YTBEPXAAKO
AunpekTtop *pO "JIMAKOP"
[O. [NoxryT

A2023 T.

MAKET MAPKUUPOBKW

AHanmnsaTop remMaToNOrMYecCKNUm aBTOMaTUUYECKUI ANs AUAarHOCTUKK in Vitro
«lngnab EHncein» cepum F5no TY 26.51.53-298-65614693-2022, B

BapmnaHTax NCMOJIHEHNA

2023

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



MapK1poBKa MeNLIMHCKOrOo U3aenis

AHanunsaTtop remaTtosiorM4ecknin aBTomMaTn4eckKuni

«Jlnpnab EHncein F560»
(AHanusaTop remMaTtosIorM4ecKnin aBToMmaTuvecKmnini Ansa ouarHoCTUKm

in vitro «Jingna6 EHncenn» cepnn FSnoTY 26.51.53-298-65614693-2022:
BapuaHT ucnosHeHnsa «Jingnaé EHncein F 560»)

PernctpaunoHHoe ygoctoBepeHune: P3H Na XXXX/XXXX oT XX. XX. XXXX

Hanps»eHue nyacrtora; 100-120/200-240 B~, 50/60 I'y,
MoTpebnaemas mowHoCTb: 240 BA

SN 21AB2601003

IVD A 1
07.2022

TONbKO ANSA NPODECCHORANLHOTO TPUMEHEH NS,

- 000 «nugKOP», Poccusa, 620102, CeepanoBckas o6nactb, ro. ropoa
| J EkaTepuHbypr, r. EkaTepuHbypr, yn. lNocaackas, ctp. 23, oguc 204.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MapK1poBKa MeANLIMHCKOrO U3aenus

AHanusaTtop remaTto/iorM4ecknin aBToMaTUYeCKUil

«Jlnana6 EHncein F580»
(AHanusaTtop remaTtos1IorM4yecKmnii aBToMmaTuyecKnii ansa guarHoCTUKMn

in vitro «Jingna6 EHncen» cepun F5noTY 26.51.53-298-65614693-2022:
BapuaHT ucrnosiHeHnsa «Jingnaé EHncein F 580»)

PernctpaynoHHoe ygoctoBepeHune: P3H Na XXXX/XXXX oT XX. XX. XXXX

HanpsXeHune nyacrtorta: 100-120/200-2A0 B~, 50/60 Iy
MoTpebnsaemas mowHocTb; 2A0 BA

SN 22AB2101004

07.2022 ) oo

TONbKO ANS NPOGECCHOHANLHOTO MPUMEHEHU S,

OO0 «J/INOKOP», Poccusa. 620102, Ceepanosckas o6nacTb, ro. ropop,
N J EkatepunHbypr, r. EkatepuHbypr, yn. Nocaackas, cTp. 23, oduc 204.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



M akeTbl TPAHCNOPTHOW MapKUPOBKM

AHanunsatop remaTtonornyeckunii aBToMaTnyecKuni <<ﬂ|/|p,na6

o
EHncen F 580»
(AHanunsaTtop remMatosiorMyecknii aBTomaTuyeckmnii AN AnarHocTUKKM in vitro

«/lngna6 Emucel!) cepun f 5 no TY 26.51.53-298-65614693-2022: sapuaHT
ncnonHeHus «Jingna6 EHunceii F 580»)

PeructpaunoHHoe ygoctoBepeHue; P3H N9 XXXX/XXXX oT XX. XX.XXXX T.

SN 22AB2101004
07.2022

Macca HeTTO
Macca 6pyTTO
[abapuTHbIe pasMepsb! YNakoBKK

000 «JINAKOP>»
rd Poccus, 620102, CeBepanoBckas o6/1acTb, 1.0, ropos EkatepuHoypr, T.

EkaTepuHOypr, yn. Mocaackasa, cTp. 23, ocduc 204

AHanmsaTop remMatonornyeckunini aBTomaTnyecknin «Jlmgnab

EHuncen F 560»
(AHanusaTtop rematonormyecknii aBTomaTuyeckuin Ana AMarHocTuUKM in vitro

«inpgnab EHnceli» cepun F5no TY 26.51.53-298-65614693-2022: BapunaHT
ncnosiHeHusa «J/lnana6 Exuceii F 560»)

PernctpauynoHHoe ygoctoBepeHune: P3H Ng XXXX/XXXX oT XX. XX XXXX T.
l SN 21AB2601003

07.2022

Macca HeTTO
Macca 6pyTTO
FabapuTHblE pa3Mepbl YNakoBKM

000 «JIMAKOP>»
Poccus, 620102, CBepanoBckasi 06nacTb, r.0. ropos EkatepuHoypr, T.
EkaTepuHGypr, yn. MNocaackas, cTp. 23, odmc 204

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MaKeTbl TPaHCMOPTHOW MapKMPOBKU

AHaI‘II/I3aTOp reMaToNIOrM4YecKUin aBToMaTUYecKui
«lmpgna6 EHncei F560»
(AHanunsaTtop remaTtonornyecknii aBToMaTUYeCcKuii ANa UarHoCTUKK in
vitro «/lnpgna6 EHuceii» cepun F5no TY 26.51.53*298-65614693-2022:
BapuaHT ncnonHeHusa «J/ingnab EHucen F 560»)

PerunctpaunoHHoe ygoctoBepeHue: P3H N9 XXXX/XXXX oT XX XX.XXXX T.

o
e 90% 106 kMa

SN 21AB2601003

+10“C
10% 50 K

M 97,2022

Macca HeTTO
Macca 6pyTTO
[abapuTHble pa3mepbl yNakoBKY

000 «/INOAKOP»
Poccusa, 620102, CeepgnoBckass o6nacTb, ro. ropos EkatepuH6ypr,
1 I\/II r. EkaTepuHbypr, yn. NMocagckas, ctp. 23, ouc 204

AHanunzaTop reMatTonorn4eckKnin aBTomaTnuyeCcKui
«/lngna6 EHncein F 580»
(AHanusaTop rematosiorMyeckmii aBToMaTUYecKunii 4N AUarHocTuky in
vitro «/lngna6 EHucein» cepum F5no TY 26.51.53-298-65614693-2022:
BapmaHT ncnonHexnusa «Jingnab EHucenn F 580»)

PernctpaumoHHoe ygoctoBepeHue; P3H No XXXX/XXXX oT XX XX.XXXX .

SN 22AB2101004

ul0

07.2022

Macca HeTTO

Macca 6pyTTO T I_I T

FabGapuTHbIE pa3mepbl YNaKoBKM

000 «JINAKOP»
i J Poccusa, 620102, Ceepanosckasa obnactb, ro. ropos EkatepuHbypr,

r EkatepuHbypr, yn. NMocagckas, cTp. 23, oguc 204

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Mcnonb3yemble 0603HaYEHUSA:

Cumson HanmeHoBaHMe/0603Ha4YeHMe
A OcTopoxHo! Ob6paTuTech K MHCTPYKLMU MO NPUMEHEHNIO
IVD MeauunHcKoe nsgenue ang AMarHocTuku in vitro

O6paTUTECh K MHCTPYKLIMM MO NPUMEHEHUIO

SN CepuitHblii HOMep

JaTta nsrotosneHus

M3roToBuTenb

BBepx

bepeub OT Bnaru

— 3 &

OCTOpPOXHO, XpYnKoe

[vanasoH TemnepaTtypbl

OrpaHunyeHne aTMoChHepHOro AaBneHus

[AunanasoH BNaXxHoOCTH

Norotnn OO0 «Jlngkop»

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Bcero npowwHypoBaHo, NPOHYMepPOBaHO
M COEnIeHO Mneyatbio
).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



QOTOI'PAOGHYECKHE H3OBPAXKEHMA
MCARIUHCKOTO N3ACINA

YTBEPXJAIO
HAnpextop

000 "TUAKOP"
E.1O. lNoxryr

1ona 2023 r.,
i

AHalM3aTOp reMaToNOrHYECKUii aBTOMATHYECKHI 11 IMArHOCTHKH in vitro «Jlnana6 Exuceit» cepun F 5 no TY 26.51.53-298-

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

65614693-2022, B BapHaHTaX HCIIOJIHEHHA

2023



AHanM3aTop reMaToiorMyeCcKuA aBTOMATUHECKA 719 AVarHOCTVKK in Vitro «/ianiab EHvcei» cepym F 5 no TY 26.51.53-298-65614693-2022: BapviaHT MCTO/HEHS
«Jnanab EHvcein F580»: AHanm3aTop reMatoriorMyecKuin aBTOMaTUHeCKUin «/inaniab EHvceli F 580». O6Lyii Big

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AHanvzaTop reMaToriorMyeckimin aBTOMATVHECKWIA 1A AMarHOCTUKM in Vitro «/Tuanab Exmeeirs cepyn F 5 no TY 26.51.53-298-65614693-2022; BapuraHT VCMONHEHS
«/npnab Exunceli F 580»; AHanmsaTop reMaro/iorM4eckuii aBToMaTuyeckuin «Jniab EHmeein F 580». Big caa.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



AHanv3aTop remaro/iorMyecKli aBTOMATUHECKIIA Af1A AMarHOCTUKY in Vitro «/Tanab Ervceit» cepim F 5 no TY 26.51.53-298-65614693-2022; BapyiaHT UCTIQNHEHMS
«Jnanab Enviceli F 580»: AHanmsarop remaroior4eckiii aBToMaTieckuii «/ingyiab Exmcein F 580». MapkupoBka

AHanunsat renaroaQrmyeckuin aBTomaTuyeckuii
« I/Ip,nag Eol-Pl/IceVI F588»

(AHannsaTop remaTosIorM4YecKmnii aBTOMaTUYECKUI g n i ANArHOCTUKU
1Mvitro «/lngna6 EHuncei- cepui  ES n 6, 39" B-j
— BapuaHT UCMO/IHEHUP «J1 ﬁﬁﬂ%ngtl-ﬁ/l'EQ;r ygé@%gjs?’i%%%%%%%gg _m
vnnr-f-—

PernctpauynoHHoe ygoctoBepeHme: P3H No XXXX/XXXX 0T XX. XX XXXX

Hanpsi»keHue nyacTtoTa; 100-120/200-2A0B-. 50/60 'y,
MoTpebnsgemas mowHocTb; 2A0 BA
1SN 122AB210KOON™

07.2022

& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



AHanM3aTop reMarosiorMyeCKuin aBTOMATUYECKN 19 AVarHOCTUKM i Vitro «J/naiab EHvcei» cepin F 5 no TY 26.51.53-298-65614693-2022: BapviaHT MCMOHEHA
«gnab EHmncein F 580%». AHanmsarop reMatosioryyeckuii aBToMatnyeckui «Juaniad Exncein F 580». MapK/poBKa BHYTPEHHIX YaCTeil.

1T

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AHany3aTop reMaTosioryHeCK aBTOMATUHECKII [/ AvarHOCTUKMA in Vitro «/ingiab EHvcel» cepum F 5 Ho TY 26.51.53-298-65614693-2022: BapyiaHT UCTIOHEHMS
«Jnanab EHvcein F 580». AHanms3aTop reMaTo/iorMyeckuin aBToMaTUeCKuin «/inniad EHncein F 580%». MapKpoBKa BHYTPEHHIX YaCTeiA.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



AHanM3aTop reMaToriorMyECK aBTOMATUHECKUN 1 MarHOCTVIKM in Vitro «/naniab EHvceii» cepum F 5 no TY 26.51.53-298-65614693-2022: BapviaHT VICTONHEHS
«Jgiab Enviceit F 580%». AHarm3aTop reMatosior4eckuin aBToMaTyeckuii «J/ingiad Exvceid F 580». MapKupoBKa BHYTPEHHIX YaCTeN.

AWl AW BBT

“ b g VLI

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



[MporpammHoe obecrieyeHme «/nanad EHvceii F 580» ans ynpaeneHust aHarmsatopom (USB-HakonmTesb A9 YCTaHOBKIM Ha MePCOHa/bHbI KOMIMLHOTED)

nveeHe BaIHALD UBHOTE AMME T OTHETEC

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

KonTeHHep And cvMBa MHAKHX 0TX0A0B

10



TpyGxa and moakmoteHHA KORTEHHEpa ANA CIHBA KHIKHX OTXOI0B

11

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Tpy6Ka ANt MOAKIHOHEHNS EMKOCTM C [VTIHOEHTOM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Tpy6xa ANt NOAKMOYEHHA EMKOCTH C IHIHPYICUAM pearenTom LD-5

13



Tpybxa Ang NOAKAIOUEHHS EMKOCTH ¢ TM3HPYIOIMM pearesrom LH-5

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

14




& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Kabenb nuTaHms

Brsqar

15



& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

16



.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MnacTvKoBb I aparTep NoL K LLTaTVBY /191 NoAauy Mpob B aHanm3aTop

17



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MnacTuKoBbI agarTep No2 K LTatviBy /19 Nnofadum npob B aHa/msaTop

18



& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

[MnacTnKoBb I aparTep NG K LLTaTVIBY /15 ofaqm rpob B aHa/vaatop
..,,;J?F’n -, TT|FM [

19



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

LLitatviB /19 nofaum npo6b B aHa/ms3aTop

20



PyKoBOZACTBO M0 3KCrvtyaTaLym
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MpumeyaHue: BHELLHWIA BUA PYKOBOACTBaA N0 aKCnayaTaunn MO>KeT OT/indaThbCA

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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AHanoaTop remMaro/iorMyecKii aBTOMaTUYECKIIA A1A AYarHOCTVK in Vitro «/ingiab Ervcein» cepym F 5 no TY 26.51.53-298-65614693-2022; BapyiaHT UCTOHEHMS
«/Inpnab Exuceli F 560»; AHanmsartop reMaro/iorMyeckiii aBToMaTuiecKuin «/iugiab Ermeein F 560». OBLLMIA BIL,

S CD
3 5-
E S

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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AHanM3aTop reMaToorMyeCK aBTOMATUHECKUN 71 AVarHOCTVKK in Vitro «/nanab EHvcei» cepum F 5 no TY 26.51.53-298-65614693-2022: BapviaHT UCTONHEHMS
A 560»: AHanmM3aTop reMaTosiorHecKuii aBToMaTyeckuii «/ingiab Exncein F 560%». Bug caap.

AHaM3aTop remMaTonorMyYecknini aBTOMaTUYECKMIA ANst ANMArHOCTUKK in Vitro «/lngnad Exuceli» cepum F 5 no TY 26.51.53-298-65614693-2022: BapuaHT UCMNOSTHEHUS

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

24



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

«/anad EHuncein F 560». AHanvs3aTop remaro/ioryeckiin asToMatuHeckii «/ianab Exmcein F 560»: MapKupoBka

AHaJ'II/I3aTOp reMmarosIorm4eckKknii aBToMmaTnyeckmnm
«Jingnab EHncen F560»

(AHanu3aTop remaTosiorMueckunii aBToMaTUYecKuii Ans ANarHoCTUKM

wvitro «/igna6 Enuceli» cepum I'5no TY 26.51.53-298-6561A693-2022
BapuaHT UcnosiHeHns «/nanab Exvceil F560»)

PerncrtpaunoHHoe ygoctoBepeHme: P3H Na XXXX/XXXX 0T XX XX XXXX

Hanps»keHne nyactora; KO0-120/200-2A0 B-. 50/60 Iy,
MoTtpebnsaemas mowHoOCTb; 2A0 BA

rSN 121AB2601003

07.2022 TorbKO 4151 NPOPECCHOHA/TLHOIO NPUMEHEHNSA

000 «JIMOKOP>», Poccusa. 620102, CeBepa/ioBcKasi 06nacTb, ro. ropos,
EkaTtepunHbypr, r. EkatepuHbypr yn. NMocagckas, cTp. 23. odumc 20A.

25



AHanM3aTop reMaTo/iorMyeCK aBTOMATUYECKIA A1 AYarHOCTVKK iNn Vitro «J/uanab EHvcei» cepim F 5 no TY 26.51.53-298-65614693-2022: BapviaHT VCTONHEHA
«/npnab Exunceii F 560». AHanm3aTop reMarosioryyeckuin aBToMaTnieckuii «/ingiab Exnceid F 560»: MapkvpoBKa BHYeHHMX YacTeit

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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AHanM3aTop remMaTonorMyYecKnin aBTOMaTUYECKMIA AN AMarHoCTUKKM in vitro «Jlngnab EHnceii» cepumn F 5 no TY 26.51.53-298-65614693-2022: BapuaHT UCMONHEHMS
«JIngnab EHuceli F 560». AHanmM3aTop remaTonormyeckunii aBTomaTndeckuii «/ingnad EHmceii F 560»: MapKMpoBKa BHYTPEHHMX YacTel

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

27



liporpaMMHoe 06ecriedeHmne «Jingnab EHnceid F560» ana ynpasneHums aHanmsatopoM (U ” -Hakonutenb 415 YCTAHOBKU Ha NepCOHa/IbHbI KOMMbIOTEP)

MpumeyaHune: BHeWHNA Bug USB-HakonuTens MO>KeT OTANYaTbCA.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

LLIHyp 3a3emieHns

29



& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Tpybxa ana noaxmoueHua KoHTeHHEPa 14 CIUBA XKHAKHX OTXOACB

31

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Tpy6Ka NS NOAKAOUYEHUS EMKOCTU C JUHOEHTOM

4O

32



TpyGka A noAKMOMEHHUS EMKOCTH C NH3HPYIOMAM peareHToM LD-5

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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& 000 LHPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



Katenr nutanng
eyl

35
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CeTteBoil kabenb Ethernet (2m)

36



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MapK1MpoBKa TPAHCMOPTHOM yNnakoBKM

-y,

AHann3aTtop remaTtonormyecknii aBToMmaTuYyecKui
«Jlngpna6 EHucenn F560»

ro Al NAHaM3aTop remMartosiormyeckuii aBTomMmaTudyecknini ona onarHoCTuKM in
vitro «Jlingnab EHucen» cepun F5 no TY 26.51.53-298-65614693-2022.

BapuaHT ucnosnHeHusa «Jingnaé EHncein F 560»)

PeructpaupmoHHoe yaoctoBepeHme: P3H No XXXX/XXXX oT XX XX XXXX T.

+40 °C 90 % 106 K/la

\ SN \ 21AB2601003

07.2022 +H0%e 1o % 50 KMa

Macca HeTTO 37 X/"
Macca 6pyTTO B

ra6apuTHble pasmepbl yn Ak BB KH 258245 MxR7/vyy X ' | |

000 «JINOKOP»

ropoa EkarepuHoOypr.
~P- 23, odowmc 2091 & P P

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MapKipoBKa TPAHCMOPTHOM y a6k

AHann3aTtop remaToslorMyeckunii aBToMaTnyeckmuii
«Jlngna6 EHucen F 580»

(AHanmnsatop remaTosIorM4yecKnii aBToOMaTUHECKNIA Ans AoUarHoCTUKMU in
vitro «Jlnagnab EHuncen» cepum F5no TY 26.51.53-298-65614693-2022:
BapuaHT UCMONIHEHUSA «/luana6 EHucen F 580»)

PerunctpaumoHHoe ygoctoBepeHune: P3H Na XXXX/XXXX oT XX XX XXXXT.

0
+40 @C 90 % 106 HlMa

22AB2101004
%

+10 “C

07.2022 10% 50 kMa

Macca HeTTO /rr /\
Macca 6pyTTO Arr f M
FabapuTHble pasmMepbl YNaKOBKU

000 «JINOKOP»

Poccusa, 620102, CeepgnioBckasa obnacTb, r.o. ropos EHatepunHo6ypr,
r. EkatepuHbypr, yn. lNocaackas, ctp. 23, ocuc 204

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Bcero npoLuHypoBaHo, MPOHYMepOoBaHO
I/I/&;(pEI‘U‘IEHO neyaTbio
( D ) B

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



