KABHHET MUHHUCTPOB

AJIBIT"S PECITYBJINKOM
PECITYBJIMKH AJIBITES

N MUHHCTPIMS 1 KABUHET

ITOCTAHOBJIEHHUE

or 20 aBrycra 2019r'.N9 201

r. Maiikon

0] l'[opsmKe OpraHu3alvi U OCYHLICCTBJICHUS PErHOHAIIBHOT'O
rocy4apCTBE€HHOI0 KOHTPOJIA 3a IPUMEHCHUEM LICH Ha JICKAPCTBCHHEIC
TIperiapaThl, BKIIIOYECHHBIC B IEPEUYCHE XKU3HCHHO HCO6XO,ZII/IMBIX 1A BOXKHEHIIHX
JEKapCTBCHHBIX NpPEnapaToB, Opranu3aiyiaMu OIITOBOM TOPTOBJiN, alITCYHBIMU
OpraHu3zalvsaMu, HHANBUAYAJIIBHBIMH IIPEANIPHHUMATCIIIMHA, HMCIOIITUMHU
JJUNEH3HUIO HAa (bapMaI_IeBTI/I‘-IeCKYIO JACATCIIBHOCTD

B cooTBeTCTBHM C MyHKTOM 3 cTaThi 2 PenepanbHOro 3akoHa «O 3amure
IpaB IOPUIAYECKUX JHLI W HHIUBHLYANbHBIX MpeJIpHHUMAaTeNed Ipu
OCYIIECTBJIGHWH TOCYJapCTBEHHOI'O KOHTpPOJis (HaA30pa) U MyHUIUNAIBHOIO
KOHTpOIIs», MyHKTOM 3 crathi 6 @DepepanpHoro 3akoHa «OO6 ofpaieHNH
JIEKapCTBEHHBIX CpENCTB», TMocTaHOBiIeHUEeM I[lpaButenscTtBa Poccuiickoi
®enepanuu ot 6 mMas 2015 roga Ne 434 «O pernoHaIbHOM I'OCYJapCTBEHHOM
KOHTpOJIE 32 IPUMEHEHNEM LI€H Ha JIEKapCTBEHHbIE IPenapaTthl, BKIIFOUEHHBIC B
nepeueHb OJKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX  JIEKAPCTBEHHBIX
npenapaTtoB» Kabuner Munuctpos PecryOnuku Anpires

NOCTAHOBIACT.

1. YtBepauts [lopsinok opraHm3aliuu U OCYINECTBIIEHHS PETMOHANBHOTO
rOCYHapCTBEHHOTO KOHTPONS 3a IIPUMEHEHHEM LEeH Ha JIEKapCTBEHHBIE
TIpenaparsl, BKIIOUEHHBIE B IlepedeHb JKM3HEHHO HEOOXOMMMBIX ¥ BaXHEHIIMX
JIEKAPCTBEHHBIX IPEIapaToB, OpraHU3alUsIMHU OITOBOH TOPrOBIM, aNTE€YHBIMHU
OpraHu3anusM{, WHIUBUAYAJIbHBIMM  [PENIPUHAMATEIAMY,  HMMEIOLIMMHU
JIMLICH3MIO Ha (papMaleBTUYECKYIO JeATEIBHOCTD, COTTIACHO IIPHIIOKEHHIO.

2. Hacrosiiiee mocTaHOBIIEHHE BCTYIAET B CHITY CO JHS €r0 OQUIHAITEHOIO
OTyOJIMKOBaHUSI.

IIpeMBep-MUHHCTD

PecryGnyixu Anpires W A. Hapomun




IIpunoxenue

K 1ocraHoBieHuio  KaOunera
MunnctpoB PecriyOnmku Anpires
or 20 aBrycra 2019 roga Ne 201

ITopsinox
OpraHU3alli{ U OCYILECTBICHUS pErMOHAIBHOTO I'OCYapCTBEHHOT'O KOHTPOIS
3a IPUMEHEHUEM IIEH Ha JIEKapCTBEHHBIE IIPENapaTthl, BKIIOYEHHEIE B IEPEUEHD
KU3HEHHO HEOOXOIUMBIX 1 Ba)KHEUIIIHX JIEKAPCTBEHHBIX MPENapaToB,
OpraHy3alMsIMU ONTOBOM TOPTOBIIH, alITEYHBIMHA OpraHU3ALUAMH,
HHIUBUAYIBHBIMH TPEeATPHUHUMATEIISIMY, UMEIOIHMH JTHICH3HIO
Ha ¢$apMalleBTUIECKYIO e TEIIbHOCTh

1. Hactosumii Ilopsnok ycraHaBiIMBaeT MEXaHW3M OpraHU3alUd M
OCYIIIECTBIICHHUS PETHOHAIBHOTO FOCYapCTBEHHOTO KOHTPOJIA 34 IPUMEHEHHAEM
OpraH{3aIisIMU ONTOBOM TOPrOBIHU JIEKApCTBEHHBIMH CPEACTBaMH, allTEYHBIMHU
OpraHM3alisIMK, WHIUBUAYAIBHBIMH  NpPEIIPUHAMATENSIMY, HUMEIOIIUMHU
JWLIEH3UI0  Ha  OCyLlecTBieHHe  (apMaleBTUYeCKOH  JEesTeIbHOCTH,
MEIUIMHCKUMH OpTaHW3alMsIMU, MMEIOUMMH JUICH3HIO Ha OCYIIECTBICHHE
(apManeBTHYECKON NEsITeNbHOCTH, U X 000COOJECHHBIMHU MOApa3IeIeHAIMU
(ambynaropusmu, QenpaIIepcKUMHI B (QebIIIepCKO-aKyIIEPCKUMH ITyHKTaMH,
IEHTpaMH  (OTIENICHUSIMH) ofuleif BpaueOHOM (CeMeNHOM) NpaKTHKH),
PAacIIONIOKEHHBIMU B CENIECKUX HACENEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTevHble OpraHW3alliM, [€H Ha JIEKapCTBEHHBIE NpenapaTrhbl, BKIIOYCHHBIE B
TIIepeYeHb XU3HEHHO HEOOXOAUMBIX M BOXKHEHIINX JIEKAPCTBEHHBIX NPENapaToB
(manee COOTBETCTBEHHO — OOBEKT KOHTPOJ, JEKApCTBEHHBIE Npernaparsl,
PETHOHANBHBINA IOCYJapCTBEHHBIN KOHTPOJIb).

2. PeruoHanbHBI TOCYHapCTBEHHBIH KOHTPOJb  OCYILIECTBIAETCS
VipaBieHHeM rocyJapCTBEHHOTO peryiarpoBaHust lieH U Tapudos Pecnybnuku
Anpires (nanee — YpaBJieHUe).

3. JIOMKHOCTHBRIMH JIMLIaMH YTpaBIE€HHUS, YINOIHOMOYCHHBIMH Ha
OCYINECTBIICHHE pPErMOHAJIBHOTO TOCYJapCTBEHHOTO KOHTpoNs (Janee —
YIOJHOMOYEHHBIE TOJDKHOCTHBIE JIMLIA), SIBISIOTCS:

1) HayanpHUK YIpaBiieHHWs TOCyJapCTBEHHOrO PpEryJlMpOBaHHs LIEH U
tapudoB Pecrry6nuku Anpires (nanee — HaualbHUK YIIPaBICHUSA);

2) 3aMecTHTENb  Ha4yalbHUKAa  YIpaBl€HUs  IOCYHapCTBEHHOIO
perynmupoBaHus nieH U TapudoB Pecrybnuku Appires (nanee — 3aMecTUTEND
HavyalIbHUKa Y TIpaBleHMSL);

3) HavYaJPHUK OTHENa LeH M Tapu(doB HA a3 U COLMAIBHO 3HAYHUMBIE
TOBapel M YCIYIH YIPaBJIeHHS TOCYHapCTBEHHOrO pETryJIMpOBAaHHS LEeH H
tapudoB Pecrybnmku Anplres;

4) TNaBHBIA CHENHANUCT-3KCIIEPT OTAeNa IieH W Tapu(poB Ha raz u
COIMANBHO 3HAYHMBIE TOBAPH ¥ YCIyrd YIPaBAEHHS TOCYAAPCTBEHHOIO
perynupoBaHus 1eH U Tapudos Pecnybnuku Anpires;
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5) BemymMi CIIEHHANMCT-OKCIEPT OTHENa IieH M Tapu(oB Ha raz o
COLMAJIBHO 3HAYMMBble TOBapbl U YCIYrHM YHpaBlIeHHsS TI'OCYIapCTBEHHOIO
perynupoBaHus lieH U Tapu¢oB PecryOmuku Anpires.

4. IlpenMeToM pETHOHAIBHOIO TOCYJAPCTBCHHOTO KOHTPOJS SABJISETCS
cobiroieHne 06BEKTOM KOHTPOJIS IIPH Pealu3allii JIEKAPCTBEHHBIX MPENApaToB
TpeboBaHuii 9acTu 2 crathu 63 Penepansroro 3akoHa ot 12 amnpens 2010 roxa
Ne  61-®3 «O6 obpamenun sexkapcTBeHHBIX cpenacts» (Cobpanue
3akoHonarenbcTBa Poccuiickoit ®@eneparmm, 2010, Ne 16, 31, 42, 49; 2011,
Ne 50; 2012, Ne 26, 53; 2013, Ne 27, 48; 2014, Ne 11, 43, 52; 2015, Ne 10, 27,
29, 51; 2016, Ne 1, 23, 27; 2017, Ne 31; 2018, Ne 1, 24, 53; 2019, Ne 23) no
IPUMEHEHHUIO LI€H, YPOBCHb KOTOPBIX HE JOJDKEH MPEBHIMIATh CYyMMY
(PaKTH4EeCKOM  OTIyCKHOM  IIeHBI,  YCTAHOBJICHHOM  ITPOH3BOAMTEIIEM
JIEKapCTBEHHBIX IIpelapaToB M He NPEeBHIIAIONIeH 3aperuCTPUPOBAHHYIO
IpeeNIbHYIO OTIIyCKHYIO LIEHY, U pa3Mepa ONToBoi HanbaBKH U (MIIH) pazMepa
pPO3HMYHOM Han0aBKH, HE NpPEBBHIUAIONMX COOTBETCTBEHHO pa3Mepa
IpelesbHON onToBOoMl HambaBku W (WIH) pasMepa NpeleNnbHONH PO3HUIHOMN
Haf0aBKU, YCTaHOBIIEHHbIX B Pecmybnmke Apnpires (manee — oOs3aTeNbHBIE
TpeOOBaHMS).

5. K oTHomeHusM, CBSI3aHHBIM C OCYIIECTBIEHUEM PETHOHAIBHOIO
rOCYJapCTBEHHOI'O KOHTPOJISL, BKIIIOYasi OPraHU3alMI0 U MPOBEJCHUE IPOBEPOK
0o0BeKTa KOHTpPOJIS, IPUMEHSIOTCS MMONIoKeHUs PefepabHOrO 3aKoHa OT 26
nexkabpss 2008 roma Ne 294-03 «O 3ammre npaB OPUAUYECKUX JHI U
MHAWBUYyaTbHBIX IpeANpUHUMAaTEIe MpH OCYILIECTBICHUH IOCyIapCTBEHHOTO
KOHTpons  (Hag3opa) W MyHuIunanpbHoro  KoHTpois»  (Cobpanue
3akoHomarenbcTBa Poccuiickont @enepannu, 2008, Ne 52; 2009, Ne 18, 29, 48,
52; 2010, Ne 17, 18, 31, 32; 2011, Ne 1, 17, 23, 30, 48; 2012, Ne 19, 26, 31, 47;
2013, Ne 9, 27, 44, 48, 49, 52; 2014, Ne 11, 26, 30, 42, 48; 2015, Ne 1, 14, 18,
27, 29, 45, 48; 2016, Ne 11, 18, 27, 50; 2017, Ne 9, 18, 31, 45, 49; 2018, Ne 17,
18,31, 32, 45, 53; 2019, Ne 12, 16) (nanee — ®enepanbHbiii 3aKoH Ne 294-03).

6. PermonansHBIA TOCYZApPCTBEHHBIH KOHTPOIb  OCYIIECTBIAETCS
IIOCPEACTBOM:

1) opraHusanuyd u TPOBEAEHHS IPOBEPOK COOMIONECHUS OOBEKTOM
KOHTpPOJISI 00s13aTeNIbHBIX TpeOOBaHUM;

2) CHCTEMAaTHYeCKOTro HAOJIOIeHHUS 32 UCIIONHEHUEM O0BEKTOM KOHTPOJIS
o0s13aTeNIbHBIX TpeOOBaHUH;

3) mpuHATHS B TIOpS/IKE, YCTAaHOBJIEHHOM 3aKOHOIATEILCTBOM
Poccuiickoii ®enepamyu, Mep IO IIPECEUYCHUIO BBIABICHHBIX HapyIIEHHH
00s3aTeNbHEIX TpeOoBaHW u (WNM) YCTPAaHEHHWIO IIOCIEACTBHH TaKHUX
HapyIIeHuH, BBIIAYM TpeanucaHuii 00 yCTpaHeHWH BBISBJIEHHBIX HapyLICHHH
o0s3aTeNbHBIX TpeOOBaHWM W NPUHATHA Mep IO MPHUBJICYEHHIO K
OTBETCTBEHHOCTH JIMLI, COBEPIUIUBIINX TAKHE HAPYLICHUS.

7. JIOJDKHOCTHBIE JTUIIa YIIpaBJlIeHHs, YIIOJIHOMOYEHHBIE Ha NPOBEICHUE

KOHKPETHOH IIPOBEPKH, ONPENENSIOTCS B COOTBETCTBHM C 4acThlO 2 cTaThH 14
®enepanpHOro 3akoHa Ne 294-@3. '
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8. YmosHOMOYEHHBIE JOJDKHOCTHBIE JUIA IIpH IPOBEACHHH IPOBEPOK
COOMIONAIOT OrPaHMYEHHs W BBIIONHSIOT O00S3aHHOCTH, YCTaHOBJICHHEIC
cratesiMu  15-18 ®@epepansHoro 3akoHa Ne 294-03, a TakKe Hecyr
OTBETCTBEHHOCTh 33 HEHAJUIe)kKallee MKCIIONHEHHE BO3JIOXKEHHBIX Ha HHX
MOJIHOMOYHH.

9. CpokH ¥ TOCIENOBaTENbHOCTh aAMUHHMCTPATHUBHEIX IPOLELYp IpH
OCYIIECTBJICHHHA PErMOHAJBHOTO IOCYAapCTBEHHOTO KOHTPOJS OIpPEREeNsIOTCs
aJIMHMHUCTPATHBHBIM PErJIAMEHTOM, YTBEPKAAEMBIM Y IIDABIICHUEM.

10. Cucremartuueckoe HaOMONeHHEe 32 HCHOJIHEHHEM O0O0S3aTeNbHBIX
TpeGoBaHU#, aHaIU3 U  IIPOTHO3UPOBAHME  COCTOSHHSA  HMCIOJHEHHA
o0s3aTeNbHEIX TpeGOBaHUN IPU OCYIIECTBICHHU IESTENbHOCTH OOBEKTaMH
KOHTPOJIS TPOBOJATCS B COOTBETCTBHM C AJMHHUCTPAaTHBHBIM DETIaMEHTOM,
yTBEPXKaeMbIM Y IpaBICHUEM.

11. B wmensx npeaynpexiaeHHs HapylUleHUMH OOBEeKTaMH KOHTPOJIA
00sg3aTeNbHBIX TPeOOBaHWM, YCTpaHeHHS TIpUYHH, (GAKTOpPOB H YCIOBHH,
CIIOCOOCTBYIOIIMX HapyLUeHUsM oO0sg3aTeabHBIX TpeOoBaHWM, YIpaBleHHE Ha
ocuoBanu ctaten 8.2 DemepansHoro 3akona No 294-@3 ocymecTBiIseT
MEPONIPUATHS MO TPO(QHIIAKTHKE HapylIeHHH o0sg3aTenbHBIX TpeOOBaHHH B
COOTBETCTBHM C €XEroJHO YTBepXKJaeMOH VYIpaBleHHEM [POrpaMMoOu
npoQUIaKTUKY HApYIIEHHH.

12. MeponpusaTus 10 PErHOHAIBHOMY TIOCYIapCTBEHHOMY KOHTPOIIIO,
IpY TNPOBEICHHUU KOTOPHIX He TpelOyercs B3avMOACUCTBHE YIPaBICHHUS C
O0BEKTaMH KOHTpOJIA, MPOBOAATCS YIOJHOMOYEHHBIMU JOJDKHOCTHBEIMU
JMIaMM Ha OCHOBAaHMM 3aJaHWM Ha TMpPOBEJCHUE TaKUX MEPONPUATHH,
YTBEPXKAAEMBIX HAYaJIbHUKOM YIPaBICHUS WM 3aMECTUTENEM HavallbHUKa
YnpaBnesusi, B COOTBETCTBHH co ctaThel 8.3 PenepanpHoro 3akona Ne 294-03,

13. B cnyuae BBISBICHUS HapyllueHHH o0s3areNbHBIX TpeOOBaHWA mpH
IIPOBEACHUY MEPONPHUATUSA 0 PErHOHAIBHOMY TOCYJapCTBEHHOMY KOHTPOIIIO
0e3 B3aMMOAEHCTBHUS ¢ OOBEKTaMU KOHTPOJIS, MOIYYeHHUS B XOJ€ MPOBEHCHHS
MEPOIPUSATHH 1O PErdOHAIBHOMY TIOCYJIapCTBEHHOMY KOHTpOJIO 0e3
B3aUMOJIEUCTBUA C OOBEKTaMH KOHTPOJII CBEACHUM O TOTOBSIIHUXCS
HApYyIIEHUAX WIM IpU3HaKax HapylleHWus oOs3aTeNbHBIX TpeOoBaHMI
YIOJHOMOYEHHBIE JODKHOCTHBIE JMIAa MPUHUMAIOT MEPHI B COOTBETCTBHH C
gacTsaMU S, 6 crateu 8.3 PenepansHOro 3akoHa Ne 294-P3.

14. Pemennss wu  jgedictBus  (Oe3meiicTBHe)  YIIOJHOMOYEHHBIX
HOJDKHOCTHBIX JIMI] MOTYT OBITh 00XajloBaHB B aIMHHUCTPATHBHOM U (MIIH)
CyfeOHOM TIOpSJKE B COOTBETCTBHM C 3aKOHOJATENBCTBOM Poccuiickoit
Oenepanuu.

15. WudopMaumsi 0 [AeSTENHLHOCTH YIpaBlIEHHWs, B TOM YHCIE O
pe3yJsibTaTax IPOBEACHHBIX UM IIPOBEPOK, pa3MeliaeTcs Ha oQuiianbHOM caifte
YnpasieHuss B UH(POPMAaLMOHHO-TEICKOMMYHUKAIIMOHHOK ceTH «VIHTepHeT»
WM OQUUHATBHOM Hnteprer-caiite UCIIOJTHUTENBHBIX OpraHoB
rocyaapcTBeHHOM BiacTu PecryGnuku Appires (www.adygheya.ru) B nopsuxke,
YCTaHOBJIEHHOM 3aKOHoJaTenbcTBoM Poccuiickoit Oeneparym.




