doTorpauryeckmne n306pakeHns MeanLMHCKOro U3aenmns

Habop peareHTOB in Vvitro Ang KayecTBeHHOro onpeaesieHUA
aHTUTeN Knacca MMMYHOrnodynnH G K paHHeMy aHTUTeHY
Bupyca dnwtenHa-bapp (MAGLUMI® EBV EA IgG
(CLI1A)), meToagoM MMMYHOXeMUIIOMUHECLLEHTHOro aHanusa
Ha aBTOMaTunydeckmx aHanmsatopax MAGLUMI®, B BapunaH-
Tax UCNOTHEHUA

YTBEPX AOAIO

NpeKkTop
NPHOB 3.A,

2024 r.

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLMHCKUX U3AEM



Habop peareHTOB IiNn Vitro ana KayecTBEHHOro onpeaeneHns aH-
TUTEeN Knacca UMMYHOrnooynnH G KpaHHeMy aHTUreHy Bupyca
AnwTenHa-bapp (MAGLUMI1I® EBVEA IgG (CblA)), MmeTOa0M
NUMMYHOXEMWUTIOMWHECLLEHTHOr0 aHasin3a Ha aBToMaTNYeCKnX
aHanmnsaTopax MAGLUMI®yB BapnaHTax MCNO/THEHUSA:

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



BapnaHT mncnonHeHua 1

Habop peareHTOB in Vitro 419 Ka4eCcTBEHHOro ornpeaeneHns aH-
TUTeN Knacca UMMYHornooynnH G KpaHHemMy aH TUTeHy Bupyca
AnwTenHa-bapp (MAGLUMI® EBVEA IgG (CblA)), meToO0M
NMMMYHOXeMUNIOMWUHECLEHTHONo aHann3a Ha aBToMaTNYeCKuX
aHannsaTopax MAGLUMI®, 30 TecTOB, B COCTaBe:

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



RapTpuaXx c peareHtamu
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nAcHra ANA 3anedyaTbiBaHUA KapTpupaxa Cc peareHTamMmu

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



ILIDMJITHKU Tu Mnpw-Kngnmu gnn utjinualejioAuiu M MnamnxXwenbHMKO KWUHLIPWUMH

#1001231205012# #1001231205012#
#1001231205011# #1001231205011#
#1001231205011#
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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130265001M; 100 TecToB

LLO‘IJMTA ‘ REF 130665001M: 50 TecToB

130765001M: 30 TecTOB

Habop peareHToB in Vitro 4na KayeCTBEHHOro OMpefenieHUss aHTUTeN Knacca MMMYHOrnobynnH G K
paHHeMy aHTUreHy Bupyca 3InwTeHa-bapp (MAGLUMI® EBV EA 1gG (CLIA)), meTogom
HMMYHOXeMUIIOMUHECLIEHTHOIO  aHa/in3a Ha aBToMartu4yeckux aHanusatopax MAGLUMI®, B
BapuaHTax NUCMosIHeHUSA

HA3HAYEHWE
Habop peareHTOB in Vvitro 18 KayeCTBEHHOr0 OnpefenieHns aHTUTeN Kacca MMMYHOI/100yMH G K paHHeMY aHTUreHy
BMpyca OniuTeliHa-Bapp (EBV EA 1gG) B cbIBOPOTKE M MnasMe KPOBM 4esioBEKa Ha aHanusatopax MAGLUMI1*,

Pe3y!'|bTaTbI nccnenoBaHNA npegHasHaveHbl and AMarHOCTUKKU BVIpyCHOI7I I/IHCbEKLI,I/IVI 3I'ILLIT€I7IHa-Eapp, B KOM6I/IHaLI.I/IVI C
APpYyrMMn KINNMHNYECKUMA U na60paTopr||v||/| JaHHbIMW.
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ITVIalJARA[IUISASL HTulpCuvitvitibbAnuvun " WakviRkA O b atl neunniamMmceitnm |1
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M»C*ppcamiM mvilr» 4M nuecTMmamMr» MpcAcneasa armKTea Kaacca

KMuyaTabynn GKpaakmyaTtreBy a a N SuwkrclwHbapr (MACLUMI* EBV EA
1gG (CU A)), meTMmMM amuy!

BW naTt”x MACLUMI*
[COCTABI
KapTpumpk ¢ pcanektamm | wr.
OTPUKKNBUMIA KOTPONb 10nM REF 130765001Mm

Matoaane.uMbliA XOKTPO/b 1.0m1

-TeHT» Xua LWKYanuaaHHii KapTpUIKa C peareHTamm 3. 100123120S01
HaKnelikut o LUTPUX-KOAaMIA 1M LUPHUATENLHOTO KOHTPaM 4 .

Hakneiikvi CO LITPUX-KOZaMM JIT* MOMIOKMUTENLHORO KOHTPaM 4 T,

CepTUKaT CrreM KOHTPONS MPOUTSONKTENs | wr 05-06-2025
Wnclp>TniLs no NpyMeHeHNo | wr

P3H XXXX/XXXXX
LW -T™ Tb Hblo VIHnacTpu3 bHomenmka» VIHXUHUPUHT Ko..

S181221ntnbyar>Hb. KHTalickek HapogaHa» Pecryb.<luka
Ten t"86-755-2155b601 P akc:+86-755-28292740
Ymawomoyenablii OUO»KAC<(LLCCLSt.
npegcTaBnTeNb 125L.r Mmum. va «
no P Tea >7-4959460597



BapuaHT MCNONHEHUA 2

Habop peareHTOB in Vitro 418 Ka4yeCTBEHHOrO OnpeeneHns aH-
TUTeN Knacca MMMYHornoobynnH G KpaHHeMy aHTUreHy Bupyca
AnwTenHa-bapp (MAGLUMI® EBVEA 1gG (CblA)), MmeTOon0M
NUMMYHOXEMWUTIOMWHECLEHTHOro aHa/nn3a Ha aBToMaTNYeCKnX
aHannsaTopax MAGLUMI?, 50 TecTOB, B COCTaBe:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MAGLUMI® EBV EAIgQG (CLIA) DSQ
KapTpUaX C peareHTaMu

Y
1>5Mn Marvkrible MUKPOUACTULL Homep
iHi 9DP1
1.0mn  KAWM6(TOp HM3KOrO ypoiHi mrrcrpam

1.0 mn  KanuepoTop Lumcokoro YPOM 1
7.0 Mn  BythepHblii pacTeOp

7.0 Mn  MeTka AB3J1

13.5mn Aunoeart & 19-«B-re28

tOTlI 1M123121M1
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FHOJIORUNTE/IbRbIV KORTPOJIb
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LINKJTLUKW U LWL PDWA-KUW g gav uipultialvjion uiud U 1LINANXKNW, JIbHUNLIUN KNHLPDWIW

#1001231205012# #1001231205012#
#1001231205011# #1001231205011#
#1001231205011#
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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13026500LW : 100 TecToOB

I-LI‘ 7" C€ REF 130665001M: 50 TecTos

130765001M: 30 TecTOB
Habop peareHTOB in Vitro 415 Ka4yeCcTBEHHOro OrpefesieHUs aHTUTeN Kacca MMMYHOrnobynmH G K
paHHeMy aHTUreHy Bupyca O3nwTenHa-bapp (MAGLUMI® EBV EA 1gG (CLIA)), meTogom

VMMYHOXEMU/TIOMUHECLEHTHOIO aHa/in3a Ha aBToMaTuyeckmx adHanmsatopax MAGLUMI®, B
BapnaHTax UCnosIHeHUs

HABHAUYEHWE

Habop peareHTOB in vitro 451 KaYeCTBEHHOrO OMpefenieHns aHTUTeN Kiacca MMMYHOr/100ynnH G K paHHEMY aHTUreHy
Bupyca OnwTeiHa-Bapp (EBV EA 1gG) B CbIBOPOTKE W Mfa3Me KPOBWM 4YesioBeKa Ha aHanmi3atopax MAGLUMIL®.

Pe3ynbTaTbl UCCEAOBaHVS NpPeAHasHauYeHbl ANst ANarHOCTUKM BUPYCHOM MHDeKUMM dnwTeliHa-bapp, B KOMGMHaUMK C
JpyLiAMIA KIMHWMYECKVIMA 11 NaBOPATOPHBLIMU AaHHBIMMW.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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|LOTPENNILIEIIBLKAW YIIdKOBRa OapPpUadanl VUCIHOJIRERWNW 1 eciob,

pM K TO» WVim agHa wyvectam —la /\ - 2
MAGLUMI* uMTYWT WimuuC K paBswy s mmim ji sspyn *)AlTc<Ba-bapp(MACUMMP EBV EA e
i aarnos

tPG(CUA N vrarom T
MAGLUMI* LT
LU i1}
KapTp*ax ¢ pearesramu | wr.
OTpTBrbIbUMIA KOHTPONE 10mn REF 130665001M
MotonrTeNnbmblil KOHTPONb 1.0mn
JTeMnnnaTTCYCTMMHHAKAPTPHAMBEPOAr CHTanH 3wr. [| ot 100123121901

LIaK/eiik CO LUTPHX-KOLUMM {M OFTPULLLICTIIKONO KOHTPONS 4 LuIT.
HOMCAKH CO TPHK-KOAaNM /1St NLIKANFTENbUOr0 KOHTPONS 4 LT,

CepTUdWMKaT OT/ieNa KOTNpoNs MPOHMOANTCASA | urr. 19-06-2025
CTPpYKIOM MO NpUMEHEHNIO | .
P3HL P3H XXXX/XXXXX
NIPHT BHoMCaMKan Vibku KoJTA
Ne 23. LiMHbCHO ancTouroc mtocce. paiioH (b
518122 Ltnbusnub. Kutaiickas HapogHas Pecnybinka o
Tep +86-755-2153«|01 dakc: ‘ S6.755-28292740 D 2 N t . I V . C € =

Qe

125LW.I Mocmagys 1KHHMOCeHHa«@sn.46.npHyc216.1.biMHsATa}|
Tes «24'M..LUM97
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VapKUpoOBKa NMNOTPEONTENBCKON YNAKOBKWN baPUaHT MCNONHEHNA Z PN TECTOB)
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BapuaHT McnonHeHuaA 3

Habop peareHTOB in Vvitro AN Ka4eCTBEHHOr0O onpeieneHnUs aH-
TUTeN Knacca UMMYHOrnooynnH G KpaHHeMy aHTUIeHY BMpyca
anwTenHa-bapp (MAGLUMI® EBVEA IgG (CblA)), meToa0M
NMMMYHOXEMUTIOMUHECLEHTHOrO aHa/n3a Ha aBToOMaT MUYECKUX
aHannsaTopax MAGLUMI®, 100 TecTOB, B COCTAaBE:

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



KapTpuaxX c peareHTamu

Vo oL T

« S
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MAGLUMI® EBVEAIgG(CLIA)A

KapTpUAX C peareHTamu
ICCLUCTXKM»UE |

2.5 mn
1.0mn
1.0mn
12.5ma
12.5mn
25,0mn

MBrHKTMblE MUKPOYaCTULbI
KWHBPBTCH HU3KOrO YPOBHA
Kannbparop BbICOKOr0 YPOBHS
. [lot! 100123120501
BytepHblii pacTsOp
Metka AB3/1
OHnioTT S B646-r026
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»

AN
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oTpunyatenbHbI KOHTPONb
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NONOXWNUTENbHbLIN KOHTPO/Tb
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NeHTa AN4 3anedaTblBaHUA KapTpuaxXa € peareHTamMmu

@ 000 LUPMH [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU jL.a, vor



HaK/eMKN co WTPUX-KogamMn gna nTpnuatTesibHOro U No0XKNTeNbHOIro KOHTPONA

#1001231205012# #1001231205012#
#1001231205011# #1001231205011#
#1001231205011#
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CERTIFICATE

Quality Inspector: 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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VMHCTPYKLMUS NO NPUMEHEHUIO

130265001 M1 100 TecToB
I_HF]@] REF| 130665001M: 50 tecTos
130765001M: 30 TecTOB
Habop peareHTOB in Vitro AN Ka4yeCTBEHHOrO OMpefeneHns aHTUTeNn Kraacca UMMYHOrobynmH G K
paHHeMy aHTUreHy Bupyca 3nuwTeliHa-bapp (MAGLUMI® EBV EA I1gG (CLIA)), meTogom
WMMYHOXEMU/TIOMUHECLIEHTHOIO aHasiM3a Ha aBTomMaTudeckux aHanusatopax MAGLUMI®, B

BapnaHTax MUCMOJIHEHUA

HA3SHAYEHUWE
Habop peareHTOB in vitro gns KauyeCTBEHHOrO ornpefeneHns aHTUTeN Kacca MMMYHOrN1o6ynnH G K paHHeEMY aHTUTeHY
BMpyca dnwTeliHa-bapp (EBV EA 1gG) B cbIBOpPOTKE M MnasMe KPOBM YesioBeKa Ha aHanusatopax MAGLUMI*,

Pe3y/nbTaTbl UCCIEAOBaHMST NpeAHasHaueHbl NSt AUArHOCTUKM BUPYCHOW UHeKUMM dnwTeliHa-Bapp, B KOMGMHAUMKM C
LPYTVMA KIMHWUYECKMM 1 1a60PaTOPHBIMM JaHHBIMU.

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



HOTpeonTenbCKaa ynakoOBKa bapnaHT ncnoaHeHma = (luu TeCcTtoB)

M H H 1 llaflU top pcarcvTM faiybin asn W € CM —Ww>» 0apesiesieaBa mvtwtu knacca
anmyasraabynsa C K paBacMmy asrrarcay Bepyca ‘)BBrtH1Ba-bapp (MAGLUMI* CBV EN
1KC(CLIA)),aT« 1M amuyaaxempnla*laBec«aTmMn> aaaniia aa aataHaTB4YCCN»

aaaaaiawpai MAGLUMI”
COCTAB

KapTpumk ¢ pcarcutamH

OTPUAKTCTBITEV) KOHTPOSL

{OMtrTB.foHUR KoHTporb

JleHTax a TanmeuvallBaHWs KapTpupKa c peaTckramm
Hakneiiku co unpmx-kogammu Ans Inpumnate;bHOr0 KOHTpons
Haknelikv co Un|MK-KoAaHu AAs NOMOXKNTENbHOTO KOHTPONA
CepTudmKar oTAefa KOHTPO» TPOMTBOAUTCAS

VIHCT|Knna No npuMeHeHnto

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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iVIapKupoBKa notpe6utensckoit ynakoskn BapuaHT ucnonvenus j (luu Tectos

MAAM1L

EBV EA IgG

13026500)M

100123120M I
N

05-06-2025
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Hatllaiop pearegi— la «/ragns «esiecrseeeare Mpcngseass aanrTc/ Kgacea
MAG LU M | mwwyeanwSyjiaa C LupaBscuy aaTarc Bapp (MAGLUMI* EBV EA
IffC (CblIAXXMrraMmm BMUyMXCMbla
«apasmTastaxx MAGLUMI®
Icoctabl

KifrrpiUM ¢ pcarekTtaHu | wr

( bpPMLPKTaTBHBIA KOHTpUNA 1.0mn REF  13026500IM
FKMoauTCnbIWiA HOLIPONb 10w

.lona n» xanc MLaanm KapTpMAa c pCaroKNMH Jwr LOT 100123120501
(«aKnCAKM CO WTPT-rofaMH M OTPULLIFTCALIM>TO KOHTPOAS 4 HIT

Hak.Teif«v CO MMPMXHCOA/IMH 4 M Ha4@XXHTaNbKoM) KOHrpons 4 it

CepTM(UKAT 0TAeNa KOHTPONA NPONLLINAKTENS H. w 05-06-2025
VIHCTPYKLM MO NpMbleHEHNIO wr

P3H P3HXXXX/XXXXX
LL-MbUXXTHK Ublo mgacTput BHoveamKL! MHXuHUpUHT Ko.. /114
14 23. LiMHbla0 mu1CIO4MOe LLiocce, paiioH VIMHLLamb.
S1S122 LITHbYANHL. KuTalickas 11aposHm Pecny6nvka
TcT *i6-755-2i53<>601 owmc: 486-755-28292740

3unatnoHouveHmblin (KX)>KIK.>(LLCCLS).
npcactaantcnb 128365 r Mucok.va Vokutoccskmn. g, 6.kaprnyc216 1. kmm

MP® Ten =M«.946W > L liegmoviHwmaodevaeny,
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MEHEPA/TIbH
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