doTorpaduyeckre H300paKeHNI MEAULIMHCKOTO H3AEITHS

Ha6op peareHToB in vitro a5 Ka4eCTBEHHOr0 onpeneicHus
AHTHTEJ KJIACCa KUMMYHOITI00YIuH G K KanCHAHOMY aHTHUIe-
Hy BHpyca Inmreitna-Bapp (MAGLUMI® EBV VCA IgG
(CLIA)), meTOnOM HMMYHOXEMHJIIOMHHECIIEHTHOI0 AHAJIN3a
Ha aBTOMaTHYecKHX aHaan3aTopax MAGLUMI®, B Bapnan-
TaxX HCTIOJIHEHMS

VTBEPXIAIO

eHepansHbI AUpeKTop

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



Habop peazenmoeg in vitro 013 KkauecmeeHH020 onpedenenHus an-

mumen Kaacca ummyHnonobynun G K KAanCUOHOMy aHmuzeHy eu-
pyca Inwmeiina-bapp (MAGLUMI® EBV VCA IgG (CLIA)), me-
MOOOM UMMYHOXEMUTIIOMUHECYECHMHO20 AHAIU3A HA ABMOMAMU-
yeckux ananuzamopax MAGLUMI®, ¢ sapuanmax ucnonnenus:
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Bapuaum ucnonnenun 1

Habop peazenmoe in vitro ona kauecmeennozo onpedeneHus an-
mumei Knacca ummyrnoznodynun G K KancuOHomMy GHmMuUzexy 6u-
pyca Inuwmeiina-Bapp (MAGLUMI® EBV VCA IgG (CLIA)), me-
MOOOM UMMYHOXEMUTIIOMUHECUEHMHO20 AHANU3A HA A6MOMAMU-
yeckux ananuzamopax MAGLUMI®, 30 mecmos, é cocmase:
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OrpanaTenbabiil KOHTPOIL
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MonoXuTeNbHbIA KOHTPO/b
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JleHTa ANng 3aneyaTbiBaHWA KapTpuaxa c peareHTamu

MyVCiLUiVI I

MAGLUMI

MAGLUMI

mm/]

JTHiV J;tj
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ReagenlilSeal..

Reagent‘SeaV.’



Haxnaelixn co mrpux-xoaamu 2as Orpunareanuoro u IlonoxarensHoro xonTpois
P—
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CERTIFICATE

Quality Inspector 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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VIHCTPYKUWMSI HO MPUMEHEHIIIO

» >V

m i<
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A= _ 130265003M: 100 TecToB
lemlLQrﬁw'r C€ 130665003M: 50 TecToB

130765003M 30 TecToB
Ha6op peareHToB in Vitro 41 KayeCTBEHHOro OnpefefnieHnn aHTuUTen Knacca VIMMyHOFﬂ06yI'II/IH G K

KancugHoMy aHTureHy Bupyca 3nuwTeiHa-bBapp (MAGLUMI® EBV VCA 1gG (CLIA)), meTtozom
NMMYMNOXEMUTIOMUHCCLIEHTHOIO  aHa/siM3a Ha aBTOMAaTUYeCKMX aHanmsaTopax
BapuaHTax UCMNOSIHEHNSA

MAGLUMI®, B
HASMMYEHWK

Habop peareHTOB in vitro [AN5 KAYeCTBEHHOIO OMPefesieHns aHTUTeN Kacca MMMYHOrobynmnH G K KancugHomy
Morl

IgG) B CbIBOPOTKE M MnasMe KPOBWM YesioBeKa Ha aHanmsaropax
MAGLUML . Pe3ynbTaTbl MCCMEAOBaHWS MpefHasHadeHbl A3 AMAarHOCTUKM BUPYCHOW MHGeKuun 3nwiTeliHa-baoo B
KOMOMHaLWM C APYTMMN KNMHWYECKVIMA 1 IaB0paTopHbIMA AaHHBIMA.

14



IloTpebnreanckan ynakoska Bapraut ncnoaunenra 1 (30 rectos)
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Mapxuposxa n_mpeﬁmem.mi YUaKoBKR Baprant Rcnonnenus 1 (30 Tecros)
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Bapuaum ucnonnenusn 2

Habop peazenmoe in vitro onsa kauecmeeHHo20 onpedenenusn an-
mume Knacca ummyrnoznooynun G K KancuOHomy GHMUzeHy eu-
pyca Snwumeiina-Bapp (MAGLUMI® EBV VCA IgG (CLIA)), me-
MOO0OM UMMYHOXEMUTIOMUHECUEHMHO20 QHAIU3A HA aemomMami-
yeckux ananuzamopax MAGLUMI®, 50 mecmos, é cocmage:
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KapTpuax ¢ peareHTamu
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MAGLUMI® EBVVCAIGG (CLIA)

Kaptpupgx CpeareHtamu

1COOEPYKAHHEL

15mn
10mn
1.0mn
7.0mn
7.0mn

Howvep
MLULFHTHBE MUKPOUMCTVALLbI 1 KTerpana

KanmbpsTop HU3KOrO YpoBHA
KKHGATOp BbICOKOr0 YPOBHA

BythepHbIi peeTBOp
Metka AB3/1

1



' OTpuuareabasiii KORTpoab
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IMonoXKNUTENbHbIN KOHTPO/1b
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JleHTa ANnA 3aneyaTbiBaHUA KapTpuaXKa Cc peareHTamm

VIACibUIVII

MAGLUMI

MAGLUMI

XK T -', > - &.nm .
CeW K m OKOK Mook K - K L 2
™ )*2\,,:- oS
XO[XKY
‘o -me
\-"i
\"4sv ,4:
Y S
Yr- .
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K.cat"cnt; HcaV

; ReagentiSeal.

. Reagent Seal

m Y/ / g
o %,y. if

' mm N -ees' " oy - T w23 -

n

M'AZ/
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' Haxneilixn co mrpux-wogamu gag Orpanaveasnoro w [MosoxurenbHoroe xouTpoan
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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VIHCTPYKUMS N0 NPUMEHEHNIO

fS - b 130265003M: 100 TecToB
nl e) C€ 130665003M: 50 TecToB

130763003M+ 30 TecToB
Ha60p peareHToB in vitro O Ka4vyeCTBEHHOIo onpegeneHnn aHTUTEN Kracca VIMMyHOI'!'I06yI'IVIH G K

KarncugHoMy aHTureHy Bupyca InuwreiHa-bapp (MAGLUMI® EBV VGA 1gG (GLIA)), meTogom
NMMYHOXEMUTIOMUHECLIEHTHOKO  aHa/iM3a Ha aBTOMAaTUYEeCKMX aHasmsaTopax
BapuaHTax MCNOSIHEHHSA

MAGLUMI®’ B
HA3HAYEHWE

Habop peareHTOB T Vitro A1 KayeCTBEHHOrO OMpefeneHus aHTUTen Knacca MMMYHOrnobynmH G K KancugHomy
MT

3nwrTeliHa-bapp (EBV VGA 1gG) B CcbiBOpPOTKE M MnaTMe KPOBM 4YeflOBEKAa Ha aHanuMTaTopax

MAGLUML . PeTynbTaTbl UCCNeA0OBaHUA MpefHa3HayeHbl 41 AUarHOCTUKM BUPYCHOW WMHMekumn InwTeliHa-bano B
KOMOUHaLWW € APYTUMUN KIMHUYECKUMU W N1a60PaTOPHBIMU SaHHBIMU.
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Morpebutensckasi ynakoBka BapuaHT ncnonHeHnn 2 (50 TecToB)

VB6Bp pcarratu in vitro nna W yrteoaore oapegencan anvrcjt knacca

I\MGLUMI BMI/IKbIa]J'Iaﬁynﬂa C K naocknmmy airramiy aapyca >aamiaa-Eapfi (M/1(«1.1>M1* KRV
VCA left (0.11)™ mrrasiom BMMyao.ll masiLunmaacckceTa» B aaaiiaia aa aarroMarraarmi

»earslanl|rl MACLUMI*

KLV %Vll\il
1 laiKWHTttbMufl knvTponb |.o mn
NeHTa .MA nanevalummHsa kapcm;bka ¢ pcTucimiMH 3wt
Mameiikn ov WTpHS Konamu itis oTpkmsTe;IBH>11>koll <1 4 tin
HakKiisiv Co LUTpMX TUTaMm N4si KoNoxkHTCnbuoro Kinfflmiie 4 nk

CepTaduioT rrrasTa KDKTPga Npoul Bo*sKrcls | wr
V/bK-TpyKVM! 110 PUMCHCUNKT 1 QT
L M HAWNPY3 bHIHHNHKE;| HXUHUPKUHT Ko

23.1bmmbLm»aocTowkle Lwocce, patUm [1HlLLlan<.
5122 LWmbwkxHb. KuTalickas MapuaHas Pecry6ivka
To *Sb-73S2I53W>0I ®dm{c-*»"-755-2K242740

> Kkmouournmms UjO*K;iC*4LLCUISI.
npcar(as«|e.|b 1254V» ™Moc@a.yn H>wirgjue-iicava f <, kopnye 216
mP® Ion < -4AViHVBEEET
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REF 130665003Mm

qﬂl 100323120701

2 07-06-2025

Mp3an | paH xxxx/XxxXxXX

[Snibel

TaTO/agnone”



MapKupoBKa NoTpe6nTeNIbCKON YNakoBKM BapraHT ncnonHeHus 2 (50 TecToB)

MAGLUM*

HBVVCAIgG 1
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llibefi pcarcvTm a vilni nne mu#eTBe»aBlB oapenmcam «anTn Knacca
ammylm«no6ynmsa G s kaBckaBoMmy amticwy aapyca >sartc<sa'ikapp (MAGIL.IMI* KOV
VeA UrTageM IMMYyBo1CMLUIKM»aaecacaTaaraasasiBy aa asTomaTaycckal

MAGLUMI

COCTAB aauawropai MAGLI*MI*

KATPKCXK C IKTCHIXMH

OTpHaalc.lbuuA NUKTpaib m: 130665003M
1K).1mKH1CnebIA KUifrpujfb

[ gﬂa &SIT'AEm?(wmﬁ_{iEH.nalc ﬁZfCWMMH 100323120701
GG e b 07-06-2025

HHCipvKtiM no Idiive»ic)lHic

P3HI P3H XXXX/XXXXX
1MHeYIMN|. Helo HiuucipKi I>voveLilial ViokHHUPpHAT Ko JTT.4

23.1bHHKK< aocuwiioc wwucce. paAuit 1wisive
$)8127 KirraAcicaa Hnpcxrusn Pecny6amnk»
Fcn  =K6-755*21536«1 dukc #*<b7!15-ry2740

>00.1MOMouCHMbl« 000«KPC>fUCCHtS).
Hpc.lOBBafC.Db 125.V»3,i MtKue. yn IhMonuce-icwu. n1 6, nipiivc 2t(i t. KOMiutra

fivA

»TV.EE
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3

Bapuanum ucnonnenun 3

Habop peazenmoe in vitro ons kauecmeenHnoz0 onpeoeienus an-
mumen Knacca umMmyrnoznobynun G K KancCuOHomMy GHmu2eny eu-
pyca Inumenna-bapp (MAGL UMI® EBV VCA IgG (CLIA)), me-
MOOOM UMMYHOXEMUTIIOMUHECUCHMHO020 AHANU3A HA aemomami-
yeckux ananuzamopax MAGL UMI®, 100 mecmoe, ¢ cocmase:
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KapTpumk ¢ peareHTamu
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MAGLUMI* EBWCAIGG (CLIA)

KapTpnmK ¢ peareHTamm

B
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’ OrpanareasEnit KouTpoIbL
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MonoXXnTenbHbIN KOHTPO/1b
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JNeHTa fna 3aneyaTbiBaHVs KapTpympKa C peareHTamm

IVIAOLUIVII

MAGLUMI

MAGLUMI
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R eagentiSeaV;l

Reagent\SeaV.

=/,0.11

ly
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Hakneiiku co Wpmx-kogamm Ans ()Tprua renbitolo 1 Monoxm renbItolo KOHTPons
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CERTIFICATE

Quality Inspector; Ol

Inspection Qualified & Approved
For Retecise

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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MncrpyKums no NpYMeHeHMo
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- 130265003M: 100 TecToB
1B a
«@ol

130665003M: 50 TecToB

130765003M- 30 TecToB
Ha6op peareHToB In VItro O KayeCTBEHHOIO OnpesiesIEHHA aHTUTEN KJ/iacca I/U'IlMyHOFI'IOﬁyJ'IHH G K

KarncugHoMmy aHTureHy Bupyca dnuwTeriHa-bapp (MAGLUMI® EBV VGA IgG (GLIA)), metogom
NMMYHOXEMUTIIOMUHECLIEMTHOrO  aHaniM3a Ha aBTOMATUYECKMX aHanmsaTopax
BapmaHTax UCMOIHEHUN

MAGLUMI®, B
HNA3HNTYEHWE
Ha6op peareHTOB W \WT Ans KauyecTBEHHOrO OMpeAeneHUs aHTUTeNn Knacca WUMMYHOrno6bynuH G K KancuagHoMy
talr! 7

AnuwrTeliHa-bapp (EBV VGA I1gG) B CbiBOPOTKE M nnasMe KPOBM YeNoBeKa Ha aHanmsatopax
MAGLUM1 . Pe3ynbTaTbl UCCNeA0BaHUA NpeAHasHayeHbl AN AMarHOCTUKU BUPYCHOW MHMeKuun InwTeinmMa- ano B
KOMOMHALWKN C APYT UMU KITMHUYECKUMU W N1a60PaTOPHBIMU JaHHBIMM.



\UGLUMI

COCTAB

Kx{MpH. DK( PUICHIUWH

(>rpttUSTCi».HWA KOKipiiib

IKIWKHIdkiHbll) MIHTpttlb

Iftrra 1.1 tatiCHaiMHaitHB kvp|pu.ykad: pesteiuidstH
11m.)ciium a> IUipMx-KtuitwH U« mpKuaic.iMiOK’ Kuiupo.iK
liuL'icHhHtwunpHx-Ko.uuM xiM 1Nek>m)caoxk11v KimifHt.iH
(- Cprrcpmk! tnICYa LLDKLLIA npOKIIHLINC >

HCTpHKILLA Ne ItfIRACHI'HHKI

U >KvaK Kb Itbiu Hti.iai.-ipirt >Have.1kka« MHXMNUpHT Ko

MoTpebuTenbCKasa ynakoBka BapuaHT mcnosiHeHus 3 (100 TecToB)

Ha6op pe»»emmx in vilro gns kauccTecMmnoT onpencucHusa aimnen lucal.ca HMMynwmnGysum Ci

k«anciciHUMy airTwi-cily nHpyca TumTruHa-bepp (M1IUNTIME |-.HV VCA Jjd (( t.1A)). I\/D
mcranciy HMMy || (McMHIIK»MumceucHTMInaHanH« Ha Sluw*urrmuccliras aHanHUrrapax
M VD>

| ur

e REF m0265001M
.Uyl

3ii LOT 100323120701
4 iiir

S y  07-06-2025
11

P3ttl P3N XXXXyXXXXX

Y4 23 Lwmuio »01>u>1nc uioccv prokvil [THMumiih.

Ic.i

>TKIA(TRUrMMBIL (5 m) K K~ 1UX" CU4».

nprknjad] J1C 1k Wka ua Kovvestcik™am
Tes
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MA122 111>Hewr-Tb KhixAvkIm Hupcvutaa 14x4iv6.ihk3
-W>-'55-2I5:UW»0Ol dakc -«h-75S-2K24274«

ISnibel

Diagnostic



r MapkupoBKka NoTpebuTenbCcKol ynakoBkn BapuaHT ncnonHeHus 3 (100 TecToB)

MAGLIMI

EBV VCA IfC
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MAGLUMI

Ha6op pcarctowu LU Vitrogsia aucctaemMHOroonpeiicacHH* ankren MaccaHM1yHorsiobynHH G
K KarncuiHoMy aHLureHy avpyca ‘)nunchina-6app (MAOLL MP KBV VCA IgC (CUA)).

vcroaovn MMWMODttMVjioMHMecuetmioro avanvaa Ha aanMarMUycCKUX aHaaHaaropax

COCTAB MAGUIMP*

KUFrpHX ¢ peareHTamm

OrpHyannaHbiii ttoHipaia REF  130265003M

1loncannc.1bHbIiA KOHTpOsa

.KHTa M caneyallaanmMs KapTpUDKa C peareHTamm LOT 100323120701
Hakgeiixm co nnpux'Konamm ana orrpuLaknaHoro KoHTpona

itatueteM CO MMPHX-NMHMH ANa 110.TOKKMEALHOTO KOTITPONS

CANT(hHCcAT 0TAeNa KOHTPONa TTPOLLACTANTENS 07-06-2025

Wuctpycuml no npumMeHeHno

P3H XXXX/XXXXX

L
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i|CErO RPOGHPABAHO U
CKPEMNEHO ~ENWCT«0B»

FEHEPASIbHBIN - [NPEKTO?
CVWPHOB 311.
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