3apeructpmpoaHo B MuHtocte Poccum 16 oktabps 2013 r. N 30201

MWHUCTEPCTBO CE/IbCKOIr0O XO3AUCTBA POCCUMCKOWN GEAEPALIUN

NMPUKA3
oT 26 mapta 2013 r. N 149

Ob YTBEPKAEHUU AOMUHUCTPATUBHOIO PEFTNTAMEHTA
WUCNONHEHUA ®EAEPA/ILHOI CNYXKBEOM MO BETEPUHAPHOMY
N ®PUTOCAHUTAPHOMY HAA3OPY FOCYJAPCTBEHHOM ®YHKLUN
MO OCYLWECTBNIEHUIO ®EAEPA/IBHOIO rOCYAAPCTBEHHOIO HAZ130PA
B C®EPE OBPALLLEEHUA NEKAPCTBEHHbIX CPEACTB
ANnA BETEPUHAPHOIO NPUMEHEHNA

B cooTBeTcTBMM C NnocTaHoBeHMem MNpaBuTenbcTBa Poccuiickon depepaumnm ot 16 maa 2011 r. N
373 "O pa3paboTke U yTBEPKAEHUN aAMUHUCTPATUBHBIX PEFAMEHTOB UCMONHEHWUA TOCYAAPCTBEHHbIX
OYHKUMA M aAMUHUCTPATUBHBIX PErNamMeHTOB MNpeaocTaB/ieHMa rocyaapcteeHHbix yeayr" (CobpaHue
3aKoHogaTenbcTBa Poccuitickon ®epepaumm, 2011, N 22, ct. 3169; N 35, c1. 5092; 2012, N 28, cT. 3908; N
36, cT. 4903; N 50, c1. 7070; N 52, c1. 7507) npuKasbiBalo:

YTBEPAUTb NpuUnaraemblii AAMUHUCTPATMBHbIA perfaMeHT ucnosHeHua PepepanbHoit cnyxboit
no BeTEPUHAPHOMY U OUTOCAHUTAPHOMY HaZ30pPY FOCYHAPCTBEHHOM GYHKUMM MO OCYLLECTBAEHMUIO
depepanbHOro rocyaapCcTBEHHOrO Hapsopa B cdepe 0O6palLeHMA JIEKApPCTBEHHbLIX CPeacTB AnA
BETEPMHAPHOIO NPUMEHEHMSA.

MuHucTp
H.B.®OEOPOB

YTBepKaeH
npunkaszom MuHcenbxosa Poccum
oT 26 mapTta 2013 r. N 149

AAMUHUCTPATUBHbINA PETNAMEHT
WUCMNONHEHUA ®EAEPANILHOMN CNYXB0M NO BETEPUHAPHOMY
N ®UTOCAHUTAPHOMY HAZA3OPY FOCYAAPCTBEHHON ®YHKLIUK
MO OCYLWLECTB/IEHUIO ®EAEPAJZIBHOIO rOCYAAAPCTBEHHOIO HAZI3OPA
B COEPE OBPALLEHNA NEKAPCTBEHHbIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHUA

|. ObLwue nonoxeHuns

1. AGQMUHUCTPATUBHbLIM pernameHT ucnosiHeHna PeaepanbHol cayK60M NO BeTEPUHAPHOMY WU
OUTOCAaHUTAPHOMY  HaZ30py rocynapCTBeHHOW  QyHKLUMM MO ocylecTBnaeHutio  dpenepanbHOro
rocyapcTBeHHOro Haasopa B chepe obpallleHMA NIEKAPCTBEHHbIX CPeacT8 AAA BeTepUHAPHOro
npumeHeHua (fanee - ALMUHUCTPATUBHDBINA PernaMeHT) yCTaHaB/MBaET CPOKM U NOCAeA0BaTENbHOCTb
agMUHUCTPATUBHBLIX npoueayp (aenctemin) degepanbHot  cnyKbbl MO BeTEPUHAPHOMY MU
¢duTOCaHUTapHOMY Haa3opy (panee - Poccenbxo3Haa3op) M ee TeppUTOPUANbHbBIX YNPaBAEHUN Npu
ocywiectsNeHUn denepanbHOro rocyLapcTBEHHOIO HaA30pa, MOPAAOK B3aMMOAEWUCTBUA MeXAY WX
CTPYKTYPHbIMM NOAPa3LENEHUAMU U AONKHOCTHBIMM IULLAMW, B3aUMOALENCTBUA C tOPULNYECKUMU



NMLUAMW, WMHbIMM OpraHamu roCyAapCTBEHHOW BAacTM M OpraHamm MeCTHOrO CamoynpaBAeHusA,
YUPEKAEHMAMM U OPraHM3aLMAMN NPU UCNONHEHMM FOCYAAPCTBEHHOM GYHKLNN.

HanmeHoBaHMWe rocy4apcTBeEHHON QYHKLMM

2. TocypapctBeHHaa ¢yHKumMA "OcywecTBieHne deaepanbHOro rocyaapcTBeHHOro Hagsopa B
chepe obpalleHWA NeKapCTBEHHbIX CPeACTB [ANA  BeTePMHApPHOro npumeHeHus" (ganee -
rocyaapcreeHHas GpyHKumA).

HanmeHoBaHMe deaepanbHOro opraHa UCNONHUTENbHOM
B/1ACTU, UCMOJTHAIOLLENO roCcyapCTBEHHYI0 QYHKLMIO

3. TocypapctBeHHass OyHKUMA McnonHseTca  PoccenbXo3HaA30poM,  TeppUTOPMabHbIMU
ynpaB/eHuammn PoccenbxosHagsopa.

MepeyeHb HOPMATUBHbIX MPABOBbLIX aKTOB, PErY/IMPYIOLWMNX
MCMNOSIHEHWNE FOCYAAPCTBEHHOW QYHKLUMUM

4. locypapcTBeHHas GYHKLMA UCNONHAETCA B COOTBETCTBMU C:

depepanbHbiM 3akoHOM oT 12 anpena 2010 r. N 61-$3 "O6 obpalleHnn NekapcTBeHHbIX cpeacTts"
(CobpaHue 3akoHoaaTenbcTsa Poccuiickoint depepaummn, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT.
5293; N 49, ct. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446);

depepanbHbiM 3aKOHOM OT 26 aekabpsa 2008 r. N 294-d3 "O 3awmTe nNpaB LPUANYECKUX UL, U
MHAMBMAYANbHBIX NpeanpUHMMaTene Npu ocyLLecTB/IeHMM rocyaapCcTBEHHOMO KOHTpoaa (Haasopa) u
MyHUUMNanbHoro KoHtpons" (CobpaHue 3akoHoaaTenbcTBa Poccuitickort deaepaumn, 2008, N 52, cT.
6249; 2009, N 18, cT. 2140; N 29, c1. 3601; N 48, c1. 5711; N 52, c1. 6441; 2010, N 17, cT. 1988; N 18, cT.
2142; N 31, cT. 4160; N 31, cT1. 4193, c1. 4196; N 32, cT. 4298; 2011, N 1, cT. 20; N 17, cT. 2310; N 23, cT.
3263; N 27, ct. 3880; N 30, cT. 4590; N 48, cT. 6728; 2012, N 19, cT. 2281; N 26, cT. 3446; N 31, cT. 4320,
cT.4322; N 47, c1. 6402);

depepanbHbiM 3aKOHOM OT 2 maa 2006 r. N 59-®3 "O nopsagke paccmoTpeHua obpalleHuni
rpaxkaaH Poccuiickon ®egepaunn” (CobpaHume 3akoHoaaTenbctsa, 2006, N 19, ct. 2060; 2010, N 27, cT.
3410; N 31, c1. 4196; 2012, N 31, cT. 4470);

nocrtaHosneHnem [pasutenbctBa Poccuiickot ®Pegepaumm ot 16 maa 2011 r. N 373 "O
pa3paboTke M yTBEPKAEHUN aAMUHNUCTPATMUBHbBIX PErNaMeHTOB UCNOIHEHWUA TOCYAAPCTBEHHbIX QYHKLUNIA
M aAMUHUCTPATUBHbLIX PErIaMeHTOB NPefoCTaBAeHUs  rocydapcrBeHHblx ycnyr' (CobpaHue
3aKoHogaTenbcTBa Poccuiickon ®eaepaymm, 2011, N 22, ct. 3169; N 35, cT. 5092; 2012, N 28, cT. 3908; N
36, cT. 4903; N 50, c1. 7070);

nocraHosneHnem lpasutenbctea Poccuiickoit Pegepaummn ot 15 oktabps 2012 r. N 1043 "06
yTBepKaeHun [lonoxKeHma o deaepanbHOM rocyaapcTBeHHOM Haasope B céhepe obpalieHus
NeKapcTBeHHbIx cpeacTs” (CobpaHune 3akoHogaTenbcTBa Poccuiickon degepauymm, 2012, N 43, cT. 5877);

noctaHossneHnem [lpasutenbctBa Poccuiickoit Pepepaummn ot 30 mwoHa 2004 r. N 327 "06
yTBepxaeHumn MNonoxkeHns o PegepanbHon cnybe no BeTepuHapHoOMy U GUTOCAHUTAPHOMY Haasopy"
(Poccuitckan raseta, 2004, N 150; CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2005, N 33, cT.
3421; 2006, N 22, ct. 2337; N 26, cT. 2846; N 48, cT. 5035; N 52, cT. 5587; 2007, N 46, cT. 5576; 2008, N 5,
cT. 400; N 25, cT1. 2980; N 46, ct. 5337; 2009, N 6, cT. 738; 2010, N 5, c1. 538; N 16, cT. 1917; N 26, cT.
3350; N 40, cT. 5068; 2011, N 14, cT. 1935; N 18, cT. 2649; N 22, cT. 3179; N 43, cT. 6079).

MpeameT peaepanbHOro rocy4apcTBEHHOro Haa3opa B chepe
0b6palleHna NeKapCTBEHHbIX CPeacTs

5. Npegmetom denepanbHOro rocyfapCTBEHHOIO Hag3opa B chepe obpalleHna NeKapCTBEHHbIX
cpeacts (manee - rocyaapcTBeHHbIM Hapsop) seasetca cobnwogeHue cybbekTamm obpalleHus
JIEKapCTBEHHbIX YCTaHOB/AEHHbIX PeaepanbHbiIM 3akoHOM oT 12 anpena 2010 r. N 61-d3 "06
obpallleHnn NeKapCTBEHHbIX cpeacTB" U NPUHATBIMA B COOTBETCTBUMM C HUM MHBIMWU HOPMATUBHbLIMMU



npaBoBbIMM aKkTamu Poccuiickoit depepaumm TpeboBaHMI K  AOKAMHUYECKUM UCCAEA0BaHUAM
NIEKApPCTBEHHbIX  CPEeACTB,  KAMHMYECKMM  WMCCNef0BaHUAM  JIeKapCTBEHHbIX  Mpenapatos, K
rocyapCTBEHHOM PerucTpaLmMm neKapcTBeHHbIX CPeACTB, XPaHEHUIO, NepeBo3Ke, OTMNYCKY, peannsaumm
M YHUUTOXEHWMIO JIEKAPCTBEHHbIX CPEACTB, a TaKKe COOTBETCTBME JIEKAPCTBEHHbIX CPeAacTs,
Haxo4AWMXca B ObOpalLeHnn, yCTaHOBNEHHbIM 06s3aTeNibHbiM TPeboBaHMAM K MX KadecTBy (ganee -
obnasaTenbHble TpeboBaHMA).

MpaBa 1 0683aHHOCTMN AOMKHOCTHbIX /1ML, MPU OCYLLECTBAEHUN
rocyAapCcTBeHHOro Hagsopa

6. [lONKHOCTHbIE ML NPU UCNOTHEHUWN FOCYAAPCTBEHHON GYHKLUN MMEIOT NPaBso:

a) nonyyYaTb Ha OCHOBAaHWUM MOTMBMPOBAHHbIX MUCbMEHHbIX 3aMpPOCOB OT CybbEeKTOB 0bpalleHuns
NeKApPCTBEHHbIX CPEACTB, OPraHOB WCMOJAHUTENIbHON BnacTM cybbekToB Poccuitckoit depepaumm m
OpraHoOB MECTHOTO CaMOYMNpPaBNeHUs [OKYMeHTbl M MHOpMauMio Mo Bonpocam obpalleHus
NIeKapCTBEHHbIX CPEACTB;

6) b6ecnpenaTcTBEHHO NO NpPeAbABAEHUU CAYKEOHOro yAOCTOBEPEHMA M KOMUWM MNpMKasa
(pacnopsrkeHus) opraHa rocyAapcTBEHHOrO HAA30Pa O Ha3HAaYeHUM NPOBEPKM NOCELLATb UCNO/b3yeMble
IOPULAMYECKUMM  NNLAMM, WHAMBUAYANbHBIMU NPEANPUHUMATENAMMU, ABAAWMMUCA CcyObeKTamu
06paLleHna NeKapCTBEHHbIX CPEACTB, NPU OCYLLECTBAEHMUMU CBOEN AeATE/IbHOCTU TEPPUTOPUM, 34aHUA,
NOMELLEHWUA U COOPYKEHUA B LLENAX MPOBEAEHUA MEPONPUATUIN NO HaA30pY;

B) NpoBoAMTb OTOOP 0OpasLLOB SIEKAPCTBEHHbIX CPEACTB, NpeAHasHaYeHHbIX 41A peanunsauum u
peanusyembix CybObeKkTamu O0b6palleHUsa NeKapCTBEHHbIX CpeacTs, ANA TMPOBEPKM UX KaAYecTBa,
npoBeAeHUa WUCCNef0BaHWK, WCMbITAHUA B COOTBETCTBMM C NpaBuaamuM oTbopa 06pasLoB,
YCTaHOB/IEHHbIMW YMOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTENbHOM BNACTK;

r) BblgaBaTb cybbekTam obpalleHWs NeKapCTBEHHbIX CPeacTB NpeanucaHus O NpeKpalieHun
HapylweHuit obna3aTeNbHbIX TpeboBaHUI U 06 YCTpaHEHUWU BbIABAEHHbIX HapyleHUn 06a3aTesnbHbIX
TpeboBaHuUi;

A) HanpaenATb B YNO/JIHOMOYEHHble OpraHbl MaTepuasbl, CBA3aHHble C HapyLEeHUAMM
0653aTeNIbHbIX TPEOOBaHWUI, ANA peleHMa BONPOCOB O BO3OYKAEHWUM YroNOBHbIX AN Mo Npu3HaKam
npecTynieHumn.

7. JONXKHOCTHbIE AMU@ NPU WUCMOAHEHWW TOCY[APCTBEHHOM QYHKLUMM 0683aHbl cobat0aaTbL
NONIOXKEHUA ALMUHUCTPATUBHOIO pernameHTa.

MpaBa 1 06583aHHOCTM INLL, B OTHOLLEHWMN KOTOPbIX OCYLLLECTBASIOTCA
MEepPONpPUATUA MO KOHTPOO (Haasopy)

8. FocypapcTBeHHan GyHKLUMA UCNONHSAETCA B OTHOLWEHUN MHAMBUAYAAbHbIX NpeanpuHuMmaTenen,
IOPUANYECKUX JINL, HE3aBUCMMO OT WX OpraHM3auMOHHO-NPaBoOBbIX GOPM, OCYLLECTBAAIOLLMNX
OeATeNbHOCTb NpY 06paLLEHMN NEeKAPCTBEHHbIX CPEACTB.

OT MMEeHM IPUANYECKUX NN1LL, @ TaKKe UHANBUAYANbHbIX NPpeanpuHMMaTenei MoryT 4eicTBoBaTb
NX YNONHOMOYEHHble NPeACTaBUTENN.

B npeaycMoOTpeHHbIX 3aKOHOM C/lydanaX OT MMEHU PUAMYECKOrO /ML MOTYT AeNCTBOBaTb ero
YYaCTHUKM.

9. /lnua, B OTHOLLEHUM KOTOPbIX OCYLLLECTBAAIOTCA MEPONPUATUA NO rocyAapCTBEHHOMY KOHTPO/IO
(Hap30py) (nanee - npoBepaemble n1LA), UMEKT NPaBo:

a) Ha nucbMeHHoe JaocyaebHoe o6anoBaHue gaelcTBUiA  (6e3geincTBusA) U pelueHui,
OCYLLECTB/IEHHbIX (MPUHATLIX) AO/MKHOCTHbIMM  AMUAMKU  Poccenbxo3Haasopa, TepputTopuanbHbIX
ynpasneHunin Poccenbxo3Haasopa Npy UCNOAHEHUM roCyapCTBEHHOMN GYyHKLNMK;

6) obpalatbca B Poccenbxo3Haa30p AMYHO UK HanpaBasTb NMMCbMEHHbIe 0bpalleHua, Nnoay4vaTtb
MHOOPMALUMIO O XO4e MX PaCCMOTPEHMA, a TaKKe CBeAeHUs W AOKYMEHTbl, Heobxoaumble Aans
obocHoBaHWs 0bpaLLeHuni;

B) HenocpeacTBEHHO MPUCYTCTBOBaTb MPWM MNPOBEAEHUW MPOBEPKKU, AaBaTb 0O6BACHEHMA Mo
BOMPOCAM, OTHOCALLMMCA K NpeaMeTy NPOBEepPKU;

r) obxanoBatb  aencteus  (besgenicTtBMe)  OOMKHOCTHbIX  Auy,  PoccenbxosHagsopa



(TeppuTOpManbHbIX ynpaBneHWn Poccenbxo3Hagsopa), noBfeKkwue 33 coboi HapyweHus npas
NpoBepPAEMOro auLa Npu NPoBeLEHUN NPOBEPKKU, B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckol
depepaunn.

10. NMpoBepaemble nnLa 06A3aHbI:

a) npeactaBnATb COOTBETCTBEHHO B Poccenbx03Haz30p, TeppuTOpUasbHOE YynpaB/ieHue
Poccenbxo3Hagsopa (ero A[OMKHOCTHBIM - IMLAM) MO  €ro  MOTUMBMPOBAHHOMY TpeboBaHWUIO B
YCTAHOBNEHHbIN CPOK AOKYMEHTbI U MaTepuasbl, HeobXxoaMMble ANA NPOBEAEHUA NPOBEPKY;

6) UCNONHATL  MpeAanucaHua Poccenbxo3Haz3opa, TeppUTOPUANbLHOrO  ynpaBaeHuA
Poccenbxo3Hag3opa 06 ycTpaHEHMM BbIABAEHHbIX B XO4E MNPOBEPKU HapylweHuin obAasaTenbHbIX
TpeboBaHUN.

OnucaHue pesynbTaTa UCMONHEHWUA FOCYAAPCTBEHHON GYHKUNU

11. Pe3ynbTaTom MCMOAHEHMS TOCYAAaPCTBEHHON GYHKUMM B YCTaHOB/IEHHOW chepe AeATeNbHOCTU
ABNAETCA NPUHATUE PELLEHMA:

o 6e3sonacHocTK, KayecTBe M 3PPEKTUBHOCTM NEKAPCTBEHHOrO CPEeACTBa A/ BETepUHapHOro
NPMMEHEHMA U BO3MOXKHOCTU ero obpalleHus Ha Tepputopun Poccuiickon ®egepauuu;

0 HEBO3MOXKHOCTN 06paLLEeHNa IEKAaPCTBEHHOTO NpenapaTta 4,19 BETepPMHAPHOTO NPUMEHEHNA Ha
Tepputopun Poccuiickoi ®esepauym u OTMEHE €ro rocyZapCcTBEHHON PErncTPaLLMM B CBA3W C HalMuMem
PUCKa MAWN Yrpo3bl 340PO0BbIO, KM3HU KMBOTHOTO NPU MPUMEHEHUU NIeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MpUMMeHeHMA AMBO NPUOCTAHOBAEHUM MNPUMEHEHUA, M3bATUM K3 obpalleHus,
BO30OHOBAEHUU MNPUMEHEHUA, NPUOCTAHOBAEHUU WMAM MPEKPALEHUU KAUHUYECKOro WUCCNeAoBaHuA
NleKapcTBEHHOro npenapaTa AN BETEPUHAPHOrO NPUMEHEHMS.

Il. TpeboBaHMA K NOPAAKY UCMONHEHWUA FOCYAAPCTBEHHOMN QYHKLMM

MopaaoK MHGOPMUPOBaAHUA 06 MCNOSHEHUMU
rocyaapcTBeHHOMN GpyHKLMH

12. CBegeHua o Poccenbxo3Hagsope:
mecToHaxoxaeHune: 107139, r. Mocksa, OpanKkos nep., 4. 1/11.
lpadumk paboTbl Poccenbxo3Haasopa v ero TeppuUTopmasbHbIX YNpaBaeHUNA:



OHn Hepgenn

Yacbl paboTbl

MNoHeaeNbHUK - vyersepr

09.00 - 18.00

MNatTHMUa

09.00 - 16.45

Cy660Ta, BoCcKpeceHbe

BbIxoaHOM AieHb




MHbopmaumsa o nouyTtoBbIX agpecax, TenedpoHax (dakcax), agpecax 3/EKTPOHHOW MOYTbl WU
odpuumnanbHbIX canTos B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOM cetn "MHTepHeTt"
TeppUTOPUANbHBIX  ynpaBaeHuit  Poccenbxo3Hapgsopa yKasaHa B [punoxedwnn N1 K
ALMUHUCTPATUBHOMY PernamMeHTy.

12.1. MHbopMauus o nopsaKe UCNOAHEHUSA TOCYAAPCTBEHHOM GYHKLMM NPeaoCTaBAAETCA:

a) nocpeacTsom TenepoHHOM CBA3KN MO HOMepy TenedoHa Ansa cnpaBok: +7 (495) 607-51-43;

6) nocpeacTBoM pasmelleHUs Ha oduuManbHOM caiTe Poccenbxo3Hagsopa B MHGOPMALMOHHO-
TeNeKOMMYHUKaunoHHoM ceTn "UHTepHeT": www.fsvps.ru;

B) N0 NUCbMEHHbIM O0bpaLLeHUAM:

MouToBbIN aapec AnA HanpasneHua obpaweHuii: 107139, r. Mocksa, Opaukos nep., 4. 1/11,
Poccenbxo3Hagsop.

Appec  371eKTPOHHOW  noyTbl  Poccenbxo3Haasopa  ANA  HanpasieHUA  OOpaLLeHui:
farmnadzor@fsvps.ru.

13. MNopAagok nonyyeHna MHGoOpMaLMKM NO BOMPOCAM MCMONHEHWUA TOCYAaPCTBEHHOW GYHKUNUK, B
TOM YMC/IE O XOLE UCMONHEHWA FOCYAaPCTBEHHON QYHKLMM:

npu MHGOPMUPOBAHUN MO MUCbMEHHbIM ObBpalLeHMAM OTBET Ha obpalleHMe HanpaBAAeTcA no
noute B agpec 3aasutens B 30-4HEBHbIN CPOK CO AHA perncTpaLmm NMCbMeHHOro obpalyeHus;

npu MHGOPMMPOBAHMM MO SNEKTPOHHOM NouyTe OTBET Ha obpalleHne B dopme 3/EKTPOHHOro
OOKYMeHTa MOXKeT HanpaBAATbCA KaK B NMCbMeHHOM popme, TaK U B popme 3N1eKTPOHHOTO AOKYMEHTA B
30-AHEeBHbIN CPOK CO AHA PErUcTpaummn aHHOro obpalyeHus.

13.1. MNpu unHOOPMMPOBAHMM MNOCPEACTBOM TenedpOHHON CBA3SU  AONKHOCTHble JMua
Poccenbxo3Hagsopa (TeppuTopuanbHbIX yrnpaBieHnin Poccenbxo3Hagsopa) 06s3aHbl NpeaocTaBUTb
cneayouwyto HGopmMmaLmio:

a) cBeAeHWs O HOPMATUBHBIX MPABOBbLIX aKTaX, PernameHTUPYIOWMX BOMPOCbl WCMOJIHEHUA
rocyaapcTBeHHOM GyHKUUK;

6) cBeaeHMA 0 NopsAKe UCNOJIHEHWUS TOCYAAaPCTBEHHOM PYHKLMM;

B) CBeAEHWUS O CPOKAX UCMOJTHEHUSA FOCYAaPCTBEHHOMN GYHKLMK;

r) cBegeHUss O MEeCTOHaXOMAEHMM nomelweHua Poccenbxo3Hagzopa (TeppuUTopuanbHbIX
ynpasneHuii Poccenbxo3Hagaopa), NpeaHasHayeHHoro 41 npuema obpaleHnii;

) ceepeHna ob aapecax cailTa M 31EKTPOHHOW MouTbl Poccenbxo3Hagsopa (TeppuUTopuanbHbIX
ynpasaeHunin PoccenbxosHagzopa);

e) ceBefieHMA 0 Xo4e UCNOIHEHUA FrOCyAaPCTBEHHOM GYHKLMN.

13.2. Mo WuHbIMm BOMpocam WHPoOpMAUMA NpPefoCTaBAAETCA TOMbKO Ha OCHOBAHWMU
COOTBETCTBYHOLLEINO MMCbMEHHOTO 06paLLEeHMA.

NHbopmauma o mecte HaxoxaeHus, rpaduke paboTbl, agpecax oduuUMabHbIX CaNToOB, aapecax
SNEKTPOHHOM MOYTbl, HOMepPax CNpPaBoYHbIX TenepoHoB Poccenbxo3Haz30pa U ero TePPUTOPUANIbHbIX
ynpaBAeHWUA pasmeLLaeTca:

Ha oduumManbHOM caiiTe Poccenbxo3Haa3opa B MHGOPMALMOHHO-TENEKOMMYHUKALNMOHHOW CeTH
"MHTepHeT" no agpecy: http://www.fsvps.ru;

Ha MHPOPMALMOHHBIX CTeHZAx B NomelleHuAx Poccenbxo3Hagsopa M ero TeppuTopUabHbIX
ynpas/ieHui;

B ®depgepanbHON  rocygapctBeHHoOM  MHPOpMAUMOHHOM  cucteme  "EAuHbIA  nopTan
rocyaapcTBEHHbIX U MyHULMMANbHbIX ycayr (GyHKumni)" (www.gosuslugi.ru).

14. Ha oduumanbHom caitTe Poccenbxo3Hazsopa M opuUMANbHbIX CaliTax TepPPUTOPUASbHBIX
ynpasneHuii Poccenbxo3Hagsopa pasmellaeTca cneaytolias Hbopmaums:

€XXerogHblil nnaH npoBeAeHMA NAaHOBbIX MPOBEPOK topuanydeckux nauy, (ux éunmanos,
npeacTaBUTENbCTB, 060CO6/IEHHbIX  CTPYKTYPHbIX  MnoapasgeneHuii) " WUHAMBUAYANbHbIX
npeanpuHMmaTenei, MNpoBOAMMbIX  Poccenbxo3Haa30pom  (TeppUTOPMANbHbIM  yNpaBaeHUEM
Poccenbxo3Hagsopa), dopmupyembii Ha COOTBETCTBYIOLLMI KafeHAAPHbIA rog W yTBeprKAaembln
pykosoautenem  Poccenbxo3Hapsopa  (TepputopuanbHoro  ynpasaeHua — Poccenbxo3Hazsopa)
(pasmewaetca Ha odumuManbHOM caiTe Poccenbxo3Hagsopa, oGULMaNbHOM CaliTe COOTBETCTBYHOLLENO
TeppuUTOpManbHOro ynpasneHua Poccenbxo3Hagsopa B TeuyeHMe 5 pabounx pgHen co AHA ero
YTBEPHKAEHUS);



MHbOPMaLMA O pesysibTaTax NPOBEPOK, NPoBeAEeHHbIX POCCENbX03HAA30POM (TEPPUTOPUA/IBHBIM
ynpasneHnem PoccenbxosHagsopa) (pasmewaetcs Ha oduuManbHOM canTe PoccenbxosHaasopa
(cooTBETCTBYIOLLErO TEPPUTOPMANBHOTO yrnpaBaeHns Poccenbxo3Hagsopa) B TeyeHne 5 paboumnx gHew
CO OHA COCTaBNEHMA aKTa MPOBEPKU);

TEeKCT AAMUHUCTPATUBHOIO periameHTa C NPUIOKEHUAMM;

rnepeyeHb 3aKOHOAATE/NIbHLIX M MHbIX HOPMATMBHbIX MPABOBbIX AKTOB, COAEPMKALLMX HOPMbI,
HenocpeacTBEHHO peryanpytowme UCNosHEHWE roCcy4apCcTBEHHON QYHKUNUMK;

rpadumK paboTbl Poccenbxo3Haa3opa U ero TeppuUTOPUabHbIX YNpaBaeHUN;

afapeca sNeKTPOHHOM noyTbl Poccenbxo3Hag3opa M ero TeppUTOPUANbHbIX YNPaBAEHUN;

HomMepa TenedoHOB, MO KOTOPbIM OCYLLECTBAAETCA MHPOPMMPOBAHME NO BOMPOCAM UCMONHEHUSA
rocygapcTBeHHON GpyHKLUMN.

NHbopmaumsa no BOMpocam MCMNOJHEHUA TFOCYAAPCTBEHHOM OGYHKUMW PasMeLLAeTca TaKKe B
depepanbHOM rocygapcTBeHHOW WMHGOPMAUMOHHOM cucteme "EAMHBLIA NopTan rocyaapCTBEHHbIX W
MyHUUMNanbHbIX ycayr (pyHKumin)" (www.gosuslugi.ru) (manee - nopTan rocygapcTBeHHbIX U
MYHULUMNANbHbIX ycayr (GyHKLMIA)).

15. HanpasneHue nHbopmaLumn o Bcex cay4anax NnoboUHbIX AeNCTBUIA, Cepbe3HbIX HeXeNaTebHbIX
peakuuax, HenpeasUAEHHbIX HEXeNaTebHbIX PeaKUMAX NPU NPUMEHEHUN TIEKAPCTBEHHbIX MPEenapaTos,
06 0cObeHHOCTAX B3aMMOLENCTBMA NEKAPCTBEHHbIX NPEnapaToB € APYIMMU  NIeKapCTBEHHbIMU
npenapaTtamu, KOTopble OblNN BbISBAEHbI NPU NPOBEAEHUN KIUMHUYECKUX UCCNEA0BaHUI U MPUMEHEHUN
NIeKapCTBEHHbIX NPENapaToB, 3apPerucTpMpoBaHHbIX B Poccuiickoit Pepepaumnn cybbektamm obpatieHmn
JIeKapCTBEHHbIX CPeaCTB, NMPOU3BOAUTCA:

Ha BymaXKHbIX HOCUTeNAX No agapecy: Poccenbxo3Hag3op, oTAeN, YNONHOMOYEHHbIN OCYLLEeCcTBAATb
Haz3op B cdepe 0OpaLLEHMA NIEKAPCTBEHHbIX CPeacTB A4/ BEeTepuUHapHOro npumeHenus: 107139,
Mocksa, Opankos nep., 4. 1/11. TenedoH gns cnpasokK: +7 (495) 607-51-43;

Nno 3NeKTPOHHOM noyTte no agpecy farmnadzor@fsvps.ru;

B 3/IEKTPOHHOW popme Yepe3 MHPOPMaALMOHHO-aHANUTUYECKYIO cucTeMy Poccenbxo3Haa3opa.

16. MHdopmauma o mecTe NprMema, a TakKe 06 YCTaHOBAEHHbIX AN BblAAYN LOKYMEHTOB AHAX U
Yacax pasmeLyaeTca Ha MHGOPMaLMOHHbIX CTeHaax PoccenbxosHagzopa.

CBeaeHuUA o0 pasmepe naathl 3a YCAYrM opraHmsaumm
(opraHmsauuii), yyacTeytowein (y4acTByOLWMX) B UCMOJHEHUN
rocy4apcTBeHHON GyHKLMM, B3UMaAEMOt C 11La, B OTHOLIEHUN
KOTOPOro NpoBOAATCA MepPonpUATMA NO KOHTPONO (Haa3opy)

17. UcnonHeHue rocyfapcTBeHHOM QYHKLMM OCyLLecTBAseTCA Ha 6e3B03mMe34HOM OCHOBe.
CpOK UCNONHEHMSA FOCYAaPCTBEHHOM GYHKLUM

18. O6wMmit CpoK NpoBeAeHMA NPOBEPKN (C JaTbl HA4YaNa NPOBEPKM U A0 AaTbl COCTABAEHMA AKTA
no pesy/ibTaTaM NPOBEPKU) HE MOKET NpeBbIwaTh 20 paboumx gHen.

18.1. B OoTHOWeEHUN O4HOro Cy6bEKTA Masioro NpeanpuHMUMaTeNbCTBa ObLWMIA CPOK NpoBeseHns
NJIaHOBbIX Bble34HbIX MPOBEPOK HEe MOXKeT npesbiwaTb 50 Yacos B rog 414 Manoro npeanpuatma u 15
YacosB B ro AN MUKPONPeanpUATUS.

18.2. Cpok npoBegeHUs Kaxaoh [OKYMEHTAapPHOM W Bble34HOW MPOBEPKU B OTHOLUEHWUM
IOPUOMYECKOTO /NLA, KOTOPOE OCYLLECTBAAET CBOK AeATeNbHOCTb Ha TeppUTOPUAX HECKOJIbKUX
cybbektoB  Poccuiickor  ®Pepepaumn, yCTaHaBAMBAETCA OTAENbHO MO Kaxagomy dunuany,
npeAcTaBUTENbCTBY, 060COBNEHHOMY CTPYKTYPHOMY MOApPa3aeIeHUo PUAMYECKOro AnLa, Npu 3TOM
06LW Mt CPOK NpoBeAEHUA MPOBEPKN HE MOXKET NpeBblwaTbh 60 pabounx gHen.

18.3. B MCKNOYMTENBHBIX C/yYasaX, CBA3aHHbIX C HEOBXOAMMOCTbIO NPOBEAEHMUA CNOXKHbIX U (MAK)
ONVNTENBHBIX UCCNeN0BAHWUM, UCMbITAHWIA, CNeunanbHbIX SKCNepTUM3 U pacciefoBaHUM, Ha OCHOBAHUMU
MOTUBUPOBAHHbIX NPEASIONKEHUN AOMKHOCTHbIX AUy, Poccenbxo3Haasopa M ero TeppuTopuabHbIX
ynpaBneHWin, NPOBOAALLMX Bble3AHYHO NIAaHOBYIO MPOBEPKY, CPOK MPOBEAEHWUA Bble3AHON MAaHOBOM
NPOBEPKM  MOXeT ObiTb NpoaseH COOTBETCTBYHOLWMM  pyKoBoauTenem Poccenbxo3sHaa3opa
(TeppuTopranbHoro ynpasneHuna Poccenbxo3Hagsopa), HO He 6osee yem Ha 20 paboumx AHel, a B



OTHOLUEHMM MabIX NPeanpuUATUn, MUKpONpPeanpuATUi - He 6onee yem Ha 15 vacos.

MpoBepsaemoe n1Lo MHGOPMUPYETCA COOTBETCTBEHHO PoCCenbXxo3HaA30poM, TEPPUTOPUAIbHBIM
ynpasneHnem Poccenbxo3Hagsopa 0 NpogieHnn Cpoka NPoBepKn nocpeactsom GakCUMUIbHOW CBA3M,
TenepoHHON CBA3M WM INEKTPOHHOM MOYTbl HEe Mo3AHee AHA, Caeaylollero 3a AHemM nognucaHusa
npuvKasa O MPOANEHUN CPOKA Bble3AHOW NPOBEPKKM, C MNOCAEAYHOLMM BPYYEHUEM €ro KOonuu
npoBepAemMomy nuvuy MO0 HanpaBNeHWEM ero Konmuu MNpPOoBEPAEMOMY NULY 3aKasHbIM MOYTOBLIM
OTNpaBAEHNEM C YBEAOMIEHWMEM O BPYUYEHUN.

18.4. AKT NpOBEpPKM COCTABNAETCA HEMOCPEACTBEHHO B I€Hb 3aBEPLUEHNA NMPOBEPKM.

19. C6op, obpaboTKa, permctpauma u aHanms nHGopmaumm o NoOOYHbIX AENCTBUAX, CEPbE3HbIX
He)KenaTeslbHbIX pPeakumMax W HenpeaBUAEHHbIX HEMKeNaTeslbHbIX Peakumax npu npumMeHeHun
NIeKapCTBEHHbIX NpenapaToB, 06 0COBEHHOCTAX B3aMMOAEWNCTBUA JIEKAPCTBEHHbLIX MNPEMNapaToB C
APYTMMUM NeKapCTBEHHBIMW NpPenapaTamm, KoTopble Bbln BbIABAEHbI MPU NPUMEHEHMUM NEKAPCTBEHHbIX
npenapaToB, 3aperucTpMpoBaHHbIx B Poccuiickoi ®eaepaumm, ocywecteasatotca B TedeHne 20 paboumx
AHel ¢ AaTbl NOCTYNAEHWUA COOTBETCTBYIOLLEN MHOOPMaUUK B Poccenbxo3Haa3op.

20. Cbop, obpaboTKa, perncrpayma n aHanms MHPopmaLmMn 0 NOBOYHbLIX AENCTBUAX, CEPbE3HbIX
He)KenaTeslbHbIX PeakuMaXx W HenpeABUAEHHbIX HEMXKeNaTe/IbHbIX PeakuMaX npu  NpUMeEHEHUN
NIeKapCTBEHHbIX NpenapaToB, 06 OCOBGEHHOCTAX B3aMMOAENCTBUA NEKAPCTBEHHbIX MPENApPaToB C
APYTMMU NEeKapCTBEHHbIMKW NpenapaTaMu, CoAepKaLLENCA B MEPUOAMYECKMX OTYeTax No 6e3onacHoOCTH
NIeKapCTBEHHbIX MPenapaTos, 3apPerucTpuMpoBaHHbIX B Poccuiickolt Pepepaumm, ocywecTBAAOTCA B
TedyeHne 30 paboumx AHel ¢ AaTbl MNOCTYNNEHWA MNepuoAMYEcKoro oT4yeTa no 6He3onacHocTu
JleKapcTBeHHOro npenapata B Poccenbxo3Hagzop.

21. Ny6ankauma Ha oduumanbHOM caiTe Poccenbxo3Haf30pa pPeleHnin 0 NPUOCTAHOB/IEHUM
NPUMEHEeHUa NEeKapCTBEHHOIO MpenapaTta, BHECEHUU WM3MEHEHUW B MHCTPYKUMIO MO MPUMEHEHUIO
JIeKapCTBEHHOro npenapaTa, M3bATUM U3 obpalleHusa, BO30OHOBAEHUMM MPUMEHEHUS UAN OTMEHe
rocyapCTBEHHOM perncTpaumm IeKapCcTBEHHOro npenapaTa, NPUHATLIX MO pe3y/bTaTamM MOHUTOPWHIA
6€30MacHOCTM NIEKAPCTBEHHbIX NPENapaToB, OCYLW,ECTBASETCA B CPOK, He npesblwatowmin 10 paboumnx
OHel ¢ A4aTbl NPUHATUS COOTBETCTBYIOLLErO pelleHnn Poccenbxo3Haa30poM.

I1l. CocTas, nocnefoBaTe/IbHOCTb U CPOKM BbINOJIHEHUA
aAMUHUCTPATUBHbIX NpoLeayp (AencTenit), TpeboBaHMA K MOPAAKY
WX BbINOJHEHWA, B TOM YMC/ie 0COBEHHOCTU BbINOAHEHMA
a4MUHUCTPATUBHBIX Npoueayp (4eNcTBuit) B 3n1eKTPOHHOM dopme

22. WcnonHeHne rocyfapcTBEHHOW OYHKLMM BKAOYAET B ceba cnepyolme agMMHUCTPATUBHbIE
npoueaypbl:

OopraHvM3aumMa 1 npoBefeHUe NPOBEPOK cobntogeHnsa cybbeKkTammu obpalleHuAa NeKapCTBEHHbIX
cpeacts TpeboBaHMI K AOKAMHUYECKMM MUCCNEA0BaHUAM JIEKAPCTBEHHbIX CPeAcTB, KAMHUYECKUM
nccnenoBaHUAM NIEKAPCTBEHHbIX NPenapaTos, rocyAapCTBEHHON perncTpalmm NeKapcTBeHHbIX CPeaCTs,
XpaHeHWIo, NnepeBo3Ke, OTMNYCKY, peann3aunm U YHUUTOXEHUIO NeKapCTBEHHbIX CPeCTB;

opraHmMsauma n nNposeaeHUe NPOBEPOK COOTBETCTBMA SIEKAPCTBEHHbIX CPeacTB, HaXOoAALWMXCA B
obpalleHnmn, yctaHOBAEHHbIM 0653aTeNIbHbIM TPEOOBAHUAM K MX KayecTsy;

OpraHu3auma 1 NnposeseHMe MOHUTOPMHIa 6e30MacHOCTU NEeKAPCTBEHHbIX NPenapaTos.

23. Bbnok-cxema WCMOJIHEHUA rocyaapcTBeHHON ¢yHKUMKM npusedeHa B MpunoxkeHun N 2 K
AOMUHUCTPATUBHOMY pernameHTy.

OpraHu13auus n nposeaeHve NpoBepoK cobnoaeHms cybbekTamm
0b6palleHna NeKapCTBEHHbIX CPEACTB TPebOBaAHUM K OKANHUYECKUM
NCCNeA0BaHNAM NIeKapCTBEHHbIX CPEACTB, KANMHUYECKUM
NccneAoBaHNAM NIeKapCTBEHHbIX NPenapaTos, rocyAapCTBEHHON
perncTpauumn NekapcTBEHHbIX CPeACTB, XPaHEHMIO, MEPEBO3KE,
OTMYCKY, Peanr3aLmm u YHUUTOXKEHMIO IeKapCTBEHHbIX CPeaCTB

24. TMpoBepkn MoOryT ObiTb NAAHOBBIMM W  BHEMIAHOBLIMW, OCYWECTBAATbCA B  dopme
AOKYMEHTaPHbBIX M Bble34HbIX NMPOBEPOK.



25. NnaHoBble NPOBEPKN NPOBOAATCA HE Yalle O4HOro pa3a B TPU roaa.

26. OcHoBaHWEM ANA Havyana aAMMHUCTPATMBHOM Npoueaypbl ABNAETCA:

26.1. npn NnpoBeAeHMN NNAHOBbIX MPOBEPOK:

HaCcTynaeHne CpOKa NPOBEPKM, YKA3aHHOrO B EXEerogHoM MJaHe MNpoBeAeHUA NAAHOBbLIX
NPOBEPOK LOPUAMNYECKUX UL, U UHAMBUAYANbHbBIX NPeANPUHUMATENEN, YTBEPKAEHHOM PYKOBOAUTENEM
Poccenbxo3Hagsopa (TeppuTopuanbHOro ynpasaeHus Poccenbxo3Hagsopa) B COOTBETCTBUM C €ro
NOJHOMOUUAMMU;

26.2. npn NpoBeAeHMN BHENNAHOBbIX MPOBEPOK:

26.2.1. ncteyeHne CPOKA UCMONHEHUA NPOBEPAEMbIM JINLOM paHee BblA4aHHOrO npeanucaHma ob
YCTPAHEHWW BbIABAIEHHOIO HapyLeHMA 0ba3aTeNbHbIX TpeboBaHM;

26.2.2. noctynaeHue B Poccenbxo3sHaasop WIn  TeppuTopuanbHble  ynpaBaeHuUA
Poccenbxo3Haasopa obpalleHnit M 3aABAEHMI TpaxKAaH, PUANYECKUX UL, WHAMBUAYAbHbIX
npeanpuHumaTenen, WHOpMauuM OT OPraHOB FOCYAAPCTBEHHOM BNACTW, OPraHOB MECTHOro
Camoynpas/ieHus, U3 CpeaCcTB MAacCcoBOM MHPOPMALLUK O ceaytowmx haKTax:

a) BO3HMKHOBEHWE Yrpo3bl NPUYMHEHUA BPEAA KWU3HW, 300POBbIO FPaxKAaH, Bpeaa KMBOTHbLIM,
pacTeHUsAM, OKpyKatoLwen cpeae, 6€30NacHOCTM rocyapcTBa, a TaKKe Yyrpo3bl Ype3BbIYaMHbIX CUTYALNIA
NPUPOAHOrO U TEXHOTEHHOrO XapaKTepa;

6) NpUYMHEHWe Bpeaa *KMU3HM, 340POBbLIO FParkAaH, Bpeaa XUBOTHbIM, PACTEHUAM, OKpYyKatoLLein
cpene, 6e3onacHOCTN rocyAapcTBa, a TakKKe BO3SHUKHOBEHME Ype3BblYalHbIX CUTyaLMi NPUPOLHOrO U
TEXHOTEeHHOr0 XapaKTepa;

B) HapyLweHue npas notpebutenei (B cnyyae obpalleHMa rparkaaH, NpaBa KOTOPbIX HapyLeHbI);

26.2.3. MpuKkas (pacnopsaxeHue) pyKkoBoauTens Poccenbxo3Hag3opa WAM TeppUTOpPManbHOro
ynpasneHma Poccenbxo3Hans3opa, U34aHHbIN B COOTBETCTBMU € nopyveHmAamu MpesunaeHTa Poccminckol
depepaunn, Mpasutenbctea Poccuiickon Pepepaumm MaM Ha OCHOBaHMKM TpeboBaHWMA MPOKypopa O
nposeseHNN BHEMIAHOBOW NPOBEPKM B PaMKax HaA30pa 3a UCMOJIHEHMEM 3aKOHOB MO NMOCTYMNUBLUMM B
OpraHbl NPOKypaTypbl MaTepuasam 1 obpaLLeHUAM.

ObpalweHna W 3aABNEHMA, He MO03BOAANOWME YCTAHOBMTL /IMUO, obpaTuBlieecA B
Poccenbxo3Hag3op van TepputopuanbHOe ynpasnieHuMe Poccenbx03Hag3opa, a TakKe obpalieHusa wm
3asBNeHMA, He coAep)Kalme cBeAeHUMM O ¢daKTax, YKasaHHbIX B MyHKTe 26.2.2 AAMWHUCTPATUBHOIO
perfnameHTa, He MOTyT CNYXKUTb OCHOBAHWEM 414 NPOBEAEHUA BHEM/AHOBOW NPOBEPKMU.

27. BHennaHoBaa Bble3gHAA NPOBEPKA MNPOBEPAEMbIX /ML, MOXEeT OblTb npoBedeHa Mo
OCHOBaHMAM, YKas3aHHbIM B noAnyHKTax "a" u "6" nyHKTa 26.2.2 AAMMHUCTPATUBHOIO pernameHTa,
nocse COrfacoBaHUA C OPraHOM TMNpPOKypaTypbl NO MECTYy OCYLLeCTBNEHUA AeATe/IbHOCTU TaKuX
npoBepsAeMbIX L.

28. ALMMHUCTPATMBHAsA NpoLeaypa COCTOUT U3 CAeAYIOWMX aAMUHUCTPATUBHbIX AEACTBUIA:

a) NOAroToBKa K NPOBEPKE;

6) NnpoBegeHne NPoBEPKYU;

B) COCTaB/IEHME aKTa MPOBEPKM W O3HAKOMJEHME C €ro CoAep)KaHMeM pyKoBoAUTENA
(ynonHomoueHHOro npeacTaBuTens) OPUANYECKONO NLA UAN UHANBUAYANBHOTO NPEANPUHUMATENA.

JONKHOCTHBIM  IMLOM, OTBETCTBEHHLIM 33 BbINOJIHEHWE ALMWHUCTPATUBHOM Mpoueaypbl U
BXOAALWMX B €e COCTaB aAMWHUCTPATMBHbIX [OENCTBUIN, ABNAETCA 3aMeCTUTEeNb PYKOBOAUTENA
Poccenbxo3Hag3opa wan TeppuTopuanbHOro ynpasaeHWa Poccenbxo3Haa3opa, B COOTBETCTBUM C
pacnpegeneHmem ob6a3aHHOCTEN.

29. Mpu noOAroToBKE K MPOBEAEHUID MNNAHOBbLIX M BHEMMAHOBbLIX MPOBEPOK COTPYAHMUK
Poccenbxo3Hagsopa (TeppuTopuanbHOro ynpaeneHua Poccenbxo3Haasopa), OCyLLeCTBAAOLWMA
KOHTPO/Mb 3a oOpraHuM3auMer U NPoOBEeAEHUMEM LOKAMHUYECKUX WUCCAEAO0BaHUA U KIMHUYECKMX
nccnenoBaHUi, B TedyeHWe Tpex paboumx gHen (Npu opraHM3auMy NAaHOBOM MPOBEPKM) MAM OAHOTO
pabouyero AHs (Npy opraHM3auMM BHEMAHOBOWN MPOBEPKM) FOTOBMT MPOEKT MpUKasa O NpPoBeAeHUM
NPOBEPKM IOPUAUYECKUX NNL, U UHANBUAYANbHbIX NPeAnpUHUMATENEN U MaTepuasbl K HEMY, B KOTOpble
BK/IOYAIOTCA:

HaMMeHOBaHMe OpraHa rocyapcTBEHHOrO KOHTPOAsA (Hagsopa);

bammnnmM, UMeHa, OT4yecTBa, AO/KHOCTM [O/MKHOCTHOFO /MLA WMAWM  OO/MKHOCTHBIX /UL,
YNO/IHOMOYEHHbIX Ha MpPOBeAEeHME MNPOBEPKWU, a TaKkKe MPMBIEKAEMbIX K MPOBEAEHUIO MPOBEPKMU
3KCnepToB, NpeACcTaBUTENEN SKCNEPTHbIX OpPraHM3aLmii;



HaMMeHOBaHWE OPUAMYECKOTO ANUA WAM  GamuanA, MMA, OTYEeCTBO WHAMBUAYANBbHOMO
npeanpuMHMMATENs, MPOBEPKA KOTOPbIX MPOBOAMUTCHA, MECTA HAXOXAEHWUS oPUOUYECKUX NuL (KX
dunmanos, NpeacTaBUTENbCTB, 060COBEHHbIX CTPYKTYPHbIX MOAPa3AeNeHnit) uan mecta KUTenbCTBa
WHAMBMAYANbHbBIX NpeanpuHUMaTeneit n mecta GakTUYECKOro OCyLLECTBNEHUA UMUK AeATEeNbHOCTY;

uenn, 3agaun, npeaMmeT NPOBEPKU N CPOK ee NPOBEAEHNS;

NpaBoOBble OCHOBAHMA MNPOBEAEHMA TMPOBEPKU, B TOM uUMCAe MogNeXaline MpoBepKe
obs3aTenibHble TpeboBaHUA;

CPOKM MpOBEAEHMA U NepeyeHb MeponpuUATUIA MO KOHTPOJD, HEOBXOAUMBIX ANA AOCTUMKEHUA
uenew 1 3agad NpoBeaeHUA NPOBEPKY;

nepeyeHb aSMWHUCTPATUBHbLIX PEFAMEHTOB NO OCYLLECTBAEHUIO FOCYAAPCTBEHHONO KOHTPOSA
(Hap3opa);

nepeyeHb [OKYMEHTOB, MpPeACTaB/NeHME KOTOPbIX NPOBEPAEMbIM JMLOM Heobxoaumo pans
OOCTUNKEHMA Llenel U 33434 NpoBeSeHNs NPOBEPKU;

[aTbl HAa4Yasa U OKOHYaAHMA NPOBeAEeHNA NPOBEPKU.

30. O npoBeAeHMM NNAHOBOWM MPOBEPKU MPOBEPAEMOE NULO YBEAOMAAETCA COOTBETCTBEHHO
Poccenbxo3Hag3opom uau TeppuTopuanbHbiM ynpasaeHnem Poccenbxo3Haa3opa He no3gHee Yyem B
TeyeHue 3 pabounx AHel A0 Hayana ee NPOBeAEHMA MOCPEACTBOM HAMpPaBAEHWA KOMWUW MPMKas3a o
npoBeAeHUM MNAHOBOW MPOBEPKU OPUANYECKUX UL, W WHAMBUAYaANAbHbIX NpegnpuHMmaTenei
3aKa3HbIM MOYTOBbIM OTNPABNEHNEM C YBEAOMIEHUEM O BPYHEHUWN UM UHBIM AOCTYMHbIM cnocobom.

O npoBeAeHUN BHEMIAHOBOM Bble34HOMW NPOBEPKM, 38 UCKIOYEHUEM BHENIAHOBOW Bble34HOWM
NMPOBEPKM, OCHOBAHWA KOTOPOM YKasaHbl B MNyHKTe 26.2.2 AAMUHUCTPATUBHOINO pernameHTa,
npoBepsemoe ANLLO YBeAOMAAETCA NHOObIM AOCTYNHbIM CNOCOBOM He MeHee YeM 3a ABaALATb YeTbipe
Yyaca [0 Hayana ee NpoBeAeHuA.

B cnyyae, ecnm B pesynbTaTe [AeATE/IbHOCTU  OPUANYECKOrO AnMua, WHAVMBUAYANAbHOMO
npeanpuUHUMaTens NPUYMHEH UAM NPUUUHAETCA BPES, KU3HWU, 340POBbI0 FPpaXKaaH, Bpes, KUBOTHbIM,
pacTeHUsM, OKpY*KatoLLel cpeae, 06 bekTaM Ky/IbTYpHOro Hacneama (NamaTHUKAM UCTOPUM U KyAbTypbl)
HapogoB Poccuiickoni Pepepaunn, 6e30nMacHOCTM rocyfapcTBa, a TaKXKe BO3HUKAM WMAM  MOFYT
BO3HMKHYTb Ype3BblYailHble CUTyaUMW MNPUPOAHOrO M TEXHOTEHHOrO XapaKTepa, npegBapuTenbHoe
yBEAOMNEHNE OPUANYECKMX UL, WHOMBUAYaNbHbIX NpeanpuHUMaTeneil O Hayvane npoBeAeHUA
BHeEMN/1aHOBOW Bble34HOM NPOBEPKM He TpebyeTca.

31. B geHb NnoanMcaHuA NpMKasa pykoBoguTena, 3aMecTutena pykosoamtena Poccenbxo3Haasopa
WKW PYKOBOAMUTENA, 3aMeCcTUTeNIA PYKOBOAMUTENA TEPPUTOPUAJIBHOTO ynpasaeHna Poccenbxo3Haa3opa o
npoBeAeHWM BHEMAAHOBOW  Bble3AHOW MPOBEPKM  HOPUAMYECKOr0  /vua, WHAUBUAYASbHOTO
npegnpuHMmarens B LeNAX CoraacoBaHMA ee nposeaeHua Poccesibxo3Haa30p MAM TeppuTopuanbHoe
ynpasneHne Poccenbxo3Hafa3opa NpeacTaBaaloT  AMbO  HanpaBAAOT  3aKasHbIM - MOYTOBbIM
OTNpPaBAeHMEM C YBELOM/IEHMEM O BPYYEHUU UAWN B GOPME 3/1EKTPOHHONO AO0KYMEHTA, NOANUCAaHHOTO
SNEKTPOHHON LMGPOBOM NOAMMCHIO, B OpraH MPOKYpPaTypbl MO MECTY OCYLLEeCTBAEHUA OEATE/IbHOCTM
IOPMANYECKOro INLa, UHAMBMAYANbHOTO NpeAnpuHUMaTENA 3aaB/IEHME O COr1acoBaHMM NPOBeAeHUA
BHEM/IAaHOBOM Bble34HOM NPOBEPKU. K 3TOMY 3aABAEHMIO NPUAAratoTca KONUA NPUKasa O NpoBeAeHUU
BHEM/IAaHOBOM BbIE3AHON MPOBEPKM W [AOKYMEHTbI, KOTOpble cOAepKaT CBEAEHWA, MOCAYXKMBLINE
OCHOBaHMEM ee NpoBeAeHUA.

32. B npouecce npoBeAeHUA AOKYMEHTAPHOM MNPOBEPKU  AO/KHOCTHBIMK  IMLLAMMU
Poccenbxo3Hag3opa MWAM TeppUTOPUANBbHOIO YynpasaeHMA Poccenbxo3Haasopa paccMaTpuBaloTcA
OOKYMEHTbl MPOBEpPAEMOro /nua, UMelolmMeca B  pacnopaxeHun Poccenbxo3Hagsopa UAM
TepPPUTOpPUANbHOro ynpasneHma Poccenbxo3Haa3opa, B TOM 4YMUCAE aKTbl Npeablaywmx NPOBEPOK,
npegnucaHna o6 yCTPaHEHUM BbIABAEHHbIX HAPYLWEHWMA, MaTepuanbl paccMoTpeHuAa pen o6
aAMUHUCTPATUBHbIX NPaBOHAPYLLEHUAX.

33. B cnyyae, ecnn AOCTOBEPHOCTb CBEAEHWM, COAEPXKALWMXCA B AOKYMEHTaX, UMEIOLWMXCA B
pacnopsxeHun Poccenbxo3Hags3opa WAM  TePPUTOPUMANbHOrO  ynpasneHuAa Poccenbxo3Haasopa,
BbI3blBaeT 0OOCHOBaHHble COMHeHWA AMBO 3TU cBeAeHMA He NO3BONAKT OLEHUTb WCMOAHEHWe
nposepAembiM MLOM 00f3aTenbHbIXx TpeboBaHW, Poccenbxo3Hagsop wan  TepputopuanbHoe
ynpasneHue Poccenbxo3Hagsopa HaNpaBAAOT B afpec Takoro NpoBepAemoro fiMua MOTUBUPOBAHHbINA
3anpoc ¢ TpeboBaHMEeM NPeACTaBUTb WHble AOKYMEHTbl, HeobXoauMble AA PACCMOTPEHMA B XOAE
npoBeAeHMA AOKYMEHTapHOW NpoBepKu. K 3anpocy npunaraetcs 3aBepeHHas Nevyatbto KOMMA NpuKasa



pyKOBOAWTENA, 3aMeCcTUTeNns pyKoBoauTensa Poccenbxo3Hagsopa WM PYKOBOAWUTENA, 3aMecTUTens
pyKOBOAUTENA TEPPUTOPMANIBHOIO OpraHa Poccenbxo3Hag3opa o0 NpoBeseHNN MPOBEPKM.

34. B TeyeHune 10 paboumx gHei co AHA MONYYEHUS MOTUMBMPOBAHHONO 3amnpoca npoBepsemoe
Mo 0653aHO HanpaBuTb B Poccenbxo3Hagsop Uam TepputopuanbHoe ynpasaeHune PoccenbxosHaasopa
yKa3saHHble B 3anNpoce JOKYMEHTbI.

YKasaHHble B 3anpoce AOKYMEHTbl NPeACTaBAAOTCA B BUAE KOMWUA, 3aBEPEHHbIX NeyaTtbto (Mpu ee
HaANM4yMM) U NOAMNUCHID UHAMBMAYANBHOTO NPeAnpPUHMMATENs, ero YNoJIHOMOYEHHOrO NpeacTaBuTens,
pyKoBOAWUTENA, WHOIO  OO/BKHOCTHOrO  /iMua  topuAMdeckoro  auua.  tOpuguyeckoe  auuo,
WMHAMBUAOYANbHBIN NpeanpuHUMaTENb BNpaBe NpeacTaBMTb YKasaHHbIe B 3anpoce AOKYMeHTbl B popme
3NEKTPOHHbIX OKYMEHTOB B NopsAaKe, onpeaensemom MpasuTtenbctBom Poccuiickolt Gegepaumm.

He  ponyckaetcas  TpeboBaTb  HOTApMasbHOIO  YAOCTOBEPEHWMA  KOMWUWA  [LOKYMEHTOB,
npeacTaBasembix B Poccenbxo3Haa30p MAW TeppUTOpUaNbHOe ynpasneHne Poccenbxo3Hapsopa, ecam
MHOE He NpeAyCMOTPEHO 3aKoHoAaTeNbCTBOM Poccuiickoit ®epepaumu.

35. B cniyyae, ecnv B Xo4e AOKYMEHTAPHOM NPOBEPKU BbIABAEHbLI OLWIMOKM U (MAK) NPOTUBOPEYMA B
npeAcTaBNeHHbIX NPOBEPAEMbIM IULLOM AOKYMEHTax MO0 HECOOTBETCTBME CBEAEHMUI, COAepKALLMXCA
B 3TMX JOKYMEHTaX, CBEAEHWAM, COAEPMAWMMCA B UMetoWwmxcs y PoccenbxosHaasopa uam
TEPPUTOPUANBLHOIO ynpaBneHus Poccenbxo3HaA30pa AOKYMeEHTax W (MAM) MNoAydeHHbIM B Xxope
WCNONIHEHWUA TOCYAAPCTBEHHOM GYHKLMK, MHOPMaLMA 06 3STOM HanpaBAAeTcA NPOBEPAEMOMY AnULYy C
TpeboBaHMemM npeacTaBuUTb B TeuyeHue 10 paboumx AHel HeobxoaMmble MOACHEHUA B MUCbMEHHOW
dopme.

MpoBepsemoe /MU0, NpeacTaBaAlolLee, COOTBETCTBEHHO, B  Poccenbxo3Haasop WM
TeppuTOpManbHoe ynpaeaeHne Poccenbxo3Haa3opa NOSCHEHWA OTHOCUTE/IbHO BbIAB/IEHHbIX OWWOOK U
(nnn) npoTuBOpeUNit B NpeacTaBAEHHbIX AOKYMEHTax IMb0 OTHOCUTE/IbHO HECOOTBETCTBUA CBEAEHUN,
BNpaBe npeacTaBuUTb AOMOJAHUTENIbHO B PoccenbXxo3Hag3op WAM TeppuTopuanbHoe Yyrnpas/ieHue
Poccenbxo3Hag3opa AOKYMEHTbl, MOATBEp)KAaloWmne [AOCTOBEPHOCTb paHee MpeacTaBiAeHHbIX
OOKYMEHTOB.

Mpu npoBegeHUN [OKYMEHTApHOW npoBepKM Poccenbxo3Hagsop wan  TeppuTopuanbHoe
ynpasneHune Poccenbxo3Hagsopa He Bnpase TPeboBaTb y NPOBEPAEMOro /MLa CBEAEHUA U LOKYMEHTDI,
He oTHOCALWMECA K NpeaMeTY AOKYMEHTapPHOM NMPOBEPKM.

36. [Jo/MKHOCTHOE /ML, KOTOpOe MPOBOAUT AOKYMEHTApHYO MPOBEPKYy, 06A3aHO paccMoTpeTb
npeAcTaB/NeHHble NPOBEPAEMbIM JNLOM NOACHEHUA U AOKYMEHTbI, NOATBEPKAAIOLWME AOCTOBEPHOCTD
paHee npeacTaBleHHbIX [OOKYMEHTOB. B c/ayyae, ecnnm nocie pacCMOTPEHMA MpencTaBiAeHHbIX
NOACHEHMUI U AOKYMEHTOB, MO0 NPU OTCYTCTBUM NOACHEHMI, Poccenbxo3Haa3op Man TeppuTopuanbHoe
ynpasneHne Poccenbxo3Haa30pa YCTAHOBAT MPU3HAKM HapylweHua obsasaTenbHbix TpebosaHui,
OOMKHOCTHble Anua Poccenbxo3Hagsopa, TeppuTopmanbHOro ynpasneHma Poccenbxo3Haasopa Brnpase
NPOBECTW BblE3AHYIO MPOBEPKY.

37. MpepmeTom Bble3AHOW MPOBEPKU ABAAIOTCA COAEPMKALLMECA B AOKYMEHTAaX MpPOBEPSeMoro
NMLa CBEAEHMA, a TaKXKe COOTBETCTBME PAabOTHMKOB, COCTOAHME MCMOAb3YEMbIX YKA3aHHbIM NLOM MpK
OCYLLECTB/IEHUM  [AEATENbHOCTU  TEPPUTOPWUIN, 3[aHUWA, CTPOEHWUIN, COOPYKEHWUHN, MNOMELLEHWUN,
obopyaoBaHuA, NoAobHbIX OOBEKTOB, TPAHCMOPTHLIX CPEACTB, NPOU3BOAMMbIE W peanunsyemble
npoBepsaeMbIM ANLOM TOBapbl (BbiNosiHAemas paboTa, npeaocTaBasemble YCAyrn) U NPUHUMaEMbIe UM
Mepbl N0 UCNONHEHUIO 0b6A3aTeNbHbIX TPeboBaHWMIA.

Bble3gHaa npoBepKka MNpPoOBOAMTCA MO MEeCTYy HaxOXAEHMA HPUAMYECKOro auua, MecTy
OCYLLECTB/IEHUA AEeATENIbHOCTU UHANBUAYANbHOTO NpeanpuHumaTens u (Mamn) no mecty ¢pakTuyeckoro
OCYLLLECTB/IEHUSA UX AeATEeNIbHOCTHU.

38. Bble3gHana MpoBepKa NPOBOAMTCA B C/y4ae, €CiW NpU OOKYMEHTApHON MpPOBeEpKe He
npeAcTaBAAETCA BO3MOMXKHbIM:

a) y[ocToBepUTbCA B MOJIHOTE M AOCTOBEPHOCTU CBEAEHWI, COAEPMKALUMXCA B MMEIOLWMXCA B
pacrnopsxeHun Poccenbxo3Hag3opa MAM  TeppuTOPUANbHOrO  ynpasBfaeHus Poccenbxo3Hagsopa
OOKYMeHTax NpoBepaemoro nmua;

6) oUeHUTb COOTBETCTBUE AEATENBHOCTU MPOBEPAEMOro /nua 06s3aTenbHbiM TpeboBaHUAM He3
npoBeAeHMA COOTBETCTBYHOLLLETO MEPONPUATUA MO KOHTPOSIHO.

39. BblesgHaa npoBepka HauyMHaeTcA C NpeabABAEHUA  CAYKeOHOro  yAoCTOBEpeHus
OOIKHOCTHBIMM AnLamMKn Poccenbxo3Haasopa Uav TeppuTopuanbHoro ynpasneHuns PoccenbxosHagsopa,



06A3aTe/IbHOr0 03HaKOM/IEHUSA PYKOBOAMTENSA WAM MHOTO AO0/XMHOCTHOrO AnLa IOPUAMYECKOro nua,
WUHOMBUAYANbHOrO  NPeAnpUHUMATENs, €ero YMnoJHOMOYEHHOrO MNPeACTaBUTENs C  MPUKA3oM
PYKOBOAUTENSA, 3aMeCTUTENs pyKosoauTena PoccenbxosHagzopa MAW TEPPUTOPUAbHOIO YrpaBaeHUs
Poccenbxo3Hag3opa 0 HasHaYeHMM Bble3AHOW NPOBEPKM M C MNOSHOMOUYMUAMMN MPOBOAALLMX BblE3HYIO
MPOBEPKY /1L, a TaKXKe C LeJAMM, 3a[a4aMn, OCHOBAHUAMM NPOBEAEHUA Bble34HOM NPOBEPKM, BUAAMM
M 06beEMOM MEpPONPUATUIA MO KOHTPO/IKO, COCTaBOM 3KCMEPTOB, MNPeACTaBUTENAMM SKCMNEPTHbIX
opraHM3aumii, NPUBJIEKAEMbIX K Bble3HOM NPOBEPKE, CO CPOKAMM 1 C YC/I0BUAMMU ee NPOoBeaeHU .

40. Poccenibx03HaA30p WM TeppuUTOpUabHbie ynpasaeHus Poccesibxo3Haa3opa MOryT NpuBeYb
K MpOBEeAEHUI0 Bble3AHON MPOBEPKM CYObEKTOB, OCYLIECTBAAIOWMX OpraHM3aumio npoBeaeHUus
OOKAMHUYECKMX UCCNEA0BaHMIN U KANMHUYECKMX UCCNeA0BaHMI, akKpeaMTOBaHHbIX B YCTaHOBAEHHOM
3aKoHOAaTeNbCTBOM Poccuitickoit deaepaumm nopagke sKCNepToB M (MAK) SKCNepPTHbIE OPraHU3aLmm, He
COCTOALLME B rPasKAAHCKO-MPABOBbIX M TPYAOBbIX OTHOWEHUAX C Cy6beKTOM, B OTHOLWIEHWUM KOTOPOro
NPOBOANTCA NPOBEPKA, M He ABaaAoWwMeca abdUAMPOBAHHBIMU ANLLAMUN NPOBEPAEMOro AnLa.

41. PykoBoAMTENb, MWHOE [AO/KHOCTHOE /MU0 WAM  YNOAHOMOYEHHbIM NpeacTaBuTeNb
nposepsemoro Auvua o06A3aHbl NPeaoCTaBUTb AO/IKHOCTHbIM  AMUam  Poccenbxo3Hagsopa wau
TeppuTOpUanbHOrO  ynpasieHua  Poccenbxo3Hagsopa, MNPOBOAAWMM  Bble34HYIHO  MPOBEPKY,
BO3MOMHOCTb O3HAaKOMMUTbCA C [OOKYMEHTaMM, CBA3AHHbIMKM C UenAMM, 33jadyamu U NpegmeTom
Bble34HOW MpPOBEPKW, B CAydYae, €CAW Bble3gHOW NpPOBEepKe He nNpeALecTBoBaj0 nposegeHue
OOKYMEHTapHOM NpoBepKM, a Takke obecneuynTb A[OCTYN MNPOBOAALMX BblE3gHYI0 MNPOBEPKY
OO/IKHOCTHBIX /ML, U YYacTBYIOLWMX B Bble3gHOW NPOBEPKE 3KCMepToB, NpeacTaBuUTeneil 3KCnepTHbIX
opraHM3aumMii  Ha TeppuUTOPUIO, B WCMO/b3yeMble TMPOBEPAEMbIM JIMLOM MNPU  OCYLLECTBAEHUN
[eATeNbHOCTU 31aHNA, CTPOEHMNA, COOPYKEHUSA, MOMELLEHUA, K MCMOJ/Ib3YEeMbIM MPOBEPAEMbIMM TMLAMM
060pyA0BaAHMIO N TPAHCMOPTHbLIM CPEeACTBaM.

42. Mo pesynbTaTam MPOBEPKM  AO/MKHOCTHBIM  IMUOM  (OOMMHOCTHBIMM  IULLAMM)
PoccenbxosHagszopa WAM  TeppuTOpMasbHbIX yrnpasneHuin Poccenbxo3Haasopa, NpPOBOAALLMMM
NPOBEPKY, COCTaBAAeTCA AKT NPOBEPKM NO YyCTaHOB/NEHHOU ¢opme <*> B AByX aK3emnaspax (ganee -
AKT).

<*> Tunoas ¢opma AKTa NPOBEPKN OPraHOM roCyfapCTBEHHOrO KOHTpons (Hag3opa), opraHom
MYHULMNANBbHOTO KOHTPOAA HOPUAMYECKOTO MLA, UHANBMAYANbHOTO NPeanpUHMMATENA YTBEPXKAEHA
npukasom MwuH3KOHOMpPa3BuTna Poccum ot 30.04.2009 N 141 "O peanusaumm MNONONKEHUMN
depepanbHOro 3akoHa "O 3awmMTe NpaB LPUANYECKUX AUL, U UHOMBMAYANbHbIX NpeanpUuHUMaTenei
NPW  OCYLLECTB/IEHWM FOCYAAPCTBEHHOIO KOHTPOAA (HaZ30opa) M MYHMUMNANbHOrO KOHTpona"
(3aperunctpmposaH MuHtoctom Poccnm 13.05.2009 N 13915) ¢ M3MEHEHUSMU, BHECEHHBIMU MPUKa3aMu
MwuHaKoHoMpa3BuTUA Poccum ot 24.05.2010 N 199 (3apeructpupoBaH MuHtoctom Poccun 06.07.2010 N
17702) n o1 30.09.2011 N 532 (3apeructpuposaH MuHtoctom Poccum 10.11.2011 N 22264).

42.1. B AKTe yKa3blBatoTCA:

a) AaTa, BpemMs 1 MecTo CocTaB/ieHUs AKTa;

6) HaMmeHoBaHMeE OpraHa rocyAapcTBEHHOTO Haf30pa, MPOBOAMBLLENO NPOBEPKY;

B) AaTa M HOMEep MpMKasa pPyKOBOAMTENA, 3aMecTUTens pykoBoautena Poccenbxo3Hazs3opa,
TeppuUTopmManbHoOro ynpasaeHma Poccenbxo3Haasopa;

r) dbamunnmn, MmeHa, OTYECTBA M AO/MKHOCTU AOJIMKHOCTHOIO /iMUA WMAW AOJKHOCTHbIX AWl
NpPoBOAMNBLUNX MPOBEPKY;

4) HavmeHoBaHME MpPOBEPSEMOro HPUAMYECKOro Auua wan Gamuausa, UMa U OTYECTBO
UHAMBMAYANBbHOTO NPeANnPUHMMATENA, @ TaKKe PamMUanA, MMA, OTYECTBO U SOMKHOCTb PYKOBOAUTENS,
MHOrO  AOJ/IKHOCTHOTO  /iMLa@ MAM  YNOJIHOMOYEHHOTO  MpPeacTaBUTeNA  OPUAMYECKOTO  NLa,
YNOJHOMOYEHHOIO NpPeacTaBuTeNs UHAMBUAYANbHOIO MpeAnpuUHUMaTENsA, MNPUCYTCTBOBABLUMX MpuU
npoBesEeHNN NPOBEPKY;

e) pata, Bpems, NPOAOIKUTENIbHOCTb M MECTO NPOBEAEHMA NPOBEPKMU;

X) cBeAeHUs o0 pesynbTaTax NPOBEPKKU, B TOM YWUCAE O BbIIBAEHHbIX HApyWeHUAX 06A3aTeNbHbIX
TpeboBaHUI, 06 UX XxapaKTepe 1 0 Lax, LONYCTUBLUMX YKa3aHHbIe HapYLIEHUS;

3) cBefeHMA 06 O3HAaKOMIEHUMM WMAWN OTKa3e B O3HAKOMJIEHMM C AKTOM PYKOBOAMTENS, UHOFO
OO0/MKHOCTHOIO /IMLA MAW YNOJHOMOYEHHOTO NpeacTaBUTensa NpoBepAaAeMoro nua, NpuUCcyTCTBOBABLUNX



npv NPoBeAEHMM NPOBEPKMU, O HANUYMUK UX NOANMCEN UM 06 OTKase OT CoBepLUeHMA NOATNNCK, a TaKKe
CBEAEeHUS O BHECEHUM B XKypHaNn y4yeTa MPOBEPOK 3anuMcu O MpoBedeHHOW nposepke anbo o
HEBO3MOYKHOCTU BHECEHWSI TaKOW 3anmMcu B CBA3WM C OTCYTCTBMEM Y MPOBEPSEMOro /MLUA YKa3aHHOro
KYypHana;

1) No4NUCKU AO0ANKHOCTHOIO NLA UKW AOJIKHOCTHBIX /INL, NPOBOAMBLLMX MPOBEPKY.

42.2. K AKTYy npunaratotca npoToKosbl oTbopa obpasuoB npoayKuuu, npod obcnepoBaHumn
06BEKTOB OKpYyXKatowen cpedbl U 06bEKTOB MPOM3BOACTBEHHOW Cpebl, NPOTOKO/Ibl WAW 3aKAHOYEHUS
NpoBeAeHHbIX UCCef0BaHNMN, UCMbITAHUIN U 3KCNepTU3, 06 bACHEHMA PabOTHMKOB NPOBEPAEMOTO ML,
Ha KOTOPbIX BO3/1araeTcA OTBETCTBEHHOCTb 33 HapylleHne 06sA3aTeNbHbIX TpeboBaHWA, NpegnucaHma ob
YCTPaHEHWN BbISIBNEHHbIX HAPYLWWEHWIA U MHble CBA3AHHbIE C Pe3y/bTaTaMM NPOBEPKU AOKYMEHTbI AU UX
Konuu.

42.3. AKT odopmasaeTca HemnocpenCcTBEHHO MOCAE 3aBEPLUEHUA MPOBEPKU B ABYX 3K3eMMAApax,
OZIMH M3 KOTOPbIX C KOMUAMW NPUIOKEHUI He NO34Hee YeM Ha creayowmii pabounit aeHb nocne AHA
ero noanucaHuA BPYYaeTCas PYKOBOAUTENO, WMHOMY AO/KHOCTHOMY AUUY WMAM YNOJAHOMOYEHHOMY
npeAcTaBUTeNIO MPOBEPAEMOro /auua NoA pacnucky o6 o3HakomneHun nmbo o6 oTkase B
03HaKOMNeHUN € AKTOM. B cnydae OTCYTCTBMA PYKOBOAWUTENA, WMHOMO JAO/MKHOCTHOrO /Auua Wan
YNO/IHOMOYEHHOIO NPEeACTAaBUTENA NPOBEPAEMOTO /INLA, A TAK¥Ke B C/ly4ae OTKasa NPoBepAeMOro auua
AaTb pacnucky o6 o3HaKomaeHun nnbo o6 oTKase B O3HAKOMIEHUM C AKTOM AKT He no3gHee Yem Ha
cnepyowmii pabounin aeHb ¢ AaTbl €ro NOANMCAHMA HanpPaBAAETCA 3aKa3HbIM NMOYTOBbIM OTNPaBAEHNEM
C YBELOM/IEHUEM O BPYYEHWUW, KOTOPOE NPUOOLLaeTCA K 3K3emnaapy AKTa, XpaHAwWwemycAa B gene
Poccenbxo3Haa3opa Uam TepputopuanbHOro ynpasneHus PoccenbxosHagsopa.

42.4. B cnyyae, ecnm gna cocTaBaeHUA AKTa Heob6Xo0AMMO MOAYYUTb 3aKAOYEHUA NO pe3y/ibTaTam
NpoBeAeHHbIX NCCAeA0BaHUIA, UCMbITaHUI, CNeLManbHbIX pacciefoBaHWUMi, 3KCNepTus, AKT cocTaBnsAeTCA
B CPOK, He MpeBblatlowWwmi Tpex paboumx gHel nocie 3aBeplleHus MeponpuAaTUA MO KOHTPOJIO, U
BPYyYaeTca PYKOBOAMTENO, MHOMY AOJKHOCTHOMY AULY WAW YNOJHOMOYEHHOMY NpPeacTaBUTENIO
NpoBepAemMoro auMua nog, Pacnucky Anbo HanpaBAseTca 3aKasHbiM MOYTOBbIM OTMpPaBAEHUEM C
yBEAOMNEHUEM O BPYYEHMU, KOTOPOE MpuobLLaeTca K 3K3eMnasapy AKTa, XpaHsalemyca B gene
Poccenbxo3Hag3opa Uam TepputopuanbHOro ynpasneHus PoccenbxosHagsopa.

42.5. B cnyyae, ecnm ana nposedeHWs BHEMNAHOBOWM Bble3gHOM MpoBepKU Tpebyertcs
cornacoBaHve ee MPOBEAEHUSA C OPraHOM MpPOKypaTypbl, KOnuA AKTa HanpaBasetca B OpraH
NPOKYpaTypbl, KOTOPbIM MPUHATO peLleHMEe O COrfacoBaHMM NPOBEAEHUs NPOBEPKM, B TeyeHue 5
pabouunx gHen co AHA cocTaBNeHUA AKTa.

43. PesynbTaTbl MNPOBEPKM, CoAepKaliMe WHOOPMAUMIO, COCTABAAIOLWYIO FOCYAAPCTBEHHY!HO,
KOMMEPYECKYIO, CAY)KebHylo, WHyH TailHy, odopmasatoTca c cobaogeHnem  TpeboBaHUK,
npeaycMOTpeEHHbIX 3aKOHOAaTeNbCcTBOM Poccuiickoit ®eaepaumn.

44. MNpoeepaemble 1L, NPOBEPKA KOTOPbIX NPOBOAMNACL, B CAyvyae Hecornacua ¢ dakTamu,
BbIBOAAMM, NPEANOKEHUAMM, N3NOKEHHBIMW B AKTE, NGO C BblAAHHbIM NpeanucaHnem ob ycTpaHeHUm
BbIAB/IEHHbIX HapyLUeHUN B TeYeHMe NATHaALATM AHEN ¢ AaTbl NoAy4YeHMA AKTa BNpaBe NpPeacTaBUTb B
Poccenbxo3Haasop, TeppuTopuanbHoe YynpasneHuMe Poccenbxo3Haa3opa B MNUCbMEHHOM dopme
BO3paXeHWA B OTHOWEHMM AKTa U (MAKM) BblAHHOTO NpeanncaHus o6 YyCTpaHEeHWUW BbIIBAEHHbIX
HapyleHUli B LEJOM WAW €ero OTAe/IbHbIX MonoXeHun. lNpu 3Tom npoBepsemoe AMLO Bhpase
NPUAOXUTb K TaKMM BO3ParKEHUSAM [OKYMEHTbl, MoATBep:Kaatowme o060CHOBAaHHOCTb TaKuX
BO3paXEHWn, WA WX 3aBepeHHble Konuu AMbo B COMAcOBaHHbIM CPOK nepegatb WX B
Poccenbxo3Haazop, TeppuTopmuanbHoe yrnpasaeHme PoccenbxosHagasopa.

45. B cnydyae BbiIBEHMA MNPU NPOBEAEHUN MPOBEPKU HAPYLIEHUN OPULUYECKUMWU SINLAMM,
WHOMBUAOYANbHBIMW  MpegnpuHMMaTensmm  obAsaTenbHbiX  TpeboBaHWA  AOJIKHOCTHble  MUA
Poccenbxo3Hagsopa (TepputopuranbHOro ynpaeaeHusa Poccenbxo3Haasopa), NpoBogmMBLINE MPOBEPKY, B
npegenax NnoJIHOMOYUIM, NPeayCMOTPEHHbIX 3aKOHOZ4ATeNbCTBOM Poccuiickoit ®eaepaunn, oba3aHbi:

1) BblgaTb nNpeanucaHWe PUANYECKOMY AULY, WHAMBUAYA/NbHOMY MpeanpuHMmaTento o6
YCTPaHEHWUN BbIABAEHHbIX HAPYLWEHWI C YKasaHWEM CPOKOB UX YCTPAHEHUS;

2) NPUHATb MepPbI MO KOHTPOJIO 33 YCTPAHEHWEM BbIABEHHbIX HaPYLUEHWUI, UX NPeaynpexaeHUIo,
NpeLoTBPALLEHNIO BO3SMOXHOIMO NPUYMHEHWUS BPefa KWU3HW, 340POBbIO FparkAaH, BpeAa KMBOTHbLIM,
pacTeHUsaM, OKpyKawwei cpege, obecneyeHuto 6e30MacHOCTM rocyAapcTea, NpenynperaeHuto
BO3HWKHOBEHMA Ype3BblYaMHbIX CUTYaLMIiA NPUPOLHOTO U TEXHOFEHHOMO XapaKTepa, a TaKKe mepbl Mno



NPUBAEYEHUIO INL, AOMYCTUBLLMX BbIABAEHHbIE HAPYLIEHMA, K OTBETCTBEHHOCTH.

46. CBefeHMA O pesynbTaTax NPOBEAEHHbIX MPOBEPOK W MOJyYeHHble B pe3y/ibTaTe NPOBEPOK
CBeAeHUs O cobslodeHMM  OPUONYECKUMU  INLAMW, WHAMBUAOYANbHBIMW  NPEANPUHUMATENAMU
0653aTeNIbHbIX TPEOOBaHMI NPEACTaBAAOTCA TEPPUTOPUANbHBIMM YNpaBaeHUaMU PoccenbxosHaasopa B
Poccenbxo3Haa3op oauMH pas B Noayrogue, No 3N1eKTPOHHOM NoyTe U Ha ByMayKHOM HocuTene.

47. CBoA M aHa/M3 CBeAEHMUI O pes3ysibTaTax MaHOBbLIX M BHEMAAHOBbLIX MPOBEPOK HOPUANYECKUX
L, UHAMBUAYANIbHBIX NpeanpuHMMaTeneil NPonsBoaMTCA OAMH pa3 B Noayroame.

48. OcHOBaHUI g5 NPUOCTAHOBNEHWNA UCMONHEHWUSA TOCYAAPCTBEHHOM PYHKUMM He umeeTcs.

49. KpuTepuamm NpuHATUA pelleHns no pesysbTaTamM NpoBeaeHUn NPOBEPKM ABAAETCA Haudune
nHpopmaumm, nossonatowein odopMmunTb AKT.

50. Pe3ynbTaTaMun agMWHUCTPATMBHOM npoueaypbl "OpraHusauua M NpoBeAeHWEe MPOBEPOK
cobnogeHna cybbekTamm 0b6palleHna NeKAapCTBEHHbIX CpeacTB TPebOBaHUM K  AOKAMHUYECKUM
nccnenoBaHUAM NEKAPCTBEHHBIX CPEACTB, KAMHUYECKMM UCCNEe0BAHUAM NEKAPCTBEHHbIX NPenapaTos,
rocyapCTBEHHOM PErucTpaLmMmn NeKapCTBEHHbIX CPEACTB, XPAaHEHUIO, MepPeBO3Ke, OTNYCKY, peannsaumm
M YHUUTOXKEHMUIO NIEKAPCTBEHHbIX CpeacTs" ABAAIOTCA: COCTABAEHME  [AO/IKHOCTHbIM  JIMLLOM
(BONKHOCTHBIMM Nvuamm) Poccenbxo3Haasopa nnu TEPPUTOPUANBHbBIX ynpasaeHui
Poccenbxo3Haa3opa, OCYLWECTBAAOWMM MPOBEPKY, AKTa NO YyCTaHOBAEHHOW ¢opme B ABYX
3K3eMnnApax; npeacTtaBfieHMe OAWH pa3 B NOAyroave TeppPUTOPUANbHBIMKU  YNPABAEHUAMMU
Poccenbxo3Hagsopa B Poccenbxo3Hagsop cBeAeHW O pesynbTaTax NPOBEAEHHbIX MPOBEPOK U
NoJlydeHHbIX B pe3y/ibTaTe MPOBEPOK CBEAEHUIA O COBAIOAEHUM  OPUANYECKUMU  INLLAMMU,
WHAMBUAYANbHBIMW NpeanpuHUMaTenaMmmn obsa3atenbHblX TPeboBaHMIA; CBOA M aHA/AM3 MOJIYYEHHbIX
cBefleHUN.

OpraHunsaums 1 nposeaeHne NPoBepPoK COOTBETCTBMUSA
JIeKapCTBEHHbIX CPeACTB, HaXOAALLMXCA B 0BpalleHuny,
yCTaHOBNEHHbIM 06A3aTe/IbHbIM TPEBOBAHUAM K UX KauecTsy

51. OcHoBaHMem AAA Ha4vana agMMHUCTPATUBHOM npoueaypbl "OpraHuM3auma u nposeaeHue
NPOBEPOK COOTBETCTBMA JIEKAPCTBEHHbIX CPEACTB, HaxoAAWMXCA B 0OpalleHMM, YCTAHOBAEHHbLIM
o06s3aTesIbHbIM TPeOOBaHUAM K MX KavecTBy" aBaseTcs:

51.1. HacTynneHne cpoKa NPOBEPKM, YKa3aHHOro B MJIaHE KOHTPO/A KayecTBa JIEKApPCTBEHHbIX
cpeact8 PoccenbxosHagsopa, dopmupyemoro no pesynbtatam cbopa M aHanu3a uHbopmauum o
KayecTBe UM 6E30MaCHOCTM  JIEKAapPCTBEHHbIX  CPEACTB,  YTBEPXKAEHHONO  pPyKoBOAMUTENEM
Poccenbxo3Haasopa (ganee - naaH KOHTPOAA KayecTsa);

51.2. B cnyyae BOSHUKHOBEHMA COMHEHWI B KaYeCTBe IeKapCTBEHHbIX CPeACTB;

51.3. noctynneHue B Poccenbxo3Haa30p uan TeppuTopuanbHble ynpassaeHma Poccenbxo3Hagsopa
06paleHnii 1 3aABNEHUIN TparKaaH, PUANYECKUX UL, WHAMBUAYANbHbIX MpeanpuHUMaTencei,
MHPOPMALMKN OT OPraHOB FrOCYAAPCTBEHHOW BNACTWU, OPraHOB MECTHOrO CamMOYNpaBAEeHUA, U3 CPEeACTB
MaccoBOM MHPOPMaLMK O cneayowmx dakTax:

a) BO3HMKHOBEHWE Yrpo3bl NPUYMHEHWA BPeaa *KWU3HMW, 340POBbIO IPaXKAaH, BPena KUBOTHbIM,
pacTeHUsM, OKpY*KatoLLel cpeae, 06 bekTaM Ky/IbTYpHOro Hacneama (NamaTHUKAM UCTOPUM U KyAbTypbl)
HapogoB Poccuiickoit Pepepaunn, 6e€30MacHOCTM FOCY[APCTBA, @ TaKKe Yrpo3bl 4YpessblYaiiHbIX
CUTYyaUNit NPUPOLAHOTO M TEXHOFEHHOIO XapaKTepa;

6) NpUYMHEHWEe Bpeaa *KMU3HM, 340PO0BbLI0 FParkaaH, Bpeaa KUBOTHLIM, PACTEHUAM, OKpYyKatoLen
cpene, obbeKTaM Ky/nbTypHOro Hacneaus (NamaTHMKaM WUCTOPUKM U KynbTypbl) HapogoB Poccuiickolt
depepaunn, 6e30MaCcHOCTM FOCYAAPCTBA, a TaAKXKe BO3HWMKHOBEHWE YpPe3BblY4alHbIX CUTyauui
NPUPOLHOrO M TEXHOFEHHOIO XapaKTepa;

B) HapyLweHue npas notTpebutenei (B ciyyae obpalieHna rpaxkaaH, NpaBa KOTOPbIX HapyLUeHbl);

51.4. NMpukas (pacnopaxeHune) pykosoauTena Poccenbxo3Hagszopa WAUM TeppUTOPUasbHOMo
ynpasneHua Poccenbxo3Haa30pa, U3faHHbI B COOTBETCTBUM € nopyveHuamu MpesnaeHTta Poccuiickolit
depepauun, MNpasutenbctea Poccuitickoit Pepepaunn ManM Ha oCHoBaHWKM TpeboBaHWMA MPOKypopa o
npoBeAeHMM BHEMIAHOBOM NPOBEPKM B paMKax Hag30pa 3a UCNOJHEHMEM 3aKOHOB MO MOCTYNUBLLIMM B
opraHbl MPOKYpPaTypbl MaTepuasam u obpaLleHUAM.

52. Poccenbxo3Haa3op B XO4e NPOBeAEHUs MeponpuATMIA MO rocyAapCTBEHHOMY KOHTPOJIO



(Hap3opy) B cdepe o0bOpalLeHMA NEKAPCTBEHHbIX CPeACTB OCYLW,ECTBASET OPraHM3aumio 3KCNepTussbl
KayecTBa J/IEKAPCTBEHHbIX CPeAcTB AN BETEePMHAPHOrO MNPUMEHEHMS Ha OCHOBAHWW BblAAHHOIO
Poccenbxo3Hag3opom  3afaHuMsA  Ha  MpPOBeAEeHMEe  3KCNepTMsbl  JIEKAPCTBEHHOINO  CPeacTsa,
onpegensaowero o6beKT (06bEKTbI) IKCNEPTU3bI U KpUTEpUM ero (Ux) oLeHKU. 3aa4aHua Ha npoBedeHne
3KCnepTusbl YTBEPXKAAIOTCA pyKoBoguTenem Poccenbxo3Haasopa WAM ero  3amecTutenem  Wau
OOJ/IKHOCTHBIM JINL,OM, CMeLManbHO YNOJHOMOYEHHbIM A/18 3TOW Lenun.

JKcnepTM3a KayecTBa J1€KapCTBEHHbIX CPeacTB ANA BETEPMHAPHOro NPUMEHEeHWA MNpPoBOAMUTCA
depepanbHbIM  rOCYAapPCTBEHHbIM  OHOAMKETHbIM  yUpeXKAeHUEM, CO34aHHbIM pgas  obecneyeHus
WCMNOIHEHUS NOJIHOMOYMI Poccenbxo3Haa3opa MO rocyfapCTBEHHOW pPerncTpaumm ieKapcTBEHHbIX
npenapaTtoB ANnA BeTepUMHAPHOro npumeHeHus (ganee - ®rBY), B COOTBETCTBMM C MPUKA3OM
MuHcenbxo3a Poccum ot 05.06.2012 N 311 "O6 yTBep:geHuu [paBun npoBeAeHMA 3KCNepTU3bl
NIeKApPCTBEHHbIX CPeAcTB AN BETEPUHAPHOTO MNPUMEHEHUA U GOPMbl  3aKJOYEHUA KOMMUCCUU
aKkcnepToB" (3apeructpupoBaH MuHiocTom Poccum 20.07.2012, peructpaumoHHbin N 24963) (panee -
MpaBuaa npoBefeHNA 3KCNEePTM3bl IEKAPCTBEHHbIX CPEACTB).

JKcnepTM3a KayecTBa JEKAPCTBEHHbIX CPeAcTB NPOBOAUTCA Komuccuen 3skcneptos DIEY,
Ha3Ha4YeHHOW ero pyKoBOAUTENEM.

53. MMpoBogsume 3KCNepTU3y 3SKCMepTHble OpraHM3aumun (sKcnepTbl) He AOMXHbI UMETb
3aMHTEPECOBAHHOCTb B pe3y/ibTaTaxX 3KCNePTM3bl U HE MOTYT HAXOAMUTLCA B KaKOM-NMb60 3aBUCMMOCTHU OT
ML, Ha3HaYMBLUErO 3Ty 3KCNEepTU3y, pas3paboTyMKa NEeKapCTBEHHOIO CPeacTBa WAM  APYrux
3aMHTEPECOBAHHbIX B pe3y/1bTaTax IKCNePTU3bl SIULL.

54. MNpu opraHuMsauumn 3KCNepTu3bl, B Lenax obecneyeHus ee pesynbTaTMBHOCTM, KayecTBa U
co6M0AEHNA OCHOBHbIX MPUHUMMNOB npoBegeHuns, Poccenbxo3Hags3op MNPUHUMMAET BO BHUMMaHue
KOMMETEHTHOCTb M NPOPECCMOHANM3M  3SKCMEPTHbIX OpraHU3auMii M IKCNEpPTOB, CUCTEMHOCTb
OpraHM3auumn sKcnepTHoM PaboTbl U obecneynBaeT METOAMYECKOE COMPOBOXKAEHME AeATeNbHOCTU MO
NpPoBeAEHMIO SKCNEPTU3bl KAYECTBa SIEKAaPCTBEHHbIX CPeACTB.

55. 3agaHua Ha npoBegeHWe 3KCNepTUsbl MOryT ObiTb 06WMMKM M YacTHbiMK. Obwee 3adaHue
BblAAETCA 3SKCNEepPTHOM OpraHuWsauuuM Ha oOnpefeneHHbli nepuos BpPemMeHW U YCTaHaB/NMBaeT ee
NOJIHOMOYMSA NO NPOBEAEHUIO ONpPeAENEeHHOro BUAA SKCNEepPTU3bl B TEHEHME YKa3aHHOro cpoKa. YacTHoe
3aJaHue Bbl4AeTCA IKCMEePTHOM OpraHn3aL MM Ha pa3oBoe NpoBeseHNe KOHKPETHOro BUAA 3KCNepPTU3bI.

56. YacTHoe 3agaHWe Ha NpoBeAeHMEe 3KCMEepPTU3bl KavecTBa JIEKAPCTBEHHbIX CPEeACTB LO0/KHO
BK/tOYATb B cebs:

a) onpepeneHne Buaa M o6beKTa IKCNEPTU3bI;

6) cpoK NpoBeAeHMs IKCNepPTH3bI;

B) 0CO6EHHOCTM NpPoBEAEHNA SKCNEPTU3DI;

r) opyrue ceeaeHus, HeobxogMmble ANA NPOBEAEHUA IKCNEPTU3bI.

57. Obwee 3agaHMe Ha NpoBeAeHME 3KCMepTM3bl KAYecTBa JIEKAPCTBEHHbIX CPEeACTB AO0/KHO
BK/tOYATb B cebs:

a) onpegeneHne Buaa M o6bEKTa IKCNEPTU3bI;

6) CpOK AencTBMA NOJHOMOYNIA SKCNEPTHOM OpraHn3aumnm (Mam akcnepTa);

B) NpaBuaa NPoOBeLEHUA JAHHOMO BMAA IKCMEPTHbIX PaboT;

r) gpyrue cBegeHus, Heobxogumble 418 NPOBEeAEHUS IKCNEPTU3bI.

58. 3akntouveHMem 3KCnepTusbl KayecTBa JIEKAPCTBEHHbIX CPeacTB SBAAETCA  AOKYMEHT,
coaeprKallmMii OCHOBHbIE BbIBOAbI NO 06BEKTY 3KCNepTU3bl. 3aK0YeHNE AOMKHO ObiTb 060CHOBAHHbLIM U
HeABYCMbIC/IEHHO OTBeYaTb Ha MOCTaB/AEHHble B 33a4aHWWM MNepes 3KCNepTHOM opraHusauumen
(skcnepTtom) Bompocbl. K 3aKAOYEHUIO [O/KHbI (NPU  HA/NMYMKM) NPUAAraTbCA  U3/0XKEHHble B
Npou3BoJibHOM GpopmMme 0cObble MHEHMA IKCMEPTOB, HE COTNIACHbIX C NPUHATBIM 3aK/IIOYEHUEM.

59. 3aKntoyeHMe 3KcnepTusbl MO OOBEKTY ee MPOoBeAeHUs MOXKET ObiTb MONOMKUTENbHBIM UK
OoTpUUATE/IbHbIM, O YemM B WTOrOBOM YacCTM 3aK/AOYEHMA [O/KHA OblTb  COOTBETCTBYHOLLASA
dopmynmposka.

60. 3aKkntoveHne sKCnepTU3bl AO/MKHO XpaHuTbca B PIBY He meHee 10 neT npu ycnosuu, 4to
60/1blUME CPOKM HE YCTAHABANBAKOTCA MHbIMM HOPMATUBHBIMW NPABOBbLIMU aKTaMU.

61. Mo peweHnto pykoBoguTens Poccenbxo3Haa3opa WM ero 3amectuTens, WHbopmaums,
COAEPKALLAACA B 3aK/IHOYEHUN SKCNEPTU3bI KAYECTBA IEKAPCTBEHHOIO CPEACTBA, MOXET NyH6ANKOBaATLCA
npu ycnosum cobntofeHna TpeboBaHUI MO 3alMTe CBEAEHWIN, COCTABAAIOLWMX FOCYAAPCTBEHHYHO,



CNYXKEDOHY0, KOMMEPYECKYHO UM UHYIO OXPAHAEMYHO 3aKOHOM TaliHy.

62. Heponyctumo HapyweHue [paBun NpoBeAeHMA 3KCNepTU3bl NEKAPCTBEHHbIX CPEACTB AaA
BETEPMHAPHOIO NPUMEHEHMA, @ TAKXKe:

a) HenpeacTaBAeHWE 3KCMEepPTHOM opraHM3aumm (3KcnepTy) MHPopmauumn, Heobxoammon aAnsa
nposeseHMA SKCNepPTU3bI;

6) danbcmdurKauma maTepuanos, CBEAEHUI U AaHHbIX, NPEACTaBAAEMbIX Ha SKCMepTH3Y, a TaKKe
CBeAEHUI O pe3ynbTaTax ee NPOBeAEHNS;

B) MPUHY)KAEHME 3KCMepTHOM opraHMs3aumMm (3KcnepTa) K NOArOTOBKE 33aBEAOMO JIOMKHOIO
3aKNIOYEHMA SKCNEPTU3DI;

r) cosgaHue NpenaTCcTBUIM NPOBELEHUIO SKCNEPTU3bI;

) Heo6OCHOBAHHOCTb BbIBOAOB 3KCNEPTU3bI;

e) dbanbcndmKaLma BbIBOAOB IKCNEPTU3bI;

%) COKpbITME OT Poccenbxo3HaA30pa OCHOBAHWUIM ANA 0TBOAA SKCNEPTHOM OpraHM3aumm (skcnepTa)
BC/IeACTBME BO3HUKHOBEHMA 3aMHTEPECOBAHHOCTM SKCNEPTHOM OpraHM3aunn (skcnepTa) B pesynbTaTax
3KCnepTusbl;

3) NpAMOE MAM KOCBEHHOE BMELLATEIbCTBO B NPOLLECC IKCMEPTU3bI B LLENSAX OKA3aHWUA BAUAHUA Ha
XOA, 1 pe3ynbTaTbl IKCNEepPTM3bI;

M) WHble HapyweHusA, OTBETCTBEHHOCTb 3a KOTOpble HACcTynaeT B COOTBETCTBUM C
3aKoHoaaTenbcTBOM Poccuinckon depepaumm.

63. Kputepnem npuHATMA peweHMAa 06 opraHM3aumMm M NPOBeLEHMM MPOBEPKM COOTBETCTBUA
NIEKapPCTBEHHbIX CPEeACTB, HaxoAALLMXCA B 06paLLeHMN, YCTaHOBAEHHbIM 06A3aTenbHbIM TpeboBaHUAM K
MX KayecTBY Ha OCHOBaHMW MJIAaHOB KOHTPOA KayecTBa ABAAETCA HACTynaeHue cobbiTusA, yKasaHHOro B
nyHKkTe 51.1 AGMNUHUCTPATMBHOIO pernameHTa.

Mpn HacTynaeHWn BbIWEYKA3aHHOrO COObITUA OTBETCTBEHHbIN WCMOAHUTENb, HA3HAYEHHbIN
Ha4Ya/NIbHUKOM OTAENA, OCYLLECTBAAOLWErO KOHTPO/Ib 38 06paLLeHMEM NEKAPCTBEHHbIX CPEACTB, FOTOBUT
NpoekT obLiero 3afaHMA Ha NpoBeAEHNE IKCNEePTM3bl KAYecTBa IEKAPCTBEHHbIX CPEACTB C YKa3zaHUEM
OpraHM3auum, Kotopasa OyaeT NpoBOAMTb IKCNEPTU3Y, MPeaenbHbIX CPOKOB BbIMNOJHEHMA PaboT U
BOMPOCOB, MO KOTOPbIM NPEACTOUT MNOAYYUTb SKCMEPTHOE 3aKAtoueHue. B 3a4aHnM TaKKe yKasblBatoTCA
Iua, OTBETCTBEHHbIE 32 0TOOP 06pPa3LLOB.

MpoeKT 3afaHUA COracoBbIBAaETCA HaYaNbHUKOM OTAENa, OCYLLEeCTBAAIOWEro KOHTPO/b 3a
obpaleHnemM NeKapCTBEHHbIX CPEACTB, U YTBEPKAAETCA SNLOM, YNOSHOMOYEHHbIM A/ 3TON Lenn
pykoBoauTenem Poccenbxo3Hagsopa Wian ero 3amectTutenem.

MoarotoBka M yTBEp)KAEHWE 334aHMA Ha MPOBEAEHWEe 3IKCNEepTM3bl KayecTBa JIeKapPCTBEHHbIX
CpeacTs Npou3BoaATcA B TedeHue 3 paboumx AHeM ¢ MOMEHTa HacTynaeHua cobbliTUA, YKa3saHHOro B
nyHKTe 51.1 AAMUHUCTPATMBHOIO perfnameHTa.

64. B 3aBUCMMOCTM OT 0603HAYEHHOro B 334aHMM Ha NPOBeAeHUe 3KcnepTnsbl oTbop obpasuoBs
MOMEeT MPOU3BOANUTLCA LO/MKHOCTHBIMU ANLAMK POCCenbxo3HaA30pa, TEPPUTOPUANbHBIX YNPaBAEHWU
Poccenbxo3Haasopa nMbo npeacTaBuUTens MM NOABEAOMCTBEHHbIX yypexkaeHui Poccenbxo3Hagsopa,
3KCNepTHbIX opraHmsaumit. OT6op 0bpasLOB SIEKAaPCTBEHHbIX CPEACTB U Nepesaya UX B IKCMEPTHYIO
OpraH13auuio NPoM3BOAATCA Ha OCHOBAHMM MJIaHA KOHTPOJIA KayecTBa, YTBEPXKAEHHOro 3a4aHuA Ha
nposeseHMe 3KcnNepTMsbl M He nosgHee 15 paboumx pHel c AaTbl yTBEPXKAEHMA 33a[aHMA Ha
nposeseHME IKCNEePTU3bI.

Ocobble TpeboBaHMA K ob6pasuam, nopAgKy Mx oTbopa M HanpaBaeHUA B XOLE OpraHM3auuu U
npoBeseHMA MNPOBEPOK COOTBETCTBMA JIEKAPCTBEHHbLIX CPEACTB, HaxoAAWMXCA B 0bOpalleHuu,
YCTAHOBNAEHHbIM 06A3aTeNbHbIM TPEOOBAHUAM K MX KAYeCcTBY MPWU OCYLLECTBAEHUM KOHTPONA KayecTsa
JIEKapPCTBEHHbIX CPEACTB YKa3aHbl B NyHKTe 80 AAMUHUCTPATUBHOIO perfameHTa.

65. Ha oCHOBaHWW MOAYYEHHOro 33JaHMA 3SKCMepTHaA OpPraHM3auMsa MNPOBOAUT 3SKCMEPTU3Y
KauyecTBa 06pa3LLOB B CPOK, onpegensembliii 3agaHnem. OTBETCTBEHHOCTb 3@ KOHTPOb OpPraHU3aumumn m
NpoBeLEeHMA 3KCMEPTMU3bl HECET Ha4YaNbHUK OTAENa, OCYLLECTBAAIOLWEro KOHTPOAb 3a obpalieHuem
JIeKapCTBEHHbIX CPeaCTB.

66. MNpuemKy 3aKNHOYEHUA IKCMEPTHOM OpPraHM3aumMmn No BCEM BOMPOCAM, YKa3aHHbIM B 3343aHWN,
OCYLLECTBAAET HaYa/bHUK OTAENA, OCYLLECTBAAIOWEro KOHTPO/b 3a O6palleHWeM /IeKapCTBEHHbIX
cpeacTs, U B TedyeHne 3 paboumnx AHel ¢ AaTbl NPUEMKN NepesaeT ero OTBETCTBEHHOMY UCMONHUTENIO.

67. Ha 0CHOBaHWW 3aK/OYEHUA IKCNEPTU3bl OTBETCTBEHHbIN UCMONHUTENbL B TeyeHUe 5 paboumx



AHel ¢ AaTbl ero NoAy4YeHUA roTOBUT NPOEKT PELLEHUS MO pe3y/bTaTaM 3KCNepTU3bl KOHTPOA KayecTtsa
COOTBETCTBMA /IEKAPCTBEHHbIX CPEACTB, HaxoAAWMXcA B 06palleHnKn, YyCTaHOBAEHHbIM 06A3aTeNbHbIM
TpeboBaHUAM K UX KayecTBy, COrNacoBbIBAET ero C Haya/lbHUKOM OT/ZleNa, OCYLLECTBAAOLWEro KOHTPONb
3a obpallleHMeM /IeKapCTBEHHbIX CPeAcTB. B Tom cayyae, ecam No pesysibTaTam 3KCNEPTU3bl BO3HUKAET
HeobX0AMMOCTb MPEeKpalLleHMa rpaXKaaHCKOro 06opoTa cepum Kakoro-nmMbo nekapcTBeHHOro CpeacTsa,
OKOHYaTe/NbHOe pelleHMe 06 3ToOM nNpuMHMMaeT pyKoBoauTeNb PoccenbxosHaaszopa WM ero
3amMecTuUTeNb.

68. [IOKyMeHTbl U [AaHHble, COAEpXKalluMe cBedeHusa, AalollMe OCHOBaHWA A/A COMHEHUN B
KauyecTBe /IeKapCTBEHHOro cpeAcTBa M NpeAHasHayeHHble AN NPoBeAeHUA 3KCMepTUsbl KayecTsa B
BMAE MOBTOPHOrO rOCyAapCTBEHHOro KOHTPOAS NEeKAaPCTBEHHbIX CPeACTB, NOCTYNMUBLUME OT 3KCNEepPTHOM
OpraHM3auunmM, PerucTpumpyroTca B TeyeHMe OfHoro paboyero AHs ¢ AaTbl NoayyYeHus. Komnaekr
OOKYMEHTOB MOKET ObITb HanpaB/eEH MO NOYTe 3aKa3HbIM NMMCbMOM (6aHAEPO/bIO) C ONUCHIO BNOXKEHUSA
N yBeaoMNAeHNeM O BpyyYeHuU. KOHTPO/b 33 BeAEHWEeM yyeTa AOKYMEHTOB OPraHuM3yeT HadasbHUK
oTAena, ocyLWecTBASAOWMIA KOHTPOb 33 06paLLeHMEM TeKapCTBEHHbIX CPeACTB.

69. OTBETCTBEHHbI MWCMOMHWUTENb, HA3HAYEeHHbIM Haya/lbHUKOM OTAeNla, OCYLLEeCTBAAIOLWEro
KOHTPO/Ib 33 0bpallleHMEeM NIeKapCTBEHHbIX CPeacTB, B TeyeHMe 5 paboumx AHen ¢ gatbl perncrpaumnm
OOKYMEHTOB npoBepsieT 060CHOBaHHOCTb NPOBEAEHMA SKCNEPTMU3bl KaYecTBa.

Mpn OTCYTCTBMMU HagNeXKalinx OCHOBAHWI OTBETCTBEHHbIM WCMOJHUTENb FOTOBUT MUCbMEHHbIN
OTKa3 B MNPOBEAEHMU IKCMEPTM3bl KayecTBa MNpPU  OCYLWECTBJAEHUM MOBTOPHOrO BblBOPOYHOro
rocy4apcTBEHHOTO KOHTPOJIA NEKAPCTBEHHbIX CPEACTB C YKasaHMeM OCHOBaHMWIM OTKasa, KOTopbli
noanucbiBaeTcs pyKosoauTenem PoccenbxosHagsopa WAWM ero 3amecTuTeNieM U HanpasaseTca B
3KCMEepPTHYIO OpraHunsaLmio.

70. Kputepuem nNpuHATUA pelleHns ob opraHM3auuu U NposBeAeHUM NPOBEPKU COOTBETCTBUA
JIeKapCTBEHHbIX CPE/CTB, HAaX0AALMXCA B 06palleHUN, YCTaHOBEHHbIM 06A3aTeNbHbIM TpeboBaHUAM K
MX KayecTey B C/yyae BO3HMKHOBEHUA COMHEHWI B KayecTBe J1IeKapCTBEHHbIX CPeACTB SBAAETCA
BblIBJIEHWE HECOOTBETCTBMS MNOKa3aTesield KayecTBa /IEKApCTBEHHOro cpeactsa TpeboBaHMAM
HOPMaTUBHOWN AOKYMEHTaUMU UM HOPMATUBHOMO AOKYMEHTa.

OTBETCTBEHHbIA WUCMNOAHUTENb FOTOBUT MPOEKT YacTHOrO 3aJlaHMA Ha NPOBEAEHUE 3KCNepTU3bl
KauyecTBa 1eKapCTBEHHOro CpeACcTBa C YKazaHMeM opraHM3almm, Kotopaa byaeT NnpoBOANTb SKCNEepTU3Y,
npeaenbHbIX CPOKOB BbINOMIHEHUS PaboT M BOMPOCOB, MO KOTOPbIM NPEACTOUT MOJYYUTb IKCNepTHOoe
3aKkntoYeHue. B 3a4aHMM yKasbIBalOTCA /1MLL@, OTBETCTBEHHbIE 32 0TOOP 06pa3LLoB.

MpoeKT 3a4aHMA COracoBbIBAETCS C Haya/bHUKOM OTAe/fla, OCYLLEeCTB/IAIOLWEro KOHTPO/b 3a
obpallleHNeM JIeKapCTBEHHbIX CPEeACTB, M YTBEPXKAAEeTCA JINLOM, YNOJHOMOYEHHbIM A4/1A 3TOM uenu
pyKkoBoauTenem PoccenbxosHazsopa UM ero 3aMmecTuTesiem.

MoarotoBKa M yTBEPXKAEHUE 3a4aHMA Ha NPOBeAEHUE IKCNEepPTM3bl Ka4yecTBa Npu OCYLLECTBAEHUU
NMOBTOPHOIO BbIOOPOYHOrO rocyaapCTBEHHOro KOHTPO/S NPOU3BOAATCA B TeyeHMe 3 paboumx aHen c
MOMEHTa BO3HUKHOBEHWSI COMHEHW B KAYeCTBe JIEKapPCTBEHHOTO CpeacTBa.

71. B 3aBucMmMocTM OT 0603HAUYEHHOrO B 334aHUN Ha NpoBeseHMe aKcnepTusbl oT6op obpasLoB
MOXeT MPOU3BOANTLCA MNPEeACTABUTENAMU TeppPUTOPUaNbHbIX ynpaBaeHui Poccenbxo3Haasopa,
noaBeaoOMCTBEHHbIX yypexaeHnn Poccenbxo3Hagsopa, sKCNepTHbIX opraHmsauyuii. OT6op obpasuoBs
JIeKapCTBEHHbIX CPeACTB U Mepedaya MX B SKCMEPTHYH OpraHM3auuio NpousBoAATCA B TedeHue 15
pabouunx aHel c AaTbl yTBEPKAEHUA 3a4aHNA Ha NPOBeieHNE SKCMepPTU3bI.

72. Ocobbie TpeboBaHMsa K obpasuam, NopAAKY UX OoTOOpa W nepedayn B Xo[e OpraHM3aLuUu
NnpoBeZleHMA 3KCNepTU3bl KayecTBa NP OCYLLECTBAEHUM MOBTOPHOrO BbIBOPOUYHOrO rocyaapCcTBEHHOrO
KOHTPONA IEKapCTBEHHbIX CPEACTB YKa3aHbl B NyHKTe 80 AAMUHUCTPATUBHOIO periiaMeHTa.

73. Ha ocHOBaHWKM MOJIyYEHHOro 3aZlaHMA 3KCNepTHaA oOpraHM3auus NPOBOAUT 3IKCMepTUsy
KayecTBa 06pa3LLOB B CPOK, ONpeaensemblit 3agaHnem, Ho He npesbllwatowmii 30 paboumx gHen ¢ aaTbl
nonyyeHma obpasLoB 3KCNepTHOW opraHusaumei. OTBETCTBEHHOCTb 3a KOHTPO/b OpraHu3auuu u
NpoBeZleHMA 3KCMNepTM3bl HeceT HayaflbHUK OTAeNa, OCYLLEeCTBAAILWEro KOHTPO/b 3a obpalleHnem
JIeKapCTBEHHbIX CPeaCTB.

74. MpUEMKY 3aKNOYEHMA IKCMEPTHON OpraHM3aLMmM No BCEM BOMPOCAM, YKa3aHHbIM B 3a4aHuN,
OpraHuM3yeT Haya/bHWUK OTAeNa, OCYLEeCTBAAOWMNIA KOHTPO/Ib 33 0bpalleHNeM IEKapCTBEHHbIX CPeACTB,
N B TeyeHue 3 paboumnx gHen ¢ gaTbl NOCTYNNEHUSA NepenaeT ero OTBETCTBEHHOMY UCMONHUTENIO.

75. B cnyyae noaTBeprKAEHWS COOTBETCTBMA JIEKAPCTBEHHbIX CPeAacTB, HaxOoAALMXCS B



obpalleHnn, yCcTaHOBAEHHbIM 0653aTeNlbHbIM TPeboBaHMAM K MX KAyecTBY MO pe3y/sbTaTam NPOBEPKMU
HanpaBAseTca NUCbMEHHOEe YyBeAOM/IEHME HanpaBuBlueMy obpalieHue (3asBneHMe) Anuy, a TaKKe
OpraHn3auum-Npon3BOaUTENIO.

76. B cnyyae HenoAaTBepXKAEHUA COOTBETCTBMA JNEKAPCTBEHHbIX CPeAcCTB, HAXOAALWMXCA B
obpalleHnn, yCcTaHOBAEHHbIM 0653aTeNIbHbIM TPeboBaHMAM K MX KAYecTBY MO pe3y/sbTaTamM NPOBEPKU
pykoBoauTenb WAW 3amecTuTenb pykosBoauTena Poccenbxo3Haz3opa MpUHMMaET peleHue o
HEBO3MOXHOCTM ObpalleHna Ha TeppuTopumn Poccuitickon depepaumm M OTMEHe FOCYAapPCTBEHHOM
pernucTpauum n1eKapcTBeHHbIX CPeaCTB AN BETEPUHAPHOro NpMMeEHEHUA B CBA3U C HAIMUMEM PUCKA UK
Yrpo3bl 340POBbI0, XM3HM FKMBOTHOFO, MNPEBbIWAWMX UX 3PPEKTUBHOCTb, O YemM HanpasaAeTcA
NUCbMEHHOe YyBeAOM/IEHME NIMLY, HanpaBuBlueMy obpalieHue (3asBfieHME), a TaKKe opraHusauuu-
npoussoauTento.

77. Ha OCHOBaHWUW 3aK/OYEHUA IKCNEPTU3bl OTBETCTBEHHbIN UCMONHUTENbL B TedyeHUe 3 paboumx
OHel C AaTbl €ro MOJYyYEeHWA TOTOBUT MPOEKT peleHWa No pe3ynbTaTam 3SKCMNepTu3bl KavyecTsa,
COrNacoBbiBaeT €ro C Havya/lbHUKOM OTAENd, OCYLLEeCTBAAIOWEro KOHTPO/b 3a obpalieHnem
NIeKapCTBEHHbIX cpeacTs. PelweHne no pesynbTaTaM 3KCMEpPTM3bl KayecTBa MNpPU  OCYLLECTBAEHUU
NOBTOPHOro BbI6OpPOYHOro rocyapcTBeHHOro KOHTpONA npuHUMaeT pyKkoBoguTenb
Poccenbxo3Haasopa.

78. Mpn HacTynneHun cobblTUI, yKasaHHbIX B MyHKTe 51.3 AAMWHUCTPATUBHOIO pPEernameHTa,
OTBETCTBEHHbIA UCMONHUTENb FOTOBUT MPOEKT YAaCTHOro 33a4aHMA Ha NPOBeAEHME SKCNEPTU3bI KauecTBa
NIeKapCTBEHHOrO Mpenapata C YKasaHMemM opraHusaumu, Kotopasa byaeT nNpoBOAMTbL 3KCMepTUa3y,
npeaenbHbIX CPOKOB BbINOSIHEHUA PaboT M BOMPOCOB, MO KOTOPbIM MPEACTOUT MOAYYMUTb IKCNEPTHOE
3aKkntoveHme. B 3agaHuKM TaKkKe [0/MKHO ObiTb YKa3aHO, KTO oTBedvaeT 3a oTbop obpasyos. MpoekT
33[3HUA COrNacoBbIBaeTCA C Ha4Ya/NbHUKOM OTAENA, OCYLLECTBAAKOLWEro KOHTPOAb 3a obpalieHnem
NIEKapPCTBEHHbIX CPEACTB, U YTBEPKAAETCA JNLOM, YNONHOMOYEHHBIM ANA 3TOW LEeNN pyKoBoauTenem
Poccenbxo3Haasopa unum ero 3amectutenem. MNoarotoBka n yTeepKAeHUE 3a4aHMA OCYLLECTBAAIOTCA B
TeyeHue 5 pabounx gHe.

79. B pganbHeiwem npoueaypa OCYLWECTBAAeTCA B NOpAAKe, YKazaHHOM B MyHKTax 72 - 77
AOMUHUCTPATUBHOIO pernameHTa.

80. TpeboBaHuAa K obpasuam, nopAgKy ux oTbopa M HanpaBneHUs B XO4e OpraHu3auum
nposeneHuA NPOBEPKM KayecTBa:

oT6b0op 06pa3LoB OTEYECTBEHHbIX JEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA B OpraHW3auumax
ONTOBOW TOProB/N, BETEPUHAPHbIX OPraHU3aLMAX, BETEPMHAPHbLIX aANTEYHbIX OPraHW3auUMsAX,
WUHAMBUAYANbHBIX NpeanpUHUMaTENEl, OCYLLECTBAAOWMNX GAaPMALLEBTUYECKYIO AEATENIbHOCTD;

oT60p 06pa3L0B 3apybekKHbIX NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA B OPraHM3aLmax ONToBOM
TOProB/n, BeTepPUHaApPHbIX OPraHM3auMAX, BETEPUHAPHbIX anTeyHbIX OPraHu3auuax, MHAUBUAYANbHbIX
npeAnpuHUMATENEN, OCYLLECTBAAIOLLMX PpapMaLeBTUUYECKYIO AEATENIbHOCTb Ha TeppuTopun Poccuiickoi
depepauny;

oT60op 06pasLoB NEKAPCTBEHHbIX CPEACTB MOXKET NPOBOAUTLCA B OpraHM3auuu-npoussoautene
NeKapCTBEHHOIO CPeACcTBa M3 apXMBHbIX 0O6Pa3LLOB OTAENa KOHTPO/IA KauecTsa;

06pa3Lbl NeKAapPCTBEHHbIX CPEACTB HAMPABAAOTCA BO BTOPUYHOM NOTPeOUTENbCKOM ynakoBKe (B
c/lyyae ee OTCYTCTBUA - MEPBUYHOM MOTPEOUTENbCKOM YMaKoBKe), NpeayCcMOTPEHHOM HOPMaTUBHbLIM
OOKYMeHTOM; 06pasupl cybcTaHLMiM - B Tape u3 cTekna. MapKknposKa 06pa3LLoB IeKapCTBEHHbIX CpeacTB
OO0MKHA COOTBETCTBOBATbL TPEHOBAHMAM HOPMATUBHbIX OKYMEHTOB;

06pasubl NEKAPCTBEHHbIX CPEACTB HAMpPaBAAlTCA C cobnogeHnem TpeboBaHMI K YCNOBUAM
nepeBO3KU U XpPaHEHUIO IEKAPCTBEHHOrO CpeacTBa, NPeayCMOTPEHHbIM HOPMATUBHBLIM JOKYMEHTOM, C
COnNpoBOAUTENIbHBIM MUCBMOM M aKTOM 0T60pa 06pa3LLOB NeKAPCTBEHHbIX CPEACTB;

06pasubl NEKAPCTBEHHbIX CPEACTB AO/IKHbI COMPOBOXAATLCA 3aBEPEHHON Konunen cepTudmKaTa
COOTBETCTBMA JIEKAPCTBEHHOIO CPeACcTBa, MPOTOKO/JOM MWCCNeAOoBaHWM ANBO APYrMM OOKYMEHTOM,
CBUAETENbCTBYIOLMM O Ka4eCTBe /IeKapCTBEHHOIO CPeACTBa;

06pa3ubl cybcTaHUMI, U3 KOTOPbIX NMPOM3BEAEHbl JIEKAPCTBEHHbIE CPeAcTBa OTEYECTBEHHbIMM
OpraHn3auuAMKU-NPON3BOANTENAMN, [OONXKHbI COMPOBOMKAATLCA [OKYMEHTamMMu, NOATBepKAatoWwmnmm
KauyecTBO Cyb6CTaHUMI, BblAAHHbBIX NPOM3BOAUTENEM CYOCTAHLMW U NPOU3BOAUTENEM JIEKAPCTBEHHOTO
cpeacTBa Nno pesybTaTaM BXOAHOMO KOHTPONA KayecTBa;

06pa3Lbl 1EKAaPCTBEHHbIX CPEACTB HAMNPaBAAOTCA B KONMYECTBE, AOCTaTOMHOM ANA NPOBeAEeHMUA



Tpex aHaNM30B B COOTBETCTBUU C TPE6OBAHMAMM HOPMATUBHBIX OKYMEHTOB;

06pasubl rOTOBbIX JIEKAPCTBEHHbIX CPEACTB M 06pasupbl CybCTaHUMIA AONMKHbBI COMPOBOMKAATLCA
CTaHAAPTHbIMM 06pasLamm cybCTaHLUMIA U BELWECTB, HeOBX0ANMbIX ANA NPOBEAEHNA KOHTPOAA KayecTsa
B COOTBETCTBMM C HOPMATUBHbIMU AOKYMEHTaMM, U OPUTMHANOM UAM 3aBEPEHHOMN KOMMen AOKYMEHT],
NOATBEPXKAAIOLLErO KaYecTBO CTaHAAPTHOro obpasua opraH13aLMn-NponsBoanTens;

06pasubl OTEYECTBEHHbIX /1IEKAPCTBEHHbIX CPEACTB CPaBHMBAKOTCA C apXMBHbIM 06pasuom
cybCcTaHUMKM B KOo/iMYecTBe, [AOCTaTOMHOM AN MPOBEAEHMSA [ABYX aHaNM30B B COOTBETCTBUU C
YTBEPXAEHHBIM HOPMATUBHbIM AOKYMEHTOM.

81. Obpasubl NEeKapCTBEHHbIX CPeACTB, OCTaBLIMECA MOC/ie MPOBEAEHMSA KOHTPOAA KayecTsa
NeKapCTBEHHbIX CPEACTB, XPaHATCA He MeHee 6 MecALEeB, Nocae Yero 06pasLbl IeKapCTBEHHbIX CPEACTB,
He yaoBneTBopalowme TpeboBaHMAM HOPMATUBHON AOKYMEHTALMU MW HOPMATUBHbIX LOKYMEHTOB,
NOANENKAT YHUUYTOXKEHMIO B YCTAHOBNEHHOM MOpPsAAKe, 06pasubl J1IEKAPCTBEHHbIX CPeacTs,
yaosneTsopsiolwmMe TpeboBaHMAM HOPMATMBHOM LOKYMEHTaLUMU WAW HOPMATUBHBLIX [OOKYMEHTOB,
BO3BPALLAIOTCA OPraHU3auUAM-NPON3BOANTENSAM MO UX MUCbMEHHOW npocbbe MbBO UCnonb3yloTCA B
Hay4yHO-MCCNeA0BaTENIbCKUX LieNnAXx.

82. CybbeKT obpalleHus /IeKapCTBEHHbIX CPeACTB Ha Tepputopuu Poccuitickoii depepaunn,
BbIAIBUBLUMIA HECOOTBETCTBME JIEKAPCTBEHHbIX CPEACTB TPEOOBAHMAM HOPMATUBHOMN SOKYMEHTALMK UK
HOPMaTMBHbBIX AOKYMEHTOB, NpeacTaBaseT 06pasLbl HECOOTBETCTBYHIOLLENO JIeKaPCTBEHHOIo CPeacTBa B
KoJinyecTse, OCTaTOYHOM A/11 NPOBeAEeHNA HEOBXOAMMbBIX SKCNEPTU3.

83. PesynbTaTomM agMWHUCTPATMBHOM npoueaypbl "OpraHusauma M npoBeAeHMe NPOBEPOK
COOTBETCTBUA /IEKAPCTBEHHbIX CPeACTB, HaxoAAawmxca B o6palleHMm, yCTaHOBAEHHbIM 0653aTe/IbHbIM
TpeboBaHMAM K UX KadecTBy" ABAAeTcA pelueHne Poccenbxo3Hagsopa O COOTBETCTBUM UAU
HEeCOOTBETCTBUM IEKAPCTBEHHbIX CPEACTB, HAXOAALWMXCA B 06paLLeHMM, YCTaHOBAEHHbIM 0653aTe/IbHbIM
TPeboBaHMAM K UX KaYecTBY, MPUHATOrO Ha OCHOBaHMM 3KCMEPTHOrO 3aK/loueHus.

OpFaHVI3aLI,VIFI M nposeageHne MOHUTOPUHIa 6e3onacHocTH
NNEKaPCTBEHHbIX NpenapaTos

84. OcHoBaHMEM pA/a Hayana agMWHUCTPATUBHON npoueaypbl "OpraHusauma U nposegeHue
MOHWUTOPUHIa 6e30MacHOCTU JIEKAPCTBEHHbIX MpenapatoB” SBAAETCA PerncTpauus JIeKapcTBEHHbIX
npenapaToB AN BETEPUHAPHOIO NPUMEHEHMUS.

85. AaMmHUCTpaTMBHAA npoueaypa "OpraHusauma M nposeseHne MOHUTOPUHra H6e3onacHoCTu
NleKapCTBEHHbIX NpenapaTtos” npoBoanTcA Poccenbxo3HaA30pOM NOCTOAHHO HA OCHOBaHUU:

COOBLLEHNI, NONYYEHHDBIX OT /1L, MO POAY UX NPOGECCUOHANBbHOW AEATENbHOCTY;

COOOLEHNIN, NONYYEHHbIX OT OGU3MYECKMX /ML, B TOM UMC/Ee BNAAENbLEB KUBOTHbIX,
WHOMBUAYANbHBIX NpeanpuHUMaTEneil U IPUANYECKUX NUL, OCYLLECTBAAIOWMX OEATE/bHOCTb NpuU
06paLleHNnN NeKaPCTBEHHbIX CPEACTB;

MHPOPMaLMM, NONYYEHHON NPU OCYLLECTBIEHWUN KOHTPOJIbHbIX M HAaA30PHbIX GYHKLMI B 061acTh
BETEPUHaPUK;

MHOOPMaLMKM, copepKalleica B Nepuoanveckux otyetax no 6e30MacHOCTU NeKapCTBEHHbIX
npenapaToB, 3aperncTpmMpoBaHHbIX B Poccuiickon Pegepaumn.

86. AgMUHUCTpaTMBHAA npoueaypa "OpraHu3auma U npoBeaeHNne MOHUTOPUHra 6e30MacHoOCTU
NIeKapCTBEHHbIX npenapatoB” ucnonHAetTca B xode cbopa, 06pabOTKM, peructpaumMm W aHaamsa
MHPOPMALMUN O NOBOYHBIX AEUCTBUAX, HE YKA3aHHbIX B MHCTPYKLMAX MO NPUMEHEHMIO TEKAPCTBEHHbIX
npenapaTtoB  AAa  BETEPUMHAPHOrO  MPUMEHEHMUS,  Cepbe3HbIX  He)KenaTeslbHbIX  pPeakuusx,
HenpeaBUAEHHbIX He)KenaTeslbHbIX peakumax (Janee COOTBETCTBEHHO - MNObOYHble AelcTBUS,
cepbesHble U HenpegBUAEHHble HeXenaTesbHble peakuuu), OCODEHHOCTAX B3auMOAEeNCTBUS
JIeKapCTBEHHbIX MPENapaToB C APYIMMU NEKAaPCTBEHHbIMM NpenapaTamu, KOTopble 6blv BbiSBAEHbI NPU
NPOBeAEHUU KAMHUYECKUX WUCCe0BaHUM U MPUMEHEHMM NEKaPCTBEHHbIX MpPenapaToB, MPOBEPKM
[OCTOBEPHOCTU CBeAEHUM, MNocTynuelwMX B Poccenbxo3Haz3op (TeppuTopuanbHoe ynpasieHue
Poccenbxo3Hagsopa), nybnvkauum Ha oduumanbHom caikite Poccenbxo3Haasopa CBeAEeHWn o
NPUOCTAaHOBNEHUN MPUMEHEHUA NEKAPCTBEHHOIO NPenapaTta, BHECEHUU U3MEHEHWUI B MHCTPYKLMIO MO
NPUMEHEHMIO NIEKAPCTBEHHOIO MpenapaTta, M3bATUIO U3 06palleHMAa AN OTMEHe roCyAapCTBEHHOM
perucTpauumn NeKapcTBEHHOro npenapaTa MPUHATbIX NO pe3yabTaTaM MOHUTOPWMHra 6e3onacHocTu



JIeKapCTBEHHbIX NpenapaTos.

87. vua, no poay cBoeil npodeccMoHaNbHOW AeATeNbHOCTU, HAMpaBAAOT CBeAeHus B
MHPOPMALMOHHO-aHAZIMTUYECKYIO cucTeMy Poccenbxo3Hags3opa o NoboYHbIX AENCTBUSX, B TOM Yucie
No6OYHbIX OEWUCTBUAX, HE YKa3aHHbIX B MHCTPYKUMAX NO MPUMEHEHWUIO NEKAPCTBEHHbIX MPEnapaTtos,
CEepPbe3HbIX HeXKenaTesibHbIX peakumax U HenpenBUAEHHbIX HeXenaTtesbHbIX Peakuusax, npuBeawmnx K
rmbenu, BPOXMAEHHbIM AHOMANMAM MAM MOPOKAM pPasBUTMA MO0 npeacTaBAAloWMX coboi yrposy
KU3HU KMBOTHbIX, HEMpPenBUAEHHbIX HEXeNnaTeNbHbIX peakumax, BO3HUKWKUX MNpPU MPUMEHEHUU
JIeKapCTBEHHOrO npenapaTta B COOTBETCTBUM C WMHCTPYKUMEN MO NMPUMEHEHUIO, CYLLHOCTb W TAMXKECTb
KOTOpPbIX He COOTBETCTBOBa/AM MHOOPMaALMM O JEeKapCTBEHHOM nNpenapate, cogeprKalienca B
WMHCTPYKLMM MO €ero NPUMEHEHWI0, B TOM YMUC/Ae MOBJMEKIMX BO3HWMKHOBEHME M pPacMpOCTpaHeHue
3apasHbiX 60se3HEN KMBOTHbIX, 06 OCOBEHHOCTAX B3aMMOLEWCTBMA JIEKAPCTBEHHbIX MPEnapaTos C
APYTMMU NeKapCTBEHHbIMM MpenapaTamum, KOTopble OblM BblIBAEHbI NPU NPOBEAEHUN KAUHUYECKUX
NcCNefoBaHU M MPUMEHEHMM JIeKapCTBEHHbIX npenapaTosB, B ¢popme "coobuieHns o noboyYHOM
OEeVCTBUM, HeXKenaTe/lbHOM  peakuuu, OTCYTCTBUM  KAMHMYecKoro 3¢dekta U 0cobeHHOCTAX
B3aMMOLENCTBMA  NIEKAPCTBEHHOrO  MpenapaTta, 3aPerucTpMpoBaHHOIO M paspelleHHoro K
BETEepMHaApHOMY npumeHeHUto B Poccuiickon depepaumn” (ganee - CoobuieHua) B nopagke,
YCTaHOB/NIEHHOM MYHKTOM 15 AAMUHUCTPATUBHOTO pernamMeHTa.

88. CoobuieHus, HanpaBnsemble B MHPOPMALMOHHO-AHANTUTUYECKYIO cucrtemy
Poccenbxo3Haa3opa B 3/1EKTPOHHOM BUAE, PEFUCTPUPYIOTCA B aBTOMATUYECKOM pexume. OTnpasutenb
CoobLLeHNs NonyYyaeT Ha 3/1EKTPOHHbIA afpec, YKasaHHbIA UM B WMHPOPMALMOHHO-aHANUTUYECKOWN
cucteme PoccenbxosHaasopa, nogreepxaeHue pernctpaumm CooblueHmsa B TeyeHMe oaHoro paboyero
OHS  c  pgaTtbl  HanpasneHusa  CooblweHus B MHPOPMALMOHHO-aHANMTUYECKYID  CUCTEMY
PoccenbxosHagzopa.

89. HavanbHMK oTaena Poccenbxo3Hagsopa, YNOJHOMOYEHHOIrO OCYWEeCTBAATb MOHUTOPUHT
6€30MacHOCTM JIeKapCTBEHHbIX MNPEenapaToB, Ha3Ha4YaeT OTBETCTBEHHOro WCMOAHUTENA W3 4yucna
COTPYAHWMKOB OTAEeNa, B 00653aHHOCTM KOTOPOro BXOAMT OCYLLECTBAEHWE KOHTPO/A aBTOMATUYECKOWM
peructpaunn CooblueHunit B MHGOPMaLMOHHO-aHAaAUTUYECKOW cucTeme Poccenbxo3Haasopa M aHanus
NoJly4eHHbIX CBeAEeHWUNA.

90. CoobuweHuns, nocTynatowme B PoccenbxosHagsop (TeppuTopuanbHoe ynpaBfieHue
Poccenbxo3Hagsopa) Ha OymaxKHOM HocuTesie, No ¢Gakcy, a TaKXe Mo 3/IeKTPOHHOM mnouTe,
perucTpupytotca  otaenom  Poccenbxo3Haasopa, OTBeYalOWMM 33 PerucTpaumio  Bxogslien
KOppecnoHAeHUMN, U He nosgHee 5 pabounx AHel ¢ AaTbl NOCTYNAEHUA B OTAEAN, YNOJHOMOYEHHbIN
OCYLLECTBAATb MOHUTOPUHI 6e30MacHOCTU JIeKAapPCTBEHHbIX MPenapaTos, BBOAATCA OTBETCTBEHHbIMM
UCNONHUTENAMM, HA3HAYAaeMbIMW  HAYa/lbHUKOM OTAEeNa W3  4Yucna  COTPYAHWMKOB OTAena, B
MHPOPMALNOHHO-aHAIMTUYECKYIO cucTeMy Poccenbxo3Haasopa.

91. CoobuweHuna paccmaTpmpatoTca B TedeHme 30 gHen B cooTBeTcTBMM ¢ DesepanbHbiM 3aKOHOM
ot 02.05.2006 N 59-®3 "O nopsake paccmoTpeHus obpalieHuit rparkaaH Poccuiickon degepaumn’.
NHbopMauma, npuBeseHHas B COODOLEHMM, BBOAUTCA B MHOOPMALMOHHO-aHANIUTUYECKYIO CUCTEMY
Poccenbxo3Haasopa B nopsaake, onpeaeneHHoOM B MNyHKTe 15 AAMWHWCTPATUMBHOIO pPernameHTa, M
paccmaTpuBaeTcA B COOTBETCTBUM C MyHKTaMM 93 - 95 AAMMHUCTPATUBHOIO pernameHTa.

92. CBeaeHuUs 0 NOBOYHbIX AEWCTBUAX, CEPbE3HbIX HEMXKENATe/IbHbIX peaKkumax, HenpeaBuaeHHbIX
HerKenaTeslbHbIX peakumnsax, 06 0cobeHHOCTAX B3aMMOAENCTBUA NEKAPCTBEHHbIX NPENapaTos C APYrMMM
JIeKapCTBEHHbIMM MpenapaTaMu, cogeprkawmeca B MHPOPMALMKU, NOSYYEHHON MPU OCYLLECTBAEHUMU
KOHTPO/IbHbIX W Hag30pHbiIX GYHKUMM B obnactu BeTepuMHapuu, BBOAATCA B MHOOPMALMOHHO-
aHaUTUYecKylo cuctemy Poccenbxo3Hagsopa B NOpsAaKe, onpegesieHHoM B NyHKTe 15
ALMUHUCTPATUBHOIO  perlameHTa, W pPaccMaTpMBalOTCcA B COOTBETCTBMM C  NyHKTOom 95
ALMUHUCTPATUBHOIO pernamMmeHTa.

93. OTBETCTBEHHbIN MCMOAHUTENDb B CPOK He nosgHee 10 paboumx AHen € AaTbl NOCTynaeHuA
CoobuweHna npoBepaeT AOCTAaTOYHOCTb MHPopmaumm ana obpaboTKM M aHanusza uHPopmauum o
NoBOYHbIX AENCTBUAX, Cepbe3HbIX U HenpeaBUAEHHbIX HexenaTesbHbIX peaKkumax, 06 ocobeHHOCTAX
B3aMMOLENCTBMA SIEKAaPCTBEHHbIX MPenapaToB C APYrMMM IeKapCTBEHHbIMKW Mpenapatamu. B cayyae
ecnm uHbopmaumu, npueeaeHHon B CoobuieHMM, HenoCTaTOMHO ANA npoBeAeHMA obpaboTku u
aHann3a, OTBETCTBEHHbIN WCMOMHWUTENb FOTOBMT MPOEKT 3anpoca AOMONHUTENbHOM MHbOopMmaLuK y
oTnpasutens CoobuweHuna. Cpok paccmoTpeHns CoobLieHma Npu 3TOM NPUOCTAHAB/MBAETCA Ha Bpems,



HeobxoaMmoe A1a NOAroToBKKU oTnpasutenem CoobleHMa oTBeTa Ha 3anpoc. Bo3obHoBAeHWe oTcyeTa
CpoKoB paccmoTpeHns CooblueHma Npom3BoaMTCA B AeHb NOCTyNAeHusa B Poccenbxo3Haa3op oTBeTa Ha
YKa3aHHbIi 3anpoc Poccenbxo3Haasopa.

94. OTBETCTBEHHbLIN MCMOAHUTENDb B CPOK, He npesblwatowmin 10 paboumx aHen c Aaathbl
noctynneHua CoobuieHna B Poccenbxo3Hazasop, BnpaBe MNoAroTOBUTbL  3anpoc  3asBUTEso
rocyaapcTBEHHON perncrTpauum IeKapcTBEHHOMo npenaparta, NpUMMeHeHMe KOTOPOro COnpoBOXKAaN0Ch
NnoboYHbIM AeicTBMEM, CEepbe3HOM WAW  HenpeaBUAEHHOW HexKenaTe/NlbHOW  peaKkuuein wim
0COBEHHOCTAMM  B3aMMOJENCTBMA  JIeKAPCTBEHHOrO npenapata C  APYrMMU  JIeKapCTBEHHbIMM
npenapatamu C LEAbo MNojydyeHus mHpopmaumm, HeobXoAMMOWM ANA OLEHKU TAMKECTU U CYLHOCTU
AaHHOro nobo4yHoro AencTeuA, peakuum u (nam) BsanmoaencTensa. Cpok paccmoTpeHuMa coobLleHus npu
3TOM MPUOCTAHAB/MBAETCS Ha Bpemsi, Heobxoammoe ANA NoArOTOBKM 3asiBUTENEM roCyAapCTBEHHOM
pernctTpaunm NeKkapcTBeHHOro npenapaTta OTBETa Ha AaHHbIW 3anpoc. Bo3obHOBAeHWE OTcyeTa CpoKa
paccmoTpeHma CoobleHns npousBoAUTCA B A€Hb MOCTynieHus B PoccenbXxo3Haa3op OTBeTa Ha
YKas3aHHbIN 3anpoc Poccenbxo3Hagsopa.

95. Poccenbxo3HaA30p BMpaBe oOrpaHMuMTb obpalleHne npenapata WAM  MNPUHATb
OONONHUTENIbHbIE Mepbl Mo obecneyeHuto 6e30MacHOCTM €ro NPUMeHeHUA MpPU  YCTAaHOBAEHWUU
nHbopmauum o cnegyowmx dakTax n ob6cToATeNbCTBAX:

a) BblIBNEHWE CBEAEHWUIM O TAMECTW, XapaKTepe WM YacToTe NOBOYHOro AEenCTBUA, CepbesHoM
He)KenaTeslbHOMW peaKkummn, ocobeHHOCTAX B3aMMOAEWNCTBMA JIEKAPCTBEHHOrO npenapata € Apyrumu
JIeKapCTBEHHbIMM NpenapaTaMmn Uan cBeAeHU o0 HenpeaBuAEHHOW HeXKenaTebHOM peakuum, Kotopble
He COOTBETCTBYIOT AaHHbIM YTBEPKAEHHOM UHCTPYKLMM NO NPUMEHEHMUIO IEKAaPCTBEHHOrO NpenapaTa;

6) BbiABNEHME PUCKA Yrpo3bl KU3HW NpPU NPUMEHEHUU NEKAPCTBEHHOrO NpenapaTta B nepuop,
6epeMeHHOCTN U NaKTalUuu;

B) BbIIB/IEHNE PE3UCTEHTHOCTU BO36YAUTENs UHPEKUMOHHbIX 3abonesBaHUi Npu NpUMEHEeHWUU
aHTMBaKTepmanbHbIX U NMPOTUBOBUPYCHbIX JIEKAPCTBEHHbIX NpenapaTtos;

r) BbiABAEHME CcAy4YaeB nepefadn  MHOEKUMOHHbIX 3aboneBaHuit nNpu  NPUMEHEHUM
JIeKapCTBEHHOro NpenaparTa;

A) BbiAB/AeHME NOBOYHOro AEeNCTBUSA, CEPbe3HON MU HeNpeaBUAEHHON HexenaTelbHOW peakumu,
0cobeHHOCTAX B3aMMOJENCTBMSA  /IeKApPCTBEHHOrOo Mpenapata C  APYrMMU  JIeKapCTBEHHbIMM
npenapatamu, CyLHOCTb, TAXECTb, XapaKTep M 4acToTa KOTOPbIX MOTYT U3MEHUTb COOTHOLLIEHME NO/b3bI
N PUCKa NpU NPUMEHEHUN IEKAPCTBEHHOTO NpenapaTta B BeTepMHaAPHOM NPaKTUKe;

e) BbiABNEeHME WHbOpPMALUM 0O OTCYTCTBUM KAMHMYecKoro 3addeKTa BaKUMH WM MpenapaTos,
NPUMEHSEeMbIX B LEeNAX KOHTPaUenuuu, Koraa OTCYTCTBME KaMHMYeckoro 3¢ddeKTa He BbI3BaHO
MHANBUAYANbHBIMU 0COBEHHOCTAMM KUBOTHOTO U (MnK) cneundukoii ero 3abonesaHus;

) BbISIBEHWE  CUCTEMATMYECKMX OWMOOK NPUMEHEHWS  NIeKApPCTBEHHOro  npenapara
cneymannuctamm B obnactu BetepuHapum u (Man) BnagenblaMm *KUBOTHbIX BCAeACTBME HenpaBUIbHOM
WMHTepRpeTaumm CBeAEHUN ero MHCTPYKLMM N0 NPUMEHEHMNIO;

3) BblAB/NIEHME C/ly4aeB 3/10yNoTpebaeHns npenapaTom, C/ly4aeB YMbILIEHHOW Nepeno3upoBKU
npenapaTta UM MCNONb30BaHMA NpenapaTa B LEensX YMbIWAEHHOro NPUYMHEHUA Bpeda KU3HU U (unu)
3/10POBbIO }KUBOTHbIX;

M) BblABNEHME O0COBEeHHOCTel B3aMMOAENCTBUS JIEKAapCTBEHHOro npenapata C  Apyrvmu
JIeKapCTBEHHbIMM NpenapaTtamu, MMeoLWero onpeaeneHHyo UAU BEPOSATHYHO NPUUNHHO-C/IEICTBEHHYIO
CBA3b C NPUMEHEHWeM npenapaTta, He OMUCAHHOTO B MHCTPYKUMW NO MPUMEHEHMI0 Npenapata U
NPeAacTaBAAOWIErO Yrpo3y ANA KU3HM M 3[0POBbA MKMBOTHbIX, MO0 [AENalLWEro HEeBO3MOMKHbIM
NPUMeEHeHWEe [1aHHOrO JIEKApCTBEHHOro npenapata € APYrMM  J1IeKapCTBEHHbIM  MpenapaTom
(dpapmaueBTUUYECKAnA HECOBMECTUMOCTD);

K) noctynieHve mMHpopmauum O NOBOYHOM AENCTBMU, CEPbEe3HOW HexKenaTes/bHOW peaKkuuw,
HenpeaBUAEHHOW HeMKenaTtesbHOW peakuuu, ocobeHHOCTAX B3aMMOAENCTBUA J1IeKapCTBEHHOro
npenapata c APYrMMU NeKapCTBEHHbIMW NpenapaTtamu, MNOC/AYKUBLIEW OCHOBaHMEM ANA pelleHui
3apybeXKHbIX KOHTPOIbHO-HAA30PHbIX OPraHoB B chepe 0bpalleHMA IeKapCTBEHHbIX NpenapaTos.

96. Cbop, 0b6paboTKa, perncrpauma U aHaamM3 MHGopMaLnn 0 NOBOYHbIX AENCTBUAX, CEPbE3HbIX
He)KenaTeslbHblX peakuusax W HenpeaBUAEHHbIX He)KenaTesbHbIX peakumsax, 06 ocobeHHocTAX
B3aMMOAENCTBUA  NIEKAPCTBEHHbIX NpenapaTtoB C  APYrMMM  NIeKApCTBEHHbIMM  NpenapaTamu,
cofeprKalmxca B NEepUoaMYecKMx oTyeTax Mo 6e30MacHOCTM  JIEKApPCTBEHHbIX MPenapaTtos,



3apernctpupoBaHHbix B Poccuitickoit depepaumn, OCywecTBAAeTCA NPU  MNOCTYMN/NE€HUM B
Poccenbxo3Haa3op nNepuoaMUYecknMx OTYeTOB Mo 6e30nacHOCTM  NeKapCTBEHHbIX MpenapaTos,
Hanpas/AeMblX Pa3paboTuMKaMM NEKAPCTBEHHbIX MPEenapaTtoB U MNPOU3BOAUTENSAMU NEKAPCTBEHHbIX
npenapartos.

97. Mepuoanyeckne oT4yeTbl NO 6e30MaCHOCTU NEKApPCTBEHHbIX npenapatoB (danee -
nepuoaMyeckme oT4yeTbl) HanpaBasawTcA B Poccenbxo3Haaszop Ha 6GymaxKHOM U (MAKU) 3N1EKTPOHHOM
HOCUTENSX B NOPAAKe, ONpee/IeHHOM B MyHKTe 15 AAMUHUCTPATUBHOIO perfiaMeHTa.

98. HauyanbHMK oTaena Poccenbxo3Haz30pa, OCYLECTBAAKOWEro MOHUTOPMHI 6e3omacHOCTU
JIeKapCTBEHHbIX NpenapaTos, Ha3HayaeT OTBETCTBEHHOTO UCMOJIHATENA U3 YMCNa COTPYAHUKOB OTAEeNa, B
06A3aHHOCTM KOTOpOro BXOAWT 06paboTKa M aHaNM3 NepuoaMYecKUX OTYeToB No 6HesonacHOCTU
JIEKapCTBEHHbIX NpenapaTos.

99. OTBETCTBEHHbIN UCNOAHUTENb B CPOK He nosaHee 20 pabouunx AHeW c AaTtbl NOCTyNAeHUs
nepmogMyeckoro oTyeTa MpPOBepsieT AO0CTAaTOYHOCTb CBEAEHWUM, COAeprKallMxca B MNepuoamMyYeckom
otyete, ana o6paboTKM M aHanusa uHPopmauMm O NOBOYHbIX AENCTBMAX, CEPbesHbIX U
HenpeaBUAEHHbIX HeXXenaTesbHbIX peakuuax, o6 0cobeHHOCTAX B3aMMOAENCTBMA NIEKAPCTBEHHbIX
npenapaToB C A4PYrMMU IeKapCTBEHHbIMW Npenapatamu. B caydae, ecnm nHbopmaumm, npMBeaeHHoON B
nepumogmMyeckom oT4yeTe, HeAOCTATOYHO ANA npoBefdeHMAa 006paboTKM M aHann3a, OTBETCTBEHHbIN
WCNOMIHUTENIb TOTOBUT MPOEKT 3anpoca O AOMNOJAHUTENbHOM MHPOpMaLMKM y paspaboTunKka u (uau)
npousBoaUTENA /IEKApCTBEHHOro MnpenapaTta, Ha WMA KOTOPOro BblAAaHO pPerucTpauMoHHoe
yOOCTOBEPEHWE /IEKAapCTBEHHOro npenapaTa, MpeAcTaBUBLIEro nepuoamyeckuin  otdet.  Cpok
pPaccCMOTPeHMA NepuoamnyYeckoro oTyeTa NpM 3TOM NPUOCTaHaBAMBAETCA Ha Bpems, Heobxoanmoe ans
noAroTOBKW OTNpaBuTeNemM Nepuoamnyeckoro otyeta oTeeTa Ha 3anpoc. Bo3obHoBAeHUe OTcueTa CpoKa
pPacCcMOTpPeHMA MepuoAMYECcKOro OT4eTa MPOM3BOAMTCA B AeHb MOCTynaeHus B PoccenbxosHaasop
OTBeTa Ha yKas3aHHbIi 3anpoc Poccenbxo3Haasopa.

100. OTBeTCTBEHHbLIN WCMONHUTENb B CPOK, He npesblwatowmii 20 pabounx gHen ¢ Aathbl
NnocTynieHua nepuoaMYeckoro otyeta B Poccenbxo3Hansop, nNpoBoAUT 06paboTky M aHanus
cofleprKalllMxca B HEeM CBeJleHMI, COoMocTaBasA JaHHylo UHOOpMaUMIO CO  CBEAEHUSAMMU
MHOOPMALMOHHO-aHAaNUTUYECKOW cucTembl Poccenbxo3Hazi3opa M CBeAEHUAMMU, COAEP’KalMMUCA B
WMHCTPYKUMM MO MPUMEHEHUI0 COOTBETCTBYIOLLErO /eKapCTBEHHOro npenaparta, B UENsX BbiABAEHUSA
cBeAeHUM o cneayowmx pakTax U 06CToATENbCTBAX:

a) AaHHbIX O KANHUYECKoM 3P PEKTUBHOCTM, NOBOYHBIX AEMCTBUAX, CEPbE3HbIX U HEMPEeABUAEHHbIX
HeXKenaTeslbHbIX peakumnsax, 0COBEeHHOCTAX B3aMMOAENCTBUS NEKAPCTBEHHOrO npenapaTta C Apyrvmu
JIeKapCTBEHHbIMM MpenapaTamu, MNpU MNPUMEHEHUU NEKAPCTBEHHOrO npenapata BHE MOKasaHui,
YKa3aHHbIX B MHCTPYKLMU MO NMPUMEHEHUIO, @ TaKXKe NPU SAUTENIbHOCTM NPUMEHEHMA, NPeBbIWatowei
MaKCMMasibHble CPOKU NIeYeHUs, YKa3aHHbIe B MHCTPYKLMM NO NPUMEHEHWIO;

6) cBeAeHWN O pPas3BUTUU PE3UCTEHTHOCTU BO3OyAUTEeNs WHQPEKLMOHHbIX 3aboneBaHuM npu
NPUMEHEHUN aHTUOAKTEPUANbHbIX M MPOTUBOBUPYCHBIX IEKAPCTBEHHbIX NPENapaTos;

B) c/ly4aeB nepenayun MHGEKLMOHHbIX 3a601eBaHMI Yepes NeKapCTBEHHbIM Npenapar;

r) cBeAEHMN O TAXKECTU, XapaKTepe UM YacToTe NOBOYHOro AeNCTBUS, CEPbe3HON HeXKenaTeIbHOM
peaKkuuu, HenpeaBUAEHHOM HeXKenatenbHOM peakumn,  0OCOBEHHOCTAX  B3aMMOLENCTBMUA
JIeKapCTBEHHOro npenapaTta € APYrMMW NIeKapCTBEHHbIMW MpenapaTtamu, KOTopble MOryT M3MEHWUTb
COOTHOLLEHWE MOJb3bl M PUCKA NPU MPUMEHEHUM IeKapCTBEHHOro npenapata B BeTepPUHApPHOM
NPaKTUKe;

A) HbopmaLmMn 06 OTCYTCTBUU KAMHUUYECcKoro a¢deKTa BakUUH M npenapaTtos, NPUMEHAEMbIX B
LUenax KOHTpauenuuu, Korga OTCYTCTBME KAMHUYEcKoro 3a¢deKkTa He BbI3BAaHO WHAMBMAYA/bHbIMM
0COBEHHOCTAMM }KMBOTHOTO U (MNK) cneundmrKkoil ero 3abonesaHus;

e) cBefeHMt 06 olwMbKax NPUMEHEHWs NeKapCTBEHHOro npenapaTta cybbekTamu obpalleHus
JIeKapCTBEHHbIX CPeACTB BCAEACTBME HEMNpaBUIbHOW WMHTepnpeTaunn CBeAeHU ero MHCTPYKUUKU Mo
NPUMEHEHWNIO;

) cBeAeHut 0 cnyyasx 3n0ynoTpebaeHns npenapaTom, CayvyaeB YMbIWAEHHON Nepeno3npoBKM
npenapata WAM WUCNOJIb30BaHUA Npenapata B LensaX YMbIW/EHHOro NPUYMHEHUS Bpeda XU3HU Uan
3[10POBbIO }KUBOTHbIX;

3) cBegeHUIt 0 pelueHuax 3apyberKHbIX KOHTPO/IbHO-HAaA30PHbIX OpraHoB B chepe obpaleHus
JIeKapCTBEHHbIX NPEenapaToB orpaHNYMTbL obpalleHne npenaparta Uan NPUHATL 4OMNOAHUTENbHbIE Mepb!



no obecneyeHnto 6€30MaCHOCTN ero NPUMEHEHUA, B CBA3UN C OBHApPYKeHMEM AONONHUTENbHBIX PUCKOB
Bpea KM3HU 1 340POBbIO XKMBOTHOIO NPU NPUMEHEHUM NEKAapPCTBEHHOMO NpenapaTa.

101. Npu BbiABAeHUM WMHIOPMaLUUM O ¢daKTax M 0b6CTOATENbCTBAX, YKa3aHHbIX B nyHKTe 100
ALMWHUCTPATUBHOIO PerlaMeHTa, OTBETCTBEHHbLIN MCMOIHUTEND:

B CPOK, He npesblwatowmii 15 pabounx AHel ¢ AaTbl NOCTYNAEHMA MEPUOSMYECKOrO OTYETa B
Poccenbxo3Hap3op, rotoBUT WHGOPMAUMOHHOE NUCbMO CcybbeKkTam o06palleHna IeKapCTBEHHbIX
cpeacTs, C pekomeHzauuamm no obecneyeHuto 6e30MacHOr0 NPUMMEHeEHWsA Npenapata B CBA3W C
NoCTyN/IEHMEM HOBbIX CBEAEHMI 0 ero 6e3onacHocTy;

B CPOK, He npesblwalowmii 5 pabounx aHel ¢ gaTbl NOCTYNAEHUA CBEAEHUN, NEPEUYNCNEHHDBIX B
nyHkte 100 AAMWHUCTPATMBHOIO pernameHTa, [FOTOBUT CAYXKEeOHYyl 3amnucKy, aapecoBaHHYHO
YnpasneHuto Poccenbxo3Haglopa, ocyliecteastowemy MHGopMaLnMoHHoe obecneyeHne AeATeNbHOCTU
depnepanbHON cnyKbbl NO BETEPUHAPHOMY U GUTOCAHUTAPHOMY HAA30pY, € 3a4aHMem no nybankaumm
cBefeHuUI Ha opuumanbHOM canTe Poccenbxo3Haa3opa.

102. Kputepusammn NpUHATUA peLleHna No pesyibTaTaM NposBeaeHUA MOHUTOPUHIa 6e3onacHoCTH
NIEeKApPCTBEHHbIX MNpPenapaTtoB ABAAETCA NOATBEPXKAEHME [AOCTOBEPHOCTM (MONHOTbI) CBeAeHWN,
copepKalmxca B8 WMHPOPMALMM M COOBLLEHMAX, YKA3aHHbIX B MNyHKTe 85 AAMWHWUCTPATUBHOTO
pernameHTa, BblABAEHWE HEAOCTOBEPHOCTU (HEMONHOTbI) yYKa3aHHOW MHOPMaLMKM U cBeAeHUIA Anbo
HenpeacTaBieHne cBefeHUM Mo Gopme [AOKYMEHTa, COAEeprKalero pesynbTaTbl MOHWUTOPUHTA
6€30MNacHOCTM SIEKapCTBEHHOMO NpenapaTa A/17 BETEPUHAPHOrO NPUMEHEHMUA B LeNAX NOATBEPKAEHUA
€ro rocyZapCTBEHHOW PErucTpaumnmn, yTBep:KAEHHOW npuKasom MuHcenbxosa Poccum ot 24 okTabpsa
2011 r. N 376 (3apeructpmposaH B MuHuctepcree octuummn Poccuiickoit deaepaumm 18 Hosbpa 2011 r.,
perncTpaunoHHbIi Homep 22336).

103. HayanbHWK oTaena Poccenbxo3Haza3opa B CPOK, He npeBbiwatowmnii 1 paboumnii geHb ¢ Aatol
NOCTYNNEHNA CBEAEHWN, NepeYnCNeHHbIXx B NyHKTe 100 AGMUHUCTPATUBHONO pernameHTa, HasHavaet
OTBETCTBEHHOIrO WCMOAHUTENA M3 4YMCNA COTPYAHWKOB OTAena, B 06A3aHHOCTM KOTOPOro BXOAUT
OCYLLECTB/IEHME KOOPAMHALMK AeaTeNbHOCTM Poccenbxo3Hag3opa no nybanKkaumm ceegeHnin o JaHHOM
pelweHnn Ha odmumnanbHoM cante PoccenbxosHagsopa.

104. Pe3ynbtaToM agMWHUCTPATMBHOM npoueaypbl "OpraHmsauma M nNposefeHMe MOHUTOPUHIA
6€30MacHOCTN NIeKapCTBEHHbIX MpenapaTtoB” ABNAETCA MNPUHATME pPEeLEeHUA B COOTBETCTBUM C
3aKoHoZaTenbcTBOM Poccuiickon ®Pepepaumm O NPUOCTAHOBAEHUU MPUMEHEHUA JIEKAPCTBEHHOTO
npenapata, BHECEHUM WU3MEHEHWN B MHCTPYKUMIO MO MNPUMEHEHWUIO NEKAPCTBEHHOrO MpenapaTa,
U3BATUM U3 OOpALLEHMA WM OTMEHe TFOCYAApPCTBEHHOM PErucTpaumMm NeKkapcTBEHHOTO Npenapara,
NPUOCTAHOBAEHUMN KIMHUYECKOro UcCeoBaHNA, NpeKkpaLeHUn KAMHUYECKOro nccneoBaHuA.

IV. Nopsaok n popmbl KOHTPOAA 32 UCNIONHEHNEM
rocyAapcTBeHHON GyHKLUK

MopAagoK ocyLWwecTBAEHNA TEKYLLETO KOHTPOIA 33 CObAoaeHNEM
N UCMONHEHNEM AOKHOCTHBIMM ANMLAMKN Poccenbxo3Haasopa
W ero TeppuUTOpManbHbIX YNpPaBAeHUIA NONOXKEHUIN pernameHTa

M MHbIX HOPMATUBHbIX NMPaBOBbIX aKTOB, YCTaHAB/IMBAOLLMNX
TpeboBaHMA K UCMOJIHEHWUIO FOCYAapPCTBEHHOM GYHKLMM,
a TaK¥Ke 3a NPUHATUEM UMUK peLleHni

105. Poccenbxo3HaA30p OpraHU3yeT U OCyLLEeCTBASET KOHTPO/Ib 32 COBNOAEHMEM U UCTIOTHEHUEM
OOJ/IKHOCTHBIMM IMLAMK POoccenbxo3Haa30opa U TeppuTopMasbHbIX ynpaBaeHnin Poccenbxo3Hagsopa
NOMIOKEHUN  AOMWHUCTPATUBHOIO  PErfameHTa W UHbIX  HOPMATUBHbIX  MPaBOBbIX  aKTOB,
yCTaHaBAMBaoWMX TpeboBaHMA K UCNOSIHEHUIO TOCYAAPCTBEHHOM QYHKUMK, @ TaKKe 3a NMPUHATUEM UMK
peLueHni.

106. TekywMin KOHTpPOAb 3a cobnloaeHMeM W WUCMONHEHWEM TOCYAAPCTBEHHOM YHKLUK
OCyLLeCTBAAETCA B MNOPAAKE, YCTAHOBAEHHOM AJMWMHUCTPATUBHLIM pPErnamMeHTOM W MPMKa3amu
Poccenbxo3Haasopa, U BKAOYaeT B cebsA NpoBefeHME NPOBEPOK MOAHOTbI M KAyecTBa WUCMOHEHUA
rocyfapcTBeHHOM QyHKUMM, cobntofeHMA nopAafKa ee WUCMONHEHUA, BbIABNEHME U YCTPaHeHWe
HapyLeHUIi, pacCMOTPeHWe 3afBAEHUIA, MaTepuanos 3afBUTeNEell U MOATOTOBKY Ha HWX OTBETOB,



NPUHATME peleHnit no Kanobam Ha Jgenctema (b6espelictBue) Poccenbxo3Hagsopa, ero
TEPPUTOPUANBLHBIX YNPABAEHUIA U UX LONKHOCTHbIX AL,

107. TeKywwmii KOHTPO/b 3a cobalogeHWem nocnefoBaTe/IbHOCTU AENCTBMIA, onpeaefieHHbIX
aAMMHUCTPATMBHOM Npoueaypoir Mo UCMOAHEHMUIO FOCYAapCTBEHHOM QYHKLUNU, U MPUHATUEM pPeLleHUI
UCMNONIHUTENEM M PYKOBOAUTENIEM OTBETCTBEHHOrO CTPYKTYPHOro nogpasfeseHus OCyLecTBASeTCs
3amecTuTeniem pykosoauTens Poccenbxo3Haz3opa B COOTBETCTBUWM C pacnpeneneHMeM MOSTHOMOYUIA
NN 3aMecTUTeNIeM PYKOBOAMTENS TEPPUTOPUANBHOIO ynipaBaeHns Poccenbxo3Haasopa.

108. KoHTponb 3a NpUHATMEM peLleHUn 3amecTuTenem pykosoauTens PoccenbxosHagsopa
(3amecTutenem pykoBoauTeNs TEPPUTOPUANBHOIO ynpasaeHua Poccenbxo3Haa30pa) ocylecTBaseTcs
pykoBoauTenem Poccenbxo3Haglopa WM PYKOBOZMTENEM  TeppUTOPManbHOro  ynpasieHus
Poccenbxo3Hagsopa.

109. B uensax ocyw,ecTBNEHNA TEKYLLEr0 KOHTPO/A 3a COBEPLUEHMEM AEUCTBUIN NPU UCMONAHEHUU
rocyapCTBeHHOM YHKUMM U NPUHATUM  pPeELUeHUid  pykoBoguTento Poccenbxo3Hagasopa Wau
PYKOBOAUTENIO TEPPUTOPUANbHOrO ynpasaeHUa Poccenbxo3Hagsopa (YNONHOMOYEHHOMY WM AULY)
NpeACTaBAAOTCA AOKAAAHbIE 3aNUCKM O pe3y/ibTaTaxX UCNOSIHEHUA rOCYAapPCTBEHHOM QYHKLMN.

110. TeKkywwuin KOHTPOAb 33 cobalofeHMEM MOPAAKA COBEPLUEHUA AEWUCTBUI, onpeneneHHbIX
aAMMHUCTPATMBHBIMU MpOLeAypPamMM MO WUCMOSHEHUIO TOCYAAPCTBEHHOM OYHKUMKW, U NPUHATUEM
pelweHunit, npenyCMOTPEHHbIX AAMUHUCTPATUBHLIM  PErIaMEeHTOM, OCYLLEeCTBAAETCA MNOCTOAHHO
Ha4yaZlbHUKAMM CTPYKTYPHbIX NOAPA3AeNeHUA, 3aMecTUTENsIMU PYKOBOOMUTENA W PYKOBOAUTENEM
COOTBETCTBEHHO Poccenbxo3Hag3opa W TeppuTOpMasbHbIX ynpaBneHWit Poccenbxo3Haasopa MU
OCYLLLECTBAAETCA NYyTEM NPOBEAEHUN eXXeHeae IbHbIX COBELLAHNM, a TaKKe CoriacoBaHus (BU3NpPoOBaHMS)
MPOEKTOB peLleHUi, NPUHUMAEMbIX MPU  OCYLLECTBAEHUN agMUHUCTPATUBHBLIX Mpoueayp, WHbIX
OOKYMEHTOB, COAEPKALLMX Pe3ybTaTbl aAMUHUCTPATUBHbIX AEACTBUIA.

MopAgoK 1 NepnogMYHOCTb OCYLLLECTBIEHUA NIAHOBbLIX
M BHEMNAHOBbIX NPOBEPOK MOJIHOTbI M KAa4ecTBa UCTMONHEHMSA
rocyaapcTBeHHOM GYyHKUMM, B TOM YMC/ie NOPALAOK 1 Gopmbl
KOHTPOIS 32 MOJIHOTOM M Ka4eCTBOM UCMOJIHEHUSA
rocyaapcTBeHHOM GpyHKLMH

111. dopmoit KOHTpOAA 3a MNOJHOTOM WM KayecTBOM WCMOJHEHWUA [O/IKHOCTHBIMU /IMUAMU
Poccenbxo3Haz3opa M ero TeppuTopMasbHbIX YNPaBAEHUA TFOCYyLapCTBEHHOW OYHKLMM sABnseTca
ocyuwiecT/ieHne Poccenbxo3HaA30POM NNAHOBbIX U BHEM/IAHOBBIX NMPOBEPOK.

112. Uenblo npoBegeHWs NAAHOBbIX W BHEMJIAHOBLIX MPOBEPOK ABAAETCA cobaoaeHue WU
UCMONIHEHNE AO0/IKHOCTHLIMM NMUAMKU  Poccenbxo3Haasopa M ero TeppuUTopuasbHbIX YNpaBaeHUN
rocyfapCTBeHHOW QYHKUUKW, B TOM 4YMC/IEe CBOEBPEMEHHOCTM WU TMOJIHOTbI PAaCCMOTPEHUA 3asB/IEHUN,
MaTepranoB 06OCHOBAHHOCTM M 3aKOHHOCTU NPUHATUS MO HUM PeLleHUA.

112.1. BHensaHoBble MPOBEPKM MOJHOTHI M KayecTBa MCMOJIHEHWUA TOCYyAapCTBEHHOM GYHKUMK
NpoBOAATCA:

CTPYKTYpPHbIM  MoapasgenieHnem  Poccenbxo3Hagsopa MO MOPYYEHUO  pyKoBoAMUTENS
Poccenbxo3Hag3opa Ha OCHOBaHMM MNOCTYNMBWWUX B Poccenbxo3Hagsop Kanob Ha geicteua
(bespeiictBME)  AOMKHOCTHOrO  Avua  Poccenbxo3Haasopa, TeppuTOPManbHOrO  yrpas/ieHuA
Poccenbxo3Haasopa v (Man) ero AOAKHOCTHOTO NULA;

CTPYKTYPHbIM MoApasfesieHMem TeppuTOpManbHOro ynpasfieHua PoccenbxosHagsopa no
NOpYy4YeHMI0 PYKOBOAMUTENSA COOTBETCTBYIOLLErO TEPPMTOPMANbHOMO ynpasaeHnsa PoccenbxosHaasopa Ha
OCHOBaHWWM MOCTYNUBLLMX B TEppPUTOpManbHOe ynpasieHne Poccenbxo3Haa3opa Kanob Ha aencteua
(besneiicTBMe) AONKHOCTHOIO ANLLA TEPPUTOPMANBHOIO YNpaBaeHna PoccenbxosHaasopa.

112.2. MnaHoBble NPOBEPKM MOAHOTbI WM KayecTBa WCMNOMHEHUA [AO/BKHOCTHBIMW  ANLAMMU
Poccenbxo3Hag3opa, TeppUTOpPUanbHOro ynpasneHmua Poccenbxo3Haa3opa rocyaapcTBeHHOM GyHKLMM
NPOBOAATCA B PaMKax KOMMJIEKCHbIX MPOBEPOK TeppUTOpUasbHbIX yrnpasBaeHuit Poccenbxo3Haasopa,
OCYLLECTB/IAEMbIX B COOTBETCTBMM C MpPMKasamu M (MAM) Ha OCHOBAHMM TOZOBbLIX NJAHOB PabOTLI
PoccenbxosHagsopa.

OTBETCTBEHHOCTb AO/KHOCTHbIX UL, Poccen bX03Ha430pa



N ero TeppUTOPMabHbIX YNPaBAEHUI 33 pPeLLUeHNs 1 AeNCTBUA
(bespelictBMe), NpMHMUMaemMble (OCyLLLECTBASIEMbIE) UMK B XOA€e
WCNOJIHEHWUA rocyAapCTBEHHOM GYHKLUK

113. PykoBoauTens U (Unu) 3amectutenb pykosoauTena PoccenbxosHazzopa, pyKoBoAuTesNb
TeppUTOpPUaANbLHOro ynpasneHua Poccenbxo3Hansopa HeceT OTBETCTBEHHOCTb 33 HeCBOEBPeMeHHoe
NPUHATME pPELIeHUN, NPeayCMOTPEHHbIX AAMMUHUCTPATUBHLIM pPEr1aMeHTOM, B COOTBETCTBUWU C
3aKoHogaTenbcTBoM Poccuinckoin Pepepaumm.

PykoBoauTenb OTBETCTBEHHOrO CTPYKTYPHOro noAapasAeneHns HeceT OTBETCTBEHHOCTb 3a
HecBoeBpeMeHHOe W (UKN) HeHaaNexKallee BbIMOSHEHUE AAMUHUCTPATUBHbLIX Npoueayp (aencreni),
npeaycMoTpeHHbIX AAMWMHUCTPATUBHbIM  pernameHToMm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuitckoit Pepepaunu.

OTBETCTBEHHbINA  UCMOAHUTENb HECceT OTBETCTBEHHOCTb 33 HecBOeBpemMeHHoe U (uawm)
HeHaanexallee BbINOJIHEHNE afMUHUCTPATMBHbBIX Npoueayp, NpeaycMOTPEHHbIX AAMUHUCTPATUBHbIM
pernameHTOM, B COOTBETCTBMM C 3aKOHOAATeIbCTBOM Poccuitckoit depepaumu.

TpeboBaHMA K NopaaKy U popmam KOHTPONA 33 UCTIONTHEHUEM
rocyaapCcTBeHHON GyHKLMU, B TOM YMCNE CO CTOPOHbI rpakaaH,
X 06begMHEHNIN N OpraHU3aLnif

114. TpaxaaHe, UX 0b6beAMHEHMA W OpPraHM3auMM B Caydyae HapyweHua AAMWMHUCTPATUBHOIO
pernameHTa Bnpase obpaTuTbcAa C XKanobon B Poccenbxo3Haf3op, TEPPUTOPUANBHOE ynpaBaeHue
Poccenbxo3Han3sopa, a Takke B MuHcenbxos Poccuu.

anoba moxeT bbITb NPeACcTaBAEHA HA IMYHOM NPUEME, OCYLLECTBAAEMOM AONKHOCTHLIM INLOM
Poccenbxo3Haa3opa, ero TeppuToOpUanbHOro ynpasaeHUsa, HanpasaeHa NoYTOBbIM OTNPaBAEHUEM UIN B
3/IeKTPOHHOM dopme C UCNOo/sib3oBaHNEM MHPOPMALMOHHO-TEXHONOTMYECKON U KOMMYHUKALLMOHHOM
NMHPACTPYKTYPbI, B TOM YMCAe NOPTANA rOCYAapCTBEHHbIX U MyHUUMNANAbHBIX YCAyr (PyHKUMIA).

Pasgen V. JocynebHbili (BHecyaebHbI) nopaaoK 0b6xkanosaHus
pelueHuit u aencteuii (6esaelictema) Poccenbxo3Haasopa,
€ro TePPUTOPUASbHBIX YIPABAEHUI, A TAKKe UX AONKHOCTHbIX /1ML,

NHbopMauus ansa 3anHTepecoBaHHbIX KL, 06 X Npase
Ha gocyaebHoe (BHecyaebHoe) o6:kanoBaHue gencTeuit
(6e3neiicTBmA) M pelleHni, NPUHATLIX (OCYLLECTBASEMBbIX)
B X04e UCNOJIHEHUSA roCyAapCTBEHHOM GYHKLMM

115. 3anHTepecoBaHHble n1La Bnpase obxkanoBaTb gencrTeuns (6esaencremne) Poccenbxo3Hagsopa,
ero TeppUTOPUANbHBIX YNPaBAEHUIN, UX AONMKHOCTHbIX ML, U PeLlleHui, NPUHATLIX (ocyLecTBAAeMbIX)
MMW B XO4€ UCMOJIHEHMA roCcy4apCcTBEHHOM QYHKUMK, B AocyaebHom (BHecyaebHoMm) nopaakKe.

MpeameT aocyaebHoro (BHecyaebHoro) ob6xkanoBaHus

116. Npeametom aocyaebHoro (BHecyaebHoro) obrKanoBaHWA ABAAIOTCA PelleHMA U AencTBUus
(be3geicTBme) Poccenbxo3Hagsopa, ero TeppUTopmanbHbIX YNPaBAeHUM, UX LONKHOCTHbIX AL,

McyepnbliBatoWwmin nepedeHb OCHOBaHMM
ON1A NPUOCTaHOBAEHNA PACCMOTPEHMSA Kanobbl U Cayyaes,
B KOTOPbIX OTBET Ha Xanoby He gaeTca

117. OcHOBaHUIt ANa NPUOCTAHOBAEHMSA PACCMOTPEHMA }Kanobbl 3aKOHOAATENbCTBOM PoCCUIACKOM
denepauunn He NPesyCMOTPEHO.

118. B cnyyae, eciv B }Kanobe He yKasaHbl paMuuns rpaxkaaHnHa, HanpasueLiero obpatieHue,
MOYTOBLIM agpec, N0 KOTOPOMY AOJIKEH ObITb HaNpaB/ieH OTBET, OTBET HA ¥Ka/noby He JaeTcs.



119. anoba, B KoTopoi obxKanyetca cyaebHoe pelleHMe, B TeYeHMe CemMu AHen co AHA
perucTpauumn BO3BPALLAETCA 3anABUTE/O, HanpaBMBLLUEMY Kanoby, C pasbACHEHMEeM MopagKa
06xKanoBaHUA gaHHoro cygebHoro peweHus.

120. Poccenbxo3Hagsop, TeppuTopuanbHoe ynpaBneHue Poccenbxo3Haasopa npu nosydyeHuu
NMUCbMEHHOM »anobbl, B KOTOPON COAEPKATCA HeLeH3ypHble MO0 OCKopOUTE/bHbIE BblpaXKeHMUS,
Yrpo3bl KM3HW, 340POBLI0 U MMYLLECTBY AO/KHOCTHOrO NMLA, a TaKXKe UY/JEeHOB ero cembu, Brpase
OCTaBUTb Kasioby 6e3 oTBeTa MO CyL,ecTBy NOCTAB/AEHHbIX B Hel BOMPOCOB M COOOWMUTL 3anaBUTENIO,
HanpaBuBLLEMY ¥anoby, 0 He4ONYCTUMOCTH 3/10yNoTPebAEeHNA NPABOM.

121. B cny4yae, ecnm TEKCT MMCbMEHHOM Kanobbl He NoaaaeTca NPOYTEHUI0, OTBET Ha *Kanoby He
0AeTCA M OHAa He MNOAJIeXMUT HanpaBAeHWUI0O Ha PaAcCMOTPEHWE B TFOCYAAPCTBEHHbIM OpraH Wau
OO/IKHOCTHOMY /INLY B COOTBETCTBUM C WX KOMMETEHUMEW, O YeM B TeYeHUe CeMM AHel co AHA
perucTpauunn *anobbl coobLLLaETCA 3aABUTENIO, HaNPaBMBLLEMY ¥Kanoby, ecin ero Gammama U NoYTOBbIN
afpec NoAaaoTcA NPOYUTEHUIO.

122. B cnyyae, ecnm B NUCbMEHHON Kanobe 3aaBUTENs COAEPKMTCA BOMPOC, HA KOTOPbIN emy
HeoAHOKpaTHO (ABa M 6onee pa3) AaBasnUCb MUCbMEHHble OTBETbI MO CYLW,ECTBY B CBA3W C paHee
HanpasasembiMK Kanobamn, M npu 3TOM B Kanobe He nNPUBOAATCA HOBble [A0BOAbI MU
06CTOATENBCTBA, PYKOBOANUTENDL (3aMecTUTeNb pyKoBoaUTeNnsa) Poccenbxo3Hansopa, TeppuTopmuanbHoOro
ynpasneHuna Poccenbxo3Haz30pa BMpaBe NPUHATb pelleHWMe o 6e30CHOBaTeIbHOCTUM OYepesHOoro
06paleHna 1M MNpeKpaweHnUn Mepenucku C 3aaBuTeNemM MO AaHHOMY BOMPOCY MpU YCAOBUW, YTO
yKa3aHHaA anoba 1 paHee HanpaBasaemble XKanobbl HANPaBAAIMUCL B OANH U TOT Ke rocyAapCTBEHHbIN
OpraH Wan ogHOMY U TOMY e LO/MKHOCTHOMY nuuy. O JaHHOM pelleHUM YBeAOMNSAETCA 3aaBUTENb,
HanpasMBLUWI Kanoby.

123. Ecnuv NpuymHbI, MO KOTOPbIM OTBET MO CYLLECTBY MOCTaBAEHHbIX B ¥Kanobe BONPOCOB He Mor
6bITb gaH, B nocieaylowem Obln ycTpaHeHbl, 3asBUTE/Nb BrpaBe BHOBb HaMpaBuUTb Kanoby
COOTBETCTBEHHO B PoccenibXx03Hag30p, ero TeppuUTOpMasbHbIi OpraH.

124. Ecnn oTBEeT MO CyLWecTBy MOCTaB/EHHOrO B Kasnobe Bompoca He MOXKeT 6biTb aaH 6es
pasrnaweHns CBeAEHWI, COCTaBAAIOWMX FOCYAAPCTBEHHYIO WAW UHYIO OXpaHaemylo deaepasbHbiM
33aKOHOM TaliHy, 3asBUTE/IIO, HanpaBuBLUEMY *Kanoby, cooblaeTcs 0o HEBO3MOMKHOCTM AaTb OTBET NO
CYLLECTBY MOCTaB/IEHHOrO B HeW BOMPOCa B CBA3M C HeZOMNYyCTUMOCTbIO Pasr/alleHus YKasaHHbIX
cBefleHUN.

OcHoBaHUsA ANA Hayana npoueaypbl gocyaebHoro
(BHecynebHoro) obrkanoBaHus

125. OcHoBaHWeMm g/1s Hayana npoueaypbl gocyaebHoro (BHecyaebHoro) obxkanoBaHus ABnseTca
»anoba, HanpasneHHan B Poccenbxo3Hagzop, TepputopmanbHoe ynpasneHne PoccenbxosHaasopa.

126. 3asaBuTeNNM WMEIOT MpPaBO HanpaBuTb Kanoby B nNMcbMeHHoN dopme uam B dopme
3/IeKTPOHHOI0 AOKYMEHTa.

Manoba moxeT ObITb HanpaBiaeHa MO MOYTE, C MCMNO/Jb30BaHWMEM WHOOPMALMOHHO-
TEXHO/IOTMYECKOM N KOMMYHUKALMOHHON MHOPACTPYKTYPbl, B TOM YMC/e NnopTana rocyaapCTBEHHbIX U
MYHULMNANAbHbIX YCAyr (GYHKLUMIA), @ TaKKe MOXKET BbITb MPUHATA NPU IMYHOM NPUEMe 3aaBUTENS.

127. 3asBuTenb B MUCbMEHHOM Kanobe B o06a3aTenbHOM nopsagKke YykasbiBaeT Anubo
HaMmeHoBaHMe Poccenbxo3Haa3opa, TeppuTopManbHOro ynpasneHus Poccenbxo3Hagsopa, nmnbo
damununio, KUMA, OTYECTBO COOTBETCTBYIOLLErO  AOMXMKHOCTHOINO  /Mua, Anbo  AONKHOCTb
COOTBETCTBYIOLLErO /INLA, a TaKKe HaMMeHOBaHMe PUANYECKOro A1La, NoAatoLLEro Kanoby, agpec ero
MECTOHAXOMAEHUSA, KOHTAKTHbIN TenedpoH, NMbo pamunmio, Uma, oT4ecTso (NocneaHee Npu Haanuum) (B
cayyae nogayum Xanobbl OT MMeHU GpU3NYECKOro ML), NOYTOBbLIA agpec, MO KOTOPOMY [IO/IKEH BbITb
HanpaBs/ieH OTBET Ha Xa/soby, yBeaomneHue o nepeagpecalmn Kanobbl, n3naraeT cyTb *Kanobbl, CTaBUT
noanucb M Aaaty. B noaTeBepskAaeHUe CBOMX [AOBOAOB 3aABMTE/b BMNpaBe MNPUIOKUTb K Kanobe
OOKYMEHTbI U maTepuasbl IM60 NX Konuu.

128. B anobe, noctynuelei B popme 3/1EKTPOHHOrO AOKYMEHTA, 3afBUTE/b B 06A3aTENbHOM
nopsiike YyKasblBaeT HaMMeHOBaHWE pPUANYECKOro Auua, nogatowero Xanoby, agpec ero
MECTOHAXOMAEHWUSA, KOHTAKTHbINM TenedoH, nmbo ceon damunuio, MMsA, oT4ecTBO (mocnegHee - nNpu
HanMuum) (B cnyyae nogauum ¥anobbl OT UMeHU GUBNYECKOro Nu1La), agpec 3NEKTPOHHOM MoYTbl, ecim



OTBET A0/KeH OblTb HanpasaeH B pOpme 3/1eKTPOHHOrO AOKYMEHTa, M MOYTOBbIM agpec, ecam oTBeT
AoNKeH OblTb HanpaBneH B NUCbMeHHON ¢dopme. 3anBUTENb BMpaBe MPUIOKUTb K TaKol Kanobe
HeobxoaMmble AOKYMEHTbI U MaTepurasbl B 31EKTPOHHON popme.

129. Mpu paccmoTpeHun Kanobbl pykoBoguTenb Poccenbxo3Hagsopa, pPyKoBoauUTe/b
TEepPUTOPMANBLHOIO ynpasaeHua Poccenbxo3Haa3opa (YnosHOMOYEHHbIE UMW /ML) pacCMaTPUBAET:

OOKYMEHTbI, MpeaCcTaB/ieHHble 3a8BUTENEM;

MmaTepuasnbl 06bACHEHUS, NPeACcTaBAEHHbIe AO0/IKHOCTHbIM INLLOM;

pesynbTaTbl UCCNEA0BAHUIA, MPOBEPOK.

MpaBa 3anHTEpPecoBaHHbIX UL, HA NOAYyYEeHUE
VIHd)OpMaLI,MM N OOKYMEHTOB, HeOGXO,D,I/IMbIX Aana obocHOBaHWS
N PaCcCMOTpPEHNA »Kanobbl

130. 3anBuTeNb, NOAABLUMI Kanoby, BNpase NoAyYnTb MHPOPMaLMIO MO CAeayOWMM BONPOCaM:

0 BXOASALLEM HOMepPE, Nog, KOTOPbIM 3aperncTpMpoBaHa B cUcTeMme 4e10Npom3BOACTBA Kanoba;

O HOPMATUBHbIX MPABOBbIX aKTaX, Ha OCHOBAaHMW KOTOPbIX COOTBETCTBEHHO Poccenbxo3Haa3o0p,
TeppuTopmanbHoe ynpasneHme Poccenbxo3Hagsopa UCMOHAET rocyAapCTBEHHYIO QYHKUNIO;

0 TpeboBaHMAX K 3aBEPEHUI0 LOKYMEHTOB U CBEAEHUN;

O MecTe pasmelleHMAa Ha cante PoccenbxosHazs3opa, ero TeppUTOpMasibHOIO ynpasBaeHWUs
CNpPaBOYHbIX MaTepPMasnoB MO BOMNPOCAaM UCMOJIHEHMS FrOCYAapCTBEHHON QYHKUMNN.

3asBuUTENb, NOAABLUMIA Kanoby, BNpaBe 0TO3BaTb *Kanoby A0 MOMEHTa BbIHECEHUS peLleHMA Nno
JaHHOM »Kanobe.

OpraHbl rocyiapCTBEHHOMN BAACTU U AONKHOCTHbIE
MLA, KOTOPbIM MOKET BbITb HanpaBaeHa Kanoba 3assuTenn
B aocyaebHom (BHecyaebHoM) nopsake

131. B pocyaebHom (BHecyaebHOM) nopsake moryT obxanosaTtbca Aeicteus (besaeiictsue) m
peleHma A0NMKHOCTHbIX ANL;

TeppUTOPUanbHbIX  ynpasieHuit  Poccenbxo3Hagsopa - B UEHTpPafbHbiA  annapar
Poccenbxo3Hanzopa;

LeHTpanbHOro annapaTa Poccenbxo3Haa3opa - pyKoBoanuTento Poccenbxo3Hansopa;

pykoBoauTena Poccenbxo3Hag3opa, B TOM 4YUCAe B CBA3M C HENPUHATMEM OCHOBaHHbIX Ha
3aKoHogaTenbcTBe Poccuiickon Pegepaunn mep B OTHOWEHMM AelcTBUIA (6e3aencTBMA) AONKHOCTHbIX
vl Poccenbxo3Haz3opa U ero TeppuUTopuanbHbIX ynpasaeHuin, - B MUHUCTEPCTBO Ce/IbCKOro X03AMCTBa
Poccuitckoit Pepepaunu.

CpOK PaccMOTpPEHUS Kanobbl

132. MoctynuBwas Kanoba paccmaTpuMBaeTCs COOTBETCTBEHHO PoccefibX03HaA30poM,
TeppuTopmanbHbim opraHom PoccenbxosHaasopa B TeyeHme 30 AHel Co AHA ee perucTpaumm.

B UCKNOYMTENBHBIX CIyYasXx pyKoBoauTenb Poccenbxo3Hagsopa (TeppuTopuanbHOro yrnpasaeHus
Poccenbxo3Haa3opa) BnpaBe Npoa/inTb CPOK PAaCCMOTPEHMA Kanobbl, HO He 6osiee yem Ha 30 gHeN.

PeweHne 0 NpoaneHMn CpoKa PacCMOTPEHMUA Kanobbl coobliaeTca 3adABUTEND B NMUCBMEHHOM
BMAE C YKAa3aHMEM NPUYMH NPOASEHUA.

PesynbTat gocyaebHoro (BHecyaebHoro) ob6xkanoBaHus

133. Mo pesynbTaTam pPacCMOTPEHUA Kanobbl AOMKHOCTHBIM AMUOM PoccenbxosHagsopa
NPMHMMaeTcA pelleHne 06 ya0BAETBOPEHMM NOAHOCTBIO UM YaCTUYHO TPEBOBAHUM, CoaepKaLLMXCA B
)anobe, nMbo o6 oTKase B MX yaoBneTBopeHuM. OTBET, COAEpKalmin pesynbTaTbl PACCMOTPEHMUSA
»Kanobbl, HaNpaBAAETCs 3a8BUTE/O B TMCbMEHHOM dopme U (MK) NOo KeNaHUIo B 3NEeKTPOHHON dpopme.

134. TMpoBepsemble AMUa BrpaBe 06KaNoBaTb pPelEeHWs, NPUHATbIE B XOA4e WCNOJIHEeHWA
rocyfapCTBeHHOW GYyHKUMK, AercTBus uav besaencreme LOMKHOCTHBIX ML, Poccenbxo3Hag3opa U ero



TeppUTOpManbHbIX yNpaBaeHuin B cyaebHom nopagxe.

Mpunoxkenne N 1

K ADMUHUCTPaTUBHOMY pernameHTy

ncnonHeHus denepanbHoOM cny»bom

no BeTepuHapHOMY N GUTOCAHUTAPHOMY HaA30pY
rocyapCTBEHHOM PYHKLMM NO OCYLLECTBAEHMUIO
denepanbHOro rocyapcTBEHHONO Haa3opa

B chepe 06paLLeHnNA NeKAPCTBEHHbIX CPEACTB
LN BETePMHApPHOro NpumeHeHus

MOYTOBbIE AAPECA, TEJIEGOHbI N AOPECA
3/IEKTPOHHOW NOYTbI TEPPUTOPUA/BHbIX
YMPABJIEHUI POCCENIbXO3HA30PA
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n pUTOCaHMTapHOMY
HaZ30py No BopoHeKCKOM U
Bonrorpaackoit obnactam
5 YnpasneHne ®egepanvHoin | Agpec: 248012, r. Kanyra, Ten.: rosselhosnadzor@kaluga.ru
CNyX6bl NO BETEPUHAPHOMY yn. MockoBsckas, 311 8 (4842) 59-17-85 http://rsn.kaluga.ru
n pUTOoCaHMTapHOMY
Haa3opy no Kanysckom
obnactu
6 | YnpasneHune PepepanbHoit Apgpec: 156013, r. Ten.: selhoznadzor@kmtn.ru
CNyX6bl No BeTepuHapHomy | Koctpoma, np-T Mupa, 53 a 8 (4942) 37-00-73 http://www.rosselhoznadzor-kosiv.ru
n pUTOCaHMTapHOMY daKc:




Haa3opy no KocTpomcKoit u
MBaHOBCKOM obnactam

8 (4942) 45-01-61

7 YnpasneHne ®epepanvHont | Agpec: 123308, r. Mocksa, Ten.: info@rsn-msk.ru
CNyXK6bl NO BETEPUHAPHOMY npocnekT Mapuwana 8 (495) 580-53-49 http://www.rsn-msk.ru
M pUTOCaHMUTapPHOMY Kykosa, 4. 1 dakc:
HaAa3opy no ropoay Mocksa, 8 (499) 728-24-67
MocKoBCKoM 1 TynbCKoM
obnactam
8 YnpasneHne ®epepanvHoit | Agpec: 302040, r. Open, yA. Ten.: selh-buh@orel.ru
CNYX6bl MO BETEPUHAPHOMY MokapHas, 72 8 (4862)76-10-46 http://www.tunadzor.ru
n ¢puTOCaAHMTAPHOMY
Haz3opy no OpNoOBCKOW U
Kypckoit obnactam
9 YnpasneHune ®PepepanvHont | Agpec: 390044, r. PAsaHb, Ten.: info@rsnadzor.ru
CNYyX6bl N0 BETEPUHAPHOMY yn. KocTbiuesa, 17 8 (4912) 34-59-95 http://rsnadzor.ru
n puToCaHMTapHOMY dakc:
HaAa30py no PAsaHCKoM u 8 (4912) 34-30-59
TamboBscKkol obnactam
10 | YnpasneHune ®degepanbHon | Aapec: 170008, r. Teepb, yA. Ten.: ohota69@mail.ru http://www.rshn-
CNyXK6bl NO BETEPUHAPHOMY OsepHasn, 9 8 (4822) 36-79-52 tver.ru
n pUTOCaHMTapHOMY
HaA30py no TBepCKoW U
MckosckoM obnactam
11 | YnpasneHue degepanbvHolt | Apgpec: 398037, r. Jiuneuk, Ten.: pkvp@lipetsk.ru
CNyX6bl N0 BETEPUHAPHOMY yn. OnbITHaA, 4. 1 8 (4742) 79-73-63, http://www.rsn48.ru/
n pUTOCaHMUTapHOMY 79-73-62
Haz30py no J/innewukomn dakc:
obnactu 8(4742) 79-73-61
12 | YnpasneHue degepanbHol Agpec: 150000, r. Ten.: natguard@yaroslavl.ru

CNyX6bl NO BETEPUHAPHOMY
n pUTOCaHMUTapHOMY
Hag3opy no ApocnaBcKol
obnactn

Apocnasnb, yA.
PecnybaunkaHckas, 27

8 (4852) 30-89-90

http://www.rcxn.yaroslavl.ru

CEBEPO-3AMNALHbIN GEAEPANbHBIN OKPYT




13 | YnpasneHue degepanbHoi Apgpec: 185031, r. Ten.: ohotupravlenie@karelia.ru
CNyX6bl NO BETEPUHAPHOMY MeTpo3aBoOACK, Y. 8(8142) 78-24-32 http://www.ursn10.ru
n pUTOCaHUTapHOMY MypmaHcKas, 22
Haz3opy no Pecnybnuke
Kapenusa, ApxaHrenbcKoi
obnactn u HeHeukomy
aBTOHOMHOMY OKpYry
14 | YnpasneHune denepanbHom Appec: 167983, r. Ten.: rsnkomi@mail.ru
CNYX6bl No BeTepuHapHomy | CbIKTbiBKap, M. [lbipHoC, 98 8(212) 311-955 http://rsnkomi.ru
n ¢puTOCaAHMTAPHOMY
Haz3opy no Pecnybnuke
Komu
15 | YnpasneHune denepanbHom Appec: r. Bonoraa, yn. Ten.: ursn35@vologda.ru
CNYX6bl N0 BETEPUHAPHOMY NeHunHa, 15 8 (8172) 72-04-98, http://www.rsn-vologda.ru/
n pUTOCaHUTapHOMY 8(8172) 72-36-68
Haa3opy no Bonoroackoli
obnactu
16 | YnpasneHune denepanbHomn Appec: 236023, r. Ten.: RSHN_kaliningrad@mail.ru
CNYyX6bl No BeTepuHapHomy |  KanuHuHrpaza, CoBeTckuin 8(4012) 990-151 http://www.rsn-kld.ru/
n pUTOCaHUTapHOMY np-T, 188 B
HaA30py no
KannHuHrpaackoi obnactu
17 | YnpaBneHue degepanbHoi Appec: 198095, r. CaHKT- Ten./dakKc: clerk@ursn.spb.ru
cny*6bl no BeTepuHapHomy | MeTepbypr, ya. LLseuosa, 12 | 8 (812) 252-23-25, 300-83- | http://www.ursn.spb.ru
1 pUTOCaHMUTapPHOMY 33 (0.)
Haa3opy no CaHKT-
MeTepbypry u
JNleHnHrpaackoit obnactu
18 | YnpasneHue degepanbHol Appec: 183038, r. Ten.: murmansk@rsn51.ru
CNyX6bl Mo BeETepUHapHOMY |  MypmaHcK, ya. Tpanosas, 8 (815-2) 68-73-04 http://www.rsnmurman.ru
n pUTOCaHMUTapHOMY 12 a
Haz3opy no MypmaHcKoW
obnactu
19 | Ynpasnenue depepanbHoit | Agpec: 173000, r. Bennkuin | Ten./dakc: 8 (816+2) 63-52- | rosnadzor@novgorod.net




cny»<6bl Mo BeTepuUHapHoOMy
n puToCcaHMTapHOMY
Haa3opy no HosropoAacKoi
obnactu

Hosropog, yn. HyTHaa,
21/28

80

http://ursn.nov.ru/

FOXHbIV PEAEPA/IbHbBIA OKPYT

20 | YnpasneHue ®egepanbHon | Agpec: 358003, Pecnybinka Ten.: saiga-rsn@mail.ru
CNyX6bl NO BETEPUHAPHOMY Kanmbikus, r. daucra, yn. 8 (847-22) 6-30-04 http://www.saiga-rsn.ru
n pUTOCaHMUTapHOMY JleHnHa, 361 dakc:
HaAa3opy no Pecnybauke 8(847-22) 6-28-98
Kanmbikua
21 | YnpaBneHue ®epepanbHoit Appec: 350012, r. Ten.: guarant@mail.kuban.ru
CNYX6bl N0 BETEPUHAPHOMY KpacHopaap, yn. 8 (861) 222-20-31 http://rsn.krasnodar.ru
n dpuTOCaAHMTAPHOMY JlyKbAHeHKo, 111
HaZ3opy no
KpacHogapcKkomy Kpato u
Pecnybnuke Agpiren
22 | YnpaBneHue ®epepanbHoit Appeca: Ten.: astselhoznadzor@mail.ru
CNYyX6bl No BeTepuHapHomy | 414040, r. AcTpaxaHb, Y. 8 (8512) 25-22-60 http://rosselhoznadzor30.ru
n ¢puTOCAHMTAPHOMY Aamupantelickan, 51;
Haa3opy no AcTpaxaHCcKol 414056, r. AcTpaxaHb, yA.
obnactu TaTuwesa, 23 "A"
23 | YnpasneHune ®epepanvHoin | Agpec: 344037, r. Poctos- Ten./dakc: ursnro_sec@donpac.ru
CNYX6bl MO BETEPUHAPHOMY | Ha-[loHy, ya. ManormHoum, 8 (8632) 66-51-59 http://www.rsn-rostov.ru
n dpuTOCAHMTAPHOMY 214 a
Haz30py no PocToBcKoM
obnactu
CEBEPO-KABKA3CKUIN ®EAEPA/IbHLIA OKPYT
24 | YnpasneHue PegepanbHomn Apgpec: 367000, r. Ten./dakKc: Rosselhoz-DAG@yandex.ru
CNyX6bl No BeTepuHapHomy | Maxaukana, ya. U. lamnns, 8 (8722) 64-67-16 http://www.rsnrd.ru
n pUTOCaHUTapPHOMY 16 a
Haz3opy no Pecnybnuke
[arecTaH
25 | YnpasneHue ®epepanvHont | Agpec: 381203, CyHKeHCKKi Ten.: selxoznadzor-ing@yandex.ru

CNYK6bl NO BETEPUHAPHOMY

p-OH, CT.

8 (8734) 12-14-40

http://www.rsn-ing.ru




n pUTOoCaHMTapHOMY
Haz3opy no Pecnybanke
UHryweTna

OpAKOHUKNA3EBCKas, Y.
OckaHosBa, a. 61/4

26 | YnpasneHue ®egepanbHon | Agpec: 360016, r. Hanbuumk, Ten.: RosselxozKBR@mail.ru
CNyXK6bl NO BETEPUHAPHOMY yA. KantoxHoro, 8 8 (8662) 47-13-50 http://www.rshn-kbr.ru
n pUTOCaHMTapHOMY
Haa3sopy no KabapauHo-
bankapckon Pecnybnunke
27 | YnpasneHue ®egepanvHoint | Agpec: 369000, r. Yepkecck, Ten.: nadzorkhr@mail.ru
CNyX6bl No BeTepuHapHomy | yAa. KanaHtaesckoro, 17 a 8 (8782) 25-26-80 http://www.rsnkchr.ru
n ¢puTOCAHMTAPHOMY
Haz3opy no Kapayaeso-
Yepkecckoi Pecnybanke
28 | YnpaBneHue ®epepanbHoit Appec: 362007, r. Ten.: avsati@mail.ru
CNYX6bl N0 BETEPUHAPHOMY BnaankaBskas, ya. 8 (8672) 75-66-13 http://rsn15.ru
n dpuTOCAHMTAPHOMY ApmaHckas, 30/1
Haz3opy no Pecnybnuke
CesepHas OceTuna - AnaHus
29 | YnpasneHune ®epepanvHoint | Aagpec: 364061, r. [po3HbIN, Ten.: Rshn-chr@mail.ru
CNYX6bl N0 BETEPUHAPHOMY n. KpacHasa Typ6buHa, yn. 8 (8713) 22-22-48 http://rshn-chr.ru
n dpuTOCAHMTAPHOMY TypbuHHas, 1
Haz30py no YeueHckom
Pecnybnunke
30 | YnpasneHue PepepanbHoit Apgpec: 355040, r. Ten.: fsskik@mail.stv.ru
CNyX6bl No BeTepuHapHomy | CtaBpononb, ya. Kpynckoi, 8 (8652) 236267 http://www.rsn-sk-26.ru
n pUTOCaHUTapHOMY 31/1
HaA30py no
CTaBpOoOnoabCKOMY Kpato
NPUBOIKCKNA GEAEPANIbHBIN OKPYT
31 | YnpasneHune PegepanbHoit Appec: 450071, r. Yoa, Ten.: rosselhoznadrb@mail.ru
CNyX6bl NO BETEPUHAPHOMY JNlecHoli npoesg, 1 8 (3472) 48-56-00, 48-54- | http://www.rsn-rb.ru
M pUTOCaHUTapHOMY 29

Haz3opy no Pecnybnuke
bawkopTocTaH




32 | YnpasneHue ®epepanvHont | Agpec: 430005, r. CapaHck, Ten.: buhrm@mail.ru
CNyX6bl No BeTepuHapHomy | ya. KommyHuctnyeckas, 50 8(8342) 47-18-38 http://www.ursn-rm.ru
n pUTOoCaHMTapHOMY
Haz3opy no Pecnybnuke
Moppgosusa
33 | YnpasneHue PenepanbHoit Appec: 420059, r. KasaHb, Ten.: agronadzor_rt@mail.ru
CNYyX6bl MO BeTepUHApHOMY | yn. OpeHbyprckuin Tpakt, 20 8 (843) 570-20-08, http://shn.tatarstan.ru
n pUTOCaHUTapHOMY a 277-65-04 (¢.)
Haz3opy no Pecnybnuke
TaTapcTaH
34 | YnpasneHnue ®epepanvHoit | Apgpec: 426051, r. UxKeBcK, Ten.: rsnur@mail.ru
CNYX6bl N0 BETEPUHAPHOMY yn. Cosetckan, 1 8(3412) 51-20-86 http://rsnur.ru
n ¢puTOCAHMTAPHOMY
Hag3opy No YamypTcKom
Pecnybnunke
35 | YnpasneHnue ®epepanbHoit | Agpec: 614513, a. MecbAHKa, Ten.: prruk06@mail.ru
CNYX6bl MO BETEPUHAPHOMY n/o BaHioKu, yn. 8(3422) 97-93-44 http://www.rsn-perm.ru
n dpuTOCAHMTAPHOMY Ctpoutenein, 1 6
Haz3sopy no Nepmckomy
Kpato
36 | YnpasneHue ®epepanbHoit | Apgpec: 443086, r. Camapa, Ten.: info@mcx-samara.ru
cny*6bl no BeTepuHapHomy | yn. Hoso-CapgoBas, a. 175 | 8 (846) 342-53-00, 334-48- | http://www.mcx-samara.ru
n pUTOCaHMUTapHOMY 61
Haz3opy no CamapcKoi
obnactu
37 | YnpasneHue ®epgepanbHont | Agpec: 410071, r. CapaTos, Ten.: RSN-Saratov@mail.ru
CNyX6bl NO BETEPUHAPHOMY ®PpyH3EHCKNI p-H, 8 (8452) 52-94-50 http://rsn-saratov.ru
n pUTOoCaHMTapHOMY TeppUTOPUA CaHaTopwmA
Hagzopy no CapaToBCKOM "OKTabpbcKoe ywense"
obnactu
38 | YnpasneHune PegepanbHoit Apgpec: 432000, . Ten./dakKc: rsnadzor@simbir.ru

CNYK6bl MO BETEPUHAPHOMY
n GUTOCaHUTApPHOMY
Hag30py No Y/IbAHOBCKOM

YnbAHOBCK, yA. loHYapoBa,
38/8

8(8422) 41-06-76

http://www.rosselxoznadzor-ul.ru




obnactn

39 | YnpasneHune PepepanbHoit Apgpec: 428014, r. Ten.: rsnadzor21@mail.ru
cNyX6bl No BeTepuHapHomy | Yebokcapbl, ya. Kpynckoi, 9 8 (8352) 52-80-33 http://gov.cap.ru
n puTOCaHMTapHOMY
Haz30py no YysalucKoi
Pecnybnunke
40 | YnpasneHue PepepanbHoit Agpec: 610035, r. Kupos, Ten./dakKc: info@rsn43.ru
CNyX6bl NO BETEPUHAPHOMY MenbKoMBUHATOBCKNIA 8 (8332) 57-00-27 http://www.rsn43.ru
n puToCaHMTapHOMY npoesg, 8
Haa3opy no KnposcKoii
obnactu
41 | YnpasneHue PegepanbHoit | Agpeca: 603107, r. HuxHMi Ten.: ursn.nn@gmail.com
CNyX6bl No BeTepuHapHomy | Hosropoga, np. FarapuHa, 4. 8(831) 435-51-45 http://www.ursn-nnov.ru
n dpuTOCaAHMTAPHOMY 97; 603105, r. HMKHUIA dakc:
Hapa3opy no HuxeropoacKkoi | Hoeropog, yn. Uxopckas, 4. 8(831) 435-51-36
obnactu u Pecnybnunke 35
Mapwuit In
42 | YnpasneHue ®epepanbHoii | Agpec: 460048, r. OpeHbypr, Ten.: rosselxoz@mail.ru
CNYyX6bl N0 BETEPUHAPHOMY yN. MoHTaxHUKoB, 34 8 (8532) 77-54-12 http://www.oren-rshn.ru
n dpuTOCAHMTAPHOMY
Haa3opy no OpeHbyprckoit
obnactu
43 | YnpaBneHue PepepanbHolt | Agpec: 440600, r. MeH3a, yn. Ten.: oxota_pnz@mail.ru
CNyXK6bl NO BETEPUHAPHOMY Bonopapckoro, 71 a 8(8412) 54-18-86 http://rshn.org.ru
n pUTOCaHMTapHOMY
Haa3opy no MeH3eHCKoM
obnactu
YPANIbCKUI ®OEAEPA/IbHBIN OKPYT
44 | YnpasneHue ®epepanbHoit | Agpec: 640000, r. Kypran, Ten.: rsn_kurgan@orbitel.ru
cnyX6bl No BeTepnHapHomy | yAa. Bonogapckoro, 65 a 8 (3522) 43-25-45 http://www.rsn-kurgah.orbitel.ru
n pUTOoCaHMTapHOMY
HaAa30py no KypraHckow
obnactu
45 | YnpasneHue PepepanbHoit Appec: 620027, r. Ten.: office@ufsrsn.ru




cny»<6bl Mo BeTepuUHapHoOMy
n puToCcaHMTapHOMY
Haa3opy no CBepanoBcKoi
obnactu

EkaTepuHbypr, ya.
lpy3umkos, 4

8 (343) 358-23-62

http://www.rsnso.ru

46

YnpasneHue denepanbHol
cny6bl No BeTEePUHApHOMY
n ¢puTOCAHMTAPHOMY
HaA30py No THOMEHCKOM
obnactu, XaHTbl-
MaHcuiickomy n Amano-
HeHeuKoMy aBTOHOMHbIM
OKpyram

Agpec: 625001, r. TromeHb,
yn. J1. Tonctoro, 35

Ten.:
8 (3452) 43-21-96, 43-35-
33

ursn72@ro.ru
http://www.ursn72.ru

47

YnpasneHne ®egepanbHol
cny»K6bl Mo BeTepUHapHOMY
n ¢puTOCAHMTAPHOMY
Hapa3opy no YensabuHcKom
obnactu

Appec: 454081, r.
YenabuHck, yn.
Kyapsasuesa, 1

Ten.:
8 (351) 773-64-47

vet_nadzor@mail.ru
http://www.rsn-chel.ru

CUBUPCKNN PEOEPANIbHBIA OKPYT

48

YnpasneHne ®egepanbHol
cny»6bl Mo BeTepUHapHOMY
n dpuTOCAHMTAPHOMY
Haz30py no Antaickomy
Kpato n Pecnybnunke Antai

Agpec: 656056, r. bapHayn,
yn. MponeTapckasn, 65

Ten.:
8 (3852) 24-22-79

rshn@intelbi.ru
http://www.rshn-alt.ru

49

YnpasneHne ®egepanbHoi
cny6bl No BeETEPUHApHOMY
n pUTOCaHMTapHOMY
Haz3opy no Pecnybnuke
bypatna

Appec: 670034, r. Ynah-
Yn3, yn. Xaxanosa, 4 6

Ten.:
8 (3012) 46-63-57

vetnadzor@rambler.ru
http://www.rosselhoznadzor-rb.ru

50

YnpasneHne ®egepanbHoit
CNyX6bl N0 BETEPUHAPHOMY
n pUTOCaHUTapHOMY
Haa3opy no Pecnybaunke
TbiBa

Agpec: 667011, r. Kbi3bin,
yn. MockoBcKas, 2

Ten.:
8 (3942) 25-46-46

tuvrshn@mail.ru
http://www.rshn.tuva.ru

51

YnpasneHve ®PeaepanbHoi

Apgpec: 662000, r. AbakaH,

Ten.:

rsnkhakasia@mail.ru




CNyX6bl NO BETEPUHAPHOMY
n pUTOCaHUTapHOMY
Haga3opy no Pecnybaunke
Xakacua

yAn. Knposa, 100

8 (3902) 22-65-67

http://www.rsn-hak.ru

52 | YnpasneHune PegepanbHoit Appec: 660049, r. Ten.: krsn@bk.ru
CNyX6bl NO BETEPUHAPHOMY KpacHosapck, OcTpoB 8(391) 201-93-01 http://www.ukrsn.ru
n ¢puTOCAHMTAPHOMY Otapblixa, a/a 25560
Haa3opy no KpacHospckomy
Kpato
53 | YnpasneHue ®eaepanbHoit | Agpec: 664023, r. UpKyTCK, Ten.: selhoznadzor@irmail.ru
CNYX6bl MO BETEPUHAPHOMY yn. MuckyHosa, 122/1 8 (3952) 230-290 http://www.38fsvps.ru/
n ¢puTOCAHMTAPHOMY
Haz30py No MpKyTcKoi
obnactu
54 | YnpasneHue PepepanbHoi Agpeca: Ten.: rosnadzord2@nm.ru
CNyX6bl No BeTepuHapHomy | 650099, r. Kemeposo, y. 8 (3842) 36-15-89 http://www.rsn42.ru
n dpuTOCAHMTAPHOMY PyaHuyHasg, 5;
Haazopy no KemepoBsckoii 650051, r. Kemeposo, yA.
obnactu MypomueBsa, 2 6
55 | YnpasneHnue PepepanbHoi Appec: 630087, r. Ten.: rsnnso@ngs.ru
CNYX6bl MO BETEPUHAPHOMY HoBocnbupck, ya. 8 (383) 346-25-93 http://rshn-nso.ru
n puToCaHMTapHOMY Hemuposunya-LaHueHKo,
HaAa3opy no Hosocnbupckoi 167
obnactu
56 | YnpasneHune PepepanbHoit Appec: 644046, r. OmcK, Ten.: rsn_aa@omskcity.com
CNyX6bl NO BETEPUHAPHOMY yA. YunnuwHas, 10 8(3812) 31-31-44 http://www.rsn-omsk.ru
n pUTOCaHMTapHOMY
Haz3opy no Omckoi
obnactu
57 | YnpasneHune ®epgepanvHon | Appec: 634021, r. Tomck, Ten./dakKc: ruk@ursn.tomsk.ru
cny*6bl MO BETEPUHAPHOMY np. ®pyHse, 109 a 8 (3822) 44-63-85 (np.), | http://rsn.tomsk.ru/
M pUTOCaHUTapHOMY 44-63-84 (¢)

Haz30py no TOMCKoOA
obnactn




58 | YnpasneHune PegepanbHoit Appeca: r. YuTa, yn. Ten.: rsnchita@mail.ru
CNyX6bl NO BETEPUHAPHOMY NeHnHrpaackasn, 15a 8 (3022) 28-36-00 http://fsvps.chita.ru/
n puTOoCaHUTapHOMY 672000, r. YuTa, a/a 1311 dakc:
Hag3opy no 8 (3022) 28-36-05
3abaliKanbCKomy Kpato U
Amypckomn obnactu
AANTbHEBOCTOYHbIN ®EAEPAIbHBIN OKPYT
59 | YnpasneHue ®epgepanvHont | Agpec: 677007, r. AKYTCK, Ten.: rsn@sakha.ru
CNYX6bl MO BETEPUHAPHOMY np. leHuHa, a. 3/1 8(4112) 42-12-61 http://rsn.ykt.ru
n ¢puTOCaAHMTAPHOMY
Haz3opy no Pecnybnuke
Caxa (AkyTus)
60 | YnpasneHue PepepanbHoi Appec: 690034, r. Ten.: primnadzor@yandex.ru
CNYX6bl N0 BETEPUHAPHOMY BnaamnsocToK, yn. 8(4232) 964-718 http://primnadzor.ru
n ¢puTOCaAHMTAPHOMY Boponaesa, 33
Haz3sopy no Npumopckomy
Kpato u CaxaJIMHCKOM
obnactu
61 | YnpasneHue PenepanbHol Appec: 680000, r. Ten./dakc: rsnkhab@vth.ru
CNyX6bl Mo BeTepnHapHomy | XabapoBck, yn. JleHuHa, 18 8(4212) 79-40-51 http://www.rshn-khv-eao.ru
n puToCaHMTapHOMY a
Haz3opy no Xabaposckomy
Kpato n EBpelickoit
aBTOHOMHOW 061acTn
62 | YnpasneHune PepepanbHoit Appec: 683049, r. Ten./daKc: rshn_kam@rai.kamchatka.ru
cny»<6bl Mo BeTepuUHapHoOMy MeTponaBnoOBCK- 8 (4152) 22-42-48; 8 (4152) | http://rai.kamchatka.ru
n pUTOCaHMUTapHOMY KamuaTckuia, yn. 23-56-05
Haa3opy no Kamyatckomy Akagemunka Koponesa, 58
Kpato n YykoTcKomy
aBTOHOMHOMY OKpYry
63 | YnpasneHune PegepanbHoit Appeca: 685000, r. Ten.: rsn@maglan.ru

CNYK6bl MO BETEPUHAPHOMY
n GUTOCaHUTApPHOMY
Hagsopy no MaragaHcKow

MaragaH, npoesg
MpombliWwneHHbIn, 4. 7

8(4132) 62-24-21

http://www.magrsn.ru




obnactn

Mpunoxkenne N 2

K ADMWUHUCTPATUBHOMY PeriaMeHTy

ucnonHeHus denepanbHoit cayb6oi

no BeTepUHAPHOMY U GUTOCAHUTAPHOMY HaZ30pY
rocyZ,apCcTBeHHON GYHKLUN NO OCYLLECTBAEHMIO
desepanbHOro rocyfapcTBeHHOro Haa3opa

B chepe 0bpaLLeHnn NeKapCTBEHHbIX CPeacTB
ONA BETEPUHAPHOIO NPUMEHEHNA



Hauajgo aHMMHMCTpaTMBHOﬁ IIpoLenypsl OpraHM3alrd UM IIpOoBeleHMeE IIPOBEPOK

COOJIIOeHNA cybbekTaMy oOpalleHMs JIeKapCTBEHHEIX CPEeICTB TpeOoBaHUM K
OOKJIMHUYE CKUM MCCJIe[OBaHMUAM JIEKAPCTBEHHEIX CPencTB, KJIMHMNYECKMM
MCCJIeNOBaHMAM JIEKAPCTBEHHEIX IIPeNnapaToB, I'OCYyIapCTBEHHOM peTrucTpaluu
JIEKAPCTBEHHEIX CPEICTB, XPaHEHMUIO, IepeBO3ke, OTIyCKYy, peanms3aumm u

YHUYTOXEHMI JIEKAPCTBEHHEIX CpencTB
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1 JlcTeueHre CpoKa MCIOJIHEHUA
[IJIaHOBHE BOBHUKHOBEHUE <— CyOBEKTOM paHee BEIAHHOI'O
IIPOBEPKU OCHOBAHUSA IJig <— npennucasmusa o6 yCTpaHeHUM
BHEIJIAHOBOM NPOBEPKU BBEIABJIEHHOT'O HapyUWIEHMS
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[locTynjeHre oOpalleHUN
[Ipukas <— 1 3agBJIeHUM I'paxlaH, OPUINUECKUX
O NPOBEIEHUM NPOBEPKU JIML M MHIOMBUIYAaJbHEIX
T IpennpuHyMaTesen
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[IpoBeneHUE [Iprkas PYKOBOOUTEJS, W3IaHHBI
IIPOBEPKU <— B COOTBETCTBMM C [IOPYUEHUSIMAU
T [Ipe3unmenTa Poccurickon denmepauniu,
\/ [lpaBUTEeNbCTBA Poccuiickon demepaumu
M Ha OCHOBaHMM TpebOoBaHUA IPOKypopa
AKT '
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CBOI M aHaJIM3 CBEINEeHUN O pesysibTaTax IIJIaHOBEIX
I BHEIJIAHOBEIX IIPOBEPOK CyDBEKTOB, OCYIECTBIISOIMX
OpraHM3aum M IIPpOBeIeHME IOOKJIMHUUECKUX
VI KJIVHUYECKUX MCCJIeIOBaHUM
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[Iy®amkaumsa CBeIeHUM Ha OoQMLUMAaJIbHOM caﬁTe|
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| 3aBepleHre amMMHUCTPATUBHOM MIPOLEenyPE |
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Hauano aIMMHMCTPaTMBHOM MNPOLEOYPH
"opraHnmzauusa U NPOBeIceHME IIPOBEPOK COOTBETCTBMSA JIEKAPCTBEHHBIX
CPEenCTB, HaxXOomamMxCsa B oOOpalleHMM, yCTaHOBJIEHHEIM OO0S3aTeJIbHBIM
TpebOoBaHMAM K MX KadecTBYy"
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HacTynyseHre ouepenHOI'O 3Tala [TogapJjieHMe OCHOBAHMA IJIid
JjlaHa KOHTPOJIA KaudecTBa BHEIIJIAHOBOT'O KOHTPOJIA KadecTBa
JIEKAPCTBEHHEIX CPEenCcTB JIEKAPCTBEHHEIX CPEenCcTB
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[logroTopka, COIJlaCOBaHUE U YTBEPXIECHNE
3aaHrAd Ha IpoBeleHVe 3SKCIIEPTU3BL
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Orbop o0Opa3Lo0B UM HANpaBJIEHME UX B BKCIEPTHYI

OpPraHM3alumnio (B COOTBETCTBUM C 3alaHMEM Ha
InpoBpeleHme 3KCHepTI/I3bI)
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[lpoBeIeHVEe DKCIEPTU3E KadecTBa
oOpaslLOB BKCIEPTHOM opIlaHM3aluel
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PaccMmoTpeHnne <
3aKJIOUEeHUS DKCIEPTHOM OoplaHM3aluMn |
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[looToTOBKAa, COITJIACOBAaHME U YTBEpPXIESHUE
pemeHus o pes3yJjibTaTaM SKCIEePTU3HE KauecTBa
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< CooTBeTCTBHUE >

| TpebOBaHMAM K KAYECTBY ,
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[IpoekT pemeHMsa OO pe3yibTaTaM|< [loBTOpPHaAsa 3BKCIEPTM3a KadecTBa
DKCIEPTU3E KauecTBa 06paslLoB BKCIEPTHOM

opraHu3aumuen
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[Iy®amkaumsa CBeIeHUM
Ha OOMIUIMAaJILHOM camTe
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3aBepleHre aaMMHUCTPaTUBHOM
IPOLIE Iy PH

Hauajio aIMMHUCTPATUBHOM OpoLelyps "opraHm3aumsa
Y NPOBEINEHME MOHUTOPMHIA OEe30MNaCHOCTM JIEKAaPCTBEHHEIX cpenctTs"
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[lonmyyeHre COOOMEeHUM OT [losTydyeHMe OTUEeTOBR O 0e30IaCHOCTU
busMyecKMx JIMll, OT JIML, IO POLYy MX JIEKAPCTBEHHEIX IIpenapaTosB,
npobeccroOHaANIEHOM HesaTeJIbHOCTHU nHbopMaLMM IIPM OCYILECTBJIEHUM
KOHTPOJIBHEIX M HaI30PHBIX
MepOonpuUaTUM
I
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>| 0bpaboTka M aHajM3 NOCTyNMuBILIEM MHOOpMaLUM




T /\ |
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3anpoc OONOJIHUTENbHOM [looroTOoBKa, COIJIaCOBaHMUE U
nHdopMaALIMM Yy BagBUTENH, YTBEPXIESHME PpeleHMsd IO
pazpaboTunky 1 (mjam) pes3yJibTaTaM aHajiMz3a [IOCTyNMBIEN
NIPOU3BOIONTEJIS nHOoOpMaLUN
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[Iy6nukauusa cBeIeHUM Ha oQuUMaJIbHOM calTe
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|3aBepmeHMe aIMVHVCTPaTUBHOM npouenypm|
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