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O BHecennu u3MeHeHuii B nocranos/jenne Ilpasureascrsa
Yamyprcekoii Pecny6iuku ot 28 centsaops 2021 roga Ne 522
«00 yrBepxxaenun IloJio7keHHs 0 pErHOHAJILHOM I'OCY/AapCTBEHHOM
KOHTpoJe (Haa30pe) 3a IPUMEHEHHEM [IeH Ha JleKapcTBeHHbIe
npenapartbl, BKJIIOYeHHbIC B IepedYeHb *KU3HEHHO HEOOX0AUMBIX
¥ BaKHEHIIUX JIeKapCTBEHHBIX NpPeEnapaTos»

[IpaBuTeiancTBO Y amyprckoit PecriyOnuky nocranoBJisieT:

1. Buectn B mnocranoBnenue IlpaButenncrBa Yiumyprckoil Peciry0imku
or 28 ceHrsa6ps 2021 roga Ne 522 «O06 yrBepxaenuu [1010KEHNUS O pETHOHAIBHOM
rOCyJapCTBCHHOM KOHTpOJie (HaJ30pe) 3a NPUMEHCHHUEM II€H Ha JICKapCTBEHHDIC
Ipernaparhbl, BKJIIOYCHHBIC B IIEPCYCHb >KM3HEHHO HEOOXOJIMMBIX M Ba)XKHEHIIMX
JICKAPCTBCHHBIX MPENAPATOB)» CIEAYIOINE U3MEHEHNUS:

1) B [To/10’KCHUM O PErMOHAIILHOM T'OCYIapCTBECHHOM KOHTpOJE (Hax3ope) 3a
IIPUMCHCHUEM II€H Ha JICKApCTBEHHBIC IIpenaparsl, BKIIOYEHHBIE B IEPCYCHDL
YKU3HCHHO HEOOXOIMMBIX U BAXXHEHUIIIUX JIEKAPCTBCHHBIX IIPEIIapaTOB:

a) IIYHKT 7 JIOTIOJIHUTH a03aleM IATHIM CICAYIOLIETO CONCPKAHU:

«Yuer 00BbEKTOB KOHTPOJIs o0ecrieunBaeTcsi MUHUCTEPCTBOM IIyTEM BEJICHUS
rocyapCcTBCHHON nHMOPMAIMOHHON cucTeMbl «TuioBoe 00JaYyHOE PEIIEHME 110
aBTOMaTU3ALKMKY KOHTPOJILHOH (Ha30pHOM) 1EATEIBHOCTY.»;

0) nyHKT 17 U3JI0XKUTH B CIICYIOIEH PEAAKIUU:

«17. MUHMCTEPCTBO OCYIICCTBIIsIET HHPOPMHUPOBAHUE KOHTPOJIMPYCMBIX JIMIL
M MHBIX 3aMHTEPECOBAHHBIX JIMII [10 BOIPOCaM COOJIOACHUSA OO0A3aTEIBHBIX
TpebOBaHMM, yKa3aHHBIX B ITyHKTE 2 HacTosmero lIonoxenus.

HMudopmupoBanne  ocylmiecTsisiercs  MHHMCTEPCTBOM  ITOCPCJICTBOM
pa3sMELICHUS CBEICHUH, IPEAYCMOTPEHHBIX cTarbeil 46 dcaecpajbHOro 3axkoHa
Ne 248-®03, na oduuuaisHOM caidte MuHHCTEpPCTBA B MHPOPMALMOHHO-
TEJIEKOMMYHUKALMOHHOM ceTh «VHTepHEeT», B CPEACTBAX MAaccoBOi MH(OpManuy,
ucpe3s  JIMYHBIC  KaOMHETBl  KOHTPOJMPYEMBIX  JIMIl B I'OCY/IAPCTBCHHBIX
HPOPMAIMOHHBIX CHCTEMax (IIPH UX HAJIMYMK) U B MHBIX Qopmax.

MunucTepcTBO  00€CIICUMBAET HOMACPKAHME B aAKTYaJIbHOM COCTOSHHU



Pa3MCIHICHHBIX CBCJACHUH M0 MEPE BHECECHUS B HUX U3MCHEHUM.»;

B) IYHKT 27 U3JI0KUTH B CJIEAYIOIEH peIaKIMu:

«27. TlucbMeHHOE KOHCYJILTUPOBAHHUE OCYLIECTBIISICTCS 110  BOIIPOCAM,
IPECIYCMOTPEHHBIM ITYHKTOM 26 Hactosulero llonoxenus, B ciydae NOCTYILICHHUS
oOpaieHus: B MUCbMEHHOM Qopme.

B caydae nocrymienuss B MuHucTepcTBO TpEX M 0O0Jjee OIQHOTHUITHBIX
OOpalleHUH KOHTPOJHUPYEMBIX JIMIL M HX IIPEJACTABUTEIICH, KOHCYJILTUPOBAHIC
10 TakuM OOpallleHUsIM  OCYIIECTBISETCS  ITOCPENCTBOM  pa3MCIICHUS  Ha
ounanbHOM caifte MuHHCTEpPCTBA B MHPOPMALIMOHHO-TEIEKOMMYHUKAMOHHOM
cetn «VHTEpHET» NUCBMEHHBIX PA3bACHEHHWH, ITOAIIMCAHHBIX YIIOJHOMOYCHHBIM
JIOJDKHOCTHBIM JINIIOM MUHHCTEPCTBA.»;

I') JIOITOJHUTE MYHKTOM 73 CJICAYIOMIETO COACPIKAHMS:

«73. Ilpr OCYWIECTBICHUM PErMOHAIBLHOIO I'OCYJIAPCTBCHHOIO KOHTPOJIS
UHGOPMAIIHOHHOE O00CCIICUCHUE BEJACTCS B COOTBCTCTBHUM C TPCOOBAHUSIMH,
YCTaHOBJICHHBIMU cTaThbIMU 17-21 OenepabHoro 3akona Ne 248-D3.»;

2) IlepeueHp WHAMKATOPOB PUCKA HApYHIICHHS OOS3aTEIbHBLIX TPeOOBaHUH,
UCIIOJIb3YCMBIX JUISi OCYIICCTBJICHUS PETMOHAJIBHOIO T'OCYJApPCTBEHHOI'O KOHTPOJISA
(Ha/130pa) 3a IIPUMECHEHHUEM IIEH Ha JICKAPCTBCHHBIC IIPEIIApPAThl, BKJIIOYCHHBLIC B
IICPCUYCHD JKM3HCHHO HCOOXOJMMBIX M Ba)KHEHILIHMX JIEKAPCTBEHHBIX IPENaparos, U
MOPSJIOK MX BBISIBJICHUS U3JIOKUTh B PEAAKLIMY COIVIACHO IIPUIIOKCHHUIO.

2. Hacrosimee nocraHoBJIEHUE BCTyMacT B cuiy yepe3 10 gued mocie cro
o(huMaIBLHOro ONy0OJIMKOBAHHSL.
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[pmitoxenue
K rioctaHoBieHuto Ilpasuresnncraa
Y amyprekoit PecniyOnukun
oT 5 utonst 2023 roya Ne 367

«YTBEPXJIEH
nocra”HossieHuceM [IpaBurenncraa
Y amyprckoit Pecirybnuku
ot 28 ceursidbpst 2021 roga No 522

HHEPEYEHDb
HHIHUKATOPOB PUCKA HADYLUCHHUHA 00513aTeJIbHBIX 'rpeﬁoaalmii,
HCHOJIb3YCMBIX JIUIA OCYHIECTBJCHHUNA PErHOHAJBHOIO rocyiapcrsCcuuoro
KOHTPOJIA (nausopa) 3a IPUMCHEHUEM II€H Ha JICKAPCTBEHHLIC IIPCNIAPAaTHI,
BKJIIOYCHHDLIC B ICPCYCHDL KU3HECHHO HCOﬁXOlIl/lelX H BasKHEHIIHNX
JIEKAPCTBEHHLBIX IIPpENapaToB, H HOPHAOK HX BbIABJICHHUA

1. UaaukaropaMy pucKa HapylleHUs 0O0s3aTeNIbHBIX TpeOOBaHUH  1IpH
OCYILLECTBJICHUM PErHOHAJILHOIO TIOCYJAapCTBEHHOIO KOHTpoJs (Haj3opa) 3a
NPUMCHCHHEM IICH Ha JIEKAPCTBCHHBIE IIpenaparsl, BKJIIOUYCHHBIC B ICPCUCHb
KM3HCHHO  HCOOXOMMMBIX M BaXHEHMIIMX  JIEKAPCTBEHHBLIX  IIPEIIapaTos,
SIBJISIIOTCSL:

1) BBIABJICHMC B TCYEHHUM OJIHOIO MeECsAlla HECOOTBETCTBUSA CBCACHHUH O
PO3HMYHOH IICHEC JICKAPCTBCHHOTI'O IIperapara, BKIIOYEHHOI'O B 1IEPCUYCHD KU3HCHHO
HCOOXOJMMBIX M  BaXXHCHIIMX  JICKAPCTBEHHBIX  IIPCIAparoB,  yKa3aHHBIX
KOHTPOJIMPYECMBIMH JIMIIAMH Ha calTax B MH(POPMALIMOHHO-TEIEKOMMYHHUKALOHHON
cern «MHTEpHET», CBEACHUSM O MakcHMajibHOM po3HmuHoM ueHe (¢ HAC) us
I'OCYJIapCTBEHHOI'O PCECTpa IPEACNbHBIX OTIIYCKHBIX IICH IPOU3BOJUTEIICH Ha
JICKApCTBCHHLIC IpCIapaThl, BKIIOYCHHBIC B IIEPCUYCHb JKU3HCHHO HCOOXOIMMBIX U
BAKHCHIIMX JICKAPCTBEHHBIX IIPEIaparoB (C YYETOM IPCHACIBHBIX OITOBLIX U
IIpeJICIbHBIX PO3HHYHBIX HaJI0aBOK, YCTAHOBJIEHHBIX HAa TCPPUTOPUM Y IAMYPTCKOU
Peciry0iuku), pa3MeIICHHBIM B HMH()OPMAUMOHHO-TCICKOMMYHHMKALIMOHHON CcCTH
«MnTepuer», Ha caiite MuHUCTEpCTBA 3/{paBOOXpaHCHUs Y AMypTCcKoi Pecry0imku
(nasiecc — MUHUCTEPCTBO);

2) BBISBJICHHC HECOOTBCTCTBHS CBEICHUN O 3apErUCTPUPOBAHHON LICHC
JICKAPCTBCHHOI'O I[Iperiapara, BKIIOUCHHOIO B IICPCYCHB JKM3HCHHO HEOOXOMMMBIX U
BAKHCHINMX JICKAPCTBCHHBIX IPEIApaTOB, YKAa3aHHBIX KOHTPOJMPYEMBIMH JIMLAMU
Ha caiitax B UH(OPMAIMOHHO-TCICKOMMYHUKAIIMOHHOW ccru  «MuTepuery,
uHpOpMALIMK B TOCYJAPCTBEHHOM DPEECTPE 3apEerdCTPUPOBAHHLIX IPOU3BOIUTCIICM
NPCJCIBHBIX OTIIYCKHBIX IICH JIEKAPCTBEHHBIX IIPCIIAPaTOB.

2. Tlopsylox BBLISBJICHHUS HMHIAMKATOPOB pPHCKAa HAPYIICHUA O00A3aTEIbHBIX
TpeboBanuil BKioyaer B cebs cOop, o0pabOTKy, aHaIM3, YYCT U CHCTCMATHU3ALMIO



CBCJICHHH O KOHTPOJIMPYEMBIX JIMLAX, UMCIOIMUXCA Y MUHUCTEPCTBA, 110JIy4EHHBIX
0c¢3 B3aUMOJICHCTBUS C ITUMU JIMIIAMHU.

MUHHUCTEPCTBO B ICJIAX BBISBICHUS WHJIMKATOPOB pHUCKA HapyLICHUA
00s13aTCIBLHBIX TPCOOBAHUH MCIOJIB3YET CBEACHHMS O KOHTPOJIMPYEMBIX JIMIIAX,
TI0JIY4CHHBIC M3 JIIOOBIX MCTOYHHKOB, OOECHEUMBAIOIIUX UX JIOCTOBEPHOCTD, B TOM
YHCJIC B XOJC INPOBEACHHS UPOPMIAKTUYCCKHX MCPOUPHATHH, H3 oOpauieHui
IOPUJIMICCKUX U PU3NIECKUX JIUL, HTHPOPMAIMOHHBIX CUCTEM. .
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