNH HAyYHBIX MEPOIPHATHIL, HHBIX MEPOIPHATHH, HANPABICHHBIX HA IOBBIIICHHE NMPO(ECCHOHATIEHOTO YPOBHS MEIHUIMHCKUX
PabOTHHKOB MM HAa MPEJOCTaBICHHE CBA3aHHOI C OCYIIECTBICHHEM MOHUTOPHHIrA 0€30MacHOCTH JICKaPCTBEHHBIX IPEHapaToB HH(GOPMAINH, OPTraHU3YyEeMbIX
OpraHHM3alMsIMH, YKa3aHHBIMHU B a03arie nepBoM dacti | craTtey 67.1 Hactosmero denepaJbHOro 3aKOHA, MX NPEACTABUTEISAMH H (WIH) GHHAHCHPYEMBIX 3a
CUET CPEACTB OTHX OpPraHW3alliil U MX NPEACTABHTENCH, 3alpeniaeTcs NPErsITCTBOBATh yYAaCTHIO B YKa3aHHBIX MEPONPHATUSIX HHBIX OpraHU3alyil, KOTOpBIE
TIPOU3BOAAT WM PEANU3yIOT JIEKapCTBEHHBIC MPEMNapaThl AT MEJUIMHCKOrO IPHMEHEHHS CO CXOXKHM MEXaHU3MOM (hapMaKOIOTHYECKOTO AeHCTBHS, JHO0
€03/1aBaTh AUCKPUMUHALMOHHBIEC YCIOBHS UL OMHUX YIACTHUKOB [0 CPABHEHHIO C IPYTUMHU YYaCTHHKAMH, @ IMEHHO:

1) mpenocTaBIATh Pa3IMYHOE KOJMYECTBO BPEMEHM JUI BBICTYIUIEHHH YYaCTHHKOB, pa3iIMyYHbIE MO pa3sMepy 3aHMMAeMOH IUIOIagH MecTa Ajis
JEMOHCTPAIIHU 00pa3LOB JICKAPCTBEHHBIX NPENapaToB Ul MEIUIHHCKOIO NPUMEHEHUS WIN PEKIaMHBIX MAaTepHANIOB O JICKAPCTBEHHBIX IIperaparax Uit
MEIUIMHCKOr0 IPUMEHEHHS Ha IKCHO3MIMAX, CTEHAX, 332 MCKIIOYEHUEM CIIy4aeB, €CIIM TaKHE YCIOBHUs 3aKpEIUIEHBI B COIVIALICHUSIX 3THUX OPraHM3alHH, HX
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mpesicTaBUTENeH 0 GHHAHCUPOBAHUH YKa3aHHBIX MEPOIPUATHH B 00YCIOBICHBI PA3INIHBIMY 3aTpaTaMH yJaCTHHKOB HA UX OPTaHH3aINIo;

2) ycTaHAaBIMBATH pa3Mep B3HOCA IS yIaCTHUKOB MEPOIPHATUH, yKa3aHHBIX B ab3alle IEepBOM HACTOSIIEH JacTH, IPEBBIMIAIONINI CyMMYy 3aTpaT Ha
OpraHHM3alluIo YKa3aHHBIX MEPONPHATUH U BeAylMi K HEOOOCHOBaHHOMY OIPaHMYEHHUIO YHC/IA X YYaCTHUKOB.

2. OpraHu3zauuy, yka3aHHble B a03aie nepoM 4actu | cratbu 67.1 Hacrosiero ®denepaabHOro 3aKOHa, UX MPEACTABUTENH, OCYILECTBIISIOIINE
opraHm3anuio u (Wwin) GUHAHCHPOBAHHUE MEPOIPHUITHH, yKa3aHHBIX B 4acTU | HAaCTOSIIeH cTaThU, 00S3aHEI 00eCIeunBaTh OCTYI K HH(GOPMAIUH O JaTe, MecTe
U BPEMEHHU IIPOBEJICHHs YKa3aHHBIX MEPONPHATHH, IIaHaX, NPOrpaMMax IPOBEJCHUS YKa3aHHBIX MEPONpPUATHI M TeMaX, INIAHUPYEMBIX Ul paCCMOTPEHHS,
COCTaBe MX YYACTHHUKOB IIyTEM pa3MeLICHUs] COOTBETCTBYIOIIECH HH(OPMALIMU HA CBOMX OQHUIMANBHBIX caifTax B ceTH "MHTepHeT" He mo3Hee ABYX MECSLEB 10
Havaja POBEJICHHS YKa3aHHBIX MEPOIPUSATHH.

3. Uudopmarius 0 mpoBeIeHHH MEPONPHATHI, YKa3aHHBIX B 4acTH | HacTosmieil cTaTbu, B CPOK, YCTAHOBICHHBIH 4acThbiO 2 HACTOSILICH CTATHH,
JIOJDKHA OBITh HallpaBiIeHa B (heiepalibHbIi OpraH MCIIOIHUTEILHON BIIACTH, OCYIIECTBIIAIOMNN (yHKI[MH [0 KOHTPOJIIO M HAA30py B cepe 31paBOOXpPAHEHHS,
UL IOCTIEAYIOIIET0 pa3MeIleHNs ee Ha OQUIHaIbHOM caiiTe 3Toro oprana B cetd "MHTepHet".

I'naBa 15. OTBeTCTBEHHOCTH 32 HapyLIeHHe 3aKOHOAaTesIbcTBa Poccniickoii ®enepanuu npu o6panieHuH J1eKapcTBEHHbIX CPeACTB U
BO3MellleHHe Bpea, IPHYUHEHHOTI0 310POBLI0 I'PAKAAH BCJIeCTBHE MPHMeHEHHUS JeKAPCTBEHHbBIX IPeNapaToB

CraTbst 68. OTBeTCTBEHHOCTH 3a HapyIeHHE 3aKOHOaTebcTBa Poccuiickoit deneparu npu 0OpaleHHHU JeKapCTBEHHBIX CPEICTB

1. Hapymenue 3akoHonmarenbcTBa Poccuiickoit ®enepaunn npu OOpallleHHH JIEKAPCTBEHHBIX CPEACTB BIEYET 3a COOOH OTBETCTBEHHOCTh B
COOTBETCTBMU € 3aKOHOAATENbCTBOM Poccuiickoit @enepanyn.

2. 3a HempeCTaBICHHE WM HECBOEBPEMEHHOE MpEACTaBlicHHEe HHpopMauuu Hu (WIKH) JOKYMEHTOB JIMOO IpEACTaBICHHE HEJOCTOBEPHBIX
uHpopManuy U (MIM) JOKYMEHTOB, IIPEIyCMOTPEHHBIX HacTosAmuM PenepanbHbIM 3aKOHOM, CyOBEKTHI OOpalleHHs JIEKAPCTBCHHBIX CPEICTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBHUH C 3aKOHOAATENLCTBOM Poccuiickoit deneparym.

Crartbs 69. Bo3melenue Bpe/a, IPUYMHEHHOT'O 37I0POBBIO IPAXKIAAH BCIIEACTBHUE IPUMEHEHUS JIEKAPCTBEHHbIX MPENapaToB

1. IlpowsBoauTesnb JIGKApCTBEHHOrO Iperapata 00sf3aH BO3MECTUTh BpEH, NPUYMHEHHBIH 30POBBIO TIPAXAAH BCICACTBHE NPHUMEHCHUS
JIEKapCTBEHHOTO IpeTapara, eClii 10Ka3aHo, 94To:

1) nexkapcTBEHHBIH IpenapaT HPUMEHsJICA [0 HAa3HAUEHHIO B COOTBETCTBUM C HHCTPYKIMEH 10 NPUMEHEHMIO JIEKapCTBEHHOIo IpenapaTta U
MPUYUHOI Bpesia ABUIICS BBOJ[ B IPAXIAHCKUH 000pOT HE00pPOKAauECTBEHHOIO JIEKAPCTBEHHOTO Iperiapara;

2) Bpex 3IO0pOBBIO INPUYMHEH BCIEACTBHE HENOCTOBEPHOH HH(MOpMAIMY, comep)kamieiics B HMHCTPYKIUH 10 NPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara, U3JaHHOH IPOU3BOJUTENEM JIEKAPCTBEHHOTO IIpernapara.

2. B cmydae, ecau Bpen 3[0pOBBIO IpaK[aH IPUYHHEH BCIEIACTBHE NPUMEHEHUs JIEKapCTBEHHOIO IpenapaTa, HPUINEJNIEro B HErOZHOCTh B
pe3yibTaTe HApYIICHHs IIPaBHI XPAaHEHUs JICKAPCTBEHHBIX CPEICTB, IIPABHJ ONTOBOIl TOPTOBIM JIEKAPCTBEHHBIMH MpenapaTaMM, IPaBWI OTIIyCKa
JIGKapCTBEHHBIX IIPEapaToB, IPaBHJ H3TOTOBIEHUS M OTIYCKa JIEKApCTBEHHBIX IIPENapaToB, BO3MEIIEHHE Bpeia OCYIIECTBIIETCS COOTBETCTBEHHO
opraHu3aluell OITOBOI TOPrOBJIM JIEKapCTBEHHBIMU CPEACTBAMHY, allTEUHOH opraHu3aluell, MHIUBUIyalbHbIM IpEANpPUHUMATENEM, UMEIOIINMY JINLEH3UI0 Ha
(apManeBTHYECKYIO JEeATENbHOCTh WM JIMLICH3MIO HAa MEIUIMHCKYIO JIeATeNbHOCTh, MEIWIMHCKOW oOpraHu3amueil, HMeIomeil JIMIEH3HI0 Ha
(hapManeBTHYECKYIO ACITEIbHOCTD (e 000COOICHHBIM ToapasaesicHueM (aMOynatopueil, heapauepckuM U (HebAepeKo-aKyepCKUM MyHKTaMH, LIEHTPOM
(oTnenenuem) odreit BpaueOHOH (CeMeHOM) MPAaKTUKHU), PACIIONOKEHHBIM B CEJIbCKOM HACEJICHHOM ITYHKTE, B KOTOPOM OTCYTCTBYET alTeyHas OpraHu3arus),
JIOITyCTUBILIMMH IIPOJIaXKy WIIH OTITYCK TaKOTO JISKAPCTBEHHOT'O IIpenapara.

3. Bosmemenue Bpena, NPUYMHEHHOTO 3JO0POBBIO TpPaKJaH BCIEACTBUE IPUMEHEHHUs JIEKApCTBEHHBIX MPENapaToB MJIM COBEPIICHUS
NIPOTHBOIPABHBIX JEUCTBUH CyObekTamu OOpalleHus JIEeKapCTBEHHBIX CPEACTB, OCYIIECTBISIETCS B COOTBETCTBHUM C 3aKOHOAATeIbCTBOM Poccuiickoit
Denepariy.

TI'n1aBa 16. 3ak/104uTe/IbHbIE M010KEHHSA

Cratbst 70. O npU3HAHUY YTPATHBIINMH CHITy OTJEIBHBIX 3aKOHOATEIBHBIX aKTOB (II0JIOKEHUH 3aKOHOAATENIBHBIX akToB) Poccuiickoit ®eneparyn

Ipu3HaTh yTPaTUBIIUMU CHITY:

1) ®enepanbubiii 3akon ot 22 uroHst 1998 roma N 86-®3 "O nexapcrBeHHbIX cpenctax” (Cobpanue 3akoHozpatenbcTBa Poccuiickoit denepanun,
1998, N 26, ct. 30006);

2) Denepanbubiii 3akon ot 2 sHBaps 2000 roma N 5-®3 "O BHeceHMM W3MEHEHUS M JONOJHEeHWi B DenepanbHblii 3akoH "O JEeKapCTBEHHBIX
cpeactax" (Cobpanue 3akoHomatenbcTBa Poceuiickoit @eneparuu, 2000, N 2, ct. 126);

3) crateio 40 ®enepanbHoOro 3akoHa ot 10 stHBapst 2003 roma N 15-®3 "O BHeceHHM W3MEHEHUH U JONOJTHEHWH B HEKOTOPHIE 3aKOHOJATEIbHEIE
akThl Poccuiickoit ®enepaumu B cBsa3u ¢ npuHatHeM PenepanbHoro 3akoHa "O JIMIEH3MPOBAHMU OTHEIbHBIX BUAOB aestensHocTu" (CobOpanue
3akoHozaTenscTBa Poceuiickoit denepanun, 2003, N 2, ct. 167);

4) crateio 31 denepansHoro 3akona oT 30 muronst 2003 roma N 86-D3 "O BHeceHNN W3MEHEHMIT M TOTOTHEHNIT B HEKOTOPHIE 3aKOHO/IATEIIbHBIE aKThI
Poccuiickoit ®enepanuu, NpuU3HAHUM YTPATHBIIMMH CHIY OTJEIbHBIX 3aKOHOAATENbHBIX akToB Poccuiickoit denepanuu, NpeaoCTaBICHUU OTIACIbHBIX
rapaHTHi COTPYJHUKAM OPraHOB BHYTPEHHUX J€JI, OPTaHOB M0 KOHTPOJIO 32 000POTOM HApPKOTHYECKHUX CPEICTB H ICUXOTPOIHBIX BELIECTB H yIPa3JHAEMBIX
(enepaybHEIX OPraHOB HAJIOrOBOM MOJIMIMH B CBS3M C OCYIIECTBIGHHEM Mep IO COBEPLICHCTBOBAHUIO TocymapcTBeHHoro ympapieHms' (CoOpanue
3akoHozarenbeTBa Poccniickoit @eneparmu, 2003, N 27, ct. 2700);

5) cratbio 101 denepansHoro 3akona ot 22 asrycra 2004 roga N 122-®3 "O BHeceHMM W3MEHEHHMH B 3aKOHOJAATENbHBIE aKThl Poccuiickoit
Denepanyn ¥ MPU3HAHAH YTPATHBIINMH CIITy HEKOTOPBIX 3aKOHOJATENBHBIX akToB Poccuiickoit deneparmy B CBsI3M ¢ NPUHATHEM (eepanbHEIX 3aKoHOB "O
BHECEHUM H3MeHeHHil u jononHeHnii B @enepanpHelii 3akoH "OO O0OMmMMX NPHHOUNAX OPraHHM3alUHM 3aKOHOMATENBHBIX (TIPEICTaBHTENBHBIX) H
HCIIOJIHUTENLHBIX OPraHOB TOCYIapCTBEHHOM BlacTH cyobekToB Poccuiickoit denepanmu” u "O06 00MUX NPUHIMIIAX OPTaHU3aLUH MECTHOTO CAMOYIIPaBIICHUS
B Poccuiickoii ®enepannn” (Cobpanue 3akoHonarenbeTBa Poceniickoit denepannn, 2004, N 35, ct. 3607);

6) crateio 28 ®denepanbHOro 3akoHa or 18 nmekabpst 2006 roma N 231-®3 "O BBeneHnm B JeiicTBHE YacTH deTBepToil I'paxkmaHcKoro kojekca
Poccuiickoii @enepanun” (Codpanue 3akononarenbcTBa Poccuiickoit @eneparmu, 2006, N 52, cr. 5497).

Cratbs 71. Berynienune B cuity HacTosmero denepaibHOro 3aKoHa

1. Hacrosimuit denepanbHblii 3aK0H BeTymaet B ciity ¢ 1 centsiops 2010 roxa.

2. JlexapCTBeHHBIE CPEACTBA, 3aPETHCTPUPOBAHHBIC IO AHA BCTYIUICHHS B CHIy HacTosmiero denepanbHOro 3aKkoHA, IMOAJIEKAT BKIIOUCHHIO B
TOCYJapCTBEHHBIE PEECTPHI JICKAPCTBEHHBIX CPEACTB C BHECEHHEM YKa3aHHBIX B uacTu | cratey 33 Hactosmero denepasbHOro 3aKOHa CBEICHHI 00 3THX
JIEKapCTBEHHBIX CPEACTBAX 0e3 MPOXOKACHHUS BHOBB NMPOLEAYPHI TOCYAAPCTBEHHONH PErHCTPALNH JICKAPCTBEHHBIX MPENapaToB.

3. I'ocymapcTBeHHas! pErHCTpanusl JIEKapCTBEHHBIX IPENapaToB, 3a HCKIIOUCHHEM JIEKApCTBEHHBIX MPENapaToB I MEAUIUHCKOTO MPUMEHEHUS,
MIPE/ICTABJICHHBIX Ha YKa3aHHYIO PETUCTPALMIO 0 JAHS BCTYIUICHHS B cHiLy Hactosimero denepanbHOro 3akoHa, OCYyLIECTBISIETCS B COOTBETCTBHHU C HACTOSIIIHM
denepaabHBIM 3aKOHOM Ha OCHOBAHHHU JOKYMEHTOB U JAHHBIX, IPEICTABICHHBIX JI0 JIHS BCTYIUICHHS B CHITy HacTosiniero denepanpHoro 3aKoHa.

3.1. T'ocymapcTBeHHasi PEruCTpaliis JIEKapCTBEHHBIX IPENapaToB I MEIWIMHCKOTO IPHMEHEHHs, HPEICTAaBICHHBIX HA TOCYHAapCTBEHHYIO
pETUCTpalMio 10 IHA BCTYIUIGHWs B CHiIy Hactosmero @enepanbHOro 3akoHa, M TOCYZapCTBEHHAs PETHCTPAlUs JICKAPCTBEHHBIX MPENapaToB IS
MEUITMHCKOrO MPHUMEHEHYS, IPEJICTABICHHBIX Ha IKCIEPTH3Y JICKAPCTBEHHBIX CPECTB JI0 IHS BCTYIUICHHS B CHIIy HacTosmero dexepaabHOro 3aKoHa B IIEISIX
HX MOCIEAYIOMmeH rocyJapCTBEHHOH PETHCTpaluy, OCYIIECTBIIOTCS Ha OCHOBAaHUH JOKYMEHTOB M JAHHBIX, NIPEACTABICHHBIX 1O AHS BCTYIUICHHS B CHILY
Hacrosiniero deepanbHOrO 3aKOHA, a TaKXKe 3asBJICHHS O TOCYIAapCTBEHHON PETHCTPAIMH JICKApCTBEHHOTO IIperapaTa, MpeJCTaBICHHOTO MPOU3BOJUTEIEM
JIGKapCTBEHHBIX INPENapaToB WIH YIIOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBHM ¢ HacTosunM (PenepaibHBIM 3aKOHOM B YIIOJHOMOYEHHBIH (enepabHbIid
OpraH HCTOJHHUTENIbHOW Biactu 1o 1 mapra 2011 roma, Ge3 TpeOoBaHUs YIUIaThl TOCYIAPCTBEHHOM IONUIMHBI, MPETYCMOTPEHHOH 3aKOHO/ATEIHLCTBOM
Poccuiickoit @enepanym o Haorax u coopax.

3.2. TloxTBepkaeHHE TOCYAAPCTBEHHOW PETHCTPAlMH JICKAPCTBEHHBIX IPENapaTtoB Ui MEIMIMHCKOTO NPHMEHEHHs, NMPEeICTaBICHHBIX UL
TIOATBEPXKICHHUS TOCYJapPCTBEHHON PETHCTpaly [0 IHS BCTYIUICHHA B CHJIy HacTosmero (demepaabHOro 3aKoHA, M HMOATBEP)KACHHE TOCYIApPCTBEHHON
pErUCTpanuy JIEKAPCTBEHHBIX MPEMNapaToB Uil MEAUINHCKOTO MPUMEHEHUs], IPEACTAaBICHHBIX Ha IKCHEPTH3Y JICKAPCTBEHHBIX CPEICTB IO JHS BCTYIUICHHS B
cuiny Hacrosimero dezepaabHOrO 3aKOHa B IENAX MOCIEAYIOIIEro MOATBEPKAEHUS HUX TOCYAApCTBEHHOW PErHCTPalMH, OCYIIECTBIAIOTCS HA OCHOBAaHHUH
JOKYMEHTOB W JaHHBIX, IPEICTaBICHHBIX O IHS BCTYIUIGHHS B CHIy Hacrosmero @demepalbHOTO 3aKOHA, a TaKKe 3asBICHUS O IMOATBEPKICHHU
roCcyJapCTBEHHOH PErMCTpaluM JEKapCTBEHHOTO IIpernapara, MpeCTaBIEHHOIO MPOM3BOJHUTENEM JEKAPCTBEHHBIX INPENapaToB WM YHOJIHOMOYEHHBIM UM

41/42


http://ivo.garant.ru/document/redirect/10164072/1084
http://ivo.garant.ru/document/redirect/12112037/0
http://ivo.garant.ru/document/redirect/12117852/0
http://ivo.garant.ru/document/redirect/12129440/40
http://ivo.garant.ru/document/redirect/12131589/31
http://ivo.garant.ru/document/redirect/12136676/101000000
http://ivo.garant.ru/document/redirect/12151067/28
http://ivo.garant.ru/document/redirect/10900200/200253

JMIIOM B COOTBETCTBHU C HacTosmmM DenepanbHbIM 3aKOHOM B yHOIHOMOYCHHBIH (hefepalbHbIi opraH HCIONHUTEIbHON BiacTd 10 1 mapra 2011 roma, 6e3
TpeOOBaHUs YIUIATHI TOCYapCTBEHHO! MOIIINHBL, IPETyCMOTPEHHOI 3aKkoHoaTenscTBOM Poceniickoit denepanuu o Haorax u coopax.

3.3. Ilpunsthe pelleHUs O BHECEHMH W3MEHEHUH B JIOKyMEHTHI, COJEP)KALIMECS B PETHCTPALMOHHOM JOCHE Ha 3apErHCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar Ajsd MeIULUHCKOrO MPUMEHEHHUs U NPEACTaBIEHHbIE O JHSA BCTYIUIEHMs B CHIy HacTosmero denepaibHOro 3akoHa, ¥ NPHHATHE
pCIICHUs] O BHECCHHM HM3MECHEHHH B JOKYMEHTHI, COACpXKAIUecs B DPETHCTPAIMOHHOM JOChE HA 3apErHCTPHPOBAHHBIN JTEKapCTBEHHBIH Iperapar ULt
MEIUIMHCKOr0 TNPUMEHEHHSI U NPEJCTAaBIEHHbIE HA 3KCIEPTH3Y JIEKAPCTBEHHBIX CPEACTB J0 IHS BCTYIUIEHMS B CHIy HacTosilero denepaabHOro 3akoHa,
OCYILECTBJIAIOTCS. HA OCHOBAHHU JIOKYMEHTOB H [JaHHBIX, IIPEICTABICHHBIX 10 IHS BCTYIUIEHHUs B CHJIy HacTosero denepanbHoro 3akoHa, a TakxKe 3asBJICHUs
0 BHECCHHH U3MEHEHUH B JOKYMEHTHI, COAEpIKaIHecs B PErHCTPALIOHHOM J0ChE HAa 3apEerHCTPHPOBAHHBIN JIGKApCTBEHHBIN IpeHapaT Ul MEIUI[HHCKOrO
NIPUMEHEHUs], IPEICTAaBIEHHOIO IPOU3BOJUTEIEM JIEKaPCTBEHHBIX MIPENapaToB WM yIOJIHOMOYEHHBIM UM JIMLOM B COOTBETCTBUH ¢ HacTosmuM DenepaibHbIM
3aKOHOM B YIOJHOMOYEHHBI (eiepaibHblii OpraH MCIOJHHUTEIbHOM Biacti 10 1 mapra 2011 roma, 6e3 TpeGOBaHMs YIUIATHI TOCYJapPCTBEHHOM MOLLIHHEL,
MPEIYCMOTPEHHOM 3aK0HO1aTebCcTBOM Poccuiickoit deaeparuu o Hasorax u coopax.

3.4. Belgaya paspelieHMd Ha IPOBEJCHUE KIMHUYECKMX HCCIIEIOBAHUN JIEKApPCTBEHHBIX IPENapaToB Il MEIULMHCKOrO HPUMEHEHHs I10
3asBJICHHSM, ITOJJAHHBIM JI0 JHS BCTYIUIEHHs B CHIIy HacTosero denepaabHOro 3aKoHa, a TaKKe 10 3asBJICHHSAM, NTOJAHHBIM I10CIIE JAHS BCTYIUICHHS B CUILY
Hacrosiero deepaabHOTO 3aKOHA Ha OCHOBAaHUHM DKCIEPTH3, IPOBEICHHBIX 10 AHS BCTYIUICHHS B CHITy HacTosmmero denepanbHOro 3akoHa, OCYIIECTBILSIETCS
B COOTBETCTBHH C HacTosmuM DeepaabHbIM 3aKOHOM Ha OCHOBAHMU JOKYMEHTOB U JAHHBIX, IIPEJICTABICHHBIX UM MONY4YEHHBIX 10 JHS BCTYIUIGHHS B CHILY
Hacrosimiero defepaibHOro 3aKOHA, a TAKXKE Ha OCHOBAHMHU KOIHHU IIPEIBAPUTENILHOIO JOrOBOpa 00s3aTEIbHOIO CTPAaXOBAHUs JKU3HH, 310POBbs IALUEHTOB,
YYaCTBYIOIIHX B KIMHHYECKOM HCCIEA0BAaHUH JICKAPCTBEHHOTO IIperapara sl MEJHIHCKOTO IPUMEHEHUSI, TN KOIIHHU JIOTOBOPa 0013aTeNbHOI0 CTPAXOBAHUS
JKM3HM, 3]I0pOBbsl MAlEHTOB, YYAacCTBYIOIIMX B KJIMHHYECKOM HCCIIEJOBAHMH JIEKAPCTBEHHOrO IIpernapara Ul MEIMIMHCKOrO HpHMEHEHHs, JH60
NPEICTAaBICHHOW KOIMH J0roBOpa 00s3aTENbHOTO CTPAaXOBaHUs, 3aKIIOUYEHHOTO B COOTBETCTBHU C THUIIOBBIMH IPaBMJIAMH O0S3aTEIbHOIO CTPaxOBaHUs, C
yKa3aHUEM IIpeIebHOM YHCIEHHOCTH MAaleHTOB, yIaCTBYIOMINX B KIMHUYECKOM HCCIIEIOBAaHIH JICKApCTBEHHOTO IIpernapara Ik MEAUIIUHCKOTO MIPUMEHEHHS,
6e3 TpeGOBaHMs YIUIaThl TOCYAAPCTBEHHOM MOLUIMHBI, IPEYCMOTPEHHON 3aKoHO1aTesibcTBOM Poccuiickoit denepanuu o Hajgorax u coopax.

3.5. 3aperucTpupoBaHHbIE B HHOCTPAHHOH BaJlOTe 10 JHs BCTYIUIEHHUs B CHIIy HacTosero ®deaepaabHOro 3akoHa MpejiebHble OTIYCKHBIE II€HBI
WHOCTPAaHHBIX IIPOU3BOAMTENCH Ha JIEKapCTBCHHBIE IpENapaThl, BKIIOYEHHBIC B IEPEUEHb J>KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX JICKapCTBEHHBIX
Ipenaparos, MOAJIEKAaT nepecyery B pyoinu no xkypey LlenrpanbHoro 6anka Poccuiickoit denepaunu Ha arty, ycTaHoBiIeHHYo [IpaButenbctBoMm Poccuiickoii
Denepaiyn, 6e3 mpeacTaBlIeHHs 3asiBJICHHsA O IlepecyeTe LEHbl ¢ BHECEHHEM COOTBETCTBYIOIIMX M3MEHEHMH B IOCYJapCTBEHHBIH PEECTp HpeneibHbIX
OTITyCKHBIX I[I€H HpPOW3BOJWTENEl Ha JIEKapCTBCHHHIE IpenapaThl, BKJIIOYEHHBIC B IIEPEUCHb JXM3HEHHO HEOOXOMMMBIX M BaXKHEWIINX JIEKApCTBEHHBIX
IIpenaparos.

3.6. 3aperucTpupoBaHHBIE O JHS BCTYIUIEHMs B CuIy Hacrosimero @eaepanbHOro 3aKkOHa MpeNeNbHbIE OTIYCKHbIE IIEHBl POCCHHCKUX
NIPON3BOAUTENEH Ha JEeKapCTBEHHBIE IPENapaThl, BKIIOYEHHBIE B IIepeyeHb )KU3HEHHO HEOOXOAUMBIX M BaKHEHIIHX JICKAPCTBEHHBIX IIPENapaToB, IOIUIekKAT
uHaekcauuu ¢ 1 HosOpst 2010 roma MCXOAs M3 MPOTHO3UPYEMOro YpoBHsS MHGILILUH, ycTaHOBIeHHOro DesepaibHbM 3akoHOM OT 2 mexadbps 2009 roma
N 308-®3 "O denepanprom Gromkere Ha 2010 rox 1 Ha mianossiil nepuoa 2011 u 2012 rogos" Ha 2011 roa.

3.7. Iocne 1 mapra 2011 roga He JomyckaroTcs NMPOU3BOJACTBO M BBO3 B Poccuiickyro denepannio J1eKapCTBEHHBIX IPENapaToB B yNaKOBKaxX ¢
MapKHPOBKOM, KoTopas ObLla HaHeceHa A0 IHS BCTyIUIeHus B cuily HacTosmero degepampHoro 3axkona. Ilo ucTeueHHMHM yKa3aHHOTO CpOKa JaHHbIE
JIeKapCTBEHHBIE IIPENapaThl MOT'YT OTIIYCKAThCs, PEaln30BbIBATHCS, I€PENABATHCS U IPUMEHATHCA 10 UCTEUEHHS UX CPOKA TOAHOCTH.

4. Co mus BeTymeHHs B ciity Hacrosimiero ®enepanbHoro 3akoHa u 1o 30 anpens 2011 roga BKIIOYUTENBHO AOMYCKASTCS MPOBEIEHHUE IKCIIEPTU3BI
JIGKapCTBEHHBIX CPEICTB OJKCIEPTaMH DKCIIEPTHOTO YYPEKIEHUS 10 IPOXOXKAEHUS MMM aTTeCTallud B IIOPSIKE, YCTAHOBICHHOM YIOIHOMOYEHHBIM
(henepanbHbBIM OPraHOM HUCIIOJIHUTEIbHON BIACTH.

5. Co mHs BerymieHus: B cuily Hacrosiiero @enepanbHoro 3akoHa W o 31 nexabpst 2013 roga BKITIOYHTENBHO OCYIIECTBISICTCS IIEPEX0] K
NIPOU3BOACTBY JIGKAPCTBEHHBIX CPEICTB B COOTBETCTBHM C IPaBHIAMH OPraHM3allUM IPOM3BOACTBA M KOHTPOJS KAadyecTBa JIGKAPCTBEHHBIX CPEACTB,
yKa3aHHbIMU B 4acTu | crtathu 45 Hacrosmero denepanbHOro 3akoHa, B HOJIHOM oObeMme. CpOKM mepexona MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K MX
TIPOU3BOZICTBY B COOTBETCTBUH C KOHKPETHBIMHU TPEOOBAHHUSIMH JAHHBIX IIPABHJI, BKIIOYAsi CPOKH aTTECTALMH YIIOJTHOMOYEHHBIX JIML, YKa3aHHBIX B 4acTsX 6 H 7
cratbu 45 Hacrosero denepanbHOro 3aKoHa, ycranasiusatorcs [IpaBurensctBom Poccuiickoit ®enepanuu.

6. JIuueH3un Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB, BblaHHble 10 | sHBaps 2014 roxa, aeiictByroT nocne 1 suBaps 2014 roga 10 ucteyeHust
CpoOKa UX JEHCTBHS NPH YCIOBHU COOTBETCTBHS JHIEH3HATa [IPaBIIaM OpTaHU3aIUU IPOU3BOJICTBA M KOHTPOJIS KaYeCTBA JICKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM
B yacTu | crateu 45 Hacrosmiero deaepanbHOro 3aKoHa.

7. dopmupoBaHHE TOCYAApCTBEHHOIO 3alaHMS Ha MPOBEICHHE OKCIEPTH3bl JEKAPCTBEHHBIX CPEACTB (elepalbHOMy TOCYAapCTBEHHOMY
OIODKETHOMY YUPEIKICHHIO 10 IPOBEACHUIO SKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB M (PUHAHCOBOE 00ECIIeUeHNEe BBIIOHEHHUS 9TOr0 3aJaHHs OCYIECTBITIOTCS
B HOpsiaKe, ycTaHoBIeHHOM DesiepanbubiM 3akoHoM oT 12 staBapst 1996 roga N 7-®3 "O HekoMMepUYecKHX OpraHu3ausix".

D

IIpesunent Poccuiickoit ®enepanyn J. Mengenes

Mockga, Kpemnb

12 anpens 2010 1.
N 61-®3
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