Munucreperno SAPABOOXPAHEHAN
Pocewleroll dregepaian

®EIEPATLHAS CIIYIKBA 110 HAZZOPY - PYKOBOAMTENISIM TepPHTOPHA/ILHEIX

B CPEPE 3IPABOOX PAHEHIS OpraHoB Poca,qpaBHa,qzopa no cybbekram |
(POC3APABHAIZ0OP) Poccuiickoit ®epeparim
PYKOBOJIUTEND

Caasgncican ny. 4, crp. 1, Mocrsa, 109012
Tenedon: (495} 698 45 38 (495698 15374

18.11.2020 5,  01-67950/20

Ha No or

! O paspaboTke THIIOBOTO obpasma f
COI1

Pyxosogurensm
MEJMILIMHCKHUX OpraHu3ariyit

QenepanbHas  cmyx6a 1o HaJ30py B cdepe 30paBOOXpaHEeHHS B Lenasx
METO/JMYECKON MOMOIY MeAUNHHCKUM OpraHmsanusM paspaborana THIOBo# o6paser
CTaHJapTHOH  OIEPALIMOBHOIN NPOLEAYPEl 1O  XPAHEHHIO W HepeBO3Ke
(TPaHCTIOPTHPOBAHHMIO) UMMYHOBHOOIMYECKOTO JIEKapCTBEHHOTO IIperiaparta - BaKL{MHBI
A TIPO(PHMNIAKTUKN HOBOM KOopoHaBupycHO# wuHbekiun COVID-19, HeobOxoauMoi
MEAVIMHCKMM OpraHM3aLuaM [/ KCTIONHEeHHs 1. 3 npukasa Munsapasa Poccum ot
31.08.2016 Ne 646H «06 yrbepxaerun ITlpaeun Hagnexxamedf pakTuKu XpaHeHus u
TI€PEBO3KH NIEKAPCTBEHHBIX NPENApaToB /19 MeJULMHCKOTO TIPHMEHEHUS»,

MeauupHeKas  opraHMsarnus  mosker FopabotaTe  yKasaHHyIo CTaHJAPTHYIO
OIICPALIMOHHYIO CHCTEMY C VY€TOM OCOGEHHOCTeH ofpareHns: UMMYHOBHOIOTHYECKOTo
/IEKAPCTBEHHOTO TIperiapaTa - BaKUWHBLL A MPOMWIAKTHKA HOBON KOPOHABUPYCHOM
uHgpekn COVID-19 KOHKDETHO B OTZENbHO B3ATOH MeJHLIMHCKOM OpraHM3aruu
(o6ocobenHoM CTPYKTYPHOM MO/pa3/eneH!H MeAHLIMHCKOM OpraHy3auuvu).

TepputopuanbeeiM — oprasam Poc3gpaBuagsopa 1o cy6mextam  Poccuiickoit
QPepepaiuy OPraHKU30BaTE paboTy Ho MH(ODMUPOBAHKMIO PYKOBOAWTE/EH MEJULIMHCKUX
OpraHM3alui o HeoBGXOAUMOCTH BHE/DEHUA CHCTEMBI MeHe/DKMEHTa KayecTsa IIpH
obpaieHuH JIeKapCTBeHHbIX TIPEIIAPaTOB ¥ NPUHATL Mephl K 06eCTIeeHNI0 MeVIMHCKIX
OPraHM3alii, — OCYIeCTB/ASIOIMX  AeSTeNsHOCT [0 XPaHEHHWIO ¥ I1epeBo3Ke
(TPaHCTIOPTHPOBAHHMIO) BAKLIUHEI AN NPOMWIAKTUKY HOBOH KOPOHABUDPYCHOM HH(peKIUN
COVID-19, ykazauHoii CTaHAAPTHOH ONepaloHHOMN npouexypoii (COIT),

IIpunoxenue; Ha 20 .

HOKYMENT HONIHCAH
BSNEKTPOHHON TONTHCRIO

A.B. Camo¥inosa
Ceprudaxar E1036E LBOTEOFHSOEALL S8 TDE2BAGISE
Baagenen Camoitnona A Bragnmuponna
Hedorsnrenes ¢ 13.04.2020 o 13.04,2021

Crapoctuna M,C, (499) 578-02-80




YTBEPXKIIAIO

Pykosonnrens 1opummueckoro Juna

OHO
« » 202 r.
OBPA3EI
CTAHIAPTHAS OIIEPAITMOHHA S HPOLIEAVPA
«XPAHEHHE 1 HEPEBO3KA (T;’AHCIIOPTHPOBAHI/IE) BAKHHHBI NJ151
INPOOUNAKTHKH HOBOH KO?OHABHPYCHOfI HHOEKIINA
B MEJUOAHCKOH OPFAHI/IBAHHH»
CMK-COI1-Ne. .. ...
JeiicrBue HJomxuoeTs oo Iommuce ,H,a'ra.
Paspaboran;
PaspaGorai:
Cornacosan:
Cornacosa;
Cormacosan;
Visepaum:
—

2020 r.



Coaepxanne

1| Obmacts npavenenns 3
2 Hopmartusnsie cepumky 3
3 Tepmuner n onpenencHus, COKpALICHHA ¥ YCIOBHEIE 0603HAYEHNS 3
4 Tpe6opanns 4
4.1 Obupe nonosxenus 4
49 Pasrpyska u moarotopxa HEpCOHANE MEARUMHCKOH OpraHusanvp K 5
) BCKPBITHIO TEPMOKOHTeHHEpoB ¢ MJITT
4.3 | Tlpnemxa WJIIT 5
4.4 | Xpanenne WIIT 6
45 Komumexramus  PUIIT AL CTPYKTYPHEIX HOApAsIeseHH MeIMIUHCKHX 7
) OpraHu3allkii H IEpeBo3Ka (TpaHcopTipOBamme) MITIT
4.6 Pa6ora ¢ TEPMOKOHTEHHEPAMY 1 XJIAK03IeMEHTAMH 8
4.7 Opranmsanus skcTpennmx MEPONIPHATHI 10 0BecHeyeHNo TEMOEPAaTypPHOTO 9
' pexuma xpanennst WJIIT B upesseruaiinmix CHTYaITUsIX
4.8 | Tabnuna 3anuceit 9
4.9 | KommyHuKanum 10
5 Hctopus mepecmotpa 10
Pacniopsxenne/mpukas o HasHazeHmi JIHIE, OTBETCTBEHHEIX 32
Ilpunoxenne A N 11
. COOJIOZIEHHE YCIOBUH XpaHEeHHA 1 TpaxcnoptupoBanus HJIIT
Tpurosxerue B Crcox COTL?‘Y,Z[HI«IKOB, ,aonyiueHbex K pabore ¢ npopykuuei, 13
Pa3MOINCHHOH B XONOAMILROM Kamepe
Ipunoxenne B Jlner koutpona nepemermenys WJIL1 14
HMpunoxenue I JIucT pacnpenenenns AokymenTa CMK-COIT-Ne, . ... 15
Hpunoxenue J[ Kypuan yduera gpmxenas WL 16
HUpunoxerme E CXeMmsl yii1afiku XnagosneMenTon & TEPMOKOHTEHHEPHI 19




1. Obaacts npumenenns

IIpakrudeckas peammsanus n.1, 1.2, w4, 1.5 npukasa Murzapasa Poccnn or 31.08.2016
No  646m «O6 yIsepxaenuu Ilpasmn  wamnexareit UPaKTHKM XpaHeHHs H NEpeRO3KM
JICKAPCTBCHHBIX  TIPENAPATOR MM MeHHHHCKOTO IpEMEHCHMAY.  QopMHpoBanue
TIPOM3BOJICTBEHHOTO NPONECCA, HANPABIEHHONO Ha CO3JaHNe YCHOBHH XpaHeHHs W NEPeBO3KH
MCKAPCTBOHHEIX MPENapaToB, HeOOXOMMMLIX s obecriedenHs KauecTBa, BE3ONACHOCTH I
3 dexTHBHOCTH NeKapCTBeHHBIX Ipenaparos.,

Onmcanne  npornecca IIPHEMKH, XPAaHEHMA H  HepeBO3KH (TparcnoprrpoBanms)
MMMYHOOHOJIOTHYECKOTO  JTeKapeTBEHEOro Apeliapata - BAKLUMHBL I NPOQMIAKTUKH HOBOI
KopoHasupycHO# uHeknueit COVID-19 ¢ TeMIepaTypoli xpaenns ot -18°C (B cooTreTCTRHY ¢
HHCTPYKLMEH 110 MEAMIHHCKOMY HIPUMEHCHHUIO).

2. HopmarugpHble cchLIKH
Hacrosmas cranpaprras ONCpAlOHHa TIpolenypa paspaloTaHa ¢ yYeTOM MOIOKeHyi
CICNYIOMHX HOPMATHBHBIX IIPAROBBIX AKTOR:!
* DexepanbHblil 3aK0H ot 12,04.2010 No 61-03 «O6 obpamenuy TIEKAPCTBEHHEIX CPENCTRY;
* OOuwasn dapmakomeiinas craths «0PC.1.1.0010.18, dapmaxoneiinas craThs. Xparenue
JIEKAPCTBEHHBIX CPEICTR),
* Ilocranornenne Ilpaenrennersa Poccuiickoit ®eneparmu ot 22.12.2011 Ne 1081
«0O nunensuporanuy dbapmanesTugeckoit JCATe/IBHOCTHY;
* Ilpukas Munmcrepcrsa 3Mpasooxpanenus Poccuiickoit ®exepamnn 31.08.2016 Ne 646n
«06  yreepxaenun Ipasnna  Hamnexameit NPaKTHKM XPaHEHMA H IePEeBO3KH
JCKAPCTBEHHEIX NPENapaToB T MEIMOUHCKOrO IIPHMEHEHH A,
* Ilpukas Munncreperea 30paBOOXPAHEHUS H CONWANLHOTO pPasBUTHS Poccuiickoit
®enepamui ot 23.08.2010 Ne 7061 «O6 YTBCPKACHHH OPABAT XPAHSHHS JTeKAPCTBEHHBIX
CpencTey.

3. Tepvmunniu ONpeac/IeHn, COKPAIEHH M YCAOBHBIC 0603HAYCHHS

3.1.B nacroameit CTAaHIAPTHOH OMePalMOHHOM} IpOneanype IPHMEHSIOTCA CREYIOUIHE TEPMHEHBL Y
onpeaenesus:

TPOCHHOH XONOMHILHOH

«aKTHBHBIH TCPMOKOHTEHEED PedpPILKepaTopHOro Tvia ¢ Be
TePMOKOHTElHHEp YCTAHOBKOH

JICKapCTBCHHBIC TIPEHAPATHl, NPelHASHAYCHHBIE s hOpMUpPOBAHKES
AKTHBHOTO HI NIACCHBHOTO HMMYHHTETA IGO0 NHATHOCTHKH Hauaus
HMMYHUTCTa MIH [HATHOCTHKH CHENH(HIECKOTo HIpHOOpETERHOTO
H3MCHEHHA  MMMYHOIOTHYECKOTO OTBETd Ha alUIEePTH3UPYIOLHE

HMMYHOOHOIOTMYECK e

JCKapCTBEHHEIS

Npemapars: BemecTra. K mMMyHoOHOmOrMYecKM TEKAPCTBEHHBIM Hpenapa"fan“a
OTHOCATCS BAKUMHEL, B TOM YHCJIE BAKIMHA JUIT IPOYHIAKTHKY HOBOM
KOpOHaBHPYCHOH  uH$peknun COVID-19, anaroxcums, TOKCHHEI,
CBIBOPOTKH, HMMYHOIIIOGY/THHbL H aJLTEPreHs!

«I1aCCHBHEIH» TCPMOKOHTEHHEP H30TepMHUECKOI'D THII4, TAC B KA4ECTBe XJIaJareHToB

TEPMOKOHTEHHEp HCIOJIBE3YIOTCA X400 MEeHTE

CTaHAapTHAas .

- — JOKYMEHT, coneramfln OILIHCaHHe ofﬂaa'rensﬂmx IV BBITIONHEHUS

mporeypa CTAaHNAPTHRIX JEHCTBHH HW/HIM omepanuii, BBHINOJHACMBIX B OpraHu3alny

CMKOCTh JUIsl XPAHEHHS M ITEPEBO3KH TePMONaBHIbHEX JIEKAPCTBEHHBIX
TePMOKOHTEHHep CPCACTB, UPECIHASHAYCHHAS [JIA MX 3allHTHI OT BO3JEHCTBHA BBICOKHX
HMITH HE3KUX TEMIIEPATyp OKpyxaroleti cpesr
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CPEACTBO U3MCPEHUS TEMIIEPATYDHI, IPeAHASHAYCHHOE AJIS U3MEpeHHs,
ABTOMATHYECKOH  3alHCH, XpameHus u BOCTIPOU3BENCHUS  Ha
TEPMOPETHCTPATOP 3MEKTPOHHOM M/MIK GyMaKHOM HOCHTENe 3HAYEH TEMIIEpaTypsl (B
TIPEes1ax  yCTaHOBNEHHOM TorpewnocTH) ¢ TIPUBA3KOH K peanpHOll
UIKAJIe BpeMeHU

CPCACTBO ANA BLIABNCHHUA HApYIHCHHIL TEMIICPATYPHOTO  pekuMa,
TIPELHA3HAUCHHBIE A1 OAHO3HAYHOTO YCTAHOBJNCHHA U oToGpaxeHus
(hakra HapymeHns KOHKpeTHOTO TEMIICPATYPHOrO HHTEPBATA B TEUSHHE
OTIPCACICHHOT0 BpeMEHH WK (BakTa OTCYTCTBHS TaKOro HAPYHISHYs
{0, OTBETCTBEHHOE 34 BHE/APCHHE H 0GECIeueHNe CHeTenEL Kagecrsa,
OTBETCTBCHHOE /U0 | OCYLIECTBASIONIEE MOHHTOPMHT 3(Q(QEKTHBHOCTH CHCTEMBI KAYECTBA 1
AKTYAIH3ANMIO CTAHAAPTHBIX ONEPAIIHOHHDIX Hponenyp

TEPMOUHIHKATOP

32.B Hacrosmeit CTAHIAPTHOH  OIIepalMOHHON NPONENYpe  HCTIONB3YIOTCA  Clienyrolie
COKpaIeHH s

g A
8 3 i

5]
Hitgaga Bl i 3] ¥ [

WL MMMYHOOHOIOTHYECKHE JIEKAPCTBEHHES TIPENapaThl, BAKIHHA
JIC AOKAPCTECHHBIC CPEACTBA AN MENHLMHCKOTO [IPHMEHEHHS
COIl CTaHAApTHAsA ONePalNOHHAS NIPoLeaypa

MO MEAUUHHCKAA OpTraHH3alus

TMI] TOBapHO-MATEPHAIBHEIE HEHHOCTH

ATC ABTOTPAHCIIOPTHOE CPEACTBO

XK XOJIOIHNbHAs KaMepa

MK MOPO3HJIbHAS KaMepa

4.  TpeGosanun
4.1 Od6mue poaomenus

4.1.1. Memununckoi OpranMsaued jns obecrmeuerns Tpebopammii IIPUEMKH, XpaHeHH:d u
NEPEBO3KH/TpaHCIOpTHpoBanus WJIII HCIIOIB3YIOTCS CIIEIYIOIME INEMEHTRI:
¢ XO0JOAHIbHOE (MOPO3KIBHOE) 06OPYIOBANKE;
¢ TIPOLEAYPE! KOHTPONA 32 COBIII0IeHHEM PETIAMEHTHPYEMBIX TEMOEPATYPHBIX YCIOBHI;
* ClienuaibHO 00yYeHHEIH HepcoHa;
® CpeicTBa ang TpaHcnopTHpoBxH VI
4.1.2. Menuuunckoii OpravH3alueil JUIA MOamepKaHuA TpebyeMoli TeMnepatypsi XpaHeHus u
IEPCBO3KU/TPAHCIIOPTHPOBarHs WJITT HCHONB3YIOTCA CIICAYIOINHME RHBI 0GOpYIOBaHHS:
* obopynosanve aa xparenus VJIIT:
~ XOIIOQUIBHEIE KaMepsl (KOMHATHI);
~ MOPO3HIBHEIE KaMEPhl (MOPO3HILHUKH);
¢ olopyaosanue s MEPEBO3KH/TPaHCHOPTHPOBaHKS MJITT:
— CHCLHANLHEIE aBTOPepIKePaTOpsI;
~ TEPMOKOHTEHHEpEI;
— MCIHUUHCKHE CYMKH-XOIO0AMTbHAKIL
— XIaJ03JIeMEeHTHI;
~ TCPMOMHIUKATOPE! (TEPMOPETHOTPATOPEL);
* obopynoBanve ms MOHHTOPHHIA TEMOEPATYPHOTO PEKUMA U PETHCTpALMK OTKIOHEHHH
TEMICPATYPHOIO PEXKUMA IPH XPAHEHHH 1 TIePEBO3KH/TpaHCIOpTHpPOBaruY MJIIT:
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— TEPMOPETHCTPATOPEL,
— TEPMOMETPEI;
~ TePMOHHIHKATOPHI;

* u jpyroe o6opynoBanie (YIakoBouHsIe MaTepHabl U T.1,).

4.2, Pasrpyska H IOAroTOBKA NEpCoHANa MEJHIMHCKOH oprammsanmu K BCKPBITHIO
TepmoxonTeiinepor ¢ KT

4.2.1. K upuemxe WJIII ACILYCKai0TCA COTPYIHMKH METUITHHCKOI OPTaHH3aIMH, BXOAALIHE
B COCTaB KOMHCCHW IIO NMPHEMKE JIEKAPCTBEHHBIX IPEMapaToB Mg MeIHOHHCKOTO NPUMEHEeHHs,
HASHAYCHHLIC DYKOBOJMTENEM IOPHIMYECKOIO JMIa u H3YYMBIIHE JAaHHYIO CTaHIAPTHYIO
ONEPALIOHHYIO IPOLIELYPY.

4.2.2. OrsercrBernoe JH0, HA3HAYCHHOE PYKOBOJMTEIEM IOPUIUYECKOTO  JTHLA,
TIPOBEPACT HATHIHE CONPOBOXNTEIBHEIX IOKYMEHTOB,

4.2.3. OcoGoe BHEManHe OTBCTCTBCHHOE JIHIO yAENACT CBEpKe TOKYMEHTOB Ha
COOTBETCTBHE HOMEpA CepUH, HANMEHOBAHHS JICKAPCTBCHHOTO MpeTtapara, MPHEMIEMOCTH CPOKa
TOHOCTH. :

4.2.4. Tlocne uposepky COIPOBONMTENBHBIX JOKYMEHTOB OTBETCTREHHOE THIO Haer
Pa3PCIICHHUE Ha BBITPY3KY NMpoRykuuu m3 ATC B 30HY HPHEMKH - MOPO3HILHOTO/X OO UILHOIO
0bopyaoRaHHS (KaMephl) MeHIMHCKON OPTaHH3AINH,

4.2.5. Ilpn pasrpyske u npueMKe  HeoOXOaMMO cofmoaars obmme TpeboBanuy
6e30MaCHOCTH NIPH  BEITIOMTHEHHH HOTPY304HO-PASTPY30UHEIX PaboT, aKKypaTHO oOpamarscs ¢
TEPMOKOHTEHHEpAaMH, HE JOMYCKATh MX MagCHUS U HepeBOpauHBaHIA.

4.2.6. Ilepex BekpoITHEM TEPMOKOHTEHHEPOB HEODXOLMMO 1OATOTORHTE:

- K8HIEIAPCKMH HOXK (171 BCKDEITHS CKOTYA Ha TEPMOKOHTEHHEpE);

- DCpYATKH (ANS H3BISYEHHs BEPXHETO CIOs XIANOAIEMEHTOB H  TEMIIEPATYPHBIX
PerucTpaTopos);

- oro-, BunCOKaMepy (ans (HKcanmyu creneHu okpamumBaHms KOHTPOJBHOTO RJIeMeHTA
TCPMOHH/INKATOPOB),

4.3. Ipremka W

4.3.1. Iocne sarpysku WJIII TEPMOKOHTEHHEDPB! JOMKHBI OBITH He3aMEITHTENbHO MePEMeHIeHEl B
SOHY 1IPHEMKH MOPO3HITBHOT0/X0NOAHIEHOTO 060pyIoBaNHs (xamep).

4.3.2. B MOPO3HITLHOM/XOMOHIBHOM 000pynoBaHNHY (KaMepax) KOMKHEL paboraTs COTPYIHHKY B
COOTBETCTBYIOLIECH CTIeoexk e, cobnionas TEXHUKY Oe30macHocTY.

4.3.3. Heo6X0mumMoO BCKpEITH KOHTEHHEp, H3BlICUE TePMOPETACTPATOPBI/ TEPMOMHAMKATOPEL - 3Ta
pabota nomxHa ObITe BBUIONHeHa 3a § MHUHYT, 4TOOBI ofecmeunts coxpassocts WUJIM B
3aMOPOXKEHHOM COCTOSHHH.

4.3.4. Bamn neficteusa; (Bce AeiicTBus He0OXOANMO BBUIONHATE YETKO K OrICTpO!)

- Pa3pesaTs CKOTY Ha IOBEPXHOCTH TePMOKOHTEHHEpA,

- CHATB KPHIUKY C TEPMOKOHTEHHEPA H TIOI0KUTS panoM;

= CHATE BEPXHHIL CIIOH X1TA037EMEHTOB U YIIOKHTH X B KPEINIKY;

- H3BJICYD U3 TEPMOKOHTEHHEpa TCPMOPETHCTPATOPEI/ TEPMOHHAUKATOPSL;

- BEPHYTH BEPXHUH CIOH X1aK03IeMENTOR 00paTHO B TepMOKOHTEliHED;

- IUIOTHO 32KPBITh TEPMOKOHTEHHCD KPHILIKOH H 3a(UKCHPOBATE KIAMAHEL, YIepKUBAIONINE
KPBIIKY CKOTYEM;

- HESAMEMIHTENBHO  coTorpaduposats  mHueByo CTOPOHY TePMOMHAMKATOpA s
uxcanuu Temneparyproro PEXUMa, OTPAKEHHOrO Ha €ro NaHemH (IO CTemeHH OKPAIIHBAHMSA
KOHTPONBHOTO JMEMEHTA, OLEHHBACICS 06MAs IPONOIDKITEIBHOCTS BO3JCHCTBHA TeMIIEPaTypHL,
HPEBBIIAIONIEH HOPMY).




4.3.5. Ilepen ocraHoBKOH TCPMOPETHCTPATOPH (IACKTPOHHBIN [aTYHK TEMIIEPATYPEI) HEOOXOAUMO
COTPETh NPU KOMHATHOH TeMIepaType - okoiio 4 MHHYT, 10 HaYana pabors! qucIIes.
4.3.6. JTnsa CUMTHIBAHNS JaHHBIX ¢ TCPMOPETHCTPATOPA HEOBXOAUMO:
v" OcranoBuTS 32mmcs! Bocnonssosasurics HHCTPYKIIHEH I10 O0CTaHOBKE npubopa.
v' OTBEICTBEHHOE THIO CUNTHIBACT K APXUBHPYCT TOKA3AHHs C TePMOPErHCTPATOPOR,
TIOKMOuas X K KOMITbIOTEPY depes USB-11opT (B oTKpBIBIIEMCS OKHe IOABHBLIMECS
Asa (aiina (PDF u TexcTopsii TTV) reobxoaumo COXPaHHTD).
4.3.7. B ciyuae OTCYTCTBHS TEMIIEPATYPHBIX OTKIOHEHU OTBETCTBECHHOE IHIIO IIPOBOJUT
BH3YAILHBIH OCMOTP KaXOT0 TAPHOIo MecTa noctynuslinx I no cnenyrowum KPHTEDHAM:
= IIPOCYET KOMMUECTBA TORAPA B COOTBETCTRHY C ABHHBIMH TOB2PHOH HAK/IaHO;
- IPOBEPKA OTCYTCTBMS BNAKHBIX, MOKPBIX HJIM MITEIX TPaHCIIOPTHEIX  FOPPOKopoHoB
(xopoGok);
- IPOBEPKA COOTBETCTBUS 3aBOICKOH MapKUPOBKH (HamMeHOBaHKE, TO3HPOBKa, HOMEp cepu,
CPOK I'OTHOCTH);
~ HPOBEPKA HANMMYMA H UENOCTHOCTH IITPHX -KOJOBOMN M&PKHPOBKWY;
- TIPOBEPKA LIENOCTHOCTH YIIAKOBKH, Ha OTCYTCTBHE:
v’ clenoB HeGpexHoro obpamienns ¢ TopapoM;
v’ MeXaHHIecKHx TIOBPEXIEHUH IPYIIIOBOH YIIaKOBKH.
4.3.8. Tlpr BrgBICHEH IPUSHAKOB MEXaHWYECKHX IIOBPENICHUII: Ooli, Hamokamue, NOITEKH,
TCMIICPATYPHEIE OTKIOHEHHMS, 4 TAKKe [P HOATBEPANCHNU (akTa Haxoxaenus VI B
HECOOTBCICTBYIOIIMX YCOBHAX, CIOCOBHEIX IIOBIMSTE Ha xauectso ML, WM spemenno
HEPEMEINAETCA B 30HY «KAPaHTHH» B XOTOHIBHOM/MOPOIHITLHOM 060Dy I0BAHNY (xamepe) o
TPUHATHSA OKOHYATEILHOIO PelIeHHS,
4.3.9. Ha stomM srame (1. 4.3.8. CMK-COII-Ne......) otBeTcTBEHHOR JMIO TOIDKHO:

- TPCKPAaTUTE  TIPHEMKY, HEMEANeHHO moMectuth VI & 30HY «KapaHuTUH
MOPO3HIBHOTO/XOMOMUIBHOTO 0GOpYNOBARHS (KaMepel) W AepskaTh OTAETBHO OT JOPYIHX 3a1acoB
HJIIT; S

- NEPeNaTs HHOPMALHMIO NIOCTABIIHKY;

- IOCIC YIPUHATHS PEIIeHHS MOCTABLIHKOM IPOJOIKHTL HPHEMKY HPOAYKIHK, ¢

OTOpaKoBKoit HECOOTBETCTBYIOIEH NIPOAYKIIHH, ‘
4.3.10. Ilpu cootseTcTBHM CONPOBOIMTENBHEIX NOKYMEHTOB H TOCTYynHBINEH npoxykimm,
OICYICTBHM OTKJIOHCHHH B TeMmeparypHOM PEXHME TIPH  HEPeBO3Ke/TPAHCIOPTHPOBAHHY
OTBCICTBEHHOE JHOO mepememaer WJIT u3 3ome IPHEMKH  MOPO3HIBHOIO/XOIOAUIEHOTO
obopynosaums  (kameps)) B 30HY OCHOBHOTO  XpaHEHHS MOPO3HJIBHOTO/X 0710 IUITEHOTO
0BopynoBaHNs (KaMepsl) Ays AanBHEHIEro HCIIONB30BAHHS,

4.4. Xpanenne MJIIT

4.4.1. MoposunsHOE/X 0I0HITEHOE obopyrnosanue (kaMeper) AOMKHO GHITH KBaTHGHUIUPOBAHO.
Texauueckoe obcyxuBaHue, moBepka . (WmM) Kkanubpoeka 0GOopyIOBaRuS  MOMKHE!
OCYIECTRIATECA B COOTBETCTBUH C YTBEPKAAEMEIM ILTaHOM-TpaKOM.

4.42.llna  GecnepeGoitroit paboTEl  XOIOMMIBHEIX KaMep M BICKTPHYECKHMX IIpHOOpOB mms
KOHTPOA TEMIIEPATYPHOTO PEKHMA MOMKHA GbITh obecriedena cTabuuLHOCTH HANpPSKSHHA B
JICKIPOCETAX,  OCYMIECTBIMIOWNX — SHEProcHabkeHye AaHHOro  0bOpymOBaHHs, a Takike
BOSMOKHOCTE DIIEKTPOCHAGHKEHHS 110 PE3CPBHEIM CXeMaM HIH 2BTOMAaTHYECKOE IORKITIOUEHHE
CHCTCMBI aBYOHOMHOT'O 3JICKTPOIHTAHES (3a€KTpOrenepaTopos um aKKYMYJIATOPOR).

4.4.3. [IokpsITHE BHYTPEHHHX U BHEIIHMX TOBEPXHOCTeH 060pYNOBaHUA, MpeiHA3HAYEHHOrO e}
XPaHEHUA U IePEBO3KH/ TpancropTrposanus WIIT 1omKHo G5rrs YCTOHYMBO K JefiCTBHIO MOMOLIHX
H JIE3HHQUIOUPYIOWHX cpelcTs.

444, XOnoHITBHOS/MOPO3WIEHOE obopynosanne (xameprr) 000pyNyIOTCH  CremTaxcami,
LAIICTAMH M MapKHUPYITCS STHKETKAMM C ykasanuem Buja WII (makummsi, AHATOKCHHEIL,
TOKCHHBL, CHIBODOTKH, MMMYHOITOGYITUHEI H AJIEPTEHEI) B COOTBETCTBHH C HOMEHKJIATYPHEIM
cnpapounukoM HJII1, xoroperit segercs OTBETCTBEHHBIM JTHIIOM,
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4.4.5 ITpu namieTHOM XPaHCHHH HE JIOMYCKAETCS PAa3sMENICHHE HECKOJbKHX HauMeHoBaHuit HJII]
Ha 0O/1HOM nojoxe (namrere). Buytpy xomoaunsuoi KaMepE! (KOMHATBI) JIOJKHO GBITE BEIEIEHO
MecTo s ymaxosku W # npocrpancrso qs OXNNAKIEHH TEPMOKOHTEHHEPOR,

4.4.6. Xpanenwe npomykuuu OCYLICCTBIIACTCS B BEPTHKAILHOM IIOIOKCHHN OpPH TeMIieparype
-18°C cormacHo ycmommsiM, 3asRienubiM TMPON3BONUTCNCM H YKA3aHHBIM Ha MOTpeGHTEmLCKOM
YIaKOBKE IPENapara U B HacopTe KauyecTsa,

4.4.7. HasnadeHunrit cotpyaaux MCAHUMHCKON OpraHH3ailuy pasMernaer TPORYKLIHIO HA XpaHeHHe
B MOPO3HJIBHOM/XOJIONHNIBHOM obopynoBanun (kamepax) Taxmm obpazoMm, uTO6HI K KaxI0My
namrery (kopoly) 6uin oGecheden AOCTYH OXJIKIEHHOTO BO3AYyXa.

4.4.8. Yuer mponyxumu Besercs HOCEPHITHO,

4.4.9. HazHauenwunie COTPYAHHKM METHUMHCKOH OpraHM3alMy OCYIIECTBIAAIOT €XKE/HERHbLIH
KOHTPOME TEMIIEPATYPEL

X0JOANITEHOS/ MOPO3HITILHOE ofopynoBaune (kamepr) s xpaenws M nomkHo 6hrrs
OCHAIUCHO NMPHOOPAMH JI1 PEerucTpamuu TIAPAMETPOB BO3AyXa (TEPMOMETPAMH, FUIPOMETDAMU
(37eKTPOHHBIMU THrpOMETpaMu) WM mcuxpomerpamu). ITokasanus ITUX NPUOOPOB HOIDKHEI
CHKCIHCBHO DPETHCIPHPOBATHCH B CIIEHHATLHOM KypHane (Kapre) perucTpanMu Ha GyMaxHOM
HOCHTENIC MM B DICKTPOHHOM BHIE C apXHBALUeit (s BIEXTPORHEIX THIPOMETPOB), KOTODEIi
BEIETCA OTBETCTREHHBIM JIUIIOM.

4.4.10 MoposunsHoe/XonoamimHoe obopynopanue (xamepa) ocHamaeTcs CHCLUAIHN3UPOBAHHEIME
CHCTEMaMM  ONOBEHIEHUA (OCHOBHas ¥ RyONApYrOmas), s OOECHCYEHHT BOSMOKHOCTH
TPOBC/ICHHA CBOCBPEMEHHBIX MEDONpHATHH B CIlyuae NOCTIIKEHUs TEMIIEPATYPHOIO PEXUMA B
XOIOXHIEHOM OGOPYTOBAHUH «YPOBHS TPEBOTHY W «YpOBHA neHCTRUAY,

4.4.11 3arpyska XoTOmHIBHEIX (MOpO3UIBHEIX) Kamep (xomHar) o6ecnieunBaet cBoGOMHLL AOCTYI
B JO0YI0 YacTs KaMmepsI {xoMHATEI) 1 yca0BHs Mg paboTEI iepcoHana BHYTpH KaMepb! (KOMHATEI),
a TAKKE CBOOOMHYI UHPKYNANHIO BO3yxa mo BCeMy O0BEMY B Iensx o6ecHeYeHms
PaBHOMCPHOCTH pacTpeiienieHus Temueparypsl. He AOHYCKACTCA 3arpy3ka II0ME3HOr0 00bheMa
(momox, crennaxeit) omemmenmnii 1 000PYNOBAHMS JUIA XparenHs Gollee yeM Ha 2/3.

44.12 Tlpn  sarpyske  XmajnosmeMeHToB B XONOMMIBHYIO  KaMEPY, MOPO3WIBHHK  juid
SAMOPAKMBAHMA ¢ IENBI0 OOCCledeHHA CBOGONHOI IMPKYISIUAA  BO3yXa H PaBHOMEPHOIO
OXNAKJCHNA BHYTPCHHETO 00BeMa MOPO3MIBHHKAZ He AOMYCKACTCA MX DPa3sMENICHHE BILIOTHYIO
APYT' K YTy, Kax 10 TOPH3OHTAIH, TaK H 110 BEPTHKAH.

4.5. Komnaexramus WIT pis CTPYKTYPHBIX NOApa3AeNneHnil MeXHUHHCKIX OpraHu3auui u
TepeBo3kd (Tpancnopruposanns) UJIIT .

4.5.1. CoTpynHuKM MeIMIHHCKON opramusamuu  coduparor M wa ocHopauum TpeboBanms-
HAKIIa[(HOH CTPYKTYPHOTO HOApa3neienns, CXeMn! pacpeaenenns W u Jp.

4.5.2. Vknagka WIII » TEPMOKOHTEHHEPB! OCYILECTRISETCT B MOPO3HILHOM/XOJ0IHIBHOM
ofopynoBannm, KaMepe (xoMHare),

4.5.3 Jlna TICPEBOSKU/TPAHCIIOPTHPOBAHHS OGBITHEIM (e pedprxeparopHbM) Tpaxcoprom HJITT
YIAKOBBIBAIOTCA B CHELHATBHEIE TCPMOKOHTEHHEPH!, M3rOTOBIICHHBIE M3 TCTUIOH3OIALHOHHOTQ
MaTepuana, obecmeuuBaromue cobmonenye Tpebyemoro uHTEpBana TEMIIEPATYD B TEUEHHE
OTPEACIICHHOrO BPEMEHH {BO3MOXHO YKa3aHHe PacCTOAHHA M HEOOXOIMMOTO BPEMEHH [0 KAKIOTO
CTPYKTYPHOI'O HOZpA3AeNeHHs MEIMIHHCKON Opranmsanuu) jna sauwmrtst MM ot Bosgeiicreus
BRICOKMX HIIH HH3KHX TEMIIEPATyp OKpy:Katomieti CpeIst.

4.5.4 Ilnsa HCPEBOSKH/TPAHCIIOPTHPOBAKHA [IPHMEHAIOTCA  YIACCHBHBIC TCPMOKOHTEHHEDHI,
H30TCPMMIECKOrO THINA, TR B KAYECTBE XJIAAAreHTOB HCIIOJIB3YEOTCA XIaJ09AEMCHTEL

4.5.5.B 3aBucuMocTH oOT HCIIONB3YEMOr0 TEPMOMATEPHANA M TEXHOIOHH HPOH3BO/ICTBA
TNIaCCHBHBIC  TCPMOKOHTEHHEPEl MOApa3NeNsioTcs Ha TCPMOKOHTCHHEPEl  OQHOKPAaTHOTO u
MHOTrOKpAaTHOTO npuMeHeHns. He nomyckaercs TIOBTOPHOC HCTIONB30BAHUE H30TEPMHYECKOM
YHAKOBOYHOH Tapbl OHOKPATHOTO IIPUMEHEHHSL.

4.5.6.I1pu 3akymxe y KBATMQULHPOBAHHOTO IOCTABIIHKA 0COG0e BHHMaHUe 00paInarh Ha MOJHYIO
KOMIIIEKTALHIO TePMOKOHTEHHEpOB. TepMoxoHTeHHEPEI MHOTOKDAaTHOIO IIPUMEHEHHUS IOIKHBI
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OBITh YKOMIUIEKTOBAHEL HaCTIOpTOM, TEPMOKApPTOH, HHCTPYKIHEiT 110 OPAMEHCHHIO, JOKHEI HMETE
TIOKPBITHE, JIETKO II0ABEpraloneecs CaHnTapHOH 06paboTke,

4.5.7. Hasnauenupriz COTPYAHHK 3aKIaABIBAET XJIAH03I€MEHTEI CTpOr0 B COOTBETCTBHH C
HHCTpYKOHAMHU. g oOecneyenms HE0OX0MUMOr0 TCMICPATYPHOTO PEXHMA KONMYECTBO M THII
3AKNIANEIBAEMEIX B TCPMOKOHTEMHEPH XIIAN03IEMCHTOR AO/DKHBI COOTBETCTBOBATE JOKYMEHTAM HA
HCHOIB3YCMBIC TEPMOKOHTEHHEPE! H XA 05 IeMEeHTLL.

4.5.8.opsagox yEnagxu UIIT s TEPMOKCHTEHHEpEI:

. nomobpaTe MakcHMANTLHO momXomsmME o pasMepaM TepMOKOHTeHHep, 3apaHee
OXJIAKAEHHBIIH;

. YIOXUTE KOpobkn ¢ HJIIT;

. SQIOKHTE NPCABAPUTEEHO POBEPEHHEIE HA TEPMETHIHOCTD H NPOTEPTHIE HACYXO
XJIaT031EMEHThI B AeHD OTHpaBku T,

. SQIOKHTE IYCTOTHI BCIIOMOTATENEHBIM MATEPHAIIOM;

. SAI0KATE TCPMOMHAMKATOP/ TEPMOPETHETPATOP | KOHTPONBHYIO KapTOuKy;

. ILIOTHO 3aKPBITh TEPMOKOHTEHHED U IIPOKIIEHTS CKOTHEM;

. HaKICHTD STHKETKY Ha KA K5I TEPMOKOHTElHED.

4.5.9.ToroBble K oTnpaske TepmoxonTerHepsr ¢ W xpamsrea B XONOAMNLHOM/ MOPO3IUIBHOM
o0opynosasmu (xamepe) no MoMenTa 3arpysxu B ATC.,

4.5.10. Kontpoms 3a HAVICKAIIUM  y9eTOM NOCTYIUIEHHS M pacxoxa MJUIM u CBOCBPEMEHHOH
duxcammei ITOKa3aHUH npubopos IS perucTpanun NapaMeTpos BO3/yXa,
TePMOPETUCTPATOPOB/ TEPMOUHANKATOPOB, HCHONL3YCMBIX I714 KOHTPOIIA TEMIIEPATYPHOTO PEKUMA
B cneunansroM «Kypmana ywera nswkenus VJIII» (IIpumoxenne «II») B COOTBETCTBHH
YCTaHOBICHHOM hopMoil, BonaraeTcs Ha OTBETCTBEHHOE JIMIIO. ‘

4.5.11, Jina NepEeBO3KN/TpaHCHOpTHPORAaHMS WJITI B YU4KOBKE  npom3Bomurens  Ges
AOTIONHATCIbHBIX  M30TEPMUYECKHX CPENCTB  3aIHUTEL HCITONB3YeTCA  aBTOpedpikepaTop ¢
H30TEPMUYECKMM  KY30BOM, 06OpPYHOBaHHEIH XOIOUITbHO-000rPEBATEBHON  YCTAHOBKOH ¢
ABTOMATHYCCKON CHCTEMOMN MOAAEPKaHHS 3a0aHHOI TEMIIEPATYPB! BHYTPR KY30Ba, OCHALIEHHBI]
CPCACTBAMU H3MEPEHHA H KOHTPOJA TCMICPATYphI, a TAkKe TeTUIOH30IMPYIOlel 3aBecoll B
ABEPHOM IIpOEME KY30Ba.

4.5.12. Tlpn NEPeBO3Ke/TpaHCIOpTHpoBanu WJIIT HCTIONB3yeTCa 00OPYZIOBAHHE JUIS KOHTPONIS
TCMICPATYPHOTO  PEKHMA! TEPMOMHAMKATOPHL HIIH TCPMOPETHCTPATOPE!  (BCTPOSHHEIE MK
4BTOHOMHBIE), KOTOPEIE NO3BO/IAIOT YCTAHOBHTD, OBLTH JIH HAPYIIIEHHA TEMIEPATYPHOTO PeXUMa B
TCICHRE BCEro IHMKNA NePEeBOKH/TPaHCIOPTHPOBAHKA. Honyckaerea ucnons3opanne TEPMOMETPOR
CO BCTPOSHHOH 3HEKTpOHHON TaMATBI0, OONARAIOUIMX BO3MOKHOCTHIO (uxcanny Hapyruenuit
TEMIICPATYPHOTO PEIKUMA B IIUKIIE KOHTPOJIA,

4.5.13. Ilpu ucnions3oBanun TEPMOKOHTEHHEPOB OTBETCTBEHHOE JIMII0 MEIHIUHHCKON OpraHu3anmu
B KaX<ABIH TepMokoHTelinep ¢ HII, TPaHCIOPTHPYEMEIX B 4JIPEC CTPYKTYPHBIX NONPA3IeIICHHIT
MC/IMIMHCKAX  OpTaHH3alMH, IIOMEWaeT B COOTBEICTBHH ¢ TEXHHYECKOH IOKYMEHTanHel
TCPMOPETHCTIPATOP MM  TEPMOMHIMKATOp (eciu IPUMEHHMO), TIO3BONAIONINE OBECIICTHTD
KOHTPOIL COOMIOAEHUS TeMAepaTypHOro PEXHMA H TPOAOIKHTENBLHOCTE OTKIOHEHHS (B clydae,
CCITH HMGET MECTO OBITE) TEMIIEPaTypPHOTO PeskMa.

4.5.14. O6opynosanne aa KOHTPONA TEMOEPATYPHOrO pexuMa pasMelaercs B KaxI0M
TEPMOKOHTEHHEPE B MECTE, PEKOMEHIOBAHHOM TIPOU3BOIUTENCM COTTIACHO TEPMOKAPTE, MEKTY
yoaxkoskamu ¢ WJTIT.

4.5.15.B naccuBHEIX TEPMOKOHTEHHEpAX MPHUMEHAIOTCS TEPMOMHINKATOPB! MM 4BTOHOMHEIE
TEPMOPETHCTPATOPSL. |

4.6. PaGorac TEPMOKOHTEHHEPAMH H X1a8031eMeHTaMK

4.6.1.Cucrema EPEBO3KH/TPAHCIIOPTHPOBAHHA MEIUIOUHCKOW OpraHM3alMi  JO/DKHAZ  OLITh
obecriedeHa pesepBHLIM 3amacom XJ1a03IEMEHTOB.




4.6.2. 3anpenaeTca  wenons30Banue TEPMOKOHTCHHEPOB ¢ MEXaHHYCCKAMH TIOBPEXICHUAMHA
CTEHOK M/W/IHM KPHIIIKH KaK BHYIDH, TaK u CHAPYIKH.

4.6.3. Cannrapras o6paGorka TEPMOKOHTEIHEPOB MHOTOKPATHOTO IPUMEHCHHUA [IPOBOAMTCA nepes
3arpyskodf W 1OCTE HCHONB3OBAHHA, 3 TAKKe IO MEpe HEOOXONMMOCTH, C MCIIONB3OBAHHEM
AEIMHQHUUMPYIOUNX CPEACTB B COOTBETCTRHM C IACTIOPTOM M HMHCTPYKUHEH IO NpHMeHeHHM:o
TEPMOKOHTEHHEPOR.

4.6.4.1Ipu TICPEBO3KE/TPAHCIOPTHPOBAHME B OTHOM HaCCHBHOM TEPMOKOHTEHHEPE pasmHumbx
Bunos MIIII, B ToM umcne He AOUYCKAIOIIHX 3aMOPaKHBAHHE PACTBOPHTENEH K BaKIHMHAM, s

Pa3MOPOKEHHEIS) XJIATOIIEMENTEl ¢ HANONHUTE/eM U3 BOABI OO npyrme, ¢ paGoummu
TCMIIEpatypaMu B MHTepBane oT +2 no +8°C, ecim mHoe HC NpEAyCMOTPEHO MHCTPYKLMEH K
TEPMOKOHTET HEpY.

4.7 Opranuzanus IKCTPEHHBIX MepONpHUATHIl M0 obecHmedeHuro TEMIIEPATYPHOIO
pexnMa xpadenns WII B upessbiuaiinprx CHTYaIHSIX

B ciyuae BEIXOma moxasateneit TEMIIEPATYPHOTO PEKMMA XOMOAMIBHOTO/MOPOIUITEHOTO
0GOpYIOBAHMS 32 YCTAHOBNEHHbIE IHAYCHHS B MCIUIMHCKOA OpraHH3alMM 3amycKaeTcs Inman
OKCTPCHHBIX MEPONPHATHI 110 OGECHEeYEHHI0 COBIIOaeHHMS TEMIIEPATYPHOTO PEXHMA XPaHEHHS
WIIT ¢ yuerom mpmuus Brxona TIOKa3aTenel (HeUCHPaBHOCTD 00OpYACBaHHS, H3MEPHTEILHBIX
nprBopoB, OTKITIOYeHNE SIEKTPOIHEPTHH ¥ Ap) .

4.7.1 Kourpons 3a cobmonenuem yenosuit xpanenns WIIT perymspro OCYILECTBISET
OTBCTCTBCHHOE JIHIIO, & TAKKE B XO/C NPOBEIEHUS BHYTPEHHUX ayAUTOB, NEPUONHIHOCTE KOTOPBIX
YCTaHaBIMBAETCSA PYKOBOMHTEIEM MEAHIIHHCKOLN OpraHHAasIng.

4.8 Tab:mua sanuceii

Pacniopskenue/mpuxas o masHavenum Cornaco
JIHL, OTBETCTBEHHBIX 33 CoO/OgeHue
CIOBHIT xpanenns WUJIIT tponenype
CIHCOR  COTPYIHHKOB  MemMIUMHCKOMN
OpraHH3aLuH, NONYIIEHHEIX K pafoTe ¢ Cornacuo
NpONYKUAEH, pasMeleH o B npouenype
XOIOUHALHOR/MOPOZHIILHOH KaMmepe
CoTpynuux,
YTIOIHOMOYCHHBIH Coracko
Jluct xouTpomns nepememenus PIT COOTBETCTBYIOLIMM
: pactiopsukenuem/mpuxazoy | LPOLCAYPE
PYKoBOiuTens MO
Cotpyauuk,
YIOIHOMOYEHHRII Cornacko
Kypnan yuera apmxenms WIII COOTBETCTBYIOMIMM
pacniopaxeHHem/ prKazoy | L F O NCAYPE
PYKOBOIHTENE MO

4.9 Kommyunxamnn




Haunsie o Bpemenn
/T napuas
naxoxaeaus HIIIT sue
Corpyanux MEOUIUHCKan Jluct xontpons | Tlpu KaxI0M
YCT2HOBJIGHHBIX A4 .
I MAHHBIX OTBETCTREHHBIH cectpa/ NMCPCMEINEHHS | mepemMeneHuH
3a pabory ¢ WIIT | Oreercreenmoe | WUIII uim
TEMITEPATYPHBIX -
npelienos

Heropus mepecmorpa

Bepcus 01

Hosbps 2020

Hosrlif fokyment

Bepens 02

Bepcua 03
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Hpnioxenue «A»

Pacnopsukenue/npuxas o naznavenun NN, OTBETCTBEHHLIX 33 co0/II0AeHHE YCI0BHil
XpaHEHud i iepeBo3Ku/TpancnoprupoBanns  VJIII

Pacmopsixenue/mpuxaz Ne

« » 20 T r.

O waswavenuu nuy, omeemcmeennmx 3q
cobmodenue Yerogut XPaHeHUs u
nepesosku/mparcnopmuposanus  HiIIT

B ueasx opranmsanmm cobnomenus YCIOBHH XpaHeHHs U HEPERO3KK/ TPAHCIIOPTHPOBAHKA
I v majrexamero BIIOHERNS KOMIIekca OPTaHU3ALMONHBIX M TEXHHYECKHX MEPONPHATHH,
0GeCTETRAIONIAX COXPAHHOCTE KAYECTB2 BAaKIMHEL LT TIPOQUIAKTHKE HOBON KOPOHABHPYCHOI
udexumneit COVID-19 npu O0palleHHH B MeMIHMHCKOH OpraHMsalye (gamee — MO),
PACTIONIOKEHHOH 110 aapecy: , B
TOM YHCH€ IPH OCYIIECTBICHHM OPHEMOYHOrQ KOHTPOIIH, PasMEIeHHH, XPAHCHHM M OTILYCKe
BRULIEYKA32HHOTO IEKAPCTBEHHOTO MPENapara, a TaKKe B COOTBETCTBHM ¢ TpeboBaHMAMM ml, 1.2,
n.4, n.5 npuxasa Munsopasa Poccuu ot 31.08.2016 No 646y «06 yrBepikaeunu Ilpasun
HAIISKAMEH PAKTHKY XPAHEHHA H [ePeBO3KH JACKaPCTBEHHBIX NPENAPATOB UM MENHUUHCKOTO
npumeHeHus», CrasgaprHoit ONEPALMOHHOH  mponemypsl «XpaHeHwe u IIEPEeBO3Ka
(TpaHCTIOpTHpPOBaHNE) BaKIIHEL A TpOMHIAKTHKH HOBOIX KOPOHABHPYCHOH HHGbEKIMH B
MEITHIMHCKOM opranmsauun CMK-COII-Ne. ... ,

PACTIOPSKAIOCH/IIPUKA3BIBAIO:

1. (ykasats  pomkuocts, ®HO)
OOECIIEYMTh OPTaHM3AIMIO NEATENHHOCTH Mo COOMIONEHNI0  yCi0BUH  npHeMKw, XpaHeHHs,
€PEBO3KH/TPAHCIIOPTHPOBAKHSA BAKITHHE! IS PO MIAKTHEY HOBOMH KOPOHABHPYCHOH HH(beKIHH
COVID-19 8 MO.
2. (yKasaTs  [OmKHOCTB, DUO)
HAIIeKAT 00ECIIEUNT OPTaHU3ALMI0 Bbirpysku WJIII mpu mocrymnennu w3 aBTOTPAHCHOPTHOTO
cpexcrea (ianee — ATC), a Takxke OTrpysku nponykiuu 8 ATC npm ormycke HJIIT w3 MO &
06ocobneHHoe CTpyKTypHOE Hofpasnenenye u nepemetenne MM sHyrpr MO B MakcHMaIsgo
CKATHIE PETIIAMEHTHPOBAHHEIE CPOKH;
~ BPEMS HAXOXACHHA KaXIOro u3 mamieT (kopoGos - OPH TIOCTABKE DOCCHINEIO) BHE
YCTAHOBICHHBIX TEMIICPATYPHBIX IPEIENOB He JOLKHO NPEBBIHATE __ MHHYT, BKIIOYAs
IICPEMEIICHHE NPOAYKUMH M3 OXHOM XOJOAUIBHOH/MOPO3UIIBHON KaMepsl B APYTVio
XONOMMIBHYIO/MOPO3HIIBHYI) KaMepy BHYTPH OAHOTO 31aHHs (Kopiycos) MO.
3. Orgercreennomy corpynruky MO, koTopoMy mnopy4eHo BmInonHeHue OIEpalliK 10
nepememenuro WIITT, majnexnr PETHCTPHPOBATL BCH ME(pOpManuio o mepeMemaembx WIIL &
Jlucre xowtpona mepememenus W COOTBEICTBHH C TPeGOBAHMAMH MPONEAYPHI -
CraunaprHoit ONEpanHOHHON mpouedyphl «XpaHcHwe u liepeBo3Ka (TPaHCHOPTHPOBAHME)
BaKIMHB! JUIS TIPOQHIAKTHKH HOBOM KOPOHABHDYCHOH HH(DEKUHH B MeJHIMHCKOH OpTaHM3aIHH
CMK-COII-Ne......
4, (ykasate momkaocts, ®HO) moamexur
OPTaHU30BaTh HPOBEACHHE MPHEMOTHOTO KOHTPOILS, npy nocryrurernd W B Bienennoli 30me
XOIOTHIBHBIX KaMEP/MOPOSHITBHBIX Kamep MO B cooTBeTCIBUE ¢ TpeGOBAHMAMH BHYTpPEHHHX
HOPMAaTUBHBIX JOKYMEHTOB, :
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5. Paborn 1o 0OHAPYKCHHUIO, OTKAIOYEHHIO I perucrpanmy moxkasanmi TEPMOPEruCTPaTOPOs
(TepMOPIH,I[HKaTOPOB), CONPOBOXIAIOMIAX BaKIMHBI 1Ist HPOQHIAKTHKH HOROI KOPOH4BHPYCHOH
uuexunn COVID-19, naprexut OCYILECTRIIATE:

{AomxHOCTE, PHO)

7. (yKasars JOIDKHOCTS, DHO)

OCYIICCTRIATE OTIPY3Ky/nepeMenterve UJIII g BBIIICNICHHYIO 30HY 3Kcneaumun MO.

8. Pabortsl mo KOHTpOIo xoMrutekTosanus MJIIT wamexirr OCYLECTBIIATE

(YKa3aTh AOMmKHOCTS, DOHO).

9. Pa6otH 10 Opraunsaunny ornycka JII B 0Goconenupie CTPYKTYpHEIE IoApasaencuus MO

COTJIaCHO TpeGOBAHMAM BHYTpeH ek HOPMATHBHOH IOKYMEHTAIHH HaiIeKuT OCYILECTBIATD
(yxasats noxxHOCTS, OHO).

10. B cnyuae OCHAPYKEHUS OTKIOHEHMI YCIIOBMH TeMIIEpaTYpHOTO pexuma Xpanenus WJITI,

coTpyArmramM MO Heobxoaumo HezamemmTens o IPOHH(OPMHPOBATE O JAHHOM daxre

_ ' (yrasats fomxrOCTS, DHO),

11. (yxasats nomkeOCTS, ©UO) namiexur npunauMaTh MEpEI 110

KOPPEeKURA B CBOEBPEMEHHOMY AOKYMEHTHPOBAHHIO BBIIBNEHHBIX OTKIOHEHUI B COOTBETCTBHM C

TPeGOBARMAMH BHYTPCHHEX HpOHEeayp.

12, Hannexnr HanpasaTs OTYeTh o PacClieOBaHUI0 HEPHEMIEMBIX OTKIOHEHWIT B ampec —

(Yka3aTh nOmKHOCTSE, ®H0)

13, Koutpons 3a ncnomsenuenm HACTOAIETO PACHOPSIKEHHS/ IPHKA3A BO3TOKHTE Ha

(ykazath momxHOCTS, ®HO)

(lomxuocte, OHO, nopmics, JaTa)

O3HAKOMJIEHET:

{@UQ, JOMKHOCTh, NONMICE, HaTa)
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Upnnoxenne «B»

Cnucox coTpyanukos, ACHYIIEHHBIX K padoTe ¢ NpoxyKuueii,
PA3IMCINEHHOI B X010MMALHON KaMepe

Coucox COTPYAHHKOB, NOMYHIEHHbIX K paboTe ¢ NpOXYKOHEN,
X0JI0AMABLHOM 000pYaOBaAHKH (xamepe) Ne

PasMeIenHo0i B MOPO3HILHOM/

CocTaBui:

{mosmsocts, BHO, TIOAIHCE, JaTa)
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Hpuioxenne «By»

Jluer konrpoas nepememenns M ot «_» 20 r

HanmenoBanne
obocobnennoro
CTPYKTYPHOTO
noapasaenenuss MO

ICPCMETIICHEL:

Ccplka Ha JOKyMeHT
(Ne dorymenma u dama, & xomopom [Mpuemxa
YKazauel:  Haumenogsanue  HIIIT
gopma evnycka, dosupoexa, cepus, Orrpyska
KOMUYECINGO ).

Hanmenosarne WL, dopma |
BBIYCKa, JO3HPOBKA, HOMEp
cepwus, KOJIUYECTBO |
IMMOTHOCTEID

(sanosnsemes  npu  omcymemenu
doxymerma, codepaicaujezo OanHyIo
ungpoprmayuio)

Mecto nepememenus
(Hanpomue Hyxcrozo ymeepscdenus
ROCHABHMb  2anOMKY ¥ npu
HeebxoouMocy OonOnHUMD,
sHecmy__nomep XK. a  maroce
HOOUEPKHYMb _6ud __ nomewenus

xganeuwa)

Temneparypa B xommare, |
MOMEMEHUH  (HOMCHICHHH)

1IpH nepementenun VT e .
Bpewms Hayana | Konuuectso mepememzemuix mammer/ Bpemsa OKOHYaHUs
| IEpEMEIeHHS PAHCIOPTHEIX KOpOGOB, 1T, | [lepeMeLlIeHHA

MHH.

Cpennee Bpems, moTpaueHHOE Ha
NEpEMEINEHMe OAHOH Hannersy/ |
PAHCIIOPTHOTO KOPOG

HOTpadeHHoe
nepeMenIeH e
Kontpons
nIepeMEILCHu s

TPOLYKITHE
OCYIIIECTBIICH

HomxnocTs [Hommuce

Ilona axma nposedenus kormpozs ycnosuwii (nepesosxu) mparcnopmuposanus, evidenennvie cepoim
YBENOM, 3ANOANSIOMCA GPYYHYIO
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IIpnaoxenue «I»

JIMeT pacnpeneaenns noxymenta CMK

Haspanne nokymenta: CMK-COIl-. ...
«XPAHEHHE 1 IEPEBO3KA (TPAHCTIOPTHPOBAHHUE) BAKIIHBI [JIA
ITPO®UITAKTHKY HOBOM KOPOHABHPYCHOIL HH®EKIIHN
B MEIHIIMHCKOW OPTAHU3 AU

Koma 2

Komna 3

Koz 4
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91

ereHd K BUHOYed BEHHRRHOMO wieyy

ereHdAK BUHIYY4 erenen BLEY

HOI'N BEHMHAY BLohA readAyy

INIMA BUHMNHAY B1LA rend ye

(T ennnedis)
«I7» onHerudyy



Ilpunosxenue «/I»

(crpanunua 2)
Ob6pasur mommuceit COTPYIHHKOB, KOTOPEIE BHOCAT 3a1UCH B
«XypHan yuera Asmxenns UJT»
[ Ne IMoanmcs
J.0. 2} b
wn | PHO. corpynanka HomirocTs cotpynuuka COTpyIHIKa

—
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Hpunoxenne «JI»

18




IMpuaoxenne «Ey

CxembI yiiagru XN1A031eMENTOB B TePMOKOHTeliHepL

Vimanka Xnanosinementos XTJI-3 Nel Konauecrse 18 o, B e

PMOKOHTeliHep paimep
920x420x280

Puc.2

Yknanka xnanosnemenron XTJI-3 Nel B xotmuecrse 16 T, 4 XJagoviementos XTJI-3 o
TPYTIIOBLIE B KoJHYecTee 2 T, B TepMokouTelnep pazmep 900x400x500
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Yknanka xnagosnemenron XT.JI-3 rpynnossie B Koanyecrse 8 wr,

B TEPMOKOHTeiiHep
pasmep 650x650x650

Pue.] Puc.2

YRnaaka xaagosaementos XTJI-3 rpynmogsie B komrnvecrse 12 mrr,
paimep 1190x790x790

B TePMOKOHTeliHep
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