IlepeyeHb HHANKATOPOB PUCKA HAPYIIEHHUS 00s13aTeJILHBIX TPeOOBaHNI, MOPSAAOK
OTHeCeHUs 00bEKTOB KOHTPOJIS K KATEropusiM pUCKa NpuYMHeHus Bpeaa (yuiepoa) B
paMKax oCylleCTBJIEHUS] PerHOHAJIBHOI0 rOCyIapCTBEHHOI0 KOHTPOJIs1 (Ha/A30pa) 3a
NpUMeHeHHeM LieH Ha JIeKapCTBeHHbIe NPenapaThl, BKJIIOYEHHbIE B lepeYeHb KU3HEHHO
HeO0XO0JUMBbIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, Ha TeppuTopruu MypMaHCKoOM
obJ1acTH

IlepeuyeHb HHAUKATOPOB PHCKA

WHaukatopoM puCKa HapylIeHUs 00s3aTelbHbIX TpeOOBaHMH B 4YacTH 3aBBIIICHUS
IpeJeNbHBIX Pa3MEPOB ONTOBBIX U MPEACIbHBIX PAa3MEPOB POZHUYHBIX HA/I0ABOK K (DaKTHUECKUM
OTIIYCKHBIM II€HaM IIPOU3BOJAUTENICH Ha JIEKAPCTBEHHBIE IIPENaparhl, BKIIOYEHHbIE B IIEpEUYEHb
KU3HEHHO HEOOXOMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETApaToB, SIBISCTCA:

1) OTKa3 OT NIPOBEACHUS 00513aTEILHOTO MPOPHIAKTUIECKOTO BU3UTA;

2) npeBbIlIeHHE O0Jiee YeM B IBYKPAaTHOM pa3Mepe MIaHUPYEeMOi BaJoBOM MpHObLTH
OT pean3aluy JEKapCTBEHHBIX IPENapaToB, BKIOYEHHBIX B nepedeHs JKHBJIIII, nax BanoBoit
IpUOBLIBIO B OTYETHOM U IIPEALIECTBYIOLIEM IIEPUOIAX PETYIUPOBAHUS;

3) BBISIBJICHHE IIpU IPOBEJICHUU CPABHUTEIBHOTO aHaIU3a OJAHOMOMEHTHOIO
NOBBILIEHUS Oosiee YeM Ha 15 MPOLIEHTOB ONTOBBIX M PO3HUYHBIX HAJ0ABOK K (PaKTUUECKUM
OTIIYCKHBIM  LI€HaM, YCTaHOBJEHHbIM IIPOM3BOJAUTENIIMH  JIEKAPCTBEHHBIX IpEnapaTos,
BKJIFOYEHHBIX B ItepedeHs KHBJIIIL

KPUTEPUU
OTHeCeHHs 00bEKTOB KOHTPOJIS K KAaTerOpusiM pucKa NpUYnHeHus Bpeaa (ymepo0a) B
paMKax oCylleCTBJIEHUS] PerHOHAJIBHOI0 IrOCyIapCTBEHHOT0 KOHTPOJIs1 (Ha/A30pa) 3a
NMpUMeHeHHeM LIeH Ha JIeKapCTBeHHbIe NMPenapaThl, BKIIOYEHHbIE B NlepeYeHb KU3HEHHO
HeO0XO0JUMBbIX H BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, Ha TeppuTopruu MypMaHCKoM
obJs1acTH

l. Kpurtepuu oTHeceHNs 00beKTOB KOHTPOJISI K KATETOPUAM PUCKA MPUYHHEHUSI
Bpena (ymepoa)

1. Kpurepusimu oTHeceHUs 0OBEKTOB KOHTPOJISI K KaTETOPUSM PHCKa MPUIHHEHUS
Bpena (yuepba) (nanee - Kputepun) sBiasroTcs:

1) [lepron ocyilecTBICHUS] PEryIHPYyeMON MAESITeNbHOCTH Ha JaTy NPUHSATUS
pemieHuss 00 OTHECEHWH JIEATEIBHOCTH IOPUJIWYECKOTO JIMIAa WIM WHIUBUIYAJTBHOTO
MpeIpUHUMATENS K KaTETOpUH PUCKA!

- menee 1 roga - 0 0auioB;

- ot 1 roma o 2 net - 1 Ga;

- 0T 2 1o 3 j1eT - 2 Gana;

- oT 3 neT u BhIIIE - 3 Oana.

[Tepuon ocymiecTBICHUS PETYIUPYEMON ACATEIHHOCTH UCYUCIISIETCS 110 Hanbosiee paHHei
JlaTe, yKa3aHHOM B CIEAYIOIIMX JOKYMEHTAX:

- B BBIIHCKE U3 EAMHOTO TroCyIapCTBEHHOTO peecTpa IOPUAUYECKUX  JIHII
(MHIMBUIyaTbHBIX TPEAIpUHUMATENCH);

- B JINIICH3UHU Ha (apMaIeBTUUECKYIO JIeATEIbHOCTb.

2) [IpuBneyenne K  aJAMUHUCTPATHUBHOM  OTBETCTBEHHOCTHM 3a  HapyLIEHUs
3aKOHOJIATEeNILCTBA B 00JIaCTH PETYIMPYEMBIX FOCYIapCTBOM IIeH (TapudoB) 3a MpeIIecTBYIONe
TpH TOJa Ha 1aTy



NPpUHATHA  PCIICHUA 06 OTHCCCHUH  ACATCIIbBHOCTHU  HOPUAUYCCKOro JiMla WA
WHAUBUAYAILHOTO MPEIIPUHUMATEINS K KaTerOpUU pHUCKa:

- OpUANYCCKUC JIMa WM WHAUBUAYAJIbHBIC IMPCATIPUHUMATCIIN HC ITPHUBJICKAINCH JII/I60
0 pe3yibTaTaM MPOLEIyphl 00XKaTOBaHUS AAMHUHHCTPATHUBHOE €0 IMPEKPalleHO B CBA3M C
OTCYTCTBUEM COOBITHSI WJIM COCTaBa aAMUHUCTPATHBHOTO MpaBOHApYyIIeHUs - 0 aysioB;

- peleHue o0 MpeKpalleHuy aIMUHUCTPATUBHOTO JIeNia B CBSI3U C MAJIO3HAYUTEIbHOCTHIO
COBEPULIEHHOI'0 ITpaBOHapyLIeHus - 1 Oam;

- pelleHHue O TPUBJICUCHUU K aTIMUHUCTPATUBHOM OTBETCTBEHHOCTH C HAaJIOKEHUEM
mrpada (HIu ero 3aMeHOM Ha IpeaynpexaeHue) - 2 oama.

B cnywyae mpoBeneHuss HECKOJBKHUX aJIMUHHUCTPATUBHBIX MPOLEAYp pacueT OaioB
MIPOU3BOAUTCS MO KAXKIOW MPOLETYPE.

3) [Ipenmucanue MO YCTAaHOBJICHUIO HAPYIICHWH 3aKOHOJATENHCTBA B 001acTH
pEryJIMpyeMbIX TOCyIapCTBOM IIeH (Tapu(oB) B TCUCHHE IMOCICAHUX 3 JIET Ha JaTy NPUHITHS
pelicHusd 06 OTHCCCHUU  ACATCIBHOCTH HOPUIAUYCCKOTO JiMla WJIM HWHAUBUAYAJIbHOI'O
NpEINPUHIUMATEINS K KATETOPUHU PUCKA!

- HE BBIJABAIOCH JTUOO BBIAABAIOCH, HO TIO PE3y/IbTaTaM MPOIEAYPhl 00KaI0BaHUS
OBUIO MPU3HAHO HE3aKOHHBIM M OTMEHEHO - () 0aioB;

- BBHITIOJIHEHO B MOJTHOM 00bEME B YCTAaHOBJICHHBIE CPOKH - 1 Oaiw;

- BBINOJIHEHO C HAPYIICHUEM YCTaHOBJICHHOTO CPOKA, JIMOO BBHIOJHEHO YaCTUYHO,
00 HE BBITIOJIHEHO MOJIHOCTHIO - 2 Oasa.

B cny4ae BhIIauu HECKOJIBKUX MPEIIMUCAHUN pacyeT OAJIJIOB MPOU3BOIUTCS MO KAKIOMY
CITyYar0 BBIJAYH MTPEAMUCAHUS.

4) OOocHOBaHHBIE OOpalleHHUs TpakIaH, TO3BOJSIONME WACHTU(DHUIINPOBATH
JMYHOCTh 3asBUTENS,, TPEAMETOM KOTOPBIX SBISIOTCA (aKThl HAPYIICHUS TIPaB TpakIaH
perynupyeMord  opraHum3zanmel  (MHIWBHIyalbHBIM  MPEANPUHUMATEIEM) B paMKax
OCYILECTBIICHHSI KOHTPOJIUPYEMOTO BUA JICATCIILHOCTH, B TCYCHHUE IMOCIEIAHUX 3 JIET Ha Jary
NPHUHSITHS PEIICHUSI 00 OTHECEHUH IEATCIHHOCTH FOPUINYCCKOTO JIMIA WIM MHIWBHIYaTHLHOTO
NPEANPUHIUMATEINS K KATETOPUU PUCKA!

- He mocTymnanu - 0 6aJioB;

- 0JIHO oOparienue - 1 6a;

- nBa U Oosiee oOpareHus - 2 6ana.

5) Hamuune  wndpopmamum 00  oTKaze OT  MNPOBEACHUS  00S3aTEIHHOTO
npopHIAKTHIECKOTO BU3HTA!

- nHpopmanus He ocTymnana - 0 6aios;

- uHpopManus noctynana - 1 6amr.

6) OObsiBIIeHHE TIPEAOCTEPEKEHUI O HETOMyCTUMOCTH HApYIIEHUS 00S3aTENbHBIX
TpeOOBaHUI 3a TPEAIIESCTBYIONIME TPU ToJa HAa JAaTy NPUHATHUS pEIIeHUss o0 OTHECEHUH
JESTENIbHOCTH OPUINYECKOT0 JUIA WIM WHIUBUAYAIBHOTO MpEeANpUHUMATENs] K KaTeropuu
pucka:

- IpeIocTepeKEeHne He 00BABISIIOCH - 0 0aNoB;

- O0BABIISIIOCH OJTHO TMPEOCTEpex)eHne - 1 6a;

- 00BSBIISATIOCH JIBA TPEIOCTEpEKeHus U Ooee - 3 Oarna.

2. IOpuanueckoe nuIO (MHAUMBUAYAIbHBIA IPEANPUHUMATENL) OLICHUBAETCA IIO
KOKIOMY M3 KPUTEPUEB OLIEHKH, yKa3aHHBIX B MyHKTe | Hacrosimux KputepueB. OTHeceHue
IOPUJINYECKOTO JIMIA (MHAUBHUIyaIbHOTO MPEANPUHUMATENS) K ONPEAeICHHON KaTerOpuK pucKka
MIPOU3BOJIUTCS MTYTEM CIIOKEHHUS 0aJlIoB, YCTAHOBJICHHBIX KPUTEPUSMHU OLIEHKU. B 3aBucumocTu
OT KOJIM4ECTBA



0ayIoB I0pUAMYECKNE JTHNA (MHAWBUAYaIbHBIE PEANPUHIMATEIH) TOAPA3ICIAIOTCS Ha
CIIeTyIOINE KaTerOPHH OLICHKU CTETICHH PHCKOB:

- BBICOKAsl KATETOPHUs pUCKa - 5 0AJJIOB M BBILIE;

- 3HAYUTEJIbHAS KaTeropus pucka - 3 - 4 6anna;

- CpenHss KaTeropus prucka - 2 6asmia;

- HU3Kasi KaTeropust pucka - 1 oam.

1. Kpurepun Bo3M0kHOro Heco01101eHNs 00513aTeJILHBIX TPeOOBaHMI

3. OOBEKTBI TOCYJAPCTBEHHOT'O KOHTPOJIA, MOUIEKAIINE OTHECEHUIO B COOTBETCTBUU
¢ pazzenoM | Hacroamux Kpurepues k kKareropusM 3Ha4UTEIBHOTO, CPETHETO U HU3KOTI'O PUCKOB,
NOJJIEKAT OTHECEHHI0 K KaTeropusiM BBICOKOIO, 3HA4YMTEIBHOTO, CPEIHEr0 PHUCKOB
COOTBETCTBEHHO IIpM HAJUYMU BCTYNMBLUIMX B 3aKOHHYI0 CWJIy B TEYeHME 2 JeT,
NPEIIECTBYIONIMX JaTe MPUHATHUS PEICHUS 00 OTHECEHUH 00BEKTA rOCy1apCTBEHHOT'O KOHTPOJIS
K KaTeropuu pHcKa, JBYX HJIM Oojiee NMOCTAHOBJIEHHH O NPUBJICYEHUHM K aIMUHHCTPATUBHOU
OTBETCTBEHHOCTH IOPUJIMYECKOT0 JIMLA, €ro JODKHOCTHBIX JIMII MM WHAMBHUAYaJIbHOTO
IOpeANpUHUMATEINs ¢ Ha3HAaYeHUEeM aJIMUHUCTPATUBHOIO HaKa3aHMs B BUJE aIMUHUCTPATUBHOIO
mrpada WIM AAMUHUCTPATHBHOTO MPHUOCTAHOBICHHS JEATEIBHOCTH 32 COBEPILICHHE
a/IMUHUCTPATUBHBIX MPABOHAPYIIEHUH, TPETyCMOTPEHHBIX:

a) crarbet 14.6 Kopexca Poccuiickoii ®enepanuu 00 aJMUHUCTPATUBHBIX
IPaBOHAPYLICHUAX

«Hapyienue nopsiika 1eH000pa3oBaHUsI»;

0) wactsamu 1, 3, 5 crateu 19.5 Konekca Poccuiickoii @eneparnuu 00 aIMUHUCTPATHBHBIX
npaBoHapyuieHusix «HeBbIllOJIHEHHE B CPOK 3aKOHHOIO IpeanucaHusi (MOCTaHOBJIEHUS,
IPEeCTaBJICHHUS, pEILIEHHs ) OpraHa (JOJKHOCTHOIO JIMIA), OCYIIECTBISIIOILEr0 rocy1apCTBEHHBIN
HaA30p (KOHTPOJIb), OpraHU3AIMH, YIIOJHOMOYEHHON B COOTBETCTBUH C (pe/iepalIbHbIMU 3aKOHAMU
Ha OCYIIECTBJIEHHE IOCYAapCTBEHHOI0 Ha/A30pa (JOJKHOCTHOIO JIMIla), OpraHa (J0JKHOCTHOTO
JM1a), OCYIIECTBISIOUIEr0 MyHUILIUIIAIbHBINA KOHTPOJIbY;

B) crateedd 19.4 Komekca Poccuiickoii @enepanuu 00 aIMUHHUCTPATHBHBIX
IIPaBOHAPYILICHUSIX

«HenoBuHOBEHNE  3aKOHHOMY  DPACIOPSDKEHHIO  JIOJDKHOCTHOIO — JIMIA  Oprasa,
OCYIIECTBIISIONIET0 rOCYAapCTBEHHBIM Ha/30p (KOHTPOJIb), JOHKHOCTHOIO JIMIA OpraHU3alluy,
YIIOJIHOMOYEHHOW B COOTBETCTBMM C (elepaibHBIMH 3aKOHAMU Ha  OCYIIECTBICHHE
roCy/1apCTBEHHOT'0 Ha/130pa, JOHKHOCTHOTO JIMIIA OPTraHa, OCYIIECTBIISIFOIIET0 MYHUIIMITAIbHBIN
KOHTPOJIbY;

r) crarbet 19.7 Kopekca Poccuiickoit ®enepaunn 00 aJAMUHHUCTPATUBHBIX
IPaBOHAPYLICHUAX

«HemnpencraBnenue ceenenuil (MHGoOpMaIn)»;

n) crarbeit 19.7.1 Kopekca Poccuiickoit @enepanun 00 aJIMUHUCTPATHBHBIX
npaBoHapyueHusx «HenpencrasieHue cBeACHUN WK MPEACTABICHNE 3aBE€I0MO HEJOCTOBEPHBIX
CBEJICHUIl B OpraH, OCYLIECTBIISIOUIMH TOCYJapCTBEHHbI KOHTpPOJb (Haa3op) B o01acTu
PeryIupyeMbIX TOCYIapCTBOM IIeH (TapuQoB)»;

e) crareeil 20.25 Kogekca Poccuiickoit @enepanuu 00 aJIMUHHCTPATUBHBIX
MPaBOHAPYHIEHUSIX «Y KJIIOHEHUE OT UCIIOTHEHUS a]MUHUCTPATUBHOTO HAKA3aHUS».

4. OOBeKTHI FOCYIAPCTBEHHOTO KOHTPOJISL, OTHECEHHBIE B COOTBETCTBUHU C Pa3/IeIoM
I HacTosAmmx Kputepues k KaTeropusiM BBICOKOTO, 3HAYUTEIBHOTO CPEJHETO PUCKOB, IOJJIEKAT
OTHECEHHUIO K KAaTeropusiM 3HAUUTEIbHOTO, CPETHET0 M HU3KOTO PUCKOB COOTBETCTBEHHO MpU
OTCYTCTBHUH B T€UEHHUE 2 JIET, IPEILIECTBYIOIUX AaTe IPUHATHUS pelIeHHsI 00 OTHECEHHH 00bEKTa
roCy/1apCTBEHHOT'0 KOHTPOJIS K KATETOPUU PUCKA, BCTYNUBILINX B 3aKOHHYIO CHITY IOCTaHOBJICHUN
O IIPUBJICYEHUH K aJMUHUCTPATUBHON OTBETCTBEHHOCTH IOPUINYECKOTO JIMIIA, €TO TOJKHOCTHBIX



JULl WIA WHIUBUIYAJIBHOIO IPEAIPUHUMATENsI C HAa3HAYEHHEM WM aJIMUHUCTPATUBHOIO
HaKa3aHWUs B BUJE aJMUHUCTPATUBHOIO MITpada UK aIMUHUCTPATUBHOTO IPUOCTAHOBIICHUS UX
JESITEIBHOCTH 32 COBEpPLICHHE aJAMUHHCTPATUBHBIX IPAaBOHAPYLIEHUH, YKAa3aHHBIX B IIYHKTE 3
Hactosamux Kpurepues.



