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I PEeKTUBHOCTH U 0€30IIACHOCTH
BAKIIUHALIAU 3ABUCAT OT Kauecmed
NMMYHOOMO0JI0r HIEeCKUX
JIEKAPCTBEHHBIX NPENnapaToB.

NMMYyHOOMOJI0THYECKHE JIEKAPCTBEHHbIE
[penaparbl ABJIAIOTCS YyBCTBUTEIbHBIMH
OMOJIOrHYeCKUMM CYOCTAHIIMSAMMU,
KOTOPbIE IPH HEOJIATONPHUSITHBIX TEMIIEPATYPHBIX
YCJIOBHUAX TEPHAIOT CBOI0O AKTUBHOCTb.




ISt coxpaHeHusI KAa4ecTBA M AKTUBHOCTH
NUMMYHOOHOJIOTNYECKUX
JIEKAPCTBEHHBIX NIPENaparoB

Heo0X00UMO

NpaBUJILHOE XPAHEHNE I TPAHCIIOPTHPOBAHNE,
BKJIIOYAS NS 4
CTporoe CooJIIACHNE /
pPeKOMEeHyeMOoro

TeMIIEPATYPHOIO peKnuMa.




«X0/100080451_ UECND)) -

3TO MOCTOAHHO PYHKIIMOHUPYIOIIAS CHCTEMA
OPraHU3ANNOHHBIX M MPAKTHYECKUX MEPONIPUATHM,
odecnmeunBaIonias
ONTHUMAJBHBIA TEMIICPATYPHBIA PEKAM
XPAHCHHUS M TPAHCIIOPTHUPOBAHMSA

NUMMYHOOMOJIOTrMYEeCKUX
JIEKAPCTBEHHBIX MPenaparoB
a BCeX dTanax nmyTv ux cJeI0BaHUs
OT NpeaNnPUSITUA-U3TOTOBUTEIS
10 BAKIIUHAPYEMOI0




HopMaTuBHO-TIpABOBAasA JOKYMEHTALUS,
perjiaMeHTHPYIOIIas
TPEOOBAHMA IO COOJIIOACHNIO «X0J010BOM LEImM»:

[ denepanbublii 3akoH Poccuiickoit Megepannu oT
30.03.19991. Ne 52-®3 «O caHMTaApHO-
IMUAEMHUOJTOTNYECKOM 0JIArONOJIYYNH HACETICHUS;

IlocTranoBiaenune [-1aBHOro rocyiapCTrBeHHOIO0
caHuTapHoro Bpa4ya ot 17.02.2016r. Ne 19 «O0
YTBEPKIACHUN CAHUTAPHO-3NHMAEMHUOJOTHYECKUX MPABUJI
CII 3.3.2.3332-16 «YcaoBusi TPAHCIIOPTUPOBAHUSA U
XPAHEHUSA UMMYHOOMOJIOTHYECKUX JEKAPCTBEHHBIX
IpenaparoBy




YpOBHH «X0/I0A0BOM LENMU»

Opranu3anusi-u3roroBUTE b

Opranuzanusi ONITOBOW TOProOBJIU

T'opoackue u parioHHBIE (CeJbCKHE) allTeYHbIE
OpPraHu3aNnuu, MeAUIMHCKUAE OPraHu3aluu,
HHIUBHUAYAJbHbIC NPEeANPUHUMATEIN, UMEIoIIHe
JIUIEH3MI0 Ha (hapMalleBTHYECKY 0 HJIH
MEANINHCKYIO 1eITeJIbHOCTD

MeauuuHCKNE OPraHU3alUuN MU UX 000C00JIeHHbIE o
noapasaeJeHus (y4acTkoBbie 00J1bHUIIBI,

amMOyJIaTOp¥M, IMOJMKJIMHUKHA, POAMJIbHbIE I0MA,
MEIUIMHCKNE KAOMHETHI 00pa30BaTeIbHbIX U
JAPYrUX OpraHn3anumn)




CucremMma «x0J1010BOM HeNU» BKJIOYAET:

CrnenuajabHO 00yYeHHbIN
MepCcoHAaJ, 00ecCreYnBAIO NI
IKCILIY ATAUIO XO0JIO0ANIBHOTO

000py10BaHN, TPABUILHOE X0/1011IbHOE 000PY/I0BAHHE,
XPAHCHUE H TPAHCIIOPTHPOBAHNE  prheqHasHAYeHHOE 1JIsI XPAHEHUS
WJLI U Tpancnopruposanus UJIII B
ONTHUMAJBLHBIX TEMIIEPATYPHBIX
YCJIOBHUSIX

MexaHu3M KOHTPOJIA 32
COOJIIIeHEeM TpedyeMbIX
TeMIIEPATYPHBIX YCJIOBUH HA
BCEX ITANAX XPAHEHUS U
TpancnoprupoBanus UJII1




MeauunuHckas AOKYMCHTAIlU4,
perjiaMeHTHPYIOLIad AeATeIbHOCTE B CHCTEME «X0/I010BOM Lenuw» .

v' Ilpuka3 «O0 opranu3aiui KOMILIEKCA OPraHN3alHOHHBIX,
CAHUTAPHO-NIPOTUBOINUAECMUYECCKUX (MPOPUIAKTHICCKUX)
MEpPONPUSATHH, 00eCIIeYNBANINX 0€30IACHOCTH U COXPAHHOCThH
KayecTBa UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHbIX NPENnaparos,
NpeIHA3HAYEHHBIX AJIsI HUMMYHONPO(PHMIAKTUKU, ANATHOCTUKH
00JIe3HEH U AJJIEPruYeCKUX COCTOAHUM, IPU UX TPAHCHIOPTUPOBAHUMA
U XpPaHEHU:

- Opranusanusi CHCTEMbI «X0JI010BOM eI ;

- MHCTPYKIUS 10 TPAHCHIOPTUPOBAHNIO, XPAHCHHUIO 1
HCI0JIb30BAHUI0 UMMYHOOMOJIOTHYECKHUX JIEKAPCTBEHHbIX
IpenaparoB;

- OTBETCTBEHHOE JIMII0 32 CO0JII0IEHUSI CHCTEMbI
«X0JIOJIOBOH LN ;

- [ll1aH 1 cxeMa 3KCTPEHHbIX MEPONPUATHH 110 00ecedeHnI0
«X0JIOI0OBOM LENHU» B YPE3BbIYAUMHBIX CUTYAI[HSIX.




v’ ITnan u cxema SIKCTPEHHBIX MEPONPUATHIA 110 00eCIIeYeHHI0
«X0JIOA0BOM LIENW» B YPE3BbIYAUHBIX CUTYAIUSIX:

- Cxema pa3MeleHusi X0J0ANILHOr0 000py10BaHUS 1JIsI
pasmennenusi UJIII B moBcegHeBHOM peskuMe (€ YKa3aHueM
00beMa X0JI0AUJIbHON U MOPO3WJILHON KaMep);

- CxeMa pa3MelleHusi pe3epBHOI0 X0J10ANJILHOI0 000PYI10BAHMS
U TEPMOKOHTENHEPOB, UCI0JIb3yEMbIX B Ype3BbIYaANUHbIX
CUTYAIUSX C PACYETOM MX ONITUMAJIBHON MOTPEOHOCTH;

- Pacuer norpedHOCTH X0I0AWIBLHOI0 000PYI0BAHUSA U
TEPMOKOHTEHHEPOB J1Jis1 obecnedeHuss coxpannoctu UJIIIT;

- CocTaB aBapUiiHO-BOCCTAHOBUTEILHON IPYIIIbI
(oTBeTCTBEHHBIE JIMIIA);




- Jo1kHOCTHBIEC 00SI3AHHOCTH JIMII 110 BOCCTAHOBJICHUIO
PadoTOCIOCOOHOCTH X0JIOANIBHOI0 000PY10BAHNUSA 1
3JIEKTPOCHAOKEHUSA ;

- J10/15KHOCTHBIE 00SI3AHHOCTH JIMII 110 00eCIeYCHUI0
coxpanHoctu UJIII B ype3BbIYaMHBIX CUTYAIMAX;

- [lopsinok odecneuenus coxpanHoctu UJII npu
BO3HUKHOBECHUM YPE3BbIYANHON CUTYyAUN (IIOJIOMKA
X0JIOAWJIBLHOT0 000PYI0BAHNUSA, OTKJIIOYCHME 3JICKTPOIHEPIHHN)




MOPSI/IOK

(ajaropuTm aerMcTBUMN)
o0ecrne4YeHusi COXPaHHOCTH
HMMYHOOHO0JIOTMYECKHUX JIEKAPCTBEHHBIX MPenaparos
IPY BO3SHNKHOBECHUHU YPE3BbIYAUHOU CUTYAIIUU
(TmoJ10MK2a X0J10AHJILHOT0 000PYI10BAHUS,
HApyLICHHE 3JIEKTPOCHAOKEHUS):

*»* B yacel pa00ThI MEINIIUHCKON OPraHN3 AN,
9

¢ B HOUYHOE BpeMsi, BLIXOAHbIE H MMPA3AHUYHbIE THN;

¢ B cayuyae oTKJIIOYeHHA 3JIEKTPOIHEPrun 6oJiee 24 4acos.




CXEMBbBI

o0ecrne4YeHusi COXPAaHHOCTH
NMMYHOOHO0JIOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB MpH
BO3HUKHOBCHUM YPE3BLIYANHON CUTYA[MH:

IIpu HeuCPaBHOCTHU X0JI0AHJIBHOI0 000PYA0OBAHMS B padouee BpeMsi, B
HOYHOE BpeMsi, BbIXOAHbIC U NMPA3THUYHbIC THH;

IIpu BoccTaHOBJIEHUH PA0OTOCIIOCOOHOCTH X0JI0AHJIBbHOIO
000py10BaAHUS;

IIpu 0TCYTCTBUH 3JIEKTPOCHAOXKEHUS METUIUHCKON OPraHU3alnK B
pabouee BpeMsi, B HOUHOE BpeMsi, BBIXOJAHbIC U NPA3THUYHbIC THU;

IIpu BoCCTAaHOBJIEHUH 3JICKTPOCHAOKEHMSI MeTULINHCKOU
OpPraHu3aIHH.




ZKypHaJ perucTpanyy TeMIEepPaTypPHOro pexumMa i OTHOCUTEIbHON
BJIA’KHOCTH KaOMHeETA;

/KypHaJu perucrpanuu TeMIIEPATYPHOI0 pe;KUMAa B X0J10AWILHOM
000pY10BAHUU;

ZKypHaJI perucTpanuu OTKIYCHUS 3JIEKTPOIHEPI M ;

I'paduk npoBeaeHusi reHepaJLHON YOOPKH X0J10AUJIbHOIO
000py10BaAHNSA;

ZKypHaJ1 yueTa npoBeieHusi reHepajbHOoN YOOPKHU X0JI0AUIbLHOIO
000py10BaAHUS;

KypHaubl yyera IBHKEHUS HMMYHOOUO0JIOTHYECKHUX JIEKAPCTBEHHBIX
Npenaparos.




Ocnognolie mpeodosanus
K OPraHu3alny XpaHeHUus 1 TPAHCIIOPTUPOBAHUS
HMMyH06I/IOHOFH‘IeCKI/IX JIEKapCTBeHHI)IX HpenapaTOB
HA YeTBEPTHOM YPOBHE »X0JI00BOM L EI)

Bcee Buabl NI 10/1xHBI XPAHUTHCS B X0JI0AUJILHOM 000PY10BAHUM
npu Tremmeparype ot +2°C g0 +8°C;

B Mopo3nJIbHOM KaMepe X0J10AHJIbHOT0 000Py10BaAHMSL 10JI2KEeH ObIThH
3amac 3aMOPOKEHHbIX XJIAI03JIEMEHTOB. XJIaJ103JIeMEHThI,
coJep:kaiyue B Ka4eCcTBe HANOJIHUTEJISI BOAY, J0JKHbI HMETh
MAPKHPOBKY «BOHAA»;

JureasHocTs Xpanenus UJIII He mo/xHa npeBbIIATH OAHOTO
Mecsla. B TpyIHOMOCTYITHBIX PAMOHAX CPOK XPAHEHUS MOXKET ObITh
yBeJHYeH 10 3-X MecsleB;




He ponyckaercsi COBMECTHOE XpAHEHHE BAKIIAH C APYT UMM
JIEKAPCTBEHHBIMH CPEACTBAMM, B TOM YHCJIe ¢ TYOepKyJIruHOM. B
HCKJIIYUTEJBHBIX CJOy4YasiX (HanpuMep, B TPYAHOAOCTYIIHBIX MeCTaX)
HONYCKACTCS XPAHCHUE 8AKUUHDBL U MYDEepPKYIUHA B X0J0AUIbHUKE 1JIs1
NJIII ¢ omoenvroit 2cepmemuyuno 3aKpovleaemoll eMKocmu,

He gomyckaercsi eperpes moMeIieHHii, rie HaX0AUTCs X0J0IMIbHOe
o0opyaoBanue, Bbimie +27°C;

He ponyckaercsi pasMenieHne Xo0J10AuJIbH0ro 000py10BaHus 1
TEPMOKOHTEHHEPOB BOJIM3U OTONMUTEIbHBIX CHCTEM;

B ciyuae ecau tpancnoprupoBanue UJII piaurcs 6oJiee 1 yaca, B
TEPMOKOHTEHHEP HE00X0AMMO 3aKJIAABIBATL TEPMOUHIUKATOP HAJIs
KOHTPOJISI TEMIIEPATYPHOI0 PEKUMA TPAHCIIOPTUPOBAHMS;




" 3arpy3ka U BbIIPY3Ka TEPMOKOHTEHHEPOB OCYIECTBJISIETCH B CPOK 10
10 MuHyT;

J0IKHOCTHBIM JIMIIOM, OTBETCTBEHHBIM 32 «X0JI00BYIO LIENb,
BeJeTCH CTPOruM yuer nmocrymiaeHus u pacxoaga UJIII, pukcupyrorcs
IMOKA3aHUS TEPMOMETPOB M TEPMOUHTIUKATOPOB, HCI0JIb3YEMBbIX JIJIsI
KOHTPOJISI TEMIIEPATYPHOI0 PeKUMAa, ¢ 00513aTeJIbHBIM BHECEHUEM

3alucen B cuenuajbHbie )KypHaJbl (mpuioxenue Ne 2, Ne 3 k CII
3.3.2.3332-16);

B X0/10AMJIbHOM 000PYI0BAHUM HEO0X0AUMO CTPOro CO0JII0AATH
npasuJia pasmernenus UJII: npenaparthbl, He moajieKamme
3aMOPAXKNBAHUIO, PA3MEIIAKTCHA B YIAJEHUH OT HCTOYHUKA X0JI0A
(AKJIC, AJIC-M, AC, AJIC, UIIB, BaAKIIMHA IPOTHUB BUPYCHOI'0
renatura B u npyrue). Pacteopure)in cieayer XpaHUTh BMecCTe ¢
BakHuHAMHU. [10JIKH X0JI0AUJIBHOT0 000PYI0BAHNSA MAPKUPYIOTCH €
yKazaHueM BHMaa pasMernaeMbix Ha Hux UJIII;




= B MOPO3UJIBHOM OTACJICHUN XO0JI0INJIBHOTO OﬁOpyI[OBaHI'IH
PasMEcIIACTCs HGOﬁXOI[I/IMI)If/i 3a1ac XJ1aa03JIEMEHTOB,

He nomyckaercs xpanenue UJIII B MOpo3WILHOM OTACICHUN
X0JIOAWJIBLHOT0 000PYI0BAHNUSA HA YeTBEPTOM YPOBHE «XO0JI00BOM LEIN);

B x0/101MJIbHOM 000PY10BAHNH HA YeTBEPTOM YPOBHE «X0JI0I0BOM

el pa3MemanTcs He3aMOPOKeHHbIE XJ1a/103J1eMEeHThI, KOTOpbIe
MOTYT CJLYKMTh JONOJHUTEJIbHBIMU HCTOYHMKAMH X0J10/12 B
ABAPUNHBIX CUTyAI[USX.




CITIACUBO 3A BHUMAHHE




