CAHUTAPHO-3NMMAEMUOJIOMNMYECKUE NPABUIIA CIN 3.3.2.1248-03 "YCJ10OBUA
TPAHCINMOPTUPOBAHUA U XPAHEHUA MEAWLUMHCKUX MMMYHOBWOJIOM’MYECKUX
NMPEMNAPATOB" (C UBMEHEHUAMMU OT 18 ®EBPAIJIA 2008 I'.)

3.3.2. MeanumHckre MMMyHoBUonormyeckme npenapatbl

CaHuTapHo-anugemuonoruyeckue npasuna C 3.3.2.1248-03

"YcnoBusi TpaHCNOPTUPOBAHUSA U XPaHEHUA MEeAULIMHCKUX UMMYHOGMONormyeckux npenapaToB”
(yTB. FNaBHbIM rocyaapcTBeHHbIM CaHMTapHbIM BpayoM P® 20 mapTta 2003 r.)

(c usmeHeHusimu ot 18 cpeBpans 2008 r.)

Oarta BBeaeHus 30 nioHa 2003 r.
(u3meHeHus BcTynatoT B cuny 01 utoHsa 2008 r.)
|. O6nacTb NnpuMeHeHust

1.1. HacTosiwme CaHuTapHo-anuaemMmonormieckve npasuna (ganee - caHMTapHble npaswuna) paspaboTaHbl B COOTBETCTBUMN C
depepanbHbIM 3akoHOM O caHMTapHo-anuaemvonornyeckoM bnarononyymmn Hacenexus" ot 30 mapta 1999 r. N 52-¢3" (CobpaHne
3akoHopatenscTBa Poccuiickoin ®egepaummn, 1999 N 14, ¢1.1650), "MNMonoxeHneM o rocyaapCTBEHHOM CaHUTapHO-3NUAEMUONOrMYEeCKOM
HopMUMpoBaHuK", yTBepxxaeHHoM [MocTaHoBneHvem MpaButenscTBa Poccuiickon Penepaumm ot 24 nons 2000 r. N 554 (CobpaHue
3akoHogarernbcTBa Poccuiickon ®egepaunm, 2000 N 31, ¢1.3295).

1.2. CaHMTaprIe npasuna yctaHaBnuBarT 06u.|,|/|e Tpe6OBaHVIﬂ K KOMMNJ1EKCY OpraHM3auMOHHbIX U TEXHUYECKUX MepOHpMﬂTMVI,
OﬁeCI'IeHVIBaIOLLl,VIX COXpPaHHOCTb Ka4YecTBa MeaANULUHCKNX VIMMyHOGVIOJ'IOFVNeCKVIX npenapartos (J'IeKapCTBeHHbIe cpeacTea,
npegHasHadeHHble Ans I/IMMyHOI']pOd)I/IJ'IaKTI/IKVI, MMMYHOTepanum n AuarHoCTUKnN 6onesHen n annieprmiecknx COCTOHHMVI).

1.3. CaHuTapHble NpaBuna ycTaHaBnMBaOT NOPSAOK TPAHCMOPTUPOBAHNS U XPaHEHUSI MEAULIMHCKUX MMMYHOBUONOrMYeckux npenapaToB
OT MOMEHTa UX U3rOTOBMEHUS 4O UCMONb30BaHWs B OpraHM3alnsix 34paBOOXPaHEHNS.

1.4. CaHVITaprIe npasuna npegHasHadeHbl Ana upuanyecknx nuy n HouBUAyanbHbIX npeﬂanHmmaTenePl, He3aBUCMMO OT
BEOMCTBEHHOW NPUHAONEXHOCTU U q)OpM COBCTBEHHOCTH, OCyLLEeCTBNALWUX TPAHCNOPTUPOBaHNE U XpaHeHne MeOULUNHCKUX
VIMMyHOGVIOJ'IOFVHeCKI/IX npenapartos.

1.5. KoHTporb 3a BbINOMHEHWEM HaCcTOSILLIMX CaHUTaPHbIX MPaBKUI U METOANYECKOE PYKOBOACTBO MO OCYLLECTBMEHMIO KOMMekca
OpraHn3aLMOHHO-TEXHUYECKUX MEPONPUATUIA, 06ecneunBatoLLyX ONTUMaribHblE TeMepaTypHble YCIIOBUS MPY TPaHCMOPTUPOBaHNUM U
XpaHeHUM MeaULMHCKMX MMMYHOGKONornYeckrx npenapartos ( "xorofosas Lenb"), NPOBOAST OpraHbl, OCyLLecTBrsoWne
roCy4apCTBEHHbI CaHUTaPHO-3NUAEMMUONOrNYECKNA Haa30p.

Il. O6wme Tpeb6oBaHuUs

2.1. [inst obecneyeHus: BbICOKOro kayecTBa MeauLMHCKUX MMMYHoGuornorndeckux npenaparos (MUBIT), 6e3onacHocTy 1 adhekTnBHOCTH
X MPUMEHEHMS CO3Aal0T cucTeMy "XonoaoBow Lenn'.

2.2. Ha Bcex ypoBHSsiX "x0nofoBoii Lenu" fomkHbl paboTaTh crneumansHo 06yYeHHbIe CreLmanicTbl C onpeaeneHnemM crnyxebHbIx
06s13aHHOCTEN B COOTBETCTBUM C 3aHNMAEMOl UMW JOMKHOCTbIO U 06beMOM paboThl.

2.3. HacTtoswme caHuTapHble Nnpasuna ycTaHaBnuealT oblime TpeboBaHus Ko BCEM rpynnam MeauUMHCKUX MUMMYHOGUONOrMYecknx
npenapaTtoB. OCOGEHHOCTY TPAHCMOPTUPOBAHUS U XPaHEHUSI MEAULMHCKMX MMMYHOGMOMNOrMYECKMX NpenapaTtoB onpeaensaTca Takke B
[OKYMEHTax Ha [jaHHble npenaparbi.

Ill. YpoBHM "xonopoBoi uenu"

CuctemMa "XonoaoBon Lenu" cocTouT n3 4-x ypoBHe:

3.1. 1-bl1 ypOBEHb OpPraHU3yeTcsi OT OpraHU3aLnii-M3roToBUTENE MeANLMHCKMX MMMYHOGMOMNOrMYECcKMX NpenapaToB 40 anTeYHbIX
cknagoB B cybbekTax Poccuiickon ®enepauum.

3.2. 2-0/1 ypOBEHb OpraHu3yeTcst OT anTeyHbIX CKnaaoB B cybbekTax Poccuiickon denepanmm 4o ropoackux U panoHHbIX (FOPOACKUX U
CenbCKNX) anTeYHbIX CKNaAoB, a TakkKe CKNafoB OpraH3aumnii 30paBooOXpaHeHns;

3.3. 3-11 ypoBEHb OpraHM3yeTCcs OT FOPOACKUX U PaiOHHbIX (FTOPOACKUX U CEMbCKMX) anTeYHbIX CKIaAoB 40 Ne4ebHO-NpodUnakTuyecknx
opraHvsauuii (y4acTkoBbix 60MbHUL, aMBynaTopuii, NONMKIMHUK, POAUIBbHBLIX JOMOB, (henb/LLepCKo-aKyLLIEePCKMX NyHKTOB 1 Ap.);

3.4. 4- ypoBEHb OpraHu3yeTcs nevye6HO-NPOodUNaKTUHECKUMU OpraHn3auusiMy (y4acTKoBbIMU GonbHMLAMKM, aMGynaTopusiMu,
NONMUKIMUHMKAMM, POAUIIbHBIMU AOMaMU, DenbaLepCKo-aKkyLLIEePCKUMI MyHKTaMu U Ap.).

IV. Tpe6oBaHUs K TeMMepaTypPHOMY PeXUMy TPaHCMOPTUPOBAHUS U XpPaHeHUs!
MeAULIMHCKMX UMMYHOGMONornyeckux npenapaTos

4.1. MNpwn TPaAHCNOPTUPOBAHWN U XPAHEHUM MEAVLMHCKMX MMMYHOBMONOrMYECKUX Npenaparos cobrnogaiTcs ycrnosus, obecnedmsatoLme
COXPaHHOCTb X UCXOAHOIO KayecTsa; 0becrneymBaeTcs 3almTa npenapara oT BO3LENCTBYS TemMnepaTypbl OKpYXKatoLLen cpeabl, ot



noBpeXaeHUa ynakoBOK, pacnneckmBaHua n 1.4.

4.2. TpchnopTMpOBaHme N XpaHeHne MeanunHCKUX I/IMMyH06I/IOJ'IOFVI“IeCKVIX npenaparoB B cucteme "xonogoson uenu" OCyLlecTBnAT
npu cnegyruwmx temnepaTtypHbIX yCnoBUAX:

TPaHCMOPTUPOBAHME U XpaHEHWE MEeOMLIMHCKUX MMMYHOBMOMNOrMYeckMx npenapaTos - Npy Temnepatype (B npegenax ot 2 fo 8°C);

XpaHeHWe XW1BOW BaKLMHbI MPOTUB NMONIMOMUENUTA - MpY TemnepaType MuHyc 20°C 1 HuXe, Npy TPaHCMOPTUPOBaHUM yKa3aHHOW BaKLMHbI
B TemnepaTtypHoM pexume (B npefenax oT 2 Ao 8°C) gonyckaeTcsi nocreayoLlee NoBTOPHOE ee 3aMopaxmBaHue A0 MuHyc 20°C;

XpaHeHue BakKUMHbI XenToi nmxopagku - npu Temnepatype MuHyc 20°C 1 Huxe, TpaHCNopTUpOBaHUe NPoM3BOAAT Npu TemnepaTtype (B
npegenax ot 2 go 8°C).

4.3. He ponyckaeTcsi 3amopaxvBaHue aacopbrpoBaHHbiX NpenapaTtoB (KOKMIOLHO-AN(TEPUINHO-CTONBHAYHON BaKLUHbI, AU TepuitHo-
CTONBHAYHOro aHaToOKCKMHA, BaKLMHbI NPOTUB renatuta A, BakLMHbI NPOTUB renatuTa B, MHaKTMBMPOBAHHOW NMONMOMUENUTHON BaKLMHbI 1

[p.), @ TaKkKe pacTBOPUTENeN BakLMH NpyU TPAHCNIOPTUPOBaHUM Y XpPaHEHUN.

4.4. ﬂpm onpeaeneHnn pexxmmMma TpaHCNnopTMpoBaHUA U XpaHeHs KaxXaoro otaerisHoro MeauumHCKoro VIMMyHOGVIOJ'IOrVNeCKOrO npenaparta
PYKOBOACTBYHOTCA LOKYMEHTaMU Ha OaHHbIN npenapar.

4.5. Ha nepBoM ypoBHe "X0rnoAoBon Lienu'" AonyckaeTcs XpaHeHne KOPeBON, KPACHYLLHOW, MapOTUTHON BaKLMHbLI U COOTBETCTBYHOLLMX
accoLMMPOBaHHbIX BaKLWH, BbIMyCKaeMblx OTAENbHO OT pacTBOpUTENS, Npy TemnepaTtype MuHyc 20°C.

V. Tpe6oBaHUs kK 06opyAOBaHMIO ANs " XonopoBow Lenu”

5.1. XonogwunbHoe o6opynoBaHWe, NpeaHa3HadyeHHoe Ans TPaHCNOPTUPOBaHUS U XpaHeHUs! MEQULIMHCKMX UMMYHOGHUOMOrMYecKmX
npenapaToB, OIMKHO obecneunBaThb:

YCTaHOBMEHHbI TEMNEePaTYPHbIA PEXMM B TEHEHUE BCETO BPEMEHW TPAHCTIOPTUPOBAHWS U XPaHEHWS;

[0CTaTOYHbIN 06bEM AN pasMeLleHUst MaKCMMarnbHOro 3anaca MeamunHCKMX MMMYHOBMOMNOrMYeCcKUX npenapaToB, KOTOPbIA MOXET
NOCTYNUTb Ha AaHHbIN YPOBEHb "XONOA0BOW Lienn';

3aMopaxuBaHve 4OCTaTOMHOrO KONUYECTBa XIafA03N1eMEHTOB, UCMONb3YEMbIX B KOMMNIIEKTE C TEPMOKOHTEHEPaMu.
5.2. B cucteme "xonopoBow Lenu' UCnonb3ytoT cneaytoliee obopyaoBaHue:

. XONOAWMbHbIE KOMHaTbI (Kamepbl) Unu 6onbLUve XONoANUNbHUKN-NPUNaBkK (OTKPbIBaIOLLNECS CBEPXY);

. MOPO3UIbHbIE KaMepbl UM MOPO3UIbHbIE Npunaeku (hpusepsbl);

. MOPO3UIbHUKM;

. 6bITOBbIE XONOANMBHUKM;

. TEPMOKOHTENHEPHI;

. MEAULIMHCKNE CYMKU-XONOANTTBHUKY;

. XNafo3NeMEHTbI;

. TEPMONHANKATOPSI;

. TepMoperncTpaTopsl;

. TepMorpadbl;

. TEPMOMETPbI;

. cneumanbHble aBTopedpmkepaTopsbl

e 1 apyroe.

5.3. XonoaunbHble KOMHaTbI (Kamepbl) UCMONb3YOT Ha BCEX YPOBHSIX "XONOA0BOM Lienu” Anst XpaHEHWs U yNakoBKU MeOULIMHCKUX
MMMYHOBMOMOrMYeckux npenapartoB. XonoaumnbHbIe KOMHaTbl (kamMepbl) 060pyAyHoT CTennaxaMu, MapkMpoBaHHbIMU AN K&XO0ro Buaa
MEeAMLMHCKUX MMMYHOBMONOrMyeckux npenapaTtos. 3arpyska XonoaurbHbIX kamep AormkHa obecrneurBaTb CBOGOAHYO LIMPKYNSLMIO
BO34yXa Mo BceMy o6bemMy. KOHTporib TeMnepaTypHOro pexnma XonoausbHbIX KOMHAT (kamep) OCYLLECTBSIOT C NMOMOLLbI TepMorpacdoB
Unu TEpPMOPErnCTpaTopoB.

5.4. Mopo3urbHble kamepbl UCTIONb3YHOT ANt MeAULMHCKUX MMMYHOBMOMNOMMYECKUX NPenapaToB, XpaHeHe KOTOPbIX COrfMacHO MHCTPYKLMK
Mo UX MPUMEHEHWIO, AOMKHO ObITb B 3aMOPOXXEHHOM COCTOSIHUM, a TakxkKe Ansi 3aMOPaXMBAHUSA U XpaHEHUs XI1afo03/1eMeHTOB,
UCMOMNb3yeMbIX B TEPMOKOHTENHEPaX. HenpepbIBHbI KOHTPOIb TEMNEPaTypHOro pexnMa MOpO3urbHbIX KaMep OCYLLECTBIIAT C MOMOLLbIO



TepMorpadoB UMy TEPMOPETUCTPATOPOB.

5.5. MOpOBVIJ'IbHVIKVI NCNOoNb3yrT ANA 3aMOpaXuUBaHNA XNago31eMEeHTOB B COOTBETCTBUM C VIHCprKLlVIeVI no NpUMeHeHUro
TepMOKOHTeVIHepOB N XNaaoas1ieMeHTOoB.

5.6. BbITOBbIE XONOAWUNBHWKN UCMOMb3YHOT AN XpaHEHUs MEeANLIMHCKUX MMMYHOBMONOrMyeckmx npenapaToB v Ans 3aMopaXxuBaHus
XNaf03M1eMeHTOB MPenMyLLECTBEHHO Ha 3-eM 1 4-0M YPOBHSAX "X0NoA0BON Lenun".

5.7. TepMOKOHTeVIHepr, ABndaowmecsd nsgennamm MeauumMHCKOro HasHa4eHus, paspellaeTcsd NpUMEeHATb Ansd XpaHeHua n
TpaHCNopTUpoBaHNA MeOULNHCKNUX I/IMMyHO6I/IOﬂOFI/NeCKI/IX npenaparos nocrie nposeaeHns FOCyﬂapCTBeHHOVI pernctpauuu B
YCTaHOBNEeHHOM nopsake.

TepMOKOHTeHepbl eMKOCTbIO cBbile 10 AM3 AOMmKHBI 06ecrnedynBaTb TEMNEPATYPHbIA PEXUM XpaHEHWS U TPaHCNOPTUpPoBaHus oT +2°C
0o +8°C He MeHee 48 YacoB NpuW NOCTOSHHOM BO3AENCTBUM TeMMepaTypbl okpyxatowel cpeabl +43°C u ot +8°C go +2°C He meHee 10
4acoB Npu NOCTOSHHOM BO3AEWCTBUM TemnepaTypbl okpyxatowen cpeapl -30°C.

TepMOKOHTENHEPLI EMKOCTbIO MeHee 10 AM3 AomkHbI o6ecneunBaTtb TemnepaTypHbIi PEXUM XpaHEeHUsI U TPAaHCNOPTUPOBaHNUS
MEAMULMHCKMX MMMYyHOBUonornyeckux npenapartos ot +2°C go +8°C He MeHee 24 4acoB Npu NOCTOSHHOM BO34EeNCTBUM TemnepaTypbl
okpyxatow el cpeabl +43°C 1 ot +8°C go +2°C He MeHee 10 4yacoB npu NOCTOSHHOM BO3AEWCTBUM TEMNEPaTypbl OKpYXKatoLen cpeapl -
20°C.

BHyTpeHHWe NoBEPXHOCTM TEPMOKOHTENHEPOB JOMKHbI ObITb MOKPLITLI MaTepuanaMu, No3BoNsIOLLUMM Nepes NOBTOPHbIM
MCMONb30BaHWEM MPOWU3BOANTbL AE3UHMEKLMIO B COOTBETCTBIM C NMACNopTOM U UHCTPYKLMEN MO MPUMEHEHMIO TEPMOKOHTENHEPOB.

TepMOKOHTENHEPbI AOMMKHbI BbiTb YKOMMIEKTOBaHbI MacrnopToM, MHCTPYKLMEN MO NMPUMEHEHMNIO 1 HEOBXOAMMBIM KOSIMYECTBOM
XNafo3neMeHTOoB.

5.8. MeguuuHckas cymKa-xonoaunbHuK (Manblii TEPMOKOHTENHep) AomkHa obecneyrBaTth TeMnepaTypHbli pexumM (B npeaenax oT 2 o
8°C) npu Temnepatype okpyxatoLiein cpegpbl 43°C He MeHee 24 4. BHyTpeHHME NOBEPXHOCTU CYMKW AOIMKHbI ObITb MOKPbITHI
cneumanbHbIMU MaTepuanamu, No3BoNsOLLMMI NPOBOANTL Ae3UHMEKLMIO.

5.9. Ucnonb3oBaHne xnagoaneMeHTOB OCYLLECTBSAIOT B COOTBETCTBUN C TpeﬁOBaHMHMM, MN3NOXEHHbIMM B NMpunaraeMmom nacnopTe.

5.10. TepMovHAUKATOPbI ¥ TEPMOPErUCTPATOPbI (TepMorpadbl), SBRALMECH U3ENVSIMA MEAULIMHCKOTrO HasHayYeHus, paspeLuaeTcs
NPUMEeHSITb B MEAULMHCKUX LLeNax nocne npoBeAeHVsi rocyaapCTBEHHON PETUCTPaLLMM B yCTaHOBIEHHOM MOPSIAKE.

TepMOoUHAMKATOPbI ¥ TEPMOPErUCTPATOPbl A0MMKHLI 0GecneumBaTh KOHTPOrb COBIIOAEHNUS TEMNEPATYPHOrO PEXUMa OT MOMEHTa
3aKknagku MeauUMHCKUX UMMYHOGMOMOTMYECKUX NPenapaToB B YNIaKOBOYHYIO Tapy A0 NOMYyYeHWst MeAULMHCKUX MMMYHOBMONOrniecknx
npenapaToB Norb30BaTeNsiMU.

K TepMouHamMkaTopam 0aHOPa30BOro UCMONb30BaHWS AOIKHbI MPUNaraTbCs KOHTPOMbHbIe kKapTouku uHavkatopa (KKW), 3anonHsiembie ¢
MOMeHTa 3aKknafkv MEQULMHCKUX MMMYHOGUOMOMMYECKUX NPenapaToB B YNakoBOYHYO Tapy A0 NOMyYeHUs: MEAULIMHCKMX
MMMYHOBMONOrMYECKUX NpenapaToB Nonb3oBaTensiMu.

5.11. CneunanbHble aBTopedpvkepaTopbl UCMOSb3YIOT AN TPAHCNOPTUPOBaHUA MEOULIMHCKMX MMMYHOBUOMNOMMYeCcKkrX NpenapaTos Ha
BCEX YPOBHSAX “"XONOLOBON LiENu”, a TakKe OHW MOTYT UCMOMb30BaTbCA B KAYECTBE XOMOAUIbHBIX UM MOPO3WITbHBIX Kamep Anst
BPEMEHHOro XpaHeHUsi MeaULMHCKUX MMYHoBUonormyecknx npenapatos. CneumarnbHblie aBTopedpuxepaTopbl 06opyaytoT npubopamu
(Tepmorpachbl 1 Ap.), NO3BOMSOLLMMM NOMyYaTh AOKyMeHTanbHOe NOATBepXAeHNe COBINoAeHUs TeMNepaTypHOro pexmma Bo BpeMsi
TPaHCMOPTUPOBaHUS MEAWLIMHCKMX UMMYHOBMONornyeckmx npenaparos. CrneunanbHble aBTopedpvkepaTopbl U KOHTPOIbHO-
n3MepuTenbHbIE (PerncTpaumroHHblie) MpUBopsl, UCTONb3yeMble Al UBMEPEHNSI TEMNEPATYPHOTO PeXMMa, NoANexaT KOHTPOro B
yCTaHOBMEHHOM nopsake. [leavHdbeKLMoHHyo 06paboTKy Ky30BOB creumanbHbiX aBTopedpukepaTopoB NPOBOAAT OpraHu3aumen B
COOTBETCTBUM C UHCTPYKLMEN.

VI. O6wWwme Tpe6OBaHMUA K OpraHM3aLum TPaHCMOPTUPOBaAHUA U XPaHEHUsA MeAULIMHCKNX
MMMYHOGMONOrnYecknx npenapaToB Ha BCEX YPOBHAX " XxononoBon Lenu"

6.1. Ha Bcex ypoBHsix "XornogoBov Lenu" npoBoasiT perucTpaumio NocTynneHms 1 oTrnpasneHns MeguuMHCKUX MMMYHOBUOMOorMYeckmnx
npenapaToB B OpraHn3aumm ¢ ykazaHvem HavMeHOBaHWUa npenapara, ero Konn4yectsa u cepum, KOHTPOMbHOrO HOMepa, CpoKa rogHoCTH,
Aatbl nocTynneHus (oTnpasneHust), NokasaHus TepMouHankaTopoB (Tepmopeructpatopos), $.M.0. oTBeTCTBEHHOrO paboTHUKA,
ocyLiecTBnstoLLero peructpaumio. CoTpyaHUK, OCYLLECTBNSIOWNIA PErMcTpaumio, fOMKEH NPOWTN COOTBETCTBYHOLLYIO MOArOTOBKY NO
BONpocam cobnioAeHNs YCroBUI XpaHEHNs N TPaHCNOPTMPOBaHUA MeANLMHCKMX UMMYHOBUONorniyecknx npenaparos u pabote ¢
npubopamu, perncTpupyroLLMMN USMEHEHNS TEMNEePaTypPHOro pexnMa (TEPMONHAMKATOPbI U TEPMOPErncTpaTopsbl).

Mpu perucTpaumm NoCTynreHVsi npenapaTta ykasblBaloT NOCTaBLLMKa U YCIOBUS TPAHCMOPTUPOBAHMS.

ExenHeBHO 2 pasa B ieHb B CrieLuanbHOM XypHane 0TMeyatoT NokasaHus TepMOVHANKATOPOB UM TEPMOPErMCTPaTOPOB XONOAMITbHbIX
(MOpPO3UNbHBIX) KaMep, B KOTOPbIX XPaHAT MeAULMHCKME MMMYHOBUOMNOrMYEeCKUe Npenaparsl.

6.2. B opraHusauusix 1-ro, 2-ro n 3-ro ypoBHeI "X0no40BoN Lenun"” onpeaensioT nopsaok obecneyeHnst TemnepaTypHoro pexxuma
XPaHEHWs N TPaHCNOPTUPOBaHNA MeANLIMHCKUX MMMYHOBMOMNOrMyecknx npenapaToB 1 06543aHHOCTU AOMKHOCTHBIX NNL, OTBETCTBEHHbIX 3@

obecneyeHune "xonogoson Lenu" Ha JaHHOM YPOBHE.

6.3. TpaHCcnopTMpOBaHUe MeAULIMHCKUX MMMYHOBNOMOrMYeCKUX NpenapaToB BCEMU BUAaMU TpaHCMNopTa, KpoMe aBTopedpukepaTopHoro,



OCYyLLEeCTBNAKT B MEOULMHCKUX TepMOKOHTeVIHean, nMerwmnx cemgetTenbcrtea o rOCy/J,apCTBeHHOVI perncTpaunm yctaHoBIIEHHOIo
06pa3u,a. Ka)K,qle napTuo MeguunHCKNX I/IMMyHOGI/IOJ'IOFI/NeCKVIX npenaparos, oTnpasndeMbliX B OOUH agpec, obecneunBatoT
TepMOUHAMKaTopaMun A0NYCTUMbIX BEPXHUX N HUXKHUX TpaHUL, TeMnepaTypHOro Ananas3oHa unm TepmMopermcTpaTopom.

6.4. MNpu TpaHCNOPTUPOBaHUN MEQULIMHCKUX MMMYHOBMONOrMYeckmx npenaparoB asTopedpmxepaTopHbIM TPAHCMOPTOM A0MYyCKaeTcs B
KayecTBe TPaHCNOPTHOW Tapbl UCMOMNb30BaTh KOPOBKK 13 haHepsbl, rochpa-kapToHa, NonncTUpona u Apyrux matepumanos. Cnocob
pa3mMeLLeHns KopoboB B Ky30Be crieLmanbHoro aBTopedpukepatopa forkeH obecneqmBate CBOOOAHYIO LMPKYNALMIO BO3AyXa 1
COXPaHHOCTb MEAMLMHCKUX MMMYHOBMOMOrMyecknx npenapatoB. [Ins KOHTPOnsi TemnepaTypHOro pexnmMa UCronb3ytoT NoKasaHus
YCTPOWCTBA AJ151 HENPEPbIBHOrO KOHTPOIS NapameTpoB TeMNepaTypHOro pexuma B U30TEPMUYECKOM Ky30Be cneunanbHoro
aBTopedpwkeparopa.

6.5. MNpu SOKyMeHTanbHOM NOATBEPXKAEHUM HAPYLLIEHWUs TEMNEPaTYPHOro pexMma Npy TpaHCNoOPTUPOBaHUM, OTBETCTBEHHbIN PAGOTHWUK,
OCYLLECTBISAOLL WA NPUEM W PEMUCTPaLMIO COBMoaeHUst TpeboBaHWii "XoNoLoBo Lienu” Ha BCEX YPOBHSAX, 06si3aH JONOXUTL 06 9TOM
PYKOBOAWTESIO U COCTaBUTL COOTBETCTBYHOLLMIA aKkT. PelleHne 06 oTkase nosyyeHns MeauuMHCKUX MIMMYHOBMONOrMYeckmx npenapaTos v
HanpaBneHnn Ux Ha NOBTOPHYH NMPOBEPKY Ka4yecTBa NPUHUMAET PYKOBOAMUTENb OpraHu3aLuu.

6.6. TpeboBaHMsi K OpraHM3aLumn TPaHCNOPTUPOBAHMS U XpaHEHWUS MeANLMHCKUX MMMYHOBMONOrmyeckmMx npenaparos Ha 1-oM ypoBHe
"xonogosow Lenun'.

6.6.1. Ha 1-oM ypOBHe KOHTPOMb KayecTBa Npou3BeeHHbIX MeAULMHCKUX UMMYHOGMOMOMMYECKMX NPenapaToB OCYLLECTBASIOT OTAENbI
Buonoruyeckoro n TexHonornyeckoro koHTpons (OBTK) opraHnsaumii-uarotoBuTenen n (Mnun) HauMoHanbHbIA OpraH KOHTPOS.
MeauumHckre MUMMyHoBMonormyeckme npenapatbl Ha 1-OM YpOBHE XpaHSAT COrMacHO MHCTPYKLMW MO UX MPUMEHEHWIO B XONOAMIbHBIX UK
MOPO3UMbHBIX KaMepax. YNakoBKy MEAWULMHCKUX MMMYHOBMONOIMYECKMX NpenapaToB B TEPMOKOHTENHEPbI OCYLLECTBSAIOT B XONOAUINbHbIX
KOMHaTax (kamepax).

6.6.2. lNepen oTnpaBneHMemM MeauLMHCKMX UMMYHOBMONOrMYecknx npenaparoB NnoTpedbuTensiM B TEPMOKOHTEHEPDI 3aknaabiBaloT
XNaf03NeMEHTbI, NacnopT U MHCTPYKLMIO MO NPUMEHEHMIO TEPMOKOHTENHepa. [Ans obecneveHnss HeO6XOAMMOro TemMmnepaTypHOro pexvma
KOMMYECTBO W TUM 3aKnafbiBaeMblX B TEPMOKOHTENHEPbI Xa[03/1eMEeHTOB AOMKHbI COOTBETCTBOBATL TPe6OBaHUAM AOKYMEHTOB Ha
Mcnonb3yemMble TEPMOKOHTENHEPbI U XNaao3remMeHTbl. TEPMOKOHTENHEP, B KOTOPOM HaxOAATCS CONPOBOAUTENbHbIE [OKYMEHTI,
oTMevaloT.

6.6.3. B 0AWH 13 TEPMOKOHTENHEePOB NapTUN MEQULIMHCKMX UMMYHOBMONOrMyeckmx npenapaTos, TPaHCNOPTUPYEMOIA B aapec nonyyaTens,
nomeLLaloT B COOTBETCTBUM C TEXHUYECKON JOKYMEHTaLMEe TEPMOPErMCTPATop UM TEPMOMHAMKATOP, No3BonstoLme obecneynTb
KOHTPOSb COBMIOAEHUS 1 MPOAOIMKUTENBHOCTD HapYyLLEHNUS TeMNepaTypHOro pexxnumMa.

6.6.4. OpraHusauusi - U3roToBUTENb MEAULIMHCKUX MUMMYHOGUOMOrMYECKrX NpenaparoB A0MKHa UMETb 4OCTaTOUHbIN 3anac
TEPMOKOHTENHEPOB, TEPMOVHAMKATOPOB (TEPMOPErMCTPATOPOB) U XJ1aA03IEMEHTOB AJ1S BbINOMHEHWS MEPONPUATUI B Ype3Bbl4aiHbIX
CcUTyauusix.

6.6.5. TpaHCNoOpTUPOBaHUE MEAULMHCKUX MMMYHOBUOMOrMYECKUX NpenapaToB 40 a3pPOrNoPTOB U XENE3HOA0POKHbIX CTaHLMIA
OCYLLECTBNSAOT creuyanbHbIMU aBTopedpikepaTopamm Unv B TEPMOKOHTENHEPAX KPbITbIM aBTOTPaHMOPTOM.

6.6.6. MNpogomKMTENbHOCTb TPAHCNOPTUPOBAHNSA TEPMOKOHTENHEPOB C MeaULMHCKUMU MMMYHOBUONOrMyeckumMmn npenaparamm He JormkHa
npeBbIWaTh BpEMEHU, B TEYEHNE KOTOPOro UCMOSb3yeMble TEPMOKOHTEHEpPbI rapaHTUPYIOT nogaepKaHne B HUX Tpebyemoro
TemnepaTypHoro pexuma. [ins 6onee AnNMTENbHOrO TPAHCNOPTUPOBAHNA MEANLIMHCKMX MMMYHOBMOMOrMYeCcKMX npenapaToB UCNONb3yoT
cneuyanbHble aBTopedpkepaTopsbl.

6.6.7. TpaHCNOPTMPOBaHWE OCYLLECTBSIIOT B COOTBETCTBUM C CONPOBOAUTENBHBIMY JOKYMEHTaMU, TpeGOBaHUSIMI YaKOBKU 1
MapKUpPOBKHU rPy30B.

6.7. TpeboBaHUsi K OpraHM3aLn TPaHCNOPTUPOBAHNS U XpaHEHUs MeaULMHCKUX MIMMYHOBUOMOrnYecknx npenaparoB Ha 2-oM ypoBHE
"xonogosou uenu'.

6.7.1. MNpu NonyYyeHUr MeanLMHCKUX MMMYHOBMOMOIMYECKMX NpenapaToB U3 asponopTa (Kene3HOAOoPOXKHON CTaHLWKU) UK NPy JOCTaBKe
1x aBTopedpKepaTopHbIM TPAHCMOPTOM, TPy3 HEMEAIEHHO NOMELLAIT B XONOAMUMbHYI0 KOMHATY (kamepy). Mpy 3ToM npoBepsitoT
rokasateny TepMOUHAMKATOPOB (TEPMOPErMCTPaTopoB) ¥ pacnyvchIBalOTCS B MPUEME MeOULUHCKUX MMMYHOBMOMNOrMYecKkxX npenaparos.

6.7.2. OcBoboaMBLLMECS TEPMOKOHTENHEPLI MHOTOPa30BOro MCMOMb30BaHWS, MO COrnacoBaHMIO C NOCTaBLYUMKOM MEAULIMHCKMX
MMMYyHOBMONOrMyecknx npenapaToB Bo3BpaLlaloT 06paTHO UM nocrne NpoBeAeHUss CaHUTapHon 06paboTku, B COOTBETCTBUMN C
npunaraemMon TEXHUYECKON JOKYMEeHTaunen Ha TEePMOKOHTENHED, UCMONb3YIOT Ha 2-3-4 ypOBHSAX.

6.7.3. Ha 2-om ypoBHe "xonogoBoi Lenu" meamumHckne MMMyHobronornyeckne npenapartbl XpaHaT B XONOAUNbHbLIX KaMmepax npu
TemnepaType, COOTBETCTBYOLLEN TPeOOBaHNSIM HOPMAaTUBHbBIX JOKYMEHTOB Ha npenapathbl. [JOimKHOCTHOE N0, OTBETCTBEHHOE 3a
"XONno[oByHo Lienb" Ha 3TOM YPOBHE, JOIMKHO UMETb 3apaHee CorflacoBaHHbIN rpadmk NOCTaBkM MEAULMHCKMX UMMYHOBUONOrMYecKkmx
npenapaToB Ha 3-1 YpOBEHb 1 KOHTPONMPOBATb CPOKU FOAHOCTM NpenapaTos, He A0NYyCcKasi OTrPy3kN MeAULMHCKMX MMMYHOBNONOTrYEeCcKUx
npenapaToB CO CPOKOM rOAHOCTU MeHee 1 Mecsua.

[Ina BbINOMHEHUsI NNaHa 3KCTPEHHbIX MEPONpUATUIA Mo obecrneveHmnio "Xonoa0BoN Lenu" B YpesBblYaiHbIX CUTYaUusX, 2-0i YPOBEHb
[OIMKEH UMEeTb JOCTaTOYHbIN 3anac pe3epBHbIX TEPMOKOHTENHEPOB, TEPMOHANKATOPOB U 3aMOPOXEHHbIX Xa[031EMEHTOB.

6.7.4. Yxnagky MeaMLUHCKMX UMMYHOBMONormyeckmx npenapaToB B TEPMOKOHTENHEPLI, KOTOPbIe HanpaBnsoTCst Ha 3-11 ypOBEHb,
OCYLLLECTBNSAIOT B XONOAWUMBHON KOMHaTe (kamepe). B ncknioumTenbHbIX crnyyasx, yknaaka MeguuuHCKUX MIMMYHOBMONOrnMyYecknx



npenapaToB B TEPMOKOHTEAHEPLI MOXET NPOVU3BOAMUTLCS MPU KOMHATHOW TemrnepaTtype B Cpok 40 10 MUHYT.

6.7.5. JIuLo, OTBETCTBEHHOE 3a "XOMOAOBYIO LieMnb" Ha 2-0M YPOBHE, OCYLLECTBISIET KOHTPOMb 3@ YCIOBUSIMU OTNycKa A
TPaHCNopTUPOBaHUS MEAULIMHCKUX MMMYHOBMOMNOrMYECKUX NpenapaToB Ha 3-i, 4-11 ypoBHU Npy cobniofeHnn TeMnepaTypHOro pexumMa.

6.8. TpebGoBaHMsi K OpraHM3aLnmn XpaHeHs U TPaHCNOPTUPOBAHNSA MeANLMHCKUX UMMYHOBMONOrMyeckMx NnpenaparoB Ha 3-eM ypoBHe
"xonogosow uenu'.

6.8.1. Bce BMAbI MEAMLMHCKMX MIMMYHOBMONOIMYECKUX NpenapaToB Ha 3-M yPOBHE XpaHsiT Npu Temnepatype (B npegenax ot 2 go 8°C) B
XONOAMIMBHUKAX, XONOAUNMbHBIX LKaax Unm XxonoaunbHbIX kKamepax. [1na 3amopaxunaHus Heo6x0AMMOro Konm4yecTea Xrnafodf1eMeHToB, B
TOM Yucre Ans YpessblHaiHbIX CUTYaL WA, MCNOMb3YT MOPO3UbHUKK. Ha 3-M ypoBHE JOMKHO BbiTb AOCTAaTOYHOE KONUYECTBO Pe3epBHbIX
TEPMOKOHTENHEPOB AN TPaHCNOPTUPOBAHNSA MEANLIMHCKMX MMMYHOBMONOrMYECKMX NpenapaToB B yYPEXAEHUAX, OCYLLECTBMASOLNX
BaKLMHOMNPOMUNAKTUKY.

6.8.2. TpaHcnopTMpoOBaHNE MEQULMHCKUX MMMYHOBMONOrMYECcKMX NpenaparoB Ha 3-1 ypoBEeHb OCYLLECTBISIIOT B TEPMOKOHTEHepax.
Bbirpy3ky nocTynuBLIMX MEOULMHCKMX MMMYHOBUONOrMYEeCKMX NpenapaTtoB U UX OTIPy3Ky Ha 4-i1 ypoBEHb OCYLLLECTBISAIOT B MakCUMaribHO
KOPOTKME CPOKMU.

[lormkHOCTHOE NULLo, OTBETCTBEHHOE 3a "XONoAoBYO Lienb" Ha 3-M ypoBHe, BeAeT CTPOruii y4eT NOCTYNNEHUIA N OTNPaBneHuit
MEAMULMHCKMX MMMYHOBMONOrMYECcKUX NpenapaToB, PErynsipHo KOHTPONUpyeT NokasaHus TEPMOMHAMKATOPOB (TEPMOPErncTpaTopos),
OCYLLECTBIAET KOHTPOIb 3a YCNOBUSIMW OTMYCKa Y TPAHCMOPTUPOBaHUSI MEAULMHCKMX UMMYHOBUONOrMYeckux npenaparoB Ha 4-i ypoBeHb
npu cobrntofeHnn TeMnepaTypHOro pexuma.

6.9. TpeboBaHUsi K OpraHM3aLnmn XpaHeHs U TPaHCNIOPTUPOBAHNUSA MEeANLMHCKMX UMMYHOBMONOrMyeckmMx npenaparoB Ha 4-0M ypoBHe
"xonogosow uenun'.

6.9.1. Bce B1abl MeaULMHCKUX UMMYHOBMOMNOIMYECKUX NPENapaToB Ha 4-M YPOBHE XPaHAT B XONMOAUIIbHbBIX LUKadax nnm B BbITOBbIX
xonoausbHUKax npu Temnepatype (B npegenax ot 2 Ao 8°C), TEpMOMETPbI pasMeLLatoT Ha BEPXHEN U HUXKHEeWN Nonkax XonogurbHuKa.

6.9.2. Ha 4-m ypoBHe co3gaeTcs [OCTaTOuHbIN pe3epB XONOAUIbHbIX CYyMOK U X11aA03M1eMEHTOB ANA A0CTaBKM MEANLIMHCKMNX
MMMYHOBMOMNOrMYeckUX NpenapaToB K MeCTamM NPOoBeAeHNs BakLMHaUMK. 3arpy3ky unv pasrpysky TEPMOKOHTENHEPOB (XONOAUNMbHbIX
CYMOK) OCYLLLECTBMSIOT B CPOK A0 10 MUHYT.

6.9.3. JomKHOCTHOE N1L0, OTBETCTBEHHOE 3a "XONOoJO0BYIO Lienb" Ha 4-M ypOBHE, BEAET y4eT NOCTYMMEHNs U pacxoaa MeguunHCKMUX
MMMYyHOBMONOrMyecknx npenapaTos, UKCUPYET NoKasaHUsi TEPMOVHANKATOPOB (TEPMOPErMcTpaTopoB), UCMOSb3yEMbIX A4St KOHTPONS
TemnepaTypHOro pexunma.

VIl. OpraHu3aumsi TpaHCNOPTUPOBAHUSA U XPaHEHUSA MeAULIMHCKUX
MMMYyHOGMOMornyeckmux npenapaTos

7.1. OpraHun3aumio KOMMNekca opraHn3aLoHHO-TEXHUYECKMX MeponpuATUiA, obecnedmBaroLLmnx onTUMarnbHble TemnepaTypHble YCroBus
Npu TPAHCNOPTUPOBAHUN U XPaHEHUW MEAVLMHCKUX UMMYHOBUONorMyeckmx npenapaTtoB Ha 1-M ypoBHe "xonogoson Lenu” obecneyvsatoT
PYKOBOAWUTENW OpraHvu3auuii - U3rotToBUTenen MeauLMHCKMX MMMYHOBUONOrMYECKMX Npenaparos.

7.2. OpraHu3sauuio KoMniekca MeponpusiTuii, 06ecneymBaroLLMX onTUMarbHble TeMNepaTypHble YCOBUSI NPU TPAHCMOPTUPOBAHUN U
XpaHeHUN MeAVNLMHCKMX MMMYHOGKOMNOrMYECKrX NpenapaToB Ha 2-M YpOBHE “XONoA0BoV Lienu” 06ecneyumBatoT pyKOBOAUTENMN anTeyHbIX
cknapoB cy6bekToB Poccuiickon degepauuu, a Takke opraHu3aumii, ocyLLecTBAWNX XpaHeHne U TPaHCNOPTUPOBaHWNE MEOVLIMHCKUX
MMMYHOBMONOrMYECKNX Npenaparos.

7.3. OpraHu3sauuio Komniekca MeponpusiTuii, 06ecnedmBaroLLMX onTUMarbHble TeMNepaTypHbIE YCIOBUSI MPU TPAHCMOPTUPOBAHUN U
XpaHeHUn MeNLMHCKMX MMMYHOGUOMOrMYECcKkMX NpenapaToB Ha 3-M YPOBHE "XONoZ0BOM Lienu” o6ecneyumBaroT PyKOBOAMTENU FOPOACKUX U
pafioHHbIX (FOPOACKMX M CEeMbCKMX) anTeYHbIX CKIafoB, a Takke OpraHu3aLuii, OCyLLECTBSIOWNX TPAHCTIOPTUPOBaHUE 1 XpaHeHne
MEeOMLMHCKUX MMMYHOBUOMOrMYecknx npenapaTos.

7.4. OpraHusaumio KoMniekca MeponpusTuiA, obecneunBaloLLMX ONTUMarbHble TeMnepaTypHble YCNoBUS NPY TPAHCMOPTUPOBaHU U
XpaHeHUn MeANLMHCKMX MMMYHOBMONormyeckmx npenapaToB Ha 4-M ypoOBHE "XON0A40BO Lienun” obecneunBaoT pyKoBOAUTENM re4yebHo-
npodnNakTUYeCKNX opraHm3aunm.

MaBHbIN rocygapCTBEHHbIN I".I".OHuLeHko
CaHuTapHbIv Bpad

Poccuiickoin degepauum -

MepBbIN 3amecTuTEND
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