[Mpunoxenne 10

K IIPUKa3y MUHHCTEPCTBA 31PaBOOXPAHCHHUS
Hwxeropozckoii o6macti

ot «25» despainst 2022 roma Ne 315-213/2211/oxn

OneHOYHBIH JUCT
1715 IPOBEIEHUsI OIEHKHU COOTBETCTBHS JIMIEH3HOHHBIM TPeOOBaAHUAM
NpH ocyllecTBIeHUH (apMalleBTHYECKOI eI TeJIbHOCTH

1. ®opma mpoBOAMMON OLIEHKHM COOTBETCTBUS COMCKATENs JIMLEH3UU WIM JIHIIEH3HaTa
JUIEH3UOHHBIM TpeOOBaHUAM™, pETrUCTPAllMOHHBIA HOMEp M JaTa pErUCTpalMy 3asBICHHUS O
MIPEIOCTABIICHUY JINLIEH3UH (O BHECEHUU U3MEHEHUI B PEeCTp JHUILICH3MIN):

2. Ilomnoe u (B cilydae, eclidi UMEETCS) COKpAIIEHHOE HAaWMEHOBAHHE, OpPraHU3AI[OHHO-
npaBoBas (popMa IOPUIMYECKOTO JIMIA, aapec ero MecTa HaXOXKJICHHs, OCHOBHOH TrocynapCTBEHHBIN
perucTpanoHHbi HoMep opuandeckoro numa (OI'PH), damunus, ums, oTdecTBO (IPH €ro HAJTHYHH)
WHIUBUIYAITBHOTO TIPEIITPHHUMATEIS, aJpeC MECTa KUTEIbCTBA, OCHOBHOM roCy1apCTBECHHBIN
pErUCTpalMOHHBIN HOMEp UHAUBHIyalbHOTO npeanpunumatens (O PHUII):

3. Anpec (ampeca) MECT OCYILIECTBICHHS JTUIIEH3UPYEMOTO BHIA JESITEIbHOCTH:

4.  Mecrto (MecTa) NpOBENEHUS OLIEHKHM COOTBETCTBHS JIMLEH3UOHHBIM TPEeOOBaHUSIM C
3aI10JIHEHUEM OLIEHOYHOTI'O JIUCTA:

5. Ilpuxaz mwuHHCTEpCTBa 3apaBooxpaHeHHs Huxeropoickoil o0macTu O MPOBEACHUU
OLIEHKH COOTBETCTBHUS JTUIICH3UOHHBIM TPEOOBAHUSAM:

6.  JlomkHOCTb, hamMHITHs, OTYECTBO (IIPH €r0 HAIMYMHN) JTOJHKHOCTHOTO JIMIIA MUHHCTEPCTBA
3npaBooxpaHeHuss Huxeropogckoir 001acTH, MPOBOASALIETO OLEHKY COOTBETCTBHS JIULEH3MOHHBIM
TpeOOBaHUSAM U 3aIOJHSIOLIETO OLEHOYHBIH JIUCT:

7. IlepeueHb  KOHTPOJBHBIX  BOINPOCOB,  CBHUJETEIbCTBYIOIIMX O  COOTBETCTBUH
(HECOOTBETCTBUHU) COUCKATENS JIMLEH3UN (JINLIEH3MAaTa) TULEH3MOHHBIM TPEOOBAHUSAM:

KoHnTpossHbIe BOIIPOCHI, | PEKBH3UTH HOPMATHBHEBIX OTBeTHI Ha IMosicHeHUS
coiepKaliie MPaBOBBIX aKTOB (C yKa3aHHEM KOHTPOJILHBIE BOPOCHI
JIMTIEH3UOHHBIE TPEOOBAHHS CTPYKTYPHBIX €IHHUII), KOTOPBIMH Ha | Her |He

YCTaHOBJICHBI JINIIEH3HOHHBIE TpHMEHsTE

TpeOoBaHUs TCS

1 [Umerorcs B Hammuuu|[loanmyHKT «a» myHKTa 4, MOMIMYHKTA
MOMEIIEeHUs, NpHUHAIekKamue|«a» mnyHkTa 5  [lomoxenus o

COMCKATEII0 JIUIEH3WH |TUIEH3UPOBAaHUN (papMareBTHIEeCKOH
(ymneH3uary) Ha [IpaBe | JEeSTEIBHOCTH, YTBEPKIEHHOTO
COOCTBEHHOCTH  WIHM  WHOM|MOCTaHOBIeHHEM llpaButensctBa PO
3aKOHHOM ocHoBaHuH,|oT 22.12.2011 Ne 1081 (mamee —

HeoOxoauMble ISl BhITOTHEeHMsI | [Tosio)keHre O TUIIEH3UPOBAHUH )
pabotr (ychyr), COCTaBJISFOIINX
(hapMaleBTHYECKYIO
JIeATENHLHOCTE?

2 |CootBercTByeT 11 TNoMelieHue,| IIoamyHKT «a» myHKTa 4, HOAITyHKT
YKa3aHHO€ B IIYHKTE 1,| «a» myHkra 5 IlonoxxeHus o
YCTaHOBJICHHBIM TpeOOBaHHUSIM? | JINIIEH3UPOBAHHUHU

3 |Umeercs mm B Hammunu| [ToAmyHKT «a» MyHKTa 4, HOAITYHKT




000pyI0BaHUE, MPUHAJICKAIICE

COMCKATEIIIO JIUIEH3UU
(nureHsuary) Ha npase
COOCTBEHHOCTH  HJIH  HHOM
3aKOHHOM OCHOBaHMH,

HEeoOXonuMoe Uil BBITIOJHEHHUS
pabot (yciyr), COCTaBISIOMINX
(hapMareBTHYECKYTO
IEATENBHOCTE?

«a» nyHkra 5 Tlonoxenus o
JIMUEH3UPOBAHUU

m
yYKa3aHHOE B
YCTaHOBJICHHBIM

CooTBeTcTBYET
obopynoBaHnue,
MyHKTE 3,
TpeboBaHuUsIM?

IMoamyHKT «a» myHKTA 4,
MOJITYHKT «a» ITyHKTa 5
[NonoxxeHns o TNIEH3UPOBAHUH

NmeroTcst 1y  couckarens
auueH3un  (JIMieH3uara)
MEIUITHCKOMN OpraHu3aluu
JULEH3Us Ha OCYIIECTBICHUE
MEAUIUHCKOHN eATeIbHOCTH?

[MoamyHKT «0» MyHKTa 4,
MIOJIITYHKT «0» ITyHKTa 5
ITonoxeHus o TMLEH3UPOBAHUU

WUmeercs B Hamuuu  y
PYKOBOIIUTEIS OpTraHH3aIuN
JUIeH3uaTa (comckarens
JUINCH3WH) (32 HCKIIOYECHUEM
MEIWUIIUHCKUX  OpTaHHU3aluii),
JIeSTeTTHHOCTD KOTOPOTO
HETIOCPEACTBEHHO CBf3aHAa C
PO3HUYHOMI TOProBJeH
JICKapCTBEHHBIMH TIperiapaTamMu,
UX  OTIYCKOM,  XpaHCHHEM,
MIePEBO3KOI U U3TOTOBIICHUEM
BBICIIEr0  (papMarieBTHUECKOro
oOpa3zoBaHus M CcTaxka pabOThI
IO CTICIIAIbHOCTH HEe MeHee 3-X
ner?

A03a11 BTOpOH MOJITYHKTa «B)
NyHKTa 4,

a03a1] BTOPO# MOITYHKTA «I»
MyHKTa 5

[NonoxxeHns o TNIEH3UPOBAHUA

Vmeercss B HaMM4uM y JIUIA,
yKa3aHHOTO B IIyHKTe O,
cpenHero  (apMareBTHYECKOTO
o0pa3oBaHUsI W CTaxa pPabOTHI
[0 CHELUAJIBHOCTU HE MeHee 5-
TH net?

A03a11 BTOpOii IOJITYHKTA «BY
MyHKTa 4,

a03a1] BTOPO# MOITYHKTa «H»
MyHKTa 5

ITonoxenus o JIMLEH3UPOBAHUU

HNmeercss B Hanmumuun Yy Juana,
yKa3aHHOTO B  IIyHKTe 0,
cepTudukar cnenyranucra?

A03a11 BTOpOH MOITYHKTa «BY
IyHKTa 4,

a63a1 BTOPOH MOATTYHKTA «H»
IIyHKTa 5

ITonoxenus o JIMLEH3UPOBAHUU

Wmeercst 11 y UHIUBUAYATHHOTO
npeAnpUHIMATES
coucKares
(nmuueH3uara),
(apmarieBTHIECKOE
o0Opa3oBaHHe U CTaX pabOTHI MO
CHEeNHaNnbHOCTH HE MeHee 3-X
net?

JIMIICH3UHU
BBICHICEC

A03a11 BTOpOif IOJITYHKTA «T»
MyHKTa 4,

a03ar] BTOpPOH MOJITYHKTa «K»
MyHKTa 5

[Nonoxxenns o INIEH3UPOBAHUN
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MMmeercs 11 y MTHIUBUIyAJIbHOTO
NPEATPUHUMATEIS
coucKares
(nmmueH3uara),
(hapmareBTHUECKOE
00pa3oBaHKe U CTaX PabOTHI MO
CHCHHANEHOCTH HE MEHee S5-TH
ner?

JIMLIEH3UH
cpenHee

A63a11 BTOpOH HOIITYHKTA «T»
ITyHKTA 4,

a03a1] BTOPOM MOJITYHKTA «K»
NyHKTa 5

ITonoxenus o JIMLEH3UPOBAHUU

11

HNmeercs mu Y UHAUBUAYAJIBHOTO

HpeAnpuHUMATEs —
couckaresst JMLEH3UN
(ymieHsuara), cepTuduKar

CHELUAJINCTA WU IPOHIEHHYIO
AKKPETUTAIIIO?

A03a11 BTOpOH MOJITYHKTA «I»
MyHKTa 4,

a03ar] BTOpPOH MOJITYHKTA «K»
MyHKTa 5

ITonoxenus o IMLUEH3UPOBAHUU
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3aKJIOYeHbl JIM  COMCKaTeleM
JULIEH3UU (JrueH3uaTom)
TPYIIOBBIE JIOTOBOPBI c
paboTHHKaMH, JeSITEIIbHOCTD
KOTOPBIX HETIOCPEICTBEHHO

CBsI3aHa C PO3HUYHOU TOProBiei
JIEKapCTBEHHBIMU IIpenaparaMu,
UX OTIYCKOM, XpaHEHUEM U

A03aI1 IepBbIil MOAMYHKTA «I»
nyHkTa 4

a03aIl IepBbIi TOITYHKTA «JD»
ITyHKTa 5

ITonoxenus o TUUEH3UPOBAHUH

W3TOTOBJICHHEM ?

13 |dns ocymiecTBieHH:| AG3a1 BTOPOH MOAITYHKTA «II»
(hapmarieBTHIECKOH yHKTa 4
JIeSTeTFHOCTH B cdepe| ab3a1] BTOPOH MOAIYHKTA «ID»
oOpareHus JICKapCTBEHHBIX | MyHKTa 5
cpeactB i MeauuuHCKoro| [TojoskeHus o IMIIEH3UpOBaHUH

NpUMEHEeHUs1 (32 HCKIIOYCHUEM
000COOJIEHHBIX MOApa3/IeeHIH
MEIUIUHCKUX OpraHu3alui): -
UMEIOT JIM YKa3aHHBIC B ITYHKTE
12 pabGOTHUKM BBICIIEE WIIH
cpenHee (bapmaneBTHICCKOE
obpasoBanme?

14

Wmeror 1m  yKka3aHHBIE B
myHKTaX 12 m 13 paboTHHKH
MPOHACHHYIO AKKPEIUTALNIO
CTHEIUAINCTa WM CEepTU(HKAT
crenuanucTa’?

A03a11 BTOpO# IOITYHKTA «I»
nyHkTa 4

a03a1 BTOPOH IMOAITYHKTA <«J1»
MyHKTa 5

ITonoxeHus o JIMLIEH3UPOBAHUU

15 |[lnsa ocylIecTBIeHHs | AO3all TPETUH MOAIYHKTA «J»
(hapmarieBTHYCCKOU MyHKTa 4
JIeSITeIbHOCTH B cdepe| ab3ar TpETHI MOIIMYHKTA «D»
oOparteHus JICKapCTBEHHBIX | TyHKTa 5
cpencts g MeauuuHCKoro| ITonoskeHus o TUIEeH3UPOBaHUH
TMPUMEHEHHAST B 000COOJICHHBIX
MOApa3eICHUHT  MEANITMHCKUX
OopraHu3aluii:
- UMEIOT M YyKa3aHHBIE B
MIyHKTE 12 paboTHHUKH
o0pazoBaHue, Jafoliee MpaBo Ha
OCYILIECTBJICHHE  MEIULIMHCKOMN
IEeATENLHOCTH?
16 | s ocymecTByIeHus| AG3a1 TpeTH MOIITYHKTA «1»
(hapmareBTHUECKOMN nyHkTa 4
JIeSITENIBHOCTH B cepe| ab3ar TpeTuil MOAMYHKTA «JI»
oOpartieHus JIEKapCTBEHHBIX | yHKTa 5
cpencts g MeauuuHCKoro| [TomoskeHus o TUIeH3UPOBaHUH
MPUMEHEHHAST B 000COOJICHHBIX
MOApa3/IeNICHNH  MEANIIMHCKUX
OopraHu3aluii:
- UMEIT JIM YyKa3aHHBIE B
MIyHKTE 12 paboTHHUKH
JIOTIOJTHUTENBHOE
npodeccruoHaIbHOE
obpazoBanue B 4acTH
PO3HUYHOMI TOPIOBJIA

JIEKapCTBEHHBIMH IpenapaTaMu’?

17

HNmerorcss 1M B HaJIUYUU
paboTHUKH, YKa3aHHbIE B
MyHKTax 6 - 16 ?

A03ar11 TepBEIi MOAMYHKTA «I»
ITyHKTa 4

a03ar] epBbId MOITYHKTA <«
MyHKTa 5

[TosoxkeHus o TMIEH3UPOBAHUU
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ColOmogaer 1M JIMLIEH3UAT
anTedHas opraHuzauus 6o
WHJIMBHUYyaJIbHbIH
HpeANpUHUMATENb,
OCYILECTBIIIIONIMNA  PO3ZHUYHYIO
TOPTOBIIIO JIEKapCTBECHHBIMU
npernaparamMmu TUTst
MEIUIMHCKOTO MPUMEHEHHS:

- IpaBuIIa HaJJIexalen
anTevyHon [IPaKTUKH

JIEKapCTBEHHBIX NPEMapaToB IS
MEAUIIMHCKOTO MPUMEHEHUs?

A03a11 BTOpOH MOJITYHKTA «I»
myHkra 5 [lonoxenus o
JIULIEH3UPOBAHUH,

IIpuka3z Munzapasa PO ot
31.08.2016 Ne 6471 «O0
yTBepxaeHuH [IpaBun Hagiexamen
anTeYHOHN NMPAKTHKH JEKAPCTBEHHBIX
IIPEnapaToB Il MEIULIMHCKOTO
npuMeHeHus (nanee — [Ipuxas
Munszapasa PO Ne 647h)
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CobOmromaeT U JHICH3UAT,
yKa3zaHHBIE B  myHKTe 1§,
npaBwia HaJUIeKaIleH IpaKTHKN
XpaHeHHs u HIepEBO3KU
JIEKapCTBEHHBIX NPENapaToB JUls
MEIUIMHCKOTO MPUMEHEHHS?

A03a11 BTOpOH MOJITYHKTA «I»
nyHkra 5 ITonoxeHus o
JIMLEH3UPOBAHNH,

IIpuka3z Munzapasa PO ot
31.08.2016 Ne 6461 «O06
yrBepxkaeHuu [Ipasun Hamexalen
MIPAKTHKH XPAaHEHUSA U MEPEBO3KU
JIEKapCTBEHHBIX IPENapaToB A
MEIUIIMHCKOTO IIPUMEHEHHS (Jaee
— IMpukaz Munsnpasa PO Ne 646H)
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CoOmomaer 1M JMIEH3MAT,
YKa3aHHbIA B  OyHKTe 18,
IpaBmiIa OTITyCKa

JIEKapCTBEHHBIX IpenapaToB s
MEIUIIMHCKOTO MPUMEHEHUS?

A03a11 BTOpOii OIITYHKTA «T»
nyHkTa 5 [TonoxeHus o
JIMIEH3NPOBaHNH,

IIpuka3z Munzgpasa PO ot
11.07.2017 Ne 10931 IIOITPABUTD
«O6 yrBepxaenuu IIpaBui ormycka
JIEKapCTBEHHBIX IperapaToB At
MEIULUHCKOTO IPUMEHEHUS, B TOM
YHCIIe IMMYHOOHOIOTHIECKUX
JIEKapCTBCHHBIX MIPEIApaToB,
anTeYHBIMH OPTaHNU3AIHAMH,
WHIUBHUyaTbHBIMH
TIPEATIPUHIMATEISIMU, UMEIOIIIMH
JIMIEH3HIO Ha (hapManeBTHIECCKYTO
nesTeNbHOCThY (nanee — [lpukas
Mumnszapasa PO Ne 403h)
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CobOmroaeTr  1Id  JHICH3UAT,
yKa3aHHBIH B  myHKTe 18§,
TpeGoBaHUS 4acTu 7 cTaThu 67
3axoHa Ne61-03?

A63a1 BTOpOH HOIITYHKTA «T»
nyHkTa 5 Ilonoxenus o
JIMLIEH3UPOBAHMH,

yacTh 7 ctathu 67 3akoHa Ne61-D3,
Pazmen VI “Ilopsmox BHeceHHS
nHpopmManmm O  JIEKapCTBEHHBIX
npenaparax B CHCTEMY MOHHTOPHHTa
cyObeKTaMu oOparmeHus
JIEKapCTBEHHBIX CPEJICTB C €€ COCTaB
[Nonoxxenus o cucreMe MOHHTOPHHTA

JBUKCHUS JIEKapCTBEHHBIX
penaparoB il MEJULHUHCKOIO
IIPUMEHEHUS, YTBEPKIAEHHOTO

nocraHosieHueM Ilpasutensctea PO
ot 14.12.2018 Ne 1556

22

CoOnromaer M JIMICH3UAT -
METUITMHCKAS opraHu3aIusl,
TpeOOBaHUs YacTU 7 craThu 67
3akona Ne 61-03?

AG3a1 TpeTuil MOAITYyHKTA «T'»
nyHkra 5 ITosnoxeHus o
JUICH3UPOBAHUH,

yacTh 7 crathu 67 3akoHa Ne61-D3,
Paznen VI “Tlopsimok BHeCEHHUS
HH(POPMAIIUH O JICKAPCTBEHHBIX
mpernaparax B CHCTEMY MOHUTOPHHTA
cyOBeKTaMu oOpameHus
JIEKapCTBEHHBIX CPEACTB C €€ COCTaB»
[Tonoxenus o cucTeMe MOHUTOPHUHTA
JBIDKEHHSI JICKAPCTBCHHBIX
MpenapaToB JIJIsl MEIUITUHCKOTO
MIPUMEHCHHUS, YTBEPKIAEHHOTO
nocraHoBieHueM IIpasurenscrtea PO
ot 14.12.2018 Ne 1556
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CoOmromaeT Jad  JHICH3UAT,
OCYIIECTBIISIOIIUH XpaHeHne
JIEKAPCTBCHHBIX ~ CPEJACTB  JUIS
MEIHULUHCKOTO MPUMECHEHHUS,
npaBuia XpaHeHHsI
JIEKAPCTBEHHBIX ~ CPEJACTB  JUIS

MEIUITUTHCKOTO TIPUMEHEHUS?

AO3ary  BTOpOH  NOANMYHKTa  «3»
IIyHKTa 5 Ionoxenus 0
JIMLIEH3UPOBAHMH,

IIpunoxenne «IIpaBuna XpaHeHUs
JIEKApCTBEHHBIX CPEACTB» K MpUKa3y
MunsapaBa PO or 23.08.2010 Ne
7060 «O6 yrBepxkaenuu IlpaBumi
XpaHEHHS JIEKapCTBEHHBIX CPENICTB»
JOBABUTD 6468, 647 u

I'® IV ®apmaxomnes
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[oBbIMIAIOT M KBATU(PUKAIHIO
CHCUUAINCTBI  JIMIEH3MaTa ¢
(hapMareBTHYCCKIM
obpa3oBaHueM He pexe 1 pasa B
5 net?

IHoanmyHnkT «M» myHKkTa 5 [TonoxxeHus
0 JTHMLEH3UPOBaHHH,

IIpuxas Munsnpasa P® oT
03.08.2012 Ne 66H «0O0
yrBepkaeHun llopsaka U CpOKOB
COBEpPILECHCTBOBAHUSA MEAUIUHCKIMU
paboTHHKamMK U (hapManeBTHIECKUMHU

paboTHHKaMK  npodeccHOHaNBHBIX
3HaHUI W HAaBBIKOB IyTeM OOydYCHHS
o JOTIOTHUTEIHHBIM
po¢eCCHOHATHHBIM

00pa3oBaTEeNbHEIM IpPOTpaMMaM B
00pa3oBaTEBHBIX u HAYYIHBIX
OpTaHU3aIHIX

IToanuce JomKHOCT®B,

(bammnus, UMst, 0TUECTBO (TIPH €ro HAJIMYHHN)
JIOJDKHOCTHOTO JIMIIA, IPOBOIMBILETO POBEPKY

X 3aI10JTHUBIICTO OHGHO‘IHBII‘;I JIUCT




