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IlpaBuaa
HaJJiexaled NPAKTHKH XPAHEHHS H NIEPEBO3KH
JIEKAPCTBEHHBIX MPEeNapaToB AJsl MEAUIHHCKOro NpUMEHEeHH

I. O0Owue 1onoxeHus

1. Hacrositune IlpaBuna Hagnmexamedl nDpakTHKA XpaHEHUS U IEPEBO3KH
JIEKapCTBEHHBIX  MpemaparoB  JJI  MEOWIHMHCKOrO  NpUMEHeHHs  (Jainee
COOTBETCTBEHHO — [IpaBuiia, JeKapCTBEHHBIE Mpenaparhl) yCTaHABIUBAIOT TPeOOBaHUS
K YCJIOBHSIM XpaHEHHs W NEPEBO3KH JIEKAPCTBEHHBIX IMPENapaToB, HEOOXOAUMBIM IS
obecreyeHHs Ka4ecTBa, O€30MaCHOCTH B 3 (GEKTUBHOCTH JIEKAPCTBEHHBIX NIPENapaToB,
a TaKkkKe  MHHHMHU3AI[MM  pPHUCKa  IPOHUKHOBEHHS  (anbCUUIMPOBAHHBIX,
HeT0OpOKaYeCTBEHHBIX, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX NPENaparoB B IPakJaHCKUN
000poT.

2. Hacrosimue IIpaBuiia pacipocTpaHSIOTCS Ha MPOH3BOAUTENEH JTEKapCTBEHHBIX
IpernapaToB, OpraHHM3alliM ONTOBOH TOPTOBJM JIEKAPCTBEHHBIMH IpelapaTaMy,
anTevyHble OpraHU3allMy, MHAWBUAYAJIBHBIX NMpEANPUHUMATENEH, IMEIOMMNX JIUIEH3HIO
Ha (bapManeBTHIECKYIO e TeNIbHOCTb, MEIUINHCKUE OpraHu3anuu
7§ 1704 006ocobieHHBIe noapa3aeseHus (ambymnaTopum, benpamepckue
U (GenpIuIepcKo-aKyliepckue MyHKTBI, LeHTpbl (OTaeneHus) oOmed BpaueOHOH
(ceMeifHOM ) MPaKTHKH), PacIOOKEHHBIE B CENBCKAX HACEICHHBIX MYHKTAX, B KOTOPBIX
OTCYTCTBYIOT alTeYHble OpraHU3aluy (Janee — CyObeKThl OOpallleHus IEeKapCTBEHHBIX
penapaToB).

II. Cucrema obecrieuenusa KauecTsa
XpaHEHHUs U NMEePEBO3KH JIEKAPCTBEHHBIX IIPEnapaToB

3. PykoBomutens  cyObekra  oOpamleHHs  JIEKQpCTBEHHBIX  IPENapaToB
obecreynBaeT peanM3alMio KOMIUIEKCA Mep, HAMpaBlIeHHBIX Ha COOMIONEHHE €ro
paGoTHUKAaMM HacTosmuX IIpaBui NpH XpaHeHHH ¥ (MJIM) MEpPEBO3KE JEKAPCTBEHHBIX
IpenaparoB (Hajee — CHCTEMa Ka4yecCTBa), MOCPEACTBOM YTBEpP)KICHUS NOKyMEHTOB, B
KOTOPLIX PpEraMEHTHPYIOTCS B TOM YHCJIE€ IOPSIJOK COBEpIIeHHs pPabOTHUKaMHU




JEUCTBUH TpH OCYIIECTBJICHHM XpaHeHHS M (WJH) MepeBO3Ke JIEKapCTBEHHBIX
IpenaparoB, MOPANOK OOCTy)XWBaHHS H IIOBEPKH W3MEPHUTENBHBIX IPUOOPOB
1 000pynoBaHMs, BEICHHE 3allUCel, OTYETOB M MX XpaHEHHe, IPHEM, TPaHCIIOPTHPOBKA,

pa3MeleHue JIeKapCTBEHHBIX IpernaparoB (ajiee — CTaHJapTHBIE OIEpaluOHHBIE
IPOIEAYPHI), U OpraHU3alUKA KOHTPOJIA 338 COOIONEHHEM CTaHAAPTHBIX ONEPaliOHHBIX
HIpOLenyp.

4. CucreMa Ka4yecTBa AOJDKHA rapaHTHPOBATH, YTO:

a) mepeMeleHne JeKapCTBeHHBIX MpPEenapaToB MEXIy CyOBeKTaMu oOpalieHus
JIEeKapCTBEHHBIX MpPENapaToB, B TOM YHCJIe BHYTPH KOHKPETHOro cyOBeKTa oOpaieHus
JIeKapCTBEHHBIX IMpermapaToB, oO0ecmedYnBaeT XpaHeHHe © (WJIH) TEPEeBO3KY
¢ cobmoenneM TpeOOBaHUH, YCTAaHOBJICHHBIX HacToAmUMH [IpaBunamu;

0) ompeneneHa  OTBETCTBEHHOCTH  pabOTHHKOB  cyObekTa  oOpalneHus
JIeKapCTBEHHBIX IIPemapaToB 3a HapylieHue TpeOoBaHMid, YCTAaHOBIEHHBIX HACTOSIIHMH
[IpaBunamMu, u CTaHAAPTHBIX ONEPANMOHHBIX MPOLENYP;

B) JICKapCTBEeHHBIE  Tpemaparbl  JOCTaBIAIOTCI  CyYOBEKTOM  oOpalieHus
JeKapCTBEHHBIX IMpEnapaToB B COTJIACOBAHHBIA C TOJydYaTelieM JIeKapCTBEHHBIX
IpernapaToB IEepHOJ BpeMeHW ¢ coOirogeHneM TpeOOBaHHN, YCTaHOBJIEHHBIX
HactosumMu [IpaBunamus;

T') JOKyMeHTalbHOe odopMieHne NeiicTBUH, yKa3aHHBIX B IMaBe VI HacTosmux
IlpaBuii, © OOCTUTHYTHIX PE3YJbTaTOB OCYIIECTBISETCS B XONI€ BBINOJHEHHUS WA
HEMOCPEACTBEHHO ITOCJIE 3aBePIIEHUSI COOTBETCTBYIONINX JIEHCTBHIA;

I)B OTHOIIEHHH KaXJOr0 HapylmleHHs TpeOOBaHMH, YCTaHOBIIEHHBIX
HacTosuumu [IpaBuiamMu, CTaHAAPTHEIMHU ONEPAllHOHHBIMH NPOLIEIypaMH, IPOBOJUTCS
BHYTpPEHHSS IpoBepKa W pa3pabaThIBAIOTCS KOPPEKTHUPYIOUIHE AEUCTBHS C LEJBIO
yCTpaHEHUS BBISIBIICHHBIX HapyIIeHH.

5. PykoBoputenem cyObeKTa oOpallleHHs JeKapCTBEHHBIX MPENaparoB C Y4€TOM
TpeOOBaHMN TPYHAOBOro 3akoHomaTenbcTBa Poccuiickoii dexgepandd W UHBIX
HOPMAaTHUBHBIX IPABOBHIX AaKTOB, COAEPXKALIUX HOPMBI TPYIOBOIrO IpaBa, Ha3HA4YaeTCs
JMIIO, OTBETCTBEHHOE 3a BHEIpPeHHWe U obOecredeHue CHCTeMBl KadecTBa,
OCYILIECTBISIONIEE MOHUTOPUHT 3G ()EKTHUBHOCTH CHCTEMBI KauecTBa M aKTyaHU3aluio
CTaHIapTHBIX ONEPAIIMOHHBIX MPOIENyp (Haee — OTBETCTBEHHOE JIUIIO).

6. [leaTenbHOCTh MO XpaHEHUIO U (WJIM) NepeBO3Ke JIEKApCTBEHHBIX MpPENaparos,
nepegaHHas MPOU3BOAUTENIEM JIEKAPCTBEHHBIX MPEMapaToB WJIK OpraHU3aliei OnToBON
TOPrOBJIA JIEKAPCTBEHHBIMH IpernapaTaMy AN OCYIIECTBICHUS APYroit (CTOpOHHEi)
opraHu3anud  (mamee  —  AyTCOPCHHT),  ONpEHNeNseTcs,  COrJIaCOBBIBAETCS
U KOHTpoJHMpyeTcs BO  u30exaHWe  pa3HOYTEHHH, CHOCOOHBIX MPHBECTU
K HEYJIOBJIETBOPUTEILHOMY KaueCTBY JICKAPCTBEHHBIX NPEMAapaToOB HJIM BHITIOJIHAEMBIX
pabor.
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JloroBop, o KOTOpOMY OCYIIECTBIISETCA Iepeaada AeATeIbHOCTH Ha ayTCOPCUHT
(mamee — QOrOBOpP ayTCOPCHHIA), 3aKIIFOYAETCs C yKa3aHHEeM OOS3aHHOCTEH KXo W3
CTOPOH, MOPSAKA NEHUCTBUIA U OTBETCTBEHHOCTH CTOPOH.

Jlo 3akiroueHds [AOrOBOpa AayTCOPCHUHra IPOM3BOJUTENh JIEKAPCTBEHHBIX
IpenapaToB WJIA OpraHu3alusd ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU IIpenaparaMu
TOJIKHBI YOETUTHCS B MMPABOCIIOCOOHOCTH UCTIONHUTENS (B TOM YHCJI€ B HAJTMYMH Y HETO
HEOOXOIUMOH B COOTBETCTBUH C 3aKOHOJATENLCTBOM Poccuiickoit Penepainuu
JIMIIEH3UN) W BO3MOXXHOCTH BBIIIOJHHTE 005A3aTeNIbCTBA IO JOTOBOPY ayTCOPCHHTA
B COOTBETCTBHH C TpeOOBaHMAMH HacToAmux IlpaBuna (B TOM 4YHCIe B HaJIHYHH
OMBITHOTO ¥ KOMIIETEHTHOTO MEpCOHAlIa, TOMEIIeHUuH, 000pyI0BaHK).

IIpousBogutenp JEKAPCTBEHHBIX MPENAapaToB WJIH OpraHU3alus ONTOBOMU
TOPrOBJIM JIEKAPCTBEHHBIMM IpenapaTamMu JOJDKHBI FapaHTHPOBATh, YTO HCIOJIHUTENb
IO JOTOBOPY ayTCOPCHHTa IMOJIHOCTHIO OCBEIOMJIEH 000 BceX (akTopax, CBI3aHHBIX
C JIEKapCTBEHHBIMHU IIpenapaTamMu WA AEATEIBHOCTBIO, IIepe1aBacMOU Ha ayTCOPCHUHT,
KOTOpPhIE MOTYT IPEACTaBIATh OMACHOCTh IS €ro IIOMeImeHUuH, o0OopymIOBaHUS,
IepcoHasa.

III. Ilepconan

7. Jyis cobirofeHuss yCTaHOBJIGHHBIX HacToslmumu llpaBunamu TpeGoBaHUit
CcyOBeKT OOpalmeHus JIeKapCTBEHHEBIX MPEnapaToB ¢ y4eToM o0beMa OCyIIecTBIsIeMON
UM JESATeNIbHOCTH IO XPaHeHWI0O W (WJIM) TMepeBO3KEe JIEKapCTBEHHBIX IpernapaToB
IOJDKEH UMETh HEOOXOMUMEBIHA ITepCOHa.

8. TpeboBanus k KBaMGUKAUMH W CTaXy pabOTBl NepcoHala yCTaHOBJIECHHI
I10JI05KEHHEM O JTHIEH3HPOBAHHH (HaPMAIEBTUYECKOM AeSTEIBHOCTH .

9. O6si3aHHOCTH ® OTBETCTBEHHOCTh pPaOOTHHKOB CyObekTa oOpalieHus
JIEKapCTBEHHBIX IpENapaToB, B TOM YHCJIE OTBETCTBEHHOIO JIMIA, 3aKPEILIAIOTCS
B JIOJDKHOCTHBIX MHCTPYKIUSIX.

10. PykoBomutens  cyObekTa  OOpallleHHs  JIeKapCTBEHHBIX  IIpermapaToB
yTBepXKAaeT IUIaH-TpadUuK NPOBENECHUS MEPBUYHON M IOCIEOYIOMIMX IOATOTOBOK
(MHCTpyKTa)keii) TmepcoHana, KOHTPOJHPYET €ero HCIOJIHEHHE U  OLIEHHBAaeT
3¢ HEeKTUBHOCTH MOATOTOBOK (MHCTPYKTaXKa) C IeJIbI0 HX COBEPIIIEHCTBOBAHUS.

Ilepconan, paGoraromuii ¢ JeKapCTBEHHBIMH IperaparaMd, B OTHOUICHHU
KOTOPBIX YCTaHOBJICHHI CIICLHAJILHBIC YCIIOBUS XPAHEHUS U (WJIH) IEPEBO3KHU, TPOXOIUT
HOATOTOBKY (MHCTPYKTaXX) B COOTBETCTBHH C 3aHHUMAaeMOMH JOJDKHOCTBIO.

JIOKyMeHTBI O TIPOBEI€HHH IIOATOTOBKH (MHCTPYKTaXa) apXUBUPYIOTCA
M XpaHATCS B COOTBETCTBUHM C 3aKoHomarenbcTBOM Poccuiickoit ®@enepanuu
00 apXUBHOM Jeie.

! Mocranosnenne IpaBurensctea Poccniickoit Memepamum or 22 nekabpa 2011 r. Ne 1081 «O nuueH3MpoBaHHHM
(dhapmanepTHueckoi AearensHocTH» (CobpaHue 3akoHomartenscTBa Poccuiickoit @epepamuu, 2012, Ne 1, ct. 126; 2012,
Ne 37, er. 5002; 2013, Ne 16, c1. 1970)




IV. Ilomemenus u o6opynoBaHue
JUIS XpaHEHHS JIEKApCTBEHHBIX MPENapaToB

11. CyObexT oOpameHuss JIeKapCTBEHHBIX MpernapaToB Ui OCYIIECTBICHUS
IEeATENBHOCTH 110 XPaHEHHUIO JIEKAPCTBEHHBIX MPENapaToB AOJDKEH UMETh HE00X0IMMBbIe
noMenieHuss ¥ (WJIM) 30HBL, a TaKKe OO0OpyIOBaHWE [JIs BBINOJIHEHHS OIepaluii
C JIEKApCTBEHHBIMH IpemapaTaMd, O0eCleYMBAIOIUE MX XPAHEHHWE B COOTBETCTBHUH
¢ TpeboBaHUAMY HacToAmux [IpaBui.

12. ITomemnenus: A XpaHEHHs JEKaPCTBEHHBIX IIpenapaToB IODKHBI 00Nanarh
BMECTHMOCTEIO H oOeclieunBarh Oe30macHOe pasielibHOe XpaHeHHe M IepeMeLICHHE
JIEKApCTBEHHBIX MPENapaToB.

13. [nomaap MOMEIIEHWH, HCIONIB3YEMBIX IPOU3BOAUTENIMHU JIEKAPCTBEHHBIX
IpernapartoB M OpPraHU3alMsIMH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH IIpelaparaMy,
JOOJDKHa COOTBETCTBOBaTh O00BEMY XpPaHHUMBIX JIEKAPCTBEHHBIX IpenaparoB
¥ COCTaBIATH HE MeHee 150 KB. MeTpoB.

14. TInomane NMOMEUIEHHHA, HMCIOIB3YEMBIX MPOU3BOAUTENSAMHU JI€KAPCTBEHHBIX
IpenapaToB ¥ OPraHU3aIMSAMH OINTOBOH TOPTrOBIM JIEKAPCTBEHHBIMHU IIpenapaTaMy,
IO/DKHA OBITH pa3nmelieHa Ha 30HBI, NMpeJAHa3HAuYeHHBIE I BBIIOIHEHHS CIECIYOUX
GYHKITAR :

a) MPUEMKH JIEKapCTBEHHBIX MIPENapaToB;

©) OCHOBHOT'O XpaHEHH JIEKApCTBEHHBIX IIPENapaToB;

B) OKCIIEAUIINH;

I') XpaHEeHHs JIEKapCTBEHHBIX MTPenapaToB, TpeOYOUMX ClelHalbHbIX YCIOBUH;

1) XpaHEHUS BBIABIECHHBIX  (albCUPUIMPOBAHHBIX, HEZOOPOKaYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB;

€) KapaHTHHHOI'0 XpaHeHH JIEKapCTBEHHBIX IPENapaToB.

15. [Inomans MOMEIIeHU#, HCIONB3yeMbIX IPYTUMH CyOBbeKTaMH OOpalleHus
JeKapCTBEHHBIX MIPenapaToB, NOJKHA OBITh pa3/iesieHa Ha 30HbI, MpeqHa3HAYCHHBIE I
BBIITOJIHEHHUS CIIEIYIOMUX QYHKIIMHA:

a) IPUEMKH JIEKAPCTBEHHBIX IIPENapaToB;

0) XpaHeHHs JIeKapCTBEHHBIX MIPENapaToB, TPEOYIOIUX CIIELHUAIbHBIX YCIOBUH;

B) XpaHEeHHs BBIABJICHHBIX (anbCHPUIHPOBAHHBIX, HENOOPOKaYECTBEHHBIX,
KOHTpa(aKkTHBIX JIEKAPCTBEHHBIX INPENapaToB, a TaKXKe JIEKapCTBEHHBIX IIpernapaTroB
C HCTEKIINM CPOKOM FOJJHOCTH;

T') KAPaHTHHHOTO XpaHEHUs JIEKapCTBEHHBIX IIPENapaToB.

16. ®ynkium, nmpeaxycMoTpeHHbie myHkTamMu 14 u 15 Hacrogmux IlpaBun, Moryt
BBIMOJIHATHCS B OTAENBHBIX TOMEICHUAX.

17. TlomemeHuss ¥ 30HBI, HCIONb3yeMble IS XPaHEHUS JEKapCTBEHHBIX
HpenaparoB, JODKHEI OBITH OCBELICHBI.
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18. Cucrema, 3aMeHSIONIAd pa3/ieIeHUe 30H XPaHEeHUS, B TOM YHUCJIE IOCPEACTBOM
3JIEKTPOHHOM 00pa0OTKM [OaHHBIX, MAOKHA obecrneunBaTh TpeOyeMBbI ypOBEHB
0€e30MacHOCTH U OBITh BaJHAUPOBaHA.

19. AAMMHUCTPAaTHBHO-OBITOBEIE IOMEUIEHUS OTAEISAIOTCA OT 30H XpaHEHHs
JIEKapCTBEHHBIX MPEMapaToB.

20. B nmoMelneHusx IS XpaHEHHs JIeKapCTBEHHBIX IpENnapaToB 3alpeniacTcs
XpaHEeHHe MHINEeBBIX MPOAYKTOB, Ta0a4yHbIX M3[CIHN, HANUTKOB, 33 HUCKIIOYECHHEM
IUTHEBOM BOMEI, 4 TAKXXE JEKAPCTBEHHBIX MPEapaToB, IpeAHA3HAYSHHBIX AJI JINYHOIO
HCIONB30BaHUsA PaOOTHHKaMHU CyOBbeKTa oOpalleHus TeKapCTBEHHBIX IIPENapaToB.

21. B nomemenusx u (MiIM) 30HaX JOJDKHBI MOANEPKUBATHCS TEMIEPATYPHEIE
PEKAUMBI XPaHEHHs U BJIAXXHOCTH, COOTBETCTBYIOIINE YCIOBUAM XPaHEHHs, YKa3aHHBIM
B HOPMATHBHOW  JOKYMEHTAllMH, COCTaBISIONIEH  PErMCTPallMOHHOE  JOChE
JIEKapCTBEHHOTO0  Mperapara, HHCTPYKUHMH IO MEIUUMHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO MPeNapaToB U Ha yIaKOBKE JIEKapCTBEHHOr'O IIpenapara.

22. Jlna obecneyenns TpeOyeMBIX YCIOBUH XpaHEHHs JIEKapCTBEHHBIX
[IperapaToB B MOMEIIEHHSIX (30HaX), UCMONB3YEMBIX AN XPaHEHMs JIEKapCTBEHHBIX
IIpernapaToB, MPOU3BOJUTENSIMH JIEKAPCTBEHHBIX IIPENapaToB M OpraHM3alMsIMH
ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH IIpenapaTaMyd OCYIIECTBIIETCA H3yYeHHE
pacnpeeneHus TeMIeparypsl (Jajiee — TeMIepaTypHoe KapTHPOBaHUE).

O6opynoBanue Uil KOHTPOJIS TEMIIEPATYPHI pa3MeInaeTcss B HOMELIeHUs (30HaX)
B COOTBETCTBMHM C pe3ylkTaTaMd TEMIEPAaTypHOrO KapTUPOBaHUA, HAa OCHOBaHHHM
IIPOBEJICHHOTO aHAJIN3a U OLIEHKU PHUCKOB.

TemneparypHoe KapTHpOBaHHE HEOOXONUMO TIOBTOPSATH B  COOTBETCTBHHM
C pe3y/bETaTaMy aHaJli3a PUCKOB, a TAK)KE MPH U3MEHEHHUSIX B KOHCTPYKIMH ITOMEIIECHHUS
(30H) W 00OpynOBaHUS JJIs1 KOHTPOJIS TEMIEPATYPHI.

23. Pe3ynbTaTsl TeMIIEpaTypHOTO KapTHUPOBaHUS PEeruCTpUPYIOTCH
B CIELNHMANLHOM JKypHane (KapTe) perucrpauuu Ha OyMaKHOM HocuTene U (WUIH)
B 3JIEKTPOHHOM BHJ€ €XEIHEBHO, B TOM YHCIE€ B BBIXOJHBIC U IPa3JHUYHEIE ITHH.
Xypuan (kapTa) peructpai XpaHUTCS B TeUeHHE JBYX JIET.

24. CyObekT  oOpalneHuss JIEKapCTBEHHBIX  IPENapaToB  pa3padaThIBacT
1 yTBEPXXKIaeT KOMIUIEKC Mep, HallpaBI€HHBIX HA MUHMMHU3ALHUIO PUCKA KOHTAMUHALIMH
MaTEpUAIOB MM JIEKapCTBEHHBIX IMPENaparoB, MPU YCIOBHU COOJIONEHHS 3allMTHI
OT BOo3JieicTBHS (PaKTOPOB BHELIHEH CPEIBI.

25. Ilpouenypsl mo ybopke moOMeIlneHUi (30H) Il XPaHEHHUs JIEKapCTBEHHBIX
IpernapaToB MPOBOIATCS B COOTBETCTBUH CO CTAHAAPTHBIMH ONEPAlHOHHBIMH
IIPOLEyPaMH.

Otaenka moMerieHni (BHYTpEHHHE TIOBEPXHOCTH CTEH, MOTOJKOB) Ui XpPaHEHHMS
NIEKapCTBEHHBIX MpPenapaToB NO/DKHA IOMYCKaTh BO3MOXKHOCTH IPOBENCHHS BIIAXHOM
yOOpKH M HCKIIIOYATh HAKOIUICHUE IIBLIH.
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OGopyoBaHKEe, HMHBEHTaph M MaTepuHaybl Uil YOOpKH (OYMCTKH), a TaKKe
MOIOIIME W AE€3MH(PUIUPYIOIIHEe CPeCTBa MOJDKHBI XPAaHUTHCA B OTAEIBHBIX 30HaX
(mxadax).

26. ITomelenust A1 XpaHEHHS JIEKAPCTBEHHBIX IpenapaTtoB MAOJKHBI OBITH
CIIPOEKTHPOBaHLl M OCHAIEHBl TakuM 00pa3oM, 4dYTOOBl OOECIEeYuTh 3aIIUTY
OT MPOHHUKHOBEHHUS HACEKOMBIX, T'PBI3YHOB WJIH IPYTUX KHUBOTHBIX.

27.B nomemeHnus (30HBI) JUIS XpaHEHUA JIEKapCTBEHHBIX IIPENapaTroB
HE JOMYyCKAIOTCS JIKIIa, He MMEIOINUe NpaBa JOCTyIa, ONPENEICHHOrO CTaHIapTHHIMU
OnepanroOHHBIMH MPOLEeIypPaMHu.

28. ITpou3BOAUTEAM J€KApPCTBEHHBIX MpPENapaToB M OpraHU3alUsAM ONTOBOM
TOPrOBJIM JICKAPCTBEHHBIMU TIperapaTaMH HEOOXOAHMMO INpPeNyCMOTPETEH paslielieHue
IIOTOKOB TNEpPEMENIEHHs JIEKAPCTBEHHBIX MpenapaTtoB MeX[Iy NOMEIIEHUAMHA H (HJIH)
30HAMH JIJI XpaHEeHUSs JIEKapCTBEHHBIX IIPENapaToB.

29. Cremmaxku (mkadbl) I XpaHEHHUS JIEKapCTBEHHBIX IPENaparoB JIOJIKHBI
OBITH MApKHPOBaHBI, MMETh CTEJUIAXHBIE KapThl, HAXONAIUMECS B BHIMMOHN 30HE,
obecrieunBarh HMACHTUQUKAIMIO JIEKAPCTBEHHBIX IIPENapaToB B  COOTBETCTBHHU
C IpUMEHSEMOl CyObeKTOM OOpaIleHHs JeKapCTBEHHBIX IIPENapaToB CHCTEMOM ydeTa.
JlomycKaeTcs INpPMMEHEHHE 3JIEKTPOHHOH CHCTeMBI OOpaOOTKM JaHHBIX BMECTO
CTeJAXHBIX KapT. IIpM HCHONB30BaHHH SJIEKTPOHHOH CHCTEMBI OOpabOTKHM JaHHBIX
HONYCKaeTCs uAeHTHGUKAKs IPU TIOMOIIH KOIOB.

30. JlekapcTBEHHEIE IIPENapaThl, B OTHOLICHNH KOTOPHIX CyOBEKTOM OOpalleHus
JIEKapPCTBEHHAIX IIPENApaToB He MPHHATO PEIeHHE O NalbHEHIeM OOpalleHuH, W
JIEKApCTBEHHBIE IperapaTel, oOOpallleHHe KOTOPBIX NPHOCTAHOBIEHO, a TaKxke
BO3BpAIlleHHbIE CYOBbeKTy oOpaleHHs NeKapCTBCHHBIX NPEIapaToB JIEKAPCTBEHHBIE
mpenapathl OODKHBI OBITh MOMENIEHbl B OTAENBHOE IOMEUIeHHe (30HYy) WM
W30IMPOBAaHEl C IPUMEHEHHWEM CHCTEMBl OJEKTPOHHOH 0OpabOTKM  HaHHBIX,
obecrnieunBaIOIIeH pa3jieeHue.

JlekapCTBEHHBIE NpeNapaThl, B OTHOLICHUM KOTOPHIX CYOBEKTOM OOpallleHHs
JIEKApPCTBEHHBIX MPENapaToB NPUHATO PELIEHUE O NMPUOCTAHOBJICHUH MPUMEHECHUS UIIH
00 U3BATHH M3 oOpalleHus, a Takke (GanbcuUIMpPOBaHHBIE, HEAOOPOKAYECTBEHHEIE U
KOHTpa(aKTHbIE  JIEKAPCTBEHHBIE  INpemaparsl  JODKHBI ~ OBITh  M30JHPOBAHBI
¥ Pa3MelIEHbI B CIICHANbHO BBIEICHHOM [OMEIIECHHH (30HE).

INpeanpuusaTele Mepbl H3OJLMHM YKAa3aHHBIX JIEKAPCTBEHHBIX IIPEnapaToB
JOJDKHBI TAPaHTHPOBATh UCKIIIOYEHHE MX MONaIaHus B OOpallieHue.

31. JlekapcTBeHHBIE TIpemapaThbl, MNOJJIEKAINKE IPEIMETHO-KOIMYECTBEHHOMY
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yuery’, 3a HCKIIOYEHHEM HAPKOTHYECKHX, NCHXOTPONHEIX, CHJIBHONEHCTBYIOMHMX
U SJIOBHTHIX JIEKAPCTBEHHBIX CPEICTB, XPAHATCS B METAUIMYECKUX HIM JIEPEBIHHBIX
mkadax, oneyaTsIBaeMbIX UK TNIOMOMPYEMBIX B KOHIIE pabodero JHS.

32. JlekapcTBeHHBIE IIpemapaTrhbl, CoJepXalue HapKOTUYECKHE CpelCTBa
¥ IICUXOTPOIIHEIE BEIECTBA, JOJDKHBI XPAHHTHCSA B COOTBETCTBUHU C 3aKOHOJATENIHCTBOM
Poccuiickoit ®enepaliiiy 0 HAPKOTHIESCKUX CPENCTBAX U MCHXOTPOITHBIX BEHIECTBAX.

33. XpaHeHue JIEKapCTBEHHEBIX IIPENapaToB, COACPXKAIMUX CHIIBHOIECHCTBYIOIIKE
W SOOBATHE BEUIECTBA’, HAXOMIIMXCS TOX KOHTPONEM B  COOTBETCTBHH
MEXIYHApOIHBIMH IPABOBHIMH  HOPMaMH, OCYIIECTBISIETCS B IOMEIIEHHAX,
000pyHOBaHHBIX HHXEHEPHBIMH U TEXHUYECKUMU CPEICTBAMH OXPaHbI, aHAJTOTHYHBIMH
IpeAyCMOTPEHHBIM JJI1 XPAaHEHUS HAPKOTHYECKUX M IICUXOTPOINHBIX JIEKAPCTBEHHBIX
CPEICTB.

34. JlomyckaeTcs XpaHeHHE B OJHOM TEXHHYECKM YKPEILUIEHHOM IOMEUICHUH
JIEKapCTBEHHBIX IIPENapaToB, MPEAYCMOTPEHHBIX NMyHKTOM 32 Hacrosmux Ilpasui,
H JIEKApCTBEHHBIX MPENapaToB, COAEPXKAIMX CHJIPHOACHCTBYIOIINE WM SOOBHTHIE
BemiectBa. [IpH 3TOM XpaHEeHHE TaKMX JIEKAPCTBEHHBIX IMPENapaToB JOJDKHO
OCYIIECTBIATECA (B 3aBHCHMOCTH OT OOBbeMa 3amacoB) Ha pa3HBIX MONKax ceida
(Metannuyeckoro Imkada) MIM B pasHEIX cedpax (MeTammmuecKux wwKadax),
orevyaThIBaeMbIX HJIH INIOMOHPYEMEIX B KOHIIE paboyero aHs.

35. Cybpekty obOpaliieHns JIeKapCTBEHHBIX IpenapaToB HEOOXOMUMO 00eCIIe HTh
OXPaHHYIO CHCTEMY, MO3BOJIIOIIYIO IPENOTBpaIlaTh HEMPaBOMEPHOE MPOHUKHOBEHHUE
B JIIO0BIE IIOMeIeHH s (30HB]) JIJIS XpaHEHHU JIEKapCTBEHHBIX MpenapaToB.

36. O6GopynoBaHre, OKa3plBaloOlllee BIUSHHE Ha XpaHeHHE U (WIH) IEPEeBO3KY
JIeKapCTBEHHBIX Ipenaparos, JOJKHO MPOEKTHPOBATECH, pa3meInaTsCs
¥ 00CITyXKHBATHCS COINIACHO JTOKYMEHTALIUH IO €ro UCIOJI30BAHUIO (3KCILTYaTaluH ).

37. K o0opynoBaHHiO, HCIOJIB3yEMOMY B IIpoliecce XpaHEHUs U (UIIK) MEePEeBO3KH
JIeKapCTBEHHBIX NPENapaToB, OTHOCSITCS B TOM YHCIIE:

a) CHCTeMbl KOHIUIIHOHUPOBAHUS;

0) XoJIOMUIbHBIE KaMepBl U (MITH) XOJIOOMUIBHUKY;

B) OXpaHHAs W MOXKapHasi CUTHAJIN3aLus;

I') CHCTEMEBI KOHTPOJIA JOCTYTIA;

1) BEHTIJIALIMOHHAs CUCTEMA;

? Ipuxas Muusapaa Poccuu ot 22 anpensa 2014 r. Ne 1834 «O6 yTBepkIeHHM NepedHs JEKAPCTBEHHBIX CPEACTB IS
MEIULUHHCKOTO MPUMEHEHHs, MOMIEKAINMX MPeIMETHO-KOMUYECTBEHHOMY Y4eTy» (3aperucTpHpoBaH MHHHCTEPCTBOM
octuiud  Poccuiickoit ®enepauun 22 mons 2014 r., peructpauuoHHsiii Ne 33210) ¢ u3MEHEHMSAMH, BHECEHHBIMM
npukazom Munsgpasa Poccuu ot 10 cenrabps 2015 r. Ne 6340 «O BHECEHHM HM3MEHEHMH B HEKOTOpDBIE IPHKA3bl
MuHHCTEPCTBA 3/IpaBOOXpaHeHUs U couranbHoro paseurusa Poccuiickoit denepanyu 1 MuHucTepCTBa 3ApaBOOXPAHEHUS
Poccuiickoii Menepaunn» (3aperucTpupoBan MunncrepcreoMm roctuiuu Poccuiickoit denepanuu 30 cenrabps 2015 r.,
?CI‘I/ICTpaHI/IOHHBIﬁ Ne 39063).

IMocranosnenue IIpasurensctea Poccuiickoil ®enepaumu or 29 mexabps 2007 r. Ne 964 «O6 yTBepKICHHU CHUCKOB
CHITBHOAEMCTBYIOUMX M SAOBHTHIX BEINECTB s uenel cratbd 234 u apyrux crarell YromoBHOro xogekca Poccuiickoi
Qenepanuy, a TAkKe KPYIMHOrO pasMepa CHUIBHOACHCTBYIOLIMX BELIECTB s Henel cratbu 234 YromoBHOro Kojexca
Poccuiickoii ®enepauun» (Cobpanue 3akoHomatenbcrsa Poccuiickoii Menepamum, 2008, Ne 2, cr. 89; 2010, Ne 28, cr.
3703; 2012, Ne 10, ct. 1232; 2012, Ne 41, c1. 5625; 2013, Ne 6, ct. 558; Ne 9, cT. 953; Ne 45, ct. 5831).
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€) TEPMOTUIPOMETPHI (IICHXPOMETPEI) HJIM HHOE OOOpYIOBaHHME, HMCIIONb3yeMOe
IUIS. PETUCTPALAN TEMIIEPATyPhl H BIQXKHOCTH.

38. O6opynoBanue, OTHOCAIIeeCs K CpeICTBaM HW3MEpeHu#, 10 BBOJA
B JKCIUTyaTalldIO, a TaKXKe IMOCJe PEMOHTA IMOMJIEKUT MEPBUYHON MOBepKe W (WJIH)
KaquOpoBKe, a B IpoOlECCe OKCIUTyaTalMd — MEePHOAUYECKON MmoBepke Hu (HITH)
KaJuOpOoBKE B COOTBETCTBHH C TpPeOOBAaHHUSAMH 3aKOHOAATENIbcTBa Poccuiickoi
®deneparnuu 06 obecrneyeHUH €TUHCTBA H3mepeHm714.

39. PeMoHT, TexHHMuYeckoe oOOCHyXHWBaHHWe, TOBepka © (WiIHM) KanuOpoBKa
000pYIOBaHHUS MOJKHBI OCYIIECTBIATHCA B COOTBETCTBHU C YTBEPKIAEMBIM ILIAHOM-
rpadukoM, TakuM 0Opa3oM, UYTOOBI Ka4eCTBO JIEKAPCTBEHHBIX IPENaparToB
He MMOJIBEPraJIoCh HETaTHBHOMY BO3AEHCTBHIO.

40. Ha BpeMs peMOHTa, TEXHHYECKOTO OOCTyXHBaHHs, IOBEPKH M (WJH)
KaJuOpOBKH OOOPYIOBaHHUS W CPEICTB HM3MEPEHHs HODKHBI OBITh NPUHATHL MEPHI,
obecrneunBaronye TpedyeMble YCIOBHS XpaHEHUS JIEKApCTBEHHBIX MPENapaToB.

PeMoHT, TexHHuYeckoe OOCHy)KHBaHHE, TIOBepka MW (WiM) KaauOpoBKa
00OpyIOBaHMS W CPEACTB H3MEPEHHs JIOJDKHBI OBITH COOTBETCTBYIOIIUM 00pa3zoMm
OTpaXeHBl B JOKYMEHTaX, KOTOPBIE apXUBHPYIOTCS M XpaHATCSA B COOTBETCTBHH
C 3aKOHOAATeIbCTBOM Poccumiickoii @enepariuu 06 apXUBHOM JIETIE.

V. JIOKyMEHTEHI 110 XpaHEHUIO
Y TIEPEBO3KeE JIEKaPCTBEHHBIX IPENapaToB

41. JlIokyMeHTHI IO XpaHEHWIO M (W) MepeBO3Ke JIEKapCTBEHHBIX MPENapaTos,
OIUCBHIBAIOIIAM JEWUCTBHUSA, BBINOJIHSAEMBIE CYOBEKTOM OOpalleHHs JeKapCTBEHHBIX
IpernaparoB, HampaBlieHHble Ha coOmomeHue TpeOoBaHUM, YCTaHOBIIEHHBIX
HactosmuMu [IpaBuiamMu, BKIIOYAIOT B TOM 4YHCJIE€ CTaHAApPTHHIE ONEpallUOHHBIE
POLEAYPHI, HHCTPYKIUH, 1OTOBOPHI, OTYETHI.

ConepxaHne  JOKYMEHTOB  JIOJDKHO  OBITh ~ TOHSATHBIM, OXHO3HAYHBIM,
HE JIOIYCKAaIOIUM ABYCMBICIEHHBIX TOJIKOBAHUH.

42. Cpok  XxpaHeHUS  JOKYMEHTOB  OMNpeNesieTci B COOTBETCTBHUH
¢ TpeboBaHUAMU 3aKOHONaTeNbCcTBa Poccuiickoit @enepanyu 06 apxUBHOM JEIe.

43. Ilepconan nommkeH OBITH O3HAKOMJIEH W MMETh JOCTYNl K JIOKyMEHTaM,
HEOOXOIMMEBIM JIJIS1 UCIIOJIHEHHUS JOKHOCTHBIX 00513aHHOCTEH.

VI. [leiictBus cyObpekTa oOpameHus
JIEKApCTBEHHBIX MPENapaToB MO XPAaHEHHUIO U MEePEBO3KE

44. Bce peiictBus cyObeKkTa oOpalleHHs JIEKapCTBEHHBIX IIpenaparoB
10 XpaHEeHHUIO U (MJTH) TIepeBO3Ke JIeKapCTBEHHBIX MPemapaToB OCYIIECTBISIOTCS TaKUM

4 Craren 13 u 18 OdenepanpHoro 3akona or 26 mons 2008 r. Ne 102-®3 «O6 obecneyeHUM €IMHCTBA M3MEPESHUI»
(CobGpanue 3akononarensctBa Poccuiickoit ®enepaunu 2008, No 26, cr. 3021; 2014, Ne 26, ct. 3366; Ne 30, ct. 4255).
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o0pa3oM, 4YTOOBI HAEHTHYHOCTh U KadeCTBEHHBIE XapaKTEPUCTUKH JIEKAPCTBEHHBIX
npenaparoB He ObUIM yTpaueHBl U COOMIONATHCH YCIIOBUS HMX XpaHEHHS, YKa3aHHBIE
B MHCTPYKIMM II0 MEIULIMHCKOMY NpPHMEHEHHIO W Ha YIaKOBKe JIEKApCTBEHHOIO
npemnapara.

45. CyOpekToM OOpallleHHsl JIeKapCTBEHHBIX MpENapartoB NPUHUMAIOTCS MEpPEI
JUIi MUHUMM3ALUK PHUCKAa IIPOHUKHOBEHHS (albCU(UIMPOBAHHBIX, KOHTpa(aKTHBIX,
HeZoOpoKaYeCTBEHHBIX JICKAPCTBEHHBIX PENaparoB B oOpaleHHe.

46. B npornecce NMpUEMKH JEKapCTBEHHBIX NpenapaToB pabOTHUKaMH CyOBEeKTa
obpallieHus] JIEKapCTBEHHBIX IIPENapaToB OCYIIECTBISIETCS IIPOBEPKA COOTBETCTBHUS
[IPUHUMAEMBIX JIEKapCTBEHHBIX NPENapaToB TOBAPOCONPOBOIUTENHHON JOKYMEHTAIIMH
II0 aCCOPTUMEHTY, KOJIMYECTBY M KadeCTBY, COONIOACHMIO CIEIMANBHBIX YCIOBHI
XpaHeHus (TIpd HaJIM4YMM TaKoro TpeOOBaHUS B HOPMATHBHOW [JOKYMEHTALMH
Ha JICKapCTBEHHBIH IIpernapar), a Takke HATHYHIO TIOBPEXIeHHH TPAHCIIOPTHOM Taphl.

47. JlexapcTBeHHBIE IIpenapaTbl HEOOXOAUMO XpPaHHTh C y4eTOM TpeOOBaHHIA,
HOpMaTHBHOI JOKyMEHTaluY, COCTaBJISIOLIEH PErucTpanoOHHOE J10Che
Ha JICKapCTBEHHBIH IIpemnapaT, HHCTPYKIHH II0 MEAHMIMHCKOMY NPHUMEHEHHIO,
HHGOpMallMH, CoOAepkallleiics Ha IepBUYHOM W (WIH) BTOPHYHOM yMaKOBKe
JIEKapCTBEHHOI'0 IIpernapara, TpaHCIOPTHOH Tape, a TakXe B ~COOTBETCTBHH
¢ TpeOOBaHUAMH, yCTaHOBJIEHHBIMH HACTOSINUAMH [IpaBuiamy.

48. JIekapcTBeHHBIE MpenapaTtbl JODKHBI  pa3MEIIaThCAd Ha  CTeuIaxax
(B mxadax) maM Ha NOATOBapHHKax (mopnmoHax). He pomyckaetcs pasmelneHue
JIEKapCTBEHHBIX IIperiapaToB Ha noiy 0e3 noxnoHa. IloanoHel MoryT pacmonarathcs Ha
IIOJIy B OOMH Psifi WM Ha CTEJUIaKaxX B HECKOJBKO SPYCOB B 3aBUCHMOCTH OT BEBICOTHI
creiaxa. He nomyckaercss pa3MellleHre NOANOHOB C JIEKapPCTBEHHBIMH IIperapaTaMu
B HECKOJIBKO PSZIOB I10 BBICOTE 0€3 UCIIOIb30BaHUS CTEIUIAXKEH.

49. JlekapCcTBEHHBIE NpeNapaThl pasMeIlaloT B MOMELIEHUSX M (W) 30HaX JJIs
XpaHeHHs JIEKapCTBEHHBIX IIPENapaToB B COOTBETCTBHH C TPeOOBAaHUAMH HOPMATHBHOM
JOKyMeHTanuu W (wim) TpeOOBaHUSMH, yKa3aHHBIMM Ha YIAKOBKE JIEKAPCTBEHHOTrO
Ipernapara, ¢ y4eToM:

a) (PU3UKO-XMMHUYECKHUX CBOMCTB JIEKapCTBEHHBIX MPENapaTos;

0) ¢papMakoIOrHUecKUX rpymiI;

B) crioco0a BBEAECHHS JIEKAPCTBEHHBIX IIperapaToB.

IIpu pasMmellieHuH JIEKapCTBEHHBIX MIPENapaToB B MOMEIICHUAX | (HJIH) 30HaX IS
XpaHEHHMs JIEKAPCTBEHHBIX IPEIapaToB JOIYCKaeTCs HCIIOJIB30BaHHWE KOMITBIOTEPHBIX
TEXHOJIOTHH (110 aipaBUTHOMY IPHHLIUITY, IO KOJaM).

50. B ciny4ae OTCYTCTBHS BO3MOXHOCTH COONMIOJNEHHS YCIOBHH XpaHEeHHS

B IIpollecce NPHUEMKH JIEKapCTBEHHbIEe NpernapaTsl, TpeOyIOIIHe CIIeHaIbHBIX YCIOBHIA
XpaHeHHs M Mep ©Oe30MacHOCTH, IIOCJIe BBHIIIOJHEHUS HEOOXOMUMBIX MPOBEPOUYHBIX
MEpOIIPUATUH NEepEeMEIalOTCsl B COOTBETCTBYIOIIECE MMOMEIEHHE WM 30HY XpaHEHUS
C yueToM TpeGoBaHUI CTAaHIAPTHON ONEPAHOHHOMN TPOLIEAYPHI.
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51. XpaneHne OrHeomacHbIX M B3PHIBOOIACHBIX JIEKAPCTBEHHBIX IMpEnapaToB
OCYIIECTBJIAECTCA BAAIN OT OTHA M OTONMUTENBHBIX MpuOopoB. Heobxonumo HCKIIOIUTH
MEXaHMYeCKoe BO3JIeHCTBHE Ha OrHEONMAaCHBIE W B3PHIBOOMACHBIE JIEKAPCTBEHHBIE
Ipenaparsl, B TOM YHCJIe BO3EHCTBIE MPSAMBIX COTHEYHBIX Ty4ell U yAapshl.

52. JlekapcTBeHHBIE MpemapaThl, TPeOyHOIIHe 3allUThl OT BO3ACHCTBUSA CBETa,
IO/DKHBI XpaHUTBCS B IMOMEINEHUSAX WM CHeNHAJIbHO OOOpYINOBAaHHBIX 30HAX,
obecrieynBarOUIUX 3alUTy OT MONAagaHWs Ha yKa3aHHBIE JIEKAPCTBEHHBIE IMpenaparsl
IPSMBIX COJTHEYHBIX JIy4YeH.

53. Onepanuu c JleKapCTBEHHBIMHU TpenapaTaMy, OCYIIECTBIsEMBIE B CKIAICKHX
TIOMEIIEHHAX, B ITEPEBO3Ka JIEKAPCTBEHHBIX MPENapaToB BHIIOJIHIIOTCS C COOMI0IeHNEM
TpeGoBaHuUl, yCTAaHOBJICHHBIX HacTosmuMu [IpaBriiamu, a Takxe Mep 6e301MacHOCTH.

54. O1rpy3ka JIeKapCTBEHHBIX IpPENapaToB MPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX
mpernapaToB W OpraHW3allUsIMH OITOBOM TOPrOBIM JIEKAPCTBEHHBIMH Ipemnaparamu
OpraHu3yeTcs TaKUM 00pa3oM, YTOOBI JIEKaAPCTBEHHBIE MPEMApaThl C MEHBIIMM CPOKOM
TOJHOCTH OTILYCKaJIHUCh B MIEPBYIO OYEPEb.

55. JlekapcTBeHHBIE  IIpemapaThl, MNpeAHA3HAYEHHbIE U1  YHUYTOXKECHUS,
B COOTBETCTBHH CO CTaHIAPTHHIMU ONEPAllHOHHBIMH TNPOLEOYypPaMH TOJDKHBI OBITH
MapKHpPOBaHBl ¥ M30JUPOBAaHBl OT JIEKAPCTBEHHBIX IMpENapaToB, AOMYINEHHBIX
K oOpallieHHIo.

VII. IlepeBo3ka nekapCTBEHHBIX MPENapaToB

56. Cybpexkt oOpamieHnuss J€KapCTBEHHBIX MPEMapaToB IpPU IOATOTOBKE
K TIepeBO3Ke JIKAPCTBEHHBIX MPENapaToB 00ecleyruBaeT COrjlacoBaHUE ¢ MOMydYaTesieM
JICKApCTBEHHBIX  IPENapaToB  OCTATOYHBIX CPOKOB TOAHOCTH  [OCTaBIAEMBIX
JIEKapCTBEHHBIX MPENapaToB.

57. IlepeBo3Ka JIEKapCTBEHHBIX MpENapaToB COMPOBOXAAETCA JOKYMEHTaMH
B COOTBETCTBHHU C TpeOOBaHHUAMH 3aKoHOAareabcTBa Poccuiickoit @enepanum.

58. Mudpopmarnusi © mepeBO3Ke  JIEKAPCTBEHHBIX  IPemaparoB  JOJDKHA
(bHKCUPOBATECS CyOBEKTOM OOpalleHus JeKapCTBEHHBIX MPEnapaToB TaKHM 00pa3oM,
YTOOBI 00ECTIEYNTh KOHTPOJIb UX MepPEMEILECHUS.

59.B nmpomecce TmepeBO3KHM JIEKAPCTBEHHBIX IpenaparoB  HE3aBUCHUMO
oT ee cmocoba CcyOBeKTOM oOOpalleHHs JIEKapCTBEHHBIX IpenapaToB AOJKHA
o0ecreunBaThCs BOBMOXXHOCTh TOATBEPKAECHHUS KayecTBa, MONJIMHHOCTH U LEIOCTHOCTH
JIEKApCTBEHHBIX MPENapaToB.

60. ITnanupoBanue MIepeBO3KU JIeKApCTBEHHBIX  MpemnaparoB  JOJDKHO
OCYIIECTBIIIeTC CyObeKTOM oOOpallleHHs JIKapCTBEHHBIX IIpenaparoB Ha OCHOBAHHHU
MPOBEAESHHOT0 aHAJTN3a U OLEHKH BO3MOXKHBIX PUCKOB.

61. Mapopmanuss O BBEMBICHHBIX CyOBEKTOM OOpallleHHs J€KapCTBEHHBIX
IpernaparoB B MpoOIecce IEPEeBO3KH JIEKApPCTBEHHOrO Mpenapara ciydasX HapylleHHS
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TEMIICPATYPHOTO PEXHMMa XPAaHEHHS W (WIM) MOBPEXACHUS YIIAKOBKM JIOBOIUTCS
CyOBbeKTOM 0GpalieH s JeKapCTBEHHBIX NIPENaparos 10 OTHpaBUTeNs H (Hik) oJyyaress
JIEKapCTBEHHBIX MPENapaToB.

Ilo sampocy momydyarens neKapcTBEHHBIX IPENapaToB CyGBEKTOM OOparieHHs
JIEKapCTBEHHBIX TPENAparoB JO/DKHBI OBITh MpENOCTABIEHEI CBEICHUS O COONIONEHHH
TEMIIEPATYPHOTO PeXUMa IPH NMEPEBO3KE JIEKAPCTBEHHBIX MIPENAPaToB.

62. Ji1si TepeBO3KHM JIEKApCTBEHHBIX IPENapaToB HCIONB3YIOTCA TPAHCIIOPTHBIE
CpezcTBa U 000pynoBaHHUe, 00eCTIeUHBaIONIHe COOIOIEHHE HX KauecTBa, Sh(hEKTHBHOCTH
1 6€30IMaCHOCTH.

Ilpu mepeBoske TEPMONAGUIBHEIX JICKAPCTBEHHBIX IPENApaToB HCIIONB3YeTCs
CICHHATUSHPOBAHHOE  00OpYAOBaHHe, 00ecIeUHBalOIee IMOJNEPKAaHHE TPeOyeMbIX
TEeMIIEPATYPHBIX PEKMMOB XPaHEHHs IEKAPCTBEHHBIX [IPETapaToB.

63. X/aZioa/IeMeHThl B M30TEPMUYECKHX KOHTEHHEpax pasMeIIaioTCs TaKhM
00pa3oM, YTOOBI OTCYTCTBOBAI MPSIMOH KOHTAKT C JIEKAPCTBEHHBIMH HpeIIapaTaMy.

IIoBTOpHOE KCIIONB30BaHKA HENOCTATOYHO OXJIAXICHHBIX M (HJIM) TTOBPEXKIEHHBIX
XJIaIO9JIEMEHTOB HE JIOIyCKaeTCs.

PykoBonurens cy6bexra oOpalleHus JEKapCTBEHHBIX MPENapaTtoB O6eCIeunBaeT
NPOBEACHHE HWHCTPYKTaXa O NOPSIKe MOANOTOBKH H30TEPMUYECKHX KOHTEHHEPOB
K IIEPEBO3KE JICKAPCTBEHHBIX IIPENaparoB (C yYETOM CE30HHBIX OCOOEHHOCTEH), a TaKxke
O BO3MO)XHOCTH ITOBTOPHOTO UCIOBE30BaHHUS XJIa[03IEMEHTOB.

64. ObopynoBanue, YCTaHOBIEHHOE BHYTPH TPAHCIOPTHOIO CPEACTBA WM
B KOHTEHHEpe, HCIIONb3yeMOe JUI KOHTPOSL U IOJUIEPKAaHHS TEMIIEPATYPHOTO PEXHMA
B IIponecce IEPeBO3KH JIEKAPCTBEHHBIX IIPENapaToOB, OTHOCSILEECS B COOTBETCTBHH
C TpeOOBaHMSAMH 3aKOHOJATENhCTBA Poccuifickoit @eneparmuu 06 obecnedeHuu
CIMHCTBA HU3MEPECHHH K CPENCTBaM M3MEPEHHUH, 0 BBOAA B IKCILIyaTallHIO, a TaKXKe
HOC/Ie PEMOHTA IIOIKHUT IMEPBHYHON MOBEpPKe M (WIM) KaIHOpOBKe, a B Ipolecce
3KCITyaTallud — MEepHOMUYECKONW IOBEPKE M (WIM) KaJTHOPOBKE B COOTBETCTBUHU
C TpebOBaHHAMH 3aKOHOJaTenscTBa Poccmiickoit ®emepammu 06 obecneveHun
€IMHCTBA U3MEPECHUH.

65. JlekapcTBeHHBIE  TpemapaThl  JOCTABISIOTCA 10 afPECy, YKA3aHHOMY
B TOBAPOCOITPOBOAUTENBHBIX TOKYMEHTAX.

66. OTBeTCTBEHHOCT 32  coOmofieHMe TpeGoBaHuii  Hactosumx IIpaBmn
Mpy TEPEBO3KE JICKAPCTBEHHBIX IPENAparoB BO3JaraeTcss Ha CyObeKT OOpalleHHs
JIEKApCTBEHHBIX IIPENapaToB.

67.B ciydasx, Korna mepeBo3ka CONMPOBOXKIAETCS ONEPAaLUsAMM MO pasrpyske H
00paTHOM 3arpyske MIIM BKITFOYAeT B Ce0st TPAH3UTHOE XpaHEHHe, COOMIONAIOTCS YCIOBHS
XpaHeHHs B INOMEIUEHUSX M ofecredyeHue O€30MaCHOCTH HA TPAaH3WTHBIX CKIANax,
KOTOpbI€ ~ ONpPENCJCHbl  HOTOBOPHBHIMM  OTHOIIEHHSMH  MEXAY  OTIPABUTENIEM
¥ TPAHCTIOPTHOW KOMIIaHHEH, HacToAIMMU [ IpaBUiiaMu ¥ 3aKOHOAATENBCTBOM PoccHiickoii
Oenepanyy.
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VIII. Tapa, ymakoBka
¥ MapKHpPOBKa JIEKAPCTBEHHBIX NPEIapaToOB

68. JlekapcTBeHHBIE Ipemaparsl MEpPeBO3SATCA B TPAHCIIOPTHOM Tape, KOTOpas
HE OKasplBa€T OTPUIATENBHOTO BIUSHUS Ha HX KadeCTBO, J(P(HEKTUBHOCTH
n Oe3omacHOCTh M oOOecHedMBacT HAJEKHYIO 3allMTy OT BO3ZeicTBUA (HAKTOPOB
BHEUIHEN CpeJibl.

69. Beibop cybpekToM OOpamneHus JeKapCTBEHHBIX IPENaparoB TPaHCIIOPTHOM
Taphbl, YIIAKOBKM OCHOBEIBAETCS HA!

a) yCTAHOBIICHHBIX ~ TPeOOBAaHHAX K  YCIOBMAM XPAaHEHMS M  MEPEBO3KH
JNIeKapCTBEHHBIX [IPEapaToB’;

6) obpeMe, HeOOXOTUMOM IS pa3MeIeHHs JIEKAPCTBEHHEIX IIPENapaToB;

B) KOJIeOaHMSX TEMIIEPATYPhl OKPYXKAIOIIEH CPEbL;

I) JUIMTENTbHOCTH MEPeBO3KH, BKIIOYAas BO3MOXKHOE IIPOMEXYTOUHOE XPaHECHHE
JIEKapCTBEHHBIX MPETapaToB.

70. TpancmopTHast Tapa C JIEKapCTBEeHHBIMH IMpemaparaMd B IIPONECCE MPUEMKM
JIEKapCTBEHHBIX IIPENApaToB Iepel] IepeMelleHHEM B IOMELICHUS U (M) 30HY
XpaHeHHs JOJDKHA OBITh OYMIIEHA OT BU3YallbHOTO 3arpsA3HeHus (IpH HEOOXOAUMOCTH ).

71.Ha TpaHCOpTHYIO Tapy, KOTOpas He mNpegHa3sHayeHa s IoTpeOuTeneit
U B KOTOPYIO IIOMEIIEHB! JICKAPCTBEHHBIE MpenapaThl, TOJDKHA HAaHOCHTBECA MHGpOpMAaIIys
O HAWMEHOBAHWM, CEPUU JIEKApCTBEHHBIX IpENapaToB, HaTe BEHITYCKA, KOJHYECTBE
BTOPHUYHBIX (IIOTPEOUTEIHCKUX) YIAKOBOK JIEKAPCTBEHHEBIX MPENApPATOB, IPOU3BOIMTEINE
JIEKAPCTBEHHBIX MPENapaToB C yKa3aHWEM HAaWMEHOBAaHWH W MECTOHAXOXIEHHs (ampec)
IPOM3BOHUTEIS JISKAPCTBEHHBIX MPENapaToB, a TAKXKe O CPOKE FOMHOCTH JICKAPCTBEHHBIX
npernapatoB M 00 yCIOBHAX WX XpaHEeHHA M IEPEBO3KH, HEOOXOIUMBIE
HpeaynpenuTeabHble HaAIUCH U MaHUITY IATOPHEIE 3HAKH.

S TMynxr 18 crateu 5 GenepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «06 00paleHuH JIEKAPCTBEHHBIX CPEACTBY
(Cobpanne 3axoHomatenscrBa Poccuiickoit ®emepammu, 2010, Ne 16, cr. 1815; 2012, Ne26, cr. 3446; 2014, Ne 52,
cr. 7540; 2015, Ne 29, cr. 4367), moanynkr 5.2.171 Ilonoxenuss 0 MuHMCTEpCTBE 3apaBOOXpaHEHHs Poccuiickoit
Denepauuy, YTBEPKACHHOrO INocTaHoBieHueM [IpaBurensctBa Poccuiickoit ®emepaunu or 19 wmroms 2012 r. Ne 608
(Cobpanme 3akoHopartensctBa Poccumiickoit ®enepaumm, 2012, Ne 26, cr. 3526; 2013, Ne16, cr. 1970; Ne20,
CT. 2477; Ne 22, ct. 2812; Ne 45, cr. 5822; 2014, Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, c1. 4307; Ne 37, ct. 4969; 2015,
Ne 2, ct. 491; Ne 12, ct. 1763; Ne 23, cr. 3333; 2016, Ne 2, ct. 325; Ne 9, ct. 1268; Ne 27 c1. 4497; Ne 28, ct. 4741; Ne 34,
cT. 5255).




