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MUHUCTEPCTBO 3/IPABOOXPAHEHHMA POCCUMCKOH ®EJEPAIIUUA
I[TPUKA3
ot 31 aBrycra 2016 r. N 646H
Ob YTBEPXKJIEHUU ITIPABUJI
HAJIJIEXKAILIEN MPAKTUKUA XPAHEHUSA U NEPEBO3KH JIEKAPCTBEHHbIX
INPENNIAPATOB /11 MEAULIUHCKOTI'O IPUMEHEHUA

B cooTBeTcTBUU ¢ nyHKTOM 18 cTtaTbu 5 ®egepanbHoro 3akoHa ot 12 anpess 2010 r. N 61-
®3"06 o6pauieHur JekapcTBeHHbIX cpeacTB” (CobpaHue 3akoHOJaTesJbCTBAa Poccuiickon
®epepauuy, 2010, N 16, ct. 1815; 2012, N 26, cT. 3446; 2013, N 27, ct. 3477; 2014, N 52, cT. 7540;
2015, N 29, ct. 4367) u noanyHkToMm 5.2.171 IlosokeHUuss o MUHHCTepPCTBE 3/paBOOXpaHeHUs
Poccuiickoit ®epepaunuy, yTBepKAeHHOro nocraHoBieHHeM IIpaBuTenbcTBa Poccuiickoi
®epepauuu ot 19 urona 2012 r. N 608 (CobpaHue 3akoHozaaTesbcTBa Poccuiickonn ®epepanuy,
2012, N 26, cT. 3526; 2013, N 16, cT. 1970; N 20, cT. 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, cT. 1763; N 23, cT.
3333;2016,N 2, cT.325; N9, cT. 1268; N 27 cT. 4497; N 28, cT. 4741; N 34, cT. 5255), npukasbiBalo:

1. YTBepauTh mnpusaraeMmble [IpaBusia Hajiexxalled NPAKTUKU XpaHEHUS U MepeBO3KHU
JIeKapCTBEHHBIX MpenapaToB AJis MEJUIIMHCKOTO TPUMeHEeHHUs.

2. Hactosuiui npuka3s BcTynaet B cuay ¢ 1 mapTta 2017 roaa.
Bpuo Munucrpa
N.H.KATPAMAHAH
YTBepKaeHbI
npuKa3zoM MuUHHKCTepCTBA 3/paBOOXpPaHeHUs
Poccuiickoit ®enepanuu
oT 31 aBrycra 2016 r. N 646H
ITPABUJIA
HAJIIEXKAIIEN MPAKTUKUA XPAHEHUSA U NEPEBO3KH JIEKAPCTBEHHBIX
INPEINNAPATOB 11 MEAULIMHCKOT'O IPUMEHEHUA
I. O61mMe MoJI0KeHUus

1. Hactrosimue [lpaBusiia Hajiexailed MPaKTUKU XPAaHEHHUs] W MePEeBO3KHU JIEKAPCTBEHHBIX
npenapaToB JJis MeJUIMHCKOr0 MpUMeHeHH s (Jajiee COOTBETCTBEHHO - [IpaBuJia, JiekapcTBEHHbIE
npernaparbl) yCTAaHABJUBAKT TPeOOBAHUS K YCJOBHUSAM XpaHEHUS U MepeBO3KH JieKapCTBEHHbIX
npenapaToB, HeOOXOAWMBbIM JJisi obecrnedyeHHUs KadyecTBa, 6e30MacHOCTU U 3PPeKTUBHOCTHU
JIeKapCTBEHHbIX npenaparos, a TaKxe MUHUMMU3ALUU pucka NPOHHUKHOBEHUS
banbcupurIMpOBaHHBIX, HeJ0OPOKAaYeCTBEHHbIX, KOHTPAadaKTHbIX JIEKaPCTBEHHBIX MpenapaToB B
rpaXZJaHCKUH 060pOT.

2. Hacrosmue IlpaBuyia pacnpocTpaHSIIOTCS Ha IHPOU3BOJMUTEJNEH JieKapCTBEHHBIX
npenapaToB, OpraHU3alMM ONTOBOM TOPTOBJM JIeKAPCTBEHHbIMH IMpenapaTamMy, anTedyHble
OpraHu3aluH, WHAUBUYaTbHBIX npeAnpuHUMAaTENEH, HMeILNX JINLIEH3UIO Ha
dbapMaleBTUYECKYI0 [IeAITEJIbHOCTb, MEJUILIMHCKME OpraHu3aliu HU UuX 000c0o06JieHHbIe
nojipasjesienuss (ambysnatopuu, ¢esbaliepckie U Qesb/lIepCcKo-aKyllepCKhe MYyHKThI, LEeHTPbI
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(oTnenenus) obuiel BpauebHOM (ceMelHOM) MPAKTUKHU), PaClloIO)KEHHbIE B CEJIbCKUX HaceJIeHHBIX
NYHKTAaX, B KOTOPbIX OTCYTCTBYIOT alTe4YHble OpraHu3aunuu (Jajsee - cyObeKTbl oO6paleHHs
JIeKapCTBEHHBIX [IpenapaToB).

II. Cuctema o6ecrnedyeHUsI KA4€CTBA XPaHEHUA U IEPEBO3KU
JIEKapCTBEHHBIX IIpernapaToB

3. PykoBojguTesnb cy6beKkTa o6pallleHUs JIeKapCTBEHHBbIX IMpenapaToB ob6ecrneynBaeT
peanu3anyi0 KOMIJIEKCA Mep, HalpaBJeHHbIX Ha COO6JIIOJleHHe ero pabOTHHKAMH HACTOSIHUX
[lpaBun npu XpaHeHUMHU U (MJIM) [epeBO3Ke JIEKAPCTBEHHBbIX IpenapaToB (fJaJjiee - cUcTeMa
Ka4yecTBa), NOCPEACTBOM YTBEPKAEHUSI JOKYMEHTOB, B KOTOPbIX pPerJiaMeHTUPYIOTCS B TOM YHCTIe
HOPS/JIOK COBEPIIEHNS] paGOTHUKAMU JIeMCTBUIM NMPU OCYLIEeCTBJIEHUN XpaHEeHUs U (M) epeBO3Ke
JIEKapCTBEHHBIX MPENnapaToB, MOPSJ0K 06CAYKUBAaHUSI U MOBEPKHU HU3MEPUTEJbHBIX MPUOOPOB U
060py/l0BaHUs, BeJileHHe 3alMCEN, OTYETOB U UX XpaHeHHe, IPUEM, TPAHCIIOPTUPOBKA, pa3MelleHue
JIEKApCTBEHHBIX MpenapaToB (Jajiee - CTaHAApPTHbIE ONEpPAllMOHHbIE MPOLEAYPbl), U OpraHHU3aL U
KOHTPOJISI 32 COOJII0/IEHUEM CTaHAPTHBIX OMepalMOHHBIX POLEAYDP.

4. CucTeMa Ka4yecTBa JJ0/HDKHA TapaHTHPOBATh, YTO:

a) nepeMelleHHe JIEKAPCTBEHHBbIX MpenapaToB MeXJy CyO'beKTaMH ob6palleHus
JIEKApCTBEHHbIX IpenapaToB, B TOM 4YHCJe BHYTPH KOHKPETHOTO CyObeKTa obpalieHus
JIeKapCTBEHHbIX IpenapaToB, obecneylBaeT xpaHeHHe W (W/IM) TNepeBO3KYy C COOJII0JeHUEeM
Tpe6OBaHUH, yCTaHOBJIEHHBIX HacTosAMUMU [IpaBuiamMy;

6) omnpejeseHa OTBETCTBEHHOCTb PAabOOTHUKOB CyObeKTa 0O0palleHUs JieKapCTBEHHbIX
npenapaToB 3a HapylleHHe TpeOOBaHWN, YCTAHOBJEHHbIX HAcTOAIUMU [IpaBuiamMu, u
CTaH/JAPTHBIX ONEPALMOHHBIX IPOLEAYD;

B) JIeKapCTBEHHbIEe IMpenapaTbl AOCTABJASAITCA CYyO'beKTOM OOpallleHUs JieKapCTBEHHBIX
npenapaToB B COIrJIAaCOBAaHHBIM C MoOJiydyaTeJsieM JIeKapCTBEHHbIX MpenapaToB Nepuo/; BpeMeHU C
cobJito/ieHrueM TpeboBaHU M, yCTAaHOBJIEHHBIX HacTosuMMU [IpaBuiaMu;

r) JOKyMeHTa/lbHOe opopMJieHHe JIENCTBUM, YKa3aHHbIX B ryiaBe VI Hactosamux [lpaBui, u
JIOCTUTHYTBIX pPe3yJIbTaTOB OCYLIECTBJIIETCS B XOJi€ BBbINOJHEHUS WJIM HENOCPEeACTBEHHO IOCJe
3aBeplleHrs COOTBETCTBYIOUIUX A€ CTBUM;

/1) B OTHOUIEHHMMH KaXKJOro HapylleHUsi TpeOOBaHUM, YCTAaHOBJIEHHBIX HACTOSIIMMU
[IpaBuJiaMy, CTaHAAPTHBIMU ONEPALMOHHBIMU NMPOLeAYPaMHU, IPOBOJUTCS BHYTPEHHSIS MPOBEPKA U
pa3pabaThIBAOTCA KOPPEKTHUPYIOIME JeHCTBUS C 1eJ1bl0 yCTPaHEHU s BbIsIBJIEHHbBIX HApyIIEeHUH.

5. PykoBoauTeneM cybbekTa oOpallleHUs] JIEKapCTBEHHbIX MpenapaToB C y4eTOM
TpebOBaHUM TPYJOBOrO 3aKoHojAaTesbcTBa Poccuiickoit ®Pejepalilid M HHBIX HOPMaTHUBHBIX
NPaBOBbIX aKTOB, COJepXKallMXx HOPMbI TPyZO0BOr0 NMpaBa, Ha3HAYaeTCs JIMIO, OTBETCTBEHHOE 3a
BHeJI[peHHe U obeclieueHHe CUCTEeMbl KayecTBa, OCYUIECTBJISIONee MOHUTOPUHT 3)PEKTUBHOCTH
CUCTEeMbl KayeCTBa W aKTyaJM3allMi0 CTaHJApPTHBIX ONEepalMOHHbIX mpouenyp (panee -
OTBETCTBEHHOE JIUIO).

6. /[leATe/NbHOCTb MO XpaHeHWI W (WIM) TMepeBO3Ke JIeKapCTBEHHBIX IpenapaTos,
nepeZilaHHasi IPOM3BOAUTEJIEM JIeKAPCTBEHHbBIX IIpenapaToB WU OpraHyU3alMeil ONTOBOM TOPrOBIU
JIEKapCTBEHHBIMHU IpenapaTaMu JJisl OCYLIeCTBJIeHUs APYroil (CTopoHHeN) opraHusanuu (Jazee -
ayTCOPCHHT), ONpeiessieTcsl, COrJIaCcOBbIBAeTCS U KOHTPOJIMPYETC BO U30ekaHUe pa3sHOUYTEHHUH,
CIOCOGHBIX MPUBECTH K HEYJOBJETBOPUTEJbHOMY KaueCcTBY JIEKApCTBEHHBIX IpenapaToB HJIU
BBIMOJIHSIEMBIX PabOoT.
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JloroBop, N0 KOTOPOMY OCYIIeCTBJISIeTCA Nepesada JesATeJbHOCTH Ha ayTCOPCUHT (fpajee -
JIOTOBOP ayTCOPCHHrA), 3aK/II0YaeTcsl C yKa3aHUeM O00s3aHHOCTeN KaKJO0W M3 CTOPOH, MOpAAKa
JLeVCTBUU U OTBETCTBEHHOCTH CTOPOH.

Jlo 3aKJIlo4eHUs1 J0TOBOpA ayTCOPCUHIra MPOU3BOAUTE/b J€KAPCTBEHHBIX NPenapaToB HJH
OpraHM3alMsi OINTOBOM TOPTOBJU JIEKAPCTBEHHBIMU MpenapaTaMd [JOJDKHbI yOeJuTbCs B
PABOCIOCOGHOCTH UCIOJNHUTES (B TOM YKMCJIE B HAIMYUU Y HETO HEOOX0JUMOM B COOTBETCTBUH C
3aKoHOJaTeNbCcTBOM  Poccuiickoit ®Pepepanyu  JMLEH3WM) U BO3MOXXHOCTH  BBINOJIHUTD
00513aTeJIbCTBA T10 JIOrOBOPY ayTCOPCUHTA B COOTBETCTBUU C TPe6GOBAaHUSAMHU HacTosuux [IpaBus (B
TOM YHCJIe B HAJIMYUU ONBbITHOTO U KOMIIETEHTHOT'O [TIePCOHAJIa, TIOMellleHUH, 060pyZ0BaHUs).

[IpousBojuTe/b JIeKapCTBEHHBIX IIpenapaToB WJM OpraHM3alus ONTOBOM TOPTOBJIU
JIEKAPCTBEHHBIMU TpenapaTaMyd JOJDKHbl TapaHTUPOBAaTh, YTO HCHOJHHUTENb IO JIOTOBOPY
ayTCOPCHUHIa MOJHOCTbIO OCBeZlOMJeH 000 Bcex ¢akTopax, CBfI3aHHbIX C JIeKapCTBEHHBIMU
npenapaTaMH UM JIesiTETbHOCTBIO, IeEpejlaBaeMO Ha ayTCOPCUHT, KOTOPbIe MOTYT NMPeACTaBIAATh
OTNAaCHOCTb /1151 er0 OMellleHUH, 060py10BaHus, IepCoHaIa.

I11. IlepcoHan

7. Jlnsg coGJiIofieHUs1 YCTAaHOBJIEHHBbIX HACTOAUMMU [IpaBuaMu TpebOOBAaHUM CYOGBEKT
obpalleHUs1 JIeKapCTBEHHbIX PeNnapaToB C y4eTOM 06’beMa OCYIIECTBJISIEMON UM JIeITeJIbHOCTH 0
XpaHeHWI U (UaU) [epeBO3Ke JIEKAPCTBEHHbIX MpenapaToB [JOKEH HMETb HEe00XOUMbIi
nepcoHaJl.

8. TpeboBaHUA K KBaJIMPUKALIMU U CTAXXy PabOThI llepcoHaa ycTaHoBJeHbI [losioxeHueM o
JIMIIeH3UPOBaHUU papMaleBTUYECKOH JesATeIbHOCTH "1".

"1" [locmaHosseHue [Ipasumeascmea Poccutickoli @edepayuu om 22 dekabps 2011 2. N 1081 "0 auyeH3zuposaHuu
dapmayesmuueckoii desmeavHocmu” (CobpaHue 3akoHodamesbemea Poccutickotl @edepayuu, 2012, N 1, cm. 126; 2012, N
37,cm. 5002; 2013, N 16, cm. 1970).

9. O6513aHHOCTH M OTBETCTBEHHOCTb PAabOTHUKOB CyO'beKTa 00palleHUs JieKapCTBEHHbIX
npenaparTos, B TOM YKCJie OTBETCTBEHHOTO JIUIA, 3aKPEMJIAITCA B JOKHOCTHBIX UHCTPYKIUSX.

10. PykoBoguTesb cy6beKkTa oOpallleHHs JeKapCTBEHHBIX NpenapaToB yTBepXKAaeT IJaH-
rpaduK NpoBeJleHUs NEepPBUYHOM W MOCAeAYIOLUX MNOArOTOBOK (MHCTPYKTakKeW) MepcoHasa,
KOHTPOJIUPYET €ro UCIOJHEHUE U OlleHHBaeT 3P PeKTUBHOCTb MOATOTOBOK (MHCTPYKTaXa) C LeJIbl0
MX COBEpILEHCTBOBAHUS.

[lepcoHasn, paboTalwlUil € JeKapCTBEHHbIMH MpenapaTaMyd, B OTHOIIEHUHM KOTOPbIX
YCTAHOBJIEHbI CIelUaJbHble YCJOBHA XpaHeHUs U (WJIM) IepeBO3KH, NPOXOAUT IOJATOTOBKY
(MHCTPYKTaX) B COOTBETCTBUM C 3aHUMAEMOM JJ0/KHOCTBIO.

JIOKyMeHTbl O NpOBeJeHHWU NOATOTOBKU (MHCTPYKTa)ka) apXUBUPYIOTCA WU XPaHATCA B
COOTBETCTBUHU C 3aKOHO/laTebCTBOM Poccuiickoi Pesepanuy 06 apxMBHOM JieJle.
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IV. [lomeleHusa 1 060pyA0BaHMe AJIA XPaHEHUA
JIeKapCTBEHHBIX IpenapaTos

11. Cy6beKkT ob6palieHus1 JIeKapCTBEHHbIX NpenapaToB JJisl OCYLeCTBJIEeHUS AeATeJbHOCTH
10 XpaHEHHI0 JIEKapCTBEHHBIX IpenapaToB JOJPKeH MUMeTb HeOoOXOJUMble INOMeIleHUsd U (MJIN)
30HbI, @ TaKXe 000pyJOBaHMWe [Ji BbINOJHEHHUS ONepalyil C JieKapCTBEHHbIMM IpenapaTaMi,
obecrneyrBawIlMe UX XpaHEHUe B COOTBETCTBUM C TpeOOBaHUAMM HacToALux [IpaBu.

12. TlomelieHus1 [Jisi XpaHeHUs] JIeKapCTBEHHbIX MpenapaToB JOJKHbI 06J1aJjaTh
BMeCTUMOCTbIO U o6ecrnedyuBaThb 6e30lacHOe pas3/ieibHOEe XpaHeHWe | IepeMelleHHe
JIeKapCTBEHHBIX MTPeNnapaToB.

13. HJIOIJ_Ia,U,b HOMemeHHﬁ, HCIIOJIb3YEMBbIX IIPOU3BOAUTE/IAMU JIEKAPCTBEHHDLIX IIPEIIapaTOB
U OpraHU3aluAaMHU OIITOBOM TOPIroOBJIK JIEKAPCTBEHHbBIMHU IpenapaTaMH, AJOJI2)KHA COOTBETCTBOBATD
06’b€My XPaHUMBIX JIEKAPCTBEHHBIX IIPEIAapaTOB K COCTABJIATb HE MEHEE 150 kB. METPOB.

14. [lnomaab NOMeELEHUM, UCIIOIb3YEMbBIX TPOU3BOAUTESIMU JIEKAPCTBEHHBIX MPEnapaToB
Y OpraHu3alMsMH ONTOBOW TOPrOBJIM JIEKAPCTBEHHBIMU MpenapaTaMu, J0JKHA ObITh pasjesieHa
Ha 30HbI, Ipe/lHa3HA4YeHHbIe /151 BbIOJIHEHUS CIeAYIOUUX QYHKIUA:

a) MpUeMKH JieKapCTBEHHbBIX NPenapaTos;

0) OCHOBHOT'O XpaHEHHs JIEKAPCTBEHHBIX NIPeNapaToB;

B) 9KCIIeJULIUY;

I') XpaHeHHs JIeKapCTBEHHBIX MTPenapaToB, TPeOYIOIMX ClIel[ha/IbHbIX YCIOBUM;

) XpaHeHUs BbISIBJIEHHbBIX banbcudUIMPOBAHHBIX, He/106pOKaYeCTBEHHBbIX,
KOHTpadaKTHBIX JIEKAPCTBEHHBIX MPENapaToB;

6) KAapaHTUHHOTO XpaHEeHHWA JIEKAPCTBEHHBIX ITPENMapaToOB.

15. TIlnomazp moMelieHUH, HUCHOOJb3yeMbIX JAPYTMMHU  CyO'beKTaMU  obpalleHust
JIeKapCTBEHHBbIX TMpenaparoB, J0JDKHA ObITb pa3jieJleHa Ha 30Hbl, NpeJHa3Ha4YeHHble i
BBITIOJTHEHUS CIIeAYIOIUX GYHKIUM:

a) NpUeMKH JIeKapCTBEHHbBIX IIpenapaTosB;
6) XxpaHeHHs JleKapCTBEHHbIX IPeNapaToB, TPeOYOLIMX CeluaJlbHbIX YCI0BUM;

B) XpaHeHus BbISIBJIEHHBIX danbcuPUIIMPOBAHHBIX, HeZJ0O0pOKayeCTBEHHDIX,
KOHTpadaKTHBIX JIEKAPCTBEHHbBIX NpenapaToB, a TaKXKe JIeKapCTBEHHbIX MpPenapaToB € UCTEKILIUM
CPOKOM rOZJHOCTH;

') KApaHTUHHOTO XpaHeHH s JIEKapCTBEHHBIX MTPeNnapaToB.

16. @dyHKuMHM, OpeAyCMOTpeHHble NyHKTamMu 14 u 15 Hacrosamux IlpaBusa, ™oryT
BBIIIOJIHATBCA B OT/l€/IbHBIX IOMeEILeHUAX.

17. HOMeH_[eHI/IH U 30HBbI, HCIIOJIb3yeMble [JId XPAdHEHHUA JIEKAPCTBEHHbBIX IIPeINapaToBs,
A OJIXKHbI OBbITh OCB€IEeHDbI.

18. Cucrema, 3aMeHsdwllas pas3/JejeHrde 30H XpaHEHHs, B TOM 4YHUCJIE IMOCPEeACTBOM
3JIEKTPOHHON 00pabOTKH JlaHHBIX, J0JbKHA 06ecreynBaTh TpebyeMblil YpoBeHb 6€30MaCHOCTH U
ObITh BaJIUAMPOBaHA.

19. A,ELMI/IHI/ICTpaTI/IBHO-6bITOBbIe NnoMeumeHuda OTAEJIAI0TCA oT 30H XpaHEeHUA
JIEKAPCTBEHHLIX ITPEIapaTOB.
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20. B noMeleHuax [JJisl XpaHeHUs JIeKapCTBEHHbBIX IpenapaToB 3allpellaeTcsl XpaHeHue
NUILEBbIX MPOAYKTOB, TabaYHbIX W3/e/MH, HAIUTKOB, 32 UCK/JIIOYEHHEM NUTbHEBON BOJbI, a TaKXkKe
JIeKapCTBEHHbIX [penapaToB, INpeJHa3HAaYeHHbIX JJIf JAYHOTO MCIOJIb30BaHUSA pPabOTHHUKaMHU
cyO6'beKTa 0OpalleHus JIeKapCTBEHHbIX NpenapaToB.

21. B noMeleHusax U (MIM) 30HaX JOJDKHBI NOAJEPXKHUBATbCA TeMIlepaTypHble pPeXUMbI
XpaHeHHUs U BJIQXKHOCTb, COOTBETCTBYIOLIME YCJOBUSAM XpaHeHHs, yKa3aHHbIM B HOPMaTUBHOU
JIOKYMEHTALMHY, COCTABJANILEeN perucTpallMOHHOe J0Che JIeKapCTBEHHOI 0 NpenapaTa, MHCTPYKLUU
0 MeJULHMHCKOMY NPUMEHEHHIO JIEKAPpCTBEHHOI'0 IpenapaToB M Ha yNAKOBKe JIEKAPCTBEHHOIO
npemnapara.

22. Jlna obecneyeHus TpebyeMbIX YCJAOBUM XpaHEHUs JieKapCTBEHHBbIX IpenapaToB B
noMelneHusix  (30Hax), MCHOJb3yeMbIX /JJs1  XpaHEHWs JIEKAPCTBEHHBIX  MPeNnaparTos,
NPOU3BOJUTENSIMU JIEKAPCTBEHHbIX IpPenapaToB U OpraHu3alusMU ONTOBOM  TOPTOBJH
JleKapCTBEHHbIMU NpenapaTaMU OCYLleCTBJSAETCS U3yYeHUe pacnpezie/ieHus TeMIepaTyphl (fajee
- TeMIIEpaTypHOE KapTUPOBaHUE).

OGopyaoBaHMe [JIs1 KOHTPOJIS TeMIlepaTypbl pa3MellaeTcsi B MoMelleHUs (30Hax) B
COOTBETCTBUHU C pe3yJibTaTaMU TeMIIEPAaTypPHOT0 KAapTUPOBAHHs, Ha OCHOBAaHWU IMPOBEJIEHHOTO
aHaJI13a U OLeHKH PUCKOB.

TemnepaTypHOoe KapTHpOBaHHWe HEOOXOJAMMO NOBTOPATb B COOTBETCTBUM C pe3yJbTaTaMU
aHaJii3a PUCKOB, a TaKKe NMPU U3MEeHEHUsAX B KOHCTPYKLIMK NOMeleHus (30H) UM 060pyA0BaHUSA
JUI1 KOHTPOJIA TeMIlepaTyphl.

23. Pe3ysbTaThl TeMIEpaTypPHOr0 KAPTUPOBAHUSA PETUCTPUPYIOTCS B ClIEIMaJIbHOM XKypHaJie
(kapTe) peructpanyu Ha OGyMaKHOM HOCHUTeJie U (MJIM) B 3JIEKTPOHHOM BH/Ie €XeJHEeBHO, B TOM
qycJie B BbIXOJIHbIE U NTpa3iHUYHbIe JHU. JKypHas (KapTa) perucTpanydu XpaHUTCS B TeYEeHUe IBYX
JIET.

24. CyobeKkT oOpalleHHsl JIeKapCTBEHHBIX IpenapaToB pa3pabaThiBaeT U yTBepXKJaeT
KOMILJIEKC Mep, HalpaBJIEHHbIX HAa MHWHUMHU3ALMI pPHUCKA KOHTAMMUHALMU MaTepUaJOB WU
JIEKapCTBEHHbIX MpeNnapaToB, NMPH YCJAOBUU COOJIIOJEHUS 3alllUThl OT BO3JeNCTBUS (PAaKTOPOB
BHEILHEN CpeJibl.

25. llpoueaypsl o y6opke MoMelleHUH (30H) AJis XpaHeHUs JieKapCTBEHHbIX NpenapaToB
IPOBOJATCS B COOTBETCTBUU CO CTAaHAAPTHBIMU ONlePalMOHHBIMU NMPOLeyPaMHU.

OTzpenka mnoMelleHUWM (BHYTpeHHHE I[IOBEPXHOCTHM CTeH, IOTOJIKOB) JJI1 XpaHeHUs
JIeKapCTBEHHBIX NpPeNnapaToB J0J/KHA JOMYCKaTb BO3MOXXHOCTb MPOBEJEHUS BJAXXHOU YOOPKHU U
MCKJII0YATh HaKOIJIeHUEe TBLIH.

O6opynoBaHWe, UHBEHTAapb W MaTepuasbl AJs yOOPKH (OYMCTKH), a TaKXKe MOIOLHUE U
Je3anHpULIMpyole Cpe/ICTBa A0/HKHbI XPAHUTHCS B OT/AE/JbHBIX 30HaX (MKadax).

26. IlomeweHuss [yi1 XpaHEHUs JIEKAPCTBEHHBbIX IpenapaToB  JOJKHbl  ObIThb
CIIPOEKTUPOBAHbI U OCHAll[eHbl TAKUM 00pPa3oM, YTOObI 06eCneYyruThb 3aU[UTy OT MPOHUKHOBEHMUS
HaCEKOMbIX, IPbI3YHOB UJIU APYTUX >KUBOTHBIX.

27. B nomeleHus (30HbI) AJ151 XpaHEHUs JIeKapCTBEHHbBIX MPenapaToB He J0NYyCKaTCs JULa,
He UMellMe NpaBa JoCTyIa, ONpe/ieJIEeHHOr0 CTaHJapTHBIMU ONlepaljMOHHBIMU NPOLeyPaMH.

28. IlpousBoauTesiIM JIeKapCTBEHHBIX MpenapaToB U OpPraHU3alUsM ONTOBOM TOPrOBJIH
JIeKapCTBEHHbIMU IIpenapaTaMy He00X04MMO NpelyCMOTpeTh pa3/ie/ieHre IOTOKOB llepeMelleHUs
JIeKapCTBEHHBIX [IpenapaToB Mex/y NOMellleHUAMU U (MJIM) 30HaMU [IJ1 XpaHEeHUs JIeKapCTBEHHBIX
npenaparos.
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29. Crennaxu (wkadbl) A XpaHEeHUs JieKapCTBEHHBIX IpenapaToB /JOJHKHBI ObITh
MapKHpOBaHbl, UMeTb CTeJlIaXKHble KapThbl, HaxoAsdllMecs B BUJMMOW 30He, obecre4yuBaThb
UJleHTUPUKALUIO JIeKapCTBEHHBIX IpenapaToB B COOTBETCTBUU C MPUMEHSIEMOW CyO'bEKTOM
obpaleHus1 JleKapCTBEHHbIX IIpenapaToB cUCTeMOW ydyeTa. JlomyckaeTcss NpUMeHeHHe
3JIEKTPOHHOM CUCTeMbl 00pabOTKM JaHHbIX BMECTO CTeJUIaXXHbIX KapT. [Ipu ucnosib30BaHUM
3JIEKTPOHHOM CUCTEMbI 00PabOTKU AAHHBIX JI0MYCKAETCSA UAEHTUDUKALMS PU TOMOIIU KO/I0B.

30. JlekapcTBeHHble IpenapaTbl, B OTHOLIEHHWH KOTOPbIX CYOBEKTOM OO6palleHus
JIEKapCTBEHHbIX MpenapaToB He TMPUHATO pelleHue O JajbHellleM oOpalleHuH, WIr
JIeKapCTBEeHHble IpenapaThl, o6paleHrhe KOTOPbIX NMPUOCTAHOBJIEHO, a TAaKXe BO3BpallleHHbIe
CyO'beKTY ObpallleHUsl JIEKapCTBEHHBIX MpenapaToB JieKapCTBEHHble MpenapaThl JOJ/LKHbI ObITh
NOMellleHbl B OTJieJIbHOe TMoMellleHue (30HY) WJM H30JUPOBAHbl C MPUMEHEHUEM CHUCTEMBI
3JIEKTPOHHOM 060pabOoTKH JlaHHbIX, 06ecneyrBalollel pa3/iejieHueE.

JlekapcTBeHHble  @pemnapaTbl, B OTHOIUEHHWH KOTOPBbIX CyO'bEKTOM o0b6palleHus
JIeKapCTBEHHbIX INpenapaToB MPUHATO pelleHHe O NPUOCTAaHOBJIEHUM IpPUMEHEeHUs HJIU 00
U3bATUM U3 oOOpalleHuss, a Takke QajbCMPULUPOBAHHBIE, HeL00pOKaYeCTBEHHble U
KOHTpadaKTHbIe JieKapCTBEHHble MpenapaThl JOJKHbl ObITb W30JMpPOBaHbl M pa3MelleHbl B
CrieliMaJIbHO BblJleJIEHHOM IOMelleHUH (30He).

HpeﬂHpI/IHHTbIe MeEpbl H30JIAWHW YKA3dHHBIX JIEKAPCTBEHHLIX IIpe€lapaToB [JOJIXKHBI
rapaHTHUPOBATb UCKJIIOYE€HHWE UX ITIOITalaHHUA B o6pameHHe.

31. J/lekapcTBeHHbIe Mpenaparhl, NoJJexaliue npeJMeTHO-KOJnYecTBeHHOMY ydeTy "1", 3a
WCKJIIOYeHHEeM HapKOTHUYECKHUX, ICUXOTPOIMHBIX, CHIIBHOIEHCTBYIOIIUX U SI/IOBUTHIX JIEKAPCTBEHHBIX
CPeACTB, XpPAHATCI B MeTA/VIMYEeCKUX WM JlepeBSHHbIX IIKadax, oredyaTbiBAaeMbIX WJIH
IJIOMOGUPYeMBbIX B KOHIle paboyero JiH.

"1" Ilpuka3z MuH3dpaea Poccuu om 22 anpesas 2014 e. N 183 "06 ymeepicdeHuu nepevHs /1eKapCmeeHHbIX
cpedcme 0451 MeQUYUHCKO20 NPUMEHEHUS, NO00/excaujux npeodMemHo-KoauvecmeeHHomy yyemy" (3ape2ucmpuposaH
MuHnucmepcmeom tocmuyuu Pocculickoti @edepayuu 22 uwas 2014 2, pecucmpayuonHbsiii N 33210) ¢ udmeHeHUsAMU,
8HeCeHHbIMU npukazom MuHzdpasa Poccuu om 10 cenmsbps 2015 e. N 634n "0 eHeceHuu usmeHeHUl 8 HeKOMopbwle
npukaszel MuHucmepcmea 30pasooxpaHeHuss U coyuaabHozo passumus Pocculickoli ®edepayuu u Munucmepcmea
3dpasooxpaHeHus Pocculickoli ®edepayuu” (3apezucmpupoear MuHucmepcmeom ocmuyuu Poccutickoli @edepayuu 30
cenmsbps 2015 a., peczucmpayuoHHbili N 39063).

32. .}]eKapCTBeHHbIe IpernapaThl, coAgepXKallie HapKOTHYeCKHe cpeACTBa U IICUXOTPOIIHbIE
BelleCTBa, AOJIX)KHbI XPAHUTBCA B COOTBETCTBHUU C 3aKOHOAATE/JIbCTBOM Poccuiickoi CDeaepaLU/m (0)
HapKOTHY€CKHX Cpe/ICTBAX U IICUXOTPOIIHBIX BellleCTBaXx.

33. XpaHeHHUe JieKapCTBEHHbIX IPENapaToB, COJlePKAIUX CUIbHOAEUCTBYIOINE U I0BUTHIE
BeulecTBa "1", HaxoAAWUXCSA MOJ; KOHTPOJEM B COOTBETCTBHUU MEXJYHAapOJHBIMU NPABOBBIMU
HOpMaMH, OCYILECTBJISIETCS B IMOMELeHUSAX, 000PYAOBAHHBIX HHXEHEPHBIMU U TEeXHUYECKUMU
Cpe/iCTBAaMH OXpaHbl, AHAJOTUYHBIMU MPEAYCMOTPEHHBIM [IJi1 XpaHEeHHWS HAPKOTHYECKUX U
IICUXOTPOTHbIX JIEKAPCTBEHHBIX CPEJICTB.

"1" IlocmaHoeaeHnue [Ipasgumenvcmea Poccutickoli Pedepayuu om 29 dekabps 2007 2. N 964 "06 ymeepacdenuu
cnuckos cuavHodelicmeyrwux u sdogumulx eeuwjecme 04 yesell cmamvu 234 u dpyeux cmameli Y20,108H020
kKodekca Poccutickoli Pedepayuu, a makxice KpynHo2o pasmepa cujibHodelicmayrowux eewecms 045 yeaell cmamvu 234
Yeon08H020 kodekca Pocculickoti edepayuu” (Cobparue 3akoHodameavbcmea Pocculickoti @edepayuu, 2008, N 2, cm. 89;
2010, N 28, cm. 3703; 2012, N 10, cm. 1232; 2012, N 41, cm. 5625; 2013, N 6, cm. 558; N 9, cm. 953; N 45, cm. 5831).
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34. lonyckaeTcs XpaHeHUe B 0JHOM TEXHUYECKH YKpPeIlJIeHHOM IOMeLeHUH JIeKapCTBEHHbIX
npenapaTos, IpeJyCMOTPEHHBIX MYHKTOM 32 HacTosAwuMx [IpaBuJ, U JleKapCTBEHHBIX NIpenapaTos,
cojlep:KallluXx CUJIbHOJEHCTBYIOLIMEe WM SJ0BUTble BellecTBa. [Ipy 3TOM XpaHeHHe TaKHUX
JIeKapCTBEHHBIX NpenapaToB JOJHKHO OCYLLeCTBAATHCA (B 3aBUCUMOCTH OT o6beMa 3amacoB) Ha
pas3HbIX MoJIKax ceiida (MeTasan4yeckoro mkada) Ujiu B pa3HbIx ceiidpax (MeTa/lIMyecKUx WKadax),
ornevyaTblBaeMbIX UM IIJIOMOUPYEMBIX B KOHIe paboyero JHs.

35. Cy6beKTy obpalleHHs JIeKapCTBEHHbIX NIpernapaToB HE0OX0JUMO 06eCeYruTh OXPaHHYO
CUCTeMY, TTO3BOJISIONIYI0 MPeAoTBpallaTh HEMPpaBOMepHOe NMPOHUKHOBEHHE B JIIOOble MOMeIeHHs
(30HBI) AJ151 XpaHEHUs JIeKapCTBEHHBIX NTPenapaToB.

36. OO6GopyjoBaHMe, OKasblBawllee BJHUSHUE Ha XxXpaHeHUe U (WIM) TMEepeBO3KY
JIeKapCTBEHHBIX MPenapaToB, I0PKHO TPOEKTUPOBATHCS, pa3MelllaThCs U 00C/TYKUBAThCsI COTJIACHO
JIOKYMEHTAIMH [0 eTro UCI0JIb30BAHHUIO (3KCIJIyaTal[UH ).

37. K o06opyaoBaHUIO, HCIOJb3yeMOMYy B TMpollecce XpaHeHUs U (WIM) mepeBO3KHU
JIeKapCTBEHHbIX MPenapaToB, OTHOCATCS B TOM YHUCJIE:

a) cucTeMbl KOHJULMOHUPOBAHUS;

6) x0JI0JU/IbHBIE KaMepbl U (UJ11) X0JI0U/IbHUKY;
B) OXpaHHas U M0KapHas CUTHAIU3ALUS;

T') CUCTEMBI KOHTPOJIS JOCTYTIa;

/1) BEHTUJISILUOHHAS CUCTEMA;

e) TepMoOrurpoMmeTpbl ([ICUXPOMETPbI) HJU HHOe OOOpPYJ0OBaHUE, HCIOJb3yeMoOe JJIs
perucTpanyu TeMIepaTypbl U BJIAXKHOCTH.

38. O6opynoBaHUe, OTHOCsIIeeCss K Cpe/icTBAaM M3MepeHUH, /10 BBOJA B 3KCIJIyaTalMIo, a
TaKXKe I0CJe pPEMOHTa IMOJJIEKUT IMEPBUYHOM MOBepKe W (MJIM) KaJlMOpPOBKe, a B Ipoljecce
3KCIJIyaTalMU - IEPUOJUUYECKON noBepKe U (MM) KaJUOPOBKe B COOTBETCTBUHM C TPeOOBAHUSAMU
3aKoHozaTe bCTBa Poccuiickoit Pegepanyu 06 obecrieyeHUH eJUHCTBA U3MepeHu "1".

"1" Cmamvu 13 u 18 PedepasvHozo 3akoHa om 26 uioHs 2008 2. N 102-®3 "06 obecheveHuu eduHcmea
usmeperutl” (Cobparue 3akoHodameavcmea Poccutickoli @edepayuu, 2008, N 26, cm. 3021; 2014, N 26, cm. 3366, N 30, cm.
4255).

39. PeMoHT, TexHUYecKoe OOCJAy:KMBaHUE, MOBepkKa U (WMM) KaJUOpOBKa 060pPYJOBaHUSA
JlOJKHBI OCYLLeCTBJISATbCSI B COOTBETCTBUU C YTBEPK/JAEMbIM IJIAHOM-TpadUKOM, TAKUM 00pa3oM,
4YTOOBI KAYECTBO JIEKAPCTBEHHBIX ITPeNapaToB He M0/IBePrajioch HEraTUBHOMY BO3/I€CTBHUIO.

40. Ha BpeMsi peMOHTa, TE€XHHUYECKOTrOo OOCIY>KMBaHHUS, MOBEPKU U (MJIU) KaTUOPOBKHU
o6opyZioBaHUSI W CPeACTB M3MepeHHUsl [JI0JDKHbl ObIThb NPUHATBI Mepbl, obecnevyrBarIlne
TpebyeMble YCJI0BUS XpaHEHUs JIeKapCTBEHHBIX IIpenapaTosB.

PeMOHT, TexHHWYecKoe 06C/ayXHMBaHUe, NMoBepka M (WM) KaJUOpPOBKa 00OpPY/OBAaHUSA U
CPeACTB H3MEPEHUs [JO/HKHBI ObITh COOTBETCTBYIOLIMM 00pa3oM OTpPaKeHbl B JJOKyMEHTax,
KOTOpble apXMBUPYIOTCA U XPaHATCS B COOTBETCTBUM C 3aKOHOJATeJbCTBOM Poccuiickoi
depepanyy 06 apxHBHOM JieJie.
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V. IoKyMeHTbI 110 XpaHEHHUI0 U IIepeBOo3Ke
JIeKapCTBEHHBIX IpenapaTos

41. JloKyMeHTBl 1O XpaHeHHWI U (WIM) T[epeBO3Ke JieKapCTBEHHBbIX IIpenaparTos,
ONMCBHIBAIOILUM JEeWCTBUS, BbINOJHAEMble CyO'beKTOM OOpalleHHUs JIeKapCTBEHHBIX NpPenapaTos,
HanpaBJ/ieHHble Ha COOJIl0JleHHe TpebOBaHWM, YCTAHOBJIEHHBIX HacToAlMMU [IpaBuiamy,
BKJ/IIOYAIOT B TOM 4YMCJe CTaHZApTHble OIepallMOHHble MpOLeAypbl, MHCTPYKLMH, LOTOBOPHI,
OTYeTHI.

Co,qepmal—me AOKYMEHTOB JOOJI’)KHO OBbITh MMOHATHBLIM, OAHO3HAYHBIM, HE€ JOMYyCKAaKIHUM
ABYCMBbICJIEHHBIX TOJIKOBAaHU M.

42. Cpok XpaHEHHs [JOKYMEHTOB OIpeJeseTci B COOTBETCTBUHM C TpeOOBaHHUSIMHU
3aKoHoJaTeabCcTBa Poccuiickoit Pefepaniiv 06 apxXuBHOM /JieJie.

43. HepCOHaJI AOJI?KEH ObITb 03HAKOMJIEH U UMETh AOCTYyII K AOKYMEHTAaM, HeO6XOLLI/IMbIM AJ1d
HCIIOJIHEHHUA OO/ KHOCTHBIX 06sI3aHHOCTEM.

VI. lelicTBUsA Cy6G'beKTa 06paleHsl IeKapCTBEHHbBIX IpenapaToB
[0 XpaHEHHIO U epeBO3Ke

44. Bce peucTBUs cyb'beKTa 06pallleHHs JIeKapCTBEHHbIX NPenapaToB M0 XpaHEHHUIO U (MJIU)
nepeBO3Ke JIeKapCTBEHHBIX MTPenapaToB OCYLIEeCTBJSIOTCA TAKUM 06pa3oM, YTOObI U EHTUYHOCTb U
KayeCTBEeHHbIe XapaKTEPUCTUKHU JIEKAPCTBEHHBIX MPenapaToB He ObLJIU yTpadyeHbl U COOJIIOAANUCH
YCJIOBUS UX XpaHEHUs], yKa3aHHble B UHCTPYKIIMU 110 MEJUIIMHCKOMY MPUMEHEHHIO U Ha YIaKOBKe
JIeKapCTBEHHOTr0 Npenapara.

45. Cy6beKToM o6OpallleHdsl JIeKapCTBEHHbIX MpPeNnapaToB MNPUHUMAKTCI Mepbl JJIs
MUHHUMHU3ALUU pHrcKa IPOHUKHOBEHHUS banbcudUIIMPOBAHHBIX, KOHTpPapaKTHBIX,
He106pOKaYeCTBEHHBIX JIEKAPCTBEHHbIX MPENapaToB B 06palleHue.

46. B npouecce npyMeMKHU JieKapCTBEHHbIX MpenapaToB pabOTHUKaMU CyObeKTa obOpaleHus
JIEKapCTBEHHbIX NpenapaToB  OCYLIECTBJSETCS MNpOBepKa COOTBETCTBUS MNPHUHUMAaeMbIX
JIEKapCTBEHHBIX IMpenapaToB TOBAapOCONPOBOAUTEJNbHOM [JOKYMEHTAlUM MO0 aCCOPTUMEHTY,
KOJIMYEeCTBY M KauecCTBY, COOJIIJEHUIO CllelUaJIbHbIX YCJAOBUW XpaHeHUs (MpU HAJIUYUU TAKOIO
TpebOBaHHWS B HOPMATUBHOM JOKYMEHTALlMM Ha JIEKAPCTBEHHBbIW MpenaparT), a TaKXKe HaJUYHI0
MOBPEX/JEHNH TPAHCIIOPTHOM TapHhl.

47. JlekapCTBeHHbIe MpenapaTbl HEOOXO0AMMO XPaHUTb C Y4eTOM TpeO6OBaHUN, HOPMATHBHOMN
JIOKYMEHTAlldM, COCTaBJISIIOLIENd PpPerucTpalyoHHOe [l0Cbeé Ha JIeKapCTBEHHbIM Mpenapar,
MHCTPYKLMUA MO MEJUIMHCKOMY MpPUMEHEHUI0, WHOpMAIMM, CoJiep:Kalleiicd Ha MEepPBUYHOU U
() BTOPUYHOM YMHaKOBKe JIeKapCTBEHHOIO IMpenapaTa, TPAHCIOPTHOW Tape, a TakKxke B
COOTBETCTBUH C TPeOOBAHUSIMHU, YCTAHOBJIEHHBIMHU HacTosi UM [IpaBuiamMu.

48. JlekapCTBEHHbIE MpenapaThl JOKHbI pa3MellaThCcs Ha cTessiaxax (B wkadax) Wad Ha
no/IToBapHUKax (moagoHax). He jonyckaeTcs pa3MelljeHHe JIeKapCTBEHHBIX MpenapaToB Ha MOJy
6e3 noaaoHa. [loaA0HBI MOTYT pacroJiaraThCs Ha MOJIy B OZIMH PsJi UM Ha CTeJlJIaXKaX B HECKOJIbKO
SpyCOB B 3aBHUCHMOCTH OT BBICOTHI cTeJulaka. He jomyckaeTcs pasMeljeHUe MOAJO0OHOB C
JIeKapCTBEHHBIMU NpenapaTaMy B HECKOJIbKO PSIJIOB M0 BbICOTe 6€3 MCI0/1b30BaHUS CTe/IIKEN.

49. JlekapcTBeHHbIe NpenapaThl pa3MellaloT B NOMEIeHUSIX U (MUJIM) 30HaX JJisi XpaHEHUs
JIEKapCTBEHHBIX IIpernapaToB B COOTBETCTBUH C TPeOOBAaHUSAMM HOPMATUBHOM AOKYMEHTALUU U
(unn) TpeboBaHUAMH, YKa3aHHBIMU Ha YIIaKOBKE JIEKAPCTBEHHOTO Mpenapara, ¢ y4eToM:
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a) PU3UKO-XMMHUYECKUX CBOMCTB JIEKapCTBEHHBIX IPeNapaTos;
6) dapmMaKoJI0TUUYECKUX TPYIIIT;
B) ciocoba BBe/leHUs JIeKapCTBEHHbIX [IpenapaToB.

[Ipu pa3MeleHUH JleKapCTBEHHbIX NIpenapaToB B IOMellleHUAX U (MJI1) 30Hax [/ XpaHeHus
JIeKapCTBEHHbIX I[IpenapaToB /[OIYyCKaeTCs HWCIO0Jb30BaHUE KOMIBIOTEPHBIX TEXHOJIOTHH (1O
aJipaBUTHOMY NPUHLUILY, 10 KOJaM).

50. B ciydyae OTCyTCTBUS BO3MOXXHOCTH COOJIIOJlEeHHUS YCJIOBUM XpaHeHHUA B Ipolecce
IpUEMKHU JIeKapCTBEHHbIe MpenapaThl, TpeOywoIlHe CleluaJlbHbIX YCJIOBUH XpaHEHUs U Mep
0e30MacHOCTH, NOCJIe BBINOJHEHUs HeOOXOAUMBIX IIPOBEPOYHBIX MEPONPUATUM NlepeMellalTca B
COOTBETCTBYyIOlLllee I[OMellleHHe WM 30Hy XpaHeHHd C Yy4eTOM TpebOBaHUM CTaHAApPTHOM
OIepallMOHHOM NpoLefypPhl.

51. XpaHEHI/Ie OrHeOoIlaCHbIX H B3PbIBOOIIACHBIX JIEKApPCTBEHHbIX IpenapaTtoB
OCylmeCTBJIAETCA BAAJU OT OrHA W OTOIIHMTEJIbHBIX l'IpI/I60pOB. HeO6XOLLI/IMO HCKJ/IIOYHUTDb
MeXaHH4YeCKoe BO3,LL€I>JICTBI/Ie Ha OrHeoIlaCHble W B3PbIBOOIIACHBIE JIEKAPCTBEHHBIE IIpelapaThl, B
TOM 4uUCJie BO3,£[€I‘/JICTBI/IG MNPpAMbBIX COJTHEYHbIX leqeﬁ H yaaphbl.

52. JlekapCTBeHHbIe MpenapaThl, TPeOywllde 3alUMTbl OT BO3JEWCTBUS CBETA, [JOJDKHBI
XPaHUTHCS B MOMEILEHUSAX UM CHelalbHO 000PY/L0BaHHBIX 30HAX, 00eCeYnBaOIUX 3alUTy OT
NoMaJilaHMs Ha yKa3aHHbIe JIeKapCTBEHHbIE NpenapaThl NPSIMbIX COJTHEYHbIX Jy4YeH.

53. Onepayuu ¢ JeKapCTBEHHBbIMU MpenapaTaM{, OCYLIeCTBJsieMble B CKJaJCKUX
NIOMeLeHUAX, WU I[epeBO3Ka JIEKAaPCTBEHHBIX IIpenapaToB BBINOJHAKTCA C COOJI0JeHUEM
TpebGOBaHUMH, YCTaHOBJEHHbIX HACTOAIMMU [IpaBUIaMy, a TakKe Mep 6€301aCHOCTH.

54. OTpr3Ka JIEKAPCTBEHHBIX IpernapaToB MPOU3BOAUTE/IAMHA JIEKAPCTBEHHBIX IIPEIIapaTOB
N OpraHUu3aludaMH OIITOBOM TOPTOBJIM JIEKAPCTBEHHBIMH MpenapaTaMHd OPraHU3yeTCAd TaKHUM
06pa30M, YTOOBI JIEKapCTBE€HHbIE NIPEenapaTbl C MEHbBIIUM CPOKOM I'OAHOCTH OTIIYCKAJIMCh B IIEPBYIO
odepenb.

55. f[eKapCTBEHHbIe IpenapaTsl, IpeaAHa3Ha4Y€eHHbIe OJId YHUYTOXEHHA, B COOTBETCTBUU CO
CTaHAAPTHBIMH OINIEPALMOHHBIMU IpoLeaAypaMu AOJIXKHbI OBbITh MapKHWUPOBAHbI U U30JIMPOBAHLI OT
JIEKAPCTBEHHbIX ITpEeapaToB, AONYIEHHBIX K o6pame1—1mo.

VII. [lepeB03Ka JieKapCTBEeHHBIX NIpenapaToB

56. CyobekT oOpalleHUsl JIeKapCTBEHHBIX MpenapaToB NpPU NOATOTOBKE K IepeBO3Ke
JIeKapCTBEHHbIX I[penapaToB ob6ecrneyrBaeT COrJIacOBaHHWe C TMoJiydaTesJeM JieKapCTBEHHBIX
npenapaToB OCTaTOYHBIX CPOKOB I'OJJHOCTH MOCTABJISIEMbIX JIEKAPCTBEHHBIX ITPENapaToB.

57. IlepeBo3Ka JieKapCTBEHHBIX MTpenapaToB CONPOBOXKAAETCS JJOKYMEHTAaMH B COOTBETCTBUH
c Tpeb6OBaHUSAMU 3aKOHOaTeabCcTBa Poccuiickoit denepanuu.

58. WHdopmauuss o mnepeBO3Ke JeKapCTBEHHBIX MpenapaToB [JOKHA QUKCUPOBATHCA
Cy0beKTOM oOOpallleHUs] JIeKapCTBEHHBIX IMpenapaToB TaKUM o00pa3oM, YTOObl 00eClevyuTb
KOHTPOJIb UX MlepeMeleHus.

59. B nmponecce IMepeBO3KHW JIEKAPCTBEHHbLIX IIPpEapaToOB HE3aBUCHUMO OT e€e€ criocoba
CY6'I:>eKTOM O6paH.leHI/IH JIEKAPCTBEHHbBIX IMPENnapaToB AOJI2KHa obecredyrBaTbC BO3MOKHOCThb
MOATBEPKACHUA Ka4eCTBa, NIOAJIMHHOCTHU U LEJIOCTHOCTH JIEKAPCTBEHHDbIX ITPEIapaTOB.
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60. IlnaHupoBaHHEe NEPEBO3KU JIEKAPCTBEHHBIX IpPeNapaToB /JOJKHO OCYLIECTBJISETCS
CyO'beKTOM OOpallleHHUsl JIeKapCTBEHHBIX IpenapaToB Ha OCHOBAaHUM IPOBEJEHHOr0 aHalv3a U
OLIeHKH BO3MO>KHbBIX PHUCKOB.

61. UHdopmaLusi 0 BbISIBJIEHHBIX CYyO'beKTOM OOpallleHUsl JIeKapCTBEHHbIX MpPenapaToB B
npolecce nepeBO3KHU JIEKapCTBEHHOI0 Ipenapara CJlydasX HapylleHUs TeMIepaTypHOIo pexxuma
XpaHeHUs U (WJM) MOBpPEXJeHHS YNaKOBKU JOBOAUTCS CYO'beKTOM OOpalleHHs JieKapCTBEHHbIX
npenaparToB /10 OTIpaBUTes U (UJIM) oJIy4YaTesisi JeKapCTBEHHbBIX IPeNnapaToB.

[lo 3ampocy moJsiy4yaTesssi JIeKAPCTBEHHBbIX MpeNapaToB CyG'bEKTOM  0OpalleHus
JIEKapCTBEHHbIX IpenapaToB [JIOPKHbl ObITb NpEAOCTaBJEHbl CBeJJeHHS O COOJII0JeHUU
TEMIIEPAaTYPHOTO peXXKMMa NPU epeBO3Ke JieKapCTBEHHbIX pPenapaToB.

62. /lng nepeBo3KM JIeKapCTBEHHBIX MPENapaToB MCIOJb3YIOTCS TPAHCIOPTHBIE CPECTBA U
060py/Zl0BaHUE, 06ecriedrBalole cCoba0JeHue UX KauecTBa, 3P GEeKTUBHOCTH U 6€30MaCHOCTH.

[Ipy nepeBo3Ke  TepMOJIAOUJIBHBIX  JIEKAPCTBEHHbIX  IpenapaToOB  HMCIOJIb3YyeTCs
CrelMaJu3upoBaHHOE obopy/Zl0BaHHUe, obecneynBamwllee nojJep>xaHue TpebyeMbIx
TeMIlepaTYpPHBIX PEeXKUMOB XpaHeHHUs JIeKapCTBEHHBIX NpernapaTosB.

63. X1a/103/1eMeHThbl B U30TePMUYECKUX KOHTEeHHepax pa3MeljaloTcsl TaKUM 06pa3oM, UYTOObI
OTCYTCTBOBaJI IPSIMOM KOHTAKT C JIEKAPCTBEHHBIMU NpenapaTaMHu.

HOBTOpHOB HCIIOJIb30BAaHHUA HEAOCTATOYHO OXJIaXJE€HHbIX H (I/IJH/I) IMMOBpEXAEHHDbIX
XJIaJ03JIEMEHTOB HE JOIYyCKaeTCA.

PYKOBO,Z[I/ITGJIb cy6'be}<'ra 06paI_U,eHI/IH JIEKAPCTBEHHbBIX IIpernapaToB obecriey”BaeT
INpoBeAeHHE HMHCTPYKTaXa O MopdAd/iKe MOATOTOBKHU H30TEPMHUYECKUX KOHTeﬁHepOB K IIepeBO3Ke
JIEKAPCTBEHHLIX IIpelapaToB (C y4€TOM CE€30HHBbIX 0CO6€HHOCT€‘I‘/JI), d TaKXe O BO3MOXHOCTH
ITOBTOPHOTI'O MCIIOJIb30BaHHUA XJIa/J03JIEMEHTOB.

64. O6opys0BaHUE, YCTAaHOBJIEHHOE BHYTPH TPAHCIOPTHOIO CpeJiCTBA WJIM B KOHTeHHepe,
WCII0JIb3yeMOe JIJI1 KOHTPOJI U NOAJep>KaHUs TeMIepaTypHOr'0 peXuMa B Ipolecce NepeBO3KU
JIeKapCTBEHHbIX MpenapaToB, OTHOCSLeecs] B COOTBETCTBHUU C TpeGOBAaHUSIMU 3aKOHOJATeJbCTBA
Poccuiickoit @esepanyu 06 obecrnieyeHUU eIMHCTBA U3MEePEHUN K CpeiCTBAaM HU3MepeHUH, /10 BBOJA
B KCILJIyaTallMI0, a TAKXe [10C/le peMOHTA MOJIEXXUT NIepBUYHOM NT0BepKe U (MJIM) KaJIUOPOBKe, a B
npouecce 3KCIJIyaTalUMU - NEepUOAMYEeCKOM NoBepke M (MJM) KaJMOpOBKE B COOTBETCTBUU C
TpeboBaHMUAMM 3aKOHOZATebcTBa Poccuiickoit Pefepanyu 06 obecnedyeHUM eJUHCTBA U3MEPEHUH.

65. JlekapcTBeHHble TMpenapaThbl  JOCTABJSAKTCI MO  ajJjpecy, YKa3aHHOMY B
TOBApPOCOMPOBOAUTENbHBIX JOKYMEeHTaX.

66. OTBeTCTBEHHOCTb 3a COOJOZleHUe TpeboBaHUW HacTosAuux [IpaBus npu nepeBO3Ke
JIeKapCTBEHHbIX MpenapaToB BO3JIaraeTcs Ha Cy6'beKT 00palleHUsI JIeKapCTBEHHbIX MMpenapaToB.

67. B cayyasx, Korjja mepeBo3Ka COMPOBOX/AAETCs ONepalysaMy Mo pas3rpyske U 06paTHOMN
3arpyske WJM BKJIIOYaeT B cebs TPaH3UTHOE XpaHeHHe, COOJIIJAITCH YCJOBUSL XpaHEHHUS B
NOMellleHUsIX U obecrneyeHHe 0€30MacCHOCTH HA TPAH3UTHBIX CKJ3JaX, KOTOpble OIpejeseHbl
JIOTOBOPHBIMU OTHOIIEHUSIMU MEXAYy OTIpPaBUTEJNEeM UM TPAaHCHOPTHOW KOMIAHWEW, HACTOSIIUMU
[IpaBus1aMu U 3aKOHOIaTeAbCTBOM Poccuiickont enepanm.

VIII. Tapa, ynakoBKa 1 MapKHPOBKa JIeKapCTBEHHbIX lIpenapaToB
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68. JlekapcTBeHHbIe NIpenapaThbl IepeBOo3ATCA B TPAaHCIIOPTHOM Tape, KOTopas He OKa3bIBaeT
OTPULIATEJIbHOI'O BJIMSAHHUA Ha UX KadecTBO, 3Q(PEKTUBHOCTb M 0e30MaCHOCTb M obecreyuMBaeT
Ha/leXKHYI0 3allUTY OT BO3/1eMCTBUSA PAaKTOPOB BHEIIHEN Cpe/ibl.

69. Bbi6op cy6beKTOM oOpalleHusl JieKapCTBEHHBbIX IpernapaToB TPAHCIOPTHOM Tapbl,
YIaKOBKH OCHOBBIBAETCS Ha:

a) yCTaHOBJIEHHBIX TPeOOBAHUSIX K YCJOBHUSM XpaHEHUSI U NepeBO3KH JiEKapCTBEHHbIX
npenapatoB "1";

"1" [lynkm 18 cmamvu 5 ®edepaavHozo 3akoHa om 12 anpeas 2010 2. N 61-®3 "06 obpawjeHuu 1eKapcmeeHHbIX
cpedcmes” (Cobpanue sakoHodameavbcmea Poccutickoli @edepayuu, 2010, N 16, cm. 1815; 2012, N 26, cm. 3446; 2014, N 52,
cm. 7540; 2015, N 29, cm. 4367), nodonyukm 5.2.171 IlosaodxceHuss o MuHucmepcmee 3dpasooxpaHeHusi Pocculickoli
®edepayuu, ymeeprcdeHHo20 nocmaHosseHuem Ilpasumeavcmea Pocculickolti @edepayuu om 19 uwHa 2012 .
N 608 (CobpaHue 3akoHodameavcmea Poccuiickoti ®edepayuu, 2012, N 26, cm. 3526; 2013, N 16, cm. 1970; N 20, cm. 2477;
N 22, cm. 2812; N 45, cm. 5822; 2014, N 12, cm. 1296; N 26, cm. 3577; N 30, cm. 4307; N 37, cm. 4969; 2015, N 2, cm. 491; N
12,cm. 1763; N 23, cm. 3333; 2016, N 2, cm. 325; N 9, cm. 1268; N 27, cm. 4497; N 28, cm. 4741; N 34, cm. 5255).

6) 06'beMe, HE06XOAMMOM /[1JIs pa3MellleHHUsl JIeKapCTBEHHbIX MPeNnapaToB;
B) KoJIe6aHHUSX TeMIlepaTypPbl OKPYKalollel Cpelibl;

I‘) AJIUTEJIbHOCTH IepeBO3KH, BKJIO4Yad BO3MOXKHO€E IMPOMEXKYTOYHOE XpaHeHHe
JIEKAPCTBEHHLIX ITPEIapaTOB.

70. TpaHcmopTHass Tapa C JieKapCTBEHHbIMU IMpenapaTaMd B IMpoliecce MpPUEMKH
JIeKapCTBEHHBIX MPeNnapaToB NepeJ, nepeMellieHueM B TOMellleHUs U (UJIM) 30HY XpaHeHHUs J0JKHA
OBITb OUMILIEHa OT BU3yaJIbHOTO 3arpsisHeHus (Mpyu HE0OXOJUMOCTH).

71. Ha TpaHCHOPTHYI Tapy, KOTopas He NpeJHa3HayeHa [iJis NOTpebuTesieldl U B KOTOPYIO
NIOMelleHbl JIeKapCTBeHHble INpenaparhbl, [J0PKHAa HAHOCUTbCA MHPOpMalus O HAaUMeHOBAaHUH,
CEpUU JIeKapCTBEHHbIX MpPeNnapaToB, JaTe BbIMNYCKa, KOJWYEeCTBE BTOPUYHBIX (HOTPEOUTEIbCKUX)
YIIaKOBOK JIEKaPCTBEHHbIX IIpenapaToB, IPOU3BOAUTEJIE JIEKAPCTBEHHDBIX NIPenapaToB C yKa3aHUeM
HauMeHOBaHUM M MeCTOHaXOXJeHUA (aZpec) NMpPOU3BOJUTEJNS JIeKapCTBEHHBIX Ipenaparos, a
TaKXe 0 CPOKe T'OJIHOCTH JIeKapCTBEHHBIX NPenapaToB U 00 YCJ0BUSAX UX XpPaHEHUS U MEPEeBO3KH,
HeoOx0oMMble NIpeAyNpeuTe/bHble HAZIIUCU U MaHUNYJIATOPHbIE 3HAKHU.
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