doTorpadmyeckme n300parKeHNs
MEAVLIHCKOrO U3AeNns

Habop peareHTOB in vitro AN Ko/nM4YeCTBEHHOro onpenesieHns
KoMnnekca TPOMOUH-aHTUTpPOMOUH 111 (MAGLUMI® TAT
(CLIA)), meTogoM MMMYHOXEMUNIOMUHECLEHTHOIO aHann3a
Ha aBToOMaTn4yeckmx aHanmiatopax MAGLUMI®
B BapuaHTax UCNo/IHeHNS

YTBEPXJAKO

[eHepanbHbIid JUpPeKTOp

000
HOB J.A.

024 r.

3NEKTPOHHAS KONHA 0GOPMAIEHA IEHTPOM HCTIbITAHIA/ W PETMCTPALIMI MERHLMHCKWX H3ENHIA



Bapuanm ucnonnenun 1

Ha0op pearenToB in vitro A/l KOJIH4€CTBEHHOI0 ONpeAeIeHHs
KOMILIeKca TpoMOnH-aHTHTpoMOuH 111 (MAGLUMI® TAT (CLIA)),
METOA0M HMMYHOXEeMHJIIOMHHECIIEHTHOI0 AHAJIN3A
HAa aBTOMATH4eCKHX aHaau3atopax MAGLUMI®, 30 mecmoe

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



KapT puayk ¢ peareHTamm

MAGLUMI® TAT (CLI

KapTpumK C peareHTamn

(Coar.PXAHIVE |
10 Mn  MarHuTtHble MUKpOYacTuLbl 2001
10 M1 Kambpatop HWU3KOro yposHs
FOwmn  Kannbpatop BbICOKOro ypoBHs 23423121401
4.8 Mn  BythepHbIin pacTBOp
7.8 M1 MeTka ABI/1 14-06-2025

3,5 M1 JHMocHT

nm a1 * . V. ISnibel

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



KoHTponb 1

MAGLUMI*

O7wv 1,0 mn
Lienesoe LLHYeHVe: JAne
Jvarad .50 -0.50Br/«

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

TAT(( TAT(CLU)
K™ KoHTponb 1
|+ SKh
LL| 234231214011 o
AT
ti  1406-2025 ro Y

fiiip il



KoHTposib 2

MAGLUMI® TAT (CLIA)
V- KoHTpO/1b 2

06b€M:1,0Mn 1 \T

HYEB>E JKAUCHIC: 50,0« /TN * m° 234231214012 I-W

[Jaama yoH ! 35,0 - 65,0 ar/vr ; 14-06-2025 2:C

nue

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



NeHTa Ans 3anevyaTbiBaHUA KapTpUAXa C peareHTamu

MAGLUMI Reagent Seal

MAGLUMI . Reagent Seal

L C

MAGLUMI ; Reagent Seal

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



* Hakneiiku co wrpnx-Kosamn Ana kouvpoas |

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



Hakneiku co WTpux-Kogamu Ans Ko T pons 2

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



CERTIFICATE

Quality Inspector: 01

Inspection Qualified &Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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UOOIM 50 lecioH
nn eci
C€ ois REF 1>071eC0IM 3D TecToH

ISnibeJ

(HiUriiimi in\ifro i lu kii.im4dciii«-iiiioio 0Oiipc rc.K'Hna MtMii.ifK'ca iiWMinin-aniHifKiMGiiii 111 (MA<ANN1IC
1 VI (("1.1A)), MMM [[% MOKM'Tl«. M IMiimviifimiom MMa mj anm«i»i UMeuKMu ana.x uwdiiy MJ<»11 MI*,
N B«[>VN1AY 11CM/1.1HCHL1H

IVIHAAKHHE; N

M.B'op f4*.ircxtnh m Mtro .u« KV (nycc ib<i«h>o oiipc.ic.icim* Komakkca rpoYKHW-aHTHrpomTw L u rrna™ye Kposu
yoK'HCKT  Ha  .wanu uuspo UYrm»1 | Vir Peu.iKiaiw ntc kmoimhhk npeMunnlmcnsl  xih  >kArMocrukm

1,n.00Ty4CeKNY LW MCUAMUK. B KOMI MUM.TU C .ipyi UMW KNMHUYECKUMU » 1a0<"paTOpPHbIMM NaLLLLYH.

KTATKOKONMUCATN: NTHA.UHN
KVmh.kkw i|W 4iii-a»nMrf4*MGuH 111 (N W iiptMciaBisci co<w» MW;IcK>nApT.r’m KOMIMCKC. COCTUALLNIA M4 FpoMbMHa

n mwnpom6Hma Il (MM1) A euxmHoweHun U . 1(4>MOHM cOCTON? W .icmajm J1-ucumu (56 OCUNTKO») U MXC.ULI
11-iK"iiii (-50 tvraiKoB). KOM-iCHMfo ci4*'nneHHbIY MCXUCTKMEYMOW caanbk! ¢ mMonekynspHoli vaccfu'j
5" k/la Wun cnocolkH iipcnjuin.iit. pnbpnu.ucm B iic|MciBopnvii.iH puépuH 1 4mM?pM1poBK. TPLIYG NN aH.19erca
NTK6Mtopom ccpiiHoaoii njx'tcajw. KOWOPbI/A B O4YrHOBHOM alureympyerca B Knerkak 2e4cHW u muycer oTHOCUTENbHYIO
MD 2cku \wci> >is- Cla Mn Bpemsa |HYMILL? H kackn.(c cBcpn.liokHA Kponw, taktop Xa pacuic?Lixci
nfsnpcMomi. uto NpnBOAMT K o6panwiannio rpoMbuHa. J/1?a ccplutoasa npiTrca» MOXeT 6bllb 6bICTPO KCATpa;lMtoinana
\MM V <dipn ™A em ncaktum?nyo T Cumtngock. Yto 1/1T oTpaxkaeT obpakTHatume ilJovh>hiu. conpoao>knakymce
akTMBaMuio (allopoB CHCPLLIH.AWUN(. » CAYXWUT YybCT UMTE/bHbIM na[>amel H>4 akTMBMp4>eaMHOTO CBEpPTbIBAHWA B
2a?pk>1Mp\HuLeii kpoBu *

\*XMn“*cHHe Komucwpawwn | n 1 oTpaxaeT jkimsuiimk) c2AClembr CKCpn.iHaima kpytam u sbipal 4>1k4 FpOMOMHA. LUTOPbIN
MOXET 6bllb MCMONbTOBAM HO BCMOMO?ale.Tbl?0ii AnMalHOCLWIKE TPOMOBO7T(Yeckn\ LOONEMHWIA. [TOBbILEHHbIE
iTOKJtatvii? I\l i4*wdHo wabnonaHmMca  nNpu  AUCCEMMUMPOBAHMOM  inii>ipyicoc>iHC?0M  cru'pl M(umn? - Kpo?Lw
I,LLIC-enH.1p4'MT, BKMNBAMMOM TSHKC,0M WMH(EKUMEN, Tkeno»'! TpaBMOW, aKyLUEPCKUMM OCMO0XUEHHAMK U APYTUMMU
OCHOBHbIMW TaBUMCTKWMMMM 's*. T/IT uytoweT OblH. veHonKMuTayn .lib pamHeld (ctaccudmkanHiu J1IB(*-cuHnp»'Ma
MOHITTOpiiHia noc.TeonepauMoMMbl.Y  M3MeHeHU A  (YHKLMM CBCP?bIBAHUS  KPOBWM, MOMUTOPTUTM  'ndichekineT>CL U
Tpy -MOONWMCA . MPENynpexneHTTs pucka (poM6OM Yy MaLMEHTOB C NepenoMaMyi M CKPUHWMHIA apTCPUOBEHOMHO
TCY'M60M JIH.IM*mbilbi 111 Tmpke MIeto ac?pcyacics npu ochoM  MHCTapKTC MUOKap.M, MH(apKTe 0.T0anok
YolYa. TpM'mM60IM60IMM NEroYHoO apTepum, BaCKyuTe U T.4.

MPUHLWLW .YHAAUN

C TUAUNY-MCION VPIM>UOXCMUAKOMUUCCHCHITHOTO aHNu la.

Ob6padel. 6ydep, MarHUTHble MUKPOYACTULbI, NOKPbITbIE ALUMTPOMOUHOBLIM MOTVK.UN(INbILLM aHTUTENOM. |Wware.lssc>
NCPCMCLUHBAIOT. MHKYOMPYHOT ti BbIMO.'wstor UmkT HKOVBBKIL nocne Tcax-neHns B MarHWTHOM none 3aTem fo6as.nstol
meTKy .J1b')JT UmoHok.?0Tc1bllbIM1l auTtutennmm K nH1Tp<.Tmoumy 111 pea?upykn ¢ 06PIKMbIHMEM C »HAHUY*KOMM.1CKCOB
N UHKYOMPYIOT. Tloc-nie 0CaXK/IeHNs B Ma?HUTUOM ii0.ie nanoeffouHyto XUAKOCTb CIMMIOT. 3 TaTeM BbIMOMHAT LMK/
np'ntmek,! 4<{?eM ;H*6nB;1at0T ciapicp 1*2, uT6bl IH(MHUM|Y)HALL \CM IMK>MUUCCUELLINYK? pcaKumK'. CBETOBOW cunLw
no'.epketcs (POTOYSHIOXKH7ene™ B luge 0lmocu?enbublX CBeTOBbIX c.thhhu (Rt.l V' KoTopble NpOHepUMOHanbMbl

K4?2kimp,wmmn 111 npucy Temu hMticl? B4iop;|wc

(OriAIUN,U..11IH
HabH|] (>e<ueiiiuB in vtirti s KuiiideciMeiiHini) oiipcic.iettiiM K'OMit.iCKca ux>46umn-aH: M»pom6HH 111 (M AGLI M1

H Hapunaurnx MciUKim-Huu:
HIpVBI?? VCRYICHMA |

IlafMip pcaiiHioi? in \itn» .Tna ko.1WYcelHcHnunl iMi|K.U".ii*iinii MiMti.icKca ?poMI»11N*aM1IHrpomM6HYN m
[MAIC»bl M 111 ((.“LL.A)), vHTcuuM nmmy1ut ‘mMunlommuectcHlHoln innanT Ha awiOMaiMMeci
jiiH .iiiuiopax MJICMJT'M I'. SOTccloB. B COCTaBe:

K.[Jmp1L)DKc peat ek?a\?u | L,

KoHTpiMb | I o

KoHipiui. : 10\l

-leifia .na 2a(lcuntbiBaHUS »w»plpugxa ¢ pcaTrTramm Auy-

MnkneumT c* uaipHX-iuvUMH .c?» kouuu».1q 1 4 w?.

Hak-1ciikn co ]?T?pu\'K0o13mm n.?s koutp.\ta 2 a,,in

( O>14"™uKa» 0?1CNa KOH?P1>1a Hp«.(MIHHMMIC. 18 \ |,

A4 1IM1Y -fu-KI . VO. 1.2024-0.5 1o
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MorpcbuTcnbCKas ynakoBka BapuaHT ncnonHeHus 1 (30 TecToB)

Habop p<arcum>s in vitro s KOMUCCT/ICHUON> ONpefe/ieHnsa o ncKes
TPeUMOHN-auTHTPOM6MH 11 (MJIC/TIIM1* 111 (CLIA)), Mnogom n IVD
HMMYHOXCMU/TIOMHMECLLEHTHOL ananHaj Ha aHromaTtH4yecUlla aHanHTeTopa* MAGLUMI*

COCTAB

Kaplpu, b ¢ peaicHTIMN L REF 13071800IM
KoHTpore \ 10un

KoHTpors 2 1.0 mn

Nckna ;uia {aneunnbiHavma Kap|pu;bka ¢ peai cutamm 3 LT 1neT| 23423121401
Hakneliku a ' WTpyx-Kogamm gns kedtrpons 1 4 wr

Hakneikui co LUTPUX-KOZaMK AT KOHTpL k 2 4w 14-06-2025
Ccpolpukal (Nnena KoHTpons Mp(KToaurens I un

Nuapykuns H® nprveHeHNo I H1

Ip3H| P3H X X X X /X X X X X

NInHbwkHE Hbto MHgacthun buomeanka! Mkxuunpux Ko.. irn

N* 23,1 bunbCto BOCNYHOC LIOCCe, PainoH | [MHLWwanb. 0123
a 518122 LLInHbWwkuHb, KuTalickas HapogHas Pecny6nvika

Tes.  86-755-21536601 P akc >86-755-28292740

>noanomMoyeHHblli OCHO «KJ1C» (ILCCT.Sj.
iipClCiaBKie.lb 1253("2. Mh»>ckea.yn $0ec/IKoblIA N 6, Kopryc 216 1. komHaTa JB

e A1 ([uy|k cenw)Ha. [b1OK> NpumeHeHNs
tio P® Ten >7-14S.g46°)5<7

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

ISnibel

AMMwD/egnosf~c



MapK1poBKa Ha NoTpe6uTenbckoli ynakoske BapuaHT ncnonHenus 1 (30 recros)

Habop peareHTOB in vitro 4N KOIMYECTBEHHOK OMNpeAesieHAs KoMmmiekca
TPOM6UH-aHTUTPOoM6UKN 111 (MAGLUMI*TAT(CL1A)L meTofoM iVDI
HMMYHOXEMW/TIOMMMECLEHTHOIO aHasin3a Ha aarromaTH4eckax aHannsatopax MAGLUMI*

KapTpum c peareHtamu | wr.
REF KoHTponb! 1,0 mn
KoHTponb 2 1L,OMn

13071800IM ; JNleHTa Ana wneyatsiBaHWA KapTpuaxa c peareHtamMm 3 LWT.
[lakneiikn co WTPUX-KOJAMWN NTA KOHTpona 1 4 wr.

LOT Hakneikun CO WTpuX-Kogamun gnsi KOHTponsa 2 4 wr,
C'epTndukar otgena KOHTPONA NpounsBogMTeNns L wr.

23423121401 VIHCTpYKLMA NO NPUMEHEHUI0 I wr.

LLUoHbWK-Xb Hblo NHaacTpu's Buomeaukan NHxXuHUpuHr Ko., 1114,

E ’ | Ne 23. LiTMHbeo BOCTOYHOE LIOCCE, paioH 11uHLWwaHb,

518122 L3aHbYK3Hb, KnTaiickaa HapogHas Pecny6nunka
14-06-2025 Fen.: -~86-755-21536601 ®akc: -~86-755-28292740

YnonHomoueHHblii OO0 «K/C» (LLC CLS).

II npepcra&Hre,llb 125363. 1 MockBa, yn. Mlosonocenkosas, 4 6. kopnyc 216.1, komHaTa 58

,0 P® Ten +7-495-946<)597

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

REF 130718001M

rOT] 23423121401

14-06-2025

P3H P3H xxxx/xxxxXx

Cn X , .V .« ™

[l NPO(hecCUOHANBHOTO MPUMEHEHNS



Bapuanm ucnonnenun 2

Ha0op pearenToB in vitro ajis KoJIH4YeCTBEHHOTO onpene;ieHus
KoMILIeKca TpomOun-anTaTpoMbnn III (MAGLUMI® TAT (CLIA)),
METOA0M MMMYHOXEMHJIIOMHHECHEHTHOI0 AHAJIN3a
Ha ABTOMATHYECKHX anaan3zaropax MAGLUMI®, 50 mecmoe

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

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

MAGLUMI® TAT (CLIA) \u

KapTpUIXK C peareHTamm

KONEPXAHWE 1

15mn
1.0mn
1.0mn
7,0 mn
120 mn
3,5 mn

tt

MarHuTHble MAKPOUaCTULIbI uuterpana 0002
Kannbparop HW3Koro >'posus

Kannépatop Bb"\COKOro YpOoBHS 1~ 234ralzmel
BythepHbIin pacTBop

Metka AB3J1 14-06-2025
JvnoeHt

ISnibel

14



KoHipojib 1

MAGLUMI* TAT(CLU)
KoHTposnb 1
Q& 1.0 M L 234231214011 - LU e
Leresoe LLBYeHHe; 50t "eC
a 1406-2025

JHUBM ;3,50-6,30 Hib

IShibel

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



KoHTpob 2

MAGLUMI®

1,0 mn
MveBoe wauveHune: 30.0 nrftu

*wnav>H; 35.0-65.0 ariwu

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

TAC

KoHTfi

31 234231214012

«

14-06-2025 o

47

TAT (CLIA)
KOHTpO/1b 2

B L

Spich



JleHTa anAa {aI/IeLIanIBaI/II/IFI Kapilpunaka ¢ pealCH ramu

H in

> MAGLUMI Reagent Seal
H am

H in: _

> . @ MAGLUMI Reagenti Seal
H m

H A

> MAGLUMI Reagent:Seal:
H

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



Hakneikun co WTpUX-KoaaMu Ans KOHTpons

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



Hakneiku co WTpMx-KogamMmn ans KOHTpons 2

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

CERTIFICATE

Quality Inspector: 01

Inspection Qualified &Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd.
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IUj:ienoiM  IQ0Taan
H 0123 REF }KiMSOOiM 50 rcvToti
I S n I be I C€ (»“ ieO«IM. >0 Tcc-snn

Maiir>|» iH'JivMiitH iiixitro i lu h(*iiiMC4 im'mimo fHipi ic.KHiifl KOMii.irkxa i|K1|\/|I'nu.|»a|\/|mi pomOnu 111 (MaCLI MP
1V (( 11A)L. MciiHoM mulvsInyM-mIl b *Mutu«em tHmluna in m wa aiim»iiiiHM»4 Kii\ ~H».«ublk>pa\ M1 (»bl M I,
B HAPHMHTAIX HCMO. WCMAN —
IIVIHAMKHMK . . . . C e . . .
N.«v4> mvitro X« knimmoviflcrmioio aiijAME;ionm komiucko» IPOMOUM-IMTTPOMOHH T 1 iasMe Kooan
NitMIWKa  wn  IHXIInnopay MMil 1 l'\/l.l' 14‘.l:l..il.V|.MW lac.w.KMumiH NMNKvwuaIMuncHer  xih  JimnrHocruku
7|LI>|V|_\LII/FKI}<I/f\ iINFTCBIMUL H KKMONnMAiuiM ¢ .tpyiiiviH KITMMAMCCKUMM »n naoopatnpKbl.MH NaTWwWMW .

Kpntkok OWIrNIW L nunnamn . . ]
KOMIru-Kw || %wf>- nH T 1pmMMvHL L (111) rMyumcrasrnc! MOJICKY lapirum Komarekc. cocTosiwmin ut (povoima

1 3MimpOMC>Hiu Il (TNA) H Bouioi((chhm .1, 1|ju>40nH cocimii mi .tciK*ni Sl-ucum (36 ocuikob) u MXcnoi
li-iiciiH I'craikOBI. w'M.)Cimfo coc.'NUCHNbIY MEXMErTo4eUYHOH JIK>nLd(*mMon canlbk> ¢ MOACKYSPYOH Maccoi
" k U Ow cnocobeH opcKpaHblH. itinopim..m< B HCPACAOPKUMIA (HApUM 1 G<HMup*lB:nl. m<IM>  JI11/ aalactes
| LtHronTY' MI\r copuH.'BOM UrY'lcasbT. KOTOPbIA B OCHOBHOM CULIrClMp>erca B KNeTKax Ne4yeHn v UMEeT OTHOCHTC/TbHYO
MOWKV <pHM> ViKY 3S.2 K/ [T oP-*** DCUKHWH H KacKA/IC CUCPH.TIMHA KPOBW, (hakTtop Xa pacnicn.mci
Mp.'TT>0M6UH. 4TO MPUBONT Y4 06P3NUMHLLIM FPOMOHH3. >ia CCPLUIOBASA HPOrcaya MOXET 6bllb BbICTPO HCWTPACLUtOBaHA
\MN V.'6pny>BaticM HcuknHHMYo 1Al Cuutanocl.. yto U1 oTpaxaeT obpavTvammc rpoMOHHA. COMpPOBOXAatoLLee
aKTLIHLLIMIO (hakTopoB CETCpLblHa»llA. ¥ CAYXMUT Y>&CU>UTC/bILIM MapamMclpoM akTUBUMPOBAHMOK CBEPTbiBaHWA B
jiMpKvmpy 10LLOA kpoBm. A

NBvMMQAVHE koMueHTpaHHH | \1 o1]>axaeT .iKintuiinKi chcicmm cacpiutumtH kpoBu u Hbipa(4HK\ TPOMOUHA, KTOPbI T
\locT 6blI1l. KTCHONMIOBNH BO BCrlomMolalenbHOW /IMATHOCTUMKE TPOMOOMTYECKMY 4YabCMeBaHHW. [TOBbILLEHHblE
méka*atc e |\l 143y4yHO HAGNKUSKHEW MpW  JINCCCMHHUPOBIMUOM  »M1> TPUCS<Y>nnUCTOM  CxeprMiuiiHM - kponn
r,LLIC-enHn|HOM.b> NbITBAHHOM TSKC,I0/  MHADEKLMEN, TsHKeNnoi TpaBMOM, aKyLIepCKUMKU OCMOXHEHUAMW H ApYTUMU
0CVOBMbIMU  TNIK' IENAMUSAMH TNT MOXeT 6blTb WCTHONKTOBaM N»A pAHMel Knacemdukaytt ABC -cumnpoma
MOMTNOPMLUA MOCACO>ICPATLLOHHbI.\ U3MeHeHUWM (YHKLMWM CBEpPTbIBaHMA KPOBU, MOHWUTOpPUHTa >(dekllBuroctn
TpA-'MBONHTHCA , MPC.TYTL>CKICHHA pycKa ipc*vi6oia y MauveHTOB C MepenoMaMTT U CKPUHWMMIa apTCPUOBCUOMHOTO
Tp».>M60T3  JITMMATbHBIA 111 Takke 4acTo BCTpeyaeTcs Mpu ocipi'v T«1>apkre MUOKap.Ta. MUGapK-TC TOMOBUOTO
MOMNa. T]X"M60IM60AVH NEeroYHoR apTepum, BacKynuTe UT.4-

NMPUHLWN NHANINA
C T.THY ‘mMeT0.l MMM\HOXCMANIOMLW IceITANMOI aturTn .
Ob6paTteH, Oytep, MaTHHTHLIC MAKPOYAErKHMbl. 1K»KPbITbIC BHTUTPOMOHHOBBIM MOHOK.IOH&/IbHbIM aHTUTE/IOM, TLUATE/IbHO
MCPCUTCLUMBAKTT. MMKYOUPYIOT M BbIMO.THAOM LKn HTSMITBKH nocne ocAX/IeHMS B MarHUTHOM none 3sTem [06aBnsoT
MeTKy J1b )J1 ¢ MOIK*K.KHUMbUbIMU anT TenamMmn K aHTHTPLI>MOMH\ |11, peaTMpytoT e 06patoTTaHHCM C'MJ/IBHY-KOMTUCKCOU
N MHKY6upytoT [MocTe ocax.lcHua B MniHHiiiovi Ho.TC Hanoca:l04HYt XXHAK<KTb 0.M1BalOT. a TATCM BbINOAHAKT HUKI
iittwT no6nensikH ctaptep 12, unu3bl iinHimiipviKlin. \cm ICIKA|MnecnenTHyt0 pcakLHi0. CUCTOBOI CHrua.l
TMepHeTCA (POTOYMUY>XKUTeNeM B BH/IE OTTHOHTENMTbIX CBETOBbLY enHHuM (K1J1 > ky*opble nponoptntOHiibHy
mMTCenMTpaLMn 11 1. npucy1Cluynuuelr mt'l'paHie

FO( lymxnel na

ilarMjp pvaieiiiou in viini.tiM KuiiiHecineHl(un oii|K*.ie.ieHiiB khmii. tckou 1[>046nH*aHnnpoal6||H 111 (MAGLILVII
TAT (C1.11)), vteiuTovi HMMviioxi'MHJiovtMHcetiiHii Hull)aHa.w w, Ha aHiovtiiinYECKUT nHUNHTanTpax ,
N Hapuankun hcik»iiicmhu:

Wapuaunt ncno.WicHmna !

Malrmip pciiU'HMm in vitni.LDi KYMNYECUHUYHUHH KoMnnekca ipon6HM*iiiM U Tpom6uH M1

IMA(MLrvVU' A1 (('L1A», MeraloMm HM.MYWOXCMH.HOY|LWCCHIYTMHO amMa.XH) Ha aBTOMaTUYeCKMNX
aHun.Hnawpay M \(;|,11MT, 30TecTB. Ba4YUHC;

Kaplpun.DKc peneHtamH |

KOHIp.ML ; 104,

KuHipo.u.2 1,0 mn

. IcHia ,rbl TamevaTbiBaHUA KapTpuaxa ¢ pcaiviiraMM 3uy

MaknenkH co wrpuy'kogamu J11IKKoH1)k<|q | 4un

Hak.1cikun co w lpH\-Konamu fns Kourp.us 2 4 uwr-

((epxduka} nmenn Kkwmpl>m Up* nam<nilenm Tun.
:34 TAM14 ".rn-KI. vo.1. :024-03 o

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



Mo rpebun renbckas ynakoeka Bapuan r ucnonHenms 2 (50 recroe)

-
Ha6op pcaiT«Toa in Vitro nna konunycn-acnvoro onpcacncasa Komniekca
M A G I N\ I Tpombasa-aanrtpom6asa 111 (MACLAYNL**TAL(C*1/1/1)),MC' TOAOH n L
HmmyﬂoleMﬂnloMHﬂccu,c]r Ioro asitnsu ma aTomaTsueeksx astasiH-wropax MAGUJM I*
COCTAB
Kap|pun.1)XKc pcaictammn 1un REF 130618001M
Kowrponk | 1.0 MA
Ktmrpeinb 2 1.0 MA
JleHra «iMCYaiblHaHMA Kapdumka ¢ pcui\rHtamm - 3 LW, LOT 23423121401
Mak.1Ciik CO nnpux-kogamm nns KoHtpons 1 4 vn
Hak.1ciikn co wTpux-Kogamu ;s KOHTpGjjia 2 411 14-06-2025
Ccpintmka» o1/Cna KOHTPONS UPOUNHONNTAA v ur
VIHCTPYKUMA NO NPUMEHEHNIO I wr

P3H P3N XXXX/XXXXX
LU 1wk 1 Vibto NHgacdmn bromeamkal Uixwvimvpux Ko . Jirg,

£ 23. LinnHbeto BOCHOUMOC LLIOCCE, paiioH MuHLLaHb - - /\
a_ 518122 1M MbunicsHb. Kualickas HapoaHas Pecry6rivka I 1' rV )) C 0123
Ten . *»86*755-2153Whxd dakc: -86-755-28292740 79

>110.1HOMOHeMHbIA (XK)«KJ1C»(LLCCLS).
npencTaanTedb 125.'6", r Mucksa. yn Hurk>rkxxkosas. g 6. kopnyc 216 1 komHara >8

A MP<3(haXHOHA/ILIOTO MPHMCHCUHS
wm P fcn +7795-7959" A o P

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



MapKnpmrBKa Ha NOTPeOUrenbCKO ynakoske BapuaHT ncnonHeHus 2 (50 TecToB)

MAGLUMI1

TAT
REF
130618001M
LOT

23423121401

14-06-2025

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

Habop peareHTOB in Vvitro A1 KOHYECrTBCUMNOTO ONpefesieHNss KOMMeKca
MAGLUMI TPOMOUH-aHTUTPOMOHH 11l (MAGMJIM1*TAT(CLIA)), meTogom iVDI
AMMYHOXEMH/TIOMSAHECLLEHTHOr0 aBasiM Ha aBToMaTHYeclux aHanHnaropax 1IMACUIIML*

COCTAB

Kap'tun;Dk ¢ pcal'ckramm 1w

Kolnponb 1 1,0 mn REF 130618001M
KoHTposnb 2 |.Omn

NeHTa Ans 3aneuatbiBaHWs Kapdumka ¢ pcal>Hramm 3 wWr. LOTI 23423121401
Hakneliku CO nnpux-kogamum ans KoHtpons 1 4 11T,

Haknelkn co WTpnUx-KogaMu aNns KOHTpons 2 4 wr.

CepTtudmkat oTena KOHTPOs NPon3BoanTENs 1w 14-06-2025
VIHCTPYKLMA NO NPUMEHEHUIO 1ws.

P3H | PSH XXX X /XXX XX

L3nbwkTHL Hbto MHAacTpu3 buomeankan NH>xXunHnpuHr Ko., Jta.

Ne 2 3,1bWHbCIO BOCTOYHOE WIOCCE, PafioH MnHLWaHb, nin

518122 Hbubux3Hb, Kutalickaa HapogHas Pecny6nmka 0123
Ten.: T86-755-21536601 dakc: +86-755-28292740

Y|ro.1HoMoueHHbI CXX) «K/1C» (LLC CLS),
npeacTtaBurenb 125363,r Mocksa, yn Vosonocenkosas.n 6. kopryc 216 |, komHaTa 58

no Pod Ten ~7495-9469597 [ns NpotheccMoHanbHOro MpUMEHeHNS



Bapuanm ucnonnenun 3

Ha0op pearenToB in vitro ajis K0J1H4e€CTBEHHOI0 onpeneieHns
KoMIIekca TpomGuH-anTaTpoMGun ITI (MAGLUMI® TAT (CLIA)),
METOAOM MMMYHOXEMHJIIOMHHECIICHTHOr0 AHAJIN3a

Ha aBTOMATHYeCKHX aHaam3aTopax MAGLUMI®, 100 mecmos

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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w ' Kaprpuax ¢ pearenramu
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KoHipo.ib 1

MAGLUMI*

Oo6bvem: 1,0 mn
LieneBoe LBYeHHe: SAINE

Jm”~natoH : 3,50 - 6,30 s

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

TAT(C

KoHTfi

IO 234231214011

14 06-2025 e

TAT (CLU)
KoaTponb 1

(i E

Jhe*c

Y 2'C-4

[Snibel



KoHTponb 2

MAGLUMI®

O6vem: 1,0 mn
ebeBe wayveHuc: 50,0 T k\

HBMN: 5,0 - 65.0 Tbin

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

®

=<

TC
o

234231214012

14-06-2025

TAT (CLU)
KoHTpO/1b 2

1114012 T P%C

27



JleHTa Ona wnedarbiBaHHA KaprpHpaXa ¢ peareHTamun

MAGLUIMI Reagent Seal

. ® MAGLUMI ) Reagent Seal

MAGLUMI ; Reagent Seal ;

I T TV C

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



Haknelikn co luipHx-Kogamu ans KoHTpons 1

#234231214011#
Thrombin-Antithrombin lll Complex Control 1

#234231214011#
Thrombin-Antithrombin Il Complex Control 1

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

#234231214011#
Thrombin-Antithrombin 1l Complex Control 1

#234231214011#%
Thrombin-Antithrombin Il Complex Control 1

29



e & Haxnelkn co mTpux-konamu aas xonrpons 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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13021 9Ct0tM: 100 TecTon
B 0618001M :50TecTo»

30rTccros

F

& ib( C€

[laGpp ptaieiiiuB in vitro .u« Kk a:MY1'CU»cHilllio onpc.it!.Ki(iiH komnnekca |pi»MIxH-a111Hip»«CHH 1M
AT (Cblg)), MCTOIOM nmm)11lntemun. llOMumnc<aelltnorpawni.tnla Ha aaTomaTnyeckHr ana.iM)aropsasx M AOL
A**ppuata\ HYMiuiicitHu

n

Fipop PACCE LLNitro wni KIMECTHACTOQTOTITHA NG M HHpsa@ H L 1 Ma VT Koosn
YeroBeka Ha  aHalu-kvopdd MAG-UM®* Perutark!  HCCACOABOWT — MPC/MaLLBYeHbl  F AMArHOCTVKA
TPOMCHIUTCCKITX ITKI/ICbVHA. B KOVOHHEVHH C JpYTVMA K MVKHOCKAVH 1 gl FOPaHOPMMT [aHHE M.

KPimkokonurawmu: nnn.1usn

Ko.MLicKC TpoMBUH-akTKTPTT.MUMH LU (rnT) r,pc,1 CraB.1sel coBuTH YaTeKyaupHbI/1 KoWbrcBC. cocTosAwmii WA TpoMBMK.L
H antutpoMHHa ill (1TM!) B coTHOTCMMUM 1:1 TpPoMOGWH COCTOMT W fierkoid J1-ucnH (36 OCTaTKOB) W TSXENoi
li-neHn (254 ocjaiROB). KOBa-TEHTNO COEIMMCHUbIX MEXLEeNoyeumoin nHC>M1.¢m.1HoM CBATLIO C YO.TCKYN*P”*” maccoi
37 K- OH cnocobeH rTprapiwarb GUOPUMOTCH B HEPACTBOPUMbIV (BHNPUH U GopMmpoBaTb Tpom6 '«*, ATIII sBnseTcs
LWMHO6MTOPOM cepuHouoii tijHhcan.i, KOTopbIi tt OCHOBHOM CHAMMUPTCTCU W BUCIKIK NeHcun 1 nmeeT 01M0CK:c n.H>10
MONCK>.19pH>t0 Maccy 58.2 fCZa ~ Bo upemy peakuum B Kackafe CBepTbiBaHWA KPOBM, (hakToOp Xa paclietinser
NPHPOM6UH. HTO NpUBOAHT K 06patonaHuio TpuTMOMHa *3Ta ceprHOBas NpoTeata yrokeT ObITK ObICTPO HelTpa/TwmnaHa
Al'li c obpasoBaHMeM HeakTMBHOro TAr. Cumtanoch, 4to AT oTpaxaeT obpaTomaHue TPO.MOGUM3. COMPOBOX.laKLLIK'C
ahtulvinmH® (hakTopoB CBEPTLIBAHUA, W C.TYMKUT YYBCTBUTENIbHbIM NApamcr3y'M akTUBMPOBAHHOrO CBEpPTbIBAHUA B
UMPKY.TUPYKYL e KPHHH.*

YBenumuyeHune KoTwekTp3yumn 1VM nTpaxBeT aKTUBANUX" CUCTeMbl CBEPTbIBAHUA KPTXU M BbIPaboOTKY TPOMOGMUHA, KOTOPbIA
YIOXKCs 6bITb ucrw.ibu»san Bo wuutoytor .MC Tuwit ,1manioCinke TpombGoTMUHeckux Tabonemamunii, [MMonbiweTowe
nokasoTc.tu TAIl 06bl4HO Hab.TK)AAKNCA NPU AUCCEMUHUPOBAHHOM  »HY TPUCCCYAUCTOM CBepTbiBAHUU KPOBM
(N13C*“CUNNPMM). Kblwak»bnT raxcnnit HfurcKimeif. raxc.Toil TpauMoi, MKYWe}KKy!MU NCACIOBUEUUHMH W APYyTruMUK
0EeHOBWbI.MW TabonNcBaHUAYH A1 MoXeT 6blTb MCMO.TbYHKam st pauuein knaccupukauum W C-ctupoma *
MOHUTOPUHTAa NOCNCOuUEPAMHCHHH.IK WTMCHEHHIA QYHKUMM CbCPThIBAUMA  Kp<lun. M<H1WTopumra 3dpdekTUBHOCTMN
Tpom<50;TTrlca *. npeaynpexpgeHTTa pucka Tp4l.m(y*a y imuhchjoh c nepc.>i»mayd u CKpiimiitra aptcpuosoununoto

TpomGo3a AHOManbHbIi B\T Takxe 4YacTo BCTpeyaeTcs n);/wl 0CTPOM WTTHApPKTC MUOKapna, UH(papKTe FONOBHOTO
o . '«
MOyra. TPHMCK» »Mui4>.1MU NC« OYHON UPTCPUM. Kackynute n i Jl

OHnsHu-Mcn>a UMYIyno.\e>xak'muuccueHinoro anxiHia

O6paTteH, 6ythep, YMIHUTKBIC MUKPOYaACTULbl, MOKPbITbIe aHNNPOMBUHC'BEIM MOWOKAOHaNbHbIM antmTeno\:. TUiaTcribHC
riepev4'iiJHBdioi. HKY6UpPYlOT 1 »Milll .bMHOT MKK-T npomblBKN tUK.ic <KaX.4eHW)r H M.N HHTHOM naTe. 3aTem fgob6as;mior
MeTKy JTIE3J/1 ¢ MOHOKNOHaAbMb!MT! aHTrrrcnayT K aknnpomb6uHy 111 pearupytoT c o6pa3oBaHUMeM C3HABWY-KOMATEKCOB
Il MMKN6MpPYKTT. 1Ku:inc ocaxaeHna M maiMVEMOM noje Ma.;«.4:ANOMUYM> XMW XTb CANBAKT, N bITCM BUNO.HUMOT LUKA
npombiBKM. 3aTe.m fo6aBndt! crtaptep 1T2. 4yTo6bl MMUTTPOBATh YCMKAIOMUHCELCKTHYIO peakuuto. C6cTomoin curno.!
n3mepsetrcs GOWYMUOXHIcncxt s Bunc oTHOCMie.H-Hwx cuoToiibiy ex Tw (11U 1/1. koTopble n”A>onopuyuounanbHbl
KOHUeHTpauun T.AT. npucy*rcTeykaueit B o6pasue.

COCIAIUUat.niJ!

Habop peaiCHioB inviim ANN KaT UMeeTseH KOTO oitpe.>Te.ieiiHn KOMMNEKTTN TPOUOU»«aHTHTPOMODK 1M {\IAGLUMI*
TNT(C1NA]), MiMoiuM numyunolenmio MM1eCT1TM>N) ananH W UM aBTOMATAYCCKUX auMAMNL 1O pax

nBapnaHTax UCHaimenns:

BapuaHT ucnonncHus )
IUGup pcajciikKMi in vitro ;i.ia konnuecHuuytow uiilHUc,teiiktH KOMiuvKca ipoM6mi-HHiiikpuv«6iiit 111

(MAGLL'MI™"Tat (CTNA)), MEWOAOM HUM>HOXCM1NIOMHNCCLCIITHC110 aHa.Tima Ha aBTOMaTUYeCcKUX
Jina.iHiaiDpax M (11 'M |*,30 Iccnx Mauy nue

KapTpH;;X C peareHTamu lwr.

KoHTpons | 1.0 mn

KoHTpaTb 2 ]_O M

JcTTTa Ans Yancy3TbIBBTIA KAPTPUKAC peareHTamu 3 U

Mak:eikncolll1pnx-K4mY111 ans koHTpons | 4 Wb

Hakneliku o LTPUX-KOAaMmn A8 KOHTP<TNA 2 4 wr.

CepTUMKAT OMC.M KOLIPOAH NP MB MKTC-NA | L1

234 TAT IFU ru-RU. VO I, 2024.03 /10

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



MoTpebuTenbckas ynakoska BapnaHT ncnonHeHus 3 (100 TecToB)

Ha6op pcaftirroii in vitro nno ]COﬂVIHeCT«CI/IHQlOOI'IpeI'ICI'ICHHB Komnaekca -
MAGLUMI lpomBut-anln JomBHIL 111 (M AtibI'M I** FAF((.1.1A)), meTonom LLI n I e

nmm\no«cmkntoMmnkeenell-a<110 aBnns-ka sa asromatavyeckax amantatopax MAGIAIMI"

COCTAB
Kaptu.DKc peat curamm \ {n— REF 30218001M
KoinpiVib | LUmn

b2 10w
.IcMia /A *ancyalbiHans Kaplru.bxa ¢ peateuramu 3 wil., LOT 23423121401
Hakneiikvi co UMpuX-Konam ;1si Koxpons 1 41N
Haknelikvi co Lwmy-KonamH .ms Komd>it« 2 4 lw 14-06-2025
CeplndHal orncna Ke»ponst MpI>uBonHICH aui
VCHYKMS HO UPUMCHCHMIO | wr

P3H P3H XXXX/XXXXX

(HnMbYwxwvH. Heke> Mnnacun bromenvkal Uikuapux Ko |
N¥ 23. Liwmbek! B(KMK'UM<K Locce, paiioH | bIHLaHb.

w N 518122 11w, Kuraiickas Hapekiuas Pecny6inka 0123
Ici *Kb-757-215 LN dakc. #K6-755-2X2*"2740

>TUHOMUMEHMbIH

(KK) «KI'C->(|/|.CCI.SbbWI .
||penlrlasH1CM. 1256T.| M>aea, Wi KKEKOrast. N1 6, koprye 21bl. kovwyHa ‘K
MDP® . ; )il up<{theu.c1oHa;1bHOL'0 NPUMEHEHA

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



MapkupoBKa Ha NoTpebuTeNnbCcKoi ynakoBke BapuaHT ncrnonHeHus 3 (100 TecToB)

N
Habop pcarceToa in vitro /N KosayucCcTBENnoro onpcaencurn Komrisiekca
MAG LUM |® MAGLUMI Tpom6nH-antarrpomonn 1 (MAGLUMI* TAT(CbIA)K meTtogom (I I I
MMMYHOXCMBIroMNNccUE€nTAol0 ananlna Ha aHTomMaTadeeKn aaxkiHwropax MAGLUMI*
COCTAB
KapTpH; pkepcareHTammn | .
KoHTpore | 10 w1 REF 13021800IM
KoHTposs 2 1,0mn
JleHTa 1119 TareuaTbIBaHWA KAPTPUMKA C peareHTaMn 3 L. [| ot 23423121401
(lakreiikm co LLITPMX-Kogamm 41t KoHTporA | 4 u.
Hakrelikn Co LUTpMX-Kogamm 151 KOHTpond 2 4 um.
CepTudmKaT 0TAe1a KOHTPO/S NMPOV3BOAUTESNS | . 14-06-2025
\ um

VIHCTpYKUMSA MO NMPUIMEHEHMIO
[P3H] P3H XXXX/XXXXX

LL>Her>Hs Hibto IHgacrpus briomMeankan VHxuHUpUHIE Ko., JTg,
Ne 23. MBVHBE0 BOCTOUHOE LLIOCCE, parioH HYHLLIaHb, -

a 518122 LLBHL"KTHL, KuTaiickast HapopHas Pecriybrivika 0123
Ten.: +86-755-21536601 dakc: +86-755-28292740 IO n

Yyl [HOMOUCHHBIA 000 <<K/C» (LtC CLS).

npeacTaBuTenb {2536.3.I" Mockaa, yn. HoBonocenkosas.4, 6, kopryc 216 i. komHara 58

no P® Tes ; +7-495-9460597 [Lnst NpotieccHoHaNbHOrO MPYMeHeHIs

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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CXPENNEHO NACT«OB»

m Cl/

I"eHepanbHbIi  avpek”

CwpHos 3-A. '
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