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MUHHCTEPCTBO 3APABOOXPAHEHHS
Poccniickoit Penepannn
®ENEPAJIbHAA CJHIYXXBA 11O HAI3OPY
B C®EPE 31PABOOXPAHEHHSA
(POC3IPABHAI30P)
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OO0 yrBep:KIeHUH (POPM OLIEHOYHBIX JTHCTOB, B COOTBETCTBHH
¢ koTopbiMu PeepanbHoii ciryx00i mo Haa3opy B cepe 3ApaBOOXpaHEHHS]
H ee TePPHUTOPHAIBHLIMH OPraHaMH MPOBOJMTCS OLIEHKA COOTBETCTBHA
COHCKATEJs JHUIEH3HH HJIH JIHNEH3HATA JHIEeH3HOHHBIM TPeOOBaHHSAM NPH
OCYILEeCTBJICHHH (papMalleBTHYECKOH JeATeIbHOCTH

B cOOTBETCTBHHM C 4acThio 8 cTaThu 19.1 MepepansHOro 3akoHa ot 4 mast 2011 r.
Ne 99-03 «O nUIEH3UPOBAaHMM OTAEIBHBIX BHIOB JEATECIBHOCTH (Cobpanue
3akoHOMaTebcTBa Poccuiickoit ®enepamuun, 2011, Ne 19, cr. 2716; 2021, Ne 24,
cr. 4188), mnommyHktoM «a» 1nyHkTa 3 [IlomoxeHms O JIMLECH3UPOBAHMH
dbapMaleBTHYECKO NEeATENIbHOCTH, YTBEPKICHHOTO MOCTaHOBICHUEM [IpaBuTENBLCTBA
Poccmiickoii ®enepaunu ot 22 aekabps 2011 r. Ne 1081 «O muIeH3UPOBaHHHA
(bapManleBTH4YeCKON  JeATEbHOCTI (CobpanHue 3aKOHONATENBCTBA Poccuiickoit
®enepaiuu, 2012, Ne 1, c1. 126), ipr ka3 bl B a 10:

1. VTBepauTh MpuiaraeMyio GopMy OLEHOYHOTO JIHCTA, B COOTBETCTBUH C KOTOPHIM
®esepanbHO# ci1yx060ii 10 Hax30pYy B cepe 30paBOOXPaHCHHUS U €€ TePPUTOPHAILHBIMH
opraHaMu TIPOBOJUTCS OLEHKA COOTBETCTBHS COMCKATEs JHLUCH3NM MM JIUIEH3HATA
JIMLEH3UOHHBIM TpeGOBaHUAM IIpH OCYIIECTBICHHH dapMaLieBTHYECKON NeATeTbHOCTH
OpraHM3alMsAMH OTITOBOH TOPTOBIH JIEKAPCTBEHHBIMU CPENCTBAMU I MEIULIHCKOTO
npuMeHeHus (puioxenue Ne 1);

2. VTBepauTh NpuiaraeMyo GopMy OLEHOYHOr'O JIHCTA, B COOTBETCTBUH € KOTOPBIM

denepanpHOii CTykG0H 10 Ha[30py B chepe 30paBOOXPaHEHHUS M €€ TEPPUTOPUATILHBIMH
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opranamMmu HpOBOIII/ITCSI OIl€HKA COOTBETCTBHUSA COMCKATENS JUILICH3WM HIH JIHLCH3HaTa
JIMIIEH3UOHHBIM TpC6OBaHI/IHM pHA OCYILIECTBIEHUH d)apMaueBanecxoﬁ JeSITSINBbHOCTH
alITeYHbIMH Oopranu3alnsamu, NnoABCIOMCTBCHHBIMH (be,uepaanmM opraHaMm

UCIIOJIHUTENBHOM BIacTh (mpriioxeHuto Ne 2).

A.B. CamoiinoBa

PykoBonurens




[Mpunoxenue Ne 1
K nprkaszy ®enepanbHoi Ciryx Obl
10 HaA30py B cepe 34paBOOXpaHEHHS

of FRU AN 75
®opma

OneHo4HbIii JHCT,

B COOTBETCTBHH ¢ KOTOPHIM ®PeepaibHoii ciiy:xk00ii mo Hag3opy B cdepe
3ApaBOOXPaHEHHS H €€ TEPPATOPHAJIbHBIMH OPraHAMH NPOBOJUTCH
OIEHKA COOTBETCTBHS COHCKATE/If JHIEH3HH HIH JIHIEH3HATA JHLEH3HOHHBIM
TpeOOBAHHSAM NPH ocyllecTBIeHHH (apManeBTHYECKOH NeSITeIbHOCTH
OpraHH3alHsIMH ONITOBO# TOProB/IH JeKAPCTBEHHBIMH
CpeACTBAMH 1Jisi MEIHIHHCKOro NpHMeHeHHsl

1. (DopMa HpOBO}II/IMOﬁ OLCHKHU COOTBETCTBHMA COHCKATECJIA JIMLCH3UHA HIIH
JIMIICH3UaTa JHHCH3UOHHBIM Tpe60BaHI/I}IM], per I/IC'I‘paI_II/IOHHBIﬁ HOMEp H JlaTa
PeruUCTpalid 3asABJICHHA O MNOpPCOOCTaBIICHHUHU JIMIECH3HUH (BHCC@HHC H3MEHEHUI

B peecTp JHULICH3H):

2. ITonmwoe unu (B ciydae, ecid HMeETCS) COKpalllEHHOEe HaWMeHOBaHWe, U
OpraHH3alIOHHO-TIPaBOBas (hopMa IOPHINUECKOrO JIHIA, aAPEC €T0 MECTa HAXOXKICHHUS,
OCHOBHO}I TOCYIapCTBEHHBIH perucTpalMoHHbIH HoMep opuaudeckoro muna (OI'PH):

3. Anpec (agpeca) MeCT OCYIIECTBIECHHS JIMLIEH3UPYEMOTO BUA AEATEIbHOCTH:

4. Mecto (MecTa) IpOBEIeHHs OLIEHKH COOTBETCTBUS JINIIEH3HOHHBIM TpeOOBaHUAM
C 3aM0JHEHUEM OLIEHOYHOTO JIUCTA:

5. PeKBH3WTHI pELIEHUS O IPOBEJCHHM OLEHKH COOTBETCTBHUSA JHICH3MOHHBIM
Tpe6OBaHUAM, PHHATOTO YIIOJTHOMOYEHHBIM JOJDKHOCTHBIM JiMIoM PocsnpasHansopa
(TeppUTOpPHATBHOTO OPraHa):

6. JIOJDKHOCTB, (paMMNMs, MMs OTYECTBO (TPH HAIMYMH) MODKHOCTHOIO JHIA
Poc3apaBHagzopa (TEppPHTOPHATIFHOTO OpraHa), MPOBOAAMIEr0 OLUEHKY COOTBETCTBUS

1 B cOOTBETCTBHH ¢ 4acTbio 3 cTaThh 19.1 GenepanbHoro 3akona ot 4 Mas 2011 r. Ne 99-®3 «O muueH3MpoBaHHH
OT/ENBHBIX BUAOB AesTenbHocTHy (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit denepauny, 2011, Ne 19, ct. 2716; 2021,
Ne 24, c1. 4188).




JIMOCH3HOHHBIM Tpe6OBaHI/ISIM )51 3ar0JIHAIOHICTO OI.ICHO‘—IHBIﬁ JIMCT:

7. Cmucok KOHTPOJIBHBIX BOl'[pOCOB,‘ OTBETBI Ha  KOTOPBIC  IOJDKHBI
CBUACTCIBCTBOBATh O COOTBCTCTBHH (HCCOOTBGTCTBHI/I) COHUCKATEJs JIHUICH3UU HIIHA
JIMICH3HAaTa JJUIICH3HOHHBIM TpCGOBaHI/ISIMI/IZ

CnUCcOK KOHTPOJIBHBIX BOMIPOCOB, PexBH3UTHI HOPMATHBHBIX Ortsetsl Ha Bompochl | [Tpume
Ne OTPAXKAIOIINX COCPIKAHHE NpPaBOBBIX aKTOB C YKa3aHHEM 0 COOTBETCTBHMH | uYaHHe
n/n JINIIEH3MOHHBIX TpeOOBaHHi MX CTPYKTYPHBIX €MHHUL], (HEeCOOTBETCTBHHU)
KOTOPBIMH YCTaHOBJICHBI JIMICH3HOHHBIM
o6s3aTeNbHbIe TPeOOBAHUS TpeGoBaHUAM
na |HeTr |HEeNmpHMEH
HUMO

1 VreepxaeHsl i pykoBoputeneM | myHKT 3 IIpaBun Hamnexamen

cybbekra oOpalleHus | npakTHKH XPAHCHHS U NEPEBO3KH
JIEKapCTBCHHBIX CPEACTB | nekapCTBEHHBIX NPENapaToB A1
CTaH1aPTHBIC ONEPALHOHHBIC | venuITUHCKOTO MPUMEHEHHS,

npouenypsi (nanee — COII)? yTBEPXKICHHBIC IPUKA30M

MunucTepcTBa 31paBOOXPAaHCHHA
Poccuiickoit @enepanuu ot 31
asrycra 2016 r. Ne 646n
(3apeructpupoBad
MHHHCTEPCTBOM OCTHLIMH
Poccuiickoit esepaunn 9 sHBaps
2017 r., perucTpalliOHHBIH Ne
45112) (nanee [paBuna
Hajyiexaieif NPakTHKH)

myHkT 7 IIpaBun Hagnexaiuen
JUCTPUOBIOTOPCKOM MPAKTHKHU B
pamkax EBpasuiickoro
9KOHOMHYECKOT'O COI03a,
ytBepxaeHHble Pemenrem Cosera
EBpasuiickoif 5KOHOMHYECKON
komuccuy ot 03.11.2016 Ne 80
(oduiranbHBIA CalT
EBpa3uiickoro 3KOHOMH4YE€CKOro
coro3a http://www.eaeunion.org/,
21 Hosi0ps 2016 r.) (nanee -
[TpaBuna HaaIeKaLIEH
JUCTPUOBIOTOPCKOM MPAKTHKK)

2 OnpeneneHa nu MOANYHKT «6» myHkTa 4 [IpaBui
OTBETCTBEHHOCTh PaGOTHHKOB HajJiexaLleil MPaKTUKH XpaHEeHHS,
cyOpexra obpaiieHHs
JIeKapCTBEHHBIX NpenaparTos 3a
HapyueHue TpeGoBaHui,
ycraHoBlneHHbIX [IpaBunamu
HaJNIexale NpaKTHKH

myHKT 16 [IpaBun Hajexalei
JMCTPUOBIOTOPCKOM NMPaKTHKH;




xpaneHus, [Ipasunamu
HaJyUIeXKaLleH
JUCTPUOBIOTOPCKOHN NMPAaKTUKK?

Ha3zHaueHo i pyKOBOAUTENIEM
cyopexTa oOpauieHus
JIEKapCTBEHHBIX CPEACTB JIHLO,
OTBETCTBEHHOE 3a BHEAPCHHE H
obecneueHue CHCTEMBI

nyskT S [paBun Hapnexauen
NPaKTUKA XPaHEHHUS,

nyukt 8 IpaBun HagexaneH
JHUCTPHOBIOTOPCKOH MPAKTHK;

KavecTsa?

O6ecneunBaioT Jim noMemuenus | myHkt 12 TlpaBun Hagnexauen

IS XPaHEHHS JIEKApCTBEHHBIX | PAKTHKH XPaHEHUS;

npenapaTos 6e3omnacHoe

paszesbHoe XpaHeH#e u | mysxTe1 29-30 IpaBun HaaTexalei
MEPEMCLIICHHE  JIGKAPCTBECHHBIX AUCTPUOBIOTOPCKON NPAKTHKH,;
npenapaTon?

Cocraenser 14 iomaib
NOMELICHHI OpraHu3aLuH
ONTOBO#H TOProBIIH
JIEKApCTBEHHBIMH CPEACTBaMHU
VTS MEAHLMHCKOTO PUMEHEHHH,
HEOOXOAUMBIX JUIs
OCYLHECTBJIEHHA JEeATEIbHOCTH
10 XpaHEHHIO JIEKaPCTBEHHBIX
npenaparoB, He meHee 150 kB.

MeTpoB?

mydkT 13 TlpaBun Hajnexalen
PaKTHKH XPaHCHHA

HmeroTcs Jiv MOMEILEHUA
(oTceku) Ard XpaHEHHs!
OTHEOMACHBIX U B3PbIBOOTIACHBIX
JIEKapPCTBEHHBIX CPEJICTB C
NpeJiefIoM OrHECTORKOCTH
CTPOHMTENIbHBIX KOHCTPYKLIMH HE
menee | qaca?

myskTs! 11, 12 TpaBun Hamiexawen
IPaKTHKH XPaHECHHS;

nmyHKT 14 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB,
YTBEPXKACHHBIX TIPUKA30M
MuHHCTEpCTBA 3APABOOXPAHEHUS U
colanbHOro pa3BuTHA Poccuiickoi
®enepauum ot 23 asrycra 2010 r.
Ne 7061 (3aperucTpupoBaH
MHHHCTEPCTBOM IOCTHLIMH
Poccuiickoii Denepaiyu 4 okTabps
2010 r., peructpauroHHsii Ne 18608),
C UBMEHEHHAMM, BHECEHHBIMH
npukazom MHHHCTEPCTBA
3[PaBOOXPAHEHUS U COLIMANBHOTO
passutua Poccuiickoi ®eaepaun ot
28 nekabps 2010 r. Ne 12211 «O
BHECEHHMH u3MeHeHwui B [Ipasuna
XpaHeHus JIEKapCTBEHHBIX CPEACTB,
yTBepKaeHHbIe [Ipukasom
MuHKCTEpPCTBA 3APaBOOXPAHEHUS U
coLuanpHoro passutus Poccukickoit
denepaunu ot 23 aerycra 2010 T.
Ne 706n» (3aperucTpupoBaH
MUHHCTEPCTBOM IOCTHLIMH
Poccuiickoit Denepanuu 4 dpespans
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2011 r., peructpaurioHHbiif Ne 19703)
(manee — IlpaBusa XpaHeHUs
JIEKApCTBEHHBIX CPE/CTB);

myHkT 32 [IpaBun HauieKaleH
JUCTPHOBIOTOPCKOM NPAKTUKH

ONTOBOMH TOProBJIx
JIEKapCTBEeHHBIMH CPEJICTBAMHU

7 Hmeercs nu 0603HaueHHas 30Ha | myHKTHI 14, 16 IIpaBun Haanexamen
WM OTAE/BHOE TOMCLICHHE I | IPAKTHKH XPaHEHHS;

NPHEMKH JICKaPCTBEHHBIX .
npenapatos? myHkT 33 [paBun HapTexaue
JHUCTPUOBIOTOPCKON MPAKTHKH

8 Hmeetcs nu y opranuzaliyui myHKTHI 14, 16 TIpaBun Hajiexaluei
OMNTOBOH TOProBIN MPaKTHKH XPaHEHHS;
JIeKapCTBEHHBIMH CPE/ICTBAMH "

JJ1S1 MEAMLMHCKOTO IPUMEHEHUS mynkr 33 Tpasun r}'annemameu
0603HAYCHHAS 30HA HIH JOUCTPUOBIOTOPCKOM MPAKTHKH
OT/IE/IBHOE TIOMEIIEHHE

IKCTIEAULMH?

9 HMeercs Jid y OpraHu3aiuy nyHkTe! 14, 16 Tpasun naanexamei
OMNTOBO#H TOProBIx MPaKTHKH XPAHEHHS;
JIEKapPCTBEHHBIMU CPEICTBAMH .

A1 MEAMIMHCKOTO MPUMEHEHHUS myHKT 32 Tpasu lia)mexcameu
0603HAYCHHAS 30HA WIH AUCTPUOBIOTOPCKOM NMPAKTHKH
OTAE/IBHOE MIOMELICHHE
OCHOBHOT'O XpaHEHHs
JIEKapCTBEHHBIX MPenapaToB?
0.1 Hmerotes M y opraHusaliiy IMpunoxxenue Ne 1
OINTOBOM TOPTOBJIH K KPUTEPHIM OTHECEeHUs 0OLEKTOB
JIEKapCTBEHHBIMH CPEICTBAMH (enepanLHOro rocy1apCTBEHHOro
JU1 MEAMLMHCKOTrO NpuMeHeHus | KOHTPOns (na3opa) B chepe
[OMEILIeHHS, HeOGXOTUMBIE VIS o0pallieHHs TeKapCTBEHHBIX CPE/ICTB
OCYLLECTBIICHHUS JEATEIbHOCTH JUIs MEIMLHCKOTO NIPUMCHOHHA
K ONpeaeieHHOH KaTeropuH pucka
TI0 XPaHEHHIO JIEKAPCTBEHHBIX nproneris Ne 1
lperiapaToB MOMEIICHAA, H ¢ Kk [Tonoxenuto o denepanbHOM
KaKiM PeXHMOM XpaHeHUs? rOCY/IapCTBEHHOM KOHTPOJIE
Haz30pe) B chepe obpallieHus
- € QuKCHpOBAHHLIM ﬁexapcr;s)eﬂﬂgxzpem}:)'m,
TEMINIEpaTy PHO-BADAKHOCTHEIM YTBEP)KAESHHOTO NIOCTAHOBJIEHHEM
pexuMoM? [TpaBurenbcTBa PoccHiCKOlM
P —— ®enepauuu ot 29.06.2021 Ne 1049 «O
cabKenrem? ¢enepanbHOM rocy1apCTBEHHOM
KOHTpoOJte (Haa30pe) B chepe
- OTAIIMBaeMbie aBTOHOMHO? ?gg;?:::: ;i‘;?:;:::ﬂ*:g;:’eﬂcm»
- OTAMUIMBAEMBIE Poccuiickoit ®eaepauuu, 2021,
OTOTHUTENLHBIMH TIpH6OpamMu? Ne 27, cr. 5427) (nanee-xareropuu
pucka, [T Poccuiickoii ®eaepaunn Ne
1049) '
10 HmMerorcs M y OpraHu3anyu myHskTHI 14, 16 ITpaBun Hamiexawei

NPAKTUKHA XPAHCHUS,;




JU11 MEAULIMHCKOTO MPUMEHEHUS
0003HaYeHHBIE 30HbI WU
OTAC/bHBIC MOMELLUECHUA
XpaHEeHHsl JIEKapCTBEHHBIX
npenaparos, TpeOYOLIHX
CTELMANIBHBIX YCJIOBHIA?

myHkT 32 [paBun Haexamei
AUCTPHOBIOTOPCKOMH NMpPaKTHKH

11

Hmeercs nn y opranuzaiuu
OIITOBO# TOProOBJIN
JIEKapCTBEHHBIMHU CPEACTBAMH
IU1s1 MEAWLIMHCKOTO IIPUMEHEHH
IJ1 XpaHEHHs BBISBJICHHBIX
¢anbcupULHPOBAHHBIX,
HeJO0OpOKaveCTBEHHBIX,
KOHTpadaKTHBIX
JIeKapCTBEHHBIX NPErapaToB:

nyHKTHI 14, 16 IIpasun
Ha/inexatied NPakTUKY XpaHCHHS;
myHKT 32 [1paBun HajuieKawmen
JAUCTPUOBIOTOPCKOH MPaKTHKH

0003HaueHHAas 30Ha?

nyHkTH 14, 16 IlpaBun
HaJUie)Xaiiei MpaKTUKY XPaHeHHS,

nyHKT 32 [IpaBui Hapnexamein
JAUCTPUOBIOTOPCKOH MPaKTHKH

OTAE/IbHOE MOMEIEHUE?

yHKTHI 14, 16 [IpaBun
HaJJIe)KalleH NPaKTUKY XpaHEeHHs;

myHkT 32 [pasun Hapnexaiuei
JUCTPUOBIOTOPCKON NPAKTHKH

NOMELEHHs, OTAEJICHHBIE OT
30H XPaHEHH JIEKAPCTBEHHBIX
nipernaparos?

12  |Mmeercs nu obo3HaueHHas 30Ha | mMyHKTHI 14, 16 [IpaBun
WIH OTAEIBHOE MOMEILEHHUE, HaJie)kauleH MpaKTHKH XPaHEHHs,
obecrnieunBarolue Tpebyemple
YCIIOBHS XPaHEHHS nyHKT 32 [IpaBun HagnexateH
TeKapCcTBEHHBIX MPENapaTos, AJs AMCTPHOBIOTOPCKOH NMPAKTHKH
KapaHTHHHOrO XpaHEeHHUs
NleKapCTBEHHBIX MpenapaToB?
Hmeetcs nu B NOMENIEHHIX U myHkT 17 INpaBun Hauexalei
30HaX, UCTIONB3YEMBIX Ul NPaKTUKH XpaHEHHUS;
13 | xpaHeHus nekapcTBEHHBIX
MpenapaToB OCBeMIeHHE? myHKT 38 T1paBun HannexateH
JMCTPHUOBIOTOPCKOH MPAKTUKH
14 Hmeetcs nu B opranuzanuu nyHKT 18 [IpaBun
ONTOBOH TOProBIH HaJUIexkalleii MpakTHKH XpaHEHHS,
JIEKApCTBEHHBIMH CPEICTBAMHU
JUIS. MEIMIMHCKOTO TIpUMeHenus | MYHKT 32 Ipaeun Hajnexalie
BaJIMHPOBAHHAA CUCTEMA, JUCTPHOBIOTOPCKON NPAKTHKHU
paszensouas 30Hbl XpaHEHHA?
Hmerotes u nyHKT 19 [paBun Hamiexkalei
15 | agpMuHHCTpaTHBHO-ObITOBBIE

NPaKTHKK XPaHEHHs;
nyskT 37 [IpaBun Haanexauie
AUCTPHOBIOTOPCKOM NMPAKTHKH




16 | IIpeaycMOTpeHO Jiu B nyuxt 28 TIpaBun Haanexaueh
OpraH{3alyH ONTOBOH TNPaKTHKY XPAHCHUS,
TOPrOBJIH JIEKAPCTBEHHBIMU
cpencTBamMy s MezmmHckoro | MYHKT 33 Tlpasun Hanexautei
TPUMEHEHHS Pa3IeIeHHE JMCTPUOBIOTOPCKOM MPaKTHKH
MOTOKOB MEPEMEILEHHS
JIEKapCTBEHHBIX TpenapaTos (¢
MOMEHTA MOCTYIVIEHUS 10
MOMEHTA OTIIPaBKH CO CKJ1aja)
MEXKIY MOMEILEHHAMH H (WIH)
30HaMM A/ XpaHeHUs
JIeKapCTBEHHBIX MpenapaTos?

17 O6ecrieuena u B opranusauud | myskt 33 IlpaBun Hamexauei
OnTOBOH TOPrOBJIH | NHCTPHOBIOTOPCKOM MPAKTHKU
JIEKAPCTBEHHBIMH  CPEACTBAMH
IJ19 MEAHLIMHCKOTO IIPHMEHEHU
3alHTa NOCTYNAIOWKX
JIEKAPCTBEHHBIX CPEICTB TPH
MpOBEACHUH HOrpy304HO-
pasrpy304HbIX paboT:

0T aTMOC(EPHBIX 0CaIKOB? nynxt 33 [IpaBun HaaIexawe
JHCTPUOBIOTOPCKOH MPaKTHKH

BO3EHCTBHS HU3KHX U BHICOKUX | myHkT 33 [paBun Hajyiexalnei

remMneparyp? JMCTPUOBIOTOPCKOH MPaKTHKH

18 Hmeetcs 11 y OpraHu3alyu [TokasaTeny prcka, IpUCBauBaeMbIe

ONTOBOM TOProBJIH
JIEKAPCTBEHHBIMH CPEACTBAMH
JU1 MeTHLIUHCKOTO MPUMEHEHHS
IUIOLIA/KA IS PasTPy3KH
aBroTpaHcnopra?

-aBTOMaTHYECKHE BOpOTa
JOKOBOTO THNA C NIOTPY304HO-
pasrpy304HbIMU TUIOLIAAKAMH
peryupyeMoi BEICOTbI?

-TaMOypHO-LITI030Bas
pasrpy3ka?

-MeXaHH3HUPOBaHHbIE BOPOTA
JOKOBOTO THIA C MOTPy304HO-
pa3srpy304HbIMH TUIOLIAAKAMHU?

-MaHIyC JUTsl pasrpy3KH TOBapa,
B TOM YHCJIE C HCTNOJIb30BaHHEM
pamrbi?

JUIS OMTOBOHM TOPTOBJIH
JIEKapCTBEHHBIMHU CPEICTBAMHU JUTS
MEULMHCKOTO MPUMEHCHUS (K1)
(TTpunosxenue Ne 1 k xpurepuaMm
OTHECEHHS 00BEKTOB PENEPATLHOTO
rocy/IapCTBEHHOTO KOHTPOJis (Han3opa)
B chepe obOpalLieHHs JEKAPCTBEHHBIX
CpeACTB IS MEAHMLIMHCKOTO
TPUMEHEHHUSs K ONpe/IeIeHHOM
KaTeropuy pucka, yTBEpKIEHHOE
nocrasosneHueM [IpaBurenscTea
Poccuiickoit ®enepaiu ot 29.06.2021
Ne 1049 «O denepanbHOM
rocyapcTBEHHOM KOHTpoJe (Hazi30pe)
B cepe obOpalleHus JeKapCTBEHHBIX
cpezctsy) (Cobpanue
3akoHojarenbcTBa Poccuiickoi
®enepauum, 2021, Ne 27, ct. 5427)
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MEXaHU3aIUH CXIaACKHX
onepanuii u kakas?

~-aBTOMAaTHYCCKask

-aBTOMAaTU3NpOBaHHAA

~KOMITJICKCHO-
MEXaHU3NPOBAHHAA

-HEMCXaHU3UPOBaHHAA

19 Hmeercs sm otnenpHas 30Ha | myHKT 25 [paBun Hamiexamei
(nomewieHue, wkadpl) A | TPAKTHKH XPaHEHUS,
XpaHeHHus obopyaosanus, | MyHKT 35 IpaBun Hapnexamen
MHBEHTaps ¥ MaTepuaoB i | AMCTPUOBIOTOPCKOH NPAKTHKH
yOopkH (OYHCTKH), a TaKXKe
MOIOIIMX H Ae3HHOHLMPYIOIIHX
cpenctB?

D0 IMpoBoauTcs mu y6opka myHkT 25 IpaBun
NOMELIEeHHH (30H) Ui HazJexarei NPakTHKH XpaHeHH;
XpaHeHHS JIEKapCTBEHHBIX
MPEenapaToB B COOTBETCTBUM C myHKT 35 [paBun Hauiexalue
COTlamu? AUCTPUOBIOTOPCKOHN NMPaKTHKH

21 | ObecneunBaeT 1M yCTaHOBKA myHKT 10 [IpaBun xpaHeHus
000pyIoBaHHS 1A XpaHEHUS JIEKapCTBEHHBIX CPEACTB
JIEKapCTBEHHBIX CPE/ICTB B
TIOMELIEHUAX JIOCTYNHOCTD AJIA
npoBeneHus y6opku?

22 | Homyckaet au otAenka | myHKT 25 [IpaBun HamiexalneH
NOMEIEeHHi (BHYTpPEHHHE | MPAKTHKH XpaHEHHUS;
MOBEPXHOCTH CTE€H, MOTOJIKOB)

JUis XPaHEHHs JIEKapCTBCHHBIX | myHKT 6 [lpaBui xpaHeHus

npenaparoB BO3MOXHOCTH JIEKapCTBEHHBIX CPEACTB

NpOBeIeHHs BIKHON YOOpKH?

O6ecneyeHa /iy 3a1uTa MyHKT 26 [IpaBun Hagnexauei
23 | nomeweHuit 1 XpaHeH#Us NPaKTUKU XPaHEHHS;

JICKapCTBEHHbBIX NIPENapaToB OT

NPOHMKHOBEHHS HACEKOMBIX, myHKT 36 TlpaBun Hajtexamei

IPBI3YHOB WIIH APYTHX AUCTPUOBIOTOPCKOM MPaKTHKK

JKUBOTHBIX?

24 | Mmeetca au Heobxonaumoe nyHKT 11 IIpaBun Haanexamen
obopynosanue, NPaKTUKU XpaHEeHHS
MpUHaJJIeKaIee CyOBeKTy
oOpallieHUs JIeKapCTBEHHBIMHU
npenapaTaMu Ha npase
COOCTBEHHOCTH WIH HA HHOM
3aKOHHOM OCHOBaHUM?

24.1| YcraHOBIICHA JIM CTENEHD IToxazaTenu pucka, NpucBauBacMbic

Ui OITOBOY TOProOBJIH
NeKapCTBEHHBIMU CPEACTBAMH IS
MeauIMHCKoro npuMeHenus (K2)
(ITpunoxxenue Ne 1 k kpuTepusm
OTHeceHUs 06bEeKTOB (enepanbHOro
rocyaapCcTBEHHOTO KOHTPO (Haa3opa)
B cdepe obpalleHHs JIEKapCTBEHHBIX
CPEICTB AJIs MEIULIMHCKOTO
MPUMEHEHHS K OTpeNeIeHHOM
KaTeropHu pUcKa, YTBEPKACHHOE
noctaHossieHueM [IpaButenscTBa
Poccuiickoit ®enepauun ot 29.06.2021
Ne 1049 «O denepanbHOM
rocyAapCTBEHHOM KOHTpoJie (Haa30pe)
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B cepe obpaLieHus JeKapCTBEHHBIX
cpenctBy) (Cobpanue
3akoHomarenbscTBa Poccuiickoit
®enepaunn, 2021, Ne 27, ct. 5427)

25 | IIpoBenena nu kBanuukauua 1 | myHxt 50 [IpaBun Hagnexamei
(W) BamMaauMs  KIIOYEBBIX | AMCTPHOBIOTOPCKOM MPAKTUKH
00OpyIOBaHHS M TNPOLECCOB C
opopMsICHHEM  OTYETOB, B
KOTOpPBIX 0600 1eHbI
NIOTyYEHHbIE Pe3yabTaThi?

HmeroTcs nn noMeLeHus s nyHkT 17 IlpaBun xpaHeHus
26 | xpaHeHWs OrHEOMACHBIX H JIEKapCTBEHHbIX CPEACTB

B3PbIBOOIIACHBIX

JIEKapCTBEHHBIX CPEJICTB,

obopynoBaHHBIE HECTOPAEMBIMHU

U YCTOHYMBBIMH CTEIUIKAMH H

HIOIOHAMH TIO/1

COOTBETCTBYIOLILYIO HAarpy3Ky?

27 | OcHaieHsl i nomemenus 1 | myHKT 37 [TpaBun HamnexaeH
XpaHeHUs JIEKapCTBEHHBIX | IPaKTHKU XPaHECHHS,
cpeacte  mpubopamMu IS
PCruCTpalini napameTpoB | nyHkT 7 [IpaBun xpaneHus
BO34yXxa: JIEKapCTBEHHBIX CPEACTB;

myHKTHI 38, 44 [1paBun Haanexallei

JAMCTPHOBIOTOPCKOM NPAKTHKH
TEPMOMETPHI? nyHkt 37 [IpaBun HajexaleH

MPaKTHUKH XPaHECHUS;

nyHKT 7 IIpaBun xpaneHus

JIEKapCTBEHHBIX CPEACTB;

nyuxTel 38, 44 [IpaBun HagnexXameH

JTUCTPUOBIOTOPCKOH NPAKTHKH
rUrpoMeTpbi? nyskT 37 [IpaBun Haanexaewn

NPaKTUKH XPaHEHHS,

nmyHKT 7 [IpaBui xpaHeHus

JIEKapCTBEHHBIX CPE/ICTB;

myHxTol 38, 44 [paBui HagnexKaLeH

JAMCTPUOBIOTOPCKOH NPAKTHKH
TEPMOTUTPOMETPHI? myskT 37 [paBun Haanexamei

MPAKTUKH XpaHCHUA,

myHkT 7 IIpaBun xpaneHus
NEKapCTBEHHBIX CPEICTB;

mynkTsl 38, 44 [IpaBii HaaeKalLeH
AUCTPUOBIOTOPCKOMN NPAKTHKH

BJIEKTPOHHBIE TUTIPOMETPbI?

nyHkt 37 [paBin Hajuiexaien
NPaKTHKM XPAHEHHS,
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nyHkr 7 TlpaBun xpaHeHus
JIEKapCTBEHHbIX CPE/CTB;

nyHKTHI 38, 44 [1paBun Hajiexaluei
JUCTPHOBIOTOPCKOM MPaKTHKU

28

Pasmeinens niu
M3MEPHTEbHBIC YaCTH
npuOOPOB 11 perucTpaLyH
napaMeTpoB BO3AyXa Ha
PaccTOSIHUM HE MEHee 3 M OT
ZBepel, OKOH ¥ OTOTIUTEBHBIX
npubopoB u Ha BeicoTe 1,5 - 1,7
M oT nofia?

myHkT 7 TlpaBun xpaHeHHs
NIeKapCTBEHHBIX CPEACTB

29

PazmerneHo M y opranuzaumu
ONTOBOM TOPrOBIH
JIEKApCTBEHHBIMH CPEACTBaMH
U1 MEIHUMHCKOTO NPUMEHEHHS
obopyoBaHHE A1 KOHTPOAA
TeMNepaTypbl B HOMEILEHUA
(30Hax) B COOTBETCTBHH C
PE3y/IbTaTaMH TEMIIEPATYpPHOTO
KapTHPOBAaHHA, HA OCHOBaHHH
MPOBEICHHOTO aHaJIn3a U
OLIEHKH PUCKOB?

nyHKT 22 [IpaBun HajuieKamen
NPAKTHKH XPaHEHHUS;

myHkt 39 INpaBun Hapexaieh
AUCTPHOBIOTOPCKOM NPAKTHKH

30

OpraHH30BaHO JIH NOAJECPXKAHHE
CMELMaTbHOTO PeXXUMa
TeMIepaTypbl

-aBTOMaTH4eckoe?

-aBTOMaTH3UPOBaHHOE?

-XONOJUIbHBIE KAMEPHI,
NPOMBILIUICHHBIC
XOJIOJAWILHUKH?

-XOJIOAUTBHUKH
¢dapmarieBTHUECKHE?

[Nokasarenu pucka, MPHCBaHBAEMbIE
JUTSL OTTTOBO# TOPrOBJIH
JIeKapCTBEHHBIMU CPEACTBAMH JUIs
MeauLHMHCKOro nprMeneHus (K4)
(ITpunoxenne Ne 1 k KpHTEPHAM
OTHeCeHHA 00BbeKTOB (henepaIbHOTO
roCyaapCTBEHHOrO KOHTpOA (Haa3opa)
B cpepe obpalleHHs JIEKAPCTBEHHBIX
CPeICTB A MEAHULIHHCKOrO
TIPUMEHEHHS K OTIpeIeJICHHON
KaTeropuu pUcKa, yTBEpKICHHOE
nocraHoBneHueM [IpaBHTeNbCTBa
Poccuiickoit ®enepaunn ot 29.06.2021
Ne 1049 «O ¢enepanbHOM
rocyaapCTBEHHOM KOHTPOJI€ (Haa30pe)
B cepe o6palleHHs JIEKapCTBEHHBIX
cpenctsy») (Cobpanne
3aKOHOAaTeNbCTBa Poccuickoi
denepaunu, 2021, Ne 27, ct. 5427)

30.1

HMeetcs Jin XON0AUTBHOE
obopynoBaHue (C yKa3aHHEM
HaWMEHOBaHMA, MapKH,
WUHBEHTApPHOTO HOMeEpa,
TEMIIEPAaTYPHOrO pexuma,
€MKOCTH) C pa3MeLleHHEeM U
00CITy>KUBaHKEM COTJIACHO
JIOKYMEHTAIHH [10 ero

myHkThI 21, 36, 37 IlpaBui
Hazgyiexxauei IpakTHKH XpaHEeHHS,;

mydkThl 40, 44 [TpaBun Hamiexale
AUCTPHOBIOTOPCKOM NPAKTHKH




UCTIOJIb30BAHUIO
(9KCIUTyaTaLMK);

XOJIOAM/IbHbIE KaMephl?

nyHKThI 21, 36, 37 IIpaBun
HaAJeXalleH MpakTHKH XpaHEHMS,

nyHkThI 40, 44 TTpaBun HauexkaLen
AUCTPHOBIOTOPCKOM NMpPaKTHKH

(bapMaLieBTUYECKHE XONOAWIBbHbIC
jmxadb! UM XONOAWIBHUKU?

nyHkTsl 21, 36, 37 IlpaBun
HaJexalnei MpakTHKH XpaHEHHS;

myHkThI 40, 44 TIpaBun Hagnexamen
JAMCTPHUOBIOTOPCKOM NMPAKTHKH

XPaHCHH JICKAPCTBCHHBIX
npenapartos:

31 Hmeetcsa cuctema nyHkThI 21, 36, 37 IIpaBun
KOHOWLIMOHHPOBAHHUA B HajIexaniel MPakTHKH XPaHCHHS;
TIOMELLEHUAX VT XpaHEHHS
JIeKapCTBEHHBIX CPEACTB? myHKT 4 [IpaBHi XpaHEeHHA

JIEKAPCTBEHHBIX CPEACTB;
myHkTsl 40, 44 TIpaBun HaanexXaleH
AMCTPHOBIOTOPCKOH NMPaKTHKH

32 Mmeetcs nu cuctemMa myHkrThl 21, 36, 37 [pasun
BEHTWISALMH B MOMELICHHUAX HajJiexalleill NPakTHKH XPaHEHHS,
JUI  XpaHEeHHUs JIEKapCTBEHHBIX
cpencts? myHKT 4 [IpaBu XpaHeHuUs

JIEKapCTBEHHBIX CPEICTB;
nyHkTel 40,44 TIpaswi HapexauleH
JUCTPUOBIOTOPCKOH NPAKTHKH

33 Hmeetcs nu cuctema koutpons | Ilyukrer 27, 37 [lpaun Hamexauiei

JIOCTYTIa B OMEILEHHUS 1JIs NPaKTHKH XpaHEHHS;

XpaHEeHHs JIEKapCTBEHHbIX

cpencts (30HbI1)? nyHKTHI 34,44 TIpaBun Hapexamen
AMCTPHOBIOTOPCKOM NPAKTHKH

B4 Hmeercs i1 rioMOup (unu myHkr 31 IIpaBun Hagnexamei
reyarts) Jj1s Oe4aThiBaHUA TNPaKTUKK XpaHEHHUs
kadoB WK NIOMELIeHUH B
KOTOPBIX XpaHATCA
JIeKapCTBEHHBIE TIPENaparhl,

NOJJIeXKALLHME MPEIAMETHO —
KOJIHYECTBEHHOMY y4eTy?
B5 Hmeercs au o6opynosanue misi | myHkT 31 IIpaBun Hagnexamen

NPaKTUKHA XpaHCHHUA,

myHkr 29 [paBun Hagexamen
NPaKTHKU XPAHEHHUS,

myHkT 5 [IpaBun XpaHeHus
JIEKAPCTBEHHbIX CPEICTB

cTeUIaKu?

nyHKT 31 [IpaBun Haanexauien
MIPAKTHKU XpaHEHHS,
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nyHkT 29 [IpaBun Hapiexalen
NPaKTHKH XpaHEeHHS,

nyHKT 5 [IpaBun xpaHenus
JIEKaPCTBEHHbIX CPEJICTB

Kadbl METAUTHYECKHE WITH
JepEBSHHbIC 1715 XpaHEHHS
JIEKapCTBEHHBIX MPENapaToB,
MOIeKALUX NIPEAMETHO-
KOJIMYECTBEHHOMY y4eTy?

nyHkT 31 [IpaBun Hagnexawen
NPaKTHKH XPaHEHHS;

nyHkT 29 [IpaBun Haanexainei
MPaKTHKH XPaHEHHS;

myHKT 5 IlpaBun xpasnenus
JIEKapPCTBEHHBIX CPEACTB

wkagsi?

nyHkr 31 [paBnn Hapnexaiuei
NPaKTHKH XPaHEHHS;

nyHkT 29 [IpaBun Hapexaie
NPAKTHKH XpaHEHHS;

myHKT 5 [IpaBun xpanenus
JICKApCTBEHHBIX CPEJICTB

NOAAOHBI?

myHkT 31 [IpaBun HagnexaweH
NPAKTHKH XPaHEHHS;

nyHkT 29 [IpaBun Hajexaien
NPaKTUKU XpaHEHHS,

nyHKT 5 Ipasuin XpaHeHus
JIEKApCTBEHHbBIX CPEACTB

IOATOBAPHUKH?

nyskT 31 TpaBun Hajuiexamen
NPaKTHKH XPaHEHUS;

nyHkT 29 [TpaBun HauieXalleH
MIPaKTHKH XPaHCHHUS,;

nyHkT 5 [IpaBun xpaHeHus
JICKAPCTBEHHBIX CPEICTB

35.1

TTnanupyemas BbICOTa YK KH
rpysa?

BEICOTHOCTe U1aXKHas (Gornee 10
M)

oaHoaTaxkHas (6onee 6 u no 10
M)

oaHoaTaxkHas (Gonee 3 1 o 6
M)

najieTHoOe XpaHeHHe (10 3 M)

IMoka3zaTenu pucka, MPUCBaUBaEMbIe
JUIst OTITOBO# TOProBJIH
NIeKapCTBEHHbIMH CPEACTBAMH A1
MeauiMHCKoro npumenenns (K3)
(Tpunoxxenue Ne 1 k kpurepusm
OTHeCEeHHs 0OBEKTOB (enepanbHOro
rocyIapCTBEHHOrO KOHTpOs (Haa30pa)
B cepe 0OpallieHHs JIEKApCTBEHHBIX
CpPeACTB A1 MEAMLMHCKOrO
NPUMEHEHUS K OTIPEE/IEHHOM
KaTeropuH PUCKa, YTBEPXKACHHOES
nocranoieHueM [Ipasutenscraa
Poccuiickoii ®enepauuu ot 29.06.2021
Ne 1049 «O denepanbHOM
rOCyJapCTBEHHOM KOHTpOJIE (HaA30pe)
B cpepe oOpamicHHMs JIEKAPCTBEHHBIX
cpeactsy) (CobpaHue
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3aKOHOJATENLCTBA Poccuiickoi
denepanun, 2021, Ne 27, c1. 5427)

pacnpeneneHus TeMIepaTyphbl
(nanee - TemnepaTypHoe
KapTHPOBaHME) 1S
obecneuenus TpedyeMbIX
YCJIOBHd XpaHEeHU
JIEKAPCTBEHHbIX TMPEnapaToB B
NIOMELIeHUAX (30HaX),
HCIIOJIb3YEMBIX /11 XPaHECHHA
JIEKAPCTBEHHBIX Npenaparos?

B6 [Mpouwto iu 060pya0BaHHE, nyHkT 38 [IpaBun Hapnexamen
OTHOCALIEECS K CpeICTBaM NPaKTUKU XPaHEHHMS,;
H3MEPEHHH:
nyHkt 7 [IpaBun XpaHeHus
NIeKapCTBEHHBIX CPE/ICTB;
nyHkTei 40-41 TlpaBun HapieKalueH
IHUCTPUOBIOTOPCKOM NPAKTHKH
myskT 38 [paBun HapexaleH
MPaKTUKH XPAHEHHUS;
MEePBUYHYIO TIOBEPKY M (HIH)
KalOPOBKY /10 BBO2 B nyHkt 7 [TpaBun xpaHeHus
KCILTyaTawmio? NIEKAPCTBEHHBIX CPEJICTB;
myHkrel 40-41 TlpaBui Hagnexawei
JUCTPHOBIOTOPCKOM NPAKTHKH
MIEPBUYHYIO NMOBEPKY U (MIH) nyHkT 38 [IpaBun Hagnexauen
KanuOpOBKY MOciie peMoHTa? TPaKTUKH XPAHEHUS;
nyHKT 7 IIpaBuin XpaHeHHs
JIEKapPCTBEHHBIX CPE/ICTB;
nyHkThl 40-41 TIpaBun Hapexauwen
IAMCTPUOBIOTOPCKOHN MPaKTHKH
MEPUONMHECKYIO TIOBEPKY U nyHkT 38 [IpaBun Hagnexame
(unn) kanuOpoBKY B TIpoliecce MPaKTUKH XpaHEHHS,
AKCIUTyaTaluu?
nyHKT 7 1ipaBHn XpaHeHHs
NEeKapCTBEHHBIX CPECTB,
nyHkTs 40-41 TIpaBun HapIexaten
AUCTPHOBIOTOPCKOM NMPAKTHKH
37 HMeroTcsa nu 3anacHble mynktsl 39, 40 IpaBun Hauiexauen
MOBEPEHHbIE CPEACTBA MPaKTUKH XPaHEHHUS,
U3MepeHus B ciyvae
PEMOHTA, TEXHUYECKOTO myHKThI 43 Tlpasun Hauiexamei
00CITyKMBaHMs, [TOBEPKU JMCTPHOBIOTOPCKOH MPAKTHKH
060opyIOBaHMs H CPEICTB
u3MepeHua’?
38 OcyLuecTBIA€TCS JIM H3yYCHHE nyskr 22 IpaBun Haaexamen

NPaKTHKH XpaHEHUS,

rmyHkT 39 [paBun Hapiexawen
JUCTPUOBIOTOPCKOMH MPAKTHKH
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Pasmemeno s obopynoBanue

nyHKT 22 [IpaBun Hauiexainei

onuceiBarolye nefcTBUS,
[BBIIONIHAGMEBIE CyOBEKTOM
oOpaliieHHs IeKapCTBEHHBIX
[pernaparoB ¥ HalpaBJIeHHbIC HA
coGnoieHe TpebGoBaHui,
cTaHOBJEHHBIX [IpaBunamu
HaUTE)XKAILEH NPAaKTUKYA XpaHEHHS,
[TpaBun Haanexalei
TMCTPUOBIOTOPCKOM NPAKTHKH:

39 JJI8 KOHTPONA TEMIEpaTyphl B | MPAKTUKU XPaHEHUS;
MOMELIEHUAX (30Hax) B
COOTBETCTBUM C pE3YJIbTATAMH | MyHKT 39 HpaBym HaJU1exalleH
TEMNCPaTypHOro JUCTPHOBIOTOPCKOM NMPAKTHKH
KapTHpOBaHHA?

1o Crennaxu (mkadsl) 1is myHKT 29 [paBun Hajpexalen
XPpaHEHHS JIEKapCTBEHHBIX NPaKTHKY XpaHEHHUS;
TpenaparosB:

nyHKT 49 INpaBun Hapexainei
NPaKTUKH XpaHEHUS
MPOMapKUPOBAHbI TH? nyHKT 29 [IpaBun Haanexamekn
NPAKTHKH XPaHEHHS;
nyHKT 49 [TpaBun HajuIexamen
NPAKTUKH XpaHEHUS
HUMEIOT N4 CTeIaKHBIe KapThi? | myHKT 29 [IpaBun Hagnexaumei
NPAKTHKH XPaHEHHS;
myHKT 49 [paBun Hagnexamen
NpaKTHKU XpaHEHUs
MIPHMEHSETCA JIN 3JEKTPOHHAS nyHKT 29 [Ipasun Hagexamen
cucTeMa (IpY MIOMOLIH KOAOB) | TMPAKTHKYU XPaHEHHS,
06paboTKH TaHHBIX BMECTO
CTETKHBIX KapT? nyHKT 49 IpaBun HapIexKaleH
NPAKTHKH XpaHeHHUs
41 |MMeroTcs MM JOKYMEHTHI, myHKTHI 41-43 TIpaBun Hajiexamen

TNIPaKTUKH! XpaHEeHHS,

myHkThI 6, 7 [IpaBu Hafexauei

AUCTPUOBIOTOPCKO# NMPAKTHKH

CTAaHAAPTHBIC ONICPAIINOHHLIC

nyHKThI 41-43 [TpaBun HamIexauei

jnpouenypsi (COIlb1)? NPaKTUKH XpaHEHHS;
HyHKTH 6, 7 [IpaBun Hapnexamei
JUCTPUOBIOTOPCKOH NPAKTHKH
[MHCTPYKLMU? nmyHKTHI 41-43 TpaBui Hagnexaueu

MPaKTHKH XpaHEHUS

myHKTeI 6, 7 [IpaBuin Hagnexame#

AUCTPUOBIOTOPCKOM MPAKTHKH




Yy PYKOBOAHMTENS
opraHu3alié (3a HCKITIOYEHHEM
MEJULMHCKUX  OpraHu3aLuii),
NeATEeNbHOCTh KOTOpOTo
HEMOCPE/ICTBEHHO CBf3aHa C
ONTOBOH TOpropiuei
JIEKapCTBEHHBIMH  CPEACTBaMH
Uit METULIHHCKOTO
NMPUMEHEHUS, WX XpPaHEHHUEM,
NEPEeBO3KOH U (W) PO3ZHHYHOH
TOProBje  JieKapCTBEHHbIMH
npenaparamu st
MEJULMHCKOTO NPUMEHEHHS, HX
OTITYCKOM, XpaHeHHEM,
NIEPEBO3KOM Y M3TOTOBIECHHEM:
- Bblculee (hapMalEeBTHYECKOE
oOpa3zoBaHMe M CTaK paboThI
N0 CHELUANbHOCTH HE MeHee 3
net; nbo

- cpenHee (apMaLEBTHYECKOE
obpazoBanre M crTax paboTHI
MO CHELMATBHOCTH He MeHee 5
Jner;

-cepTUdHKAT CrHeLHaTUC
(cBHOETENBCTBO 00 aKKpeAWTAL

crienuanucra)?

16
A2 Hmeetcsa mu  paspaboraunbiid U | nyukr 24 ITpaBun Hagnexaumeit
YTBEP)KACHHBIN KOMIUICKC Mep, | NPAKTHKH XPaHEHHS,
HaTpaBJIeHHbIN Ha
MMHHUMH3ALUIO PUCKA TTYHKTBI 6, 7, 80 I'Ipanl Ha,rmexcameﬁ
KOHTAMMHALYAH JIEKAPCTBEHHBIX | AMCTPHOBIOTOPCKOM MPaKTHKH
TNIpenapaToB, ¢ Y4E€TOM yCIOBHIt
cOOMOCHN 3aLUTHI OT
¢akTOpOB BHELIHEH Cpeibl C
oopMiIeHUEM TOKYMEHTOB
43  |Peructpupyrorcs jM pesynastarsl | MyHKT 21 [IpaBui Hamiexamewn
TEMIIEPATYPHOTO KAPTUPOBAHKA | MPAKTHKH XPaHECHUS;
U BI2XXHOCTH B CMICLIUATEHOM
KypHas (kapTe) peructpaui Ha | myHKT 23 IIpaBun Hauiexamen
OymaxkHOM HocuTesie U (WiH) B MIPaKTHKYU XPaHEHUS;
9JIEKTPOHHOM BHJIE €XKEHEBHO, B
TOM YHKCJIE B BBIXOIHbIE H myHKT 7 [IpaBun xpaneHus
npa3AHAYHbIE THU? NEKapCTBEHHBIX CPEJCTB
44 | Umeercs 1

HMoamyHkT «B» MyHKTa 4, NOAITYHKT
«u» nyHkTa 5 Tlonoxenus o
JHLIEH3UPOBAHHH (apMalleBTHYECKOM
NEATEeIIbHOCTH, YTBEPHKIECHHOTO
noctaHoBneHneM [IpaBUTenbCTBa
Poccuiickoii ®enepauuu ot 22.12.2011
Ne 1081 (Cobpanue 3aKOHOAATENIBLCTBA
Poccuiickoii ®enepanuy, 2012, Ne 1,
cT. 126) (nanee [TonoxxeHue o
JMLIEH3UPOBaHUH (hapMalieBTHUECKOH
JIEATENIBHOCTH);

mynkth! 7. 8 IlpaBun
Hajanexaniei NpaKTHKY
XpaHeHUs
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45

HUmerotcs 1My couckatens
JMYLEH3UW/TMLIeH3HaTa
pabOTHHKH, 3aKIIOYHMBILHE C
HHUM  TPYAOBBIC  JOrOBOPBI,
JeATEIBHOCTD KOTOpPBIX
HETIOCPEACTBEHHO CBf3aHA C
ONTOBOH TOpro.iei
JICKapCTBEHHBIMH  CPEACTBAMH
JUis MEULIMHCKOTO
MPUMEHEHUS, UX XPAHEHHEM H
(unu) po3HUYHOM TOProBicH
JICKapCTBEHHBIMM TIpeniapaTaMu
TS MEIULHHCKOTO
TMPUMEHEHUS, HX  OTIMYCKOM,
XPaHEHHEM H H3TOTOBJICHHEM,
UMEIOLLHE:

- BbICIIICC HIIH
thapMaleBTHUECKOE
obpaszoBanue;

- cepTHHMKAT CHELHAIUCTA
(CBHIETENBCTBO 06
aKKpeIuTaLHy crieruanicTa)?

cpenHee

TMoanyHKT «A» MyHKTa 4, W OAMYHKT

«» nmyHkTa S TlomoxeHus;

0 JTMLCH3UPOBAHUH (hapMaLeBTHIECKOH

JEATENBHOCTH;

nyHKTsI 7, 8 TpaBun
HaUTeXAMEH NPaKTHKH
XpaHEeHHS

46

HUmeer M COMCKaTENb
JULEH3UH/THIIEH3HAT
JIOCTATOYHOE KOJIHYECTBO
KBaTH(HULIHPOBAHHBIX
paboTHuKOB, mns obecneueHus
ero JEATENLHOCTH o
JUCTPHOBIOIMH IEKAPCTBEHHBIX
Cpe/ICTB Ha BCeX ee 3Tamnax?

nyHKT 22 [paBun Hapexamen
IUCTPUOBIOTOPCKOH NMPAKTUKU

47

HUmerorcs 1M JODKHOCTHBIE
HHCTPYKIIHM Ha pabOTHHKOB,
3aHHUMAIOIIMX KTIIOYEBBIE
JOJKHOCTH, B KOTOPBIX
OTIPENESIOTCH UX JOTDKHOCTHBIE
00A3aHHOCTH, @ TaKXKe MOPANOK
1.4 3aMelleHus JPyTHMH
pabotuukamu?

nyHkT 8 [Tpasun
HaJJieKalleH NIPaKTHKH
XpaHeHuUs;

nyHkT 24 [paBun Hazuiexaiei
IHCTPHOBIOTOPCKOH NMPAKTHKH

48

OdopmieHa A U yTBEp)KIEHa
PYKOBOJHUTENEM
OpraHu3alMOHHas
couckaresns
JMLCH3UW/TMLEH3HaTa B BHIE
CXEMBI?

CTpyKTypa

myskt 23 [TpaBun Hajiexauiei
JAUCTPUOBIOTOPCKOH NMPAKTHKK

49

HUmeercs nu  IulaH-rpaduk

NpoBefeHUs  TIEPBUYHOH M
MOCTEIYIOLIHX MOATrOTOBOK
(MHCTpyKTaXeil),  mporpamMma
o0yuyeHus nepcoHaa,
YTBEPX/JICHHBIE PYKOBOAMTENIEM
cybpexTa obpaueHus

JICKAPCTBEHHBIX CPEACTB Ui
MECIOULHHUHCKOro HpHMeHCHHﬂ?

nyHkT 10 Ilpasun
Ha/yIeXallei paKTHKU
XpaHEHHUS;

myHkr 25 TIpaBun Haiexanie
JUCTPUOBIOTOPCKOM MPAKTHKH
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VYCTaHOBJIEHO COOTBETCTBHE/HECOOTBETCTBHE COMCKATENd JIMICH3MM/JMIEH3WATA JIUICH3HOHHBIM
TpeOOBaHUAM, TIPEAYCMOTPEHHBIM MOCTaHOBIcHHEM IlIpaButenscTBa Poccuiickoit  ®enmepauuun  «O
JMHIEH3UPOBaHAH (hapMaLeBTHYECKOM AesTeNbHOCTHY OT 22 nekabps 2011 r. Ne 1081 (HykHOE BHIICTHTD)

(IOMXHOCTHOE JIMIO, TPOBOAMBILEE (1oaNKcE)
OLIEHKY COOTBETCTBHUSA U 3aII0JHHBINECE
OLIEHOYHBIH JIHCT)

Jata 3anosHeHUs OLEHOYHOI0 JIMCTa

« » 20 r.
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[Mpunoxenne Ne 2
K nprkazy PenepanbHOi CIy X065t
10 Haa30py B chepe 3ApaBOOXpaHECHHS

ot JRL AN ST

®opma

OueHo4Hbl# JHCT,

B COOTBETCTBHH ¢ KOoTOpbIM PenepanbHoii ciry:x00ii mo Haa3opy B chepe
31PaBOOXPAHEHHS H €€ TEPPHTOPHAILHLIMH OPraHaMH NPOBOJAHTCH ONEHKA
COOTBETCTBHSA COHCKATEJIS JHIECH3HH HJIH JIMIEH3HATA JIMIEH3HOHHLIM
TpeOOBaHHSIM NPH OCYIIECTBICHHH hapMaleBTHICCKOH AeATEJLHOCTH ANTEYHbIMH
OpraHHU3aNHUsAMH, IOABEJOMCTBEHHbIMH ¢eepajJibHBIM OPraHaM HCIOJHHTEILHOM
BJIACTH

1.®opMa mNPOBOAUMON OLIEHKM COOTBETCTBHs COUCKATENd JIMLECH3HH WIH
JUIEH3MaTa JMIEH3HOHHBIM TpeOOBaHMAM?, pErHCTPAllHOHHBIA HOMEpP M JaTa
pErMCTpaliy 3asBlieHHs O TMPEIOCTaBIEHNH JIULIEH3UN (BHECEHHE M3MEHEHHMI
B peecTp JTUIeH3UH):

2. Tlonnoe winu (B cioy4ae, eClIM HMeEETCA) COKpAIlEHHOE HaWMMEHOBaHHWE, U
OpraHu3allHOHHO-TIpaBoOBas opMa IOPUANYECKOTO JIHILIA, aPEC €T0 MECTa HAXOXK/ACHNU,
OCHOBHOM rocy1apcTBEHHBIH PErMCTPALMOHHbINH HOMep ropuaudeckoro jauna (OI'PH):

3. Anpec (ampeca) MeCT OCYLIECTBICHHUS JIMLEH3UPYEMOT'0 BIIa NEATENBHOCTH:

4. Mecto (MecTa) IpOBe/ICHHs OLIEHKM COOTBETCTBHS JIMLIEH3HOHHBIM TPeOOBaHUAM
C 3alI0JIHEHHEM OLIEHOYHOTO JINCTA:

5. PeKBM3MTHl pEINEHUS O IMPOBEIEHHUH OLICHKH COOTBETCTBHS JIMICH3MOHHBIM
TpeGOBaHWsM, NIPHHSATOrO YIIOJTHOMOYEHHBIM JIOJDKHOCTHBIM JiMIOM Poc3apaBHan3opa
(TeppUTOpHATEHOTO OpraHa):

2B cooTBETCTBHM ¢ 4acThio 3 cTathh 19.1 ®enepansHoro 3akoHa ot 4 Mas 2011 r. Ne 99-03 «O nMUeH3MpPOBaHHH OTACTIBHBIX
BHIOB HeaTensHOCTH» (CoGpaHme 3akoHomatenbcTBa Poccuiickoit @epepammm, 2011, Ne 19, cr. 2716; 2021,
Ne 24, ct. 4188).
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6. JlomxHOCTh, ()aMUIMs, UM OT4ecTBO (TIpU HANMYMM) NOJDKHOCTHOTO JHIA
Poc3npaBHan3opa (TEPPUTOPHAIBHOTO OpraHa), NPOBOASIIEIO OLEHKY COOTBETCTBMS
JIMLIEH3UOHHBIM TpeboBaHUAM H 3aIOJIHAIOLIETO OLIEHOYHBIH JIUCT:

7. CHOHCOK KOHTPOJBHBIX BOIPOCOB, OTBETHl HA  KOTOpbIE  JOJDKHBI
CBHJIETEIHCTBOBATh O COOTBETCTBHM (HECOOTBETCTBHH) COMCKATEJS JIMICH3MH HIIH
JIMLIEH3UATa JTUIIEH3HOHHBIM TPeOOBaHUAM:

CIIMCOK KOHTPOJIBHBIX BOMPOCOB, OTPaXKAIOLHX PekBH3HTHI OtBeThl Ha BOTPOCH | IMpume

Ne COEPKAHKE JIMLICH3UOHHBIX TpeOoBaHHH HOPMATHBHBIX 0 COOTBETCTBHH | waHue
wn NPaBOBBIX aKTOB C (HECOOTBETCTBHH)

yKa3aHHEM HX JHULIEH3UOHHBIM

CTPYKTYPHBIX €MHHL, TpeGoBaHUAM
KOTOPBIMH na | mer |Henpume
YCTaHOBJIEHBI HHMO
00s3aTeNbHbIC
TpeboBaHus

VTBepXAEHbl 14 pyKoBoauTeneM cyObekra | myHKT 3 Ilpasun
O6pallleHH$l JICKapCTBEHHBIX CPEeACTB | Hamexaleil NPaKTHKH
CTaHJapTHBIC OMNEPALMOHHBIC TIPOUCAYPHI | xpaHEHHS H MEPEBO3KH

(nanee — COII)? JIEKapPCTBEHHBIX
B TOM YHCJI€ A/ BBIIIOJIHEHHS pabor,

nipenaparos Wis
Ka3bIBaeM
Z) BIBAEMbIX YCIIYT, COCTAB/IAIOMINX Me TULIHHCKOTO
apMaLEeBTUYECKYIO JEATEABHOCTD;
pMmal Yo A > MIPUMEHEHHS,
- XPaHCHHE JICKAPCTBEHHBIX NPENAPATOB Ul | o o om
MERULIMHCKOTO IIPUMEHEHHA; )I\I/I P P
- NepeBO3Ka JICKapCTBEHHBIX NPENaparoB Uid HHUCTEPCTRA
31paBOOXPaHEHHS

MEJHLIMHCKOTO IPUMEHEHHS;
- pPO3HMYHA TOPrOBJA JIEKAPCTBEHHBIMU Poccutickoii denepaimu ot
npenaparamu ans meuumnckoro | 31 aBrycra 2016 r. Ne 646H
NpUMEHEHUS (3aperucTpupoBaH
MHHHCTEPCTBOM IOCTHIHH
Poccuiickoii denepanuu 9
suBaps 2017 r.,
perucTpaLHoHHbIH No
45112) (nanee - IlpaBuia
HaJiyTesKaulei IpaKTHKH)

myHKT 4 [IpaBun
HajeXalei anTeyHou
TIPaKTHKH JIEKAPCTBEHHBIX
npenapaTos Jyis
MEIULIMHCKOrO
NIpUMEHEHHS,
YTBEPKACHHBIX MPHKA30M
MuHucTepcTsa
3ApaBOOXPAHEHHS
Poccuiickoit denepauyu OT
31 aBrycra 2016 r. Ne 6471
(3aperucTpupoBaH
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MHHHCTEPCTBOM IOCTHLINH
Poccuiickoii ®enepauun 9
suBaps 2017 r.,
perucTpaLMoHHbIN Ne
45113) (nanee - IIpaBuna
HaaJie)XameH anTe4yHou
NIPAKTHKH)

OnpeneneHa M OTBETCTBEHHOCTh
pabOTHHKOB CyObeKTa oOpatueHus
JIEKapCTBEHHBIX IIPENapaToB 3a HapyLICHHE
TpeGoBaHuii, ycTaHOBNIEHHBIX [IpaBruaamu
HaJUTeXallleil NpaKTUKU XpaHeHHs?

MOAMYHKT «O» MyHKTa 4
IlpaBun Hamexawei
MPaKTHKH XPaHEHHMS;

HasnaueHo nu pykoBoauteneM cyonekTa
o0palieHus JIeKapCTBEHHBIX CPEICTB JIMIIO,
OTBETCTBEHHOE 3a BHeJpeHHe U obecnieueHne
CHUCTEMBI KauecTBa?

nyHKT 5 Ilpasun
HajUIexalle NpakTHKU
XpaHEHHS;

nyHKT 10 IlpaBun
Ha/ANIeXallel anTeyHon
NPaKTHKH

YTBepKAEHbI I PYyKOBOAMTENEM CyOBeKTa
PO3HUYHO# TOPrOB/IH JOKYMEHTHI 1O

3¢ ()EKTUBHOMY LUIaHUPOBAHHIO
AeATETbHOCTH, OCYIIECTBICHHUIO NPOLECCOB
obecrieueHUs CUCTEMbI KauecTBa 1
YTIPaBIICHHS HMHU B 3aBUCHMOCTH OT
byHKUMH peanusyeMbIX CyOBeKTOM
PO3HHYHOM TOProBan?

nyHkt 5 [Tpasun
HaJUIeXKallei anre4Hoi
MPaKTHKH

O6ecneyuBalOT JI MOMELIEHHS U1 XpaHEHUs
JICKapCTBEHHBIX  MpernapatoB 6e3omacHoe
pasie/lbHOE XpaHeHHE ¢ IepeMeILeHHe
JIEKaApCTBEHHBIX NpenapaToB?

nyHkT 12 [IpaBun
HaJJIeXalleH NPaKTHKH
XPaHEHHS;

myHkT 19 IlpaBun
HajJiexKalleld anTeyHoH
TIPAKTUKH

HmMetoTcs 1 noMenieHus (OTCeKu) 1
XpaHEeHHs OrHEOMACHBIX H B3PhIBOOMIACHBIX
JIEKAPCTBEHHBIX CPEICTB C MPEIEeSIOM
OFHECTOMKOCTH CTPOUTENHbHBIX KOHCTPYKLIMH
He MeHee | yaca?

myHkTs 11, 12 [IpaBun
HaJUIeKallel NpakTHKY
XpaHEHHUs;

nyHKT 14 Ilpasun
XpaHEHHS JIEKAPCTBEHHBIX
CPEACTB, YTBEPKIACHHBIX
npuka3om MuHHCTEpCTBA
3paBOOXPAHEHHA H
COLIMAIBHOTO Pa3BUTHS
Poccuiickoit deaepauuu oT
23 aerycra 2010 r. Ne 7061
(3aperucTpupoBaH
MuHHCTEPCTBOM IOCTHLIMH
Poccuiickoii ®eaepaunn 4
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okTsa6ps 2010 r.,
PErHCTPaLIMOHHBIH Ne
18608), ¢ n3MeHeHHIMH,
BHECEHHBIMH TPUKa30M
Munucrepcraa
3/IpaBOOXpaHEHUS H
COLMANIBHOTO Pa3BUTHS
Poccuiickoii Penepaiyiy oT
28 nexabps 2010 r. Ne
12218 «O BHECEHUH
usMmeHenwi B Ilpasuna
XPaHEHUs JIEKAPCTBEHHBIX
CPE/ICTB, YTBEP)KICHHbBIC
ITpukazom MunuctepcTba
3/IpaBOOXPaHEHHA H
COLIHAIBHOTO Pa3BHTUSA
Poccwuiickoii @enepanuu oT
23 arrycta 2010 1. Ne
706n» (3aperucTpHpoBaH
MHHHCTEPCTBOM IOCTHIIHH
Poccuiickoii @enepauuu 4
terpansa 2011 r.,
PerucTpaLioHHbIH Ne
19703) (nanee — IlpaBuna
XpaHEeHUs JIeKapCTBEHHBIX
CPEeACTB)

7 Hmeetcs nu 0603HaueHHas 30Ha WK nyHKTHI 14, 16 IIpaBun
OTAEJIEHOE MOMELICHUE IS IPHEMKH HaanexaleH npakTHKH
JIEKapCTBEHHBIX NpenapaToB? XpaHEeHU;

myHKT 24 [IpaBun
HaJJIeXxalel arnreyHoH
NPAaKTUKH
8 |Mmeercs iim 0603HaUEHHAA 30HA WIH myHKThI 14, 16 Ipasun
OT/eJIbHOE TOMEeLIeHHE, 00ecneYHBalomue HaJUIeXKALIECH MPaKTHKH
TpeOyeMble YCIOBUA XpaHeHHUs JIEKAPCTBEHHBIX| XPAHEHHA;
[IperaparoB, A1 KapaHTHHHOrO XpaHEeHHs myHKT 24 IlpaBun
JIeKapCTBeHHbIX MpenapaTtoB? HaJUIeXKaIIeH anTeyHoH
NPaKTHUKH
9 |HMmeercs i y cyObekTa po3HHUHO#M TOprosan | myHkT 24 I1pasun
IeKapCTBEHHBIMM NpenapaTaMu 1jis HaJUIeXalllei anTeuyHoM
MEIULIHHCKOTrO MPHMEHESHH 30HAa TOPrOBJIM NPaKTHKH
TOBapaMM anTeYHOro aCCOPTHMEHTA C
obecrieyeHHEM MECT XPaHEHHS, HE
OIMyCKaIOLUMM CBOOOAHOrO JOCTyNna
MoKynaresiel kK ToBapaM, OTIIyCKaeMbIM, B TOM
vucie no peuenty?
10 |Bce nomereHHs Cy6beKkTa pOZHHUHOH nyHKT 20 [Ipasun

TOPTOBJIH:

- PacmoJIoKEeHb! B 3JaHUH (CTPOCHHH) H
(yHKLHOHAIBHO 00BETUHEHBI?

HaJyuIexallei anre4Hoi
NMpPaKTUKA




- M30JIMPOBaHBI OT JPYrUX OpraHu3aLuii u
oOecrieuuBaTh OTCYTCTBHE
HEeCaHKLIHOHHPOBAHHOTO JIOCTYNA
NOCTOPOHHHUX JIMLL B TOMELIEHUA?

23

11

CyObeKT pO3HUYHO# TOProBIIH MPEXyCMOTpEST
BO3MOXHOCTH 00ycTpoiicTBa
OecrpensITCTBEHHOro BXOa U BBIXOAA JUIs JIML(
C OrPAaHUYESHHBIMH BO3MOXKHOCTSAMH B
COOTBETCTBHH C TpeOOBaHUAMH
3aKOHO/IATEe/IbCTBA O 3aLHTEe HHBATUAOB?

nyHKT 21 [IpaBun
HaJUIe)KaleH anreyHon
MIPaKTHKH

12

Cy6beKT pO3HUHHOI TOProBIiu:

- OpraHU30Baj BO3MOXKHOCTh BbI30Ba
(bapMaueBTHYECKOrO pabOTHHMKA 1
00CITy>KMBaHHUA JIML C OrPaHHYEHHBIMH
BO3MOXXHOCTSIMH B CJIy4ae OTCYTCTBHS
BO3MOXKHOCTH O0YCTPOMCTBA A1 YKa3aHHBIX
nui] GecnpenaTCTBEHHOTO BX0/ia U BbIXoAa?

nyHKT 21 [IpaBun
HaUIeKalel anTeyHoi
NPaKTHKH

13

CyOBEeKT pOZHUYHOH TOPrOB/IM UMEET BHIBECKY
C YKa3aHUEM:

a) BUJAa aNTEYHOH OpraHu3aldi Ha pyCCKOM H
HaLIMOHAIILHOM A3bIKAX: « ANTEKa» WIN
«ATITEYHBIH MyHKT» WIH KANTEYHBIH KHOCK»;
6) nonHoOTO U (B Clyyae, eCly UMeeTcs)
COKpalleHHOro HAaUMEHOBAHUA, B TOM YHCIIE
(bHUpMEHHOro HaMMEHOBAHUA, U
OpraHM3alMOHHO-NPaBOBO (OpMBI CyOBeKTa
PO3HMYHOH TOProBiH;

B) peskuma paboThl;

r) HHpopMaimu 0 paboTe B HOYHOE BpeMs (B
ciydae paboTel B HOUHOE BpeMs)?

nyHKT 22 [Ipapun
HajUlIeXalei anTe4Hoil
NPaKTHKH

14

B noMmeleHuax cyObeKTa po3HUYHOI
TOPrOBJIH, NPeAHA3HAYCHHBIX IS
M3rOTOBJICHHUA JICKAPCTBEHHBIX MPENapaTos,
MOBEPXHOCTH CTEH U TIOTOJIKOB IIIafikue, 6e3
HapyIIeHUS LEeTOCTHOCTU MOKPBITHS
(BOZIOCTOMKHE KPACKH, IMaIH WIIH KadenbHbIe
r1a3ypOBaHHbIE MIUTKH CBETIIBIX TOHOB),
OTAeIaHbl MaTepUallaMH, JOIMyCKAOLIMMH
BITOKHYIO YOOPKY C MPHMEHEHHEM
ne3sHHPUUHPYIOLIHX CPEACTB
(HerJy1a3ypoBaHHas KEPaMHUYECKas IUIMTKa,
NMHOJIEYM C 0053aTeNbHOMN CBAPKOH IBOB HITH
npyrue mMarepuainsi)?

myHkT 27 [Ipasun
HaJTIeKaLIei anTe4YHON
MPaKTUKH

15

OTBEYAIOT JIH ITIOMELUEHHS, a TAKKE

060pyAOBaHKE, UCTIONB3YEMOE CyOBEKTOM
PO3HHUYHOI TOPrOBIIM NMPH OCYHIECTBICHAH
NesaTeNbHOCTH, CAHUTAPHBIM TPEGOBAHHAM

MOXKAPHOM 6€30MacHOCTH, a TaKXKe TEXHHKE

nyHKT 30 [IpaBun
HaJyIeKaLei anreuHoi
MPaKTUKH
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0€30MacHOCTH B COOTBETCTBHH C
3akoHOMaTENbCTBOM Poccuiickoit Deneparuu?

16

[TomeleHus cy6beKTa pOZHHYHOM TOPrOBIIH
OCHAILIEHbl CHCTEMaMH OTOILIEHHUS H
KOHIULIMOHUPOBaHUS (TMPH HATMYHH),
€CTECTBCHHOH WY PHUTOYHO-BBITSHKHOM
BEHTWIALKEH (Npy HaIU4KK)?

myHKT 26 [TpaBun
HaJUIeXKallleli anTedHoMn
MPaKTHKH

17

O6opynoBaHHe B CyObeKTe PO3HUYHOM
TOPrOBJIM YCTAaHOBJIEHO HA PACCTOSIHHH He
MeHee 0,5 METpOB OT CTEH, YTOOBI MMETh
OCTYI A1 OYHCTKH, Ie3UH(EKIMH, peMOHTa,
TeXHHUECKOTO 00CITY)KUBAHUs, TOBEPKH 1
(vnu) xanubpoBkH 060pyAOBaHHS,
obecrieynBaeT HOCTYI K TOBapaM arTeqHOro
acCOPTHMEHTa, CBOOOJHBIH IPOX0],
paboTHMKOB?

nyHKT 31 ITpaBun
HaJUIeKaIIeH anTeyHoMH
NIPaKTUKH

18

Toproeoe moMenieH’e U (WiK) 30Ha CyOBeKTa
[PO3HHYHOM TOProB/IK 000pyAOBaHbI
BUTPHHAMHU, CTEJUIKAMHU (TOHZOAMH) - TIPH
OTKPBITOH BBIKJIaJIKE TOBapa,
00ecreyrBalOIMMU BO3MOXHOCTB 0030pa
TOBApOB aNTEYHOTO aCCOPTUMEHTA,
pa3peLleHHBIX K NpoJae, a Takke YA00CTBO B
pabore s pabOTHHKOB CyObeKTa pO3HUYHOIM
TOProOBIU?

nyHKT 34 [IpaBun
HaJUIeKAlleH arTeyHoH
MPaKTHKH

19

OGecne4eHo i OTCYTCTBHE AOCTYTA K
leKapCTBEHHBIM NpenapaTaM, OTITyCKaeMbIM
[0 PeLeNTy Ha JieKapcTBEHHBIH npenapar?

myHKT 36 IlpaBun
HaJUIeXKalllell anTevyHoH
TIPaKTHKH

19.1

ObecneueHo JId pa3MeLLEeHNe
JIEKapCTBEHHBIX TNPENapaToB, OTIYCKaeMBIX
10 peLienTy Ha JIeKapCTBEHHBIH Mpenapar,
OTAEJBHO OT 6e3peLenTypHbIX
JIEKapCTBEHHBIX MPENnapaToB B 3aKPhITHIX
mkadax ¢ OTMETKOH "o peuenty Ha
JIEKapCTBEHHBIH Npenapat”, HAHECEHHOM Ha
MOJIKY WIH Kad, B KOTOPBIX TUIAHHUPYETCS
pa3MellaTh TaKUe JIeKapCTBEHHBIC
npemnaparbi?

nyHKT 36 [IpaBun
HaIeKallei anTeuHoi
MPaKTHKH

20

Hmeercs n1u 0603Ha4€HHAs 30Ha HIIH
OTZAEIbHOE MOMELIEHHE, 00ECTIEYHBAOLLIHE
TpeGyeMble YCIOBUS XpaHeHHs
JIeKapCTBEHHbIX MPenapaToB, s
KapaHTHHHOTO XPaHEeHHS JIEKapCTBEHHbIX
npenapartoB?

nyHKTHI 14, 16 IIpaBun
HaJUIeKALICH TPaKTHKH
XpaHeHHs;

nyHKT 24 Ipasun
HaIeXKAalleH anTeqHoM
MPaKTUKH
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21 | AmeeTcs 4 B MOMEICHHAX H 30HAX, nyHKT 17 IpaBun
UCTIONB3YEMBbIX [T XpaHEHUs Hazyiexxale pakTHKH
JIEKapCTBEHHBIX NPENapaToB OCBELICHHE? XpaHeHHS;
nyHKT 28 IpaBun
HaJIeKallel anTeyHon
NPaKTHKU

HmeroTcs u agMUHHCTPaTHBHO-OBITOBBIE myHKT 19 IlpaBun

22 | nomelueHuMs, OTAEIEHHBIE OT 30H XPaHEHHUA HaJUIeXKALIEH IPaKTUKH
JIEKapCTBEHHBIX MpernapaTtoB? XpaHCHUA

23 | Mmeetca nm otaenbHas 30Ha (nomeweHue, | myHkrt 25 [1paBun
wkapp) A XpaHeHUs 00OpYHOBaHHA, | HAJUIEKALIEH IPAKTHKH
UHBEHTaps M MarTepuanoB s yOopku | XpaHeHUs
(ouncTKHM), a  TaKKe  MOIOIMX H
AE3UHQULMPYIOLIHX CPeICTB?

24 | IlpoBoautcs nu y6opka nomeuieHuit (30H) myHKT 25 [TpaBun
JUIS XpaHEeHHS JIEKAPCTBEHHBIX MPENapaToB B | HaJJIeXKallleH MPaKTHKH
cootBercTBHU ¢ COllamu? XpaHEHHUS

25 | ObecnieunBaer v yctaHoBka o6opynoBanus | myHkt 10 IIpaBun xpaHeHus
JUIS XpaHEHHS JIEKAPCTBEHHBIX CPEJICTB B JIEKapCTBEHHBIX CPEACTB
MOMELICHHAX JOCTYMHOCTDb 1A MPOBEICHUS
ybopku?

26 | Homyckaer M ormenka — momelueHMi | myskr 25 IlpaBun
(BHYTpEHHHE MOBEPXHOCTH CTEH, MOTOJIKOB) | HaznexaleH MpakKTHKH
NS XpaHEHHS JICKAPCTBEHHBIX MPENapaToB | XpaHEHHUS;
BO3MOXHOCTb MPOBEACHHUS BIAKHOH yOOopKn?
TyHKT 6 [IpaBun xpanexuns
JIEKapPCTBEHHBIX CPEJCTB
O6ecnieueHa Jiy 3alIMTa MOMELIEHMH 115 nyHKT 26 [paBun

27 | xpaHeHHs NIeKAPCTBEHHBIX MPENapaToB OT HaJuIexallei MpakTHKH

MMPOHUKHOBEHH HACEKOMBIX, IPhI3yHOB WJIM | XPaHCHHUS;
JPYTUX )KUBOTHBIX? myHKt 27 [TpaBun .
HaJyIeXcalnei anTe4Hon
NPaKTUKH
28 | Umeercs tu Heobxonumoe ob6opyaoBaHue, myHkT 11 ITpaBun
npHHaAiexaliee cy6bekTy obpaiieHus Haanexauei npaKTHKH
JIeKapCTBEHHBIMM TperiapaTaMH Ha NpaBe XPaHEHHS;
cOOCTBEHHOCTH WM Ha HHOM 3aKOHHOM myHKkThl 29, 30, 34 IlpaBun
OCHOBaHUH? HajyIexallei anTeyHou
MPaKTUKU
Hmetorcs 14 noMeuieHHs AJ1s XpaHEHHUs myHkT 17 IIpasun
29 | orHeoracHbIX ¥ B3pBIBOONACHBIX

JIeKapCTBEHHBIX CPE/ICTB, 000pYAOBaHHBIE
HECropaeMbIMHU M YCTOHYHMBBIMH CTE/IaXKaMHU
¥ MOJJIOHAMH MOJ{ COOTBETCTBYIOILYIO
Harpysky?

XpaHEeHHsI JICKAPCTBEHHBIX
CpencTs
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30 | OcHameHsl 1M noMeleHHs A8 XpaHeHus | myHkT 37 [paBun
JIGKapCTBEHHBIX CpelncTB mpubopaMH Ui | HauleXKallei NPaKkTHKH
perucTpalyy napameTpoB Bo3gyxa: XpaHEeHHUS;

nyHKT 7 [IpaBun xpaneHus
JIEKapPCTBEHHBIX CPEACTB
TEPMOMETPEI? nyHKT 37 [Iparun
HajuiexalleH NpakTHKu
XpaHeHus;
myHkT 7 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB
THIpOMETPBI? nyHKT 37 [pasun
HaJJexalleH MpaKTHKH
XpaHeHHS;
nyHKT 7 [IpaBun xpanenus
JIEKApCTBEHHBIX CPEACTB
TEPMOTHIPOMETPBI? nyHKT 37 Ilpasun
HaJUIe)KAaIei NPaKTHKH
XpaHeHus;
nmyHKT 7 IIpaBun XpaneHus
JIeKapCTBEHHBIX CPEACTB
3JIEKTPOHHBIE TUTPOMETPHI? myHKT 37 [IpaBun
Haanexaliei nNpakTHKH
XpaHeHus;
myHKT 7 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB

31 | Pa3mewueHsl id U3MEPHUTEIBHBIE YaCTH nyHKT 7 [1paBun xpaHeHus
npuGOPOB s pETHCTPaLiH [TAPaAMETPOB JIEKapCTBEHHbIX CPEACTB
BO37yXa Ha PacCTOSHHM He MeHee 3 M OT
ABepeii, OKOH U OTOMNUTENbHBIX NPHOOPOB U
Ha Bbicote 1,5 - 1,7 M oT nona?

32 | Umeetcs nu xonoauibHoe oGopyaoBanue (¢ | myHkTsI 21, 36, 37 IIpasui
yKa3aHHeM HauMEHOBaHMs, MapKH, HaJIeXalled NpaKTHKH
WHBEHTApHOI'0 HOMEpa, TEMIICpaTy pHOTO XpaHCHHUA
pexuMa, EMKOCTH) C pa3MELIEHUEM H
06Cy’>KMBaHHEM COTJIACHO JOKYMEHTalUH
10 €r0 UCTIONb30BaHHIO (IKCILTyaTaluH):

XOJIOAMIbHBIE KaMephi? myHKThl 21, 36, 37 I1paBun
HaJuIeKaleH MpakTHKH
XpaHEHHA
dapMmarieBTHYECKHE XONOAMWIbHBIE MIKads! WM | myHKTHI 21, 36, 37 INpasun
XOJIOAWIBHUKH? HaJUTeXxaliel MPaKTHKH
XpaHEeHHUs
33 | Umeetcs cucTeMa KOHAMIIHOHUPOBAHHUS B nyHKTHI 21, 36, 37 IpaBun

MOMEILEHUAX JJI XpaHeHHS JIEKapCTBEHHBIX
cpencts?

HaJIeXalleH npakTHKY
XpaHeHU;

myHKT 4 IIpaBun xpaHeHus
JIeKapCTBEHHbIX CPEACTB
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34 | UMeercs 1M cucteMa BEeHTHISAUMH B nyHkTsI 21, 36, 37 [IpaBun
MIOMELICHHUAX U1 XPaHSHHUS Hajle)KalleH NPaKTHKH
TIEKAPCTBEHHBIX CPEACTB? XpaHeHMS;

nyHKT 4 IlpaBun xpaHeHus
JIEKApCTBEHHBIX CPEICTB

35 | Mmeetcs nu cucTemMa KOHTPOJIs JOCTyMA B ITynkret 27, 37 ITpaBun
MOMELIEHHUS AN XPaHEHHS JIEKAPCTBEHHBIX | HajJiexKalleH NMpakTUKU
cpeacTs (30HbI)? ' XPaHEHHs;

nyHkt 32 [Tpasun
HaJuIeXauleH anTe4HoH
NPaKTHKH

36 | Mmeetcs nu niomOup (win nevats) ais myHKT 31 Hpasﬁn
oleyaThiBaHHA IKa$OB WM NOMELICHHH, B HaTeKaleH
KOTOPBIX XPaHSATCS JICKAPCTBEHHbIC MPaKTHKH XpaHCHHS
Hpenaparsl, NOAIeXKaLHe IPEMETHO —

KOJIN4ECTBEHHOMY Y4eTy?
37| HUmeercsa nu oGopynoBaHue A1 XpaHCHUA nyHKT 31 IlpaBun
JIEKAPCTBEHHBIX MpenapaToB (CTeJLIaxH, HaJUTe)xaten
mKagbl, TOAIOHBI) TIPaKTHKH XPaHEHHS;
myHKT 29 IlpaBun
HajIexatieii NpakTHKH
XpaHeHHS;
nyHKT 5 ITpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB
37, UMeroTCs M METAJUIMYECKHE HITH IMynkr 31 Ilpasun
JepeBsHHbIE WKadbl A1 XpaHEHUA HaJyIe)KaLeH
JIEKapCTBEHHBIX NIPENapaToB, NOLIEKAIUX NPaKTHKH XPaHCHHUS
NpeIMETHO-KOTUYECTBEHHOMY Y4eTy?
38 | IIpouwto siu oGopynosanue, oTHocsmeecs K | myHkr 38 [IpaBun

cpeacTeam usMepeHHii:

HaJUIeXallel NpaKTHKH
XpaHeHHs;

nyHKT 7 IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB;

myHkT 33 IlpaBui
HaJUIeXKalel anTeuHoH
TIPaKTHKH

TIEPBUYHYIO NOBEPKY M (WIH) KATHOPOBKY
110 BBOJIA B 9KCILTyaTaLHIO?

myHkT 38 [TpaBun
HaJUIeXKALIEH NIPAKTHKH
XpaHeHHs;

nyHKT 7 [IpaBua XpaHeHuHs
JIEKapCTBEHHBIX CPEICTB;

nyHkT 33 Ilpasun
HaJIexalleif anTe4Hoi
NPaKTHKH
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TEPBHYHYIO [TOBEPKY W (MH) KaTHOPOBKY
nocne peMoHTa?

nyHKT 38 [IpaBun
HazJeXxauen NPakTHKH
XpaHeHHS;

nmyHKT 7 IlpaBun xpaHeHus
JIEKapCTBEHHbIX CPE/ICTB;

nyHKT 33 IIpaBun
HaJJiexKalel anTeuHomn
TIPaKTHKH

NEPUOIUUECKYIO ITOBEPKY U (HITH)
KaJIHOPOBKY B IpoLiecce
JKCIUTyaTaluu?

myHKT 38 [paBun
HaJJlIe)Kallel NMPaKkTHKH
XpaHeHHs,;

nyHkT 7 [lpaBun xpaneHus
JIEKapCTBEHHBIX CPEACTB;

nyHKT 33 IlpaBun
HaJUIeXalIeH anTeYHoH
IIPaKTUKH

39 | UmeroTcs M 3anacHbBIE HOBEPEHHBIE myHKkTH 39, 40 IIpasun
CpENCTBa U3MEpEHHs B CIIy4ae PEMOHTA, HaJiexale IpaKTHKH
TEXHHYECKOTO 00CITYKUBAHMA, MOBEpPKH XPaHCHHS,
obopyoBaHUS M CPEACTB U3MEPEHHS?

nyHkT 7 IlpaBwi xpaneHus
JIEKapCTBEHHBIX CPEACTB;
myHkT 33 paBun
HaJJIeKallle anTeqyHOH
NPaKTHKH

40 |MMeroTcs 11 AOKYMEHTHI, OMHCHIBAIOLHE

NEeHCTBHSA, BBIMONHAEMbIE CyObhEKTOM
00pallieHHs JIEKapCTBEHHBIX MPENnaparoB U
|HanpaBieHHbIE Ha cobnoaeHne TpeOOBaHHil,
ycranoeneHHbIX [IpaBunamu Hagexaei
NpakTHKK XpaHeHus, [Ipapun Hapnexamei
ANTEe4HO MPaKTHUKU:

myHKTHI 41-43 IIpaBun
HaJulexallieH NpakTHKH
XpaHeHus

CTaHJapTHbIE ONEPALIHOHHBIE IPOLIEAYPHI
(COIs1)?

myHKThl 41-43 IlpaBun
Ha/JIeXallel MPakTHKH
XpaHeHus

jpHCTpYKIMH?

nyHKTHI 41-43 IlpaBun
HaANeXaue npakTHKU
XpaHeHUs

41

HMeerca in  pa3pabotaHHbIi U
YTBEP)KICHHBIN KOMILIEKC Mep,
HaNpaBJICHHbI HAa MUHUMU3ALIHIO PHCKa
KOHTaMHHALMH JIEKAPCTBEHHBIX IpenapaToB,
C YY€TOM YCIIOBHiA COOMIOAEHHS 3alUMTHI OT
¢daxkTopoB BHELIHEH cpeabl ¢ 0hopMICHHEM:

nyHKT 24 [IpaBun
HaJyIexKalIe
MPaKTUKH XpaHEHHs
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npHUKazoB?

myHKT 24, 41 paBun
HaJUIeXAaLIeH
NPaKTHUKH XpaHEHHUA

COTloB?

nmyHKT 24, 41 [IpaBun
HazieXxalen
MpaKTUKH XPaHEHHSA

MHCTPYKLMH?

nmyHKT 24,41 [IpaBun
HaJUIeXalleH
NMPaKTUKU XpaHEHHS

42  |PerucTpupyroTcs JId pe3yIbTaThl myHKT 21 IlpaBun
TeMIIEpaTypHOTO KapPTHPOBAHHUA W BIAXHOCTH B HaJUIeXallei
CTELHAIBHOM YpHaJl (KapTe) peruCTpaliii Ha | IPaKTUKK XPaHCHMH;
OyMa)KHOM HOCHTEE H (W/TH) B 9JIEKTPOHHOM
BHUJIE €XKEAHEBHO, B TOM YUCJIE B BbIXOAHBIE U | MyHKT 23 [IpaBun
npa3IHUYHbIC AHK? Haziexalie

MpPaKTUKH XpaHEHHUS;
nyHKT 7 [IpaBun xpaneHus
JIEKAPCTBEHHBIX CPEACTB
43 HmeeTca I y pyKOBOOHUTENS OPraHU3allvH | MOAMYHKT «BY» IMYHKTa 4 U
(3a HCKJIIOYEHHEM MEIHMLIMHCKHX | MOANYHKT «H» MYHKTa 5
opraHuzaimii), JesTeNpHOCT  KOTOporo | ITonoxkenus o
HETIOCPEACTBEHHO CBA3aHA C PO3HMYHOM | NMIEH3MPOBAHMH
TOProBiel JIeKapCTBEHHbIMH TNperapaTaMy | ¢apMaleBTHYECKOH
I8 MEOMUMHCKOTO  NPUMEHEHMS, HX | fesTe/bHOCTH,
OTITYCKOM, XpaHEHHEM, ﬂepeB03K0ﬁ YTBEPKACHHOTO
H U3TrOTOBJICHUEM: NOCTAHOBJIEHUEM
- BICIIICe (hapMalleBTHYeCKoe 06pa3oBaHHte M | [TpasurenscTra Poccuiickoit
cTax paboThbI N0 CNIELMATBHOCTH He MeHee 3 | @enepawym ot 22.12.2011
ner; m60: Ne 1081 (CoGpanue
- cpennee (apmaleBTHYIECKOE 06Pa3OBAHHME H | 3ay0H0aTEIBCTBA
cTax paboTel NO CIELMATBHOCTH HE MEHEE 5 | poccuiickoit Denepawmy,
e, 2012, Ne 1,
- CePTHQUKAT CHELMATHCTa (CBUIETENECTBO | o1 126) (nanee -TTonoxenue
00 akkpeguTaLMK cielHaIncTa)? NMLIEH3HPOBAHHH
(dapMalLeBTHUECKOH
JIEATEIbHOCTH);
myHkThl 7. 8 [IpaBun
HaJyIexaIiei NpakTuku
XpaHEeHHs
44 | Umerorea fiit y couckarens | [MoamyHKT «a» MyHKTa 4 1
JIMLEH3HW/TULIEH3HaTa paGOTHUKH, | MOMIMYHKT «JI» IMyHKTa 5

3aKJTIOYMBIIME C HMM TPYIOBHIE JOTOBODBL,
JeATeNIbHOCTb  KOTOPBIX HENOCPEACTBEHHO
CBs3aHa c PO3HHYHOM TOproBiicH
JIeKapCTBEHHBIMH npenapaTamu s
| MEMLIMHCKOTO TIPUMEHEHHs, MX OTITyCKOM,
XPaHEHHEM M U3rOTOBJICHHEM, HMEIOLIHE:

- BBICIIEE WJIM CpefiHee (apMalieBTHYECKOe
obpaszoBaHue;

TMonoxenus;

0 JIMLEH3UPOBaHHH
(apmarieBTHYECKO#H
JEATENBHOCTH;

myHkTel 7, 8 IlpaBun
HaJJIeXaIlel MpaKTHKH
XpaHEeHHUS
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- cepTuduKaT crieuuankcTa (CBUIETENLCTBO
006 aKKpeauTaLMHy CrielHaTHCTa)?

45 | MMeroTes 1M AOJDKHOCTHBIE MHCTPYKUMHM Ha | myHKT 8 IIpaBun
paGOTHWKOB,  3aHUMAIOLIMX  KIOYEBBIC | HalJeXKaLIeH MPAKTHKM
AO/DKHOCTH, B KOTODBIX OMNPEAENAIOTCA HX | XpaHEHHMs;
OO/DKHOCTHbIE  OOS3aHHOCTH, a  TaKkke
MOpAAOK KX 3aMewieHua  ApyruMu | mymkr 12 Ipasun
paboTHukamu? HajJieXaliel anTe4Hon
NIPaKTHKU

46 | Umeerca 1M mnan-rpaduk mnpoBeaeHus | myHkT 10 [TpaBun
NEPBUYHOH M MOCAEAYIOUMX TNOATOTOBOK | Ha/yiexalneil NpakTHKH
(uHCcTpyKTaXKEH), nporpamma  OOyuYeHMs | XpaHeHHS

NEepPCOHANA, YTBEPXK/CHHbIE PYKOBOAMTENEM
cybbekTa  oOpallleHHs  JIeKapCTBEHHBIX
CPE/ICTB AJ15l MEHLIMHCKOTO NPUMEHEHUA?

YCTaHOBJIEHO COOTBETCTBHE/HECOOTBETCTBHE COMCKATeNs JIMIOCH3HWH/THLEH3HaTa JIHLIECH3HOHHBIM
TpeOOBaHHAM, TPEAYCMOTPEHHBIM MOCTaHOBIeHMeM [IpasutensctBa Poccumiickoli ®@emepamum  «O
JIHIEH3UPOBAHUM (papMalleBTHIECKOM JeATENHOCTH Y OT 22 nekadps 2011 r. Ne 1081 (Hy’xHOE BBIIEIHTE)

(1OIKHOCTHOE JIULIO, MPOBOIUBIICE (noamnuce)
OLEHKY COOTBETCTBHA H 3aMOTHUBIIEE
OLEHOYHBI JIUCT)

)laTa 3anQJIHeHUsA OLICHOTHOrO JIUCTA

« » 20 T.




