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MMUWHUCTEPCTBO 34paBOOXPaHeHUSA
Poccuiickoin degepaumnn

PEAEPAJIBHAA CNYXXEBA MO HAA3OPY
B CPEPE 3[IPABOOXPAHEHUA
(POC3PABHA/3OP)

MPNKAS

MockBa

O6 yTBEPXAEHNN (POPM OLIEHOYHbIX INCTOB, B COOTBETCTBUM
C KoTopbIMK PeaepasibHOM CNy>XK60M Mo HaA30py B cdepe 34paBoOXpaHEHNS
N ee TeEPPUTOPMa/IbHbIMM OpraHamn NPOBOAMTCS OLEHKA COOTBETCTBUS
coucKaTenst MUEH3NN NN NUeH3naTa INLEH3NOHHBLIM TpeboBaHMAM Mpn
OCYLLECTB/IEHUN (hapMaLeBTUUECKON AesATeNbHOCTU

B cooTBeTCTBMM C YacTbio 8 cTatbn 19.1 depepanbHOro 3akoHa ot 4 mad 2011 .
No 99-®3 «O nMUeH3MpOBaHUN OTAeNbHbIX BWUAOB feATenibHoCTU»  (CobpaHue
3aKoHopaTenscTBa Poccuiickon Pepepaummn, 2011, Ne 19, cr. 2716; 2021, Ne 24,
cT. 4188), noagnyHKTOM «a» MNyHKTa 3 [10NOXeHWAs O NNLEH3MPOBaHUM
(hapMaLeBTUYECKOW [eATeNlbHOCTU, YTBEPXAEHHOro MocTtaHoB/eHMeM [lpaBuTe/bCTBa
Poccuiickoin Pepepaumm ot 22 pekabpa 2011 r. Ne 1081 «O nuvueH3MpoBaHWUM
(hapmaueBTyeckon  gedatensHoctu»  (CobpaHue 3akoHodaTenbCcTBa  Poccuidckoi
®epepaunn, 2012, No 1, cT. 126), npukasbiBalto;

1 YTBepAunTb npunaraemyto (opmMy OLEHOYHOrO IUCTA, B COOTBETCTBUM C KOTOPbIM
depnepanbHOM cnyX60i No Hag3opy B cdepe 34paBoOOXPaHEHNS U ee TePPUTOPUASIbHBIMIA
opraHamy NPOBOAUTCA OLEHKA COOTBETCTBUA COUCKATENA NIMLEH3UU WKW NIMLEH3MaTa
NMUEH3VMOHHBIM TPeb0BaHUAM NPW OCYLLECTBIEHUN (hapMaLeBTUYECKON AeATeNIbHOCTY
OpraHu3auusamMm OMTOBON TOProB/iM NIEKAPCTBEHHbIMW CPeAcTBaMu 418 MeAULMHCKOro
npumeHeHus (npunoxeHue Ne 1);

2. YTBepanTb npunaraemyro popmy OLLEHOYHOr0 INCTa, B COOTBETCTBUN C KOTOPbLIM

denepansHOM CNy>XXK601M NO Haf30py B Cepe 34paBOOXPaHEHNS 1 ee TepPUTOpUaIbHbIMU



opraHaMmn npoBoANTCA OUEHKa COOTBETCTBUA COUCKaTENA NNUEH3UN WIN NNLIEH3NATA
NINUEH3NOHHbLIM Tpe6OBaHI/IFIM npun OoCyLlecTBeEHNN (*)apMaLI'eBTI/I‘-IGCKOI‘/JI [EeATENbHOCTN
alnTevYyHbIMN opraHn3aunsamMu, noaBegoOMCTBEHHbIMA cbeAepaanblm opraHam

MCNONTHUTENbHON BNacTu (MPUIoXkeHno Ne 2).

PykoBoguTesb (r A.B. Camoiinosa



MpunoxeHne Ne 1
K npukasy deaepasibHON enyxobl
Mo Haj30py B Chepe 34paBOOXpPaHeHMs

oT

dopma

OLEHOYHbIN NCT,

B COOTBETCTBUM C KOTOpPbIM dDefepasibHON CY>K001 Mo Hag3opy B chepe
34paBoOXpPaHEHNS 1 ee TePPUTOPUASIbHLIMU OpraHaMmn NPOBOAMTCA
OLleHKa COOTBETCTBMSA COMCKATENSA NNLEH3UM U NNLEH3MATA NULEH3NOHHbBIM
TpeboBaHMSIM MpPU OCYLLIECTB/IEHUM (hapMaLeBTUYECKON AeATeNIbHOCTYU
opraHm3aumsaMmn onToBOM TOProB/v 1eKapPCTBEHHbLIMMN
cpeacTBamMu Anst MegUUMHCKOro NpUMeHeHNs

1 dopmMa NPOBOAUMOIA OLIEHKM COOTBETCTBMS COUCKATENA JIMLUEH3UN WK
NALUEH3MaTa INUEH3VOHHbIM  TpeboBaHMAM', PErucTpaumoHHbIA  HOMep W jJata
perncTpauumn 3asBfieHUss O MNpefocTaBNeHUn JINLEH3UN  (BHECEHWE  WM3MEHEHWIA
B PEeCTp INLIEH3MIA):

2. MonHoe wan (B Cfyyae, eCnvM MMeEeTCs) COKpalleHHOe HauMMeHOBaHue, W
OpraHu3aLMoHHO-MNpaBoBas hopma HPUANYECKOro NLA, afpec ero Mecta HaxoXaeHus,
OCHOBHOW rocyAapCTBEHHbIV perncTpaumoHHbIii Homep topuanyeckoro nuua (OrPH):

3. Afpec (agpeca) MeCT OCYLLECTB/IEHNS NINLIEH3MPYEMOTO BUAA AeSTENbHOCTH:

4, MecTo (MecTa) NpoBe/ieHMs OLIEHKM COOTBETCTBUS NINLEH3NOHHBLIM TPEGOBAHMAM
C 3arO0/IHEHNEM OLIEHOYHOrO NICTA:

5. PeKBM3UTbI peLleHNst O MPOBEAEHWUN OLIEHKN COOTBETCTBUS ULEH3VOHHBIM
Tpe6oBaHNsM, MPUHSTOTO YMNOSHOMOUYEHHbIM [O/KHOCTHLIM NMLOM Poc3apaBHaa3opa
(TEeppUTOPMANbLHOIO OpraHa):

6. [JO/mKHOCTb, (haMUAMs, MMs OTYeCTBO (MPU HanMuMK) AOMKHOCTHOIO Nuua
Poc3apaBHag3opa (TeppuTopranbHOrO opraHa), MPOBOASALLEr0 OLEHKY COOTBETCTBUS

B COOTBETCTBUYU C YacTblo 3 cTaTby 19.1 defepansHOro 3akoHa ot 4 mad 2011 r. Ne 99-®3 «O nuueH3MpoBaHnn

OTAeNbHbIX BUAOB AeATenbHoCcTU» (CobpaHme 3akoHodaTenbCTBa Poccuiickoii ®epepayun, 2011, Ne 19, cT. 2716; 2021,
Ne24, cT. 4188).



NTINUEH3NOHHbLIM Tpe6OBaHI/IFIM n 3aNO/IHAKOLLIETO OLLEHO‘-IHbII‘/JI JNINCT;

7. CnMCOK  KOHTPONMbHbIX  BOMPOCOB, OTBETbl HAa  KOTOPbE  [O/MKHbI
CBMAETENbLCTBOBATb O COOTBETCTBUM (HECOOTBETCTBMM) COMCKATENs NMLIEH3UW WK
NNLEH3MATa NIMLEH3NOHHBIM TPe6oBaHUAMU:

CnmnCoK KOHTPO/IbHbIX BOMPOCOB, PekBM3NTbI HOPMATUBHbIX OtBetbl Ha Bonpockl [Mpuve
No OTpaXkatoLLMX cofepXkaHne MPaBOBbLIX 8KTOB C YKa3aHWEM 0 COOTBETCTBUM  YaHue
nn NMLEH3NOHHbIX Tpe6oBaHWiA NX CTPYKTYPHBIX eAuHNL, (HecooTBETCTBUN)
KOTOPbIMW YeTaHOB/IEHbI NMUEH3NOHHbIM
o6s3aTenbHble TpeGoBaHMs TpeGoBaHMAM____
[Ja  HeT HenpumeH
MO

YTBepXAeHbl N pykosBoautenieM  NyHKT 3 [Mpasun Hagnexallei

cybbekTa 00palLeHNs  MpaKTUKN XPaHeHUs 1 NepeBo3Ky
NEKapCTBEHHbBIX CPEACTB  nekapCTBEHHbIX NpenapaTos Ans
CTaHAapTHbIE OMEPaUMOHHBIE  veanLMHCKOTO NPUMEHEHNS,

npoueAype! (ganee - COM)? YTBEPXKEHHbIE MPUKA30M

MuHVCTepeTBa 34paBOOXPaHEHNS
Poccuiickoii ®egepauyum ot 31
asrycta 2016 r. No 646H
(3apeructpuposaH
MWHWUCTEPCTBOM HOCTULMK
Poccuiickoin depepaumn 9 aHBaps
2017 r., perncTpaLmoHHbIi Ne
45112)(panee MNpasuna
HaZiexallei NpakTnkm)

NyHKT 7 NMpaBun Hagnexatei
ANCTPUBLIOTOPCKON NPaKTUKK B
pamkax EBpasminckoro
9KOHOMUYECKOr0 COH3a,
yTBepXaeHHble PewleHrem CoseTa
EBpasuniickoil 3KOHOMUYECKOIA
kommccum ot 03.11.2016 Ne 80
(othmupmansHbIli caiT
EBpa3ninckoro 3KOHOMMYECKOro
coto3a http://www.eaeunion.org/,
21 Hos6ps 2016 r.) (nanee -
MpaBuna HagexatLen
ANCTPUOBIOTOPCKOW MPaKTUKM)

OnpegeneHa nu NOAMYHKT «6» nyHkTa 4 Mpasun
OTBETCTBEHHOCTb PabOTHUKOB HaZnexalleil NPaKkTUKN XpaHeHNs;
cy6bekTa obpaLleHms

NEeKapCTBEHHBIX NpenapaTos 3a

HapyLleHne TpeboBaHwui,

YCTaHOBMEHHbIX [NpaBuiamm

Haanexallleli MpaKTUKn


http://www.eaeunion.org/

XpaHeHus, MNpasunamu
Hagnexallein AUCcTpMobIOTOPCKON
NPaKkTUKn?

HasHauyeHo 1 pyKoBOAMTENEM
CyObeKTa obpalleHmns
NEeKapCTBEHHbIX CPEACTB NNLO,
OTBETCTBEHHOE 3a BHE[PeHWe U
obecneyeHne cUCTEMbI KauecTea?

O6ecrneynBatoT N MOMELLEHNS

ONA XpaHeHUs  N1leKapCTBEHHbIX
npenaparos 6e3onacHoe
pasfenbHoe XpaHeHue 7
nepeMeLleHne  N1leKapCTBEHHbIX
npenaparos?

CocraBnget M nnowaab

NyHKT 5 Mpasnn Hagnexallein
NPaKTUKN XPaHeHUs;

NyHKT 8 MpaBun Hagnexallein
ANCTPUOLIOTOPCKON NPaKTUK;

NyHKT 12 MNpaBun Haanexatiei
NPaKTUKM XPaHEeHUS;

nyHKTbI 29-30 lMpasun
Hanexallen AUCTPUObIOTOPCKOW
NpaKTuKuK;

NyHKT 13 MpaBun Haanexallein

MOMELLIEHWIA opraH13aLy ONTOBOM NPAKTUKN XpaHeHNs

TOProB/v /IEKAPCTBEHHBLIMU
cpefeTsamu 4ns MeuLMHCKOro
NPYMEHEHNS, HEOOXOANMBIX 411
OCYLLIECTB/IEHUNA [eATeNIbHOCTA M0
XPaHEeHWI0 N1IeKapCTBEHHBIX
npenapaTos, He MeHee 150 k.
MeTpoB?

WmetoTcsa in nomeweHns (oTcekn) nyHKTbl 11,12 Mpasun

AN XpaHeHUs OrHeonacHbIX U
B3PbIBOOMACHbIX /IEKAPCTBEHHbIX
CpeacTB ¢ Npeaenom
OrHECTOMKOCTW CTPOUTENbHbIX
KOHCTPYKLMIA He MeHee 1u4aca?

VimeeTcst nn 0603HaYeHHas 30Ha
WM 0TAeNbHOE MOMELLIEHNE Ans
MPUEMKW NTEKAPCTBEHHbIX
npenaparos?

VimeeTca v y opraHmsaumm
ONTOBOW TOProB/N
NeKapcTBeHHbIMU CpeacTBaMm
LJ19 MESULIMHCKOTO MPUMEHEHNSA

HaJeXalllei NPaKTUKM XpaHeHNs;

MyHKT 14 MNpasun xpaHeHns
NeKapCTBEHHbIX CPefCTB,
YTBEPXKAEHHbIX NPUKa30M
MwuHunCTepCTBa 34paBOOXPaHEHS
¥ COLMaIbHOTO Pas3BuTUA
Poccuiickoin Pegepauunm o1 23
asrycra 2010 r. Ne 706H
(3aperncTpuposaH
MUWHUCTEPCTBOM HOCTULUN
Poccuiickoin depepauum 4 oKTa6ps
2010 r., perncTpaumoHHbIin No
18608) (panee -MpaBuna XxpaHeHNUs
NeKapCTBEHHbIX CPefCTB;

NyHKT 32 MNpaBun Hafexatlen
ANCTPUOBIOTOPCKOW MPaKTUKK

NyHKTbI 14, 16 MMpasun
HaZnexalleil NPakTUKN XpaHeHs;

NyHKT 33 MNpaBun Hagexatlein
ANCTPUOLIOTOPCKOW MPaKTUKM



91

00603HauYeHHasi 30Ha Wn
OTAENbHOE NOMELLEHMe
aKkcneamumm?

Vimeetcs nn y opraHumsaLmm
OMTOBOI TOProBAN
NeKapCTBEHHLIMW CpeacTBamMu
N1 MEAULMHCKOTO MPUMEHEHNS
0603Ha4eHHas 30Ha W
OTAeNbHOe NoMeLLeHve
OCHOBHOI0 XpaHeHUst
NeKapCTBEHHbIX NpenapaToB?

VimetoTcsa in y opraHmsaLmm
ONTOBOW TOProB/N
NeKapCTBEHHLIMW CpeacTBamu
L4159 MESULMHCKOTO NMPUMEHEHMSA
MOMeLLeHNS, HeobXoaMMble /1A
OCYLLEeCTB/eHNS AeATeNIbHOCTM Mo
XPaHEHWIO NIEKAPCTBEHHBIX
npenaparos NOMELLEeHUs, 1 C
KaKVM PeXXMMOM XpaHeHWs?

- C (PMKCUPOBAHHBIM
TemnepaTypHO-BNaXXHOCTHbLIM
peXxnMom?

- OTannMBaemble LEHTPaIbHbIM
CHabeHnem?

- OTan/MBaemMble aBTOHOMHO?

- OTan/MBaemble OTONUTE/bHLIMU
npuéopamun?

VmetoTca in y opraHmsaumm
ONTOBOW TOProB/M
NeKapCTBEHHbIMW CpeacTBamu
A1 MESULMHCKOTO NPUMEHEHNS
0603Ha4YeHHble 30HbI K
OTAENbHble NMOMELLEHNA XpaHeHWs
NeKapCTBEHHbIX Npenaparos,
TpebyoLwmx cneyyanbHbIX
YCNOBUIA?

NyHKT 33 MNpaBun Hag/exalei
ONCTPUOBLIOTOPCKON NPaKTUKK

NyHKTbl 14, 16 MMpasun
HaZ1eXallleil NPakTUKN XpaHeHws;

NyHKT 32 MNpaBun Hagiexxallein
ONCTPUBLIOTOPCKON MPaKTUKK

MpynoxeHne Ne 1

K KpUTEPUSM OTHECEHNS 0OBLEKTOB
(heflepasibHOr0 rocyfapCTBEHHOrO
KOHTpONA (Haza3opa) B cepe
06paLLeHNs NeKapCTBEHHbIX
cpencTs

N1 MESULIMHCKOTO NPUMEHEeHUS
K OMpeAeneHHO KaTeropum prcka
npunoxexuns Ne 1

K MonoxeHWto 0 thefepasibHOM
rocyapCTBEHHOM KOHTpO/e
(Haa3ope) B cthepe obpaLLeHms
NeKapCTBEHHbIX CPeACTB,
YTBEPXEHHOr0 NOCTaHOB/EHNEM
MpasuTenscrtea PP ot 29.06.2021
Ne 1049 «O henepanbHOM
rocyapCTBEHHOM KOHTpOse
(Hag3ope) B cthepe 06paLLeHms
NeKapCTBEHHbIX CPEeLCTB»
(CobpaHue 3aKoHOAATE/ILCTBA
Poccuiickoin depepaumn, 2021,Ne
27,

CcT. 5427) (nanee-KaTeropun pucka,
MM Poccuiickoin ®egepaumm
Ne1049)

NyHKTbI 14, 16 Mpasun
HaZNeXalleil NPaKTUKN XpaHeHUs;

NyHKT 32 MpaBun Hagexarlein
ONCTPUOBLIOTOPCKOM MPaKTUKM
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ViveeTcs nn y opraHmsaymm
ONTOBOW TOProB/u
NeKapCTBEHHbIMU CpeacTBaMm
AN MEAULMHCKOTO MPUMEHEHNS
[/ XpaHEHUS BbISBIEHHbIX
(hanbCnULMPOBaHHBIX,
He06pOKaYeCTBEHHbIX,
KOHTpathaKTHbIX EKaPCTBEHHbIX
npenapaTos:

00603HaueHHast 30Ha?

OTe/IbHOe noMeLLeHne?

VmeeTca nu 0603Ha4eHHas 30Ha
Wn OTAENbHOE NMOMELLEHME,
obecneunBatoLLme Tpebyemble
YC/I0BUA XPaHeHWs N1eKapCTBEHHbIX
npenapaTos., /1 KapaHTUHHOIOo
XPaHeHUs NeKapCTBEHHbIX
npenaparos?

VimeeTca 1 B NOMeELLEHUAX U
30Hax, UCMOJb3yeMbIX 4/15
XpaHeHNs NIeKapCTBEHHbIX
npenapaTos OCBeLLeHne?

VimeeTca nn B opraHmsaumm
ONTOBOWA TOProB/N
NeKapCTBEeHHbIMU CpeacTBamu
4N MeAMLMHCKOro NpUMeHeHus
Ba/IMAVPOBaHHasA cucTema,
pasfensoLwas 30Hb! XpaHeHus?

VimeroTcst M agMUHUCTPATMBHO-
ObITOBbIE MOMELLEHMS,
OTAENEHHbIE OT 30H XPaHeHWs
NeKapCTBEHHbIX NpenapaToB?

MpesycmoTpeHo fin B
opraHu3aummn onToBOW TOProB/m
NeKapCTBEHHbIMY CpescTBamu
4N MeMLIMHCKOTO NPYIMEHEHUS
pasfefieHve NnoToKoB
MepemeLLeHNs NIeKapCTBEHHbIX
npenaparos (C MOMeHTa
MOCTYN/IEHNS JO MOMEHTa
OTNPaBKuW CO CKNaja) Mexxay

nyHKTbl 14, 16 Mpasun
HaZiexalle NPakTUKN XpaHeHNs;
NyHKT 32 MpaBun Hagnexalel
AUCTPUOLIOTOPCKOW NPaKTUKK

NyHKTbI 14, 16 Mpasun
HaZ/iexalleil NPakTUKM XpaHeHus;

NyHKT 32 MpaBun Hag/iexarlen
JNCTPUBLIOTOPCKOMN NMPaKTUKK

NyHKTbl 14, 16 MNMpasun
HaneXxallei NPakTUKWN XpaHeHNS;

NyHKT 32 MpaBun Hagexatlein
ANCTPUOLIOTOPCKOW MPaKTUKM

NyHKTbI 14, 16 Mpasun
HaZexallei NpakTUKM XpaHeHus;

NyHKT 32 MpaBun Hagexatlein
ANCTPUOBLIOTOPCKON NPaKTUKK

NYHKT 17 MpaBnn Hagnexatyel
NPaKTVKN XpaHeHNs;

NyHKT 38 MpaBun Hagnexallen
ANCTPUOBLIOTOPCKOM MPaKTUKK

nyHKT 18 Mpasun
HaZ/1eXalLlleil NPaKTUKM XpaHeHus;

NyHKT 32 MNpaBun Hagnexalel
AUCTPUOLIOTOPCKOW MPaKTUKK

nyHKT 19 MpaBun Hagnexalwel
MPaKTUKN XpaHeHUs;

NyHKT 37 MNpaBun Hagnexatlei
ANCTPUOBLIOTOPCKOM NPaKTUKM

NyHKT 28 NpaBnn Haanexatlei
NPaKTUKN XpaHEeHUS;

NyHKT 33 MpaBun Hafexatlein
ANCTPUOBLIOTOPCKOM MPaKTUKK
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nomeLleHuamMu 1 (UnKn) 30HaMm
L1 XpaHeHUs NleKapCTBEHHbIX
npenaparos?

ObecrieyeHa M B opraHusauuu
ONTOBOWA TOProB/n
NeKapCTBEHHbIMU CPeACTBaMU A/1s

MeaNLMHCKOro NpPUMeHeHUs
3awpTa MOCTYNaKOLLIMX
NeKapCTBEHHbIX  CPeACTB  Npu
npoBeaeHNK Morpy304Ho-

pasrpy30yHbIX paboT:
OT aTMOC(EPHbIX 0CAKOB?

BO3AENCTBUA HU3KMX W BbICOKMNX
Temneparyp?

VivieeTcs vy opraHusawmm
ONTOBOW TOProB/M
NeKapCcTBEHHbIMU CpeLCcTBaMu
ANA MeAMLIMHCKOrO NpUMeHeHWs

NMoLanKa Ans pasrpysku
asToTpaHcnopTa?

-aBTOMaTWU4YecKme BopoTa
[OKOBOrO TMMa C NOrpy304HO-
pa3rpy304HbIMM MIOLLAAKaMM
perynnpyemon BbiCOTbI?

-TaMBYypHO-LLINt030Bas pa3rpy3ka?

-MeXaH13MPOBaHHbIe BOPOTa
[OKOBOTO TUMa C MOrpy304HO-
pasrpy3o4HbIMM MIoLLaAKaMm?

-MaHayc 419 pasrpy3ku ToBapa, B
TOM YuC/ie C UCMO/b30BaHNEM
pamnbI?

Viveetca nn  oTAefbHad  30Ha
(nomeLeHwe, WwKadol)  4na
XpaHeHus 06opyaoBaHus,

WHBEHTapsA W MaTepuanoB A4
yoopkn  (OYWCTKM), a TaKxke
MOILLMX W Ae3NHDULUPYHOLLNX
cpencTs?

MpoBoanTCcs Nn ybopka
MOMELLEHW (30H) A9 XpaHeHus
NEKapCTBEHHbIX Mpenaparos B
cooTeeTcTBMM ¢ COlMamn?

ObecneynBaeT /i yCTaHOBKa
060py0BaHMs 418 XpaHeHNs

nyHKT 33 MpaBun Hagiexarein
ANCTPUOBLIOTOPCKOM MPaKTUKK

nyHKT 33 MpaBun Hag/iexatlen
ANCTPUOLIOTOPCKOW MPaKTUKK

NyHKT 33 MpaBun Hagexatlein
ONCTPUOBLIOTOPCKOM MPaKTUKM

lMokasaTenn pucka, npuceansBaemMble
[N OMTOBOW TOProB/n
NeKapCTBEHHbIMY CpeAcTBaMU A1
MeAMUMHCKOro npumeHenus (K1)
(MpunoxxeHune No 1 K KpUTEpUAM
OTHeCeHUs 00bEKTOB (hefjepasibHOro
rocyAapCTBEHHOI0 KOHTPO/IA
(Hag3opa) B chepe obpaLleHNs
NeKapCTBEHHbIX CPeACTB s
MEANLMHCKOrO MPUMEHEHNS K
Onpe/enieHHON KaTeropumn prcka,
YTBEPXEHHOE NOCTaHOB/IEHNEM
MpasuTenLCTBa Poccuiickoii
®epepaunn ot 29.06.2021 Ne 1049
«O (pefiepasibHOM rocyaapCTBEHHOM
KOHTpone (Haza3ope) B cepe
06paLLeHNs NeKapCTBEHHbIX
cpefcTs») (CobpaHue
3aKoHoaaTenbCTBa Poccuiickoin
®epepaunn, 2021, No 27,

cT. 5427)

NyHKT 25 MpaBun Hag/iexarlei
MPaKTVKN XpaHEeHNS;

nyHKT 35 MNpaBnn Haanexallein
ANCTPUOBLIOTOPCKOM MPaKTUKM

NyHKT 25 lMpasun
HaZiexallei NpaKTUKM XpaHeHus;

nyHKT 35 MNpaBun Hagnexatlei
ONETPUOBLIOTOPCKON MPaKTUKK
nyHKT 10 MNpaBun xpaHeHns
NEKapCTBEHHbIX CPEACTB
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24

241

25

26

NEKapCTBEHHbIX CPELCTB B
MOMeLLEeHNAX LOCTYMHOCTb /1A
npoBegeHns yoopkn?

Jonyckaet m oTAenka
noMeLLeHNIA (BHYTpeHHVe
MOBEPXHOCTY CTEeH,NOTOMKOB) A/
XpaHeHus NEKapCTBEHHbIX
npenaparos BO3MOXHOCTb

NPOBeAEHNA BNAXKHOW YOOPKN?
O6ecreyeHa nn 3aLmTa
MOMELLEHWNIA AN XpaHeHNs
NeKapCTBEHHbIX NpenaparoB OT
NPOHUKHOBEHUS HaCEKOMbIX,
PbI3YHOB WA APYTUX
YKMBOTHbIX?

VimeeTca nn HeobxoamMmoe
06opyaoBaHMe, NpUHaanexallee
CyObeKTY 0b6paLleHuns
NeKapCTBEHHbIMU MpenapaTamu
Ha npaBe COOCTBEHHOCTU UM Ha
WNHOM 3aKOHHOM OCHOBaHWKn?

YcTaHOBMEHA NN CTENEHb
MexaHM3aLUum cKNagckKnx
onepauuin n Kakasa?

-aBTOMaTn4yeckas
-aBTOMaThU3npoBaHHaA

-KOMMNJIEKCHO-
MeXaHN3npoBaHHas

-HeEMeXaHn3npoBaHHas

MpoBefeHa N KBaIMUKaLMA 1
(nnn)  Ba/MZaAUMSA  KIIHOYEBbIX
obopyaoBaHMA M NPOLECCOB C
othopmieHNEM OTYETOB, B
KOTOPbIX 0006LLEHbI NOMYYEHHbIE
pe3ynbTarbl?

meroTca v nomeLeHns ans
XPaHeHNs OrHeoNacHbIX U
B3PbIBOOMNACHbIX /IEKAPCTBEHHbIX
cpeacTs, 060pyA0BaHHbIE
HECropaeMbIMX 1 YCTORYMBBLIMUA

NyHKT 25 [paBun Hagexallen
NPaKTUKN XPaHEHWS;

NYHKT 6 lMpaBun xpaHeHNs
NeKapCcTBeHHbIX CPeacTB

NYHKT 26 MNpaBun Hagnexalel
MPaKTVKN XpPaHEeHNS;

NyHKT 36 MpaBun Hagiexallen
ANCTPUOLIOTOPCKON NPaKTUKK

NyHKT 11 MpaBun Hagnexalen
MPaKTUKN XPaHeHs

MokasaTesn pucKa, NpucBanBaemMble
415 ONTOBOW TOProB/n
NEeKapCTBEHHbIMW CpeACcTBaMU ANs
MeANLMHCKOro npumeHeHns (K2)
(MpunoxeHne Ne 1K Kputepuam
OTHeCeHWs 06BLEKTOB (hefepasibHOro
rocyflapCTBEHHOr0 KOHTPO/A
(Haz3opa) B cthepe obpaLLeHms
NEKapCTBEHHbIX CPeACTB /14
MEeAMLMHCKOro NPUMEHEHNs K
OnpesesieHHON KaTeropumn pucka,
YTBEPX/EHHOE MOCTaHOB/IEHNEM
MpaBuTenbCTBa Poccninckoi
®epepaumm ot 29.06.2021 Ne 1049
«O (hefiepasibHOM rocyaapCTBEHHOM
KOHTpONe (Haa3ope) B chepe
06paLLeHNs NeKapCTBEHHbIX
cpencTs») (CobpaHue
3aKoHoaaTenbcTBa Poccuiickoi
®epepaunn, 2021, Ne 27,

CT. 5427)

nyHKT 50 MpaBun Hagnexatlein
ONCTPUBLIOTOPCKON NPaKTUKM

NyHKT 17 MNpasun xpaHeHus
NeKapCTBEHHbIX CPeACTB
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28

CTennaxxamun 1 nogaoHaMmn nog
COOTBETCTBYIOLLYIO Harpysky?

OcHallleHbl 1 NOMeLLeHus  ang
XpaHeHus NeKapCTBEHHbIX
cpeneTs npubopamu [ns
perucrpaumu napaMeTpoB
BO34yXa:

TepMOMETPbI?

rMrpoMeTpbI?
TEPMOrMrpoMeTpbI?

3N1EKTPOHHbIE TMIPOMETPbI?

Pa3MeLleHbl I U3MepUTe/bHbIE
yacTv npubopos Ang
permcTpaumn napameTpos
BO3fyXa Ha pacCTOSHWUMN He
MeHee 3 M OT [jBepeld, OKOH U
OTONUTENbHLIX MPMOOPOB M Ha
BbicoTe 1,5 - 1,7 M OT nona?

NyHKT 37 MNpaBun Hagnexatlei
MPaKTUKN XPpaHeHUs;

NyHKT 7 lNMpasun xpaHeHWUs
NeKapCcTBeHHbIX CPeCTs;

nyHKTbI 38, 44 lMpasun
HaZnexallein ancTpubbITOPEKOA
MpaKTUKK

nyHKT 37 MpaBun Hagnexallei
NPaKTUKW XPaHeHWS;

NyHKT 7 lMpaBun xpaHeHWs
NeKapCcTBeHHbIX CPeCTs;

nyHKTbI 38, 44 Mpasun
Hanexalei AUCTpnOLI0TOPCKON
NPaKTKM

NyHKT 37 MNpaBnn Haanexatllei
NPaKTUKN XpaHeHUs;

NYHKT 7 MpaBun xpaHeHWUs
NeKapCcTBEeHHbIX CPeLCTs,;

NyHKTbI 38, 44 lMpasun
Haanexallein AMCTprbbHTOPCKON
MpaKTUKM

NyHKT 37 MpaBun Hagexatlen
NPaKTUKM XpPaHEHWS;

NYHKT 7 [NpaBun XpaHeHWs
NeKapCTBEHHbIX CPefCTB;

NyHKTbI 38, 44 [Npasun
Haanexalei AUCTprObLIOTOPCKON

MPaKTVKN
NyHKT 37 MNpaBun Hagnexallen
MPaKTVKN XPaHEeHNS;

NYyHKT 7 [paBun XpaHeHns
NNIeKapCTBEeHHbIX CPEACTB;

nyHKTbI 38, 44 lMpasun
Hanexalei AUCTPUObIOTOPCKON
NpaKTUKM

NYHKT 7 [NpaBun xpaHeHus
NeKapCTBEHHbIX CPeaCTB
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30.1

Pa3melLieHO v y opraHm3auum
ONTOBOW TOProB/M
NeKapCcTBeHHbIMU CpeacTBamu
ANA MeAMLIMHCKOrO MpUMEHeHWs
060pyf0BaHVe 419 KOHTPOSIS
TemnepaTtypbl B NMOMeLLEHWS
(30Hax) B COOTBETCTBMU C
pesy/ibTatamv TeMMnepaTypHoOro
KapTMpOBaHWs, Ha OCHOBaHWN
NPOBeAEHHOIr0 aHa/In3a 1 OLLEHKN
p1CKOB?

OpraH130BaHO N NoAJepXKaHne
CNeLVabHOro peXxvma
Temneparypsl

-aBTOMaTNYecKoe?
-aBTOMaTU3NPOBaHHOE?

-X0/10ANNbHbIE KaMepbl,
MPOMbILLIEHHbIE X0N0ANTbHN Kn?

-X0NO4N/TbHUKM
(hapmaLeBTUHECKMNE?

ViveeTcs nin xonoannbHoe
obopyfoBaHve(C yKasaHnem
HavMeHOBaHUs, MapKu,
WNHBEHTApPHOIO HOMepa,
TeMMepaTypHOro pexxvima,
eMKOCTW) C pa3MeLLeHrEM 1
06CcnyXnBaHMeM COrnacHo
[OKYMEHTALMN M0 ero
1CNOb30BaHMIO (3KCMnyaTaumn):

X0M04uNbHbIE Kamepbl?

(hapMaLeBTNYECKME XONOAWbHbIE
LIKab! MW XONOANNBHUKIA?

NYHKT 22 MNpaBun Haznexalen
MPaKTUKN XpaHeHWs;

NyHKT 39 MNpaBun Hafexatlein
ANCTPUOBIOTOPCKOW MPaKTUKK

MokasaTenn pucka, npuceanBaemble
415 ONTOBOW TOProB/n
NeKapCTBEHHbIMW cpeacTBaMn 4N
MeULMHCKOro npumeHeHus (K4)
(MpunoxxeHune Ne | K KpUTEPUAM
OTHeCeHMs 06BLEKTOB (hefiepasibHOro
rocyAapCTBEHHOI0 KOHTPO/A
(Hag3opa) B chepe obpaLleHns
NEeKapCTBEHHbIX CPeACTB Ans
MeAMLMHCKOro NPUMEHEHUSA K
onpeseNieHHON KaTeropum pucka,
YTBEPXEHHOE MOCTaHOB/IEHNEM
MpaBuTenbCTBa Poccuiickoii
®epepaunm ot 29.06.2021 Ne 1049
«O (hefiepasibHOM rocyapCTBEHHOM
KOHTpONe (Haz3ope) B cepe
ob6paLLeHVs NeKapCTBEHHbIX
cpeacts») (CobpaHue
3aKoHoaaTenbcTBa Poccuiickoi
®epepaunn, 2021, Ne 27,

CT. 5427)

nyHKTbI 21,36, 37 MNpasun
HaneXxallei NPaKkTUKWN XpaHeHNs;

nyHKTb! 40, 44 TMpasun
HaaneXxatlein AncTpnbbHTOPCKON
NPaKTUKN

nyHKTbl 21, 36, 37 Mpasun
HaZnexallein NPaKTUKM XpaHeHUs;

nyHKTbI 40, 44 Mpasun
HaZnexallei ANcTpubbLITOPCKOIA
MPaKTUKM



MmeeTca cuctema
KOHAMLVIOHMPOBAHUSA B
MOMELLEeHUAX AN XpaHeHWs
JIeKapCTBEeHHbIX CPeacTB?

VimeeTcs nn cuctema BeHTUNALMK

B MOMELLEHNAX AN XpaHeHus
NNeKapCTBEeHHbIX CPefCTB?

MmeeTcs N cuctema KOHTPONs
[0cTyna B NOMeLLeHNs Ans
XpaHeHWs NeKapCTBEHHbIX
cpeacTs (30HbI)?

WmeeTca nn nnoméup (nm
neyatb) 4119 oneyarblBaHUA
LUKahoB MM NOMELLEHNI B
KOTOPbIX XPpaHATCA
NeKapCTBeHHbIe Mpenaparbl,
noA/iexxaLme npegmeTHo -
KOJINYECTBEHHOMY YYeTy?

VmeeTca nu obopynosaHue ans
XPaHEHWs NeKapCTBEHHbIX
npenapaTos:

cTennaxu?

LUKabl MeTanIMYecKme uim
[EepeBSHHbIE ANA XPaHeHUs
NeKapCTBEHHbIX Mpenaparos,

nyHKTbI 40, 44 Mpaswn
Haanexxaiein AncTpnOLHTOPCKON
MPaKTUKK

nyHKTbl 21,36, 37 Mpasun
HaZ1eXallleil MpPaKTUKM XpaHeHus;

NyHKT 4 MNpasun XpaHeHNUs
NeKapCcTBeHHbIX CPeLCTB;

nyHKTbI 40, 44 TMpasun
Hanexalei AUCTPUObLIOTOPCKOIA
MPaKTUKK

NyHKTbl 21,36, 37 lNMpasun
HaneXxallei NPakTUKWN XpaHeHNS;

NYHKT 4 [Npasun xpaHeHUs
NeKapCTBEHHbIX CPELCTB;

NyHKTbI 40,44 MpaBnn Hagnexallen
JNCTPUOLIOTOPCKOIN NPaKTUKM
MyHKTbI 27, 37 MNpasun
HaZiexallei NpaKTUKM XpaHeHus;

NyHKTbI 34,44 [MpaBun Hagnexallei
ANCTPUBLIOTOPCKON MPaKTUKK

nyHKT 31 MpaBun Hagnexalel
MPaKTUKN XpaHeHMs

NyHKT 31 MNpaBnn Haanexatlei
NPaKTUKN XpaHeHS;

NyHKT 29 MpaBun Hagexatlen
NPaKTUKN XPaHeHWS;

MyHKT 5 MNpaBun XpaHeHWs
NeKapCTBEHHbIX CPeACTB

nyHKT 31 MpaBun Hagnexalel
MPaKTUKN XpPaHEHNS;

NyHKT 29 MNpaBnn Hagnexatei
NPaKTUKN XpaHeHS;

NyHKT 5 lMpaBun xpaHeHWs
NeKapCTBEHHbIX CPesCTB

nyHKT 31 MpaBwn Hagexatlen
NPaKTUKN XPaHeHWs;



MOANEXaLLMX NpesMeTHO-
KO/IMYECTBEHHOMY YUeTy?

LUKapbI?

noAAaoHbI?

NoATOBapHUKN?

MnaH1pyeMas BbICOTa YKNaAKN
35 rpysa?

BblCOTHOCTeNNaXKHas (6onee 10
M)

ofHoaTaxHas (6onee 6 n go 10 m)

ofHoaTaxHas (6osiee 3 1 10 6 M)

nanieTHoe XpaHeHue (o 3 M)

36 Mpowno nn obopypoBaHue,
OTHOCSILLeecsa K cpeAcTBam
N3MEPEHNIA;

NyHKT 29 MpaBun Hagnexallei
NPaKTUKM XpaHeHUS;

NyHKT 5 MNpasun xpaHeHUs
NeKapCTBEHHbIX CPeaCTB

nyHKT 31 MpaBun Hagexarlen
NPaKTUKN XPaHeHUS;

NYHKT 29 MpaBun Hafexatlein
MPaKTUKN XpaHEHNS;

NYHKT 5 [Mpasui xpaHeHWs
NeKapCTBEHHbIX CPeaCTB

nyHKT 31 MNpaBun Hagexatlein
NPaKTUKN XpPaHEHWS;

NYHKT 29 MpaBun Hafexatlein
NPaKTUKN XPaHEHWS;

NyHKT 5 MNpasun xpaHeHus
NeKapCTBEHHbIX CPeLCTB

NyHKT 31 MNpaBnn Haanexatlei
NPaKTUKN XpaHeHWS;

NYHKT 29 MNpaBun Hagnexalyel
NPaKTUKN XPpaHeHUs;

NyHKT 5 MNpaBun xpaHeHWs
NeKapCTBEHHbIX CPeLCTB

lMokasaTenn pucka, npuceanBaemMble
[N OMTOBOW TOProB/n
NeKapCTBEHHbIMW CPeAcTBaMu 4
MeauUMHCKOro npumeHeruns (K3)
(MpunoxkeHne Ne 1K Kputepusam
OTHeCeHVs 06BLEKTOB (hefiepasibHOro
rocyfiapCTBEHHOr0 KOHTPO/A
(Hag3opa) B chepe obpaLleHNs
NEKapCTBEHHbIX CPEACTB A/1A
MEAVLMHCKOrO MPUMEHEHNS K
OnpefeneHHON KaTeropum pucka,
YTBEPXEHHOE NOCTaHOB/IEHNEM
MpasuTenbcTBa POCCHIACKON
®epepaunn ot 29.06.2021 Ne 1049
«O (hegepanbHOM rocyaapcTBeHHOM
KOHTpOne (Haa3ope) B cepe
o6palLieHuns NeKapCTBEHHbIX
cpeacTs») (CobpaHue
3aKoHoAaTeNbCTBa Poccuiickoi
®epepauun, 2021, Ne 27,

CT. 5427)

NYyHKT 7 [NpaBun XpaHeHus
NNeKapCTBEHHbIX CPEACTB;



37

38

39

NepBUYHYHO MOBEPKY U (Mn)
KaSIMO6pPOBKY [0 BBOAA B
akcnnyaraumio?

NepBUYHYIO MoBepKy 1 (Unn)
KaSIMOGPOBKY NOC/e PeEMOHTA?

nepuroanYecKyto NoBepky n(unn)
KanmbpoBKy B mpoLiecce
akcnayataumm?

VimetoTcs in 3anacHble
MOBepeHHbIe CPeACTBa U3MepPeHNs
B C/ly4yae pPemMoHTa,
TEXHUYECKOro 06CNyXXMBaHUS,
MoBepKn 060pyL0BaHNA U
CPefACcTB M3MEepeHns?

OcyLecTengeTcs in n3y4veHue
pacnpegeneHus TeMneparypbl
(nanee - TemnepaTypHoe
KapTupoBaHue) 4na obecreyeHUs
TpebyeMbIX YC/OBUIA XpaHeHWS
NeKapCTBEHHbIX NpenapaTos B
nomeLLeHnsx (30Hax),
NCMoNb3yeMbIX 419 XpaHeHNs
NeKapCTBEHHbIX NpenapaToB?

Pa3mellieHO M 060pyJ0BaHMe AN
KOHTPO/IS Temneparypbl B
NoMeLLEeHUAX (30Hax) B
COOTBETCTBMM C  pe3y/ibTatamu
TemMnepaTypHOro KapTupoBaHUs?

Crennaxu (Wwkadgbl) ans
XpaHeHWs 1eKapCTBEHHbIX
npenaparos:

NyHKTbI 40-41 MpaBnn Hagnexallel
ANCTPUOLIOTOPCKOW MPaKTUKM

NyHKT 38 MpaBun Hagexatlein
MPaKTVKN XpPaHEeHNS;

NyHKT 7 [Npasun xpaHeHWs
NeKapCTBEHHbIX CPELCTB;

NyHKTbI 40-41 MpaBun Hagexatlein
JNCTPNOLIOTOPCKON NMPAaKTUKN
NyHKT 38 MpaBun Hag1exxallein
MPaKTUKN XpaHeHws;

MYHKT 7 MpaBun xpaHeHNs
NeKapCTBeHHbIX CPeACTs;

NyHKTbI 40-41 MpaBun Hagnexalen
JNCTPUOLIOTOPCKOWN MPaKTMKK
NyHKT 38 MNpaBun Hagexallei
NPaKTUKN XpaHeHws;

NyHKT 7 [MpaBun xpaHeHUs
NeKapCTBEHHbIX CPefCTB;

NyHKTbI 40-41 MpaBnn Hagnexallei
ONCTPUBLIOTOPCKOM NPaKTUKK
nyHKTbl 39, 40 Mpasun
HaZiexalleil NpaKTUKM XpaHeHus;

NYHKTbI 43 [paBun HagexalLen
ANCTPUOBIOTOPCKOW MPaKTUKK

NYHKT 22 [NpaBnn Hagexalllen
NPaKTUKM XPaHEeHUS;

nyHKT 39 MpaBun Hagnexalel
ANCTPUOLIOTOPCKOW MPaKTUKK

NYHKT 22 MNpaBun Haznexalel
MPaKTUKN XpaHeHNS;

NyHKT 39 MNpaBun Hafexatlein
ANCTPUOBLIOTOPCKON MPaKTUKK
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NPOMapKMpPOBaHbI in?

NMEIOT N CTe/NNToKHble KaprI?

MPYIMEHAETCA N 3MIEKTPOHHAA
cuctema (Npn NOMOLLM KOAOB)
06paboTKN [aHHbIX BMECTO
CTeNNaXHbIX KapT?

meroTcsa v LOKYMEHTBI,
OMMCbIBatOLLMe AEACTBUS,
BbIMO/IHSIEMbIE CYObEKTOM
06paLLeHNs NeKapCTBEHHbIX
npenapaToB ¥ HanpaBneHHble Ha
cobntofeHne TpeboBaHUiA,
yCTaHOB/IEHHbIX NpaBuiamm
HaZ/NeXalllei NPaKTUKN XPaHeHNS.
Mpasun Hagnexallein
ONCTPUOBLIOTOPCKON MPaKTUKW:

CTaHAaPTHbIE OrMepaLyoHHbIe
npoueayps! (COrMbI)?

NHCTPYKUMN?

Wmeetcs in  paspaboTaHHbIin 1
YTBEPXKAEHHbIV KOMMEKC Mep,
Hanpas/ieHHbIA HA MUHUMU3ALMIO
PUCKa KOHTaMUHaLmMK
NeKapCTBEHHbIX NPenaparos, C
YUYETOM YCNOBUWIA COONIOAEHNS
3alMThl OT (PAKTOPOB BHELLHeN
cpeabl ¢ 0popMIeHNEM
[LOKYMEHTOB

NyHKT 49 MpaBun Hagnexalei
NPaKTUKN XpaHeHMs
NyHKT 29 lMpaBnn Hagnexatlel
MPaKTUKM XPaHEHUS;

NYHKT 49 MpaBun Hagiexallen
NPaKTUKN XpaHeHUs

NYHKT 29 MNpaBnn Hagnexatlel
NPaKTUKN XPaHeHWs;

NyHKT 49 MpaBnn Hagnexxatel
NPaKTUKN XpaHeHNs
NYHKT 29 MpaBun Hagiexxalei
NPaKTUKN XPpaHeHWS;

NYHKT 49 MpaBnn Hagnexatlel
NPaKTUKM XpaHeHns

NyHKTbI 4 1-43 MpaBun Hagiexallen
NPaKTUKN XpaHeHs;

NYHKTbI 6, 7 MpaBun Hagnexatlel
JNCTPNOLIOTOPCKON NPaKTUKK

NyHKTbI 41-43 [MpaBun Hagnexallei
MPaKTUKW XpaHeHns;

MYHKTbI 6, 7 MpaBun Hagnexatlei
ANCTPUOLIOTOPCKOW MPaKTUKK
NyHKTbI 41-43 MpaBun Hagnexatyen
MPaKTVKN XPaHeHUs;

NYHKTbI 6, 7 MpaBun Hagnexatyen
JNCTPUBLIOTOPCKOIN NPaKTUKM

NYHKT 24 MNpaBun Hagnexallen
NPaKTUKN XpPaHEHUS;

NyHKTbI 6, 7, 80 MNMpasun
Hagnexallein ancTpnbbHTOPCKON
NPaKTUKK
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45

PeructpupyroTcs N1 pesynbTarhbl
TemMnepaTypHOro KapTMposaHus
1 BNXXHOCTU B CNeLmaibHOM
XXypHan (kapTe) perucrpaumnm Ha
BymaxxHoM HocuTesnie n (1Unm) B
3/IeKTPOHHOM BWAE eXKeJHEBHO, B
TOM YuMC/e B BbIXOAHbIE U1
npasgHNYHbIE AHN?

NwveeTcs nm y pyKoBoauTens
opraHuzaummn (3a MWCK/IOUEHNEM

MeLNLIMHCKNX opraHu3auuit),
LeATeNbHOCTb KOTOpOro
HEeNnocpeACTBEHHO  CBfA3aHa C
ONTOBOIA TOprosne

NeKapCTBEHHbIMW CPeACTBaMU /15
MEeLULMHCKOrO MpUMEHEHMs, KX
XpaHeHneM, MepeBO3KOW W (1)
PO3HUYHOW TOprosei
NeKapCTBEHHbIMX  Mpenaparamu
4N MeAULMHCKOTO MPUMEHEHNS,
X OTNYCKOM, XpaHeHueM,
MepeBO3KOM W U3roTOB/IEHVEM:
BbiCLLEe  (papmaLeBTUYeCKOoe
obpasoBaHMe W CTaX paboTbl
no creymanbHOCTM He MeHee 3
NeT; nmbo
- CcpefHee (hapMmaueBTUYECKOe
obpasoBaHVe W CTaX paboTbl
Mo CcreuuasibHOCTU He MeHee 5
NeT;
-cepTudmkar cneyyannc
(cBugeTensCcTBO 06 akkpeamTaLy!
cneumanncra)?

Wwvetotca sm y  couckartens
NNUEH3MN/NNLeH3naTa

pabOTHVKM, 3aK/OUMBLLME C HUM
TpYyLO0BbIe [LOroBopbl,
[eAaTeNlbHOCTb KOTOPbIX
HernocpefCTBEHHO  CBA3aHa C
ONTOBOM TOpro./ei

NEKapCTBEHHbIMW CpeAcTBamm s
MELMLMHCKOrO NPUMEHEHNS, WX
XpaHeHneM 1 (Un) PO3HUYHOIA
TOproenei NeKapCTBEHHbIMU
npenaparamu 8 MeAuULMHCKOro
NMPUMEHEHWS,  WUX  OTMYCKOM,
XpaHeHVEM W M3rOTOB/NEHVEM,
VIMEetoLLME:

BbICLLIEE wm  cpefHee
(hapmaLeBTMYECKOe 06pa30BaHue,;

cepTumkar  cneumanmcra
(cBMaeTensCTBO 06 akKpeaMTaLmu
cneymanucra)?

NYHKT 2 1 MpaBun Hagexatlein
NPaKTUKM XpPaHEHUS;

NyHKT 23 MpaBun Hafexatlein
NPaKTUKN XpaHeHUS;

NYHKT 7 [NpaBun xpaHeHUs
NeKapCTBEHHbIX CPeaCTB

MoANYHKT «B» NMYHKTA 4, NOANYHKT
«W» NyHKTa 5 NonoxeHns o
NMLEH31POBaHNN (hapMaLeBTUYECKO
LeATeNlbHOCTY, YTBEPXKAEHHOIO
nocTaHoB/EHVeM [1paBuTenscTea
Poccuiickoin degepaumn ot
22.12.2011 Ne108
(CobpaHue 3akoHOAaTENLCTBA
Poccuiickoin ®epepanmmn,2012,Ne 1
cT. 126) (panee NMonoxeHue o
NALEH31POBaHNN (hapMaLeBTUYECKO
[leITeNIbHOCTN);

NyHKTbI 7. 8 MNMpasun
HaZnexallein NpakTukm
XpaHeHus

MoAnyHKT «a» NyHKTa 4, Y NOAMYHK
«» NMyHKTa 5 MNonoxeHuns;

0 IMUEH3POBaHNK
(hapMaL,eBTNYECKON feATeNlbHOCTY;

NyHKTbI 7, 8 Mpasun
Hanexallein NpakTuKu
XpaHeHns



46 Nmeet m covcKatenb  nMyHKT 22 MpaBun Hagnexallen
NMUEH3N/NLEH3NaT [UCTPUBLIOTOPCKON MPaKTUKM
JocTaTtoyHoe KO/IMYeCTBO
KBaIM(ULMPOBAHHBIX
paboTHUKOB, A/  0bGecrneyeHuns
ero JeATeNbHOCTH rno
OUCTPUOBLIOUMN  NTeKapCTBEHHbIX
CPefCTB Ha Bcex ee aTtanax?

47 ViMewoTcs M [JO/DKHOCTHbIE  MyHKT 8 Mpasumn
WHCTPYKUMM  Ha  PabOTHUKOB, Hag/iexalleid MpaKTuKM
3aHUMaroLWnX K/K4YeEBbIE XpaHeHus;

[OIDKHOCTH, B KOTOPbIX

onpegenaroTca X A0/HKHOCTHbIE NYHKT 24 Mpasun Hap'ne)Kau_Lef/]
0053aHHOCTK, a TaKxKe nopaaokK nx ,U.VICTpVI6b|'OT0pCKO|7| NPaKTUKK
3ameLLeHns Apyrumn

paboTHMKammn?

48 OwmopmneHa M 1 yTBepXAeHa nyHKT 23 MpaBun Hafnexallei
PYKOBOAMTE/IEM ANCTPUOLIOTOPCKOW MPaKTUKM
opraHu3aLnoHHas CTPYKTypa
covckarens
NMUeH3MU/NMLeH3nata B BUge
CXEMbI?

49  Vmeetca nm nnaH-rpadmk  nyHKT 10 Mpasun
npoBefeHns MNepBUYHOIA N Hagnexallen NpakTuku
nocefyoLmx MoAroTOBOK  XpaHeHus:;

(MHCTpYKTaXe), nporpamma

00yueHus nepcoHana,  nywkT 25 MpaBun HadexalLei
YTBEPXAEHHbIE  DYKOBOAUTENIEM  nnCTPUOLIOTOPCKOW MPaKTUKK
cybObeKTa obpaLLeHns

NEeKapCTBEHHbIX  CPeACcTB  Afia

MEAULMHCKOr0 NpuUMeHeHns?

YCTaHOBMEHO  COOTBETCTBME/HECOOTBETCTBME  COUCKaTeNs
TpeboBaHUAM,  NpeAyeMOTPeHHbIM — NOCTaHOBNeHMeM  [MpaBuTeNbCTBA

NNLEH3NPOBaHNM (DapMaLLeBTUYECKON AesTenbHOCTU» OT 22 aekabpsi 2011 r. Ne 1081 (Hy>XHOe BbIAENNTb).

(mOMKHOCTHOE NULL0, NPOBOAVBLLEE
OLIeHKY COOTBETCTBMS U 3ano/iHMBLLEe
OLEHOYHBII NKCT)

[ara 3anonHeHnsa OLEeHOYHOro nucTa

« » 2 0

Poccuitickoni  degepaunm

(nognwuchk)

NALEH3NU/NNLEH3NATA  NINLIEH3VOHHBIM

«0



MpunoxeHwve Ne 2

K npukasy degepanbHORn Cnyobl

Mo Haj3opy B Chepe 34paBoOXpaHeHus
oT

dopma

OUEHOYHBbIN JINCT,

B COOTBETCTBUU C KOTOpPbIM defiepasibHON C/1y>K001 Mo Haf30py B chepe
3ApaBoOXpPaHeHNs 1 ee TEPPUTOPUASIBHBIMUM OpraHamn NPOBOANTCS OLEHKaA
COOTBETCTBUS COMCKATENSA NULEH3NN WU NULEH3NATA NTULEH3NOHHBIM
TpeboBaHMAM MPKU OCYLLIECTBIEHUM hapMaLEeBTUYECKOW AeATeNIbHOCTM anTeYHbIMU
opraHusauusamMm, NoABefOMCTBEHHbIMY (hefepasibHbIM OpraHaM MUCMOSHUTENbHOM
B/1aCTU

1.dopma MNPOBOAMMONA OLEHKM COOTBETCTBUA COWUCKATENA JILEH3NUN UK
NMUeH3MaTa JIMLUEH3NOHHbIM  TpeboBaHUAM”, PEerncTpauMoHHbIA  HOMep W fdara
perncTpaumMm 3asBfeHUs O NPefoCTaBfeHUM NNUEH3UM  (BHECEHME  W3MEHEHWi
B PEECTP /INLIEH3WI):

2. MonHoe wnu (B Cnydyae, €CNM MMEETCS) COKpallleHHOe HaVMEHOBaHue, U
OpraHu3aLMoHHO-NPaBoBast (hopma HPUANYECKOro 1L, afipec ero MecTa HaxoXaeHUs,
OCHOBHOW FOCYapCTBEHHbIV PErUCTPALMOHHbIA HOMEp opuanyeckoro nuua (OrPH):

3. Anpec (agpeca) MECT OCYLLECTBNEHNS NINLIEH3MPYEMOTO BUAA AESTENbHOCTH:

4, MecTo (MecTa) NpoBeieHNs OLIEHKM COOTBETCTBMS NIMLEH3VOHHBIM TPEGOBaHMAM
C 3arO0/IHEHMEM OLIEHOYHOTO NINCTa:

5. PeKBU3NTbI PELLEHNSI O MPOBEAEHUN OLEHKU COOTBETCTBUSA NULEH3NOHHBIM
Tpe6oBaHMAM, MPUHATOrO YNOJHOMOYEHHbIM [OMKHOCTHbIM NMLIOM Poc3apaBHaa3opa
(TEeppUTOPMANbLHOrO OpraHa):

B COOTBETCTBUM C YacTbio 3 cTtatbi 19.1defepanbHOro 3akoHa ot 4 Mas 2011 r. Ne 99-d3 «O nuueH3MpoBaHUU OTLENbHbIX
BMAOB gesitenbHocTu» (CobpaHme 3akoHogaTenbCcTBa Poccuitickor degepauymmn, 2011, Ne 19, ct. 2716; 2021,
Ne24, cT. 4188).



6. [JOMKHOCTb, hamuans, UMs O0TYeCTBO (NMPWM HAIMUMK) AOMKHOCTHOFO SinLa
Poc3apaBHai30pa (TeppuTOpManbHOrO0 opraHa), MPOBOASLLIETNO OLEHKY COOTBETCTBUS
NINLEH3NOHHbIM Tpe6oBaHUAM " 3ano/HSOLLEro OLIEHOYHbIIA JINCT;

7. CnMCOK  KOHTPONbHbIX  BOMPOCOB, OTBETbI HAa  KOTOPbIE  AO/MKHbI
CBWETENbCTBOBATb O COOTBETCTBUM (HECOOTBETCTBMM) COMCKATENs NMLEH3UW WK
NMLEH3MATA NIMLIEH3NOHHBIM TPe6oBaHNSM:

Cnucok KOHTPOJIbHbIX BOMPOCOB, OTPaXKatoLLnX PeKBU3UTBI OT1BeTbl Ha BOMPOCbl  Mpume
Ne COZiepyKaHue NIMLEH3NOHHBIX TPe6oBaHWiA HOPMATUBHbIX 0 COOTBETCTBUM  yaHue
n/n MpaBOBbIX aKTOB C (HecooTBETCTBMUN)
yKazaHUeM KX NMLIEH3UOHHbIM
CTPYKTYPHbIX eANHNL, TpeboBaHMAM
KOTOpbIMM Jit! HeT  Henpuwme
YCTaHOB/IEHbI HUMO
006s13aTeNbHble
TpeboBaHws

YTBepXeHbl N1 pyKoBOAUTENEM CyObeKTa
obpalLeHuns NeKapCTBEHHbIX CpeAcTB
CTaHJapTHble  OrnepauuoHHble  MpoLeaypbl

(nanee - COIM)?

B TOM YunChe 415 BbINOMHEHWA paboT,
OKa3bIBaeMbIX YCNYT, COCTaB/IAIOLLNX
(hapmaLeBTUYECKYHO [eATENIbHOCTb;

- XpaHeHue NeKapCcTBeHHbIX Npenaparos A/1s
MELULMHCKOr0 NprYMeHeHus;

- NMepeBOo3Ka /IeKapCTBEHHbIX NPenapaTos s
MeAVLMHCKOro NMPUMEHEHWS;

- PO3HWYHAA TOProBns JieKapCTBEHHbLIMM
npenapaTtamu ans MeLULMHCKOro
NpUMeHeHNA

nyHKT 3 lMpasun
HaZnexallein NpakT1Km
XpaHeHUs 1 MepeBO3KM
NeKapCTBEHHbIX
npenaparos A4/
MeAMLMHCKOro
MpYIMEHeHus,
YTBEPXKAEHHbIE MPUKa30M
MuHucTepcTea
34paBoOXpaHeHuns
Poccuiickoin ®efepauunn ot
31 aBrycta 2016 r. Ne 646H
(3aperucTpupoBaH
MWHKCTEPCTBOM HOCTULIMK
Poccwiickoin depepauyn 9
AHBapsa 2017 r.,
PermcTpaLyoHHbIA No
45112) (manee - MNpaBuna
HaZnexallein NpakTnKm)

NyHKT 4 MMpasun
HaaeXxalllein anTeyHon
MPaKTUKN NIEKAPCTBEHHBIX
rnpenaparos /14
MeANLMHCKOro
NpYMeHeHUs,
YTBEPXAEHHbLIX MPUKa30M
MwuHucTepcTBa
34paBoOXpaHeHus
Poccuiickoin depepaumm ot
31 aBrycta 2016 r. Ne 647H
(3apernctpupoBaH



OnpegeneHa M OTBETCTBEHHOCTb
pabOTHMKOB Cyb6beKTa 0bpaLleHns
NEeKapCTBEHHbIX Mpenaparos 3a HapyLleHue
TpeboBaHWIA, yCTaHOB/IEHHBIX [paBuiaMu
HaZ/1eXalLlleil MpaKTUKN XpaHeHns

HasHauyeHo N pykoBoauTeneM CyobekTa
o6paLLeHNs NIeKapCTBEHHbIX CPeacTB nuo,
OTBETCTBEHHOE 3a BHeApeHVe 1 obecrneyeHmne
CUCTEMbI Ka4yecTBa?

YTBEPXAEHbI 1 PYKOBOAWTENEM CyObeKTa
PO3HUYHOW TOProB/N LOKYMEHTbI M0
3(h(heKTMBHOMY M/IAHNPOBAHUIO
[eATeNlbHOCTU, OCYLLECTB/IEHMIO MPOLLECCOoB
o6ecneyeHns CMCTEMbI KayecTsa U
ynpaBieHns UMK B 3aBUCMMOCTU OT
(YHKLUMIA peanin3yemMblX CyObEKTOM
PO3HUYHOW TOProB/N

O6ecneymBatoT M NOMELLEHNS A5 XPaHEeHUSs
NEeKapCTBEHHbIX  MpenaparoB  6e3onacHoe
pasfenbHoe  XpaHeHWe 1 MepemeLLeHue
NeKapcTBeHHbIX Mpenaparos?

VimetoTcs v nomelLieHns (0Tcekun) ansa
XpaHeHVs OrHeonacHbIX W B3PbIBOOMACHbIX
NEKapCTBEHHbIX CPeSCTB C Npeaesiom
OrHECTOWKOCTN CTPOUTENbHBIX KOHCTPYKLINV
He MeHee 1y4aca?

MM HUCTEPCTBOM HOCTULNN
Poccuiickoin ®egepauyum 9
AxBapsa 2017 r.,
permcTpaumoHHbIi Ne
45113) (panee - MNpasuna
HaneXxaller anTe4yHom
MPaKkTUKM)

NOAMYHKT «6» NyHKTa 4
MpaBun Hagnexalel
MPaKTUKW XPpaHeHus;

NyHKT 5 MMpasun
HaneXxallen nNpakTuKu
XpaHeHus;

NyHKT 10 Mpasun
Haa/IeXalLllei anTeuHow
MPaKTUKM

NyHKT 5 Mpasun
HaaeXalllein anTeuHow
MpaKTUKM

NyHKT 12 MNpasun
Hanexallein NpakTuKm
XpaHeHus;

NyHKT 19 Mpasun
HaaneX<allein anTeyuHom
MpaKTUKK

nyHKTbl 11,12 Mpasun
HaZnexallein NpakTuKm
XpaHeHus;

NyHKT 14 Mpaswn
XpaHeHuns N1eKapCTBEHHbIX
CPefCTB, YTBEPXKAEHHbIX
npukasom MwuHucTepcTsa
34paBOOXPaHeHNs 1
COLMaIbHOro passuTKA
Poccuiickoin deaepaumm ot
23 aerycta 2010 r. Ne 706H
(3apeructpupoBaH
MWHWCTEPCTBOM HOCTULUN



7

MeeTcst n 0603HaUYeHHas 30Ha UK
0TAe/bHOE NOMELLEHWNE AN NPUEMKI
NEKapCTBEHHbIX MpPenapaTos?

MmeeTcs n 0603HaYeHHas 30Ha Wn
0TAenbHOE MoMeLLeHne, obecnevrBatoLLye

Poccuiickoin degepaumnn 4
oKTA6ps 2010 r.,
PEermcTpaLyoHHbIA No
18608) (nanee -Mpasuna
XpaHeHMs NeKapCTBEHHbIX
CpeAcTB

NyHKTbl 14, 16 MMpasun
HaZnexaller NpakTukKu
XpaHeHus;

NYHKT 24 TMpasun
Haa/1eXalllein anTeyHon
NPaKTUKK

NyHKTb! 14, 16 Mpasun
HaZnexallein NpakTnKm

TpebyeMble YCNOBUS XPaHEHUS IEKAPCTBEHHBIX XPaHEeHWS;

npenaparos, /19 KapPaHTUHHOTO XpaHeHws
NeKapCTBEHHbIX NpenapaTos?

imeeTcs nn'y cybbekTa pO3HUYHON TOProBv
NeKapCTBEHHbIMU NpenapaTramn A
MeULMHCKOro NpMMeHeHUs 30Ha TOProB/u
TOBapamu anTe4yHoro acCopTMMEHTA C
o6ecrneyeHreM MeCT XpaHeHus, He
JonycKaroLmm cBobo4HOro JocTyna
nokynateneli K ToBapaM, OTNYCKaeMbIM, B TOM
yucre no peuenty?

Bce nomeLleHns cy6bekTa po3HUYHOM
TOProB/u:

- PacnonoXeHbl B 30aHUN (CTPOEHUM) K
(hYHKLMOHAIbHO 06beHEHbI?

- N30/TMPOBaHbI OT APYTUX OpraHu3auuii n
obecreynBaTb OTCYTCTBME
HECaHKLIMOHMPOBAHHOI 0 A0CTyNa
MOCTOPOHHUX MWL, B NOMELLEHNS?

Cy6beKT PO3HUYHOI TOProB/AN NpPesycMoTpen
BO3MOXXHOCTb 00YCTpOiCTBa
6ecnpensaTCTBEHHOr0 BX0Aa U BbIX0OAa 418 L,
C OrpaH1YeHHbIMM BO3MOXHOCTSAIMU B
COOTBETCTBUM C TPe6OBaHMAMMU
3aKOHOZaTe/bCTBA O 3almTe UHBAINLOB?

CyObeKT PO3HUYHOI TOProB/K:

- OpraH130Basl BO3MOXHOCTb BbI30Ba
(hapMaLeBTNYECKOr0 PaboTHMKA s

NYHKT 24 TMpasun
HaaneX<allen anTeuHoi
MPaKTUKM

NYHKT 24 Mpasun
Haa1eXalllein anTeuHon
NpakTUKn

nyHKT 20 Mpasun
HaaeXalllein anTeuHow
MPaKTUKN

NyHKT 21 Mpasun
Haa/1eXalLlein anTeyvHo
NPaKTUKM

NyHKT 21 MNpasun
Haa/1eXalllein anTevHon
MPaKTUKK



14

16

06CNY>XMBaHWS UL, C OrpaHUYEHHbIMU
BO3MOXXHOCTSIMM B C/ly4ae OTCYTCTBUS
BO3MOXHOCTW 06YCTPOIACTBA /151 YKa3aHHbIX
nnL, 6ecnpensTCTBEHHOTO BXO/Aa W BbIXoaa?

Cy6beKT PO3HUYHOM TOProB/N NUMEET BbIBECKY
C YKa3aHveMm:

a) BMJa anTeyHol opraHm3auymn Ha pycckom u
HaLMOHa/IbHOM fi3blKax: «AnTeKa» Wi
«ANTEYHbI MYHKT» UK «ANTEYHbIA KMOCK»;
6) nonHoro u (B cyyae, €Cin UMeeTCs)
COKpaLLEeHHOro HaMMeHOBaHUs, B TOM Yuche
(PMPMEHHOIO HaMMeHOBaHWs, U
OpraH13aLUMOHHO-MPaBOBOW (POPMbI CyObEKTa
PO3HWYHOW TOProB/K;

B) pexkxumMa paboTbl;

r) MHhopmaLmn o paboTe B HOUHOE Bpems (B
cnyyae paboTbl B HOYHOE Bpems)?

B nomeLleHnax cy6bekTa poO3HUYHOM
TOProB/un, NpejHa3HauYeHHbIX 4711
M3roTOB/IEHNSA NIEKAPCTBEHHbIX MPenaparos,
MOBEPXHOCTW CTEH W NOTOJ/IKOB TNajkue, 6e3
HapyLLEHUsA LIeNIOCTHOCTU MOKPbITHS
(BOAOCTOVIKME KPacKu, aMasin Unn KagembHble
rN1a3ypOoBaHHbIe MAIUTKN CBET/IbIX TOHOB),
OTAenaHbl MaTepuanamm, 40MyCKaoLLMMK
BNXXHYO YBOPKY C NpUMeEHeHNeM
[E3MHMULMPYIOLLMX CPEACTB
(HernasypoBaHHast KepaMmuyeckas nauTka,
NMHONEYM C 0653aTe/IbHOM CBapKOiA LLBOB WK
Apyrve mMatepuanbl)?

OTBeYaoT /M NMOMELLEHNS, a TakxkKe
0bopynoBaHWe, UCMO/b3yeMOe CYOHEKTOM
PO3HWYHOI TOProB/AW MPK OCYLLECTBNEHNN
[eATeNIbHOCTH, CaHUTapHbIM TPe6oBaHUAM
MOXapHoi 6e30MacHOCTK, a TaKXKe TEXHUKE
6e30MacHOCTY B COOTBETCTBUM C
3aKoHOAaTeNbCTBOM Poccuiickoi deaepaummn?

MoMeLLeHNs cybbeKTa PO3HUYHOM TOProB/IN
OCHALLeHbI CMCTEMaMK OTOM/IEHUSA U
KOHAMLMOHUPOBaHUA (MPY HaMuum),
€CTECTBEHHOIN UM NPUTOYHO-BbITSKHONA
BEHTUNAUMEN (Npy HaMuum)?

O6opypoBaHuNe B CyObEKTE PO3HUYHOIA
TOProB/IN YCTaHOB/IEHO Ha PacCTOSHUM He
MeHee 0,5 METpPOB OT CTeH, UTOObI MMETb
[OCTYN ANA OYUCTKK, AE3NHPEKLUN, PEMOHTA,
TEXHUYECKOr0 06Cy)KNUBaHWSA, MOBEPKU 1
(nnn) KanMbpoBKM 060pyA0BaHNS,
obecrneymBaeT JOCTYN K TOBapaMm anTe4yHoro

NYHKT 22 MNpasun
Haa/1eXalllein anTeuHon
MPaKTUKM

NyHKT 27 MNpasun
HaZ/eXalllein anTeyHon
MPaKkTUKK

nyHKT 30 lMpasun
HaaneXxallen anTeuHoi
MPaKTUKM

NYHKT 26 Mpasun
Haa/1eXallleil anTeyHon
NPaKTUKN

nyHKT 31 lMNpasun
HaaeXxalllein anTeyHon
MPaKTKK



191

20

acCoOpPTUMEHTa, CBOOOAHbIN MPOXOA
paboTHWNKOB?

Toproeoe nometleHve n (Un) 30Ha cybobekTa
PO3HWUYHOW TOProBn 060pyA0BaHbI
BUTPUHAMK, CTennaxamu (roHgonamu) - npu
OTKPbITOM BbIK/aZKe TOBapa,
obecreunBaloLLMN BO3MOXHOCTL 0630pa
TOBAPOB arTe4yHOro acCopTUMEHTA,

paspeLLeHHbIX K NPoAaXe, a Takxke yao6cTBo B

paboTe AN paboTHMKOB CYyObEKTA PO3HUYHON
TOprosnu?

O6ecneyeHo M OTCYTCTBUE AOCTYNa K
NeKapCTBEHHbIM Npenaparam, OTMyCKaeMbIM
Mo peLenTy Ha NIeKapCcTBEHHbIN npenapaT?

O6ecneyeHo N pasmeLLeHne
NeKapCTBEHHbIX Mpenaparos, 0TMNYCKaeMbIX
Mo peLLenTy Ha IeKapCTBEHHBIN npenapar,
OTZeNIbHO OT 6e3peLenTypHbIX
NEeKapCTBEHHbIX MPenapaToB B 3aKPbITbIX
LUKathax C OTMETKOM "o peLenTy Ha
NeKapCTBEHHbIN npenapaT”, HaHeCEeHHON Ha
MOJIKY WW LUKa, B KOTOPbIX NAaHUpyeTcs
pa3MeLLaTh Takue fieKapCTBEHHbIE
npenaparbI?

NwmeeTcs im 0603HaueHHas 30Ha Wn
OTfieNIbHOE MOMeLLeHVe, obecneymsaroLLme
Tpebyemble YCNOBUSA XpaHeHUs
NeKapCTBEHHbIX Mpenaparos, /14
KapaHTWHHOIO XPaHeHWs fleKapCTBEHHbIX
npenaparos?

meeTcs M B NOMELLIEHMAX U 30HaX,
CMOMb3yeMbIX ANs XpaHeHs
NeKapCTBEHHbIX NPEenapaToB OCBELLEHNE?

MetoTcs M aiMUHNCTPATUBHO-ObITOBbIE
MOMELLEHNS, OTAeNEHHbIe OT 30H XpPaHeHUs
NeKapCTBEHHbIX MpenapaToB?

Wmeetca nu oTaenbHas 30Ha (MOMeLLeHue,
WKabl) ANA  XpaHeHWs  060pyLoBaHMS,
VHBEHTaps W MaTepuasioB And  YOOpKM
(oumcTku), a  TaKxe MOKOLNX U
Le3VHPULMPYOLWNX CPeacTB?

NyHKT 34 Mpasun
Haa/1eXalllein anTeuHon
MPaKTKM

NyHKT 36 MNpasun
Haanexalleii anTe4yHoi
NPaKTUKK

NyHKT 36 MNpasun
HaaneX<allein anTevHon
MPaKTUKM

NyHKTbI 14, 16 Mpasun
HaZnexallein NpakTyKm
XpaHeHus;

NYHKT 24 MNpasun
Haa/1eXalllein anTeyvHon
NPaKTUKN

NyHKT 17 Mpasun
Hanexallen nNpakTuku
XpaHeHus;

NyHKT 28 lMpasun
HaaeXalllein anTeyHon
MPaKTUKM

nyHKT 19 Mpasun
Hanexallein NpakTUKm
XpaHeHus

NyHKT 25 Mpasun
HaaeXallleil NPaKTUKK
XpaHeHus



24

26

27

28

29

MpoBoguTcs N yoopka NoMeLLeHNiA (30H)
[NA XpaHeHUs NIeKapCTBEHHbIX NpenapaTos B
cooTseTcTBMM ¢ COlMamn?

ObecrneunBaeT M ycTaHOBKa 060pyf0BaHms
[/ XpPaHeHWA NeKapCTBEHHbIX CPEACTB B
MOMELLEHUAX [LOCTYNHOCTb A1 NPOBeAEHUs
ybopku?

[JlonyckaeT QM OTAenKa  MOMELLEHUiA
(BHYTpeHHWe MOBEPXHOCTU CTEH, MOTO/KOB)
NS XpaHeHWs NleKapCTBEHHbIX MpenapaTros
BO3MOXXHOCTb NPOBEAEHNS BNAXKHON YOOPKN?

Ob6ecneyeHa N1 3aWyUTa NOMELLEHWIA Ans
XpaHeHMs eKapCTBEHHbIX NpenapaTtoB  OT
MPOHUKHOBEHMS HACEKOMBIX, TPbI3yHOB W/
APYTUX XXUBOTHbIX?

MmeeTcs in Heobxoammoe 060pyaoBaHue,
npuHaanexalllee cyobekTy 0bpalleHns
NeKapCTBEHHbIMU NpenapaTamin Ha npase
COGETBEHHOETN WM HA UHOM 3aKOHHOM
0eHOoBaHWUN?

IMetoTca M NOMELLIEHWS AN XpaHeHus
OrHeonacHbIX 1 B3pbIBOOMACHbIX
NEKapCTBEHHbIX CpeaeTs, 060pyA0BaHHbIe
HeeropaemMbIM1 1 YETOWYMBBIMU CTe//1aKaMM
1 NOAJOHAMW MOJ, COOTBETCTBYHOLLYHO
Harpysky?

OcHalleHbl 11 MOMELLEHNA AN XpaHeHus
NEKapCTBEHHbIX epeacTB npubopamn  ans
perucTpaumn napaMmeTpoB BO3LyXa:

TEPMOMETPbI?

TMrpomeTpbI?

TEPMOrUrpoMeTpbI?

NyHKT 25 Mpasun
HaZnexallein NpakTukm
XpaHeHus

nyHKT 10 MNpaswn xpaHeHus
NeKapcTBeHHbIX CPeacTB

NyHKT 25 lMpasun
HaZnexallein NpakTuKu
XpaHeHus;

NYHKT 6 lNMpasun xpaHeHUs
JIeKapCTBEHHbIX CPeLCTB

NYHKT 26 Mpasun
HaZnexallein NpaKTUKm
XpaHeHus;

NyHKT 27 MNpasun
Haa/1eXalllein anTevyHon
MPaKTUKK

NyHKT 11 Mpasun
HaZnexallein NpakT1Km
XpaHeHus;

nyHKTbI 29, 30, 34 lMpasun
HaaeXalllein anTevHon
MPaKTUKK

nNyHKT 17 Mpasun
XpaHeHUs NeKapCcTBEHHbIX
cpeneTs

nyHKT 37 Mpasun
HaeXxallei NpakTuKu
XpaHeHus;

NyHKT 7 [NpaBun xpaHeHUs
NeKapCTBeHHbIX CPeacTs

nyHKT 37 MNpasun
HaZnexallein npakTukm
XpaHeHus;

NYyHKT 7 [MpaBun xpaHeHUs
NeKapCTBeHHbIX CPeacTs
nyHKT 37 MNpasun
HaZ/iexallei NpakT1Km
XpaHeHus;

NyHKT 7 [paBun xpaHeHus
NeKapeTBeHHbIX CPeacTB
nyHKT 37 MNpasun
HaaeXalllein NPaKTUKM
XpaHeHus;



NyHKT 7 [Npasunn XpaHeHWs
NeKapCTBEHHBIX CPEACTB

3M1EKTPOHHbIE TUTPOMETPbLI? nyHKT 37 Mpasun
HaZnexallein npakTukm
XpaHeHus;

NYHKT 7 lNMpaBun xpaHeHUs
NeKapCTBEHHbIX CPeLCTB
Pa3meLleHbl nin N3MEPUTESIbHBIE YaeTun NYHKT 7 |'|pa|3y|f| XpaHeHus
NpUBGOPOB A/151 PermcTpaumm napameTpos NeKapCTBEHHbIX CPeACTB
BO3fyXa Ha pacCTOSiHMM He MeHee 3 M OT
[Bepeli, OKOH 1 OTOMUTE/bHLIX NPUOOPOB K
Ha BbicoTe 15 - 1,7 M OT nona?
meeTca i XxonoamnbHoe obopysoBaHue (. nyHKTbl 21,36, 37 Mpasun
YKa3aHMeM HavMeHOBaHMWs, MapKu, HaJ/1eXxallein NpakTuKm
WNHBEHTAPHOIr0 HOMepa, TeMnepaTypHOro XpaHeHus
peXuma, EMKOCTK) C pasMeLLieHneM 1
006CNyXX1BaHMEM COr/TaCHO JOKYMeHTaLmMK
Mo ero WCMnosib30BaHMIO (3KCMJTyaTaLmn);

XOMOAN/bHbIE Kamepbl? NyHKTbI 21,36, 37 Mpasun
HaZnexallein NpakTvKm
XpaHeHus
(hapmaLieBTUHECKMNE XONOANbHbIE LUKagbl UM NyHKTbI 21,36, 37 Mpasun
XOJTIOAUNBHUKNA? HaZnexallein NpakTuKu
XpaHeHus
ViveeTcs cucteMa KOHAMLMOHUPOBAHNSA B nyHKTbl 21,36, 37 MNpasun
MOMELLEHNSX AN XPaHEHUS NEKAPCTBEHHbIX — HaZ/IeXalLlein NpakTuKy
cpefncrs? XpaHeHus;

NyHKT 4 MNpasun xpaHeHns
NeKapCTBEHHbIX CPeaCcTB

VimeeTca nn cuctema BEHTUIAUMN B nyHKTbI 21,36, 37 MNMpasun
NMOMELLEHUAX 4N XpaHeHNs Hanexallein NpakTyKm
NeKapCTBEHHbIX CpeacTB? XpaHeHus;

NyHKT 4 MNpasun xpaHeHUs
NeKapCTBEHHbIX CPesCTB

VimeeTcs i cuctema KOHTPONA 4OCTYnMa B MyHKTbI 27, 37 MNMpasun
MOMELLEHNS AN XPaHeHMUs NIeKapCTBEHHbIX  HafineXalleid NpakTuku
CpeacTB (30HbI)? XpaHeHus;

NyHKT 32 MNpasun
Haa/IeXaLLei anTeuHow

MPaKTUKN
Wmeetcs nin nnomobup (Wm neyars) 40 nyHKT 31 lMpasun
onevatbIBaHWs LLKahoB UM NMOMELLEHWIA, B Hanexatei
KOTOPbIX XPAHATCH SIEKAPCTBEHHbIE NPaKTUKN XpaHeHWs

npenaparbl, NOANEXallme NpesmeTHO -
KO/INYECTBEHHOMY YYeTy?



37  WNwmeetcs v 0bopynoBaHue 41 XpaHeHus
NEeKapCTBEHHBIX NPenaparos (CTesIaxw,
LKagbl, NOALOHbI)

37. imetoTcs 1 MeTanIMYecKme um
JlepeBsAHHbIe LKahbl NS XpaHeHUs
JIeKapCTBEHHbIX MPenaparos, Nogexarinx
NpeaMeTHO-KONIMYECTBEHHOMY YUETY?

38  Tpowwno nn obopyLoBaHUe, OTHOCALLEECA K
CpeLCcTBaM U3MepeHUiA:

MepBUYHYHO MOBEPKY U (MN) KanmbpoBKY
[l0 BBO/A B 3KCM/yarauunio?

MepBUYHYO NOBEPKY M (MNK) KanBpPOoBKY
nocse pemoHTa?

NepuoLMYecKyo NoBepKky u (Unm)
KanMbpoBKy B npoLiecce
aKcnnyarauum?

nyHKT 31 lMNpasun

HaanieXxatien
NPaKTUKN XpaHeHUs:;

NyHKT 29 lMpasun
Hanexallein NPakTUKm
XpaHeHus;

NyHKT 5 [MpaBun xpaHeHUs
NeKapCTBEHHbIX CPeACTB

MyHKT 31 lMpasun
Hanexalwel
MPaKTUKN XpaHeHNs

nyHKT 38 lMpasun
HaZnexallein NpakTukm
XpaHeHus;

NYHKT 7 MpaBun xpaHeHus
NeKapCTBeHHbIX CPeLCTB;

NyHKT 33 lNpasun
HaaneX<allei anTeuHow
MPaKTKM

NyHKT 38 lNpasun
HaZnexallein NpakTukm
XpaHeHus;

NYHKT 7 [NpaBun xpaHeHus
NeKapCTBEHHbIX CPeLCTB;

nyHKT 33 lMpasun
HaaeXallleil anTeuHow
NPaKTUKN

nyHKT 38 Mpasun
HaaNeXxallleil NPaKTUKM
XpaHeHus;

NYyHKT 7 [paBun XpaHeHus
NeKapCTBEHHbIX CPeACTB;

nyHKT 33 Mpasun
HaaeXalllein anTeyHon
MPaKTUKM

nyHKT 38 [Mpasumn
HaAnexaller NpakTuku
XpaHeHus;

MYHKT 7 lMpaBun xpaHeHNs
NeKapCTBEHHbIX CPeLCTB;



39

40

41

42

nyHKT 33 lMpasun
HaaNeXalllein anTeuHow

MpaKkTUKN
ImetoTca in 3anacHble NoBepeHHble nyHKTbI 39, 40 MNpaBun
CPefiCTBA U3MEPEHMA B CNyYae PEMOHTA, Haf/1eXxalLein MpakTuKu
TEXHNYECKOr0o 06CYXMBaHWA, NMOBEPKU XpaHeHus;

060pyZ0BaHMA U CPEACTB U3MePeHns?
NyHKT 7 lNMpaBun xpaHeHUs

NeKapCTBEHHbIX CPeACTB;

nyHKT 33 lMpasun
Haa1eXalllein anTeyHon

MPaKTUKK
VimetoTca v OKYMEHTbI, ONUCbIBatoLLme NyHKTb! 41-43 Mpasun
[eVCTBUS, BbIMNO/HSAEMble CYyOBEKTOM Hanexallen nNpakTuKu
06paLleHns NeKapCTBEHHBIX NpenapaTos u XpaHeHus
Hanpas/ieHHble Ha cobteHMe TpeboBaHWiA,
YCTaHOB/IEHHbIX MpaBniamy Hagnexallel
NPaKTUKN XpaHeHWs, MpaBun Hagnexalyen
anTeyHon NpPaKTUKK:
CTaH4apTHble onepaLyoHHbIE NMPOLEYpbI NyHKTbI 41-43 TMpasun
(COnMwI)? HaZnexallein NpaKTUKm
XpaHeHus
NHCTPYKUUN? NyHKTbI 41-43 Mpasun
HaZnexallein NpakTvKm
XpaHeHus
VimeeTca nn  pa3paboTaHHbIi 1 NYHKT 24 Mpasun
YTBEPXKAEHHbIA KOMMIEKC Mep, HaZeXxalLei
HanpaBNeHHbI HA MUHUMU3ALMIO PUCKa MPaKTUKM XpPaHEHNS
KOHTaMVHaLMN NeKapCTBEHHbIX NPenapaTos,
C YYETOM YC/I0BUIA COBMIOAEHUA 3aLLMTbI OT
(haKTOPOB BHELLHEW cpefbl C 0)OPMIEHNEM:
Nnp1Kasos? NYHKT 24, 41 TMpasun
Haanexxatien
NPaKTUKN XpaHeHNs
COrllos? MYHKT 24, 41 TMpasun
Haanexxatien
NPaKTUKN XpaHeHNs
NHCTPYKLUMIA? NyHKT 24,41 Tpasun
Haanexatyen

MPaKTUKN XPpaHeHs

PerucTpupyroTca iv pesynbTathbl NyHKT 21 lMNpasun
TeMMepaTypHOro KapTMpOBaHMS 1 BNXXKHOCTM B Haj/lexallel
creLmanbHOM XXypHan (KapTe) perucrpaumn Ha NpakTUKK XpaHeHus;
OYMaXHOM HocuTene u (M) B 3N1IEKTPOHHOM
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BUJEe eXeJHEBHO, B TOM Yuesie B BbIXOAHbIE U
npasgHNYHbIe gHU?

WmeeTcs nn y pyKoBOAUTENA OpraHv3auum
(3a NCKITOYEHVEM MeANLMHCKMX
opraHusauuin),  0eaTeNbHOCTb  KOTOPOro
HEMOCPeLCTBEHHO CBfi3aHa C  PO3HUYHOM
TOProB/iei NleKapcTBEHHbIMU  MpenapaTamu
0N MeAWUMHCKOrO  NPUMEHeHus, KX
OTMYCKOM, XpaHeHneM, NepeBO3KON
1 N3rOTOBJIEHUEM,;

- BbICLLIEe (hapMaLieBT1YeCKoe 06pa3oBaHue 1
CTaX paboThbl MO CNeuuabHOCTU He MeHee 3
NET; nmbo:

- cpefHee (hapmaLeBTUYeCKoe 06pa3oBaHme 1
CTaX paboTbl MO CreumanbHOCTU He MeHee 5
Ner;

- cepTudmkar cneumanmcTa (CBULETENbCTBO
06 akkpeguTaumu crneumanucta)?

Vvetotcs m y couckartens
NALEH3MN/NnLeH3mnaTa paboTHMKY,
3aK/IUMBLUYE C HUM TPY/AOBble [OrOBOPbI,
[eATeNlbHOCTb  KOTOPbIX  HErocpeAcTBeHHO
cBsizaHa c PO3HUYHO TOprosnei
NEKapCTBEHHbIMU npenaparamu ons
MEAVLMHCKOr0O MPUMEHEHMNS, WX OTMYCKOM,
XpaHeHVieM ¥ U3roTOB/IEHWEM, UMELOLLYE:

- BbICLUEE WM CpefHee (hapmaLeBTUYECKOe
06pa3oBaHue;

- cepTugmkar crieymanncta (CBUAETENbCTBO
006 aKkkpeaMTaumun crnelmanuncra)?

IMeroTCa I JOMKHOCTHBIE MHCTPYKLUMM Ha
pabOTHUKOB,  3aHMMalOLLMX  K/IHOYEBble
LO/MKHOCTK, B KOTOPbIX OMNPeensarTcs UX

[OO/MKHOCTHbIE  0053aHHOCTW, a  TaKke
NopsiAoK X 3aMelleHus  ApyrumMu
paboTHMKamn?

NyHKT 23 lMpasun

HaanieXxatien
NPaKTUKM XPaHEHWS;

NyHKT 7 [NpaBun xpaHeHns
NeKapCTBEHHbIX CPeaCTB

NOAMNYHKT «B» NMYyHKTa 4 U
NOAMYHKT «h» MyHKTa 5
MonoxeHus o
NALEH31POBaHNM
(hapMaL,eBTNYECKOIA
JeATeNbHOCTY,
YTBEPXKAEHHOIO
MOCTaHOB/IEHVEM
MpasuTenLCTBa Poccuiickoit
®epepaunn ot 22.12.2011
Ne 1081 (CobpaHue
3aKOHOaTeN1bCTBa
Poccuiickoin depepaumn,
2012, Ne 1,

cT. 126) (panee-ronoxeHune
NALEH31POBaHNM
(hapmaL,eBTUYECKOIA
[leaTenbHOCTH);

NyHKTbI 7. 8 [Npasun
Haa/eXalllein NPaKTUKM
XpaHeHus

MoANYHKT «a» NyHKTa 4 1
NOANYHKT «/1» MYHKTa 5
MonoxeHwns;

0 NINLEH31POBaHNM
(hapmaL,eBTUYECKON
[eATeNbHOCTY,

NyHKTbI 7, 8 MNMpasun
HaaIeXaLLein NPaKTUKN
XpaHeHns

NyHKT 8 MNMpasun
Hanexallein NpakTuKm
XpaHeHus;

NyHKT 12 MNpasun
HaaeXalllein anTeuHow
MPaKTUKM
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YCcTaHOBMEHO
TpeboBaHUsAM,

Wmeetca nm nnaH-rpadyk  npoBegeHus
MEPBUYHON ¥ MOCNEAYIOWMX MOArOTOBOK
(MHCTpyKTaxei),  nporpamma  06y4eHus
nepcoHana, YTBEPXXAEHHbIe PYKOBOAUTENEM
cybbekta  obpalleHMs  IeKapCTBEHHbIX
CPeACTB ANA MeAULMHCKOro NpYMeHeHUs?

npeaycMOTPEHHbIM

COOTBETCTBMNE/HECOOTBETCTBUE
NOCTaHOB/IEHNEM

nyHKT 10 MNpasun

Hanexallei NpakTuku

XpaHeHust

conckartenda

lNpaBuTENbLCTBA

NNLEH3NW/NNLEH3NATA  IMLEH3NOHHbLIM
Poccuiickori  ®egepauynn  «O

NNLIEH3MPOBaHNM (hapMaLleBTUYECKOW AesTeNbHOCTU» 0T 22 Aekabpsi 2011 r. No 1081 (HY>KHOE BbIAENNTD).

(BOMKHOCTHOE MLL0, NPOBOAUBLLEE
OLiEHKY COOTBETCTBUS U 3amMo/HUBLUEE
OLIEHOYHbIA NNCT)

[ara 3anonHeHnsa OLeHOYHOro n1cTa

«

20

(nognuce)



