006 yTBep>xaeHun (popM OLEHOYHbIX JINCTOB, B COOTBETCTBUMU C
KoTopbiMu depepanbHOM CNy>Xbou no Hap3opy B chepe
3ApPaBOOXpPaHEHUSA U ee TeppuTopUaJZibHbIMKU OpraHamMu
NPOBOAUTCA OLEHKa COOTBETCTBUA COUCKATENA JINLLEH3UMN WU
NNLEeH3MaTa AMLEH3UOHHbIM TPeOOBaHUAM NPU OCYLLECTBJIEHUHM
¢dapmMaueBTUYECKON AeATeNIbHOCTHU

Mpukas - Ne 195 - o1 19.01.2022 - ®enepanbHas cny>xba no Haa3opy B chepe 34paBoOOXpaHeHns - YTpaTtun cuny

®ENEPAJTIbHASA CITY)KBA MO HAA3O0PY B COEPE 3IPABOOXPAHEHWA
MPNKA3
MOCKBA

19 anBaps 2022 r. Ne 195

06 yTBEpPXAEHUN (HOPM OLLEHOYHbIX JIMCTOB, B COOTBETCTBMM C KOTOpbIMK PefepanbHOn ciayxbon no
HaZ30py B Chepe 34PaBOOXPAHEHNS U €e TEPPUTOPMALHBIMIU OPraHaMmn NPOBOAUTCS OLEHKA
COOTBETCTBUS COMCKATENS INLLEH3UN NAN NINLEH3MATa IMLEH3NOHHbLIM TpeboBaHNAM Npu oCyLLeCTBAEHN
(hapMaLLeBTNYECKON AeATeNbHOCTM

3aperncTpupoBaH MuHtocTom Poccun 24 tespans 2022 r.
PernctpauunoHHbin Ne 67449

B cooTBeTCTBUK C YacTblo 8 cTaTbh 19.1 PenepanbHOro 3akoHa oT 4 mas 2011 r. Ne 99-03 "O
JINLLEH3UPOBAHNM OTAENbHbIX BUAOB AesTensHocTn" (CobpaHme 3akoHoAaTeNbCTBa POCCUNCKON
®epepaumm, 2011, Ne 19, cT. 2716; 2021, Ne 24, cT. 4188), noanyHKTOM "a" nyHKTa 3 Moa0)xeHns o
JINLLEH3UPOBaHMM hapMaLLeBTUYECKON AeATENbHOCTW, YTBEPXKAEHHOIO NOCTaHOBAeHNEM [paBUTeNbCTBA
Poccuiickon ®epepaumm ot 22 gekabps 2011 r. Ne 1081 "O nuueH3mMpoBaHUM apMaL,eBTUHECKON
neatenbHocTu" (CobpaHue 3akoHomaTenbcTBa Poccuiickon ®Pepepaunn, 2012, Ne 1, cT. 126), NprkasbliBato:
1. YTBEpANTb Npunaraemyio oopMy OLEHOYHOr0 INCTa, B COOTBETCTBUM C KOTOpbIM PeaepanbHon cnyxbon
no HaA30py B chepe 34paBOOXPAHEHNSA N €e TePPMTOPUAIbHBIMU OpraHaMm NPOBOAUTCA OLLEHKa
COOTBETCTBUS COMCKATENS JINLLEH3NMN UAN NNLLEH3MATa INLEH3MOHHBLIM TpeboBaHMAM NpK OCYLLECTBIEHUN
thapMaLEeBTNYECKON AeATENbHOCTY OpraHM3aunsaMy ONTOBOW TOProBIN NEKAPCTBEHHbLIMW CPpeACcTBaMy AN
MeOMLUNHCKOro npuMeHeHuns (npunoxxerHune Ne 1);

2. YTBepauTb Npuiaraemyto opMy OLLEHOYHOrO JINCTa, B COOTBETCTBUN C KOTOPbIM PefepaibHon Ciyx60m
no Haf30py B chepe 34paBOOXPAHEHNSA U ee TepPPMTOPUAIbHBIMU OpraHaMm NPOBOAUTCA OLLEeHKa
COOTBETCTBUS COMCKATENS JINLLEH3NMN AN NNLLEH3MATa INLEH3MOHHBLIM TpeboBaHMAM NpK OCYLLECTBIEHUN
hapMaLEeBTNYECKON AeATEbHOCTY anTeYHbIMI OpraHn3aumaMn, NoABeLOMCTBEHHbIMU hedepabHbIM
opraHaM UCNOJHUTENbHON BAACTK (NPUNoXeHuto Ne 2).

PykoBoaunTenb A.B.Camoinnosa

MpunoxxeHue Ne 1

K Nnpuka3sy PegepanbHOn ciyxbbl no
HaZ30py B chepe 34paBoOXpaHeHns
oT 19 aHBaps 2022 r. Ne 195

®opma

OUEHOYHbIN NNCT,
B COOTBETCTBUM C KOTOPLIM PenepanbHon cnyxboi no Haa3opy B chepe 34paBOOXPAHEHNS U ee
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TEPPUTOPUAJZIbHbIMU OpraHaMi NPOBOAUTCA OLeHKa COOTBETCTBUA CONCKaTeENA NNUEH3UN U nnueH3naTa
NINUEH3NOHHbIM TpeﬁoBaHI/IﬂM npun ocywecTBneHnn cpapMau,eBTquec:KoPl 0eAaATesIbHOCTN opraHn3aungamn
ONTOBOM TOProean nekapCTtBeHHbIMKU CpeacTBaMn anga MeanNLMHCKOro npnMeHeHns

1. ®opMa NPOBOAMMON OLLEHKN COOTBETCTBUS COUCKATENS INLEH3UN WX NLLEH3NATA TNLEH3NOHHbLIM
TpeboBaHMAM 1, perncTpaunoHHbI HOMEP 1 faTa PerncTpaumm 3asBaeHnsa 0 NpeaoCcTaBAeHUN JINLEH3UN
(BHECEHME U3MEHEHUN B PEECTP JINLEH3UN):

1 B cooTBeTCTBUM C YacTbto 3 cTaTbn 19.1 GepepasibHOro 3akoHa oT 4 mas 2011 r. Ne 99-03 "O
JINLLEH3UPOBAHNM OTAENbHbIX BUAOB AesTensHocTn" (CobpaHne 3akoHoaaTeNbCTBa POCCUMCKON
®epepaumm, 2011, Ne 19, cT. 2716; 2021, Ne 24, cT. 4188).

2. MonHoe nnm (B cnyvae, ecm MMeeTCs) COKpaLLeHHOe HanMeHOBaHWe, 1 OpraHM3aLnoOHHO-NPaBoBas
thopma opnanYeckoro nnua, agpec ero Mecta HaxoXX4eHWs, OCHOBHOWN rocy4apCTBEHHbIN
PerncTpaumnoHHbIN HoMep opuanyeckoro amua (OrPH):

3. Anpec (agpeca) MecT OCyLLEeCTBIEHNS JIMLEH3NPYEMOrO Bla AEATENbHOCTU:

4. MecTo (MecCTa) NpoBeeHNs OLEHKN COOTBETCTBUA JIMLEH3NOHHBLIM TPeBOBaHUAM C 3aM0JIHEHUEM
OLEHOYHOro NncTa:

5. PekBU3nNTbI peLleHns 0 NPoBEAEHNMN OLLEHKN COOTBETCTBUS NNLEH3NOHHLIM TpeboBaHNAM, NMPUHATOrO
YNOJIHOMOYEHHbIM OOJHKHOCTHBIM InLOM Poc3apaBHa3opa (TeppuTopranbHOro opraHa):

6. [LOMKHOCTb, (haMusins, UMA 0TYECTBO (NPU HaNN4yMKM) SOHKHOCTHOro Anua PocsgpasHaasopa
(TeppuTOpManbHOro opraHa), NMPOBOASILLEr0 OLEHKY COOTBETCTBUSA JINLIEH3NOHHBIM TPeOOBaAHNAM 1
3aMNOJIHAOLWEr0 OLLEHOYHbIN INCT:

7. CriNCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI HA KOTOPbIE AOJ/IKHbI CBMAETENbCTBOBATL O COOTBETCTBUM
(HEeCooTBETCTBUMN) COMCKATENS NIULIEH3UMN UAN NNLLEH3MATa NNLEH3UOHHBIM TpeboBaHMAMN:

Ne

n/n

CnncoK KOHTPObHLIX BOMPOCOB, OTPaXaloLWnX Coaep)XXaHne NNLUEH3N0HHbIX

TpeboBaHMI

PeKkBM3nNTbl HOPMATMBHbIX MPABOBbLIX aKTOB C YKa3aHNEM NX CTPYKTYPHbIX € 4MHNL, KOTOPbIMUA YCTaHOBJ/IEHbI
obsa3aTenbHble TpeboBaHNS

OTBETbI Ha BOMPOChI 0 COOTBETCTBUM

(HecooTBETCTBUM) IMLLEH3NOHHBIM TPEOOBAHUAM

MprmMe YyaHue

na
HeT
HENPUMEHNMO

1
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YTBEpXAEeHbI N pykoBoauTeneM cybbekTa obpalleHns NTeKapCTBEHHbIX CPeACTB CTaHAAPTHbIE
onepaunoHHble npouenypsl (nanee - COM)?nyHKT 3 MpaBua Hagaexallen NPakTUKKU XPaHeHUs 1
NnepeBOo3KyM JIEKAapCTBEHHbIX NPenapaToB A MeAULMHCKOrO MPUMEHEHUS, YTBEPXKAEHHbIE MPUKa30M
MuHncTepcTBa 34paBooxpaHeHns Poccuinckon depepaumm ot 31 asrycta 2016 r. Ne 646H
(3apernctpmpoBaH MuHncTepcTBoM tocTuummn Poccunckon ®epepaumnm 9 aHeaps 2017 r., perncTpaLmoHHbIN
Ne 45112)(nanee MNpaBnaa HagsexXallen NpakTUKN)

NyHKT 7 MNpaBun Hagnexallen ancTpubbioTOPCKOWM MPaKTUKK B paMKax EBPa3mMnckoro 3KOHOMMYECKOoro
COt03a, yTBepXXAeHHble PelieHnem CoeeTa EBpa3ninckon skoHoMmnyeckon kommuccum ot 03.11.2016 Ne 80
(ocbuumanbHbIN canT EBpa3niicKoro sKOHOMUYeCKoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r.)
(nanee - MpaBuna Hagnexxawen AUCTPUOLIOTOPCKON NPaKTUKN)

2

OnpepeneHa N 0TBETCTBEHHOCTb PaboTHUKOB CybbekTa obpalleHns NeKapCTBEHHbIX NPenapaToB 3a
HapyLeHne TpeboBaHWI, YCTaHOBAEHHbIX MpaBnaMun Hagnaexxallen NPakTUKKN XpaHeHns, MNpasunamm
Hagnexallen AucTpubbIoTOPCKON NPaKTUKM?NoANYHKT "6" nyHKTa 4 MNpaBun Haanexallen npakTuku
XpaHeHus;

NyHKT 16 MpaBun Hagnexaluen ANCTprObIOTOPCKON MPaKTUKY;

3
Ha3HauyeHo nu pykoBoauTenemM cybbekTa obpallleHuns 1eKapCTBEHHbIX CPeCTB N0, OTBETCTBEHHOE 3a
BHeLpeHne 1 obecrneyeHne CMCTeMbl Ka4ecTBa?NyHKT 5 MpaBul Haanexallen NPakTUKN XpaHeHus;

NyHKT 8 MpaBun Hagnexallen ancTpubbloTOPCKON NPaKTUK;

4
ObecneynBatoT N NOMELLEHUSA A5 XPaHEHNS NeKAPCTBEHHbIX NpenapaToB 6e3onacHoe

pa3fesibHOe XPaHEeHMEe N NePEMELLEHNE NEKAPCTBEHHbIX NpenapaToB?nyHKT 12 MpaBua Haanexawlen
NPaKTUKN XPaHEHUS;

NyHKTbI 29 - 30 MpaBua Hagaexalwen gucTpmbbloTOPCKON NPaKTUKNY;

5

CocTaBnseT nv naowajb NOMeLLEHN OpraHn3aLm ONTOBOW TOPrOBJIN JIeKapPCTBEHHbIMU CPeACTBaMMU ANS
MeLMLMHCKOro NpYMeHeHns, HeobxoAUMbIX A9 OCYLLEeCTBAEHUS LeATeNbHOCTH MO XPaHEHWIo
JleKapCTBEHHbIX NpernapaTos, He MeHee 150 k8. MeTPOB?NYHKT 13 MpaBui Hagnexallen npakTUKu
XpaHeHus

6

VimeloTca nn nomeLLeHns (0TCekun) ons XpaHeHUs OrHeonacHbIX U B3PbIBOOMACHbIX JIeKapCTBEHHbIX CPeaCTB
C NpenesioM OrHeCTONKOCTY CTPOMTENbHbBIX KOHCTPYKLUMA He MeHee 1 Yaca?nyHkTbl 11,12 Mpasun
Ha,u,nex(au_tem NPaKTUKN XpaHEHWUA;

NYyHKT 14 MMpaBui XpaHeHNs NeKapCTBEHHbIX CPELACTB, YTBEPXKAEHHbIX NPUKa3oM MUHUCTepCTBa
3[1paBOOXPaHEHNS 1 COLMaIbHOrO pa3BuTusa Poccninckon ®eagepaumm ot 23 aBrycta 2010 r.

Ne 706H (3apermcTpupoBaH MMHUCTEPCTBOM toCcTuLMn Poccuinckon ®epepaunn 4 oktabps 2010 r.,
perncTpaumoHHbin Ne 18608), ¢ U3MEHeHUAMM, BHECEHHbLIMY MPUKa3oM MUHUCTepCTBa 34paBOOXPaHEHNS U
coumnanbHoro pa3sutus Poccuiickon ®epnepaunn ot 28 nekabps 2010 r. Ne 1221H "O BHECEHUN U3MEHEHUIA
B [lpaBuna xpaHeHNs NeKapCTBEHHbIX CPeLCTB, YTBEPXAEHHbIe [pnKa3oM MUHUCTepCTBa
3[1paBOOXPaHEHNS 1 COLMaIbHOrO pa3BuTusa Poccninckon ®epgepaumm ot 23 aBrycta 2010 r. Ne 706H"
(3apeructpmpoBaH MUHUCTEPCTBOM toCTULMK Poccuinckon ®egepauun 4 espand 2011 r.,
pernctpaumoHHbin Ne 19703) (ganee - MNpaBuna XxpaHeHNS NEKAPCTBEHHbIX CPELCTB);
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NyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPakTUKN

7
VimeeTcsa nn 0603HavYeHHas 30Ha MK OTAEbHOE MOMELLeHNe N5 NPUEMKN IeKapCTBEHHbIX
npenapaToB?nyHKTbl 14,16 MNMpaBui Haanexallen NPakTUKN XpaHeHNS;

NyHKT 33 MpaBua Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

8

imeeTcs Ny opraHn3aLuy onTOBON TOProBAN IEKAPCTBEHHbIMY CPeACTBAMMU AN MEAULIMHCKOro
NpUMeHeHns 0603HavyeHHas 30Ha WU OTAeNIbHOE NoMeLLeHe SKCNeanUMn?NyHKTsl 14,16 Mpasun
HaAIeXaLlen NPakTUKN XpaHeHNS;

NyHKT 33 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

9

VimeeTcs vy opraH13aLmm oNnToBOW TOPrOBAU SleKapCTBEHHbIMW CPeACTBaMMU AN MeAULUHCKOro
npuMeHeHUs 0603Ha4YeHHaa 30Ha UAN OTAEe/IbHOe NMOMeLLEeHe OCHOBHOIO XpaHeHWs NeKapCTBEHHbIX
npenapaToB?nyHKTbl 14, 16 MpaBun Hagnexxallen NpakTUKYU XpaHeHs;

NYyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

9.1

imetoTca nn y opraHn3auny onTOBOW TOProB/IM IEKAPCTBEHHbLIMY CPeACTBaMU AN MEAULIMHCKOrO
NPVMEHEHUS NOMELLEHNS, HEOBX0AMMbIE 4J1A OCYLLECTBIEHUS AESATENbHOCTY MO XPaHEHWIO IEKAPCTBEHHbIX
npenapaToB MOMELLEHMNSA, N C KAKUM peXXnMoM xpaHeHna?lpunnoxeHune Ne 1 K KpUTEPUAM OTHECEHUS
06beKkTOB (heaepasibHOro rocyaapCTBEHHOro KOHTPONA (Haa3opa) B chepe obpalleHns NeKapCTBEHHbIX
CpencTB And MeauLUMHCKOr0o NPUMEHEHUS K onpeaeneHHon KaTeropum pucka npunoxexdmsa Ne 1 K
MonoxxeHuto o hegepanbHOM rocyLapCTBEHHOM KOHTpOe (Hag3ope) B chepe obpalleHns nekapCTBEHHbIX
CpeacTB, yTBEPXKAEHHOr0 NoCTaHoBAeHNeM MpaButenscTBa Poccuinckon ®egepaumnm ot 29.06.2021 Ne
1049 "O henepanbHOM FrocyfapCTBEHHOM KOHTPOE (Haa3ope) B cchepe obpalleHns neKapCTBEHHbIX
cpencts" (CobpaHue 3akoHogaTenbcTBa Poccminckon ®Pepepaunn, 2021, Ne 27, c1. 5427) (panee -
KaTeropum pucka, MM Poccninckon Pepepaumm Ne 1049)

- C (OMKCMPOBAHHBIM TEMMNEPATYPHO-BIAXKHOCTHBIM PEXUMOM?
- OTan/JnBaeMsble LleHTpaibHbIM CHabxeHnem?

- OTan/JvBaeMble aBTOHOMHO?

- OTanJnBaeMble OTONUTENbHBIMK Npnbopamn?

10

VimetoTca nn y opraHusaumny oNnToBOW TOPrOBAW JIEKAPCTBEHHbIMU CPEACTBAMY

AN MeANLUHCKOro NpMMeHeHns 0603Ha4YeHHble 30Hbl UAN OTAESIbHbIE MOMELLEHNS XPaHEHUS
JIeKapCTBEHHbIX NpenapaTos, Tpebywunx cneymanbHbiX yCI0BMIR? NyHKTbI 14, 16 MpaBnn Hagaexalewn
NPaKTUKN XpaHEHUS;

NyHKT 32 MpaBun Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

11

VimeeTca v y opraHnsaumm ONTOBOW TOProBJiM NEKAPCTBEHHbIMW CpeacTBaMu 419 MeAULNHCKOro
NPUMEHEHUS AN XPaHEHNS BbISIBJIEHHbIX (hanbCUPULMPOBaHHLIX, HeA0BpPOKaYeCTBEHHLIX, KOHTPaMaKTHbIX
JIeKapCTBEHHbIX NpenapaToB:NyHKThI 14, 16 MNpaBua Hagnexxalwlen npakTUKN XpaHeHuns;

NyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK
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0603HayYeHHasa 30Ha?NyHKTbI 14, 16 MNpaBun Haanexallen NPakTUKN XPaHEHNS;
NyHKT 32 MpaBua Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

O0TAeNbHOE noMelleHne?nyHKTol 14,16 MpaBun Hagnexalen NpakTUKMN XpaHeHus;
NyHKT 32 Mpasua Hagnexxallen gucTpnbbI0TOPCKON NPaKTUKK

12

VmeeTcs nn 0603HavyeHHas 30Ha Uy 0TAebHOe NoMelleHmne, obecneymBatowme Tpebyembie ycnosums
XpaHeHUs NeKapCTBEHHbIX NpenapaTos, A5 KAPaHTUHHOIO XpaHeHWs 1eKapCTBEHHbIX
npenapaToB?nyHKTbl 14,16 MpaBun Hagnexxallen NPpakTUKN XpaHeHNs;

NYHKT 32 MpaBua Hagnexallen ANCTpubbIOTOPCKON NPakTUKK

13
NmeeTcs nn B MOMELLEHNSX U 30HAX, UCMOJb3YEMbIX /151 XPAaHEHUS IEKAPCTBEHHbIX NPenapaTos
ocBelleHne?nyHKT 17 MpaBun Hagnexallen NpakTUKN XpaHeHus;

NyHKT 38 MpaBua Hagnexalen oUCTpmbbIOTOPCKON NPaKTUKK

14

imeeTcsa v B opraHnsaLy ONTOBOW TOProB/IM NEKAPCTBEHHbLIMW CpeaCcTBaMuM 4151 MeAULUHCKOr0
NPUMEHEeHNs BalnANPOBaHHaA CMCTEMA, Pa3aenaioLLas 30Hbl XpaHeHNA?NYHKT 18 MNpaBua Hagnexxawen
NMPaKTUKN XpaHEHWUA;

NYHKT 32 MpaBua Hagnexaluen ANCcTpnbbIoTOPCKON NPakTMKK

15
NmetoTCs v aAMUHUCTPATMBHO-ObITOBbIE MOMELLEHNS, OTAENIEHHbIE OT 30H XPaHEHWSs 1eKapCTBEHHbIX
npenapaToB?nyHKT 19 MpaBun Hagnexallen NPakKTUKN XpaHeH s;

NyHKT 37 MpaBun Hagsiexalwen aucTpubbloTOPCKON MPaKTUKK

16

MpenyCcMOTPEHO N B OpraHM3aLy ONTOBOW TOProBav NEKaPCTBEHHbIMU CPeACTBaMU AN MeANLMHCKOrO
NPUMEHEeHNs pa3fesieHne NOTOKOB NepeMeLleHmns NeKapCTBEHHbIX NpenapaToBs (C MOMeHTa NoCTynneHuns
[l0 MOMEHTa OTNPaBKKW CO CKJlafa) Mexay NoMeLLeHnaMn 1 (Mnun) 30HaMK 15 XpaHeHUs NeKapCTBEHHbIX
npenapaToB?nyHKT 28 MpaBna Hagnexalen NpakTUKN XpaHeHUS;

NyHKT 33 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

17

ObecneyeHa 1 B opraHn3aLuy oNTOBON TOProBx

NEKAPCTBEHHbIMU CPEACTBAMN AN MEANLMHCKOrO NPMMEHEHUS 3aluTa NoCTyNaoLWnx
NEeKapPCTBEHHbIX CPEeACTB NPW MPOBELEHUN MNOrPY304HO-

pa3rpy304HbiX paboT:nyHKT 33 MpaBun Hagnexallen oucTpubbITOPCKON NPAKTUKK

0T aTMOC(hepHbIX 0CaAKOB?NYHKT 33 MpaBua Hagnexallen AUCTPUOLIOTOPCKON NPaKTUKK

BO3AEMNCTBUS HN3KMX 1 BLICOKMX TeMnepaTyp?nyHKT 33 MpaBu Haanexallen AncTpnbbioToOpcKon
MpPaKTUKK

18

NmeeTcs nv y opraHM3aumm onToBON TOProBAN NeKApCTBEHHLIMU CPeACTBaMU A4St MELULUHCKOTO
NpVYMeHeHUs NowaaKa ANs pa3rpy3kn aBToTpaHcnopTa?llokasaTeny pucka, NpucBanBaeMble 4s
ONTOBOV TOPrOBJ/IN JIEKAPCTBEHHLIMW CPEACTBAMU AN MEAULMHCKOr0 npuMeHeHns (K1) (MpunoxeHne Ne 1
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K KpUTepmam oTHeceHns obbeKToB heaepanbHOro rocyaapCTBEHHOr0 KOHTpoAs (Hag3opa) B chepe
obpalleHns NeKapCTBEHHbIX CPEACTB 4S9 MEAULUHCKOrO0 MPUMEHEHNSA K ONpeaeNieHHON KaTeropmm prucka,
yTBEpPXXAEHHOE NocTaHoBNeHNeM lNpaBuTtenscTBa Poccuinckon Gegepauum ot 29.06.2021 Ne 1049 "O
henepanbHOM rocyaapCTBEHHOM KOHTpOJie (Haa3ope) B chepe obpalleHns eKapCTBEHHbIX cpeacTs")
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®egepaumm, 2021, Ne 27, cT. 5427)

- aBTOMaTMYeCcKne BOpOTa JOKOBOr0 TuMa C MOrpy304HO-pa3rpy304HbIMM MAOLWAAKaMN PeryanpyemMmon
BbICOThI?

- TambypHO-LW030Bas pasrpyska?
- MexaHN3MpOoBaHHbLIE BOPOTa AOKOBOI0 TWMa C MOrpy304HO-Pa3rpy304HbIMU MIoWagKkammn?
- MaHAycC ANs pa3rpyskn ToBapa, B TOM YMcae C UCNOAb30BaHMEM paMIbl?

19

WmeeTcs nn oThenbHas 30Ha (nomelyeHmne, WKadgbl) 4Ns XpaHeHus obopyLoBaHNMs,

VHBEHTApPs U MaTepuanoB ans ybopky (04NCTKM), @ TakXKe MOIOLLMX U Ae3UHPULMPYIOLWNX CPeACTB?MYHKT
25 MpaBun Hagnexallen NpakTUKN XpaHeHUs;

NyHKT 35 MpaBua Hagnexalen gUcCTpmbbIOTOPCKON NPaKTUKK

20
MpoBoanTCs i ybopKa NoMeLLeHNIN (30H) AN XPaHEHUS NEKAPCTBEHHbIX NpenapaToB B COOTBETCTBUN C
CONamu?nyHKT 25 MpaBun Hagfexxalen NpakTUKN XpaHeHus;

NyHKT 35 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

21
ObecneymBaeT N yCTaHOBKa 060pyl0BaHNA ANS XPaHEHWS IeKAPCTBEHHbIX CPEACTB B NMOMELLEHUNX
AOCTYMNHOCTb A5t NpoBefAeHns y6opkun?nyHKT 10 MpaBun XpaHeHUs NIEKapCTBEHHbIX CPeACTB

22

HonyckaeT nu oTaenka

NoMeLLeHNI (BHYTPEHHNE

MOBEPXHOCTW CTEH, MOTONIKOB) 419 XpaHEHMS JIeKaPCTBEHHbIX MpenapaToB BO3MOXXHOCTb
NpoBefeHNs BNaxxHoW y6opkn?nyHKT 25 MNpaBun Haanexallen NpakTUKN XpaHeHNS;

NYHKT 6 MpaBunn XpaHeHUs NeKapCTBEHHbIX CPELCTB

23
ObecneyeHa K 3allMTa NOMELLEHWUI AS XPAHEHWUS IEKAPCTBEHHbIX MPernapaToB OT NMPOHUKHOBEHUS
HACEKOMBIX, FPbI3YHOB WK APYIUX XUBOTHLIX?NYHKT 26 MpaBua Hagnexalllei NPakTUKN XpaHeHns;

NYHKT 36 MpaBua Hagnexallen ANCTpUOLIOTOPCKON NPaKTUKK

24

VmeeTcs nn Heobxonumoe obopyaoBaHme, NpuHagnexaliee cybbekTy obpalleHns nekapCTBEHHbLIMM
npenapaTtamMu Ha npase cOBCTBEHHOCTU UAN Ha MHOM 3aKOHHOM OCHOBaHUN?NYHKT 11 Mpasun
Hagnexxallen NpakTUKN XpaHeHns

24.1

YcTaHOB/IEHA /I CTEMNEHb MEXaHM3aLUn CKNaaCckux onepauunin n kKakaa?lfokasaTenn pucka,
npvceBavBaeMble [4J19 ONTOBOW TOProB/N JIeKapCTBEHHbIMU CPeACTBAMN AN MEANLUHCKOrO NPUMEHEHUS
(K2) (MpunoxeHne Ne 1 K KpuTepusM oTHeCeHNS 06beKToB heepanbHOr0 roCyLapCTBEHHOr0 KOHTPOS
(Han3opa) B chepe obpalleHna NeKapCTBEHHbIX CPEACTB AN MEAULNHCKOrO MPUMEHEHNSA K ONpeaesieHHON
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KaTeropum pucka, yTBEPXXOEHHOe NoCcTaHoBNeHneM lNpaBuTenbCcTBa Poccuinckon ®deagepaumm ot
29.06.2021 Ne 1049 "O chenepaibHOM rocyapCTBEHHOM KOHTpPOJe (Haa3ope) B chepe obpalleHns
nekapcTBeHHbIX cpencTs”) (CobpaHue 3akoHogaTenscTBa Poccnickon Pegepaunn, 2021, Ne 27, cT. 5427)

- aBTOMaTn4eCKas

- dBTOMaTU3NPOBaHHaA

- KOMIMJ1IEKCHO-MEXaHN3npoBaHHad
- HeMexXaHN3npoBaHHaA

25

MpoBeneHa N KBanudukaumsa n () Baamgaumsa Knovesbix 060pyaoBaHUS 1 NPOLECCOB C 0hopMSIEHNEM
0TYETOB, B KOTOPbIX 0606LEHbI MOTyYeHHbIe pe3yabTaThli?MyHKT 50 MpaBua Hagnexawen
ANCTPUOBLIOTOPCKOM MPaKTUKK

26

ViMetoTcs v noMeLLeHns A5 XpaHeHUs OrHeonacHbIX U B3PbIBOOMACHbLIX IEKAPCTBEHHbIX CPEACTB,
obopynoBaHHbIE HECTOPAEMbIMU M YCTONYMBLIMU CTENAXKaMU 1 MOAA0HAMU NOJ COOTBETCTBYIOLLYIO
Harpy3Ky?nyHKT 17 MNpaBus xpaHeHNs IeKapCTBEHHbIX CPeACTB

27
OcCHallleHbl JI NOMELLEHNS 419 XpaHEHMNA NIeKapCTBEHHbIX CPeacTB Npnbopamm ANa pernctpauumn
napaMeTpoB BO34yxa:NyHKT 37 MpaBua Hagnexallen NPakTUKN XpaHeHNS,

NYHKT 7 MpaBui XpaHeHUs neKapCTBEHHbIX CpeacTs;

NyHKTbI 38, 44 MNpaBun Hagnexallen AMcTpubbioTOPCKOM MPaKTUKK
TepMoMeTpbI?NyHKT 37 MpaBun Hagaexallen NPakKTUKN XpPaHEHNS;
NYHKT 7 MpaBua XpaHeHUs NeKapCTBEHHbIX CPeacTB;

NyHKTbI 38, 44 MpaBun Hagnexalen GUCTPUObLIOTOPCKON NPaKTUKN
rUrpoMeTpbI?nyHKT 37 MNpaBua Hagnexxalen npakTUKn XpaHeHuns;
NYHKT 7 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPefCTB;

NyHKTbI 38, 44 MNpaBua Haanexawen ANcTpnbbioTOPCKON MPaKTUKM
TepMormrpomMeTpbl?nyHKT 37 MpaBna Hagnexallen NPakTUKKN XpaHeHNS;
NYHKT 7 NpaBun XpaHeHNA NeKapCTBEHHbIX CPeACTB;

NyHKTbI 38, 44 MNpaBun Hagnexallen AMcTpubbioTOPCKOM NPaKTUKK
3JIEKTPOHHbIE TUrpOMeTpPbI?NYyHKT 37 MpaBuna Hagnexallen NPakTUKN XpaHeHNS;
NYHKT 7 MpaBui XpaHeHUs neKapCTBEHHbIX CpeacTs;

NyHKTbI 38, 44 MNpaBun Hagnexallen AMcTpubbioTOPCKOM MPaKTUKK

28

Pa3meLLeHbl M n3mepuTenbHble 4acTu NpMBopoB AJs perncTpaLmmn napaMeTpoB BO34yxXa Ha pacCTOSAHUN
He MeHee 3 M OT ABepel, OKOH 1M OTONUTENbHbLIX NPMBOPOB 1 Ha BbicoTe 1,5 - 1,7 M 0T Nona?nyHKT 7
MpaBuS XpaHeHUs IeKapCTBEHHbIX CPELACTB

29
Pa3meLLeHo nn y opraHusaumm OMNTOBOW TOProB/n nekapCTBeHHbIMK CpeacTBamMn asia MeanUunHCKOro
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npuMeHeHus 06opyaoBaHNe 415 KOHTPOAS TeMnepaTypbl B MOMELLEHNA (30Hax) B COOTBETCTBUM C
pesy/sbTaTaMy TeMnepaTypHOro KapTUpPoBaHUS, Ha OCHOBaHMM NPOBEAEHHOr0 aHaan3a u OLLeHKU
PUCKOB?NYHKT 22 lMNpaBuni Hagexallen NpakTUKN XpaHeHuns;

NyHKT 39 MpaBua Hagnexalen gucTpmbblOTOPCKON NPaKTUKN

30

OpraHn3oBaHoO /i1 MoffepKaHue creunanbHoro pexuma TeMnepatypbillokasaTeny pucka,
npvceavBaeMble 419 ONTOBOW TOProB/AN IeKapCTBEHHbIMU CPEACTBAMN ANA MEANLUHCKOrO NPUMEHEHUS
(K4) (MpunnoxeHune Ne 1 K KpUTEPUAM OTHECEHUSA 06bEKTOB (hefepasibHOr0 roCy4apCTBEHHOMO KOHTPOAS
(Hap3opa) B cthepe obpalleHns TIeKapCTBEHHbIX CPEACTB 419 MEAULUHCKOrO MPUMEHEHNS K oNpeaesieHHON
KaTeropum pucka, yTeepxaeHHoe noctaHosseHmeM lMpasuTtenbcTBa Poccmnckon ®epepaumm ot
29.06.2021 Ne 1049 "O thefepa/ibHOM rocynapCTBEHHOM KOHTpoJe (Haa3ope) B chepe obpalyeHns
NekapcTBeHHbIX cpencTs") (CobpaHue 3akoHoaaTenscTBa Poccuiickon ®enepaunn, 2021, Ne 27, cT. 5427)

- aBTOMaTU4yeckoe?

- aBTOMaTWU3MpPOBaHHOE?

- XON0AWJIbHblE KaMepbl, MPOMbILLIEHHbIE XON0AUSIbHUKIN?
- XONOAWSIbHUKIK hapMaLeBTNYecKme?

30.1

VimeeTcs nn xonoannsHoe obopyaoBaHue (C yka3aHMeM HaVMeHOBaHWUS, MapKu, MHBEHTApPHOro HoMepa,
TeMnepaTypHOro pexxnMa, EMKOCTU) C pa3MeLleHneM 1 06CyXUBAHNEM COTTaCHO LOKYMEHTaLMK Mo ero
MCMO/b30BaHMIO (3KCNAyaTaLnm):NyHKTbI 21, 36, 37 MNpaBun Hagnexallen NPakTUKN XpaHeHns;

nyHKTbl 40, 44 MpaBun Hagnexalen oUCTPUObLIOTOPCKON NPaKTUKK
X0JIOAMNbHbIE KaMepbl?NyHKTbl 21, 36, 37 MNpasui Haanexallen NPakTUKN XpaHeHus;
NyHKTbI 40, 44 MNpaBun Hagnexallen AMcTpubbioTOPCKOWM NPaKTUKK

hapmaLeBTMYeCKe X0N0AUbHbIE LIKA(bl AN XONOAUIBHUKN?YHKTLI 21, 36, 37 Mpasun Hagnexxallen
NPaKTUKN XpPaHeHWs;

NyHKTbI 40, 44 MpaBun Hagnexallen AMcTpubbioTOPCKOWM NPaKTUKK

31
MiMmeeTcs cncteMa KOHAWLMOHUPOBAHWS B NMOMELLEHNAX A5 XPAHEHWNS JIeKAapPCTBEHHbIX CPeACTB?MYHKTbI
21, 36, 37 MpaBun Hagnexxallen NPpakTUKN XpaHeHS;

NYHKT 4 NpaBun XpaHeHNa NeKapCTBEHHbIX CPefCTB;
nyHKTbl 40, 44 MpaBun Hagnexalen oUCTPUObLIOTOPCKON NPaKTUKN

32
VimeeTca N1 cucteMa BEHTUAALMM B NOMELLEHMAX 0N XPAHEHUS JIeKAPCTBEHHbIX CPeaCcTB?MYyHKTbI 21, 36,
37 MNpaBwni Haanexxallen NPakTUKN XpaHeHns;

NYHKT 4 [paBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB;
NyHKTbI 40,44 MpaBun Hagnexawen AMcTpubbioTOPCKOW MPaKTUKK

33
NMeeTcs Nn cucTteMa KOHTPOISA JOCTYMNa B MOMELLEHNS A1 XPaHEHUS JIeKAPCTBEHHbIX CpeacTs
(30HbI)?MyHKTLI 27, 37 MNMpaBua Haanexallen NpakTUKN XpaHeHNS;
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NyHKTbl 34,44 MpaBun Hagnexalen oUCTpMObIOTOPCKON NPaKTUKN

34

NmeeTca an nnombup (unm nevaTtsb) 405 onedvaTbiBaHMA WKAMOB UM MOMELLEHNI B KOTOPbIX XPaHATCS
JIeKapCTBEHHbIe NpenapaThbl, Noanexalme npegMeTHO - KOJIMYECTBEHHOMY y4eTy?rnyHKT 31 Mpasun
HagneXxallen NPakKTUKN XpaHEeHNS

35
MmeeTca nn obopynoBaHne ONs XpaHeHUS IeKapPCTBEHHbIX NpenapaToB:NyHKT 31 MpaBun Haanexallen
NPaKTUKW XPaHEHUS;

NyHKT 29 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 5 MNpaBni XpaHeHNs neKapCTBEeHHbIX CPeaCcTB
cTennaxn?nyHkT 31 MpaBun Hagnexxallen NPakTUKN XpaHeHns;
NYHKT 29 Mpasun Hagnexxallen NpakTUKN XpaHeHns;

NYHKT 5 lNpaBun xpaHeHWa NeKapCTBEHHbIX CPeLCTB

WKadbl META/IMYECKME UNIN AEPEBSIHHbIE A XPAHEHWS NIEKAPCTBEHHBIX MPEMNapaToB, MOANeXaLLNX
NpeaMeTHO-KOIMYECTBEHHOMY YyHeTy?nyHKT 31 MpaBua Hagnexallen NPakTUKM XpaHeHNs;

NYHKT 29 Mpasun Hagnexxallen NnpakTUKN XpaHeHus;

NYHKT 5 MNpaBna XpaHeHNs neKapCTBEHHbIX CPeaCcTB
WKagbl?nyHKT 31 MpaBun Hagnexxallen NpakTUKN XpaHeHns;
NYyHKT 29 Mpasun Hagnexxallen NnpakTUKN XpaHeHns;

NYyHKT 5 MNpaBus xpaHeHNs NeKapCTBEHHbIX CPELACTB
noaaoHbI?NyHKT 31 MpaBun HagsieXXalen NPakTUKN XpaHeHUs;
NYHKT 29 MpaBui Hagnexallen NpakTUKU XpaHeHs;

NYyHKT 5 MNpaBus xpaHeHNs NeKapCTBEHHbIX CPeLCTB
NOATOBAPHUKN?NYHKT 31 MpaBun Hagnexallen npakTUKKU XpaHeHus;
NyHKT 29 MpaBun Hagsexalen NPakTUKN XpaHeHUs;

NYHKT 5 MNpaBni XpaHeHNsa nekapCTBeHHbIX CPpeacTB

351

MnaHnpyemas BbiCOTa YKNaLKu rpy3a?llokasaTenn pucka, npucsavBaemMble 4as ONTOBOWN TOProBau
JleKapCTBEHHbIMMK CpeacTBaMy Anad MeguumnHckoro npumeHeHuns (K3) (MpunoxeHne Ne 1 K KpuTepnam
OTHeceHns 06beKTOB (hefepanbHOr0 roCyLapCTBEHHOr0 KOHTPOAS (Haf30pa) B cepe obpalleHus
JIeKapCTBEHHbIX CPEACTB A5 MeQULMHCKOrO NPUMEHEHNS K OnpeaesieHHON KaTeropmm pucka,
yTBEPXLEHHOE NocTaHoBNeHNeM [MpaBuTensCcTBa Poccuinckon ®egepavinum ot 29.06.2021 Ne 1049 "O
thenepanbHOM rocygapCTBEHHOM KOHTpOJie (Hag3ope) B chepe obpalleHmns ekapCcTBeHHbIX cpeacTs")
(CobpaHue 3akoHopaTensCTBa Poccunckon ®enepaumm, 2021, Ne 27, cT. 5427)

BbICOTHOCTeNNa)XKHas (bonee 10 m)
0[HO3Ta)kHas (bonee 6 n oo 10 m)

0L HO3Ta)KHas (bosee 3 1 0o 6 M)
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najyieTHoe XpaHeHue (1o 3 m)

36
Mpowsio 1 obopynoBaHne, OTHOCALLIEECS K CPEACTBAM U3MEPEHU:NYHKT 38 MpaBun Haanexatlen
NPaKTWKN XpaHEHUS;

NYHKT 7 [paBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB;
NyHKTbI 40 - 41 MNpaBua Hagnexawen ANCTPMOLIOTOPCKON NPaKTUKY

NepBUYHYIO MNOBEPKY 1 (MnKn) KannbpoBKy A0 BBOAA B IKCMayaTaumnio?nyHKT 38 MpaBnn Hagaexalen
NMPaKTUKN XpaHEHWUA;

NyHKT 7 MNpaBul XpaHeHUs JiekapCTBEHHbIX CPEACTB;
NyHKTbI 40 - 41 MNpaBun Hagnexawen ANCTPMOLIOTOPCKON NPaKTUKY

NepPBUYHYO NOBEPKY 1 (MNK) KannbpoBKy nocsie peMoHTa?NyHKT 38 MpaBun Hagnexallen NPakTUKK
XpaHeHus;

NYHKT 7 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPefCTB;
nyHKTbl 40 - 41 MpaBun Hagnexallen oucTpubbIOTOPCKON NPAKTUKN

nepruoanyeckyto NoBepKy 1 (Unn) KanmbpoBKy B NpoLiecce skcnayaTaunn?nyHkKT 38 MpaBun Haanexallen
NPaKTUKN XPaHEHUS;

NYHKT 7 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPeaCTB;
nNyHKTbl 40 - 41 MpaBun Hagnexallen oucTprubboTOPCKON NPAKTUKN

37

VimetoTca N 3anacHble NoBEPeHHbIe CPefCTBa U3MEPEHMa B CJly4Yae peMOHTa, TEXHUYECKOro
obcnyxuBaHus, noBepkn 06opynoBaHNSA 1 CPeACTB M3MepeHna?nyHKTbl 39, 40 MNMpaBun Hagnexallen
NPaKTUKN XPaHEHUS;

NyHKTbl 43 MNpaBua Hagnexallen gucTpnbbioTOPCKOM MPaKTUKK

38

OcyLecTBASETCSA NN N3YYeHMe pacnpeaeneHns TeMnepaTypbl (4anee - TeMnepaTypHoe KapTupoBaHue)ans
obecneyeHus Tpebyembix yCIOBUN XPaHEHMNSA IEKAPCTBEHHbLIX NMPenapaToB B MOMeELEHNAX (30Hax),
NCNOJIb3yeMbIX A1 XpPaHEHWA SIeKapCTBEHHbIX NMpenapaToB?nyHKT 22 lNpaBun Haanexallen npakTuku
XpaHeHus;

NyHKT 39 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKK

39

Pa3meleHo v obopyoBaHMe L5 KOHTPOAA TeMnepaTypbl B MOMeLLEHUNAX (30Hax) B
COOTBETCTBWM C pe3y/ibTaTaMn TEMMNEPATYPHOro KapTUPOBaHMUA?

MYHKT 22 MpaBUn Hagnexallen NpakTUKN XpaHeHus;

NyHKT 39 MpaBun Hagnexallen ANCTpUOLIOTOPCKON NPaKTUKK

40
Crennaxu (WwWkabl) 4NA XpaHeHUs NeKapCTBEHHbIX NpenapaTos:
NyHKT 29 MpaBua Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 49 MpaBun HagseXalen NPakTUKN XpaHeHUs
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npoMapKuUpoBaHbl Jn?
NYHKT 29 MpaBui Hagnexallen NpakTUKKU XpaHeHs;

NyHKT 49 MpaBua Hagnexallen NpakTUKN XpaHeHns

NUMEIOT 1N CTeNNTaXHble KapThbl?
NYHKT 29 MpaBui Hagnexallen NpakTUKN XpaHeHNs;

NyHKT 49 MpaBua Hagnexallen NpakTUKN XpaHeHns

NPUMEHSAETCS /M INEKTPOHHAA cucTema (Npu NnoMoLLn Kogos) 06paboTKM faHHbIX BMECTO CTeaXHbIX
KapT?
NYyHKT 29 Mpasua Hagnexxallen NnpakTUKN XpaHeHus;

NyHKT 49 MpaBun HagsexXalen NPakTUKN XpaHeHUs

41

MeloTCs v AOKYMEHTbI, ONMCHIBAlOLLME AENCTBUSA, BbINOHAEeMble CyObekTOM obpalleHns IeKapCTBEHHbIX
npenapaToB U HampaBJ/ieHHble Ha coboaeHne TpeboBaHWiA, yCTaHOBAEHHbIX MpaBMIaMn HaalexXalllel
NPaKTWKN XpaHeHus, MpaBun Hagnexallen ANCTPMObIOTOPCKON NPAKTUKN:NYHKTbI 41 - 43 MpaBun
HaZNeXallel NPakTUKN XpaHeHus;

NyHKTbI 6, 7 MpaBui Hagnexallen gucTpubbloTOPCKON NPaKTUKN

CTaHOapTHble onepaumoHHbie npouenypbl (COMbI)?nyHKTLI 41 - 43 MNpaBun HagNeXXallen npakTuKn
XpaHeHus;

NYHKTbI 6, 7 MNpaBui Haanexallen AucTpnbbioTOPCKOM NPaKTUKM
WUHCTPYKUMN?NYHKTbI 41 - 43 TpaBui Haaexallen NpakTUKN XpaHeHus;
NYyHKTbI 6, 7 MpaBun Hagaexallen AncTpubbIOTOPCKON NPaKTUKY

42

VimeeTcs nn pa3paboTaHHbIN U YTBEPXKAEHHBIA KOMMIEKC Mep, HaMpPaB/eHHbIN Ha MUHUMM3ALIMIO PUCKa
KOHTaMUHaLMW NIeKapCTBEHHbIX NPenapaToB, C y4eTOM yC0Bui cobnogeHmns 3alnTbl OT (DakTopoB
BHELLUHeN cpefbl C 0OpPMIEHMEM AOKYMEHTOBMYHKT 24 lNpaBua Hagnexxallen npakTUKn XpaHeHus;

NyHKTbI 6, 7, 80 MpaBun Hagnexxallen aucTpnbLI0TOPCKON NPaKTUKK

43

Pernctpupytotcs nn pe3ynbTaThl TEMNEPATYPHOr0 KapTUPOBAHNS U BAaXXHOCTW B CMELINAJIbHOM XYpPHal
(KapTe) permctpaumm Ha bymMma)KHOM HocUTeNe 1 (Mn) B SNEKTPOHHOM BUAE €)XXelIHEBHO, B TOM YuCIe B
BbIXOAHbIE 1 MPa3aHNYHble AHU?NYHKT 21 MpaBna Hagnexalen NPakTUKN XpaHeHNS;

NYHKT 23 MpaBun HagsexXalen NPakTUKN XpaHeHUs;
NyHKT 7 lNpaBun XpaHeHa NeKapCTBEHHbLIX CPELACTB

44

MimeeTca Ny pyKoBOAUTENS OpraHu3aummy (3a NCKAOYEHNEM MeQULIMHCKUX OpraHn3aLnii), nesTenbHOCTb
KOTOPOro

HenocpeACTBEHHO CBA3aHa C ONTOBOW TOProBew

JIeKapCTBEHHbIMU CPeACTBAMU O MEAMLIMHCKOrO

NPUMEHEHUS, X XPaHEHNEM, MEPEBO3KOW U (UAKN) PO3HUYHOW TOProBen IeKapCTBEHHbLIMM

npenapatammu ans

MeONLNHCKOro NPUMEHEHNS, UX OTMYCKOM, XPaHEHMNEM,
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NepeBO3KOMN 1N N3rOTOBJIEHNEM:

- BblCWee hapMaueBTnYeckoe obpa3oBaHme 1 cTax paboTbl MO CNELNANIbHOCTU He MeHee 3 feT; 1nbo

- cpepHee hapmaleBTMyeckoe obpasoBaHme 1 cTax paboTbl N0 CNeunanbHOCTK He MeHee 5 neT;

- cepTudmrKaT cneymanncTta

(cBupeTensCcTBO 06 akKpeamTaumm cneynanncta)?lNoanyHKT "B" NnyHKTa 4, NOANYHKT "n" nyHKTa 5
MonoXXeHns 0 NMUEH3NPOBaHNN (hapMaLleBTUYECKON OeSTENbHOCTY, YTBEPXKAEHHOr0 MNOCTaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 22.12.2011 Ne 1081 (CobpaHune 3akoHofaTenbCTBa Poccuinckon
®epepaumnmn, 2012, Ne 1, cT. 126) (ganee MonoxeHne o ANLEH3NPOBaHMN hapMaLEeBTNYECKON
LeaTesIbHOCTK);

NYHKTbI 7. 8 MpaBun Hagnexallen NPakTUKM XpaHeHns

45

imeloTcs vy couckaTens nMueHsnm/anueHsmnata paboTHNKK, 3aK0YMBLUNE C HUM TPYAOBbLIE 4Or0BOPbI,
LeATeNIbHOCTb KOTOPbIX

HenocpenCTBEHHO CBSi3aHa C ONTOBOW TOProBfen

JleKapCTBEHHbIMY CpeACcTBaMy A1 MeAULMHCKOro

NPUMEHEHUS, NX XPaHEHNEM 1 (UI1) PO3HUYHON TOProBfeN IEKapCTBEHHbIMM NMpenapaTamMmu ans
MeONLUHCKOro

NPUMEHEHUS, X OTMYCKOM, XPaHEHVNEM U N3FOTOBJIEHNEM, UMEIoLLME:

- BbICLLEE UN CpelHee hapMaLeBTUYECKOe 06pa3oBaHue;

- cepTudmKaT cneumanncTa (cBuaeTenscTBo 06 akkpeauTaumm cneunanncta)?foanyHkT "a" nyHkTa 4, n
noAnyHKT "n" nyHkTa 5 MNonoxeHus;

0 JINLEH3VPOBaHUN hapMaLLeBTNYECKOW AeATENbHOCTY;
NyHKTbI 7, 8 MpaBun Hagnexallen NPakTUKM XpaHeHns

46

VimeeT nn conckartenb

NNUEH3NU/NNLEH3NAT LOCTAaTOYHOE KOJIMYECTBO

KBanMULMPOBaHHbIX PaboTHUKOB, Ans obecneyeHns ero 4eaTenbHOCTM No

AMCTpUBBLIOLIMM NeKapCTBEHHLIX CPEACTB Ha BCEX ee 3Tanax?nyHKT 22 NpaBun Haaexallen
ANCTPNOBLIOTOPCKOM MPaKTUKM

47

NMetloTcs v BOMKHOCTHBIE MHCTPYKLUMM Ha paboTHMKOB, 3aHNMAIOLLMX KOYEBbIe
L0/HKHOCTK, B KOTOPbIX

onpeaenstoTCs UX LOJIKHOCTHbIE 0653aHHOCTK, @ TaKXXe NOPSLOK UX 3aMeLLeHNst ApYruMu
paboTHUKaMN?NYHKT 8 MpaBun Hagnexxallen NPakTUKN XpaHeHNs;

NYHKT 24 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

48
OdhopMaeHa N1 1 yTBEPXKLEHA PYKOBOAMTENIEM OpraHnU3auMoHHas CTPYKTYpa conckatens
JIMLEH3UN/NnLEeH3naTa B BUAE CxeMbl?nyHKT 23 MpaBua Hagnexalen oucTpmbbloTOPCKON NpakTUKK

49

NmeeTcst nn nnaH-rpaduk NpoBeaeHns NepBUYHON U MNOC/EAYIOLINX NOAFOTOBOK (MHCTPYKTaXew),
nporpaMmma oby4yeHuns NepcoHana, yTBepXAeHHble PyKoBoAUTENEM CybbekTa 0bpalleHns NeKapCTBEeHHbIX
CPeacTB Ans MeAULUHCKOro NpuMeHeHna?nyHKT 10 MpaBun Haanexallen NpakTUKN XpaHeHns;

NyHKT 25 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK
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YCTaHOBNEHO COOTBETCTBNE/HECOOTBETCTBME COMCKATENS NNLEH3NN/INLLEH3NATa NLEH3NOHHBIM
TpeboBaHMAM, NpefyCMOTPEHHbIM NOCTaHoBAeHEM [paBuTenscTBa Poccuninckon depepauun "O
JIMLEH3UPOBaHMM hapMaLeBTUYeCKON aeaTenbHocTn" oT 22 gekabpsa 2011 r. Ne 1081 (Hy>XHOe BblLeAnTb)

(BOJHKHOCTHOE NNLLO, nposogmBLIEE OLEHKY COOTBETCTBUA L 3alOJIHUBLLEE OLEHOYHBIN ANCT)

(nognuce)
[aTa 3anosIHeHNS OLLeHOYHOr 0 INCTa

v 20_ .

MpunoxeHue Ne 2

K Nnpuka3sy PegepanbHOn ciyxbbl no
HaZ30py B chepe 34paBoOXpaHeHuns
oT 19 aHBaps 2022 r. Ne 195

®opmMa

OUEHOYHbIN NNCT,

B COOTBETCTBUM C KOTOPLIM PenepanbHon cnyxboi no Haa3opy B chepe 34paBOOXPaHEHNS U ee
TeppuUTOpPUaNbHbLIMU OpraHaMm NPOBOAMTCS OLEHKA COOTBETCTBUS COUCKATENS JINMLLEH3UN WX INLIEH3NATa
JINLLEH3NOHHBIM TPeb0oBaHNSM NPU OCYLLIECTBAEHNN PapMaLIEBTUYECKON AEeATENIbHOCTY anTeYHbIMU
opraHusaunsmMmn, NoABeAOMCTBEHHbIMY (hefepabHbIM OpraHaM UCMOJIHATESIbHON BIACTy

1. ®opma NPOBOANMON OLLEHKN COOTBETCTBUSA COMCKATENS JINLEH3UN NN INLEH3MaTa JNLEH3NOHHBIM
TpeboBaHWAM 2 , perncTpaLnOHHbLIN HOMEP U AaTa PerncTpaunm 3asasneHms 0 NpefoCTaBNeHNN TNLEH3NN
(BHeceHne N3MeHeHU B peecTp AULEH3NN):

2 B cOOTBETCTBMM C HacTblo 3 cTaTbn 19.1 PenepanbHOro 3akoHa ot 4 mas 2011 r. Ne 99-03 "0
JINLLEH3UPOBaHNM OTLAENbHbIX BUAOB AesTensHocTn" (CobpaHme 3akoHogaTenbCTBa POCCUNCKON
®epepaumm, 2011, Ne 19, cT. 2716; 2021, Ne 24, cT. 4188).

2. MNMonHoe nnn (B cnyvae, ec/iv UMEETCS) COKpaLLeHHOe HavMeHoBaHMe, 1 OpraHn3auMoHHO-NpaBoBas
hopMa IoprMaNYeCcKoro anLa, agpec ero MecTa HaxoXX4eHns, OCHOBHOW roCy4apCTBEHHbIV
perncTpaLmoHHbIA HOMep puandeckoro avua (OrPH):

3. Aapec (agpeca) MecT oCyLLeCTBIEHNS JINLEH3NPYEMOr0 BUAA AeATENbHOCTH:

4. MecTo (MecTa) NPoBeAEHUS OLEHKN COOTBETCTBUS JIMLLEH3NOHHBLIM TPEOOBAHUAM C 3aMO0JIHEHVEM
OLEHOYHOro fncTa:

5. PEKBM3UThI PELLEHNS O NMPOBEAEHNMN OLEHKI COOTBETCTBUS NINLEH3UOHHBIM TPeOOoBAHNSAM, MPUHATOrO
YNOJHOMOYEHHbIM [JOJXKHOCTHBLIM JIMLIOM Poc3apaBHaa3opa (TeppuTopraabHOro opraHa):

6. [lo/MKHOCTb, haMuns, MMa 0TYECTBO (NPU HaNN4yMnM) OOHKHOCTHOro Anua PocsgpaBHaasopa
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(TeppuTOpUaNLHOro opraHa), MPOBOASLLEr0 OLLEHKY COOTBETCTBUS JNLEH3VOHHBIM TPeboBaHMSAM 1
3aM0JIHAIOLLEr0 OLIEHOYHBbIN JINCT:

7. CNUCOK KOHTPOJIbHbIX BOMPOCOB, OTBEThLI HA KOTOPbIE AO/KHbI CBUAETENLCTBOBAaTL O COOTBETCTBUN
(HeCooTBETCTBUN) COUCKATENS JINLIEH3UN UAWN NNLIEH3MATa NNLLEH3MOHHbBIM TpeboBaHUSM:

Ne

n/n

CnnCoK KOHTPOJIbHbIX BOMPOCOB, OTPaKakoLLNX COAeP)KaHNe NNLEH3NOHHbIX TpeboBaHNiA

PekBU3NTbI HOPMATMBHbLIX MPABOBbLIX AaKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHNL, KOTOPLIMU YCTaHOBJIEHBI
obs3aTenbHble TpeboBaHNS

OTBeTbI Ha BOMPOCHI O COOTBETCTBUN

(HECOOTBETCTBMN) IMLIEH3NOHHBLIM TPeboBaHMAM

Mpume

YaHue

na
HEeT
HernpnMmeHnMmo

1

YTBepXAeHbl 1 pykoBoguTenem cybbekTa obpalleHns NekapCTBEHHbIX CPeacTB

CTaHOapTHbIe onepauUmnoHHbie npoueaypsbl (aanee - COM)?

B TOM YMCJie A4 BbINOJHEHNSA PaboT, OKa3biBaeMbIX YCYr, COCTaBAALWMNX hapMaLeBTUYECKYIO
AeATeNbHOCTb;

- XpaHeHWe NeKapCTBEHHbIX NpenapaToB AJ19 MeANLUHCKOr0 MPUMEHEHNS;

- MepeB0O3Ka JIeKapCTBEHHbIX NpenapaToB 419 MeANLUHCKOro NMpUMeHeHns;

- PO3HUYHASA TOProBAs IEKAPCTBEHHbIMM

npenapataMmu 4 MeaAnLUHCKOro

NpPYMeHEeHNS

NyHKT 3 MpaBun Hagfiexallen NpakTUKN XpaHeHNS 1 MEPEBO3KMN JIEKaPCTBEHHbIX NpenapaToB AN
MeONLMUHCKOro NPMMEHeHNS, YTBEPXXAEHHbIE MPMKa3oM MUHNCTepPCTBa 34paBOOXpaHEHNs PoCCMIACKON
®epepaumm oT 31 aBrycta 2016 r. Ne 646H (3apernctpnpoBaH MUHNCTEPCTBOM OCTULMN POCCMIACKON
depepaumm 9 aueapsa 2017 r., peructpaunoHHbin Ne 45112) (nanee - MpaBuia Hagnexallen NpakTUKK)
NyHKT 4 MNpaBua Hag exallen anTe4HoW NPakTUKN NeKapCTBEHHbIX NpenapaTos A8 MeguLMHCKOro
NPUMEHEHUS, YTBEPXKAEHHbBIX NPMKa3oM MUHUCTEPCTBa 34paBooxXpaHeHuns Poccuiickon Pepgepaunn ot 31
aBrycta 2016 r. Ne 647H (3apernctpnpoBaH MUHNUCTEPCTBOM toCcTUL MM Poccrinckon depepaunn 9 aHBaps
2017 r., pernctpaumoHHbin Ne 45113)(aanee - NMpaBuna Hagnexallen anTe4HoN NpakTUKK)

2

OnpefeneHa M 0OTBETCTBEHHOCTb paboTHUKOB CybbekTa obpalleHns NekapCTBEHHbIX NpenapaTos 3a
HapyLeHne TpeboBaHWIN, yCTaHOBNEHHbIX MpaBuaaMmn Hagnexallen NpakTUKN XxpaHeHna?

NOANYHKT "6" nyHKTa 4 MNMpaBun Hagnexallen npakTUKKN XpaHeHUs;

3

Ha3HaveHo nin pykosoauTenem cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB ANLO, OTBETCTBEHHOE 3a
BHeApeHue 1 obecneyeHne CUCTEMbl KavyecTBa?

NyHKT 5 MNpaBun Hagnexallen NpakTUKN XpaHeHus;

nyHKT 10 MpaBua Hagnexallen anTe4yHon NpakTUKM
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4

YTBEPXAEHbI I PYKOBOAMTENEM CyObekTa PO3HWYHON TOProBAN AOKYMEHTbI Mo 3PhEKTNBHOMY
NAAHNPOBAHMWIO AEATENbHOCTU, OCYLLECTBIEHMIO NPOLLECCOB 06eCcneyeHns CMCTEMbI KavyecTBa U1
ynpaB/ieHns UMU B 3aBUCMOCTU OT (PYHKLUIA peann3yemMblix Cy6bekTOM pO3HNYHOW TOProBmn?
NyHKT 5 MpaBun Hagnexallen anTeqyHon NpakTUKK

5

Ob6ecneynBatoT N MOMELLEHUS A5 XPaHEHNS NIEKaPCTBEHHbIX NpenapaToB 6e3onacHoe pa3aesibHoe
XpaHeHWe 1 nepeMelleHne JIeKapCTBEHHbIX npenapaTos?

NYHKT 12 MpaBun Hagsexalwen NPakTUKN XpaHeHns;

NyHKT 19 MpaBua Hagnexallen anTeyHom NpakTuKmn

6

MimetoTca nn nomeLLeHmns (0TCekmn) Ansa XpaHeHUs OrHeONacHbIX U B3PbIBOOMACHbIX IEKapCTBEHHbIX CPeacTB
C NpefenomM OrHeCTONKOCTY CTPOMTENbHbIX KOHCTPYKLNIA He MeHee 1 yaca?

NyHKTbl 11,12 MpaBua Haanexxallen NpakTUKN XpaHeHuns;

NYHKT 14 MNpaBnn XpaHeHNs nekapCTBeHHbIX CPefCTB, YTBepXAEeHHbIX NPMUKa3oM MHUCTepCTBa
3[paBOOXPaHEHUS 1 coumanbHOro pa3snTus Poccninckon Gegepauum ot 23 asrycta 2010 r. Ne 706H
(3apeructpupoBaH MuHncTepcTBOM tocTULMK Poccuinckon ®epepaunn 4 oktabps 2010 .,
perncTpaumoHHbIn Ne 18608), € U3MEHEHUAMK, BHECEHHBIMU NMPUKa3oM MUHUCTEPCTBA 34PaBOOXPAHEHNS 1
coumnanbHoro pa3sutus Poccuinckon Pepepaunn ot 28 aekabps 2010 r. Ne 1221H "O BHECEHUN N3MEHEHNIA
B [lpaBuna xpaHeHNs NeKapCTBEHHbIX CPeACTB, YTBEPXAEHHbIE [prKa3oM MUHUCTEPCTBa
3[,paBOOXPaHEHNs 1 CouManbHOro pas3sutus Poccuinckon ®enepauumm ot 23 asrycta 2010 r. Ne 706H"
(3apeructpmnpoBaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®egepauun 4 espand 2011 r.,
pernctpaumoHHbin Ne 19703) (ganee - NpaBuna XxpaHeHWs NEKapCTBEHHbIX CPEeACTB)

7
NmeeTcs nn 0603HaYeHHas 30Ha UM OTLAE/IbHOE NOMELLEeHNe A5 MPUEMKMN NIeKapCTBEHHbIX NpenapaTos?
NyHKTbI 14, 16 MNpaBun Hagnexallen NnpakTUKN XpaHeHus;

NYHKT 24 MpaBua Hagnexalen anTeqyHon NPakTuKm

8

VmeeTcs nn 06o3HaveHHas 30Ha Uy 0TAebHOe NoMelleHune, obecneymBatome Tpebyembie ycnosums
XPaHEeHUs IeKapCTBEHHbIX MPernapaTos, A1 KaAPaHTUHHOIMO XpaHeHNs JIeKapCTBEHHbIX MpenapaTos?
NyHKTbI 14, 16 MpaBun Hagnexalen NpakTUKN XpaHeHUS;

NYHKT 24 MpaBua Haanexallen anTe4yHon NpakTuKm

9

WmeeTcs nn y cybbekTa PO3HUYHOM TOPrOBJIM IEKAPCTBEHHLIMM MpenapaTam Aas MeaMLUHCKOro
NPUMEHEHUS 30Ha TOProB/IM TOBApaMM anTEYHOro acCopTUMEHTa ¢ obecneyeHneM MeCT XpaHeHus, He
AonycKaLwym cBoboHOro A0CTyMNa NoKynaTenen K ToBapaM, OTMyCKaeMbiM, B TOM YIC/IE MO peuenTy?
NYHKT 24 MpaBua Haanexallen anTe4YHon NpakTuKm

10

Bce nomelleHUs cybbekTa pO3HNYHON TOProBAN:

- PacnosioXeHbl B 34aHnK (CTPoOeHMM) N MYHKLMOHAAbHO 06beanHEHDI?
nyHKT 20 MpaBun Hagsexallen anTe4yHon NPaKTUKK

- U30JIMPOBaHbl OT APYrMX opraHu3aLmin u obecneynBaTb OTCYTCTBNE HECAHKLIMOHMPOBAHHOMO A0OCTYyNa
MOCTOPOHHUX NNLL B MOMELLEHNA?
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11

CybbeKT PO3HUYHOWN TOProBJIM NPeAYCMOTPEN BO3MOXHOCTb 00yCTponcTBa 6ecnpenaTCTBEHHOro BXo4a U
BbIXOA4a 415 UL, C OFPAHUYEHHbIMN BO3MOXXHOCTSIMM B COOTBETCTBMM C TpeboBaHMAMN 3aKOHOA4ATENbCTBA O
3alUTe NHBAINAOB?

NyHKT 21 MpaBua Hagnexalwen anTeqyHon NPakTuKM

12

CybbeKT PO3HUYHOWN TOProB/K:

- OpraHn30Baj BO3MOXXHOCTb Bbi30Ba hapMaLeBTUYeCKOro paboTHMKa 419 06CnyXnBaHUs nuu, ¢
OrpaHNYeHHbLIMI BO3MOXKHOCTSAMM B Cly4ae OTCYTCTBUS BO3MOXHOCTW 00yCTPONCTBA ANS YKa3aHHbIX 1L
HecnpenaTCTBEHHOrO BXOAa W Bbixo4a?

NyHKT 21 MpaBun Hagsexalen anTe4yHon NPaKkTUKK

13

CybbeKkT PO3HUYHOWN TOProOBJIN UMEET BbIBECKY C YKa3aHMEM:

a) BUAa anTe4yHON opraHM3aunn Ha PyCCKOM 1 HaUMOHabHOM A3blkax: "AnTeka" unn "ANTeYHbIN MyHKT"
nnn "ANTeYHbIN KNOCK";

6) nosiHOro u (B cyvae, ecim UMeeTCs) COKPaLLEHHOr0 HAMMEHOBaHUS, B TOM Yncie QUPMEHHOr0
HaVMEHOBaHWS, U OpraHn3aLMOHHO-NPaBOBOM POPMbI CybbeKTa PO3HUYHOW TOProBK;

B) pexxuMa paboTbl;

r) nHcopmaumm o paboTe B HOYHOE BpeMs (B ciyyae paboTbl B HOYHOE BPeEMSA)?

NYHKT 22 MpaBua Hagnexallen anTeqyHon NpakTuKm

14

B nomeweHnax cybbekTa pO3HUYHON TOProBan, NpefHa3HavYeHHbIX AN M3r0TOBAEHMS NEKAPCTBEHHbIX
npenapaToB, MOBEPXHOCTU CTEH WU NOTONKOB rnagkue, 6e3 HapyLleHnsa LenoCTHOCTM NOKPbITUS
(BOLOCTOMKME KPaCcKK, 3Manu NN KadesbHble ria3ypoBaHHble MJIMTKW CBETJIbIX TOHOB), OTAeaHbl
MaTepuanaMmu, AONyCKaoLWmMMN BNakKHyo Y6opKy C npuMeHeHneM Ae3nHOULNPYIOWNX CPeacTB
(HernasypoBaHHas KepaMuyeckas NinTKa, IMHoneym c obsa3aTeNbHON CBApPKOW LLBOB UK Apyrue
MaTepuansl)?

NYHKT 27 MpaBua Hagnexxallen anTeqyHom NpakTUKm

15

OTBeYaloT 1 NOMELLEHNS, a TakXe 060pyLoBaHNe, UCNONb3yeMoe CyObEKTOM PO3HUYHOW TOPrOBAU MPK
OCYLLEeCTB/IeHUN AeATEeNbHOCTH, CaHUTapHbIM TpeboBaHMAM NoxXapHON 6e30NacHOCTH, a TakXXe TeXHUKe
6e30MacHOCTM B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon ®enepaummn?

nyHKT 30 MpaBun Hagnexxallen anTevyHou NPaKTUKM

16

MomeleHnsa cybbekTa PO3HUYHOW TOPrOBAN OCHALLEHbl CUCTEMAMUN OTOMIEHUS U KOHAULNOHUPOBAHNS
(Npu HanM4UK), eCTEeCTBEHHON UAN MPUTOYHO-BLITSXXHON BEHTUAALMERN (MPU HAaNUYUK)?

NYHKT 26 MpaBun Hagexalen anTe4yHon NPakTUKK

17

ObopypoBaHne B CybbekTe pO3HNYHOM TOProBAM YCTAHOBIEHO Ha paccTosHUN He MeHee 0,5 MeTpoB OT
CTeH, 4TO0ObI UMETH OOCTyn ONA OYUCTKMN, ,El,e3VIHq)eKLI,VII/I, PEeMOHTa, TeEXHN4YeCKOoro 06C)‘Iy)KI/IBaHVI$I, NMOBEPKN
n (nnn) kannbposkn obopynosaHus, obecnedynBaeT [OCTYN K TOBapaM anTe4yHOro aCCOPTUMEHTA,
cB06OAHBIN Npoxo paboTHNKOB?

NyHKT 31 MpaBun Hagnexxallen anTevyHou NPaKTUKM

18
ToproBoe nomelleHune v (Man) 30Ha CybbeKTa PO3HUYHOW TOProBsnM 060pyA0BaHbI BUTPUHAMM,
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cTennaxamu (roHAoaamMu) - Npu OTKPLITOW BbiKJagke ToBapa, obecrneynBaownMm BO3MOXHOCTL 0630pa
TOBaApOB anTe4yHOro acCoOPTUMEHTA, pa3peLLeHHbIX K NPoAaxke, a Takxe yaobcTso B paboTe Ans
paboTHUKOB CybbeKkTa PO3HWYHOWN TOProBan?

NYHKT 34 MMpaBui Hagnexallen anTeyHom NpakTuKm

19

ObecneyeHo M OTCYTCTBUE JOCTYMa K JIeKapCTBEHHbLIM MpenapaTam, 0TNyCKaeMbIM Mo peuenTy Ha
JleKapCTBEeHHbIV npenapaT?

NYyHKT 36 MpaBua Hagnexxallen anTevyHou NpakTUKm

19.1

ObecneyeHO N1 pa3MeLleHne NeKapCTBEHHbIX MpenapaToB, 0TNYyCKaeMbIX N0 peLenTy Ha NEKAaPCTBEHHLIN
npenapat, 0TAeNbHO OT Be3peLenTypHbIX IeKapCTBEHHbIX NPenapaToB B 3aKPbIThbIX LKahax C 0TMETKON
"Nno peLenTy Ha NeKapCTBEHHbIN NpenapaT"”, HAHECEHHOW Ha MOJIKY WKW LWKadg), B KOTOPbIX MAaHUpyeTCs
pa3MeLlaTb Takme JieKapCTBeHHble npenapaTbl?

NYHKT 36 MpaBun Hagsexalen anTe4yHon NPaKTUKK

20

WmeeTcs nn 0b6o3HavyeHHas 30Ha uan oTAesbHoe noMelleHune, obecneynBatoLLme Tpebyemble ycnosus
XPaHeHNs NNeKapCTBEHHbIX NMPenapaTos, A1 KaPaHTUHHOIMO XpPaHeHNs IeKapCTBEHHbLIX NpenapaTos?
NyHKTbI 14, 16 MNpaBun Hagnexallen NnpakTUKN XpaHeHus;

NYHKT 24 MpaBua Hagnexalen anTeqyHon NpakTuKm

21

VimeeTca nn B NOMeLLLEHNAX U 30HaX, UCMOb3yeMbIX 419 XPaHEeHUA eKapCTBEHHbLIX NpenapaToB
ocBelleHune?

NyHKT 17 MpaBui Hagnexallen NpakTUKN XpaHeHs;

NYHKT 28 MpaBua Haanexallen anTe4yHon NpakTuKm

22

NmetoTcsa nn a)J,MI/IHI/ICTpaTI/IBHO-6bITOBbIe noMeLlleHns, oTtaesieHHble OT 30H XpaHeHNA NeKapCTBEHHbIX
npenapaTos?

NyHKT 19 MpaBun HagseXxalwen NPakTUKN XpaHeHUs

23

WmeeTcs nn oThenbHas 30Ha (nomelyeHne, WKadbl) 4N XpaHeHWs 060pyLoBaHNS, MHBEHTapS 1
MaTepranoB ans ybopku (04MCTKM), @ TaKXKe MOKLIUX N Ae3NHPULNPYIOLLNX CPeCcTB?

NyHKT 25 MpaBua Hagnexallen NpakTUKN XpaHeHns

24

MpoBoanTCs v ybopka NoMeLLeHNIA (30H) AN XPaHEHUS NEKAPCTBEHHbIX NPenapaToB B COOTBETCTBUN C
CONamwn?

NyHKT 25 MpaBun Hagsexalwen NPakTUKN XpaHeHUs

25

ObecneymBaeT N yCTaHOBKa 060pyl0BaHNA ANS XPaHEHWS IeKaPCTBEHHbIX CPEACTB B NMOMELLEHUNX
LOCTYMHOCTb A/ NpoBefeHus y6opkn?

NyHKT 10 MpaBua XxpaHeHNs NeKkapCTBEHHbIX CPeACTB

26
[lonyckKaeT v oTAeNKa NoMeLLeHNiA (BHYTPEeHHME NOBEPXHOCTM CTEH, MOTOJIKOB) A1 XPaHEHUs
JIEKapPCTBEHHbIX MPenapaToB BO3MOXHOCTb NPOBEAEHNS BlaXxKHOW y6opkn?

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 17 n3 22



NYHKT 25 MpaBun Hagsexalen NPakTUKN XpaHeHUs;
NYHKT 6 MNpaBua xpaHeHNs NeKapCTBEHHbIX CPELCTB

27

ObecneyeHa n 3alUTa NOMELLEHNIA 419 XPaHEHNSA SleKapCTBEHHbIX NpenapaToB OT NPOHUKHOBEHWS
HaCEeKOMbIX, FPbI3yHOB UN APYTUX XXUBOTHbIX?

NYHKT 26 Mpasun Hagnexxallen npakTUKM XpaHeHus;

NyHKT 27 MpaBun Hagsexalen anTe4yHon NPakTUKK

28

VmeeTcs nn Heobxoaumoe obopyaoBaHme, npuHagnexaliee cybbekTy obpalleHns nekapCTBeHHbIMM
npenapaTaMu Ha npaBe COBCTBEHHOCTU WA HA MHOM 3aKOHHOM OCHOBaHWMW?

NyHKT 11 Mpasun Hagnexxallen NpakTUKN XpaHeHns;

NyHKTbI 29, 30, 34 MNpaBun Hagnexallen anTeyHon NpakTUKu

29

VimeloTca v noMeLLeHns Ons XpaHeHUs orHeonacHbIX U B3PbIBOOMACHbIX IeKapCTBEHHbIX CPeACTB,
obopyAoBaHHbIE HECTOPaeMbIMU U YCTONYUBBLIMU CTENaXXaMun 1 NOAA0HaMU NOJ COOTBETCTBYIOLLYIO
Harpysky?

NyHKT 17 MMpaBu XpaHeHNs NeKapCTBEHHbIX CPELACTB

30

OcCHalleHbl /1M NMOMELLEHNA NS XPaHEHNS NIeKapCTBEHHbIX CPeACTB npubopamu ons perncTpalmm
rnapameTpoB BO34yXa:

NyHKT 37 MpaBun HageXxalwen NPakTUKN XpaHeHUs;

NyHKT 7 MpaBunn XpaHeHUs NeKapCTBEHHbIX CPELCTB

TepMoOMeTpbI?
NyHKT 37 MpaBun HagsexXalen NPakTUKN XpaHeHUs;

NyHKT 7 lNpaBun XpaHeHWa NeKapCTBEHHbLIX CPeACTB

rMrpomMeTpbI?
NyHKT 37 MpaBun Hagsexalen NPakTUKN XpaHeHUs;

NyHKT 7 lNpaBun XpaHeHa NeKapCTBEHHbLIX CPELACTB

TepMorurpomMeTpbI?
NyHKT 37 MpaBun HagfeXxalen NPakTUKN XpaHeHUs;

NYHKT 7 MNpaBni XpaHeHNs nekapCTBeHHbIX CpeaCcTB

3NEeKTPOHHbIE TMIPOMETPbI?
NyHKT 37 MpaBui Hagnexalen NpakTUKN XpaHeHNs;

NYHKT 7 NpaBni XpaHeHNs neKapCTBEeHHbIX CPeaCcTB

31

Pa3meLLeHbl 1M n3MepuTebHbie YacTy NpmbopoB 414 perncTpaumm napaMeTpoB BO3AyXa Ha PacCTOAHUN
He MeHee 3 M OT ABEpPEW, OKOH M OTONUTENbHbIX NPMBOPOB 1 Ha BbicoTe 1,5 - 1,7 M oT nona?

NYHKT 7 MNpaBun XxpaHeHNs NeKapCTBEHHbLIX CPELCTB

32
MimeeTcs nn xonoansisHoe obopyaoBaHme (C yKa3zaHMEM HaMEHOBAHWUS, MapKuW, UHBEHTAPHOIro HOMepa,
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TemMnepaTypHOro pexxrMa, EMKOCTH) C pa3MelLleHneM 1 06C/y>KMBaHWEM COrlacHO AOKYMEHTaLMK Mo ero
NCNonb30BaHMIO (3KCNayaTaumm):
NyHKTbl 21, 36, 37 MNpaBua Hagexallen NPakTUKN XpaHeHuns

X0NoAWSIbHbIE KaMepbl?
NyHKTbI 21, 36, 37 MNpaBun Hagnexallen NPakTUKN XpaHeHns

(hapmaueBTUYECKUE XONOAWIIbHbIE LKaMbl NN XONOLNSTbHUKN?
NyHKTbI 21, 36, 37 MNpaBun Hagnexxalen npakTUKN XpaHeHus

33
iMmeeTcs cucteMa KOHAULMOHUPOBAHWSA B NMOMELLEHUAX AN XPaHEHUS NeKapCTBEHHbIX CPeCTB?
NyHKTbI 21, 36, 37 MNpaBua Hagnexallen NPakTUKN XpaHeHus;

NYHKT 4 MNpaBunn XpaHeHUs NeKapCTBEHHbIX CPELCTB

34
ViMmeeTcs v cucTemMa BEHTUAALMN B NMOMELLEHMAX AN XPAHEHUS JIeKapCTBEHHbIX CPefCcTB?
NyHKTbI 21, 36, 37 MNpaBun Hagnexallen NPakTUKN XpaHeHns;

NYHKT 4 NpaBun XxpaHeHNsa NeKapCTBEHHbIX CPeLCTB

35
VimeeTcsa nn cucteMa KOHTPOISA LOCTYNa B NOMELLEHUS AN XPaHEHUS IeKapCTBEHHbLIX CPeACTB (30HbI)?
MyHKTbI 27, 37 MNpaBua Hagnexxawlen npakTUKN XpaHeHuns;

NyHKT 32 MpaBun Hagexalen anTe4yHon NPakTuKK

36

NmeeTca an nnombup (v nevaThb) A58 oneyaTbiBaHUA WKAMOB AN MOMELLEHWUI, B KOTOPbIX XPaHATCA
JleKkapCTBEHHbIE NpenapaThl, NoAJieXalme NpeaMeTHO - KOJIMYECTBEHHOMY YYeTy?

NyHKT 31 MpaBun Hagnexxallen NpakTUKU XpaHeHUs

37
VimeeTcs nn obopyaoBaHme 0Ns XpaHEHNS NIeKapCTBEHHbIX NpenapaToB (CTennaXku, Wkagbl, NOAAOHbI)
NyHKT 31 Mpasun Hagnexxallen NpakTUKN XpaHeHus;

NyHKT 29 MpaBun Hagsexalen NPakTUKN XpaHeHUs;
NyHKT 5 lNpaBun XxpaHeHa NeKapCTBEHHbLIX CPEACTB

37.

VimetoTcs v MeTannnyeckue nnm gepeBsiHHble WKadbl 419 XpaHeHWs IeKapCTBEHHbIX MpenapaTos,
nognexawunx npegMeTHO-KOIMY4eCTBEHHOMY y4eTy?

MyHKT 31 MpaBua Hagaexxallen NpakTUKN XpaHeHuUs

38
Mpowwno nn obopynoBaHNe, OTHOCSLLLEECS K CPEACTBAM U3MEPEHWNIA:
NyHKT 38 MpaBni Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 7 MpaBui XpaHeHUs NeKapCTBEHHbIX CPeacTB;
NyHKT 33 MMpaBui Hagnexallen anTeyHom NpakTuKmn

NepBUYHYIO MNOBEPKY 1 (MK) KannbpoBKy A0 BBOAA B SKCMJyaTaumuio?
NyHKT 38 MpaBun HagsexXalen NPakTUKN XpaHeHUS;

NYHKT 7 IpaBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB;
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NyHKT 33 MpaBun Hagsexallen anTe4yHon NPakKTUKK

NnepBMYHYIO NOBEPKY 1 (Mn) KannbpoBKy Nocne peMoHTa?
NyHKT 38 MpaBua Hagnexxallen NnpakTUKN XpaHeHus;

NYHKT 7 MpaBua XpaHeHUs NeKapCTBEHHbIX CPeacTB;
NyHKT 33 MpaBun Hagexalen anTe4yHon NPaKkTUKK

nepuoanyeckyio NoBepky un (nan) kannbpoBKy B NpoLecce akchayaTauumn?
NyHKT 38 MpaBua Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 7 MpaBui XpaHeHUs NeKapCTBEHHbIX CPeacTs;
NYyHKT 33 MMpaBui Hagnexallen anTeqyHom NpakTuKmn

39

ViMetoTcs M 3anacHble NoBepeHHble CPefiCTBa U3MEepPeHUs B CJlyvyae PEMOHTA, TEXHUYECKOro
obcnyXmBaHMs, NOBEPKM 060PYLOBaHNS U CPEACTB N3MepeHnsa?

nyHKTbl 39, 40 MpaBnn Hagnexalen NPakKTUKN XpPaHEeHNS;

NYHKT 7 MpaBui XpaHeHUs NeKapCTBEHHbIX CPeacTB;
NYyHKT 33 MMpaBui Hagnexallen anTeqyHom NpakTuKm

40

metoTcs v JOKYMEHTbI, ONUCbIBalOLNE AENCTBUSA, BbiNoHAeMble CybbekToM obpalleHns neKkapCcTBEHHbIX
npenapaToB 1 HanpaBJ/ieHHble Ha cobnoaeHne TpeboBaHMIM, yCTaHOBAEHHbIX [paBuiamMun Hagnexxallen
NPaKTUKN XpaHeHuns, NMpaBun Hagnexalen anTe4HoN NPaKTUKK:

NyHKTbl 41 - 43 MMpaBui Hagnexallen NpakTUKY XpaHeHus

CTaHZapTHbIe onepaumoHHble npouenypbl (COMbI)?
NyHKTbI 41 - 43 MpaBna Hagaexallen NPakTUKN XpaHeHNS

WHCTPYKUMN?
NyHKTbI 41 - 43 MNpaBua Hagnexallen NpakTUKN XpaHeHUs

41

MimeeTca nn pa3paboTaHHbIN 1 YTBEPXKAEHHBIA KOMMJIEKC Mep, HanpaBieHHbIA Ha MUHUMK3ALMIO PUCKa
KOHTaMUHaLMW NIeKapCTBEHHbIX NpPenapaToB, C y4eTOM yCcioBui cobnoneHmns 3alnTbl OT (DakTopoB
BHELUHEN cpefbl C 0OPMIEHNEM:

NYHKT 24 MpaBui Hagnexallen NpakTUKN XpaHeHns

npuvKasos?
NYHKT 24, 41 MpaBun Hagaexallen NPakTUKN XpaHeHUs

COMos?
NyHKT 24, 41 MNpaBun Hagnexxallen NPakTUKN XpaHeHNS

NHCTPYKUMIA?
NYHKT 24,41 MNpaBun Hagnexallen NpakTUKN XpaHeHns

42

PerncTpupytoTcsa in pe3ynbTaThl TEMNEPATYPHOr0 KapTUPOBAHNSA 1 BIAXKHOCTU B CNELMaNbHOM XXYPHa
(kapTe) perucTpaunn Ha ByMa>kHOM HoCMTeNEe 1 (MK) B 3NIEKTPOHHOM BUJIE €XeIHEBHO, B TOM YMC/ie B
BbIXOZHbIE U NPa3fHUYHbIE HN?

NyHKT 21 MpaBua Hagnexallen NPakTUKN XpPaHeHuUs;
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NYHKT 23 MpaBun HagsexXalen NPakTUKN XpaHeHUs;
NyHKT 7 lNpaBun XpaHeHa NeKapCTBEHHbLIX CPELACTB

43

MimeeTca v y pyKoBOANTENS OpraHn3aumnmy (3a NCKA0YEeHEM MeQULMHCKUX OpraHu3aunin), 4edaTenbHOCTb
KOTOPOro HernocpencTBEHHO CBA3aHa C PO3HWYHON TOProBJen NeKapCTBEHHbIMM NpenapaTaMu s
MeLMLMHCKOr0 NPUMEHEHUs, UX OTMYCKOM, XpaHeHMeM, NePEBO3KON U N3rOTOBNIEHNEM:

- BbiCWee hapMaueBTMYeckoe obpa3oBaHme U CTax paboTbl MO CNEeLNasbHOCTY He MeHee 3 neT; nnbo:

- cpefHee (hapMaLeBTMYecKoe obpa3oBaHme 1 CTax paboThl MO CNeLManbHOCTM He MeHee 5 NeT;

- cepTudmkaT cneunanncTa (CBmaeTenscTBo 06 akkpeanTaumm cneymanucra)?

NOANYHKT "B" NYHKTa 4 1 NOANYHKT "n" nyHKTa 5 MM0N0XXeHns 0 NMLEH3UPOBaHNM hapMaLeBTUYeCKon
AeATeNbHOCTU, YTBEPXXAEHHOr0 NocTaHoBAeHNeM MpaBuTtenscTBa Poccuinckon ®epepauum ot 22.12.2011
Ne 1081 (CobpaHme 3akoHOoAaTeNbCTBa Poccuinckon depepauun, 2012, Ne 1, 1. 126) (nanee -Monoxexune
NNLEH3MPOBaHUN (hapMaLLeBTUYECKON AeATENbHOCTH);

NyHKTbI 7, 8 MpaBu/ Haanexallen NPakTUKN XpaHeHNS
44

imetoTca nn y conckaTens

nmueH3sun/nnueHsnaTta paboTHUKN, 3aKIIOYMBLLME C HUM TPYLOBblE LOrOBOPLI, AEATEbHOCTb KOTOPbIX
HenocpenCcTBEHHO CBSA3aHa C PO3HNYHOW TOProBaen

JIeKapCTBEHHbIMY MpenapaTamn gas MeanLMHCKOr0 NPUMEHEHUS, X OTMYCKOM, XPaHEHNEM U
N3roTOBIEHNEM, UMEIOLLME:

- BblCLIEeEe unn cpefHee hapmaleBTMyeckoe obpasoBaHme;

- cepTudmkaT cneumnanncTa (cBmaeTensCcTBo 06 akkpeauTaumm cneymanucra)?

MoonyHKT "A" NyHKTa 4 1 NoANYHKT "n" nyHKTa 5 MonoxeHus;

0 SIMLLEH3MPOBaHNN (hapMaLleBTUYECKON AeATENbHOCTH;

NYyHKTbI 7, 8 MNMpaBu/ Haanexallen NPakTUKN XpaHeHNs

45

VimeloTcs M LOMKHOCTHbIE UHCTPYKLMM Ha PabOTHMKOB, 3aHMMAIOLLNX KNOYEeBble

LOJIKHOCTM, B KOTOPbIX ONPefenstoTCa X LO/KHOCTHbIE 00693aHHOCTH, a TakXXe NopsALOK UX 3aMeLLeHns
Apyrumu

paboTHUKamMmn?

NyHKT 8 lMNpaBui Hagexallen NPakTUKN XpaHeHUs;

NyHKT 12 MpaBua Hapnexalyen anTe4yHon NpakTuKm

46

VimeeTcsa nn nnaH-rpadunk NpoBefeHns nepBuYHOn 1 NocaenywWwmx nogroToBoK (MHCTPYKTaxen),
nporpamMMa obyyeHns nepcoHana, yTBEPXAEHHbIE pykoBoanTenem cybbekTa obpalleHns neKapCTBEHHbIX
CpencTB ong MeanmLUMHCKOro NPUMeHeHns?

nyHKT 10 MpaBun Hagnexallen NpakTUKN XpaHeHns

YcTaHOBMIEHO COOTBETCTBME/HECOOTBETCTBME COUCKATENS JIMLLEH3NU/NNLEH3MaTa JIMLLEH3NOHHbLIM
TpeboBaHMAM, NpeayCMOTPEHHbLIM NOCTaHOBNeHNEM [paBuTenscTBa Poccuinckon ®enepauun "O
JIMLLEH3UPOBaHMM hapMaLeBTUYECKON aeaTenbHOCTK" oT 22 aekabps 2011 r. Ne 1081 (Hy>XHO€e BblAEAUTD)

(0O/HKHOCTHOE NnLLO, npoesojusLlee OLEHKY COOTBETCTBUA L 3alNOoJIHUBLLEE OL€HOYHbIN JINCT)
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(noanwuce)

[aTa 3anosIHEHNS OLLEHOYHOr 0 JINCTa
v 20 .
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