doTtorpaduyeckne n30o6pakeHu
MEIHULIMHCKOTO U3EIHA

Habop peazenmog in vitro ona Konu4ecmeenHo20
onpeoenenus yumoxkepamunoeozo ppazmenma 19
(MAGLUMI™ CYFRA 21-1 (CLIA)), memooom
UMMYHOXEMUTIIOMUHECUYECHMH 020 GHAIU3A HA
asmomamuyeckux ananuzamopax MAGL UMI®,
6 6apuUaAHMAx UCNOJAHECHUA

VTBEPX/IAIO

leHepanbHbIN AUPEKTOP

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



Habop peazenmoe in vitro ona Konu4ecmeennozo
onpedenenus yumokepamunoeozo gpacmenma 19 (MAGL UMI®
CYFRA 21-1 (CLIA)), memooom
UMMYHOXEMUTIIOMUHECUCHMHO020 GHATU3A HA
aemomamuyueckux ananuzamopax MAGL UMI®,
6 6apUAHMAX UCNOTHEHUA
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Bapuanm ucnonnenusn 1

Habop peazenmog in vitro ona Konu4ecmeenHozo
onpedenenus yumoKxepamunoeozo gpazmenma 19 (MAGLUMI®
CYFRA 21-1 (CLIA)), memoOoom
UMMYHOXCMUNIOMUHECYCHMHO020 AHANU3A HA
asmomamuyeckux ananuzamopax MAGL UMI®, 30 mecmoe
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Kaprpanx ¢ peareuTamu Bapnaut mcnonuenns 1 (30 TecTon)
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JleHTa gnga 3anedatbiBaHUA KapTpuaKa c peareHTamm
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Hakneliku co LTpMX-KoAaMm anst KOHTpons 1

#227221207011#
CYFRA21-1 Contrail

#227221207011#
CYFRA21-1 Cont'?'1
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#227221207011#
CYFRAZ21-1 Contrail

#227221207011#
CYFRA21-1 Contrail

my



Haknelikun co WTpux-Kogamu Ans KOHTpons 2

> 3 4

#227221207012# #227221207012#
CYFRA21-1 Control 2 CYFRA21-1 Control 2
#22722 207012# #227221207012#

CYFRAZ21-1 Control 2 CYFRA21-1 Control 2
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CERTIFICATE

Quality Inspector; 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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MorpebaTenboras ynaxoska Bapuant acnoanenns 1 (30 recros)
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MapKunpoBKa Ha NoTpebuTeNnbCKoi ynakoBKe BapmaHT nucnonHeHus 1 (30 TecToB)
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Bapuanm ucnonnenun 2

Habop peazenmoe in vitro 0na Konu4ecmeennozo
onpeoenenun yumokepamunoeoz2o gppazmenma 19 (MAGL UMI®
CYFRA 21-1 (CLIA)), memooom
UMMYHOXEMUTIIOMUHECYECHMHKO20 AHAIU3A Ha
asmomamuueckux ananuzamopax MAGLUMI®, 50 mecmos
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KapTpugx c peareHTamun BapmnaHT ncnonHeHna 2 (50 TecToB)

MAGLUMI* CYFRA 21-1 (CL1A) BS3
KapTPUIDK C peareHTaMm
WNTOEVIEL
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KoHTposnb 1
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KoHTponb 2
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JleHTa 4na 3aneyaTbiBaHUA KapTpupa)Xa c peareHtamu
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MAGLUMI

MAGbUMI

MAGLUMI

ReagenMSeal

Reage

Reagent

18



Hakneiikn co WTPUX-KOAAMU AN KOHTpons 1

#227221207011#
CYFRA21-1 Control 1

#227221207011#
CYFRA21-1 Contc'l

'i/’V 5
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LD | mm

#227221207011#
CYFRA21-1 Control 1

#227221207011#
CYFRA21-1 Control 1
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Hawneilixs co mTPRX-KOJaME 218 KOETpoAw 2
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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IoTpebrTenbexas ynaxoska Baprasy wenomaenns 2 (50 Tecron)

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

23



MapKunpoBKa Ha NOTPebMTeNbCKON ynakoBKe BapuaHT ncnosHeHus 2 (50 TecToB)
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Ha6op pearcuToo in vitro nns sconauecTmamro ospegcnesw lysto»e|Ne TAAOMTO

I\/AGLUMI bpaHneaTs 19<MAGLUMI**CYFRA2I-1 (CUA)),mrragomn

ammyHoxemHnwomasrcaesta0l0sasanra as aBTomartauecion sHasioaTopax MAGLUM I*

COCTAB

KapTpuax c peareHlamm | wr. REE 130601040M
KoHTponb! 1.0 Mg,

KoH"xm1b 2 1,0mn

JlenTa ing TancuyatbiBaHWA KapTpuaxa c pell-ektamu 3 Wr. LOT 22722121501
Haknelikn co wrtpmx-kogamu gnsa kowpons | 4 .

Hakneiiku co WTpKUX-KoAaMmn 4is KOHTPONs 2 4 wr. 15-06-2024
CepTudhmkat otaena KOHTPOsA MPOUTBOAKTC/IA | wr.

VIKCTPYKNHA MO NPUMEHEHUIO | wr.

P3H Ne P3H XXXX/XXXXX

LWaHbUY3Hb Hblo NHpacTpk3 BHomeaukan UHxuuupuur Ko.. /ita.
23, LI3MHber BOCTOYHOE LWocce, paiioH MH11ULBI4b,
rrL] 518122 LU3HbYK3Hb, KuTalickas HapogHas Pecny6nmka
Teq.: +86-755-21526601 dakc: +86-755-28292740

YnonHomoucHHbIVI OO0 «K/1C» (LLC CLS).
npeacrasuTenb 125362, r Mocksa, yn Vosortocesnikosas. 4, 6. kopnyc 216.1 komHata 58

o PG Ten.; +7-495.9469597
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Bapuanm ucnonnenus 3

Habop peazenmoe in vitro ona Konuwecmeennozo
onpeoenenun yumoxepamunoeozo ppazmenma 19 (MAGL UMI®
CYFRA 21-1 (CLIA)), memooom
UMMYHOXEMUTIIOMUHECUCHMHO020 AHANU3A HA
asmomamuueckux ananuzamopax MAGL UMI®, 100 mecmos
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Kaprpaax ¢ peareatame Bapaant ucnonwenus 3 (100 recrop)
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KoHTponb 2
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JleHTa AnA 3aneyvyatbiBaHNA KapTpua)XXa C peareHTamum

b.»
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MAGLUMI
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MAGLUMI
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Hakneikun co WTpUX-Kogamu ans KoOHTpons 1
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H

#227221207011#
CYFRA21-1 Contrail

#227221207011#
CYFRA21-1 Contra'l

1—an m~n

#227221207011#
CYFRA21-1 Control 1

#227221207011#
CYFRA21-1 Control 1



Haknelikn co WTPUX-KogaMu ans KOHTpons 2

ufall Yo I |

#22722 207012#
CYFRA21-1 Control 2

JT % w0 M
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#227221207012#
CYFRA21-1 Control 2
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biom edical
Engineering Co., Ltd.
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IloTpebmrenbcxas ynakoska Bapaaar ucnonuenns 3 (100 recron)
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MapKu1poBKa Ha NoTpebuTeNbCKOM yrnakoBke BapuaHT ncnonHeHus 3 (100 TecToB)

MAGLIMI»

CYFRA2M |

130201040M

22722120701
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Habop peareBTOB in Vitro A1 KoNA4ecTBeNnMro oapcaenesmn WeronperrMoro [
MAGLUMI dhparmesTa 19 (MAGLUMI* CYFRA 21-1 (CLIA)), MeTogom En
MMMYTIOXEMLLILOMSABCCAEB/IOr0 asasiH3a Ha aHroMar/iraeCKHX aHamkanopHx MAGLUML*
COCTAB
KapTpumk ¢ peareHTamu lum REF 130201040M
KoHTponb | 10w
KoHTposnb 2 10mn
NleHTa A8 3aneyaTbiBaHNs KapTpuaKa ¢ peareHtamm 3 LT, LOT 22722120701
Hakneliku co WTpux-kogamu ans KoHTpons 1 4ur, .
Haknenku co WTpnx-Kogamu gs KOHTPons 2 4ur. 07-06-2024
CepTuchmKat oTena KOHTPOS NMPOU3BOANTENS lum. w
WHCTPYKLMS MO NPUMEHEHNIO lum
P3H No P3H XXXX/XXXXX
L aHbWK3Hb Hblo NkaacTpus buomegukan NHxuHupuur Ko., /1ta.
Ne 23, Li3MHbCI0 BOCTOYHOE LWocce, paioH MUHLWaHb,
$18122 LUsHbWK3Hb, KHTalicEcas H N ogHas Pecny6nuvka C€

Ten.: +86-755-21536601 dakc: +86-755-28292740

YMOMHOMOYEHHBbIA 000 «KJIC» (LLC CLS),
npegcraonTcb 12S363, r. MockBa, yn. HoBonocenkosas, 4. 6, kopnyc 216.1, komHaTe 58
no Po Ten.: +7-495-9469597 ,ﬂ,nﬂ I'IpocbeCCl/IOHaanoro npuMeHeHUs
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