IJIABHBIA TOCYIAPCTBEHHBIA CAHHUTAPHBIN BPAY
POCCHMCKOM ®EJEPAITNA
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MockBa No

[O0 yTBepXKIeHN! CaHUTapHO- | A
SMAACMHONOrIECKUX TIDABHIT MHHHCTEPCTBO IOCTHIH POCCAAICKOR GETEPAIIHN

CIT13.1.3671-20 «YcmoBus

TPAaHCIOPTHUPOBaHUA M XpPaHEHHU SAPETHCTPHPOBAHG
BaKLMHBI IS NPOGUIAKTHKHA HOBOM ‘ Pechpanm)HHMﬁ Ne M g i
KopoHaBupycHoi unpekiuu (COVID-19) nf) g 20229.
I'am-KoBua-Bak» o1 QZW

B cooTtBercTBUU cO cTatheit 39 ®DepepansHoro 3akonHa ot 30.03.1999
Ne 52-03 «O caHWMTapHO-3NMHMOEMHUOJIOTHIECKOM OJIaronoilyyud HaceNeHUsD»
(Cobpanue 3axkoHomarenbcTBa Poccuiickoit @enepanun, 1999, Ne 14, cr. 1650;
2019, Ne 30, ct. 4134), nocranoBnenueM [IpaButenscTBa Poccutickoit deneparm
or 24.07.2000 Ne 554 «O6 ytBepxkaenuu IlonoxkeHHs O TroCyaapCTBEHHOM
CaHUTapHO-3IHAeMHoNorndeckoi ciyxbe Poccuiickoit @eneparnum u [TonoxxeHus
O  TOCYHApCTBEHHOM  CAHWTapHO-dIHAEMHOJIOTUYECKOM  HOPMHPOBaHHI
(Cobpanne 3akoHomatenbcTBa Poccuiickoit ®enepanuu, 2000, Ne 31, cr. 3295;
2005, Ne 39, cT.3953) mocTaHOBAAIO:

1.  Yr1Bepautp CaHHMTapHO-3MUACMHOIOTHUECKHE mpaBuiia
CIT 3.1.3671-20 «YcnoBus TpaHCIOPTHPOBAaHHUS U XPaHEHUS BaKLHHEI
ons  npobMIaKTUKA HOBOW  KopoHaBuUpycHO#  uHbpekmuum (COVID-19)
l'aM-KoBun-Bak» (npunoxenue).

2.  Hacrosmee nocTaHOBJIEHHE BCTYMAET B CHITy CO IHS, CIIEAYIOLIETO 32
IOHEM ero ohuUIaIBFHOro ONMyOIuKOBaHuA, U AeiicTByeT m0 01.03.2021.
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Ilpunoxenue
YTBEPXJIEHBI

OCTaHOBJEeHNEM [ TaBHOTO
rOCyJapCTBEHHOTO CAaHUTAPHOTO
Bpaya Poccutickoit @eneparu
ot 03.12.2020 Ne 41

CanMTapHO-3NHAEMHOJIOrHYECKHE PABHIIA
CII 3.1.3671-20 «Yci0BHSI TPAHCNIOPTHPOBAHHUS H XPAHEHHS! BAKIHHBI JJIs1
npopHIAKTHKH HOBOIH KopoHaBupycHoii uHpexknun (COVID-19)
I'am-KoBug-Bax»

I. O6mue TpebGoBaHus

1.1. CanuraprO-3nHAeMHONOrHYeckde npaBmwia (mamee — Ilpasuia)
YCTAaHaBIIMBAlOT TpPeOOBaHMS K YCIOBHSIM TpPAaHCHOPTHPOBAHUSA M XPaHEHUS
BakuuHE! ['aM-KoBua-Bax 111 npoduiakTHKH HOBOH KOPOHABHUPYCHOM HH(EKLIHH
(COVID-19) B opranusanusfxX ONTOBOH TOPrOBIH JIEKAPCTBEHHBIMH CpPEACTBAMH
anTeYHBIX OpraHU3alMsiX, MEAHUIMHCKAX OpraHH3allUsiX, a TakXke TpeOOoBaHUS K
obopynoBaHuI0, OO0ECIIeYNBAIONIEMY COXPaHHOCTh HCXOJHOIO KadecTBa W
GesonacHocTh BakuuHb! ["aM-KoBu-Bak, mopsaxy ero ucnois30BaHuUs.

1.2. lna coxpaneHus kadecta u Oe3omacHocTH BakuuHB! ['amM-KoBun-Bak
Ha BCeX JTamax (YpOBHAX) €€ IBI)KEHHS OT INPOU3BOAUTENA (M3TOTOBMTENS)
BakuuHbl ['amM-KoBun-Bak no norpebutens («xomomoBas Iemb») NPOBOAUTCS
KOMIUIEKC MEpONpUATHH 1o obecnedeHUI0 YCIOBHH TpaHCTIOPTUPOBAHUS U
xpaneHus BakiiuHel I'am-KoBua-Bak.

1.2.1. IlepBbrii 3Tan (ypoBeHb) - nocTaBka BakiuHbel I'am-KoBua-Bak ot
npousBoAuTeNs  (M3rOTOBHMTENA) JO  OpPraHM3aLMii  ONTOBOM  TOPrOBIH
JIEKapCTBEHHBIMH CpPEeACTBaMH.

1.2.2. Btopoii sTanm (ypoBeHb) - XpaHeHHe BakKuuHbl | am-Kosug-Bak

OpraHmsanusiMu OITOBOM TOPrOBJIH JICKAPCTBCHHBIMH Cpe€ACTBAaMH H JOCTaBKa




BakuuHel ['am-KoBunp-Bak 10 Japyrux opraHusanuii  ONTOBOM  TOProBiIH
JIEKApCTBEHHBIMH ~ CpPEACTBaMM, AaNTEYHbIX  OpPraHM3alUH, = MEIUIMHCKUX
OpraHM3alyi, HMEIOIMX JIHICH3N0 HA (apMALEBTHIECKYIO HJIA MEIULUHCKYIO
NeATEIBHOCTb.

1.2.3. Tperuit stan (ypoBenb) - xpaHeHwe BakiuHbl ['am-KoBun-Bak
anNTeYHHIMH OpPraHW3alMAMH, MEIUIMHCKIMHU OpraHHU3alUsAMH, HMEIOIIUMHU
JINLEH3WIO Ha (hapMaLleBTUYECKYIO WM MEAMLMHCKYIO AESITENbHOCTD, U JOCTaBKa
BakiuHbl 'amM-KoBua-Bak 10 MeaUIMHCKUX OpraHM3alldil WM X 000COOIEHHBIX
TIOJIpa3ieNicHA, puMeHsromux BakuHy I"'am-Kosua-Bak.

1.2.4. YerBeptslil 3Tan (ypoBeHb) - xpaHeHHe BakmMHBI I'aM-KoBug-Bak
B MOJApa3leNIeHUusAX MEIUIVMHCKUX OpraHu3anuii (IpUBHUBOYHBIX KalOWHeTax,
MpOLEAYPHBIX KaOWHEeTax), B KOTOPHIX INPOBOAMTCS HMMMYHM3allds BaKIMHOMN
I'am-KoBua-Bak.

1.3. Ilpu TpaHCcIiOpTHPOBaHUY U XpaHeHUHU BakIHbI [ aM-KoBua-Bak Ha Bcex
atanax (YpPOBHfAX) «XOJIOZOBOH LEMHW», a TakxXe IpH INPHMEHEHWH BaKLHHBI
I"'am-KoBua-Baxk PYKOBOIUTEND OpraHU3alllH, OCYILECTBIAIOIIEH
TPAaHCHOPTHPOBAaHHE WIM XpaHEHHE BaKUWHBI, OpraHu3yer M ofecreynBaeT
BBINTOJIHEHHE YCTAaHOBJICHHBIX HacTosmuMHU [IpaBunamu TpeGoBaHMH K yCIOBUAM
TPaHCNIOPTHPOBaHUsA M XpaHeHus BakuuHel ['am-KoBun-Bak, rapantupyromux
COXpaHHOCTh KadecTBa U 6e3onacHocty BakIuHb! [ am-KoBua-Bak.

1.4. B opraHu3anusX, OCyILECTBISIOIINX XpaHEHHE U TPAHCIIOPTHPOBAHUE
BakumHE ["aM-KoBua-Bak, paGOTHHKH TODKHBI POHTH HHCTPYKTAX IO BOIIPOCAM
obecriedeHnsl COXpaHHOCTH KayecTBa BaKIUHEI | aM-KoBua-Bak u 3aIuTE ee OT
BO3/ICHCTBUSA BpEAHBIX (PAKTOPOB OKpYXKalolieil Cpelabl, COONIONEHMS TEXHHUKH.

0e30macHOCTH pa6OTI>I C OTMETKOM B Cel{HaIbHOM KYpHaJIC.

II. O6mue TpeboBanus kK 060pyNOBaHMUIO, IPeIHA3HAYCHHOMY IS

TPaHCIIOPTHPOBaHMA U XpaHeHNs BakiuHbl I'am-Kosun-Bak

2.1. O6opynoBaHue, NpeJHa3HAYEHHOE I TPAHCIIOPTHPOBAHHUS M XPAHEHHUS

BakuHbI I'aM-KoBua-Bak, 7omkHO 00ecIieunBaTh:
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- TeMIepaTypHbIil pexxuM MuHyc 18 °C U HIXKe B TEUEHHE BCErO BPEMEHH
TPaHCIOPTHPOBAHHUSA M XPaHEHHs NpH JOOO0H HOIMyCTHMMOH CTENEHH 3arpy3Kd C
y4eToM KojieOaHHi TeMmepaTypsl B TEYCHHE rofia B KOHKPETHOM KIMMaTHYEeCKOM
30He;

- pasmemenre BakiuHbl ['am-KoBua-Bak, xoTopas mocrynaer Ha JaHHBIHA
YPOBEHB «XOJIOOBOH LIETIN»;

- cBOOOJHYI0O UHPKYJALHIO BO3QyXa IIpH MaKCHMaJIBHOHM 3arpyske
MODPO3UJIBHOrO 060pyIOBaHHUS;

-  3aMOpaXMBaHHe M XpaHEHHE B  3aMOPOXXEHHOM  COCTOSHHUH
XJIaI09IEMEHTOB, HCIOJB3yeMBIX B KOMIUIEKTE C TE€PMOKOHTEHHEpaMHM HIU B
Ka4eCTBE aBapHMMHBIX HCTOYHHKOB XOJOJa B CTAallMOHAPHOM MOPO3UJIBHOM
000pyIOBaHUH, Ui MOJIepXKaHUA TeMIlepaTypHoOro pexxuma MuHyc 18 °C u Hmxke

B TCUYCHHEC BCETO BPEMEHH TPAHCIIOPTHUPOBAHUA H XPaHEHU.

I11. Tpe6oBaHuA K 06OPYAOBaHHUIO A TPAHCIIOPTHPOBAHUS BaKI[HBI

I'am-KoBua-Bak B cucTeMe «X0JI010BOH LIETN»

3.1. B cucreMe «XOJOAOBOM IeNW» Ui TPaHCIOPTHUPOBAaHUS BaKIUHBI
['am-KoBun-Bak ucronesyetcs cieayomee 000py10BaHHUE:

- TEepMOKOHTEHHEPEI, B TOM YHCJI€ CYMKH-XOIOANIbHUKH;

- XJI[I03/IEMEHTE], B TOM 4HCIIE IBYOKHUCH yTiieposa TBepJas (anee - cyxoif
nen);

- aBTOpe(pprKEepaTOpHI.

3.2. [Jlns TpaHCOOpPTHpOBaHMsS OOBIYHBIM (He pedprKepaTOpHBIM)
TpancniopToM BakuuHa ['am-KoBua-Bak ymakoBbiBaeTcsi B TEpMOKOHTEUHEDHI,
obecrnieunBaoNe COOMOIEHHE TeMIiepaTypHoro pexxuma MuHyc 18 °C u Hibke B
TEUYEHHE BCEro0 BPEMEHHM TPAHCIIOPTHPOBAHMs NpH JIOOOH CTENEHU 3arpy3Kd C
y4eToM KosebaHUH TeMIepaTypsl B Te€U€HUE rojja B KOHKPETHON KIMMAaTHYEeCKOM
30HE.

3.3. B 3aBucuMoctH 0T cnocoba coxpaHeHHs TpeOyeMoro HHTepBaia

. TeMIlepaTyp NPUMEHSIOTCA TePMOKOHTEHHEPHI:




- aKTHUBHBIE, peQpHKEPaTOPHOIO THIIA C BCTPOSHHONH MOPO3HIBHOMN
YCTaHOBKOWH;

- NaCCHUBHBIE, U30TEPMUYECKOr0 TUIIA, B KOTOPHIX B Ka4€CTBE XJIaJarcHTOB
HCTIONB3YIOTCA XJIAA03IEMEHTHI WIH CyXOH JIef.

3.4. lna mepeBO3KM BaKIMHBl C HCIOJIB30BAHUEM CYXOIrO JibAa MOTYT
NPUMEHATBCS KaK TEePMOKOHTEHHepH OJHOpPa30BOrO0 TMpHUMEHEHHs, TaK U
TEPMOKOHTEHHEPhl MHOTOKPAaTHOTO IPUMEHEHHS, TEXHUYECKHE XapaKTepUCTHKH
KOTOPHIX MO3BOJIIOT HCHOJB30BaTh UX IS TPAHCIIOPTHPOBAHMS IIPH HHU3KHUX
(MuHyc 18 °C m Hmxe) TemmeparypaX. TepMOKOHTEHHEPH MHOTOKPATHOIO
IPUMEHEHHs. JOJDKHBI HCHONB30BAThCS B COOTBETCTBHH C HWHCTPYKIHMEH HX
IIPOU3BOUTEINS U IIpAIaraeMoil TEpMOKapTOi.

TpeboBaHHs K KOMIUIEKTallMH, TE€XHUYECKOMY COCTOSHHIO, 00paboTke
TEPMOKOHTEHHEPOB yCTAaHOBIEHB B CAaHHTAapPHO-3IHAEMHOJIOTHYECKUX IpaBHIIax
CII  3.3.2.3332-16 «YcnoBus ~ TpaHCIOPTHPOBaHHUSA U XpaHEHWUs
NMMYHOOHOJIOTMYECKHUX JIeKapCTBEHHEIX npenaparony (naiee — CI13.3.2.3332-16),
YTBEPXKAECHHBIX TOCTaHOBJIEHUEM [ TaBHOr0 roCy1apCTBEHHOTO CAaHUTAPHOT'0 Bpaya
Poccuiickoit ®@enepauuu ot 17.02.2016 Ne 19 (3apermctpupoBaHo MuHOCTOM
Poccun 28.04.2016, peructpauronHsiit Ne 41968).

3.5. 3arpyska BakuuHsl ['am-KoBua-Bak B TepMOKOHTEHHEPH! IPOU3BOAUTCS
B YCJIOBHSX MOPO3UIBHON KaMepsl pH Temreparype MuUHyc 18 °C u Hike Win u3
MOPO3HJIBHHMKA B MAKCUMAJIBHO KOPOTKHE CPOKH. TepMOKOHTEHHEPHI TOJKHEI ObITh
IPeIBApUTENBHO OXJIAXACHEI 10 TeMIiepaTypsl MuHycC 18 °C u Hmke. CBepxmainbie
U Majble TEPMOKOHTEHHEPHl OXJAXKAAIOTCI B MOpPO3HIBHHUKE (MOPO3WIBHOM
KaMepe), KOHTEHHEPEl cpeHero 1 6oibpmoro o6beMa — B MOPO3HIBHOM KaMepe
160 ¢ NOMOIIBIO PE3€PBHOIO 3aIlaca XJIaZ03JIEMEHTOB WIH CYXOro JIbJa.

3.6. Ina co3naHusi HEOOXOOMMON TeMIlepaTyphl AJS TPaHCIIOPTHPOBAHMS
BakiMHb ['aM-KoBun-Bak BHYTpH nacCHBHOrO TepMOKOHTEHHEpa HCIIOIB3YIOTCS
XJIaI0O3IEMEHTEI, pabodas TeMIepaTypa KOTOPHIX COCTaBJIS€T HE BBIIIE
muHyc 21°C. XnamosneMeHT IOKeH HMeTh MapKUPOBKY paGodux TeMreparyp B

COOTBCTCTBHH C JIOKYMCHTaIII/Ieﬁ MPOU3BOJTUTEIIA XJIaJO03JICMCHTA.




XnamosneMeHTsl  HCTHOJB3YIOTCS B COOTBETCTBHM C  HMHCTPYKLHMEH MX
IPOM3BOAHUTENA (M3TOTOBUTEINA) H TPeOOBAaHMAMH, U3JI0XKEHHBIMHU B IIPUJIAraeMBbIX
K TEpPMOKOHTEHHEPY JOKYMEHTAX IPOU3BOAUTENSA (M3TOTOBUTES).

3.7. Ina TtpancmoptupoBaHus BakuMHbl ['amM-KoBuia-Bak B macCHBHBIX
TEMOKOHTEHHEpaxX B KaueCTBE OXJIAXKAAIOILEr0 areHTa JOIyCKaeTCs HCII0JIb30BaHHe
cyxoro ibja. Kpbilka TepMOKOHTEHHEPOB, COEPIKAIUX CYXOl e/, AOTKHA OBITh
IUIOTHO, HO HE T€pPMETUYHO 3aKpBhITa.

3.8. Ha BHemHe#l IIOBEPXHOCTH TEPMOKOHTEHHEpa C CYXHM JIBJIOM
pasMeraercs dTUKeTKa, 0003Havaomas, 4YT0 B KOHTEHHEPE HAXOMUTCS ONMACHBIH
IPy3 — «CyxXo# n€m», M yKas3blBaeTCs Macca CyXOoro JipJa B KHJIOrpaMmax.
KonuuecTBo cyxoro jibja, Heobxoaumoe i ynakoBku BakiuHb ["am-Kosua-Bak,
3aBUCHT OT BHYTpPEHHero o0beMa TEpMOKOHTEWMHEpa, pacCTOSAHHUA, BPEMEHH
JIOCTaBKH, TeMIIepaTyphl BHelHeH cpelbl. IIpuMepHEIi pacueT KOJIHYECTBa CyX0ro
npaa s obecnedeHus MONACpKaHUs YCTaHOBJICHHOIO TEMIIEpaTypHOI'o PeXHMa
xpaneHus BakuuHbl ['am-Kosua-Bak npuseneH B npunoxenus K [Ipasunam.

39. Ilpu  TpancmoptupoBanuy  BakiuHel  ['aM-KoBug-Bak B
TEpPMOKOHTeliHepe HCHONb3yeTcd 00OpyMOBaHME I HENPEPHIBHOIO KOHTPOJIA
TEMIIEPATyPHOTO PeXMMa, KOTOPOE IO3BOJIAET YCTAaHOBUTH, OBLIM JIM HapyIIEHHU:
TEMIIEPaTypPHOTO peXHUMa B TEUEHHE BCETO IIUKJIA TPAHCIIOPTUPOBAHUS.

Mexnay ymakoBkamu ¢ BakiuuHoM I'am-KoBua-Bak  pasmemaercs
obopynoBaHHe Ui KOHTPOJS  TEMIEPAaTypHOIO pPEXKMMa B  KaXIOM
TEPMOKOHTEHepe B MECTe, pEKOMEHJOBAHHOM MPOU3BOAUTENIEM (H3TOTOBHTENEM)
COIJIaCHO TEPMOKapTe.

B maccHUBHBIX TEPMOKOHTeHHepax NPHUMEHSIOTCS TEPMOWHAMKATOPHl MU
TEPMOPETUCTPATOPhl. AKTHBHBIE TEPMOKOHTEHHEPE! 000PYAyIOTCA BCTPOCHHBIMU
WX aBTOHOMHBIMH TEPMOPETHCTPaTOPaMH.

KoHTpons nokasanuit npuOOpOB OCYHIECTBIISETCS IOCIE OKOHYAHUS 3Tara
TPAHCIIOPTUPOBAHHS BO BpEMs BBITPY3KHU IIPENapaTOB.

3.10. Jna  TpaHcnopTHpoBaHMs  BakuuHbl ['am-KoBug-Bak B

TEPMOKOHTEHiHepax  HCIONB3yercs  aBTopedpimkepatop. Ilpm  mepeBo3ke
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TEPMOKOHTEHHEPOB C CYXUM JIBAOM KaOMHA BOJUTENS NODKHA OBITH OTAENEHA OT
IPY30BOrO OTCEKa, a BOAMTENb JODKEH OBITh NPOMH(GOPMHPOBaH O HaIMYUH
KOHTEHHEpPOB C CyXHM JIBJOM M O 3alpeTe BCKPHITUS TEPMOKOHTeWHepa BHYTPH
Ky30Ba. ABTropedpmxkepatop 00GOpyayeTcss XOJNONWIBHOM YCTaHOBKOH C
aBTOMATHYECKON CHCTEeMOH mnozazepxaHus temnepatrypbl MuHyc 20 °C u Huxe
BHYTPH Ky30Ba H OCHAIAETCS CPEACTBAMH H3MEPEHUS ¥ KOHTPOJIS TEMIIEPATYPHI, a
TaKXe TETUIOM30JIUPYIOLIEH 3aBeCOi B IBEPHOM IIpoeMe Ky30Ba.

3.11. Ky3oB aBropedpmxeparopa Uil TpaHCIOPTUPOBAaHHUS BaKLKHBI
I'am-KoBupa-Bak o6opynyior TepMoMeTpoM M TepMoperucrpatopoM. [l
obecrieyeHHs] BO3MOXXHOCTH BH3yalbHOTO KOHTPONIS TEMIIEpPATypsl B Ky30Be
pedpmxepaTopa B mpolecce TpaHCIOpTHpoBaHUs BakuuHBI ['amM-KoBua-Bak B
KaOuHe BOXUTENS pa3MeIaeTcs CPeICTBO BU3YAIbHOTO OTOOpaXkeHUs. HHPOpMaLUu
O TEMIIEPaTyPHOM pEXHME.

ABTOpedprkepaTops! AOIMyCKaeTCsl HCIIOIb30BaTh B KAU€CTBE MOPO3HIIBHBIX
KaMep A7 BpeMEHHOro xpaHeHus BakuuHbl ['am-KoBuza-Bak, a Takxe 1nd
IIOATOTOBKHM TEPMOKOHTEHHEPOB H XJIaZI03JIEMEHTOB K 3arpy3Ke.

3.12. Ilorpy3ka TepmokoHTeiiHEpOoB ¢ BakiuHOM ['am-KoBua-Bak
HPOU3BOAUTCS B NPeIBAPUTENBHO OXJIaXAeHHEIH (0 TemmepaTypbl Mulyc 18 °C u
HIDKE) Ky30B pedprxeparopa. Criocod pasMenieHuss TEpMOKOHTEHHEPOB B Ky30Be
aBTOpedprKepaTopa NOIDKEH 0OecreunBaTh CBOOOAHYIO IMPKYISALHUIO BO3MyXa H
coxpaHHOCTh BakuHbI I 'aM-KoBua-Bak. KonTeiiHeps! ¢ cyxuM J1610M HEOOXOAUMO
3aKpEIUIATh B LENAX MPEAYIPEXKACHUSA HX NIOBPEXKIECHUS.

Ilpy  OTKpBIBaHMM TIpy30BOTO OTCeKa, B KOTOPOM  HaXOIATCH
TEPMOKOHTENHEPBI C CyXHM JIBIOM, €r0 IIPOBETPUBAIOT, IpEXAe YeM BOUTH HIIU
BBITPY3UTh TEPMOKOHTEHHEPHI C BAKIIMHOM.

3.13. Tleperpy3ka TepMoKkoHTeliHepoB ¢ BakiuHoi ["am-Kosun-Bak (mpu
HEOOXOAMMOCTH C OJHOrO Ha Jpyroil BHA TpPaHCIOPTa, HANpHUMEpP, IPH
aBHaIepeBO3Kax), a TaKXKe HMX pasrpy3ka JOJDKHA MPOBOAUTHCS B MaKCHMAaJBLHO
CXKaThIe CPOKH.

3.14. TpancnioptupoBanue BakuuHb! ['aM-KoBua-Bak co Broporo Ha TpeTHi




aTam  (YpOBEHb)  XOJOHOBOM IeMM  OCYLIECTBIAETCS B  IMAacCHUBHBIX
TEPMOKOHTEHHEPaX C XJIanodJIeMeHTaMH Npu Temrepatype MuHyc 18 °C u HiXKe.
[Tpu TpancmopTupoBanuu BakuuHbl ['amM-KoBua-Bak ¢ mepBoro Ha TpeTHit sTan
(ypoBeHB) JOIyCKaeTCs HCIIONB30BAHME CYXOro JbAa B KauecTBE XJIaJoareHTa B
TEPMOKOHTENHEPAX.

Pasrpy3ka TepMOKOHTeHHepa Ha TpeTheM dTale (YPOBHE) «XOJIOOBOH LIEMTH»
IPOU3BOAUTCS B HEMOCPEACTBEHHOH OJNIM30CTH C MOPO3WIBHUKOM, BaKIMHA
["am-KoBua-Bak mociie BCKpPBITHS TEPMOKOHTeiHepa JOKHA OBITH HEMEIICHHO
TIOMeIlieHa B MOPO3HIbHHUK.

B nomernenny, rae npou3BOAUTCS BBITpy3Ka BakmuHbl I amM-KoBua-Bak u3
TEPMOKOHTEHHEPOB, COACPXKAIIMX CYXOH Jiel, B MOPO3WIbHHK, HODKHO OBIThH
obecrieueHO0 eCTECTBEHHOE IIPOBETpUBaHME, MPEXJE BCETO B MOMEHT BBHITPY3KH,
n60 HCIONB30BAThCA INPHHYAUTENBHAS MPUTOYHO-BHITSDKHAS BEHTHIISLIVSA,
obecneunBaromas KpaTHOCTh BO3[yX0oOMeHa He MeHee 4.

TepMoKkOHTEHHEPBI ¢ CyXUM JIBAOM IIOCNE WX pa3rpy3Kd 3aKpBIBAIOTCS U
yIAISAIOTCS. U3 MEUIIMHCKOM opraHu3aniu o0paTHO B aBTOpedprkeparop.

3.15. BoauTtenu aBTOTPAHCIIOPTa, HCIOJIB3YEMOTO MJISI TPAHCIIOPTAPOBAaHUS
BakiuHb ['amM-KoBua-Bak, u (Miu) 3KCieAMTOPH! IOKHBI OBITH 03HAKOMIJIEHBI C
IpaBUIaMH TEXHHKH Oe30macHOCTH IpU paboTe ¢ CyXuM JBJOM, MepaMm H
criocobamu coxpaHeHus BakuuHbl ['aM-KoBua-Bak npu TpaHCOpTHpPOBaHHH H
HIOrpy3Ke (BBITpy3Ke), B ClIy4ae IOJIOMKHU HIIM aBapUH B IyTH, a TAKXKe MPOBEICHUS

Ie3MH(EKLIUOHHBIX MEPOTIPHUATHIA.
IV. Tpe6oBanus k 060py1oBaHMIO [T XpaHeHUs BakIMHEI | aM-KoBua-Bak

4.1. na xpasHeHus Bakuuebl [ 'aM-KoBua-Bak ucmomns3yercs crnexyroiee
obopyznoBaHUeE:

- MOpPO3WJIBHBIE KaMePEHI;

- MOPO3WIBHUKH, B TOM YHCIIE MOPO3WIbHUKU-TIPIIaBKH,

- TepMOKOHTeﬁHepLI C XJIaTO3JIEMCHTAMH UK CYXHM JIBJIOM.
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4.2. Ilpu pasmemenun BakuuHbel ['am-KoBua-Bak BHYTpH XOJIOAHMIBHOIO
000opy/10BaHUsA JOJDKHBI YYUTBIBAThCA JaHHbIE TEPMOKAPTHI, NMPENOCTaBISIEMBIE
IPOU3BOAUTENIEM IIPH IIOCTABKE MOPO3UIBHOIO 060PYI0BAHUS, 1M JAHHEIE OTYETA
0 TEPMOKapTUPOBAHHH, BEINIOJIHEHHOM B IIPOLIECCE DKCILUTyaTallii 060pyA0BaHHs.

4.3. Ha nmepBoM stare (YpoBHE) «XOJIOA0BOM LieNu» AJsl XpaHEHUs], yIIaKOBKH,
pacnaKkoOBBIBAHHUS TEPMOKOHTEHHEpPOB M  MOATOTOBKH  JJIs  JaJbHEWIIero
TpaHcropTupoBaHus BakiuHbl ['amM-KoBup-Bak ucrmons3yroTcss MOpO3MWIIBHEIE
Kamepsl. Ha BTopoM 1 TpeTheM 3Tanax (ypOBHSX) «XOJI0[0BOH LI I XPaHEHHUS
BakiuHbl ['amM-KoBun-Bak  HMCHonb3yroTcss  MOpPO3HIIBHBIE  KaMeEphl MM
Mopo3unbHUKHA. Ha dyeTBepToM 3Tame (YpoBHE) XOJOAOBOM LENH AN XpaHEHHs
Bak1uHbl ['aM-KoBu-Bak mcnons3yroTcss MOpO3HIIBHUKH.

4.4, Obmume TpeGoBaHHA K 0OOpPYNOBAaHUIO M 3KCIUTyaTallil MOPO3UIBHOM
kamepbl ycraHoBieHsl B CII 3.3.2.3332-16. Bce cpeacrtBa TeMIlepaTypHOTro
KOHTPOJIS, WCIOJBb3yeMble B MODO3HIBHBIX Kamepax (MOpO3WIBHUKAaX) I
xpaHeHHs BakuuHbl ["amM-KoBua-Bak, JOJDKHEI HIMETh BO3MOXHOCTh (PMKCHPOBATh
Huskue (MuHyc 18 °C 1 HIDKe) TeMnepaTypel.

4.5. 3arpy3ka MOpPO3WIBHBIX KaMep IOJDKHa oOecreduBaTh CBOOOIHBII
noctyn pabGoTHHKaM B JOOYI0 4acTh KaMepbl M YCJOBHS s paboTHl BHYTpH
KaMepsl, a Takxke CBOOOIHYIO HMMPKYJLIMIO BO3yXa 10 BceMy o0BeMy B LEIIX
obecredyeHNs: paBHOMEPHOCTH paclpelesieHIs TEMIIEPATyPEIL.

4.6. BHyTpy MOpO3WIbHOM KaMephl AOKHO OBITH BEIAEIEHO MECTO VIS
ynakoBku BakuuHbel ['am-KoBua-Bak M mpocTpaHCTBO A OXJIaXKACHUS
TEepMOKOHTeliHepoB. OxJlaXk[leHHe TEPMOKOHTEHHEPOB  OCYILECTBISACICS B
OTKpPHITOM BUJiE (€3 KPBIIIKH).

4.7. PaboTHl IO ymaKoBKe M pacnaKoBKE TEPMOKOHTEHHEPOB, Colep KaIluX
CyXOH nei, MOTYT IPOU3BOAMTECA pabOTHHKaMH 6e3 NMpUMEeHEeHUs MPOTHBOTa30B
TOJILKO B Clly4yae HaIMYH B MOPO3HIBHOH KaMepe INpUHYIUTEIbHOH NMPUTOYHO-
BBITSDKHOM BEHTHIALNH, 00€CIIeYnBalOIIEeii KpaTHOCTH BO3LyX000MeHa He MeHee 4.

Bo u3bexxanue BBIXOJA U3 CTPOS MOPO3MIBHBIX YCTaHOBOK HE JIOITYyCKAeTCs

XpaHeHHe B MOpPO3WIBHON Kamepe (MOPO3WIBHHUKE) HE YHNAaKOBAaHHOTO B
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TEPMOKOHTEHHEPHI CyXOTO JbJA.

V. TpeboBanus k 060pyAOBaHUIO IJIs1 KOHTPOIIS TEMIIEPATYPHOTO

peXnumMa B CHCTEME «XOJIOAOBOH LIETIN»

5.1. JIns KOHTPOJIs TEMIIEPATypHOrO pEXHMa B CUCTEME «XOJIOJOBOM LIETIH
HCIIOJIB3YIOTCS CPEACTBa H3MEpPEHHsS TEMIIEpaTypbl M CPEICTBa BBIABJICHHS
(MHAMKAIMM) HapyLIeHHUH TeMIIepaTypHOTrO pexxuMma (TIOBBILICHHE TeMIEepaTyphl
BeIme Munyc 18 °C).

5.2. CpenctBa W3MepeHHS TeMIeparypbl (TepMOMETpHl, TepMorpadsi,
TEpMOPErHCTPATOpbl) M CpPEeACTBA BBIABICHHMA HApyLICHHH TEMIIEPaTypHOIO
pexuMa (TEpMOHMHAMKATOPHI) NOJDKHBI 00ecreduBaTh CKBO3HOH HeIpephIBHAIN
KOHTPOJIb TEMIIEPaTypHOro pexwuMma OT MOMEHTa 3aKJafKd BaKIUHBI
I'am-KoBua-Bak B YIIakOBOYHYIO Tapy JIO X IOJy4eHHUS Ha BceX 3Tamnax (YpOBHIX)
TPaHCIOPTHPOBAHUS U B TEUEHHUE BCETO IIEPHO/Ia XPaHEHUS.

5.3. O6opynoBaHue AJsS KOHTPONS TEMIIEPAaTypHOIO peXHUMa B CHUCTEME
«XOJIOFOBOI IIEMH», PErHCTPUpYIONIee U OToOpaxkarolllee KOHKPETHBIE 3HAYCHHS
TEMIIEpaTypsl B KOHKPETHBIi MOMEHT BpeMeHH (TepMOMETpHl, HaTYHUKU
TEMIIepaTypsl, TepMorpadsl, TEPMOPETHCTPAaTOPEl), JAOJDKHO IIOJBEPraThCs
NepUouYeckoil MOBepKe B COOTBETCTBUH C 3aKOHOAATeNnbCTBOM Poccuiickoi
denepanun’.

[TocraBumk (mepeBo3unk) BakiuHel I'am-KoBup-Bak no TtpeGoBanuro
noiyqarens BakuvHbl ['am-KoBuza-Bak 00s3aH NpenocTaBUTh JOKYMEHTAJIBHOE
IOJTBEpXKIeHHUE CBOCBPEMEHHBIX NOBEPOK YKa3aHHBIX Ipubopos. IlIpu xpanenun
BakimHbl  ['am-KoBua-Bak  ocymecTBisercs ~— XpaHeHHE  JIOKyMEHTOB,
MOJATBEP)KAAIOIINX CBOCBPEMEHHOE INPOBEICHHE IIOBEPOK CpPEICTB H3MEpPEHUs,
HCIIOJIB3YEMBIX JJI1 KOHTPOJIS TEMIIEPaTyPHOTO peXXHUMA.

[TorpemHOCTh H3MEpeHHs TeMIepaTypsl OOOpYXOBaHUSA Ui KOHTPOJISA

TEMIIEPaTypHOr'o peXxiMa Ha pabouux Auana3oHax AoJDkHa OITh He Gonee + 0,5 °C.

! ®enepansHbiit 3akoH oT 26.06.2008 Ne 102-®3 «O6 ofecneueHnn eaMHCTBa uH3MepeHuit» (ColGpanue
3akoHoJAaTeabCcTBa Poccuiickoit ®enepanun, 2008, Ne 26, cr. 3021; 2019, Ne 52 (wacts 1), ct. 7814).
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VI. O6mue Tpe6oBaHUs K OpraHU3aliH TPaHCITIOPTHPOBAHUS

U XpaHCHWsI BAaKIIUHBI I'am-KoBupa-Bak Ha Bcex YPOBHAX «XO0JIONOBO# LIeI»

6.1. Ha Bcex ypOBHSX «XONOJOBOH LeNu» B CHEIHAIBHOM >XypHale
OPOBOJMUTCS  perucTpanus  IMOCTyIUIEHWS W OTHpAaBlICHHS  BaKIMHBI
I'am-KoBung-Bak B opraHu3zalmu ¢ yKa3aHHMEM HaWMEHOBAaHHS ITPOU3BOAMTEI
(M3roTOBHTEIIA) INpemapara, agpeca INPOU3BOACTBA, KOJIMYECTBa Ipenapara (B
I03ax), CepHH, JaThl MCTEYCHHS CpoKa TONHOCTH, JaThl IOCTYIUICHUA
(oTmpaBlieHMs), TOCTABIIKKa, ITOKa3aHUI 0OOpYyIOBaHUS, MCIOIB30BAaHHOIO JUIS
KOHTPOJISI TEMITEPATYPHOTO pexuMa (TEpMOUHAUKATOPOB, TEPMOPETUCTPATOPOB) U
X HIEHTHGHKAIMOHHBIX HOMEPOB, (aMIINKM, UMEHH, OTYecTBa (IIpH HAIIMYHN)
OTBETCTBEHHOTO pabOTHHKA, OCYIIECTBISIONIETO PErHCTPALIUIO.

B ciyyae ecimn B 000pyZOBaHMH AJS TPAHCHOPTUPOBAHUS BaKUMHBEI ['aM-
KoBup-Bak wmMmeercs TepMOperucTpatop, €ro IOKa3aHHs 3a BCe BpeMs
TPaHCIIOPTUPOBAHUS paclevyaTblBalOTCs Ha OyMaKHOM HOCHUTEIE UITH COXPaHSIOTCA
B JJIEKTPOHHOM BHJAE M IPUIIAraloTCs K NMPHEMOYHBIM JOKYMEHTaM Ha BaKLHUHY
I"'am-KoBua-Bak.

6.2. O Tume TEpMOWHAMKATOpa WIM aBTOHOMHOIO TEPMOpPETUCTPATOpa,
UCIIONIB3YeMBIX IPU TpaHCHOPTHpoBaHMHU BakuuHBI ['am-KoBua-Bak, mocraBmuk
(mepeBO34MK) OOJDKEH mepen oTmnpaBkoi BakuuHb I'am-KoBua-Bak muceMeHHO
(Hanpumep, 10 ¢akCy WIH JIEKTPOHHOH MouTe) HHPOPMHUPOBATH IOIydaTels M
NOMY4YHTh OT HEro IOATBEpXJeHHEe (B YCTHOH WM IHUCBMEHHOH ¢opMe)
BO3MO>KHOCTH CHSATHS NOKa3aHUH JaHHOIO 000pyI0BaHUS KOHTPOJIS TEMIEpaTyphl
npu npuemke BakuuHel ['am-KoBua-Bak.

6.3. PaloTHHMK, OCYIIECTBISIOIIMHA pPETUCTpAlMIO IOCTYIUIEHHSA |
ornpasneHus BakiuHbl ['am-KoBua-Bak, nomkeH mpolTu HHCTpYKTaXx Ha paboueM
MeCTe IO BOIPOCaM COOJIOAEHUS YCIOBHH XpaHEHHS U TPAHCIOPTHUPOBAHHS
BakuHbl ['aM-KoBua-Bak, paboTe ¢ xonoawibHEIM o0opyoBaHHEM U paboTte C
npubopamMy,  pEeriCTPHpPYIOIMMH  M3MEHEHHS  TEMIEPAaTypHOIO  pexuMa

(TepMOMETpBI, TEPMOMHIUKATOPHI, TEPMOPETHCTPATOPEI), O YeM MOJDKHA OBITh
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clienaHa COOTBETCTBYIOLIas 3alNCh B )KypHalle HHCTPYKTaXka, BEIEHHE KOTOPOTO
MOXeET OCYLIECTBIATECS B JJIEKTPOHHOM BHJIE.

6.4. Ha nepBoM, BTOPOM M TpeTheM 3Tamax (YpOBHIX) «XOJOJOBOH IEMH»
€XEJHEBHO JBa pa3a B JIeHb, a Ha YeTBEPTOM dTane (ypoBHE) - B pabouue IHU B
CIELHAIBHOM XypHaJle, BEICHHE KOTOPOro MOXKET OCYLIECTBIISATECS B JIEKTPOHHOM
BUJIe, OTMEYAIOTCS IIOKA3aHHS TEPMOMETPOB (TEPMOMHAMUKATOPOB C YKa3aHHEM
IIepCOHH(UIMPOBAHHOTO HOMEpPA) B MOPO3WIBHBIX KaMepaxX (MOpO3HIbHHKAX), B
KOTOpbIX XpaHuTCs BaknuHa I'am-KoBua-Bak, a Taxke peructpupyrorcs akxThl
IUIAHOBOTO MWJIM aBapUHHOTO OTKIIOYEHHUS XOJIOAWIBHOTO OOOpYyIOBaHHS OT
9HEProcHaOKeHUs, MOJOMOK M (aKThl HApYIIEHUS TEMIIEPATYPHOIO DPEXHMa C
yKa3aHHEM JaThl 1 BPEMEHHU OTKIIOYCHHUS.

6.5. Ha kxaxmoM 3tame (ypoBHE) «XOJIONOBOHM LENMW» B OpraHU3alldsaX
ONPENENAIOTC TMOPANOK OOecledeHHss TEMIIEPaTYpHOrO peXHMa XpaHeHHS U
TPaHCIIOPTHPOBaHMsl BakuMHbl ['aM-KoBua-Bak u o0s3aHHOCTH paGOTHHKOB,
OTBETCTBEHHBIX 3a OOECHEeYeHHe «XOJOIOBOH IEenmu» Ha JaHHOM YpOBHE,
yTBEPKAaeMble paCOPSIAUTENHHBIM JOKYMEHTOM OpraHH3allkH.

6.6. Ilpn 1OKYyMEHTaIPHOM NOATBEP)KICHUN HAapYIIEHHs TEMIIEPATyPHOTO
pexXuMa IpH TPaHCIOPTHPOBAaHMH Ha BCEX 3Tamax (YPOBHAX) «XOJOJOBOM LIEIIH»
OTBETCTBEHHBIN pabOTHHK, ocymiecTBIAIOMUI npreM BakuuHel ['am-Kosua-Bak u
PErncTpalyio COOIIONCHUS TEMIIEPAaTYPHOTO pexuma, 00A3aH JA0I0XKUTE 00 3TOM
HEMOCPEACTBEHHOMY PYKOBOJHUTENIO H COCTaBUTh COOTBETCTBYIOIIH akT. Perenue
06 oTkase B moxydeHuH BakuuHbl I'am-KoBuna-Bax nmpuHiMaercs pykoBoauTeneM

OpraHM3alliH, OCYILECTBILIONIEeH MpueMKy BakiuHbl ["am-Kosua-Bak.

VIL. O6mye Tpe6oBaHus K OpPraHU3alHH SKCTPEHHBIX MEPONPHUATHIH

10 obecIieYeHnIO «XOJIOJIOBOM LIETIN» B ‘-Ipe3BBI‘-IaI\;IHBIX CUTyallusAX

7.1. B kaxmoil oOpraHW3alMH, OCYIIECTBIAIONIEH AEATENBHOCTh IO
TPAHCIIOPTHPOBAHHUIO, XPaHEHWIO M HCIONB30BaHUIO BakiMHbBl I'am-Kosug-Bak,

JOIKEeH OBITh pa3paboTaH M yTBEPXKACH PYKOBOAUTENEM OPraHM3aLMH ILUIaH
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MEPOTIPUATHI 1O 00eCIIeYeHHIO «XOJIOAOBOH LeNn» B Ype3BBIYalHBIX CUTYalHAX.
TpeGoBaHus TpH OpraHU3alMd 3KCTPEHHBIX MEPONPHATHH B UYpPe3BBIYAWHBIX

cutyanusx ycraHosiness! B CIT 3.3.2.3332-16.



IIpunoxexnue
k CIT 3.1.3671-20

TIpHUMepHEIH pacdeT KOIMYeCTBa CyXO0ro Jbjia yisi o6ecedeHHs MOANepiKaHus
YCTaHOBJIEHHOT'O TEMIIEPATyPHOTO peXKuMa XpaHeHus BakuuHs! 'amM-Kosuz-Bak

KonuuecTBO NpoayKTa KomudecTBo cyxoro jabaa (Kr)
(xr)
4,5 xr 11,0 xr 22,0 xr
Mesnee 2,5 36 — 48 yacoB 72 — 96 yacoB 5 -7 nueit
2,5-5,0 18 — 24 yacoB 45 — 60 gacos 4 — 5 nHeH
5,0-8,0 12 — 18 wacoB 30 — 45 yacos 3 — 4 nmueit
8,0-10,0 8 — 12 yacoB 20 — 30 yacos 2 — 3 nHelt

CeeneHus, NMpUBEJCHHBIE B Tabiuue, aKTyalbHBl IJI HCIIOJNIB30BAHUA IPH

TeMIIepaType oKpyxaromiero Bo3ayxa ot 23 no 35°C.

Tpu TpaHCHOPTHPOBKE IPH TEMIIEPAType OKPYXKAIOIIEr0 BO3[yXa OT MHHYC

17 no 0°C, pacu&THOE KOJMYECTBO CYXOTO JIbJa HeoOX0aMMO YMEHBIIUTH Ha 30%.

Ilpy TpaHCHOPTHPOBKE MNpPH TEMIIEPAType

OKpYXaroIiero BO34YyXa

ot 0 g0 23 °C, pacyéTHOe KOJIHMYECTBO CYXOro JbJa HEOOXOAUMO YMEHBIUUTH

Ha 10%.




