MUHUCTEPCTBO
3[PABOOXPAHEHUA
POCCUMCKOW OEEPALIAN
Munagpas Poccun

IMPUKA3
ot 31 aBrycra 2016 r. N 6461

Ob YTBEPXJIAEHHUH ITPABUJI
HAJUIEXKAIIEW TIPAKTUKYA XPAHEHWS U TEPEBO3KHA
JIEKAPCTBEHHBIX
IMPEITAPATOB JJIAA MEJUIIUHCKOI'O ITPUMEHEHMUA

B cootBercTtBuM ¢ myHKkTOM 18 crathu 5 @enepanbHOro 3akona ot 12 ampens
2010 . N 61-®3 "O6 oOpamenun aekapcTBeHHbIX cpeacTB" (CoOpanue
3akoHoaaTenbcTBa Poccuiickont @enepanuu, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29, ct. 4367) n
noanyHkroM  5.2.171 TIlomoxkenus o  MuHHCTEpCTBE  3PAaBOOXPAHEHUS
Poccuniickont ®@epnepanuu, YTBEPKICHHOTO MOCTaHOBIeHUEM I[IpaBurenscTBa
Poccuiickoit @enepanuu ot 19 utons 2012 r. N 608 (CoOpaHue 3aKOHOIaTEIbCTBA
Poccuiickonn ®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cr.
2477; N 22, ct. 2812; N 45, c1. 5822; 2014, N 12, c1. 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 ct1. 4497; N 28, ct. 4741; N 34, ct. 5255),
MPUKAa3bIBAIO:

1. YTBepauths mpunaraemeie [IpaBuna Hajgnexaned NMpakTUKA XPAHEHHS U
MEPEBO3KHU JIEKAPCTBEHHBIX NTPENapaToB sl MEAULIMHCKOTO TPUMEHEHUSI.

2. Hacrosimuii mpuka3 Betymnaet B cuiny ¢ 1 mapra 2017 ropa.

Bpuo Mununctpa
N.H.KATPAMAHAIH



Y TBepKICHBI

npuKazoM MHUHHUCTEPCTBA 31PaBOOXPAHEHUS
Poccuiickon denepanuu

ot 31 aBrycra 2016 r. N 646H

ITPABUJIA
HAJUIEXKAIIEN IPAKTUKU XPAHEHUS U IEPEBO3KHA
JIEKAPCTBEHHBIX
MNPEINAPATOB JJIAA MEJUIIUHCKOI'O TIPUMEHEHMUSA

[. O01ue 1monoKeHus

1. Hacrosmue IlpaBuna Hammexamied NpPaKTHKA XPaHCHHUS W TEPEBO3KH
JICKapCTBEHHBIX  MpenapaTtoB Ui  MEAMIIMHCKOTO  TNpPUMEHEHHs  (janee
COOTBETCTBEHHO - [IpaBuia, JieKapCTBEHHBIE TpEMaparhl) YCTaHABIUBAIOT
TpeOOBaHMS K YCJIOBHSM XpaHEHHsS M TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB,
HEOOXOMUMBIM JIJIsi oOecriedeHus: KadecTBa, Oe30omacHOCTH M 3(G(HEKTUBHOCTH
JICKapCTBEHHBIX TMpenapaToB, a TakKKe MHUHMMH3ALIUU PHUCKA TMPOHUKHOBEHUS
banbcuduupoBaHHBIX, HEAOOPOKAYECTBEHHBIX, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
penapaTroB B IPAKIAHCKHUI 000POT.

2.  Hacrosamme IlpaBuna  pacnpoCTpaHAKOTCS HAa  OPOU3BOAUTEIECH
JICKapCTBEHHBIX TpENapaToB, OPTaHU3AIIMN ONTOBOW TOPTOBJIH JIEKAPCTBECHHBIMU
npernapaTaMy, anTeUHbIE OpTaHW3alMH, WHIWBUAYAIBHBIX MPEANPUHUMATEICH,
UMCIOIINX JIMIICH3WI0 Ha (HapMaleBTHUECKYIO JEATCIbHOCTh, MEIUIIMHCKUE
OpraHu3aliy U ux 000co0JICHHbIC TTo/Ipa3AesicHus (aMOyIaTopuu, (esbamepcKue
U (enpIIepcKo-aKylmepckue MyHKThI, HEHTPhI (OTAeIeHUs) o0IIe BpaueOHOM
(cemeitHOI) MPaKTHKH), PACTOJIOKEHHbIE B CEIbCKUX HACEICHHBIX IyHKTaX, B
KOTOPBIX OTCYTCTBYIOT anTE4HbIE OpTaHM3aIuu (Jajnee - CyOBeKThI OOpareHus
JIEKapCTBEHHBIX MPEMapaToOB).

II. Cuctema obecrieueHust KauecTBa XPaHEHUS U TIEPEBO3KU
JIEKapCTBEHHBIX ITPENAPATOB

3. PyxoBoautenbp cyObeKkTa OOpalleHusi JIEKapCTBEHHBIX IMPErnapaToB
oOecreunBaeT peaau3aliio KOMIUIEKCa Mep, HalpaBiIeHHBIX HAa COOJIOJEHUE €ro
pabotHukamu Hacrosumx [lpaBunm mnpu  XpaHeHudn U (WJIM) TEPEBO3KE
JIEKQpCTBEHHBIX MpernaparoB (gajgee - CUCTEMa KadecTBa), IOCPEICTBOM
YTBEPKJICHUSI TOKYMEHTOB, B KOTOPBIX PETJIAMEHTUPYIOTCS B TOM YHCIIE TOPSIOK
COBEpILIECHUS PAOOTHUKAMH ACHCTBUN MpU OCYIIECTBICHUM XpaHEHUS W (WJIN)
NEPEeBO3KE JIEKAPCTBEHHBIX IPEMapaToB, MOPSAJOK OOCIYKHBAHHUS W TOBEPKU
U3MEPUTENIbHBIX NPUOOPOB M OOOPYIOBaHMs, BEIECHUE 3amUCEed, OTYETOB U MX
XpaHEHHUE, NMPUEM, TPAaHCIOPTUPOBKA, Pa3MEIIECHHE JEKAPCTBEHHBIX IPENapaToB
(manee - cTaHAApTHBIE ONEPALMOHHBIE MPOLEAYPHI), U OPraHU3alUU KOHTPOJIS 3a
COOJIIOICHUEM CTaHIapPTHBIX ONEPALMOHHBIX MPOLIETYP.

4. Cuctema KauecTBa J0JKHA FapaHTUPOBATh, YTO:



a) TIepeMEelIeHUE JIEKQpCTBEHHBIX MPENapaToB MEXIy CyObeKTaMu
oOpalieHusi JeKapCTBEHHBIX MpENapaToB, B TOM YHUCJIE BHYTPU KOHKPETHOTO
cyObekTa oOpallleHHs JIEKapCTBEHHBIX MpenapaTroB, 00ECHeYHBAET XpaHEHHE U
(un) TmepeBo3Ky C COOJoJIeHHeM TpeOOBaHMM, YCTAHOBJICHHBIX HACTOSIIMMHU
[IpaBunamu;

0) ompeneleHa OTBETCTBEHHOCTh pPAaOOTHUKOB CyOBbeKTa OOpalieHus
JICKapCTBEHHBIX TPEMapaToB 3a HapylleHHWe TpeOOBAHMM, YCTaHOBJIECHHBIX
HacTosAmuyMHy lIpaBunamMu, v CTaHIAPTHBIX ONEPALIMOHHBIX IPOLIEAYD;

B) JIGKAPCTBEHHBIC TIpemapaTbl JOCTABIAIOTCS CYOBEKTOM OOpalieHus
JIEKAPCTBEHHBIX MPENapaToB B COIJIACOBAHHBIA C IOJIy4aTEJIEM JIEKAPCTBEHHBIX
IpernapaToB MEPUOA BPEMEHH C COONIOJICHHEM TpeOOBaHMM, YCTAaHOBIIEHHBIX
HacrosmumH [IpaBunamu;

r) JOKyMEHTalbHOE€ O(QOpMIIEHHE JEHCTBUW, YKa3aHHBIX B TyaBe VI
Hactossuux [IpaBui, W JOCTUTHYTBIX pPE3YJIbTATOB OCYLIECTBISIETCA B XOJE
BBIIIOJIHEHUS WJIA HENOCPEICTBEHHO II0CJIE 3aBEPIUCHUS COOTBETCTBYIOLIMX
JICUCTBUI;

) B OTHOIICHUM KaXJOro HapylleHUss TpeOOBaHUM, YCTaHOBIECHHBIX
HactosamMHu  [IpaBunamMu, CTaHZAPTHBIMH OINEPALMOHHBIMM  MPOLIEAYpPaMHU,
MPOBOJIUTCS BHYTPEHHSA TMpPOBEPKa U Ppa3pabaThiBAIOTCS KOPPEKTUPYIOIINE
JICUCTBHS C LIEJIbI0 YCTPAHEHUS BBISIBICHHBIX HAPYIICHUM.

5. PykoBoauTteneMm cyObeKTa OOpallleHUs JEKapCTBEHHBIX IPENapaTroB C
y4eToM TpeOOBaHMI TPyAOBOro 3akoHojareNbcTBa Poccuiickoit denepanun u
VMHBIX HOPMATUBHBIX IMPABOBBIX AKTOB, COJEPM AIIUX HOPMBI TPYIOBOrO IIpaBa,
Ha3HAyaeTcs JIMIO, OTBETCTBEHHOE 3a BHEAPEHHWE U O0EClEeYEeHUE CHUCTEMBbI
KaueCTBa, OCYIIECTBISAIONIEE MOHUTOPUHT A()(PEKTUBHOCTU CUCTEMBbI KAa4eCTBa U
aKTyaJIM3alMI0 CTAHJIAPTHBIX OMEPALMOHHBIX MpoLenyp (Janee - OTBETCTBEHHOE
JIMIIO).

6. JlesrenpHOCTh MO XpaHEHHIO M (WJIM) TMEPEeBO3KE JEKapCTBEHHBIX
MPENapaToB, IEpeJaHHas MPOU3BOJUTEIIEM JIEKAPCTBEHHBIX IPENapaToB WIIA
OpraHu3alyer  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMU  IIpernaparaMu s
OCYIIECTBJICHHUSI JPYyrod (CTOPOHHEW) opraHuzainuu (Jajnee - ayTCOPCHHT),
OTIpENIENAETCs], COTJIACOBBIBAETCS M KOHTPOJIUPYETCSI BO M30eKaHNE pa3HOUTCHUH,
CIIOCOOHBIX TIPUBECTH K HEYJOBIECTBOPUTEIBHOMY KAa4ECTBY JIEKAPCTBEHHBIX
NpenapaToB WM BBIMOJIHAEMBIX padoT.

JIoroBOp, IO KOTOPOMY OCYLIECTBIIIETCS Ilepelada JEATEIIbHOCTH Ha
ayTCOPCUHT (Jlajee - JOroBOp AayTCOPCHUHIa), 3aKJIIYaeTcsl C yKa3aHUEM
00s13aHHOCTEN KaK/I0M U3 CTOPOH, MOPSKA JEHCTBUIA U OTBETCTBEHHOCTH CTOPOH.

JIo 3aKkirYeHHs J0roBOpa ayTCOPCHUHIa IPOU3BOJMTEIND JIEKAPCTBEHHBIX
MIPENapaToB WIM OPTaHU3ALMS ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU MpenapaTaMu
JOJDKHBI YOSUTHCS B IPABOCIIOCOOHOCTH UCTIOJHUATENS (B TOM YHCIIE B HATUIUH Y
HEro HeoOXOJUMOW B COOTBETCTBUM C 3aKOHOJATENILCTBOM Poccuiickoit
denepanyy JIUIEH3UH) U BO3MOXXHOCTH BBITIOJHUTH 0053aTENIbCTBA TIO0 JIOTOBOPY
ayTCOPCHHTA B COOTBETCTBUHU C TpeboBaHMsIMU HacTosmux [IpaBui (B TOM yucie B
HAJIMYUU OMBITHOTO M KOMIIETEHTHOTO MepCOHaa, MOMEIEHUH, 000pyI0BaHMUS ).

[IponsBoauTens JEKAPCTBEHHBIX MPENAPATOB WM OpPraHu3alvs ONTOBOM



TOPTOBJIM  JICKAPCTBEHHBIMU  IpernaparamMu JOJDKHbBl TapaHTHPOBATh, 4YTO
UCIIOJIHUTENb TI0 JIOTOBOPY ayTCOPCHHIAa TMOJHOCTHIO OCBEAOMIIEH 000 Bcex
dakTopax, CBS3aHHBIX C JICKAPCTBEHHBIMM IMpenaparamu W AESTEIbHOCTHIO,
nepeaBaeMoil Ha ayTCOPCUHT, KOTOPhIE MOTYT MPEACTAaBIATh OMACHOCTD ISl €T0
MOMEIIeHHH, 000py10BaHMUsI, IEPCOHAIA.

III. ITepconan

7. Jna coOmoaeHust yCTaHOBIEHHBIX HacTosmuMu [IpaBunamu TpeboBaHui
CyObekT oOpallleHusi JIEKapCTBEHHBIX MpernaparoB ¢ yderoM o0Obema
OCYILECTBISIEMOM UM JEATENIbHOCTH M0 XpaHEHUI0 U (WJU) TEepPEeBO3KE
JIEKapCTBEHHBIX MPENapaToB JIOJKEH UMETh HEOOXOAUMBIN MTEPCOHAIL.

8. TpeboBaHus K KBaTU(pUKALMK U CTaKy padOTHI NMEPCOHAIA YCTaHOBJIEHBI
[TonoxeHneM o IUIEH3UPOBaHUU (HapMalleBTUYECKOMN 1A TEIbHOCTH.

9. OOs3aHHOCTHM M OTBETCTBEHHOCTh PAOOTHUKOB CYyObeKTa oOOparieHus
JIEKapCTBEHHBIX IIPENAPaTOB, B TOM YHCJIE OTBETCTBEHHOTO JIMIIA, 3aKPEILISIOTCS B
JOJDKHOCTHBIX MHCTPYKLIHSIX.

10. PykoBonutenbp cyObekTa oOpalleHHs JIEKapCTBEHHBIX IpEenapaToB
yTBEpXKAAET IJIaH-TpaduK NPOBEACHUS MNEPBUYHON M MOCIEAYIOUIMX MOATOTOBOK
(MHCTpYKTa)kel) NepcoHana, KOHTPOJIUPYET €ro HCIOJHEHUE U OLEHUBAET
73 PEKTUBHOCTH MOATOTOBOK (MHCTPYKTaXka) C IEJIbI0 UX COBEPIIICHCTBOBAHUS.

[lepconai, paboTtaromuii ¢ JIEKApCTBEHHBIMH IMpENapaTaMy, B OTHOIICHUH
KOTOPBIX YCTAHOBJIEHBI CHEIHAIbHBIE YCIOBUS XpaHEHUS W (WJM) IEPEBO3KH,
IPOXOJUT TOATOTOBKY (MHCTPYKTa)X) B COOTBETCTBUM C 3aHUMaeMOM
JOJIKHOCTBIO.

JIOKyMEHTBl O TPOBEIECHUM NOATOTOBKM (MHCTPYKTa)ka) apXUBHUPYIOTCA U
XpaHATCS B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM Poccuiickoit denepainuu 00
apXWBHOM JIEJIE.

IV. Ilomemenus u 060py0BaHue ISl XPAHSHUS
JIEKapCTBEHHBIX MPENapaToB

11. CyOnekt oOpallieHus JEeKapCTBEHHBIX MPENapaToB JUIsl OCYIIECTBICHUS
NEeATEIbHOCTH 10 XPAaHEHHWIO JIEKAPCTBEHHBIX MPENapaTtoB JOHKEH HUMETh
HEOOXOAMMbIE TOMELIeHUusT | (WIM) 30HBI, a Takxke OoOOpyJoBaHUE IS
BBINIOJIHEHUS OTepalii ¢ JIeKapCTBEHHBIMU TpernapaTaMu, 00eCleUnBaoIIue Ux
XpaHEHHE B COOTBETCTBUHU € TpeOOBaHUSIMH HacToAmuX [IpaBuit.

12. Tlomemenuss [jisi XpaHEHHUS JIEKAPCTBEHHBIX TPEMapaToOB JIOJKHBI
o0nazaTh BMECTUMOCTBIO M oOecreunBaTh 0€30MacHOe pa3/iefIbHOE XPaHEHHUE U
NEpEMEIICHHE JIEKAPCTBEHHBIX MPENapaToB.

13. [Tnomans MTOMEIICHUI, UCIIOJIb3yEMBIX IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX  IpEernapaToB M OpraHu3alUsMUd  ONTOBOM  TOPIOBIIU
JIeKapCTBEHHBIMHU TIperapaTraMmu, JODKHA COOTBETCTBOBATH OOBEMY XPaHMMBIX
JIEKapCTBEHHBIX MpenapaToB U COCTaBIATh HE MeHee 150 KB. MeTpoB.

14. [Tnomans MTOMEIICHUI, UCIIOJIb3yEMBIX IPOU3BOAUTEISIMU



JEKApCTBEHHBIX  @IpenapaToB W OpraHu3alusMd  ONTOBOM  TOPrOBIIHU
JIEKapCTBEHHBIMU  TperapaTaMu, JOJDKHa  ObITh — paslieJieHa Ha  30HBI,
MpeIHa3HAYCHHBIE ISl BBIMOJTHEHUS CIEYIOMUX QYHKIUMI:

a) MPUEMKHU JICKaPCTBEHHBIX MPENapaToB;

0) OCHOBHOT'O XpaHEHHs JIEKAPCTBEHHBIX MPENapaTos;

B) DKCIICAUIINY;

I) XpaHEHHUs JIEKQpCTBEHHBIX MPENapaToB, TPEOYIOMMX CHEHUaIbHBIX
YCIIOBUH;

1) XpaHEHHUS BBISIBICHHBIX (HaTbCU(PHUIIMPOBAHHBIX, HEIOOPOKAUYECCTBEHHBIX,
KOHTpadaKTHBIX JICKAPCTBEHHBIX MPEIIAPaTOB;

€) KapaHTUHHOTO XPaHEHUS JIEKAPCTBEHHBIX MPEMapaToB.

15. Tlomaae NOMEMIEHN, HCTIOIb3YEMBIX IPYTUMH CyOBEKTaMH 0OpalieHs
JIEKapCTBEHHBIX  MpENnapaToB, JOJDKHAa  OBITh  pa3/elieHa Ha  30HBI,
MpeIHa3HAYCHHBIC JIJIS1 BBITIOTHEHUS CIACAYIOMUX (HYHKIIUA:

a) MPUEMKHU JICKaPCTBEHHBIX MPENapaToB;

0) XpaHEHHUs JICKapCTBEHHBIX TMIPeNaparoB, TPEOYIOMIMX CHEIUaTbHBIX
YCJIOBUI;

B) XpaHEHHUs BBISIBICHHBIX (aabCUDUIIMPOBAHHBIX, HEJOOPOKAYECTBEHHBIX,
KOHTpadaKTHBIX  JICKAPCTBEHHBIX IMpEMapaTroB, a TakkKe JIeKapCTBEHHBIX
MpEenapaToB ¢ UCTEKIIUM CPOKOM TOJIHOCTH;

') KAPAHTUHHOTO XPaHEHHUS JICKAPCTBEHHBIX MPENapaToB.

16. ®ynkunu, npexycMoTpeHHble MyHKTaMu 14 u 15 Hacrosammx IIpaswin,
MOTYT BBITOJIHATHCS B OTJAEIBHBIX TTOMEIICHUSX.

17. TlomemieHuss W 30HBI, UCIOJb3YEMbIC MJII XPAHEHUS JIEKAPCTBEHHBIX
npenapaToB, JOJKHBI ObITh OCBEIICHBI.

18. Cucrema, 3aMmeHsAmOIIAs pa3/CICHUE 30H XPAHEHHS, B TOM YHCIE
MOCPEACTBOM  DJIGKTPOHHOM 00paOOTKM JaHHBIX, JOJDKHA oOecrnednBaTh
TpeOyeMbIil ypOBEHb O€30MaCHOCTH U OBITh BAJIMIUPOBAHA.

19. AIMUHUCTPATUBHO-OBITOBBIE TTOMEIICHUS OTACNSIOTCS OT 30H XpaHEHUs
JIEKapCTBEHHBIX MPEMapaToB.

20. B nomenieHusx sl XpaHEHUs JI€KAPCTBEHHBIX MPENapaToB 3aMpeiiacTcs
XPaHEHHE MUIIEBBIX MPOIYKTOB, TAOAUHBIX W3/IENUH, HAITUTKOB, 32 UCKIIOUYEHHUEM
MUTHEBOM BOJBI, a TAK¥KE JIEKAPCTBEHHBIX MpENapaToB, MpeAHA3HAYEHHBIX JIS
JMYHOTO MCHOJB30BaHUS PAOOTHUKAMHM CYOBEKTa OOpalleHHs JIEKapCTBEHHBIX
penaparos.

21. B nomMemeHusx u (MIn) 30HaX JOJDKHBI MOIEPKUBATHCS TEMIIEPATypPHBIE
PEeKUMBl XpPaHEHHS U BJIAXKHOCTh, COOTBETCTBYIOUIME YCIOBHUSIM XpaHEHUS,
YKa3aHHbIM B HOPMAaTHUBHOWU JOKYMEHTAIIMHM, COCTABJISIONICH PETHCTPAIIMOHHOE
JIOChE JIEKAPCTBEHHOT'O TMpernapara, MHCTPYKIIUU 110 MEIUIIMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOIO MPEMApaTOB U HAa YITAKOBKE JIEKAPCTBEHHOTO Ipernapara.

22. Jlns obecriedeHus: TpeOyeMBIX YCIOBUM XpaHEHHUS JIEKaPCTBEHHBIX
npenapaToB B NOMENIEHUSX  (30HaX), MCHOJB3YEMbIX ISl  XpaHEHUs
JIEKAQpCTBEHHBIX IPENapaToB, MPOU3BOJUTENIAMU JIEKAPCTBEHHBIX IPENapaToB U
OpraHu3alysIMU  ONTOBOM  TOPrOBJM  JIEKAPCTBEHHBIMU  Mpernaparamu
OCYILECTBIISIETCS U3YUYECHUE PACIIPEACIICHUS TEMIIEPATYPHI (J1aliee - TeMIEpaTypHOe



KapTUPOBAHUE).

O6opynoBanue s KOHTPOJS TEMIEpaTyphbl pa3MellaeTcss B IMOMEIIEHUs
(30HaxX) B COOTBETCTBHHM C pE3yJbTaTaMU TEMIIEPATYpPHOrO0 KapTHUPOBAaHHUA, Ha
OCHOBAHMH MPOBEJECHHOTO aHAJIN3a U OLEHKH PUCKOB.

TemneparypHoe KapTUpOBaHHWE HEOOXOAMMO MOBTOPATh B COOTBETCTBUU C
pe3yibTaTaMu aHajin3a PHUCKOB, a TakKe MpU HM3MEHEHUAX B KOHCTPYKIUU
MOMEIICHHS (30H) WM 000pYAOBaHUS JI1 KOHTPOJIS TEMITEpaTyphl.

23. Pe3ynmprarel TEMIIEPATypHOTO KAapTUPOBAHUS PETUCTPUPYIOTCA B
CIEIUAIBHOM XypHaJle (KapTe) perucrpanuu Ha OymMa)XHOM HOCHUTENE U (UJv) B
AJIIEKTPOHHOM BHUJE €XKEIHEBHO, B TOM YHCJIE B BBIXOJHBIE U MPA3AHUYHBIE THU.
Kypuai (kapTa) perucTpalui XpaHUTCS B TEUEHHUE BYX JIET.

24. CyObekT oOpamieHus JEKapCTBEHHBIX IpernapaToB pa3padaThiBaeT H
YTBEPKJIAeT KOMIUIEKC Mep, HalpaBJI€HHbIX Ha MHHMMHM3aLMI0 pPHUCKa
KOHTAMUHALIUK MaTEpUajoB WJM JIEKaPCTBEHHBIX IMPENApaToB, IMpPU YCIOBUU
COOJIIO/ICHNUS 3aIUThI OT BO3JICHCTBUS ()aKTOPOB BHEIIHEN CPEJIbI.

25. Ilponeayprl mo yoopKe MOMEIIeHUI (30H) JUIsl XpaHEeHUs JIeKapCTBEHHBIX
MpenapaToB MPOBOAATCA B COOTBETCTBHUM CO CTaHAAPTHBIMU OINEPalMOHHBIMU
IIPOLIETYPAMH.

Otnenka mnomenieHUd (BHYTPEHHHUE IOBEPXHOCTH CTEH, IOTOJKOB) JUIS
XpaHEHUs1 JIEKApCTBEHHBIX IMIpenapaToB JOJDKHA JOMYCKAaTb BO3MOYKHOCTH
IIPOBEICHUSI BIAKHON YOOPKHU M UCKJIIOYaTh HAKOIUIEHUE MBLIH.

OGopynoBaHKe, UHBEHTaph U MaTepualbl Il YOOPKU (OYMCTKH), a TaKkKe
MOIOLIME U e3UHPULIUPYIOIIHNE CPEICTBA JOKHBI XPAHUTHCS B OTJIEIBHBIX 30HAX
(mkadax).

26. [lomenienust st XpaHEHUs! JE€KAPCTBEHHBIX IMPENapaToB JIOJKHBI ObITh
CITPOCKTUPOBAHBl M OCHAILEHBl TaKUM 00pa3oM, 4TOOBI 00ECHEUYUThH 3aLIUTy OT
MIPOHUKHOBEHUSI HACEKOMBIX, TPHI3YHOB WU APYTUX KUBOTHBIX.

27. B momemienust (30HBI) JUIsl XpaHEHHUs JIEKAPCTBEHHBIX MPENapaToB HE
JOMYCKAIOTCs JINIA, HE UMEIOIIKE MpaBa A0CTyNa, ONPEIEIEHHOr0 CTaHapTHBIMU
ONEPAIMOHHBIMU MTPOLIEAYPAMH.

28. [IpousBoaUTENSIM JIEKAPCTBEHHBIX MIPENApaTOB U OpraHU3alUsM ONTOBOMN
TOPTrOBJIM  JIEKAPCTBEHHBIMU  TperapaTaMyd  HEOOXOJIMMO  TPEIyCMOTPETh
pasle’eHue IOTOKOB IEPEMENICHUS JIEKAPCTBEHHBIX IIPENapaTroB  MEXIY
MOMEIICHUSAMU U (W) 30HAMU JJI1 XPAHEHUS JIEKapCTBEHHBIX ITPEenapaToB.

29. Crennaxu (mkadbl) 175 XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB AOJKHbBI
OBITh MapKUPOBAHbBI, UMETh CTEJJIAXKHBIE KapThl, HAXOASAIIMECS B BUAMMON 30HE,
oOecrieuynBaTh UACHTU(MUKALMIO JICKAPCTBEHHBIX MPENapaTOB B COOTBETCTBUU C
IPUMEHSIEMON CYOBEKTOM OOpallleHusl JIEKApCTBEHHBIX MpEnapaToB CHUCTEMOMN
yuera. JlomyckaeTcss mpUMEHEHHUE JJIEKTPOHHOM CHCTEMbl 0O0paOOTKM JaHHBIX
BMECTO CTEJUIAXHBIX KapT. [Ipm HCHONB30BaHMM SIEKTPOHHOW CHUCTEMBI
00pabOTKM TaHHBIX OMYCKAETCs UACHTU(UKAIIHS TPU TTOMOIIN KOJIOB.

30. JlexkapcTBeHHblEe TpemapaTbl, B OTHOIIEHWH KOTOPBIX CYOBEKTOM
oOpaleHusi JIEKapCTBEHHBIX TMPENapaTOB HE MPHUHATO PEUIEHUE O JalTbHEHIIeM
oOpamieHny, WU  JIGKQpCTBEHHBIE  Tpemaparbl, oOpalieHue  KOTOPBIX
IPUOCTAHOBJIEHO, @ TAaK)K€ BO3BpAIEHHbIE CYOBEKTY OOpalleHHs JIeKapCTBEHHBIX



MpernapaToB JEKAPCTBEHHBIE MpenapaThl JOJKHBI OBITh IMOMEIIECHBI B OTACIEHOE
noMelieHre (30Hy) WM U30JIMPOBAHBI C MPUMEHEHHEM CHCTEMbl AJIEKTPOHHOMN
00pabOTKH JTaHHBIX, 00ECTICUNBAIOIIICH pa3jieicHuE.

JlexapcTBeHHbIE TIpenapathbl, B OTHOIIEHUH KOTOPBIX CyOBEKTOM OOpalleHus
JIEKapCTBEHHBIX MPENapaToB MPUHATO PEIICHHE O MPUOCTAHOBJICHUH MPUMEHEHUS
Wi o0 U3BATUU M3  oOpamieHus, a Takke GanbcupUIUpOBaHHbBIC,
HEJIOOPOKAYECTBEHHBIE M KOHTpa(aKTHBIE JICKAPCTBEHHBbIE Mpenaparhl JAOJHKHBI
OBITH M30JTMPOBAHBI U Pa3MEIIEHBI B CIICIIMAIEHO BHIICIICHHOM TTOMEIICHUH (30HE).

[IpeanpuHsThIE MEpHI HW30JAIMU YKa3aHHBIX JIEKAPCTBEHHBIX IIPEMapaToB
JOJDKHBI TAPAaHTHUPOBATH UCKITFOYCHHE MX TOTIAIaHusI B OOpalllCHHE.

31. JIekapCTBEHHBIE MTPENAPATHI, MOJIEKAIINAE MPEIMETHO-KOJIMYECTBEHHOMY
y4eTy, 32 UCKITIOUYEHNEM HAPKOTHUYECKHX, ICUXOTPOIHBIX, CHIILHOICHCTBYIOMNUX U
STOBUTHIX JICKAPCTBEHHBIX CPECTB, XPAHATCS B METAJUTMUCCKUX WIIH JCPEBSIHHBIX
mikadax, orneyaTbIBa€MbIX WU TNIOMOUPYEMBIX B KOHIIE pabodero JIHS.

32. JlekapCTBEHHBIE MpernapaThl, COAEpKAIIUe HAPKOTHUYECKHE CPEJCTBA U
NICUXOTPOMHBIC  BEIIECTBA,  JIOJDKHBI  XpPaHUTHCS B COOTBETCTBUH  C
3aKOoHOJATeNbCTBOM Poccuiickoit ®epepaniud O HAPKOTHYECKUX CPEACTBAX U
MICUXOTPOITHBIX BEIIECTBAX.

33. XpaHenue JIEKapCTBEHHBIX penaparos, coJiepKaIImx
CWJIbHOJICUCTBYIOIIME W SITOBUTHIC BEIIECTBA, HAXOMSIIMXCSA TMOJ KOHTPOJIEM B
COOTBETCTBHHM MEXIYHAPOJHBIMU TPABOBEIMH HOPMaMH, OCYIIIECTBISETCS B
MIOMEIICHHSIX, OOOPYIOBAHHBIX HWHXCHEPHBIMA WM TEXHHUYECKHUMH CPEICTBAMHU
OXpaHbl, AHAJOTUYHBIMH TPEAYCMOTPEHHBIM [JII XpPAaHEHUS HAPKOTHYCCKUX H
TICUXOTPOITHBIX JICKAPCTBEHHBIX CPE/ICTB.

34. JlomyckaeTcs XpaHEHHE B OJTHOM TEXHUYECKH YKPEIJIEHHOM ITOMEIIEHUH
JICKapCTBEHHBIX MPEINapaToB, MPeIyCMOTPEHHBIX MyHKTOM 32 HacTosmux [IpaBw,
Y JIEKapCTBEHHBIX MPENapaToB, COACPKAIIMX CUITLHOJACUCTBYIOIINE WIIH SITTOBUTHIE
BemiecTBa. [Ipu 3TOM XpaHeHHE TaKuX JEKApCTBEHHBIX MPEnapaToB JJIOHKHO
OCYIIECTBIIATHCS (B 3aBUCUMOCTH OT 00BhEMa 3alacoB) Ha Pa3HbBIX MOJIKaxX ceilda
(MeTamuyeckoro mkada) WM B pasHbIX ceiidax (MeTawmdyeckux Imikadax),
OTI€YaTHIBAEMbIX WJTU TUIOMOUPYEMBIX B KOHIIE paboyero JHS.

35. CyOwekty oOpalmieHusi JEKapCTBEHHBIX IMpenaparoB HE0OX0JAUMO
00eCIeuuTh OXPAHHYIO CUCTEMY, IMO3BOJIAIOINIYIO TTPEAOTBpaIaTh HEIIPABOMEPHOE
MIPOHUKHOBEHUE B JIIOOBIC TMOMEIICHUS (30HBI) I XPaHCHHUS JIEKapCTBEHHBIX
IpernapaToB.

36. O0opyaoBaHue, OKA3bIBAIOLIEE BIMSHUE HA XpaHEHHUE U (UJIU) MEPEBO3KY
JICKapCTBEHHBIX IMPEMNapaToB, [OJDKHO MPOCKTHPOBATHCS, pa3MelaTbCsl W
OOCITy)XMBaThCSl ~ COTJIACHO  JOKYMEHTAIlMM 10  €ro  HCIOJb30BAHUIO
(3KCIUTyaTaIuu).

37. K o0opynoBaHuio, HMCIOJB3yeMOMY B TpOIECCe XpaHEeHUs W (WIIn)
MEePEBO3KH JIEKAPCTBEHHBIX MPETApaTOB, OTHOCATCS B TOM YHCIIE:

a) CHCTEMbI KOHTUITMOHUPOBAHMS,

0) XOJIOAMIIbHBIE KaMephl U (UJTH) XOJIOAWIHHUKY;

B) OXpaHHAas U TOKapHasi CUTHAIM3AIUS;

') CUCTeMBI KOHTPOJISI JOCTYTIA,;



1) BEeHTWISILIHOHHAS CUCTEMA;

€) TepMOTHTPOMETphl  (IICUXPOMETPhI) WJIM HHOE  00Opy/OBaHUE,
UCTIONIE3YEMOE IS PETUCTPAIIMH TEMIIEPATYPHI M BIAXKHOCTH.

38. ObGopynoBaHue, OTHOCSIIEECS K CpelCTBaM M3MEpPEHHH, 10 BBOAAa B
IKCIUTyaTaIMIo, a TAaKXKe TMOCIe PEMOHTA MOJJICKUT MEPBUYHON MOBEpKEe U (WIIN)
KaTuOpOBKe, a B MPOIECCe IKCIUTyaTaIllul - MEePUOJUYECKON TOBEpKe H (WIIH)
KaTuOpOBKE B COOTBETCTBHM C TpeOOBaHUSMH 3aKOHOJATENbCTBa Poccuiickoii
®denepannu 00 00eCIEUeHNH €IMHCTBA U3MEPEHHUIA.

V. JIOKyMEHTBHI 110 XpaHEHUIO U IIEPEBO3KE
JIEKAPCTBEHHBIX MPENAapaTOB

41. JlokyMeHTBI MO XpaHEHUIO U (WIM) TMEPEeBO3KE JIEKAPCTBEHHBIX
IpernaparoB, OMUCHIBAIOIINM JIEHCTBUSI, BBITIOJIHSIEMbIE CYOBEKTOM OOpalleHus
JICKapCTBEHHBIX TMPENapaTroB, HaMpaBlieHHbIE Ha COONIOJCHUE TpeOOBaHMUIA,
YCTAaHOBJICHHBIX HacTosmuMH [IpaBunamMu, BKIIOYAIOT B TOM YKCIIE CTaHAAPTHBIC
ONEPALIMOHHBIE NPOLEYPbl, UHCTPYKIIMH, I0OTOBOPHI, OTUETHI.

ConepxaHue JTOKYMEHTOB JOJDKHO OBITh TOHSATHBIM, OJIHO3HAYHBIM, HE
JOITYCKAIOIIUM JIBYCMBICIIEHHBIX TOJIKOBAaHUM.

42. Cpok XpaHEHHS JOKYMEHTOB ONPEAENSIETCS B COOTBETCTBHM C
TpeOOoBaHUSIMU 3aKOHOAaTENbCTBA Poccuiickoit Denepanuu 06 apXUBHOM JIEIiE.

43. Tlepconan nomkeH ObITh O3HAKOMJIEH U MMETh JOCTYH K JIOKYMEHTaM,
HEOOXOIUMBIM JIJI UCIIOJIHEHUS TOJDKHOCTHBIX 00SI3aHHOCTEM.

VI. JleiicTBusi cyObekTa 00palleHus JeKapCTBEHHbIX MPEnapaToB
110 XPaHEHUIO U NIEPEBO3KE

44. Bce paeiicTBus cyObeKkTa OOpalieHusi JICKapCTBEHHBIX MPEMapaToB IO
XpaHEHUI0O M (WUJIM) MEepPEeBO3KE JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISIOTCA
TakKUM O00pa3oM, 4YTOObl MJIEHTUYHOCTh U KAUECTBEHHBIE XapaKTEPUCTUKU
JIEKapCTBEHHBIX MpenapaTroB HE ObUIM YTpaueHbl M COOJIIOJIANHNCh YCJIOBHS HX
XpaHEHUs, YKa3aHHble B WHCTPYKLIHUHM MO MEIUIUHCKOMY MNPUMEHEHHIO U Ha
yIaKOBKE JIEKapCTBEHHOTO Mpernapara.

45. CyObexkToM oOpanieHus JeKapCTBEHHBIX MPENapaToB MPUHUMAIOTCS MEPBI

TUTST MUHAMH3AITAN pucka MIPOHUKHOBEHUS banscuUIMpPOBaHHBIX,
KOHTpaaKTHBIX, HEAOOPOKAYECTBECHHBIX  JICKAPCTBEHHBIX  IPEMapaTtoB B
oOpaiiieHue.

46. B nmnpomecce nNpHEMKU JIEKAaPCTBEHHBIX IMpENnapaToB pabOTHUKAMU
cyOBbekTa oOpallleHusl JIEKAPCTBEHHBIX MPENapaToOB OCYLIECTBISETCS IMPOBEPKa
COOTBETCTBUS IIPUHAMAEMBIX JIEKapCTBEHHBIX npenapaToB
TOBAPOCONPOBOJUTEIILHOW JOKYMEHTALlMM II0 AaCCOPTUMEHTY, KOJIMYECTBY U
Ka4yeCTBY, COOJIIOJICHUIO CIIEHUATbHBIX YCIOBUM XpaHEHUs (MPU HAIMYUHU TaKOTO
TpeOOBaHMsI B HOPMATHBHOM JOKyMEHTAIlMM Ha JIEKApCTBEHHBIA TMIpermapar), a
TAKK€ HAUTMYHUIO TOBPEXKICHUN TPAHCIIOPTHOU TapBhl.

47. JlekapcTBeHHBIE MpenapaThl HEOOXOIUMO XPAHUTh C YU4ETOM TPeOOBaHMIA,



HOPMATUBHOM JOKYMEHTAIIMU, COCTABJISIIOIICH PEruCTpallMOHHOE JOChE Ha
JIEKapCTBEHHBI TIpernapar, WHCTPYKIUU IO MEIUIMHCKOMY MPUMEHEHHUIO,
uHdopMaIuu, cojJepKalleics Ha TEepBUYHOM M (MJIM) BTOPUYHOM YIAKOBKE
JIEKapCTBEHHOI'0 Tperapara, TPAaHCIOPTHOM Tape, a TaKXKe B COOTBETCTBUU C
TpeOOBAHUSIMU, YCTAHOBIEHHBIMH HacToAmmMu [IpaBunamu.

48. JlexapcTBEHHbIE Mpenaparsl JOJKHBI pa3MellaThCsd Ha cTeiaxax (B
mkadax) wiam Ha moaToBapHUKax (momnoHax). He nomyckaercs pasmenieHue
JIEKapCTBEHHBIX I@penaparoB Ha mnoiy ©0e3 mnogaoHa. IloggoHel MOryT
pacnoJiaraThCsi Ha MOJIy B OJHMH PSAJ WIM Ha CTE/UIaXaX B HECKOJIBKO SIPyCOB B
3aBUCUMOCTH OT BBICOTHI cTeutaka. He momyckaercs pasmerieHue MOAJIOHOB C
JICKapCTBCHHBIMU  TperapaTaMd B  HECKOJIBKO pPSAIOB IO BBICOTE 0e€3
VCIIOJIb30BaHUs CTEIIIAXKEN.

49. JlekapCcTBEHHBIC TpenapaThl pa3MeIllaloT B MOMENIEHUSIX U (MJIu) 30HaX
JUISL XpaHEHUsl JICKAPCTBEHHBIX IMpEnaparoB B COOTBETCTBUU C TPEOOBaAHUSIMU
HOPMATUBHOM JOKYMEHTAalUU U (WIHM) TpeOOBAaHUSMHU, YKa3aHHBIMU Ha YIAKOBKE
JIEKapCTBEHHOTIO MPENapara, ¢ y4eTOM:

a) PU3UKO-XUMUYECKUX CBOMCTB JICKAPCTBEHHBIX MPEMapaToB;

0) apMaKoOJIOTHYECKUX TPYIIIT;

B) crioco0a BBEJICHUS JIEKAPCTBEHHBIX MPENapaToB.

[Ipu pa3mMelieHny JTEKaApCTBEHHBIX MPENapaToB B MOMENIECHUAX U (MJIM) 30HAX
JUISL  XpaHEHUs JIGKapCTBEHHBIX IIPENapaToB JIOMYCKAETCS  HCIOJIb30BaHUE
KOMIIBIOTEPHBIX TEXHOJIOTHH (TI0 ajipaBUTHOMY MPHUHIIMITY, IO KOJaM).

50. B ciydae oTCyTCTBUSI BO3MOXHOCTU COOJIFOJICHUS YCIOBHI XpAaHEHHS B
npoliecce MPUEMKH JICKapCTBEHHBIE Mpenaparhl, TpeOyrolue CrheruaibHbIX
YCJIOBUM XpaHEHUs] U Mep O€30MacCHOCTU, TMOCJE BBIMOJHEHUS HEOOXOIMMBIX
MPOBEPOUYHBIX MEPOMPUSITUNA TMEPEMEIIAIOTCS B COOTBETCTBYIOIIEE MOMEIIECHUE
WIM 30HY XpaHEHUs C Y4eToM TpeOOBaHUN CTaHAAPTHOW OMEPAIMOHHOMN
IIPOLIETYPHI.

51. XpaHeHre OTHEOMACHBIX W B3PBIBOOIACHBIX JIEKAPCTBEHHBIX MPENapaToB
OCYIIECTBJISICTCS. BJAM OT OTHS W OTONMUTENbHBIX mpudopoB. Heobxomumo
UCKJIFOYUTh MEXaHMYECKOE BO3JICMCTBUE HA OrHEOMACHbIE M B3PHIBOOINACHBIC
JIEKapCTBEHHBIE MPENAPaThl, B TOM YHCJIE BO3IECUCTBUE MPSIMBIX COJHEUHBIX JIyUel
U yIapHl.

52. JlexkapcTBEeHHBIE Mpernapathl, TPeOyIOIKE 3alIUThl OT BO3ACHCTBUS CBETA,
JIOJDKHBl XPAHUTHCA B TOMEIICHMUSIX WJIM CHEHUATIbHO O0OPYIOBaHHBIX 30HAX,
oOecrnieunBaONIMX 3allUTy OT T[IOMaJaHusl Ha YyKa3aHHbIE JIEKAPCTBEHHBIC
npenapaThl IPsIMbIX COTHEYHBIX JTyUeH.

53. Omepauun ¢ JEKAPCTBEHHBIMU IMpENapaTamu, OCYLIECTBIIEMBbIE B
CKJIQJICKUX TTOMEIIECHUSIX, ¥ TIEPEBO3Ka JICKAPCTBEHHBIX MPEMApaTOB BHITTOIHIIOTCS
C coOoicHNeM TpeOOBaHM, YCTAHOBJICHHBIX HacTosMMU [IpaBuiamu, a Takxe
Mep O€30ITaCHOCTH.

54. Otrpy3ka JIEKapCTBEHHBIX IpernapaToB MIPOU3BOAUTEISIMU
JEKApCTBEHHBIX  NpenapaToB W OpPraHU3alMsIMU  ONTOBOM  TOPTOBIIH
JIEKapCTBEHHBIMU  TIperapaTaMd  OpPTaHM3yeTCss TakuM  00pa3oM, dYTOOBI
JIEKapCTBEHHBIE MPENAPATHl C MEHBIIIUM CPOKOM TOJTHOCTH OTITYCKAJIKNCh B TIEPBYIO



ouepeib.

55. JlekapcTBeHHBIC IIpeHaparthl, MpEIHA3HAYCHHBIC JJIS YHUYTOXCHUS, B
COOTBETCTBHM CO CTaHJIAPTHBIMH OICPAIlMOHHBIMU IPOICAYPAMHU JODKHBI OBITH
MapKHPOBaHbI M W30JIMPOBAHBI OT JICKAPCTBCHHBIX IPENapaToB, JOMYIICHHBIX K
oOpalleHuro.

VII. [IepeBo3ka JIeKapCTBEHHBIX IIpenapaToB

56. CyOBekT oOpallleHHs JIEKapCTBEHHBIX IpEnapaToB NpPH MOATOTOBKE K
NEPEBO3KE  JIEKAPCTBEHHBIX IMPEMapaToB  OOECIEYMBAET  COIJIACOBAHUE C
NOJIy4aTesieM JIEKapCTBEHHBIX IPENapaToB OCTATOYHBIX CPOKOB T'OJHOCTH
MOCTABJISIEMBIX JIEKAPCTBEHHBIX MIPENApATOB.

57. IlepeBo3Ka JIEKAPCTBEHHBIX MPENAPATOB CONMPOBOKIAAETCA TOKYMEHTAMU B
COOTBETCTBHUM € TpeOOBaHUAMU 3aKOHOaTenbcTBa Poccuiickoit @enepanuu.

58. HHdopmanuss o TmepeBO3KE JIEKAPCTBEHHBIX IMPENapaToB JOJDKHA
¢ukcupoBaTbcs CyOBEKTOM OOpalleHMs] JIEKAPCTBEHHBIX MPENapaToB TaKUM
o0pa3oM, 4ToObl 00ECIEYUTh KOHTPOJIb UX IEPEMEIICHNUS.

59. B mpouecce nepeBO3KH JIEKApCTBEHHBIX IPENAPATOB HE3aBUCUMO OT €€
cnocoba CyObEKTOM  OOpalleHUs JIEKapCTBEHHBIX  IpPEnapaTroB  JIOJKHA
o0ecrieunBaTbCcs BO3MOYKHOCTb TOATBEP)KIACHHUS KayecTBa, HOJUIMHHOCTH M
LEJIOCTHOCTH JIEKAPCTBEHHBIX NPEMApPaTOB.

60. IlmaHupoBaHME TIEPEBO3KH JIEKAPCTBEHHBIX MPEMAPATOB  JIOJDKHO
OCYULIECTBJISIETCS CyOBEKTOM OOpallleHHUsl JIEKapCTBEHHBIX IIPErnaparoB Ha
OCHOBAHMH MPOBEAECHHOTO aHAJIN3a U OLEHKH BO3MOKHBIX PHUCKOB.

61. Mudopmanus o BBISBICHHBIX CYOBEKTOM OOpalIeHUsl JIEKAPCTBEHHBIX
npenaparoB B IpolLecce MEpPeBO3KH JIEKAPCTBEHHOrO Ipenapara  Cciaydasx
HapyLICHUs TEMIEPATypPHOTO pexuMa XpaHEeHUs U (W) MOBPEXKACHUS YIIaKOBKU
JIOBOJUTCSI CyOBEKTOM 0OpalleHUs JEKapCTBEHHBIX MPENnapaToB A0 OTIPABUTENS U
(unm) mosty4aTens JIEKapCTBEHHBIX MPEnaparTos.

ITo 3ampocy nosyuaTesns JIEKapCTBEHHBIX MPENapaToB CyObEKTOM OOpalieHHsI
JIEKapCTBEHHBIX IPENapaToB JOKHBI ObITh TPEJOCTABICHBI CBEICHUS O
COOJIIOIGHUN  TEMIIEPATypHOTO pPEXKMMa TMpPU  TMEPEBO3KE  JIEKAPCTBEHHBIX
Ipenaparos.

62. JIna mepeBO3KM  JIEKAapPCTBEHHBIX  MPENapaToB  MCHOJB3YIOTCS
TPAHCIIOPTHBIE CpPEJICTBA U 00OpyJ0BaHUE, OOECIeYMBAIOIIUE COOJIOJACHUE HX
KauecTBa, 3(h(PEeKTUBHOCTU U OE30MACHOCTH.

[Ipu nepeBo3ke TepMOIAOMIBHBIX JIEKAPCTBEHHBIX MPENapaToB UCIOIb3YETCS
CHEIUATU3UPOBAHHOE o0opyaoBaHHUe, oOecrieunBarolee nojJiep KaHue
TpeOyEeMBbIX TEMIIEPATYPHBIX PEKUMOB XPaHEHHUS JIEKAPCTBEHHBIX MPENapaToB.

63. XJ1a03JIEMEHTBl B U30TEPMHUYECKUX KOHTEHHEpax pa3MEIIaroTCsl TAKUM
00pa3oM, 4YTOOBI OTCYTCTBOBAJI MIPSAMOM KOHTAKT C JIEKapCTBEHHBIMH NpenapaTaMu.

[ToBTOpHOE WCMONB30BaHUA HEAOCTATOUYHO  OXJAKICHHBIX U (WIH)
MOBPEXKICHHBIX XJIaI03JIEMEHTOB HE IOy CKAETCsl.

PykoBonuTtenr  cyObekTa  OOpalieHHMs  JIGKQpCTBEHHBIX  IPENaparoB
o0ecrieunBaeT MPOBEICHUE HHCTPYKTaXKa O MOPSAIKE MOJATOTOBKU H30TEPMHUUECKUX



KOHTEHHEPOB K IEPEBO3KE JIEKAPCTBEHHBIX NPEMApaToB (C YYETOM CE30HHBIX
OCOOEHHOCTEM), a TakkKe O BO3MOXKHOCTU TOBTOPHOTO  HCIIOJIb30BaHUS
XJIAI03JIEMEHTOB.

64. O6opynoBaHue, yCTAHOBICHHOE BHYTPU TPAHCHOPTHOIO CPEACTBA WJIM B
KOHTEMHEPE, HCMOJb3yeMOE [JIi KOHTPOJISI W MOJAEpKaHUS TEMIIEPATypPHOTO
peXrMa B TpPOLIECCE MEPEBO3KU JIEKAPCTBEHHBIX IMPENapaToB, OTHOCSLIEECS B
COOTBETCTBHM C TpeOOBaHUSIMHU 3aKOoHOJaTeNbcTBa Poccuiickoit dexnepanuu 00
00eCrieYeHNn €IWHCTBA M3MEPEHUH K CpeACTBaM HW3MEpPEHHil, 10 BBOAa B
AKCIUTyaTallMIo, a TAKXKE MOCJIE PEMOHTA IMOJJICKUT MEPBUYHON MOBEpPKE U (UJIN)
KaJIMOpOBKE, a B TPOIECCE DKCIUTyaTalluu - MEPHOIUYCCKON TOBEpKe W (WIIN)
KaJIMOpPOBKE B COOTBETCTBHHM C TpPeOOBAaHWUSAMH 3aKOHOJATEIhCTBA Poccuiickoit
®enepann 06 obecriedeHNH eMHCTBA U3MEPEHUH.

65. JlekapcTBEHHBIE Mpenaparsl JOCTABISIOTCA MO aApecy, YKa3aHHOMY B
TOBAapPOCOIPOBOUTENBHBIX JOKYMEHTAX.

66. OTBETCTBEHHOCTh 3a COOJIO/IeHne TpeboBaHui Hactosamux [IpaBun npu
NIEPEBO3KE JICKAPCTBEHHBIX NPENapaToB BO3JIAraeTcsi Ha CyObEKT oOpalleHus
JIEKapCTBEHHBIX IPENapaToB.

67. B ciydasx, KOrja repeBo3Ka CONpOBOKAACTCS ONEPALUSIMU IO Pa3rpy3Ke
¥ 00paTHOM 3arpy3Ke WM BKJIIOYAET B c€0sl TPAaH3UTHOE XpaHEHUE, COOI0Iat0TCs
YCIIOBUSI XpaHEHMsI B MOMEIICHUAX U oOecriedeHre 0e30MacHOCTH Ha TPaH3UTHBIX
CKJaJax, KOTOpbI€  OIpPEACIICHbl  JOTOBOPHBIMA  OTHOIICHUSIMH  MEXKIY
OTHPABUTEIEM W TPAHCHOPTHOW KOMmaHueW, Hacrosamumu [IpaBunamu u
3aKOHOJIaTeNbCTBOM Poccuiickoit denepanni.

VIII. Tapa, ymakoBka 1 MapKUpOBKa JIEKAPCTBEHHBIX MPENAPATOB

68. JlekapcTBeHHBIE ITpeNapaThl NEPEBO3ATCS B TPAHCIOPTHOM Tape, KoTopas
HE OKa3bIBACT OTPUIIATEIILHOTO BIUSHUA HAa HUX KauecTBO, 3(P(HEKTUBHOCTH H
0e30macHOCTh M 00€cTeurnBaeT HAACKHYIO 3alIUTy OT BO3JCHCTBUA (HAaKTOPOB
BHEIIIHEN CPEbI.

69. BpiOOop cyObekTOM  oOOpamieHHs  JIGKQpCTBEHHBIX  MpPEmapaToB
TPAHCIIOPTHOM Tapbl, yIAKOBKH OCHOBBIBAETCS HA:

a) YCTaHOBJICHHBIX TpPEOOBAHUAX K YCJIOBHUSIM XPaHECHUS U TEPEBO3KHU
JIEKapCTBEHHBIX MPENapaTos;

0) 00beMe, HEOOXOAMMOM JIJIsl pa3MELEHUs JIEKAPCTBEHHBIX MPENapaTos;

B) KOJIeOaHUSIX TEMIIEpaTyphl OKPY>KAIOIIEH Cpeibl;

I) JJUTENbHOCTH TEPEBO3KM, BKIIOYAs BO3MOXXHOE MPOMEKYTOYHOE
XpaHEeHHE JIEKApCTBEHHBIX MPEMapaToB.

70. TpancnopTHas Tapa C JEKapCTBEHHbIMHM IIpenaparaMu B MPOIECCE
MPUEMKHU JIEKAPCTBEHHBIX IMPENApaToOB NEPe] MEePEMEIICHHEM B MOMEIICHUS U
(W) 30HY XpaHEHUs JOJDKHA OBITh OYMINEHA OT BHU3YaJIbHOTO 3arpsi3HeHUs (Ipu
HEOOXOIMMOCTH).

71. Ha TparcniopTHyIO Tapy, KOTOpasi HE IpeIHa3HavYeHa JIJIsl TOTpeOuTeneit u
B KOTOPYIO IIOMEIIEHbl JIEKAPCTBEHHBbIE Mpenaparbl, JOJKHA HAHOCHTHCS
uHdopMaIusi O HAWMMEHOBAaHWM, CEpUU JIEKAPCTBEHHBIX IIPEmaparoB, JaTe



BBIMYCKA, KOJMYECTBE BTOPUUHBIX (MOTPEOUTENHCKIX) YIAKOBOK JEKapCTBEHHBIX
[IpenapaToB, IMPOU3BOAUTEIE JICKAPCTBEHHBIX IIPENapaToB C  YKa3aHUEM
HAaUMEHOBAHUA M MECTOHAXOXKIEHUs (aapec) IMPOU3BOAUTENS JIEKapCTBEHHBIX
IpernapaToB, a TAaKXKE O CpPOKE T'OJHOCTU JIEKapCTBEHHBIX IIpernapaToB U 00
YCIOBUSIX HX XpaHEHUS M INEPEBO3KH, HEOOXOIUMBIE MpPEIyNpeaUTEIbHbIE
HAJ[IUCU U MaHUITYJIITOPHBIC 3HAKHU.



