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1.lens 1 HAZHAYEHHE

CranmapTH3anus MOpOLEAYPhl XPaHEHHs JEKAPCTBEHHBIX CPEJCTB H  MEIMIUHCKHX
u3/enuii B anreunsix noapaszaenenusix ['bBY3 «JIO A3M».

JlaHHasi cTaHJapTHas OIEpallMOHHAs Ipoledypa SBISETCS HEOTHEMIIEMOH YacThbiO
CUCTEMbl MEHEIKMEHTa KadecTBa M HeoOXoauma Uil  €IuHO00pa3HOro CcoOIIOAeHUs
pabOTHHUKAaMK TMPaBHJI XPaHEHHs JEKapCTBEHHBIX NMPENapaTOB M CHHIKEHHs PUCKA OMIMOOK I[pH
BBIMIOJHEHHH padoT.

2. HopmMaTHBHBIE CCHIIIKH

2.1 Qenepasibhpiii 3akon ot 12.04.2010 r. Ne 61-®d3 « OO0 obpamenun
JI€KapCTBEHHBIX CPEICTBY.

2.2 Tlpuka3 MunucTepcTBa 3apaBooxpanerust PO ot 31 aerycra 2016 r. Ne 6471 «O0
YTBEp)KJCHUM MpPaBUJI HaJIeXkalled anTeyHoif MpaKTHKH JIEKapCTBEHHBIX IIPENaparoB U
MEIHUITHHCKOTO TPHMEHEHHUS .

2.3 O®C.1.1.0010.18 «XpaneHue JekapcTBeHHLIX cpencTB» (yTB. Ilpukasom
MunncrepcrBa 3apaBooxpanenust PO ot 21 anpens 2020 r. Ne 352 «O06 yTBep:KIeHHH 0OLIei
(apMakoneifHOH CTaTbU U BHECEHHUH HW3MeHeHHs B mpuioxenue N 1 k mpukazy MuHHCTEpCTBa
3npaBooxpaHeHus: Poccmiickoit @eneparuu ot 31 oktsaOps 2018 r. N 749 «OO6 yTBEpKIEHHH
oOurux ¢apmakoneHHbIX cTateld U (papMakomeHHbIX cTaTed W NMpPHU3HAHHH YTPATUBILIUMH CHILY
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HEKOTOPHIX MpHKa3oB MunsapaBmeanpoma Poccun, Munsapascoupassutus Poccun u
Munsnpasa Poccumy).

24  TocynmapcrBenHas ¢apmakones XIV wu3n, O®PC.1.1.0011.18 «Xpanenue
JIEKapCTBEHHOI'O PACTHTEILHOIO ChIPbS U JIEKAPCTBEHHBIX PACTUTENBHBIX IIPETIapaToBy.

2.5  Ilpuka3 MuHHCTEpcTBa 3/paBOOXpAaHEHHS W COLMAIBHOrO pa3Butusi PP ot 23
asrycra 2010 r. Ne 7061 «O0 yrBepsxeHuu [IpaBui XpaHeHUs JIEKapCTBEHHBIX CPEJICTBY.

2.6  Ilpuka3 MunucrepcrBa 3apaBooxpanenus PD or 31.08.2016 No 646u «O06
yrBepkaeHuH [IpaBun Haamexameld NpakTHKH XpaHeHHS M IEpPeBO3KH JIeKAPCTBEHHBIX
IPENapaToB Il MEIUIIUHCKOTO IIPUMEHEHHSI».

2.7  IlocraHoBneHue [NIaBHOrO roCyJapCTBEHHOTO CaHMTapHOro Bpada PO ot 28
suBaps 2021 r. Ned «OO6 yrBepxnaeHuH caHuTapHbix npaBwi ¥ HopMm CanlluH 3.3686-21
«CaHuTapHO-2IUIEMHONIOrHYeCKHe TPeOOBaHHUS 110 PO HUIIAKTHKE HH(PEKIIHOHHBIX O0JIe3HeH»

2.8  IlocranoBneHue ['J1aBHOrO rocyIapcTBEHHOrO caHuTapHoro Bpada P® ot 24
nexabps 2020 r. Ne 44 «O06 yreepkaenuu canutapHsix npaeui CIT 2.1.3678-20 «CanurapHo-
SMUAEMUOJIOTHYECKHE TpeOOBaHUsS K OSKCIUIyaTalldd IIOMEIEHUH, 30aHUH, COOpYKEHHUH,
000opy0BaHUsA M TPaHCIOPTa, @ TAKXKe YCIOBUSAM JEATEIbHOCTH XO3SHUCTBYIOUIMX CYOBEKTOB,
OCYILECTBIIAIONINX MPOAAXKY TOBAPOB, BBINOJIHEHHE pabOT KM OKa3aHHE yCIyT».

3. OcHOBHBIE TePMHHBI H COKPAIleHHS

JlekapcTrBeHnnsble cpeacrBa (nanee JIC) - BemecTBa WiIM UX KOMOWHAIIMH, BCTYTAIONINAE
B KOHTAKT C OpraHM3MOM YEJIOBEKA HJIH KUBOTHOTO, IPOHUKAIOIIKE B OPraHbl, TKAHH OpraHu3Ma
yesI0BeKa MJIM JKMUBOTHOTO, MPUMEHAEeMbIE A NMpo(UIaKTHKH, THATHOCTHKHU (32 UCKITIOYEHUEM
BEILIECTB MM MX KOMOMHAIWIH, He KOHTAKTUPYIOIIUX C OPraHU3MOM 4YeJI0OBeKa WIIH KHBOTHOIO),
JedeHus 3adoJieBaHHs, pea0WIMTALMM, I COXPAHEHUs, [PEAOTBPALIEHUS WM IIPEepbIBAaHUs
OepeMEHHOCTH ¥ MOJIyYEHHBIE M3 KPOBH, IUIa3Mbl KPOBH, W3 OpPraHOB, TKaHeil opraHmima
YeJIoBeKa MJIM JKMBOTHOIO, PAacTeHHH, MHHEPAJIOB METOJAMHU CHHTE3a MIIM C [IPUMEHEHHEM
Ouonornyeckux TeXHOJOrui. K JIeKapCTBEHHBIM CpeICTBaM OTHOCATCH (apMalleBTHYCCKHE

Cy6CTaHL[HH U JICKaApCTBCHHEIC IIpEliapaThl.

JlekapcrBeHHblii npenapat (namee JIII) - nekapcTBeHHOE CpEIACTBO B BHIE
JIeKapcTBEHHBIX GopM, mpuMeHsieMoe T MPO(hHUIAKTHKH, THATHOCTHKH, JIEUEHHUs 3a00IeBaHts,
peabumuTalyy, A1 COXPaHEHH, MPEIOTBPaIleHI WK IpephIBaHus OepeMEeHHOCTH.

PapmaneBTHveckasi cyOcTaHIMS - JIEKaPCTBEHHOE CPEICTBO B BUIE OJHOIO WM
HECKOJIBKHX oOnanaromux (hapMaKoJOTHUeCKOH aKTHBHOCTBIO IEHCTBYIONIMX BEIIECTB BHE
3aBUCUMOCTH OT IPUPOJBI MPOUCXOIKACHMS, KOTOPOE IpeIHa3HA4YeHO Ui IPOM3BOJICTBA,
H3TOTOBJICHHS JIEKAPCTBEHHBIX IIPENaparoB U olpeaessieT UX 3QPeKTHBHOCTE.

JlekaperBennaa ¢opma (gagee JIP) - COCTOAHME JIEKAPCTBEHHOIO Ipelapara,
COOTBETCTBYIOIIEE crioco0aM ero BBEJEHHS M MpPHMEHEHHS M odecreuuBalolee JTOCTHIKCHHE
HeoOxoxumoro nedyedHoro 3 dexTa.
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HmmynobOuonoruveckne jiekaperBeHnble npenapartsl (nanee WIII) - nekapcreeHHbie
[pernaparel, peJHa3HauYeHHble A1 (POPMHUPOBAHUS AKTHBHOTO HIIM MACCHBHOIO MMMYHHTETA
MO0 IMAarHOCTHKH HATTMYHS UMMYHHUTETA MM IHATHOCTHKH CIEIH(PUIECKOro MPHOOPETEHHOrO
H3MEHEHHs  HMMMYHOJIOTMYECKOTO  OTBETAa  Ha  a/Ulepru3upylomme  BemectBa. K
UMMYHOOHOJIOTHYECKHM JIEKAPCTBEHHBIM IIpemaparaM OTHOCATCA BaKIHMHBL, AHATOKCHHBI,
TOKCHHBI, CBIBOPOTKH, HUMMYHOTJIOOYJIHHBI U aJllIEPTreHBI.

®apmaxoneiinas ctaTbs (ganee @C) - TOKyMEHT, YTBEPKACHHBIH YIOJTHOMOYEHHBIM
(erepaylbHBIM OpPraHOM MCIIOJIHUTENIBHOM BIACTH M COAEpIKAIlMi IMepeueHb IoKasaTelieH
Ka4yecTBa U METOA0B KOHTPOJISI KaUeCTBa JIeKapCTBEHHOTO CPECTRA.

Obmasn ¢apmakoneiinass crarbs (masee O®C) - [OKYMEHT, YTBEP)KICHHBIH
YIOJHOMOYEHHBIM (he/iepanbHbIM OPraHOM HCIOIHUTENBHON BJIACTH H COAEPIKAIHH MepeyeHb
nokasarejned kadyectBa M (WJIM) METOIOB KOHTpPOJIS KauecTBa KOHKPETHOH JeKapCTBEHHOI
(opMBI, JIEKAPCTBEHHOTO PAaCTHTENBHOTO CHIPbs, ONHCAHHs OHOJOTHYECKHX, OHOXHMHYECKHX,
MHKPOOHOJIOrHYECKUX, (DU3UKO-XUMHUYECKHX, (PM3HMYECKHX, XMMHYECKMX H JIPYTHX METO/I0B
aHaJIM3a JIEKapCTBEHHOTO CPEACTBa, a Takke TpeOOBaHMS K UCMONIE3YEMBIM B LIENIAX IPOBEACHHS
JIAHHOT'O aHaJIM3a peakTHBaM, THTPOBAHHBIM PACTBOpaM, HHIHKATOpaM.

HopmaTtuBHbli gokyment (manee HJI) - 1okymeHT, coaepikalidii IepedyeHb
OIpeieNsieMbIX IO pe3ylbTaTaM COOTBETCTBYIOIIMX IKCIEPTH3 IoKazaTeneil kauecTBa M (HIIH)
METONOB  KOHTpOJS  KauecTBa JIGKApCTBEHHOH  (OpMBI, ONHCAHUSA  OHOIOTHYECKHX,
OMOXMMMYECKHX, MHUKPOOHOJIOTHYECKHX, (H3UKO-XMMHYECKHX, (U3HYECKHX, XHMHUECKHX H
JPYIHX METOJOB aHajIM3a JEKAPCTBEHHBIX CPEICTB JUI1 BETEPHHAPHOIO IMPUMEHEHHS,
TpeDOBaHHUs K MCIONb3yEMbIM B IE/IIX IPOBEACHUS JAaHHOTO aHAIM3a PeaKTHBAaM, THTPOBAHHBIM
pacTBOpaM, HHIMKATOPaM H YCTAHOBICHHBIH €ro MPONU3BOIUTENICM.

PerncrpannonHoe YyaoCTOBepeHHe JeKAPCTBEHHOro mnpenapara (xanee PY) -
JIOKYMEHT, NONATBEpKIAloNMi (akT rocylapcTBEHHOH pErucTpalud JIEKApCTBEHHOTO
npernapara.

®anpcHPHUMPOBAHHOE JIEKAPDCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPEICTBO,
COIIPOBOJKJaeMOe JIOKHOU HHpOpMAIHe 0 ero cocTase U (W) TPOU3BOIUTEIE.

HenoGpokayecTBeHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO, HE
COOTBeTCTBYIOIEE TpeboBaHUAM (apMmakoneidHoid crarem 10O B cCllyyae €€ OTCYTCTBHUS
TpeOOBaHUAM HOPMATUBHOH JOKYMEHTALUH UM HOPMATHBHOIO JIOKYMEHTA.

KonTpadakTHoe JiekapcTBeHHOE CPEACTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOSIIEECs B
000poTe ¢ HapylIeHHEeM IPaKIaHCKOTO 3aKOHO1aTe/IbCTRA.

I'BY3 «1JIO A3M» - ['ocynapcTBeHHOE OIOJUKETHOE YUPEKIAEHHE 3APABOOXPAHEHHUS
ropoga Mocksel «lleHTp JsekapcTBeHHOro oOecreveHus JlenapraMeHTa 31paBOOXpPaHEHHS
roposa MockBbI» (1aniee Yupex/aeHue).

AnTe4Hnble MoApaseieHHs — alTeky, anteynbie NyHKThI ['BY3 «UJIO JI3M».

4. Obs1acTh NPUMEHEHHH

[TomenieHus u 060py,ﬂ0BaHHe alITeIHOro nmoaApasaciiCHUA.

KounduaeHunaabsHo
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5. OTBeTCTBEHHOCTH

TEXHOJIOI

Opranunszanus XpaHeHHs JIEKapCTBEHHBIX IIPENapaToB
KoHTposb TeMOepaTypHOro peskiMa XOJI0IUTbHHKOB
KoHTpons BeaeHus xypHana «KOHTposib TeMIepaTypHOTO peXuMa
XOJOJUIEHHKOB »
O — OTBETCTBEHHBII
U — uadopmuposan
B — BoBneueH

~|=|o| 3aB. anTekoi
O|lw|w lTpOBPBOp—
w|o|w| PapMaieBT

6. OOopynoBaHue H HHBEHTAPb

6.1 [Ixads! a7t XpaHEHUs! JIEKAPCTBEHHBIX [IpenapaTosB.
6.2  Cremnaxu Ui XpaHeHHs JIEKAPCTBEHHBIX IPENaparTos.
6.3 CucreMa KOHJIMIHOHUPOBAHUS (KOHAHIIMOHEPHI).

6.4  OxpanHas U nokKapHas CUCHATH3ALNH.

6.5  XoIoJUIbHHKH.

6.6  TepMomeTpsL

6.7  'HrpOMeTpBI-ICHXOMETPBI.

7. OnmcaHHe NpoUeIyPHI

7.1 3aBenyromuil anTe4yHbIM IOApa3lie/IeHHEM [O0JDKEH OpraHHM30BaThb XpaHEHHe
JIEKapCTBEHHBIX MpPErapaToB B COOTBETCTBHHU ¢ [IpaBuiamMM XpaHEHHs JI€KapCTBEHHBIX CPE/ICTB
(mpuka3 MuUHHCTEPCTBA 3ApaBOOXPAHEHHIH conuanbHoro pasputus PO ot 23 asrycra 2010 r.
Ne 706n), IlpaBunmamu HaIexamed NpakTHKM XpaHEHUs U TEPEBO3KH JIEKAPCTBEHHBIX
penaparos JJisi MEIUIIMHCKOro puMeHeHus (nmpuka3 MuHuctepcTsa 31paBooxpaHenus PO ot
31 aBrycra 2016 r. No 646H) u [IpaBunamu Hajuiexaneif anTeyHol NMpPaKTHKU JIeKapCTBEHHBIX
IpernapaToB Jyisi MEJIUIIMHCKOTO NMpUMeHeHus (npuka3 MunucteperBa 3ipaBooxpaHeHus PO ot

31 aBrycra 2016 r. Ne 647H) u apyrux JOKyMEHTOB IepedyrcIeHHBIX B pasaene HopmarusHble
CCBUIKH.

7.2. YeTpoiieTBO B 9KCIUIyaTAUMA NMOMeIeHHH Jsi XpaHeHH

7.2.1 Tlomemenus amsa xpaneHus JI[I cnpoeKTHpOBaHbI M OCHALEHBI TAaKUM 00pa3oM,
4yTOOBI 00ECNEYHTH 3aIIUTY OT MPOHUKHOBEHHUS HACEKOMBIX, IPHI3YHOB HJIH JPYTHX JKUBOTHBLIX.

7.2.2 TlnaHMpOBOYHOE pENIEHHE W KOHCTPYKUMS MOMELIEHUH U1 XpaHEeHUs [IOMOratoT
CBECTH K MHHHMYMY PHUCK OIIMOOK M 00ecrneuyuBarOT BO3MOKHOCTH 3((HEKTUBHOH OYMCTKH H

Konduaenunaanno
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00CITy)KMBaHUS B LENAX HCKJIFOUCHHS HAKOIUIGHHS IBUIH WM TpSA3H M JIFOOBIX (haKTOpOB,
CMOCOOHBIX OKa3aThb HeONaronpusTHOE BO3JEHCTBHE HAa KadecTBO TOBApOB AITEYHOIO
ACCOPTHMEHTA.

7.2.3 TlomemeHus anTeKH OCHAIEHBI CHCTEMaMH OTOIUJICHHS, KOHIHMILMOHEPaMH,
€CTECTBEHHOW WJIM TPUTOYHO-BHITSDKHOM BEHTHIIALUEH, 00eCcreynBaIONIMMH YCIOBHS Tpyaa B
COOTBETCTBUHU C TPYAOBLIM 3aKOHOJaTelbcTBOM Poccuiickoit Denepanuy, a Takke coOmMoeHne
TpeGoBaHuH no Hamiexkamemy xpanenuio JIIT.

7.2.4 Jlna obecreyeHuss HEOOXOIMMOro BO31yX000OMeHA IOMEINEHHs JOMOJHUTENLHO
obopynoBansl (poproukamu, Gppamyramu.

7.2.5 KoMIuiekc nmoMenieHui 11 XpaHeHHsT BKITIOYAET:

- oMelleHue (30HYy) IpHUEeMKH, IpeHa3HaYeHHYIO /I paCllakOBKH U IpHeMa YMaKOBOK
¢ JIIT u ux nmpenBapuTeNbHOTO OCMOTPA;

- nomemieHue (3omHy) st otbopa mpobd JIII B coorBercTBUM ¢ TpeboBanusMu OPC
«OTbop mpod»;

- IOMEIICHHE (30HY) s KapaHTUHHOTO XpaHeHus JIII;

- noMeteHud st JII, TpeGyronux ocoObIX yCII0BHH XpaHEeHUs!;

- IoMeleHue (30Hy) U XpaHeHus 3a0paKkoBaHHBIX, BO3BPAILEHHBIX, OTO3BAHHBIX W/HIIH
JIIT ¢ ucrekminM cpokoM roaHoctd. Ykazanusle JII1 1 Mecta ux XxpaHeHus 4eTKo 0003HAYEHBI.

7.2.6 VYcrpolicTBo, cocraB, pa3Mmepbl IUIomane u  00opyloBaHHE IIOMELICHUH
XpaHeHUs AanTeKHd JOJDKHBI OTBeYaTh BceM TpeOOBaHHMSM NEHCTBYIONIEH HOPMAaTHUBHO -
TEXHUYECKOH JOKYMEHTALIMH.

7277 B kaxaoM TNOMEIIEHMH M1 XpaHeHHs HeoOXOAMMO  IOUIepKHBATh
KIHUMaTHYeCKUH pexuM, coOmrofas TeMmIepaTypy M BIaXHOCTh BO3[yXa, YCTaHOBJIEHHbBIE
(apmakoneitHoii cTaThel T HOpMaTUBHOM qokyMeHTanuel Ha JIII.

7.2.8 Tlomemenus mns XpaHenus JIII gomxHel OBITH OCHAIIEHBI HEOOXOIMMBIM
KOJINYECTBOM IOBEPEHHBIX B YCTAHOBIEHHOM IOPSAKE CPEACTB M3MEpPEHMi (TepMOMETpaMu,
TUTPOMETpPAMHU, MCHUXPOMETpaMH W Ip.) O7A8 KOHTPOJS W perucTpallid TeMIepaTypbl H
BIaXHOCTH. CpesicTBa H3MEPEHHH pa3MeNIaroTCsl Ha PACCTOSHUM HE MEHEE 3 M OT JBEPEH, OKOH
¥ OTONHMTENILHBIX MPUOOPOB B JOCTYIHOM JUIsl CUMTHIBAHUS [TOKa3aHUH MecTe, Ha BeicoTe 1,5-1.7
M OT I0JIa.

**ECpeocmea usmepenuil ciedyem pasmeuiams 6 MECmax, 20e UMeemca Haudobas
6epOAMHOCHL  KOJIeOQHUII  memnepamypsl U GIAXNCHOCMU  WAU  Haudonree HaACmo
HaOI00alomMCA OMKIOHEHUA OM MpPedyeMblX RaAPAMempos.

7.2.9 lloka3anuss mpuOOpPOB €XKETHEBHO PETUCTPUPYIOTCS B CHEIHAIBHOM >KypHaie
perucTpanuy Ha OymMaKHOM HOCHUTEIE.

7.2.10 3aBenyrOmMM anTeYyHOTO IMOAPAa3JeIeHUs Ha3HA4aeTcsl OTBETCTBEHHOE JIUIO, B
JOJDKHOCTHBIE OOSI3aHHOCTH KOTOPOr0 BXOJHUT BeJCHHE M XpaHCHHEe JKypHala perucTpalmu
TEeMIIEPaTyph! ¥ BIAXKHOCTH B MOMEILEHHUSIX U B XOJIOAUILHOM 000pyI0BaHHH.

7.2.11 EcTecTBeHHO® M MCKYCCTBEHHOE OCBeIlleHHe B IIOMEIIEHHSX [UIS XpaHEeHHUs
JIOJDKHO oDecreynBaTh TOYHOE M Oe30IacHOE OCYIIECTBIECHHE BCEX BBINOJIHAEMBIX B
noMenieHuu omnepanuit. Ilpm HeoOXxoammocTH sammuta JIII oT comHeyHoro cBeTa
obecneunBaeTCs JKaIIO3H.

Konduaenunajibsto
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7.2.12 Tlomemienust uist XpaHeHHss 00OpPYyIOBaHBI JOCTATOYHBIM KOJIHYECTBOM IIKa(OB,
ceiipoB, cremnaxei, MOATOBApHHKOB, NOMIOHOB. OOopyZoBaHHE MOJKHO HAXOMUTECS B
XOpOILIEM COCTOSIHHH U OBITh YUCTHIM. [IpH ycraHOBKe 060pya0BaHHA HEOOXOAUMO 00ECIeUnTh
JOCTYI I OYHMCTKH, Je3HH(EKIMH, PEeMOHTa, TEXHHYECKOro OOCIY)KHBaHHA, IOBEPKH,
KaTHOpOBKH 000pyIOBaHHUS, CBOOOHBIH IIPOXOJI COTPYIHHKOB.

7.2.13 Crennaxu, mkadpl, MOJKH, NpeAHA3HAUYEHHBIE IS XpaHEHHs, JOJIKHBI OBITh
HIACHTU()UIMPOBAHBL.

7.2.14 Bce usMmeputensHble npuOOpBI, XOJOAUIBHOE O0OpPYAOBaHHE, HCIOJIB3YEMBIE B
anTeKe, JO/DKHBI HMETh TeXHHUYECKHE MaclopTa, COXPAHSIOIIHEcs B TEYEHHE BCEro BpeMeHH
IKCILTyaTaIiu.

7.2.15 B nomemenusx s xpanenus JIII nmomkeH mnoanep)KuBaTbes HaJUIeKaluii
CaHUTapHBI pexuM. [1epHOIMIHOCTL U METOIBI YOOPKH MOMEIIEHHI I0KHBI COOTBETCTBOBAT
tpeboBanusiM CMK. COIT-AO-CM-001 «Y6opka nomemenunit u obpaborka o0opyaoBaHus
alTeYHBIX [MOJpa3IeICHHH ».

7.2.16 HUcnonezyeMble CaHUTApHO-AC3MHULUUPYIOIIME CpeAcTBAa  JOJIKHBI  OBbITh
Oe3omacHBIMH, pHCK 3arpA3HEHHs JTHMH CpEJICTBAMH  JIEKAPCTBEHHBLIX  IIPeraparos,
HaXOJAIIMXCS Ha XPAaHEHUH, 10JKEH ObITh HCKITIOYEH.

7.2.17 BHyTpeHHHE IOBEPXHOCTH CTEH, IIOTOJIKOB, & TakK)Ke IIOBEPXHOCTH IOIJOHOB,
MOATOBAPHUKOB JOJDKHBI OBITH TJaJKUMH, AOMYCKaThb BO3MOYKHOCTL IPOBEICHUS BIa)KHON
ybopku. [lonbl MpoU3BOACTBEHHBIX MOMENICHUH W MaTepHaIbHBIX KOMHAT AOJDKHBI UMETh HE
oOpasyollee NbUlb MOKPBITHE, YCTOHUYMBOE K BO3ACHCTBUIO CPEJCTB MEXAHM3ALMH M BIaKHOH
yOOpKH ¢ HCIIONBE30BaHHEM Je3UH(DUIUPYIONIUX CPEJICTB.

7.2.18 Ilpu BeIONHEHUH paboT B rioMeleHusX it XpaneHus JIIT coTpyIHUKH DOKHBI
HOCHTH CIIEI[HAJIBHYIO OJIeXKIY U 00yBb, cOOMOAATEL MIpaBUiIa THYHONH F'MTHEHB! B COOTBETCTBHU
CMK.COIT-AO-CM-002 «O0mme W rHrHeHHYecKHe TpeOOBaHHSA K IEPCOHAly amnTeyHOMH
opranusanuu» 1 CMK.COII-AO-CM-003 «I'uruena pyk nepcoHaina.

7.2.19 Ha BpeMsi peMOHTa, TEXHHYECKOro 00CIIy>KHBaHHS, IOBEPKH H (MJIH) KaIHOPOBKH
obOpylOBaHMs M CPEACTB H3MEPEHHUs JOJ/UKHBl OBbIThb MpPHHATBI MeEphl, oOecrnedHBarolue
TpedyeMble ycnoBus xpanenus JIIT.

7.3. Obdmmue TpeGoBaHus K opraHuzanuu xpaneHus JIII.

7.3.1 JlexkapcTBeHHBlE IIpemaparbl CJIEAyeT pa3MellaT B  COOTBETCTBHHM  C
TpeOOBaHMUAMH HOPMATHBHOH [OKYMEHTAllMHM, YKa3aHHOH Ha YNaKOBKE JIEKAPCTBEHHOIO
npenapara, ¢ y4eToM:

- (hu3UKO-XUMHUYECKUX CBOMCTB JIeKapCTBEHHBIX CPE/ICTR;

- (hapmakoIOrHUeCKUX IPYIIIL;

- criocoba npuMeHeHHs (BHYTpeHHee, Hapy:KHOE).

7.3.2 Cremnaxu U mwKadbl A0 XpaHEHUS JIEKapCTBEHHBIX CPEICTB B TIOMELIEHUAX IS
XpaHEeHHs JIEKApPCTBEHHBIX CPEACTB JO/DKHBI OBITH YCTAaHOBIEHBI TaKUM o00pa3oM, YTOObI
obecreunTh JOCTYN K JIEKApCTBEHHBIM CpEICTBaM, CBOOOJHBIM MPOXOJ MepcoHajla H, MpH
HEOOXOAMMOCTH, IOTPY30UHBIX YCTPOMCTB, & Takke JOCTYIHOCTH CTe/UIaKeH, CTeH, moya s
yOOpKH.

7.3.3 Cremnaxu, mwkadpl, IOJNKH, IpeJHA3HAUYCHHEBIE JUIS XPAaHEHHS JIeKapCTBEHHBIX
CPEJICTB, T0JKHBI OBITh HICHTH()UIIHPOBAHEL.
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7.3.4 Xpausmmuecs — JIeKapCTBEHHBIE [penaparhbl JIOJKHBI OBITH TaKKe
HIEHTHQUIMPOBAHBI € IIOMOIIBIO CTEUIQKHOH KapThl, coaepkamied HHGOpMaLU O
XpaHsAIIeMCs JIEKapCTBEHHOM Npenapate (HaMMeHOBaHHe, (popMa BBITYCKA M J03HPOBKA, HOMED
CEpHH, CPOK TOJHOCTH, MPOM3BOAMTEND JIEKAPCTBEHHOTO cpenacTa). [Ipu mcmosnb3oBaHuH
KOMITBIOTEPHBIX TEXHOJIOTHH JonycKaeTcs HASHTH()HUKAIMS IPH TOMOIIM KOJIOB H 3JIEKTPOHHBIX
YCTPOMUCTB.

7.3.5 HeobXxoaumMoO BeCcTH y4eT JIEKAPCTBEHHBIX CPEIACTB € OrPaHHYEHHBIM CPOKOM
roaHoctH B cootBercTBUH ¢ CMK. COII-AO-PO-008.

7.3.6 Ilpu xpanenuu B mxadax, Ha cTeIaXKax HIH [TOJIKaX JIeKapCTBEHHBIE IIperapaThl
BO BTOPHYHOH (HOTpeOHTENbCKOM) YyMakoBKe JOJDKHBI OBITh  pa3MEIIeHBbl ATHKETKOH
(MapKHpOBKOI) HapyKy.

7.3.7 XpaHEHHE JEKAPCTBEHHBIX MMPENapaToB JOIKHO OCYIIECTBIATHCI B COOTBETCTBUH
¢ TpeOOBaHHSAMH K WX XpPaHEHHIO, YKa3aHHBIMH Ha BTOPHYHOH (IOTpeOMTENbCKOil) ymakoBKe
YKa3aHHOTO JIEKapCTBEHHOTO IIperapara.

7.3.8 JlekapcTBeHHBIE IIpemapathl, TpeOylolIMe 3aIlMThl OT JEHCTBUS  CBETa,
yIIaKOBaHHBIC B NEPBHYHYIO M BTOPUYHYIO (IIOTPeOUTENLCKYIO) YNAKOBKY, CIEIyeT XpaHWUTh B
mkagax UIM Ha CTe/IaXkaX IpH YCIOBUM IPUHATHUSA MEp IS IpPel0TBpAIICHUs MONajaHKs Ha
yKa3aHHBIE JIEKapCTBEHHBIE Ipernaparbl INpAMOIO COJHEYHOIO CBeTa HJIM MHOTO SPKOTrO
HaIlPaBJIEHHOTO CBETA (MCIIOJIb30BaHUE CBETOOTPAKAIOIIEH TJICHKH, JKaTI031, KO3BIPEKOB H [p.).

7.3.9 XpaHeHHe JIEKAPCTBEHHBIX NpPenaparoB, TPeOYIOMMX 3alllUThl OT BO3JACHCTBHS
MOBBIIIEHHOW  TeMIepaTypbl  (TepMOJIa0MIBHBIE  JIEKAPCTBEHHBIE  CPEIACTBA),  JOJIKHO
OCYLIECTBJIATHECA B COOTBETCTBUH C TeMIEpaTypHBIM pPEXXHMOM, YKa3aHHBIM Ha IIEPBHYHOH H
BTOPHYHOM (NOTpeOMTENbCKOM) YNaKOBKE JIEKapCTBEHHOrO IIpenaparta B COOTBETCTBHHM C
TpeOOBaHUAMHU HOPMATHUBHOMN JTOKYMEHTALHH.

7.3.10 XpaHeHue JIeKapCTBEHHBIX CPEACTB, TPeOYyIOIUX 3aIllUTEl OT BO3AEHCTBHS
MOHMKEHHOM TeMmIeparypsl (JeKapCTBeHHbIE CpelcTBa, (PU3MKO-XMMHUYECKOE COCTOSHHE
KOTOPBIX IOC/]IE 3aMep3aHHs M3MEHSAETCSs W IPH IOCIEIYIOIEM COTpeBaHHH /10 KOMHATHOH
TemiepaTtypbl He BoccraHaBiaubaercs (40% pacTBop Qopmaibjerujia, pacTBOpbl HHCYJIHHA)
JOJDKHO OCYLIECTBIATBCS B COOTBETCTBHH C TeMIIEpaTypHBIM DPEXKHMOM, YKa3aHHbIM Ha
IIEPBUYHOH M BTOPUYHOM (HOTpeOUTENBCKOM) YIAKOBKE JIEKApCTBEHHOIO CpEJICTBA B
COOTBETCTBHHU C TPeOOBAHUAMH HOPMATUBHON JOKYMEHTALUH.

7.3.11 B xononunbHHKaX IOJKHA OBITH YCTaHOBJIEHA TeMIlepaTypa, COOTBETCTBYHOILAS
TEMIIepaTypPHOMY peKUMY XpaHEHHs HaXOOSIIUXCA B HUX JIEKapCTBEHHBIX CPEJICTB.

7.3.12 Xpanenue MMMYHOOHMOJOTHYECKUX JIGKAPCTBEHHBIX IIpEnaparoB  JIOJDKHO
OCYINECTBIIATC  npu  Temneparype He Bbuue 8 °C. K kaxknoil  ymakoBke
MMMYHOOHOJIOIHYECKOT0 JIEKAPCTBEHHOIO Ipenapara B X0J0AUIbHUKE JO/DKEH ObITh 00ecrieueH
JOCTYII OXJIaKA€HHOIO BO3/yXa.

7.3.13 He momyckaeTcs COBMECTHOE XpaHEHHE B XOJIOJMIBHUKE HMMYHOOHOJIOIHUECKHX
JIEKapCTBEHHBIX MPENapaToB ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH.

7.4 KoHTPOJb TEMIEPATYPHOT0 PeKHMAa X0J10IH/IBHHKOB.

7.4.1 Jlns MOHMTOpPHHIAa TEMIEpPAaTYpPHOIO peKUMa XpaHEHHS TepMOIadHIIBHBIX
JIEKAPCTBEHHBIX CPEACTB BCE XOJIOMIBHUKH JODKHBI OBITE 0OecieueHbl TEPMOMETPAMH.
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7.4.2 OTBeTCTBEHHLIH 3a BeJeHHME JKypHala KOHTPOIS TEeMIIEpaTypHOTO peXHMa
XOJIOZIMIBHUKOB JIOJIKEH PErHCTPUPOBATh MOKa3aHHA TEPMOMETPOB HE PEKE IBYX Pa3 B CYTKH,
OTMeYas aTy ¥ BpeMs PETHCTPAIlMH TEMIIEPATYPEl U CTaBs pa300pUUBYIO MOAMHKCE.

7.4.3  OTBETCTBEHHOE JIMLIO JIOJDKHO HE PEXE OIHOTO pa3a B HEJENIO KOHTPOJIMPOBATh
IPaBUJIBLHOCTh BeJeHHUs XKypHaia «KOHTpoNb TeMNepaTypHOTO peKHMa XOJOAMIBHHKOBY,
OTMeYas 1aTy ¥ BpeMs KOHTPOJIS B KypHase U cTaBs pa300p4MBYIO MOAINHUCH.

7.4.4 OOecnieyeHHE XOJMOJHOTO MeECTa IIOJPA3yMEBAET XpaHEHHE JIEKAPCTBEHHBIX
CPEICTB B XOJOIWJIBHHKE IpH Temmeparype oT +2 mo +8 °C, He momyckas 3amMOpakMBaHHSI.
XpaHeHHe B MNpPOXJIAJIHOM MECTE€ MOJpPAa3yMEBAeT XpaHEHHE JIEKAPCTBEHHBIX CPEJCTB IIpH
Temneparype ot +8 10 +15 °C. B 3TOM ciiydae 10IycKaeTcs XpaHEeHHUE JIEKAPCTBEHHBIX CPEICTB
B XOJOJWIbHHKE, 32 HCKJIOYEHHEM JIEKAPCTBEHHBIX CPEJICTB, KOTOpbIE NpPH XpaHEHHH B
YCJIOBHSX TEMIIEPATYPHOrO peXxuMa X0JI0AuIbHIKa HiKe +8 °C MOryT U3MEHUTH CBOU (PH3HKO-
XHMHUECKHE XapaKTEPUCTHKH, HapUMep, HACTOHKH, JKUAKHE SKCTPAKThI M JIp. XpaHEHHE IIpH
KOMHATHO# TeMmIepaType IMoJpa3yMeBaeT TeMIepaTypHblid pexum or +15 no +25 °C wuium, B
3aBHCHMOCTH OT KIMMaTHuyecKux ycioBui, no +30 °C. XpaHeHHe B MOPO3HIIBHOH KaMmepe
obecrieunBaeT TEMIEPATYPHBIH PeXHM JEKapCTBEHHBIX cpelacTB oT -5 1o -18 °C. XpaHenue B
YCJIOBHAX IITYOOKOT0 3aMOpaKHBaHUSA IPeayCMaTPUBAET TEMIIEPATYPHBIH pexxum Hike -18 °C.

7.4.5 JlekapcTBeHHBIE cpelCTBa Iejecoo0pa3HO pa3MellaTh B 30HAX M Ha I0JKax
XOJIOAUIBHHKA, COOTBETCTBYIOMIMX UX TEMIIEPATYPHOMY PEKHMY XPAHEHHS.

7.4.6 HeobxomumMo oOecnmeyuTh YCIOBHS XPaHEHUS JIEKAPCTBEHHBIX  CPE/ICTB,
TpeOYIOUMX 3allldThl OT BO3JCHCTBHUS TOHWKEHHOH TeMIepaTyphl, i KOTOPBIX B
(apMakoneiHoOl cTaTbe HIM HOPMATUBHOM [OKYMEHTAllMM YCTaHOBJIEH HMXKHHMH Ipelnes
TEMIIEPaTyPHOTO peKuMa XpaHEeHHU .

7.4.7 He pomyckaeTcs TOABEPrarb 3aMOPAKUBAHUIO JIEKAPCTBEHHBLIE CPE/CTBa,
UMEIOIIME COOTBETCTBYIOIME TpeOoBaHus B (apMakorneWHOH craThe HWIM HOPMAaTUBHOM
JOKYMEHTAIMH M YKa3aHHbBIE HA NIEPBHYHOH MM BTOPUYHOI yNakoBKe, B TOM YHCIIE IIPEnapaThl
HHCYJIHHA, a/ICOPOMpOBaHHBIE HMMYHOOHOIOrHYECKHE [IperapaThl U JIp.

7.4.8 He nomyckaercs TmOABEeprath 3aMOpPaKMBAHMIO JIEKAPCTBEHHBIE CPE/ICTBA,
MOMEIIEHHBIE B YIAKOBKY, CIIOCOOHYK) pa3pyllaThCsi NpH 3aMOpaKMBaHHH, HaIpUMeED,
JIeKapCTBEHHBIE ITPENapaThl B aMITyjiax, CTEKJITHHBIX (IakoHax H Ip.

7.4.9 HWcnonezyemple B ganHHoi  COIl  omnpeneneHus,  XapakTepH3YIOIIHE
TEMIIEPATYPHBIE PEKUMBI XPAHEHHUSI JIEKAPCTBEHHBIX CPEJCTB, IPHUBE/IeHb! B Tabnule 1.

Tabmuua 1
Onpenenenns, XapaKkTepH3YIOUIHe Pe;KHMbI XPaHEHHs JIEKADCTBEHHBIX CPEACTB
Pe:xuM xpaHeHHs TemnepaTypublii uaTepBaJ, °C
XpaHuTh npu Temneparype He Boiule 30 °C or+2 1o +30 °C
XpaHUTh OpH TeMIeparype He Bbime 25 °C ot1 +2 no +25 °C
XpaHUTh NpH TemrepaType He Boiue 15 °C ot +2 mo +15 °C
XpaHUTh IIpH TeMmnepaType He Boiue § °C ot +2 no +8 °C
XpaHUTh IPH TeMIepaType He Hike 8 °C or+8 ne +25 °C
Xpauuts npu Temueparype ot 15 o 25 °C oT+15 no #23 *C
Xpauuth npu Temueparype ot 8 mo 15 °C ar+8 no+15 °C
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XpaHUTb NpH TeMmnepatype oT —5 no —18 °C ot -5 o -18 °C

XpaHuTh IIpU Temneparype Hike —18 °C or =18 °C

He TpeOyeT ciennanbHBIX YCIOBHI XpaHeHHs ot 15 no 25 °C ©Oe3 TpeboBaHuit K
CBETO- U BJIaro3alUTHOH yIIaKOBKE

He 3amopaxuBaTh He nuxe +2°C, ecii HHOE HE YKa3aHO B
dapmaxoneiiHoi CTaThe HITH
HOPMATHBHOM JJOKYMEHTAIlHH

7.4.11 PacdacoBaHHOe 1€KapCTBEHHOE PACTUTEIBHOE CHIPhE XPAHUTCS Ha CTeJUIakax
MM B IIKadax. .

7.4.12 XpaHeHHe MEIUIMHCKHX MHUSIBOK OCYIIECTBIIACTCS B CBETJIOM ITOMEIICHHH Oe3
3amnaxa JIEKapCcTB, Ul KOTOPOTO YCTaHABIMBACTCS MOCTOSAHHBIN TeMIepaTypPHBIH PEeiKIM.

7.4.13 lkadbr a1 XpaHeHHs ~ MEIMIUHCKUX  PE3WHOBBIX  H3JeNui |
napadapManeBTHIECKOW MPOAYKIIMH 3TOM TPYNIBI JODKHBI MMETH IUIOTHO 3aKpPLIBAIOLIHECS
ABepubl. BHyTpH mikags! JOMKHB IMETH COBEPIIEHHO IIAKYIO IOBEPXHOCTD.

7.4.14 BHyTpeHHee YCTpOHCTBO IIKadOB 3aBHCHT OT BHAA XpaHAIIMXCS B HHX
pesuHoBbIX u3aenui. llkadsl, npenHasHaueHHbIE IS

- XpaHEHHUs Pe3MHOBBIX M3JENUil B JeKaueM MOJO0KeHUH (OyikKH, KaTeTepsl, MMy3bIpH s
NbJIa, MEPYATKH H T.I1.), 000PYAYIOTCS BBLABHIKHBIMH SIIITUKAMK C TAKUM PacdeToM, YTOOBI B HUX
MOXHO OBUIO pasMmellaThb IpeaMeThl Ha BCIO JUIMHY, CBOOOJHO, He Jjonyckas HX crubos,
CIUTIOIUBAHUS, CKPYUHBAHUS U T.IL.;

- XpaHEHHs H3JeIWH B I[OJBEIIEHHOM COCTOSHHH (KTYTOB, 30HI0B, HPPUraTOPHOI
TpyOKH), 00OpyAylOTCS BellaJKaMM, pacHOJOKEeHHBIMH MOJ Kpblikod mkada. Bemanku
JOJDKHBI OBITh CBEMHBIMM C T€M, 4YTOOBI MX MOXHO OBLIO BBIHUMATh C IOABELIEHHBIMH
npeameTraMu. Jlis yKpernieHHus BeIIaloK yCTaHaB/IMBAIOTCs HAKIaJKH C BBIEMKaMH.

7.4.15 Pe3uHOBbIE M3JENHMs Pa3MEMIAOT B XPAaHWIHINAX 110 HAHUMEHOBAHHAM M CPOKaM
roqHocTd. Ha Kaka0d napTUu pe3sMHOBBIX H3JENUH NPHKPEIUIIOT SPJBIK C YKa3aHHEM
HAHMMEHOBAHM, CPOKA FOJIHOCTH.

7.4.16 Ocoboe BHMMaHHE CleIyeT YAETHTh XPAaHEHMIO HEKOTOPBIX BHIOB PE3MHOBBLIX
U3J1eui, TpeOYIOIHMX CIeLHAIbHBIX YCIOBUH XpaHEHHUS:

- KPYId IIOJKJIaJHbIE, TPEJIKH PE3UHOBBIE, MY3BIPU AJIS JIbJ1a PEKOMEHIYETCS XPaHHMTh
cllerka HaJayThIMH, Pe3HHOBBIE TPYOKH XpaHATCs CO BCTABJIEHHBIMH Ha KOHIIAX NMPOOKaMu;

- ChEMHBIE pPE3MHOBBIE YacTH NPUOOPOB JOJKHBI XPAHUTHCS OTAEIBHO OT 4acTeil,
ClIeTaHHBIX M3 APYroro MaTepHala;

- u3aenusi, ocob0 YyBCTBUTEIbHEIE K arMochepHbIM (GakTopaM - 3JIaCTHYHBIE KaTeTepsbl,
OysKku, epyaTky, HanaJIbYHUKH, OWHTHI PE3MHOBBIE U T.II. XPAHST B IJIOTHO 3aKPBITEIX KOPOOKax,
TYCTO II€PEeChINaHHbIX TIbKOM. Pe3rHOBble OUHTBI XpaHAT B CKaTaHHOM BHJIE MEpechIaHHbIE
TaJIbKOM I10 BCEH aInHE;

- IIPOPE3HHCHHYK) TKaHb (OﬂHOCTOpOHHIO}O H ,E[ByXCTOpOHHIOIO) XpaHAT H30JIHPOBaHHO
OT BEIIECTB, YKa3aHHBIX B IyHKTe 7.13.1.1,B TOpH30HTaIbHOM MOJOKEHHH B PYJIOHAX,
[IOJBEIIEHHBIX Ha CHELMAIbHBIX CTOHKax. [Ipope3nHeHHyIO TKaHb AONMYCKAaeTcs XpaHUTh
YI0XKEHHOH He OoJiee 4eM B 5 psJIOB Ha IIaJJKO OTCTPYTaHHBIX MOJIKAX CTeJUIaKe;
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- DJIACTHYHBIE JIAKOBBIE H3JIENHs - KaTeTephl, OyKH, 30H/b! (Ha STHUILEJUIIOJIO3HOM HIH
KONAJIOBOM JIaKe), B OTJIHYHE OT PE3UHBI, XPAHAT B CYXOM IOMeIleHHH. [IpH3HakoM cTapeHus
ABJISIETCS HEKOTOPOE pasMsriyeHue, KJIeHKOCTh NOBEpPXHOCTH. Takue u3jenus OpaKyroT.

7.4.17 Pe3uHoBble NpOOKH MJOKHBI XPAaHUTHCS YIAKOBAaHHBIMH B COOTBETCTBHH C
TpeOOBaHUAMH AEHCTBYIOINX TEXHUYECKUX YCIOBHH.

7.4.18 Pe3uHoBBIE H3AETHsA HEOOXOOMMO TMEPHOJUYECKH oOcMarpuBaTh. [Ipeamersl,
HAYMHAIOLHE TEPSTh 3JIaCTHYHOCTb, JOJIKHEI OBITH CBOEBPEMEHHO BOCCTAHOBJIEHBI B
COOTBETCTBHH ¢ TpeboBanusmu HJI.

7.4.19 Pe3uHOBBIE NMEPUATKH PEKOMEHIYETCH, €CJIM OHH 3aTBEPJEIH, CIMIUINCE U CTalld
XPYIKHMH, TOJOXKHTh HE pacrnpaBiss, Ha 15 MHHYT B Temblid 5% pacTBOp aMMMaka, 3aTeM
IepUaTKi pasMHHAIOT M IOrPYXaroT uX Ha 15 muHyT B Termayro (40 - 50° C) Bomy ¢ 5%
riuuepuHa. [lepyaTku CHOBa CTAHOBATCS 3J1aCTHYHBIMH.

7.4.20 Uzpenus u3 macTMace clielyeT XpaHUTh B BEHTHIIMPYEMOM TEMHOM IIOMEIIEHHH,
Ha PacCTOSHUH HE MEHee | M OT OTONHMTENLHBIX CHCTeM. B IOMENIEHHH HE JOKHO ObITh
OTKPBITOTO OTHS, IMapoB JIETYYHX BEILECTB. DJIEKTPOIPUOOpPBI, apMmarypa H BBIKJIOYATEIH
JIOJDKHBI OBITH H3rOTOBJIEHEI B IPOTHBOMCKPOBOM (IIPOTUBONOXKAPHOM) HCIIOJIHEHHH.

7.4.21 IlepeBs30ouHble CpeJCTBA XPAHAT B CYXOM IIPOBETPHBAEMOM IIOMELIEHHH B
mkadax, sMKax, Ha CTeJUlakax M MOJ0HAaX, KOTOpble MOJKHBI OBITH BBIKpAIIEHbl U3HYTPH
CBETJION MaclssHOH Kpackoit U coxep:kaThbes B unctore. [lkadpl, rae HaxonaTcs nepeBsa3ovHbIe
Marepuaspl, nepuoaudecku npotupaoT 0,2% pacTBOpa  XJOpaMHHA MM JAPYTHMH
pa3penIeHHBEIMU K TPHMEHEHHUIO Ae3UH(EKIHOHHBIMH CPEACTBAMH.

7.4.22 CrepuibHbIH NEpeBA30YHBIH MaTepwan (OMHTBI, MapieBble caa(eTkd, BaTa)
XpaHsTCs B 3aBOJICKOH ynakoBKe. 3anpeniaercs UX XpaHEHHE B IEPBUYHON BCKPBITOH YIIaKOBKE.

7.4.23 HecrepuibHBIA MepeBsS304YHBIH MaTepral (BaTa, Mapisa) XpaHAT ylIaKOBaHHLIMH B
IUIOTHYRO Oymary HJIM B 3aBOJCKOH yIakoBKe Ha CTeJUIaXKaX MM IOJIOHAaXx.

7.5 XpaHeHHe JIeKAPCTBEHHBIX NIPENapaToB B TOProBOi 30He.

7.5.1 JlexapcTBeHHBIE IIperaparbl, OTHYCKaeMble ©Oe3 pelenTa, pasMelarTcs Ha
BUTPHHAX C YYETOM YCJIOBHH XpaHEHHs, MPeJlyCMOTPEHHBIX MHCTPYKLMEH 10 MEIHUHHCKOMY
IPUMEHEHHUIO, U (MJIM) Ha YyIIaKOBKE.

7.5.2 JlekapcTBeHHBIEe IIpenaparbl, OTIYCKAae€Mble IO pEUENTy Ha JICKApCTBCHHBIH
Tpenapar, JONYCKaeTcss XpaHHTh HA BHTPMHAX, B CTEK/ISIHHBIX M OTKPBITHIX IIKadax Mpu
YCIIOBHH OTCYTCTBHS JOCTYIa K HUM MOKYIATENEH.

7.4.3 JlekapcTBEHHBIE IIpenaparbl, OTIYCKaeMBIe II0 PpELEeNTy, MAOJKHBI OBITh
pasMeIleHbl OTJEIBHO OT Oe3pelenTypPHBIX JIEKAPCTBEHHEIX IIpernapaToB B 3aKpBITHIX mIKadax ¢
OTMETKOH «II0 pELENTy Ha JIeKapCTBEHHBIM Ipernapar», HaHeCEHHOH Ha MOJKy Wid wmkad, B
KOTOPBIX pasMEIlCHbI TAKHE JICKApCTBEHHBIE IIpeIapaThl.

8. Uctopusn COII

22.02.2017 - CMK. COII-AO-PO-002, Bepcus 01.
21.02.2020 - CMK. COII-AO-PO-002, Bepcus 02.

KonduaenuuaasHo




I'bBY3 «J1IO A3M»

Cranpaprhas onepauuonnas  (Crpanuna 11 u3 12
npoueaypa

CMK. COII-AO-PO-002 [laTa BBeOeHHSA:
«15» mas 2021 r.

Opurunan

Bepcusa: 03

JIelCTBHTENBHO 10!

Beoaurcs: Bzamen CMK. COIT-AO-PO-002, Bepcus 02 «15» mag 2024 T.

Haspanue noxymenTta: OpraHnsanus XpaHeHHsI TOBAPOB aNTeYHOT0 ACCOPTHMEHTA

9.Cnucok 3anoHsAeMbIX Gopm

1. CrHHCOK KOHTPOJIHUPYEMOTO PacrpoCTpaHeHHS.
2. JIMcT 03HAKOMIIEHHUS.
3. Hcropus usmeHeHui.

10. IIpuaoxenus
[Tpunoxenue 1

®opma AO-PO-002-03/1

CnucoK KOHTPOJIMPYEMOTr0 paclnpocTpaHeHHs

Bun noxymenta

JomKHOCTE AepiKaTens JOKYMEHTa

Opurusan HayanpHHK anTe4yHoOro otjena
Komus Ne | 3aBeyIOIUHA anTeKon
Konmst Ne 2 3aBeyIOIHUH aNTeYHbIM IYHKTOM
[Tpunoxenue 2
®opma AO-PO-002-03/2
Jlucr o3HaKOMIIEHUS
Ne Jara damuIna, HMS, 0OTYECTBO JIOmKHOCTD IMoanuce
n/n
1
24
3.
4.
s

Konpupenunansno

[Ipunoskenue 3

®opma AO-PO-002-03/3




CranpaprHas onepaunonnasi  Crpanuna 12 u3 12
I'BY3 «1JIO A3M» npoueaypa

CMK. COII-AO-PO-002 |/IaTa BBeeHHS:
«15» mast 2021 r.

Opurunain
Bepcus: 03 JleHcTBUTEIBHO J10:

Bromurcsi: Bzamen CMK. COIT-AO-P0O-002, Bepcust 02 «15» masg 2024 1.
Hazpanue noxymenra: OpraHu3auus XpaHeHHsI TOBAPOB ANTEYHOr0 aCCOPTHMEHTA

Hcropus nu3MeHeHui

Ne Bepcuu Jara [Ipuunna Howmep cTpanuiet Kem BHEceHO
BBEICHUS B | IepecMOTpa/BHece | (3aMEHEHHOH, HOBOH, H3BATOM) ®.H1.0.
JeHcTBHe HUS U3MEHEHHS

Bepcus 01 22.02.2017 HoBblit 1oKyMeHT Aticuna I'.P.

Bepcus 02 | 21.02.2020 B cBs3u ¢ 1-12 Aticuna I'.P.
HCTEUEHHEM CPOKa
IeHCTBHUS

Bepcus 03 15.05.2021 B cBsa3u ¢ 1-12 Aticuna [".P.
BCTYILICHHEM B
CHJTY HOBBIX
HOpPMAaTHUBHBIX
aKTOB

Konduaenuuaianno




JIMCT 03HAKOMIIEHUS

®opma AO-PO-002-03/2

¢ CMK. COII-AO-P0O-002, Bepcus 03

JlaTa

daMunus, UM, 0OTYECTBO

JIOIKHOCTD

[Tonnuco
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