ITIPABUTEJIbCTBO
YIMYPTCKOUM PECITYBJINKU

YIMYPT 3JIbKYH
KHUBAJITOT

ITIOCTAHOBJIEHUE

ot 31 oxtsa6ps 2024 ropa N¢ 562

r. UskeBck

O BHeceHMM U3MEHEHUN B octaHoBaeHue [IpaBurenncrea Y aMypTcKoi
Pecniy6siuku ot 28 centsiops 2021 ropa N2 522 «O6 yrBepskaenun ITosoxenns
0 perMoHa/IbHOM roCyAapCTBEHHOM KOHTpOJIe (HaJ30pe) 32 IPUMMEeHEeHNeM IeH

Ha JIEKapCTBeHHbIE IIpenaparhl, BKIIOUYEHHbIE B IepedYeHb JKU3HEHHO
HEe00XOUMBbIX ¥ Ba)XHENIINX JIEKAPCTBEHHBIX IIPernapaToB»

IIpaBuTtenbcTBo Yamyprckoy Pecny6mKky OCTaHOBIISIET:

1. Buectru B Ilosio)keHMe O perMoOHaJIbHOM TI'OCYJApPCTBEHHOM KOHTpOJIE
(Hap3ope) 3a IpMMEHeHMeM ILieH Ha JIeKapCTBEHHbIe IIpernapaThbl, BK/IIOYEHHbIE B
nepeyeHb >XM3HEHHO HEOOXOAMMBIX U BaKHEMIUMX JIEKapCTBEHHBIX IIpernaparos,
yTBEpKIEeHHOe mocTaHoBjleHueM IlpaBurenbcrtBa Yamyprckou Pecnybmmkm ot
28 centsiops 2021 roma N® 522 «06 yrBepkmenuy IlososkeHust 0 perMoHabHOM
rOCyIAapCTBEHHOM KOHTpoJie (Haa3ope) 3a INMpPMMEHEHMEM LIEH Ha JIeKapCTBEHHbIE
mperiapatbl, BK/JIIOUEHHbIE B IlepeyeHb >KM3HEHHO HEOOXOAMMBIX U BaKHEMIIUX
JIEKAPCTBEHHBIX ITPENapaToB», CIeAYIOIIME U3MEHEHNS:

1) myHKT 2 M3710KUTh B CJIEAYIOIIEN peaaKiuu:

«2. IlpenmeToM perMOHaJbLHOIO I'OCYZapCTBEHHOrO KOHTpPOJs (Hanas3opa) 3a
IpUMEHEHMEM I1IeH Ha JIeKapCTBEHHbIE IIperaparbl, BKJIOUYEHHbIE B II€peYeHb
XVM3HEHHO HeOoOXOAMMBIX M Ba’KHEMIUMX JIEKAPCTBEHHBIX IIPENapaToB, SIBJISETCS
cobiofileHre OpraHu3alysiMU OITOBOM TOPTOBJIM JIEKAPCTBEHHBIMM Cpe[ICTBaMMU,
anTe4YHbIMM OpraHU3alMsIMKU, UHAUBULYAIbHBIMY MTPEATPUHUMATEISIMY, UMEIOLLIMMMU
JIUIEH3UIO Ha (apMaleBTUUECKYIO JeSITeTbHOCTb, MEAULIMHCKMMM OPraHU3aALMIMMU,
VIMEIOIIMMM JIMLIEH3UIO Ha (papMalLleBTMUYECKYIO JesITeJIbHOCTb, U UX 060CO6/IeHHbIMMU
HOpasie/IeHUsIMM, PacloIOXKEeHHbIMU B CEJIbCKUX HACENeHHbIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeUHble OpraHu3alyy, [IpU peaan3alyu JeKapCTBEHHbIX ITPenapaToB
TpeOOBaHUM K MPUMEHEHMIO 1IeH, YPOBEeHb KOTOPbIX HE JOJIKEH IMpEeBBIIATh CYMMY
(baKTMUYEeCKOM OTITYCKHOM 1I€HbI, YCTAHOBJIEHHOM ITPOM3BOAMUTEJIEM JIEKapCTBEHHBIX
npernapaToB, M KOTOpble He TIPeBLINIAIOT 3aperuCTPUPOBAHHBIX IpefesbHbIX
OTIIYCKHBIX II€H, M pa3MepoB OINTOBbIX HaL0aBOK M (MJIM) pasMepOB PO3HMUYHBIX
Haf0aBOK, He IIPeBbIIAIOIIMX COOTBETCTBEHHO pPa3MepOB IpefesbHbIX OINTOBBIX



Han6aBoOK U (MIM) pasMepOB TpPeNebHbIX PO3HMYHBIX HalOaBOK, YCTAHOBJIEHHBIX B
Yomyprckou Pecniybnnke. »;

2) nyHKT 31 U3JI0KUTD B CEOYIOLIEN peaaKIUu:

«31. PernoHanbHbIN rOCYy/1apCTBEHHBIN KOHTPOJIb OCYILIECTBJISIETCS
NIOCPEJICTBOM IPOBEJEHUS CIEAYIOIIUX KOHTPOJbHBIX (HaI30PHBIX) MEPOIPUSITUIA C
B3aMMOJIEMCTBMEM C KOHTPOJMPYEMBIMM JMLIaMKU U 06e3 B3aMMOJEUCTBUS C
KOHTPOJIUPYEMbIMU JIMIAMMU:

1) ¢ B3auMogenCcTBMeM C KOHTPOJIMPYEMBIMYM JIMLIAMU MPOBOIASTCS CAEOYIOIIME
KOHTPOJIbHbIE (HaA30PHbIE) MEPOIIPUSTUS:

MHCIIEKLIMOHHBIN BU3UT;

JOKYMEeHTapHasi IIPOBEPKa;

Bble3Hasl IIPOBEPKA,;

KOHTPOJIbHAS 3aKYIIKa;

2) 6e3 B3aUMMOAENCTBUS C KOHTPOJUPYEMBIMM JIMIIAMU  TIPOBOISTCS
CeRyIolMe KOHTPOIbHbIE (HaA30pHbIE) MEPOIIPUITHS:

HabJIoaeHMe 3a COBMIOAeHUEM 00sI3aTe/IbHbIX TpeOGOBaHMIA;

Bble3HOe 06c/ieoBaHue.

Habmonenue 3a cobimoneHueM o006s3aTe/IbHBIX TpeOOBaHMII ITPOBOAUTCS Ha
IIOCTOSTHHOM OCHOBe 0e3 B3aMMOJEUCTBMS C KOHTPOJIMPYEMBbIMM JIMIAMM TIYTEM
cbopa, a”Ha;mM3a JAaHHBIX 00 0OBEKTaX PErMOHATIBLHOrO roCcyAapCTBEHHOIO KOHTPOJIS,
MMerIIMXcs y MMHUCTEPCTBA, B TOM 4MCJe JAHHBIX, KOTOPbIE MOCTYMAIOT B XOJe
MEXBEIOMCTBEHHOTO  MH(OPMALIMOHHOI'O  B3aUMOIEMCTBUSI, IPedOCTaB/ISIIOTCS
KOHTPOJIMPYEMBIMM JIMLIAMM B paMKax MCIIOJHEHUs 00s3aTebHbIX TpeGOBaHMIA,
JaHHBIX, COAEPKAILMXCSA B OCYIAPCTBEHHBIX M MYHUIIMITAIbHBIX MHGOPMALIMOHHBIX
CUCTEMaXx, JaHHbIX U3 MHGOPMALIMOHHO-TEJIEKOMMYHUKALIMOHHON ceTu «HTepHeT»,
MHBIX OONIEOOCTYITHBIX JAHHBIX, @ TaKKe JAAHHbIX, TIOJYYEHHBbIX C MCIOJb30BAaHUEM
paboTalonMx B aBTOMATMYECKOM pEXMMe TEeXHMUECKMX CpelcTB dukcaumi
IIpaBOHAPYILEHMI, UMeIoIIMX GYHKIMY GOTO- U KUHOCBEMKM, BUIE03aMUCH.

Habmogenue 3a cobmofeHneM 00S3aTe/IbHBIX TPEOOBAHUM TMIPOBOAUTCS B
COOTBETCTBMM CO cTaThei 74 DepepanpHoro 3akoHa N° 248-D3 6e3 B3auMOmeNCTBUS
C KOHTPOJIUPYEMBIM JIMLIOM.

Habmogenne 3a cobmopeHnemM 006sI3aTeNIbHbIX TpeOOBaHMI ITPOBOIUTCS
OO/DKHOCTHBIM JIMIIOM MMHMCTEPCTBA, YKa3aHHbIM B TIYHKTe 4 HACTOSIIEro
[Tonokenusi, Ha OCHOBAHMM 3aJaHUSI MMHMUCTPA 3APaBOOXpaHeHusT YIMYPTCKOM
Pecnybymmkyu b0 JsuIa, MUCIIOJHSIOUIEI'O €ro 00sS3aHHOCTM, BKJIIOYAs 3aJaHus,
comepsKalMecss B IUIaHaX paGoTel MuHUCTEpCTBA, B TOM UUC/AE B CIyYasx,
ycTaHOBIeHHbIX PenepanbHbIM 3akoHOM N? 248-D3.

Ecim B Xome HabimogeHMs 3a COOMIOJEHMEM 0OS3aTe/IbHbIX TpPebOBaHUM
BhISIBJIEHBI (DaKThl INpPUUYMHEHMs Bpena (yilepba) MM BO3HMKHOBEHUSI YTpO3bl
npuuMHeHus: Bpema (yuiepba) OXpaHseMbIM 3aKOHOM LIEHHOCTSIM, CBeHEHUS O
HapylleHussX  00sA3aTeJIbHbBIX  TpebOBaHMM, O  TOTOBSLIMXCS  HapylLIEeHMsIX
0b6s13aTesIbHBIX TPeOOBaHMI WM MPU3HAKAX HAPYILEHUI 00s3aTeNbHbIX TpeOOBaHMIA,
MuUHKUCTEPCTBO IPUHMMAET OFHO U3 CAEAYIOIIMX PellIeHN:

pellleHye O TMPOBEIEHMM BHEIJIAHOBOTO KOHTPOJIBHOTO  (HA[A30PHOrO)
MepoIpuITUsS B COOTBeTCTBUM co cratheit 60 DenepanbHoro 3akoHa N? 248-D3;



peleHue 06 0O6bSIBJIEHUY TIPENOCTEPESKEHMS.

dopma 3agaHKs Ha NMpoBefeHue HabMoaeHus 3a cobIIoeHeM 00s13aTe/IbHbIX
TpeboBaHuUM yTBepKAaeTcss MUHMUCTEPCTBOM.

BrieanHoe o6cnemoBaHue TIPOBOAMUTCSI B LEAAX OLEHKM  COOIOfeHUs
KOHTPOJIMPYEMBIMU JULIAMM  00OSI3aTeSIbHBIX TPeOOBaHMIL, B COOTBETCTBUM CO
cratbeit 75 @DemepanbHoro 3akoHa N? 248-D3 6Ge3 B3aMMOIENUCTBUSL C
KOHTPOJIUPYEMBIM JIMLIOM.

Brie3nHoe obciienoBaHye MPOBOAUTCS AO/IKHOCTHBIM JIMIIOM MMHMCTEpCTBA,
YKa3aHHBIM B NyHKTe 4 Hacrosiuero ITonoskeHusi, Ha OCHOBAaHUM 3a[aHUSI MUHMCTpA
3IpaBoOXpaHeHusT YaMypTckou Pecnybmuku smbo uila, MCIHOJHSIOLIETO €ro
00s13aHHOCTHM, BKJIIOUAs 3a[laHusI, coAepsKalecs B IylaHax paboTel MuHMCTEpCTBA, B
TOM 4MCJIe B CJTydasiX, YCTaHOBJIeHHbIX DeepaibHbIM 3aKOHOM N 248-D3.

dopma 3amaHMs Ha MPOBEIEHME BBIE3THOTO OOCIENOBAHMUS YTBEPIKIAETCS
MuHUCTEPCTBOM.

~ Briesgnoe o6c/IenoBaHMeE MIPOBOAUTCS 6e3 MHQOPMIMPOBAHUS
KOHTPOJIMPYEMOTO JIMIIA.

Cpok mnpoBefieHMsT BBIE3JHOTO OOCIENOBaHMS OOHOTO OOBeKTa (HECKOJbKUX
00BbEKTOB, PaCIIOJIOXKEHHBIX B HENOCPEICTBEHHOI OJM30CTM ApPYyr OT Apyra) He
MOJKET MPEBBIILIATb OAUH PaboOuMif IEHb.

[To pesynbraTam mnpoBegeHUsI BbIE3THOTO OOC/IeNOBaHMS HE MOXKET ObITh
IPUHATO pelleHye, NpefyCMOTPpeHHOe IMyHKTOM 2 yactu 2 craTbu 90 denepanbHOTO
3akoHa N° 248-D3.

B cinyuae ecsiv B paMkax BbIe3THOrO OOC/JE€IOBaHMS BbISBJIEHBI ITPU3HAKU
HapylleHuy o0s3aTeNbHbIX TpebOBaHMUM, [OO/DKHOCTHOE JMIO MuHUCTEpCTBa,
yKa3aHHOe B nyHKTe 4 HacTosuiero ITosmoxkenusi, BpaBe He3aMeIIUTEIbHO ITPOBECTH
KOHTPOJIBHYIO 3aKyIKy. B OTHOmeHuMu I1poBeneHMus] KOHTPOJIBbHOM 3aKyIIKM He
TpebyeTcsl IPUHSITUE pelIeHus] O NMPOBeNEHUM AAHHOIO KOHTPOJIbHOIO (Hag30PHOIO)
Meponpusatus. MHbopmauusi O MpoBeIeHMM KOHTPOJIbHOM 3aKyNKM BHOCUTCS B
eOVHBbIA PEeecTpP KOHTPOJIbHBIX (HAN30PHBIX) MEpOIPUITUM B TEUYEHUE OIHOTO
pabouero gHS C MOMEHTA 3aBepILeHUS KOHTPOJbHOU 3aKYIIKMU.

B nensix durcamuy INOKHOCTHBIMM JIMIIAMM, YKa3aHHBIMM B NYHKTe 4
Hacrosiero IlonmoskeHns,, nOKa3aTeNbCTB HapyleHU 0Os3aTe/NbHbIX TpeGOBaHUA
opy  IPOBeOEeHUM  KOHTPOJIbHBIX  (HAA30DHBIX) MEPONPUSTUI, YKa3aHHbBIX
B ITOANYHKTE 1 HACTOSIEro IMYHKTa MOTYT MCIIOJIb30BaThCs ayAMO- U BUAE03aINCh.

Pewmrenne 06 ucrnosnb3oBaHuyu (HOTOCHEMKM, ayAMO- M BUAEO3ANUCHU, MHBIX
Ccrocob0oB (MKCalMM AOKA3aTeIbCTB HapylLIeHUM OOsS3aTebHbIX TPeOOBaHMM IIpU
IIPOBEIEHMM KOHTPOJIBbHBIX (HaJ30PHBIX) MEPOIIPUITUNA, COBEPIIIEHUM KOHTPOJIbHBIX
(Ham30pHBIX) [HOEMCTBUM IPUHUMAETCS JO/DKHOCTHBIMM JIMLIAMM, YKa3aHHBIMU
B yHKTe 4 HacTos1iero [1omosxkeHus, caMOCTOSITENIbHO.

IInst pukcaumy OOKa3aTeNbCTB HApPYIIEHU 00s3aTe/IbHbIX TpeOOBaHM MOTYT
6bITh MCIOJIb30BAHbI JIIOObIE MMEIOIIMECSI B PACITOPSIKEHUM TeXHMUYeCKyue CpefCTBa
dbOoTOCHEMKYM, ayAMO- U BUAEO3AMINCH.

Wudopmaumus o mnpoBegeHun (GHOTOCHEMKM, ayouMo- U BUIEO3aMUCH
M VCIIO/NIb30BAHHBIX JJI1 3TUX ILEJeM TEXHUUYECKUX CPelICTBAX OTPAsKaeTCs B aKTe
KOHTPOJILHOTO (HaJI30PHOTO) MEPONPUSITHSI.
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Puxcauys HapylLIeHul 06s13aTeIbHbIX TpeGOBaHMIA TIPU MOMOLIM (POTOCHEMKU
MPOU3BOAMUTCS B KOJMUYECTBE HE MEHEee OJHOrO CHMMKA KasKJOro M3 BbIIBJIEHHBIX
HapyILIEeHU 00s13aTeIbHBIX TPeOOBaHMIA.

PesynbraThl npoBefeHuss (GOTOCHEMKM, aAyaMO- U BUAEO3ANNUCHU SIBJSIIOTCS
IIPWIOXKEHMEM K aKTy KOHTPOJILHOr'O (HaZi30pHOT0) MEPOIIPUSITHS.

Wcnonb3oBanue (GOTOCHEMKM UM BUIEO3AMUCH I (PUKCALMM OOKA3aTENbCTB
HapyluleHuit 06s513aTebHbIX TPEOOBAHUM OCYILECTBJSIETCS C YYETOM TpebOoBaHMIA
3akoHopaTenbcTBa Poccuiickon Pepepauyy o 3a1mTe rocy1apCTBEHHON TalHbL. »;

3) DONOMHUTb NYHKTOM 49.1 cilenylonero cogepskatmus:

«49.1. KoHTposibHast 3aKyImKa IPOBOAUTCS B IOPSIAKE, IPedyCMOTPEHHOM
cratbeit 67 PenepanbHoro 3akona N? 248-D3.

CpoKk HenocpeJICTBEHHOrO JIMYHOTO B3aMMOJENCTBUS HNOJDKHOCTHBIX JIMLI,
YKa3aHHbIX B NOyHKTe 4 Hacrosmiero IlonoxkeHus, ¥ KOHTPOJMUPYEMOrO Juila B
pamMKax TpOBeJeHUs] KOHTPOJIbHOM 3aKYIIKM, He MOKET IIPeBBbIIIaTh OAUH pabounii
Il€Hb.

KoHTponbHass 3aKynka I[IPOBOAMUTCS ITYTEM COBEPHIEHMS KOHTPOJIBHOTO
(HaA30pHOrO) NEMCTBUSI-OCMOTPA. ».

2. Hacrogiiee nocraHoBieHMe BCTymnaetr B cwiy yepe3 10 mHeit mocse ero
opUIIMATTBHOTO OMYyOIMKOBAHMSI.
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