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B coorserctBuM ¢ myHkroM 18 cratem 5 @emepalpHOro  3aKOHa
oT 12 anpens 2010 r. Ne 61-®3 «O6 obpamiesny JexapctBeHHbIX cpeacTs» (Cobpanue
3akoHogarenbcrBa Poccuiickoit ®epepanmm, 2010, Ne 16, cr. 1815; 2012, Ne 26,
cT. 3446; 2013, Ne27, ct. 3477; 2014, Ne 52, cr. 7540; 2015, Ne 29, cr. 4367)
# nofmynkroMm 5.2.171 TIMonoxenns o MuHHCTepCTBE 3/paBooxpaHenus Poccuitckoit
Qenepanyy, YTBEPXKISHHOTO  NocTaHoBieHneM IIpasurenscrBa  Poccuiickoi
Oenepaipu ot 19 mona 2012 r. Ne 608 (Cobpanne 3akoHomaTenscTBa Poccuiickoit
®enepanyu, 2012, Ne 26, ct. 3526; 2013, Ne 16, cr. 1970; Ne 20, ct. 2477; Ne 22,
cT. 2812; Ne 45, ct. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37,
ct. 4969; 2015, Ne 2, cr. 491; Ne 12, cr. 1763; Ne 23, ct. 3333; 2016, Ne 2, cr. 325;
Ne 9, ct. 1268; Ne 27 ct. 4497; Ne 28, c1. 4741; Ne 34, c1. 5255), npuka3 s Balo:

1. YtBepaure mnpunaraemple IlpaBuna Hangjexamed NpakTHKW XpaHeHHS
1 TIepeBO3KH JIeKapCTBEHHBIX NIPENapaToB IS MEIUIHHCKOTO IIPUMEHEHHS.

2. Hactosmuit npuka3s Bectynaer B ciily ¢ 1 mapra 2017 roga.

Bpuo Munmuctpa W .H. Karpamausu
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YTBEPXJIEHBI
npuKa3oM MHHHECTepCTBA 3paBOOXPaHEHHS
Poccuiickoit @enepanun
ot « &y %&@ 2016 r. Ne ¥%64

TlpaBuaa
HAMJIOKANIeH NPAKTHKH XPAHCHHA B NEPEBO3KH
JIEKaPCTBEHHBIX NPENapaToB Al MCAHUHHCKOr0 NPHMEHEHHS

I. O6mme mooXxeHus

1. Hacrosimue IlpaBuma Hamnexamed NpakTHKH XpaHEHHMsS H  IEPEBO3KH
JMEeKapCTBeHHBIX  NpenapatoB  JUid  MEJUIUHCKOTO  NpUMEHeHus  (nanee
cooTBeTCTBeHHO — [IpaBuna, NeKapcTBEHHBIE NPENapaThl) YCTAHABIUBAIOT TPpeOOBaHUS
K YCIIOBUSM XPaHEHHs W MEePEeBO3KHU JICKAPCTBEHHBIX HPENaparoB, HEOOXOAUMBIM IS
obecmeyeHna kayecTsa, 6e30macHOCTH U 2Q(HEKTHBHOCTH JIEKapCTBEHHEIX MPEapaToB,
a TaKkke  MHHHMU3AOUM  pHCKAa  TPOHUKHOBEeHHs  (aibCHHUIMPOBAHHBIX,
HeoOpoKadYeCTBEeHHBIX, KOHTPahaKTHBIX JEKApCTBEHHBIX IIPEapaToB B IPaKJaHCKuit
o6opor.

2. Hacrosimue IIpaBuiia pacpocTpaHSIOTCS HA IPOU3BOIUTENEH TeKapCTBEHHBIX
[pemnaparoB, OPraHW3alMM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH IIpelapaTaMu,
anTevyHble OpPraHM3allyM, UHIUBUIYAIBHBIX IpeIprHUMaTeneli, HMEIONUX THUIIEH3HIO
Ha (bapManeBTHIECKYIO JeATEeIBHOCTS, MEIHIMHCKHE OpraHu3anuu
u uXx  00OCOONEeHHBIE  IOApa3feNeHus (ambymnaropum, tenpamepckue
U (epAuepcKo-aKyepeKue IyHKTBL, LeHTpsl (OTAenenus) obmed BpaueOHOM
(ceMeiiHO#t) MpaKTHKM), PACIIONOKECHHBIE B CEIBCKHX HACENICHHBIX MYHKTAX, B KOTOPBIX
OTCYTCTBYIOT alTe4YHble OpraHu3aluu (manee — CyObeKTH OOpalleHus TeKapCTBEHHBIX
[pernaparoB).

II. CucreMa obecrieyeHHs KauecTBa
XpaHEeHUs M MEePEeBO3KH JIEKAPCTBEHHEIX IIPENapaTon

3. PyxoBomuTeny  cyObekTa — OoOpamieHHs — JIeKApCTBEHHBIX  IPENaparoB
ofecrmeunBaeT peayM3aldi0 KOMIUIEKCAa Mep, HalpaBIEeHHBIX Ha COOMIONeHHWe ero
paGotHuKamMu HacTosmux IIpaBui NpH XpaHeHwH  (HJH) MEPEBO3KE JEKAPCTBEHHBIX
mpenaparoB (gajiee — CHCTEMa Ka4ecCTBa), IIOCPEJCTBOM YTBEPKIECHHS NOKYMEHTOB, B
KOTOPBIX PpErNIaMEHTHPYIOTCS B TOM YHCIE NOPSAJOK COBEpHICHHS paOOTHHKaMH
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JEHCTBUH TNpH OCYIIECTBICHUM XpaHEHHs W (WIH) MepeBO3Ke JIEKapCTBEHHBIX
MpenaparoB, IOPANOK OOCTyXHBaHHA H TOBEPKH M3MEPHTEIBHEIX MPUOOPOB
# 060pynoBaHHs, BeNeHHE 3alIHCEH, OTISTOB H X XPaHEHHeE, IIPUEM, TPAHCIIOPTUPOBKA,
pPasMEIlIEHHE JIEKapCTBEHHBIX IIPENapaToB (najee — CTaHOapTHHIE ONEpalHOHHEBIC
MPOLEAYPE), M OpPraHH3alUK KOHTPOJIA 3a COOJIIONEHAEM CTAaHAAPTHHIX OEPAHOHHBIX
MpoLeayp.

4. Cucrema KayecTBa AONKHA rAPaHTUPOBATH, YTO:

a) mepeMeIIeHne JIeKapCTBEHHBIX TPENapaToB MEXAy CyObeKTamd 0OpalleHus
JIEKApCTBEHHBIX NPENapaToB, B TOM YHCJIE BHYTPH KOHKpPETHOro cybpekTa obpatneHus
JIeKapCTBEHHBIX MpENmapaTtoB, OOecmedyHBaeT XpaHeHHE © (MIH) [EPEeBO3KY
¢ cobnroneHreM TpeOOBaHMUIA, YCTAaHOBIEHHBIX HACTOAIHUMHE [IpaBuiamu;

0) onpenencHa  OTBETCTBEHHOCT  paboTHMKOB  cyOmekra  oOpammeHus
JIEKapCTBEHHBIX ITPENapaToB 3a HapyIlIeHHe TPeOOBaHMi, YCTaHOBICHHBIX HACTOSAMIAMH
IIpaBunamu, U CTaHIAPTHEIX ONEPAMOHHEIX IPOLIENYD;

B) IeKapCTBEHHbIE  MpemnapaTtel  JOCTaBIAIOTCA  CyOBeKTOM  obpameHus
JICKapCTBEHHBIX MIPErapaToB B COTTIACOBAHHBIH C MOMydYaTeNeM JieKapCTBEHHBIX
IpenapaToB IEepHOA BpeMeHH C CcoOJofeHHeM TpeGoBaHMH, YCTaHOBIEHHBIX
Hactosmumu [IpaBunamu;

T) TOKyMEeHTalbHOe oQopMiieHHe NeiCTBHIl, yka3aHHBIX B IMaBe VI Hacrosmumx
IlpaBun, W MOCTUTHYTHIX PE3YJIETATOB OCYIINECTBIAETCS B XOI€ BBINOJNHEHUS HITH
HEMOCPEACTBEHHO NOCIIE 3aBEPIICHHUS COOTBETCTBYIOIAX JICHCTBHIA;

I)B OTHOUIEHWH KaXIOTO0 HapymieHus TpeOoBaHWii, YCTAaHOBIEHHBIX
HacTosmuMH IIpaBuiIaMu, CTaHAAPTHEIME ONEPAaNMOHHBIMY IIPOLEAYPaMH, IIPOBOJUTC
BHYTPEHHSS INPOBEpKa H pa3pabaTHIBAIOTCA KOPPEKTHPYIOMIHE HEHCTBHSA C ILEJBIO
yCTpaHEeHHS BBIABICHHBIX HAPYIHECHHH.

5. PyxoBomuteneM cyOnekra oOpallleHHs TeKapCTBEHHBIX MPENaparoB C y4eToM
TpeOOBaHHil TpPYIOBOro 3aKkoHomaTenbcTBa Poccmiickoii demepauMd ®  HHBIX
HOPMATHUBHBIX TPABOBBIX aKTOB, COOEPXKAIIUX HOPMbI TPYHOBOTO IpaBa, Ha3HAYAETCS
JHMIO, OTBETCTBEHHOE 3a BHEApPEeHHe U obecreyeHHe CHCTEMBI KadecTBa,
OCYILECTBIAOUIee MOHUTOPHHT 3((EKTHBHOCTH CHCTEMBI Ka4eCTBa U aKTyalH3alHIO
CTaHJAPTHHIX ONEPAMOHHBIX MPOLEAYp (Ianee — OTBETCTBEHHOE JIHIIO).

6. JleATeIbHOCTD MO XPaHEHHUIO W (HJIH) MepeBO3Ke JIeKapCTBEHHBIX Mpernaparos,
nepeaHHAd MPOH3BOAUTENIEM JIEKAPCTBEHHBIX MPENapaToB WM OpraHu3aiueil onToBoit
TOPrOBIIM JIEKAPCTBEHHBIMH TpemapaTaMy U OCYLISCTBICHHS ApYroit (CTopoHHei)
OopraHusalMd  (majee  —  AYTCOPCHHT),  ONpeHeiseTcs,  COTJIaCOBBIBacTCH
W  KOHTponupyercsi BO wu30eKaHMe  PA3sHOYTCHHH, CIIOCOOHBIX  NPHBECTH
K HeyIOBJIETBOPHTENEHOMY KadeCTBY JIEKapPCTBEHHBIX HPENapaToB HIIH BBIIOJIHAEMBIX
pabor.
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Jloroeop, mo KOTOpoMy OCYLIECTBISIETCS IepeAada AeATeIHHOCTH Ha ayTCOPCUHT
(nanee — MOroBOp ayTCOPCHHIA), 3aKIIOYAETCI C yKasaHHEM OOS3aHHOCTEH Kaaol u3
CTOPOH, NOPSAKA ACHCTBUN H OTBETCTBEHHOCTH CTOPOH.

Jlo 3aKkiroueHHs JOroBopa ayTCOPCHHIa HpPOU3BOAUTEND JIEKAPCTBEHHBIX
MpenapaToB WM OpraHU3allsd ONTOBOW TOPrOBIH JICKAPCTBEHHBIMH IpernapaTaMu
JOJDKHEI YOSAUTECS B IPABOCHOCOOHOCTH HCIONHUTENS (B TOM YHCIIE B HAJIHYUM Y HETO
HEOOXOIUMOH B COOTBETCTBHH C 3aKOHOZATeNbCTBOM Poccmiickoii ®enepanuu
JHIEH3WH) H BO3MOXHOCTH BEIIONHHTH OOA3aTeNBCTBA IO JOTOBOPY AyTCOPCHHIa
B COOTBETCTBHH C TpeOOBaHMAMH HacToamux IlpaBuy (B TOM 4HCIE B HAJIMYHH
OIBITHOT'O H KOMIIETEHTHOTO IIepCOHANIa, TOMelleHHH, 000pyI0BaHHU).

IIponsponuTent JCKAPCTBEHHBIX [IPENapaToB HIH OpraHM3alidsd  ONTOBOM
TOProBJIM JIEKapCTBEHHBIMHU IpeNapaTaMH JOJDKHBI TapaHTHPOBATh, YTO HCIOJHHUTENb
[0 JIOTOBOPY ayTCOPCHHTra IOJHOCTHIO OCBeAOMJIEH 000 BCexX ¢aKkropax, CBA3AHHBIX
C JIEKapPCTBEHHBIMHU IIpETIapaTaMH HUJM AEATENIbHOCTHIO, IIEpe/ilaBaeMOl Ha ayTCOPCHHT,
KOTOpHIE MOTYT IpeJCTaBIITh ONACHOCTh IUI1 €ro MNOoMemeHWd, o0opynoBaHUS,
nepcoHana.

III. IMepconan

7. s cobmromeHus ycCTaHOBIEHHBIX Hactosamumu IlpaBunamu TpeGoBaHmit
cyObeKT obOpalneHns JIeKapCTBEHHEIX IPENapaToB ¢ YIeToM 00beMa OCYLIEeCTBISeMOi
UM JEATENBHOCTH IO XPAHEHWIO H (WIH) TEepeBO3Ke JIEKapCTBEHHBIX IPEnapaToB
IIOJDKEH MMETh HEOOXOUMEIH ITepCOHAl.

8. TpeboBanus k kBanuduKanmu M cTaxy pabOTHI NEpCOHaNa YCTAHOBIEHBI
IToNOXKEeHHEM O JTHIEH3MPOBAHUA HapMALEBTHECKOR IeSTeIbHOCTH .

9. O6s3aHHOCTH ¥  OTBETCTBEHHOCTh PabOTHHKOB CyOBekra obpamieHus
JIeKapCTBEHHBIX IPenapaToB, B TOM 4YHCJE OTBETCTBEHHOIO JIMIIA, 3aKPEILIIOTCA
B JOJDKHOCTHBIX MHCTPYKUHSIX.

10. PykoBomuTens  cyOBekTa  OOpalleHHMs  JIEKapCTBEHHBIX  IIPEnapaToB
yTBepXKHaeT IUaH-rpaguK mpoBexeHHs NEPBHYHOM M MOCIEIYIOUIMX ITOATOTOBOK
(uHCTpYKTaXCell) mepcoHana, KOHTPOIMPYET €ro HCIOJHEHHE U OLIEHHBAeT
3¢ HeKTUBHOCTH OATOTOBOK (MHCTPYKTaXKa) C LENBIO HX COBEPIICHCTBOBAHMSI.

Ilepconan, paGoraromuii ¢ JekapcTBEHHBIMHM @peraparaMd, B OTHOLIEHHH
KOTOPBIX YCTAHOBIICHHI CIIELHAIbHbIE YCIIOBHS XPaHEHU U (WIIH) IepeBO3KH, IPOXOIHUT
HOITOTOBKY (MHCTPYKTaXk) B COOTBETCTBUH C 3aHUMaeMOH JOIDKHOCTBIO.

JIOKyMEHTEI O TIPOBEIeHHH IOATOTOBKH (MHCTPyKTaXa) apXUBHPYIOTCH
K XpaHATCd B COOTBETCTBUM ¢ 3aKkoHojarelscTBOM Poccuiickoit ®enmepanuun
00 apxXHBHOM Jelie.

! Iocranornenue Ilpapurensctea Poccmiickoiit ®enepammn or 22 nexabpa 2011 r. Ne 1081 «O nuuensmpopanuu
tapmaneBTHueckol aesTensHocTH» (Cobpanme 3akonopatenncta Poceuiickoit @emepanuu, 2012, Ne 1, cr. 126; 2012,
Ne 37, cr. 5002; 2013, Ne 16, ct. 1970)
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IV. ITomemenns u o6opynoBaHue
JJI XpaHEeHHs JIEKApCTBEHHBIX IIPEIIapaToB

11. Cy6bext oOpalleHHs JIeKapCTBEHHBIX LpENapaToB OIS OCYIIECTBIEHUS
[eATENBHOCTH [T0 XPaHEeHUIO JIEKapCTBEHHBIX NPENapaTos A0DKEH UMETh He0OX0AUMEIe
moMelreHus ¥ (WIM) 30HBL, a Takke 0OOpyIOBaHWE IS BEITOJHEHHS OIepaluit
C JIeKapCTBEHHBIMH IpenapaTaMH, obecrieuHBalolIie UX XpaHEHHE B COOTBETCTBHU
¢ TpeboBaHuAMH Hactosmux [Ipapmm.

12. Tlomemmenus 19 XpaHEHHs JEKapCTBEHHBIX NpeEnapaToB NOIDKHB 00Iafarh
BMECTHMOCTBIO U oOecmeunBars OesomacHOE pasfmelbHOe XpaHeHHe H IepeMelleHHe
JIEKapCTBEHHBIX IPENaparoB.

13. IInomanp NOMEMICHUH, HCIONb3yeMBIX HPOU3BOAMUTENISIMH JIEKAPCTBEHHBIX
MpenapaToB U OPraHH3alMsIMH ONTOBOH TOPrOBJIM JIEKAPCTBEHHBIMH IIpeTiapaTaMH,
NOJDKHA COOTBETCTBOBaTh OOBEMY XPaHHMBIX JIEKapCTBEHHBIX IIperapaToB
H COCTaBIATh He MeHee 150 KB. METpOB.

14. IInomange moMmelneHuH, HCHONB3YEMBIX MPOU3BOAHUTENAMH JIEKAPCTBEHHBIX
[pernapaToB M OPraHW3alUsIMH ONTOBOH TOPTOBIH JIEKApCTBEHHBHIMH IIpelapaTaMH,
JOIDKHA OBbITh pa3mesieHa Ha 30HBI, NPEIHA3HAYCHHbIE UM BBHINONHEHHs CIECIYIOMUX
byHKIMit:

a) IPUEMKH JIEKapCTBEHHBIX IIPENapaToB;

0) OCHOBHOT'O XpaHEHH JIEKAPCTBEHHBIX IPENapaToB;

B) SKCIIETUIINH;

I') XpaHEeHHs TeKapCTBEHHBIX IPENapaToB, TPeOYIOMAX CHeNHAaNbHbIX YCIOBHIA;

[) XpaHeHHsI BBHIABNCHHBIX GanbCUPUIUPOBAHHBIX, HEXOOPOKAYECTBEHHEIX,
KOHTpa(aKTHBIX JTEKapCTBEHHBIX [IPENIapaToB;

€) KapaHTHHHOI'O XpaHEeH!s JIEKapCTBEHHBIX NPENapaToB.

15. Tliomanp IMOMEIICHHI, HCHOJNB3yeMbIX APYTUMH CyObekTaMu oOpalneHHs
JIEKapCTBEHHBIX MPENapaToB, AODKHA OBITH pa3fielieHa Ha 30HbL, PeIHa3HAUYeHHBIE I
BBIIOJTHEHMS CACAYIOIAX (yHKIIHH:

a) IpUEeMKH JIeKapCTBEHHBIX IPETIapaToB;

0) XpaHeHHs JIeKApCTBEHHBIX NPENapaToB, TPeOYOIAX CIEHUANBHEIX YCIOBHIA;

B) XpaHeHus] BbIABICHHBIX (arpcuUIUPOBAaHHEIX, HEA0OPOKadeCTBEHHBIX,
KOHTpaaKTHBIX JIEKapCTBEHHBIX NPENAapaToB, a TAaKXKe JIEKApCTBEHHBIX MpenapaTos
C HCTEKIIIHM CPOKOM FOITHOCTH;

T') KapaHTHHHOTO XpaHEHUs JIEKapCTBEHHBIX IIPETapaToB.

16. dyHKINH, IpeaycMOTPeHHEIE MyHKTaMH 14 1 15 Hactosmux IIpasun, MoryT
BBHIMONHATECS B OTAENBHBIX NOMEIICHHUAX.

17. llomemenns W 30HHL, HCIONB3YEMBIE JUII XPaHEHUS JIEKApCTBEHHBIX
TIPenapaTtoB, JOJDKHEI OBITH OCBELICHEL.
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18. Cucrema, 3ameHsIONas pa3nelieHHe 30H XpaHeHHs, B TOM 9HCIIE NOCPENCTBOM
JJIEKTPOHHOH 0OpabOTKM [aHHBIX, JOMKHA obecmeunBarh TpeOyeMBI ypOBEHB
6e3omacHOCTH ¥ OBITH BaMHIMPOBaHA.

19. AIMHHHCTPAaTHBHO-OLITOBEIE TIOMEIICHUS OTAENAIOTCA OT 30H XpaHEHHs
JIeKapCTBEHHBIX IPEMAPATOB.

20. B momemneHUSX U XPaHEHHS JIGKApCTBEHHBIX IpenapaToB 3alpeljaeTcs
XpaHeHHE IHINEBEIX NPOAYKTOB, TabauyHBIX W3/IENHi, HANUTKOB, 3a MCKIIOYEHHEM
MHUTBHEBOM BOMBI, & TAKXKE JICKAPCTBEHHBIX IIPENAPATOB, MPEIHA3HAYSHHBIX IS JIMYHOTO
HCHOJIB30BaHHsA PabOTHHKAMH CyOBeKTa OOpaleH s IeKapCTBEHHbIX IPENapaToB.

21. B nmomemenusax ¥ (MJIH) 30HAX JOJKHBI MONAEPKHUBATHCA TEMIIEPaTYpHEIE
PEXUMBI XpAHEHUS. M BIAXHOCTH, COOTBETCTBYIOIIHIE YCIOBHUAM XPAHCHHS, YKa3aHHBIM
B HODMATHBHON  JOKYMCHTALHH, COCTaBISIOMEN  PEerHCTPALHOHHOE  JOCHE
JICKapCTBEHHOTO  Opemapara, HHCTPYKIMH IO MEIUIHUHCKOMY IIPHMEHEHHIO
JIEKapCTBEHHOTO MPENapaToB ¥ HA YIIaKOBKE JIEKAPCTBEHHOTO NIPEnapaTa.

22. Jlna obecriedenus TpeOyeMBIX YCIOBHH XpaHEHWS JEKapCTBEHHBIX
IpenapartoB B HMOMEIICHHAX (30HAaX), UCTONB3YeMBIX IUIS XPaHEHUS JICKAPCTBEHHBIX
IpenaparoB, MPOM3BOAUTEISMH JIEKAPCTBEHHHIX MPENapaToB W OPraHH3alASIMH
ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH IIpenapaTaMH OCYINECTBIACTCA H3yYeHHe
pacnpenesneHus TeMIeparypslL (fajee — TeMIlepaTypHOe KapTHPOBaHHUe).

Ob6opynoBanye A KOHTPOJIS TEMIIEPATypHl pa3MellaeTcs B HOMELIEHH (30HaX)
B COOTBETCTBHM C pe3yIETaTaMH TEMIEPATyPHOro KapTHPOBaHHA, HA OCHOBaHHH
TIPOBEIEHHOTO aHaN3a U OLIEHKH PHUCKOB.

Temmeparypuoe KapTHpoBaHHe HEOOXOOMMO HOBTOPATH B COOTBETCTBHH
C pesyisTaraMy aHajiu3a PUCKOB, a TaKXKe IIPH U3MEHEHUAX B KOHCTPYKIHH NOMEIIEHHUA
(30H) i 060pyHOBaHHUS A1 KOHTPOIS TEMIIEPATYPHL.

23. Pe3ynpTathl TEMIIEPATYPHOTO KapTUPOBaHUSA PEeTUCTPUPYIOTCS
B CIIELMAIBHOM XYypHaye (KapTe) perucTpauiid Ha OyMmakKHOM HocHTele M (MJIH)
B 9JIEKTPOHHOM BHJE E€KCIHEBHO, B TOM HUHCIE B BBIXOJHBIE M INPa3fgHUYHBIC NHU.
XKypuan (kapTa) perucTpaldy XpaHATCS B TEYEHHE JABYX JI€T.

24. Cybpext  oOpamieHus JIeKapCTBEHHBIX  IIpelapaTtoB  pa3spabaThIBaeT
U YTBEPXKIAeT KOMILIEKC Mep, HalpaBjieHHbIX HA MHHAMH3ALHIO PHCKa KOHTaMUHALINU
MATEpHAIOB WIM JIEKapCTBEHHBIX MNpEnapaToB, NPH YCIOBHU COOINIOEHHS 3aIUThI
OT BO3HEUCTBHs (paKTOPOB BHEUTHEH Cpelbl.

25. Iporienypel mo ybopke moMellleHU# (30H) AN XpaHEHUS JEKapCTBEHHBIX
mpenaparoB IPOBOAATCS B COOTBETCTBHHM CO CTAaHOAPTHHIMH ONEPAlHOHHBIMU
HPOLEAYPAMH.

Otenka momeneHuit (BHYTPEHHHE IOBEPXHOCTH CTEH, MOTOJKOB) LIS XpaHEHHUS
NIeKapCTBEHHBIX NpenaparoB JOIDKHA IOMYCKAaTh BO3MOXHOCTH HPOBENCHHS BIIAXXHOH
yOOPKH U HCKIIIOYATE HAKOIUICHHE ITBLITH.
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OGopynoBaHue, MHBEHTapb M MaTephalbl I YOOpKU (OUMCTKH), a TaKKe
MOIOLIHE W Je3UH(QUUHPYIOUINEe CPEICTBA NOMKHBEI XPAaHUTHCS B OTACNBHBIX 30HAX
(uxagax).

26. [ToMelnenns Uil XpaHeHHs JIEKApCTBEHHBIX MpenapaTtoB JOJDKHBI OBITh
CIIPOEKTHPOBaHBl M OCHAUIeHHI TaKHM oO0pa3oM, UToOb obecrnednTth 3aIluTy
OT IPOHUKHOBEHMS HACEKOMBIX, TPHI3YHOB UJH APYTHX XHBOTHBIX.

27.B nmnomemeHHs (30HBI) JUIL XpaHEHHS JIGKApPCTBEHHHIX IIPETapaToB
HE JOICKAIOTCS JIMLA, HE MMEIOINNe IpaBa JOCTYIa, ONPEAe]eHHOTO CTaHIapTHHIMH
OIepallMOHHBIMU TIPOLETyPaMH.

28. TIpou3BOAUTEAM JIEKapCTBEHHBIX IpENapaToB M OpraHH3alllsAM ONTOBOH
TOPrOBIIM JIEKAPCTBEHHBIMM TpenapaTaMH HeOOXOAMMO HPEdyCMOTPETh pa3fciicHHE
MIOTOKOB MepeMeIleHHs JIEKapCTBEHHBIX IIPEnapaToB MeXAy IOMEUICHHSMH H (HJIH)
30HaMM AJ1sL XPaHEHUS JIEKapCTBEHHBIX IIPEIapaToB.

29. Cremnaxu (WKa(bl) AT XpaHEHHsA JEKApCTBEHHHIX IHPENapaToB JOJDKHBI
OBITH MapKUpOBAaHBI, MMETh CTEJUIAXHBIE KAapTBl, Haxolsil(uecs B BHIUMOH 30HE,
obecriednBarb HMIOCHTH(GHUKAMIO JICKAPCTBEHHBIX IMPEHapaTtoB B COOTBETCTBHH
¢ mpuMeHseMod CyObeKTOM 0OpallleH!s JeKapCTBEHHBIX MpenapaTtoB CHCTEMOW ydeTa.
JlomyckaeTca mpAMEHEHHE SJIEKTPOHHOH cucTeMbl 00pabOTKM HaHHBIX BMECTO
CTENNIAXHBIX KapT. IIpH HCIONE30BaHMH 3JEKTPOHHOH CHCTEMB!I OOpabOTKH JaHHBIX
JOMYCKAeTCs MAeHTH(UKAIMS IPH MOMOLIY KOXOB.

30. JlexapcTBEHHBIE TIpEnapaThl, B OTHOLIEHHH KOTOPHIX CYOBEKTOM oOpalieHHs
JNIEKAapCTBEHHBIX TPEMApaTOB He MPHHATO pEIleHHe O NaibHelleM oOpaleHHH, HIH
JIEKapCTBEHHBIE MpenapaTsl, o0paileHHe KOTOPHIX MPHOCTAHOBIEHO, a TaKxkKe
BO3BpAlLllEHHbIE CYyOBEKTy oOpamieHns JeKapCTBEHHBIX IIPENapaToB JIEKapCTBEHHBIE
mpenapatsl JOMKHBI OBITH TOMEINEHBl B OTAENbHOE IOMEILIeHHe (30HY) MM
U30IIMPOBAHEl C NPUMEHEHWEM CHCTEMBI OJIEKTPOHHOH 00paboTKM  NaHHEIX,
obecmeunBaromeil pasneneHue.

JlexapcTBeHHBIE IIpenapaTbl, B OTHOIICHWH KOTOPHIX CYOBEKTOM oOpalieHHs
JIEKapPCTBEHHBIX [IPETIApaTOB [PHHATO PElIeHHe O MPHOCTAHOBICHUH NPHUMEHEHHs HITH
06 H3BATHM K3 OOpalnenus, a Takxke (arscuuIUpOBaHHbIe, HeA0OPOKaYeCTBEHHEIE H
KOHTpaaKTHBlE  JI€KapPCTBEHHBIE  IpenapaTbl  AOMKHBI  OBITh  H30JHPOBAHBI
H pa3MelIeHb! B CELHaTbHO BbIAEICHHOM IIOMEIICHAH (30HE).

IpearnpuHsTele Mepsl H3OJALMK YKa3aHHBIX JIEKAPCTBEHHBIX IIPENapaToB
JIOJDKHEI TAPaHTHPOBATH HCKIIIOYEHNE HX TonanaHus B obpamieHue.

31. JlekapcTBeHHBIE MIpeNapaThl, MNONJICKAIIME IPEIMETHO-KOIHMYECTBEHHOMY
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yaery’, 3a HCKITIOYEHHEM HApKOTHYECKHX, TCHXOTPONHBIX, CHIBHONEHCTBYIOIIMX
U SIOBATHIX JIEKAPCTBEHHBIX CPEICTB, XPaHATCA B METAIHYECKHX HJIM JEPEBIHHBIX
mkadax, oneyaTsIBaeMbIX WM MIOMOHPYeMBIX B KOHIE pabodero mHs.

32. JlexapcTBeHHBIE TpemapaTsl, COAEpXKal[Me HapPKOTHYECKHE CpEICTBa
U IICUXOTPOIHEIE BELIECTBA, JODKHEI XPAHATHCS B COOTBETCTBUHU C 3aKOHOIATENECTBOM
Poccuiickoit @enepanuy 0 HAPKOTHIECKUX CPENCTBAX U ICHXOTPOITHBIX BELIECTBAX.

33. XpaHeHue JeKapCTBEHHEIX IPENapaToB, CONEPKAllUX CHIIBHOAEHCTBYIOMME
¥ SIOBHTHIE BElIECTBA’, HAXONAINMXCS IOJ KOHTPOJEM B COOTBETCTBHM
MEXIYHAPOOHEIMH I[IPAaBOBEIMH HOPMaMH, OCYIIECTBISETCI B  IIOMEICHHIX,
000pyNOBaHHBIX HH)KEHEPHBHIMH M TEXHUUYECKIMH CPEICTBAMH OXPAaHBI, aHAIOTHYHEIMU
HPEeNyCMOTPEHHBIM 1A XPaHEHUA HApKOTHYECKHX H ICHXOTPOMHBIX JEKapCTBEHHBIX
CpencTs.

34, llonyckaercs XpaHeHHe B OJHOM TEXHMYECKH YKDEIIEHHOM IOMEIeHHH
JIEKAPCTBEHHBIX IPEMapaToB, MpPeAycMOTpeHHbIX NyHKToM 32 Hacrosmux Ilpapui,
H JIEKapCTBEHHBIX MpPENapaToB, COAEPXALIUX CHIBHOACHCTBYIOIME WM SIOBHTHIE
pemiecTsa. [Ipm OTOM XpaHeHWe TaKHX JIEKAPCTBEHHEIX NPEMapaToB JOJDKHO
OCYINECTBIATECA (B 3aBUCHMOCTH OT OObeMa 3amacoB) Ha pa3HBIX MOJIKax ceiida
(veranmuueckoro mkaga) WM B pasHBIX cefidax (Meramnmmueckux wkadax),
OIeYaTLIBAEMEBIX UJIH TNIOMOHPYEMEIX B KOHIIe paboyero gHs.

35. CybOpekry obpaliieHus JIeKapCTBEHHEIX NPENapaToB HEOOXOAUMO 0GeceunTh
OXPaHHYIO CHCTEMY, IIO3BOJIIOLIYIO MPEAOTBPAMIATE HEMPaBOMEPHOE TPOHUKHOBEHHE
B JIOOBIE TTOMEIIEHU (30HBI) I XpaHEHHU s JIEKapCTBEHHBIX IPENapaToB.

36. OGopynoBanpe, OKa3biBaolllee BIUAHHE HA XpaHEHHE U (WIHM) MEepeBO3KY
NeKapCTBEHHBIX HpenapaTos, JOJDKHO TPOEKTHPOBATHCH, pasMeraTscs
4 0OCITY’)KHBATECS COIIACHO JOKYMEHTAIIMH O €r0 UCIIONE30BaHUIO (SKCILTyaTalldH ).

37. K o6opynoBaHHio, HCNIOJNE3yeMOMY B IIPOLIECCE XPaHEHUS U (MIIH) MEPEBO3KH
JIEKAPCTBEHHBIX [IPENapaToB, OTHOCITCS B TOM HUCIE:

a) CUCTEeMb! KOHIHUIIMOHNPOBAHHS;

6) XonmonmIbHEIE KaMepEI U (MJIH) XOJNONXHIBHUKH;

B) OXpaHHas ¥ MOXKapHasi CUTHAJIM3alK;

I') CHCTEMEI KOHTPOJIA IOCTYIIa;

) BEHTHIAIIMOHHAA CHCTEMA;

? [Ipuxas Munsapaea Poccuu ot 22 anpens 2014 r. Ne 1831 «O6 yTBepIeHHH NEPETHS JEKAPCTBEHHBIX CPECTB Wf
MEIMUMHCKOTO NPHMEHEHHs, MOMIEKAMMX NPeIMEeTHO-KOTUMMECTBCHHOMY Yuery» (3apermcrpupoBaH MHHHCTEPCTBOM
roctauua  Poceuiickoit ®enepauun 22 mons 2014 r., perucTpauuoHHbIH Ne 33210) ¢ u3MeHEHMAMH, BHECSHHHIMH
npukazoM Mumsgpasa Poccuu ot 10 ceHTOps 2015 r. Ne 634n «O BHeCeHMM H3MEHEHHI B HEKOTODHIE NPHKA3BI
MuHHCTEPCTBA 3APABOOXPAHEHHS U COLMANBLHOrO paseuTHA Poccuiickoit denepaunn 1 MuHuCTEpCTBa 3APABOOXPAHEHUS
Poccuiickoit ®enepaunn» (3apeructpupoBa MunuctepcTBoM rocTHIMH Poccuiickot ®enepauuu 30 cenrabps 2015 r.,
?emc'rpaunmm,lﬁ Ne 39063).

Tocrarosnenue Ipasutensctea Poccuitckoit enepaunn or 29 aexabps 2007 r. Ne 964 «O6 yTBepIEHHH CITHCKOB
CHITBHOAEHCTBYIOUIMX M IOBUTHIX BELECTB /UTA Ieneil cTathd 234 u Apyrux crateit YromopHoro kogekca Poccuiickoit
@efepauuy, a TakkKe KPYMHOro pa3Mepa CHUIBHONECHCTBYIOIMX BEIIECTB 1A nened crarbu 234 YromoBHOro komekca
Poccuiickoit denepaunn» (Cobpanue 3akoHozarenscra Pocculickolt ®enepauuu, 2008, Ne 2, cr. 89; 2010, Ne 28, cr.
3703; 2012, Ne 10, c1. 1232; 2012, Ne 41, c1. 5625; 2013, No 6, c1, 558; Ne 9, c1. 953; Ne 45, ct. 5831).
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€) TEpMOTHIPOMETPHI (IICHXPOMETPHI) MM MHOe O0OpYIOBaHHE, HCIIOJNB3YEMOe
JJIS PETHCTPALMH TEMIIEPATYPEI U BIAKHOCTH.

38. ObopymoBanme, OTHOCsAINEECS K CpPEACTBAM M3MEPEHHi, OO BBOAA
B 3KCIUTyaTallHIO, a TaKXe IOCIe PEeMOHTAa MOAJIEKHT MEPBUYHON moBepke H (WIH)
KanuOpoBKe, a B IpoLlecce OJKCIUTyaTalldu — IIepUOAUYEcKOoil mmoBepke u (WiH)
KaquOpoBKE B COOTBETCTBHH ¢ Tpe0GOBaHMSIMH 3aKOHOIATelbcTBa Poccuiickoit
Oepepanun 06 00eCIeYSHHN EUHCTBA nsmepeHnﬁ4.

39. PeMoHT, TexHHMYecKoe OOcCHyxHBaHWe, mOBepka ¥ (wm) KamubpoBka
000pyOBaHUA IOMKHBEI OCYINECTBIATHCS B COOTBETCTBHU C YTBEPXKAAEMBIM ITAHOM-
rpadpuxoM, TakuM oOpasoM, YTOOBI Ka4yecTBO JIEKAPCTBEHHBIX IIPENapaToB
He IOJBEPraJioCh HETAaTHBHOMY BO3ACHCTBHIO.

40.Ha BpeMs peMOHTa, TEXHHUYECKOTO OOCTy>KHBaHHS, IMOBEPKH M (WIH)
KamuOpOBKH 00OpYHOBaHHMS ¥ CPEACTB H3MEPEHUs MO/DKHBI OBITH TPHUHATHL MepHI,
obecreunBaroiie TpedyeMbie YCIOBUA XpaHeH s JeKapCTBEHHBIX MIPEIapaToB.

Pemont, Texumueckoe OOCIyXHBaHWe, TIoBepKka W (WiIH) KaauOpoBka
000pylOBaHMS W CPEICTB H3MEPEHHs MOJDKHBI OBITh COOTBETCTBYIOLIMM 00pa3zoM
OTpakeHBI B JOKYMEHTaX, KOTODBIE apXUBUPYIOTCS M XPaHATCA B COOTBETCTBHH
¢ 3aKoHofaTeNIbcTBOM Poccnmitckoit @enepanuu 06 apXUBHOM JIele.

V. JIOKyMEHTEI 10 XpaHEHHUIO
U TIepeBO3Ke JIEKapCTBEHHBIX NPEnapaToB

41. JToKyMeHTH ITO XpaHEHUIO M (WIIH) MepeBO3Ke JIEKAPCTBEHHBIX IMpENaparoB,
ONMCHIBAIOIIAM JAeHCTBUA, BBINOIHAEMBIE CyOBEKTOM OOpalleHHs IeKapCTBEHHBIX
[penaparoB, HalpaBleHHBIE Ha coOmomeHme TpeOOBaHHWH, YCTAHOBIECHHBIX
HacTosmuMu [IpaBuiamu, BKIIOYAIOT B TOM YHCIE CTAaHIAPTHHIE ONEpPalHOHHEIC
IpOLENyPhl, HHCTPYKLHHY, JOTOBOPH], OTYETHI.

ConmepxaHue  JOKYMEHTOB JOJDKHO  ObITh  NOHATHBIM, ORHO3HAYHEIM,
He TOITYCKAIOIUM IBYCMBICJICHHBIX TOJNKOBaHUH.

42. Cpok  XpaHeHHss  JOKYMEHTOB  OIpeleNsieTcs B  COOTBETCTBHU
¢ TpeGoBaHusMH 3aKoHOMarTenscTBa Poccuiickoit Menepaimu 06 apXUBHOM Aele.

43. Ilepconan gookeH OBITP O3HAKOMIIEH W HMMETh JOCTYI K JOKYMEHTaM,
HeoGXOAUMBIM IS HCIIOJHEHNUS HOJDKHOCTHBIX 003aHHOCTEH.

VL. Jleficteus cyOnexTa obpameHus
JIEKapCTBEHHEIX IIPEMNapaToB 10 XPAHEHHIO H IIEPEBO3KE

44.Bce pelictBua cyOpexTa oOpamieHHs JIeKapCTBEHHBIX IMpenapaToB
MO XpaHeHUIO U (UJIM) MepeBO3Ke JISKAPCTBEHHBIX MIPENApaToB OCYIIECTBILIIOTCS TaKHM

4 Craron 13 & 18 ®enepanbHoro 3akoHa ot 26 monsa 2008 r. Ne 102-03 «O6 obecneyeHHH €IWHCTBA H3MEPEHHID
(Cobpanue 3akonogatensctsa Poccuiickoii ®enepaumu 2008, Ne 26, cr. 3021; 2014, Ne 26, ct. 3366; Ne 30, cr. 4255).
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o0pa3oM, 4YTOOBI HACHTHYHOCTh M Ka4eCTBEHHBIE XapaKTEPHCTUKH JIEKapCTBEHHBIX
TIpenapaToB He OBUIM yTpadeHBl H COONIONANUCH YCIOBHS HMX XPAHEHHS, yKa3aHHbBIE
B MHCTPYKUHM 10 MEeIWIHHCKOMY IpHMEHEHHIO H Ha YIIaKOBKE JIEKapCTBEHHOIO
Tpenapara.

45. CyOpexToM ofpalleHHs JIeKapCTBEHHBIX INPENaparoB NPHHUMAIOTCH MepHI
JUil MEHHMUM3ALUUM PHCKA TPOHUKHOBEHHS (GalbCH(HIPOBAaHHEIX, KOHTPaQaKTHBIX,
HeZl06poKadecTBEeHHBIX JICKAPCTBEHHEIX [IPenaparos B oGpalieHue.

46. B mpornecce IPUEMKH JIEKapCTBEHHBIX MpenapaToB pabOTHHKAMH CyObeKTa
o0paleHns JIEKapCTBEHHBIX IIPENapaToB OCYLIECTBISETCS IPOBEPKA COOTBETCTBHS
IIPUHAMAEMBIX JEKapCTBEHHBIX IPeNapaToB TOBapOCONPOBOAUTENFHON JOKYMEHTALMH
N0 acCOPTMMEHTY, KOIHYECTBY H KadecTBY, COOJIOZICHHIO CIICMANBHBIX YCIIOBHit
XpaHeHHA (NpY HAIMYUK TaKoro TPeOOBaHWS B HOPMATHBHOW [JOKYMEHTALUH
Ha JIeKapCTBEHHBIH IIpenapar), a Takke HATHYHIO IIOBPeXIeHUl TPaHCIIOPTHOM TapHL

47. JlekapCTBEHHBIE NpENaparsl HEOOXOAUMO XPaHUTh C YYeTOM TpeOOBaHW,
HOpMAaTHBHOMH JOKyMEHTAlVH, COCTAaBILTIOINEH  pEerHCTpallHOHHOE  JIOChe
Ha JIEKapCTBEHHBIH Ipemapar, HHCTPYKLHH [0 MEHIHMHCKOMY NPHMEHEHHIO,
HHpopMarmy, coiepxaimedici Ha TepBUYHOM W (WIH) BTOPHYHOM YIAKOBKE
JIeKapCTBEHHOI'0 IIpemapaTa, TPAHCIOPTHOM Tape, a TaKkKe B ° COOTBETCTBHH
¢ Tpe6OBaHUAMH, YCTaHOBIEHHEIME HacTosume [IpaBuiamu.

48. JlexapcTBeHHBle NpemapaTbl HAOJDKHBl  pa3sMEIaThCs Ha  CTEJUTaXax
(8 mkadax) mnmm Ha moAToBapHMKax (mopnoHax). He momyckaetcs pasmerieHue
JIEKapCTBEHHBIX IIpenapaTtoB Ha mouy 6e3 nopnoHa. [ToAmoHBI MOTyT pacmonaraTbes Ha
TONy B OJMH Psifi WIK HA CTEJUIaKaX B HECKOJIBKO SAPYCOB B 3aBHCHMOCTH OT BEICOTHI
cresnaxa. He pomyckaercs pasMellleHHE HONNOHOB C JIKapPCTBEHHBIMU TpenapaTaMy
B HECKOJIBKO PAZIOB 110 BBICOTE 6e3 MCII0NB30BaHus CTeIaKei.

49. JlexapcTBeHHBIE NpeENapaThl Pa3MeIalOT B MOMELIEHUAX H (HIIH) 30HaX s
XPpaHEeHHs JIEKapCTBEHHEIX IIPENapaToB B COOTBETCTBUH ¢ TPeGOBaHUAMHI HOPMATHBHOM
JOKyMEeHTalMH U (WIK) TpeOOBaHMAMM, YKa3aHHEIMH HA YIAKOBKe JIEKapCTBEHHOTO
Hpenapara, ¢ y1eToM:

a) GUBHKO-XHMHUYECKHX CBOMCTB JIEKapCTBEHHBIX NPENapaToB;

6) apMaKoIOTHIECKHIX IPYIIIT;

B) crioco0a BBEZIeHNS JIeKapCTBEHHEIX IIPEapaToB.

IIpu pa3MelleHUN JIEKapCTBEHHEIX MIPENapaToB B IOMEIIEHUAX U (MITH) 30HaX IS
XpaHeHHS JIEKapCTBEHHBIX IIperapaToB HOIYCKaeTCs HMCIOIb30BAHUE KOMIBIOTEPHEIX
TexHOMOTH# (10 alaBUTHOMY TIPHHIIUITY, IO KOZAAM).

50.B cioygae OTCYTCTBHS BO3MOXHOCTH COOMIONEHMS YCIOBWM XpaHeHHs

B Ipolecce NMPHEMKH JIeKapCTBEHHEIE Npeapartsl, TpeGyolde CleHaIbHEIX yCIOBUHA
XpaHeHHS W Mep O6e30macHOCTH, IOCJE BBINONHEHHS HEOOXONMMBIX MPOBEPOYHBIX
MEpOTIPUATUA NepEeMeINaloTCd B COOTBETCTBYIONIEE [TOMEIIEHHEe WIH 30HY XpaHEHUsI
¢ yueroM TpeGoBaHMit cTaHAAPTHOR ONEPalIOHHON IPOLICTYDHIL.
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51. XpareHne OrHeomacHbBIX M B3PBIBOONACHBIX JIEKAPCTBEHHBIX IIPENAapaToB
OCYINECTBIIACTCA BOAJIM OT OTHA U OTONMHUTEIBHBIX HpHGOpOB. HeOGXO,ZII/IMO HUCKIIOYHUTH
MEXaHH4YeCKoe BO3JeliCTBHe Ha OrHEONAacHbE M B3PLIBOONACHBIE JEKAPCTBEHHBIE
Hperaparhl, B TOM Y¥Cie BO3JeHCTBHE IPSIMBIX COJTHEIHBIX JIyueH H yaapel.

52. JlexapcTBeHHBIE Mpemapathl, Tpebylomue 3alUTEl OT BO3AEHCTBHS CBeTa,
NOJDKHBl XpPAaHUTBCS B [OMELICHHAX MIH CIeNHAJbHO OOOpYNOBAHHBIX 30HAX,
obecreynBarouX 3alUTy OT IONAJaHusi Ha yKa3aHHbBIC JICKAPCTBEHHBIC IPEnapaThl
MPSIMBIX COJIHEYHBIX JTy4eH.

53. Omnepauuu ¢ JieKapCTBEHHBIMH TIpellapaTaMy, OCYIIECTBIIEMBIC B CKIANCKHX
MIOMENIEHHUSX, U [IEPEeBO3Ka JIEKapCTBEHHBIX IPEapaToB BHIOIHAIOTCS € COOMOACHHEM
TpeGoBaHuil, ycTaHOBIEHHBIX HacTosumu [IpaBuiamy, a Taroke Mep 6€30MacHOCTH.

54. Otrpy3Ka neKapCTBEHHBIX IPENapaToB IPOU3BOIUTEIAIMH JIEKAPCTBEHHBIX
mpenapaToB M OPraHH3alMsMH ONTOBOH TOPrOBMH JIEKAPCTBEHHBHIMH IIPEMapaTaMH
OpraHu3yeTcd TaKAM 06pa3oM, YTOOHI JE€KApCTBEHHBIE NMPENApaThl ¢ MEHBIIMM CPOKOM
TOTHOCTH OTIMYCKAHCh B IEPBYIO OYEPED.

55. JlexapcTBeHHBIE  TIpemapaThl, IpeJHA3HAUYEHHBIE JUI1  YHHYTOKEHHS,
B COOTBETCTBHM CO CTaHJAPTHHIMH ONEPAlMOHHBIMH NPOLENYPaMH MAOIDKHEI OBITH
MapKHpOBaHbl M H30JHPOBaHBl OT JICKAPCTBEHHBIX I[IPENapaTtoB, IOIYLIEHHBIX
K OOpalleHuIo.

VII. IlepeBo3ka nekapCTBEHHBIX MpeNapaToB

56. CyOpekt oOpauieHdsi JI€KQpCTBEHHBIX MPENapaToB IpH ITOATOTOBKE
K NEepPEeBO3Ke JIEKAPCTBEHHBIX IPerapaToB 00ecneuHBaeT COrjlacoBaHue ¢ MONydaTereM
JICKapCTBCHHBIX openaparoB OCTaTOYHBIX CPOKOB TOAHOCTH MMOCTABIACMBIX
JIeKapCTBeHHBIX PeTIapaTos.

57. IlepeBo3ka J€KapCTBEHHBIX IIPENapaToB COIMPOBOXKAAETCA HOKYMEHTaMH
B COOTBETCTBHH C TpeOOBaHHAMH 3aKoHOHaTenbcTBa Poccuiickoit denepanun.

58. Uudpopmaruss o0 mepeBo3Ke  JIEKAPCTBEHHBIX  IIPeNapaToB  JOIDKHA
¢puxcupoBaTics cyObekTOM OOpameHus eKapCTBEHHBIX MPernapaTtoB TaKUM o6pasoM,
9T00BI 00€CIIeUUTh KOHTPOJIb UX epeMELeHNs.

59.B mpomecce TMEpeBO3KH  JIEKAPCTBEHHBIX IIPENaparoB  HE3aBUCHMO
or ee cmocoba cyOpeKTOM oOpalieHus JEeKapCTBEHHBIX IIpenapaToB XOJDKHA
00ecreunBaThCs BO3MOXKHOCTD MOATBEPKICHHS KAaueCTBA, IOMIMHHOCTH U LEIOCTHOCTH
JIEKapCTBEHHBIX IIPETIapaToB.

60. IlnanupoBanue TePEBO3KN JIEKAPCTBEHHEIX MpernapaToB JIOIDKHO
OCYIIECTBISETCS CyObeKToM OOpallleHus JEeKapCTBEHHBIX IIpenaparoB Ha OCHOBAaHMH
MPOBENEHHOr0 AaHANM3a U OIICHKH BO3MOXKHEBIX PHCKOB.

61. Iupopmanust © BBBIBJICHHBIX CYOBEKTOM OOpallleHHs JIEKApPCTBEHHBIX
[perapaToB B MpoLecce MEPEeBO3KH JICKApCTBEHHOTO INpenapara cilydasX HapylleHHs
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TEMIIEPATYPHOTO pEXMMa XpaHEHHWS W (WIM) MOBPEXIECHUS YIAKOBKH JIOBOMUTCH
cyOBeKTOM 0OpaIeHus JICKapCTBEHHBIX NIPENapaToB A0 OTHPABUTEN U (WIM) MOMyaTess
JIEKAPCTBEHHBIX MPETIaparoB.

Ilo 3ampocy nomydarenisi JeKapCTBEHHBIX NPENapaTtoB CyOBEKTOM oOparieHus
JIEKApCTBEHHBIX MPENapaTtoB JODKHBI OBITH IPENOCTABICHBI CBEIIEHHS O COOMIONCHHH
TEMIIEPATYPHOIO PEXKMMA IIPH IEPEBO3KE JIEKAPCTBEHHBIX NIPENAaPaToB.

62. Jinsi nepeBo3KM JIGKAPCTBEHHBIX IPEHapaToOB HCMONB3YIOTCA TPAHCIOPTHEHIE
cpeficTBa B 000pyloBaHKe, 00ecIeYHBaloNIe COOMONEHHe HX Ka4eCTBa, 3Q(eKTHBHOCTH
1 0e30MacHOCTH.

Ilpu mnepeposke TepMONAOGWILHEIX JIEKAPCTBEHHBIX IIPEMaparoB HCIIONB3YeTCs
CTieNMaM3HpoBaHHOe  0bopynoBaHKe, obeclieuMBalOIee MOUICPKaHHE TpeOyeMbIX
TeMIEpPaTyPHBIX PeXKHMOB XpaHEHH JIEKapCTBEHHBIX MPEIIapaToB.

63. XnafoaNieMEHThl B M30TEPMHYECKHX KOHTEHMHEpaX pasMelalorcs TaKiuM
06pa3oM, 9ToOEI OTCYTCTBOBAN IIPAMO KOHTAKT C JISKADCTBEHHBIMH TIpeIiapaTaMH.

TloBTOpHOE HMCHONBE30BAHYS HEJOCTATOYHO OXJIKHCHHBIX U (WIIM) NOBPEXIEHHBIX
XJTaJIOTEMEHTOB He JIOIYyCKaeTC.

PyxoBomwTens cyGbekra OGpameHust JNeKapCTBEHHEIX TpenapartoB 00ecHeanBacT
NpOBEleHNe UHCTPYKTaXa O MOPSAKEe IOATOTOBKH H30TEPMHYECKMX KOHTEHHEpOoB
K IIePEBO3KE JIEKaPCTBEHHBIX MPEHapatoB (C yYETOM CE30HHBIX OCOOEHHOCTEH), a TaKke
0 BO3MOXXHOCTHY IIOBTOPHOTO MCTIOJIBE30BAHNA XJIaJO3JIEMECHTOB.

64. ObopynoBaHue, YCTAHOBIEHHOE BHYTpH TpAaHCIOPTHOIO CpEACTBA MM
B KOHTelfHepe, HCNOME3yeMoe I KOHTPONA M MOMEPXKAHHS TEMIIEPATyPHOIO PeXxuMa
B Ipolecce MEepeBO3KH JIEKAPCTBEHHEIX MPENapaToB, OTHOCAIIEECS B COOTBETCTBHM
¢ TpeboBaHmsIMH 3aKoHOZaTenbcTBa Poccuiickoii Memepanum 06 obecredeHHH
€IMHCTBa W3MEPeHHH K CPEeACTBAM H3MepeHHil, 10 BBOAA B AKCIUIYATAIHUIO, & TAKIKE
Tociie peMOHTa MOANEKHUT TEepBHYHOH NoBepke U (WiH) KaaMOpOBKe, a B Iporecce
9KCIUTyaTalldd — TNEpHOAWYECKOH IoBepke M (MIM) KalMOpOBKE B COOTBETCTBHH
¢ TpeGoBaHmAMH 3aKoHopmarelscTBa Poccmiickoif denepamuu 06 obecredyeHun
€JITMHCTBA U3MEPEHHH.

65. JlekapcTBeHHBIE  IIpenapaThl JOCTARIIOICA IO  afpecy, YKa3aHHOMY
B TOBaPOCOITPOBOAATEIIEHEIX IOKYMEHTAX.

66. OTBeTCTBeHHOCTh 32  coOmofeHue TpeOOBaHWI  HacToAmMX  I[IpaBun
NpH TIepeBO3Ke JIeKApCTBEHHBIX IPETIapaToB BO3NaraeTcsi Ha CyObeKT OOpalleHns
JIEKapCTBEHHBIX IIPENAapaToB.

67.B cirygqadx, KOTAa IepeBO3Ka COMPOBOXKIASTCSA ONEpaIsMH 110 pasrpy3ke U
00paTHO# 3arpy3Ke HITH BKIIFOYAET B ce0s TpaH3UTHOE XpaHEHHE, COONMIONAIOTCS YCIOBUS
XpaHEHHS B IIOMeINeHHIX H olecredeHHe Oe30macHOCTH Ha TpPaH3WTHBIX CKIAJax,
KOTOpbIE  ONpe/e/IeHbl  AOTOBOPDHBIMHA  OTHOINCHWIMM  MEXIOY  OTIpaBUTEIEM
U TPaHCTIOPTHOH KoMmnaHweH, HacTosmume [IpaBiiamu v 3akoHOAaTeNbcTBOM Poccuiickoi
Oepeparwm.
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VIII. Tapa, ynakorka
H MapKHpPOBKa JIEKapCTBEHHEIX IIPEHapaToB

68. JlexapcTBEHHEIE IIpEMapaThl MEPEBO3ATCA B TPAHCIIOPTHOM Tape, KoTopas
HE OKa3plBaeT OTPHIATENHHOrO BAMAHUS HA WX KauyecTBO, J(P(EKTUBHOCTD
u Oe3omacHOCTs M oOOecredyMBaeT HAJEeKHYIO 3alUTy OT Bo3xelicTBHs (akTopoB
BHEUIHEH cpenbl.

69. Beibop cyObekToM oOpalmeHus JeKapCTBEHHbBIX [PEeNaparoB TPaHCIIOPTHON
Tapbl, YITAKOBKM OCHOBBIBAETCH Ha:

2) yCTAaHOBNGHHBIX TPeGOBaHMAX K  YCJIOBUSAM XPAaHEHMA H  IIEPEBO3KU
JNeKAPCTBEHHBIX TIPETAPaToB’;

6) o6peme, HEOOXOIUMOM /IS Pa3MeELLeHNs JTEKAPCTBEHHBIX IPENapaToB;

B) KOJIeOaHMIX TEMIIEPaTyPhl OKPYKAIOILEH CPeE;

T) JIMTENBHOCTH IEPeBO3KH, BKIOYAA BO3MOXKHOE MPOMEXYTOUHOE XpaHeHHe
JIEKapCTBEHHBIX IIPENapaToB.

70. TpaHCIIOpPTHAsA Tapa C JIEKapCTBEHHBIMH IpeliaparaMd B HpoLecce MPUEMKH
JEKapCTBEHHBIX IIPENapaTtoB Mepel IepeMelleHHeM B MOMEIeHus W (MiM) 30HY
XpaHEHHUS JOJDKHA OBITh OUHUIINEHA OT BU3YalbHOTO 3arpsa3HeHns (Ipd HeOOXOAUMOCTH).

71.Ha TtpaHCnOpTHYIO Tapy, KOTOpas He IpeAHasHayeHa Uil NoTpeOUTenel
U B KOTOPYIO IIOMEINEeHb] JeKapCTBEHHEIE MperapaThl, JOJDKHA HAHOCHTBC HMH(pOpMams
O HAWNMEHOBAHWM, CEPHM JIEKapCTBEHHBIX IIPENaparoB, Jare BBIIYCKa, KOJIMYECTBE
BTOPHYHBIX (TOTPeOHTEICKIX) YIIAKOBOK JIEKAPCTBEHHBIX HPENapaToB, MPOU3BOLHUTENES
JNeKapCTBEHHBIX IPEMapaToB C yKasaHHeM HAUMCHOBAaHUH W MECTOHAXOXIeHus (ampec)
IIPOU3BOAKUTENS JIEKAPCTBEHHBIX IPEIIAPaToB, a TAKKe O CPOKE FOJHOCTH JICKAPCTBEHHBIX
mpemapatoB M 00  YCIOBMAX WX XpaHGHHS W  IEPEBO3KH, HEOOXOIHUMBIE
IpemynpeanuTesbHble HAAMHUCH ¥ MAHUITYJIITOPHBIC 3HAKH.

5 Mywukr 18 craren 5 ®enepansHoro 3akcHa ot 12 anpena 2010 1. Ne 61-®3 «O6 06paIeHuy 1eKapCTBEHHEIX CPEICTBY
(Cobpanue 3axoHogarensctBa Poccuiickot ®emepauun, 2010, Ne 16, cr. 1815; 2012, Ne26, cr. 3446; 2014, Ne 52,
cr. 7540; 2015, Ne 29, cr. 4367), moanynkr 5.2.171 TIonoxeHus o MumuctepeTse 3ApaBooxpaneHmst Poccuiickoit
(enepauuy, YTBEPXK/ICHHOrO moctaHoBneHHeM IIpaBurensctBa Poccuiickolt ®enepammu or 19 mions 2012 r. Ne 608
(Cobpanne 3akoHomarensctBa Poccumiickoit ®emepaumn, 2012, Ne26, cr. 3526; 2013, Nel6, cr. 1970; Ne20,
ct. 2477; Ne 22, cr. 2812; Ne 45, c1. 5822; 2014, Ne 12, cr. 1296; Ne 26, cr. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015,
Ne 2, 1. 491; Ne 12, cr. 1763; Ne 23, ct. 3333; 2016, Ne 2, cr. 325; Ne 9, cr. 1268; Ne 27 ct1. 4497; Ne 28, cr. 4741; Ne 34,
cr. 5255).
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