[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoBano B Muntocte Poccun 9 sauBapst 2017 r. N 45112

MHUHHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUICKOM ®EJEPALIIA

IIPUKA3
ot 31 aBrycra 2016 r. N 646n

_ Ob YTBEPXJIEHHNU ITPABNJI
HAJVIEZXKAINEN ITPAKTUKU XPAHEHUWSA U IIEPEBO3KH JIEKAPCTBEHHBIX
INPEITAPATOB JJIsA MEJUIIUHCKOI'O IPUMEHEHUA

B cootBerctBuM ¢ nyHkTOM 18 crarbu 5 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N
61-®3 "O6 obpamennn sekapcTBeHHBIX cpeact" (CobOpanue 3akoHOAaTeNbcTBa Poccuiickoi
®enepanuu, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, cr.
7540; 2015, N 29, ct. 4367) u nognyaktom 5.2.171 Tlonoxenuss o MuHHUCTEPCTBE 37paBOOXpa-
HeHus Poccuiickon denepanuu, yrBepkAeHHOro rnocranosinenueM [IpasurenscrBa Pocculickoin
®Oenepannn ot 19 urons 2012 r. N 608 (Cobpanue 3akoHonaTenbcTBa Poccuiickoit denepamnuu,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 45, cr. 5822;
2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct1. 4969; 2015, N 2, ct1. 491; N 12,
cT. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27 c1. 4497; N 28, c1. 4741; N 34,
cT. 5255), nmpuKa3pIBaro:

1. YTBepauTh npunaraemele [IpaBuia Haanexamen NpakTUKUA XPAaHEHUS U MEPEBO3KH Jie-
KapCTBEHHBIX NPENapaToB JJIs MEAUIIMHCKOTO TPUMEHEHU.

2. Hacrosiuii npuka3 BcTymnaer B cuity ¢ 1 mapra 2017 roza.

Bpuo Munucrpa
N.H.KATPAMAHSH

Y TBepKICHBI

pUKa3oM MUHHCTEPCTBA 3/IpaBOOXpaHEHUs
Poccutickoit denepanuu

ot 31 aBrycra 2016 r. N 646H

ITPABHJIA
HAJIVIEXKAIIEA MPAKTUKHA XPAHEHUS U TEPEBO3KU JTEKAPCTBEHHBIX
INPEITAPATOB JJIA MEJUIIUHCKOI'O IIPUMEHEHUA

1. O0mue monoxeHns

1. Hacrosimme IlpaBuna Hajyexamen NpakTUKA XpaHEHUS W MEPEBO3KU JIEKAPCTBEHHBIX
IpenapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHHUs (J1anee COOTBETCTBEHHO - IIpaBuia, gekapcTBeH-
HBIC TIPenaparhl) yCTaHABIMBAIOT TPEOOBAHMS K YCIOBUSAM XpaHEHUS M MEPEBO3KH JICKApCTBEH-
HBIX IPErapaToB, HEOOXOAUMBIM JIsi OOECTIEYeHUsI KauecTBa, 0€30MacHOCTH U APPEKTUBHOCTH



JICKApCTBEHHBIX MpPENapaToB, a TaKke MUHHMH3ALUU PUCKA TPOHUKHOBEHHs (ambcuduumpo-
BaHHBIX, HETOOPOKAYECTBEHHBIX, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB B IPaXTaHCKHMA
obopor.

2. Hacrosmue IIpaBuiia pacpoCTpaHsIOTCS. Ha MPOU3BOAUTENEH JIEKAPCTBEHHBIX Ipena-
paToB, OpraHU3alMKM ONTOBOM TOPIrOBIM JEKAPCTBEHHBIMHU IpenapaTaMH, alTeuHble OpraHHu3a-
[IUU, UHIUBUAYATBHBIX MIPEANPUHUMATENICH, UMEIONTNX JIUIICH3UI0 Ha ()apMalleBTUYECKYIO JIesl-
TETLHOCTh, MEIUIMHCKUE OPTaHHW3allud W MX O000COOJEHHBIC MOoApa3AciiecHus (aMOyIaToOpuH,
denpamepckue U (enpAmepCKO-aKyIepCKrue MyHKTBI, IIEHTPHI (OTaeneHus) o01ieit BpaueOHo
(ceMeliHOI) TPAaKTUKH), PACIIOJIOKEHHBIE B CEJIbCKUX HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYT-
CTBYIOT alTeYHBIC OPTaHU3AINH (Jasiee - CYOBEKTHI 00paleHus JIEKAPCTBEHHBIX MPENapaToB).

II. Cucrema obecriedeHus1 KauecTBa XpaHEHUs U IEPEBO3KU
JIEKapCTBCHHBIX IPENapaToB

3. PykoBoautens cyObeKTa 0OpalieHus JJeKapCTBEHHBIX MpenapaToB 00eCIeuynBaeT peau-
3alMI0 KOMILIEKCa Mep, HalpaBJIEHHBIX Ha COOJI0JIeHHEe ero paboTHUKaMu HacTosmmx IlpaBun
MIpU XpaHEHUH U (MJIK) TIEPEBO3KE JICKAPCTBEHHBIX MPEMapaToB (anee - CucTeMa KayecTBa), 1o-
CpCACTBOM YTBCPKACHUA JOKYMCHTOB, B KOTOPBIX PCTIAMCHTHUPYIOTCA B TOM YHUCIIC IMOPSAAO0K
COBEpILEHHs paOOTHHUKAMH JICHCTBHIA PH OCYIIECTBICHUH XPaHEHUS U (MJIH) IEPEBO3KE JIeKap-
CTBEHHBIX IPENapaToB, MOPSAOK OOCITY)KHBaHUS U MOBEPKH M3MEPUTEIBHBIX MPHOOPOB U 000-
pPYIOBaHUsI, BEJCHUE 3alMCEH, OTYETOB M UX XpaHEHHE, MPHEM, TPAHCIIOPTHPOBKA, pa3MEIICHUE
JIEKapCTBEHHBIX MpernapaToB (Jajee - CTaHIapTHBIE ONEpPAllMOHHBIC MPOLEAYpPhI), U OpraHu3a-
IIUM KOHTPOJIS 33 COOJTIOZCHUEM CTaHAaPTHBIX ONEPAIMOHHBIX TPOLIEIYD.

4. Cucrema KauecTBa J10JKHA TapaHTUPOBATh, UTO:

a) TIEpeMEIICHUE JICKapCTBEHHBIX IPENapaToB MEXAY CYObEKTaMU OOpalleHHs JeKap-
CTBEHHBIX IIPENapaToB, B TOM YHCJIE BHYTPU KOHKPETHOTO CyOBEKTa OOpalleHusi JeKapCTBEH-
HBIX TIpEerapaToB, 0OecleunBaeT XpaHeHHE M (WJIM) MEPEBO3KY C COOJOJCHHEM TpeOOBaHMMA,
YCTAaHOBJICHHBIX HACTOAIITUMHA HpaBI/IJ'IaMI/I;

0) ompezenieHa OTBETCTBEHHOCTh PAaOOTHUKOB CyOBEKTa OOpallIeHHs JICKapCTBEHHBIX Tpe-
1apaToB 3a HapylleHHe TpeOOBaHUHN, YCTAaHOBJIEHHBIX HacTosiuMu [IpaBunamu, U cTaHAapTHBIX
OTIEPALIMOHHBIX TIPOLIEYD;

B) JICKQpCTBEHHBIC Iperaparbl JOCTAaBIISIOTCS CYOBEKTOM OOpALICHUS JIEKAPCTBEHHBIX
IIPENapaToB B COIVIACOBAHHBIN C IOJIy4aTesIeM JIEKAPCTBEHHBIX MPENAapaTOB IEPUOJ BPEMEHHU C
co0uto/iIeHreM TpeOOBaHMi, yCTaHOBICHHBIX HacTosimumu [IpaBunamu;

') TOKyMEHTalIbHOE 0(OpMIICHHE ICUCTBUH, YKa3aHHBIX B riaBe VI Hactosmux [IpaBun, u
JOCTUTHYTBIX PE3YJILTATOB OCYHICCTBIIACTCA B XOJC BBIIIOJHCHUA WM HCIIOCPCACTBCHHO ITOCIIC
3aBEPIIECHUS] COOTBETCTBYIOIINX JICHCTBHIA;

1) B OTHOLICHUH Ka)KJOT0 HapyIIEHUs TpeOOBaHUH, yCTAaHOBJICHHBIX HacTosmuMu [IpaBu-
JaMH, CTaHJAapPTHBIMU OIEPALMOHHBIMHA IPOLEAYPAMH, IPOBOAMUTCA BHYTPEHHSSA NpPOBEpKa U
pa3pabaTbIBalOTCSI KOPPEKTUPYIOIIUE IEHCTBHS C IIETbI0 YCTPAHEHHS BBISIBICHHBIX HAPYILICHUH.

5. PykoBoguTenem cyObekTa oOpaleHus JeKapCTBEHHBIX MPEMapaToB C YI4ETOM TpeOoBa-
HUW TPYyAOBOro 3akoHozaarenbcTBa Poccuiickoit denepaniu U MHBIX HOPMATUBHBIX ITPAaBOBBIX
aKTOB, COJEPKAIMX HOPMBI TPYZOBOTO IIPAaBa, HA3HAYAETCS JIMLO, OTBETCTBEHHOE 33 BHEPECHUE
U obecrieueHNe CUCTEMbl KayecTBa, OCYIIECTBIISIONIEE MOHUTOPUHT 3(PPEKTUBHOCTH CHCTEMBI
Ka4yecTBAa M aKTYyaJIM3aLUI0 CTAaHAAPTHBIX ONEPALMOHHBIX NpOLENyp (ajgee - OTBETCTBEHHOE



JIUTIO).

6. JlesATenbHOCTD 110 XpaHEHUIO U (W) NEPEBO3KE JIEKAPCTBEHHBIX IIPENapaToB, epeaaH-
Hasl [IPOM3BOAUTENIEM JIEKAPCTBEHHBIX IPENapaToB WM OpPraHU3allMeil ONTOBON TOPrOBIH Jie-
KapCTBEHHBIMHU TperapaTaMu JJisl OCYLIECTBICHHs APYroil (CTOpoHHEN) opraHu3anuu (nanee -
ayTCOPCHHT), OIIPEEIAETCs, COITIaCOBBIBAETCS U KOHTPOIUPYETCs BO M30€KaHUE Pa3HOUYTEHUH,
CIOCOOHBIX NPHUBECTU K HEYAOBJICTBOPUTEILHOMY KadeCTBY JIEKAPCTBEHHBIX MPENapaToB WM
BBITIOJTHSIEMBIX PaOoT.

JloroBop, 0 KOTOPOMY OCYIIECTBIISIETCS TIepeada AeITeIbHOCTH Ha ayTCOPCUHT (aaree -
JIOTOBOP ayTCOPCHHTA), 3aKJIIOYACTCS C yKa3aHUEM OO0s3aHHOCTEH KaKIOW W3 CTOPOH, MOPSIKA
JEUCTBUIA U OTBETCTBEHHOCTH CTOPOH.

J10 3aKJIIOYeHus1 AOrOoBOPa ayTCOPCHHIa MPOU3BOAMTEND JIEKAPCTBEHHBIX IPENapaToB WIH
OpraHu3alys ONTOBOI TOPTOBJIM JIEKAPCTBEHHBIMH MpenapaTaMu JOJDKHBI yOEAUTHCS B IPaBO-
CIOCOOHOCTH UCHOJHUTENS (B TOM YUCIIE B HAJIMYUU Yy HEr0 HEOOXOOUMOH B COOTBETCTBUU C
3akoHoNaTeNnbCcTBOM Poccuiickoit deneparyy JUIEH3UMH) U BO3MOXKHOCTH BBINIOJIHUTH 00s13a-
TEJICTBA IO JOrOBOPY ayTCOPCHHIA B COOTBETCTBMM C TpeOOBaHMAMM Hactosimux IlpaBun (B
TOM YHCJI€ B HAJIMYUU OTBITHOTO U KOMIIETEHTHOTO MEepPCOHala, MOMEIICHUH, 000pyI0BaHUS).

[Ipou3BoauTeNb JEKAPCTBEHHBIX MPENAPATOB MM OpPraHU3alusl ONTOBOM TOPrOBJIM JIEKap-
CTBEHHBIMU TpernapaTamMu JOJKHbBI TapaHTUPOBATh, UTO UCIOJIHUTENB IO JJOTOBOPY ayTCOPCHHTA
MOJIHOCTBIO OCBEOMIIEH 000 Bcex (pakTopax, CBSI3aHHBIX C JIEKAPCTBEHHBIMU MperaparaMy WIn
JESATENBHOCTBIO, NIEPEIaBaeMO Ha ayTCOPCUHT, KOTOPbIE MOTYT IIPEJICTaBIATh OMACHOCTh IS
€ro NoMeuIeHH, 000pyA0BaHUsI, IEPCOHAA.

III. TTepconan

7. ns coOnrofeHusl yCTaHOBJICHHBIX HacTosmuMu [IpaBuiiaMmu TpeOGoBaHUM CyOBEKT 00-
palLeHus JIGKapCTBEHHBIX IPENapaToB ¢ y4eTOM 00beMa OCYIIECTBISIEMON UM JESITEIbHOCTH T10
XpaHEHHIO U (WITH) MEePeBO3KEe JICKAPCTBEHHBIX NpenapaToB JA0DKEH HMETh HEOOXOIUMBIN Tep-
COHAJL

8. TpeboBaHus K KBaTU(pUKALMK U CTaKy pabOThl epcoHana ycTaHoBieHbl [lonoxennem
0 JIMLIEH3UPOBAaHUM (PapMaleBTUUECKOM AesATETbHOCTH <1>.

<1> Ilocranosnenue IIpaBurennscrBa Poccuiickoit @eneparun ot 22 nexadbps 2011 r. N
1081 "O nunenszupoBanuu dapmareBTuueckoi nearenbHocTr" (CoOpaHne 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 1, ct. 126; 2012, N 37, ct. 5002; 2013, N 16, cT. 1970).

9. O0Gs3aHHOCTH W OTBETCTBEHHOCTh PAOOTHUKOB CyOBEKTa OOpallleHUs JIEKapCTBEHHBIX
IpenaparoB, B TOM YHCIIE€ OTBETCTBEHHOTO JIUIA, 3aKPEIUIIOTCS B JOJDKHOCTHBIX HHCTPYKIIHSAX.

10. PykoBonuTens cyObekTa OOpallleHus JIEKapCTBEHHBIX MPENapaToB yTBEPXKAAeT IUIaH-
rpa¢uk TPOBEICHUS] TEPBUYHOM M TOCIEIYIONIUX MOATOTOBOK (MHCTPYKTaXKEH) mepcoHaa,
KOHTPOJIMPYET €ro HCIOJHEHHE M OLEHUBACT A(PPEKTUBHOCTh MOATOTOBOK (MHCTPYKTaXa) ¢
IENTBI0 UX COBEPIICHCTBOBAHMSL.

[lepconan, paboTraronumii ¢ JeKapCTBEHHBIMHU NpenapaTaMu, B OTHOIIEHUH KOTOPBIX yCTa-
HOBJICHBI CIIEI[MAJIbHBIE YCIIOBHUS XpaHEHUS M (MJIM) MEPEBO3KH, IMPOXOIUT MOJArOTOBKY (UH-
CTPYKTaX) B COOTBETCTBUHU C 3aHUMAEMON JOJKHOCTBIO.



JIOKYMEHTBI O TPOBEACHHUH MOATOTOBKH (MHCTPYKTAXKa) apXUBUPYIOTCS U XPAHATCS B CO-
OTBETCTBHH C 3aKOHO/ATENbCTBOM Poccuiickoii Deneparyivi 00 apXuBHOM JeTie.

IV. Ilomemienust 1 060pynoBaHUE AJIST XPAHEHUS
JIEKapCTBEHHBIX MIPENapaToB

11. CyOBekT oOpartiieHus JIeKapCTBEHHBIX MPENnapaToB AJIs OCYIIECTBICHUS AEATeIbHOCTU
M0 XpaHEHHIO JIEKAPCTBEHHBIX MPENapaTroB JOHKEH UMETh HEOOXOAMMBIC MOMEIIECHUs U (WJIIH)
30HBI, a TaKke 000pyAOBaHWE JJIs BBIMOJIHEHHS ONEpaluil C JIEKAPCTBEHHBIMU IperapaTaMu,
o0ecrevynBaroIINe UX XPaHEHHE B COOTBETCTBUU C TpeboBaHUsIMHU HacTosmmx [IpaBu.

12. Iomernenus 1151 XpaHEHHS JICKAPCTBEHHBIX MPENapaToB AOKHBI 001a1aTh BMECTHMO-
CTBIO M o0ecreunBaTh 0€30MacHOE pa3AeibHOE XpaHEHUE U MepeMeIleHNe JIEKAPCTBEHHBIX Tpe-
napaToB.

13. Ilnomane noMeneHui, UCIOIb3yEMbIX IPOU3BOAUTESIMH JIEKAPCTBEHHBIX IPENapaToB
Y OPraHMU3alMUsAMHM ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMHU IIpENapaTaMu, 10JDKHA COOTBETCTBOBATh
00BbeMy XpaHUMBIX JIEKAPCTBEHHBIX MPENAapaToOB U COCTABIATH HE MeHee 150 KB. METpOB.

14. TInomaae NOMEMEHUA, UCTIOJIb3YEMBIX TPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX MPEnapaToB
¥ OPraHU3aLUSMH ONTOBOM TOPTOBIIM JICKAPCTBEHHBIMH IpenapaTaMu, J0JDKHA OBITh pa3zesieHa
Ha 30HbI, IPeJHa3HAYCHHBIE JJIsl BHITOJIHEHUS CIEAYIOMNUX (YHKIIHIL:

a) MPUEMKH JICKApPCTBEHHBIX MIPEIapaTos;

0) OCHOBHOTO XpaHEHHUsI JIEKAPCTBEHHBIX ITPETIapaToB;

B) OKCIICIUIINY;

T') XpaHEeHUsI JICKAPCTBEHHBIX MPETapaToB, TPEOYIOIMNX CHEIHAaIbHBIX YCIOBUH;

1) XpaHEHUs! BBIIBJICHHBIX (paabcHPUIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTpa(daKT-
HBIX JICKaPCTBEHHBIX ITPENapaToB;

€) KapaHTUHHOTO XPAaHEHUs JIEKapCTBEHHBIX IIPENapaToB.

15. Tlmomnranb MOMEIIEHHUH, UCTIOBb3YyEeMBIX APYTHMHU CYObEKTaMU 0OpaIlleHHsI JTICKaPCTBEH-
HBIX IpCrapaTroB, AOJDKHA 6I>ITB pasaciicHa Ha 30HbI, NPCAHAZHAYCHHBIC JJI BBIIIOJIHCHUA CJIC-

TYIOITUX (QYHKITAN:
a) MPUEMKH JICKApCTBEHHBIX MPEMapaTos;
0) XpaHEeHUs JICKAPCTBEHHBIX MPEINapaToB, TPEOYIONIUX CIICIIHAIBHBIX YCIOBUH;

B) XpaHEHHs BBIBICHHBIX (pambcuuIUpoOBaHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTpa(daKT-
HBIX JIGKaPCTBEHHBIX IMPENaparoB, a TaKKe JICKApPCTBEHHBIX MPENapaTroB ¢ WCTEKIINM CPOKOM
TOJHOCTH;

') KAPAaHTUHHOT'O XpaHEHUS JIEKAPCTBEHHBIX MPENapaTos.

16. ®ynkuuu, nperycMoTpeHHble myHKTaMu 14 u 15 Hactosmux [IpaBui, MOTyT BBINOJI-
HATBCSI B OTJICJIBHBIX IOMELICHUSX.

17. IlomemeHns W 30HBI, UCIOJIB3YEMbIE Ul XPAHEHHUS JIEKAPCTBEHHBIX IIPENaparos,



JOJDKHEI OBITH OCBELIEHBI.

18. Cucrema, 3aMeHsOIIas pa3/ieJIeHUE 30H XPAaHEHHS, B TOM YMCIIE MTOCPEICTBOM 3JIEK-
TPOHHOU 00paOOTKU JAaHHBIX, JOJKHA 00ECIIeYnBaTh TPEOyeMblii ypOBEHb 0€30MMaCHOCTH U OBITH
BAIMPOBAHA.

19. AIMUHHCTPATUBHO-OBITOBBIE TTOMEIICHUS OTACISIOTCS OT 30H XPAaHCHHS JICKapCTBEH-
HBIX [IPEnaparoB.

20. B momenieHuax g XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB 3alpellacTcss XpaHCHUE
NUILEBBIX MPOIYKTOB, TAOAYHBIX U3JIEIUN, HATUTKOB, 32 UCKIIOUEHHEM MTUTHEBOM BOIBI, a TAKXKE
JIEKapCTBEHHBIX IPENapaToB, NMPEAHA3HAUYEHHBIX IJi1 JUYHOTO HCIOJIb30BaHUS pPaOOTHUKAMHU
cyObeKTa 0OpallleHus JIEKAPCTBEHHBIX MPETapaToB.

21. B nomemieHusx u (WIM) 30HAX JOJDKHBI MOJAJIEPKUBATHCA TEMIEPATYPHBIE PEXUMBI
XpaHEHUs! U BIIAXXHOCTb, COOTBETCTBYIOIIUE YCIOBHUSIM XPAaHEHHUS, YKa3aHHbIM B HOPMATUBHOU
JOKYMEHTAIMN, COCTABIIAIOIIEN PErMCTPAllMOHHOE JOChE JIEKAPCTBEHHOTO IIpenapara, HHCTPYK-
LMY 110 MEAUIIMHCKOMY NIPUMEHEHHIO JIEKAPCTBEHHOIO MPENapaToB U Ha yIAaKOBKE JIEKAPCTBEH-
HOTO IIpenapara.

22. Jlns obecrieueHus: TpeOyeMBbIX YCIOBUN XpaHEHHUs JIEKApCTBEHHBIX IMPENapaToB B IO-
MEIICHUAX (30HaX), UCIOIb3YEMbIX Ul XpaHEHHs JICKapCTBEHHBIX ITpErapaToB, MPOU3BOIUTE-
JSIMM JIEKapCTBEHHBIX MPENapaToB M OPTaHU3ALUSAMH ONTOBOM TOPTOBIHU JICKAPCTBEHHBIMH TIpe-
napaTaMH OCYILIECTBIISIETCS M3YYEHHE PacIpeneIeHus] TeMIIepaTyphl (Jajee - TeMIepaTypHoe
KapTUPOBAHUE).

OO6opynoBanue i KOHTPOJISI TEMIIEPATYPhl pa3MeIaeTcs B TOMEIICHHS (30HaX) B COOT-
BCTCTBUU C PE3YJIbTaTaMH TCMIICPATYPHOT'O KAPTUPOBAHUA, HA OCHOBAHUU NPOBCACHHOI'O aHa-
JM3a U OIICHKU PHUCKOB.

TemmepaTypHOE KapTHPOBaHHE HEOOXOAMMO MOBTOPSATH B COOTBETCTBUU C Pe3yJIbTaTaMU
aHaJIM3a PUCKOB, a TaK)Ke MPU U3MEHEHHUAX B KOHCTPYKIIMH MOMEIIEHUs (30H) WK 000pya0Ba-
HUSA JJIs1 KOHTPOJIS TEMIIEPATYPBHI.

23. Pe3ynbTaThl TEMIEPATYPHOTO KaPTUPOBAHUSI PETUCTPUPYIOTCA B CIEHHAIBHOM KypHa-
je (KapTe) perucTpanuyd Ha OyMakHOM HOCHTENE W (WJIM) B SJIEKTPOHHOM BHJE €KEIHEBHO, B
TOM YHUCJI€ B BBIXOAHBIC U Mpa3aHuuHble AHU. JKypHan (kapTa) perucTpaiuuu XpaHUTCs B Tede-
HUE JIBYX JIET.

24. CyObekT oOpalieHus JeKapCTBEHHBIX MperapaToB pa3padaThIBaCT U YTBEPKIAET KOM-
IJICKC MCp, HAIIPABJICHHBIX HAa MHUHUMHU3AIUIO PHCKa KOHTAMUWHAIIUU MATCPpUATIOB WJIA JICKAP-
CTBEHHBIX IPETIapaToB, MPH YCIOBUH COOJIOJCHHS 3alUTHI OT BO3JCHCTBUS (DaKTOPOB BHEITHEH
Cpebl.

25. Ipouenypsl o yOOpKe MOMENIeHUH (30H) JIJIs1 XpaHEHHUS JIEKAPCTBEHHBIX MPErapaToB
MMPpOBOAATCA B COOTBCTCTBHUU CO CTAHAAPTHBIMHA OIICPALIMOHHBIMHA NPOLCAYPaAMH.

Otnenka nmoMernieHui (BHYTpEHHUE MOBEPXHOCTH CTEH, IMOTOJKOB) Ul XpaHEHHsI JieKap-
CTBEHHBIX IIPENapaTroB JODKHA JOMYCKaTh BO3MOXKHOCTh HMPOBEIEHUS BIAKHOW YOOpKH M HC-
KJIFOYaTh HAKOIUICHUE IBUIH.

O6opynoBaHue, MHBEHTAph U MaTepHaJbl Uil YOOPKH (OUMCTKH), @ TAaKXKe MOIOIINE U Je3-
WHHUIUPYIONTHE CPEACTBA TODKHBI XPAHUTHCS B OTAEIBHBIX 30HaX (mKadax).



26. Ilomemienus A XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB JOJKHBI OBITH CIIPOEKTHPO-
BaHbI ¥ OCHAIICHBI TAKUM 00pa3oM, 4TOOBI 00ECIICUNTh 3aIUTY OT MPOHUKHOBEHHSI HACEKOMBIX,
IPBI3YHOB WJIH JIPYTUX KUBOTHBIX.

27. B momemieHus (30HBI) Ui XpPaHEHHS JIEKAPCTBEHHBIX MPENapaToB HE JOMYCKAIOTCS
JMIIa, HE UMEIONIME MpaBa JI0CTyIa, ONPEIEICHHOTO CTAaHAAPTHBIMU ONEPALIMOHHBIMU MPOLIEAY-
paMu.

28. IlpousBoauTensiM JIEKAPCTBEHHBIX MpENapaToB MU OPraHU3aIMUsAM ONTOBOW TOPrOBIU
JICKapCTBEHHBIMU TperapaTaMu HEOOXOAMMO MPEeIyCMOTPETh pa3/ieJieHHe MOTOKOB MepeMerie-
HUS JIEKApPCTBEHHBIX IPENapaToB MEXAY MOMEIIEHUIMU U (MJIM) 30HaAMHU JUIsl XpaHEHUs JIeKap-
CTBEHHBIX IIPENapaToB.

29. Cremnaxu (mkadsl) 111 XpaHSHHS JICKaPCTBEHHBIX MPEMapaToB TOJDKHBI OBITh MapKH-
POBaHBI, UMETh CTEJUIAXKHbBIE KapThl, HAXOSAIIUECS B BUAMMOM 30He, oOecrieunBaTh UICHTUDU-
KallMIO JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUM C IPUMEHSIEMOH cyOBEKTOM oOpalieHus
JIEKapCTBEHHBIX IIpEnaparoB CUCTEMOM ydera. Jlomyckaercs NpUMEHEHUE 3JIEKTPOHHOU CHUCTe-
MBI 00paOOTKH JAHHBIX BMECTO CTEJUIaKHBIX KapT. [Ipu Mcronb30BaHNM 3IEKTPOHHOM CHCTEMBI
00pabOTKM JAHHBIX OIYCKACTCs UACHTU(HUKAIMS IPHU MOMOIIU KOJIOB.

30. JlekapcTBEHHBIE TpeMapaTbl, B OTHOIIEHUU KOTOPHIX CYOBEKTOM OOpaIieHus JeKap-
CTBEHHBIX IPENapaToB HE MPUHATO PEIICHHE O JalbHEHIIeM OoOpalleHuH, WK JIEKapCTBEHHBIE
npenaparsl, 00palieHne KOTOPhIX MPUOCTAHOBJIEHO, a TAK)KE BO3BpaIlleHHbIE CYyOBEKTy oOpariie-
HUS JICKAPCTBCHHBIX IMPCIIAPATOB JICKAPCTBCHHBIC IMPCIIApaThl JOJIKHBI GBITB IIOMCIICHbI B OT-
JIeJIbHOE TMOMeIlleHUe (30HYy) WM HU30JIMPOBaHbl C MPUMEHEHUEM CHUCTEMbI 3JIEKTPOHHOM 00pa-
0OTKH TaHHBIX, 00ECTICYNBAIOIICH pa3IeICHHE.

JlekapCTBEHHBIE MTpENapaThl, B OTHONICHUH KOTOPHIX CYOBEKTOM OOpaIlIeHHS JEKapCTBECH-
HBIX MPENapaToB NPUHATO PEUICHHWE O MPUOCTAHOBICHUH NMPUMEHEHHS WM 00 U3BATUH U3 00-
pamieHus, a Takxke (arbcupuIUpOBaHHBIE, HEJOOPOKAYECTBEHHBIE W KOHTpadaKTHBIE JIeKap-
CTBCHHBIC TTpCHapaThl AOJIKHBI 6I>ITB HU30JIMPOBAHBI U PASMCIICHLI B CIICIHAJIBHO BBIACIICHHOM
MTOMEIICHUH (30HE).

[IpeanpunsaTEIe MEpPBI U30JIALMMY YKA3aHHBIX JICKAPCTBEHHBIX IIPENAapaToB JOJDKHBI rapaH-
TUPOBATh UCKJIIOUYEHHUE UX MONaJaHUs B OOpalleHue.

31. JlekapcTBeHHBIE Mpenaparkl, MOJIEKAIINE NTPEAMETHO-KOJINYECTBEHHOMY Yy4eTy <1>,
3a UCKJIIOUEHHEM HApKOTHYECKUX, NCHUXOTPOIHBIX, CHJIBHOAEHCTBYIOIIUX M SJIOBUTBHIX JIEKAp-
CTBEHHBIX CPECTB, XPAHITCS B METAJUIMYECKUX HITU IEPEBSIHHBIX IIKa]ax, oneyaTbIBaeMbIX WM
MJIOMOMPYEMBIX B KOHIIE paboUero JHs.

<1> Tlpuka3z Munszapasa Poccuu ot 22 anpens 2014 r. N 1831 "O0 yTBepKIeHUN TTEPEUHS
JIEKapCTBEHHBIX CPEACTB JJII MEIULUHCKOIO IPUMEHEHMs, MOJUIeKAIIUX IPEIMETHO-
KOJIMYECTBEHHOMY yueTy" (3apeructpupoBad MuHuctepcTtBoM roctuiun Poccuiickoit denepa-
nuu 22 urons 2014 r., perucrpanuonssiii N 33210) ¢ u3MEeHEHUsIMU, BHECEHHBIMH ITPUKa30M
MunznapaBa Poccun ot 10 centsiops 2015 r. N 6341 "O BHeceHMM M3MEHEHHUM B HEKOTOPHIC
IIpUKa3bl MUHKUCTEPCTBA 34PABOOXPAHEHUS U COLMAIBHOTO pa3Butusa Poccuiickoit Penepannu u
MunucrepcTBa 31mpaBooxpaHeHuss Poccuiickori ®Pepepanun" (3apeructpupoBaH MUHHCTED-
ctBoM roctuninu Poccuiickoii @eneparuu 30 centsops 2015 r., peructpannonusii N 39063).

32. JlekapCTBEHHBIE NpENAPATHI, COAEPIKAIINE HAPKOTUUECKNE CPEACTBA U IICUXOTPOIHbIE



BEILIECTBA, JOJDKHBI XPAaHUTHCS B COOTBETCTBUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanun
(6] HapKOTI/I‘-IGCKI/IX Cp@I[CTBaX n HCI/IXOTpOHHBIX BCIIICCTBAX.

33. XpaHeHue JeKapCTBEHHBIX MPENApaToOB, COACPKAINIUX CUIBHOJCHCTBYIONINE U SITOBU-
ThIC BCIICCTBA <1>, HaxXo4dmuXxcs: moa KOHTPOJIEM B COOTBCTCTBHUU MCKAYHAPOJIHBIMH ITPABO-
BBIMH HOpPMaMH, OCYLIECTBIISIETCA B IOMEIICHUAX, 000PYIOBaHHBIX MH)KEHEPHBIMU U TEXHUYE-
CKUMHU CPCACTBAMU OXPAHbI, AHAJIOTUYHBIMH NPCAYCMOTPCHHBIM JJISI XPAHCHUA HAPKOTUICCKUX
U TICUXOTPOIMHBIX JIEKAPCTBEHHBIX CPECTB.

<1> IlocranoBnenue I[IpaBurensctBa Poccuiickoii ®denepanuu ot 29 nexadbps 2007 r. N
964 "OO6 yTBepKICHUU CIHCKOB CHUIHHOJCHCTBYIOMINX U SOBUTHIX BEIIECTB JJIS IENeH CTaThu
234 u npyrux crareil YroynoBHoro kojekca Poccuiickoit @enepannu, a Takke KpyIHOTO pa3me-
pa CHUIBHOJCHCTBYIOIIMX BelIeCTB s Lened crateu 234 YronoBHoro kojekca Poccuiickoit
Oenepannn" (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit deneparuu, 2008, N 2, cr. 89; 2010, N
28, ct. 3703; 2012, N 10, ct. 1232; 2012, N 41, cT. 5625; 2013, N 6, cT. 558; N 9, cT. 953; N 45,
cT. 5831).

34. JlomyckaeTcsi XpaHEHUE B OJHOM TEXHUYECKHU YKPEIJIEHHOM MOMEIICHUH JIEKApCTBEH-
HBIX IIPENapaToB, IPEeIyCMOTPEHHBIX MyHKTOM 32 HacTosmmx [IpaBui, W JIeKapCTBEHHBIX IIpe-
aparoB, COJEPKalINX CHJIBbHOACUCTBYIOIIME WJIM sIIOBUTHIE BemiecTBa. [Ipu 3TOM XpaHeHue
TaKUX JIEKApPCTBEHHBIX MpPEnapaToB JOJDKHO OCYIIECTBISATHCS (B 3aBUCHMOCTH OT 0oObeMma 3aria-
COB) Ha pa3HBIX MOJIKaX ceida (Meraumueckoro mkada) Wi B pa3HbIX ceddax (Meraymmde-
CKuX mKadax), orneyaTbIBaeMbIX WIN INIOMOMPYEMBIX B KOHIIE pPab0Yero JIHsl.

35. CyOwekTy oOpalieHus JIEKapCTBEHHBIX IMpernapaToB HEOOXOIUMO 00ECIIeUnTh OXpaH-
HYIO CHCTEMY, MO3BOJIIOUIYIO MPENOTBpAIlaTh HEMPaBOMEPHOE NMPOHUKHOBEHUE B JIIOOBIE IMO-
MeTeHus (30Hb) U XpaHSHHS JICKapCTBEHHBIX TpenapaToB.

36. ObopynoBaHue, OKa3bIBaOLIEe BIUSIHNAE HA XpaHEHHE U (UJIH) MIEPEBO3KY JICKapCTBEH-
HBIX TIPENapaToB, JOJDKHO MPOEKTHPOBATHCS, Pa3MEIIaThCs M OOCITYKUBAThCS COTJIACHO JIOKY-
MEHTAIUH 110 €T0 UCIIOIb30BaHUIO (IKCIUTYaTaIlun ).

37. K o6opynoBaHuio, UCIIOJIb3yeMOMY B MPOIIECCEe XpaHEHUs W (MJIM) TTEPEBO3KH JIEKap-
CTBCHHBIX MPCIIapaToOB, OTHOCATCA B TOM YHUCJIC!

a) CUCTEMBbI KOH/IUITMOHUPOBAHHS,;

0) XOJOUIIbHBIC KaMepbl U (KJIH ) XOJOIUITHHHUKHY;
B) OXpaHHAs U TOKapHasi CATHATH3AIINS;

') CUCTEMBI KOHTPOJISI TOCTYTIA;

1) BEHTHISIIIHOHHAS CUCTEMA;

€) TepMOTUTPOMETPHI (TICUXPOMETPHI) WIM UHOE 000pYAOBaHHE, HCIIOJIb3YeMOe JIJIsl peru-
CTpalliU TEMIIEPATYPHl U BIA)KHOCTH.

38. Ob6opymoBaHue, OTHOCSIIEECS K CPECTBAM U3MEPEHHH, IO BBOJA B IKCILTyaTallHIo, a
TaK)Ke MOCJIe PEeMOHTA MOJICKUT TIEPBUYHON MOBEpPKE M (MIIK) KaTuOpPOBKE, a B TIPOIIECCe IKC-
IUTyaTaluy - MEepUOANYECKON MoBepKe M (M) KaTMOpOBKE B COOTBETCTBUU C TPEOOBAHHUIMHU
3akoHoaTrenscTBa Poccuiickoit deneparuu 06 obecrieueHnn eTMHCTBA U3MEPeHUH <1>.



<1> Crarbu 13 u 18 ®exnepansHoro 3akona ot 26 utona 2008 r. N 102-d3 "O6 obecrieue-
HUU enuHCcTBa M3Mepenuid" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanuu, 2008, N 26,

ct. 3021; 2014, N 26, ct. 3366; N 30, ct. 4255).

39. PeMoHT, TexHHUYECKOE OOCIIy’)KMBaHUE, MOBEpKa M (WIM) KAIHOpOBKa 00OPYAOBaHUS
JIOJDKHBI OCYIIECTBIISITHCSI B COOTBETCTBUH C YTBEP)KJAEMBIM IUTAHOM-TPaUKOM, TaKUM 00pa-
30M, YTOOBI Ka4eCTBO JICKAPCTBEHHBIX IPENapaToB HE IOJBEPrajioch HETaTHBHOMY BO3JEH-
CTBHIO.

40. Ha BpeMsi peMOHTa, TEXHUYECKOTO 00CITY)KHBaHUs, TOBEPKHU U (MJTH) KaTUOPOBKHU 000-
PYAOBaHHMS U CPEICTB N3MEPEHHS JTOJDKHBI OBITH MPHHATHI MEPHI, 00ecrieunBaroImue Tpedyembie
YCIIOBUS XpaHEHHUS JIEKAPCTBEHHBIX MPENapaToB.

PemoHT, TexHmdeckoe oOCTy)KHMBaHHE, TOBepKa W (WiIHM) KanuOpOBKa OOOpYAOBaHHS W
CPEICTB U3MEPEHUS JOKHBI OBITh COOTBETCTBYIOIIMM OOpa3oM OTPaKECHBI B TOKYMEHTaX, KO-
TOPBIE APXUBUPYIOTCA U XPAHATCS B COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickoit denepa-
[IUU 00 apXUBHOM JIEJIe.

V. JIOKyMEHTBI 110 XPaHEHUIO U IIEPEBO3KE
JIEKapCTBEHHBIX NPENapaToB

41. JIOKyMEHTBI TIO XpaHEHUIO U (WJIM) TIEPEBO3KE JICKAPCTBEHHBIX MpEnapaToB, OMUCHIBA-
IOIIMM JICHCTBUS, BBIIOJHIEMbIE CyOBEKTOM OOpaIlleHus JIEKAPCTBEHHBIX MpEnapaToB, HANPaB-
JICHHbIE Ha coOIoieHne TpeOOBaHUM, YCTAaHOBIEHHBIX HacTosAmuMuU [IpaBuiiaMu, BKIIIOYAIOT B
TOM YHUCJIC CTAHAAPTHBIC OIICPALIMOHHBIC IPOLCAYPBI, MTHCTPYKIIHUU, JOTOBOPbI, OTUCTLI.

Conepxanne JOKYMEHTOB JIOJDKHO OBITH MOHSTHBIM, OJHO3HAYHBIM, HE JIOMYCKAIOIIHM
JIBYCMBICIICHHBIX TOJIKOBAaHUM.

42. Cpok XpaHEHHs IOKYMEHTOB OIPECISIETCS B COOTBETCTBHH C TPEOOBaHHUIMHU 3aKOHO-
natenbcTBa Poccuiickoii @eneparyiyl 00 apXUBHOM JIeTie.

43. Ilepconas m0JKEH OBITH O3HAKOMJICH M UMETh JIOCTYII K JOKYMEHTaM, HEOOXOIUMBIM
JUTSL UCITOJTHEHUS TOJDKHOCTHBIX O0SI3aHHOCTEI.

VI. IeiicTBus cyobekTa oOpalieHus JIeKapCTBEHHBIX MpernapaToB
10 XPaHEHHIO U TTEPEBO3KE

44. Bce nelicTBHs CyOBeKTa OOpalleHUs JEKAPCTBEHHBIX IMPEMApaTOB MO XPAaHEHUIO U
(M7H) TepeBO3KE JICKAPCTBEHHBIX MPENapaToB OCYLIECTBISIOTCS TaKUM 00pa3oM, 4yTOOBI HICH-
TUYHOCTh M KaYeCTBCHHBIE XapaKTEPUCTUKHU JICKAPCTBEHHBIX IPENapaToB He OBUIM yTpayeHBI U
COOJIIOJTAVIMCH YCTIOBUS MX XPAaHEHMS, YKa3aHHBIC B MHCTPYKIMH 1O MEAULMHCKOMY IpUMEHE-
HHIO U Ha YIAaKOBKE JIEKAPCTBEHHOTO Tperapara.

45. CyObeKkToM oOpallieHus JIEKapCTBEHHBIX MPENapaToB MPUHUMAIOTCS MEPHI i MHUHH-
MHU3AIUU PUCKa MPOHUKHOBEHHS (aabCU(DUIIMPOBAHHBIX, KOHTPa(aKTHBIX, HETOOPOKAUYECTBEH-
HBIX JIEKapPCTBEHHBIX PENapaToB B 00palieHue.

46. B nporecce mpueMKH JIEKQpCTBEHHBIX MTPENapaToB paOOTHUKAMHU CYyObEeKTa oOparieHus
JICKAPCTBCHHLIX IIPCIIAPAaTOB OCYHICCTBIIACTCA MPOBCPKA COOTBCTCTBUA NPUHUMACMBIX JICKaAp-
CTBEHHBIX IIPENapaToB TOBAPOCOMPOBOIUTEILHOW TOKYMEHTAIMU IO aCCOPTHMEHTY, KOJIMYe-



CTBY M KauecTBY, COOJIOJICHUIO CIIEUaIbHBIX YCIOBUN XpaHEeHUs (MPU HAJIUYUU TaKoro Tpedo-
BaHUsl B HOPMaTUBHOM JOKYMEHTALlMM Ha JEKApCTBEHHBIN Ipenapar), a TakKe HAITMYMIO MTOBpPe-
JKJICHUI TPAaHCIIOPTHOM Taphbl.

47. JlexapcTBeHHBIE TIpenapaThl HEOOXOAUMO XPaHUTh C YYETOM TpeOOBaHHM, HOPMATHB-
HOM JTIOKYMEHTAllUHM, COCTABJISIONIEH PErMCTPAllMOHHOE I0Ch€ Ha JIEKApCTBEHHBIM Mpemnapar,
MHCTPYKLIUU MO METUIIMHCKOMY MPUMEHEHHIO, MH(OpMAINH, COoleprKalleiicsl Ha TIEPBUYHON U
(M) BTOPUYHOHN yIaKOBKE JIEKAPCTBEHHOTO IMpernapara, TPaHCIOPTHOM Tape, a TakKe B COOT-
BETCTBUHU C TPeOOBAHUAMH, YCTAHOBJIEHHBIMHU HacToAMMHU [IpaBunamu.

48. JlexkapCTBEHHBIE MpeapaThl JOJDKHBI pa3MeNaThCcsl Ha cTeiutaxkax (B mkadax) uid Ha
noaToBapHUKax (moanoHax). He momyckaercs pa3MmenieHue JIGKApCTBEHHBIX MpEnapaToB Ha Mo-
1y 6e3 moamona. [TommoHBl MOTYT pacmoiiaraThCsl Ha MOJTy B OJIMH PS/I MJIM Ha CTEJJIaKaxX B He-
CKOJIBKO SIPYCOB B 3aBUCHMOCTH OT BBICOTHI cTeJuTaxka. He momyckaercs: pa3MeleHue moiJ0HOB
C JICKApCTBEHHBIMH TIpeniapaTaMyd B HECKOJBKO PSIOB TIO BBICOTE 0€3 MCIOJIh30BAHUS CTEIa-
Ke.

49. JlexkapCTBEHHBIE MpeEMapaThl Pa3MEIaOT B MOMEIIEHUAX U (UJK) 30HAX ISl XpaHEHUS
JICKAPCTBCHHLIX MPCIapaToB B COOTBECTCTBUU C Tpe6OBaHI/I$IMI/I HOpMaTHBHOﬁ AOKYMCHTAIlUU U
(unu) TpeOOBaHUSAMH, YKa3aHHBIMU Ha YIAKOBKE JIEKAPCTBEHHOIO MpernapaTa, ¢ y4eToOM:

a) (PU3UKO-XUMHUECKUX CBOWCTB JIEKAPCTBEHHBIX MPETapaToB;
0) apMakoIOrHYEeCKUX TPYIIIT,
B) crioco0a BBEJICHUS JIEKapCTBEHHBIX IIPENapaToB.

[Tpu pa3menieHny JIEKapCTBEHHBIX MPEMapaToB B MOMENICHUAX U (MJIM) 30HAX JUIS XpaHe-
HUS JICKAPCTBCHHLBIX IMPLCIIApPaTOB JOIMMYCKACTCA UCIIOJIb30BAHNEC KOMIIBIOTCPHBIX TEeXHOJIOTUH (HO
anaBUTHOMY TIPHHITUITY, TT0 KOJaM).

50. B cmyyae OTCYTCTBHSI BOBMOKHOCTH COOIOACHHSI YCIOBUI XPaHEHHSI B TIPOIECCE TIPU-
€MKH JICKapCTBEHHBIC Tpemnaparhbl, TPeOyIolre CIEeNHaTIbHBIX YCIOBUN XpaHEHUs U Mep 0e3-
OIMACHOCTH, TIOCIIE BBIMTOJHEHUS HEOOXOAMMBIX MPOBEPOUYHBIX MEPOIPHUSATHI MEepeMemaloTcs B
COOTBETCTBYIOIIICE MMOMEIIECHNE WJIM 30HY XPAaHCHHS ¢ yU4E€TOM TpeOOBaHUI CTaHIApTHOW omepa-
LHUOHHOW MPOLETYPBL.

51. XpaHeHHe OTHEONACHBIX U B3PBIBOOIIACHBIX JIEKAPCTBEHHBIX IIPENApAaTOB OCYIIECTBIIS-
€Tcs BJAJIM OT OTHS U OTONHUTENbHBIX MpHOopoB. Heo0X0aMMO MCKIIOUNTh MEXaHUYECKOE BO3-
JICHCTBHE HA OTHEONIACHBIE U B3PBIBOONIACHBIE JIEKAPCTBEHHBIE ITpENaparsl, B TOM YHCIIE BO3ACH-
CTBUE MPSAMBIX COJIHEUHBIX JIy4eil U yAapHl.

52. JlekapcTBeHHBIC TpemnapaThl, TPEOYIONMEe 3alUThl OT BO3JCHCTBUS CBETA, JOJKHBI
XPaHUTHCS B MIOMEMICHUSIX WX CHEIHATLHO 000PYIOBaHHBIX 30HAaX, O0ECTICUNBAIOIINX 3AIIUTY
OT IONAa/IaHus Ha YKa3aHHbIE JIEKapCTBEHHBIE MTPENapaThl MPSMBIX COJTHEUHBIX JTy4ei.

53. Onepauuu ¢ JeKapCTBEHHBIMH IIperapaTaMy, OCYLIECTBIISIEMbIE B CKJIAICKUX ITOMEILlEe-
HUSIX, U MEepPEeBO3Ka JIEKAPCTBEHHBIX IMPENapaToB BBIIOJHAIOTCS C COOJIIOJIEHUEM TpeOOBaHMUIA,
YCTAHOBJICHHBIX HacTosAuMU [IpaBuiamu, a Takxe Mep 0€30MacHOCTH.

54. OT1rpy3Ka JeKapCTBEHHBIX IIPENapaToB NPOU3BOINUTEISIMHU JIEKAPCTBEHHBIX MTPENapaToB
¥ OpPTaHU3alMSIMH ONTOBOI TOPTOBIIM JEKAPCTBEHHBIMH MpenapaTaMu OpraHu3yeTcsl TAKUM 00-
pa3oMm, 4yTOOBI JIEKAPCTBEHHBIE MpenapaThl C MEHBLUIUM CPOKOM TOIAHOCTH OTIIYCKAJIHUCh B
IEPBYIO OYEPEND.



55. JlexapcTBEHHBIE MTpENapaThl, IPEeIHA3HAYCHHBIE JUIsl YHUYTOXEHUS, B COOTBETCTBHH CO
CTaHJAPTHBIMHU OINEPAMOHHBIMU MPOLIETYPAMHU JOJKHBI OBITH MAPKUPOBAHBI M M30JMPOBAHBI OT
JIEKapCTBEHHBIX MPENapaToB, JOMYIIEHHBIX K 0OpaIIeHHUIO.

VII. [lepeBo3Ka JIeKapCTBEHHBIX IIPENapaToB

56. CyObekT oOpaiieHus JEKapCTBEHHBIX IMPENapaToB MPU MOATOTOBKE K MEPEBO3KE Jie-
KapCTBEHHBIX MPENapaToB 00ECIIEYNBACT COTIACOBAHME C MOTyYaTeIeM JIEKapCTBECHHBIX IMperma-
paTOB OCTAaTOYHBIX CPOKOB I'OJIHOCTH MOCTABIISIEMbIX JIEKAPCTBEHHBIX MTPENapaToB.

57. IlepeBO3Ka JIEKQpCTBEHHBIX IIPENApPaTOB CONPOBOXKIAACTCS JOKYMEHTaMU B COOTBET-
CTBUHM C TpeOOBaHUAMU 3aKOHOIaTeIhCTBA Poccuiickoit deneparuu.

58. Nupopmarust 0 nepeBo3Ke JIEKapCTBEHHBIX MpenapaToB JOKHA (PUKCUPOBATHCA CyOb-
€KTOM OOpaIeHusl JIEKapCTBEHHBIX MPEMapaToB TaKUM 00pa3oM, 4TOOBI 00ECIICYHTh KOHTPOJIb
UX NepEeMEeICHHS.

59. B mporiecce nepeBoO3KH JIEKApCTBEHHBIX MPEapaToB HE3aBUCUMO OT €€ crocoba cyOn-
eKTOM oOpalleHus JIEKapCTBEHHBIX IMPEmapaToB JODKHA 00ECIeYMBATHCS BO3MOXKHOCTh IOJ-
TBEP>KJIEHUS KauecTBa, MOJAJMHHOCTH U IIEIOCTHOCTH JIEKAPCTBEHHBIX MPENapaToB.

60. IlnmaHupoBaHME IEPEBO3KU JIEKAPCTBEHHBIX IPENApaToB AOHKHO OCYIIECTBISAETCS
CyOBEeKTOM OOpalleHHs JIEKapCTBEHHBIX MpENapaToB Ha OCHOBAHWU NPOBEACHHOIO aHalv3a U
OLICHKH BO3MOYKHBIX PUCKOB.

61. Madopmanus o BBISBICHHBIX CYOBEKTOM OOpAIICHHUS JIGKAPCTBEHHBIX IPEIapaToB B
polecce MepeBO3KH JIEKAPCTBEHHOTO TIperapara ciayJasX HapylIIeHHs TeMIIepaTypHOTrO PeKuMa
XpaHeHUs U (WJIH) TTOBPEXKICHUs YIIAKOBKU JOBOJMUTCS CYOBEKTOM OOpaIeHus JeKapCTBEHHBIX
IpenapaToB JI0 OTHPABUTEINS U (WIIH) TIOTyYaTelisl JIEKApCTBEHHBIX MPENapaToB.

[lo 3ampocy mnosyuaTtensi JE€KapCTBEHHBIX IpEnapaTroB CyObeKTOM oOpalleHus JeKap-
CTBEHHBIX IPEMApaTOB JOKHBI OBITh MPEAOCTABICHBI CBEICHUS O COOTIOACHUH TeMIIepaTypHO-
ro peXrMMa IIpHU MepPeBO3Ke JIEKapCTBEHHBIX MPENapaToB.

62. JIns nepeBO3KH JIEKapCTBEHHBIX MIPENAapaTOB MCIONIb3YIOTCS TPAHCIIOPTHBIE CPENCTBA U
obopynoBanue, obecrieunBaronue CoOI0IeHne X KauecTBa, 3 (HEKTUBHOCTH U OE30MaCHOCTH.

[Tpu mepeBo3ke TepMOTAOUIBHBIX JIEKAPCTBEHHBIX MPENApaToB UCIOIb3YETCsS CIEeLUAIN-
3MpOBaHHOE 000pyJ0BaHWE, 00ECIIEUNBAIOIICE MOJAEP)KaHUE TPEOYEMBIX TEeMIEPAaTYPHBIX pe-
JKUMOB XPaHEHUS JIEKapCTBEHHBIX IIPENapaToB.

63. Xag03aeMEeHThI B U30TEPMHUUCCKUX KOHTEHHEPAaX pa3MEIIaroTCcsl TAKUM 00pa3oM, 4To-
OBl OTCYTCTBOBAJI MPSIMOIM KOHTAKT C JICKAPCTBECHHBIMH ITperapaTaMH.

[ToBTOpHOE MCIONB30BAHUS HEOCTATOYHO OXJIAKIECHHBIX U (WJIH) MTOBPEKICHHBIX XJ1a/10-
AJIEMEHTOB HE JIOMYyCKAETCHl.

PykoBoguTens cyObekTa oOpalleHHs JICKapCTBEHHBIX IMpErapaToB 00€CIeUnBaeT MPOBE-
JIEHUE MHCTPYKTaKa O MOPSJIKE MOJATOTOBKH M30TEPMUUYECKUX KOHTCHHEPOB K MEPEBO3KE JIEKap-
CTBEHHBIX TIPENaparoB (C y4eTOM CE30HHBIX OCOOCHHOCTEH), a TaKK€ O BO3MOXKHOCTH MOBTOP-
HOT'O UCIIOJIb30BaHHUA XJIAJO3JIEMEHTOB.

64. O6opynoBaHue, YCTAHOBICHHOE BHYTPH TPAHCIIOPTHOTO CPEJICTBA WM B KOHTEHHEpE,
UCIIOJIB3YEMOE ISl KOHTPOJISI U TTOJJIEP KaHUsl TEMIIEPATYPHOTO PEXUMa B MPOLECCE MEPEBO3KU



JIEKapCTBEHHBIX MPENapaToB, OTHOCAIIEECS B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHOIATEIHCTBA
Poccwuiickoit @enepanuu 00 oOecrieueHUU €IMHCTBA M3MEPEHHI K CpPeICTBaM U3MEPEHHH, J0
BBO/Ia B OKCIUIyaTaIlMIO, & TAKXKE IMOCIE PEMOHTA TOIJICKHUT IEPBUIHOM TOBEPKE U (WIIH) KaIuo-
POBKE, a B TPOIIECCE IKCIUTyaTaIluH - TIEPUOTUYECKON MOBEpKe U (MITH) KaTMOPOBKE B COOTBET-
CTBUHM C TPeOOBaHUSIMHU 3aKOHOMATeIbCTBAa Poccuiickoit deneparuu 00 obecrieueHUn eIUHCTBA
U3MEPECHUM.

65. JlekapcTBeHHBIE MIpenapaThl JOCTABIAIOTCS MO aIpeCy, YKa3aHHOMY B TOBApOCOIPOBO-
AUTCIIbHBIX JOKYMCHTAX.

66. OTBETCTBEHHOCTH 3a COOMI0IeHNEe TpeboBaHui HacTosmux [IpaBui nmpu nmepeBo3ke Je-
KapCTBEHHBIX MPENapaToB BO3IaracTcsi Ha CyOBEeKT 00palieHus JeKapCTBEHHBIX MPEMapaToB.

67. B cnydasx, Korzia mepeBo3Ka COMPOBOKAACTCS OMIEPAIMSAME 10 pa3Tpy3Ke U 0OpaTHOM
3arpy3Ke WJIM BKJIIOYAeT B ce0sl TPaH3UTHOE XpaHEHHE, COOIIONAI0TCS YCIOBHS XpaHEHHS B TIO-
MEIICHUIX U obecrieueHue 6e30MacHOCTH Ha TPAH3UTHBIX CKJIa/ax, KOTOpbIe OMpPEeIesIeHbl J0ro-
BOPHBIMHU OTHOHICHUSMU MCKAY OTIIPABHUTCICM H TpaHCHOpTHOﬁ KOMHaHHGﬁ, HaCTOAIIINMHU
[IpaBunamu u 3akoHOaTeNbCTBOM Poccuiickoit denepannm.

VIII. Tapa, ynmakoBka U MapKHpOBKa JIEKAPCTBEHHBIX MTPENapaToOB

68. JlekapcTBeHHBIE MpenapaThl IEPEBO3ITCSA B TPAHCIIOPTHOM Tape, KOTOpasi He OKa3bIBACT
OTPHIIATEILHOTO BIHMSHMUA Ha UX KauecTBO, 3()(HEKTUBHOCTh M O€30MaCHOCTh M 00eCIeunBacT
HAJESKHYIO 3aIIUTY OT BO3JEHCTBUS (PaKTOPOB BHEIIHEN CPEIBI.

69. Br160op cyObekToM oOpaliieHus JIEKapCcTBEHHBIX IpenapaToB TPAHCIOPTHOM Taphl, yma-
KOBKH OCHOBBIBA€TCS Ha!

a) YCTaHOBJIEHHBIX TPEOOBAaHMAX K YCIOBHUSM XPAaHEHUS M MEPEBO3KH JIEKAPCTBEHHBIX TIpe-
naparoB <I>;

<1> Ilynxkt 18 crarpu 5 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6 obpa-
IIeHUH JIeKapcTBeHHBIX cpeacTB" (Cobpanue 3akoHoaatenscTBa Poccuiickoit @enepanuu, 2010,
N 16, ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, ct. 7540; 2015, N 29, ct. 4367), NOAYHKT
5.2.171 Ilonoxenus o MunucrtepcTBe 3apaBooxpaHeHus Poccuiickoit denepannu, yrBepKIeH-
Horo mocrtaHoBiieHneM [IpaButenscTBa Poccuiickoit ®@enepanuu ot 19 urons 2012 r. N 608
(Cobpanme 3akononarenscTBa Poccuiickoit @eneparuu, 2012, N 26, cr. 3526; 2013, N 16, cr.
1970; N 20, ct. 2477; N 22, c1. 2812; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, cT. 3577; N
30, ct. 4307; N 37, ct. 4969; 2015, N 2, cT. 491; N 12, c1. 1763; N 23, ct. 3333; 2016, N 2, cr.
325; N9, ct. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255).

0) oObeMe, HEOOXOIMMOM JIJISI Pa3MEIICHUsI JIEKAPCTBEHHBIX MIPENapaTosB;
B) KOJICOAHUSIX TEMIIEPATYPhI OKPYKAIOIIEH Cpebl;

I) JJIUTEIbHOCTH TEPEeBO3KH, BKIOYAs BO3MOXKHOE MPOMEXKYTOUHOE XpaHEHHUE JeKap-
CTBEHHBIX MPENAPaTOB.

70. TpancnopTHasi Tapa C JIEKAPCTBEHHBIMH IpenapaTaMd B MPOLIECCE MPUEMKH JIEKap-
CTBEHHBIX IpENaparoB Mepes MepeMeNeHueM B MOMEIICHUS W (MJIU) 30HY XpaHEHUs JOJKHA
OBITH OYMIIICHA OT BU3YaJILHOTO 3arpsi3sHEHUS (TIPU HEOOXOIUMOCTH).



71. Ha TpaHCnIOpTHYIO Tapy, KOTOpas HE MpeaHa3HaueHa i MOTpeOuTeeit 1 B KOTOPYIO
NMOMCIICHBI JICKAPCTBCHHBIC MpCHapaThbl, JOJ’KHA HAHOCUTLCA I/IH(i)OpMaI_II/IH O HaMMCHOBAHHH,
CEpUH JIEKAPCTBEHHBIX MMPENapaToB, JaTe BBITYCKa, KOJIMYECTBE BTOPUYHBIX (OTPEOUTETHCKUX )
YIaKOBOK JICKAPCTBEHHBIX MPENapaToB, IPOU3BOAUTEIIE JIEKAPCTBEHHBIX MPENApaToB C yKa3aHU-
€M HauMEHOBAaHHM U MECTOHAXOXJCHHUS (aZpec) MPOU3BOAUTENS JIEKAPCTBEHHBIX MpPENnaparos, a
TaK)Ke O CPOKE TOAHOCTH JIEKAPCTBEHHBIX MPEMApaToB U 00 YCIOBUSX MX XPAHEHHS U MEPEBO3-
KU, HE0OXOJUMbIE IPEyTPEAUTENbHbIE HAAMUCH U MAaHUIYISTOPHBIC 3HAKH.




