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[MPABUTEJILCTBO MOCKBBI
JAENAPTAMEHT 3JIPABOOXPAHEHMSI TOPOJIA MOCKBBI

NMIPUKA3

08 08 20/7 | N 559

006 yrBepxnenuu Ilepeunei
00s13aTe/IbHbIX TPEeOOBaHHH

¥ IPaBOBbIX AKTOB, COAEPMKALIHUX
obs13aTeNbHbIEe TPeOOBAHHS,

K MPUMEHEHMIO LIeH Ha JKH3HEHHO
HeOoOXOAHMble U BasKHelIHe |
JieKapCTBeHHbIE NMpenaparbl

- Cornacio Ilepeunto mnopyuyenuit Ilpesunmenta Poccuiickoit Penepaiuu
B.BIlyruHa ot 5 gekabps 2016 r. Ne IIp-2346 mno peanusauuu Ilocnanus
Ipesunenta Poccuiickoit ®enepaunn denepansHomy Cobpanuio Poccutickoil
depepauuy ot 1 nexabpst 2016 r. (mynktsl «1-r» 1 «1-m» Ilepeuns nopydenwuit),
B COOTBETCTBHH C pasfeiioM 2 «PackpriTie 00s3aTenbHbIX TPEOOBAHUHM, ABIISIOLIMXCSA
NpeaMETOM TOCYAapCTBEHHOTO KOHTpOJs (Hana3opa)» «JlopokHOH KapTel» (IiaHa
MepONpPUATH) 110 BHEJPEHHIO B ropoae Mockse 1ieneBoil Moaenu «OcylecTBIeHHEe
KOHTPOJIBHO-HAJ30PHOM  NeATENbHOCTH», YTBEDXKIEHHOM  Mdpom  Mocksl
C.C.CobsnunpiM 16 deBpans 2017 1., MeToauyeckuM peKOMEHAAMAM I10
COCTaBJIEHHIO TEpeyHs TPAaBOBBIX AKTOB M MX OTAENBHBIX 4YacTed (IOJIOXKeHHit),
colepKallux o0s3aTenbHble TpeboBaHUsA, COONIOAEHHE KOTOPBIX -OLIEHUBACTCH
Opv TPOBEJEHUH MEpONpUITHII 1O KOHTPOMO B paMKax OTAEJIBHOrO BHAA
roCy1apCTBEHHOTO KOHTpons (Hamzopa) (BMecte ¢ THNOBOH (GopMoil mnepedns
NpaBOBBIX AKTOB, COAEpXaIlMX oOs3aTenpHble TpeOoBaHUs, COOMIOAEHNE KOTOPBIX
OLEHMBAETCA TIPU MPOBENEHWH MEPONPUSTUI 110 KOHTPONIO), YTBEPXKIEHHBIM
NPOTOKOJIOM  3acelaHus IIpaBUTENbCTBEHHOM  KOMHCCHM [0  MPOBEACHMIO
agMUHUCTpaTuBHOM pedopmsr ot 18 aBrycra 2016 r. Ne 6 u macnopToMm
npuopuTeTHOro  mnpoekra  «CucremaTH3auus, . COKpalleHHMe  KOIu4uecTsa "
M aKTyanusauus oOs3aTelNbHBIX TpeOOBaHMI», YTBEPKIEHHBIM IIPOTOKOJIOM
3acelaHus TIPOEKTHOrO KOMHTETa 110 OCHOBHOMY HalIPaBIEHUIO CTPATEIHYECKOro
pa3BuTusi Poccuiickon ®enepamyn  «PeopMa KOHTPONBHOM WM  Ham30pHOH
nestensHocTH» OT 27 suBaps 2017 r. Ne 5, IPUKA3BIBAIO: '

1. YTBepauTh: _
1.1. Tlepeuenp 00si3aTenbHBIX - TpeOOBaHHM, COOIMIONEHME  KOTOPHIX
OLIEHUBAETCS IIPH TPOBENEHUH MEPOIPUATHH 1O KOHTPOIIO NpPH OCYLIECTBICHUH



PETMOHANBHOTO rOCyIapCTBEHHOTO KOHTPOJISI 3a IIPUMEHEHUEM
LOeH Ha JIeKapCTBEHHBIX IMpenapaThl, BKIIOYEHHbIE B TepeYeHb KU3HEHHO
HEOOXOIMMBIX M BaXHEWIIMX IJIeKapCTBEHHbIX npenapaToB (manee — IlepeueHs
o0g3aTesbHBIX TpeGoBaHMi) (Tpunoxenwue 1). /

1.2. TlepeuyeHp TpPaBOBBIX aKTOB M WX OTHENBHBIX YacTei (IIOIOXEHUH),
comepxalux — obs3aTenbHbIE TpeOOBaHMSA, COONIOAEHHE KOTOPHIX OLEHUBAETCS
IpH TIPOBEACHUY MEPONPHUATUH N0 KOHTPOIIO IPHU OCYIIECTBICHUN PETHOHAIBHOIO
rOCYAapCTBEHHOIO KOHTPOJISA 3a NPHMMEHEHMEM LIeH Ha JIeKapCTBEHHBIX Mpernaparsl,
BKJTIOUEHHbIE B NEPEYEHb )KU3HEHHO HEOOXOMUMBIX M Ba)XHEHMIIMX JeKapCTBEHHBIX'
npenapaTos (nanee — IlepeueHs NpaBOBEIX aKTORB) (NPUIOKEHHE 2).

2. Hawanenuky VYmnpaBneHus JAenaMd UM KOOPAMHALMM  JESATEIBHOCTH
HenapramenTta 3apaBooxpaHenus ropona Mockssi E.JI. HukoHoBy pasmecTuTs
Hepeuens  oOs3aTensHbIX  TpebGoBaHMii W IlepeyeHb  IPaBOBEIX  aKTOB
Ha opuuManbHOM caiite JlemaprameHTa B cetu «VIHTEpHET.

3. KonTponp 3a HCHONHEHHEM HACTOSLIETO MNpPHKa3a  BO3JIOXKHUTH
Ha 3aMECTMTENs pykoBoauTes JlenapraMeHTa 3ApaBOOXpaHEHHs ropojga MoCKBBI
A.B. CrapmiunHuna.

Mmunncrp IlpaBurtenserBa MockBbl,

pykoBoauTean denapramenra _
3ApaBooOXpaHeHus ropoaa MockBbl - AN, Xpunyn



Ilpunoxenue 1
K npuKa3y JlenapramMeHTa
3paBOOXpaHEHNs ropojia MOCKBHI

or OX OR 2O/ Ne 559

Ilepeyenr o0s13aTeIbHBIX TPEGOBAHMIA,
co0JII0AeHHE KOTOPBIX OLEHHBAETCS NPH NPOBeACHHH MEPONPUATHI 10 KOHTPOJIIO
NIPH OCYIIeCTBIEHHH PErHOHAILHOI0 TOCYA2PCTBEHHOI0 KOHTPOJIA 32
NpUMEHEHHEM LeH Ha JIeKapCTBEHHbIX MpeNnapaThl, BKJIKYEHHbIE B NIepeYeHkb
’KM3HEHHO He00XOAHUMBIX H BaXHEHIINX JIEKAPCTBEHHDBIX NIPENapaToB

Ykazanne Ha HOpMaTHBHbIE
axKThl, COOJIIO/IEHNE KOTOPHIX
‘ OLICHUBAETCS NPH NTPOBEACHUM

‘ MEpONPHUATHUIH IT0 KOHTPOITIO

HanMeHoBaHue oO0s3aTeNbHBIX TpeOOBaHMIA

1 |Cobmonenne npaBusl GOPMUPOBAHUA POIHUYHBIX
OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MpPENaparsi,

denepanbHblid 3aKOH OT
12.04.2010 Ne 61-®3 «0O6

BKJIIOUEHHEIE B nepedYeHb )KM3HEHHO | 0OpaleHUH NeKapCTBEHHBIX
HEOOXOIMMBIX M BaXHEHIUMX JIEKAPCTBEHHBIX CPEICTB»
NIpenaparos, cy6beKTamMu oOpalueHus (4. 2 cT. 63)
JIEKapCTBEHHBIX CPEACTB, OCYLIECTBISIOMUMU

PO3HUYHYIO TOPIOBIIIO JIEKapCTBCHHBIMHU
nipcnaparaMu

®enepanbHBIif 3aKOH OT
12.04.2010 Ne 61-®3 «06

2 |Cobmopenue mnpasua GOPMHPOBAHUA ONTOBBIX
OTITYCKHBEIX 1LI€H Ha JIEKAPCTBEHHBIE TperapaThl,
BKJIFOUEHHBIE B

AepeyeHb JKU3HCHHO | 0OpalueHnH JIEKapCTBEHHBIX
|HEOOXOIUMBIX M BaXHEHIINX JEKapCTBEHHBIX CPENCTBY
Npenaparos, cybbnekraMu oOpatieHus (4. 2 c1. 63)
NIEKapCTBEHHBIX CPEACTB, OCYIIECTRIAIOIINMU
OTITOBYIO TOPTOBJIIO JIEeKapCTBEHHBIMHU
npenaparaMmu

3 |PasmeumieHHne B  anTeyHBIX OopraHvsanmsax B
,IIOCTYHHOﬁ JJIA CBCIACHUA BCEX

denepanbHBIA 3aKOH OT
12.04.2010 Ne 61-®3 «O6

| ICKApCTBCHHBIC

3aMHTEPECOBAHHBIX JIULL POpME U OOHOBNIEHHUE 1O
Mepe ony0nuKoBaHUS UHpOpMaLIH 0
3apETUCTPUPOBAHHON MIPEAENBHON  OTHYCKHOM
1LIeHE Ha JI€KapCTBEHHBIC Ipenaparsl,
BK/IIOYEHHbIE B  nepeueHs JKHBJIII, 06
YCTaHOBJIEHHBIX B  cyOvekTte  Poccuiickoii
denepauuyd  pa3Mepe TNPEACHbHON  ONTOBOM
HagbaBku M (MIM) pasMepe  TIpedeNbHOM
PO3HWYHOM  Haxb0aBKM K  YCTAHOBJIEHHBIM
NIPOU3BOJMTENSIMU  JIEKAPCTBEHHBIX TIPENapaToB
dakTHIECKUM OTITYCKHBIM HeHaM Ha
npenaparbl, BKJIIOYEHHBIE B

00pallleHUH JTEKAPCTBCHHBIX
CPEICTBY
(4. 3 cT. 63)




B

nepeyens JKHBJII, 1 o cymme daxrmueckoit
OTITYCKHOM LICHB, YCTaHOBJICHHOM
NPOU3BOAMTENEM JIEKAPCTBEHHBIX NpENapaToB W
He NpeBBIatoLL e 3aperucTpUpPOBaHHON
NpeneabHol  OTIYCKHOM UEHB, ©  pa3Mepa
ONTOBON HafbaBKM M (WIM) pa3Mepa PO3HHYHOM
Han0aBKM, HE TMPEBBIAIOIINX COOTBETCTBEHHO
pasmepa NpefenbHON OonToBO#i HaabaBKyu M (MJIH)
pasMepa MOpeJenbHOH PO3HWYHOM HanOaBKH,

YCTaHOBJIEHHBIX B  cyObekTe  Poccuiickoif

denepauuun

Cobnroaenue 3anpera Ha  peagu3auuio denepanbHBIA 3aK0H OT
JIEKapCTBEHHBIX IIpenaparoB, BKJIIOYECHHBIX B 12.04.2010 Ne 61-®3 «0O6
nepeyeHb XKU3HEHHO HeoOXOIUMBIX | oOpaleHnu JeKapCTBEHHBIX
Ba)KHENIUMX JIEKADCTBEHHBIX IpenapaToB, He CPEICTB»
OPOMIEJIINX IOCYNApCTBEHHYIO  PETUCTPALIUIO (4. 4 c1. 61)
NPENENbHBIX OTIYCKHBIX LIEH MPOU3BOIUTEINS

Cobnoaenue TpeOOBaHMM K HAJTMYMIO ¥ NOPSAKY IlocranoBneHue

oopMiIeHHs TPOTOKOJIOB COrNacoBaHUs IeH
NIOCTaBKH JIEKapCTBEHHBIX IpenaparTos,
BKJIIOYEHHBIX B riepeueHb XHU3HEHHO
HEOOXONUMBIX Y BaXXHEHIIMX JIEKapCTBEHHBIX
TPETIapaToB, a TAKOKE JOCTOBEPHOCTH M TMOJHOTHI
cojiep>kauieiicss B HIX MHGopMaluu

IIpaBurenscrBa PO or
29.10.2010 Ne 865

«O rocyapCTBEHHOM

PEryJUpOBaHUHU LIEH Ha
JIEKapCTBEHHBIE MTpenaparel,

BKJIIOYEHHBIE B EPEUCHD
JKU3HEHHO HEOOXOAMMBIX U
BROXHEHIINX JTE€KaPCTBEHHBIX
IIpenapaToB»

HavyanbHUK YnpasJjieHust
110 KOHTPOJIIO 32 NPHMEHeHHeM

LeH HA JIeKAPpCTBeHHbIE NpenapaTtbl E.JI. Xpucrenko



IIpunoxxenue 2
K npukasy JlenaprameHTa
3paBOOXpaHEHus ropoia MoCKBEI

or OX O8O Ne 2559

Ilepeyennr NMpPaBOBBIX AKTOB H MX OTAEJbHBIX YacTeil (M0J0XKeHMiT),
coaepsKallMX 00s93aTe/ibHbIe TPeOGoBaHHus, cO0/II0eHHE KOTOPLIX OUEHHBAETCHA NPH
HpOBeJCHHH MEPONPHSATHII N0 KOHTPOJIO NPH OCYIIECTBIEHHH PErHOHAIbLHOI0
rocyAapCcTBEHHOI0 KOHTPO/IS 32 NPHMEHEeHHeM LeH Ha JIEKAPCTBEHHbIX
npenaparbl, BKJII0YeHHbIE B NlepPeueHb )KH3HEHHO HEOOXOAHUMbIX H BaXKHEHIINX
JIEKapPCTBEHHBIX NPeNapaToB

Paznen 1. ®enepanbHble 3aKOHEBI

Ne  |HaumeHoBaHue Kpatkoe onucanue kpyra Yka3anue Ha
1 PEKBU3HUTHl aKTa WL ¥ (M) IepeyHs CTPYKTYPHBIE €AVIHHIIBI
00BEKTOB, B OTHOIICHHH aKkra, cobnoaeHmne

KOTOPBIX YCTAHABIMBAIOTCA | KOTOPBIX OLIEHUBAETCS
obs3aTenbHble TpeOOBaHUSA | NPU MPOBEICHUM
MEpOIIPUATHI

110 KOHTPOJIIO

1 | ®enepanbHbIit 3aK0H Opranuzauuy onToBOM CT. 63 (u. 2, 3),
ot 12.04.2010 Ne 61-®3 |Toprosnu u (win) anteunsie |cr.61 (u. 4)
«O6 obpaiueHnH OpraHu3alivy,

JIEKapCTBEHHBIX UHAUBUIYaIbHBIC
CPEICTBY TIpe ATIPUHUMATEIH,

HMEIOLINE JIMIECH3HIO

Ha (apMaleBTHYECKYIO

JEATEILHOCTS,
OCYHIECTRISIOUINE

peain3alrIo TEKapCTBEHHBIX
MPEeNapaToB, BKIKOYEHHBIX

B NIEPEUYEHb KUZHEHHO
HEOOXOUMEBIX 1 BaXKHEHIINX

| TeKapCTBEHHBIX TIPENapaTos




Pasnen II. HopmaTuBHBIE npaBoBhle akThl (elepadbHBIX OPraHOB MCIOMHHUTENBHOMN
BJIACTH M HOPMATHUBHBIE OKYMEHTHI QEeAepalbHBIX OPraHOB HCTIOTHUTEIBHOM BIACTU

Ne |HaumeHoBaHue Ceenenns Kpatkoe omnucanme xkpyra|YkasaHue
JOKYMEHTa 06 v v (WIM)  TepeydHs |Ha
(060o3HaueHME) YTBEPXKICHUM |OOBEKTOB, B  OTHOLICHWH |CTPYKTYPHbIE

KOTOPHIX YCTaHaBIMBAIOTCA | €AMHULBI aKTa,
obs3aTenbpHbIe TpEOOBaHUS | COOMOACHHE
KOTOPBIX
OLIEHMBaETCA
pH
NIPOBEACHHUH
MEPONPUITUI
10 KOHTPOJTIO
1 |10 ITocranosnenue | Opranu3zauny ONTOBOM
rocynapcTBeHHoM |IIpaBuTenscTBa | TOProBiaM U (UIM) anTEUHEIE
perynuposaivu | P® OpraHM3alny,
1LIEH Ha 01 29.11.2010 |MBHAMBHIYaNbHBIC
nexapcrBeHHble | Ne 865 NPEANTPUHAMATEIH,
npenaparsi, UMEIOLIME JHIICH3HIO
BKIITOYEHHbIE Ha QapMaleBTHYECKYIO
B [IEPEYEHD IOEATENBHOCTD,
XU3HEHHO OCYUIECTBIISIONINE
HEOOXOAMMEBIX peau3aliyio JTeKapCTBEHHBIX
¥ BaKHEHIIMX IIPEnapaToB, BKIIOYEHHBIX
JIEKApCTBEHHBIX B [IEPEYEHB KU3HEHHO
npenaparon HEOOXOAUMBIX M BaXKHEHUIIX
JIEKapCTBEHHBIX NPENapaToB

2 |O6 ycranosnenuu |Ilocranopnenune | OpraHusaiidy ONToBOH
npeneIbHbBIX IlpaBuTenscTBa |TOProBIU M (WIM) anTeYHBIS
pa3mMepoB Mocksbi OpraHu3allvy,

TOPrOBBIX or 24.02.2010 |uHIMBUIYANEHEIE

Han6aBok K uenam |Ne 163-T111 [IpeIPUHIMATENH,

Ha JIEKapCTBEHHBIE MMEIOLIUE JIULIEH3UIO

npenaparsl Ha QapMalleBTHYECKYIO
JE€ATENbHOCTD,
OCYIIECTBISIONINE
peanu3anuio JeKapCTBEHHBIX
TIpENapaToB, BKIIOUSHHBIX
B IIEpEYEHb KU3HEHHO
HEOOXOIMMBIX ¥ BOKHEHIITNX
JICKapCTBEHHBIX MpenapaToB

Havaneauk Ynpasnenus
M0 KOHTPOJIIO 32 IPUMEHEeHHeM
LEH HA JIEKapCTBeHHbIe MpenapaTthl

N

~

E.JI. Xpucrenko




