06 uTorax peaaM3aliy MPOrpaMMbl MPOPUIAKTHKH HapyIIEHHH 00s3aTelIbHbIX
TpeGOoBaHMi 1O MPHMEHEHHUIO LIeH Ha JICKapCTBEHHbIE Npenaparhl, BK/IIOYEHHbIE B

nepeyeHb )KU3HEHHO HeOOXOMMBIX U BaXKHEHILIMX JIEKAPCTBEHHBIX MpenapaTos,
3a 2020 roxa

B nosHOMOYMS MHHHCTEPCTBA 3[paBoOXpaHeHHs AcCTpaxaHCKo# obnactu (aa-
jiee — MHMHHUCTEPCTBO) BXOJMT OCYILECTBJIEHHE PErHOHAJIBHOIO roCyAapCTBEHHOIO
KOHTPOJIs 3@ MPHUMEHEHHEM LIeH Ha JIEKapCTBEHHbIE Npenaparbl, BK/IOYEHHbIE B [1e-
peyeHb KU3HEHHO HEOOXOAMMBIX ¥ BaXKHEHIIMX JIEKAPCTBEHHBIX NPEMaparos.

B cooTBeTcTBMM ¢ pacrniopsokeHHeM MuHHcTepcTBa Ne 1371p ot 20.12.2019 «O
npoduIaKTUKE HapylUeHHH 00s3aTeNnbHbIX TPeOOBAHUMN MPH OCYLIECTBICHHH PErHo-
HAJIBHOIO TOCYAapCTBEHHOrO KOHTPOJIS 32 NMPUMEHEHHEM LIEH Ha JIeKapCTBEHHbIe
rnpenaparsl, BKJIIOYEHHbIE B NEPEYEHb KH3HEHHO HEOOXOAMMBIX W BaXKHEHILMX Jie-
KapCTBEHHBIX TpernaparoB, Ha TeppHTOpHH AcTpaxaHckoi obnactu nHa 2020-2022
rofibl» U ¢ Lebio obecrneueHns MpohuIakTHKH HapyIleHui oba3aTenbHbIX TpeboBa-
HUM NPH OCYLIECTBIEHHH PErHOHAIBHOIO roCyAapCcTBEHHOI0 KOHTPOJIS MHHHCTEp-
CTBOM MPOBEJICHBI CIIeIYIOIINE MEPONIPHATHSA.

CdopmupoBaHa U NMOJNEPKHBAETCA B aKTYaJlbHOM COCTOSIHMH Lie/ieBas ay/AnuTo-
pusi U3 npeacraBuTesied CyOBEKTOB KOHTPOJIA, B OTHOLIEHHH KOTOPBIX OCYLLECTBIIsA-
€TCs PerHOHANIbHBIA rocyapcTBeHHbIH KOHTPOJb. [IpoBeieH MOHHTOPHHI MepeyHs
obs3aTenbHBIX TpeboBaHui B Lemsix obecneyeHns ero akTyanbHocTH. [lepeyens 06s-
3aTe/IbHBIX TpeOOBaHMii, OlleHKa COOMIONIEHNsT KOTOPBIX SABJISETCS NMPEAMETOM rocy-
napcTBeHHOM (YHKUMH, pa3sMmelleH Ha caliTe MMHHCTEPCTBa B HHGOpPMaLMOHHO-
TeJNeKOMMYHHKaLMOHHON ceTn «MHTepHe™». Ha caiite MUHMCTEPCTBA CO3aH pasjiel
«KOHTPOJIHO-HAA30pHAs AEATENIbHOCTEY M €ro mnojpasjeibl: PernoHanbHbiii rocy-
JapcTBeHHbIH KOHTponb. [IpodunakTika HapyleHW# o0s3aTenbHbIX TpeOOBaHMIA.
PeecTp MOAKOHTPONBHBIX CcyObekToB. Ilnanel M pesynsTaThi nposepok. [lepeuensb
obs3aTenbHBIX TpeOOBaHHUM.

MHuHHCTEPCTBOM pa3paboTaHO PyKOBOJCTBO M0 COOMIOAEHHIO 00s3aTe/IbHBIX
TpeGOoBaHHii MO NMPUMEHEHMIO LIeH Ha JICKApCTBEHHbIE Mpernaparbl, BKJIIOYEHHbIE B
nepeveHb KU3HEHHO HEOOXOMMMBIX H BaXKHEHIINX JIEKAPCTBEHHbIX MPenaparos, Ko-
TOpO€e YTBEPXKAEHO pacrnopshkeHneM MuHHcTepcTBa oT 07.10.2019 Ne 1082p.

[TpoBeneHsl myGnu4Hble 06CYHAEHUS Pe3yIbTaTOB KOHTPOJIbHO-HAA30PHON Jie-
STEHHOCTH COBMECTHO C TEpPPUTOpHAlbHBIM OpraHom denepanbHoi ciyxObl 110
Ha/30py B cepe 371paBoOXpaHeHHs M0 AcTpaxaHCKoOH 06acTH.

[lepedeHb W TEKCThl HOPMATHBHBLIX MPABOBBIX AKTOB, PErJIaMEHTUPYIOLINX CO-
6monenue obs3arenbHbIX TpeOOBaHMi, pa3MelleHbl Ha caliTe MUHHUCTEPCTBA B pas-



nene «KOHTPO/NBLHO-HAJ30pHAS AEATENbHOCTb, PersoHaNbHBIH OCY1apCTBEHHbIH
KOHTPOJIb» € BO3MOXXHOCTBIO HX MOC/IEAYIOLIEr0 CKaYMBaHH.

B nensix ocylecTBIEHHs KOHTpPOJIS 3a cuTyauueil B chepe obpaiienus jexap-
CTBEHHBIX CPEJCTB, BBIpabOTKH Mep Mo cTabuaH3alUMK LeH Ha JIeKapCTBEHHBIE Npe-
napaThl, MUHHCTEPCTBOM co3JaHa paGouas rpynna no crabuiM3aliM¥ CHTyaluH Ha
(apmalieBTHYECKOM PBIHKE, B KOTOPYIO BOLWIH MpPeJICTaBUTEIH MHHUCTEPCTBA, Tep-
pHTOpHANBLHOrO opraHa PeznepaibHoll crykObl N0 Han30py B cdepe 31paBoOXpaHe-
HHS 1O ACTpaxaHCKo# 061aCTH, Y4aCTHHKH (papMalleBTH4EeCKOro pbiHKa 001acTH.

OpranusoBana pabora TenepoHOB «ropsiyei JIHHHIY, IZie MOXKHO MOJY4HTb HH-
(opMaIIHIO O CTOMMOCTH JIEKAPCTBEHHOTO Npenapara, o noabope CHHOHHMHYECKOH
3aMeHBbl.

MHUHHCTEPCTBOM B COOTBETCTBHM co craThed 8.2 (denepanbHOro 3akoHa OT
26.12.2008 Ne 294-®3 «O 3ammre npaB IOPHAHYECKHX JIMLL M HHIAMBHIYaJIbHBIX
npeAnpUHAMaTeNeil pH OCYLIECTBIEHHH IOCYIapCTBEHHOrO KOHTpOIA (Hansopa) U
MYHHIIMIIABHOTO KOHTPOJIS», MOATOTOBIEHO H Pa3sMEILEeHO Ha caiTe MHHMCTEPCTBA
OGo61eHHe MPAaKTUKH OCYLIECTBIEHHS PErHOHaJIbHOrO rOCYAAapCTBEHHOrO KOH-
TpOJIs 3a MPUMEHEHHEM LIeH Ha JIeKapCTBEHHbIe Npenaparhbl, BKIOYEHHbIE B Mepe-
YeHb JKM3HEHHO HEOOXOMMMBIX M BRXXHEHIIMX JIEKAPCTBEHHBIX Mpenaparos, Ha Tep-
putopuu ActpaxaHnckoii obnactu 3a 2020 roa.

Ha OCHOBaHHMH pacropsXeHHs MUHHCTEPCTBA 3[IPaBOOXPaHEHUs ACTpa-
xaHckoi obnact ot 08.07.2015 Ne 1106 p «O6 yTBepKAeHMH MEPONPHATHH MO Op-
raHu3allid ¥ NpPOBEJEHHIO MOHMTOPWHIAa acCOPTUMEHTa W LIeH Ha JIeKapCTBEHHbIC
npenapaTsl Ha TEPPUTOPUH ACTpPaxaHCKOH 001acTH» MPOBOJAMTCS MOHWTOPHHI ac-
COPTHMEHTA M LIeH Ha JIEKapCTBEHHBIE Mpenaparsl B MEAMIMHCKUX W anTe4HbIX Op-
raHM3aLHsIX, OCYIIECTBIMOWMX AESTENbHOCTh Ha TEPPHTOPHH ACTpaxaHckoii obna-
ctu. CBenieHuss 06 acCCOPTHMEHTE M LieHaX Ha JIEKapCTBEHHbIE Ipernaparhbl y4acTHH-
KaMH (hapMAIIeBTHYECKOrO PhIHKA eXKEHEIEeNbHO 3aHOCATCSA Ha caiT denepalbHOH
cnyx0bl 0 Hai3opy B cdepe 3paBOOXpaHEHHS.

ExxeMecsYHBIN aHAIW3 Pe3yJIbTaTOB MOHWTOPHHIa LIEHOBOH M aCCOPTHMEHT-
HOM JIOCTYITHOCTH JIeKapCTBEHHBIX Mpenaparos myGiukyercs Ha caiite DeepanbHoOH
cyx0bl 10 Hazzopy B chepe 3apaBooxpareHus. [1o 1aHHbIM MOHHTOPHUHIA YPOBCHb
PO3HHYHBIX LIEH Ha JIEKApCTBEHHbIE MPenaparhl, BKJIKOUYECHHBIE B MEPEYCHB JXHBJII,
COOTBETCTBYET 0OLIEPOCCHICKAM MOKa3aTelAM Ha TeKyIIHi MOMEHT. B uenom au-
HAMHMKa W3MEHEeHHs 1leH B ACTpaxaHCKO# 001acTH conocTaBuMa ¢ 00IEepOCCHHCKH-
MM TOKa3aTeIsMH.

CornacHo NaHHBIM MOHHTOpPHHTA, LIEHbl Ha JIEKAPCTBEHHbIE Mpenaparhbl, BKIIIO-
yenHsle B nepeuens JKHBJIIL, ocraioTcs B paMKax JOMyCTUMOH Han0aBKH, yCTaHOB-
JNIeHHOM Ha TeppuTOpHM AcTpaxaHckoi o6nacTi. Ha oTcyTcTBYyIOImMe B anTeyHo# ce-
TH NleKapcTBEHHBIE NpernapaThl HMeeTcs CHHOHMMHMYECKas MM aHalorosas 3ameHa.
CuTyauus Ha (papMaleBTHYECKOM PhIHKe AcTpaxaHcKoi o6nacTi cTabuibHa

CornacHo rulaHy MpoBepoK Ha rofi, COrnacoBaHHOMY B yCTAHOBJIEHHOM MOPsi/IKe
¢ mpoKypaTypoii ActpaxaHckoi obiact, B 2020 rozy 6bu10 3amanuposaHo 13 nia-
HOBBIX MPOBEPOK CYOBEKTOB, OCYIIECTBIAIOMMX (hapMalleBTHYECKYIO IEATENbHOCTD,
B YaCTH YCTAHOBJIEHMs MpeJesbHBIX Pa3MepOB POHUYHBIX M ONTOBBIX HAA0ABOK K
(akTH4ECKMM OTIYCKHBIM lleHaM NMPOM3BOJAMTENICH Ha JICKapCTBEHHBIE MNpenaparel,
BKmoueHHbIe B nepeyens JKHBJIT



CornacHo nopyuenus Ilpeacenarens IlpaBurensctsa Poccuiickoi ®enepa-
iuu ot 18.03.2020 Ne MM-I136-1945 o MopaTOopuH Ha MpOBECHHE MPOBEPOK H B
COOTBETCTBMH ¢ pacropsbkeHueM ['ybepHatopa AcTpaxaHcko# obnacth o1
20.03.2020 Ne 179-p «O npHOCTaHOBJICHHH Ha3HA4€HHs MPOBEPOK» MHHHCTEPCTBOM
MPHOCTAHOBJICHO NMPOBEJICHHE IUIAHOBBIX JOKYMEHTApHBIX MPOBEPOK, B OTHOLICHHH
KOTOPBIX MPUMEHAIOTCS M0J10XKeHHs DeiepalbHOro 3aKoHa OT 26.12.2008 Ne 294-®3
«O 3auMTe NpaB IOPHAMYECKHX JIMIL M MHIMBHIYANbHBIX MpeANpHHHUMATENeH Mpu
OCYLIECTBJIEHHH TOCYJapCTBEHHOrO KOHTPOJs (Haa3opa) W MyHHUMINAJIbHOIO KOH-
TPOJIS», 10 CHATHS OTPAHHYUTENbHBIX MEP B OTHOILCHHHU NPOBE/ICHHSA IPOBEPOK.

[InaH npoBejieHHs TUIAHOBBIX TPOBEPOK MHUHHMCTEPCTBOM 3PaBOOXPAHEHHSA
AcTpaxaHcKoii 061acTH IOPHAMYECKHX JIHIl B HHAMBHAYAIBHBIX NpeANpHHUMaTeeH
Ha 2020 rof yTBepXKJIeH pacropsikeHueM MUHHCTepcTBa OT 24.10.2019 Nel149p.

[lpoBe/ieH aHaIM3 OCYLIECTBJICHHS PErHOHAIBHOIO rocy/lapCTBEHHOIO KOH-
tpons 3a 2020 roa. C navana 2020 roaa npoBeAeHO 4 MPOBEPKH, HAPYUIECHHS obs3a-
TenbHBIX TpeOGoBaHHUH BBIABJIEHO B 1 ciyyae.

B xole NMpOBe/eHHs NPOBEPKH BhIsBICHBI HapylIeHUs 00s3aTeNbHBIX Tpebo-
BaHMii, YCTAHOBJIEHHBIX CIIEAYIOIMMH HOPMAaTHBHBIMH NPABOBBIMH aKTaMH:

- nocranosnenueM IlpaButensctsa Poccuiickoit ®@enepauuu ot 29.10.2010
Ne865 «O rocynapCTBEHHOM PEryJMpOBaHHMHM LIEH HA JIEKapCTBEHHBIE IMpenaparbl,
BKJIIOYEHHbIE B MepeyYeHb JKM3HEHHO HeOOXONMMBIX M BOKHEHIUMX JIEKAPCTBEHHbIX
npenapaToB»;

- nocraHoBneHueM IIpaBuTenscTBa AcTpaxaHckoif obmactu ot 27.02.2010
No68-IT «O6 ycTaHOBNEHHH MpE/e/bHBIX Pa3sMepOB POIHHYHBIX HAAGaBOK K (aKTi-
YeCKMM OTIYCKHBIM LIEHaM MPOM3BOAMTENeHl HAa KM3HEHHO HEOOXOAMMbIe H BaK-
He#llKe JIeKapCTBEHHbIE Npenaparbi»:

1. Ilpu ¢opMHpPOBaHHH PO3HHYHON LIEHBI YCTAHOBJIEHO MNPEBBIIICHHE Tpe-
JIeNTbHBIX Pa3sMepoB PO3HWUYHBIX HAN0aBOK K (HAKTHYECKHM OTIYCKHBIM LIEHaM Mpo-
W3BOAMTENEN Ha XU3HEHHO HeoOXOAMMble M BaXKHEHILHE JIEKApCTBEHHbIE INpenapa-
THI.

2. TlpencraBieH bl MPOTOKOJ COrJIaCOBAaHMS LIEH He MOJMNMCAH NojydaresiemM
(nokynaTeb) JIEKapCTBEHHOIO TNperapaTa ¥ He 3aBepeH INevyaTbio OpraHu3aluH
(nucsmo DeiepalibHOM aHTHMOHOMONBHOM ciyxObl 0T 26.02.2016 Ne AK/11825/16
«O6 odopmiIeHHH MPOTOKONIA COrIaCOBaHMs LI€H MOCTABKH JIEKAPCTBEHHBIX Mpera-
paTOB, BK/IIOYEHHBIX B MEPeYeHb KM3HEHHO HEOOXOAMMBIX M BaXHEHIIMX jexap-
CTBEHHBIX MpenaparToBy).

Marepuanbl NPOBEPKH HANpaBlieHbl B TEPPUTOpHalIbHBIA opran dejepanbHOM
cyx6bl 10 Ham3opy B cdepe 3ApaBOOXpaHeHMs MO ACTpaxaHCKoH obmacTH Ui
NPUHSATHS MEP B PaMKaxX KOMIIETEHLIHH.

OcyIecTBIEHHE PErHOHATBHOTO IOCYapCTBEHHOIO KOHTPOIsS AOKHO obec-
Me4yuBaTh COOMIOICHHE OPraHM3aLMAMH ONTOBOM TOProOBIJIM JICKAPCTBEHHBIMH CPEl-
CTBaMH, aNTeYHBIMM OPraHW3aLMAMH, HHIWBHAYAIbHBIMH TpPEANPHHHMATENSAMH,
MMEIOIIMMH JIMLIEH3HIO Ha OCYylllecTBIeHHe (apMalleBTHYECKOH AeATeNBHOCTH, NPH
peanu3aliMM JIeKapCTBEHHBIX mnpenapatoB TpeGoBanui (delepanbHOrO 3aKOHa OT

12.04.2010 Ne 61-®3 «O6 obpaleHHH JIEKapCTBEHHBIX CPEACTB» MO NMPHMEHEHHIO
ueH Ha JXHBJIIL



Ha OCHOBAHHH BBIIIEH3NOKEHHOTO, MHHUCTEPCTBO PEKOMEHIyeT CyObekTam
PErMOHAIIBHOTO I'OCYNapCTBEHHOrO KOHTPOJA - OpraHH3aluaM ONTOBOH TOProBJIK
JNIeKApPCTBEHHBIMM CPEICTBAMH, ANTEYHBIM OPraHH3alMAM, HHAMBHIYAILHBIM MPeil-
NPUHAMATENAM, HMEIOLIMM JIMUEH3HIO Ha OCYLIECTBICHHE (hapMmaLeBTHYECKON aesi-
TeNbHOCTH, COBJIIONATH MEPbI 10 HEAOMYIEHHIO YKa3aHHbIX BbIllUe HApyLICHUH 006si-
3aTeIbHBIX TpeOOBaHUH.

PeKkOMEH/JaIUH 1O HeIOMYILEHUIO HapylIeHHH 00A3aTe/IbHbIX TpeGoBaHUi:

1. Tlpu opMHpPOBaHHH ONTOBOM K (WiIH) PO3HHYHOM LIEHbI HA JIEKAPCTBEHHbIC
npenapatsl, BKoueHHble B nepedens XKHBJII, ux yposeHb He IOJKEH MPEBRILIATE
cymMMy (paKTHYeCKOH OTIYCKHOH LEHBI, YCTAHOBJICHHOH MNPOM3BOAMTENEM JIEKap-
CTBEHHBIX TPENapaToB M He MpeBbIlIAloLIeli 3aperHCTPUPOBAHHYIO MPE/CIIBHYIO OT-
MyCKHYIO LIeHYy, U pa3Mepa ONTOBOiH U (unu) po3HnuHON HanbaBKH, He NPEBBIIAIO-
KX pa3Mepa Mpe/ebHOi OnTOBOH U (WIIH) pO3HHYHOH HaN0aBKH, yCTAaHOBJICHHBIX
B AcTpaxaHcKon 00nacTH.

2. ITpoTOKO/NBI COrIaCOBaHMs LIEH JMOJIKHbI ObITh 0QOPMIICHBI B COOTBETCTBHH C
nuckMoM PesiepaibHON aHTUMOHOTIOIBHOH cnyx6s1 ot 19.12.2019 NeALY/111577/19
«O TPOTOKOJE COrIACOBAHHS LIEH MOCTABKH JIEKAPCTBEHHBIX MPENapaTos, BKIIOYCH-
HBIX B IIepeyeHb KU3HEHHO HeOOXOMMMBIX M BOXKHEHIIMX JIEKAPCTBEHHBIX Nperapa-
toB» (nocraHosnenue [IpaButenscta Poccuiickoi ®epepaumu ot 16.12.2019
No 1683 «O BHeceHWM W3MEHEeHHMii B HekoTopble akThl [IpaBuTenncTBa PoccHiCKOM
(deiepallii B YaCTH rOCYIAPCTBEHHON PErMCTPALiK W MEPEPErHCTpaliy Mpeacib-
HBIX OTIYCKHBIX LIEH Ha JIEKApCTBEHHbIE MPEnaparhl, BKIIOYEHHBIC B NIEPEICHD K3
HEHHO HEeOOXOMMBIX ¥ BaXKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToBy).



