[punoxenue Ne 1
K npukazy OenepanbHoii iy XObI
10 HaA30py B cepe 31paBOOXpaHEHHS

ot ZLL, AN 7

®opma

OneHoOYHBIH JIHCT,

B COOTBETCTBHH ¢ KOTOpbIiM PenepasibHoii ciy:k00ii o Haa30py B cpepe
3pABOOXPaHEHHs] H €€ TEPPUTOPHAJIBHBIMH OPraHaMH NPOBOAHTCS
OlIEHKA COOTBETCTBHSA CONCKATESl JHIEH3NH HJIH JIHIEH3HATA JIMHEeH3HOHHBIM
TPeOOBAHHMAM NPH OCYIIeCTBACHHH (papManeBTHYECKOH eATeIbHOCTH
OpraHH3alMsAMH ONTOBOM TOPTOBJIM JIEKAPCTBEHHbBIMH
CpeACTBAMH UIsi METHIIHHCKOT0 MPHMEHEHMS

1. ®opma mnpoBOAUMON OLIEHKH COOTBETCTBHS COUCKATENd JIMIEH3WH WIH
NMLEH3MATa JIMIEH3MOHHBIM TpeOoBaHMsAM!, pPErMCTpAlMOHHBIH HOMep U JaTa
PEerHCTpaliii  3asBIEHHS O MPEIOCTaBJIeHWH JHMIEH3MH (BHECEHHE W3MEHEHUH
B pPEECTp JIULIEH3UH):

2. Ilonmnoe wnu (B cioy4yae, eclid HMEETCs) COKpAlleHHOe HaWMEHOBaHHE, U
OpraHM3allHOHHO-TIPaBoBas popMa IOPUIUUECKOTO JIKIA, aIpec €ro MeCTa HaXOXICHHS,
OCHOBHOM roCyIapCTBEHHBIM PErUCTPALlMOHHBIN HOMED IOPUANIECKOro Juiia (OI'PH):

3. Anpec (agpeca) MeCT OCyIIECTBIEHHS JINLEH3UPYEMOT0 BUAIA NEATEIBHOCTH:

4. Mecto (MecTa) IpoBe/IeHUs OLIEHKH COOTBETCTBHUS INIIEH3UOHHBIM TPEOOBaHUAM
C 3aII0JIHEHUEM OLIEHOYHOTO JIUCTA!

5. PexBU3MUTHI pELIeHWs O MPOBEICHWHM OLEHKA COOTBETCTBHA JIULCH3UOHHBIM
TpeGOBaHMAM, IPUHATOrO YTNOTHOMOYEHHBIM JOJDKHOCTHBIM JHMIOM Poc3npasHansopa
(TeppHUTOPHATEHOTO OPraHa):

6. JIOIKHOCTB, (amuius, MMs OTIeCTBO (TP HAIMYUM) TODKHOCTHOIO JHIA
Poc3paBHan3opa (TEppUTOPHAIBHOTO OPraHa), MPOBOJAIIETO OLEHKY COOTBETCTBHA

1 B cOOTBETCTBUM C YacThio 3 cTath 19.1 Genepanbaoro 3akona ot 4 Mas 2011 r. Ne 99-@3 «O nuueH3MpOBaHAH
OT/IE/IbHBIX BUAOB mesTensHocTH» (Cobpanne 3akoHOAaTenbCTBa Pocculickoii Oenepauuy, 2011, Ne 19, ct. 2716; 2021,
Ne 24, ct. 4188).




JJUINCH3HUOHHBIM Tpe60BaHI/ISIM )41 3a110JIHAIOLICTO OHeHO‘{HBIﬁ JIUCT:

7. Crucok KOHTPOJIbHBIX BOl'IpOCOB,/ OTBETBI Ha  KOTOPBIE  JOJDKHBI
CBUIACTCILCTBOBATHL O COOTBCTCTBHH (HCCOOTBGTCTBI/II/I) COUCKATEIsl JUICH3HHU WU

JJMOCH3HUaTa JINICH3MOHHBIM TpCGOBaHI/IﬂMI/II

Ne
nn

CIHCOK KOHTPOJIBHBIX BOIIPOCOB,
OTPaXKAIOLINX COAEPKAHHE
JINIIEH3HOHHBIX TpeOOBaHUH

PexBU3HUTEI HOPMATHBHEIX
NPaBOBBIX AKTOB C YKa3aHHEM
MX CTPYKTYPHBIX €IMHHLI,
KOTOPBIMH YCTAHOBJICHBI
o0s3aTenbHbie TpeOOBaHHA

OtBeThl Ha BOMpPOCHI
0 COOTBETCTBHHU
(HECOOTBETCTBHH)
JIMLIEH3UOHHBIM
TpeOOBaHUAM

HET |HCIPHMCH

MO

Ja

IIpume
YaHue

YTBepKAeHb! JIW PYKOBOAUTENIEM
cyOBekra obparueHus
JIEKapCTBEHHBIX CpeACTB
CTaH/AapTHbIE OTepaLMOHHbIe
npouexaypsl (nanee — COII)?

nyHKT 3 [IpaBun Hapexamen
MPAKTHKU XPAaHEHHUS U NEPEBO3KH
JIEKapCTBEHHBIX MPEenapaToB 1is
MEIMLIMHCKOTO IPUMEHEHHUS,
YTBEPKACHHBIE IPHKA30M
MuHuCTEpCTBa 3paBOOXPAHEHHS
Poccuiickoii ®enepauu ot 31
asrycra 2016 r. Ne 646n
(3apeructpupoBas
MHHHCTEPCTBOM IOCTHLIMH
Poccuiickoit @enepanyn 9 sHBaps
2017 r., peructpaliioHHbIA No
45112) (nanee [1paBuna
HajjIexallel PakTHKN)

myukT 7 [IpaBun Hagnexaiei
JUCTPUOBIOTOPCKOM MPAKTHKH B
pamkax Eppa3sufickoro
9KOHOMHYECKOr0 COK034,
yteepxaeHHble Pemenem Coseta
EBpa3uiickoii 5SKOHOMHYECKOM
xomuceus ot 03.11.2016 Ne 80
(oduLHanbHBIA CAHT
EBpa3suiickoro 3KOHOMHYECKOro
coto3a http://www.eaeunion.org/,
21 Hos6ps 2016 r.) (nanee -
TTpaBuna HagExKaIIEH
JUCTPUOBIOTOPCKOH MPAKTHUKH)

Onpeaenena u
OTBETCTBEHHOCTh PaOOTHHKOB
cyObekTa obpalleHus
JIEKAPCTBEHHBIX TPENapaToB 3a
HapylueHue Tpe6oBaHui,
ycTaHoB/IeHHBIX [IpaBunamu
HaJJiexalue pakTHKH

noAnyHKT «6» myHkTa 4 IIpaBui
HaJUIEKALIeH PAKTUKH XPaHEHHU,

nyHKT 16 [TpaBun Hajexalnei
JIMCTPUOBIOTOPCKOM TIPAKTHKH;




XpaHeHus, [Ipasmiamu
HaJUIeXKAaILeH
IUCTPUOBIOTOPCKOM NPAKTUKU?

HaznaueHo 11 pykoBOIHTEIEM
cyObexTa obpalueHus
JIEKaPCTBEHHBIX CPEACTB JIMLIO,
OTBETCTBEHHOE 3a BHEPEHHE M
obecrnevyeHrue CUCTEMBI

nyHkT 5 [IpaBun Hapnexamen
NPaKTUKH XPaHEHHS,

nyukt 8 [IpaBun Haanexamei
JUCTPHOBIOTOPCKOM NMPAKTHK;

KauecTBa?

O6ecneuuBatoT v nomewmenus | myHkt 12 Tpasun Haanexauen

IS XpaHEHHS JIEKAPCTBEHHBIX | IPaKTHKH XpaHEHUS;

npenaparos Oe3omacHoe

pasnenbHoe XpaHeHHe u | myskrst 29-30 TIpasun naanexaien
IEPEMELICHHE  JICKAapCTBEHHBIX AUCTPUOBIOTOPCKOH MPAKTHKH;
npenaparoB?

Cocraenser 1M iomaib
MOMELIEHHH OpraHu3auu1
ONTOBO# TOProBJIx
JIEKApCTBEHHBIMU CPEACTBAMH
JUIS MEAHLIMHCKOTO TPUMEHEHHH,
HEOOXOAUMBIX UIs
OCYIIECTBIIEHHS JIEATENIbHOCTH
0 XPaHEHHIO JIEKaPCTBEHHbIX
npenaparos, He MeHee 150 kB.
MeTpOB?

myHkT 13 [IpaBun Hauexamen
NPaKTUKU XpaHECHUS

HMeroTes JiM MOMELLEHHS
(oTcekM) s XpaHEeHUs
OTHEOMNACHBIX U B3PbIBOOTIACHBIX
JICKAPCTBEHHBIX CPEACTB C
Tpe/ielioM OrHECTOMKOCTH
CTPOUTEIIbHBIX KOHCTPYKLMH He
MeHee | qaca?

myukrs! 11, 12 IpaBun Hagiexanien
NPaKTHKKU XPaHEHUS,

nyHkT 14 IIpaBun xpaneHus
JIEKapCTBEHHbIX CPE/ICTB,
YTBEPK/ACHHBIX IPUKA30M
MuHHCTEPCTBA 3PABOOXPAHEHHS U
COLMaIbHOTO pa3BuTHs Poccuiickoii
®eneparmn ot 23 aprycta 2010 1.
Ne 7061 (3aperucTpHpoBaH
MHHHCTEPCTBOM FOCTHIIMH
Poccuiickoii ®enepaumy 4 okTs6ps
2010 r., peructpauroHHsIi Ne 18608),
¢ UBMEHEHHSAMH, BHECCHHBIMU
nprka3om MHHHUCTEPCTBA
3APaBOOXPAHEHHS M COLMATILHOTO
passurus Poccuiickoii @epepauuu ot
28 nexabps 2010 r. Ne 12211 «O
BHECEHHMH U3MeHeHni B [IpaBuna
XpaHeHWsl JIEKAPCTBEHHBIX CPEICTB,
yTBepokAeHHbIe [Iprkazom
MHHHCTEPCTBA 3PaBOOXPAHEHUS U
COLMAIBLHOTO pasBuThs PoccHHCKON
®enepaunu ot 23 asrycra 2010 T.
Ne 706n» (3aperucTpupoBaH
MUHHCTEPCTBOM IOCTULIUH

Poccuiickoii ®enepainu 4 despans




6

2011 r., peructparmonssiid Ne 19703)
(manee — [IpaBuna XpaHeHUs
JIeKapCTBEHHBIX CPECTB);

myHkT 32 [IpaBun Hapnexaen
JUCTPHOBIOTOPCKOM NMPAKTUKU

OITOBOM TOProOBIH
JICKApCTBEHHBIMU CPEACTBAMH

7 Hmeerca nu o603HaYeHHas 30Ha | myHKTH 14, 16 IIpasun Hamexaiei
WK OTACbHOE TIOMELIeHHe Ul | MPAKTUKH XpaHeHHS;

NpPHEMKH JIEKApCTBEHHBIX .
npenapatos? nyHkT 33 [TpaBun HauexKaleH
JUCTPUOBIOTOPCKOMN MPAKTHKH

8 Hmeetcs nu y opranusaluu nyHkTs! 14, 16 TIpaBu Haaexamen
OMNTOBOH TOProBIH MPaKTUKH XPaHEHHS,;
JIEKapCTBEHHBIMH CPEACTBAMM .

JJ1 MEAULIMHCKOTO IPUMEHEHUS mynKr 33 Tpasu I-iazmemamen
0603HAYCHHAS 30HA HIH JUCTPUOBIOTOPCKOM MPAKTHKH
OTZENIbHOE MOMEILEHUE

IKCIe AU ?

9 Hmeetcd i y opranusanuiu nyHkTe! 14, 16 TIpaBun Haanexamen
ONTOBOH TOProBIx MPaKTHKY XpaHEHHS,
JeKapCTBEHHBIMH CPEICTBAMHU .

JU1 MEAULIMHCKOTO MPUMEHEHUS mynk 32 Tpasun 1\{‘azme>l<amen

0603HAUCHHAS 30HA WIH AUCTPUOBIOTOPCKOH NMPaKTHKH

OTAENbHOE MOMELLEHHE

OCHOBHOT'O XpaHeHHs

JIEKapCTBEHHBIX MpenapaToB?

0.1 HmeroTes v y opraHusaliii [punoxerne Ne 1

ONTOBOM TOPTOBJIH K KPUTEPHSIM OTHCCCHU 00BLEKTOB

JIEKAPCTBEHHBIMH CPEACTBAMU (henepanbHOro rocy1apCTBEHHOrO

U1 MEAULIMHCKOTrO IpuMeHeHus | KOHTPOI (na3opa) B cdhepe

[OMEILIeHHS, HEOGXOTUMBIE /TS o0OpallieHHs TEKapCTBEHHEIX CPEACTB

OCYILECTBICHHUS ACATENILHOCTH Jsl MEIHLIAHCKOTO NPHMCHCHHA

10 XPAHEHHIO JEKAPCTBEHHBIX K ONpeeneHHON KaTeropHy prucka
npuioxkeHus Ne 1

TpernapaToB NOMELIECHHS, H C k TIONOKEHHIO O eIepanLHOM

KaKHM PEXKMMOM XpPaHEHHs? FOCYBPCTBEHHOM KOHTpOIE

P S——— (Hansope) B chepe obpaltieHus
JIEKapCTBEHHBIX CPEJICTB,

TEMMNEPATY PHO-BIBKHOCTHBIM YTBEPKIEHHOT'O NIOCTAHOBJIEHHEM

pesxHuMOM? IMpasurenbcTBa Poccuiickoi

T OTATHBACMEIE LEHTPANbHEM ®epepatuu ot 29.06.2021 Ne 1049 «O

crabKenmem? dbenepaabHOM rocy1apCTBEHHOM
KOHTpoJie (Hax3ope) B cdepe

 OTANIABACMbIC ABTOHOMHO? 00OpaleH s JeKapCTBEHHBIX CPEACTBY
(CobpaHnue 3aKOHOIATENLCTBA

- OTAILIABAEMbIE Poccuiickoit ®enepauun, 2021,

OTOMUTENbHBIMH MpUbopaMu? No 27, ct. 5427) (Ranee-kateropiu
pucka, T1I1 Poccuiickoii ®enepaunu Ne
1049)

10 HMmeroTcs 1 y OpraHusaly myuktsl 14, 16 IIpaBun Haanexaiiei

NPaKTUKHU XPaHCHUA,




211 MEAULIHCKOTO TIPUMEHEHHUS
0003HaYeHHbIE 30HBI WK
OTAENbHBIE TIOMELIEHUS
XPaHEHHs IEKapCTBEHHBIX
npenapaTos, TpeOyOIHX
CMELMANIBHBIX YCJIOBUA?

myHkT 32 [IpaBun Hamexaiuei
AUCTPUOBIOTOPCKOMN NMPaKTUKH

11

Hmeercs nu y opranusanuu
OITOBOH TOPTOBIH
JIEKapCTBEHHBIMU CPEACTBAMH
IU1sL MEVLITHCKOTO MPUMEHEHHS
11 XpaHEeHHs BbISBICHHBIX
¢banbcUUIMPOBAHHBIX,
He00pOKavdeCTBEHHBIX,
KOHTpa(aKTHBIX
JIeKapCTBEHHBIX MPerapaToB:

nyHKTsI 14, 16 IIpaBun
Ha/inexallel NpaKTHKU XpaHEHMS;
nyHKT 32 IpaBun HauieKaleH
JUCTPUOBIOTOPCKOH MPaKTUKH

0003HaueHHAs 30Ha?

nyHkTel 14, 16 TlpaBun
HaJUIeXalIeH NPaKTUKU XpaHEHHUS;

nyHKT 32 [IpaBun Hapniexamen
JUCTPUOBIOTOPCKOH NMPAKTUKH

OTACIIBHOC HOMGH.ICHI/IC?

myHkTH 14, 16 [IpaBun
HaJUIeXaleH NPaKTHKH XPaHEeHHU;

nyHkT 32 [paBun Hagnexaiei
JUCTPHOBIOTOPCKOH MPAKTHKH

12 [Mmeertcs nu obo3HaueHHas 30Ha | myHKTHI 14, 16 [IpaBun
WY OTAEIBHOE NOMELICHUE, HajsIeXKallei MpakTHKK XPaHEHHS,
obecneunBarole Tpedyemble
YCIIOBUS XPaHEHHUS nyHKT 32 [IpaBun Haanexauen
JIeKapCTBEHHBIX MPENapaToB, s AHUCTPUOBIOTOPCKOH NPAKTHKH
KapaHTHHHOTO XpaHEHUs
JIeKapCTBEHHBIX MTPenapaTos?
Hmeetcs u B TOMELIEHUAX H myHkT 17 [paBun Hapexaien
30HaX, UCIOJIb3YEeMBbIX A1 NPaKTHUKU XpaHEHHS;
13 | xpaHeHus nekapCTBEHHBIX
npenapaToB OCBeLIeHUE? myHkt 38 [IpaBun Hannexatnek
JUCTPUOBIOTOPCKON MPAKTHKH
14 Hmeetca nu B opranuzaiuu nyHkt 18 [TpaBun
OMNTOBOH TOPTrOBIH HaJyIeKaIleH NPaKTHKU XpaHEeHHS,
JIEKApCTBEHHBIMH CPEACTBAMH
JUISL MeIMLMHCKOro ipuMeHenus | MyHKT 32 TlpaBun HajnexanieH
BATMIHUPOBAaHHAsA CUCTEMA, AMCTPHUOBIOTOPCKOH MPAKTHKY
paszaenstouas 30Hbl XpaHeH A ?
Hwmeroted nu nyHkT 19 [IpaBun Haanexauen
15 | apmMuHHECTpaTHBHO-OBITOBBIE

MOMEIIEHHS, OT/IENICHHBIE OT
30H XpaHEHHs JIGKapCTBEHHBIX
npenaparoB?

MPAKTUKK XPaHEHHUS;
myHKT 37 [IpaBun HapnexaiueH
JUCTPUOBIOTOPCKOH NMPAKTHKH




16

[penycMoTpeHo Jiu B
OpraHM3alliy ONTOBOM
TOPTOBJIH JIEKAPCTBEHHBIMH
CPE/ACTBAMH AJI MEJULIMHCKOTO
NpHUMEHEHHUS pa3leIeHHE
MOTOKOB MEepeMEILIEHHs
JIEKapPCTBEHHBIX NPernapaTos (¢
MOMEHTA MOCTYIJICHUS 10
MOMEHTA OTIIPABKH CO CKJIaa)
MEXKIY MOMELICHUAMH H (1K)
30HAMH IS XPAHEHHUS
JIEKapPCTBEHHBIX MPENnapaTon?

nyuxt 28 [paBun Hajanexauei
TPAKTHUKU XPaHECHMUS,

nyHkT 33 TlpaBun Hapmexaiei
JMCTPHUOBIOTOPCKOM NMPaKTHKH

17 OGecrnieuena qu B opranusaumd | myskr 33 IpaBun Hajexatiei
OIITOBOM TOPTOBJIM | AUCTPHOBIOTOPCKOM NMPAKTUKH
JIEKAPCTBEHHBIMH  CPEICTBAMU
IJ151 METHLIHHCKOTO TIPMMEHECHUS
3anUTa HOCTYNAIOIIMX
JIEKapCTBEHHBIX CPEICTB TIpH
NpPOBEJEHUH NOrpy304Ho-
pasrpy304HbIX paboT:

0T arMOCepHBIX 0CaTKOB? nyHkT 33 [IpaBi1 HajIexKauen
JMCTPUOBIOTOPCKOM MPAKTHKH
BO3AEMCTBIS HU3KHX M BBICOKUX | myHKT 33 TIpaBun Hapexaren
Temneparyp? JHCTPUOBIOTOPCKOM MPAKTHKH
18 Hmeetcs v y opraHusaliu IMokazarenu pycka, NPUCBAUBACMBIE

ONTOBOM TOProBIH
JIEKapCTBEHHBIMU CPEACTBAMHU
JUTS MEULMHCKOTO TIPUMEHEHHS
TUIOIIA/KA JJISl Pa3rPy3KH
aBTOTpaHcnopTa?

-aBTOMaTHYeCKHE BOPOTa
JOKOBOTO THIIA C NOrPy304HO-
pasrpy304YHbIMHU TUIOIAAKAMU
peryJIupyeMo# BHICOTbI?

-TaMOyPHO-LILITI030Bad
pasrpy3ka?

-MEeXaHH3UPOBAHHbBIE BOPOTA
JOKOBOTO THIA C MOrPy304HO-
pasrpy304HBIMH TUIOLLAKAMH?

-MaHayc Ajis pa3rpy3ky ToBapa,
B TOM YHCIIe C UCMOIB30BAHHEM
pamnbI?

JUIS ONTOBOH TOPTOBJIH
JIEKapCTBEHHBIMH CPEACTBAMM JUTS
meauuuHckoro npumeHeHns (K1)
(TTpunoxenue Ne 1 kK xpuTepusMm
OTHECEHHs 00BEKTOB (eaepaTbHOTO
roCyAapCTBEHHOTO KOHTPOIs (Haa30pa)
B cpepe oOpallieHHs TEKAPCTBEHHBIX
CpeACcTB U1 MEAHLIMHCKOTO
NpUMEHEHHS K OTIPE/IENIEHHOM
KaTeropuy pUcKa, yTBEPKICHHOe
nocraHosneHueM IIpasurenscTBa
Poccniickoii ®eaeparuu ot 29.06.2021
Ne 1049 «O denepanbHOM
rocyapcTBEHHOM KOHTpOJIE (Han3ope)
B chepe oOpalleHHs JIEKapCTBEHHbIX
cpencte») (Cobpanne
3akoHoAaTenscTBa Poccuiickoi
@enepaimy, 2021, Ne 27, cr. 5427)
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MEXaHU3aIUH CXIIaACKHX
onepanuii U kakas?

-aBTOMAaTH4YCCKast

-aBTOMaTU3WpPOBaHHaA

~KOMILJICKCHO-
MEXaHU3HPOBAHHAA

-HEMEXaHU3UpPOBaHHAA

19 Hmeercs nn otaenpHas 3oHa | myHKT 25 [lpaBun Hajuiexaien
(nomewenne, wmkadpl)  OIA | NPAKTUKH XpaHEHMS,
XpaHeHus obopyaosanus, | myHkT 35 TIpaBun Hapnexainei
MHBEHTaps H MATepuaioB i | AMCTPUGBHIOTOPCKON NPAaKTHKH
yOOpKH (OYHCTKH), a TaKxke
MOIOIIHUX H Ae3UHGHLIPYIOLIUX
cpenctp?

DO IMpoBoauTcs nu ybopka nyHkT 25 [paBun
MOMEILEHHH (30H) 1A HaJuTeXalel MPaKTHKH XpaHEeHHS;
XPaHEHHs IEKAPCTBEHHBIX
MpENapaToB B COOTBETCTBHH € nyHKT 35 IpaBun HajutexKallien
COTlamu? AUCTPUOBIOTOPCKOH NMPaKTHKH

21 | ObecnieunBaet Jid yCTaHOBKA myHkT 10 [IpaBun xpanenus
000pyIOBaHHS T XPaHEHUS JIEKapCTBEHHBIX CPEJACTB
JIEKapCTBEHHBIX CPE/CTB B
MIOMELIEHUAX JOCTYIMHOCTD ISt
npoBeaeHUs yoopku?

22 | Homyckaer au otzaenka | myHkr 25 [IpaBun Hapnexaren
HOMEILEeHU (BHYTPEHHHE | PAKTHUKH XpPaHEHUS;
MOBEPXHOCTH CTEH, IIOTOJIKOB)

AN XPaHEHHs JIEKapCTBEHHBIX | myHKT 6 [IpaBun xpaHeHus

fpenaparos BO3MOXKHOCTH JIEKapCTBEHHBIX CPEACTB

NpOBEACHHS BIKHOH YOOpPKH?

ObecneueHa Jin 3aLlUTa myHKT 26 [IpaBun Haiexalen
23 | momereHuit s XpaHeHHUs NPaKTUKU XpaHEHHS;

JIeKapCTBEHHbIX MPenapaToB OT

NPOHMKHOBEHHS HACEKOMBIX, myHKT 36 IlpaBin Hajnexallel

IPBI3YHOB WM APYTHX AUCTPUOBIOTOPCKON MPaKTUKH

AKHUBOTHBIX?

24 | Kmeetcs au Heobxoaumoe nyHKT 11 IIpaBun napnexainei
obopynosanue, TPaKTUKU XpaHEHHs
MpUHaJIeKalee CyObeKTy
oOpallieHUst JIeKapCTBEHHBIMH
npernaparaMu Ha IpaBse
COOCTBEHHOCTH WJIM HA HHOM
3aKOHHOM OCHOBaHUU?

24.1| YcTaHOBJICHA JIU CTENEHD INoxazaTenu pyuckKa, NIPUCBaUBAEMBIC

IJ1S OIITOBOH TOProBIIN
JeKapCTBEHHBIMH CPEJCTBAMH VIS
meauuuHckoro npuMenenus (K2)
(ITpunoxenue Ne 1 k kpuTepUsIM
OTHeceHUS 00BEKTOB (eaepaabHOro
roCyIapCTBEHHOTO KOHTPOIs (Haa30pa)
B chepe obpallieHHs IEKAPCTBEHHBIX
CPEeACTB AJIsl MEIULIMHCKOTO
HOPUMEHEHHUS K OTPEeNeHHOM
KaTerOpUH PUCKA, YTBEPKACHHOE
nocraHosyieHueM [Ipasurenscraa
Poccwiickoii ®enepanun ot 29.06.2021
Ne 1049 «O denepanbrOM
rocy1apCTBEHHOM KOHTpoJie (HaA30pe)
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B chepe oOpareHus JeKapCTBEHHBIX
cpencts») (Cobpanue
3akoHopaaresbeTBa Poccuiickoi
Oenepaunu, 2021, Ne 27, ct. 5427)

25

[MpoBenena nu kBamudUKaLUT U
(unu) BamMAanMa  KITIOYEBBIX
00OpyIOBaHMA M TPOLECCOB C
oopMJIcCHUEM  OTYETOB, B
KOTOPBIX 00001IeHbI
TIOTYYEHHbIE Pe3yIbTaThi?

myHKT 50 [IpaBun Haanexamen
AUCTPUOBIOTOPCKOH NMPaKTHKH

26

Hmerotcs nu nomelenus ais
XpaHEHHs OrHEOMAaCHbIX U
B3PbIBOOIIACHBIX
JIEKapCTBEHHBIX CPEJCTB,
000opyJOBaHHbIE HECTOPAEMbIMHU
U YCTONYHMBBIMH CTEJUIAXKAMH H
HOJUI0HAMU TO1
COOTBETCTBYIOILYIO Harpy3Ky?

nyHkT 17 [IpaBun xpaHeHus
JIeKapCTBEHHBIX CPEICTB

27

OcHallleHBl A MOMELIeHUs I
XpaHeHUsl JEeKapCTBEHHBIX
CpeAcTB npubopamMu s
perucrpauum napaMeTpoB
BO3/YXa:

nyHkT 37 [IpaBun Hamnexalen
TPaKTHKU XPaHEHHUS;

nyHkT 7 [IpaBun xpaneHHs
JIEKapPCTBEHHbBIX CPEJCTB;

myHkThI 38, 44 TlpaBun Haanexalei
JUCTPHOBIOTOPCKON MPAKTUKH

TEpMOMETPHI?

nyHkT 37 [Ipasin Hauiexalei
MPaKTUKHA XPaHEeHHS;

myHkT 7 [IpaBun xpaHeHus
JIeKapCTBEHHBIX CPEICTB;

nyuxtel 38, 44 [Ipasun Haanexaen
JTUCTPUOBIOTOPCKOM MPAKTHKH

TUTPOMETPBI?

nmyskT 37 [paBui Haanexaiien
NPAKTUKH XPaHEHUS,

nyHkT 7 [IpaBun xpaHeHus
JIEKapCTBEHHBIX CPE/ICTB;

nyHxThl 38, 44 TlpaBun Hagnexalen
JAUCTPUOBLIOTOPCKON MTPAKTUKH

TEPMOTUIPOMETPBI?

myskT 37 [IpaBun Hagnexamiei
MPaKTUKU XpaHEHHS,

myHkT 7 [IpaBun XpaHeHHA
NIEKapCTBEHHBIX CPE/ICTB;

myukTe! 38, 44 [NpaBun HagneKaleH
JAMCTPUOBIOTOPCKOM MPAKTHKH

3MeKTPOHHBIE TUTPOMETPbI?

nyHkt 37 TIpaBun Hagnexainen
MPaKTHKY XPaHEHHS;




11

nyHkt 7 IlpaBun xpaneHus
JIEKapCTBEHHBIX CPEICTB;

nyHKTHI 38, 44 IlpaBun Haznexatei
JTHCTPHOBIOTOPCKOM NMPAaKTUKH

06opymoBaHHe (C YKa3aHUEM
HAWMEHOBaHHs, MapKH,
WMHBEHTapHOTO HOMEpa,
TEMIIEPATYPHOTO PEeXXHUMa,
€MKOCTH) C pa3MeLlIeHHEM U
00CTy>KUBAHUEM COTTIACHO
JIOKYMEHTAIHH 110 ero

28 | PasmemieHsl 11 nyHkT 7 IlpaBun xpaHenus
U3MEPUTENBHBIC YaCTH JIEKapCTBEHHBIX CPEACTB
NpHOOPOB /I perucTpaLvu
MapaMeTpoB BO3AyXa Ha
PaccTOSHHMHU He MeHee 3 M OT
JBEpEH, OKOH U OTOMMTENIBHBIX
npubopoB u Ha Beicote 1,5 - 1,7
M OT nona?

D9 PasmemeHo i y opranmszauuu | myHkr 22 [Ipasun Hapiexaien
ONTOBOM TOProBiIx NPaKTUKH XPaHEHHS;
NleKapcTBeHHbIMU cpeacTeamu | MyHKT 39 [lpaBun Haanexarue
JUT MEMUMHCKOTO IpUMeHeHHs | AMCTPHOBIOTOPCKOH NPaKTHKH
obopyaoBaHue I KOHTPONS
TeMIEPaTypbl B OMEIIECHHU
(30Hax) B COOTBETCTBUH C
pe3y/ibTaTaMH TeMIEepaTypHOro
KapTUPOBaHHA, HA OCHOBaHHHU
NPOBEICHHOIO aHaIu3a 1
OLICHKH PHUCKOB?

30 OpranuzoBaHo u nogaepxanue | [loxasarenn pucka, IpuCBanBacMbie
CMIELIMATTBHOTO PeXUMa AJ151 OTITOBOH TOProBIIN
TEMITEPATYPHI JICKapCTBEHHBIMU CPEACTBAMH AJIA

MeauIMHCKoro npuMeHeHus (K4)
-aBTOMaTH4€eCKOE? (ITpunoxenue Ne 1 K KpuTepUsIM
OTHeCeHHS 00BEKTOB (eaepalbHOTO
-aBTOMAaTH3HPOBAHHOE? roCyIapCTBEHHOrO KOHTPoJIs (Haa3opa)
B chepe oOpallieHUs TeKapCTBEHHBIX
-XOJIOAWIbHBIE KAMEDBI, CPE/CTB AT MEAULIHHCKOrO
NPOMBIIUICHHBIC NIPUMEHEHHUS K OTIPEAEIEHHOH
XOJIOAUNBHUKA? KAaTErOPHH PUCKA, YTBEPKACHHOE
nocraHosieHueM [1pasurenscTBa
~XOJIOAHIbHHKH Poccuiickoit ®enepauun ot 29.06.2021
(apmanieTHYECKHE? Ne 1049 «O denepanbHOM
rocyIapCTBEHHOM KOHTpOJiE (Haa30pe)
B cpepe 0OpalLieHHs TEKapCTBEHHbIX
cpenctsy) (Cobpanue
3akoHojaTesnbcTBa Poccuiickoi
denepanuu, 2021, Ne 27, c1. 5427)
30.1 | UmeeTcd in X0n0aAMIBHOE nyHKTHI 21, 36, 37 IlpaBut

Hazmexcameﬁ [IPaKTUKH XPaHCHHS,

myHkThl 40, 44 TIpaBun Haanexamen
JAUCTPUOBIOTOPCKOM MPAKTUKH




UCIIOJIb30BAHUIO
(9KCIUTyaTaLuH):

XOJIOAM/IbHbIE KaMephbl?

nmyHkTsl 21, 36, 37 IlpaBun
HaJyIeKallei NpaKTUKY XpaHEHHS;

nyHKTH 40, 44 TlpaBun HaueKalLEeH
AUCTPUOBIOTOPCKOMN MPAKTUKH

(bapMaLIeBTUYECKHE XONOAWIbHbIE
mKkadbl WK XONOAMIbHUKU?

nyHkrel 21, 36, 37 I1pasun
Hajnexailei NpakTUKH XpaHeHHU;

nyHkthl 40, 44 TIpaBun Hagexalen
JMCTPHOBIOTOPCKOM NPAKTUKH

XpaHEeHHs JIEKaPCTBEHHbIX
npenapaTos:

31 HMmeetcs cuctema nyHkTsI 21, 36, 37 TIpasun
KOHIWLIMOHHPOBAHHUS B HaJIexxanel MPakTUKH XPaHCHHS;
MIOMELLEHUAX VI XpaHEeHHSs
NeKAapCTBEHHEBIX CPECTR? myHKT 4 IIpaBun XpaHeHHs

JIEKAPCTBEHHBIX CPEICTB;
myHKTs! 40, 44 TIpaBun Hagnexauen
AUCTPUOBIOTOPCKOMH NMPAKTUKH

32 HNMeetcs nu cucTema nyHkTel 21, 36, 37 [pasun
BEHTWIALMH B MOMELLIEHUAX HaaJiexailel MPaKTUKH XPaHEHHU;
ISl XpaHEeHHs JIEKapCTBEHHBIX
cpencts? nyHkT 4 [IpaBun xpaneHus

NIEKApCTBEHHBIX CPEACTB;
nyHkThl 40,44 [paBun HauieKalIEH
JUCTPHOBIOTOPCKOM MPAKTHKH

33 Umeetcs nu cucteMa kortpons | [ynxkrst 27, 37 IlpaBun Hannexaiuei

JIOCTYTIa B MOMEILEHUS ISt MPaKTHKKU XpaHCHHUS;

XpaHeHHs JIEKapCTBEHHBIX

cpencTs (30HbI)? nyHKTsl 34,44 [paBun HaIeKalen
AMCTPUOBIOTOPCKOM MPAKTHKH

34 Hmeercst 11 ruioMOup (Mnu myskr 31 [IpaBun Hapexaei
reyarh) Jjis One4yaTblBaHU NIPaKTUKH XpaHEHHs
1mKagoB WK NOMELIEHUil B
KOTOPBIX XPaHATCA
JIeKapCTBEHHBIE TIPenaparsl,
noJIexKaiie NpeIMeTHO —

KOJIMYECTBEHHOMY yUeTy?
35 Umeetcs nu ob6opyaosanue mist | myHKT 31 [Tpapun Hamnexauiei

MNPaKTUKH XPaHECHHUA,

myHkT 29 [TpaBun Haanexamei
NpaKTHKH XpaHEHHS,

nyHKT 5 [IpaBui xpaHeHus
JIEKapCTBEHHBIX CPEJCTB

cTeIaKn?

nyHkT 31 [IpaBun Hagnexauien
NIPAKTHKH XpaHEHHH,
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nyHKT 29 [IpaBun Hapiexalei
NPAKTHKH XpaHEeHHS;

nyHkT 5 TlpaBun xpaHeHHs
JIEKapCTBEHHbIX CPEJICTB

wKagbl METATUTHYECKHE WITH
JepeBsHHbIE A/ XpaHEHHUS
JIEKapCTBEHHBIX MPENapaToB,
NOAJIeXKALMX NTPEAMETHO-
KOJINYECTBEHHOMY y4eTy?

nyHKT 31 [IpaBun Hapnexawen
NPaKTHKH XPaHEHHS;

myHkT 29 IlpaBun Hapnexamen
NPaKTHUKYU XPaHEHHS;

nyHKT 5 IIpaBusn xpaHeHHs
JIEKAPCTBEHHBIX CPEICTB

uikagui?

nyHkt 31 [Ipasun Hapnexaiue
NIPaKTUKU XPaHEHHS;

nyHKT 29 [IpaBun HaanexaeH
NPaKTHKH XPaHEHHS;

myHKT 5 [IpaBun xpaHenus
JIEKAPCTBEHHBIX CPEJICTB

HOAAOHBI?

nyHKT 31 [IpaBun HagnexaleH
MPaKTUKU XPaHEHHMS;

nyHkT 29 [TpaBun Hagnexauen
NPaKTHKH XPaHEHUS,

nyHKT 5 Ilpasui Xxpaneuus
JIEKapCTBEHHBIX CPEACTB

HNOATOBAPHUKH?

nyHkT 31 [Ipasun Hapiexamen
NPaKTHUKU XPaHEHUS;

myHkT 29 [TpaBun Hajexallen
MPAKTHUKH XPaHEHUS,

nyHkT 5 [1paBui xpaHeHuUs
JICKAPCTBEHHBIX CPELCTB

35.1

TInanupyemas BbICOTa YKIaIKH
rpyza?

BHICOTHOCTeLIaxHas (bonee 10
M)

oaHoaTaxkHas (6onee 6 1 go 10
M)

onHosTaxkHas (bonee 3 U 10 6
M)

najyieTHoe XpaHeHHe (10 3 M)

[Toka3zarenu pucKa, TPUCBaUBAEMbIE
TS OMITOBOM TOPIOBIIH
JIeKapCTBEHHBIMU CPEICTBAMH A1
MeauuuHckoro npumeHenns (K3)
(Ipunoxenue Ne 1 k KpUTepUsiM
OTHeceHHs 00BEKTOB (heIepanbHOro
rocy1apcTBEHHOr0 KOHTpPOs (Haa3opa)
B cepe 0OpallieHHs! TEKapCTBEHHBIX
CPEACTB IS MEANLIMHCKOTO
NpUMEHEHUS K ONPEAEIEHHOM
KaTerOpuH PUCKa, YTBEPKICHHOE
nocraHoByieHueM [Ipasurenscrea
Poccuiickoii ®eneparmu ot 29.06.2021
Ne 1049 «O denepanbHoM
roCyIapCTBEHHOM KOHTpoJIe (HaA30pE)
B cepe oOpallieHHs JTeKapCTBEHHbIX
cpencte») (Cobpanue
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3aKkoHoZaTeabcTBa Poccuiickoi
®enepanmn, 2021, Ne 27, ct. 5427)

pacnpeneneHHs TEMIIEPATYPhI
(manee - TemnepaTrypHoe
KapTUPOBaHHE) IJIs
obecreueHus TpedyeMbIxX
YCJIOBHH XpaHeHUs
JIEKAPCTBEHHBIX MPENapaTos B
NOMEIICHUAX (30HaX),
HCIONTb3YEMBIX /ISl XpaHEHHs
JIEKAPCTBEHHBIX MpenapaTon?

36 [Mpouwto 11 o6opynoBaHue, nyHkT 38 [1paBun Hajnexauen
OTHOCHILIEeCs K CPeACTBaM MPaKTUKU XPaHECHHUS;
U3MEPEHHI:
nyHkr 7 [IpaBun xpanenus
NeKapCTBEHHBIX CPEICTB;
myHkthi 40-41 TlpaBun Hapnexainen
IUCTPUOBIOTOPCKOMH MPAKTUKH
myHkT 38 [paBun Hapnexauen
MPAKTUKU XPaHCHHS;
MEePBUYHYIO MOBEPKY U (WIH)
KaIHOPOBKY /10 BBOA B nynkt 7 [TpaBun xpaHeHns
IKCILTyaTaluio? JIEKAPCTBEHHBIX CPEICTB;
myHkrst 40-41 IIpaBun Hajexamen
JMCTPUOBIOTOPCKON MPAKTHKH
MEPBUYHYIO MOBEPKY U (W) nyHkT 38 [IpaBin Hamiexalen
KaTMOpOBKY MOCsie peMOHTa? NPaKTUKU XPaHEHM,
nmyHKT 7 [IpaBui xpaHeHus
JIeKapCTBEHHBIX CPEICTB;
nyHkrsl 40-41 IIpaBun Hapiexaei
JMCTPUOBIOTOPCKOM NTPAKTHKH
MEPUOIHUECKYIO TOBEPKY H nyHkT 38 [IpaBui HajexKameH
(un) kaTHOpOBKY B TIpoLiecce MPaKTUKH XpaHEHHS,
SKCIUTyaTaIu?
myHKT 7 IIpaBun xpaHeHUs
JIeKapCTBEHHBIX CPEICTB;
nyukrbl 40-41 TIpaBun Hapnexaten
JAUCTPHOBIOTOPCKOM NPaKTHKH
37 HMeroTcs ik 3an1acHbIE mynktsl 39, 40 IIpaBun Haanexauiei
MoBepeHHbIE CPEeACTBA MPAKTUKU XpaHEHHS,
W3MepeHus B Ciy4ae
PEMOHTA, TEXHUIECKOTO myHKThI 43 TlpaBui Haexaler
00CITyK1BaHHUs, TOBEPKU JMCTPHOBIOTOPCKOH NMPAKTHKH
060opyoBaHNs ¥ CPEACTB
u3MepeHus?
38 Ocy1ecTBageTCs JIM H3yYCHUES nysukr 22 TIpaBun Haanexaien

NpPaKTHKH XpaHEHMS,

myHkT 39 ITpaBun Hagmexauei
JUCTPUOBIOTOPCKOH MPAKTUKH
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Pasmemeno nu obopynosanue

nyHKT 22 IIpaBun Hapnexamein

OMKCHIBAOLIME ACHCTBHS,
BBITTOJTHACMBbIC Cy6’beKTOM
oOpalileHus TeKapCTBEHHBIX
MpenapaToB ¥ HaNpaBJIeHHbIE HA
coboieHre TpeOOBaHUH,
ycTaHOBJIeHHBIX [TpaBumamMu
HaZIexKallei NPaKTHKY XpaHeHH .,
[TpaBun Haanexaien
ITMCTPHOBIOTOPCKOM NPAKTHKH:

39 IJi8 KOHTPOJIA TEMIEPAaTyphl B | MPaKTUKU XpaHEHMUS,
HNOMEIICHUIX (30Hax) B
COOTBETCTBHM ¢ pPE3yJibTaTaMH MYHKT 39 HpaBpm HaJIeXaled
TEMIIEpaTypHOro JMCTPUOBIOTOPCKO# MPAaKTHKU
KapTUpOBaHHU?

4o Creanaxu (mkadsl) 1ms myHKT 29 [IpaBun Hajutexallei
XpaHeHHS JIeKapCTBEHHBIX NPaKTUKU XpaHEHHS;
MpenaparoB:

nyHKT 49 [paBun Hapnexamen
NPaKTUKH XpaHEHUS
TIPOMapPKUPOBAHBI JTH? nyHKT 29 [lpaBun Haanexaiei
NPaKTHKH XpaHEHHS;
nyHKT 49 [IpaBun Haexalei
MPaKTUKH XpaHEHUs
HMEIOT JIY CTeJUIaKHbIe KapThl? | myHkT 29 [IpaBun Haznexamei
NPaKTHKH XpaHEHUS;
myHkT 49 [paBun Hagnexame
NPaKTHKH XpaHEeHUs
IIPHUMEHSETCSA JIN SJEKTPOHHAS nyHKT 29 [IpaBun Hagnexame#
cvcTeMa (IpY MOMOLIH KOJIOB) | NMPAKTUKU XPaHEHHS,
00paboTKH TaHHBIX BMECTO
CTENAKHBIX KapT? nyHKT 49 IIpaBun Hagexale
MIPaKTHKH XpaHEeHHs
41 |MmeroTcst M JOKYMEHTEHI, nyHkThl 41-43 [IpaBun Hagnexawen

TPaKTUKU XpaHEHHS;

nmyHKTHI 6, 7 IIpaBun Hagnexamen
OUCTPUOBIOTOPCKOM MPAKTUKH

CTAHAAPTHEIC ONICPALIHOHHBIC

nyHKThI 41-43 [TpaBun Hamiexamei

npouexypsl (COllbr)? NPaKTHKH XpaHEeHHU;
NyHKTHI 6, 7 [IpaBun Hagexamen
JUCTPUOBIOTOPCKOH MPAKTHKH
WHCTPYKLUMU? nyHKTHI 41-43 [paBun Hamexamen

MPaKTUKH XPaHEHUS;

myHKTHI 6, 7 [IpaBun Hagnexaen
JTUCTPHOBIOTOPCKOM NPAKTUKH
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Yy PYKOBOAHUTES
opraHu3alHy (3a UCKITIOYEHHUEM
MEIUIMHCKHX  OpraHu3aLuii),
JeATeNbHOCTh KOTOPOro
HEMOCPEJICTBEHHO CBfi3aHa C
ONTOBOM TOpro.ie
JIEKapCTBEHHBIMM  CPEICTBAMH
IS MEIULMHCKOTO
MPUMEHEHUS, WX XpaHEeHUEeM,
NEePEBO3KOH U (WaAM) POIHUUHOM
TOProBJIell  JIeKapCTBEHHBIMH
npenaparamu 1St
ME/IULMHCKOTO NMPUMEHEHHS, UX
OTITyCKOM, XpaHEeHHEM,
NEePEeBO3KOH Y M3TOTOBIECHUEM:
- BbICllee (hapMalleBTHYECKOE
obpazoBanvie U cTax paboTel
N0 CHEeLUANbHOCTH HE MeHee 3
ner;, 1ubo

- cpenHee (apMaLEBTHYECKOE
obpazoBanue M cTax paboTHI
MO CHELMATBHOCTH HE MeHee S
Jer;
-cepTudHKaT

CIeMasucTa)?

CIIeLMAITUC
(cBuaeTenscTBO 00 aKkKpeauTaLy

A2 Hwmeetcs mu  pazpaborannblid v | yHkT 24 Tlpaun Hajiexaniei
YTBEP>KACHHBIH KOMIUICKC Mep, | NPaKTUKH XPaHEHH,
HaTIpaBJICHHbIH Ha
MHHHUMHU3ALUIO PUCKA IYHKTBI 6, 7, 80 HpaBI/IJ'l Haajexamen
KOHTaMHUHALIMH JIEKapCTBEHHBIX IMCTPUOBIOTOPCKOM NPAKTHKH
NpernaparoB, ¢ Y4eTOM yCIOBHH
coOJII0/IeHH 3aILHUTHI OT
¢baKTOpOB BHELIHEH CPEbI C
ohopMIIEHHEM AOKYMEHTOB

43  |Peructpupytorcs M pesyastatel | MyHKT 21 IIpaBut Hagnexamen
TEMIEPATYPHOTO KAPTUPOBAHHUS | MPAKTUKH XPaHEHUS;
Y BIQXXHOCTH B CIIELIHATEHOM
KypHau (kapTe) perucrpauuu Ha | myHKT 23 IlpaBun Hagnexamen
OyMaXHOM HOcHTeNe U (WH) B MPAKTHKU XPaHEHUS;
DJIEKTPOHHOM BHJIE €XKEJHEBHO, B
TOM YHCJIE B BBIXOIHbIE U myHKT 7 [IpaBun xpaHenus
npa3AHAYHbIe THU? JIeKapCTBEHHBIX CPEACTB

44 | Umeetcs 1m

IMoamyHKT «B» MyHKTAa 4, MOAIYHKT
«u» myHkTa 5 [lonoxenus o
JIMLIEH3UPOBAHHH (apMaLeBTHYECKOH
JeSTEeJIbHOCTH, YTBEPHKAECHHOTO
nocraHoBneHueM IlpaBHTenbcTBa
Poccuiickoii ®enepauum ot 22.12.2011
Ne 1081 (Cobpanme 3akoHOAATEIBCTBA
Poccuiickoii ®enepanun, 2012, Ne 1,
cT. 126) (manee [lonoxxenue o
JIMLEH3UPOBaHHH (papMaLieBTHIECKON
JIEeATENBHOCTH);

myHkTh! 7. 8 [IpaBun
HaJU1eXAaeH IPaKTHKU
XpaHeHus
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45

Hmerotcs 1My  couckatens
JAMLEH3UW/TMLeH3uarTa
pabOTHHKH, 3aKIIOYMBIIHE C
HUM  TpPYAOBBIE  JOTOBODEI,
JeATeNbHOCTh KOTOPBIX
HENIOCPEJICTBEHHO  CBf3aHa C
ONTOBOH TOpProBieit
JIGKapPCTBEHHBIMM  CPEACTBaMH
IS MEULIMHCKOT O
NPUMEHEHHUS, UX XPAHEHHEM U
(unv) po3HHYHOM TOproBieit
JIEKapCTBEHHBIMH TIperapaTaMu
ISt MEULUHCKOTO
NPHMEHEHHS, WX  OTIYCKOM,
XPaHEHHEM M H3TOTOBJICHHEM,
HMEIOLIHE:

- BhbICIIEE WIH  CpeaHee
(hapmaLieBTHUECKOE
obpazoBaHue;

- cepTHOMKAT  CHEHMATHCTA
(CBHIETENBCTRBO 06
aKKpeAUTaLMy cnenyanicra)?

[MoamyHKT «1» MyHKTa 4, 1 HOAMYHKT
«1» myHkTa 5 Tlonmoxenus;

0 JIMLIEH3UPOBaHUH (hapMaLeBTUYECKON
JeATEeNbHOCTH;

nyHkTel 7, 8 [lpasun
HaJIexKaIlel NpakTHKU
XpaHeHHs

46

Hmeer am COMCKaTeb
JMUUEH3UK/TMLEH3UAT
JIOCTaTOYHOE KOJIUYECTBO
KBaTH(ULIHPOBAHHBIX
paboTHUKOB, i obecmedyeHus
ero AEATENbHOCTH 1o
IUCTPUOBIOLIMHM JICKAPCTBEHHBIX
CpeICTB Ha BCeX ee ITanax?

nyHKT 22 [TpaBun HagnexaneH
JUCTPUOBIOTOPCKOH MPAKTUKU

47

WmeroTcss M OJDKHOCTHBIE
HHCTPYKLIMK Ha pPabOTHHKOB,
3aHUMAIOIIUX KJIFOUEBbIE
JOJKHOCTH, B KOTOPBIX
OTPENIENAOTCS UX JOJHDKHOCTHBIE
0053aHHOCTH, a TaKXKe MOPAIOK
7). 3aMeIleHU JIpYTUMH
paboTHuKamu?

nyHKT 8 IlpaBun
HajyIeXKalleH IPaKTHKH
XpaHeHHs;

myHKT 24 TpaBun Haiexaleh
OUCTPHOBIOTOPCKOM NPAKTUKH

48

OdopmneHa 14 U yTBepKACHA
PYKOBOAMTENEM
OpraHu3allMOHHas  CIPYKTypa
COHUCKATEA
JIMLECH3UW/IMLIEH3WaTa B BHUAC
CcXeMbI?

nyHKT 23 [IpaBun Hapnexaen
JUCTPUOBIOTOPCKOH MTPAKTHKH

49

HUmeercs au  IUIaH-rpauk
MpOBeA€HUS  NEPBHUYHOH M

nocieAyoLHX MOATOTOBOK
(MHCTpyKTaXei),  mporpamma
o0yueHus niepcoHaa,
YTBEPKICHHBIE PYKOBOJMTENIEM
cyOBekTa obpateHus

JICKApPCTBEHHBIX CPEACTB  JJist
MCIUHHUHCKOIO HpHMeHeHI/Iﬂ?

nyHKT 10 ITpasun
HaeKale pakTHKH
XpaHEHUS;

myHkT 25 TIpaBun Hagnexamei
JUCTPUOBIOTOPCKOH NMPAKTHKH
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YCTaHOBJIEHO COOTBETCTBHE/HECOOTBETCTBHE COMCKATENS JIAICH3WW/JIUICH3UATa JIUICH3HOHHBIM
TpeOOBaHUAM, TIPEOyCMOTPEHHBIM MocTaHOBIeHHeM IlpaButenbcTBa Poccuiickoit ®emepaunu  «O
JMIEH3NPOBaHUH (papMmaneBTHYECKOM AesTenbHocT» oT 22 nexadbps 2011 r. Ne 1081 (Hy»kHOE BBIACTUTE)

(IOKHOCTHOE JIMIIO, TIPOBOMBILEE : (moamuce)
OLICHKY COOTBETCTBUA U 3aIOIHHUBIICE
OLIEHOYHBIH JIHCT)

lIaTa 3aIloJJHCHUS OUCHOYHOTO JINCTA

« » 20 T.




19

[Mpunoxenne Ne 2
Kk niprkazy PenepanbHoii CiyXKOb!
0 Haa30py B cepe 31paBOOXpaHEHHS

ot JPLAAGN TS

®opma

OneHoyHbIH JHCT,

B COOTBETCTBHH ¢ KOTOpbIM PegepalibHOi cay:x00if mo Haa3opy B chepe
34paBOOXPAHEHHUS H e¢ TePPHTOPHAJIbLHLIMH OPraHaMH MPOBOJHTCSH OLEHKA
COOTBETCTBHS COMCKATEJIfl JTHIEH3HH WJIH JMIEH3HATA JHIEH3HOHHBIM
TpeOOBaHHSIM NMPH OCYIIECTBICHHH (papMalieBTHYECKOH AeATeILHOCTH aNTeYHbIMH
OpraHHU3alHAMH, NOABEAOMCTBEHHBIMH (eiepalbHBIM OPraHaM HCIOJHUTENbHOH
BJIACTH

1.®opmMa TmPOBOAMMON OLIGHKA COOTBETCTBHMS COMCKAaTeNld JIMLEH3WH WIH
JNUIEH3MaTa JMIEH3UOHHBIM TpeOOBaHMAM?, pPETMCTPAlMOHHBIN HOMEp H JaTta
PEruCTpaliy 3asBIEHHS O MPEIOCTaBICHWH JHLEH3UH (BHECEHME H3MEHEHHH
B peecTp JIULIEH3MMH ):

2. Tlonmnoe winu (B ciydae, eclii HMeEETCS) COKpallleHHOe HaWMEHOBaHHUE, U
OpraHu3aIllMOHHO-TIPaBoOBas opMa IOPHANIECKOTO JIUIA, aiPEC €r0 MECTa HaX0XIeHHS,
OCHOBHOM rocy1apcTBEHHBIH PEruCTpallOHHEIH HoMep ropuaudeckoro auna (OI'PH).

3. Anpec (agpeca) MeCT OCYLIECTBIIEHHU JTHULIEH3UPYEMOT0 BU/IA AESATENIbHOCTH:

4. Mecto (MecTa) IIpOBe/IeHUs OLEHKH COOTBETCTBHUSI TULIEH3UOHHBIM TPeOOBaHUIM
C 3aNOJTHEHHEM OLIEHOYHOIO JIUCTA:

5. PeKBM3MTHl DEINEHHUSA O MPOBEAEHUM OLEHKH COOTBETCTBUS JIMIIEH3UOHHBIM
Tpe6OBaHUAM, IPHHATOTO YIIOJHOMOUYCHHBIM HOJDKHOCTHBIM JHIIOM Poc3apaBHan3opa
(TEeppHUTOPHATEHOTO OPraHa):

2B coOTBETCTBHH ¢ 4acThio 3 cTathl 19.1 ®enepansroro sakona ot 4 Mast 2011 r. Ne 99-®3 «O nuueH3MpOBaHUN OTACTBHBIX
BUIOB ZesTensHOcTH» (CoGpaHme 3akoHomaTenbcTBa Poccmiickoii ®emepaumn, 2011, Ne 19, cr. 2716; 2021,
Ne 24, ct. 4188).
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6. JlomkHOCTb, (h)aMWIds, UMs OTYeCTBO (IPH HAJIMYMM) JODKHOCTHOTO JHIA
Poc3apaBHan3opa (TeppUTOPHAIBEHOTO OpraHa), IPOBOJSIIETO OLEHKY COOTBETCTBUA

TpeOOBaHUIM

H 3aI10JIHAIOIICTO

OLIEHOYHBIN

JIUCT:

7. CHoucOK  KOHTPOJBHBIX

BOIIPOCOB,

OTBCTHI

Ha

KOTOpbIE

TTOJDKHBI

CBHIAETCIILCTBOBATL O COOTBCTCTBHUHU (HGCOOTBCTCTBI/II/I) couckarellsl JHUICH3UHU HIIH
JULieH3xuarta JUICH3MOHHBIM Tpe60BaHI/I}IMI

ICIIMCOK KOHTPOJIBHBIX BOMPOCOB, OTPaXKarolInX] PeKBH3HUTHI OtBetsl Ha BompocHl | Ilpume

Ne CoJIepIKAHKE JTUIICH3UOHHBIX TpeOOBaHHI HOPMATHUBHBIX 0 COOTBETCTBHMH | wanue
n/n PaBOBBIX AKTOB C (HECOOTBETCTBHH)

yKa3aHUeM X JTMLIEH3MOHHBIM

CTPYKTYPHBIX €JHHHL, TpeGOBaHUAM
KOTOPBIMH ga | mer |Henpume
YCTaHOBJIEHBI HHUMO
o0s3aTenbHbIe
TpeboBaHuA

VTBEpKJEHBI JIM PyKOBOAUTENEM CyOBeKTa
obpalLleHns JIeKapCTBEHHbIX CpencTB
CTAaHJAapPTHBIE OIMEpPALMOHHBIE TNPOLEIYPbI
(manee — COIT)?

B TOM YHCJI€ /1 BBIIIOMHEHHUs paborT,
OKAa3bIBAEMBIX YCIIYT, COCTABJIAIOIIMUX
(hapMaLieBTUUECKYIO AEATENLHOCTD;

- XpaHeHHe JIeKapCTBEHHBIX NPENapaTos 11
MEIULHUHCKOTO TPUMEHEHHS;

- EpeBO3Ka JIEKAPCTBEHHBIX MPENApaToB JJis
MEIUIIMHCKOTO TIPUMEHEHHS,

- PpO3HUYHAs TOPToOBAA JIEKAPCTBEHHBIMH
npenapaTamu Juist MEIULITHCKOT O
NpUMEHEHUs

myHKT 3 IlpaBun
HaAJeXalei NpaKTHKH
XpaHeHHs U MepPeBO3KH
JIEKapCTBEHHBIX
npenaparos Uit
MEIULIUHCKOTO
NIPUMEHEHHUS,
yTBEpKACHHBIE IPHKA30M
MunuctepcTBa
31paBOOXpaHEHUs
Poccuiickoii Peaepanuu oT
31 aBrycra 2016 r. Ne 646H
(3aperucTpupoBaH
MHMHHCTEPCTBOM FOCTHLIMH
Poccuiickoii ®enepanyu 9
suBaps 2017 r.,
perucTpaLoHHbIH Ne
45112) (nanee - [Ipasuna
HayTexalieif TpakTHKH)

myHKT 4 [IpaBun
HajJIeXallel anTe4HoN
NPaKTHKH JIEKAPCTBEHHBIX
npenapaTos s
METULHCKOTO
NIPUMEHEHUS,
YTBEP>KAEHHBIX NPUKa30M
MunucrepcTBa
30paBOOXpaHEHNs
Poccuiickoti denepaiu oT
31 aBrycra 2016 1. Ne 6471
(3aperucTpupoBaH
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MuHHCTEpCTBOM IOCTULIUH
Poccuiickoii enepauyu 9
sHBaps 2017 r.,
perucTpauuoHHbIH Ne
45113) (nanee - [Tpapuna
HaJaseKalieH anTe4Hou
MPaKTHKH)

OrnpeneneHa M OTBETCTBEHHOCTD
pabOTHUKOB CyObeKTa oOpatueHus
JIEKapCTBEHHBIX NPETapaToB 3a HapyILIeHHUe
TpeOOBaHUH, YCTaHOBJICHHBIX [IpaBunamu
HaJUTeXallel NpaKTUKY XpaHeHHs ?

NOAMYHKT «O» myHKTa 4
IpaBun Hapnexameit
NPaKTHKH XPaHEHHS;

HasnaueHo nu pykoBoautesieM cyOonekTa
o0OpalieHUs JIeKapCTBEHHBIX CPEACTB JIMIIO,
OTBETCTBEHHOE 32 BHEJpeHHE U obecrnieueHre
CHUCTEMBI KauecTBa?

nyHKT 5 [IpaBun
HajyTexallei NpakTUKU
XpaHeHHUS;

myHKT 10 IIpaBun
HajNexaleH ante4Hon
MPaKTUKH

YTBepXKAEHbI I PYKOBOAMTENEM CYObeKTa
PO3HUYHOM TOPrOBJIH JOKYMEHTbI 10

3¢ HEKTUBHOMY [UIaHUPOBAHUIO
JEATENBHOCTH, OCYILECTBICHUIO MPOLIECCOB
obecrieueHUst CUCTEMbI KauecTBa 1
yNpaBIIEHHS HMHU B 3aBUCUMOCTH OT
(byHKUH# peaquzyeMbiX CyOBeKTOM
PO3HHYHOM TOProBau?

myHKT 5 [lpaBun
HaJIEXKAIleH aniTeuyHoM
MIPaKTHKU

ObecneyrBaloT JI MOMEIIEHHS 1J11 XpaHEHUS
JICKApCTBEHHBIX  MperiapaTtoB  Oe3omacHoe
pasenbHOE XpaHeHHe U IepeMelleHHe
JIEKApCTBEHHBIX TIpenapaTon?

myHkT 12 IlpaBun
HaJUieXxalneil NpakTHKH
XPaHeHHs;

myHkT 19 Ipasun
HaJJieKallel anTeyHOH
TIPaKTUKHU

Nmerotes v oMereHus (0TCEKM) s
XpaHeHHs OPHEOMAaCHBIX M B3PHIBOOMACHBIX
JIEKAPCTBEHHBIX CPEJICTB C MPEICIOM
OFHECTOMKOCTH CTPOUTEIBHBIX KOHCTPYKLMH
He meHee | yaca?

nyHkTsl 11, 12 [paBun
HaJJIeXKalled NpaKTHKY
XpaHEHUs;

nmyHKT 14 TlpaBun
XpaHeHUS JIEKApCTBEHHBIX
CPENCTB, YTBEPKAECHHBIX
npuka3oM MuHUcTepCcTBa
3[paBOOXPAHEHHS H
COLIMAIbHOTO Pa3BUTHS
Poccuiickoit deaepaliuu ot
23 aBrycra 2010 r. Ne 7061
(3apeructpupoBaH
MunucTepcTBOM FOCTHLIMH
Poccuiickoit ®eaepauun 4
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okT0ps 2010 r.,
perucTpauMoHHbINH Ne
18608), ¢ H3MeHeHHAMH,
BHECEHHBIMH [IPUKA30M
Munucrepcta
3paBOOXpaHEHUS H
COLMAIBHOTO Pa3BUTHS
Poccuiickoii Qenepaiiny OT
28 nexabps 2010 r. Ne
12211 «O BHeceHHH
u3MeHeHui B [1paBuna
XpaHeHUS JIEKapCTBEHHBIX
CpPEICTB, YTBEPXKACHHbIE
[Mpukazom MunHucTEpCTBa
3/IpaBOOXpaHEHHS U
COLMATBHOTO Pa3BUTUSA
Poccutiickoii ®enepauuu ot
23 aBrycra 2010 1. Ne
706n» (3aperucTprpoBaH
MUHHUCTEPCTBOM IOCTHIIMH
Poccuiickoit ®enepaunu 4
derpans 2011 r.,
perucTpalioHHbIA Ne
19703) (nanee — IpaBuna
XpaHEeHHs JIEKapCTBEHHBIX
CpPeICTB)

7 Hmeetcs nu 0603HaueHHas 30Ha WITH nyHkTHl 14, 16 [IpaBun
OTAENbHOE NOMeLIeHHe [T IPHEMKH HafnexaleH npakTUKu
JIeKapCTBEHHBIX NpenapaTos? XpaHeHHUs;

myHKT 24 [Ipasun
HaJJIeXKallel anTeyHoH
MPAaKTUKH
8 |HMmeetcs im 0603HaueHHAs 30HA WK myHKThI 14, 16 Ipasun
OT/eJIbHOE TIOMELIeHHE, 00eCTIeUHBatOLe HaJUIeXALIEH MPaKTHKH
TpeOyeMble YCIOBHS XpaHEeHHUs! JIEKAPCTBEHHBIX| XPAHEHHUS,
MPenaparoB, Ajs KApaHTHUHHOTO XPaHEeHHU nyHKT 24 TlpaBun
JIeKapCTBEHHbIX MpenapaToB? HaJIeKaleH anTeqHOH
NPaKTHKU
9 |[MmeeTcs 1y cyObeKTa pO3HUYHOM TOProsau | myHKT 24 I1pasun
NIeKapCTBEHHBIMU NpenapaTamMu Jyis HaJJIexalllel anTeyHon
MEQHUILIHHCKOTO MPUMEHEHHs 30HAa TOPrOBJIM NPaKTHKH
TOBapaMH alTe4yHOro aCCOPTUMEHTA C
obecneyeHUeM MeCT XpaHEHMs, He
Oy CKArOLIMM CBOOOIHOTO JOCTyNa
MoKymnartesiel k ToBapaM, OTITyCKaeMbIM, B TOM
qHCIIe 10 peuenty?
10 |Bce nomereHus cyOobekTa pO3ZHUHHOH nyHKT 20 [Ipasun

TOProBJIA:

- pacnosiokeHbl B 3AaHUH (CTPOSHHUU) H
(yHKLIHOHATBHO 00BeIUHEHBI?

HaJJIe)Kallel anTeYHoM
MPaKTHKU




- M30JIMPOBaHbl OT JPYrUX OpraHu3aLuii 1
oOecrieyuBaTh OTCYTCTBHE
HeCaHKLIHOHUPOBAHHOT'O IOCTYMA
MOCTOPOHHUX JIHILL B TIOMELICHHS?

23

11

CyObeKT pO3HUUYHO TOProBIIH MPELyCMOTPEN
BO3MOXKHOCTb 00YCTpOHCTBA
OecrpensITCTBEHHOr0 BX0/a U BBIXOAA IS JIULL
C OrpaHUYSHHBIMU BO3MOXKHOCTSIMH B
COOTBETCTBHH C TpeOOBaHUAMH
3aKOHO/IATEeNbCTBA O 3aLHTEe HHBATUAOB?

myHKT 21 [IpaBun
HaJJIeXKalleH anTevHoH
MPaKTHKH

12

CyObeKT pO3HUYHO# TOProBiy:

- OpraHu30Baj BO3MOXHOCTh BBI30Ba
(bapmaLeBTHYECKOTO pabOTHUKA 1S
00CITY>)KMBaHHS JIUL C OTPaHUYE€HHBIMH
BO3MOXKHOCTSIMH B CITy4ae OTCYTCTBUS
BO3MOXKHOCTH 00YCTpOMCTBA I YKa3aHHBIX
Ui GecrpensaTCTBEHHOTO BXOA U BbIXoxa?

nyHkT 21 TTpaBun
HaJUIeXKallel anTeyHoH
MPaKTHKU

13

CyOBEeKT pO3HUYHOH TOPTOBIM UMEET BBIBECKY
C YKa3aHHEM:

a) BUJA aNTEYHOMH OpraHW3alliy Ha PYCCKOM H
HAIIMOHAIIBHOM f3bIKAaX: « ANITEKa» WIIH
«ATITeYHBIH MyHKT» WIH KANITEYHBIN KHOCKY;
6) nonHOTO U (B Clly4ae, eclii HMeeTcs)
COKpaileHHOTO HAUMEHOBAHUS, B TOM YHCJIE
(UpMEHHOTrO HAUMEHOBAHUS, U
OpraHU3alMOHHO-MPABOBO (OpMbI CyObeKTa
PO3HUYHOM TOProBiu;

B) pesxuMa paboThl;

r) HHopMaIuK o0 paboTe B HOYHOE BpeMs (B
ciydae paboTel B HOUHOE BpeMs)?

nyHKT 22 [Ipapun
HaJIexalei anrteyHoH
MPAKTHKH

14

B nomemieHuax cyobekTa po3HUUHOH
TOProB/H, NPEAHA3HAYCHHBIX IS
M3rOTOBJICHUS JIEKAPCTBEHHBIX MPENapaTos,
MMOBEPXHOCTH CTEH U MOTONIKOB II1ajikue, 6e3
HapyIIEHHS LETOCTHOCTY MOKPBITHS
(BOIOCTOMKHE KPACKH, SMalU WK KadenbHblie
rJ1a3ypOBaHHBIE MIUTKH CBETIIBIX TOHOB),
OT/IeJIaHbl MaTepUaJIaMH, JOIMyCKAOLIMMH
BIIOKHYIO YOOPKY ¢ MPHMEHEHHUEM
ne3uHGULKPYIOLIHX CPEACTB
(Heryia3ypoBaHHad KepaMUIeCKas IUIHTKa,
NMHOJIEYM C 0053aTeNbHON CBapKOH [IBOB WIIH
npyrue Matepuansl)?

myHkt 27 [IpaBui
HaUTe)Kallel anmTeyHon
MpPaKTUKY

15

OTBE4aloT /1M TIOMELIEHHS, & TAKKe
000pyI0BaHKHE, HUCTIONIB3yeMOe CYOBEKTOM
PO3HUYHOM TOPTOBIIU NMPH OCYILECTBICHUI
eATenpHOCTH, CAHUTAPHBIM TPEOOBaHUAM
MOXKapHOM 06€30MacHOCTH, a TAKXKE TEXHUKE

myHKT 30 [IpaBun
HaJJIeKaleH anTeuHoH
MPaKTHKH
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0€30MacHOCTH B COOTBETCTBUH C
3aKOHOLATENBCTBOM Poccuiickol @enepanuu?

16

[lomelnenus cyObekTa pOSHMYHOMN TOPrOBIH
OCHAILICHBI CHCTEMaMH OTOIICHUS H
KOHAMLMOHUPOBAHUA (NPH HATHYHH),
€CTECTBEHHOM MJTH NPUTOYHO-BBITSXKHOM
BeHTHISILIMEH (MpyU HamM4uu)?

myHKT 26 [IpaBun
HaJUIeKalleH arTeqHon
NPaKTHKH

17

O6opynoBanue B cyObeKkTe pO3HUUIHON
TOPrOBJIH YCTAHOBJIEHO HAa pACCTOSHUHU He
MeHee 0,5 METPOB OT CTEH, 4TOOBI HMETh
TIOCTYI AJ1S1 OYUCTKH, Ae3HHPEKLHH, PEMOHTA,
TEXHUYECKOro 00CTy>KHBaHHU, TIOBEPKH 1
(1nu) KaTMOPOBKH 000PYAOBAHMUS,
obecneynBaeT JOCTYII K TOBapaM arTedHOTrO
acCOPTHMEHTA, CBOOOIHBIH MPOXO.
paboTHHUKOB?

nyHKT 31 IIpaBun
HaJIeKAaIlei alTeYHoN
NPaKTUKH

18

Toproeoe momMeliieHre U (WIKH) 30Ha CyObEKTa
PO3HUYHOM TOPrOBJIH 000PYAOBAaHbBI
BUTPHHAMH, CTEJUTOKaMH (TOHAOJIAMH) - IPH
OTKPBITON BBIKIAJKE TOBApa,
00ecreynBaOIIMMH BO3MOXHOCTh 0030pa
TOBapOB aNTEYHOTO aCCOPTHMEHTA,
pa3pelIeHHbIX K MpoJake, a Takke yIo0CTBO B
paboTe 1 pabOTHHKOB CyOBheKTa pO3HUUHON
TOpProBiIu?

nyHKT 34 [TpaBun
HaIeKalled anTeuyHon
MPaKTHKH

19

O6ecneueHo 1M OTCYTCTBHE JOCTYIA K
neKapCTBEHHbIM IMpemnaparaM, OTITYyCKAeMbIM
M0 pelLieNTy Ha JIeKapCTBEHHbIH nmpenapar?

nyHkT 36 IIpaBun
HaaJIeKallel anTeyHoH
NPaKTUKH

19.1

ObecrnieueHo 11 pa3MeLleHHE
JIEKapCTBEHHBIX TPENapaToB, OTILYCKaeMbIX
MO pelieNTy Ha JIeKapCTBEHHBIH Npenapar,
OT/IENBHO OT Oe3pelenTypHbIX
JIeKApCTBEHHBIX MPENapaToB B 3aKPhITBIX
mkagdax ¢ OTMETKOH "o peLenty Ha
JIEKAPCTBEHHBIN Npenapar”, HAHECEHHOH Ha
MOJIKY WM IKad, B KOTOPBIX TUIaHUPYETCS
pa3MernaTh Takue JEKapCTBEHHbIE
npenaparbi?

nyHKT 36 [Ipasun
HaUIeXKalllei anTevyHon
MPaKTHKH

20

Hmeercs 1 0603Ha4eHHAs 30Ha UITH
OTZENbHOE MOMeILeHHE, 00eCTIeYUBaIOLIHE
TpeGyeMble YCIOBHS XpaHEeHUs
JIeKapCTBEHHBIX MPENapaToB, 1JIs
KapaHTHUHHOIO XPaHEeHUs JIEKapCTBEHHBIX
npenapaTo?

nyHKTHl 14, 16 IIpaBun
Haanexane NpaKTHKH
XpaHEeHHS;

nyHkt 24 [1paBun
Hazmexalei anreyHoi
MPaKTUKA
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21 | MmeeTcs M B MOMELICHHAX U 30HaX, nyHKT 17 ITpaBun
UCTIOJIB3YEMBIX JUTS XPaHEHUS HaJUIexallel NpakKTUKU
JIEKapCTBEHHBIX NPENapaToB ocBelleHHe? XPaHCHMS;
nyHkT 28 IlpaBun
HaAnexalieil anre4Hoi
NPaKTUKH

HwmeroTes v agMUHUCTPaTHBHO-OBITOBBIE myHkT 19 [1paBun

22 | nmomelueHus, OT/IETEHHBIE OT 30H XPaHEHHS Ha/Ulexallei NpakTUKu
JIEKapCTBEHHBIX NpernapaTos? XPpaHCHUA

23 | MMeetca nu oTAenbHas 30Ha (nomeuieHue, | myHKT 25 [1paBun
wkapel) UL XpaHeHHs 0OOpyHOBaHWs, | HAJUIEKAILEH IPAKTHKY
UHBEHTaps M MaTepuanoB ans YOOpKH | XpaHEHHs
(ouncTKHM), a  TaKKe ~ MOKUIUX H
Ie3UHOULMPYIOIIHX CPeACTB?

24 | IlpoBoguTtcs nu y6opka nomerneHui (30H) myHKT 25 [IpaBun
JUTSL XpaHEeHHS JIEKAPCTBEHHBIX MpenapaToB B | HaUIEKalLIEeH MPaKTHKH
coorBercTBud ¢ COllamu? XpaHCHHUS

25 | ObecneunBaer nu yctaHoBka obopyaoBaHus | myHkt 10 IIpaBun xpanenus
JJISL XpaHEHUS JIEKapCTBEHHBIX CPEACTB B JIEKapCTBEHHbBIX CPEJCTB
NOMELICHUSIX JOCTYMHOCTD Ul MPOBEICHU
ybopku?

26 | Homyckaer s ormenka  nomeuwieHuit | myskr 25 [IpaBun
(BHYTpEHHHE MOBEPXHOCTH CTEH, MOTOJIKOB) | HajIeKalleH IPAKTHKA
A7 XpaHEHUS JIEKApPCTBEHHBIX MPENaparoB | XpaHEHHS,
BO3MOXHOCTB MPOBEJEHHUS BIXKHON yOOpKH?
yHKT 6 [IpaBun xpanenus
JIEKaPCTBEHHBIX CPECTB
OGecrnieveHa Jid 3aLUTa MOMELIEHHH 1 nyHKT 26 IlpaBun

27 | xpaHeHHs EKapCTBEHHBIX MPENapaToB OT HaJUIeXalle NpakTHKH

TPOHUKHOBEHHS HACEKOMBIX, I'PBI3YHOB HJIH | XPaHCHU,
JAPYTUX XKHUBOTHbIX? myHKkt 27 [IpaBun 5
Ha/UIeXallei anTe4Hon
NPaKTUKU
28 | Umeercs nu HeoOXxoauMoe 060pyAOBaHMHE, nmyHkT 11 IIpaBun
npHrHaLIexKallee cyorekTy obpalueHus Ha/yiexallei npakTUKH
JIEKapCTBEHHBIMU TIperapaTaMy Ha Mpase XPaHEHHS;
cOOCTBEHHOCTH WJIH Ha HHOM 3aKOHHOM nyHkKThl 29, 30, 34 IlpaBun
OCHOBaHUH? HaJUIexKallel anTeuHoi
MPaKTHKU
HmetoTcs 4 iomMelieHus Ui XpaHeHU myHkT 17 IlpaBun
29 | orHeomacHBIX M B3pbIBOOMACHBIX

JIEKapCTBEHHBIX CPEACTB, 000Py1OBaHHbIE
HECTOPaeMBbIMHU U YCTOHYHBBIMH CTEIUIAXKAMH
Y MOJJI0OHAMH NOA COOTBETCTBYIOLIYIO
Harpysky?

XpaHeHHs JIEKapCTBEHHBIX
CpPenCTB




26

30 | OcHamieHbl JM TOMEIIEHHs U XpaHeHHs | myHKT 37 [IpaBun
JIEKapCTBEHHBIX CpelNCcTB TNpubopaMH Mf | Hautexaluei npakTHKU
perucTpauyy napaMmeTpoB BO3AyXa: XpaHEeHHUs;

nyHkT 7 [TpaBun xpanenus
JIEKapCTBEHHBIX CPEICTB
TEpMOMETPbI? nyHKT 37 [Ipasun
HaJAJeKallel MpakTHKH
XpaHEeHHS;
myHkT 7 IIpaBmi xpaHeHus
JIEKapPCTBEHHBIX CPEICTB
TUrPOMETpBHI? nyHkT 37 [IpaBun
HaAnexaiei npakTHKU
XpaHeHHs;
nyHkT 7 [lpaBun xpanenus
JIEKapCTBEHHBIX CPEICTB
TEPMOTHTPOMETPEI? nyHKT 37 IlpaBun
HaJUTIeKAILCH MPaKTUKH
XpaHeHus;
nyHKT 7 [1paBun xpanenus
JIEKapCTBEHHBIX CPEACTB
SJIEKTPOHHBIE TUTPOMETPHI? myHKT 37 [IpaBun
HaJAnexaluei mpakTHKH
XpaHEHHS;
nyHKT 7 IIpaBuin xpaHeHus
JIEKapPCTBEHHBIX CPEACTB

31 | Pa3melneHsl ik M3MEPUTENbHBIE YaCTH nyHkt 7 [IpaBun xpanenus
npuGOpOB AN PEruCTPaLuy [1apaMeTPOB JIeKapCTBEHHbIX CPEACTB
BO3JyXa Ha PacCTOSHHUM HE MEHee 3 M OT
JBepeil, OKOH U OTOTUTENBHBIX NPUOOPOB U
Ha BeicoTe 1,5-1,7 M oT ona?

32 | Umeetcs nu xonoawibHoe oGopyaoBanue (¢ | myukTsl 21, 36, 37 IpaBuin

yKa3aHHeM HauMEHOBaHUS, MapKH,
HMHBEHTApPHOTO HOMEpPA, TEMIIEPATypPHOro
pekuMa, EMKOCTH) C pa3MeLiEHUEM H
006Cy)kKMBaHHEM COTJIACHO JOKYMEHTalUy
0 €r'0 UCTIONb30BAHHIO (IKCIUTYaTallK):

HaJJIe)KalLeH NPaKTHKH
XpaHEeHUs

XOJIONUIIbHbIE KaMepbi?

nyHkTbI 21, 36, 37 [IpaBun
Hajiexameil MpakTHKH
XpaHEHUA

dbapMatieBTHYECKHE XONOAMWITBHBIE IKa(bl HIH
XOMOAWILHUKH?

nyHktsi 21, 36, 37 [paBun
HaJnexalieil NpaKTHKH
XpaHeHus

33

HmeeTcs cucteMa KOHOMLIMOHHPOBAaHHS B
MOMELICHUAX [Tl XPaHEHUS JIEKapPCTBEHHBIX
cpencts?

nyHkThl 21, 36, 37 IpaBui
HaJJIeKallei NpaKTHKU
XpaHEHU;

myHKT 4 11paBun xpaHeHus
JIEKAPCTBEHHBIX CPEACTB
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34 | Umeercs M cucteMa BEHTHISALMH B nyHKTHI 21, 36, 37 [paBun
MIOMELIECHUAX U1  XPaHEHHUA Hajjle)Kalled NPaKTHKH
JIEKapCTBEHHBIX CPEACTB? XpaHEHHS;

nyHKT 4 IlpaBun xpanenus
JIEKAPCTBEHHBIX CPEIICTB

35 | Mmeetcd nu cucTemMa KOHTpOJIS AOCTYyNA B [Tynktet 27, 37 Tlpasun
NOMELIECHUS A1l XPAaHEHUs JIEKAPCTBEHHBIX | HaJuIeKalleil NpaKTHKU
cpencte (30Hb1)? ' XPaHEHHS;

nyHKT 32 [1paBun
HaJuIeXallei anTe4Ho
NPAKTHKU

36 | Umeetcs nu mioMGHp (Wi nevyats) s MyHKT 31 HpaBI/Iﬁ
OIeYyaTbIBaHUA INKA(QOB WM MOMELICHHH, B | HAJUTEKaeH
KOTOPBIX XPaHSATCS JIEKAPCTBEHHbIC NPaKTHKH XpaHeHHUS
Hpenaparsl, NoAeKalue NPeIMETHO —

KOJIMYECTBEHHOMY y4eTy?
37| HUmeercsa nu obopynoBaHue 115 XpaHCHHUS nyHKT 31 IpaBun
JIEKapCTBEHHBIX MPENapaToB (CTEUIaXH, HajIexalen
mkadbl, MOJIOHEI) TIPAKTHKU XPAHEHHUS;
myHKT 29 [IpaBun
HaAJIeXame NpaKTHKH
XpaHeHHS;
myHKT 5 [IpaBun xpaHeHHs
JIEKapCTBEHHBIX CPEJCTB
37, UMeroTcs M MeTaJUIMYECKUe HITH ITynkr 31 Ilpasun
JiepeBsHHBIE IKadbl A1 XpaHEHHs HaJUIeKaIne
JIEKapCTBEHHBIX TMPENapaToB, NOAIEKAIUX NPaKTUKH XpaHEeHHs
NpeIMETHO-KOTHYECTBEHHOMY y4eTy?
38 | [Ipouuto 1 o6opynoBaHue, oTHOCAIIeecs K | myHKT 38 [IpaBun

cpeacream HSMGpGHHﬁI

HaJJIeXaleH IpaKTHKH
XpaHEHUS;

nyHKT 7 IIpaBun XpaHeHHs
JIEKapCTBEHHBIX CPEACTB;

myHKT 33 IlpaBuin
HajexKalleH anTe4Hon
TPaKTHKU

MIePBUYHYIO MOBEPKY W (MITH) KaTUOPOBKY
JI0 BBOZIA B SKCILTyaTalHo?

nyHkT 38 [Ipasun
HAJUIEKALLEH NPAKTHKH
XpaHCHHA,

nyHKT 7 IIpaBui xpanenus
JIEKapCTBEHHBIX CPEJCTB;

nmyHkT 33 IIpaBun
HaJJexaileit ante4Hoi
NPaKTUKU
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TEPBHYHYIO MTOBEPKY H (WIIH) KaTHOPOBKY
nocJie peMonTa?

nyHKT 38 [paBun
HazJieKale NPakTUKH
XpaHEHHS;

nyHKT 7 IlpaBun xpaneHus
JIEKapPCTBEHHBIX CPE/ICTB;

nmyHKT 33 [IpaBun
HaJJiexxaleii anreuHoi
TIPaKTHKU

NEPUOIUUECKYIO TOBEPKY U (M)
KaIMOPOBKY B mpoliecce
3KCIUTyaTaluuH?

myHKT 38 [IpaBun
HaJUIeXallel NpaKTHKU
XpaHeHHS;

nyHKT 7 [IpaBun xpanenus
JIEKApCTBEHHBIX CPEICTB;

nyHKT 33 [paBun
HaJUIeKAIIEH anTeuYHON
MIPaKTUKH

39 | MMeroTes 1y 3anmacHble MOBEPEHHBIE nyHkThl 39, 40 IIpaBun
CpeCTBa U3MEpEHUS B Cllydae PeMOHTA, HaJJIeXallel NpaKTHKU
TEXHUYECKOTO 00CITy)KUBAHHS, MOBEPKU XpaHeHHUs;
000pyA0OBaHUS U CPEACTB U3MEPEHHUA?

nyHkT 7 IlpaBun xpaneHus
JIEKapCTBEHHBIX CPEICTB;
nyHkT 33 [paBun
HaJUIeXallel anTeqHoH
NPaKTHKH
40 [MmeroTcs 1 IOKYMEHTBI, OMUCHIBAIOLIHE myHKThl 41-43 [paBun

NEACTBHS, BBITIOJIHSIEMBIE CyOBbEKTOM HaJulexale NpakTHKH

00palleHns JIeKapCTBEHHBIX MPenapaToB H XpaHEeHHA

HarpaBJICHHbIE Ha cobmnoileHne TpeOOBaHMiA,

ycTaHOBIeHHBIX [IpaBunamu Hagnexamei

NPaKTHUKHU XpaHeHus, [IpaBun Haanexaiei

ANTEYHOM MPaKTHKU:

CTaHAAPTHEIE ONEPALIMOHHBIE IPOLEAYPBI myHKkTh! 41-43 pasun

(COIlm)? Ha/IJIeXaIIeH IPaKTHKH
XpaHeHHs

WHCTPYKITUH? myHKTHI 41-43 TlpaBun
HaJUIeXalle NPaKTHKU
XpaHeHUs

41 | Ameercs iu  pa3paboTaHHbIH U nyHKT 24 [IpaBun
YTBEPXKICHHBIN KOMIIJIEKC MED, HaJJIeKaLleH

HAIpPaBJIE€HHbBI HA MUHUMU3ALIMIO pHCKa
KOHTaMMHALMH JIEKapPCTBEHHBIX I1Peraparos,
C YUYETOM YCJIOBHH COOMIOICHHS 3aIIUTHI OT
(bakTopoB BHEIIHEH cpeabl ¢ 0hopMICHHEM:

TMPAaKTUKH XpPaHCHU
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npHKa3zoB?

MyHKT 24, 41 [paBun
HaIe)KaLUEH
MPAaKTUKH XpaHEHHU

COIlos?

myHKT 24, 41 Ilpasun
Hagiexarei
MPAKTUKY XpPaHEHUS

UHCTPYKLIMI?

nyHKT 24,41 IIpasun
Hagexauleu
NPaKTUKH XpPaHEHHS

42  [PerucTpHpYyrOTCS JIM pe3y IbTaThl nyHKT 21 [paBun
TEeMNepaTypHOro KapTHPOBAHHS M BIIAXKHOCTH B HaJlexallei
CTIELIHAJIBHOM XXy pHaJ (KapTe) perucTpaly Ha | IIPaKTHKH XpaHEHHS,
OYyMa)KHOM HOCHTENE W (WJTH) B 3JIEKTPOHHOM
BUJIE €KEHEBHO, B TOM YUCJ/I€ B BhIXOAHbIE M | MyHKT 23 IIpaBun
npa3IHUYHbIEC AHU? HazJiexxalien

NpPaKTUKH XPaHEHHS;
nyHkT 7 [IpaBun xpanenus
JIEKaPCTBEHHBIX CPEJCTB
43 | HWmeercs nu y pyKOBOOWTENS OPraHU3aLUM | MOAIMYHKT «BY IyHKTa 4 M
(3a HCKITIOUEHHEM MEIULIMHCKUX | MOAIMYHKT W) MyHKTA 5
opraHuzaiMii),  JAesATeNpHOCTH  KOTOpOro | ITonoxkeHus o
HETIOCPEJCTBEHHO CBA3aHA C PO3HHYHOH | nuuensupoBaHHH
TOProBJICH JIEKAPCTBEHHBIMH TPETIApaTaMH | (apMaLeBTHECKOM
IS MEIOMLMHCKOrO  TIPUMEHEHHs, MX | pesrenpHOCTH,
OTIIYCKOM, XpaHEHHEM, NCPEBO3KOH YTBEPKIACHHOTO
H U3TOTOBJICHUEM! NOCTAHOBJIEHUEM
- BbICLICE (apmalleBTHYeCKOe 00pasoBaHKe M | [IpapurenscTra Poccuiickoit
cTax paboThl MO CNELUAIBHOCTH He MEHee 3 | Mepepauun ot 22.12.2011
net; 6o: Ne 1081 (CoBpanue
- cpesHee papMaleBTHYECKOe O0PasOBAHHE U | saxoHomaTe IbCTBA
cTax paboTel MO CHELMATBHOCTH HE MEHEE 5 | poccniickoii De JlepaLyy,
TeT; 2012, Ne 1,
- cepTUhUKAT CIIEUMATUCTA (CBUACTENBCTBO | (p 126) (nanee -TlonoxkeHue
00 aKKpeauTauuH crenuamcTa)? NHLEH3MPOBAHAH
(bapMaLieBTHUECKOH
JIEATETbHOCTH);
nyHkTbl 7. 8 IIpaBun
Ha/IJIeKaIIeH IPaKTHKH
XpaHEeHHUs
44 | Umerorca b’ y couckarens | TToAmyHKT «O» MyHKTa 4 1
JULEH3UN/HLIeH3HaTa pabOTHUKH, | MOAMYHKT «JI» ITyHKTa 3
3aKJIIOYMBIIME ¢ HUM TPYAOBBIE JOTOBODHI, | TTomokeHHs;
NEATENBHOCTh  KOTOPBIX HENOCPEACTBEHHO | O TMUEH3HPOBAHHH
CBsi3aHA ~ C  PO3HMYHOM  TOProBI€# | papmareBTHIECKON
JIeKapCTBEHHBIMU npenapaTaMmu AN4 | nesTenbHOCTH;

MEUITUHCKOTO TIPUMEHEHHUA, UX OTITYCKOM,
XpaHEHHEM U U3roTOBJICHHEM, UMEIOIIHE:

- BbiCIEe WIH cpefHee (papMalieBTHYECKOE
obpa3zoBaHue;

nyHkTHl 7, 8 IIpaBuin
HaJyiexalneil NpakTHKH
XpaHEHHs
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- cepTudukar crienHanucta (CBHAETEIbCTBO
00 aKKpeAuTaLuu creluanucra)?

45 | mMeroTcsa M JOJDKHOCTHBIE MHCTPYKUMH Ha | myHKT 8 Ipasmui
paGOTHMKOB,  3aHMMAIOIIMX  KIIOYEBBIC | HaJJeXKalIeH IPAKTHKH
AOJDKHOCTH, B KOTOPHIX OINPEAEAIOTCS WX | XpaHeHwus;
JO/DKHOCTHBIE — O0S3aHHOCTH, a  TaKxke
nopsaaoK HX 3aMeIIeHUA ApyruMH MYHKT 12 Hpagpm
pabortHukamu? HajUlesKalleil anTevHokM

TIPaKTHKU

46 | Umeercs 1m mnan-rpabpuk  npoeneHus | myukt 10 [IpaBun
NEPBUYHON M MOCNEAYIOIMX TNOAFOTOBOK | Ha/ytexalleid MpakTHKH
(uHcTpyKTaNKeH), nporpamma  00yueHHMS | XpaHeHHS
HEepCOHANIA, YTBEPAIEHHBIE PYKOBOAMTENEM
cyObekTa  oOpallleHHs  JIEKapCTBEHHBIX
CpPEACTB JJ11 MEAHLIMHCKOTO MPUMEHEHHUA?

VCTaHOBJIEHO  COOTBETCTBHE/HECOOTBETCTBHE COMCKATENsA JIMIEH3WW/NMHLEH3HATa JIMLECH3MOHHBIM

TpeOOBaHUAM, IIPENyCMOTPEHHBIM IOCTaHOBIIcHHEM [IpaBuTenbcTBa
JIHIEH3UPOBAHUY (hapMaLIEBTHUECKOH JeaTeNbHOCTHY OT 22 nekabps 2011 r. Ne 1081 (Hy’XHOE BBIAEIHTS)

(MOIXHOCTHOE NULIO, NPOBOUBIIIEE
OLIEHKY COOTBETCTBHUSA U 3aMOJIHUBIIEE
OLIEHOYHBII JIUCT)

JIaTa 3anQJIHCHUA OLUCHOYHOIO JIUCTA

«

» 20 T.

Poccuiickoii  ®enepanuu
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