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MHUHHCTEPCTBO 3paBOOXPaHEHHH
Poccuiickoii Pegepaunu

®EJTEPAJIBHAYL CJYZKBA 110 HAI30PY
B CPEPE 3IPABOOXPAHEHHA
(POC3IPABHAJII30P)

IIPUKA3
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06 yrBepxaennu IIporpaMmbl NpodHIAKTHKHE PHCKOB IPHYMHEHHsI Bpeaa
(ymep6a) oXpaHsieMbIM 32KOHOM IeHHOCTSIM IIPH OCYLIeCTBJIEHHH (eepaibHOro
rocyJapcTBeHHoro (KOHTpoJs (Haa3opa) B cepe oOpaleHus JieKaAPCTBEHHbIX
CpeacTB /sl MeIHIIHHCKOro npuMenenus B 2023 roay

B cootBercTBUE cO cTaThedl 44 ®DenmepanbHoro 3akoHa oT 31.07.2020 Ne 248-03
«O rocymapcTBeHHOM KOHTpoOJe (Haz3ope) M MyHMUMIIAIBHOM KOHTpose B Poccuiickoit
Denepauum» (Cobpanue 3axkoHOmarenbcTBa Poccuiickont Peneparmu, 2020, Ne 31,
cT. 5007; 2022, Ne 50, c1. 8792) npu Kk a3 bl B a IO:

1. YTBepauts npunaraemyto [Iporpammy npodunakTHKA PUCKOB IPUYMHEHUS Bpeaa
(ymepOa) oOxpaHSeMbIM 3aKOHOM LEHHOCTSM IIPH OCYILECTBICHHH (enepassHOTro
rocyaapcTBeHHOro (KOHTposis (Haza3opa) B cepe oOpallieHus TeKapCTBEHHBIX CPEACTB s
MeIUIUHCKOTo IpuMeHeHus B 2023 roxay.

2. Hacrosmuii nmpuka3 BcTymaeT B cuiry ¢ 1 suBaps 2023 r.
KonTpons 3a ncrnonHeHHeM HACTOSILET0 NIpHKa3a OCTaBIIAIO 332 COOOH.

PyKoBOAMTEb W A.B. Camoiinosa
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[TpunoxxeHue K npuKasy
®enepaabHOM CITyXOBI IO HAZ30PY
B chepe 3ApaBOOXPaHEHUA

ot 29.12.2022 Ne 12326

IporpamMma npopHIAKTHKH PHCKOB NPHYHHEHHS Bpeaa (ymep6a) oxpaHsieMbIM
32KOHOM IEHHOCTSIM NPH OCYIUEeCTBIeHHH (eaepaabLHOro rocyiapecTBeHHoro
KoHTpoOJIsi (Haa30pa) B cepe 0OpalIeHHsl IeKaPCTBEHHBIX CPEACTE AJst
MeJHIHHCKOro NPHMEeHEeHH
B 2023 roay

Hacrosmmast mporpavMMa MpoGIaKTHIECKHX MEepONpHATHH, HANpaBleHHBIX Ha
TpeAyNpeKIeHie NPUIMHCHUS Bpea (ymep0ba) OXpaHAEMbIM 3aKOHOM IEHHOCTIM
(manee - [TporpavMma), ~ yCTaHABIHBaeT IIOPANOK — TPOBEICHH PO HIaKTHYECKUX
MEpONIpHATHI, HAIPABIEHHBIX Ha TNPEIYNPEeKICHAS MPUIHHEHU Bpeaa (ymep6a)
OXpaHSeMbIM 3aKOHOM IEHHOCTSM, COONIONEHHME KOTOPBIX OLCHHBACTCS B PaMKax
HCIIONHEHHUsI rOCYIapCTBEHHON (QyHKIMM — (erepalbHOro rocy1apCTBEHHOTO KOHTPOIIA
(Hamzopa) B chepe oOpaIleHHs IeKAPCTBEHHBIX CPEJICTB Al METUIMHCKOTO IPHMCHEHHA
(manee - rocyIapCTBEHHbIH KOHTPOIB).

I. Anaau3 TEeKYyIlero COCToOstHus OCYLIEeCTBJICHHS rocyJapcrBeHHOI0 KOHTPOJIsA

I10IKOHTPOJBHBEIMY CyOBEKTaMH IIPH OCYLIECTBICHHH TOCy IapCTBEHHOTO KOHTPOLA
SIBIISIOTCS:

OpraHM3allid,  OCYIUECTBISIONIME  ONTOBYKO — TOPIOBIIO  JICKApCTBEHHBIMHU
CpeACTBaMH ULl MeIMIIMHCKOr0 IPUMEHEHHS;

HAYYHO-MCCTIENOBATENbCKAEe OpPTaHM3allid W 00pa3soBaTesbHBIE OpraHu3aluy
BBICIIEr0  OOpa3OBaHMS,  OpPraHW3aLUH  JOTIOJHMTEIBLHOTO poecCHOHATBHOTO
06pa30BaHMsl, OCYLIECTBISIONINE TOKTMHAIECKHE HCCIIeIOBAHMS JIEKapCTBEHHBIX CPE/ICTB,
KITHHAYECKHe UCClleI0BaHUs IeKapCTBEHHBIX IIPENnapaToB;

MEIUIMHCKIE OpraHu3alliu;

060cOGNeHHbIE  CTPYKTYDHBIE —MOApPA3NENeHHs MENUIMHCKAX — OpraHM3alui
(ambynaropus, GeNpAIIEPCKHHA ITYHKT, depamepcKo-aKyIepcKii  IyHKT, LEHTP
(otmenenue) ob1ell BpaueGHOM (ceMeHHOM) ITPAKTHKA);

aIITeKH IPOM3BO/ICTBEHHbIE C IPABOM H3TOTOBJIEHHUS aCEITHIECKUX JIEKAPCTBEHHBIX
IIpenaparos;

anTeKy IIPOM3BOICTBEHHEIE C IPaBOM U3TOTOBJIEHHSI JICKAPCTBEHHEBIX IIPENIapaToB;

aNTeKH FOTOBBIX JIEKAPCTBEHHBIX (hOPM

alTeuHbIe ITyHKTBI;

alITe4YHbIe KHOCKH;



WHAUBK/yaJbHBlE  IPEINPUHUMATENH, OCYLIECTBISIONIME  MEJUIMHCKYIO
IeITeTbHOCTE;

WHIABUIyaNnbHble MPeIIpUHAMATeNH, OCYIIECTBIIAIOUIHC (apMaleBTHIECKYIO
JEATENBHOCTD;

IepKaTelld VM BIAIENbIBl PErHCTPAMOHHBIX yIOCTOBEpEHHH JIeKapCTBEHHBIX
[PEMapaToB WK YIOTHOMOYCHHBIC HMH HHBIMH IOPHIMIECKIAMH JUIa.

O61ee KOJMYECTBO KOHTPONMPYEMBIX JHI, OCYIIECTBJIMIOLINX ACATENBHOCTD B
cthepe obpalleHns JIEKapCTBEHHBIX CPENICTB (o cocTosHuIO Ha 29.12.2022) — 117223.

B 2022 rojy yTBEp)KIEHO MocTaHoBIeHHe [ IpaBUTENbCTRA Poccuiickoit Penepanuu
or 10.032022 Ne 336 «O6 0coOEHHOCTAX OpraHM3allid H  OCYMICCTBICHHA
rOCYIapCTBEHHOTO KOHTPOJIS (Ha30pa), MyHHIMIATBEHOT0 KOHTPOTIDY.

VyuTeiBas u3noxkensoe, B 2022 rogy PocsapaBHag3opoM 10 BCTYIUICHHA B CHUIY
YKa3aHHOTO IOCTAHOBNEHMs (MapT 2022 r.) mpoBeieHa 351 mIaHoBas MpOBEpKa,
3aBepIIeHbl C y4eTOM TpeOOBaHHH JaHHOTO MOCTAaHOBJICHHS 363 npOBEPKH.

Ilo COOJTFOIEHHUIO IOPUAUYECKAMHU TUIAMHA %} HWHIUBULY AJIbHBIMH
PENPUHUMATEIISIME,  OCYLIECTBIAIOMKUMY  NEITeNBHOCTE B chepe oOpaleH¥s
JNIeKapCTBEHHBIX CPECTB 00sM3aTeNbHbIX Tpe6GoBanuii B cdhepe obparieHus JeKapCTBEHHbIX
cpefcTB B uyacTé TpeOOBaHMA K KIMHHYECKAM HCCIICNOBAHMIM JIeKapCTBEHHBIX
npenaparos B 2022 rojy, 6610 OPraHM30BaHO MPOBEACHAE 6 IIaHOBBIX ITPOBEPOK, 2 W3
KOTOPBIX GBLIM 3aBEPLICHBI [0 TOCTAHOBIEHHIO IIpaBuTeNbCTBa Poccuiickoit enepanuu
ot 10.03.2022 Ne 336.

[IpoBeneHHe BHEIUIAHOBBIX IIPOBEPOK, B TOM 4HCIE KOHTPOJBHBIX 3aKyNoK
BO3MOYKHO IIpH YCJIOBUH COIJIACOBAHMUS C OpraHaMH IPOKypaTyphl IIPH HETIOCPeICTBEHHOMI
yrpose NpUYMHEHHs BpeJa JKU3HH U TSDKKOro BPEla 3MO0POBBIO IPAX/AH, IO daxTam
TIpYYMHEHUs Bpe/Ia )KM3HH U TSHKKOTO BpeJia 30POBBIO IPAXK/IAH.

Tax, Poc3npasuaszopom mnposefeHo 109 KOHTPOIBHO-HAA30PHBIX MEPOIIPUATHH B
CBS3M C HENOCPENCTBEHHOM Yrpo3od NpMYMHEHHS Bpena JXM3HH M TSKKOTO Bpeja
3[JOPOBBIO TPAXK/IaH, B TOM YHCIE 5 MPOBEPOK IO COOTIOACHHIO FOPHANIECKUMH JINIAMHU 1
MHIMBUAYaTbHBIMA IIPEIIPHHUMATENSAMHE, OCYIIECTBIAIOIMUMH ACATEILHOCTE B chepe
obpalieHus JeKapCTBEHHBIX CPEJICTB O0sA3aTeNbHBIX TpeGoBanuii B cdepe OOpaimieHHs
IeKapCTBEHHBIX CPENCTB B 4YaCTH TpeOOBaHHM K KIMHUYECKAM HCCICJOBAHUAM
JIeKapcTBeHHbIX mpenaparoB. CocTaBieHo 44 IPOTOKOJa 00 agMUHHCTPaTHBHOM
IIpaBOHAPYILEHHH.

B 2022 roxy Poc3mpaBHaqzsopoM B OTHOINEHHM OpraHU3alldi, OCYIIECTBILIOLINX
HESTEBHOCT [0 OPraHM3alliy W/HIM IIPOBEJEHUIO NOKIHMHHYECKAX M KIMHHIECKHX
MCCIeOBAHM  JIEKAPCTBEHHBIX IIPENapaToB OBLIO  OpPraHW30BaHO 6  IIIAHOBBIX
KOHTPOJIBHO-HA/30PHBIX MEPOIPHSTHIL, 2 U3 KOTOPBIX OBLIH NPEKPAIIEHbl B COOTBETCTBHM
¢ moctaHoBienreM IIpaBurenscTBa Poccuiickon ®enepaui ot 10.03.2022 Ne 336 «O06
0COOEHHOCTSX OpraHM3alll ¥ OCYIIECTBJIEHHS IOCYIapCTBEHHOIO KOHTPOJLL (mam3opa),
MYHHIMIATBHOTO KOHTPOJISI», W 5 BHEIUIAHOBBIX MPOBEPOK B CBSA3M C MOCTYILICHHEM

VHGOPMAIMM O HEIIOCPEACTBEHHOH YTpo30¥ NPUYHHEHNUs BPeJa XKU3HM U TSDKKOrO Bpela
3OPOBBIO FPaXKIaH.



3

ITo pe3ynbTaTaM IIPOBEJEHHBIX MPOBEPOK BBIIBICHO 53 HapymeHus 00s3aTeNbHBIX
TpeGoBaHui 3aKOHOJATENBECTBA B Cdepe obpaleHus JTeKapCTBEHHBIX CPE/ICTB, BBIIAHO 6
NpeanucaHnii 00 yCTpaHeHNUH BBIABICHHBIX HapyLICHHH.

B 2022 rony mo pe3yibTaTaM KOHTPOJBHBIX (HaI30PHBIX) MEPOIPHUATHH BBISBICHDI
HapyIIeHus 00s3aTeIbHbIX TPeOOBaHHH B cthepe obpalleHus JeKapCTBEHHBIX CPE/ICTB, B
TOM YHUCJIE:

a) 1[0 COOMIONEHHMIO IOPUAMYECKMMH  JIMIAMH H  HHIMBH/yalbHBIMU
IpeNPUHAMATEISIMY, ~ OCYIIECTBIMIONIMMU  IEATENBHOCTE B chepe obpaieHus
JIEKAPCTBEHHBIX CPEICTB:

- TpeGoBaHMH K JOKIMHHYECKAM MHCCIEOBAHUAM JICKApCTBCHHBIX CPE/ICTE,
KITHHHYECKAM HCCJIEIOBAHUAM JIEKapCTBEHHBIX IIperapaToB, U3rOTOBICHUIO, XPAHCHHUIO,
nepeBo3ke, BBo3y B Poccuiickyro Desepanuio, OTITYCKY, peanusallui, Iepelatie, IIpoJaxe
JIEKApCTBEHHBIX CPEJCTB, MPUMEHEHHIO JIEKAapCTBEHHBIX NPEMaparos, YHUYTOKEHHIO
JIEKapCTBEHHBIX CPEICTB;

- TpeGoBaHMi K COOTBETCTBMIO ~COOTBETCTBHE JIEKAPCTBEHHBIX  CPCACTE,
HAXOJIAIIXCSL B OOpAlEHHH, OKa3aTelsiM KauecTBa, (P(QEeKTHBHOCTA 1 0e30IMMacHOCTH,
YCTaHOBJEHHBIM B COOTBeTCTBUM ¢ DeliepalbHBIM 3aKOHOM 12.04.2010 Ne 61-®3 «O06
oOpalleHH JIeKapCTBEHHBIX CPEACTBY,;

6) mo coOJIFONEHHI0 KOHTPOIUPYEMbIMH JTHIAMH TpeGoBaHMH, yKa3aHHBIX B 9aCTH
1 crateu 67.1 @enepanpHOro 3akoHa 12.04.2010 Ne 61-@3 «O6 oOpamieHuu
JIEKApPCTBEHHBIX CPEJCTBY», OrPaHWYEeHUH, YCTAHOBJEHHBIX CTaThAMH 67.1 u 67.2
®enepanpHOro 3akona 12.04.2010 Ne 61-®3 «O6 obparneHuH JeKapCTBEHHBIX CPEICTEY;

B) [0 COOMIONEHMIO JIHIEH3MOHHBIX ~TpeOOBaHMH K  OCYIICCTBICHHIO
(apManeBTHYECKOM NesTeIbHOCTH;

r) M0 COBIIONEHHIO KOHTPOIUPYEMBIMHU JTHIaMK TPeOOBaHHH K NPENOCTABIICHIIO
pH(QOPMAIME O JIeKapCTBEHHBIX CpeicTBax ¥ (WIM) JIEKapCTBEHHBIX Iperaparax,
TIpeaycMOTpeHHO# cTathamu 9.1, 52.1 u 64 @enepanpHOro 3aKOHA 12.04.2010 Ne 61-@3
«O06 obpaleHny IeKapCTBEHHBIX CPENCTBY.

OCHOBHBIMH HAapyIICHHAMH 06s3aTelbHBIX TpeGoBanud B cdepe oOparmeHus
JIeKapCTBEHHBIX CPEJICTB IS MEIUIUHCKOrO IPIMEHEHHMS ABIISUIHCH!

1) wuapyuwenuss TpeOOBaHHH, YCTaHOBJIEHHBIX CTaTbIMH 11, 38, 40, 58
®enepanbHOro 3akona or 12.04.2010 Ne 61-®3 «O6 oOpalleHHH JEKapCTBEHHBIX
cpencTBy, IIpaBuilaMi XpaHEHHs JIeKapCTBEHHBIX CPEACTB, YTBEPIKACHHBIMHE MPHKA30M
Munsapasconpassutsi Poccuu ot 23.08.2010 Ne 706w, IlpaBumamu HaJIexallen
NPAKTHKM XPaHEHHs] W [EePEeBO3KM JIEKapCTBEHHBIX MPENapaToB UISL MEAMIHHCKOro
MpYMeHeHuUs, yTBEpXKISHHBIMU NpHKasom Munszipasa Poccun OT 31.08.2016 Ne 646mn,
I[lpaBunamMyu Ha/UleXKalell anTeYHOW NPAKkTUKH JEKapCTBEHHBIX MpenapaToB Ui
MEIMIMHCKOr0 IPUMEHEHHs, YyTBEP)KICHHBIMH IpuKasoM Munsgpasa Poccuu oT
31.08.2016 Ne 647w, IIpaBunamu HamIexamed JUCTPHOBIOTOPCKON MPaKTHKU B paMKax
EBpasmiCKOro  SKOHOMHYECKOTO  CO03a, YTBEpX/JEHHHIMH Pemenuem Cosera
EBpasuiickoi skoHoMuueckoi komuccnu ot 03.11.2016 Ne 80:

- HecoONIOJEHHE TEMIIEPATypHBIX PEKXHUMOB  XPaHCHHS U BIIAXKHOCTH
JNIEKApCTBEHHEIX IIperapartoB, B TOM uMclie TpeOyIOUMX 3alluThl OT IOBBIIICHHOH,
TOHWXKEHHOH TeMIepaTypbl, OT HEeWCTBHMsS CBETa, BIAXHOCTH, OT MEXaHHYECKOro
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Bo3aeiicTBHs (Y1apoB) U APYruX GaKTOPOB OKPYIKAIOLIEH Cpe/Ibl;

- oTcyTcTBME O0GOpYZOBaHHS, HEOOXOIMMOro Ul OpraHM3aluy HaIJIeKallero
XpaHEHHs JIeKapCTBEHHBIX IPenapaToB, IO3BOJIIOIICTO obOecreynuTh XpaHEeHHe
IpernaparoB B COOTBETCTBHM C YKa3aHHBIMM Ha NEPBHYHOH M  BTOPUYHOU
(MOTPEBUTENBCKOMN) yIakoBKe TPeOOBaHMAMH NPOM3BOJHUTENEH JIEKAPCTBEHHBIX CPE/ICTB
(OTCYTCTBHE KOHIULIHOHEPOB, MPUTOYHO-BEITSIKHOH BEHTHILALUM, oCyIIUTENe! BO3/yXa,
XOJIOMUIBHIKOB, CYMOK-XOIOIMIBHAKOB, TePMOKOHTEHHEPOB U JIP.);

- orcyrcTBMe ~ NpHOOpPOB  JUIA  PETHCTpAalMM — MapameTpoB  BO3IyXa
(TEPMOTHTPOMETPOB, TEPMOMETPOB, THTPOMETPOB (MEKTPOHHBIX TMUIPOMETPOB) HJIH
[ICHXPOMETPOB) MIIM WHBIX CPEICTB H3MEPEHHA B MECTaX XPaHCHHST JICKapCTBEHHBIX
IpenapaToB; HECBOEBPEMEHHas MOBEPKa YKa3aHHBIX CPEICTB M3MEPEHHS; OTCYTCTBHE
e)KEIHEBHOTO KOHTPOJIS 3@ TEMIIEPATypPHBIM PEXUMOM XPaHEHHs JICKApCTB, B TOM THCIIE
B BBIXOJHbIE U TPa3qHUYHEIE JTHH,

- OTCYTCTBHE 3aIlHTHI IOCTYMNAIOUIMX JEKapCTBEHHBIX CPEICTB OT aTMOC(HEPHBIX
OCAKOB NIPH IMIPOBEIEHHH TOTPY304HO-PAsIPy30YHBIX paboT (OTCYICTBHME KO3BIPBKA,
JOKIIeNnTepa, J0KBeJiepa, HaBeca, TEIUIOBOM 3aBeChl MITH ITYIIKH 1 ap.);

- OTCYICTBHE CpEACTB M3MEPeHMs TpU IEepeBO3Ke, TPaHCIOPTUPOBKC,
TTO3BOJISIIOILEX MOATBEPAUTE COOIIIOICHIE HEOOXOAMMOTr0 TeMIIepaTypPHO-BIXKHOCTHOTO
pexuma (pdf-orrepsl, TepMOMHINKATOPEI ¥ 1P.);

- HecoOJIIOleHHE IPABHI OTIyCKa M pealu3aliy JIeKapCTBEHHBIX MperapaTos
(momyckaeTcsi OTIyCK pELENTypPHBIX JIeKapCTBEHHBIX IPENaparos 0e3 perwenmnTa;
aNTeYHBIMU OPraHU3alUsIMU He IPEBSBIAIOTCS PELUENTH Ha JEKapCTBEHHBIC NPETIaparsl,
IOJIIEsKAINHE TIPe/METHO-KOIMIECTBEHHOMY yUeTy);

- OTCYTCTBHE CHCTEMBbl MeEHEe[DKMEeHTa KadecTBa (OTCYTCTBHE IOKYMEHTOB,
perJaMeHTHPYIOIIMX, B TOM YHCIe MOPAIOK COBEpIIEHHs paGOTHHKAMM JCHCTBUH MpH
OCYIIECTBICHHY XpaHeHUs U (WIM) NEepeBO3KH JIEKAPCTBEHHBIX NPENaparoB, MOPSHOK
OGCIyXKHBAHMA M IIOBEPKH H3MEPHUTENBHBIX HPHOOpPOB M 00OpyHOBAaHHUS, BENCHHE
3amucell, OTUETOB U WX XpaHeHHe, IIpHeM, pPa3MeEIleHHe JIeKapCTBEHHBIX IIPENapaTos, U
OpraHU3aLAIO KOHTPOIS 38 COOJIIOEHIEM CTAHIapTHBIX OMEPAIlHOHHBIX IPOLEYP);

- OTCYTCTBHME IOpSIIKA BEJCHUs ydeTa JIEKapCTBEHHBIX CPEICTB C OrPaHMYEHHBIM
CPOKOM TOIHOCTH; KOHTPOJIb 32 CBOEBPEMEHHOM peayiu3alyel He OCyMeCTBIACTCS,

- OTCYTCTBHE MPHCIOCOOJIEHHOTO M OCHALIEHHOI'O TPaHCIIOpTa M JOKYyMEHTAIUH,
IOATBEPIKIAIOLIEN peryIsipHOe TeXHIYEeCKoe 00CIyKMBaHUe TPAHCIIOPTa B COOTBETCTBUH
C IOKyMeHTalbHO O(pOPMIEHHBIM rpapUKOM IIpoBeleHHs paboT; macmopra Ha
KIMMATHYECKYIO YCTAHOBKY; CIelM(MUKAlUH C YKa3aHHEM HAcCTPOeK KIMMAaTH4eCKOro
000pymOBaHus, ONpeIelSIollel peXuM paboThl yCTaHOBKH;

2) ycraHosieHHbIX [lpaBwiamu HaJlexalled MPOU3BOJACTBEHHOM IPaKTUKH,
YTIBEPXKIEHHBIX NPUKa30M MUHHUCTEPCTBA IPOMBIIUICHHOCTH MW TOProBid Poccuickon
®enepamyu or 14.06.2013 Ne 916 (manee — IlpaBuna Hamnexallel MPOM3BOACTBEHHOH
TIPaKTHKH):

- HeHazealas MapKUPOBKa JIeKapCTBEHHBIX IIpernapaToB JJIsS MEIUIHHCKOTO
TIpHMEHEHWs, [TPeHa3HAYSHHBIX IS IPOBEACHH KINHHYECKUX HCCIIEI0BaHHH.

3) ycraHoBieHHBIX IlpaBWiamMu — Hajuexamed — KIMHMYECKOM  IIPaKTHKH,
yTBEPXKIEHHBIMH IIprKazoM Munznpasa Poccun ot 01.04.2016 Ne 200m:
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- He ofecreueHo MOJIHOEe COBMO/IEHN)Ee MPOTOKOIOB KIMHHYECKUX HCCIeN0BaHHH
JIeKapPCTBEHHBIX TIPerapaToB sl MeJUIMHCKOro IPUMEHEHIA,

- He obOecre4yeH0 CBOEBPEMEHHOE IpPEeJIOCTaBICHHEe JOKYMEHTOB KIMHAIECKHX
MCCIeNOBAHMH  JIeKAPCTBEHHBIX — MPENapaToB UL MEIUUMHCKOro  IPUMEHCHHA
OTBETCTBEHHBIM HCCIIEIOBATEIISIM;

- me obecreyed CBOEBPEMEHHBI II€peCMOTp IOKYMEHTOB KIMHHHUECKHX
FCCIeI0BaHtil IeKapCTBEHHBIX NIPENapaToB UL MEIUIUHCKOrO IPUMEHCHIA,

- ge obecrieyeHO BHeJpPEHHE U TOANCPYKAaHHUE CHCTEM obecrieueHrs U KOHTPOJISL
KauecTBa B COOTBETCTBHU CO CTAHAAPTHBIMH OICPAIlMOHHBIMH MPONEIypaMH (manee -
COIT) oprann3aTopoB KIMHUYECKHX HCCITeJOBaHUMN;

- ge obecrmeueHo IPOBEIEHHE MOHHTOPUHIA KIMHUIECKHX HCCIIEIOBaHUN B
coorserctun ¢ COIl u TpeOoBaHMAMH 3aKOHOAATEIbCTBA Poccuiickoit ®eneparuu 06
oOpaleHyiy JIeKapCTBEHHBIX CPEJCTB, B YaCTH KOHTPOIA CPOKOB H IIPaBUIIBHOCTH
PErHCTpAlliy JAHHBIX KIMHAYECKOTO HCCIEN0BaHusA, B TOM THCIE IO yHCTY mpernapara,
3aIIOJIHEHHS SJIeKTPOHHEIX WHAMBHAYaNIbHEIX PETUCTPAIMOHHBIX KapT MAlMEHTOB, a TAKKe
He GRIIO COOBLICHO MCCEIOBATENSM O HapylIeHHH WMH TpeOOBaHWH IIPOTOKOINA
KCCJIeNOBaHus U 3aKOHO/1aTeIbCTBa Poccuiickoit @enepaluy,

- He obecrieyeHa He3aBUCHMas OT MOHHTOPUHIA OLIEHKa COOTBETCTBHSA MPOBOIAUMBIX
IMHMYecKux  uccnemoBaHuii  mportokormy, COII  opranusaTopa HCCIeOBaHUM,
HOPMAaTHUBHbLIM TPEOOBAHHSIM;

- He obecrieveHo IOJHOE U JOCTOBEPHOE BEIEHHE YaCTH AOKYMEHTOB KIHHUICCKUX
HCCIICIOBaHUH;

- He obecreueHa HajIexamias OIEeHKa ©Oe30IacHOCTH  HCCIeXyeMOro
JNIeKapCTBEHHOrO IIperiapaTa, BKIKOYas CBOSBPEMEHHOE MpPEeIOCTaBICHHE 00s13aTEeNBHEIX
cBeneHui B PocsipaBHan30p;

- He obecrieueHO HaJUIeKallee XpaHeHHe JOKYMEHTOB IO KIMHHYECKUM
HCCIIeOBAaHKSAM JIEKAPCTBEHHBIX IIPenapaToB Il MEIULMHCKOrO IPHMEHEHHU,

- He oBecreyeHo CBOEBpeMEHHOE MPEeCTaBIeHHe COOTBETCTBYIOMEH HHPOpMALH
B YIIOJHOMOYEHHBIH OpTaH.

C 1EJIBIO HeJIONYILEHUs HapyIlIeHUun o0s3aTeNbHBIX  TpeOOBaHHMH
PocsnpaBHamsopoM B 2022 roxy B OTHOIIEHMH OpraHU3allUd, OCYIIECTBIIAHOIIMX
IesTeNIbHOCTE 110 XPAHEHHUIO, IIePeBO3Ke, OTIIYCKy, peayn3allld, Iepenade, MpOoJaxe
JIEKApCTBEHHbBIX CpEJCTB, IPUMEHEHMIO JIEKAPCTBEHHBIX IPENaparoB, YHUYTOXCHUIO
JIeKapCTBEHHLIX CPEJCTB HAIPaBICHBI IIPEIOCTEPEIKEHUS O HENOIyCTHMOCTH HAapyIICHHs
obs3aTenbHBIX TpeboBaHuil B chepe oOpalleHHs JTeKapCTBEHHBIX CPEICTB HAIPABICHO
9122 nmpenocTepeKeHusl.

OnHOM U3 OCHOBHBIX 3a1a4 Poc3paBHan30pa ABISETCS KOHTPOJb 33 COOMIOeHHEM
MOpSIIIKA OTIYCKa JIEKAPCTBEHHBIX IIPenapaToB M3 aNTeYHBIX OpraHu3alyii 0e3 perenta
Bpaua.

Cepbe3Hyio 1pobieMy TPeACTaBIISeT KaK «anTeyHas HapKOMaHHUs», TO eCTh (HaKThl
peanuzanuu  Ge3 pelenTa U Ha3sHAuYeHHs Bpaya uepe3 anTeYHbIe OpraHM3aluy
pellenTypHBIX JIEKAPCTBEHHBIX IIpenaparToB, 00JaJalollkX IICHXOAKTHBHBIM ACHCTBHEM,
TaK M paclpocTpaHenre Ha TeppuTopuu Poccuiickoli Denepanvu aHTUMUKPOOHOH
PE3UCTEHTHOCTH WJIM YCTOWYMBOCTH K AHTHOMOTHKaM B CBS3M C OECKOHTPOIBHOH
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peanuzanpeii 6e3 pererta 1 Ha3HAUeHUs Bpata Uepes AlTCHHBIC opraHu3aIyy yKa3aHHOH
IpyHIBI IEKapPCTBEHHBIX TPENapaTos.

AHTUMHKpOOHas pe3UCTEHTHOCTh CHIDKAeT 5b(})EKTUBHOCTE MEPONPUATHH IO
npoQHIaKTHKe ¥ JIeYeHHI0 MH(EKIMOHHBIX H IapasvTapHBIX Qosne3Hell delIoBEKa
(IPUBOJAT K YBEIMUYEHHMIO TSDKECTH M IUIMTENBHOCTH TEUCHIA 9TUX 3a00JeBaHHM, YTO
CIIOCOOCTBYET IOBBILICHHIO CMEPTHOCTH M YXYAIMICHHIO roxasarejieil 3I0pOBBS Cpeau
HaceJICHUS).

ITpu 5ToM arTedHble paGOTHUKH OCO3HAHHO HIYT Ha HapylIeHHe 3aKOHOaTeIbCTBA
W peamusyloT NperapaThl yKa3aHHOH KaTeropuu, 3Has O TOM, 9YTO OHM MOTYT OBITH
MPOJAHBl KCKIIOUMTENBHO [0 HA3HAYCHHMIO Bpada U IIpH NpeqbsBICHUH peLenTa, H
GECKOHTPONLHbIH, JaKe OJHOKPAaTHBIA, IPUEM MOXET HAHECTH BPEl JH3HU U 370POBBIO
rpaxaaH.

HecmoTpss Ha TMpeJpUHAMAEMble 3aKOHONATENIBHEIC, IpaBOOXPaHUTENbHbIE H
pO(HIAKTHYECKUE MepPbl, COXPAHSIOT CBOIO aKTyallbHOCTD CIIE/(YFOTIHC IpoOIeMBI:

- erxuii Bxo/1 Ha (hapMaleBTUIecKuit PHIHOK JaHHOH TPYTIIBI IPEIIapaTos;

- TTIOKYTIKa X 4depes ceTh «IHTepHeD;

- OTCYTCTBHME YTONOBHOH OTBETCTBEHHOCTH 33 HapylIeHWA IO obGopoTty
JIEKApCTBEHHBIX [IperapaTos, 0o0JaqaloNuX NCHXOaKTHBHBIM NeiCTBHEM, IMOIIEKAIINX
IpPEIMETHO-KOMIECTBEHHOMY YIeTY;

- Hu3kue wrpadpl 3a OCYyIIECTBICHHE NpeAIpHHIMATENECKON eATENBPHOCTH ©
rpy6sIM HapylleHueM TpeboBaHWH, MpPeAyCMOTPEHHBIX CHeLMAIbHBIM pa3pelIeHrneM
(munensueit) (4. 4 cr. 14.1 KoAlIl P®: Ha MOMKHOCTHBIX JIUII - OT IIATH THICAY 10 ACCATH
THICSY PyOJieli; Ha FOPHUAMYECKHUX JIMI - OT CTa THICSY A0 ABYXCOT THICAT pyOueit) 1 3a
HapyllleHHe YCTAHOBJIEHHOIO  MOpAAKA PO3HHYHOH TOProBIM  JIEKAPCTBEHHBIMU
npenaparamu (ct. 14.4.2 KoAIl P®: Ha HOMKHOCTHBIX JIUI[ - OT IIATH TBHICAY 10 OCCATH
THICSTY pyOneil; Ha IOPHAMYECKUX JIMLL - OT ABAJNATH THICAY 10 TPUILATH THICT pyOneii);

- TOCTIOLUIMHA 3a MpejoCcTaBlIeHNe JIMLIEH3UH COCTABIACT BCEIO 7500 pyGnei, uro
JIErKO TIO3BOJISET IOPUIMYECKHM JIMIAM MM WHIUBHAYaIbHBIM NPEANPUHUMATEISM [PH
AHHYJIMPOBAHHU JIMLEH3MH HA OCYIIECTBICHUE (apMarieBTUUeCKON IESTEeNPHOCTH» II0
[IOCTAHOBJIEHHIO CYy/la BHOBb OTKPHIBATH allT€YHBIE OpPraHH3alyu.

B  uemsx pemeHus o0O3HayeHHBIX —mpobieM  MuH3IpasoMm Poccuy,
Pocsapasuaizopom 1 MB /I Poccuu npoBeieHa Cleyroast pabora:

- mpukasom Muns/pasa Poccun ot 22.04.2014 Nel83H (B penakmuu ot 27.07.2018)
«O6 yTBepI/IEHUN I1epeHHsl JIEKApPCTBEHHBIX CPEeICTB JULL MEUIHHCKOro NPHMEHCHN,
MOMIEXKANMX — TPEIMETHO-KOJIHUECTBEHHOMY — y4eTy»  JIGKapCTBEHHBIC  IIPCHaparThl
«ITperabamun» u «TpormMKaMuI» BKIIOYEHbl B IEpedeHb NPENapaTos, NOMIEKAIUX
IpeIMETHO-KOJIMYECTBEHHOMY YUETY;

- BHeApeHa HOBas (hopMa KOHTPOIIS - KKOHTPOIbHAS 3aKYIIKay.

MHCTHTYT KOHTPOJILHOMN 3aKyIIKH BHEAPEH MONOXKeHUAMH PenepanbHOro 3akoHa ot
03.07.2016 Ne 277-®3 «O BHecenuu u3MeHeHui B OenepanbHbli 3akoH «O 3aIUTe IPaB
FOPUIMYECKUX JIMI[ M WHIMBUAYaIbHBIX npeanpuHAMaTeIed IIPH OCYIIECTBICHUH
rocyIapcTBEHHOrO KOHTPOJIA (Haa30pa) ¥ MyHHIIHIAIBHOTO KOHTPOIL.

B coorBercTBUM ¢ ykazaHHbBIM DejepanbHbEIM 3aKOHOM KOHTPOJIbHAs 3aKyIKa
IpencTaBiseT Cco0ol MepoIpHsATHE IO KOHTPONIO, B XOAE KOTOPOro OpraHoM
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rOCYJApCTBEHHOTO KOHTPOJIs (Haz3opa) OCYIIECTBISIOTCS IEeHCTBUS IO CO3aHHIO
CUTyallid Uil COBEpIIEHHS CHCNKHM B LEJAX TPOBEPKH COOIIOEHHS. IOPHANIECKUMA
JIAIAMH, HHAMBALYaJbHBIMA [PEANPUHUMATEIIMA 00s3aTeNbHBIX TpeOoBaHUM IIPU
MPOJIaKe TOBAPOB, BEIIOIHEHNUY PabOT, OKa3aHUH YCIyT noTpeOUTEISAM.

Bo ucnonaenye ykasanHoro OeeparbHOro 3aK0Ha, a TAkKe B LENAX OINPEeleICHI
TIOpSAJKa OCYLIECTBIEHHsI COOTBETCTBYIOIMX POy, OBLIO MPUHSTO ITOCTAHOBJICHUE
IIpasutensctBa Poccuiickonn denepanuu OT 21.11.2018 Ne 1398 «OO6 yTBepxICHUN
[IpaBwi OpraHu3allid © NPOBEACHHA KOHTPOJIGHOM 3aKyIKM IPH OCYLIECTBICHUH
OTIEeTHHBIX BUIOB [OCYIaPCTBEHHOTO KOHTPOJIS (Haf30pa)».

B 2022 roay B pamMKax [ocTaHoBJIeHus [IpaBUTENIBCTBA Poccuiickoit denepanvu OT
10.03.2022 Ne 336 «0O6 o0coOeHHOCTSIX OpraHu3ald ¥ OCYIICCTBIICHHA
rOCYJapCTBEHHOr0 KOHTpOJs (Hag3opa), MYyHHIHUIAIBHOTO KOHTPOILD [IpoBeleHNe
BHEILTAHOBBIX [IPOBEPOK, B TOM YHCIE KOHTPOJIBHBIX 3aKyNOK BO3MOXHO NPH yCIOBHH
COTJIacOBANHMs C OpraHaMy IPOKYpaTypsl.

Taxk, Pocanpasraazopom B 2022 r. mpoBeJeHa 1 KOHTpOJIbHAS 3aKyIIKa, COCTABIICH 1
IPOTOKOJI 00 aJMHHKMCTPATHBHOM IIPaBOHAPYIICHHHU. IO M. 1 c1. 14.4.2 KoAIl PO -
HapyIIeHHe TOpsiika PO3HHYHOM TOProBIH JIEKapCTBEHHBIMY IpeNapaTaMy.

Jlo HACTOSIUEro BpEMEHH Npobiema peanu3aliy Oe3 Ha3HA4eHWs Bpada H
BBIIIACAIHOTO PelLeNTa uepe3 alTeyHble OpraHu3alliH JICKApCTBEHHBIX IIPCIIapaToB, HE
OTHOCSAIIMXCS K HApPKOTHYECKHM CpPEeACTBaM WM IICHXOTPOIIHBIM BCIIECTBAM, HO
06JIafAIONMX CXOXKUM C HHMH [ICHXOAKTHBHBIM [€HCTBHEM, HE TepseT CBOEH
aKTyalbHOCTH.

B pamkax Cornamenus or 31.07.2015 Ne C2/15/1/6054 PocznpaBHaI30poM C
MUHHCTEPCTBOM BHYTPEHHUX €I Poccuiickoii @Denepanud NPOBOOUTCS obMeH
uHdOpMAalEel MO MPelyIPEKASHHIO, MPECEYCHHIO M BBIABICHHIO IIpaBOHAPYIIEHHUH,
CBSI3aHHBIX C oOpailleHueM GbanscuGUIPOBAHHBIX, KOHTpa(aKTHBIX,
HeJOOPOKAUECTBEHHbIX U HE3apPerHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB, a TaKKe
JIEKapCTBEHHBIX ~ CPEJICTB, IOMIEXAIMMX —[PEAMETHO-KOJIMIECTBEHHOMY —yHeTy B
MEIULAHCKUX M allTeYHBIX OPraHHu3alusX.

Poc3ipaBHaj30pOM Ha IOCTOSHHOM OCHOBE OCYLIECTBJIACTCA MOHUTOPHUHT
IBIDKEHHs  JeKapCTBEHHBIX  mpemaparoB B DelepalbHOM  rOCYAapCTBEHHOH
MH(QOPMALIMOHHOM CHCTeMe MOHUTOPHHTIA JBIKCHHS JIEKapCTBEHHBIX MIPETapaToB (manee
- ®I'MIC MJUIII) B wactu o6opoTa JeKapCTBEHHBIX mpernapaTos Jlupuka, IIperadanun-
Puxtep (MHH ITpera6anus), Tpormkamun (MHH: Tponukamuz), OTHIOBBIH CIIUPT.

[IpoomKaeTcs COBMECTHasi paboTa TeppHTOPHATBHBIX OpraHoB PocsapasHaasopa ¢
AHTHHAPKOTHYECKMMHI KOMHCCHSIMH B cyOBekTax Poccuiickoil @eznepaluy IO BOMPOCY
BBIIBIEHMSI M [peceueHus (AKTOB  peanu3alyy anTe4yHbIMH  OpraHM3alHsIMH
JIeKapCTRENHBIX MPenapaTos, 00NaJaloKX MCHX0AKTUBHBIM NIEHCTBUEM, C HapyIIEHHEM
JEHCTBYIONIET0 3aKOHOaTEIbCTBA.

Tak, B Mapre 2022 roza cOTpyIHHKA TepPUTOpHATIBHOrO opraHa PocsnpasHansopa
mo ITpuvopckomy kpaio npussiiu ydactue B Meponpustun YHK YMBJI Poceun mo
[IpUMOpPCKOMY Kparo, MpOBEIEHHOM B OTHOLIGHMH amnTeuHo# opranmsanun OO0
«Bepadapm» B . Yccypuiicke.

KOHTPONBHBIME ~ MEpOIPUSATHSIMH  BBIBIEHBI  CJEAYyIOIIMe  HapyIUCHHS:
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OTCYTCTBOBJ JKypHAll yueTa OIlepalluH, CBA3aHHBIX C o0pallleHHeM JIeKapCTBEHHBIX
CPEJICTB Ul MeIMLMHCKOrO NPUMEHEHHS, Ha JICKapCTBEHHBIC npenapatsl «JIupuka 300
Mr xarnc. Ne 56» u «TpornukaMun rja3HbIe karmmi1% 10Mi», moasiexalyge IpeaMeTHO-
KONMMYECTBCHHOMY y4eTy, JIeKapCTBEHHBIE NPEMapaTsl HaXOIWIHCE B mkady 6e3
BTOPUYHBIX YIIaKOBOK.

B pesynbTaTe ONEPaTMBHOTO MEPONPHATHA H3BATO 460 6nuctepos Iperabanuua
o6meit maccoit 2,576 kr 1 220 ¢naxonoB TponrkamMuIa ob6uei maccoit 2,380 Kr.

Bo30yXIeHO  YroJloBHOE JIeno Mo dakTy CcOBEpIIEHHS IPECTyTUICHHU,
pedyCMOTpeHHOro 4. 3 ctT. 234 VK P® «He3aKoHHBIH 0GOpOT CHIBHOAEHCTBYIOIIHMX
BEIIECTB B KPYIIHOM pasMepe.

TeppuTOpUaIbHBEIM OpraHoM Poc3apaBHaA3opa Io Hogocubupckoii oomactu B 2021
rogy NpUHAI YydacTHe B KOHTPOJBHO-HAI30PHBIX ~MEPOTPHATHIX, MIPOBEIEeHHBIX
npokyparypoii r. Hopocubnpcka.

B X0/e KOHTPOJBHBIX MEPOIPHSTHA B OTHOLICHHH I'BY3 HCO «'KIT Ne 29» u
'BY3 HCO «I'TI Ne 24» ycraHOBIEHBI IPU3HAKH NMOJICTKH PELEIITOB dopmsr Ne 148-1/Y-
88 ma nexapcTBeHHbIH npenapaT «[Iperabamuny», TO eCTh UMENN MECTO MpaBOHapyICHI
B YacTH He3aKOHHOro 06OpOTa JIEKApPCTBEHHBIX CPEACTB, NOMIENAMMX MPEIMETHO-
KOJHYECTBCHHOMY y4eTy Oe3 MeIUIMHCKOro Ha3HauYeHHA (peuenTa), YTO SBJIACTCA
BBICOKOM CTENEeHbI0 001IeCTBEHHOM OMTaCHOCTH.

TepputopuansubiM — opraHoM  PocsapaBHanzopa 0 HoBocubupckoit obnacTtu
copmectHo ¢ YMBJI no Hopocubupckodl o6nacTH BBIIBICH (aKT —peanusalu
ICHXOaKTHBHBIX JIEKapCTBEHHBIX [IperapaToB 0e3 perenTa Bpaia, & KIMEHHO:

- 000 «MUPPUC» - nexapctpeHnbii npemapar Jlupuka (MHH: [TperabanuH) B
KomwdecTse 116 yIr.;

- 000 «OnlOp» - mexkapcTBeHHBIE IpenapaTsl JIupuka H Iperabamu-Puxrep
(MHH: ITpera6anuH) B xonuuecTse 118 ymw.;

- 000 «Bama anTteka», afpec MecTa OCYLIECTBIEHMs mesrenpHoctd: 630117,
Hogocubupckas o6nacts, r. HoBocubupek, yi1. Visanosa, 1. 30, mOMEIIEeHH: 1-16 (aTax
1) - nexapcTeeHHsle npenapatsl Jlupuka (MHH: IIperaGanvH) B KOJHYIECTBE 2 YI. U
Tpomukamu (MHH: Tporukamun) B KonuyecTse 95 yIL; anpec MeCTa OCYIISCTBICHH
nestensHocTH: 633623, HoBocubupckas obmacts, Cy3yHCKHM paioH, p. IL. Cy3syH, yiI.
Jlenuna, 1. 15 - nexapcreHHble mnperapatbl Jlnpuxa u Ilperabamun-Puxrep (MHH:
INperabanus) B KOJIMYECTBE 52 YII.;

- 000 «OMeonaTHYeCKHii MEIHKO - COLMANBHBIA LEHTP» - JIEKAPCTBEHHBIH
npemapar DTUIOBBIH CIMPT KOHLEHTPAT [ NPUrOTOBIEHHSA pacTBOpa AN HAPyXHOTO
npumerenus 95 % 1000 mi B konuyectse S0 (rakoHOB.

PelienTHl B YKa3aHHBIX OpraHH3allAX OTCYTCTBOBAIX. B CBA3M C BBIABICHHBIMU
HapyIIeHWssMH HH(GOpPMAlMs B YCTAHOBJICHHOM IOPANKE HANpaBieHa B OPraHEbI
MPOKYpATyPbI AJIsl IPUHSATHS MEP pearupoBaHus.

Ha sacemammsx paboumx rpymn B pamkax Cormamenus ot 31.07.2015 Ne
C2/15/1/6054 paccMoTpeH psifi BOIIPOCOB, KACArOIMXCs I1aHa COBMECTHBIX MEpPOIIPUATHH
ga 2022-2023 rTompl O NPOTUBOJAEHCTBHIO HE3aKOHHOMY OOOpOTY JI€KapCTBEHHBIX
IIpenapaToB, COAEPIKalliX IICHXOAKTUBHbIE BELIECTBA, YCHUICHHIO KOHTPOIIA 38 OTIyCKOM
YKa3aHHEIX MPENapaToB allTedHbIMU OPraHM3alUAME, O0CYKIEHB! BAPHAHTEI IPOBE/CHMIS
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COBMECTHBIX MEPOIPHSTUH 110 BBIABJICHUIO (PaKTOB HapylIeHHH 3aKOHOIATENbCTBA IIPH
peau3alyy UX anTedHbIMI OpraHU3aUAMHU.

B pamkax GopnObl C pacrpoCTPaHEHHEM sanpenieHHol HHpOpMalMH B chepe
oGpaleHys JeKapCTBEHHBIX CpeACTB Poc3ipaBHaisop Ha TTOCTOSIHHOM OCHOBE IIPOBOJUT
MOHUTOPHHT ~ CPEICTB HMH(QOPMALMOHHOH KOMMYHHKAllMM UL IPeIyIPEXK ICHII
pacmpocTpaHeHus B ceTy «MIHTepHET» 3ampelneHHol MHpopManuy, a IMEHHO MPOJAXH
MICUXOAKTHBHBIX BEIIECTB.

C 18 cemtsiGps 2020 1. Poc3npaBHaA30poM B pe3yibTaTe MOHHTOpMHIA
rH(QOPMAITHOHHO-TEIeKOMMY HUKALIHOHHOH CEeTH «WHTepHeT» TpoaHanu3uposano 61003
WHTepHET-Pecypca, B TOM YHCIIe [0 0OpallleHHAM Ipax/IaH, Opratos BJIACTH, B TOM YHCJIE
IpaBOOXPAHUTENBHBIX OPraHOB U OPraHOB IPOKypaTypsl O COIEPIKAHNHU 3aIpeleHHON
undopmaiwu B ceTr «MHTEpHET.

[lo wundopmamuu PocaapaBHam3opa POCKOMHaN30pOM MPHHATO pPEIICHHE O
6noxuposke 38274 uHTepHET-pecypca B CBS3U C HATHINEM TpeUIOKEHNH O POSHUYHOM
TOProBIIE JUCTAHLHOHHBIM CIOCOOOM JIeKapCTBEHHBIMU TIpenapaTamMu UiA MEIUITHCKOI'O
TIpUMEHEN NS, OTITyCKaeMbIMK 10 PELENTY (IICMXOAKTHBHBIX JIEKAPCTBEHHBIX IPETIapaTos,
BEI3BIBAIOIIMX HAPKOTUUYECKYIO 3aBHCMMOCTb), B TOM HHCIE YHUPUITHUPOBAHHBIX
yKkasarejcii pecypca B COLMAbHBIX CETAX (BronTakte, OmHOKIAcCHUKH, Instagram,
Telegram, Facebook, Twitter).

OcIHOBHbBIE TIPUYHUHBI OJIOKHPOBKH HHTEPHET-PECYPCOB!

- HaNH4He TPEIOKEHHs O PO3HMYHOH TOProsie He3aperiCTpHpOBaHHBIMU
JIEKapCTBCHHBIME ~ CPEJCTBAMH U MEJMLMHCKOro  IMPUMEHCHHA (MucbenpucToH,
MHU30IpOCTON — JIEKAapCTBEHHBIE Mperaparsl JUIi MEAMKAaMeHTO3HOTO  IpepbIBaHi
OepeMeHII0CTH);

- HajdMude NpeMIOKEHHsT O PO3HHYHONM TOProBIE IHUCTAHIMOHHBEIM criocoboM
JIEKapCTBCHHBIMY TIperiapaTaMy Uil MEIMIUHCKOro IPMMEHEHUS, OTIIyCKaeMBIMH IO
pellenTy Ha JIeKapCTBEHHBIH Mpernapar, B TOM YHCJE ICHXOAKTHBHBIX, BBISBIBAIOILIMX
HAPKOTHUECKyl0 3aBucuMOcTh (Mumpuawui, Tpomukamuz, JIupuka, IIperabanu,
Penykcun, Tanenramon u ap.);

- HaIMYHe INPEJIOKeHHs O PO3HMYHON TOProBI€ JHCTAHIMOHHBIM criocoboMm
HApPKOTHUYECKMMH JIEKapCTBEHHBIMH IIpenaparaMi M ICHXOTPOIHBIMU JI€KapCTBCHHBIMA
npenaparaMd Ul MEIWIMHCKOrO IPHMEHEHHS (TTlpomemon, Mopdun, OMHOIIOH,
DeHTAHUI U [IP.);

- OTCYTCTBHE JHMIEH3UU HA OCYIIECTBIeHHEe (apMaleBTHIECKOH AEATeNHHOCTH U
paspemienyis Ha JUCTAHLIMOHHYIO TOPrOBIIIO Y HHTEPHET-PECypca;

- pamuune HHPOPMALIMH, B TOM YHCie B colMabHbIX ceTsax Telegram, BKonTakre,
OIHOKIACCHHKH.PY, Twitter o mpojaxe paHee NPHOOPSTEHHBIX JIEKAPCTBEHHBIX
IpenapaToB U He MOJHOCTHIO HCIIOIb30BaHHbIX.

B 2022 rozy 1o pe3yibTaTaM KOHTPOJIbHBIX (HaJA30PHBIX) MEPONIPHUATHH II0 OLCHKE
MHGOPMAIMM HAYYHOTO M KIHHUYECKOro XapaKTepa, COfepiKalleiics B JOKYMEHTax
(mepuomyeckre OTYETEL 110 OGe3onacHOCTH — 4112; MIaHb! yIPABICHUS PHCKAMH — 173),
IpelocTABISEMBIX CyObeKTaMH OOpalleHusi JIeKapCTBEHHBIX CPEACTB, B paMKax
06s13aTenLHBIX TpeGOBaHul, YCTaHOBISHHBIX NpHKasoM PocsnpaBHan3opa OT 15.02.2017
Ne 1071 «O6 yrBepxuaenun Ilopsaka ocyluecTBIeHHs (apMakoHan3opa» (nanee —
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Tlopsimox). B xoze oueHke MHpOpMAUHK HayYyHOro M KIHHHIECKOTO Xapakiepa OBLIO
oTknoHeno 504 oruéTa, KaKk He COOTBETCTBYIOIIME TpeOOBaHHUAM IL. 44 Tlopsaxa
OCYyIIECTBIeHMsT (hapMaKoHan30pa, YTBEPHACHHOTO IPHKa3OM Poc3npaBHan3opa OT
15.02.2017 Ne 1071.

OnHOBPEMEHHO B XO/€ TNPOBOAMUMBIX MEpOIIpHATHI BbIABIEHa HH(GOpMALHA O
HOBBIX JAHHBIX TI0 0€30MacHOCTH JIEKapCTBEHHBIX IPENapaToB, HAXONAIIMXCI B
rpaxranckom oGopore B Poccuiickoit Desepany, Tak BBIABICHO 38 HECOOTBETCTBHM
JNEHCTBYIONIHX HHCTPYKLUH 110 MEIUIMHCKOMY PIMEHEHHIO JIEKapCTBEHHBIX [PENapaTon
aKTyanslioli uH(bOpMaluu 00 OIblTe HX IPUMCHEHHA, Hudopmarys 10 OaHHBIM
mpobaemaM — HampaBleHa  epiKaTendM — MIM  BIaAC/IbIaM PEruCTPalOHHBIX
YIOCTOBCPEHHH JIEKAPCTBEHHBIX —IPENapaToB MIA  YNOTHOMOYEHHBIM - HMH WHBIM
FOPHIMYECKUM JIHIIaM.

B xojie MONOTHUTEJBLHBIX MEPOIPHATHH MO OCYLIECTBICHUIO (bapMakoHaa30pa
Poc3parHaq3opoM HampapieHo 27 IHCeM O HOBBIX JAHHBIX IO 0e30macHOCTH
JNeKapCTEEHHBIX ITpernapaTtoB B MUHUCTEPCTBO 3ApaBOOXPAHEHHUA Poccuiickoit Penepanuu
JUISL TIPHHSTHS PEIIeHHs O JOTIOJHEHAN MHCTPYKIMK IO MEIUIMHCKOMY IPUMEHCHIIO
JNeKapCTBeHHBIX CPEeNCTB NpeAyNpexAeHHe NPUYMHEHNS Bpela (ymepba) oxpaHseMbIM
3aKOHOM LIEHHOCTSM.

PyKOBOACTBYsiCh MoiokeHneM o denepanbHOK cayx0Oe mo Hamzopy B cdepe
3[paBOOX paHeHWs, YTBEP)KAEHHBIM IIOCTAHOBJICHHEM INpasutenscTBa  Poccuickoi
®eneparnu ot 30.06.2004 Ne 323, B memax MHQOPMHUPOBaHUS BCEX CyOBEKTOB
obpamel s JeKapCTBEHHBIX CPEJICTB Ha caiTe Poc3npaBHan3opa (pasmen «MOHHUTOPHHT
sddexTrBHOCTH ¥ 0E30M1aCHOCTH  JIEKAPCTBEHHBIX IpenapaToBy») pasMellaeTcs
MHGOPMAIMS O HOBBIX JaHHBEIX N0 0€30MaCHOCTH JIEKApCTBEHHBIX NPENapaTos, a TAKKe
HHas HHOPMAIMS [0 OTBETCTBEHHOMY U PAllHOHAIBHOMY NPUMEHEHHUIO JICKapCTBCHHBIX
npenaparoB B Pocculickoii Penepanuu.

dcpepanpHOi cryxkGoit o Ham3opy B cdepe 31paBOOXpaHEHMS Ha 2022 rox B
paMKax rOCYJapCTBEHHOIO KOHTpoJs (Haasopa) B chepe oOpalleHMs JEKapCTBEHHBIX
CPeACTB, BKIIOYAOImEero (eepaibHbd ToCy1apCTBEHHbIH HAA30p B cepe obparieHus
JNIeKapCTBeHHBIX CPEJCTB U BBIOOPOUYHBIN KOHTPOJNB KAdeCTBA JICKAPCTBEHHBIX CPEICTB,
3aILUIaHMpOBaHO mNposejeHre 36500 sKCIepTH3/HCIBITAHMA 00pas3loB JEKapCTBEHHBIX
CPeZICTB, HaXOISAIINXCs B IPakIaHCKOM 000poTe.

®axTryecku 3a 11 mec. 2022 roma mposepeHo 35777 o6pasloB JIEKapCTBEHHBIX
CPEJICTB, B OTHOLIIEHUH KOTOPBIX 0OPMJIEHBI SKCIIEPTHBIEC 3aKIFOYEHHS, U3 HUX!

- 15502 ob6pasnosB — IO TOKasaTelsdM, YCTAHOBJEHHBIM HOPMAaTHBHOM
JOKYMeHTAIlFel, BKTIOYas MPOBEPKY KCIIONB30BAHMEM TIa30XpOMaTOrpaueckoro
xomriutexca «ITMA» nekapcrBeHHbIX cpencTs ¢ MHH «Kucnopon»;

- 20275 ofpasma - C MCIOJB30BaHMeM Hepaspymaromux wmeronos (BUK —
cnektpometpusi, PAMAH-criektpomMeTprs) Ha 0ase  IEpeIBIXKHBIX  SKCIpecc-
nabopaTopuil.

Bcero B pe3yibTaTe MEpONpPHATHI 110 roCyIapcTBEHHOMY KOHTPOIIO (Haa30py) B
chepe obpalenys JeKapCTBEHHbIX CPEICTB, IPOBEIeHHBIX Poc3apaBHanzopom 3a 11 mec.
2022 ropa, u3pATO U3 obOparieHus 216 cepuil TeKapCTBEHHBIX CPEICTB, Ka9€CTBO KOTOPBIX
He  OTBEYaeT  YCTaHOBIEHHBLIM  TpeGoBaHMAM, W3  KoTophlx 210  cepui
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He/0OPOKAYeCTBEHHBIX JIEKAPCTBEHHBIX —CPEJICTB, 2 cepun (ansCUQUIUPOBAHHBIX
mperapatos U 4 cepuu JIEKapCTBEHHBIX CPEICTB, HAXOMMBIIAXCA B oOpameHuu ¢
HapyILeHHEeM 3aKOHOIATeIbCTBA Poccuiickoit @enepalyi.

B 2022 r. coxpaHeHa oOuias TEHACHIMS K CHIDKCHHMIO YPOBHS HAXOAMMXCHA B
obpamiennu HeJoOpOKaIeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB:

[Tepuon 2016 | 2017 2018 2019 2020 2021 11 mec. 2021
Cepun (K0n-BO) 355 \ 434 439 287 258 200 210

O axTax BbIABJIEHHS HeNOOPOKa4eCTBEHHBIX — JIEKAPCTBCHHBIX — CPEACTB
Poc3apasHan3opoM HHGOpPMAlKs —HAIPaBIAIach —POU3BOIUTEIIAM JIeKapCTBEHHBIX
CPENCTB MIM B aJpec OpraHu3alui, KOTOPBIMH JHaHHEIC MPENapaTel BBEJIEHBl B
rpakKJaHCKui 00opoT Ha TEPPUTOPHA Poccuiickoii ®enmepauyu, g IPOBEICHHA
MEpONpHUATUH [0  YCTAHOBJICHHWIO M YCTPAHCHMIO  TPHYMHBI BBIITYCKa
HeZ0OpOKaUYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB.

Kpome TOro, exeKxpapTalbHO CBEISHHA O BBIIBICHUH HeI00pOoKaueCTBEHHBIX
JNeKapCTBEHHBIX CPeACTB Poc3ipaBHaI30pOM HANpaBsIHCh B Munnpomropr Poccud,
SIBJISTIOIIMICS YIIOMHOMOYEHHbIM opraHoM Poccuiickoii ®enepalyy 1O KOOpAMHAIMH
NesTensHocTd B cdepe OOpalleHHs JEKapCTBEHHBIX CPEJCTB B <acTH NPOHM3BOACTEA
JNIeKapCTBEHHBIX CPEJICTB /ISl MEUIUHCKOTO NPUMEHCHIS.

3a 11 Mec. 2022 T. BHISBICHO 2 TOPTrOBHIX HAMMEHOBaHMs 4 CepUi JIEKapCTBEHHBIX
IperapaToB, HAXONMBIIHXCS B TPAKTAHCKOM 000pOTE C HApyIICHHEM JNeHCTBYIOIIETO
3axoHOMATeNbcTBa (Mupena® (Mirena®), Busanna® (Visanne®), koTopeie IprOOpPETEHBL
mocpencTBoM ceTd  «VIHTepHeT» Yepe3  CaHTHI (https://aaapteka.ru; AptekaMos;
https://vms1.mirena-apteka.ru; https://lekmos.ru).

CremeHuss O pacIpOCTpaHEHWH JIEKAPCTBEHHBIX CPEACTB IIOCPEACTBOM CETH
«MHTepiieT», a TaiKke MHGOPMAIMA O BBIABICHHHM (AaKTOB peanu3aliu JeKapCTBEHHBIX
IIperapaToB OpraHu3alysMy, He HMEIOIIMMHA COOTBETCTBYIOIIMX PaspelIMTeIbHBIX
JOKyMeNTOB, C MPU3HAKAMU YTOJOBHO-HAKa3yeMbIX NeSHHH HalpaBisiach B I'VobullK
MBJI Poccun. B MBJI Poccum 3a 11 mec. 2022 r. HampaBiieHa uHbopManus o
Hapymenusax B chepe obpalleHHs JeKapCTBEHHBIX CPEACTB, OTBETCTBEHHOCTE 33 KOTOPhIC
ycranorieHa Yronosusim Konexcom Poccutickoit @epepauuu (9 IIICEeM), B TOM YHCIIE O
NPU3HAKAX HAPYLICHWs 3alpeTa Ha [IUCTAHUHOHHYIO TOPrOBIIO JIEKAPCTBEHHBIMU
CPENCTRAMHE VISl MEIMIIMHCKOrO IPUMEHeHHs (5 mucem).

B nemsix undopmMupoBaHus CYOBEKTOB OOpalleH¥s JIEKapCTBEHHBIX CPEICTB Ha
caffite PocsapaBHanzopa (pasmen «KOHTpOIb KadecTBa JIEKAPCTBEHHBIX CPEICTB)
pasMemanack WH(GoOpMalys O (aKTax BbIABJIEHUS JIEKAPCTBEHHBIX CPEJICTB, Ka4eCTBO
KOTODBIX He COOTBETCTBYET YCTaHOBIEHHBIM TpeboBanmaM. Beero 3a 11 mec. 2022 r. Ha
caiite pasMenieHo 605 nrdopMaLHOHHKIX IUceM Poc3apaBHa30pa.

ViazaHHble NHCbMa TaKXKe OTpaXaluCh Ha CaWTe IOCPEICTBOM OSJICKTPOHHBIX
cepBucon «IIoMCK M3BATHIX U3 OOpALIEHHS IEKapCTBEHHBIX CpeACTB» U «Ilomck muceM o
KOHTpPO!I!O KAa4ecTBa JIEKAPCTBEHHBIX CPEJCTB», 4YTO O0ECHEedHIo BO3MOKHOCTB
CBOEBPCMEHHOIO  I[1OydeHHss CcyObexTamMm OOpamleHus JIeKapCTBEHHBIX —CPEICTB
aKTyanr'1o#f MHpOpMAIMK O JIEKAPCTBEHHBIX CPEJICTBaX, 000POT KOTOPHIX OTpaHUYEH, U
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TpOBe/IcHIE MEPOTIPUSTUA 10 MHUHMMH3AIHH  pHUCKa NPUYMHEHHs Bpela XHU3HH U
3[I0OPOBLIO IPaXKIAH.

I1. Lean u 3agaun peasuszauun IlporpamMmel

1. Lensamu peanusauu [IporpaMMbl ABIIIOTCA:

- IIpemyNpeIeHAe HapyLIeHHH 06s3aTebHBIX TpeboBaHuil B chepe oOparleHus
JIeKapcTeHHBIX CPEJICTB JULsl MeJMIHHCKOTO NPHUMeHEHIA,

- [pefoTBpallleHHe Yyrpo3bl MPUYMHEHUA, nubo0 TPUYMHEHHS Bpela XHU3HHU,
3[0POBbIO IPAKIaH BCIEICTBHEC HapylIeHUH 00sg3aTeIbHBIX TpeOOBaHMUH,

- yCTpaHEeHHe CYIIECTBYIOLUIMX M TOTEHLHAIBHBIX ycy0BUii, IPHIUH U (HaKTopoOB,
CTI0COBHILIX IPHBECTU K HAPYIIEHHIO 00s3aTeNbHBIX TpeGOBaHUH U Yrpo3e NPUIMHEHNS,
NEGO TP TIHHEHUST Bpe/la KU3HH, 3710POBBIO IPaXKIaH;

- ¢dopmupoBaHHEe MOfeNedl COIHANbHO OTBETCTBEHHOIO, ZI00pPOCOBECTHOTO,
TIPaBOBOI'0 TIOBEJIEHHUsI TIOAKOHTPOJIBHBIX CyOBbEKTOB;

- 11OBBIIIEHHE TPO3PAYHOCTH CUCTEMBI KOHTPOJIbHO-HAI30pHOMN JesATeNBHOCTH.

2. 3ajavyamu peanusanyu [IporpaMMel ABJISIOTCA:

- OIeHKAa BO3MOYHOW YIpo3bl NPAYMHEHHMs, MO0 NPHYMHEHHS Bpefa JKA3HHU,
3MOpOBBIO  TpaXJaH, BbpabOTKa M pealHs3alisd NpoGUIaKTHYECKHX  MEp,
CIIOCOOCTBYIOMIUX €€ CHHKEHUIO;

- ppIBIeHAe (PAKTOPOB YrpO3bl IPHYMHEHHS, JIMOO NPUYMHEHHs BpeNa JKU3HH,
3[JOpPOBbHI0 TpaXAaH, NPUIUH U YCTIOBUH, CIIOCOGCTBYIOIMX HApyLICHHIO 00s3aTeNbHBIX
TpeGoBaluii, olpe/ieIeHre CrI0cO60B yCTPAHEHHS MK CHIKEHHS yTPOBL,

- OIIeHKA COCTOSIHHUS TIOJKOHTPOJIBHON Cpe/ibl ¥ yCTaHOBICHHE 3aBUCHMOCTH BUIOB,
dopM 11 HHTEHCHBHOCTH TPO(QHIAKTHIECKHX MEPONPUATUH OT MPUCBOCHHBIX
[IOKOHTDOIBHBIM CYyOBEeKTaM yPOBHEH PUCKa;

- co3maHue YCJIOBMM i W3MEHEHHs LEHHOCTHOIO OTHOIUEHWS IMOAKOHTPOJBHBIX
CyOBEKTOB K PUCKOBOMY IIOBEEHHIO, (hOPMUPOBAHHS TIO3UTHUBHOM OTBETCTBEHHOCTH 32
CBOE MOBCIeHHE, TI0UIepKAaHHsS MOTHBALIHH K 100POCOBECTHOMY ITOBE/ICHHIO;

- perynspHas peBU3Hs 00s3aTeNbHBIX TPeOOBaHUH ¥ IPUHATHE MEp K obecrieueHuIo
peanbHOrO BIMSHHS Ha YPOBEHb 0€30IaCHOCTH OXPaHBI 310POBbS IPaXIaH KOMIUICKCA
00s3aTenhHBIX TpeOOBaHUH, COOMOAEHHEe KOTOPBIX COCTaBIACT MpPeAMET (benepanpHOro
rocyaapcTBEHHOTO KOHTPOJIs (Hax3opa) B chepe oOpalleHus JeKapCTBEHHBIX CPe/ICTB;

- (opMHpOBAHHE €JIMHOTO MOHHMAHHsA O0s3aTEeNBHBIX TpeOGOBaHMM Yy BCeEX
YYaCTHHI'OB 0OPAICHHUS IEKAPCTBEHHBIX CPE/CTB I MEAMLMHCKOrO IPHMEHCHHS;

- CO3/[@HHME U BHEJPEHHE Mep CHCTEMbI MO3MTHBHOM NPOGUIAKTHKY; TOBBIIICHAE
YpOBHS TIPaBOBOH IPaMOTHOCTH IIOJKOHTPONBHBIX CYyOBEKTOB, B TOM HHCIC IyTeM
obecreuciis HOCTYITHOCTH HH(opMalmu 06 0053aTeNbHbIX TPeOOBAHMAX 1 He0OXOAUMBIX
Mepax Mo WX UCTIONHEHHIO;

- CHHKEHHE U3/IEPIKEK KOHTPOJIbHO-HA30pHOM IesTeIbHOCTH "
aIIMHHIC 'PATHBHOI HArpy3KH HA [OJKOHTPOJIbHbIE CYOBEKTEI;

- yKpemeHyue CucTeMbl NPOMMIAKTHKH HAPyIIEHWH O0s3aTelbHBIX TpeboBaHMMH
IyTeM aK THBH3ALUH ITPOPUIAKTHYECKOH e TeTBHOCTH,
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cocTaBa

i ocobeHHOCTE! IMOAKOHTPOIBHBIX

(06bEKTOB) M OLIEHKH COCTOSHUS TOJKOHTPOJIBHOM cephl;

- YCTaHOBIICHME 3aBUCHMOCTH BH/IOB,
MEpONPHATUN 0T 0COOEHHOCTE! KOHKPETHBIX MOIKOHTPOIBHBIX cy

IPYCBOEHHON MM KaTeropuu prucKa,
- [IOBLIIIIEHNE KBATU(PUKAIIMKA COTPYAHUKOB nofipasaeneHui PocspaBHaa3opa.

B coorerctBiu ¢ llooxeHueM O (eaepanbHOM TOCYIapCTBEHHOM KOHTPOI®
JIeKapCTBEHHBIX

(uag3ope)

moctaHopeHueM |lpaBurenscTBa POCCHHCKO

$hOpM ¥ MHTEHCHBHOCTH MPOQIIAKTUYECKHX
6bexToB (00BEKTOB) U

I11. ITepeyedb NpoQUIAKTHICCKAX MepONpPHATHH, CPOKH
(mepHOANYHOCTD) HX MPOBEACHHST

B cdepe oOpameHus

IIPOBOJATCS CIEAYIONINE TPOPUIAKTAIECKHS MEPOTIPHATHS:
a) nHGOpMHUpPOBAHHE;

6) 06o6IIeH e IPAaBOIPUMEHUTETBHON TIPAKTHKH;

B) 0OBSIBICHNE TIPEIOCTEPEIKESHNS,
I') KOHCYIBTHPOBAHHUE;
1) poMIaK THYECKUI BU3HT.

CpeICTB,

yTBEePIKIEHHBIM
i Oemepamuu ot 29.06.2021 Ne 1049,

Bun
MEPOIIPUAT
U

dopma MEPONIPHATHS

OTBETCTBEHH
ple
HACIIOIHUTEH

Cpok
(MepHOIUIHOCTE)
IpOBEAEHHS

Wudopmup
OBaHUE

Pasmenicuue Ha  Oo(pHIHAIEHOM caiite
Pocanpasuaznzopa B ceTd «HTEpHET»:

1) TekcroB HOPMATHBHBIX IIPABOBBIX aKTOB,
peryupyIOmHuX OCYIIECTBIICHHE
roCyIapCTBEHHOTO KOHTPOJIA (Han30pa);

2) ceejcHuil 00 H3MEHEHHSAX, BHECEHHBIX B
HOpPMATHBHBIE IIPABOBBIE &KTHI, PETyIHPYIOIIHE
OCyLIECTR/ICHHE TOCYNapCTBEHHOIO, O CPOKax H
HOPSIIKE X BCTYIJIEHHS B CHITY;

3) mepetiisi HOPMATHBHBLIX IPABOBBIX aKTOB C
yKa3aHHeM CTPYKTYPHBIX EIUHHIl 3THX aKTOB,
comepIKaunx obsi3aTenpHBle  TpeboBaHMS,
OolleHKa  COOMIOAEHHST  KOTOPBIX  SIBJISCTCA
TIPEeIMETOM KOHTPOJIS, & TaKke MH(pOPMALHIO O
Mepax OTBETCTBEHHOCTH, IPHMEHSIEMBIX IIPH
Hapymieiin  00s3aTeqbHBIX — TpeOoBaHWH, C
TeKcTaMil B IEHCTBYIOLIEH pedaKIuH;

4) yTBCPXKJIGHHBIX IPOBEPOYHBIX JIHCTOB B
dopmare, J0IIyCKAIOMEM HX HCIIOIb30BaHHE UL
caMo00Ce/I0BaHus,

5) PyKOBOJCTB IO COOMIONEHMIO 00s3aTeNbHBIX
Tpeboratuii;

6) mepeuHs HHAMKATOPOB pPHCKA HapyLICHHA
ob6s3aTe/bHBIX TpeOOBaHUH, MOPSIIOK OTHECSHUS
00BEKTOB KOHTPOJIS K KAaTErOpPHUAM PUCKa,

KpynHoBa
UB.,
I'ycekoBa
A,
CrapocTuHa
nu.C.

Kynpssuesa
EM,,
I'openos
K.B.,
Myp3u4
T.B.,
Tapacosa
C.A.

PYKOBOJHTEN
H
TEPPUTOPHAI
BHBIX
OpraHoB
PocznpasHan
30pa

ITo mepe
HeoOXOIUMOCTH B
Te4eHHe roaa

CyOBEKTOB
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7) mepeuiist 0OBEKTOB KOHTPOJA, YYHUTBHIBACMBIX
B paMkax (HOPMHPOBAHHs EKErOJHOIO IUIaHa
KOHTPOJLHBIX  (HAI30PHBIX) MEpOIpPUATHH, C
yKasaHHeM KaTerOpHu pHCKa;

8)  mporpaMMbl  NPOQHUIAKTHKH  PHCKOB
IpUYMHeHHs Bpela W IUIaHA TPOBEACHHA
TUTAHOBBIX KOHTPOJIBHBIX (HaI30PHBIX)
MEPOIIPH I THIA,

9)  uWCuepNLIBAIOLIEro  MEpeyuHs CBEJICHHH,
KOTOpBIE MOT'YT 3ampamIiBaThCs
PocsiparHan3opoM y KOHTPOIHPYEMOTo JIAL@;
10) ceepenuit o  cmocobax  MONy4eHHS
KOHCYNbTAIMI [0 BOTpOCAM  COOJFOCHHS
00s13aTe/ILHBIX TPeOOBaHUH;

11) CBEJIEHUH 0 IPAMEHEHHH
Poc3mpanian3opoM — Mep  CTHMYJIHPOBAaHHA
106POCOBECTHOCTH KOHTPOIHPYEMBIX JIALL;

12) ceenenuii 0  IOpAAKE mocynebHoro
oGxanopanns  pemmeHuit  PocsapaBHanzopa,
neiicTeuii (Oe3nelcTBHA) €ro  JODKHOCTHBIX
JIHII;

13) mudopmanuu o crmocodax H IIPOHEnype
camooGceioBanys (MpH ee HaIH4uH), B TOM
guclle  METOAHYEeCKHe  PEKOMEHJAlHd IO
TIPOBELCITHIO caMOOOC/IeIOBaHAS H MOArOTOBKE
JOeKIapaniu coOmoIeHUs 00s3aTeIbHBIX
TpeGoBatinii, 1 HMHGOpPMANHIO O JACKIapalHsix
cobrome s 00s13aTEILHEBIX TpeboBaHHiH,
TIPEeACTARICHHBIX KOHTPOJIUPYEMBIMH JIHLAMH,
14) cBenennit o JIEeKapCTBEHHBIX CPENCTBaX,
060pOT KOTOPBIX OrpaHW4YeH, B TOM YHCIE O

HemoOpoKaueCTBEHHBIX U
(anbcu) I POBaHHBIX JIEKapCTBEHHBIX
CpenCTBAX

I[IpoBenciine IyOmuyHelX OOCYXAeHME 1A
npeacTasuTe/el MOIKOHTPOIBHBIX CYOBEKTOB B
chepe oOpaleHHs IEKapCTBEHHBIX CPEACTB A
MEIHIHHCKOrO NPHMEHEHHSI

[ly6nukaumss Ha cadite PocsmpaBHansopa
eKeroniioro Jokiaaga o0 HTorax peanu3aluuu
IIpOrpamMMbl [PO(HIAKTHYIECKAX MEPOIPHSTHHA,
Harpas/ICHHBIH Ha IpeayIpexKIcHue
Hapyuie! il 00s13aTeNbHBIX TPeOOBAHHH
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WudopMalHOHHEIE IHMChMA IO OJHOTHIHBIM
obpamenisM KOHTPOJIHPYEMBIX JHI[ M HX
npencTasuTeneil B Clydyasx — peryJspHOro
nocTymienus obparenuii (6omnee 3)

O6001eHn
€ ¥ aHaJIu3
IIPaBOIIPUM
SHHUTENIBHO
# IpaKTUKH

OGobiiciiie ¥ aHAIH3 PABOINPHMEHUTEIBHON
MpaKkTHKH KOHTPOJIbHO-HaI30pHOMH
IesATeNbHOCTH B cepe obparenus
NEKapPCTBEHHEIX CPEeJICTB JUIl MEIHIIMHCKOro
NpUMEHCHHS] €  KlacCHQUKalied  IpHYHH
BO3HHUKHOBEHHUA THIIOBBIX HapyILeHHH
o0s3aTe/IbHBIX  TpeOOBaHHM M pasMEIleHHE
YTBEPK/ICHHOTO JIOKIIaza 0
PaBOII ) IMEHHUTEEHOH IPaKTHKE Ha
ounuabHOM caiite DeaepanbHOH CiIyKOBI 1O
Hamsopy B cdepe 3OpaBOOXpaHEHHsS B CETH
«MuTepiieT» B CPOK, HE IIpeBBILAROIMA 5
pabounx JHel co IHs yTBEPIKACHHS JOKIaa

Kpynrosa
B,
I'ycekoBa
nA.,
CrapoctuHa
HU.C.

Kynpssuesa
EM,,
["opesnos
KB,
Myp3u4
T.B.,
Tapacosa
C.A,

PYKOBOIHMTEI
H
TEPPUTOpPHAI
BHBIX
OpraHoB
PocsnpasHan
30pa

ExxeronHo (He mozzHee
25 ¢eBpans roaa,
CNTeYIOLIEro 3a FOIOM
06o0meHus
NpaBOIPUMEHUTEITEHOH
[IPaKTHKH)

O06BaBICHI
e
penocTepe
KEHHA

HanpagsieHue IpenocTepexKeHuii B IHCEMEHHOM
BHIE KOHTPOJHPYeMBIM JIMIAM JUId LeleH
IPHHATISE Mep [0 OOecleueHuIo COONIONEHHS
o0s3aTebHBIX TpeOOBaHKH

JIOJKHOCTHBL
€ JIuIa
Poc3npasHan
30pa
(TeppuTOopHa
JIBHOTO
oprasa
Pocznpasnan
30pa), B
JIOJKHOCTHBI
e
perylaMeHTEI
KOTOPBIX
BXOIHUT
0053aHHOCTh
1o
IIPOBEICHUIO
KOHTPOJIEHEI
X
(HaI30PHBEIX)
MEpOIPHSITH

[Tpu HamIuuu
MOCTYIIMBIIUX
CBEIICHHH 0
TOTOBSIIUXCA
HapyIIEHUAX
00s3aTeIbHBIX
TpeboBaHu UK
IIpHU3HAKaxX
HapyIIeHUH
00s3aTeNBHBIX
TpeboBaHMi
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7|
Korcynsti | IIpoBelieHHE OJDKHOCTHBIMH JIHIAME oprada | JIolkHOCTHBI | B pamkax TeKyLIeH
poBaHue roCyJapCTBEHHOTO KOHTPOJS KOHCY/JIbTALHHA IO | € THna paboTEL, B TOM 9HCIIE
BompocaM Hamwuus W (wom) comepykaHus | PocagpaBHan IIPH NPOBEJCHUH
obs3aTenbHBIX TpeboBanuil B chepe obpamenus | 30pa KOHTPOIBHBIX
JIEKApCTBEHHBIX CPEACTB NS MEIUIHHCKOro | (TeppHTOpHa (HaI30pHEIX)
NpUMEHEHHsS, IEPHOAMYHOCTH M IIOpsfKa | JIBHOTO MEpOIIPUATHI
IIPOBEICHUS KOHTPOJIBHBIX (HA3OPHBIX) | OpraHa
MEpOIPHATHIH, nopsaaxa BeInojIHeHus | Poc3mpasHan
o6s3aTeIHBIX TpeboBanuii B cdepe oOpaineHus | 30pa), B
JNIEKAPCTBEHHBIX CPEJCTB UL MEIUIUHCKOTO | HOKHOCTHEI
OpUMEHCHHUS,,  BBITOJHEHHS  TPEANHCAHHUS, | €
BBITAHHOIO  [10  WMTOraM  KOHTPOJBHOIO | peraaMeHThI
(HA@30pHOr0) MEpONpPHATHS MO  CPEeAcTBaM | KOTOPBIX
Au4gHOro  oOpameHus, TeaeQOHHOM  CBS3H, | BXOAUT
JIEKTPONHOM TOYTHI, BHIEO-KOH(PEPEHII-CBA3H, | 00S3aHHOCTD
IpH TOIYYEHWH ITMCBMEHHOIO 3ampoca - B | IO
IHCBMENHOM (opMe B IOpSAAKE, YCTAHOBJIEHHOM | IIPOBEACHHUIO
denepabHEIM 3aKOHOM «O HOPSIKE | KOHTPOJIBHEI
paccMOTpEeHHUs o0paneHus TpakaaH | X
Poccuiickoii ®enmeparuu», a Takke B Xone | (HaI30pPHBIX)
npoBeeHus MPOQHUIAKTHIECKOTO MEPOIPUSTHS, | MEPOTIPUATH
KOHTPOJIBHOTO (HaI30PHOTI0) MEPOIIPHSTHS] it
lpodunakr | IlposeneHue NpOQHIAKTHIECKHX BH3UTOB B | JIOJOKHOCTHEI | B TedyeHue rona (ipu
HYECKUH hopme: € Iuua HAJTHYUH OCHOBAHH).
BH3HT 1) mpodmnmaxtuueckux Oecen mo  Mecty | Pocsmpaenan | O6ssarensHO IUISL
OCYIIECTBIEHHA JIeSITENEHOCTH | 30pa JHI, YKa3aHHBIX B
Poc3mpasHamzopa; (TeppuTOpHa | IIYHKTE 36
2) NpOQUIAKTUYECKHX Becen IIyTeM | JIBHOTO [Tonoxenus 0
HCIIONE30BAHMS BH1€0-KOH(DEpeHI-CBA3H, opraHa beneparsEOM
0 BOIIPOCaM: Poc3mpaBHan | rocyaapcTBEHHOM
NpeIbIBISEMBIX 00s3aTeIbHBIX TPeOOBAHMH; 30pa), B KOHTpOJIe (Han3ope) B
pPEeKOMEITTyeMBIX criocobax CHYDKEHMS | JOJDKHOCTHEI | cdepe obpalueHus
KaTero| iy pUcKa: e JIEKapCTBEHHBIX
0 BHTAX, CONEp/KAaHMH,  HMHTEHCHBHOCTH | PEIVIAMEHTHl | CPEICTB,
KOHTPOJIBHBIX (HaJ30PHBIX) MEPOIIPHATHH. KOTOPBIX YTBEPXKIAECHHOTO
BXOIUT [IOCTaHOBJICHHEM
obs3anHocTh | [IpaBmTenscTBa
1o Poccuiickoit
nposeneHuio | Denepaiuu 0T
KOHTpONBHBL | 29.06.2021 Ne 1049, a
X HUMEHHO:
(Ham30pHEIX) | a) 00BEKTOB
MEPONPHATH | TOCYNApCTBEHHOIO
u KOHTPOJIA,
OTHECEHHBIX K
KaTeropuu

3HAYUTEIBHOTO pPHUCKa
(mpunoxxerue Ne 1);

0) KOHTpOJIHPYEMBIX
TN, TPHCTYIAIOIINX
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K OCYILECTBJIEHHIO
NeSaTeNbHOCTH B
chepe obparmeHus
JIEKapCTBEHHBIX
CpeICTB

(IO YMBIIHX
JIULIEH3UH Ha
OCYIIECTBIICHHE
(hapManeBTHIECKOH
NesTeNbHOCTH,
nepeo(pOpMHBIIMX
JMIIEH3HA B CBA3H C
OCYILECTBJICHHEM HE
yKa3aHHBIX B paHee
nelcTBOBABIIEH
auueH3uH  pabor H
YCIIYT, COCTABIIAONINX
(hapMaLeBTHIECKYIO
JIeSITEIBHOCTb, 74
(unu)
OCYIIECTBICHHUEM
(apmareBTHIECKOH
JIeATEIbHOCTH 1o
azpecy, HE
YKa3aHHOMY B
JIHIIEH3HH)

IV. IlokazaTenu pe3ybTaTHBHOCTH H dddexTusHOoCcTH IIporpaMmel

Ouenka 3(pQPEeKTUBHOCTH W PE3yNbTATHBHOCTH IIporpaMMel MPOBOIHUTCA IYTEM
COLIMONOTHYECKUX UCCIIeIOBAHMIA TIpeICTABUTENeH IIOIKOHTPOIBHBIX CYOBEKTOB.

B Lemsix OLEHKHM pe3yibTaTHBHOCTH IIporpaMMbl HCIOJB3YIOTCA CIEAYIOIIHE
KOJIMYEeCTBEHHEIE [TOKa3aTeI! U I10Ka3aTell KauecTsa:

KOJIMYECTBO MPOBEIEHHBIX IPOQUIAKTHIECKUX MEPOIPHSATHI;

KOJIMYECTBO IIOJKOHTPOJIBHEIX CyOBEKTOB, B OTHOUIEHHHM KOTOPBIX IPOBEICHEI
POGUIAKTUYECKHUE MEPOTIPUSITHUSL;

MOMs  CyOBEKTOB, B OTHOUIEHMH KOTOPBIX TIPOBENEHBI MPO(UIAKTHIECKHE
Mepornpusitasl  (TI0Ka3aTelb yCTAHABIWBACTCS B IIPOLEHTax OT o0Iero KoIM4ecTBa
TIOAKOHTPOJILHEIX CYOBEKTOB);

COKpAIICHNE KONMYECTBA KOHTPOJIBHO-HAI30PHBIX MEPONPUATHH TPH yBEINICHAN
NpoGUIAKTUYECKUX ~MEPONpPUATHH IIPU  OJHOBPEMEHHOM COXPaHCHHH  TEKYIICTO
(yITydIIeHUH) COCTOSHHUS TI0JKOHTPOIBHON Chepsl;

CHIDKCHHE KOJNHYECTBA OJHOTHIHBEIX U MOBTODSIOLIMXCS HApYIUICHHW OTHUM H TEM
€ MOJKOHTPOJIBHBIM CYyOBEKTOM.

KmoueBsIM MOKa3aTelieM TOCYAapCTBEHHOIO KOHTPOJISA SBISAETCSA OTHOIIECHHE
KONMYeCTBa  HC/I0GPOKAYECTBEHHBIX,  (anbCH)UIMPOBAHHBIX M KOHTpa(akTHBIX
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JIEKApCTBEHHBIX ~ I[PENapaToB Ul MEJMIMHCKOTO — NPUMCHEHMS,  BBIABICHHBIX
denepanbHOll CiTy 60 10 HaA30py B chepe 3ApaBOOXpaHEHHUs, K o01eMy KOIHYECTBY
JIeKapCTBEHHBIX MPENnapaToB, BBITYIIEHHBIX B rpakJaHCKui 000pOT Ha TEPPUTOPHUU
Poccuiickoif @enepaliin, B TeUSHHE TEKYIIETO KaJleHIapHOro roza.

B ciydae ecnv ykasaHHele B af3alle MepBOM HACTOSINETO IyHKTa CBEICHHUA B
TedeHWe TEKYLIEro KaleHmapHoro roga B (demepanbHyio CIyxOy MO Hansopy B coepe
3[[PaBOOXPAHEHMs] He IIOCTyIaly, 3Ha4YeHHe KIIOYEBOro IOKasaTeld NPHHAMACTCA
PaBHBIM HYIIIO.

IlencnsM  (TUTAHOBBIM) 3HAYEHHEM KIIFOYSBOTO IIOKa3aTelss OCYNapCTBEHHOTO
KOHTpOJIs sBisietcs 3HadeHue 0,01 u MeHpIIe.

KmioueBbIM TOKa3aTelgeM TOCYIapCTBEHHOIO KOHTPOJSA ABJIACTCS OTHOLICHHUE
KOJIMYEeCTBA COOOIIeHui O MOOOYHBIX NeHCTBUsX, HE YKa3aHHBIX B HHCTPYKIHUAX IIO
IPEMEHCIIIO JIEKAPCTBEHHBIX TPEnaparoB Il MEJMIMHCKOTO NPUMEHCHHS, CEpPhEIHBIX
HE)KeNaTe  LHBIX PeaKlysIX U HelpeIBUACHHBIX HEXXeNaTeNbHbIX PEaKiusiX, CBA3AHHBIX C
IIPUMEHeITIcM  JIEKAPCTBEHHBIX — [PENapaTtoB M  MEIULIMHCKOTO MNpUMEHEHUS B
COOTBETCTRHH ¢ UHCTPYKIIUAMHE 10 UX IIPHMEHEHHIO, K 001IeMy KOJIHYeCTBY COOO1IEeHHH O
M06OYHBIX JEeHCTBUAX, CEPHE3HBIX HEXeIaTelbHbIX PeaKUusIX H HEeNpeABHACHHBIX
HEXeTaTeNbHBIX PeaKIHsiX, CBI3aHHBIX C IPMMEHEHHEM JICKapCTBEHHBIX IIPerapaTos A
MEIHIIMHCKOT0 IPUMEHEHHs] B COOTBETCTBUH C HHCTPYKLHAMH IO HX INPUMCHEHHMIO,
pe3ynsTaTil 06paboTKH KOTOPBIX OBUIA HAlPaBICHBI B TEUCHHE TEKYIIEro KajleHIapHOTO
roga B MerepanbHylo ciyk0y IO Ham3opy B cdepe 3ApaBOOXPAaHEHHA BIIafCibLAMH
PErHCTPATIONHBIX YAOCTOBEPEHHH JIEKAPCTBEHHBIX IPENapaToB Uil MEAMIMHCKOIO
pUMeHenns.

B crydae ecnu ykasaHHble B ab3alle IE€pBOM HACTOAILETO IYHKTA CBEACHUS B
TedeHye TCKYIIEro KaneHaapHoro roga B MenepaipHyr0 ciyx0y MO Haa3opy B chepe
3[paBOOXDAHEHHsT He IIOCTyNalM, 3HAYeHHEe KIFOYEeBOIO IOKas3aTelsi NpHHIMACTCs
paBHBIM 1Y TIO.

[TenenpiM  (MJIAHOBBIM) 3HAYEHHWEM KIIOYEBOIO IIOKasaTels TIOCyAapCTBEHHOIO
KoHTpons spiusiercss 3HaueHwe 0,01 um meHbmie.». JlaHHBIE INOKa3aTeld OTPKAIOT B
IMHAMKKE YPOBEHb 0€30MAaCHOCTH OXPaHSeMbIX 3aKOHOM IIEHHOCTEH, BBIPAXKAIOLIMIACS B
MHHHM13a1l0d TIpHYHHEHusT UM Bpena (yiuepba), B TOM YHCIIE B CIIy4asX, CBA3aHHBIX C

IpuMenciieM  HeJoGpOKAadeCTBEHHBIX, KOHTPahaKTHBIX ¥ (anbCHQUIMPOBAHHBIX
JIEKapCTECHHBIX MIperapaToB.

* - KOHTPOIBHEIE (HaA30pHBIE) MepompHsaTHss B (opMe BEIOOPOYHOTO KOHTPOJA KadecTBa

JIEKAPCTBEHH bIX CPEICTB O MEAUITHHCKOTO IIPHMCHEHHA HOCAT BHEIJIaHOBBIH XapaxkTep



