[JokymeHT npepoctasneH KoHcynbTaHTl0C

3apeructpupoBano B Muntocte Poccuu 9 siuBaps 2017 r. N 45112

MUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUIICKOM ®EJEPALIUUA

IMPUKA3
ot 31 aBrycra 2016 r. N 646H

Ob YTBEPXJIEHUU ITPABUJI
HAJUTEXKAIIEA TIPAKTUKH XPAHEHUS Y TIEPEBO3KHA
JIJEKAPCTBEHHBbIX
HHPEITAPATOB JJIA MEJUIIUHCKOI'O TIPUMEHEHUSA

B cootBeTcTBUM ¢ nmyHKTOM 18 cratbm 5 @enepanbHOro 3akoHa ot 12 ampens
2010 r. N 61-®3 "OO6 oOpamenun JekapcTBeHHbIX cpeacTtB" (CoOpanue
3akoHojarenbcTBa Poccuiickont @enepanuu, 2010, N 16, ct. 1815; 2012, N 26, crT.
3446; 2013, N 27, ct. 3477; 2014, N 52, cr. 7540; 2015, N 29, ct. 4367) un
noanyHkToM 5.2.171 Tlonoxenuss o MunucrepcTse 3apaBooxpaHeHust Poccuiickoit
Qenepaunu, yTBEPKIACHHOTO mnocTtaHoBieHueMm IlpaBurenscTtBa  Poccuiickoin
®eneparuu ot 19 urons 2012 r. N 608 (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit
Oenepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, cT.
2812; N 45, ct. 5822; 2014, N 12, c1. 1296; N 26, c1. 3577; N 30, cT. 4307; N 37, cT.
4969; 2015, N 2, ct. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct1. 325; N 9, cr.
1268; N 27 ct1. 4497; N 28, cT. 4741; N 34, cT. 5255), npuka3biBao:

l. YTBepauts mnpuiaraemeie IlpaBuna Hajgnexaiel NPaAKTUKU XPaHECHUS W
MEPEBO3KU JIEKAPCTBEHHBIX MIPENApaToOB AJs MEIULIMHCKOTO IPUMEHECHUS.

2. Hacrosimuit mpukas Berynaet B cuiny ¢ 1 mapra 2017 rona.

Bpuo MuHnucrpa
N.H.KATPAMAHH

YTBepKIAEHBI

npuKa3oM MUHHCTEPCTBA 3/IpaBOOXPAHEHUS
Poccuiickon @enepanuu

ot 31 aBrycra 2016 r. N 646H

ITPABUJIA



HAJUTEKAIIEA IPAKTUKH XPAHEHUSA Y TIEPEBO3KHA
JIJEKAPCTBEHHBbIX
HHPEITAPATOB JJIA MEJUIIUHCKOI'O TIPUMEHEHUSA

[. O0ume nmoJsI0KeHU

1. Hacrosmue IlpaBuna Hammexameld NIPaKTUKA XpaHEHUS W IEPEBO3KHU
JIEKapCTBEHHbIX  MpenaparoB  JUisi  MEAMIMHCKOrO  NpUMEHEHHs  (Janee
COOTBETCTBEHHO - [IpaBuna, JeKapcTBEHHbIE MpenapaThl) YCTAHABIMBAIOT
TpeOOBaHUS K YCJIOBUSIM XpaHEHUS U TMEPEBO3KH JIEKAPCTBEHHBIX IPENapaTos,
HEOOXOIUMBIM Il OOEeCHedYeHHs] KauecTBa, O€30MacHOCTH U 3(PPEeKTUBHOCTU
JIEKapCTBEHHBIX MpEnaparoB, a TAaKXe MUHUMU3AIMK pPUCKA TNPOHUKHOBEHUS
¢danbcuUUUpPOBAaHHBIX, HEAOOPOKAUYECTBEHHBIX, KOHTPA(AKTHBIX JEKAPCTBEHHBIX
MpenaparoB B IPakJJaHCKUI 000pOT.

2. Hacrosamme  IIpaBuna  pacnpoCTpaHsilOTCA  HAa  IPOU3BOAUTENECH
JIEKapCTBEHHBIX MPEMapaToB, OPraHW3allMd ONTOBOH TOPTOBIH JIEKAPCTBEHHBIMU
mpernapaTaMu, amnTeuHble OpraHu3allid, WHAWBHIYaTbHBIX MPEINPHHUMATEICH,
UMEIONINX JIMICH3WI0 Ha (papMaleBTUYECKYIO JI€ATEIbHOCTh, MEIUIIUHCKUE
opraHu3aluy U ux o00coOJeHHbIe noApa3aeneHus (aMOynaTopu, (GeapAlIepCcKue u
(benpaIepcKko-akymepckue IMyHKThI, IEHTPhl (OTAEJICHHUs) oOmiel BpadeOHOM
(ceMeliHOM) TPAaKTHKH), PACTHOJIOKEHHBIE B CEIbCKMX HACENIEHHBIX NYHKTaX, B
KOTOPBIX OTCYTCTBYIOT amnTeYHbIE OpTaHM3aluu (fajnee - CYOBEeKThl OOpalieHus
JIEKapCTBEHHBIX MPEMapaToB).

II. Cuctema obecrieyeHus: KauecTBa XpaHEHUs U IEPEBO3KU
JIEKaApCTBEHHBIX MPENapaToB

3. PykoBogutens cyObekTa oOpamieHusi JI€KapCTBEHHBIX  IpenaparoB
obecreunBaeT peaqu3alnio KOMIUIEKCA Mep, HalpaBlIEHHBIX Ha COOJIIOJEHHE €ro
paboTarkamu HacTtosmmx [IpaBui npu XpaHeHUW U (UJIN) IEPEBO3KE JEKAPCTBEHHBIX
npemnapaToB (Janee - CucTeMa KauecTBa), MOCPEICTBOM yYTBEPKICHUS IOKYMEHTOB, B
KOTOPBIX PErJaMEHTUPYIOTCS B TOM YHCIE TOPSJAOK COBEpUICHHS pabOTHUKAMHU
JACHCTBUI TIPU OCYIIECTBICHUH XpaHCHHWsS H (WJIM) TEPEeBO3KE JIEKApPCTBEHHBIX
IpenapaToB, MOPSIOK OOCTY)KMBaHHS WM TIOBEPKH HM3MEPUTEIBHBIX TPUOOPOB U
o0OpymOBaHUS, BEIEHHWE 3amuceil, OTYETOB H WX XpaHEHHEe, TpHUeM,
TPaHCHOPTUPOBKA, pa3MeIleHHE JIeKapCTBEHHBIX MPENaparoB (Jajee - cTaHIapTHBIC
ONlEPaLlMOHHBIE MpPOLENyphl), M OpraHU3alMd KOHTPOJS 3a COOJIOZCHHEM
CTaHJIAPTHBIX OTEPAI[MOHHBIX TPOLEAYD.

4. Cucrema KadecTBa JI0JKHA TrapaHTUPOBATh, YTO:

a) MepeMeIleHUe JIEKapCTBEHHBIX MPENnapaToB MEXIy CyObeKTamMu oOpalieHus
JIEKApCTBEHHBIX TMpenapaTroB, B TOM YHUCJIE BHYTPU KOHKPETHOTO CYyOBEKTa
oOpallieHusl JIEKapCTBEHHBIX IMpemaparoB, oOecneuyrBaeT XpaHeHue | (WIK)



MEePEBO3KY C COOJII0ICHUEM TPEOOBaHUM, YCTAHOBIIEHHBIX HacTosiuMu [IpaBunamu;

0) ompeneneHa OTBETCTBEHHOCTh pAaOOTHHUKOB CyObekTa  oOOpalleHus
JeKapCTBEHHBIX TMpenapaToB 3a HapylleHne TpeOOoBaHWIl, yCTaHOBJICHHBIX
HacTosuMu [IpaBuinamMu, v CTAaHIAPTHBIX ONEPALIMOHHBIX MPOLIETYP;

B) JIGKapCTBEHHbIE MpemapaThl JOCTABISIOTCS CYOBEKTOM  OOpalieHus
JIEKapCTBEHHBIX MpPENapaToB B COIVIACOBAHHBIA C MOJYy4YaTeNeM JIEKapCTBEHHBIX
penaparoB NEpPHOJ BPEMEHH ¢ CcoOJoJeHneM TpeOOBaHUM, YCTaHOBJIEHHBIX
HactosuMu 1IpaBunamuy;

r') JOKyMEHTallbHOe 0dOpMIICHUE IEUCTBUM, yKa3aHHBIX B riaBe VI HacTosmmx
[IpaBuii, © HOCTUTHYTBIX PE3YJBTATOB OCYIIECTBISAECTCA B XOAE BBINOJIHECHUS WU
HETIOCPEJICTBEHHO TOCJIE 3aBEPLIEHNUS COOTBETCTBYIOIINX AECUCTBUM;

1) B OTHOUIEHWM KaXJIOro HapylleHus TpeOOBaHUM, YCTAaHOBJIEHHBIX
HacrosmuMu  [IpaBunamu, CTaHIApTHBIMH — ONEPALMOHHBIMU  MPOLEAYPAMH,
MIPOBOJUTCS. BHYTPEHHSISI MPOBEPKA U pa3padaThIBAIOTCA KOPPEKTUPYIOIINE AEHCTBUS
C LEJIbI0 YCTPAHEHHUSI BbISIBIICHHBIX HAPYIICHUM.

5. PykoBonutenem cyObekTa oOpalieHus JeKapCTBEHHBIX MPENnapaToB ¢ y4eTOM
TpeOOBaHUN TPYAOBOTO 3aKoHOAaTeldbcTBa Poccuiickoit dexepaluu W HHBIX
HOPMATHUBHBIX TIPABOBBIX AaKTOB, COJEpXAIIMX HOPMBI TPYAOBOTO TpaBa,
Ha3HAYaeTcs JUI0, OTBETCTBEHHOE 3a BHEAPEHUE U 00ECIIeYeHHE CUCTEMbI Ka4ecTBa,
OCYIICCTRBIISIFOIIIEE MOHUTOPUHT 3(PPEKTUBHOCTH CUCTEMBI KaUeCTBA U aKTyaJTU3aIHI0
CTaHJApPTHBIX ONEPAIMOHHBIX MPOLENYP (J1ajiee - OTBETCTBEHHOE JIUIIO).

6. JlearenbHOCTb IO XpaHEHUIO U (MJIM) IEPEBO3KE JIEKAPCTBEHHBIX MPENapaTosB,
nepefaHHas TPOM3BOAMTENEM JIGKAPCTBEHHBIX MPEMapaToB WM OpTaHU3alHen
ONTOBOW TOPTOBIHM JIEKAPCTBEHHBIMU MpemapaTaMH Ui OCYIIECTBICHHUS APYroi
(cTopoHHEl) opraHu3aliuu (Janee - ayTCOPCHUHT), ONPEEseTCs, COTJIaCOBBIBACTCS U
KOHTpOJIUpYeTCs BO H30eKaHWE pPAa3HOUYTCHHH, CIOCOOHBIX TPUBECTH K
HEYJIOBJIIETBOPUTEIHLHOMY Ka4eCTBY JIEKAPCTBEHHBIX MPETMApPATOB MU BBITTOTHAEMBIX
paboT.

JloroBop, 10 KOTOPOMY OCYILECTBIIIETCA Ilepenada JeATeJIbHOCTA Ha
ayTCOpCUHI (Jajsee - JOrOBOp AayTCOPCHHIA), 3aKIIOYAeTcsl C YKa3aHUEM
00s13aHHOCTEH KaX0¥ U3 CTOPOH, MOPSAKA ACHCTBUN U OTBETCTBEHHOCTH CTOPOH.

JIo 3aKkiroyeHMs J0roBopa ayTCOPCUHIA IPOU3BOAUTENb JIEKAPCTBEHHBIX
IIpENapaToB WIM OpraHU3alus ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU IIperaparamMu
TOJKHBI YOEAUTHCS B MPABOCIIOCOOHOCTH UCIOJIHUTENS (B TOM YHCIE B HAJIUYHUU Y
HEro HeoOXOJMMOW B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM Poccuiickoit denepanuu
JUIEH3UN) U BO3MOXHOCTH BBINIOJIHUTH 0053aTENbCTBA MO JOTOBOPY ayTCOPCUHTIA B
COOTBETCTBMM C TpeOoBaHUsAMHU HacTodAmux [IpaBun (B TOM uMcie B HAJIWYUU
OMBITHOT'O ¥ KOMIIETEHTHOT'O TIEPCOHAJIA, IOMEIIICHUI, 000PYI0BaHMUS).



[Ipou3BoAMTENs JICKAPCTBEHHBIX TIPEMAPATOB WM OPTaHHW3alUs OINTOBOU
TOPTOBJIM  JICKAPCTBEHHBIMH  TpemapaTaMd  JIOJDKHBI ~ TapaHTHPOBATh,  UTO
UCTIOTHUTENh 10 JOTOBOPY AayTCOPCHMHTAa TOJHOCTBIO OCBEIOMIIEH 000 BceX
dakTopax, CBS3aHHBIX C JICKAPCTBCHHBIMH TMIpENapaTaMl WU JESITEIbHOCTHIO,
nepeaBaeMoil Ha ayTCOPCHHT, KOTOPBIE MOTYT MPEACTaBIATh OMACHOCTH ISl €ro
MOMEIIEHUM, 000py0BaHUSI, IEPCOHAIA.

III. ITepconan

7. Jns coOnrofeHus ycTaHOBJIEHHBIX HacTosmuMu IlpaBunamu TpeOoBaHUI
CyOBbEeKT  OOpalleHus  JIEKapCTBEHHBIX  IpemapaToB C  y4eToM  oObeMa
OCYLIECTBIISIEMOM UM  JEATEIBbHOCTHM 1O XpaHEHWI0 U (WIM) [epeBO3Ke
JIEKapCTBEHHBIX MPENapaToB JIOJKEH UMETh HEOOXOAUMBII MepCOHAII.

8. TpebGoBanusi K KBanu(pUKauuu M CTaxXKy pabOThl MEpcOoHalla YCTAaHOBIICHBI
[Tonoxxennem o nuieH3UpOBaHUU (HapMaIleBTUUECKON JIESITEIbHOCTH <1>,

<1> Ilocranosnenue IlpaButennctBa Poccuiickoii denepauun ot 22 nexadps
2011 r. N 1081 "O nuuensupoBanuu apmaiepruueckoi aestenpbHoctu" (Codbpanue
3akoHogarenbcTBa Poccuiickoit denepanun, 2012, N 1, ct. 126; 2012, N 37, cr.
5002; 2013, N 16, ct. 1970).

9. OOs3aHHOCTM M OTBETCTBEHHOCTb pAa0OTHUKOB CYOBEKTa OOpalleHus
JIEKapCTBEHHBIX MpPENapaTroB, B TOM YHUCJIE OTBETCTBEHHOI'O JIMIA, 3aKPEIUISIOTCA B
JOJIKHOCTHBIX HHCTPYKLHUSAX.

10. PyxoBoautenb cyObeKkTa OOpalleHusi JIEKapCTBEHHBIX MPernapaToB
YTBEPKJAaeT IJIaH-Tpa@UK MPOBEACHHUS MEPBUYHOM M MOCIEAYIOUIMX MOATOTOBOK
(MHCTpyKTa)kei) TMepcoHajia, KOHTPOJMPYET €ro MCIHOJHEHHE M OLEHUBAET
3G (PEeKTUBHOCTH MOJATOTOBOK (MHCTPYKTaXa) C LIENbI0 UX COBEPILIECHCTBOBAHMS.

[lepconan, paboTarouuii ¢ JEKapCTBEHHbIMU INpernapataMd, B OTHOILIECHHUH
KOTOpBIX YCTAHOBJIEHBl CHEUHUAalbHbIE YCIOBUS XpaHEHHs W (WIM) TEPEeBO3KH,
MPOXOJIUT MOATOTOBKY (MHCTPYKTaX) B COOTBETCTBUU C 3aHUMAEMOM JI0JKHOCTBIO.

JIOKyMEHTBI O MPOBEJAEHUU TMOJATOTOBKH (MHCTPYKTa)Ka) apXUBUPYIOTCA M
XpaHATCS B COOTBETCTBMM C 3aKOHOJAATenbcTBOM Poccuiickoit ®enepaunu 00
apXUBHOM J€JIE.

IV. Ilomenienus u 000pyI0BaHKE I XPAaHEHUS
JIEKapCTBEHHBIX MIPENapaToB

11. CyObexT oOpaieHus JEeKapCTBEHHBIX NpenapaTroB sl OCYIIECTBICHUS
NESATENbHOCTH 1O XPAaHEHUIO JIEKQpCTBEHHBIX IMpenapaToB JOKEH HMETh



HEO0OXOMMbIE MOMEIIeHHs U (WIHM) 30HBI, a TaKXKe 000pyAOBaHUE JJISl BBHITOTHEHUS
omepanuil ¢ JIeKapCTBEHHBIMH TIpenapaTaMu, OOECTIEUHBAIOIINE WX XpaHEHUE B
COOTBETCTBUHM C TpeOOBaHMsIMU HacTosAmux [IpaBu.

12. TlomemieHus sl XpaHEHUs JEKAPCTBEHHBIX MPENapaToB JOJKHBI 001a1aTh
BMECTUMOCTBIO U 00ECIIEUnBaTh OE30MACHOE pa3/elbHOE XPAHEHHUE U NEPEMEIICHNE
JIEKAPCTBEHHBIX MPENAapaATOB.

13. [Inomanps mOMeNIeHUM, UCIONB3YEMbIX MPOU3BOIUTEISIMH JICKAPCTBEHHBIX
MpenapaToB U OpraHU3aIMsSIMHU ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMU IperapaTami,
JIOJDKHA COOTBETCTBOBAaTH O0O0BEMY XPAHUMBIX JIEKAPCTBEHHBIX IMpENapaToB M
cocTaBJisITh HE MeHee 150 KB. METPOB.

14. IInomwanps NOMEMIEHUH, UCIIONB3YEMBIX MPOU3BOIUTEISAMH JIEKAPCTBEHHBIX
[IpENapaToB U OPraHu3alysMU ONTOBOW TOPrOBIIM JIEKAPCTBEHHBIMU IIpPEapaTaMu,
J0JKHA OBITh pa3jieJieHa Ha 30HbI, MPEJHA3HAYEHHBIE ISl BHITOJIHEHUS CIAEAYIOIIHNX

GyHKLINN:
a) MPUEMKH JIEKAPCTBEHHBIX MPENapaToB;
0) OCHOBHOT'O XpaHEHUS JIEKapCTBEHHBIX MPENapaTos;
B) DKCITCIUITNH,
T') XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB, TPEOYIONINX CIEIHATBHBIX YCIOBH;

1) XpaHEHMs BBIABICHHBIX (DATbCUPUIMPOBAHHBIX, HEI0OPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX MPETAPATOB;

€) KapaHTHUHHOI'O XPAHEHUs JIEKapCTBEHHBIX NIPEMNapaToB.

15. [Inomane moMeuieHui, UCMOJIb3yEMbIX APYTUMHU CYObEKTaMu OOpalleHus
JIEKapCTBEHHBIX MPENapaToB, JOJKHA OBITh pa3jelieHa Ha 30HbI, MPEeAHA3HAYCHHBIC
JUTSI BBITIOJTHEHUSI CIIETYIOUIUX (PYHKIUI:

a) MPUEMKH JIEKApCTBEHHBIX MPENapaToB;
0) XpaHEeHHUs JIEKAPCTBEHHBIX MPENapaToB, TPEOYIOMIMX CIIEHHUATIbHbIX YCIOBHIA;

B) XpaHEHHUs BBIIBICHHBIX (PalbcUPUUMPOBAHHBIX, HEIOOPOKAUECTBEHHBIX,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB, a TaKKe JIEKapCTBEHHBIX MPEenapaTroB
C UCTEKIIUM CPOKOM T'OJTHOCTH;

F) KapaHTUHHOI'O XpaHCHHA JICKAPCTBCHHBIX IIPCIIaApaTOB.

16. ®ynkuu, npegycMoTpeHHble nyHnktamu 14 u 15 nacrosiux [IpaBumi, Mmoryt
BBIITOJIHATHCS B OT/IEJIBHBIX TOMELIEHUSX.



17. TlomemeHnss M 30HBI, MCHOJB3YEMBIE JUISI XPAHEHMS JIEKAPCTBEHHBIX
NpenaparoB, JOJKHbI ObITh OCBEILEHBI.

18. Cucrema, 3ameHsAwonIas pasfeieHUE 30H XpaHEHUSA, B TOM YHCIIE
MOCPEJCTBOM JJIEKTPOHHON 00pabOTKHU JaHHBIX, JOJAKHA 00ECrEeYnuBaTh TPEOYEMBbIit
yYpOBEHB 0€30MaCHOCTH U OBITh BAIUIUPOBAHA.

19. AnMUHUCTPATUBHO-OBITOBBIE TMOMEIICHUS OTACISIIOTCS OT 30H XpaHEHUSs
JIEKapCTBEHHBIX MPENAPATOB.

20. B nomemeHusx AJii XpaHEHUs! JIEKAPCTBEHHBIX MpPENapaToB 3allpeliaeTcs
XpaHEHUE MHILEBBIX MPOAYKTOB, TaOAYHBIX M3/EJIUNA, HAMHUTKOB, 33 HCKIIOYEHUEM
NUTHEBOM BOJBI, a TaKXe JIEKApCTBEHHBIX MpEnapaToB, MpeAHA3HAYEHHBIX JIs
JUYHOIO MCHOJb30BaHUsl pa0OTHUKAMU CyOBbEKTa OOpalleHHsl JIeKapCTBEHHBIX
IpenapaTos.

21. B nomMemenusax u (WiM) 30HaX AOJKHBI MOAJIEPKUBATHCA TEMIEPATypHBIE
PEXKUMBI XPAaHEHHS U BIIAXKHOCTb, COOTBETCTBYIOIIME YCIOBHUSM XpPaHEHMS,
YKa3aHHBIM B HOPMAaTHBHOM JOKYMEHTAIlMHM, COCTABISIIOLIEH PErMCTPAMOHHOE
JOChE JIEKAPCTBEHHOr0 IpemnapaTra, MHCTPYKLIHHM [0 MEIUIMHCKOMY MPUMEHEHUIO
JIEKAPCTBEHHOTO MPENAapaToOB U HA YIIAKOBKE JIEKAPCTBEHHOTO IIpenapara.

22. Jna obecnedyeHuss TpeOyeMbIX YCIOBUH XpaHEHHUs JIEKapCTBEHHBIX
IpenapaToB B MOMEIIEHUAX (30HAX), UCIOJIb3YEMbIX JUJISl XPAaHEHUS JIEKapCTBEHHBIX
npenaparoB, MPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MpENapaToB W OpraHu3alusiMu
ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU TNIpenaparaMl OCYILECTBISETCS H3yYeHUe
pacnpezesieHus: TeMIepaTypsl (fajnee - TeMIEpaTypHOe KapTUPOBAHNUE).

O6opynoBanue Uisi KOHTPOJIA TEMIIEpaTypbl pa3MellaeTcsi B IMOMELIEHUs
(30HaxX) B COOTBETCTBMM C pe3yJbTaTaMU TEMIEPATypPHOIO KapTUPOBAHMS, Ha
OCHOBAaHMHU MPOBEAEHHOI0 aHAJIN3a U OLIEHKU PUCKOB.

TemneparypHoe KapTHpOBaHUE HEOOXOJUMO TMOBTOPSATH B COOTBETCTBHM C
pe3ysibTaTaMl aHaju3a pPHUCKOB, a TaKXe MpU HM3MEHEHUAX B KOHCTPYKLIHH
MOMEIIEHUS (30H) WK 000pYAOBAHMS JI1 KOHTPOJISL TEMIIEPATYPBHI.

23. Pe3ynbTaThl TEMIIEPATYpHOTO KAPTUPOBAHHS  PETUCTPUPYIOTCA B
CIELUAIBHOM XKypHayie (KapTe) perucTpanud Ha OyMakHOM Hocutele U (Wih) B
AJIEKTPOHHOM BHUJE€ €XKEIHEBHO, B TOM YHCJI€ B BBIXOJIHBIC W TPA3JHUYHBIC JTHHU.
Kypnan (kapTa) peructpaluu XpaHUTCs B TEUCHUE JBYX JIET.

24. CyObekT oOpalleHus JIEKapCTBEHHBIX IPENapaToB pa3paldaThiBaeT MU
YTBEPKJIa€T KOMILIEKC MEpP, HAPABJICHHBIX HA MUHUMH3ALMIO PUCKAa KOHTAMUHALIMH
MaTepHaJioB WM JIEKAPCTBEHHBIX MPENapaToB, MPU YCIOBUU COOIOEHUS 3aIUTHI OT
BO3JICUCTBUS (PaKTOPOB BHEIIHEH CPEJIbI.



25. Tlpouenypsl mo yoopke MOMEIIEHUM (30H) JJII XPAaHEHHS JEKapCTBEHHBIX
npenapaToB MPOBOJASITCS B COOTBETCTBUM CO CTAHAAPTHBIMU OINEPAlMOHHBIMU
MpOLETyPaMH.

Otpenka mnomenieHU (BHYTPEHHHE TOBEPXHOCTH CTEH, TIIOTOJKOB) s
XpaHEHUsl JIEKapCTBEHHBIX IMPENapaToB JOJDKHA  JOMYCKaTb  BO3MOYKHOCTH
MPOBEJICHUS BIAKHON YOOPKH M UCKIIOYaTh HAKOTUIEHHUE TBUIH.

O6opynoBaHue, WHBEHTAph W MaTepuaibl sl YOOpKH (OUMCTKH), a TakKxke
MOIOIIIUE U JE3UH(GUIMPYIOIINE CPEJICTBA JOJKHBI XPAaHUTHCS B OTIEIbHBIX 30HAX
(mxadax).

26. llomemieHus sl XpaHEHMs JIEKAPCTBEHHBIX IPENapaToB JOJKHBI OBITH
CHOPOEKTUPOBAaHbI M OCHAIIEHbl TAaKUM 00pa3oM, 4TOObl O0ECNEeYUTh 3aIUTY OT
MPOHUKHOBEHUSI HACEKOMBIX, IPHI3YHOB WJIM JIPYTUX KUBOTHBIX.

27. B mnomeuieHus (30HbI) AJii XPAHEHUs JIEKAPCTBEHHBIX NPENapaToB HE
JOMYCKAIOTCS JIMIA, HE MMEIOIINE MpaBa JOCTYIA, ONPEAEIEHHOIO CTAHAAPTHBIMU
ONEPALMOHHBIMH IIPOLIETYPAMH.

28. Ilpou3BoauTensAM JIEKapCTBEHHBIX NPENApaToB M OPraHU3alUsIM OITOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU IperapaTaMu HEOOXOAMMO MPEAYyCMOTPETh pa3eieHue
MOTOKOB MEPEMEIECHUS JEKAPCTBEHHbBIX MPENAapaTOB MEXAY MOMEIICHUSAMU U (WIIN)
30HAaMHM JJIsI XpPAaHEHHUsI JIEKAPCTBEHHBIX IIPENApaTOB.

29. Cremnaxu (mkadbl) ISl XpaHEHUS JIEKAPCTBEHHBIX MPENapaToB JOJIKHBI
OBbITh MapKUPOBaHbl, UMETh CTEJUIAXKHBIE KapTbl, HAXOASIIMECS B BUIAUMON 30HE,
oOecreynBaTh WACHTHU(PUKALMIO JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUHU C
pUMEHSIEMOI CyObEKTOM OOpalleHHs JeKapCTBEHHBIX NPENapaToB CUCTEMOM yYeTa.
JlonyckaeTrcss NpUMEHEHUE JIIEKTPOHHOM CHUCTeMbl OOpa0OTKM JaHHBIX BMECTO
CTeJTIaXHBIX KapT. [Ipyu ncrnonb30BaHUU 3JEKTPOHHON CUCTEMBI 00pPaOOTKHU JAaHHBIX
JOIyCKaeTcsl UACHTU(PUKALMS TPU TOMOLIU KOJOB.

30. JlekapcTBEHHBIE MpeNapaThl, B OTHOUIEHUU KOTOPBIX CyOBEKTOM OOpalleHus
JIEKapCTBEHHBIX MPENapaToB HE MPUHATO peUIeHUE O JajibHeilIeM oO0palleHnuu, Win
JIEKapCTBEHHbIE IMpemnaparbl, OOpalleHue KOTOPBIX MPUOCTAHOBIEHO, a TaKXe
BO3BpalEHHbIE CYOBEKTY OOpallleHUs JIEKAPCTBEHHBIX MPENapaToB JIEKAPCTBEHHBIE
npenaparbl JIOJDKHBI OBITh TMOMEUIEHbl B OTIEJIbHOE IOMEUIeHUE (30HY) WU
M30JMPOBAaHbl C TMPUMEHEHHEM CHCTEMbl OJJIEKTPOHHOH 0O0pabOTKM JaHHBIX,
obecrnieunBaroLel pa3ieicHue.

JlexapcTBEHHBIE MpernapaThl, B OTHOIIEHUH KOTOPBIX CYOBEKTOM OOpalleHHs
JIEKapCTBEHHBIX MpPENapaToB MPUHITO PEIICHWE O MPUOCTAHOBICHUH NPUMEHEHHUS
wii o0 u3bATMM M3  oOpaimieHus, a Takke (QanbcUPUUUPOBAHHBIE,
HeZ00pOKaYeCTBEHHbIE U KOHTpa(aKTHbIE JIEKapCTBEHHBIE MpenapaThl JOJKHbBI ObITh
M30JIMPOBAHBI U pa3MENICHbI B CIIELIMATLHO BbIIEIEHHOM MOMEILIEHUHU (30HE).



HpeIIHpI/IHSITBIe MCPBI HM30JIAIUMK YKa3aHHBIX JICKAPCTBCHHLIX IIPCIIapaToOB
AOJKHBI TapaHTUPOBATb HCKIIIOYCHHUC HUX IOIMaJlaHuA B O6p3.H.[eHI/IC.

31. JlexapcTBEHHbIE Mpenaparbl, MOAJIEkKALIUE MPEAMETHO-KOJINYECTBEHHOMY
yuery <1>, 3a UCKIIIOUEHUEM HAPKOTUYECKHUX, ICUXOTPOIMHBIX, CUIIbHOAECHCTBYIOMINX
U SIZIOBUTHIX JIEKAPCTBEHHBIX CPEACTB, XPAHATCSA B METAIUNIMUYECKUX WM JACPEBSIHHBIX
mkagdax, orneyaTebIBa€MbIX WU TNIOMOUPYEMBIX B KOHIIE paboyvero JHs.

<1> Ilpukaz MunszgpaBa Poccum ot 22 ampens 2014 r. N 183u "OO6
YTBEPKIAEHUN NEPEUHS JIEKAPCTBEHHBIX CPEIACTB JJISI MEIUIMHCKOIO IPUMEHEHMS,
MOJIEKAIINX MIPEAMETHO-KOTNYECTBEHHOMY yaeTy" (3aperucTpupoBaH
MunucrepctBom  roctuuun  Poccmiickoiit  ®denpepanuu 22 wurona 2014 T,
peructparmodubiii N 33210) ¢ u3MeHeHUsIMU, BHECEHHBIMU TIpHKa3oM MuH3apaBa
Poccun ot 10 centsiops 2015 r. N 6341 "O BHeceHHMM HM3MEHEHUN B HEKOTOpPbHIE
npukassl MUHUCTEPCTBA 3ApaBOOXPAHEHUsI U COLMAIBHOrO pa3Butus Pocculickon
Oenepanun 1 MuHucTepcTBa  3ApaBooxpaHeHus Poccuiickoit  ®Denepanun”
(3apeructpupoBad MunuctepctBoMm roctutiun Poccuiickoit @enepanuu 30 ceHTIOps
2015 r., peructpauuonsbiii N 39063).

32. JlekapcTBeHHbIE Mpenaparbl, COJAEp)KAIMEe HAPKOTHYECKUE CpPENCTBA U
IICUXOTPOIIHBIE  BEIIECTBA,  JOJUKHBI  XPAaHUTbCS B COOTBETCTBUM  C
3aKOHOJAaTesnbCcTBOM Poccuiickon ®Penepanui O HAPKOTUYECKUX CPEACTBAX U
MICUXOTPOIIHBIX BEIIECTBAX.

33. XpaHeHue JIeKapCTBEHHBIX MPENapaToB, COACPKAIIUX CUIIBHOJICUCTBYIOIINE
U SJIOBUTHIE BellecTBA <1>, HaXOASUIUMXCS TOJ KOHTPOJEM B COOTBETCTBUHU
MEXyHApOJHBIMH TPABOBBIMM HOPMAaMH, OCYIIECTBISIETCS B IOMEIICHUSX,
00OpYy/IOBaHHBIX  WHXXEHEPHBIMHM U  TEXHUYECKUMU  CPEJCTBAMHU  OXpPaHbI,
aQHAJIOTUYHBIMU TTPEAYCMOTPEHHBIM JJIsI XPAHEHUS] HAPKOTUYECKUX U MICUXOTPOIHBIX
JIEKAPCTBEHHBIX CPEJICTB.

<1> Ilocranosnenue IlpaButennpctBa Poccuiickoii @enepauun ot 29 nexadps
2007 r. N 964 "OO yTBEpXIEHUU CHUCKOB CHJIBHOJACHCTBYIOIIUX U SJIOBUTHIX
BEILIECTB IS LeNel cTaTbu 234 u Apyrux crareil YrosoBHOro koaekca Poccuiickoit
®denepanuu, a TaKKe KPYIMHOIO pa3Mepa CHIbHOACHCTBYIONIMX BEIIECTB AJIs LieJen
ctatbu 234  VYronoBHoro kojekca Poccuiickoit ®enepanuu" (CoOpanue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2008, N 2, ct. 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. JlomyckaeTcss XpaHEHHE B OJHOM TEXHUYECKH YKPEIJIEHHOM IOMELIEHHUH
JIEKAPCTBEHHBIX MIPENAPATOB, MPETYCMOTPEHHBIX TYHKTOM 32 Hactosuux [IpaBun, u



JIEKapCTBEHHBIX TPENapaToB, COACPXKAIINX CHIHHOACHCTBYIONIUE WM SITOBUTHIC
BemiecTBa. [Ipm 3TOM XpaHEHHE TaKUX JIEKAPCTBEHHBIX TPENapaToB JOJHKHO
OCYLIECTBIISITHCS (B 3aBUCMMOCTH OT OOBbEMa 3amacoB) Ha Pa3HBIX MOJKaxX ceilda
(MeTtammueckoro mkada) WiIM B pa3HbIX ceddax (METAUIMYECKUX MIKadax),
OTeYaThIBAEMbIX WJIN TUIOMOMPYEMBIX B KOHIIE pabodero JHS.

35. CyOwekTy oOpamieHus JIGKapCTBEHHBIX IMpenapaToB  HEOOXOJIUMO
00€ecCreynuTh OXpPaHHYI0 CUCTEMY, IMO3BOJISAIONIYIO TMPEJOTBPALATh HEMPaBOMEPHOE
MPOHUKHOBEHUE B JIOObIE TMOMEIIECHUS (30HbI) JJIi XPAHEHUs JEKAPCTBEHHBIX
npenaparos.

36. O0GopynoBaHue, OKa3bIBAIOIIEE BIUSHHUE Ha XpaHeHUE U (WJIK) MEPEBO3KY
JICKapCTBEHHBIX  TPEMapaToB, JOJDKHO  IPOCKTUPOBATHCS, pPa3MENIaThCA |
00CITy>KUBaThCS COTJIACHO JJOKYMEHTAIIMU 10 €r0 UCTIOIB30BaHUIO (IKCILTyaTaluu).

37. K o0opyaoBaHHIO, HCIOJIL3YEMOMY B TMPOIECCEe XpaHeHUs U (WIH)
MEePEBO3KHU JIEKAPCTBEHHBIX MPENapaToB, OTHOCITCS B TOM YHUCJIE:

a) CHCTeMbI KOHIUITMOHUPOBAHHSI;

0) XOJIOMUIBHBIE KaMePhl U (UJTU) XOJOAWIHLHUKHY;
B) OXpaHHas U TOYKapHasi CUTHAIA3AITHS;

') CUCTEMbI KOHTPOJIS I0CTYTIA;

1) BEHTHISIIMOHHAS CUCTEMA;

€) TEPMOTUTPOMETPHI (ICUXPOMETPHI) WIIM UHOE 000PYy/I0BAHUE, UCIIOIb3YEeMOe
JUTSL PETUCTPALIMK TEeMIIEPaTyphl U BIAXKHOCTH.

38. OOopymoBaHue, OTHOCAIIEECS K CpPEICTBAM H3MEpPEHHI, 10 BBOJAa B
AKCIUTyaTalllio, a TaKXe TO0CJIe PEMOHTA MOJICKUT MEPBUYHON TMOBEpKEe U (WIJIM)
KaIMOpOBKE, a B TMPOIECCe DIKCIUTyaTallud - TEPUOJAUYECKON MOoBepke H (WIIM)
KaIMOPOBKE B COOTBETCTBUM C TPeOOBAaHUAMHM 3aKOHOJATeNnbcTBa Poccuiickoit
®denepanuu 006 oOecriedyeH eIMHCTBA U3MEpeHni <1>.

<1> Cratbu 13 u 18 ®enepanbHoro 3akoHa ot 26 utons 2008 r. N 102-d3 "O0
oOecrieuenun enuHcTBa u3MmepeHuil" (CoOpanue 3akoHoaarenbcTBa Poccuiickoi
®eneparun, 2008, N 26, ct. 3021; 2014, N 26, ct. 3366; N 30, cT. 4255).

39. PemoHT, TexHMYECKOe OOCIyXKMBaHUE, MOBEpKa M (WUJK) KaauOpOBKa
000pyAOBaHUS AOJAKHBI OCYILIECTBIATHCS B COOTBETCTBUU C YTBEPKIAEMbIM TUIAHOM-
rpagukom, TakuM o0Opa3oM, YTOOBI KadeCTBO JIEKAPCTBEHHBIX MPENapaToB HE



MMOoABCPrajaoCh HCraTUBHOMY BO3I[CI>1CTBHIO .

40. Ha Bpemss pemMoHTa, TEXHHUYECKOTO OOCTY>KUBaHUS, TMOBEPKU U (WIM)
KaJIMOPOBKU 0OOPYAOBaHUS U CPEACTB U3MEPEHHUS JOJKHBI OBITh MPUHSATHI MEpHI,
obOecnieunBaroire TpedyeMble YCIOBUS XpaHEHUs IEKAPCTBEHHBIX MPEMapaToB.

Pemont, TexHuueckoe oOCTy)XMBaHHE, TOBEpKa U (WIH) KaauOpOBKa
000py/IOBaHUSI U CPEJICTB M3MEPEHUs JIOJAKHBI ObITh COOTBETCTBYIOIIMM OOpa3oM
OTpakeHbl B JIOKYMEHTaX, KOTOpPbIE€ apXUBUPYIOTCS U XPAHITCS B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanum 006 apXUBHOM JETe.

V. JIOKyMEHTBHI 110 XpaHEHUIO U IIEPEBO3KE
JIEKapCTBEHHBIX IIPEIIAapaToOB

41. JIOKyMEHTHI IO XpaHEHUIO U (WJIK) TIePEeBO3KE JIEKAPCTBEHHBIX MPENapaTos,
OMUCHIBAIOIINM JICHCTBHUSI, BBITIOJIHSIEMbIE CYOBEKTOM OOpaIleHUs! JEKapCTBEHHBIX
npenapaToB, HampaBieHHbIE Ha COOJIOJICHHE TpPeOOBaHMM, YCTAHOBIECHHBIX
HactosimuMu [IpaBunaMu, BKIIOYAIOT B TOM YHCIIE CTaHAApPTHBIE OINEPAIlMOHHbBIC
MPOLIEAYPhl, THCTPYKIIUHU, TOTOBOPHI, OTYETHI.

COIICp)KaHI/Ie JOKYMCHTOB OOJI’KHO OBITh IIOHATHBIM, OJHO3HA4YHBIM, HC
AOIMYyCKAaromuM JABYCMBICIICHHBIX TOJIKOBAHUI.

42. Cpok XpaHeHHUs] JOKYMEHTOB ONpPEAECIsEeTCS B COOTBETCTBUU C
TpeOOoBaHUAMU 3aKOHOAaTeNIbcTBA Poccuiickoit Denepaiiiu 06 apXUBHOM JIeJie.

43. TlepcoHan AO0MKEeH OBITh O3HAKOMJIEH M UMETh JOCTYNl K JOKYMEHTaM,
HEOOXOIUMBIM ISl HCTIOJTHEHUS JOJKHOCTHBIX 00513aHHOCTEH.

VI. [leiicTBust cyObeKTa oOpanieHus JeKapCTBEHHBIX TPENapaToB
10 XPAHEHUIO U MEPEBO3KE

44. Bce pelcTBUA CcyOBbeKkTa OOpallleHHs] JIEKapCTBEHHBIX IMpenapaToB IO
XPaHEHUIO U (WJIM) MEePEBO3KE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISIOTCS TAKUM
o0pa3oM, 4YTOOBl MJIEHTUYHOCTh M KAaYECTBEHHBIE XapAaKTEPUCTUKH JIEKApPCTBEHHBIX
npenaparoB He ObUIM yTpaueHbl U COOJII0ATUCh YCIOBUS UX XPAHEHUs], YKa3aHHbIE B
MHCTPYKLIIMM [0 MEAULMHCKOMY IPUMEHEHUIO M Ha YIAKOBKE JIEKAPCTBEHHOIO
npenapara.

45. CyObekToM 0O0pallleHHsl JIEKAPCTBEHHBIX MPENapaToB MPUHUMAIOTCS MEpHI
JUIT MUHUMH3AIIH PUCKa MPOHUKHOBEHUS (anbCU(PUIIMPOBAHHBIX, KOHTPa()aKTHBIX,
HET00POKaYeCTBEHHBIX JICKAPCTBEHHBIX MTPEMapaToB B 0OpaIlieHHe.

46. B nponecce nmprueMKU JEKApPCTBEHHBIX MpenapaToB pabOTHUKAMHU CyOBEKTa
oOpaleHusi JeKapCTBEHHBIX IMPENnapaToB OCYLIECTBISIETCS MPOBEPKAa COOTBETCTBUS
MPUHUMAEMBIX JIEKapCTBEHHBIX npenaparoB TOBAPOCONPOBOAUTEIBHOM



JOKYMEHTAllMM TI0 aCCOPTUMEHTY, KOJMYECTBY M KA4yeCTBY, COOJIIOACHUIO
CHelUalIbHBIX YCIOBUN XpaHeHUs (IpU HAJIMYMU TaKOro TpeOOBaHUSI B HOPMATHUBHOM
JOKYMEHTAIlMM Ha JIEKapCTBEHHBIM Mpernapar), a TakKe HAJIUYUI0 MOBPEKICHUN
TPAHCIIOPTHOM Taphbl.

47. JlexkapcTBEHHBIE IMpenapaTbl HEOOXOAUMO XPAHUTh C YYETOM TpeOOBaHMIA,
HOPMATUBHOW JOKYMEHTAl[MM, COCTAaBJSAIOIIEH PErHCTPAllMOHHOE JOChe Ha
JIEKapCTBEHHbI mpemnapar, WHCTPYKUMHU 1O MEIULUHUHCKOMY IPUMEHEHHUIO,
uH(popMaluy, cojaepKaleiics Ha NEepBUYHOM M (WJIM) BTOPUYHOM YIAKOBKE
JIEKapCTBEHHOT'O Ipenapara, TPAaHCIOPTHOM Tape, a Takke B COOTBETCTBUU C
TpeOOBaHUSIMHU, YCTAaHOBICHHBIMU HacToss MU [IpaBunamu.

48. JlexapcTBeHHBIC TMpemnaparbl JOHKHBI pa3MeliaThCs Ha CcTeiuiaxax (B
mkadgax) WId Ha MoAToBapHUKax (moanoHax). He momyckaercss pasMelieHue
JIEKapCTBEHHBIX MpernapaTroB Ha nojy 0e3 nmojaoHa. [lon1oHkl MOTYT pacnonaratbes
Ha MOJly B OJIMH PsiJi WM Ha CTEJUIa)KaX B HECKOJIBKO SIPYCOB B 3aBUCHUMOCTH OT
BBICOTHI cTe/uiaka. He gomyckaeTcsi pa3MmelleHHe MNOJJOHOB C JIEKAPCTBEHHBIMU
npenaparaMy B HECKOJIBKO PSZIOB MO BBICOTE 0€3 MCIOJIb30BAHMS CTEILIaXEH.

49. JlekapcTBeHHbIE MpenapaThl pa3MeNaloT B MOMEIICHUSAX U (UJTK) 30HAX IS
XpaHEHUs JIEKApCTBEHHBIX IMpENnaparoB B COOTBETCTBUU C TpeOOBAHUSMHU
HOPMATUBHOW JTIOKYMEHTAluu U (Uiu) TpeOOBaHUSMH, YKa3aHHBIMU Ha YIAKOBKE
JIEKapCTBEHHOTO Ipenapara, C y4eTOM:

a) (pM3UKO-XMMHUYECKHX CBOMCTB JIEKAPCTBEHHBIX MPETapaTOB;
0) apMakosoruyeckux rpymr;
B) crioco0a BBEJICHUS JIEKAPCTBEHHBIX MPENapaToB.

[Ipu pa3melieHnH JEKapCTBEHHBIX MPENaparoB B MOMEIICHUSIX U (WJIM) 30HAX
JUIsL  XpaHEHUs JIEKAPCTBEHHBIX MPENapaTroB  JIONYCKAeTCS  HCIMOJIb30BaHUE
KOMITbIOTEPHBIX TEXHOJIOTHH (110 aipaBUTHOMY MPUHLUITY, 110 KOAaM).

50. B cimydae OTCYyTCTBUSI BO3MOKHOCTH COOJIIOJIEHHSI YCJIOBUM XpaHEHUS B
npolecce NPUEMKH JIEKAPCTBEHHbIE MpenapaThl, TpeOyIOUIMe CelUaNbHbIX YCIOBUN
XpaHEeHHUs U Mep 0e30MacHOCTH, MOCJE BBINOJIHEHHUS HEOOXOAMMBIX MPOBEPOYHBIX
MEPOTPUATUN TIEPEMEILAIOTCS B COOTBETCTBYIOLIEE MTOMEIIEHUE WM 30HY XpaHEHUs
C YYETOM TpeOOBaHUI CTAHIaPTHOM ONEepalMOHHON MPOLEAYPHI.

51. XpaHeHHE OrHEONACHBIX M B3PBIBOONACHBIX JICKAPCTBEHHBIX IPENAPATOB
OCYIIECTBIISIETCSl BIAIM OT OTHA W OTONMUTENbHBIX MpudopoB. HeoOxonumo
HCKIIFOYUTh MEXaHWYECKOE BO3JCHCTBUE HA OrHEOINACHBIE W B3PBIBOOIACHBIE
JIEKAPCTBEHHBIE MPENAPATHI, B TOM YHCJIE BO3/IEHCTBUE NPSIMBIX COJHEYHBIX JIy4EH U

yIapsbl.



52. JlekapcTBeHHBIE MpenapaThl, TPeOYIOMIME 3alU[UThl OT BO3JEUCTBHS CBETA,
JOJKHBl XPaHUTBCS B NOMEIICHMUSX WM CHEHHATIbHO OOOPYIOBAaHHBIX 30HAX,
o0ecrneynBaroIlyX 3allUTy OT MONaJaHus Ha yKa3aHHbIE JEKAPCTBEHHBIE MpenapaTsl
MPSIMBIX COJIHEYHBIX JTy4eHn.

53. Omneparnuu ¢ JeKapCTBEHHBIMH MpenapaTaMu, OCYIIECTBIsIEMbIE B CKIAJICKIX
MOMEIIEHUSIX, M TepeBO3Ka JIGKAPCTBEHHBIX MPETAapaTOB  BBIMOIHIIOTCS €
coOJI0IeHneM TpeOOBaHUM, YCTAaHOBIEHHBIX HacTosIMMU [IpaBunamu, a Takxke Mep
0€30MacHOCTH.

54. Otrpy3ka JIeKapCTBEHHBIX MpPENapaToB MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
npenaparoB MU OpPraHU3alUsMHU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMHM MpenapaTtaMu
OpraHu3yeTcsi TakuM o00pa3oM, 4YTOObI JIEKapCTBEHHBbIE Mpenaparbl C MEHbIIUM
CPOKOM T'OJTHOCTH OTITYCKAJIUCh B NEPBYIO OUEPE/Ib.

55. JlekapcTBEeHHBIE IIpenaparbl, IPEAHA3HAYCHHBIE JUISI YHUYTOXKEHHUS, B
COOTBETCTBHM CO CTaHAApPTHBIMU ONEPALMOHHBIMU MPOLEIYpaMH JIOJKHBI OBITh
MAapKUpPOBAaHbl M H30JIMPOBAHBI OT JIEKAPCTBEHHBIX IPENAPATOB, JONYIIEHHBIX K
oOpallleHHIo.

VII. IlepeBo3Ka 1€KapCTBEHHBIX IIPENAPATOB

56. CyObekT oOpallleHHsl JIEKapCTBEHHBIX NpEenaparoB MpH MOATOTOBKE K
nepeBO3Ke JEKapCTBEHHBIX MpenapaToB 00eCHeunBaeT COrjJacoBaHUE C MOIydaTeseM
JEKapCTBEHHBIX MpPEeNapaToB OCTATOYHBIX CPOKOB TOJHOCTH MOCTaBISEMBIX
JIeKapCTBEHHBIX MPEmapaToB.

S7. IlepeBo3Ka JEKAPCTBEHHBIX IIPENapaToOB CONMPOBOKIAETCS JOKYMEHTAMH B
COOTBETCTBUHM C TPeOOBaHMUSIMU 3aKOHOaTeIhCcTBA Poccuiickoii denepanuu.

58. MWudopmanus o0 mnepeBo3Ke JIEKAPCTBEHHBIX MpENnapaToB JOJKHA
(buKcUpOBaTbCA CYOBEKTOM OOpalleHuss JEKapCTBEHHBIX MPENapaToB TaKuUM
o0pa3oM, 4ToObl 00eCIeUnTh KOHTPOJIb UX MEPEMEILECHUS.

59. B mporecce mepeBO3KH JIEKAPCTBEHHBIX MpPENapaToB HE3aBUCUMO OT ee
cnocoba  cyObeKkTOM  oOpalieHus  JICKapCTBEHHBIX  IpenapaTtoB  JOJKHA
o0ecreunBaTbCs BO3MOXKHOCTH  TMOJATBEPXKIEHUS KAa4yecTBa, TMOJIMHHOCTH U
IIEJIOCTHOCTH JIEKAPCTBEHHBIX MPENapaToB.

60. IlmanupoBaHuMe TEPEBO3KM JIEKAPCTBEHHBIX MPENapaToB  JIOJHKHO
OCYIIECTBIISIETCS] CYOBEKTOM OOpaleHus JIEKApCTBEHHBIX MpPEnapaToB Ha OCHOBAaHUU
MIPOBEJICHHOI'0 aHAJIN3a U OLICHKU BO3MOXHBIX PUCKOB.

61. Nudopmanuss O BBIABICHHBIX CYOBEKTOM OOpalleHHs] JIeKapCTBEHHBIX
IIpenapaToB B IPOLECCE NEPEBO3KH JIEKAPCTBEHHOIO Mpenapara ciaydasx HapyleHus
TEMIIEPaTypHOTO PEXHUMa XpaHEHUs W (WJIM) MOBPEXKACHHS YMAKOBKUA TOBOJUTCS



CyOBEKTOM O0OpallleHusi JIEKapCTBEHHBIX IMpenapaTtoB [0 OTHpaButesss U (WIH)
MOJTy4aTesisl JICKapCTBEHHBIX MpenapaToB.

[lo 3ampocy mosay4aTens JeKapCTBEHHBIX MPENapaToB CyOBEKTOM OOpalleHHs
JIEKApCTBEHHBIX  MpenapaToB JOJDKHBI  OBITh  MPEIOCTABICHBI CBEJICHUS O
COOJIIOICHUU TEMIIEPATYPHOTO PEXKUMa MPHU MEePEBO3KE JIEKAPCTBEHHBIX MpenapaToB.

62. Jlis mepeBO3KH JIEKaPCTBEHHBIX MPENapaToB MCIOIB3YIOTCS TPAHCIIOPTHBIC
cpeacTBa W o0opyJoBaHHME, OOeCNeYMBaKONIME COOJIOJICHHE UX KauyecTna,
3 PeKTUBHOCTH U OE30MaCHOCTH.

[Ipu nepeBo3ke TepMONAOUIBHBIX JIEKAPCTBEHHBIX MPENapaToB HCIOJIb3YyeTCs
CIELMATIM3UPOBAHHOE 000pyAOBaHUE, Oo0ecleUrBalollee MOAAEPKAHUE TPEOyEMBbIX
TEMIIEPATYPHBIX PEKUMOB XPAHEHUS JIEKAPCTBEHHBIX IIPENApATOB.

63. XJ1ag03/€eMEeHThl B M30TEPMUYECKUX KOHTEMHEpaxX pa3MellaroTcsi TaKuM
o0pa3oM, 4ToObI OTCYTCTBOBAJ MPSIMOM KOHTAKT C JIEKAPCTBEHHBIMU NpenapaTamMu.

[loBTOpHOE  MCMONB30BAaHUSI ~ HENOCTATOYHO  OXJXKIECHHBIX ¢ (WIM)
MOBPEKACHHBIX XJIa703JIEMEHTOB HE JOIMYCKAETCS.

PykoBoautens ~ cyObekTa  oOpamieHusi  JIGKQpCTBEHHBIX  IpenapaToB
o0OecreynBaeT MpOBEeJACHUE MHCTPYKTa)XKa O MOPSAJIKE MOATOTOBKH M30TEPMHUYECKHUX
KOHTEHHEPOB K IMEpPEBO3KE JIEKAPCTBEHHBIX IMpEnaparoB (C YYETOM CE30HHBIX
OCOOEHHOCTEH), a TakkKe O BO3MOXHOCTH TOBTOPHOI'O  HMCIOJIb30BaHUSA
XJ1a/109JIEMEHTOB.

64. O0opynoBaHuE, YCTAaHOBJIEHHOE BHYTPU TPAHCIOPTHOIO CPEACTBA WA B
KOHTEWHEpE, HUCTIONBb3yeMOoe ISl KOHTPOJIS U TOJJIepyKaHHs TEMIIEPaTypPHOTO peKuMa
B MpoILIecce MEePEeBO3KU JIEKAPCTBEHHBIX MPENapaToB, OTHOCAIIEECS B COOTBETCTBUU C
TpeOoBaHUSIMHU 3aKoHoAaTenbcTBa Poccuiickoit denepauun 00 obecnieueHUH
€IMHCTBA U3MEPEHHI K CpPeICTBaM M3MEPEHHi, 10 BBOAA B IKCILUIyaTaIHIO, a TAKKe
MOCJIe PEMOHTA MOJICKUT MEPBUYHON MOBEpPKE U (MJIM) KaJTUOpOBKE, a B Mpoliecce
AKCIUTyaTalluu - MEPUOJUYECKON TMOBEpKEe W (MJIM) KaTUOPOBKE B COOTBETCTBUU C
TpeOoBaHMUSIMHU 3aKoHoAaTelbcTBa Poccuiickoit ®enepauun 00 obecnieueHUH
€AMHCTBA U3MEPEHUM.

65. JlexkapcTBeHHbIE IpemnapaThl JOCTaBISIOTCS IO aApecy, YKa3aHHOMY B
TOBapOCOMPOBOIUTENBHBIX JOKYMEHTAX.

66. OTBETCTBEHHOCTh 3a coOdroJeHue TpeboBaHuil Hactoawux [IpaBun npu
IIEPEBO3KE JIEKApPCTBEHHBIX IPENapaToB BO3JAraercs Ha CyObEKT oOpalleHus
JIEKapCTBEHHBIX MPENapaToB.

67. B ciydasx, korjia mepeBo3ka COMPOBOKIACTCS OTMEPAIUSIMU 0 pa3rpy3ke
oOpaTHOM 3arpy3ke WM BKJIIOYAET B ce€0S TpPaH3UTHOE XPaHEHHE, COOJIIOMAOTCS



YCIIOBUS XpaHEHUs B MOMENICHUSX M olecrieueHue Oe30MacHOCTH Ha TPaH3UTHBIX
CKJIaJlaX, KOTOpbIE OIPEEICHbl JOIOBOPHBIMUA OTHOLIEHUSAMU MEXAY OTIIPABUTEIIEM
U TPAHCIIOPTHOW KOMIIAHWEH, HacrosAlumu IlpaBuinamMu M 3aKOHOAATEIHLCTBOM
Poccuiickont @enepaunm.

VIII. Tapa, ynakoBka 1 MapKUpPOBKa JICKAPCTBEHHBIX IIpenapaToB

68. JlekapcTBEeHHBIE MpenapaThl NEPEBO3SATCS B TPAHCIOPTHOM Tape, KOTOpasi HE
OKa3bIBAa€T OTPHUIATEIBLHOIO BIUSHHUS Ha UX KauecTBO, 3P(PEKTUBHOCTh U
0e30macHOCTh M OOecHeuMBaeT HAAEKHYIO 3alllMTy OT BO3ACHCTBUSA (PaKTOpOB
BHEIIHEN CPEJIbI.

69. Beibop cyOBeKTOM 00palieHust JeKapCTBEHHbBIX MPEnapaToB TPAHCIIOPTHOU
Tapbl, YHaKOBKA OCHOBBIBACTCS Ha:

a) YCTAHOBJIEHHBIX TpeOOBaHUAX K YCIOBUSM XpAaHEHHUS U TEPEBO3KU
JIEKAPCTBEHHBIX MPEnapaTroB <1>;

<1> Ilynkr 18 cratbu 5 denepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3
"O6 oOpamenun JekapcTBeHHbIX cpeAcTB" (CoOpaHue 3aKOHOIATENIHCTBA
Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; 2012, N 26, ct1. 3446; 2014, N 52, cr.
7540; 2015, N 29, cr. 4367), noanynkt 5.2.171 Tlonoxenuss o MwuHucrepcrse
3apaBooxpanenuss Poccuiickon @Denepanuu, YTBEPKACHHOTO ITOCTAHOBIECHUEM
[IpaButensctBa Poccuiickoit ®@enepaunu ot 19 utona 2012 r. N 608 (CobOpanue
3akoHojarenbcTBa Poccuiickont @enepanun, 2012, N 26, ct. 3526; 2013, N 16, cr.
1970; N 20, ct. 2477; N 22, cT. 2812; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, cT.
3577; N 30, ct. 4307; N 37, c1. 4969; 2015, N 2, c1. 491; N 12, c1. 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).

0) 00beMe, HEOOXOAMMOM JIJIs1 Pa3MELIEHUS JIEKapCTBEHHBIX IPEMApPaTOB;
B) KOJIEOaHUSX TEMIIEPATYpPhl OKpYKatoUIeH Cpeibl;

F) JJIUTCIIBHOCTH TMCPEBO3KH, BKIIOYAA BO3MOKHOC IMMPOMCIKYTOYHOC XPaHCHHUC
JICKAaPCTBCHHBIX IPCIIapaToB.

70. TpancnopTHas Tapa ¢ JISKAPCTBEHHBIMU MpPENapaTamMu B MPOLECCE MPUEMKH
JIEKapCTBEHHBIX MpENapaToB Mepes] NEepeMelleHUEM B MOMENIeHUS W (WIH) 30HY
XpaHEHHUs JODKHa OBITh OYHMIIEHA OT BHU3YaJIbHOTO  3arps3HeHus (mpu
HEOOXOIMMOCTH).

71. Ha TpaHcniopTHYIO Tapy, KOTOpasi He IpeHa3HauYeHa sl MOTpeOuTeIeH U B
KOTOPYIO MOMEIIIEHBI JIEKAPCTBEHHBIE Mpenapathl, 0HKHA HAHOCUTHCS HHGOpMAIS



O HAaMMEHOBAHUH, CEPUM JICKAPCTBEHHBIX MpenapaToB, JaTe BbITYCKa, KOJUYECTBE
BTOPUYHBIX  (MOTPEOUTENbCKUX)  YINAKOBOK  JICKAPCTBEHHBIX  MpemnaparTos,
MPOU3BOJUTENE JIGKAPCTBEHHBIX IMpPENaparoB ¢ yKa3aHUEM HAaWMEHOBAHUU W
MECTOHAXO0XIeHUs (aJpec) MPOU3BOIUTEIIS JIEKAPCTBEHHBIX MPEMapaToB, a TAKXKE O
CpPOKE TOJHOCTH JICKAPCTBEHHBIX MpenapaToB M 00 YCIOBUAX HUX XPaHCHUS H
MEePEBO3KU, HEOOXOIUMbIE MPEYTPEAUTENbHBIC HAAMUCH U MAHUTTYJISTOPHBIE 3HAKHU.




