Mpuka3 MuHsgpaea Poccum ot 31.08.2016 N 646H
"O6 yTBepxxaeHun MNpaBun Hagnexalluen NpakTUKU XpaHeH!s 1 NepeBO3Ku
NeKapCTBEHH...

3apeructpuposaHo B MuHtocte Poccun 9 sneapa 2017 r. N 45112

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU

NMPUKA3
ot 31 aBrycta 2016 r. N 646H

5 OB YTBEPXXOEHUM NPABUN
HAONEXALLEW NMPAKTUKU XPAHEHUA U NEPEBO3KN NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULMHCKOIO NPUMEHEHUA

B cooTtBeTcTBMM C nyHkTOM 18 cTatbm 5 ®PepepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O6
obpalleHnn nekapcteBeHHbIx cpeacTB" (CobpaHune 3akoHogatenbcTtBa Poccuiickon ®epepaumm, 2010, N 16, cT.
1815; 2012, N 26, cT. 3446; 2013, N 27, c1. 3477; 2014, N 52, c1. 7540; 2015, N 29, cT. 4367) U NognyHKTOM
5.2.171 TlonoxeHunsa o MwuHuCcTepcTBe 34paBooxpaHeHusi Poccuiickon  depgepauunn,  yTBEPXKOEHHOrO
noctaHoBnennem [paButensctBa Poccuiickon ®Pepepaumm ot 19 wmoHa 2012 r. N 608 (CobpaHue
3akoHogarenbctBa Poccuiickon ®egepaunn, 2012, N 26, c1. 3526; 2013, N 16, c1. 1970; N 20, c1. 2477; N 22, cT.
2812; N 45, ct. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N
12, c1. 1763; N 23, ct. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27 cT. 4497; N 28, cT. 4741; N 34, cT1. 5255),
NpuKasbIBato:

1. YTBepautb npunaraemble [MpaBuna Hagnexawlen npakTUKM XpaHeHUS U MNEePEeBO3KU NeKapCTBEHHbIX
npenapaTtoB Ans MeAULUHCKOTO NPUMEHEHNS.

2. Hactoawmi npukas sBctynaeT B cuny ¢ 1 mapta 2017 roga.

Bpvo MuHuncTtpa
N.H.KATPAMAHAH

YTBEpXOeHbI

npukaszom MuHucTepcTBa 34paBoOXpaHeHns
Poccuiickon ®eaepaunn

ot 31 aBrycta 2016 r. N 646H

5 NMPABUNA
HAONEXALLUEU NPAKTUKU XPAHEHUA U NEPEBO3KU NNEKAPCTBEHHbIX
NPENAPATOB AnA MEOAULUMHCKOIO NPUMEHEHUA

|. O6bwue nonoxeHus

1. Hactoswume lMpaBuna Hagnexalien NpakTUKM XpaHeHUs U NepeBOo3KN MeKapCTBEHHbIX npenapaTtoB Ans
MEeLMLMHCKOrO NPUMEHEHNs (Janee COOTBETCTBEHHO - [MpaBuna, nekapcTBeHHble Mpenapartbl) yCTaHaBNMBaKOT
Tpe6OBaHI/I9| K YyCNnoBuUAM XpaHeHUdA U NnepeBO3KU NeKapCTBEHHbIX npenapaTos, HeO6XO,EI,I/IMbIM ana obecneyeHunsa
kadecTBa, ©esonacHOCTM U 3(PEPEKTUBHOCTU FEKApCTBEHHbLIX MpenapaTtoB, a Takke MWHMMU3auMn pucka
NMPOHNKHOBEHNST (hanbCMULMPOBaHHbIX, HeJobpoKavyeCTBEHHbIX, KOHTPagaKTHbIX NTEeKapCTBEHHbIX MpenapaToB B
rpaxkgaHckuii 00opoT.

2. Hactosiwme [MpaBuna pacnpocTpaHsloTcs Ha MNPOU3BOAMTENEN NeKapCTBEHHbIX MpenapaTos,
opraHu3auMM ONTOBOW TOPrOBMM NEKAPCTBEHHLIMWU NpenapaTtamMu, anTeyHble OpraHusauuv, WHAMBUAOYarbHbIX
npe,qanHmwlaTeneVl, nverwwmnx nmueH3nto Ha (bapmaueBqueCKyro 0eAaTenbHoOCTb, MeANUUHCKME opraHu3auumm un
nx obocobneHHble nogpasgeneHus (ambynatopun, penbaliepckne n henbaepcko-aKyLepCKMe NyHKTbl, LEHTPbI
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(oTheneHuns) obwen BpadyebHOM (CeMeNHOWN) NPaKTUKWM), PACMONOXEHHbIE B CEMbCKUX HACENEHHbIX MYHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble opraHu3auun (ganee - cybbekTbl 0bpalleHnsa nekapcTBEHHbIX NpenapaTos).

Il. Cuctema obecneyeHuns kayecTsa XpaHeHUs1 U NEPEBO3KN
NeKapCTBEHHbIX NMpenapaToB

3. PykoBogutenb cybbekta obpalleHus JfiekapCTBEHHbIX MpenapaToB obecneunBaeT peanusauuto
KOMMrekca mep, HamnpaBneHHbIX Ha cobnofaeHne ero paboTHMKaMK HacTosAwmMx MNpaBun Npu XpaHeHuu u (Mnu)
nepeBO3Ke NEeKapCTBEHHbIX NPenapaToB (fanee - cucteMa kayectsa), NOCPeACTBOM YTBEPXKAEHNA [OKYMEHTOB, B
KOTOpbIX pPernamMeHTUpPYTCS B TOM YUCIe MOPSAOK COBepLUEHMS paboTHMKaMW OEWCTBMIA MPU OCYLLECTBIIEHUN
XpaHeHus 1 (Mnn) NepeBo3Ke feKapCTBEHHbIX MpenapaToB, NMopsaok oBCnyXMBaHUA U NMOBEPKU U3MEPUTENbHbIX
npubopoB 1 o6opyaoBaHKs, BeAeHWe 3anncei, 0TYETOB M UX XpaHeHue, NpueM, TPaHCNOPTUPOBKA, pasMelleHne
rnekapcTBeHHbIX MpenapaToB (Oarnee - cTaHAApTHble OnepauuoHHbIE MPOUEeaypbl), U OpraHM3aunM KOHTpOns 3a
cobnoaeHeM cTaHAapTHbIX OnepauUoHHbIX Npoueayp.

4. Cnctema kayecTBa AOMKHA rapaHTMpOBaThb, YTO:

a) nepemelleHne IeKapCTBEHHbIX MpenapaTtoB Mexay cybbektamym oOpalleHusi neKapCTBEHHbIX
npenapaToBs, B TOM YMCIE BHYTPU KOHKPETHOro cybbekTa obpalleHus nekapCTBEeHHbIX npenapaTos, obecneynBaeT
XpaHeHue u (Mnu) NepeBo3ky ¢ cobnogeHnem TpeboBaHMn, yCTaHOBMEHHbIX HacToAWwMMK [Npasunamu;

0) onpegeneHa OTBETCTBEHHOCTb pPabOTHUKOB cybbekTa obpalleHus nekapCTBEHHbIX npenapaToB 3a
HapyLLueHne TpeboBaHWi, yCTaHOBMNEHHbIX HAcTosILWMMK [MpaBunamu, 1 cTaHA4apTHBIX onepaLoHHbLIX NPoLeayp:;

B) NekapCTBeHHble MpenapaTbl AOCTaBMAAITCA CyObekToM obpalleHuns nekapCTBEHHbIX MpenapaToB B
COrnacoBaHHbIN C nonyvaTenem nekapCTBEHHbIX MpenapaTtoB Nepuoa BpeMeHwW ¢ cobniogeHvem TpeboBaHui,
yCTaHOBMEHHbIX HacToswwmmun MNpasunamu;

r) AOKyMeHTanbHoe ogopMIeHNe AEWUCTBUMA, yKasaHHbIX B rmase VI HacToawmx lNpaBun, 1 OOCTUIHYTbIX
pe3ynbTaToOB OCYLLECTBNSAETCS B XOA4E BbINOMHEHUS UM HENOCPEACTBEHHO NOCIE 3aBEPLUEHNS COOTBETCTBYHOLLNX
DEencTBui;

A) B OTHOLWEHUW Kaxgoro HapyleHus TpeboBaHuW, YCTaHOBMEHHbIX Hactoswmmu [pasunamu,
CTaHAApTHbIMW  OMEepauMOHHBIMU  Mpoueaypamn, MPOBOAUTCA BHYTPEHHSAS MpoBepka M paspabatbiBaloTcs
KOppeKTupyloLie AeACTBUA C Lebio YyCTPaHEeHUS BbIIBMEHHbIX HapyLLeHWN.

5. PykoBogutenem cybbekta obpalleHusi nekapCTBEHHbIX NpenapaTtoB C yyeToM TpeGoBaHWI TPyAoBOro
3akoHogaTtenbcTBa Poccuiickon ®Pepepaumm M MHbIX HOPMATMBHBLIX MPAaBOBLIX aKTOB, COAEpXalux HOPMbI
TPYOOBOro npasa, HasHavaeTcs nuUO, OTBETCTBEHHOE 3a BHeAapeHue U obecneveHne CUCTEMbl KayecTsa,
OCYLLECTBMAIOLWEE  MOHUTOPUHT  3(PEEKTMBHOCTU CUCTEMbI KayecTBa W  akTyanusauuio CTaHOapTHbIX
onepaumnoHHbIX Npoueayp (fanee - OTBETCTBEHHOE NnUO).

6. [esTenbHoCTb MO XpaHeHUMIO W (UNKn) nepeBO3Ke feKapCTBEHHbIX MpenapaToB, nepedaHHas
npou3BoguTENEM JeKapCTBEHHbIX MNpenapaTtoB WM  oOpraHu3auMert OMNTOBOW TOProBNv feKapCTBEHHLIMMU
npenapatamu Ansd OCYLLEeCTBMeHUs ApYron (CTOPOHHEW) opraHusauuu (ganee - ayTCOpPCWHT), onpefenseTcs,
COrnacoBbIBAETCS W KOHTpomnuvpyetcss BO  u3bexaHne  pasHOYTEHWW,  CMOCOOHbIX  NpPUBECTM K
HeyOoBNETBOPUTENBHOMY Ka4yeCTBY NEKapCTBEHHbIX NPenapaToB UM BbINOMHAEMbIX padoT.

[orosop, MO KOTOPOMY OCYLUECTBMSIeTCA MNepefaya AeATEnbHOCTU Ha ayTCOPCUHT (hanee - [LOroBop
ayTcopcuHra), 3akmYaeTca C  ykasaHueM 06A3aHHOCTeN KakaonW W3 CTOPOH, Mopsiaka [OeWCTBUM U
OTBETCTBEHHOCTW CTOPOH.

[o 3aknoyeHWs goroBopa ayTCcoOpCMHra Npou3BOAUTEMNb NEKapCTBEHHLIX NpenapaTtoB UNU opraHu3auus
ONTOBOW TOProBNN NEKAPCTBEHHbIMU NpenapaTtaMu O0JPKHbI yoeauTbCsa B MPaBoOCNOCOOHOCTM UCMOMHUTENS (B TOM
yucre B Hanu4uMm y Hero HeobxoaMMoNn B COOTBETCTBUM C 3akOHoOAaTeNbCTBOM Poccurickon ®enepauum nuueHsnm)
N BO3MOXHOCTU BbINOMHUTE 00s3aTenbCTBa MO JOrOBOPY ayTCOPCUHra B COOTBETCTBMM C TpeboBaHMsIMM
HacToawmx [lpaBun (B TOM 4MCre B HanMyuM OMbITHOO M KOMMETEHTHOro MepcoHana, noMeLLeHuUH,
obopynoBaHus).
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MpousBoanTenb NEKAPCTBEHHBLIX MpenapaToB WM OpraHu3auusi OMNTOBOW TOProBNM JeKapCTBEHHbLIMU
npenapaTamMy OOMMKHbI rapaHTUPOBaTb, YTO UCMONHUTENb MO JOroBOPY ayTCOPCUHIa MOSHOCTbIO ocBeaoMIleH 060
BCeX (paKTopax, CBSI3aHHbIX C JeKapCTBEHHbIMW MpenapaTaMmu WM OesTenbHOCTbIo, MnepedaBaemMoi Ha
ayTCOPCMHT, KOTOpble MOFyT NpeAcTaBsTh ONAcHOCTb AN ero NoMmeLleHuid, obopyaoBaHus, nepcoHana.

. MepcoHan

7. Ons cobGntogeHus yCTaHOBMIEHHbIX HacToswmmu [paBunamu TpeboBaHuii cybbekT obpalleHus
NeKapCTBEHHbIX MpenapaToB C y4eToM 00bema OCYLLECTBIISIEMOM UM [OEeATENIbHOCTM MO XpaHeHuto U (Mnw)
nepeBOo3Ke NIEKapCTBEHHbIX NpenapaToB AOIHKEH UMETb HEOOXOANMbIA NepcoHarn.

8. TpeboBaHva Kk kBanudukauum u cTaxy paboTbl nepcoHana YycTaHoBreHbl [lonoxeHunem o
NUUEH3MPOBaHUN hbapMaLeBTUYECKON OeATENbHOCTM <1>.

<1> TllocTtaHoBneHue [lpaButenbctBa Poccuiickonn Pepepauun ot 22 pekabps 2011 r. N 1081 "O
nuueH3npoBaHun gapmauesTnyeckon gestenbHocTu" (CobpaHne 3akoHopaTenbcTBa Poccuiickon Pepepaumm,
2012, N 1, cT. 126; 2012, N 37, c1. 5002; 2013, N 16, cT1. 1970).

9. O6a3aHHOCTM N OTBETCTBEHHOCTb pa60THI/IKOB Cy6beKTa 06pau.|,eHV|9| JIeKapCTBEHHbIX NpenapaTtoB, B TOM
Yucne OoTBeTCTBEHHOro nnua, 3akpennAaroTcd B AOJNKHOCTHbIX UHCTPYKUNAX.

10. PykoBoguTenb cybObekta oOpalleHnss fekapCTBEeHHbIX npenapatoB yTBepXxaaeT nnaH-rpadmk
NpoBeAeHUs NePBUYHON M NOCNeayoLmMX NOArOTOBOK (MIHCTPYKTaXeN) NnepcoHana, KOHTPOnMpyeT ero UCNonHeHne
1 oueHnBaeT A(PPEKTUBHOCTL NOArOTOBOK (MHCTPYKTaXa) C Lenbio NX COBEPLUEHCTBOBaHUS.

MepcoHan, paboTawwuini C nNekapCcTBEHHbIMWM MpenapataMmy, B OTHOLEHWW KOTOPbIX YCTaHOBIIEHbI
crneumanbHble YCIOBUS XpaHeHWs M (UNK) NepeBO3KW, MPOXOAWUT MOATrOTOBKY (MHCTPYKTaX) B COOTBETCTBUU C
3aHUMAaEMOW JOIMKHOCTLIO.

[JoKyMeHTbl O npoBedeHMM MNOArOTOBKM (MHCTPYKTaXKa) apXuBMPYHOTCA U XPaHATCA B COOTBETCTBUMM C
3akoHogaTtenbcTBoM Poccunckon ®egepaumm o6 apxmeHOM gerne.

IV. MomeLleHna n obopygoBaHue aAnst XxpaHeHus
nekapcTBEeHHbIX NpenapaToB

11. CybbekT obpalleHunss nekapCTBEHHbIX NpenapaToB ANS OCYLECTBMEHUS] OEATENbHOCTU MO XpPaHEHWIo
neKkapcTBEHHbIX NpenapaToB AOMKEH UMETb HEOOX0AUMbIE NMOMELLEHNS U (MNK) 30HbI, @ Takke 06opyaoBaHue Ans
BbIMOSIHEHNS OMepaLuWii C NeKkapCcTBEHHbIMW MpenapaTamu, obecnevmBalrolLine UX XpaHeHue B COOTBETCTBUU C
TpeboBaHuaMM HacTosAwwmx Mpaswun.

12. TlomeleHns AN XpaHEHWSI NEeKapCTBEHHbIX MpenapaTtoB AOMMKHbI obnagatb BMECTUMOCTbH U
obecneumBaTtb 6e30nacHoe pa3genbHoe XpaHeHWe U NepeMellieHne NekapCcTBEHHbIX MPenapaTos.

13. MMnowagb MNOMELLEHUA, WCMONb3YEMbIX MPOU3BOAUTENSMU  NEKapCTBEHHbIX MNpenapaTtoB W
opraHu3aumsiMi ONTOBOW TOPrOBMW NleKapCTBEHHLIMY NpenapaTtaMu, A0oMKHa COOTBETCTBOBATb 0ObEMY XpaHUMbIX
neKapCTBEHHbIX NpenapaToB M cocTaBnsTb He MeHee 150 KB. MeTPOB.

14. TMnowagb NOMELLEHMI, UCMOSMb3yeMbIX MPOU3BOAUTENSIMM  FIEKAPCTBEHHbLIX NpenapaTtoB WU
opraHu3auuMsiMM OMTOBOW TOPrOBNW FNeKapCTBEHHbIMWU Mpenapatamu, [OMmkHa ObiTb pasfeneHa Ha 30Hbl,
npegHasHavyeHHble AN BbINOMHEHUS crieayrowmnx dYHKLWIA:

a) NpYEeMKM NeKapCTBEHHbIX Npenaparos;
©) OCHOBHOMO XpaHeHWs NIeKapCTBEHHbIX NPenapaTos;

B) aKcneamumu;
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r) XpaHeHWsl ekapCTBEHHBIX NpenapaToB, TPebyoLWMX cneumanbHbIX YCIOBUA;

4)  XpaHeHus BbISIBNEHHbIX  (hanbcMduumpoBaHHbIX, HeJo6poKaYeCTBEHHbIX, KOHTpaaKTHbIX
nekapCTBEHHbIX NpenapaTos;

e) KapaHTUHHOIo XpaHeHusa nekapCTBEHHbIX NMpenapaTtos.

15. MNnowaab NnoMeLeHnin, NCnomnb3yemMblX APYrMMn cybbekTamy obpalleHns nekapcTBEHHbIX NpenapaTtos,
AOIMKHa ObITb pasaeneHa Ha 30Hbl, NpeAHa3HavYeHHble AN BbIMONHEHNS crieayoLwmx OyHKLWIA:

a) NPMEMKMN NeKapCTBEHHbIX NPenapaTos;
0) XxpaHeHus1 nekapCTBEHHbIX NpenapaTtoBs, TpebyoLLmX cneunansHbIX YCNOBUK;

B) XpaHeHMsl  BbISIBMIEHHbIX  banbCUUUMPOBAHHbLIX,  HEAOOPOKAYECTBEHHbIX,  KOHTpPagaKTHbIX
rieKapCTBEHHbIX NMPenapaToB, a TakkKe NekapCTBEHHbIX NPenapaToB ¢ UCTEKWMM CPOKOM FOAHOCTH;

r) KaPaHTMHHOIO XPaHEHNs NeKapCTBEHHbIX NpPenapaToB.

16. ®dyHKUUKN, NpegyCMOTPEHHbIe NyHKTaMn 14 n 15 HacToawmx MpaBun, MOryT BbINOMHATLCA B OTAENbHbIX
NMOMELLEHMSAX.

17. lNMomelleHnss N 30Hbl, UCMONb3yeMble ONS XPaHEeHWUsl JNeKapCTBEHHbIX MpenapaToB, AOMKHbl OblTb
OCBELLEHbI.

18. Cuctema, 3ameHsoLwWwasn pasgeneHme 30H XpaHeHus, B TOM Yucrne nocpeacTBOM 3reKTpOHHOW 06paboTku
[AaHHbIX, JomkHa obecneumBaTb TpebyeMblli ypoBeHb 6e30nacHOCTU 1 BbITb BanuaMpoBaHa.

19. A,D,MVIHI/ICTpaTVIBHO-6bITOBbIe nomMeLweHnAa oTaenAaTCA OT 30H XpaHEHNA NEKapCTBEHHbIX NpenapaToBs.

20. B nomelleHusix AnNs XpaHEHUs eKapCTBEHHbIX MpenapaToB 3anpellaeTcsl XpaHeHwe MnuLLeBbiX
NpoayKTOB, TabayHbiX W3OENWIA, HaMUTKOB, 3a WCKMIOYEHMEM MUTLEBOW BOAbl, @ TaKKe IeKapCTBEHHbIX
npenapaTtoB, MNpeAHa3HaYeHHbIX [ANns  JIMYHOrO  UCMonb3oBaHUsi paboTHWMKamn cybbekta obpalyeHus
neKapcTBEHHbIX NpenapaToB.

21. B nomeweHuax u (Mnu) 3oHax AOMKHbl MOAAEPKMBATBCA TemnepaTypHble PEXUMbl XPaHEHUs U
BMaXHOCTb, COOTBETCTBYIOLLME YCMOBUAM XPaHEHWSs, yKa3aHHbIM B HOPMAaTMBHOW AOKYMEHTauuu, CocTaBnsioLen
perncTpauMoHHoe [0Cbe JleKapCTBEHHOro npenapaTta, WHCTPYKUMM MO  MEAULMHCKOMY  NPUMEHEHUI0
riekapCTBEHHOr0 NpenapaToB U Ha yNaKoBKe NeKapCTBEHHOro npenapara.

22. ina obecneyeHnst TpebyeMbIxX YCNOBUI XpaHEHWS flekapCTBEHHbIX MpenapaTtoB B NOMELLEHUSIX (30HaX),
NCNONb3yEMbIX ANSA XPaHEHMS1 NEKapPCTBEHHbIX MpenapaToB, NPOW3BOAMTENSAMMU JEKAPCTBEHHbIX MpenapaToB U
OopraHusaumMsiMm onTOBOMW TOPrOBIM NIEKAPCTBEHHBIMU MpenapaTtaMmy OCYLLECTBSETCA U3yvyeHue pacnpeaeneHus
TemnepaTypbl (danee - TemnepaTtypHoe KapTUpOBaHUE).

OGopynoBaHue [nsi KOHTPOMs TeMnepaTypbl pasMellaeTcd B MOMELeHus (30Hax) B COOTBETCTBUM C
pesynbTatamMu TEMMNEPaTYpPHOro KapTMPOBAHNS, HA OCHOBaHUM NPOBEAEHHOIO aHanu3a 1 OLEHKN PUCKOB.

TemnepaTypHoe kapTupoBaHWe HEOBXOAUMO MOBTOPSITb B COOTBETCTBUM C pe3ynbTaTaMu aHanusa pucKoB,
a TaKKe Npu N3MEHEHNsX B KOHCTPYKLUM NOMELLEeHNS (30H) unn 06opyaoBaHNsA AN KOHTPONS TeMnepaTypbl.

23. PesynbTaTthl TeMMepaTypHOro KapTUpPOBaHWS PErncTpupyroTCcs B CheumanbHOM XypHane (kapTe)
perucTpaumu Ha GymaxHoOM HocuTene u (Mnu) B 3NEKTPOHHOM BWAE €XEeLHEBHO, B TOM 4YUCIEe B BbIXOAHbIE U
npasgHuYHble aHW. XKypHan (kapTa) pernctpaumum XpaHuTcst B TeHeHUe ABYX NeT.

24. Cybbekt obpalleHusi nekapCTBEHHbIX MpenapaToB pa3pabaTbiBaeT M yTBEPXKAAET KOMIMIIEKC Mep,
HanpaBlieHHbIX Ha MWHUMM3ALMIO pUCKaA KOHTaMUHAUUW MaTepuanoB WU JIeKapCTBEHHbIX MpenapartoB, Mnpu
yCnoBumn cobnogeHuns 3almTbl OT BO34ENCTBUSA (hakTOpOB BHELLUHEN cpeapbl.
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25. Mpoueaypbl Mo ybopke NMomeLleHWid (30H) ANs XpaHeHUsl NeKapCTBEHHbIX NpernapaToB NPOBOAATCA B
COOTBETCTBUM CO CTaHAAPTHLIMMW OMNepaLNOoHHBIMMY NpoLeaypamMu.

OToenka nomelleHun (BHYTPEHHWE TMOBEPXHOCTU CTEH, MOTONMKOB) AnNs XpaHEeHWUs feKapCTBEHHbIX
npenapaToB JOJPKHA AONyCKaTb BO3MOXHOCTb MPOBEAEHNSI BNAXXHOW yOOPKN 1 UCKNoYaTb HAKOMMEHWE MbIN.

Ob6opyaoBaHve, NHBEHTapb M MaTepuanbl Ans yOopku (O4MCTKM), a Takke Mowme n AesvHduumpyowme
cpencTBa AOIMKHBI XPaHUTLCS B OTAENbHbIX 30HaX (Lkadax).

26. MNomelleHns ANg XpaHeHUs NekapCTBEHHbIX NpenapaToB OOMMKHbI ObiTb CMIPOEKTUPOBAHbI N OCHALLEHbI
TakMm 06pa3oM, 4TOObI 0becneunTb 3aWwmuTy OT MPOHMKHOBEHUS HACEKOMbIX, MPbI3YHOB UM APYrUX XXUBOTHBIX.

27. B nomelLeHns1 (30HbI) AN XpaHEeHUs JIekapCTBEHHBIX NMpenapaToB He AOMycKaloTcs nuua, He UMetoLLme
npaBa OocTyna, onpeaeneHHoro CTaHaapTHLIMK onepaumMoHHbIMK NpoLeaypamu.

28. lMpounsBogutensam nekapCTBEHHbIX NpenapaToB M OpraHU3auusaMm OMNTOBOW TOProBMM NEKapCTBEHHbIMU
npenapatamm HeobxoouMO MNpefycMOTpeTb pasfdeneHue MOTOKOB MepeMeLLleHUs feKkapCTBEHHbIX MnpenapaToB
Mexay NoMeLLeHaMU 1 (MNn) 30HaMK OIS XpaHEeHWs NTeKapCTBEHHbIX NPenapaToB.

29. Crennaxu (wkadbl) AN XpaHeHUs NekapCTBEHHbIX NpenapatoB OOMKHbl ObiTb MapKMpoBaHbl, UMeTb
cTennaxHble KapTbl, HAXOAALWMNECS B BUAMMON 30HE, obecneunBaTb MASHTUMUKALMIO NEKAaPCTBEHHbIX NpenapaTos
B COOTBETCTBMU C MpPUMEHseMon CcybbekToM obpalleHns nekapcTBEHHbIX MpenapaTtoB CUCTEMOWN yyeTa.
[onyckaetcsa npuvMeHeHWe 3NEeKTPOHHOW cucTeMbl 00paboTkM AaHHbIX BMECTO CTeNnaxHblX KapT. [lpu
MCMONb30BaHNN IMEKTPOHHOW CMCTeMbl 06paboTKM AaHHbBIX gonyckaeTca naeHTudnkaums npu noMoLLm KO4oB.

30. JlekapcTBeHHble npenapaTtbl, B OTHOLIEHUW KOTOpPbIX CYObEeKTOM 00palleHuss neKkapCTBEHHbIX
npenapaToB He NPUWHATO pelleHne O AdanbHenwem obpalleHun, unn nekapcTBeHHble npenaparbl, obpalieHve
KOTOpbIX MPUOCTAHOBMNEHO, a TaKke BO3BpalleHHble CyObekTy obpalleHus nekapcTBEHHbIX MpenapaToB
nekapcTBeHHble npenapartbl AO0MMKHbI ObiTb NMOMELLEHbl B OTAENbHOE MOMELLEHNE (30HY) Unn M3oNMpoBaHbl C
NMPMMEHEHNEM CMCTEMbI SNEKTPOHHOW 06paboTkun AaHHbIX, 0becneynBatoLlen pasaeneHne.

NekapcTBeHHble Mpenapatbl, B OTHOLUIEHUW KOTOPbIX CYOBEKTOM OOpalleHMs NekapCTBEHHbIX NpenapaToB
MPUHATO pelleHne O MPUOCTAHOBMEHUN MPUMEHeHMs WM o6 u3bsATMM 13 obpalleHusi, a Takke
hanbcnpuLMpoBaHHble, HeAoOpoKaYeCcTBEHHbIE U KOHTpadakTHble NeKapCTBEHHble npenapaTbl AOMKHbI ObiTb
N30NMPOBaHbI 1 pa3MeLLieHbl B CrieLnanbHO BbiAENEHHOM MOMELLEHUN (30HE).

I'Ipep,npleﬂTble Mepbl U30NAUUM  YKa3aHHbIX J1€eKapCTBEHHbIX MnpenapaTtoB AOJDKHbl rapaHTUpPOBaATb
NCKIMIO4YEeHne nx nonagaHmAa B o6pau.|,eH|/|e.

31. neKapCTBeHHble npenaparbl, noanexawune npeaMmeTHO-KOITM4eCTBEHHOMY y4eTy <1>, 3a UCKNOYEHNEM
HaPKOTUYECKUX, MNCUXOTPOMHbIX, CI/IJ'IbHO,CI,GVICTByI-OLIJ,I/IX N A00BUTbIX JeKapCTBEHHbIX CpeacTB, XpaHATCA B
MeTannnmyeckmnx nnn aepeBAHHbIX LIJKad.)aX, oneyaTtbiBaeMbIX Unn I'IJ'IOM6I/IpyeMbIX B KOHLUE pa6oqero OHA.

<1> MNpwukas MuHzgpaBa Poccuu ot 22 anpensa 2014 r. N 1831 "O6 yTBepXXAEHUN NEPEYHS NEKAPCTBEHHBIX
CPEACTB AN MEeOULUWHCKOrO NMPUMEHEHUS, nognexawmx npeamMmeTHO-KONMYeCTBEHHOMY ydeTy" (3aperncTpmpoBaH
MuHncTepcTBoM tocTuumm Poccunckon ®epepauum 22 nons 2014 r., pernctpaumorHbii N 33210) ¢ nameHeHusamu,
BHECEHHbIMM npukazoM MuH3gpaBa Poccum ot 10 ceHTtabpa 2015 r. N 634H "O BHeCeHWM M3MEHEHUN B
HekoTopble npukasbl MUHUCTEpPCTBA 34paBOOXPaHEHWs U coumanbHoro passutus Poccuiickon depepauun un
MuHuctepcTBa 3gpaBooxpaHeHusi Poccuinckon ®egepauun” (3apermctpupoBaH MWHWCTEPCTBOM  HOCTMLUN
Poccuiickon ®egepauum 30 ceHTabps 2015 r., pernctpaumoHHsin N 39063).

32. ﬂeKapCTBeHHble npenapartbl, cogepXaline HapKoTUu4eckme cpencrtesa WM MNCUXOTPONHble BeLWleCcTBa,
OOJTKHbI XpaHUTbCA B COOTBETCTBUM C 3aKOHOOATEJSIbCTBOM Poccuiickom <De,u,epau,l4m O HapKOTUYEeCKMX cpeacrtBax
N NCUXOTPOIMHbIX BELLECTBAX.

33. XpaHeHune nekapcTBEHHbIX NpenapaToB, coAepKallmx CUNbHOOENCTBYOWME N SA0BUTbIE BellecTea <1>,
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HaxodAWNnXca nog KOHTposrieM B COOTBETCTBUMM MexayHapOoAHbIMU MNMpaBOBbIMM HOpMaMW, OCYLLUECTBIIAETCA B
nomMeLleHumnax, OGOpy,D,OBaHHbIX MHXEeHEPHbIMN W TEeXHU4eCKMmMn cpeacrtBamMmm  OXpaHbl, aHanorn4yHbIMu
npegycMoTpeHHbIM ONnA XpaHeHNUA HAaPKOTUYECKMX N NCUXOTPONMHbIX NEeKapCTBEHHbIX CpencTB.

<1> TllocTtaHoBneHue [lpaButenbctBa Poccuiickonn Pepepauun ot 29 pekabpa 2007 r. N 964 "O6
YTBEPXKAEHUN CMUCKOB CUMbHOLENCTBYIOLNX U SAOBUTHLIX BELLECTB ANs uenen ctatbu 234 n apyrux craTen
YronosHoro kogekca Poccuiickon depepaumm, a Takke KpynHoro pasmepa CUNbHOAEWCTBYIOLLMX BELLECTB AN
uenen crtatbn 234 YronosHoro kofgekca Poccunckon ®epepaunn” (CobpaHue 3akoHopaTensctsa Poccumnckon
depepaummn, 2008, N 2, cT. 89; 2010, N 28, c1. 3703; 2012, N 10, cT1. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT.
558; N 9, cT. 953; N 45, cT. 5831).

34. [lonyckaeTcs xpaHeHne B OQHOM TEeXHWYECKU YKpensieHHOM MOMELLEHUN NeKapCTBEHHbIX Npenaparos,
NPeayCcMOTPeHHbIX MyHKTOM 32  Hactoswwmx [lpaBun, W fekapcTBEHHbIX MNpenapaTtoB, COAepXallumx
CUNbHOAENCTBYIOLWME UnNn SA0BUTbIE BelecTBa. [py 3TOM XpaHeHWe Takux NekapCTBEHHbIX NpenapaToB AOMMKHO
OCyLLecTBNATLCS (B 3aBMCMMOCTM OT obbeMa 3anacoB) Ha pasHbIX Nofkax cenda (MeTannmyeckoro wkada) nnuv B
pa3HbIx cerdrax (MeTannmueckmx Wwkagax), onedyarbiBaemblX v NNomMbnpyemblix B KOHLE paboyero gHs.

35. CybbekTy oOpalleHunss nekapCTBEHHbIX NpenapaTtoB HeobxoaumMo oGecneudnTb OXPaHHYH CUCTEMY,
MO3BOSSOLLYIO NPefoTBpaLlaTbh HENPaBOMEPHOE MPOHUKHOBEHME B JtOOble NMOMELLEHWUSI (30HbI) ANS XpaHeHUs
rniekapCTBEHHbIX NpenapaToB.

36. ObopynoBaHue, okasblBaloLLee BMUSIHAE Ha XpaHeHune 1 (UNu) NepeBo3Ky NeKkapCTBEHHbIX NpenapaTos,
OOIDKHO MPOEKTMPOBATbLCS, pa3mellatbcsl U 06CNyXKMBaTbCA COrMacHO OOKYMEHTauuuM Mo ero MCnonb30BaHWI0
(skcnnyaTtauun).

37. K obopygoBaHuio, WCMOMb3yeMOMYy B MpPOLECCE XpaHeHus W (Unu) NepeBO3KM feKapCTBEHHbIX
npenapaTtoB, OTHOCSTCSl B TOM YnChe:

a) CMCTeMbl KOHANLMOHNPOBAHWS;

©) xonoaunbHble Kamepbl 1 (UN) XONOAUITBHUKN;
B) OXpaHHasi U NoXapHas CUrHanu3auus;

I) CUCTEMbI KOHTPONSA AOCTYyNa;

A) BEHTUNSALMOHHANA cnctema;

e) TepmorurpomeTpbl (MCUXpOMETpbl) WM uHOe obopygoBaHue, uWCnonb3yemMoe Ans perucrpauuu
TemnepaTypbl U BAaXHOCTW.

38. ObopynoBaHue, oTHOCSLLEeCA K CpeAcTBaM M3MepeHui, A0 BBOAA B JKCMMyaTauuio, a Takke nocne
peMOHTa MOAMEXWUT NEPBUYHON MoBepke M (MnM) kannbpoBke, a B Mpouecce 3KCnnyatauuu - nNepuoanyeckomn
nosepke u (Mnu) kanvbpoBke B COOTBETCTBUMM C TpeboBaHWsIMM 3akoHogaTenbcTtBa Poccuickon ®egepauumn o6
obecneyeHnn eguHCTBa N3MepeHnin <1>.

<1> Ctatbk 13 n 18 degepanbHoro 3akoHa ot 26 uoHa 2008 r. N 102-03 "O6 obecneyeHnn eamHcTBa
nameperHnii" (CobpaHne 3akoHogatenbctea Poccuiickon ®epepauun, 2008, N 26, ct. 3021; 2014, N 26, cT. 3366;
N 30, cT. 4255).

39. PemoHT, TexHuyeckoe obcnyxuBaHue, nosBepka W (unu) kanubpoBka o060pPyAOBaHUA OOSDKHbI
OCYLLECTBMATbCA B COOTBETCTBUMM C YTBEPXAAEeMbIM MMaHOM-rpadmkom, Takmm o06pas3oM, 4Tobbl KayecTBO
nekapCTBEHHbIX NpenapaToB He NoABepranocb HeraTUBHOMY BO34EVCTBUIO.

40. Ha Bpemsi peMoHTa, TeXHWYEecKoro OGCNyXuBaHWS, NOBEpPKU U (MnKn) KanubpoBku obGopyooBaHUs U
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cpeanctB u3MepeHna OOJIXKHbI ObITb NPUHATLI Mepbl, obecneunBatoLLme Tpe6yeMb|e ycnoBua XpaHeHuda
NeKapCTBEHHbIX NMpenapaToB.

PemoHT, TexHu4eckoe obcnyxumBaHue, noBepka u (unu) kannbposka o6OPyAOBaHUA U CPEACTB M3MEPEHUs
OOMMKHbI OblTb COOTBETCTBYIOLLMM OOpa3oM OTpaXeHbl B OOKYMEHTax, KOTOpble apXMBUPYKTCA W XPaHATCS B
COOTBETCTBMU C 3akoHoAaTenbcTBoM Poccuiickon degepaunm o6 apxmBHOM aere.

V. [JOKyMEeHTbI NO XPaHEHWIO N NepPeBO3Ke
NekapcTBEHHbIX npenapaToB

41. [JokyMeHTbl NO XpPaHEHWIO U (Unn) NepeBO3Ke NEeKapCTBEHHbLIX MpenapaToB, ONUCLIBAKOLINM OENCTBUS,
BbINONHAEMble CYObEKTOM OOpalleHns nekapcTBeHHbIX MpenapaTtoB, HampaBfeHHble Ha cobnwogeHune
TpeboBaHWi, YyCTAHOBMEHHbIX HacToAwmMMKU MpaBmnamu, BKMOYAOT B TOM 4YMCMe CTaHOapTHble onepalMOHHble
npouenypbl, UHCTPYKL MK, AOTOBOPbI, OTHETHI.

CogepxaHne [OOKYMEHTOB AOIMKHO ObiTb MOHATHLIM, OAHO3HAYHLIM, HE [OMYCKAKLWMM ABYCMbICITEHHbIX
TONKOBaHUN.

42. CpoK XpaHeHuss OOKYMEHTOB OMNpeaensieTcs B COOTBETCTBUM C TpeboBaHWsMM 3akoHOZaTenbCcTBa
Poccuiickon degepaumnm 06 apxuBHoM gene.

43. MNepcoHan gomKeH OblTb 03HAKOMITEH U UMETb AOCTYN K JOKYMEeHTaMm, HeobxoaMMbiM ANns UCMONHEHNUS
JOJDKHOCTHbIX 00s13aHHOCTEN.

VI. erictBusa cybbekTa obpalleHnsa nekapCcTBeHHbIX NpenapaToB
Mo XpaHeHMWIo 1 NepeBo3ke

44. Bce peictBusa cybbekTa obpalleHusi NekapCTBEHHbIX MpenapaToB MO XpaHeHuio U (Mnun) nepeBo3ke
NeKapCTBEHHbIX MpenapaToB OCYLIECTBSATCA TakuM 06pa3oM, 4YTOObl MOEHTUYHOCTb W KayeCTBEHHble
XapaKTEPUCTUKN JeKapCTBEHHbIX MNpenapaToB He ObiM yTpayeHbl M coGniofjanvicb YCroBUSI UX XpaHeHwus,
yKasaHHble B UHCTPYKLMW MO MEAMLMHCKOMY NMPUMEHEHUIO U Ha YraKoBKe NIekapCTBEHHOro Npenapara.

45. Cyb6bekToM 0OpalleHusi rnekapCTBEHHbIX MpenapaToB NPUHUMAaOTCS Mepbl Ans MUHMMU3aUUU pucka
NMPOHNKHOBEHNS (hanbCUMULMPOBAHHbIX, KOHTpPadakTHbIX, HeAOBPOKaYeCTBEHHbIX NIeKapCTBEHHbIX NpenapaToB B
obpalleHue.

46. B npouecce npuemkn nekapCcTBEHHbIX NpenapaTtoB paboTHMKamMu cybbekTa obpalleHns nekapCTBEHHbIX
npenapaToB  OCYLIECTBNSAETCA MpOBepka COOTBETCTBUS  MPUHUMaEMbIX  MEeKapCTBEHHbIX  npenapaToB
TOBapOCOMNPOBOAMTESNBHOWN JOKYMEHTALMM MO aCCOPTUMEHTY, KOJIMYECTBY 1 KayecTBY, COOMOAEHNIO cneLmnanbHbIX
YCIOBUN XpaHeHus (Npy Hanmuumm Takoro TpeboBaHUS B HOPMATMBHOW [AOKYMEHTALMWM Ha NEeKapCTBEHHLIN
npenaparT), a Takke HanM4yuio NOBPEXAEHUIN TPAHCNOPTHON Tapbl.

47. IlekapcTBeHHbIE nNpenapaTtbl HEOOXOANMO XpaHUTb C y4eToM TpeboBaHui, HOPMaTUBHOW AOKYMEHTaumm,
COCTaBMSIOLWLEN perucTpaLMoHHOe [0Cbe Ha JeKapCTBEHHbIM MpenapaTt, WHCTPYKUMM N0  MeOULMHCKOMY
npUMeHeHuo, WHpopMaunK, copepxallencs Ha nepBUYHOM WM (MNKU) BTOPUYHOW YMaKkoBKe feKapCTBEHHOro
npenapaTa, TPaHCMOPTHOW Tape, a Takke B COOTBETCTBUM C TpebOBaHMAMU, YCTAHOBIEHHLIMU HACTOALLMMU
Mpasnnamu.

48. lekapcTBeHHbIe NpenapaThl AOMKHbI pasmeLlaTbCsl Ha cTennaxax (B wkadax) unm Ha noaToBapHUKax
(nogpoHax). He ponyckaetcs pa3MelleHue NekapcTBEHHbIX npenapaTtoB Ha nony 6e3 noggoHa. MogaoHsl MoryT
pacnonaratbCs Ha Nony B OAWH PsiA UMK Ha CTennaxax B HECKOIbKO sIPYCOB B 3aBUCMMOCTU OT BbICOTbI CTeMnaxa.
He ponyckaeTcs pas3MelleHue NOALOHOB C NEKapCTBEHHLIMU MpenapaTamy B HECKOMbLKO PAoOB Mo BbicoTe 6e3
MCNOMb30BaHUS CTENNAXeN.

49. NekapcTBeHHbIE MpenapaTbl PpasmeLLaT B NOMELLEHUSX U (MNN) 30HAX AN XpaHEHWUs! NEeKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C TPEOOBaAHUAMN HOPMATUBHOW OOKYMEHTauUuUK u (Mnun) TpeboBaHNAMU, yKasaHHbIMM
Ha ynakoBKe NlekapCTBEHHOro npenapara, ¢ y4eToMm:
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a) PM3NKO-XMMUYECKNX CBONCTB rieKapCTBEHHbIX NPenapaTos;
©) dhapmakonormyeckmx rpynm;
B) cnocoba BBeAEHMS NekapCTBEHHbIX NpenapaToB.

Mpy pa3MeLLieHNM NEKAPCTBEHHBIX NPenapaToB B MOMELLEHUIX 1 (MK) 30HaX NS XpaHeHUs NekapCTBEHHbIX
npenapaTtoB AoMnyckaeTcsi UCNOMb30BaHNe KOMMbIOTEPHBIX TEXHOMOUIA (MO andgaBUTHOMY MPUHLMMY, MO Kodam).

50. B cnyyae OTCYyTCTBMS BO3MOXHOCTU COOMIOOEHNS YCMOBWUWA XPaHEHUS B MNpOLEccCe MpUeMKU
nekapcTBeHHble npenapaTtbl, Tpebywwme cneuunanbHbiX YCNOBUMM XpaHeHuss n Mep 6es3onacHoOCTW, nocne
BbINOMHEHNS1 HEOOXOANMBIX MPOBEPOYHBLIX MEPOMNPUSATUI NepeMeLLaloTCa B COOTBETCTBYOLLEE MOMELLeHne unm
30HY XpaHeHus ¢ y4eToMm TpeboBaHun CTaH4apTHOM ONepaLmMoOHHON NpoLeaypsbl.

51. XpaHeHme orHeonacHblX M B3pPblBOONACHbIX JIEeKapCTBEHHbIX npenapaTtoB OCyuwleCcTBnAeTCcA BOann oOT
OrHA 1 OTONUTEJIbHbIX I'IpVIGOpOB. Heobxoaumo WCKNIOYNTL MexaHU4eckoe BO3OEeNCTBME Ha OrHeomnacHble wu
B3pbIBOOMacHbIE JIeKapCTBEHHbIE NMpenapaTtbl, B TOM Yncne BO34EeNCTBME NPAMbIX COJTHEYHbIX nyqul 1 yaapebl.

52. IlekapcTBeHHble npenapaTbl, Tpebylolme 3awuTbl OT BO3OENCTBUS CBETA, OOMKHbI XPaHUTbLCA B
NOMELLEHMSX UNK cneuuansHO 060pyaoBaHHbIX 30Hax, obecneyvnBaloLWmMX 3aWwmuTy OT NonagaHus Ha ykasaHHble
nekapcTBeHHbIe npenapaTbl NPSIMbIX CONHEYHbIX MyYen.

53. Onepauuun ¢ nekapCTBEHHLIMK NpenapaTaMu, OCyLLECTBNSIEMbIE B CKMaACKMX NOMELLEHUSX, U NepeBo3ka
NeKapCTBEHHbIX MNpenapaToB BbIMOMHATCA C cobnogeHMem TpebOoBaHWUIM, YCTAHOBIEHHbLIX HACTOSALLMMU
MpaBunamu, a Takke Mmep 6e30NacHOCTU.

54. Ortrpy3ska nekapCTBEHHbIX MpenapaToB MNPOU3BOAMTENSAMU  JIEKAPCTBEHHbLIX MpenapartoB U
opraHuM3auMsiMm OMNTOBOW TOProBNM JEKAPCTBEHHbIMU MpenapaTaMum OpraHu3yeTcs Takum obpasom, 4TOObI
nekapcTBeHHble NpenapaThl C MEHLLUMM CPOKOM FOAHOCTM OTMyCKanuch B NEPBYIO o4epeap.

55. lekapcTBeHHble Mpenapartbl, NpeAHa3HavYeHHble AN YHUYTOXEHWSl, B COOTBETCTBMU CO CTaHAapTHLIMU
onepauVoHHbIMK NpoueaypamMu OOMKHbl ObiTb MapKupoBaHbl U M30NMPOBaHbI OT feKapCTBEHHbIX MpenapaTos,
[ONyLLEeHHbIX K obpaLleHuio.

VII. NepeBo3ka nekapcTBeHHbIX NpenapaTos

56. CyGbekT obpallleHVsi NeKkapCTBeHHbIX MpenapaTtoB MpU MOArOTOBKE K MEepeBO3Ke eKapCTBEHHbIX
npenapatoB obecrneyvBaeT corfiacoBaHMe C rorlyyaTtesieM JeKapCTBEeHHbIX MpernapaToB OCTaTOYHbIX CPOKOB
roQHOCTM MOCTaBMIsieMbIX NIEKaPCTBEHHbIX NpenapaTos.

57. TlepeBo3ka neKapCTBEHHbIX MpenapaTtoB COMPOBOXAAeTCA [OKYMeHTaMu B COOTBETCTBUM C
TpeboBaHuAMM 3akoHogaTenscTBa Poccuiickon deagepaunm.

58. WHpopmaumss o nepeBO3ke IeKapCTBEHHbIX MNpenapaTtoB [AOMmkHa ukeupoBaTbCs CyObekToM
obpalleHns nekapcTBEHHbIX MpenapaToB TakuM obpa3om, 4ToObl 06ecneynTb KOHTPOSb UX NepeMeLLEHMS.

59.B npouecce nepeBo3Kn NIeKapCTBEHHbIX NpenapaTtoB HE3aBUCUMO OT €€ crnocoba Cy6'beKTOM o6pau.|,eHV|;|
NeKapCTBEeHHbIX npenapaTtoB A0S KHa obecneunBaTbCA BO3MOXHOCTb noareBepXxaeHuna Kadvecrtea, NoANMMHHOCTU U
LeNTOCTHOCTU NeKapCTBEHHbIX NMpenapaToB.

60. [lnaHupoBaHME NEPEBO3KM JIEKAPCTBEHHbBIX MNpPenapaTtoB [OMMKHO OCYLLECTBNSAETCA CyObekTom
0ob6palLeHnst NekapCTBEHHbIX MpenapaToB Ha OCHOBAHUM NPOBEAEHHOMO aHanM3a n OLEHKN BO3MOXHbIX PUCKOB.

61. WHdopmaumsi O BbISIBNEHHbIX CYGHLEKTOM OGpalleHNs NeKapCTBEHHbIX MpernapaToB B npolecce
NMepeBO3KM JIEeKapCTBEHHOrO MpenapaTta Cryyasx HapyleHusi TemnepaTypHOro pexuMa XpaHeHus u  (Mnw)
MOBPEXAEHNSA YNaKOBKM AOBOANTCS CYOBbEeKTOM 0OpalleHUsl NekapCTBEHHbIX NpenapaToB 40 OTnpaBuTens u (Mnm)
nony4yaTtens nekapcTBeHHbIX NpenapaToB.

Mo 3anpocy nony4yarena nekapCTtBeHHbIX npenapartos Cy6'beKTOM o6pau.|,eva JNIEKapCTBEHHbIX MNMpenapaTtoB
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OOMMKHblI  ObITb MpefocTaBneHbl CBeAeHWst O COOMAeHWM TeMNepaTypHOro pexuma npu  nepeBo3ke
neKkapcTBEHHbIX NpenapaTos.

62. [Ina nepeBo3kM nekapCTBEHHbIX NpenapaToB UCNOMb3yTCA TPaHCMNOPTHbIE cpeacTBa u obopyaoBaHme,
obecneunBatoLme cobniogeHre nx kadectaa, aPPEKTUBHOCTH 1 Ge30nacHOCTW.

Mpy nepeBo3ke TepMONabuUibHbLIX IEKAPCTBEHHbIX MpenapaTtoB WCMOMb3yeTcs crheuuanusnpoBaHHoe
obopynosaHve, obecrneuymBaiollee noadepxaHne  Tpebyemblx — TemnepaTypHblX  PEXWMOB  XpaHeHust
neKkapcTBEHHbIX Npenaparos.

63. XnagoanemeHTbl B MU30TEPMUYECKMX KOHTEMHEPAX pa3MellatoTcsa Takum obpasom, 4Tobbl OTCYTCTBOBAN
NPSIMOM KOHTAKT C JIeKapCTBEHHLIMM NpenapaTamMu.

MoBTOpHOE MCMNOMb30BaHUA HEAOCTAaTOMHO OXNaAEHHbIX U (UNK) MOBPEXOEHHbIX XNafo3NeMeHTOB He
JonyckaeTcs.

PykoBoaunTenb cybbekTa obpalleHms nekapcTBEHHbIX NpenapaToB obecneymBaeT NpoBegeHNE NHCTPYKTaxa
O nopsigke MOAroTOBKM M30TEPMUYECKUX KOHTEMHEPOB K MEPEBO3KE JIeKapCTBEHHbIX NpenapatoB (C y4yeTom
CE30HHbIX 0CODEHHOCTEN), a TaKke 0 BO3MOXXHOCTU MOBTOPHOIO UCMOMNb30BaHNS XNag03/1EMEHTOB.

64. ObopynoBaHue, yCTaHOBNEHHOE BHYTPWU TPaHCMOPTHOrO CpeacTBa WM B KOHTEWHEpPE, UCMOoNb3yemoe
AN KOHTPOMNsa M NogAepXaHus TeMNepaTypHOro pexvma B Npouecce NepeBO3KM NEeKapCTBEHHbIX NpenapaTos,
OTHOCsILleecs1 B COOTBETCTBUM C TpeboBaHusiMM 3akoHopaTenbctBa Poccuiickon Pepepaumm o6 obecneveHun
€[MHCTBa M3MEpPEHUN K cpeacTBaM M3MEpPEHWI, A0 BBOAA B 3KCMyaTauuio, a Takke NOcCne PeEMOHTa MOANEXUT
nepBuMYHON MoBepke u (Mnu) kanubpoBke, a B Mpouecce 3JKchnyaTauuyM - Nepuoguyeckor noBepke W (Mnm)
KanmbpoBke B COOTBETCTBUM C TpeboBaHmsMM 3akoHopaTenbcTBa Poccuiickon ®Pepepauumn o6 obecneyeHum
€[MHCTBA U3MEPEHWIA.

65. JlekapcTBeHHble npenapaTtbl [OCTaBRSOTCA MO agpecy, yka3aHHOMY B TOBapOCONPOBOAUTENbHbIX
JOKYMeHTax.

66. OTBeTCTBEHHOCTb 3a cobGniofgeHue TpeGoBaHWUi HacToAWMX [MpaBun Npu NepeBo3Ke JEeKapCTBEHHbIX
npenapaTtoB Bo3naraeTcs Ha CyObekT obpalleHns NieKkapCTBEeHHbIX NpenapaTos.

67. B cny4yasix, korga nepeBo3ka COMPOBOXOAETCA ornepauvsiMvM Nno pasrpy3ke M oGpaTHOW 3arpyske wunm
BKMOYaeT B cebs TpaH3UTHOE XpaHeHue, cobniogaltTCs YCNOBUS XpaHEHUSI B MOMELLEHUsIX U obecnedeHune
Ge3onacHOCTM Ha TPaH3UTHBLIX CKNagax, KoTopble ornpefefieHbl [AOrOBOPHBIMW  OTHOLUEHUSMU  MEeXOy
OTNpaBMTENEM M TPAHCMNOPTHOM KOMMaHWeW, HacToswumn [MpaBunamm u 3akoHogaTenbcTBoM Poccuickon
denepaumm.

VIII. Tapa, ynakoBka 1 MapkupoBKa fekapCTBEHHbIX nNpenapaToB

68. JlekapcTBeHHble MpenapaTbl MEPEeBO3ATCA B TPaAHCMOPTHOW Tape, KOTopas He oOkasbiBaeT
OTpULATENBHOTO BANSIHUSA Ha MX Ka4vecTBoO, apeKTMBHOCTL U 6e3onacHOCTb 1 obecnedrBaeT HageXHY 3almTy
OT BO3[eNCTBUS (haKTOPOB BHELLUHEN cpepbl.

69. Bbibop cybbektom OOpalleHWss neKkapCTBEHHbIX MpenapaToB TPaHCMNOPTHOW Tapbl, YMNakoBKu
OCHOBbLIBAETCSA Ha:

a) YCTAHOBJIE€HHbIX TpeGOBaHl/IFIX K YCITOBUAM XpaHEHUA U NepeBO3KN JIeKapCTBEHHbIX npenapaTtoB <1>;

<1> TlyHkT 18 cTtaTbm 5 depepanvHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 ob6palieHun
nekapcTBeHHbIx cpeactB” (CobpaHune 3akoHopaTtenbcTBa Poccunckon ®epepaumm, 2010, N 16, cr. 1815; 2012, N
26, cT. 3446; 2014, N 52, ct. 7540; 2015, N 29, cT. 4367), noanyHkT 5.2.171 lMonoxeHusa o MwuHucTepcTBe
3apaBooxpaHeHnst Poccuiickon depepauuu, YTBEPXAEHHOrO nocTaHoBreHveM [lpaButenbctBa Poccuiickon
depepaumm ot 19 uroHa 2012 r. N 608 (CobpaHue 3akoHopaTenbcTBa Poccunckon ®epepauun, 2012, N 26, cT.
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3526; 2013, N 16, ct. 1970; N 20, cT1. 2477; N 22, c1. 2812; N 45, c1. 5822; 2014, N 12, c1. 1296; N 26, cT. 3577; N
30, cT. 4307; N 37, cT. 4969; 2015, N 2, c1. 491; N 12, cT. 1763; N 23, c1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268;
N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255).

6) 06bemMe, He06Xx0QUMOM ANs pasMELLEHNS JIeKapCTBEHHbIX NMpenapaTos.;
B) konebaHusIX TeMnepaTypbl OKpyXKatoLel cpeabl;
r) ANMTenbHOCTY NepeBo3KK, BKIYas BO3MOXKHOE NPOMEXYyTOYHOe XpaHeHWe NekapcTBEHHbIX NpenapaTos.

70. TpaHcnopTHasi Tapa C JeKapCTBEHHbIMW MpenapaTtaMu B Mpouecce MNPUEMKU JeKapCTBEHHbIX
npenapaToB nepea nepemMeLleHMeM B MOMELLEHMS U (MNK) 30HY XpaHEHUS AOMKHA ObITb OuMLLIEHA OT BU3yanbHOMO
3arpsiaHeHus (npu HeobxoaMMocCTH).

71. Ha TpaHcnopTHylo Tapy, KOTOpas He npefHasHadyeHa Ans notpebutenen m B KOTOPYHO MOMELLEHbI
neKkapcTBeHHble npenapaTtbl, [OMKHA HaHOCUTbCA WHAOPMAaLMS O HaMMEHOBaHMM, Cepun NeKapCTBEHHbIX
npenapaToB, AaTe BbiMyCcka, KONMMYECTBE BTOPUYHBLIX (MOTPEOUTENLCKMX) YNaKoBOK JIEKAapCTBEHHbIX MpPenapaTos,
npousBoauTene fekapCTBEHHbIX MpenapaTtoB C YKa3aHMEM HaMMEHOBaHWA W MecCTOoHaxoXaeHusa (agpec)
npou3BoauTENst NeKapCTBEHHbIX MpPenapaToB, a TakkKe O CPOKe FOAHOCTU JeKapCTBEHHbIX MpenapaToB M 06
YCINOBUSAX NX XPAHEHNS U MEPEBO3KM, HEOOXOAMMbIE NpeaynpeanTenbHbIe HAAMUCU U MaHUNYINATOPHbIE 3HAKU.
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