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MHCTPYKUWMA MO NMPUMEHEHWUIO

MEOVWUWHCKOE N3AEAWME ANA INVITRO AMATHOCTUKN

Habop peareHToB (akcnpecc-TecT) DrAccu AnS KONMYeCTBELW WO ONpeAeneHns
ceppeyHoro Tponowwa I (cTiil) 1IMMy|n)hny«peeyeHI’HbIM MeTOLOM
B Le/bHOW KPOBUW, CbIBOPOTKE NAK Naasme
C MOMOLW, b0 MMMYHO(yopecLenTHOro aHanmsatopa DrAccu
(cTnl EIA)

MpounssoanTenb: «Awype Tek. (XaHuxoy) Ko., 114.»
(Assure Tech. (Haiig/hou) Co., Ltd.), KHP

«YTBEPXAOAK» / fattprbéw

c

Director | - ,*
Ling ShiShcng® ~™Y / “

Bepcun: 2.0 ot 11.09.2023
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HAVMMEHOBAHUWE MEAWLIMHCKOIO U3AENNA

Hab6op peareHTOB (3Kcnpecc-TecT) DrAccu A/t KOMYECTBEHHOrO OMpefesieHnst CepaeqHoro TporoHwuHa T (CTrT)
NMMYHOG/TYOPECUEHTHLIM METOAO0M B LE/IbHOM KPOBW, CbIBOPOTKE WM N/1a3Me C MOMOLLbH0 MMMYHOM/TYOPECLEHTHOIO
aHanwmzatopa DrAccu (cTnl FIA), B cocTase:

1 Tect kacceta (cTnl FIA) —25 wir.

2. TMpobupka ¢ bycepom ans passeaeHnst ob6pasuos (0,3 m) - 25LLT.

3. WpeHTndwmKaumoHHas Kapta- 1.

4.  VHCTpyKUms No NPUMEHEHNIO.

VICKYHOUUTETBEHO AN MPOECCUOHATBHOIO NMPUIVIEHEHV BpaMKax AUarHOCTUKM in Vitro.

Janee No TeKCcTy NPUMEHSIIOTCSA CNeayroLiMe COKpalleHus: Habop peareHTOB A/1si OMpefesieHust CepaeqHoro
TPOMOHMHA |, MeAULIMHCKOe M13aenme, TecT, SKCMpecc-TeCT, TECT-KacceTa, TecT-KacceTa (cTnl FIA).

HASHAYEHVME MEOVNUWNHCKOIO U3AENNA

Habop peareHTOB f/151 onpeaesieHns cepfeyHoro TponoHmHa I (cTnl) npegHasHaueH Anst GbICTPOrO KOSIMYECTBEHHOIO in
Vitro onpeseneHns KOHUEHTpaLmm cTnl B CbIBOPOTKE, Lie/IbHO BEHO3HOM, LIe/IbHO KanW/sipHOW KPOBU W Miasme C
MCMOMb30BaHWEM  CriefyIOLWMX aHTUKOAry/lsHToB:  AvKasmeBas cofb  OATA, uMTpaT WM renapuvH  HaTpus,
VIMMYHOMTYOPECLIEHTHLIM METOAOM Ha aHanmsaTope DrAccu, B Ka4ecTBe BCMOMOraTe/lbHOro CPEACTBA MPW ANArHOCTUKe
VH(papKTa MUOKapaa. TecT MOXeT MPOBOAWTCS JI0BbIM KATeropysiv MalMeHTOB MO HasHaueHWo MEAULIMHCKOTO
nepcoHasna.

OB/ACTb MPUMEHEHWA
KnnHnueckas nabopaTopHast AMarHocTVKa, NPodeccMoHaibHOe MPUMEHEHIE B YUPEXAEHUSIX MeaLVHBI 1
3[PaBOOXPAHEHVSI.

KPATKOE ONMMMCAHWE

Habop peareHTOB A1 OnpesesieHns CepaeyHOro TPOMoHMHa | MCMonb3yeTcs B KayecTBe BCMOMOraTe/lsHOro CpeacTsa
npy AnarHoCTUKe MHapKTa MUoKapaa.

CeppAeyHbIii TPOMOHMH 1- 3T0 6e/0K, NPUCYTCTBYHOLLMI B CEPAEHHON MblLLLe (MMOKAPAE) U UMEOLLMIA MOJIEKYNSIPHYHO
Maccy 22.5 k[la. TpornoHWH | BXoauT B COCTaB TPOMOHWHOBOIO KOMI/IEKCA. 3TOT KOMIIEKC COCTOUT U3 TPEX CyObeaUHNLY:
TponoHvHa |, TpornoHWHa T 1 TpornoHnHa C. Hapsigy ¢ TPOMOMMO3VHOM [aHHbIA CTPYKTYPHbIA KOMIIEKC 0bpasyeT
OCHOBHOW KOMIMOHEHT, KOTOPbIA PerynmpyeT KabLUuiA-4yBCTBUTENIbHYHO AT®a3Hyl0 aKTMBHOCTb aKTOMMO3MHA B
MOMepPeYHOMN0/I0CATON CKENIETHON U CepAEUHO MbILLEYHOM TKaHW. py NoBpeXaeHNN cepALa TPOMOHWH | BbigensieTcs
B KPOBb Yepe3 4-6 yacoB moc/ie nosiB/ieHust 60/1eBbIX OLLYyLLEHWA. Mo Tuny BbicBObOXAeHMA cTn! cxogeH ¢ CK-MB
(MVOKapavanbHbIA U30(hePMEHT KPeaTMHKUHA3bI), 0fHaKo B oTinume oT CK-MB, ypoBeHb KOTOPOro BO3BPALLBETCH K
HOpMe Yepe3 72 4aca, YpoBeHb TPOMOHUHA | OCTaeTCcA MOBbILLEHHbIM B TedeHWe 6-10 AHei, 4To obecrneumBaeT 6onee
LMTeNbHBIA Mepuog 41 06HApPYXXeHUS MOBPEeXAeHUs cepaua. Bbicokas cneummnuHOCTbL M3MepeHuid cTnl ans
BbbIB/IEHUS MOBPEXAEHUS MUOKapaa Oblia MPOAeMOHCTPYpPOBaHa B YC/IOBUSX NEPUONnepaLoHHOro rnepuoaa, nocre
NPo6eXXK/ MapachoHa 1 Npy Tynoi TpaBMe FPYAHON KMeTKW. BbicBoO6OXKaeHMe cTnl Takoke 6bU10 3840KyMEHTUPOBaHO
Mpn cepeYHbIX HapyLLEHUAX, OT/IMYHbIX OT OCTPOro MH(apKTa MMoKapha, TakMX Kak HecTabuibHasi CTeHOKapaws,
3acToliHas cepievHas HefOCTATOYHOCTb U WLLEMUYECKOE MOBPEXAEHVEe BCMEACTBME Orepauym aopTOKOPOHapHOro
LLYHTMpOBaHWS. bnarofapsi cBoei BbICOKOW CMeUUNUHOCTU U YyBCTBUTENIBHOCTA B TKaHW MMOKapAa TPOMOoHWH | B
nocregHee Bpemsl UCMO/b3YeTCA Kak Hambosiee MpeanoYTUTe IbHbIA GUOMapPKep MH(hapKTa M1OKapaa.

MOKA3AHUNA K NMPUMEHEHWIO
JviarHocTrka nHapKTa Mmokapaa.

NMPOTUBOMOKA3AHUNA K MPUMEHEHWIO
He npumeHumo.

MPUHLWM METOAA
Hab6op peareHTOB /151 OMpesenieHNs CepAeUHOro TPOMOoHUHA | paccunTaH Ha nNpoBeaeHue 25 TeCToB.

[JaHHblli HaGop peareHToB WCMOMb3YeTCs A1 0BHApPY)XKeHUs CepAeyqHoro TPOMoHMHA | MUMMYHOMTYOpPeCLEHTHLIM
METOOM Ha aHanmsatope DrAccu ¢ MpYMeHeHVEM TEXHOMOTMWN C3HABWYA, T.e. [BOMHOr0 pacriosHaBaHVs LIENeBoro
aHa/mMTa MOHOK/OHaIbHLIMU aHTUTeNaMW. MOHOK/MOHa/bHbIE aHTUTeNa K CT! MMMOBMIN3NPYIOTCS B TECTOBOI 30He
MeMbpaHbl. Bo BpeMsi MpoBefgHMs aHa/n3a 06paseL, BCTYMaeT B PEaKUMIO ¢ MOHOK/OHa/IbHBIMU aHTUTenaMmn K cTnl,
KOHBIOrMPOBAHHLIMA € (h/TyOPECLIEHTHOM METKOM, KOTOpbIMA MpeaBapuTeibHO MOKPbITa KOHBLIOraTHash MOf/IoKKa
(pacrnonoyeHa Ha TeCT-NMosIoCKe BC/Ief, 3a JIYHKOM /1S 06pasLia) Ha TecToBOV Mosocke. Mocsie STOro CMech MepemMeLLaeTcst
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BrAccu

Yepes MeMGpaHy Nog AeiCTBMEM KanWISIPHbLIX CIAM, B3aMMOJEICTBYS C HAXOAALLWMICS Ha MeMGpaHe peareHTamu. Mpu
[JOCTaTOYHOM KOHLEHTpauumn cTnl- B o6paslie B TeCTOBOI 30He MeMbpaHbl GyAeT 06pa3oBbIBaTLCS (WTyOPECLEHTHbIN
KOMI/IEKC. YeM Gosibliie TaKuX KOMM/IEKCOB HAKOMUTCS B CMECH, Tem 60/iblie GyaeT 3axBadeHo cTnl, 1 TeM cubHee
ByaeT o6Hapy>XMBaeMbIli aHaIM3aTOPOM (H/TyOPECLEHTHBIIA CUIHaN OT BO36Y)KAEHHOIO CBETOM KOMIIeKca.

MosiBrieHVe h/TyopecLeHTHO MOMOCkl B KOHTPO/IBHOM 06/1aCTU PaccMaTpPUBAETCS Kak BHYTPEHHUIA MOMOXUTENbHBIN
KOHTPO/ b NPOLEAYPbI U LOATBEPXKAAET Ha/lMumMe 0CTaTOUHOro 06bema 06pasLia 1 CrlyumBLLEECS] MPOHMKHOBEHME Yepe3
MemGpaHy. 3TOT BHYTPEHHMWIA KOHTPO/b MPOUCXOAUT Grarofapst ApYromy h/lyOpecLieHTHOMY KOMMJIEKCY, KOTOpbIli
obpasyeTcs B pesysbTaTe MUIpanuu  MeuyeHoro  (UIyopecLieHTHOW METKO MMMyHOrfoGyniMHa Y Kypulibl
(«KOHTPO/BHBIA» KOHBIOraT) C KOHBLIOTATHOM MOAMOXKKM uepe3 BCHO MeMBpaHy B KOHTPOSbHYHO 30HY, e OH
3aXBaTbIBAETCA MMMOGUIN30BAHHBIMM TaM KO3bVIMM aHUTEaMM.

Mocne 3aBepLLEHVSI pPeakLMM UMMYHOMTYOPECLEHTHBIV aHammsaTop DrAccuU OMpefensieT OMTUYECKYt M/I0THOCTb
(h/yOpecLIEHTHBIX KOMI/IEKCOB B TECTOBOI 1 KOHTPO/TbHOW 30HaX, PACCUMTBLIBAET KOHLIEHTPALVIIO aHa/MTa NocpecTBOM
CpaBHeHVSI Pe3y/bTaToB aHanM3a ¢ MpeayCcTaHOB/IEHHOM CTaHAapTHOM KPUBOIA 11 BbIBOAWUT Pesy/ibTaTbl Ha SKpPaH.

MH®OPMALLVS O BO3MOXXHOCTV MOBTOPHOIO MPUMEHEHWSA
He MoANeXuT NMoBTOPHOMY MPUMEHEHUIO.

MEPbI MPEAOCTOPOXHOCTM

* 3anpeLaeTcs UCMo/b30BaTb U3Ae/INe MOC/e UCTEYEHNS CPOKa FOAHOCTY, YKa3aHHOr0 Ha ynakoBke. He vcnonb3yiite
U3feNve, ecnv yNakoBKa NoBpexaeHa. MoBTOPHOe UCMO/IB30BaHME TECTOB He A0MYCKAaeTCs.

e Habop peareHTOB A/1s1 ONpefe/ieHUs1 CEPAEHYHOr0 TPOMOHMHA T COAEPXKMT MPOAYKTbI XXUBOTHOIO MPOVCXOXAEHWS,
MOATBEPKAEHHbIE CEPTUPUKATAMA MPOUCXOKAEHNST WM CAHUTAPHOIO COCTOSIHWST YKMBOTHBbIX. OfHAKO OHW He
rapaHTMpYOT MOIHOO OTCYTCTBMSI MATOFeHHbIX MUKPOOPraHW3MOoB, KOTOpble MOTYT MepefaBaTbCsl YEsI0BEKY.
Mo3TOMy PEKOMEHAYETCS pacLeHMBaTb AaHHOe W3Aenvie Kak MOTEeHUMaSbHO WMHULMPOBaHHOE W COGMHOAATb
CTaHAAPTHbIEe Mepbl NPEAOCTOPOXHOCTY (HaNpUMep, He F10TaTb U He BAbIXaTb).

«  CobnogaiiTe 0CTOPOXHOCTb, YTOObLI HE AOMYCTUTb 3arpsi3HeHUs KOMIMOHEHTOB Habopa. He rcrnonbayiite Npy Hammumim
NpU3HaKoB MMKPOOHOIO 3apadkeHUsi Wi ocaxkaeHs. Bronormyeckoe 3arpsisHeHWe [03aTOPOB, KOHTEMHEpoB wWin
peareHTOB MOXET MPUBOAUTL K MOYYEHUIO TOXKHbIX Pe3ybTaToB.

 He fonyckaliTte NepeKpecTHOro 3arpsisHeHNs 06pasLioB, MCMOMb3YWTe HOBb I KOHTEHEP /151 K&XKAOr0 MOo/TyHeHHOr0 o6pasLia.

* [epes NpoBefeHVEM TECTUPOBAHNS BHUMATE/TbHO M3yUMTe BCE ONMCcaHWe NPOLEaypbl.

 3anpelligeTcsl NPUHSATVE MM W HaNWTKOB, M KypPEHVe Ha YJacTKe, e NpoucxoguT obpaboTka 06pasnoB U
COAEPXUMOro Habopa peareHToB. ObpaLLaliTech CO BceMM 0bpasLiamm Tak, Kak ec/iv bl OHU COfepXKav BO3byAuTeNn
nHtbekumn. CobnkofaiiTe yCTaHOBIEHHbIE MepPbI MPEAOCTOPOXHOCTU A/ MPEeA0TBpPaLLEHNS MAKPOOMOIOMYECKUNX
PUCKOB Ha MPOTSHKEHWMW BCel Npoueasypbl W credyiiTe cTaH4apTHLIM Npouefypam Mo Hag/iexalleid yTuamsaumm
06pa3uoB. Mpu MpoBefeHUM aHasM3a 06pasLIoB HOCUTE 3aLUMTHYHO OfEXAy, TaKyl KaK /1abopaTopHble Xanarbl,
O[IHOPa30Bble MepyaTKy 1 CPeacTBa 3allWThI [/1as.

. 3ar|peu.|,aeT0ﬂ MEHATb MeCTaMW UM CMELLIMBATDL pPeareHTbl U3 pasHbIX I'IapTI/II7I.
* BnaxHocTb 1 TemnepaTypa MOryT OTpUMNAaTENIbHO MOB/UATL Ha pPesy/bTaTtbl.

XPAHEHWVE U CTABWJIbBHOCTb

» Habop cnegyeT XpaHnUTb Npy Temnepatype oT 2°C go 30°C.
Habop fomxeH ocTaBaTbCs B 3ariedaTaHHOM MakeTe 40 Hauasia UCTosb30BaHUs.
He 3amopaxuBaTb.

CTabunbHOCTb B TeUEHUE CPOKA FOAHOCTH

Hab6op peareHTOB /15 oNpefesieHNsl CEPAEUYHOro TPOMoHMHaA 1coxpaHseT cTabubLHOCTL NPU TeMMepaType

oT 2°C go 30°C B TeyeHMe 3aAB/IEHHOIO NPOU3BOAUTE/IEM CPOKA FrOAHOCTU nU3genna - 18 mecsaues.

CTabnnbHOCTbL NpU TPaHCNOPTUPOBKE

Bbliv npoBeAeHbl WUCMbITAHUA, UMUTUPYIOLUME NSATb BUAOB BO3AeCTBUA MpPU TPaHCNOPTUPOBKE
(NOBTOpPHOE 3aMopaXxuBaHWe U OTTaMBaHWe, BbICOKAs TemMnepaTypa, BbICOKAas B/IaXHOCTb, HU3Kas
B/IAXHOCTb, MOHMWXXEHHOe fJaBfeHue). Pe3ynbTaTbl MoKasanuW, 4YTO Ha CcTabunbHOCTbL Habopa

peareHToB And onpegeneHnMAa CbiIBOPOTOYHOIro aMmmnaongHoro 6enka A YKa3aHHble BUAbl BO3,IJ|el71CTBI/IF|
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He 0Ka3blBalOT BAMAHUA. [1oCNe BblAepXXMBaHUA B 3KCTPEMAsIbHbIX YC/I0BUAX - B TeYeHUe 48 yacoB
npuv NoBbIWEHHON TemnepaType (37°C), NoBbIWEHHOK BAaxHOCTK (80%), NOHMXXEHHON BAaXHOCTH
(20%), B TedyeHme 24 yacoB MNpu MNOHMXeHHOM paBneHuun (500 MM pT.CT.), a TakXke nocne
TPeXKPaTHOro 3aMOpaXXBaHWA U OTTanBaHUA U3[eNne COXpaHAaeT CTabMNBbHOCTL NPU NOCEYIO L, eM

XpaHeHUn npu TemnepaTtype 30 £ 2°C B TeUeHMe 3aAB/IEHHOr0 CpoKa rogHocTu (18 mecsues).

CTabunbHOCTb NPY NUCMOb30BaHUN

OnTuManbHble pe3ynbTaTbl MNPUMEHEHUS Habopa peareHToB [AAs ONpefeneHUs CephedyHOro
TponoHuHa | gocTUrarTcs B TedeHWe 60 MUHYT MOCAe BCKPbITUS YNAaKOBKMU.

CPOKropgHocTu

Cpok rofHoCTV Habopa peareHTOB 11 onpefeneHuss cTnl coctaBnseT 18 MecsAUEB MPWU XpaHeHWM B YC/IOBUSIX,
PeKoMeHA0BaHHbIX npounssoauTesiem (0T 2°C go 30°C).

CBOP N NMOATOTOBKA OBPA3LIOB

» Habop peareHToB An1s onpeaeneHnst cTnl npegHasHaueH f/1s MCMo/b30BaHUS TOMbKO ¢ 06pasLiamMi LigfbHOl KpoBM,
CbIBOPOTKM WM M/1a3Mbl YerioBeka.

*  PeKOMeH[yeTCsl UCMOMb30BaTb TOMbKO YMCTbIE HEreMoNM3MpOBaHHble 06paslibl. YTo6bl MPeAoTBPaTUTL FeMosus,
CenapaLmio CbIBOPOTKY WM M/1asMbl HEO6X0AMMO OCYLLECTB/SITL B KpaTyaliLLme CPOKU.

* TMepep NpoBefeHMeM TecTa 06pa3Libl HEOGX0AMMO JOBECTU [0 KOMHATHOM TeMrepaTypbl. 3aMOpPOXKeHHbIE 06pasLbl
repeg, TeCTUPOBaHMEM HEOBXOAMMO MOMHOCTBLIO PAsMOPO3UTL U TLLATENBHO MepemMellaTb. He credyeT fonyckaTb
MOBTOPHOMO 3aMOPaXKMBaHWUS 1 OTTavBaHUs! 06PasLoB.

e [Ipy WCMONL30BAHN YKENTYLUHbIX, JIAMEMUYHBIX, FeMOM3VMPOBAaHHBIX, MOABEPrLUMXCS TEr/ioBOi 06paboTKe W
3arpsisHeHHbIX 06pasLOB MOMYT GbITb MO/YyYeHb! OLLINGOUHBIE Pe3yNbTaTbl.

e CyLLecTBYeT HeBoMbllasi BEPOSITHOCTb TOFO, YTO HEKOTOpble 06pasubl LiefIbHOM KPOBYW, KOTOPble MMEHOT O4eHb
BbICOKYHO BSI3KOCTb WM XpaHWMChL Gosee 2 Hei, MOTYT He MOZoATW ANst TECTUPOBAHMS C UCMOMb30BaHMEM 3TOMO
TecTa. B Takux c/ydasix cnegyeT MOBTOPUTL aHa/M3 ¢ 06Pa3LIOM CbIBOPOTKM WM M/1asMbl KPOBM TOMO XKe MaLyeHTa,
WCMO/b3Ys1 HOBYHO TECT-KACCETY.

XPAHEHWVE N TPAHCIMOPTUPOBKA OBPA3LOB

* PekomeHfyeTCcs NpPoBOAWTL TecT cpasy Mmocne B3sATUA obpasua. He crnegyeT ocTaBnsaTb 06pasubl MPU KOMHATHOW
TemrepaType Ha gmtenbHoe BpeMs. O6pasiibl CbIBOPOTKM U M/1a3Mbl MOXHO XpaHUTb Mpy Temnepatype oT 2°C go
8°C makcmmyMm 3 fHs. B ciiyyae gnntenbHOMr0 XpaHeHUsi 0bpasupl crefyeT XpaHUTb Mpy TemrepaTtype Huke -20°C.
LlenbHast BeHO3Has KPOBb LO/HKHA XPaHUTLCA npur Temnepatype ot 2°C 1o 8°C, ec/iv TeCT NMIaHUPYETCS KCMo/b30BaThb
B TeueHue 2 gHeli nocne coopa. ObpasLbl LiesIbHON KPOBY 3aMOPaXKVBaTh He [OMYCKAeTCs.

o [na xpaHeHVst UenbHOM KPOBU HEO6XOAMMO WCMO/b30BaTb KOHTEMHepbl C aHTUKOAryfsHTamMu, TakuMUA Kak
Avkanvesas conb SATA, uMTPaT WK rernapyH HaTpus.

» Ecm obpasubl Nog/iexar MnepeBo3Ke, OHW [O/DKHbI 6bITb YMaKoBaHbl B COOTBETCTBMM CO BCEMU MPUMEHVIMbIMM
npaBWiamMy, KacaroLLMMMCA MepeBO3KM ITUOMOMMYECKMX areHToB.

MATEPUANDI
MpepocTtaBnsiemble maTtepuasbl
» TecT-KkacceTa (cTnl FIA) * Mpobrpku ¢ Bydepom 19 pa3BegeHNsi 06pasLoB
* VpeHT(MKALWOHHas KapTa  VIHCTPYKUMS M0 NPYMEHEHMIO

Heob6xoanmble, HO He NpegocTaB/sieMble MaTepuasibl

* Talimep*

* MukponuneTka*

* LleHTpundpyra*

 KoHTelHepbI 471 cbopa 06pasLioB™

* MimmyHothTyopecUeHTHbIN aHanmsatop DrAccu
*MoryT 6bITb NCNOJIb30BaHbI N1H0ObIE NPOAYKTbI, 0406PEeHHbIe K O6paLleHUo Ha Tepputopmun P®. CneumasibHbIX
TpeboBaHW /orpaHnyeHunii Her.

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



KOMMOHEHTbLI PEATEHTOB

KomMnoHeHT TecTa

PeareHT /nHrpegueHT /cbipbeBOl Mmatepuan

KonunuectBo /

KOHUEeHTpauus
TecToBas 3oHa
(KOMI'IOHeHTbI OCHOBHOM peammm) MOHOKNOHa/bHbIe aHTUTeNa K ¢Tnl 0.5+£0.1 mkr
KoHTposbHast 30Ha Ko3bm aHTUTENA K UMMyHOr106ynnHy Y (1gY)
(KOMMOHEHTB Iy HKLYOHBMHHOM KOHTROF) KypuLb| 0.25+0.1 mkr
TBepaas (paza (MembpaHa) HuTpouenntonosa -
JlyHka gns obpasua CTeK/10BOMOKHO -
MonuathupHoe BOSIOKHO -
MoHoK/MoHasTbHbIe aHTUTENa KCTHT 0.15 £ 0.03 mkr
KorloraTHas nopioxia WimmyHornobyivH Y (1gY) Kypuyubl 0.03 £ 0.01 mkr
dyopecUeHTHas MeTKa 1.8 £ 0.2 mkr
MnacTyHa (a9 c60pKM TeCT-MOMOCKN) MBX (MOMMBUHWIXIOPIL) }
PUILTP Bymara -
Kopnyc gn1s TecT-nonocKu [Mnactuk -
NaH2P04-2H20 20 MM
Na2HPO04- 12H20 20 MM
MNAB 0.50 %
Bydep o151 passeaeHns 06pasLioB KCL (xnopug Kanvs) 0.20 %
NaCl (xnopwvg HaTpusi) 0.85 %
MpokmH-300 (KOHCEPBaHT) 0.10%
JvictnnvposaHHas Boga 98.35%

MATEPUAbI XKXNBOTHOIO NMPOUNCXOXAOEHWNA

MaTepuiasibl XXKMBOTHOIO MPOVUCXOXKAEHUS NMPOBEPEHbI U PUCKU MprMeHeHWst M yKadaHb! B MacriopTe 6e30MacHOCTM.
MacnopT 6e30MacHOCTY NPeAOCTAB/ISIETCS MPK 3anpoce YMo/IHOMOYeHHbLIM NpeAcTaBuUTeNeM npomssoanTens M B PO.

CTEPUN/IbBHOCTb

MocTaBnsieTcs B HECTEPUIBHOM Buge. CTepunmsaums nepes NpuMeHeHneM He TpeGyeTcs.

MH®OPMALMNA O HANTMYMWN B MEAVNLUMHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepkuT. »

MPOUEAYPA NMPOBEALEHWVA TECTUPOBAHUSA

lMepen 1MCMonb30BaHKEM [OBeAUTE TeCT-KacceTbl, 06pasLbl UM CPeacTBa KOHTPONS A0 KOMHATHOM TeMnepaTypb! (B

npepenax 20-30°C).

1 VI3BrekuTe TECT-KacCeTy U3 3areyaTaHHOro Maketa W, MosioUB ee Ha YMCTYHO POBHYHO MOBEPXHOCTb, MPOMapPKUPYATe
MPUCBOEHHBbIM MaUMEHTY WM [aHHOMY aHaiudy YHUKa/bHbIM HOMepoM. [ns MnosyyeHWss Hambonee TOUHbIX
pe3ynbTaToB aHa/M3 CredyeT NPOBOAUTL B TeHeHVe O4HOr0 Yaca.

2. BcraBbTe MaeHTUMKALMOHHYO KapTy (TD KapTy) peareHTOB Ha cTnl B COOTBETCTBYHOLLMIA pasbeM Ha GOKOBOWA
naHenM aHanmsatopa. BbibepuTe B MeHIO «Project Management» (YnpaBneHve aHasm3oM), YTobbl MPOBEPUTL BBOS,
[JaHHbIX TecTa C ID KapTbl

3. TMpoBepbTe NOMOXKEHWE TECT-KACCETbI HA YUCTOM POBHOM MOBEPXHOCTY.

4. TlogroToBKa W HaHeceHWe obpasua. OTMepbTe MUKPOMUMETKON 75 MK obpasua LiesbHOM KPOoBW, CbIBOPOTKU WK
nnasmbl), Jo6aBbTe ero B 6ydep v TLIATENbHO NepeMeLLaliTe. 3aTeM C MOMOLLLID MAEGONMNETKN NepeHecuTe 75 MK
No/y4eHHOM cMecy B NYHKY /19 obpasLia (S) Ha TecT-KacceTe.

5. lNpoBeaeHve TecTa

5.1 CraHgapTHbIA aHam3:
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 Cpasy nocrie HaHeCeHVs1 pacTBopa B SlyHKY /1A 06pasLia BCTaBbTe TECT-KACCETY B COOTBETCTBYHOLLMIA pasbeM Ha
nepesHeli NaHeNM aHa/3aTopa.

* BblbepuTe B MeHIO Ha BepxHei naHe/m aHanmsatopa «Scheduled Test» (3an/iaHMpoBaHHbIA TeCT) 1 BblbepyTe VM
obpasua «WB/S/P» (KpoBb/CbIBOPOTKa/MMa3Ma). AHam3atop O0To6pasMT Ha 9KpaHe HavMeHOBaHWe
OMNpesensiemMoro aHasmTa U HOMep NapTUN PeareHToB.

* Haxxvute «Standard Test» (CTaHAapTHbIM aHanwa).

75u1, Mixliire
75pT SiTiini/
Plasme,' . q
V\/I’]«k‘bb0|7| ! H-‘l / SUodare 1sl
Lui

jrrn

AHanM3aTop 0TCKaHMPYET C TecT-KacceTbl Kog ob6pasua (Sample 1D) 1 Bpems MHKy6aLmmn (Bpemsi peakuym obpasLa
C peareHTaMy Ha TeCT-KacceTe), aBTOMATUYECKU OTCUMTAET 3TO Bpems (15 MUHYT 418 JaHHOMO aHannza), BbIBEAET
Ha aKpaH Kog, 0bpa3Lia, NPoBefeT TeCT W 0TOBPa3UT pesy/bTar.
UTto0b! pacrnevatarb pe3y/ibTaT, BbI6epuTe OKOLLKO C M306paXKeHEM NPUHTEPA.

5.2 OKcnpecc aHams:

* [ocne HaHeceHWs pacTBOpa B /THKY /151 06pa3Lia 3anycTuTe Talimep 1 oTcumTaliTe Bpems MHKy6aumm 15 MAHYT.

* 3aTeM BCTaBbTe TeCT-KacCeTy B COOTBETCTBYIOLLMI pa3beM Ha MepefHei naHem aHanmsaTopa.

* Boibepute B MeHO «Immediate test» (HemegnieHHbI TecT) u Bblbepute Tun o6pasya «WB/S/P»
(KpoBb/CbIBOPOTKA/MIa3Ma). AHaNIM3aTOP 0TO6Pa3MT Ha IKpaHe HaMMEHOBaHVe OMNPEAeISeMOro aHasmTa U Homep
napTuM peareHToB.

» Haxxmmte ««Quick Test» (3kcrpecc-aHanms).

7L ST/

cu
A\IKIAT bl (MMl [ Quiet Test
Nminutes

AHanM3aTop 0TCKaHMPYeT U BbIBEAET Ha 3KpaH Kog obpasua (Sample 1D), NpoBeaeT TecT U BbIBEAET Pesy/isTaT Ha
3KpaH. YTo6bl pacneyaraTb pe3y/ibTaT, HAKMUTE Ha OKOLLIKO C U306paXKeHeM NMPUHTEpA.
Boree Noapo6HYHO MHopMaLIto cM. B PYKOBOACTBE Mo/Ib30BaTesIst MMYHOG)TYOPECLIEHTHBIM aHasmsaTopoM DrAccu.

NMHTEPMNPETALUWNA PE3YJ/IbTATOB

VIMMyHOhyopecLieHTHBI aHanmn3aTop DrAccU aBTOMATUUECKMN PacCUMTLIBAET Pe3y/bTaTbl aHa/M3a W BbIBOAWT Ha 3KpaH
KOHLIEHTPaLWItO CepaeHHOro TPOMoHUHA 1B mccneayeMom o6pasLie B HI/M.

KOHTPO/Ib KAUECTBA

e TecT BK/IHOYAET B CeHS1 BHYTPEHHME CPeACTBa KOHTPOS NpoLeaypbl. Hannuve nim ncuyesHoBeHWE CUHel Nosiockl B
KOHTPO/bHOM  06n1acTu (C) paccmaTpuBaeTCs Kak BHYTPEHHUI  ((PYHKUMOHAMbHBIA)  KOHTPO/b  MPOLEeaypbl.
VIcuesHOBEHME CMHEA MOMOCbI C MOSIBEHVEM (h/TyOPECLIEHUMU OT TMPOLLEALLINX Yepe3 MeMbpaHy peareHToB
BHYTPEHHEro KOHTPOMS1 MOATBEPXKAAET Ha/Muve [OCTATOYHOO 06bema 06pasila U MpaBWIbHOCTb MPOBELEHMS
npoueaypb! (NOIOXKUTENBHBIA BHYTPEHHWUIA KOHTPO/b).

* BHellUHWe CpeacTBa KOHTPO/S He BXOAAT B KOMIJIEKT MOCTaBKW AaHHOro Habopa. [MpoBepka ¢ MOMOLLbIO CPeACTB
MOMNOXUTENBHOTO 1 OTPULIATENIbHOTO KOHTPO/IS1 PEKOMEHAYETCS B COOTBETCTBUM C Haj/iexallleil 1abopaTopHol
NPaKTUKOA 411 MOATBEPXAEHNSA NPOLEeAypbl TECTUPOBAHUS 1 MPOBEPKY MPaBUIbHOCTM Pe3y/IbTaTOB TECTUPOBAHNSI.
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HeKoTopble KOHCEPBaHTLI MOTYT MOB/MSITb Ha (hyHKLMOHMPOBaHWE TecTa. BHELLHWe CPeAcTBa KOHTPOMS AO/KHbI
ObITb NPOBEPEHbI NepPes MCMo/b30BaHUEM /151 0GecrieUeHIst JOCTOBEPHbIX Pe3y/bTaToB.

OrPAHMNYEHWNA

e Habop peareHTOB A/191 ONpefeneHnst CepaeyHoOro TPonoHnHa | llb BbISBASET KOJIMYECTBEHHBIN YpoBeHb cTnl B
06pa3sLie 1 He JOMKEH MCMO/Mb30BATHLCS B KAUECTBE eAVHCTBEHHOr0 KPUTEPKST /151 AMarHOCTVKM MH(hapKTa MOKapa.

e Habop peareHTOB AN OMpedesieHnst CepAeYHOro TPOMOHWMHA | B LE/bHOM KPOBW, CbIBOPOTKE WM Mjla3Me He
MO3BO/ISIET 06HAPYKMBaTb KOHLEHTpauwmio ¢Tnl B o6pasue Ha ypoBHe MeHee 0.1 Hr/mn. OTpyuaTeNbHbIA pesynbTar
HW Ha KaKoli CTafum 3a60/1eBaHNS He MO3BONSIET UCK/TIKOUMNTL BEPOSITHOCTb MH(apKTa MMOKapaa.

e Kak ¥ B cyyae ¢ MobbIMU pYrMM AUarHOCTUHECKMMU TeCTamK, BCe pesy/ibTaTbl HE0OX0AMMO VHTEPrpPETUPOBaTh
B COYETaHUM C ApYroli OCTYNHOM Bpady KIMHWUYECKOW MH(hopMaLnen.

o [axe ecnv pesynbTaTbl TeCTa MOMOXWTE/bHbIE, CMEAYeT PacCMOTPETb BOMPOC O AOMOSTHUTENIbHON KIMHUYECKON
OLIEHKE C YYETOM APYroi KIMMHNYECKON MHGopMaLm, AOCTYMNHON Bpady.

OXXUNAAEMbBIE 3HAUYEHUA
PethepeHcHoe 3HaueHWe (Hopma): < 0.3 Hr/mn.

PYHKUMNOHAJIbHBLIE XAPAKTEPUNCTUKWU
AHanntTnyeckas 4yBCTBUTE/IbHOCTb

AHaMTYeCKas YyBCTBUTEIbHOCTb 3KCMPECC-TecTa /1 OMpefesieHnst CepfeYHoro TpornoHvHa | Gblia MpoBepeHa ¢
WCTOMb30BaHWEM 3-X MapTWiA peareHToB, [/1 KaXKOoli M3 KOTOpbIX MPoBOAW/IOCH Mo 20 aHa/v30B Ka/MGPOBOYHOMO
pacTeopa C Hy/ieBoli KOHLIEHTPALIVeN, 1 cocTaBuna He MeHee 0.1 Hr/m.

Jrana3oH namepeHus n NIMHEWHOCTb ~

Ha6op peareHToB /19 OMpedeneH st cepaeUHOro TPOMoHUHA | AEMOHCTPUPYET BbICOKYHO CTeMeHb MHeliHocTL (> 0.99) Bo
BCEM AManasoHe KOJMYeCTBEHHOrO m3mepeHust: 0.1-40 Hr/mn.

Mpeum3snoHHOCTb

BHyTpu1CcEpUiAiHasi NPELIM3MOHHOCTb paccUMTbIBasiaCh OfHWM aH/IMTVKOM, KOTOpbIli MpoBoann no 10 aHasmsoB 4sis
KOHTPO/TbHbIX CTaHAAPTHBIX 06Pa3LI0B C PasHoiA KOHLEHTpaLWel cTnl 1 ucno/b3oBaHVeM 0fHOV NapTuy Habopa peareHToB
Onst ero onpegeneHus.. BHyTpuna6opaTopHasi MPeLM3MOHHOCTb 6blia MOATBEPKAEHA 3-Msi PasHbIMUA aHa/IATUKAMW,
NPOBOAVBLLMK M0 10 aHa/M30B /151 06pa3LioB C Pa3Holi KOHLEHTpaLwel cTnl ¢ ucnosb3oBaHveM 3-X pasHbIX NapTuii
3KCIMPEeCcC-TECTOB.

KoHUeHTpaLyist CTrT BHyTpucepuiiHast NPeLm3MoHHOCTb BHyTpunabopaTopHasi NPeLy3MoHHOCTb
CpefHee 3HayeHMe, KB, % CpenHee 3HaYeHVe, KB, %
B 06pasuge, Hr/mn i ( ) v ( J
0.3 0.30 11.77 0.30 9.39
5 5.12 8.67 5.03 7.94
20 19.17 7.97 18.82 7.04

NepeKpecTHasA peakKTBHOCTb

C nomoLbl0 Habopa peareHTOB 11 ONpejesieHns CepfeyHoro TporoHuHa 1 (cTnl) 6bu1 npoTecTUpoBaH 06paseLy
CbIBOPOTKM, COAEPXALLMIA N3BECTHOE KO/IMYECTBO CePAEHHOr0 TPOMNOHMHA C, (C KOHLEHTpaLmein < 1000 Hr/mn), cepagyHoro
TponoHuHa T (¢ KoHUeHTpauyeld (< 1000 Hr/mi) v ckeneTHoro TpornoHuHa T (SThl). MepeKpecTHOM peakTVBHOCTU (peaKLym
C CepfeYHbIM TPOMOHMHOM C, cepAeyHbIM TPOMOHWHOM T U CKeNeTHbIM TPOMoHUHOM T (sTnl)) He 6b110 0TMeYeHo.

NHTepdepeHums

He 6bU10 BbISIBMIEHO MHTEP(EPUPYHOLLIEro AeliCTBUS B TecTax ¢ oGpasLiaMii, B KOTOpble 6bLUM BBEAEHbI MOTEHLMASBHO
MHTepdepUpYIOLLME BELLIECTBA B C/IEAYIOLLEN KOHLIEHTPaLMM.

NHTepdepeHT KoHueHTpauus nHtepdepeHTa
' Bunmpy6uH 0.6 mr/mn
Tpurnuuepngpl 50 mr/mn
XonecTepuH 60 Mr/mn

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



KnuHunyeckas adp(peKTNBHOCTb
OnpegeneHre KOHLEHTpauUmm cepaeyHoro TporoHuHa | 6b110 npoeeaeHo B 100 06pasiiax CbIBOPOTKM KPOBM B AnanasoHe

0.1 - 40 Hr/mn He3aBMCMMO, Ha pasHbIX aHaimsaTtopax - DrAccu v Wondfo, B COOTBETCTBUM C MpPEAMMCaHHbIMY
npoLeaypamMm TeCTPOBaHUs. PesynbTaTbl TECTUPOBaHWS NMPYBEAEHbI HIDKE B AMarpaMve pasdpoca AaHHbIX.

n

m IFD?XI*.CB’\
=5 -=0997

5

o

CInl Ha aHarm3aTtope DrAccu (Hr/w)

CorocTaBMMOCTb MOJyYeHHbIX Pe3y/IbTaToB 6blia OLEHeHa MOCPEACTBOM WX CPABHEHUSI C MPUMEHeHWEM MeToda
JMHEMHOM perpeccn 1 KoadpmumeHTa Koppensiym (R). U3 MpyBeagHHbIX AaHHBX™ CIEAYeT, UTO PErvMcTpupyemMoe
n3aenvie SIBSETCS OTHOCUTEbHO TOUHBIM.

TEXHWUYECKOE OBCNAYXUBAHUE
He TpebyeTcs.

AOAHHBIE ANA YTUNN3AUNN N YHUNYUOXEHUNA MEOANUMHCKOIO U3AENUNA

Mpn 06paLLEHNN C XUMUYECKVMI OTX04aMKn CriefyeT cob/iofaTh CTaHAAPTHbIE MpoLeaypbl 06paLLeHNst ¢ OTXoAaMM
creupasibHOl KaTeropum. YTUmsaLmsl TakuxX BELLECTB fIO/HKHA OCYLLECTBNSATLCS B COOTBETCTBUM C MPUMEHMMbIMY
3aKOHaMM 0 GopbGe C 3arpPsisHEHKEM OKPYXKaIOLLIEV cpeabl 1 APYTVIMM 3aKOHaMM COOTBETCTBYHOLLIEN CTpaHbI.

B P® 0TX0fbl OT paboThbl C HAGOPOM PEareHTOB C WCMO/L30BaHIEM 06Pa3LioB ChIBOPOTKY, M/1a3Mbl, LIeMbHOM KpPoBY 1

Ka/ia nauyeHToB OTHOCATCS K 0TX0f4aMm Kracca b, Hemcrnonb3oBaHHbIE HAboPbI C UCTEKLLYIM CPOKOM FOAHOCTM OTHOCATCS
K 0TX0faMm Krnacca A 1 yTUIN3NPYHOTCA B COOTBETCTBUM C CAHUTAPHbLIMU MpaswiaMn 1 HopMamn CaHlMnH 2.1.3684-21.

[Ona obecriedeHUst COOTBETCTBUSI HOPMATUBHbIM TPEGOBAHMAM PEKOMEHAYETCS 06paTWUTLCS 3a MH(OpMaLyein B

COOTBETCTBYtOLUME (MECTHbIE) OpraHbl BMacTM WM B KOMMaHWIO, VMEIOLLYIO OMUMaibHOE paspellgHMe Ha
YTUN3ALWAIO OTXO/0B.

FAPAHTUMHBLIE OBA3ATE/IbCTBA

MpousBoauTENb  FapaHTVPYeT COOTBETCTBME HAbBopa PeareHToB YCTAHOB/EHHbIM TPeGOBaHMAM CTaHAAPTOB U
JOKYMeHTaLMM npoussoamTenst. Mpn cob/toaeHUN YCoBUiA TPAHCTOPTUPOBAHMS, XPaHEHsT 1 SKCrTyaTauum, Habop
peareHTOB CTaGU/EH Ha NPOTSHKEHWM BCErO CPOKA roAHOCTM.

HALUMNOHA/NIbHbLIE CTAHOAPTbl U HOPMATUBHAA [AOOKYMEHTAUWA, MPUMEHAEMbIE K
MEAVNLIMHCKOMY U3[ENNIO

MOCT P 51352-2013, FOCT P NCO 23640-2015, FOCT P NCO 18113-1-2015, MOCT P NCO 18113-2-2015, MOCT P
MCO 15223-1-2020, MOCT P EH 13612-2010, NOCT P 53022.2-2008, NOCT P 53022.3-2008, [MloctaHoB/ieHWe
MpasuTensctBa PONe1416 oT 27.12. 2012 «O6 yTBEPXAEHUN NPaBWi rocyAapCTBEHHOM pPermcTpauum MeauuMHCKNX
n3aenuii» (B pefakumm MoctaHoBneHWs MpasuTenscTBa PO Ne 670 ot 17.07.2014), Mprkas MuHaapasa Poccum Ne 4H
0T 06.06.2012 (c n3meHeHMAMM cornacHo Mpukasy M3 Pd Ne 557H o1 25.09.2014), Mprka3 M3 Ne 885H ot 30.08.2021,
Mprkas MyHucTepeTBa 3apasooxpaHeHys PP Ne 11H ot 19.01.2017.

CMNCOK TNTEPATYPbI

1 Apgamc ¢ coaBT. BUOXUMMYECKME MapKepPb! MOBPEXIEHNS M1oKapaa. YKypHan Mo MMMYHOOMMUECKOMY aHasn3y.
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(Adams, et al. Biochemical markers of myocardial injury. Immunoassay Circulation) 88: 750-763, 1993.

MexeraH k.M., TobakveH J1.C. COBMeCTHOe B3aMMOAENCTBME MEXAY MOJSIEKY/IaMM TPOMOHUHA, CBSI3aHHbIMM C
TOHKOM HUTBIO CepAeYHON MbilUbI YXypHan 6uonormnyeckoin xummmn (Mehegan JP, Tobacman LS. Cooperative
interaction between troponin molecules bound to the cardiac thin filament. J.Biol.Chem.) 266:966, 1991.

3. Agamc C CoaBT. [JuarHoCTUKa MepuonepauyioHHOro MHapKTa MUoKapaa C MOMOLLBIO M3MEPEHMSI CEPAEYHOro
TpornoHrHa . MeamumHckmia »xxypHan Hosoid AHrnm (Adams, et al. Diagnosis of Perioperative myocardial infarction
with measurements of cardiac troponin I. N.Eng.J.Med) 330:670, 1994.

4. XocceiiH-Hna M. ¢ coaBT. BbICBOGOXAEHME CepAEYHOr0 TPOMOHWHA 1 Npy TpaHcr/aHTauuM cepaua. AHHasbI

TopakasibHo xmpyprim (Hossein-Nia M, et al. Cardiac troponin 1 release in heart transplantation. Ann. Thorac.
Surg.)61:227, 1996.

Anbniept [k.C. ¢ coaBT. HoBbIi nogxos K ONpefeneHV0 MH(apkTa Muokapga. O6beavHEHHOe eBpOMercKoe
00LLIECTBO KapanosioroB. O6bearHEHHOE eBPOMEiCKOe 0OLLIECTBO KapanosioroB: XXypHas AMepUKaHCKOM Koserym
kapgmosoros ((Alpert JS, et al. Myocardial Infarction Redefined. Joint European Society of Cardiology American
College of Cardiology: J. Am. Coll. Cardio.), 36(3):959, 2000.

MCIOJIb3YEMbIE CMMBO/IbI

MaHUNynAULMOHHbIE 3HAKWN, UCMONb3yeMble HA MapKNUPOBKe

O6paTnTeCh K UHCTRYKLMN
I P pyrd LOT Howmep napTum
Mo NPYMEHEHIIIO
MeauumHCKoe n3aenue
rL/pl A AT 2 CpOK roiHoCTV
[N1s1 AMarHoCTUKM in vitro
WM3rotoBuTe/b n
mJ V KonmuecTBo U3aennii B ynakoBke
He vcnonb3oBaTh NOBTOPHO t TemnepaTypHbIiA AnanasoH XpaHeHus
C€ CooTBeTCTBME TPE6OBaHMSAM AMpeKTVBbI 98/79/EC 0 MEAVLHCKNX U3LENMSIX /19 AUarHOCTVIKW in Vitro

MaHuUNynaunoHHble 3HaAKN, UCMONb3yeMble Ha TpaHCI'IOpTHOI7I Tape:

T Bepeyub oT Bnaru

VI Bepx Bepeyb OT COMHEYHbIX Ny4Yeit

. TemnepaTypHblii guanasoH
MoAneXxuT BTOPUYHOI

| XpaHeHns U MaHUNYyNNpPoBaHMNSA
O nepepaboTke

rpysom

PEKITAMALNN
Mo Bonpocam KauecTsa NPoAyKLM 06paLLaTLECS K YMo/THOMOYEHHOMY NPEACTABUTETO MPOU3BOAVTESS Ha TeppuTopum PA:

OO0 «YHUKXen3»
Agppec: Poceus, 115419, ropos Mocksa, np-4 2-i PoLmHeKui, 4. 8, atax 8, nom. Xlll, kom. 52
TenedoH: 8 (499) 322-42-18 Apfpec aneKTpoHHoM nouThl: info@unikhelz.su
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MepeBoa C aHTNUIACKOTO M KUT AlWCKOTO A3blKOB HA PYCCKUIA A3blK

CEPTUPUNKAT

Kntanckmin KOMUTET COAENCTBUA Pa3sBUTUIO MEXAYHAPOAHOW TOProB/N

KuTaincknin KoMmmTeT COLENCTBUA PasBUTUIO MEXAYHAPO4HON TOProBau
Toproso-npombliLlieHHaa nanata Kutas
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[Ha 6narke KuTalickoro KOMMTeTa COleNCTBMA pPa3sBuT N0 Me K gynapoaunoit Toprosnu]

Kntancknin KOMUTET COAENCTBUSA PasBUTUIO MEXAYHAPOAHOMN TOProB/N
(CCPIT)

Toproeo-npombILLeHHasa naiata Kntas
T-kon4]

CEPTUPUMKAT Ne 233301A0/020874

HACTOAWNM CBNAETEJIbCTBYETCH, YUTO neyaTb KOMMNaHU
«ALLUYPE TEK. (XAHY>XOY) KO., 1T4.» (ASSURE TECH.

(HANGZHOU) CO., LTD.) Ha npunaraemom JOKYMEHTE saBnsaetcs
® noannHHOMN.

[Brolelika ¢ TuCHeHOI neyaTbio:
Kntalicknin KOMUTET COAENCTBUSA PasBUTUID MeX/AYHapOLHOW TOProeamn
Ceptumnkaumna CCPIT. 37]
[MeyaTh:
Kntalicknin KOMUTET cofeineTBUSA pasBUTUIO MeX/AYHapOLHOW TOProsaun

Ceptuukauymna CCPIT. 37]

Kntaicknin KOMUTET COAeACTBUS Pa3BUTUIO MeXAYHapOAHOW TOProBaun

1Moanuckbl
Moanuck ynoNHOMO4YeHHOTo nmuya: YxxaH LW aoiia (Zhang Shaoya)

Oata: 17 okTaA6psa 2023 .

Be6-caiiT ans nposepku cepTudukata: biap:/yyWy.rr.occp{l.colTlyalclale.blTl

OupekTop
Jivn WunllleHr (Ling ShiSheng)
[MeyaTb: «KAWUYPE TEK. (XAHUYXOY) KO., 1TA.» (ASSURE TECH. (HANGZHOQOU) CO., LTD))]

1Moanuckl

MepeBOA C aHIFNMIACKOTO M KU T allCKOTO A3blKOB HAa PYCCKWIA A3bI K BBIMONHEH NepeBogyYnkom FCaigepoBoii
Onbroit NropeBHO
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Poccuinckasa degepayma™N' M
Mopog MockBsa

[BaguaTb BOCbMOe OKTA6pPS ABe ThbiCSUM ABajuaTb TPeTbero roga

A, O6yxoB PycnaH HOpbeBMY, BPEMEHHO WCMAOMHALWMI 0693aHHOCTM HOTapuyca
ropoga Mockebl CoHMHa Bagnma HWKoMaeBu4ya, cenpaeTenbCcTBY MNOAAUHHOCTL MOAMUCU
nepesogunka angepoBoit Onbru VropeBHbI.

Mognuce caenaHa B MOEM NPUCYTCTBUU.

NTnyHoCTb NoAgnucaBLIero JOKYMEHT yCTaHOB/eHa.

3apeructpuposaHo B peecTp,eT-IN0"f7/88|;~/77-2023-21-381

YnnayeHo 3a coBepleHM6''HOTapmansvHor~welicteusa: 400 pyo6 Kon.
Iofe * Av2AT P.FO.O6yxo0B
V-

Bcero npowHyr-rono
nponymeposn!!>T 1’

«
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Poccuinickaa degepayms
Nopos MockBa '
CeflbMOro Hosi6psa ABe Thlessun aBajLaTbh TPeTbero roga

A, CyxoBa EneHa CepreeBHa, BPEMEHHO UCNOMHAIOWAA 00653aHHOCTM HOTapuyca ropoja
Mockebl  HOnpawesa Mwuxanna HOpbeBuya, CBUAETENLCTBYKD  BEPHOCTb  KOMUU  C
npeAcTaB/IeHHOro MHe JOKYMEHTA.

. 3aperunc™wpoBaHo B peecTpe: No 77/1996-H/77-2023-12-/1r’\3.
n K n X

I
eHMNM3roBepLUeHMEe HOTapUanbHOr0 AeiCcTBUSA: py6. 00|

MpownTo, NPOHYMepOBaHO 1 CKPENJseHo nevatblo 14 ( rTbipHaaLaTb) MCTOB™

E.C.CyxoBa
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