MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

or 6 mast 2015 1. Ne 434

MOCKBA

O pernoHaJbHOM rocyJ1apCTBEHHOM KOHTPOJIe 32 IPUMEHEHUEM IleH Ha
JIEKAPCTBEHHbIE MPENapaThl, BKIKYEHHbIE B NlepeYeHb KU3HEHHO
HEeOOXO0MMBbIX M BaKHEHIIUX JIeKAPCTBEHHBIX MPeNnapaToB

B cootBerctBuM ¢ nyHktoM 9 crateu 60 ®enepanbHOro 3aKoHa
"O0 obOpamenun  nekapcTtBeHHbIX cpenctB”  [IpaButenbctBo  Poccuiickoit
QenepalliM TOCTAHOBJIACT :

YTBepauTs npuiaracmoe llosoxkeHne o pernoHaaIbHOM TOCYIapCTBEHHOM
KOHTpOJIE 32 MPUMEHEHUEM IIEH Ha JIEKAPCTBEHHBIC TpPEmnapathbl, BKIIOYCHHBIC
B TIEPEUCHb IKU3HEHHO HEOOXOIUMBIX U BaXKHEUIIUX JIEKAPCTBEHHBIX
penaparos.

[Ipencenarens I[IpaBurenscrBa
Pocculickon ®@enepanuun JA.Mensenes



YTBEPXIEHO

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 6 mast 2015 . Ne 434

HOMNOXEHMUNE

0 PerHoHAJIBLHOM IOCYAaPCTBEHHOM KOHTPOJIE 32 IPUMEHECHUEM LeH
HA JIEKAPCTBEHHbIE MPeNnapaThbl, BKJIKYEHHbIC B MIePeYeHb *KU3HEHHO
HEeOOXO0AMMBbIX M BaKHEHIIUX JIEKAPCTBEHHBIX MPEeNnapaToB

1. Hacrosimee IlonoxeHue ycTaHaBIMBAET MOPSAOK OCYIIECTBICHUS
opraHamMu HCIIOJTHUTEIIbHOM BIIacTU CcyObekTOB Poccuiickoit ®Denepanuu
PETUOHAIBHOTO TOCYJAPCTBEHHOTO KOHTPOJIS 3a MPUMEHEHUEM OpraHU3alusIMU
ONTOBOU TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMH, alITEYHBIMU OpPraHU3AIUSMH,
WHJIWBUAYAJIbHBIMU  MPEANPUHUMATEISIMA, HMEIOIIMMH  JIMIEH3UI0  Ha
OCYLIECTBJICHUE (apmarieBTHYECKOM NEeATEIIbHOCTH, MEJIULIMHCKUMU
OpraHu3alHUsIMHU, MMEIOLIUMHU JULEH3UIO Ha OCYLIECTBJIIEHUE
(dhapManeBTHUECKON NIESITEIBHOCTH, U UX O000COOJICHHBIMH TIOJApa3ACIICHUSIMHU
(amOynatopusiMu, GenpAImepCKUME U (QEebAIIePCKO-aKyIIePCKUMU ITyHKTaMH,
neHTpamMu  (OTACNCHUsIMH) 00ImIe BpaueOHOW  (ceMelHO#) MPaKTHUKH),
PACIIOJIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX IMYHKTaX, B KOTOPHIX OTCYTCTBYIOT
anTeyHbIE OpPraHU3allMM, 1IEH Ha JIEKApCTBEHHBIE MpENapatrhbl, BKIIOUCHHBIE B
MEPEUYCHb KU3HEHHO HEOOXOUMBIX U BOXKHEUININX JIEKAPCTBEHHBIX MPENapaToB
(1aree COOTBETCTBEHHO - JIEKAPCTBEHHBIC Mpenaparbl, OOBEKTHl KOHTPOJIS,
pErMOHaIBHBIN TOCYAaPCTBEHHBIA KOHTPOJIB).

2. [IpenMeToM pErMOHAIBHOIO TOCYJApPCTBEHHOTO KOHTPOJIS SIBISETCS
co0IroieHre 00bEKTOM KOHTPOJIS TIPU Peau3allii JeKapCTBEHHBIX MPEnapaToB
TpeboBanmii yactu 2 crtathu 63 @enepanpHoro 3akoHa "OO obOpareHUU
JIEKapCTBEHHBIX CPEICTB" IO MPUMEHEHUIO 1IEH, YPOBEHb KOTOPBIX HE JOJIKEH
OpeBbIIIaTh  CyMMY  (DaKTHMUECKOM  OTIMYCKHOW LEHBbl, YCTaHOBJICHHOMN
IIPOU3BOJMTENIEM  JIEKAPCTBEHHBIX MpENapaToB W  HE  MPEBBIIIAIOLICH
3apEruCTPUPOBAHHYIO TMPEIEIbHYI0 OTIYCKHYIO LEHY, U pa3Mepa OINTOBOM
HanA0aBkM M (WiIM) pa3Mepa PO3HUYHOM Hag0aBKW, HE MPEBBIIIAIONINX
COOTBETCTBEHHO pa3Mepa NpenesbHONM OonToBOM Haa0aBKu M (WIHM) pa3Mmepa
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npeaeIbHON PO3HUYHOM HaJI0aBKH, YCTaHOBJEHHBIX B CcyOBbekTe Poccuiickoii
Ddeneparuu (Hanee - 00s3aTeNbHBIC TPEOOBAHUS).

3. PernonanbHblii TOCYJaPCTBEHHBIN KOHTPOJIb HA TEPPUTOPHUH CYOBEKTa
Poccurickon ®enepanuy OCyLIECTBISACTCS OPIaHOM HCIOJHUTEIBHOU BJIACTH
cyObekTa Poccuiickon Oenepanuu, YIIOJIHOMOYEHHBIM BBICIIIUM
UCIIOJIHUTENIbHBIM OPraHoM TOCYJapCTBEHHOM BiacTu cyObekTa Poccuiickoit
®denepanuu (Hasee - opraH periOHAILHOTO TOCYAapCTBEHHOTO KOHTPOJIS).

4. PeruoHanbHBIA ~ TOCYHApCTBEHHBI  KOHTPOJIb  OCYILECTBIIAETCS
MTOCPEACTBOM:

a) OpraHM3alid W TPOBEJACHHUS MPOBEPOK COONMIOACHUS OOBEKTOM
KOHTPOJIsi 00s13aTENbHBIX TPEOOBAHUI;

0) cuCcTeMaTUYeCKOro HaOIIOACHUS 32 UCIIOTHEHUEM 00OBEKTOM KOHTPOJIS
00s3aTENbHBIX TPEOOBAHUI;

B) IPUHATHS B  MOPSJAKE, YCTAHOBJIEHHOM  3aKOHOJIATEJIbCTBOM
Poccuiickoit ®@enepanuu, Mep IO NPECECUCHUIO BBISIBJICHHBIX HapyLICHUM
o0s3aTeNbHBIX TpeOOBaHMM U (WIM) YCTPaHEHHUIO TMOCIEACTBUN TaKHX
HapyILIEHUH, BbIAUYM MPEANUCAHUN 00 YCTpaHEHUM BBISBICHHBIX HAPYIICHHMA
00s3aTeNbHBIX TPEOOBAHMM W TPUHATUA MEp MO TPUBJICUCHUIO K
OTBETCTBEHHOCTH JIMI], COBEPIIMBIINX TAKUE HAPYIICHUS.

5. IOMKHOCTHBIE JIMIIa OpraHa PEerHuoHAJIBHOTO TOCYIapCTBEHHOTO
KOHTPOJISI IPY MPOBEJCHUU MPOBEPOK COOTIOAIOT OTPAHUYECHUSI U BBIMOJIHSIOT
00sI3aHHOCTH, YCTaHOBJICHHBbIE cTaThsiMu 15 - 18 denepanbHOro 3aKoHa
"O 3amuTe NpaB HOPUAUYECKUX JUI U WHIAUBUAYAIbHBIX NpeANpHUHUMATENEH
OpyU  OCYIIECTBIGHUH  TOCYJAApCTBEHHOTO  KOHTpoJii  (Ham3opa) W
MYHULMNAIBHOTO  KOHTPOJA'", a TakkKe HeCyT OTBETCTBEHHOCTh 3a
HEHAJIJIeXKaIIee UCIIOTHEHNUE BO3JI0KEHHBIX Ha HUX MTOJTHOMOYHUMA.

6. K oTHOmIeHUsM, CBS3aHHBIM C OCYIIECTBICHHEM PETrHOHAIBLHOTO
roCyJJapCTBEHHOTO KOHTPOJIsI, BKJIKOYAsi OPTaHU3ALMIO U MPOBEJICHHE MPOBEPOK
Oo0OBeKTa KOHTPOJIA, NPHUMEHSIOTCS TMoNoKeHus DeaepaabHOTO  3aKOHA
"O 3amure mpaB OPUANYECKUX JUI U UHAUBHUIYAIbHBIX MpeANpUHUMATENEH
IpU  OCYIIECTBICHUUM  TOCYJAapCTBEHHOTO  KOHTpossi  (Haa3opa) W
MYHULIUIAIBHOTO KOHTPOJIS .

7. Pemenus wu pgeiictBus (Oe3melCTBHE) JOMKHOCTHBIX JIMI[ OPTaHOB
PETMOHATFHOTO TOCYIapCTBEHHOTO KOHTPOJII MOTYT OBITh 00KaJIOBaHBI
B AIMUHUCTPAaTUBHOM U (W) CyneOHOM TIOPSIKE B COOTBETCTBHH
¢ 3aKkoHOIaTeNnbCTBOM Poccniickon Penepanun.
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8. Uadopmarnus 0 JIeATSIILHOCTH opraHa PETUOHAIBHOTO
roCy/1apCTBEHHOT'O KOHTPOJISl, B TOM YHCII€ O pe3yJibTaTaX IMPOBEICHHBIX UM
MPOBEPOK, pas3MellaeTcs Ha OQUIMATIbHOM CalTe opraHa pPerMoOHaJIbHOTO
rOCYJapCTBEHHOTO KOHTPOJISI B UH(GOPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON CETH
"UnTepHeT" B MOpsIKE, YCTAHOBJICHHOM 3aKOHOJATeIbCTBOM Poccuiickoii
denepannm.




