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SAPETMCTPUPOBAHO
Perncrpanuonsmii o & A2

OO0 yTBep:kaeHnn GopM OLEHOYHDBIX JINCTOB,

B COOTBETCTBHH ¢ KOTOpbiMH PenepasibHoii ciryxk00ii mo Hag3opy
B cdepe 31paBoOXpaHEHHS H €¢ TEPPUTOPHAIbHBIMH OPraHaAMH
NPOBOAHUTCH OLEHKA COOTBETCTBHS COUCKATEINA JTHIEH3NH HIH

JIMIE€H3HATA JIHIEH3HOHHBIM TPEGOBAHHUSAM IPH OCYIIECTBJICHHH

hapmaneBTHYECKOI IEeITEILHOCTH

B coorBercTBuM ¢ 4acTeio 8 crartem 19! MenmepansHOro 3akoHa oT 4 Mas
2011 r. Ne 99-03 «O nuieH3WpOBaHUM OTAEHBHBIX BHIOB I€STEIBHOCTHY,
HOIIMyHKTOM «a» IyHKra 3 IlonoxeHns o nuneH3upoBaHHH (hapMalleBTHYECKOH
JOEeATCIBHOCTH, YTBEPXAEHHOro mnocrtaHoBieHueM IlpaBurtenscrBa Poccuiickoii
@epepanuu ot 31 mapra 2022 r. Ne 547 «O6 yrtBepknenuu I[lomoxeHus o
JIHICH3UPOBaHUY (apMalleBTHIECKOH eI TeIbHOCTHY, IPUKA3HIBAIO:

1. VrBepauTe npunaraeMyro (GopMy OIEHOYHOrO JIMCTa, B COOTBETCTBHHU
¢ kotopsiM DezmepanbHOM Ciyx0oi IO Ham3opy B cdepe 3apaBOOXpaHEHHS
1 €€ TEPPUTOPHAIIEHBIMU OPraHaMU IPOBOAUTCS OLIEHKA COOTBETCTBHSI COMCKATEIIS
JHLEH3NH WIH JHIEH3UaTa JIMLCH3UOHHBIM TPeOOBaHMSIM NPH OCYIIECTBICHHUH
(apmaneBTHIeCKOR  JESATENPHOCTH  OpPraHM3allisiMH  ONTOBOW  TOPIrOBIH
NeKapCTBEHHBIMH cpelcTBaMH ISt MEIUINHCKOTO IPUMEHEHHUS
(mpunoxenue Ne 1);

2. VTBepAWTh IpuiaraeMyro (GopMy OIEHOYHOIO JIUCTAa, B COOTBETCTBHH
¢ KoropeiM @emepanbHoM Ciyx60i 1O Ham3opy B cdepe 3apaBOOXpaHEHHS
U €€ TEPPUTOPHAIBHBIMU OpraHaMH IIPOBOAUTCS OLIEHKA COOTBETCTBHS COMCKATEIIS
JHMIECH3UN WM JIMIEH3WaTa JIMLEH3UOHHBIM TpeOOBaHUAM INPH OCYIIECTBICHUH
(hapMaLeBTHIECKOH e TENIbHOCTH arTeIHBIMHU OpraHU3aUIMH, -
IIOJBEIOMCTBEHHBIMA  (pellepalbHBIM  OpraHaM  HCIIOJIHHMTENBHOM  BIIACTH
(mpunoxenue Ne 2);

3. Ilpu3HaTe yTpaTHBIIMM CHUIy IprKa3z DenepaibHOM CiykOBI [0 HAZ30DY
B cepe 3mpaBoOXpaHeHHs OT 26 aBrycta 2022 r. Ne 7974 «O6 yrBepxaeHun GopMm
OLIEHOYHBIX JIHCTOB, B COOTBETCTBMH C KOTOpbIMH DenepalbHOi ciyx06o#f mo
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HaJ30py B cdepe 30paBOOXpaHEHUS U €€ TEePPHTOPHAIBHBIMH OpraHaMu
MIPOBOAUTCS OLEHKa COOTBETCTBHSI COMCKATENsA JIMUEH3UM HIN JIMICH3UaTa
JULIEH3UOHHBIM  TpeOOBaHMAM IpPH  OCYILIECTBICHHH (apMaleBTHIECKOH
HIeSTeIBHOCTH»  (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIHU Poccuiickoit
®enepauuu 21 Hos6ps 2022 1., peructpanuonHeiii Ne 71047).

4. Hacrosammuii mpukas nerictByeT fo 1 ceHTaOps 2028 r.

e

PyxoBoauTens A.B. Camotinosa




ITpunoxenue Ne 1
K npukasy PenepanbHoi CiryXObI

g;? P?} /QP}, B cq)epe 3IpaBo janemm

®opmMma

O11eHOYHBII JTUCT,

B COOTBETCTBHH C KOTOphIM PenepanbHoii ciryx00i o Hag3opy B chepe
3IpaBOOXPAHEHUS U €€ TEPPUTOPUAIbHBIMUA OpraHaMHy MPOBOIUTCS OIIeHKa
COOTBETCTBUS COMCKATEIS JIMIEH3UH HUIIH JIMIEH3UaTa JINIEH3HOHHBIM
TpeOOBaHUSAM NMPHU OCYLIECTBICHUH (apMalleBTHYECKON AeATENbHOCTH
OpraHu3alMsIMH ONTOBOI TOPrOBIH JIEKAPCTBEHHBIMU CPEACTBAMH IS
MEIULIMHCKOTO IPUMEHEHHUS

1. ®opma npoBOAUMO#t OLIEHKH COOTBETCTBHUS COMCKATEJIS JIMLCH3UH WU JIULCH3HaTa
JMHULEH3UOHHBIM TpeOOBaHMUAM, PErHCTPAllMOHHBIA HOMEpP W Jara pPerucTpalud
3asBJICHUA O NIPEOCTABICHUH JIULIEH3UH (BHECEHHE U3MEHEHHH B PEECTp JINLIEH3HIH ):

2. TlonmHoe wmu cokpalleHHoe (MpU HAIMYWM) HaUMEHOBaHHWE, OpPraHHU3aI[HOHHO-
npaBoBas ¢opMa IOPHAMYECKOrO JMLA, aApec B MpeleiaX MeCTa HaXOXKIECHHS
IOPUIMYECKOTO JIMIA, OCHOBHOW TIOCYNApCTBEHHBIA pErHCTPAlMOHHBIA HOMED
topuieckoro ymna (OI'PH):

3. Appec (agpeca) Mecta (MecT) OCYHIIECTBIEHHS JIMIEH3UPYEMOTO BHJA
e TeIbHOCTH

4. Mecto (MeCTa) MMPOBCACHHA OLICHKH COOTBCTCTBUS JIMIICH3HOHHBIM Tpe6OBaHI/I5[M C
3aIMOJIHECHHUEM OLICHOYHOTO JIUCTA.

5. PexkBU3UTBHl pelIeHHUS O TPOBEACHHH OIEHKH COOTBETCTBHS JIHLEH3HOHHEBIM
TpeOOBaHUAM, IPUHATOTO YIOJTHOMOYEHHBIM TODKHOCTHEIM JIIIoM PocanpaBHaazopa
(TeppuTOpHAIILHOTO OpraHa):

6. [omkHOCTb, (aMuIusi, MMs, OTYECTBO (IPH HAIWYHMH) HODKHOCTHOIO JIHIA
Poc3npaBHag3opa (TeppUTOPHAIILHOTO OpraHa), IPOBOASALIETO OLEHKY COOTBETCTBHS
JIUIICH3UOHHBIM TpeOOBaHUAM U 3aMOJHSAIOMIETO OIEHOYHBIH JIUCT;




7. Crcok KOHTPOJIBHBIX BOIIPOCOB, OTBETHI HA KOTOPHIC AOJIXKHBI CBUACTEJILCTBOBATH
0 COOTBCTCTBHHU (HeCOOTBeTCTBI/II/I) COMCKareyid JIMICH3WH WJIH JIUIEH3HuaTa
JIUINCH3UOHHBIM Tpe6OBaHI/I$IMI/II

Ne
n/n

CrucoK KOHTPOJIBHEIX
BOIIPOCOB, OTPAKAIOLIHX
cofiepKaHUe THLEH3HOHHBIX
TpeboBaHHit

PexBU3HTHI HOPMAaTHBHBIX
MPaBOBBIX aKTOB C
yKa3aHHeM MX CTPYKTYPHBIX
€/IMHHLL, COAePKALIMX
JIMLIEH3UOHHBIE TPeOOBaHHUA

" OTBeThl Ha BOIPOCHI O
COOTBETCTBUH
(HECOOTBETCTBHH)
JIMLIEH3HOHHBIM
TpeOOBaHHAM

Aa | HET | HECIPpUMECHHUMO

Ilpumeuanue

YTBepxIeHb! 1
pyKoBoauTENeM CyObeKTa
obpatieHus JIeKapCTBEHHBIX
CpeICTB NOKYMEHTBI
(ctannapTHble
OMEpaLOHHbIC MPOLEAYPhi
(nanee—COIln),
HMHCTPYKL{MH),
OIMUCHIBAIOLIUE EHCTBHA,
BBITOJIHAEMBIE CYOBEKTOM
obpartieHus J1eKapCTBEHHBIX
Cpe/ICTB,

H PeriaMEeHTUPYIOIIUE
HOPAIOK COBEPLICHHS
paboTHHKaMH JeHCTBHIA Py
OCYIIECTBJICHHH XPaHEHHUA
JIEKapCTBEHHbIX CPEACTB,
HOPsIOK 00CITyKUBaHUA U
HOBEPKH H3MEPHTENBHbIX
npubopoB u 06opyROBaHHS,
BEJICHHS 3aliceii, OTYETOB U
WX XpaHEeHHs, IPUEMKH,
pasMelleHHU
J€KapCTBEHHBIX CPEACTB, U
OpraHM3alH{ KOHTPOJIA 3a
co0IroAeHUEM 3THX
JOKYMEHTOB,
HampaBJieHHbIE Ha
cobimoneHue TpeGoBaHHit
IlpaBun xpanenus
JIEKapCTBEHHBIX CPEACTB,
Ipasun Hagnexaiueit
IUCTPUOBIOTOPCKO#
NMpaKTUKK?

nyHKTHI 6, 7 [IpaBun
Hajuiexauien
AUCTPUOBIOTOPCKOM
MPaKTHKH B paMKax
Espasuiickoro
9KOHOMHYECKOIO COK3a,
yTBEepKICHHBIX Perennem
Cosera EBpasuiickoii
3KOHOMHYECKOH KOMHUCCHH
ot 3 Hos6psa 2016 r. Ne 80.
Berynuno B cuny aist
Poccuiickoii ®eaepauyu

6 maa 2017 r. SABnsetcs
00sA3aTENBHBIM IS
Poccuiickoii ®enepanun B
COOTBETCTBHH ¢ J[oroBopom
o Espasuniickom
3KOHOMHYECKOM COI03€ OT
29 man 2014 r.,
paTH(ULHPOBAHHBIM
DenepanbHBIM 3aKOHOM OT
3 okTa6psa 2014 .

Ne 279-03 «O
paTtudHKaLMK 0roBopa o
EBpasniickom
5KOHOMHYECKOM COI03e»,
BCTYNHMBIIEM B CHITY IS
Poccuiickoii ®eneparu c
1 stuBaps 2015 r. (nanee —
IpaBuna Hapnexaineii
IUCTPUOBIOTOPCKO#
MPaKTUKH);

nyHkKT 2 [IpaBun xpanenus
JIEKapPCTBEHHBIX CPEICTB IS
MEIULIMHCKOTrO
TIPUMEHEHHHA,
YTBEPXKICHHBIX NPUKa30M
Mumnucrepcrea
3/|paBOOXpaHeHUs
Poccuiickoii ®epeparm ot
29 ampens 2025 r. Ne 2601




(3apeructpupoBaH
MHHUCTEPCTBOM HOCTULIHK
Poccuiickoli ®enepaunn

2 utons 2025 r.,
PETUCTPALIMOHHBIA

Ne 82490; peiictByeT 1o

1 centa6ps 2031 r.)
(nanee — IpaBuia
XpaHEHHMs JIEKapCTBEHHbIX
CPENCTB)

Onpenenexa mu
OTBETCTBEHHOCTh
paboTHUKOB CyOBbeKTa
obpalieHHs 1eKapCTBEHHBIX
NpenaparoB 3a HapyHIeHHe
TpeOoBaHHiA,
ycTaHoBieHHbIX [IpaBunamu
XpaHEeHHs JIEKapCTBEHHBIX
cpeacts, [IpaBunamu
Hajjexamiei
JUCTPUOBIOTOPCKO#
NPaKTHUKH, CTAHIAPTHBIMU
ONepalHOHHBIMU
npoteaypaMmu?

nmyHKT 16 IIpaBun
Hajuiexareii
AUCTPHOBIOTOPCKO
NPaKTHKY;

MOAMYHKT «a» MyHKTa 3
IpaBun xpaHenus
JIEKapCTBEHHBIX CPEJICTB

HaznaueHo u
pykoBoauTeneM cyObekTa
obpaiieHus 1eKapCTBEHHBIX
CPEICTB JIMLIO,
OTBETCTBEHHOE 3a
BHEZApEHHE, obecrieueHue 1
nojyiep>KaHKe B aKTyaJlbHOM
COCTOSIHMH CHCTEMBI
KayecTsa?

MOAIYHKT «3» IIyHKTa 4,
HOAMYHKT <«J1» IyHKTa 6
Ionoxenus o
JIMLIEH3UPOBAHUH
(bapMaueBTHYECKOM
JeSTeIbHOCTH,
YTBEP>KAECHHOTO
NOCTaHOBJIEHHEM
IpaBurenscrBa Poccuiickoit
®enepauuu ot 31 Mapta
2022 r. Ne 547 (neiicTByer
1o 1 cenrsdps 2028 r.)
(nanee — Ilonoxxenue o
JIMLIEH3UPOBAHUH
tdhapManeBTHYECKOI
AEATENBHOCTH);

nyHkT 8 IlpaBun
HaJNexatei
AUCTPHOBIOTOPCKO
MPaKTHKH;

nyHKT 4 [IpaBun xpaneHus
JIEKapCTBEHHBIX CPEJCTB

Hmeertcs mu y couckarens
JMLEH3UH/TULIeH3HaTa
NPOU3BOACTBEHHBIH O0BEKT
HIH 00BbEKTHI (TTOMELIEHHS,

HNOAIYHKT «a» IMyHKTa 4,
MOMIYHKT «a» MyHKTa 6
IMonoxenus o
JIALEH3UPOBAHUA




3[IaHHA, COOPYKEHHUs) IO
MECTY OCYLLECTBICHHUS
AEATeNbHOCTH,
NpHHAMJIeXKAlIHe:

Ha 11paBe COOCTBEHHOCTH?

Ha MHOM 3aKOHHOM
OCHOBaHHH,
[Ipe/lyCMaTPHBAIOIIEM
1paBo BIAJEHUS U NMPaBO
110J1630BaHUA?

Ha npaBe COOCTBEHHOCTH
WJIN Ha HHOM 3aKOHHOM
OCHOBaHUH HHOMY
JMLEH3UATy, UMEIOIIEMY
JIMLIEH3HIO Ha
ocyecTsiienue pabor,
OKa3bIBae€MBIX YCIIYT,
COCTaBJIAIOIIHX
JeATeIbHOCTD 10 ONTOBOM
TOPTOBJI€ JIEKAPCTBEHHBIMH
CpeJICTBaMH AJ1sl
MEIUHHUHCKOTO
HNPUMEHEHHS, 1 IOTOBOD
(ot 12 mecd1ieB) ¢
COHMCKaTeeM
JIMLCH3UK/TULIEH3UATOM O
nepenaue pabort (yciiyr) Ha
ayTCOPCHHT (B 4acTH
XpaHeHHS JIEKapCTBEHHBIX
CPeACTB U1 MEMLIMHCKOIO
HOpUMEHEHHH),
COOTBETCTBYIOLLHE
TpeOOBaHUAM CTaTbH 54
OenepanbHOro 3aKoHa

ot 12 anpens 2010 r. «O6
o06pallleHUH JIeKapCTBEHHBIX
cpenctey, IlpaBunam
HaaJIexauiei
AUCTPUOBIOTOPCKOI
NpaKTHKH, [TpaBrnam
XpaHEHMs JIEKApPCTBEHHBIX
cpencrs?

(apmarneBTHYECKOIA
JEATENIbHOCTH

O6ecneuynBaroT 14
HOMELIEHHS JUIS XpaHEHHs
HaJiIexaillee U 0e3onacHoe
XpaHeHHE U
pacrpocTpaHeHHe
JIEKapCTBEHHBIX CPeaCTB?

nyHKTHI 29 - 30 IpaBun
HajIexalei
JUCTPUOBIOTOPCKO#
MPaKTHKY;

Cocragser J# Wiowanb
MOMeEIlIeHHit, HeOOXOIUMBIX

MYHKT 6 IIpaBun xpaHeHus
JICKapCTBEHHBIX CPENICTB




IJIsE OCYILIECTBIICHUS
JeSATENIBHOCTH MO XPAHEHHUIO
JIEKapCTBEHHbIX CPEICTB, He
meHee 150 xB. MeTpoB (3a
HCKJIIOUEHHEM
a/IMMHUCTPAaTHBHO-OBITOBBIX
MOMEIIEHUI)?

7 OOBeuHEHBI JIH nyHkT 7 IIpaBun xpaHeHus
MOMEIIECHUS U (MIM) 30HBl | JIEKAPCTBEHHBIX CPEACTB
JUIA XpaHEeHHs!
JIEKapCTBEHHBIX CPEJICTB
(bYHKLMOHANBHO B €IMHBIIA
6110K, H30JTMPOBAHHBII OT
HHBIX NOMEIEHUH U (Hn)
30H, HE NpeJHa3HAuYSHHBIX
Uil XpaHeHHUA
JIEKapCTBEHHBIX CpecTB?
8 B3auMocBs3aHBI JIU nyHkr 33 [pasun
MOMEIEHHUA U (WiK) 30HBI | Hajiexalei
JJ151 XpaHEHHs AHCTPUOBIOTOPCKOH
JIEKapCTBEHHbIX CPEJCTB NPaKTHKHY;
TNOCJIEA0BATENBHO 1
HCKJIIOYAIOT JIM NepeceucHue | myHKT 7 [IpaBun xpaHenus
TEXHOJIOTHYECKUX MOTOKOB? | IEKapCTBEHHBIX CPENCTB
9 Hmeerca nu obo3naueHHas | myHkr 33 Tpasun
30HAa WIH OTAENIBHOE HaJuieKaLei
TIOMEILEHHE U1 IPHEMKH | TUCTPUOBIOTOPCKOIA
JIEKapCTBEHHBIX NPaKTHKHY,
NpenaparoB, B KOTOPbIX
ApEeSyCMOTPEHA OYUCTKA MOAMYHKT «a» MyHKTa 9
Tapbl? IlpaBun xpanenus
JIEKapCTBEHHbIX CPEACTB
10 |HMmeercs nu obo3HaueHHas |myHKT 32 IMpasun
30HA WIH OTAEIbHOE HajyIexale
NOMeUIeHHE OCHOBHOTO AUCTpUOBIOTOPCKOM
XPaHEHUS JIEKAPCTBEHHBIX | MPAKTHKH;
npenaparos?
MOAMYHKT «O» MmyHKTa 9
IlpaBun xpaHeHus
JICKapCTBEHHBIX CPEACTB
11 |HMmeercs m obo3HauenHas |myHkr 33 IpaBun

30Ha WIH OTACJIBHOC
NOMEIICHUE SKCHEHLHN?

HaJyICKallei
JHCTpUOBIOTOPCKO#
MIPAKTHKH;

MOAMYHKT K» MyHKTa 9
IIpaBun xpaHeHus
JIEKapCTBEHHBIX CPEICTB
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Hwmerotes in nomeweHus
(oTceku) ans XpaHeHHs
OrHEOMACHBIX U
B3PbIBOOHACHBIX
JIEKapCTBEHHBIX CPEJICTB C
Npe/IEIOM OrHECTOMKOCTH
CTPOUTENbHBIX
KOHCTPYKILHii He MeHee |
4aca, UMEIOILUe TBepIoe,
POBHOE MOJIOBOE MOKPHITHE
¢ Liesblo obecneveHus ux no
NPHUHLMITY OJHOPOJHOCTH B
COOTBETCTBHH C UX (HUHKO-
XHUMHYECKUMH,
N0XKapOONacCHBIMU
CBOMCTBAMH U XapaKTepoM
YHaKOBKH?

MOAITYHKTBI «a», «6» MyHKTa
31 IlpaBun xpaneHus
JIEKapCTBEHHBIX CPEJICTB;

myHKT 32 IpaBun
HajUIexanei
IUCTPUOBIOTOPCKO#
NPaKTHKH

13

Hmeercs au otaensHoe
noMeuneHue (3aaHue),
obopynoBaHHOE
HecropaeMbIMHU MOMIOHAMH,
JUISL XpaHeHHS
JieKapCTBEHHOTO Tpemnapara
€ MEXIyHapOAHBIM
HeMaTeHTOBaHHBIM
HaUMEHOBaHHEM «JTaHOJ»
B KOJIMYECTBE CBEIIIIE

100 xr?

nyHKT 33 IlpaBun xpaneHus
JIEKapCTBEHHbIX CPECTB

14

Hmerorca i HeoGXoxUMBblIE
JUISE OCYIIECTBIICHUS
JeSTENIBHOCTH IO XPaHEHHIO
JIEKapCTBEHHbIX NPENapaToB
MOMEIIEHHS B ¢ KAKUM
PENUMOM XpaHEHHS:

¢ (PMKCHPOBAHHBIM
TeMIepaTypHo-
BJIAKHOCTHBIM PEXKUMOM?

OTaIuIMBaeMbie
LEHTPaJIbHBIM CHabXeHueM?

OTaruIMBaeMble aBTOHOMHO?

OTaIUIMBaeMble
OTOIHUTENIbHBIMU
npubopamu?

Hpunoxenne Ne 1 k
KPHUTEPHUSM OTHECEHHsI
00BeKTOB (enepabHOro
rOCyZapCTBEHHOrO
KOHTpoJ11 (Haa3opa) B cdepe
obpallieHHs JIeKapCTBEHHBIX
CPEICTB JUI MEJHLMHCKOTO
NpHUMEHEHHs K
ONpeAEICHHON KaTeropuun
pHcka npuioxenus Ne 1 k
ITonoxenuro o
¢denepanbHOM
rocyapCTBEHHOM KOHTpOJIe
(nam3ope) B chepe
obpalleHus J1eKapCTBEHHBIX
CPEACTB, YTBEPIKAECHHOTO
NIOCTAHOBJIEHHEM
[pasurensctBa Poccuiickoii
Deneparyn

ot 29 uions 2021 r.

Ne 1049 (nanee —
Kareropuu pucka)




15 |HWmerorcs nu o6o3HaueHHble | myHkT 32 [Ipaun
30HBI I OTAE/IbHbIE HaJiexarei
MIOMELLCHUA XpaHeHHs AUCTPUOBIOTOPCKOM
JIEKAPCTBEHHBIX CPEACTB, NPaKTHKY,;
TpeOYIOLMX CHeLHAbHBIX
YCJIOBUM, YCTAHOBJICHHBIX | TIOAIYHKT «B» MyHKTa 9
NPOU3BOJUTEIIMH IpaBun xpaneHus
NIEKapCTBEHHBIX CPEACTB? | IEKAPCTBEHHBIX CPEACTB
16 |HWmeercs nu obo3HaueHHas | myHkr 32 [Ipasun
30Ha WIH OTAENIbHOE HauIeKaLei
NOMELIEHHUE (OTAENBHO, C JAUCTPUOBIOTOPCKOI
OrpaHHYEHHEM AOCTYNa B | IPAaKTHKHY;

COOTBETCTBYIOLIEM
3aKPBITOM TIOMELLEHUH H
(nnn) 30He WK
3anuparolieMcs mkady) s
XPaHEHH JIEKAPCTBEHHBIX
MpenaparoB:

banbcHOULUPOBAHHBIX,
He0OpOKa4YeCTBEHHBIX,
KOHTpagaKTHbIX?

B OTHOIICHHH KOTOPBIX B
CHCTEME MOHHUTOPHHIa
JABH>KEHHUS JIEKAPCTBEHHBIX
npenapaToB it
MEAULIMHCKOrO NPpUMEHEHHUS
OTCYTCTBYIOT CBECHHS O
HaHECCHUH CPEACTB
HACHTHUKALMH 1 (MITH)
CBE/IEHH O BBOJE B
rpaxkaaHckuii obopor?

B OTHOLUEHHH KOTOPbIX
OCyLIeCTBICHa 6JIOKHPOBKA
BHECEHHUS B CHCTEMY
MOHHTOPHHIa ABHXXEHHS
JIEKapCTBEHHBIX TIpenapaToB
IUTS MEAULIUHCKOTO
NIPMMEHEHHS CBEACHUI O
BBOJI€ B IPaXKIaHCKMiA
06opoT, 06 obopoTte uiu o
MpeKpalleHnH obopoTa?

NPHUMEHEHHE KOTOPBIX
MPHOCTAHOBJIEHO MO
PELICHUIO
YIOJIHOMOYEHHOIO
tenepansHOro opraHa
HUCHOJTHUTEJIBHOM BJIACTH?

rpaxaaHckuii o6opot
KOTOPBIX NpeKpalieH?

HOIITYHKT «I» IMyHKTa 9
IIpaBun xpaneHus
JIEKapCTBEHHBIX CPEICTB




CpPOK 'OIHOCTH KOTOPBIX
Hctek?

B OTHOIIEHHUH KOTOPBIX He
cobGmoaeHb TpeGoBaHHS K
XapaKTEePUCTHKE CPEACTBa
HACHTU(HKALMH, TIOPAIKY
ero HaHeCceHHs U
TpeGOBaHU K CTPYKType U
¢bopmary uadopmaiinm,
KOTOPYIO CONEePHKHUT
CpPeACTBO UACHTH(DUKALUH?

17  |HWmeetcs nu ob6o3HauenHas |myHKT 32 ITpaBun
30Ha WJIH OTAENIbHOE HaJuieKaLen
NOMELICHHE Uis JUCTPUOBIOTOPCKO#
KapaHTHHHOTO XpaHEeHHUA IpaKTHKY,
JIEKapCTBEHHBIX CPEICTB,

M30/IMPOBaHHbIE QPU3HYECKH | MOAIMYHKT «» IyHKTa 9
(otmenbHO, ¢ orpaHuyeHnem |IlIpaBun xpanenus
J0CTyTa B JIEKapCTBEHHBIX CPEACTB
COOTBETCTBYIOLIEM

3aKPbITOM NOMEIUEHHH U

(unm) 30HE WK

3anupatoLeMcs wkagpy)

1160 ¢ NpUMEHEHHEM

3JIEKTPOHHOH CHCTEMBI,

obecneunBaroLeii

9KBUBAJIEHTHOE

pasgeneHue?

18 | Hmeetcs nu 0603HaueHHasd | IOATYHKT «€» IyHKTa 9
30Ha WM OTAENIbHOe IIpaBun xpaHeHus
nometieHne A orbopa JIEKApCTBEHHBIX CPEJICTB
npo6 (obpasios)

JIEKAPCTBEHHBIX CPEACTB?
Hmeercs nn B noMeiennax | nyHkt 38 IMpasun
1 30HaX, UCIONB3YEeMBIX VIS | HaJIeXallei

19 |XpaHeHMd JIEKAPCTBEHHBIX | AUCTPUOBIOTOPCKO#
NpenapaToB, OCBelleHHe? | MPaKTUKH

20 |Hmeercs in nyHKT 32 IlpaBun
BAJIMJUPOBaHHAsA CUCTeMa, | HalIeKallei
pazaensoas 30Hbl AUCTPUOBIOTOPCKOM
XpaHEHUA? MPaKTHKH;

myHKT 10 [paBun xpanenns
JIEKAPCTBEHHBIX CPEACTB

21 |Hmerorcs au myHKT 37 [lpasun
a/IMMHUCTPAaTUBHO-OBITOBBIC | HAJUIEXKALIIEH
HOMEILEHUS, OTAE/IEHHBIE OT | IUCTPHOBIOTOPCKOM
30H XpaHEHH HPaKTHKH

JIEKApCTBEHHBIX
npenaparoB?
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Obecrieyena iy 3alura

MOCTYHAIOLIHX
JIeKapCTBEHHBIX CPECTB
HpH NPOBECHHH
HOrpy304HO-Pasrpy30uHbIX
pabor:

0T aTMOC(EpHBIX OCAAKOB?

OT BO3JAEHCTBHA HU3KHX U
BBICOKMX TeMIieparyp?

nyHkKT 33 Ipasun
Hajuiexatei
JUCTPHOBIOTOPCKO#M
NPaKTHKH;

nyHkT 8 [IpaBun xpaHenus
JIEKapCTBEHHBIX CPEJICTB

23

Hmeertcs nu y opranusanum
OITOBOM TOProBIH
JIEKapCTBEHHBIMH
CpeACTBaMH Jis
MEJHLIMHCKOrO NPUMEHEHHA
IJIOLIAAKA 1S Pa3rpy3kH
aBTOTPAHCNOPTA:

aBTOMaTHYECKHE BOPOTA
JIOKOBOT'O THIIA C
MOTPy304HO-~
Pasrpy304HBIMH
TUIOLIaIKaMH peryyiupyeMoit
BBICOTBI?

TaMOypHO-1ILTI030Bast
pasrpyska?

MEXaHU3HPOBaHHBIE BOPOTA
JIOKOBOTO THIIA C
HOTpY304HO-
pasrpy304YHBIMH
TUIOLHAAKAMH?

NaHayc Ui pasrpys3ku
TOBapa, B TOM YHCIIE C
HCTIO/Ib30BaHHEM paMIibi?

Kareropuu pucka

24

Hmeercs i oTae/bHAs 30HA
(nomeineHue, wkadpl) 11
XpaHeHust 06opyAOBaHH,
WHBEHTaps H MaTepHaioB
Uit yOOpku (OUMCTKH), a
TaKXKe MOIOLIMX H
Ne3MHQULUPYIOLINX
cpeacts?

nyHkt 35 [paBun
Hajuiexauiei
JAUCTPHOBIOTOPCKOI
NPaKTHKY;

myHKT 22 IpaBun xpaHenus
JICKapCTBEHHbIX CPEICTB

25

Hmetorca mu COIlsi o
o4ucTKe, yOopke
MOMELIEHUH 1
obopyoBaHus 1is
XpaHeHHs JIEKApCTBEHHBIX
cpeacrs?

nyHkr 35 [paBun
HaJiexalei
JUCTpUOBIOTOPCKO#
MPaKTHKU
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26 | SBastorcs nn nomerueHus U | myHkT 35 IpaBun
obopynoBanue ais HaJyIeKaILei
XpaHEeHUS YNCTHIMH, AUCTPUOBIOTOPCKOH
HCKITIOYAIOLIMMH HpaKTHKH
HAKaIUIMBaHHUE MU U
Mycopa?

27 | ObecneyeHa 4 3amuTa nmyHKT 36 [IpaBun
TIOMELLUEHHN /U1 XpaHeHHnd | Hajuiexatteit
JIEKApCTBCHHBIX NPENapaToB | IUCTPUOBIOTOPCKOM
OT NPOHUKHOBEHUS NPaKTHKU
HACEKOMBIX, IPhI3yHOB WIH
APYTHUX XKHUBOTHBIX?

28 | Hmeercs nin HeoOxXxoAMMOE | OAIYHKT «a» MyHKTa 4,

obopynoBaHue,
npUHaziexalliee
COHCKATeO
JIMLEH3UH/THLIEH3NATY:

Ha npaBe coOCTBEHHOCTU?

WJIH Ha UHOM 3aKOHHOM
OCHOBaHUH?

Ha npaBe COOCTBEHHOCTH
WM Ha HHOM 3aKOHHOM
OCHOBaHUHU HHOMY
JMLEH3UATY, UMEIOoLIEMY
JIMLEH3HIO Ha
OCyLIECTBJIEHHE padoT,
OKa3bIBae€MBbIX YCIIYT,
COCTaBJISIOLIUX
JAEATENBHOCTD 10 ONTOBOIA
TOPTOBJIE JIEKAPCTBEHHBIMU
CpeICTBaMH IJist
MEAULIMHCKOrO
NPUMEHEHHS, H IOTOBOP
(ot 12 MecsueB) ¢
COMCKaTeseM
JIMLECH3UU/TTULIEH3UATOM O
nepenaye pabot (yciyr) Ha
ayTCOPCHHT (B 4acTH
XpaHeHH JIeKapCTBEHHBIX
CPeACTB AJIs MEIULHHCKOTO
MPUMEHEHHS ),
COOTBETCTBYIOLIHE
TpeOoBaHMAM cTaThu 54
denepanbHOro 3aKoHa

or 12 anpens 2010 r. «O6
obpaleHnH TeKapCTBEeHHbIX
cpenctsy», [lpasuiam
HajJexalmeH
JIUCTPHOBIOTOPCKOIA

MOAMYHKT «a» MyHKTa 6
INonoxxenus o
JIMLIEH3UPOBAHHU
(apmarueBTHUYECKOI
JeATeNbHOCTH;

nyHKT 11 IlpaBun xpaneHus
JIEKapCTBEHHBIX CPE/ICTB
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npakTuky, [IpaBunam
XpaHEHHUS JIEKapPCTBEHHBIX
cpencts?

29 | VYcraHoBiieHa JH CTENEHb Kateropuu pucka
MEXaHU3ALUH CKIIAACKUX
onepauuii ¥ kakad:
aBTOMaTHyeckas?
aBTOMAaTU3UPOBaHHAA?
KOMILIEKCHO-
MeXaHHW3UpOBaHHasA?
HEMEXaHU3UPOBAHHAA?

30 |IIpoBenena nu nyHkt 50 IlpaBun
KBaJUHUKaLMA ¥ (MiTH) HaJjiexauei
BAJIMJALIMSA KIIFOUEBBIX AUCTPHOBIOTOPCKOM
06opynoBaHHs M NPOLIECCOB | IPAKTUKH
¢ opopMITEHHEM OTUETOB, B
KOTOpBIX 06001IEeHbI
MOJIyYeHHBIE PE3yJbTaThI?

31 |OcnameHsl 1 noMeueHus | myHKToI 38, 44 [IpaBun

| AN XpaHeHus HaJyieKauei

JIEKapCTBEHHBIX CPEICTB JUCTPHOBIOTOPCKO#

CpEICTBaMH U3MEPEHHI IS | IPaKTHKH,

PErUCTpaLIi TeMIepaTypbl

M OTHOCHUTENIbHOM MOAIYHKT «I» ImyHKkTa 11

BJIYKHOCTH BO3JyXa: IlpaBun xpanenus
JIEKapCTBEHHBIX CPEJICTB;

aBTOMAaTH3UPOBAHHOI

CHCTEMOH KPYFIOCYTOMHOTO | mryHkT 18 ITpaBi XxpaHeHus

MOHHTOPHHIa KIIMMAT- JIEKapCTBEHHBIX CPEACTB

KOHTpoJis?

TEPMOMETPaMH?

TEpPMOTUIPOMETPaMHU

(ncuxpometpamu)?

JNIEKTPOHHBIMU CpPEACTBAMM

H3MEpeHUi?

32 | PasmewieHo iin y nyHkT 39 [pasun
Opra”Hu3atmM ONTOBOM HaJuiexauei
TOPTOBJIH JIEKAPCTBEHHBIMH | AUCTPUOBIOTOPCKO#
CpeACTBaMH IJIs MPaKTHKY;
MEIHLIMHCKOTO NIPUMEHEHHSI
obopynoBanue (cpeacrsa nyHKT 18 IIpaBun xpaHenus
M3MEPEHHA) U1 KOHTPOJIS | JIEKapCTBEHHBIX CPEACTB
TeMIIEpaTypbl U
OTHOCHTEJIbHOH BIaXKHOCTH
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BO3/yXa MO pe3y/ibTaTam
aHaJIK3a U OLICHKH
HalmoaeHus 3a
napameTpamt
MHKPOKJIMMATa B Pa3HbIX
30HaX MOMELUEHHS, [0
pe3yJbTaTam
TeMIIEpaTypHOro
KapTHPOBaHMSA B TOYKAX
HauboJiee 3HAYMTEILHOTO
KonebaHus TeMIiepaTyphbi?

33

OpraHuzoBaHo JIH
noj/ep;kaHue
CHELHAIIBHOTO peXKuMa
TEMIeparyphbi:

aBTOMaTH4ecKoe?

4BTOMAaTU3UPOBaHHOE?

¢ UCTOIb30BaHHEM
XOJIOAWIIBHBIX KaMep,
MPOMBILLJIEHHBIX
XOJIOJUIILHHKOB?

C UCIOJIB30BaHHEM
XOJIOAMITBHHUKOB
tdapManeBTHYECKUX?

Kareropuu pucka

34

Hmeertcs nu xonogunbHoe
obopynoBaHue A
XpaHEeHHUs TEPMOIaOUIIBHBIX
JIEKapCTBEHHBIX CPEACTB C
pa3MelleHHeM 1
00CITy’)KHUBaHHEM COTJIACHO
JOKYMEHTALMH MO ero
HCIOJIB30BaHHIO
(aKCIITYyaTalum):

XOJIOAWJIbHBIC KaMepbl
(cneumanbHO
o6opynoBaHHbIE
nometeHus)?

XOJIOAWJIbHBIE HIKa(bl WK
XOJIOAMIBHUKHA?

nyHkTbI 40, 44 [paBun
HaJJIeXKalleH
JAUCTPUOBIOTOPCKOIH
MPaKTHKH;

MOANYHKT «O» myHkTa 11
IpaBun xpanenus
JIEKAPCTBEHHBIX CPEICTB;

nyHkT 45 [IpaBun xpanenus
JIEKapCTBEHHBIX CPEJICTB

35

Hmeercs 1 cucrema
KOHAMUIMOHUPOBAHUSA B
TIOMELICHUAX JUI XpaHEeHHsI
JICKapCTBEHHBIX CPEICTB?

nyHKT 44 I1paBun
Hajy1ekaulei
JUCTPUOBIOTOPCKO#
NPaKTHKH;

MOJMYHKT «a» ImyHkKTa 11
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IlpaBun xpanexus
JIEKapCTBEHHBIX CPEICTB

36 |Hmeerca nu cuctema nyHKT 44 [paBun
BEHTWIALMH B IOMELIEHUAX | HaJuleXatei
IUIS XpaHeHHs AUCTPHOBIOTOPCKOIH
JICKapCTBEHHBIX CPeACTB? NpaKkTHKK
37 |HWmeerca nu cucrema IMyHKT 44 IpaBun
YBJIOKHEHUA U (WIH) Haznexanieit
OCYLICHHS BO3yXa B JAUCTPUOBIOTOPCKOM
NIOMELLICHHUAX ISl XPAaHeHHUs | PaKTHKH
JIEKAPCTBEHHBIX CPEICTB?
38 |Hmeercs i1 oxpaHHas U nyHKT 44 ITpaBun
NO’KapHas CUrHAIU3aLMs HaJIexalei
B MIOMEEHHAX IS JUCTPUOBIOTOPCKOH
XpaHEHHs JIEKAPCTBEHHBIX | IPaKTHKH;
cpeacts?
NOAIMYHKT «B» IMyHKTa 11
IpaBun xpaHeHus
JIEKapCTBEHHBIX CPEJICTB
39 |Hmeertcs nu cucreMa nyHkThI 34, 44 Tlpasun
KOHTPOJIS JOCTyNa B HaJIexaleH
MOMEIUEHUS (30HBI) ISt AUCTPUOBIOTOPCKOM
XpaHeHHs JIEKAPCTBEHHBIX | MPAKTHKH;
cpencte?
TOAITYHKT «I'» ImyHKTa 11
ITpaBun xpaHeHHs
JICKapCTBEHHBIX CPeJICTB
40 | HmeroTcs M MOrpy304HO- | MOAMYHKT «k» MyHKTa 11
pasrpy3ouHble cpencTa? IIpaBun xpanenus
JICKApCTBEHHBIX CPEJICTB
41 |Hmeercs nun yHKT 44, 128 [MpaBun
CTICLHATH3UPOBAHHOE HajJiexauien
TPaHCTIOPTHOE CPEACTBO H | AUCTPUOBIOTOPCKOM
obopynoBanue, MPaKTHKH
UCIONB3yeMble IS
MEPEBO3KH JIEKAPCTBEHHBIX
CpencTB, oOecneuuBaroLIHe
noaaep>kaHue TpedyeMoro
TeMIepaTypHOro pexuma?
42 [IIpoBeneH nu aHaM3 nyHKT 136 Ilpasun

TeMIlepaTypHOro
KapTUPOBaHUA C
cobnoeHeM yCoBHii,
OTpaXKAIOLINX MapaMeTphl
9KCILTyaTallHH, U ¢ YYETOM
CE30HHBIX KoJieOanuii
TPaHCIIOPTHOTO CPEACTRA,
HCTIOJIE3YEMOTO JIs

HajJIeKareH
JUCTPHOBIOTOPCKOIA
MPAKTUKH
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NEPEBO3KH JIEKAPCTBEHHBIX
cpencts?

43

PaspabotaHbl 11

NHUCBEMEHHBIE NPOLEeYPhI 1O
00cITy)KHBaHUIO U
9KCILTyaTalul
TPAHCIIOPTHBIX CPECTB U
obopynoBaHus,
MCHOJIb3y€eMBIX Ui
JUCTPUOBIOLIUH
JIeKapCTBEHHbIX CPEACTB?

myHKT 126 Ilpasun
HajiexKalei
JUCTPUOBIOTOPCKOM
NPaKTHKU

44

HUmeercs nu obopynoaHue
JUIS XpaHeHHst
JIEKApCTBEHHBIX
MpenapaTos:

CTEIIAKU?

wKagps1?

MOJIOHBI, TOATOBAPHUKU?

ABTOMaTH3UpOBaHHAA
CHCTCMAa XpaHCHHsI, yUCTa
JICKAPCTBCHHBIX CpelICTB?

NOJMYHKTBI «€», «3» MyHKTa
11 IlpaBun xpaHeHuUs
JIEKapCTBEHHBIX CPEACTB

45

Hmetotes nu ceiider,
MeTaJUIH4eCKHe LuKadbl,
AepeBIHHbIC LIKa(bl WIH
OT/E/bHbIE MOMELIECHHUS,
OMe4aTbIBaeMble WK
oMGHpyeMbie B KOHLIE
pabouero aus, s
XpaHEHM$ JIEKApCTBEHHBIX
CPe/ICTB, MOUIEKALIMX
IpeIMETHO-
KOJIHYECTBEHHOMY YYETY B
COOTBETCTBHH C pa3leaMu
II-IV Ilepeuns
JIEKapCTBEHHBIX CPEACTB Ui
MEIMIIMHCKOTrO
TPUMEHEHHUA, MOJUTEXKALIUX
HpeIMeTHO-
KOJINYECTBEHHOMY YUETY,
YTBEPXKIEHHOTO IIPUKa30M
Musucrepcra
3ApaBOOXPaHEHHS
Poccwiickoii denepanuu ot
1 centa6psa 2023 r.

Ne 4594 (zapeructpupoBat
MuHUCTEPCTBOM IOCTULIMH

nmyHKT 27 IlpaBun xpaneHus
JICKapCTBEHHBIX CPE/ICTB
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Poccuiickoii ®enepauun
2 okTs6pa 2010 r.,
perucTpauMOHHbBIN

Ne 75422; peiictByer 10 1
ceHTa6ps 2030 r.)?

46

SIBnseTcd 4 r1aHUpyeMast
BBICOTA YKJIAJKHU I'py3a:

BBICOTHOCTEJUTAXKHOIM
(Oonee 10 m)?

OJIHO3TAXKHOH
(6onee 6 u o 10 m)?

OJJHOATAXKHOM
(6onee 3 u 10 6 M)?

MaJINIEHTHBIM XpaHEHHEM
(no 3 m)?

Kareropuu pucka

47

[Ipowno sm o6opynoBaHme
(cpencrea uzMepeHHif),
HCIIONb3yeMoe 1A
KOHTPOJIS HJIK MOHUTOPHHTA
YCJIOBHH XpaHEHHS
JIEKapCTBEHHBIX CPEIICTB,
noBepKy (kanMOpoBKy) B
NOpsAAKe, YCTaHOBJIEHHOM
3aKOHOZATEILCTBOM
Poccwiickoii ®enepauuun 06
obecrieyeHUH eIMHCTBA
H3MEPEHUI,
3aKOHOJATEIbCTBOM
rocyIapCTB-4ieHOB
Espazuiickoro
9KOHOMHYECKOro coto3a?

nyHKT 41 IlpaBun
HajIexalei
AMCTPUOBIOTOPCKO#
NIPaKTHKHY;

NOJMYHKT «a» MyHKTa 11
IIpaBun xpanenus
JIEKapCTBEHHBIX CPEJICTB;

nyHKT 18 [IpaBun xpaneHus
JIEKapCTBEHHBIX CPE/ICTB

48

OcyiectBisiorcs 1u
ornepauuu Mo PeMOHTY,
o6cyKUBaHUIO, IOBEPKE H
KaHOpoBKe 060pyIOBaHHs
TaKuM 00pa3oM, 4ToObI
Ka4yeCTBO JIEKapPCTBEHHBIX
CPE/ICTB He MOJABEPrajioch
HEraTUBHOMY BJIMSAHHIO (TIpH
HeoOXOJUMOCTH C
CO3[JaHUEM Pe3epPBHOTO
¢$oHa NPUrOIHBIX
00opyaoBaHUs U CPEACTB
U3MEpeHUH 14
HCIMOJIBb30BaHHS BO BpeMs
PEMOHTa, 00CIy)KUBaHHS
WK TIOBEPKH)?

nyHKT 43 IlpaBun
HaJiexauleit
JUCTPUOBIOTOPCKO#
MPaKTHKH




16

49 | Hmerotcs JIH CUCTEMBI nyHkt 42 Tpasun
CHUTHAJM3alHH HajuIexamei
(omoBeLIeHNs) OTKIOHEHHH | AMCTPUOBIOTOPCKOM
OT TpeGyeMBIX YCIIOBHiA MPaKTUKH
XpaHeHu:?

50 |OcyectBasercs i nyHKT 39 [lpaBun
H3YYEHME PACTIPEICCHHs | HaaJexaiei
TeMIeparypsl s OUCTpUOBIOTOPCKOIA
obecneveHus TpeOyeMbIX NPaKTHKH;

YCIOBHH XpaHEHMS

JIEKapCTBEHHBIX Mpenapatos |MyHKT 18 IpaBun xpanenns
JICKapCTBEHHbIX CPEJICTB

B MOMELIEHUAX (30HaX),

UCTIONb3YEeMBIX IS

XpaHEHHA JIEKAPCTBEHHBIX

npenaparos?

51 | OcyiuectBasercs in nyHkT 19 IpaBun xpanenus
KOHTpOJIb 32 JIEKapCTBEHHBIX CPEACTB
CBOEBpPEMEHHOI
peanuzauuei
JICKapCTBEHHBIX CPEJICTB C
HCMOJIb30BAHUEM:

CTEJITaKHBIX KapT?
KOMIIBIOTEPHbBIX
TEXHOJIOrMii?

52 | Hwmeertcs nu pa3paboTaHHblii | myHKTHI 6, 7, 35, 80, 132
Y yTBEpKICHHBIH KoMIuieke |I[lpaBun Hapnexameit
MEp, HalpaBJIeHHBIH Ha JUCTPUOBIOTOPCKOM
MHUHUMH3ALMIO PUCKA MPaKTHKH
KOHTaMHHAaLHH
JIEKapCTBEHHBIX
NpenapaTos, C y4eToM
yCoBHii cobnoaeHus
3alIUTHI OT aKTOpOB
BHEIIIHelH cpefbl ©
oopmiaeHHEM AOKYMEHTOB?

53 | O6ecneueH nu exenHeBHbIH, | MyHKT 18 IIpaBun xpaneHus

B TOM YMCJIE B BHIXO/HBIC H
npa3HUYHbIE XHH,
KOHTpOJIb 33 cOOMIOAEHHEM
YCIOBHI XpaHEHHUs
JIEKapCTBEHHBIX CPEICTB
(TeMriepaTypbl U
OTHOCHTEJIbHOMN BJaXKHOCTH)
¢ perucTpanueii B
CTIELIHAIBHOM XypHaJIe Ha
OyMa)KHOM HOCHUTeNE WM B

JICKapCTBCHHBIX CPCIACTB
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3JIEKTPOHHOM BHJE C
apxuBaLueii?

54

Hmerotes nu y couckarens
JIMLICH3MH/THLIEH3HaTa
pabOTHUKH, 3aKITFOYMBLIHE C
HUM TpPyAOBBIE JOTOBOPBI,
ACATEJbHOCTb KOTOPBIX
HETIOCPEACTBEHHO CBA3aHA C
ONTOBOI TOProBJIeH
JIEKapCTBEHHBIMH
CpeACTBaMH Jis
MEIHLHHCKOro
HNPUMEHEHUS, HX
XpaHEHUEM, UMEIOLIHE:

'

BBICILIEE WU CpeJIHee
(apMaLieBTHUECKOE
obpazoBaHue?

cepTU(UKAT crieLMaIuCTa
WM aKKPEAUTALMIO
crnenuaimcra?

MIOAITYHKT «K» IyHKTa 4,
MNOAITYHKT «H» ITyHKTa 6
IMonosxxenus o
JIMLIEH3HPOBaHHH
(apMalieBTHUYECKO#
JeATENBHOCTH

55

Hmeer 1u couckaresns
JIHLIEH3UH/ TULIEH3HAT
JOCTATOYHOE KOJUYECTBO
KBATUGHLMPOBAHHBIX
pabGOTHUKOB [uist
obecrneyeHus ero
JIeATeJIbHOCTH T10
JUCTPUOBIOLIMA
JIEKapCTBEHHBIX CPEJICTB Ha
Bcex ee sranax?

myHKT 22 IlpaBun
Hajiexarien
AUCTpUOBIOTOPCKO#
HPaKTHKU

56

HmMerorcs I AOHKHOCTHBIE
HHCTPYKLIWHM Ha
paGOTHHKOB, 3aHHMAIOILMX
KJIFOYEBBIE JODKHOCTH, B

| KOTOPBIX ONPEAC/IAIOTCA UX

J0JDKHOCTHBIE 00S3aHHOCTH,
a TaKKe MOPAIOK UX
3aMELICHUS PYTHMH
paboTHHKaMU?

nyHKT 24 IpaBun
HaJJIexalei
AUCTPUOBIOTOPCKOM
NpaKTHKU

57

PazmerneHs! 11
JIMLIEH3HATOM B €UHOI
rocyAapcTBEHHOMN
HH(POPMALHOHHOM CHCTEME
B chepe 3ApaBOOXPAHEHHUA
CBEJICHHUsA O
(dapmaneBTHYECKOM
opraHM3alMy 1 pabGoTHHKaX,
3aKUTIOYMBIINX C HUM
TPYIOBbIE JOTOBOPEI,

MOAMYHKT «p» MyHKTa 6
Ionoxenus o
JIMLIEH3UPOBaHHM
(hapMaLieBTHUECKOM
OeATEeNbHOCTH
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HEATENbHOCTh KOTOPIX
HENOCPECTBEHHO CBS3aHa C
ONTOBOM TOProsiei
JIeKapCTBEHHBIMH
cpeacTBaMH A
MEIHUIIMHCKOrO
MPUMEHEHHA, NX
XpaHeHHEeM, UMEIOLLIUX:

JUI OCYILECTBIICHUA
(apmanieBTHUECKO
JeSTeNIbHOCTH B cdepe
00palueHHs TeKapCTBEHHbIX
CPEICTB JUI MEAHLIMHCKOTO
HIpUMeHeHus (3a
UCKITIOYEHHEM
060c001eHHBIX
noapasjaeneHuii
MEIULIMHCKUX OpraHu3aLyif)
— BBICLIIEE WK CpeiHee
¢apmanieBTHYECKOE
obpa3zoBaHue, a TaKKe
cepTudHKaT crieLMannucTa

WK NPOHACHHYIO
aKKpeAUTALIUIO
criequanucra?

58 |Odopmnena au u nyHkt 23 IlpaBun
YTBEpXKACHA Hajuexalen
PYKOBOJMTENIEM JUCTPUOBIOTOPCKO#
OpraHu3aLMOHHas NPaKTHKH
CTPYKTYpa COUCKATeNst
JMLCH3UK/TULIEH3MaTa B
BHUJIE CXEMBI?

59 |IIpoxoasT nu paOOTHUKH nyHkt 25 [IpaBun
NIepBUYHOE U NIOCTIEAYyOLIee | Ha/Iexalei
o0y4eHHe B COOTBETCTBUH C | AUCTPHOBLIOTOPCKOIA
BBITIOTHAEMBIMH HMH NPaKTHKH
0043aHHOCTAMH Ha
OCHOBaHUH MUCBMEHHO
oopMIeHHBIX MpoLEaYp H
nporpamMmsl 00yueHus?

60 | YTBepkaeH nM nnaH nmyHKT 40 Ipaeun
TEXHUUYECKOTO HajIexalen
obciy>xuBaHus Hanbonee JUCTPHOBIOTOPCKOIA
'3HaYUMOro o6OPyIOBaHUSA, | MPAKTHKH
OKa3bIBAIOLIETO BJIMHUE HA
XpaHeHHe U peajin3aLuio
JIEKaPCTBEHHBIX CPEACTB?

61 |Hmerorcs au cneumanbHoe | myHkT 136 [paBun

00opyJ0BaHHE WK
cpencTBa (M30TepMHUYECKas
YIaKOBKa, KOHTEHHEPHI), a

Hajuexauei
JUCTpUOBIOTOPCKOM
MPaKTHKH
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TaKKe TPAHCTIOPTHbBIE
CpeacTBa, obecrneunBaloLIye
noaaep;kaHue TpedyemMoro
TEMIEPATYPHOTO pexxuMa
NIpH TPaHCIIOPTUPOBKE
TEpMONIaOUIIBHBIX
JIEKapCTBEHHBIX CpeAcTB?

62

IpoxonsT nu
HEPUOAHYECKOE
TEXHHYeCKOe
obcy)KHBaHuUE, TIOBEPKY U
KaJIMOPOBKY TPaHCMOPTHBIE
cpeacTsa, oGecneyrBaKoLIne
noaaep>kaHue TpedyemMoro
TEMIIEPaTyPHOrO peKuMa, 1
obopynoBaHue,
HCTIONIb3yeMoe JUIst
KOHTPOJIs TEMIePaTyphbl B
TNpoLiecce TPaHCIOPTHPOBKH
TEpMONaOWIBHBIX
JIEKapCTBEHHbIX CPEACTB?

yHKT 136 IlpaBun
HajuIeKalei
JUCTPUOBIOTOPCKOM
NPaKTHKU

63

Hmeercs s y MenuumHcKkoi
OpraHu3aLMy — COUCKaTes
JMLICH3UH (JIMLCH3UATA)
JIMLIEH3UA Ha
OCYILECTBICHHE
MEAHLMHCKOM
JeSTeTBHOCTH?

MOJMYHKT (OK» MyHKTA 4,
HOAMYHKT «T» MyHKTa 6
Ionoxenus o
JIMLIEH3UPOBAHHH
(apmarLieBTHYECKOIM
JeATeJIbHOCTH

YCTaHOBIIEHO COOTBETCTBHE/HECOOTBETCTBHE COMCKATENS JIHLICH3MU/IALEH3HATA
JIMLEH3NOHHBIM TPeOOBAHKAM, IIPEAYCMOTPEHHBIM MOCTaHOBIeHHeM IIpaBuTeNbCTBa
Poccuiickoit ®enepanun ot 31 Mapta 2022 r. Ne 547 «O6 yrBepxaenuu Ilonoxenus

O JIMLIEH3UPOBaHNH (papMarieBTUUECKOM JeATETLHOCTH.
(Hy>XHO€ BBHIJICJIUTh)

(ODKHOCTHOE JIMLIO, IPOBOMBLIEE OLICHKY
COOTBETCTBHS U 3alOJIHUBILEE OLICHOYHBIH JIUCT)

I[aTa 3aI10JIHCHHS OLICHOYHOTIO JIUCTA

«

20 r.




IIpunoxxenue Ne 2
K IpuKa3y @efepanbHOi CITy OBl
110 HaJ30pYy B cepe 3npaso?paﬂeﬂm

or 79 // 285 Ne

®opma

OueHoYHBII JHCT,

B COOTBETCTBUH ¢ KOTOphIM PesiepanbHoi cityx0oii o Haxzopy B chepe
3IpaBOOXpPaHEHHs U €€ TEPPUTOPHAIBHBIMUA OpraHaMH MPOBOJUTCS OLEHKA
COOTBETCTBHSA COMCKATEIS JUIICH3UH WM JIMIIEH3UATAa JIULEH3UOHHBIM
TpeOOBaHUAM IIPH OCYLIECTBIEHHH (apMalleBTHYECKON AeATENbHOCTH
anTeYHBIMH OpraHM3alMsIMH, IOABEIOMCTBEHHBIMH (PefiepalbHbIM OpraHaM
HCIOJIHUTENBHOMN BJIaCTH

1. ®opmMa nNpoBOAUMOH OLEHKA COOTBETCTBHS COMCKATENs JMLEH3UH WIH
NHMIEH3¥aTa JIMLIECH3HOHHBIM TpeGoBaHUAM, pEricCTpalMOHHBIH HOMep M Jara
PErucTpaluy 3asBI€HHs O IPeJIOCTaBICHUH JTMIEH3UH (BHECEHHEe U3MEHEHHH B peecTp
JIULICH3UH ):

2. IlonHoe MnM coKpallleHHoe (IIpH HaJlMYiM) HaMMEHOBaHHME, OPraHU3alHOHHO-
npaBoBasi (opMma IOPUAWYECKOTO JIMIA, aApec B MpeaeliaX MeCTa HaXOMXACHHS
IOPUIMYECKOrO JIMIIA, OCHOBHOM TIOCYIAApCTBEHHBIH PETHCTPAllAOHHBIH HOMED
1opuanueckoro jmna (OI'PH):

3. Anpec (agmpeca) Mecta (MeCT) OCYLIECTBICHHS JIMIEH3UPYEMOIO BMJA
eI TeTBHOCTH:

4. Mecto (MecTa) IpOBeIeHUs OLIEHKH COOTBETCTBHS JINLIEH3MOHHBIM TPeGOBaHUAM
C 3aIIOJIHEHUEM OLIEHOYHOT'O JIUCTA:

5. PexBU3HUTHI pelleHHUS O MPOBEJCHUM OLIEHKH COOTBETCTBHUS JIMIIEH3HOHHBIM
TpeOOBaHUAM, IPUHATOrO YIIOJTHOMOYEHHBIM JODKHOCTHBIM JHIIOM Poc3apaBHanzopa
(TeppUTOPHATEHOTO OpraHa):

6. JlomkHOCTb, (aMuiusi, UMs, OT4eCTBO (NPH HAIMYMM) OODKHOCTHOTO JIHIlA
Poc3npaBHan3opa (TeppUTOPHAIBHOTO OpraHa), MPOBOJSIIETO OIEHKY COOTBETCTBHSA
JIUIEH3UOHHBIM TpeOOBaHUSAM U 3afOJIHSIOIIEr0 OLIEHOYHBIH JIUCT:




7.

Cnucok

KOHTPOJBHBIX

BOITPOCOB,

OTBCTHI

Ha KOTOpbIC

JOJDKHEI

CBHIACTCIIBCTBOBATE O COOTBETCTBHUHU (HeCOOTBeTCTBI/II/I) COHCKAaTCJiA JIMLICH3WH WIIN
JIMLICH3HUaTa JINLCH3UOHHBIM Tpe60BaHI/ISIMI/II

Ne | CrHcok KOHTPOJIBHBIX BOTIPOCOB, PexBusuthI Ortsersl Ha Bontpockl 0 | [Ipumevyanue
n/n OTpaXKaloIUX ColepIKaHHe HOPMaTHUBHBIX COOTBETCTBUH
JIMLEH3UOHHBIX TpeboBaHUii NpaBOBBIX aKTOB € (HECOOTBETCTBUH)
yKa3aHHeM HX JIMLIEH3HOHHBIM
CTPYKTYpPHbBIX €JUHHULI, TpeOOBaHUAM
CoAiepIKaLLHX
JINLICH3HOHHbIE Aa | HCT | HCIPUMECHUMO
TpeOoBaHHA
1 | YTBepskaeHsl M pykoBoguteneM | myHKT 2 ITpasui

cybbexra obpalueHus XpaHeHUs

JIEKapCTBEHHBIX CPEJICTB JIeKapCTBEHHBIX

JIOKyMEHTBI (CTaHAApTHbIE CPEeACTB AJIs

OMnepaLMOHHbIE NPOLeyPhl MEIULIMHCKOTO

(nanee—COIlIbt1), HHCTpYKLIMHM), IIPUMEHEHUS,

OMUCHIBAIOIKE ACHCTBUA, YTBEPKIEHHBIX

BBINOJIHSEMBIE CYOBEKTOM NPUKa30oM

obpalieHus JIeKapCTBEHHBIX Munncrepctea

CPEACTB U peryIaMEeHTUpYIOLIHe 3paBOOXpaHEHHS

BCE MPOLIECCHI NEATENBHOCTH Poccniickoi

cybpekra obpaieHus ®epnepartuu ot

JIEKapCTBEHHBIX CPEJICTB, 29 anpens 2025 r.

BJIMAIOLIHE Ha KAYECTBO, Ne 260u

3¢ exTHBHOCTD U Ge30macHOCTh | (3aperucTpupoBaH

JIEKapCTBEHHBIX MPenapaToB, B MunucTepcTBOM

KOTOPbIX ONKCaHa 1octuuuu Poccuiickoid

MOCJICI0BATENIHOCTD ACHCTBUH ®enepariu

paboTHHKa npu ocywecToiieHnd |2 wrons 2025 r.,

YKa3aHHbIX TIPOLIECCOB, PperucTpaLMOHHBIH

HanpaBJ/ieHHble Ha COOMIOIEHHE
tpedoranuii [IpaBun xpaneHus
JIEKapCTBEHHBIX CPeACTB, [Ipasui

HaJUIeXalleil anTeuyHoi npakTUKu?

Ne 82490; neiicrByer
1o 1 cenrabps 2031 1))
(nanee — ITpaBuna
XpaHeHHs
JIEKapCTBEHHBIX
CPeJICTB);

MOAITYHKT «6» myHkKTa 7
[pasun Hamnexatneit
alTe4YHOH NMPaKTHUKU
JIEKaPCTBEHHBIX
TIpenaparoB s
MEIULIMHCKOTO
MPUMEHEHUs,
YTBEPKICHHBIX
NPUKa30M
MunuctepctBa
3PaBOOXpaHEHHS
Poccuiickoit
®enepatiuy ot

29 anpens 2025 1.




Ne 259H
(3aperucTpupoBaH
MuHncrepcTBoM
octuuuu Poceuiickoii
Geneparyu

30 masn 2025 r.,
PErMCTpaLMOHHBIN

Ne 82462; neiictByer no
1 cenrsabps 2031 r.)
(nanee — [Npasuna
HaJUIeXKallel anTe4Hoit
MPAKTHKH)

VYTBepaIeHa JIH PyKOBOIHTENIEM
cyOBbeKTa pO3HHYHOM TOProBIIH
JIOKyMEHTaLIUA CHCTEMBI
KavyecTBa?

IYHKTbI 6, 7, 8 [TpaBun
HajajaexaueH anreyHoi
TIPAKTHKH

HazsnaueHo jin pykoBoguTeneM
cybbpekTa oOpateHus
JIEKapCTBEHHBIX CPEACTB JIULIO,
OTBETCTBEHHOE 32 BHEAPEHHE,
obecneueHre u NOAAEPKAHKE B
aKTyaJbHOM COCTOSHHH CUCTEMbI
KauecTBa?

MOAMYHKT «3» MyHKTa
4, NOJITYHKT <«J1»
myHkTa 6 [lonoxeHns o
JIMLIEH3UPOBAHHH
¢dapmaneBTHYECKOM
JeSATeNbHOCTH,
YTBEPIKISHHOTO
NOCTaHOBJIEHHEM
Ipasurenscra
Poccuiickoit
®denepatyu ot
31 mapra 2022 .
Ne 547 (nefictsyer no

1 cenrs6ps 2028 r.)
(nanee — [TonoxeHue o
JULIEH3UPOBaHUH
(bapMaLieBTHYECKOM
JeATeIIbHOCTH);

MyHKT 4 [IpaBun
XpaHeHHS
JIEKAPCTBEHHBIX
CpeACTB

Hmeercs nu y couckarens
JIMLIEH3UW/TALIeH3HaTa
[IPOM3BOACTBEHHEIH OOBEKT WK
00BEKTHI (IOMELIEHHS, 31aHHs,
COOPYIKEHUS) [10 MECTY
OCYLIECTBJICHHS AEATEILHOCTH,
NpHHAIJIeXKALIHE:

Ha npaBe COOCTBEHHOCTU?

NOAITYHKT «a»

NyHKTa 4,

MOJMNYHKT «a» MyHKTa 6
IMonoxenus o
JIULICH3UPOBAHUH
(dapmaueBTHYECKOM
JeaTeIbHOCTH




| HA UHOM 3aKOHHOM OCHOBAaHHM,

npeaycMaTrpyusarOLIcM IpaBo
BJIAICHUA H TIpaBoO MOJIb30BaAHHUsA?

Bce nomenenns cy6bexra
PO3HUYHON TOProB/IM:

PAacronoXKeHsl B 31aHUH
(cTpoeHnn) U PyHKIHOHATIBLHO
o0beHEeHBI?

H30JIMPOBAHBI OT JAPYTHX
opraHusaluii 4 obecrneynBaioT
OTCYTCTBHE
HECAHKLIMOHHUPOBAHHOTO IOCTYIa
MOCTOPOHHUX JIULL B IOMeLleHus?

nyHKT 18 IlpaBun
HaUIeXaIleid anTeyHoi
MpaKTHKH

OGecnieueHa sy 3aiuTa nyHkT 8 [IpaBun
MOCTYNAIOIHUX JIEKAPCTBEHHBIX XpaHeHUs
CPEACTB P NMPOBEACHUH JIEKapCTBEHHBIX
HOrpy304HO-Pa3rpy30uHbIX paboT: | cpeacTs
OT aTMOC(EPHBIX OCATKOB?
OT BO3JEHCTBUSA HU3KUX H
BBICOKHX Temmeparyp?

7 |Hmeercs nu o6o3HaueHHas 30Ha | myHkT 20 [IpaBun
WJIH OTIENbHOE MOMELLEHHE IS HaJjlexalnei anTe4Hoi
[IPUEMKH JIEKapCTBEHHBIX NPaKTHKH
npenapaToB?

8 |Hwmeercs mu obo3HaueHHas 30Ha | myHKT 20 [TpaBun
WK OT/ICJIBHOE MOMELIEHHE JUI | HaIexalleii anTeuHoi
XPpaHEHH$ JIEKapCTBEHHBIX NpaKTHKA
npenaparos?

9 |Hmeercs au 0603HaUSHHAsA 30HA | IOAIYHKT «a»
WK OTAENbHOE noMelnenye i | myHkTa 20 Ipasun
PO3HHYHON TOProBIx Hajuiexalleif anteuHoi
JIEKapCTBEHHBIMH NpenaparaMi? | IPaKTHKH

10 | OGecneueHo M OTCYTCTBHE ryHKT 21 IpaBun
JI0CTyna NoKynarese K XpaHeHus
JIEKapCTBEHHBIM TIperiapaTam, JIeKapCTBEHHBIX
OTITYyCKAaeMBbIM IO peLienTy Ha CPEACTB
JIEKapCTBEHHBIH npenapat?

11 | HMmeercs nu nomereHue s TOAITYHKT «B»

HM3TOTOBJICHHUS JIEKAPCTBEHHBIX
npenaparos?

nyHkra 20 [Tpasun
HaZJIeXKalieH anTeyHon
MPaKTHKH




12

Hwmeercs nu 0o603HaueHHas 30HA
WY OTAEJIBHOE NMOMELLEHHE IS
OTHYCKa JIEKapCTBEHHBIX
npenaparos?

MOAMYHKT «6»
nyHkTa 20 [IpaBun

HajyIeKaleH arnreyHoi

MPaKTHKH

13

Hmeercs mu o6o3HaueHHas 30Ha
WM OTAENIbHOE MOMELIEHUE ISt
aJIMHHHUCTPATUBHO-OBITOBBIX
ueneit (11 pa3aensHOro XpaHeHus
OJEXKIbI, MPUEMA MHLIH, CAHY3J1a):

Ha nipaBe COOCTBEHHOCTH?

HNpUHAJIeKALIME HA HHOM
3aKOHHOM OCHOBaHHH,
NpelyCMaTPHBAIOILEM TIPAaBO
BJIafieHUs ¥/WIIH TIPAaBO
NOJIb30BaHMA?

HOAITYHKT «I'»
myHkra 20 Ilpasun

Hajgiexared anreyHoi

NpaKTUKH

14

Hmeertcs nu ob6o3HaueHHas 30Ha
WU OTAENbHOE MIOMEICHHE TS
KapaHTHHHOTO XpaHEeHUA
JIEKAPCTBEHHBIX CPE/ICTB
(oTmensHO, ¢ OrpaHUYEHHEM
JIOCTYIIA B COOTBETCTBYIOILEM
3aKPHITOM NIOMEIIEHUH U (HIIH)
30HE WM 3anuparoliemes mkady)?

MNOAMYHKT «J1»
nyHKkTa 9 [IpaBun
XpaHeHHs
JIEKapCTBEHHBIX
cpencTs

15

Hmeertcs i 0603HaueHHas 30Ha
WIIH OTIEJIBHOE NMOMEIlEeHHE
(oTAenbHO, C OrpaHUYEHHEM
JI0CTyIIa B COOTBETCTBYIOILIEM
3aKpHITOM NOMEIIEHHH H (WIH)
30HE WM 3anuparoiemcs wkagdy)
JULsL XpaHEHHS JICKapCTBEHHBIX
Npernaparos:

banbcupULIUPOBAHHBIX,
He0OpOKauYeCTBEHHBIX,
KOHTpadaKTHbIX?

B OTHOLICHUH KOTOPBIX B CUCTEME
MOHHUTOPHHTA JIBI)KEHHS
JIEKAPCTBEHHBIX MpPEnapaToB I
MEIULIMHCKOTO MPUMEHEeHH
OTCYTCTBYIOT CBEJIEHHS O
HaHECEHHH CPeICTB
uaeHTHQUKAIUK U (MIH) CBEACHHS
0 BBOJi€ B FPOKIaHCKHi1 06opoT?

B OTHOLIEHHWH KOTOPbIX
OCYLICCTBJICHA 6norcnp0m<a
BHECCHH B CUCTEMY MOHUTOpPHHra
JABMXKCHHS JICKAPCTBCHHBIX
npenaparoB 41 MCIHLIMHCKOrO

TOAMYHKT «r»
nyHkra 9 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
cpencTs




NPUMEHEHHUS CBEeICHHIA O BBOJIE B
rpaxaaHckuit obopor, 06 o6opore
WIN 0 TpeKpaleHul obopota?

NPHMEHEHHE KOTOPBIX
MPUOCTAHOBIIECHO 10 PELICHUIO

YIOJITHOMOYEHHOT0 (eiepaibHOro
oprasa UCIIOJTHHUTEILHON BlacTU?

CPOK FOJHOCTH KOTOPBIX HCTEK?

B OTHOILEHHUH KOTOPBIX HE
cobmoneHsl TpeGoBaHHs K
XapaKTepUCTHKe CpeJICTBa
UISHTH(UKALIUY, TOPSAKY €ro
HaHEeCeHHUs N TpeGOBaHUA K
CTpYKType U opmaty
HH(GOPMALIMH, KOTOPYIO CONEPIKHT
CpeAcTBO UACHTH(UKALUN?

rpaxaaHCKuii 060pOT KOTOPBIX
npekpaeH?

cybbekTa oOpatieHus
JICKapCTBEHHBIX CPEICTB:

CHCTEMOMH OTOIUIEHHS?

€CTEeCTBEHHON BEHTHIALIUEH MU
IIPUTOYHO-BHITSKHO#M
BEHTWIIALMEI?

16 |OnpeneneH au pykoBOAUTENEM nyHkT 21 Ipasun
NOPAAOK JOCTYNa pabOTHHKOB B HaJjIexaleH anTeyHoit
NIOMELIeHHS U 30HBI? MpPaKTHKH

17 | OcHalteHs! Jid TOMELICHHS MOJIYHKTBHI «ay, «BY,
cybbekra obparieHus «I», «3» myHkra 11
JIEKapCTBEHHBIX CPEIICTB: IlpaBun xpaneuus

JIEKapCTBEHHBIX
CHCTEMO# KOHINLIMOHHPOBaHUA? | cpencTs
OXpPaHHOM CUrHAIM3aLUei?
NIOXKapHOH CUrHAIM3aIIHei?
CHCTEMOH KOHTpOJA JocTyna?
aBTOMaTU3UPOBAHHON CHCTEMO#
XpaHeHMs, y4eTa JIeKapCTBEeHHbIX
cpeactB?
18 | OcHaiteHsl 1M HOMELLEHUS nyHkT 23 [paBun

HaJJIe)xale arnTeuHon
MIPAKTHKH




19 {HMmeertcs nu y couckarens MOJIYHKT «a»
JIMLIEH3UH/TMLIeH3HaTa MyHKTa 4,
Heobxoaumoe o6opynoBaHue, MOJIYHKT «a» IyHKTa 6
TpUHaAJexalllee Ha npaBe IMonoxeHus o
cOOCTBEHHOCTH HIIM HA HHOM JIMLEH3UPOBAHUU
3aKOHHOM OCHOBaHHH, (apmanieBTHYECKOIH
npelyCMaTpUBAIOLIEM NpaBo JIeITeIbHOCTH;
BJIaZICHHA M NIPaBO MOJIb30BaHHMA:

IMyHKTsI 24, 25 [IpaBun

| xonmoaunbHBIE KaMepbl ¥ (KIIK) HajaJexalleil anTeqHo
XOJIOAWIBHUKU? MPAKTHKH,
CpeAcTBa U3MEPEHHd yis HOAMYHKTHI «6», «I1»,
pErucTpaLuu TeMneparypbl U «e», «Kk» myHkTa 11
OTHOCHUTEJIbHOM BIKHOCTH IMpasun xpanenus
BO31yXa 1160 JIEKapCTBEHHbIX
aBTOMaTH3HPOBAHHbIE CUCTEMBI cpeacTs
KPYIJIOCYyTOYHOTO MOHHUTOPHHTa
KJIMMAaT-KOHTPOJIS TEMIIEPATYPhl H
OTHOCHUTEJNIBHO# BIaXKHOCTH
Bo3ayxa?
CTEJIaXH, WKadbl, NOMIOHEI,
HNOATOBApHUKH?
MOTPY304HO-Pa3rpy304uHbIe
cpeactsa?

20 |Hwmeercs nm y couckarens MOJMYHKT «a»

JIMLEH3UH/TULIEH3HuaTa
Heobxoaumoe 06opynoBaHue,
NIpHHa/j|JIeXKallee Ha rpaBe
COOCTBEHHOCTH MJTM HA HHOM
3aKOHHOM OCHOBAHHH,
HpeayCMaTPUBAIOLLIEM ITPAaBO
BIaJEeHHS W MPABO MOJIb30BAHHS:

TEXHHYECKOE U IIPOrpamMMHOE
obopynoBaHue (B TOM YHCJIE s
KOMIUIEKCHOM aBTOMaTH3aLuH
CHCTEMbl XpaHEeHHs], ydeTa
JIeKapCTBEHHBIX CPEJICTB,
TOPToOBO#i EATENbHOCTH)?

KaccoBas TEXHHKA (B TOM YHCJIE C
Y4YETOM MOHUTOPHHIA JBHKEHHS
JIeKapCTBEHHbIX MpenaparoB)?

o6opyroBaHHe, HEOOXOAUMOE ISt
H3rOTOBJICHUA JIEKAPCTBEHHBIX
NpenapaToB, KOHTPOJIS Ka4eCTBa
M3rOTOBJIEHHBIX JIEKAPCTBEHHBIX

MyHKTa 4,

MOAIYHKT «a» MyHKTa 6
ITonoxeHus o
JIMLIEH3UPOBaHUH
(apMaLieBTHUYECKOH
JeATeNbHOCTH;

MyHKTHI 24, 25 TpaBun
HajaexaneH anreyHoi
MPaKTHKH




npenaparos?

21 |HMmeetcs n1u y couckarens MOAIYHKT «a»
JIMLEeH3UN/TULIeH3HaTa MyHKTa 4,
TIPUHAUIEXKALIIE Ha MPaBe AOAMYHKT «a» MyHKTa 6
COOCTBEHHOCTH WIH Ha HHOM [lonoxenus o
3aKOHHOM OCHOBAaHMH, JIMLIEH3UPOBAHUH
MPeAyCMAaTPUBAIOMIEM MPABO (apmavieBTHHECKON
BJIaJCHHS U MPaBO MOJIb30BaHUS, B | IEATEILHOCTH;
TOProBOM NMOMELIEHHHU U (MITH)
30HE BUTPHUHBI, CTEIUTAXKH IyHKTHI 24, 25 ITpaBun
(ronponel)? HajIexKaIIei anTeqHoi

MPaKTHKH;

22 |Hmerotes nu y couckarens MOANMYHKT «a» MyHKTa
JTULECH3UH/TULeH3UaTa 4, NOANMYHKT «a»
NpUHaAICHKAIHME Ha NTpaBe ITyHKTa 6 IlonoxxeHus o
c0OCTBEHHOCTH WJIH Ha HHOM JMICH3MPOBAHNA
3aKOHHOM OCHOBaHUH, tapmatieBTHIECKOR
npexycMaTpUBAIOLIEM NPaBo ACATCIBHOCTH,
BJ'[ilI[eHPIﬂ U MPaBo MOJIb30BAHUS, mymHKTE 24, 25 Tipasun
ceii(bl, MeTaIHYEeCKHE IKA(BI, HaUTeKALEH ATTeHON
JIepeBAHHBIC IKa(bl WK NpAKTHKY;

OTJeNbHbIE MOMEILCHNUA,
oreyaTbiBaeMble WIH mynkr 27 Ipasun
noMGupyembie B KOHLE pabouero | xpaneHus
IHA, A1 XpaHEHUA JIeKapCTBEHHbBIX
JIeKapCTBEHHBIX CPECTB, cpeacTs
NMOJUISKALIMX TIPEJIMETHO-
KOJIMYE€CTBEHHOMY yU€TY B
COOTBETCTBUH C pazaenami II-1V
INepeuns nekapcTBEHHBIX CPEACTB
JUI MEAULIMHCKOTO MPUMEHEHHS,
MOJIeXALINX [PEeJMETHO-
KOJIUYECTBCHHOMY YU€ETY,
YTBepP)KISHHOTO MPUKA30M
MuHHCTEpCTBA 3paBOOXpaHEHHS
Poccuiickoii deaepauun
ot | centabps 2023 r. Ne 4591
(3aperucTpupoBaH
MUHHCTEPCTBOM HOCTHLIMH
Poccuiickoit Denepaimn
2 okta0pa 2010 r.,
perucTpaloHHbiii Ne 75422;
neiicteyer o 1 centa6ps 2030 r.)?
23 |Hmetores jin y cybbekTa myHKT 26 [IpaBun

PO3HHYHOM TOProBJIM TEXHHYECKHE
nacrnopta (MHCTPYKLHH,
PYKOBOJCTBA) K HCIIONBE3YEMOMY

HajuleXKalle anTeyHoi
MPaKTUKA




obopynoBaHHI0?

24 | IIpouwuro nu obopyroBaHHE HOAITYHKT «J1»
(cpeacTBa H3MepeHuii), nyHkra 11 IlpaBun
HCTIONIb3YEMOE /IS KOHTPOJIS WK | XpaHEeHHs
MOHHTOPHHTA YCJIOBUI XpaHeHUs! | JIEKApCTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, IOBEPKY | CPEHCTB;
(xanubpoBKy) B mopsxe,

YCTaHOBJIEHHOM myHKT 18 HpaBun
3aKOHOAATeNbCTBOM Poccuiickoii | xpaHeHus
®enepamyu 06 obecneyeHuu JIEKapCTBEHHBIX
€IMHCTBA U3MEpEHHid, CpeICTB;
3aKOHO/IaTeJILCTBOM rOCy1apCTB-
wieHoB EBpasmiickoro nyHKT 26 [lpaBun
KOHOMHMYECKOro coto3a? HaJuIexallei anTe4Hoi
NpaKTHKH

25 |HWmeroTca My couckaTens nyHkKT 32 IlpaBun
JIMLEH3HH/TULEeH3HaTa, XpaHEeHHs
OCYIIECTBJISIOLIETO H3TOTOBJICHHE | IEKapPCTBEHHBIX
JIeKapCTBEHHBIX MpenapaToB, CpeACTB
Hecropaembie WKadsl s
XpaHeHUs (apMalleBTHUECKHX
cyOcTaHImii, 06nanaronux
JIErKOBOCIUIAMEHSIOIMMHUCA U
rOpIOYUMHU CBOMCTBaMH, B 00beMe
Io 10 xr BHe noMereHmit ajis
XpaHeHHS OrHeONacHbBIX
(apmaLieBTHYECKHX cyOcTaHUMM U
B3PbIBOONACHBIX JIEKAPCTBEHHBIX
cpenctn?

26 |Hmeetcs nu otaenbHoOe nyHKT 33 IlpaBun
NOMeILEeHHE (31aHue), XpaHeHHs
000pyA0BaHHOE HECTOPAEMBIMH | JIEKAPCTBEHHBIX
TIO/IIOHAMHU, TS XpPaHEHUA CpeacTB
NIEeKapcTBEHHOTrO npenapara ¢
MEXIYHapOAHBIM
HEMaTeHTOBaHHBIM
HaNMEHOBAaHHEM «OTaHOM» B
kosmyectse cabie 100 kr?

27 |Hmerotes 1n y couckartens MyHKT 26 IlpaBun
JIMLIEH3HW/THLIeH3HaTa HaJuiexallleil anTe4Hoi
TEXHUYECKHE Tacrnopra MPaKTUKH
(MHCTPYKLMH, PyKOBOJCTBA) K
HCIIONIB3yeMOMY 000pYAOBaHHIO?

28 | ObecrieueH 4 exxeaHeBHbIH, B TOM | yHKT 18 [IpaBun

YHCIle B BBIXO/IHbIE H
npa3AHUYHbIE JHH, KOHTPOJIb 33
cobJIoIeHHEM yCIIOBHI XpaHEeHUs
JICKapCTBEHHBIX CPE/ICTB
(TemnepaTypbl M1 OTHOCHTEIBHOM
BJI2)KHOCTH), B TOM 4YHCJIE BHYTPH

XpaHeHus
JIEKapCTBEHHBIX
CpencTs;

MOIITYHKTHI «a», «6»
nyHkrta 8 [lpasun
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XOJIOAWIBHOTO 000py/I0BaHHs, C
perucrpanueii B celiHaibHOM
JKypHase Ha OyMakHOM HOcHTele
WU B 3JIEKTPOHHOM BHIE C
apxuBauueit?

Hajjexalei anreqnoi
MpaKTHK!

29 |IIpoBoautcs nu He pexce 1 paza B | myHKT 42 [IpaBun
MOJIrOAa BHYTPEHHHI ayauT B HaJIeKallel arnreuHoi
COOTBETCTBHH C €XKETOAHBIM NpPaKTHKA
TUIAHOM, YTBEPXKAAEMbIM
pyKoBoaMTENEM cyOBeKTa
PO3HUYHOM TOProBan?

30 |Hmetotcs nu 'y couckarens MOJIMYHKT «K»
JMLEH3HK/TULeH3HaTa pabOTHUKY, | TyHKTa 4,
3aKJIIOYMBLINE C HUM TPYIOBbIE HOAIMYHKT «H»
JIOrOBOPBI, AEATENBHOCTh KOTOPBIX | myHkTa 6 [TonoxeHus
HENOCPEACTBEHHO CBA3aHa C O JIMLICH3UPOBaHUH
PO3HHYHOM TOprosiei ¢dapmaLeBTHUECKOH
JIEKapCTBEHHBIMH NpenapaTaMu JeATe/IbHOCTH;

U1 MEAMLIMHCKOTO NMPUMEHEHHS,
HX OTITyCKOM, XpaHEHUEM H
H3TOTOBJICHHEM, HMEIOLIHE:
BBICILIEE WK CpefiHEe
(apmarieBTHUECKOE 00pazoBaHKue?
cepTu(dHUKaT ceuanucTa
(cBUzETENBLCTBO 00 aKKpEeAUTALIMM
CMEeLUATTUCTA)?
31 |Hwmerotes M y couckarens NOJIYHKT «K»

JIMLEH3UH/TULIEH3HaTa, HMEIOLIEro
HaMepeHHe
OCYIIECTRIIATH/OCYLIECTBSIOLIETO
U3rOTOBJICHHE
pagrodapManieBTHIECKHX
JIeKapCTBEHHBIX TIPEenapaToB,
paboTHUKY, 3aK/TIOYMBLINE C HUM
TPYAOBBIE IOTOBOPEI,
JeATeNIbHOCTh KOTOPBIX
HENOCPEACTBEHHO CBA3aHa C
H3rOTOBJICHHEM
paauodapMalieBTHUECKHX
JIeKapCTBEHHBIX MpenapaTos,
HUMeEIOLIIHe:

BBICLIIEE UK CpeJHee
(hapmMalleBTHYECKOE HITH
MeJIULMHCKOe o6pa3oBaHue?

IyHKTa 4,

HOJIYHKT «H»

nmyHkTa 6 Tlonoxxenus o
JIMLIEH3UPOBAHNU
(apmaLeBTHIECKOMH
JeATeIbHOCTH
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JOTOTHHTENBHOE
npodeccHoHaNIbHOE 00pa3oBaHKe B
obnacTi pagHoOXUMHH,
paauaLoHHO# 6€30MacHOCTH ¢
yueToM ocoOeHHOCTeiA,
YCTaHOBJIEHHBIX
3aKOHOAATeNbCTBOM Poccuiickoii
®enepayu B o6nactu
ofecrieueHus paauaLHOHHOMN
6e3omacHocTH?

32

PazmewneHs! J1n IMUEH3UATOM B
€[IHHO# rocy1apcTBEHHOMN
HH(OPMALIMOHHOI cHCTEME B
cdepe 31paBoOXpaHeHUs CBEIEHHS
0 ¢apMaleBTHYECKOI
opraHuzalvy 1 paboTHHKax,
3aK/II0YUBIIUX C HUM TPYAOBbIE
JOTrOBOPEI, JIEATENIBHOCTh KOTOPBIX
HEMOCPEACTBEHHO CBA3aHa C
PO3HMYHOMN TOProBieH
JIEKapCTBEHHBIMU CPEICTBAMM 1A
MEJULIUHCKOrO MPUMEHEHHS, HX
XpaHeHHeM, HMEIOILUX:

JU1s OCYLLECTBIICHUS
(apmMalieBTHUECKOH NEATETbHOCTH
B cepe obparieHus
JIEKapCTBEHHBIX CPECTB IS
ME/IMILMHCKOTO IIPUMEHEHHS

(3a ucwiroueHreM 060co0JIEHHBIX
NoApa3ie/IeHHi MEANLIMHCKHUX
OpraHu3aiiyii) — BpICLIEE WIIH
cpeaHee apMalleBTHUECKO®
obpazoBaHue, a Takke cepTHdUKaT
CHELMANIACTA WX NPONHAECHHYIO
aKKpeauTaLHIO crenyanucra?

MOAMYHKT «p» IyHKTa 6
Ilonoxenus o
JIMLIEH3UPOBAHUH
¢dapmaueBTHUECKO
JEATENBHOCTH

33

Hmeercs 11 y MeAMLUHCKON
OpraHH3aLMK — COUCKATENA
JIMLEH3UH (IUIEH3HATA) JIHLEH3HA
Ha OCYILECTBIIEHUE MEUIIMHCKOM
JEATEeIbHOCTH?

MOJMYHKT K» IMyHKTa
4, MOJIMYHKT «I»
nyHkra 6 [lono)keHus o
JIULEH3UPOBAHUH
¢dapMarieBTHUECKOI
JIeITEILHOCTH
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YCTaHOBIEHO COOTBETCTBHE/HECOOTBETCTBHE COHMCKATENId JIHIEH3HUH/MIEH3HMATa
JMLEH3UOHHBIM TpeOOBaHUAM, NPEAyCMOTPEHHBIM MOCTaHOBIeHUEM IIpaBHUTENLCTBA
Poccuiickoii ®enepauun ot 31 mapra 2022 r. Ne 547 «O nuneHsnpoBaHUH

(bapMaleBTHYECKOH AeSITETBHOCTHY.
(Hy>XHOE BBIJICJIATH)

(IOMKHOCTHOE JIMLIO, TIPOBOAMBLICE OLIEHKY (nmoanuce)
COOTBETCTBHS W 3allOJIHUBLIEE OLICHOYHBIH JTUCT)

JlaTa 3anonHeHus OLIEHOYHOTO JIUCTA
« » 20 r.




