[MCTEPCTBO CEJLCKOI'O XO3AMCTBA
POCCHMCKOM ®EIEPAIIAH

DENEPANBHASL CHIYKBA IO BETEPMHAPHOMY
A PUTOCAHUATAPHOMY HAJI3OPY
(Poccennxo3nanszop)

NHMPHKAZ
oT 24 pemadps 2018 roza Ne 1487

Mocksa

O Ilnane KOHTPONS KAYLCTBA JEKAPCTBEHHLIE CPEECTE LA BETEPHEAPHOro
npuMenenus ya 2019 rox

B coorBercteun ¢ denepaibHeIM 3akoHOM oT 12.04.2010 Ne 61-03
«O6 obpaleHuy JTeKAPCTBEHHEIX CPEACTB» H AJIMUHHCTPATHBHEIM PEerIaMeHTOM
ucnonHesns PenepansHod cIy:kO00H 1O BeTEpHHAPHOMY W  (DHTOCAHUTAPHOMY
HAN30PY  TOCYNAPCTBEHHOH — (QYyHKUMHM IO OCYIMIECTBIEHHIO  (heaepaisHOro
roCyJapcTBEHHOrO Haazopa B chepe 0OpalieHHA JEKaPCTBEHHBIX CPEACTB I
BETEPHHAPHOTO NPUMEHEHHS, YTBEPKIACHHEBIM IPHUKa3soM MUHKUCTEpPCTBA CeIBCKOTO
xo3siicrea Poccuiickoit Pemepanmm ot 26.03.2013 Ne 149 (3aperucrpupoBan
Munrocrom Pocera 16.10.2013, peracrpammonssid Ne 30201), npu ka3 6l B a10:

1.  VYTeepaure npumiaraemsid [lnaH kOBTPOsS KadecTBa JNEKApCTBEHHEBIX
CpeicTB s BeTeprHaproro npuMeHenus Ha 2019 rox (manee — Ilnam).
2.  PykoBomurensM TEPPUTOPHAIBHBIX YHpaBilesuit Poccem;.xoma,uaopa

(manee — Yupasaenus) o0eCIEIHTE!

—pcoonmenne Ilnana B wacTH orbopa ¥ nepenmaum B OIBY «BIHKI»
CIEAYIOIIK 00pazLoB:

4) 3aperducTPUPOBAEHEIX B YCTAHOBIEHHOM [OPAAKE JIEKAPCTBEHHEIX CPENCTB
IUISL BETCPHHAPHOTO NPUMEHEHMS;

0) He3aperrcCTPUPOBAHHON NPONYKIIMM I8 BETEPHHAPHOTO IIPUMEHEHUS,
KOTOPas MOXET OBITH OTHECEHA K JISKAPCTBEHHEIM CPEACTBAM, B PAMKAX BO3MOKHOTO
pucka ee obpameHus Ha Teppuropun Poccuiickoi MDenepariimy;

—saxmodgenue go  01.02.2019 cormamenxs ¢ ®IBY  «BI'HKH»,
OTPaKAIOMEro, B TOM 4ucie 00beM momnexamux orbopy mpol B KOIMYECTBE,
JOCTATOWHOM U1 MPOBEIECHUS JKCHEPTU3LI WX KadecTea, Tpaduk, a Takxe IOPLNoK
JOCTABRKH OTOOpaHHEBIX pos;
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—odopmnerne axTa oTOopa 00pasnoB NEKAPCTBEHHBIX  CPEACTE AT
BeTepuHapHoro npumesenus 8 GTUC «Mepxypuii»;

— rEGOPMHUPOBAHHE XO3TACTBYIOMMX CYOBEKTOB, ¥ KOTOPHX OBUIM OTOOPAHED
00Pa3IEl NEKAPCTBEHHBIX CPECTB AN BETEPHHAPHOTO TIPUMEHEHNMS, O PEe3YIHTATaX
IIPOBEIESHHEX HCIIBITaAHNE;

— NPOBEHEHHE eXeMEeCauHOd CBepkH, H0 1-ro ggcima mecdua, CIeXyrOIero
3a oT9eTHEIM nepuoioM, ¢ OI'BY «BIHKM» madopManuu o0 OTOOpapHEX,
HAMPABIEGHHBIX ¥ IOINYJYEHHBIX o00pasnax JICKapCTBEHHBIX  CPENCTB I
BETEPUHAPHOTO IPHIMECHEHUS;

— Bumonuaerne Ilnana (mocrasky B ®IBY «BI'HKWy» Beex Nonmesmangrx
orOopy 0bpasnos) ao 15.11.2019;

3. Onpenendrs B XadecTBE DSKCIEPTHOH OPraHys3aliy, YIOIHOMOTeHHON
PoccensX03HaA30pOM Ha TIPOBSACHHE HCCIENOBAHWI AEKAPCTBEHHBIX. CPENCTB st
BETEpUMHAPHOTO mpyiMeHeHHs B 2019 romy B paMxax KOHTPOIA KadecTBa
NeKAPCTBEHHEIX CPEICTB A1 BeTepunapHoro npumMeseHns OI'BY « BIHK,

4. Inpexropy ®TBY «BI'HKH» JLK. Kunry obecrieunTs:

— sanodenre o 01.02.2019 cormameHps ¢ YIpaBieHHsME, OTPAKAIOIIETO
B TOM ducie 00BeM IOUIeKAmUK 0TOOpY Npod B KONMYECTBE, MOCTATOYHOM IS
IPOBENEHUsS DKCIEPTH3B MX KagecTBa, rpaduk, a Takxe NIOPSIAOK [OCTABKH
OTOOPAHEBIX IIPO0;

— He3aMeTHTEeNEHOS raGOpMEpOBAHYE Poccenpxoznanzopa
(ero Yopapnesui) © DOCTYIIEHMH M3 VYhpapBieHuil oTo0pasHex 0oOpaslos,
HE 3aPerICTPUPOBABHEIX B YCTAHOBICHHOM TOPSAKE W/WIH HE COOTBETCTBYIOIMIMX
CBENEHHAM, PA3MEIIEHHEIM B TOCYIAPCTBEHHEIX PeecTpax JEKAPCTBEHHEBIX CPEICTB
CTpaH — 9IE€HOBR TaMOMEHHOIO COI03a, 4 TAKKE IPOAYKIMH HE COOTBETCTBYIOIMIEH
3ABICHHON IIPOM3BOJMTENEM KATETOpHH (KOpMOBas [M00aBKa/NeKapCTBEHHLIH
TIpenapar);

— [IPOBEACHUE 3KCOEPTH3EI  KAYECTBA  JIGKAPCTBEHHEIX  CPENCTE  JJIA
BETEPUHAPHOTO TIPUMEHEHMS, 3aPEIUCTPUPOBAHHBIX B YCTAHOBIESHHOM IOPAIKE
Y 9KCIIEPTHU3HL He3apETrUCTPUIPOBAHEON NPOAYKINY U1 BETEPUHAPHOTO IPUMEHEHUS,
KOTOpPas MOKET OBITh OTHECEHa K AEKapPCTBEHHBIM CPEICTBAM, B YaCTH BO3MOXKHOTO
pucka ee oOpameHus Ha Teppuropus Poccmiickod (Depepanum B pamiax
BEITIONEEHNS TOCYNapCTBeHHOM paborhl «MccnenoBanus IEKAPCTBEHHEIX CPENCTB
IUIS BETEPHUHAPHOTO NPHUMEHECHI;

— [IPENCTABICHHE Pe3yNETATOB HCCHENOBAHU hapManeBTHISCKHUX
JEKAPCTBEHHEIX CPEACTB B CPOK He mpesslmaromuii 20 paboumx gHel,
HMMYHOOHOIOTHIECKIX JEKapCTBEHHBIX cpencts 35 paboumx mueH, co mas
IONyYeHns HEOOXOIMMBIX XS MNpoBeNeHHS wCHHTAaHRH o0pasmoe. B ciyaae
HeOOXOMUMOCTH IPOBENEHMS CHOXHBEX M (MIW) NUTEIRHBIX HCCICSNOBAHMH,
UCIBITAHMH, CIEIUANRHRX SKCIEPTH3 B paccilefoBaHuil Ha OCHOBAHUY ITHCHMEHHBIX
MOTHBMPOBAHHBIX [PEANOKEHUH YUPESKIECHHT, CPOX IPOBCICHHA IKCIEPTH3
(Mcnerrapmi) moxer OITH NpoluieH Pykoroawrenem Poccenbxo3ganzopa HIHM €ro
jaMecTUTeNeM, Ho ue Gonee geM Ha 30 paboux muei;



— BHECEHHE pPE3yNbTATOB OKCHOCPTH3H  JEKAPCTBEHHBIX  CPEACTB  AJIA
Berepurapaoro npuMenesus B AUC «Becra» He mozmsee omdoro pabouero mus
C IATHI OKOHMTAHUS IPOREACHUS HCCIEXOBAHMUIA;

— IpencTaBleHHE OSKCIEPTHOIO 3aKmoueHus B POCCenbXO3HAN20p W ero
Vnpasnenns, B OTHOICHAE 3aperUCTPHPOBAHEEIX B YCTAHOBICHHOM IIOPAIKE ¥ HE
COOTBETCTBYIOIINX KA4eCTBY JNEKapCTBEHHEIX CPEACTB IVl BETEPHMHAPHOID
NPUMEHEHISI, B TEUeHKHe OJHOrC padoyero Jus ¢ MOMEHTA 3aBEPIICHHS WCIEBITAHMH,
B OCTAILHEIX cIyqasx NPEeNCTABICHUE IKCIICPTHOrO 3aKMIOYESHH
B Poccensx03HaN30p ¥ ero YhpaBleHHsd B TedeHUe Tpex pabouux nuell ¢ MomMenTa
3aBEpIICHUS MCIBITAEHH ¥ OXHOBPEMEHHOE Hamnpaslenue B PoccennxosHanzop Ha
SMEKTPOHEEIH anpec vet_org otdel@mail.ru (¢ mocnemyomuM HOCKIIOM TIOUTOMN)
TOTHOTO KOMITIEKTa HOKYMEHTOB, HA OCHOBAHHM KOTOPBIX OBLIO MOATOTOBIEHO
IKCIEPTHOe  3akmiodgeHwe  ((QoTomarepuantl, TPOTOKON HCIERTAHUN, KOIMS
HOPMAaTHBHOI'O JOKYMEHTa npouasomurens (H/I) B 9acTy Nepeans KOBETPONUPYEMBIX.
nokasaTrenel (Ipy UCCIeROBAHMM 3aPEIHCTPHUPOBAHHEIX JIEKAPCTBEHHEIX CPEICTR);

~ JIOCTOBEPHOCTE DIONYJaeMOIo PEe3yIETaTd, ITOAFOTOBKY OOOCHOBAMHELIX
U COACPHAINUX BHIBOAEl SKCHOEPTHBRIX 3aKITIOYEHUH 110 pesyNpTaTAM MCIBITAHMH
00paszoE;

— CBOEBPEMEHHOE ¥ IONHOE IIpeIcTaBieHue HHpOPMANMH IO 3ampocaM
Poccensxo3Hanzopa B OTHOMEHUM UPOBEIESHHBIX WCCIENOBABWH ¥ IIONYYSHHLIX
pe3ynsTaTax;

— eXEMECSIHOE NPSIACTABICHUE B POCCENBXO3HAN30P [0 5-TO WHCIA Mecsna,
CIEAYIOMEro 3a OTYETHBIM [IePHONOM, [POMEKYTOIHBEIX OTIeTOB O pPe3yNBTATaX
[IPOBEISHHEX MCNBITAHMANX, a Takke 00 YIPaBISHUAX, He IPENOCTABUBIIAX ¥ (MK )
HAPYIUMBINKX CPOKH IIpefOcTaBiIeHys 00pa3oB 3a OTIETHEIH Iepro;

— ppnonaenne Tlnana go 20 gexabpa 2019 rona;

- npepcraBnerue B Poccenpxosnansop po 10-ro gmcia Mecsa, CICHyIoWero
33 OTYETHHIM TIEPHOZOM, ©XexBapraipHoll wndopmanuu o HeOOXOZUMOCTH
KoppekTupoBKy [Inana ¢ yaeToM ananusa puCKOB,

5. Kourpons 3a HUCHONHEHHEM  HACTOAINET0  IIPUKA38  BO3IOKHTH
Ha 3aMecTuTens Pyxosoaurens Poccensxosgansopa H.A. Bracoga.

YRPABIEHKE

;f EJAMH,
PyxOBOIUTENE rocy A, o\ C.A. Tanxeept

CIAVAGDI ¥
NMPABOBOIO
OBLCIIEYEHNS
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TltaR KONTPONA KAMECTER JeKAPeTBeHEBIX CPEACTE [N BOTCPHUAPHOTS NpEMencEys 18 2019 ron
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