(DOTOFpaCbl/I‘—IeCKI/Ie |/|306pa>KeH|/|$-| MeOULIMHCKOT O U3Ae/TNA

Habop peareHTOB In Vitro gna KoNnM4ec TBEHHOroO onpeaeseHNs
KOMM/eKca TKaHeBOro ak TmeaTopa nnasMmunHoreHa-
NHIMbNTOp akTumBaTopa nnasmmHoreHa (MAGLUMI® tPAIC
(CblA))y MeTO0A0OM MMMYHOXEMUNOMWHECLLEHTHOIO aHanusa
Ha aBToMaTunyecknx aHanmsarTopax MAGLUMJI®, B BapnaH-

Tax UCNOJTIHEHUA

YTBEP)XIOARKO

FeHepaT>inbIW 1N peKTop
>ycMAa

001

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHWI 1 PETUCTPALIMH MELMLIMHCKUX U3RENM



Habop peazenmoe in vitro ona Konu4ecmeenHo20 onpeoeneHus
KOMRJ1eKCaA MKAHEe8020 AKMueamopa naasmunozena-unzubumop
akmueamopa naazmunozena (MAGL UMI® tPAIC (CLIA)), memo-
O00M UMMYHOXEMUTTIOMUHECUEHMHO020 GHANTU3A HA agmomamuye-
ckux ananuzamopax MAGLUMI®,

8 6apuUAHMAaxX UCNOTAHEHUN:
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Bapuanm ucnonnenusn 1

Habop peazenmog in vitro 01 Konu4ecmeennozo onpedenenusn
KOMNJIEKCA MKAHE8020 AKmueamopa Nia3mMuHozZena-unzubumop
axkmueamopa naaimunozena (MAGL UMI® tPAIC (CLIA)), memo-
O00OM UMMYHOXEMUTIOMUHECHCHMHO020 AHATIU3A HA asmomMamuye-
ckux ananuzamopax MAGL UMI®, 30 mecmoe, ¢ cocmase:
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KapTpuak ¢ peareHTamm

MAGLUMI® tPAIC(CLIA) MP1
KapTpumK C peareHTamu
1COMEPX/THIAM

1.0 M1 MArmMKTMUE LUMFpoYacruLbl L'j M:)Pa na rml

14 M1 Knrvopatop NNIRMD) LKAH<

1.0 M1 KoKAMGPBTOP LLICOXOr0 YPOMST [lofl 23723122661

5.0 Mn  Bydepmbis panHp

4.8 M1 Menen AB3/ g 26-06-2625

5.5 w1 Ownocmt

N .
it cm V. tsniM
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KoHTposnb 1

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



tPAIC (LU |
KOHTPO»!

ww31ozeory i L

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



JleHTa AnA 3anedvatbiBaHUA KapTpugXa C peareHTamm

> MAGLUMI Reagent Seal
MAGLUMI Reagent Seal
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Hakneiikun co LTPUX-Kofamm Anst KoHTpons 1

#237231226011#

_ #237231226011#,
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

activator inhibitor Complex Control

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

#237231226011#

#237231226011#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

, #237231226011#
lissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1



Hakneiikn co WTpmx-Kogamm ans KOHTpons 2

#237231226012#
#237231226012# #237231226012#,
Tissue plasminogen ectivator-Piasminooen Tissue plasminogen activetor-Plasminogen
activator inhibitor Complex Control 2 activator inhibitor Complex Control 2
#237231226012+# #237231226012#
#237231226012# ) #237231226012# )
Tissue plasminogen activator-Plasminogen Tissue plasminogen activator-Plasminogen
activator inhibitor Complex Control 2 activator inhibitor Complex Control 2
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CERTIFICATE

Quality Inspector: Ol

Inspection Qualified &Approved
For Release

INn New Industries Biomedical
Engineering Co., Ltd.
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130? 18004M 30OTccToB
Ha6op pntciiro* in vlini nn« KaiH4cciaciiiioro onpcabiCHUA  KO4YHACKCa iuihcbwo litloumMiopa
ala3msAHOrcH*-HnrabHToOp A*rTHUTOPA i.wj4HHoieiie (MAGLDMT tPAIC (CLIA)), MITLWOM

NYy>'HoxcMl|ltoMHArcucHTIIOlo nMHa.luw HW  ABroYaTtHYrckHX aHii.-turopax MAGLUMI*. aaapuamrax '

«watHeunua

HA3HAYEHWE
Ha6op pcarekTtos in vitro ah KONn4yecTtBeHHOoro onpepeneHna KOMMNekca TKaHeBOro aKtmsartopa

nlasmmvHOleHa-HMIHOKTOP akTuBatopa nnasMHHOreHa a nnatMc KpoaH uenoBeka Ha aHanHmMTopax MAGLLIMI*
Pe3ynbTaTbl MCCNACNOBBHHB NpefHallayCHbl A5 OLEHKN COCTOSHMS (PHOPUMHONUTMYECIOON CUCTeMbl U ANArHOCTUKM
cepeyHOo-CoCYANCTbIX 3a60neBaHnin B KOMOUHALWK C PYTUMUN KIMHUYECKUMU 1 1abopaTopHbIMU AaHHbIMM

KPATKOE OMNCAHWE AHA1IN3A
Komnnekc TKaHeBOro akrtmeatopa nnasMuHOreHa M MHIMébutopa akimeBatopa artasHuHoreHa (tPAIC) coctout u3

kwiMtucKca TKaHCMro aktHBatopa mnasmuHoreHa (|PA) n uHrmébutopa aktmeartopa (unasuHHoreHa-1 (PAI-1) c

MONeKynApHO Maccoil okono 110 k[a. chopmMmpoBaHHbIX B COOTHOWeEHMM |:1'  Cpepamn Hux iPA - cepHHOBaa npotcasa

C MOJ/ICKyNapuoi maccoit okono 64 k[a, Kotopasi MOXKeT NKTMavpoBaTh aya3MHuOren 4o nnasMumua U crnocobCcTBoBaTb

nerpagaunn pubpuHoBbix crycTwiB\ PAM - MHIMGUTOP CEPMHOBOI NpoTeasbl C MONEK3/IAPHON Maccoi okono 48 KA.

OCHOBHOW (hM3MONOrMYECKUI i MHIMBUTOP 3HAOrCHHOrO BKTMBATOPB nnasMuHoreHa (PA). OH BbINOAHAET (YHKLUUK

VHrMbupoBaHua ferpagaumm GubpuHa, CnocobCTBYeT OTNOXKEeHUIO (ubpuHa Ha CTeHKe KPOBEHOCHOro cocyay

perynmpyeT rvnepnnasuio WITMMbl U T*4. U SIBNSETCS OCHOBHbIM PErynsiTopoM (UGPUHA3UTUYECKON CUCTEMBI**.

Linpkynupytowass HoHUCKTpaums tPA B nna3me o4eHb HM3Kas, B OCHOBHOM B BUje KOMa3CKca, 06pa3oBaHHOro ¢ PAM.

a nepuog ero nonypacnajga B niasme o4eHb KOpPOTKMiA. Mo3Tomy cogepxkaHue 1PAIC B mnasme MOXeT bbiTa M3MepeHo,
4Tobbl OTpa3uTb yBenuyeHue tPA B nnasme*'. Cpeau HWUX yBeIMYeHMWe KOHUEeHTpauum TpomOuHa nNpUMBOAKOKD K
HacCbILLEHHOMY, [J03038aHHCHMOMY YBE/IMYEHUIO CKOPOCTU BbICBOGOXAeHUA |P/T*. JIKTuBNuMa nnasMmvHoreHa B nnasme
NPONCXOANT TONKKO B MNPUCYTCTBUM (UBpMHA, M NPOUCXOAMT CPMY nocne ob6pasoBaHma Tpombar. ®UOPUHONMI
9KTUBHpYyeTca T.lc*oboxaeHncm iPA OT Noapc)KAeHNoro 3HAOTCAM»" [IMarHoCTUPOBaHHbIM rMNCpPA6PUHONNT cBaTaH
C noBblleHnem yposu* tPA". Takum o06pa3om, ypoBeHb tPAIC B KpoBWM «BNactca MONEKYyNapHbIM MapKepom,
KMLUNEKCHO OTpa’KalolWwmM aKrHBMOCTb (UOPUHAYHTUYCCKON CUCTEMbl, MOBPEeXAeHWe 3HAOTEeNHaNbHbIX KI1eTOK
COCyfl0B 1 Hann4yune Tpomba.

.MoHuTOpPUT ypoBHA IPAIC iiaieien X\S1 AnarHoCTUKM paHHero AudQy3HoOro HM>TPUCOCYMCTOrO CBEPTLIBAHMA KPOBU
|ABC)'\ a Tawkke Ana BcnomoraTeNbHOW [MArHOCTUKU apTCPUOBCHO3HbIX TPOMOG030B, BbI3BAHHbLIX WHHMAPKTOM
IMnokapga’\ BAICKY.WITOH * WHCYNbTOM'™, cencucomMm” ” [pYrMMu OC3toaHbIMW 3ab0neBaHusiMU. B KAIMHUYECKUX
YCNOBUSAX OH Mcna3b3yeTcss B OCHOBHOM fN51 OTPaXKEHUs1 COCTOAHNA (PUOPUHONNTNHYECKOWN CUCTEMBI.

MPUHLITT AHATN3A
C3HABUY-METO UMMYHOXCMMUIOMVHCCLCLLMOTOaHBAK3a

O6pasel, bydep MarHuTHble MUKPOYACTULbI, NOKPbITble MOHOKIOHa/bHbIM akTutcnom k PA1-K n metka AB3/ ¢
NIPY1NY MOHOKMNOHanbHbIM aH.HTe.MM K anti-iPA. TwaTenbHO nepemMeLwvBaldT W WHKYO6UpylOT, pcarmpy. ¢
06pas3onHMeM CIHABUY-KOMMNEKCOB. [locne ocaXieHu* B MarHWUTHOM Mofne cyrnepHaTaHT [CKaoTupyeTcs. a 3arem
A IMeTea uMKN NpoMbiBKU. Bnocnepcteum pobasnsatoT cTBpTep 1-2 AN MHULMUMPOBAHUA XEeMUNKOMUHKLCHTUON
peakumn. CBeTOBOI curHan usmepsietcs hOTOYMHOXUTENEM B BUAE ONOCUTENbHbIX CBETOBbIX eanHuy, (RLUX noTopbK,

NPOMNOPUHOHAaNbHbI KOHUeHTpauun 1PALC. TUTHCYTCIBYHOLLEN B 06pasue,

ity». W"  UXTUYECTBESHOrO  OMNpejeneHns  KOMM-Tekca  TKaHeBOro  akrtuBaTtopa

"N TOMMMTNOBUTOP .K.H..TOP. n-3a3muHoTeMN. (MAGLUMT .PA1C (CLU)). MeToLOM
r"«M"3K,MHHecune”"on..H.N1, N. aeTOMeTHYeCKHXansnms3aTtopox MAGLDMI*. B«pun.KTaX NCKONH«.UA:

BapuaHT HCTTONHeHnst 1 — —
HeB6op nAwnw In Titro O3 MbIHYECTUCUHOIO OTTPEAENCHUSA KOMMNeKca TKaucBOM» akrtuBaTtopa

ANiZiiSifrKLop «*npaTtop. nnasamHnoteHs (MAGLUMI* 1PAIC (C LW ». wmeTOTOM
aMMyKrnemMmsamMrnccacaTTno fIHBAH3a Ma aaromartnycckax BHa-au3arapax >UGLUMI*. 30 TtecTtos, B

KapTpugxepesrunamu
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MoTpebuTtenbckaa ynakoBka BapunaHT ncnonHenmsa 1 (30 tecTtoB)

Ha6oppeareTa (avitrogfa konayecTaewaoro aapcgencaBa nomageaca TkaBcaara
aKTaaaTapa anaamaaoreaaHmrs6arap akTaaaropa snasmesorcea (MACLUMt*
cPAIC(CblA)), mensamM BMMYyaexamanTuBBCcCaMrraara aaaak» Ba aBTaMaTBYeOLL X

aBaneaatapax MAGLBM I*

COCTAB
Ka(npumk ¢ pcankramH | wr.
KokTpors | 10 mn 130718004M
KoHTposnb 2 1.0 mn
Jlekta s 3aneqarbiBaHns KapTpumKa c pealxHTamm 3 L. 23723122601
Hakneiku co LTpux-Kogamm Anst KOHTponst i 4 wr
Hakneiiku co LTpmx-Kogamu Ansi KOHTpons 2 4 .
CepTudmKar otfena KOHTPO/IA NPou3BoaUTENs | wr.
lwr

VIHCTPYKUVSi MO NPUMEHEHUIO

YnonuomoueHublii 000 KO» (UX CLS),

npearraanTcnsb 125363. 1 Moek», yn Hosonocenkosas, f 6. kopnyc 216 |, komHaTa 58
no PO +7U95-9469597
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MapkunpoBKa noTpebuTeNnbCKON YNakoBKM BapmaHT ucnonHeHns 1 (30 TecToB)

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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Bapuanm ucnonnenun 2

Habop peazenmoeg in vitro 013 Konu4ecmeennozo onpedenenus
KOMNJ1eKCa MKAHEee020 aKmueamopa Naa3MuHoZeHa-unzubumop
akmueamopa nraimutnozena (MAGL UMI® tPAIC (CLIA )), memo-
OOM UMMYHOXEMUTIOMUHECYEHMHO20 QHAIU3A HA asmomamudie-
ckux ananuzamopax MAGLUMI®, 50 mecmos, ¢ cocmasge:
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KapTpuax c peareHTammu

=
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MAGLUMI* tPAIC(CLIA)
KapTpuax ¢ peareHTamu

1cagEYXXAHMM
15M1 MUrMKTHbIE MUKPOYaCTULIbI
1.0 mn  Kanmubparop HM3KOro ypoaHa
1.0 mn  Kanmbparop abICOMMO YPOHU

4.0 M1 ByduKbIiA pacTaop
7.0 vn MeTtka AB3/1

3.5 M [OHnoemt

n w» ,r V.

15
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tPAIC (LLu
KOHTPO/b!

111131226012

WS-202S TC
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JleHTa ans 3aneyaTbiBaHNA KapTpuoXka c peareHTamm

1-6“
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MAGLUMI

MAGLUMI

Reagent Seai.i

Reagent Seal

18



Haknelikun co Wwrpmnx-Kogamm ans KoHTpons 1

#237231226011#

. #2372312260 1#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

Tissue plasi™~nogen act?va?or-Plasminogen
activator inhibitor Complex Contro

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

#237231226011#

#237231226011#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

, #237231226011#
lissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1



Hakneliku co LTpUX-Kofamu 41l KOHTpons 2

#237231226 12#

Tissue plasminogen activator-Piasminooen
activator inhibitor Complex Control!

#237231226012#

#237231226012#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 2

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

#237231226012#

#237231226012# )
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 2

#237231226012#

#237231226012#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 2
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CERTIFICATE

Quality Inspector:® Ol

Inspection Qualified 4 Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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130210644t I00TecTon
C 0123 IREFI  t3061S004M 50170

(iiu vy 130738004M  JOtectoi
llaAop pmiviiTM th vitro AN kmHmMwunmTiOl0  ONPCAMCUMK — KOUM/ICKCO TKAUCMHO — OHOWNArops
nna*MuHorrua-unrméntop  OifHBmTopa  wwlumuorells  (MAGHIMI*  tPAIC  (CLIA)),  metogon! »
HuuyHoxcMH.liomuurcucm?Hon)  AMILL U iiorouittnieckHx — aiiiLiMmfopox  MACLUMI*. B wipuantak

wMmMmLl "

HA3HAYEHNE
Ha6op pearewoa in vitro NYa  KOAMYECTBEHHOTO — OMpCcAenoMMa  Kommaekca — TlcaMeBoro — akTuBatopa

ana3MHHOreHa-MHrHOKTOp akTmBatopa al*3mHHOlCva B niasMe Kpouu 4YenoBeka Ha aHanmsatopax MAGLUMI*.
PesynbTaTtbl uccnefoBaHusi npefHasHayeHbl 418 OLEHKU COCTOSHUS (PUOPHHONHTUYECKON CUCTeMbl U ANArHOCTUKMK
CepACHHO'COCYANCTbIX 3aba3eBaHHIT m KOMOMHaLMK C APYTUMU TMNNYECKHMW H 1abopaTopHbIMU aHHbIMU

KPATKOE ONMNCAHWE AHAj1H3A
KoMnnekc TKaHeBOro akimpatopa artas.MvHoreHa W MHrMéutopa aktvBatopa asasHuHoreHa (IPAIC) coctouT un3

MOMMNIeKCa TKaHCro akTHnatopa asasdmuunorcua (tPA) mn uHrmbmutopa akmmeatopa nna3mHuoreHa-1 (PAM) c

MoOneKynsapHo maccoit owxno 110 kfla, chopmMmpoBaHHbIX B cOOTHOLWeHUn 1:1'J1 Cpefm HUx iPA - cepuHoBas npoteasa

V MoneKynsapHoi maccoi okono 64 kfa, Kotopas MOXeT aKTMBMPOBaTb MNasMMHOTEH A0 Nnasmuma H cnoco6cTBoBaTb

aerpagaumm U6pPUHOBBLIX CrycTKOB' PAW - MHIMGMTOP CEPUHOBOI NpoTeasbl C MONEKYNSAPHON Maccoir okono 48 kia,

OCHOBHOW (hM3MON0rMYecKnii MHrMBUTOP )HAOTCKHOrO akTumMTopB mnasmunoreHa (PA). OH BbINOAHAET (YHKLUK

MHIrMbnpoBaHna ferpagauvv ¢GuoépuHa, CNocobCTBYET OTHOOKEHUIO (MOpMHA Ha CTeHKe KPOBEHOCHOro cocyaa,

perynvpyeT runepnnasuio UHTUMbI U T.J. U SBNSETCA OCHOBHbLIM PCry.38TOPOM (DUGPUMONNTHYECKOWN cucTemMbl? .
LUupkynupytrow,asa noHucurpavHa iPA B niBame o4YeHb HU3Kasl, B OCHOBHOM B BUAe KOMMneKca, obpasoBaHHoro ¢ PAI-I,
a ticpHou ero nonypacnaga B n.3a3Mc O4eHb KOPOTKWIA. Mo3ToMy cogepykaHune LPAIC B nnasme MOXeT 6biTb U3MEPEHO,
4ytob6bl OTPasnTb yBennyeHune tPA B nnasme*\ Cpegu HUX yBeNMYEHMEe WOHWEHTpauum TPOoM6UHa NPUBOAUNO K
HaCbILLLEHHOMY, [0303aBHCUMOMY YBEIMYEHNIO CKapoCTV BbICBOGOXAeHNs |PA*. AKTuBauus NAB3MMUHOrena B asa3mc
NPOUCXOANT TONMLKO B MPUCYTCTBUKN (DNBpUHA, U Npoucxofn cpady nocne obpasosaHua Tpomba®. PubpruHoONU3
aKTMBMpyeTCca BbICBOGOXKAEHNEM iPA 13 HOBPCXKACHWOro 3HAoTenus' . AnarHocTMpoBaHHbIi rkncprnbpHHONH3 CBA3aH
C noBblleHNnem ypoBHA iPA”. Takum o6pa3om, ypoBeHb tPAIC B KpOBU SBASETCA MONEKYNSpPHbIM  MapKepom,
BOMIbIC/ACMO OTpaXarolWwMM aKTUBHOCTb (HOPUI*ONUTMUCCKON CUCTEMBI, MNOBPEXAEHVWEe 3HAOTeNManbHbIX K1eToK
COCy/l0B H Ha.lnumnc Tpomba.

MoHuropHw yposHs IPAIC naseseH [/ AUArHOCTUKN paHHero Ant{y3HOro BHyTPUCOCYANCTOrO CBEPTbIBAHNA KPOBU
(ABC)'= a Takke [ns BCMOMOrateNbHOW AMArHOCTUKN SPTEPUMOBCHO3MbIX TPOMOO30B, BbI3BAHHbIX WH(PAPKTOM
Muokapga”, MCKY.3Ul0M” . UHcynbToM”, cencucom” wun apyrumum OClloBHbIMW 3aba3cBaHUSMU. B »bIMHUUYCCKUX
YCNOBUSIX OH UCNa3b3yeTCA B OCHOBHOM [151 OTPAXEHUA COCTOSAHUSA (PUOPUNOANTHUYECKOI CUCTEMBI.

MPUHUWIT AHANTN3A
C3ugaH4-MeToANMMYMOXCMUNOMUNCCLCTHOTO aHaM3a

O6paseu, 6ydep, MarHuTHble MUKPOYACTULbI, MOKPbITblE MOHOKIOH&/IbHbIM aHT3nenom kK PAI-1. n metka AbJJi ¢
fay|-vsm MOMOKNOMMBIWM .KAfre-toM K »nti-IPA, TwarensHo nepemMeluvBaloT W WHKY6MpYlOT, pcarHpy, ¢
o6patoaaHHeH C3HABMY-KOMMNNEKCOB. [locne ocakaeHn* B MarHUTHOM nofe cyrnepHaTaHT ACKaeTHpycrc*. a 3arem
ab,HoNMM«Nea MUK NPOMbIBKW. Brnocaefcr.un so6sBnatoT ctaptep 1*2 AnK WHH.LUMPOBaHWH

peakuuun. CBETOBOI cUrHan nsmepsiete» GOTOYMHOXUTENEM a BUAE OTHOCUTENbHbIX CBETOBbIX eauHuy, (RLU). KoTopble

nponopumoHanbHbl KoOHMewpaunk IPAIC. npucyTcTBytoLeli B obpasue.

COCTAB n3p&nuns . .
Habop peateirraa i0 .itro [4nS  KMOJIMYECTaesHOrB  OMPUCICKMMS  KOMM-3eKCa  33CaMeBOr0  aKTvBaTope

ANNBU N -ANODP aKTH-TOPp. n-TasMumo™n. (MAGLUMI*  JPAIC (CLIA)). METOZOM
EMMY-raeMasloMUMCUEATHOM» aHa/in3a Ha aarroMarnyeekHx aHanmnsatopa! MAGLLMT, a BapnaHTax HeMoMHeHH .

BapuaHT ncnonHexns 1 _
Hx6Bn Dcueinc* In v«m AnM HOMWUYOETNNBOrO OOpessncMBa KOMMNAEKCa TraHCBOro akTtHeatopa

amB|yunkwiow lceneaTsiOro aHBMH3M BB AUTOMATUUCCKHS aHasu3aTopax MAGLUMI*, 30 Tecnx. B

KuLMapK ¢ pecBreknmm Lur
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MoTpebutenbckasi ynakoBka BapnaHT ncnonHeHus 2 (50 TecTos)

Ha6op pcarmTa hivitro gas
aKroaaTBpa BjallaBsresa Ball 6BMp i

MVGITMI
tPAIC(CLIA)>, urrom
I MAGUIMI*

w atl
KapTpH(K ¢ peanntamH lwr
KoTposns | 10mA
KokTponb 2 10HAa
JeHTa JIAA TancyaTblaaHA KapTpUaXa ¢ peareHTaMn 3 it
HameiiKH co WTpux-Kuaamm oM KoMTpoas | 4 wr.
Hakgelikn co nnpux-Kogamm fjM KOKTPoOUM 2 4wt
CepTUuKaT otjkm KCHAPONa NPOMTaOfAHTENA I wr.

| wr.

VIHCTpYKLMS N0 NpyMeMetono

Tea. +S6-755-21536601 Pato: +86-755-28292740

YnoasomoueBublii 0()0«iaiC»(LLCCLS).
opegrraeaTena

noP® Tes ¢?-4«.9469597
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MapKu1poBKa MOTPEBUTENBCKOM YNaKoBKU BapuaHT mcnonHeHus 2 (50 TeCToB)

M\(.MMT
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Hebepiwwtnw b vto» 11

MAGLUMI BLLGERTepB EN)
CPAKXCUA)).

COCTAB Umncbumr
KapTpumk ¢ pcMMTtVM

| REF 13061&004M
KoTponk2
NleTa aAn mnevyawmnnng aptpHIOBC pcemiTw™* LOT 23723122601
Hawueiiku 0o armx-koasmu 4n aotposis |

2672025

Hacpeiism 00 ONpKXHIOAaBM M «MMPOM 2
CcpnedHum orgemM NMNPOM NPOMXKULLITCALL
WVIHCTpYyKUMS 1O NpymMcMeMMO

L xbu3rte HMo MHABCTPT bkmmamnu Umxumduur Ko Mt

Ten 216-755-215J6601 ®ace «lI6-7S5-21292740

Yso0akToHesMblii OOOdOIC>(UjCCLSL
nprarraaTrrcnk 12$.Wlr Mocaxys IfcwweMww.s K«pcye2l™ L m*>*««

HAoPP Te

P3H XXXX/XXXXX
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Bapuanm ucnonnenun 3

Habop peazenmoe in vitro ona KonuuecmeenHoz0 onpeoenenun
KOMNJIEKCA MKAHEE8020 AKmueamopa NaasmunozZena-uHzubumop
axmusamopa naazwunozena (MAGLUMI® tPAIC (CLIA)), memo-
O0OM UMMYHOXEMUTIOMUHECYEHMHO20 AHATIU3A HA asMoMamuye-
ckux ananusamopax MAGLUMI®, 100 mecmos, ¢ cocmasge:
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KapTpuax c peareHTamu
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MAGLUMI® tPAIC(CLIA)
KapTpWIpK C peareHTamm

2.5 ma
1.0 ma
1.0 va
6.5 M
125w
5.5 ma

7TNW

Homep
Mannrinbie MMKpoYacTuLbl

KaanbpsTop HHaKoro ypoBsHs

Kannbpartop BbICOKOrO ypOBHS [LOTI 2372312U«1
BythepHbIii pecTBOP

MeTkBAB3/1

Awnoekrt

au rc

«7D"



KoHTponb 1
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tPAIC (CLLU
KOHTPO/b!

U 7231226012

'M)6.2025 2C
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NeHTa gns 3aneyaTbiBaHUS KapTpuaKa c peareHTamm
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MAGLUM1

MAGLUMI

I Reagenit(SeaV(

) ReagentiSealK

i ReigeDtiSeal
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Hakneiku co WTpux-Kogamm Anst KoHTpons 1

#237231226011#

_ m#237231226011# )
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

#23723122601"
Tissue plasminogen activator-
activator inhibitor Complex Contro

Blasminogen
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#237231226011#

#237231226011
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1

#237231226011#

C , #237231226011#
lissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 1



Hakneiiku co LITPUX-KOoAaMu A1 KOHTPONS 2

#237231226012#
Tissue plasminogen activator-Piasminooan
activator inhibitor Complex Control 2

#237231226012#

#237231226012#
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex Control 2
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#237231226012#

#237231226012#,
Tissue plasminogen adivator-Plasmmogen

activator inhibitor Complex Control 2

#237231226012#

#237231226012#,
Tissue plasminogen activator-Plasminogen

activator inhibitor Complex 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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A . IB0A00MNY HIDTHEToni
r MO WEP 1306IWO4M 50KCTO.
1307H004M  30TccToa

[Snibe]

Ha6op pMivtntw bl vliro pgn* KaiHMcciMiiiioro oapcneMHMWw  KOMMNEKC™ TKaHeBOro sKraaarops
nA1aTMUKOTW-HHIMGBGHTOP aKTHMTOpa nnasMmHHorena (MAGLUMI* tPAIC (CLIA)), METOTOM
NYYYHOXCMM.lFOMMKCCUEHTHOIO AMS.TUM HSI  SAarOHSATNUYCCKHX MmUH.TamMropak MAGLt'MI*. a HpuamTar
HCWatnenna

vO >

HA3HAYEHWE
HaGop pcareirroa in vitro Ans MONHYECTAeNHOTO  OMpefeneHnsi  KOMMIeKca TKaHeBOro  akTuBatopa

nnasyHMoreHa-unNnrHuTop akTMMropa nnas4ymHOrcHa a niasme KpoBW 4enoBeka va aHanmtatopax MAGLUMI*,
PesynbTatbl MccnefoBaHWa npefHa3HayeHbl ANA OLUEHKU COCTOAHUA (UBPHHONUTUYCCUMONW CUCTEMbI U ANArHOCTUKMN
CepAeYHO-COCYaNCTbIX 3a6a3CcBaHUii @ KOMBUHALMN C APYTUMU KIMHUYECKUMUW 1 1abopaTopHbIMUN faHHbIMU

KPATKOE OMMNCAHWE AHANN3A
Komnnekc TkaHeBOro akTtMBatopa nnasMuvHOreHa W uHrméuTtopa *lamB*topa nna3muHoreHa (tPAIC) coctout u3

Mo\l(blekca TKaHeBOro aktmpatopa asB3MHHoreva (IPA) u wuHrmbmtopa aktmBatopa nnasummoreHa-! (PAI-1) c
MoneKynsipHol maccoi okono MO kfa, chopmMmpoBaHHbIX B COOTHOLWEHMM 1:1'-1 Cpeamn Hux 1PA - cepuHOBas npoTteasa
MONeKynApHOM Maccoi okono 64 kfa. Kotopas MOXeT aKTMBMpPOBaTb NNa3MUHOrEH O nnadMHuMa M cnocobCcTBOBaTb
perpagaunn pubpmrHOBbIX CrycTKOB™ PAM - MHIMGUTOP CEPUMHOBOI NpoTeasbl C MONCK3NSPHOW Maccoli otono 48 kAa.
OCHOBHOW (PHTUMONOTUYCCKUIA WHTMOBUTOP 3HAOTEHHOro akTuBaTopa nnasMuHoreHa (PA). Ou BbINOMHSET (yHKLMMN
MHrMbnpoBaHnsa paerpagaunm ¢ubpuHa, cnocobCTBYyeT OTNOXKEeHUI ¢ubpuHa Ha CcTelike KpPOBEHOCHOro cocy”
perynupyet runepnnasvio UHTUMbI U T.4. U SBASETCA OCUOaubIM PErynsiTopoMm (GUOGPUHONUTHYECKONM CUCTEMbI™’.
LUunpk>'nmpytowan HoHucKTpauns iPA a nnasme o4eHb HU3Kas, B OCHOBHOM B Buae KOMMiekca, obpa3oBaHHoOro c PAM,
a nepHo.l ero nonypacnaga B niasme o4eHb KOpOTKuWii. Moatomy cofepxaHvne 1PAIC B nnasme MOXeT 6biTb M3MeEPEHO,
4Tobbl OTpa3nTb yBenuuveHve tPA B nnadmeY Cpeam HUX yBeNMYeHWe KOHUErrrpBLHM TPOMOGWHA NPUBOAMNO K
HaCbILLEHNOHY, [0303aBHCMMOMY YBEIMYEHMIO CKOPOCTU abIiCBOBOXAeuHS (PA*. AKTMBauMs nNnasmMuHOreHa B nnasme
NPONCXOAUT TOMLKO B MNPUCYTCTBUM (PUOPUHA, U NPOUCXOAMT cpaly nocne obpasoBaHuWs Tpomba®. PHOPUHONNI
aKTnBMpyeTcs BbIC360aeHNCM (PA K3 NOBPEXXAEHHOro 3HA0Tenns'-. narHoCTUPOBaHHbIN rMncpnbpuHONM3 cea3aH
C noBblleHMeM YypoBHA tPA". Takum o6pa3om, ypoBeHb IPAIC B KpoBWM $BASETCS Mas3eK>NspHbIM MapKepomM,
IOMMACKCNO OTPaXKaloLWnM akKTMHMOCTb (UBPUNONNTUYECION CUCTEMbBI, MNOBPEXAeHWe 3SHAOTeNnaNnbHbIX KIETOK
COCyf0B 1 Hann4yme Tpomba.
MowuuropHur yposHa iPAIC naTteTcH An15 NHArHOCTUKW paHHero anddgy3HOro BUYTPUCOCYAHCIOro CBepTblaaume KPOBU
(4BC)'-’. a Takke ANA BCNOYOrBle.TbHOW AMArHOCTUKM apTePUOACHOTHbIX TPOMOOTOB. BbITBAHWUbIX WH(APKTOM
4iiOKapia'\ BacKynauroH'\ WHcCynbTOM*’, cencucom" un JpPYrMMMU OCHOBHbIMU TaBONACBBHHSIMU. B KIMHMYECKMX

YCNoBUAX OH NCNO.TblyeTCs B OCHOBHOM /151 OTPaXKEHUsA COCTOAHUSA (*)MGpIAHOJ'II/ITHHeCKOIZ CUCTEMBbI.

MPNHLUNMT AHAJTN3A

CinaBuu-mcroa MMMYHOXEUUIIOMHUCELCHTHOTO aHaMTa RPNII)
O6pamMb 6ydhep MarHutHble MUKPOYacTULbl, MOKPbITble MOHOKNOHaNbHbIM aHTuTenom kK PAl-1. n metka Ab3/1 ¢
OPY,HM  MOHOK/IOH&IbHLIM aHTuTenoM K anti-tPA, nuatenbiro nepemMelInBaloT H WHK>EHPYIOT. pearvpys C

OﬁpaTOBaHVIeM C3HABUY-KOMMNIEKCOB. Mocne OCaXKaeHnsa B MarHUMTHOM none cynepHataHT AeKaHTUpPyeTCcAd, a TaremM

BbINOMHAETCA MHK.T NMPOMbIBKA Brocneactsum no6as.TAOT ctaptep 1-2 ...
peakuun. CanoBoit curHan namepsieTcsi POTOYMHOXKMTENEM B BME OTHOCUTE/bHbLIX CBMOBHX efuHuy (RLU), KoTopble

nponopumnoHanbHbl KOHUEeHTpauun IPAIC. npucyTcTBytoLWeil B obpartue.

in citro aTta N3NHYECTBEHHOTIO onpeneneHunsa Koun-Tekca TTaHeBOro awmnBarwps

N«N«.0!'TM.HHBUTOP aunTHBMOP. N-TaTMWHOTEH. (MACLUM I* .PAIC (CL.A)). MeTOLOM
mMyLio XBMU.TIOHUHECLEATHO aBa«a HAa aBTObW MYeeKHK aBaiHUTOpax MAGLUM T, B BapuaHTax UCMOMHEHMS.

BapuakT ucnonHenna 1 _
HateD onrento» In vliro b3 Ka3M4ecCWeHMOro OLPMENCHMA KOMMNEKC* naKkcnon» aKTuBaTop*

LMmm)LHO0l emwiH)nllHecueHn|oto aHanm3a Ha aBTomMaTmuycckH! awvalmsatopax MAGLUM I». 30 Tectos, B

cocTase:
Kaptpuik ¢ pcarckramm

237 iPALC-IFU-ru-RU, VO.!, 2024-03
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MoTpebuTenbckas ynakoBka BapmaHT ncnonHeHus 3 (100 TecToB)

KunTMmLLK ¢ pearTMTaMm
|

KoHTponb 2
JleHTa fj » T<CHWIWIWWMT KapTpuaKa c pclueHTamm

Hakneiikv 00 WTpMS*KWKMK gsia nnTTpuna |
Hakneliki co WITpro-Konaxm AM KOHTpona 2
CepTuduKaT TH>X M KUT PONs HPOUTBOSAHTORA

WMHCTPYKLLM MO NpUMEHeHUI0

npeartaatTe"~ 12MOJ.r YowMTbIM.ii 6.8pryc/Ibl.jok

Moreo
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MapKupoBKa NoTpebUTeNbCKOIM yNakoBKy BapuaHT ucnonHeHus 3 (100 TecToB)
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