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YTBEPXXAEHO/APPKOYLU

Guangzhmi Wondfo Biotech Co., Ltd (I'yaHuxoy Bo%lmo buotex Ko. /1)
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INSTRUCTION FOR USE

Activated Partial Thromboplastin Time Reagent Kit

Production of Guangzhou Wondfo Biotech Co., Ltd (P.R. China)
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HAUMEHOBAHHE

«Habop pearenTtos 4,19 onpene/ieHH AKTHBHPOBAHHOI0 YaCTHYHOr0 TPOMOONIACTHHOBOrO
BpemenH «Activated Partial Thromboplastin Time Reagent Kit»

(nanee no Tekcry - Habop, Habop peareHTOB AA Oonpele/ieHHs aKTHBUPOBAHHOTO YaCTHYHOTO
TpombonnacTuHoBoro BpeMeHH (AUTB), MeaHUMHCKOE H3Aenaue, U3aeane).

HA3ZHAYEHHUE

[peaHasHayeH NS KOJIMYECTBEHHOrO  H3MEPEHHs  aKTUBUPOBAaHHOTO  YacTHYHOIO
TpoMbornactuHoBoro BpeMeHn (AUTB) B unTpaTHOI BeHO3HOH Li€bHOM KPOBH YelOBEKa.
HUcnonb3yercs B KOMIJIEKCHOHW OMAarHOCTHKE HapyLUEHHH CUCTEMbl reMocrasa BceX rpyni
HacesieHus. [Ipeana3HaueH uis COBMECTHOIH paboThl ¢ MEAHLIMHCKHM M3€IHEM U1 IHAarHOCTHKH
in vitro «Koarynometp ontuueckuit OCG-102», npoussoacrsa Guangzhou Wondfo Biotech Co.,
Ltd. (Il'yanwxkoy Bonago buortex Ko, Jlta.)

Jns npodeccHoHaIbHOrO NPUMEHEHHS.

Jlng IMarHoCTHKH in vitro.

OBJACTb NPUMEHEHHUA
’ Knunnueckas naGoparopHas AMarHocTHka. MeaHLUMHCKOE M3l€e/He TOILKO 1 JAMArHOCTHKH in
vitro.

nonyJjsauus, ACNEKTbl NIPUMEHEHHUA U3AEJIUA
[puMeHeHHe H3LEHs HE UMEET NOMYIALHOHHBIX H IEMOrPaHUECKHUX aCNEKTOB.

NOTEHUUAJIBHBIA MOJIL30BATEJIb

Hinenne npeanasHaueHo is npodeCCHOHANIBHOrO MCMOb30BAaHHA M MOXET MCMONbL30BaThCS
TONLKO  KBAIM(UUMPOBAHHLIM  EPCOHANIOM  KJIMHHYECKOH J1TabOpaTOpHOH QHAarHOCTHUKH
(MEAMUMHCKKUM 1a00pPaTOPHBIM TEXHUKOM HIIH TaGOpaHTOM KIIMHHYECKO# 1abopaTopun).

OXKHUIAAEMBIE U IIPOFHO3UPYEMDIE NOBOYHBIE IIEﬁCTBMﬂ, CBA3AHHBIE C
HCNNOJb30OBAHHUEM U3IAEJIUA NTO HASBHAYEHUIO
[MoboyHbIX AEHCTBHIT HE BLISABIIEHO.

MOKA3AHHSA K NPUMEHEHHIO
. ITOT TECT MCMOJb3YETCA B Ka4E€CTBE BCMOMOraTe/IbHOrO JAHAarHOCTHYECKOrO TeCTa S OLEHKH
CBEPTLIBAIOLIEH CHCTEMBI YEJIOBEKA.

NMNPOTUBONOKA3AHHUA

[lpoTBONOKa3aHWi K MPUMEHEHHUIO MEAMLHHCKOrO W3AENHMs 18 JHArHOCTHKH In Vitro He
BBIABJIEHO.

KPATKOE OIMTUCAHMUE

AUTB — 9T0 KkoaryisiUMOHHBIH TECT, YyBCTBHTEIbHBIH K HApyUWEHHWAM BHYTPEHHEro MyTH

cepTbiBaHHA KpoBU. AYTB ucnonssyercs ana ouenku ¢paktopon ceepTeiBanus X1, XI, IX, VIII,
X, V, II (nporpom6un) u | (pubpunoren), a takxke npekamiukpenna (IK). AYTB Ttakxe
HCTMOJIb3YETCA I MOHHTOPHHIA AaHTHKOArYJIAHTHOH TEpanuu renapuHoOM.

NMPUHUUIN TECTUPOBAHUSA

Tect BbimosiHseTcs nmyTeM noMelueHus Tect-kaccetbl B Koarynomerp ontuueckuii OCG-102.
[pubop coaepxuT TecTOBYIO KaMepy, B KOTOPO#l TecT-KacceTa HarpeBaercs A0 HeOoOXOAMMOii
TeMNeparTypbl.

TecTt-kacceTa coaepKMT BpallarolUIEecs KOJIECO CO CNHLIAMH, KOTOpoe BTArMBaeT oOpaseu B

PEAKLUHOHHYIO 30HY MOCJC TOro, Kak OH NMOMEUIEH B JIYHKY 14 ﬂp06bl. Cnuusl BpallarTcAa
) 2
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nornepek MyTH CBETOBOIO Jly4a W CMELLIMBAIOT XKHIKHii 00pasell C peareHToM, KOTOPbIH HAXOAUTCA
B peakUMOHHOI 30He. Koraa o6paseu cryuiaercs, crycTok noaxBaTbiBa€TCA CULAMH, MpepbiBas
MyTb CBETOBOro Jlyda, KOTOpblI perdcTpupyercs npubopoM. BHyTpeHHuit Taiimep u3Mmepser
BpEMsl MEX(ly HayaJioM H 00pa3oBaHHEM CIyCcTKa.

MPEAYNPEXEHHUA U MEPBI NIPEAOCTOPOXHOCTH

1. Habop peareHTOB npeHa3HaY€H TOJAbKO A1 IHArHOCTHKH in Vitro (He npeaHa3HayeH 1is
BHYTPEHHETO HJIM HApYXHOTO NMPHUMEHEHHS K JIHOASM M XKHBOTHbBIM).

2. JanHbiii HaOop peareHToOB NpeHa3HaYeH TOIbLKO U1 OTHOKPATHOrO UCNojb3oBaHus. He
MCMNOJb3YHTE MOBTOPHO.

3. He npornarbiBaiiTe B1aronoraioTuTeNb.

4. HaGop peareHTOB MOXHO HCMOJb30BaTh TOJILKO C MEAMUMHCKHM H3JenaueM s
AHArHOCTHKH in vitro «KoarynomeTp ontuueckunit OCG-102».

5. He wucnone3ydite TecT-kacceTbl MOCAE€ HMCTEYEHMA CPOKAa TFOJHOCTH, YKa3aHHOro Ha

ynakoBKeE. Tect-kaccera N0/KHA OCTaBaTbC B Ole‘HHa.IleOﬁ 3anevyaTaHHOM YMNaKOBKE 10
MOMEHTa Mcnonb3oBaHuio. He HC[IOJII)'})'ETC, CCJ/IH YNMaKOBKa HJIM TECT-KaCCETbl MOBPEXKICHA,
’ HAaxOpBaHaA HJIH HE NMOJIHOCTHIO 3arnec4yaTaHa.

6. ®naeboTOMHA W TECT JOMKHbI MPOBOAMTHCA CEPTHOULUMPOBAHHBIM MEIHLHMHCKHM
NepcoHAJIOM.

7. HecununkonnsnposaHHbie npoOUpKH He noaxoasat s cbopa o6pa3uoB KpoBH.

8. Pabouas 30Ha He Q0/MKHA noaBepraThes BHOpauMM W MarHMTHOMy nomo. Bo Bpems

HCTILITAHUS MOXET BO3HWKHYTb HE3HA4YMTE/lbHas BHOpaUMA, KOTOPYIO clelyeT pacCMaTpHBaTh
KaK HOPMa/IbHOE SABJICHHE.

9. Kypenue, npHeM nHIIH M HANUTKOB B Mectax paboTel ¢ obpa3uamu uam Habopom
peareHTOB HE A0MYyCKaeTcs.

10 Bce o6pasubl W  HCNONb30BAHHBLIE TECT-KACCETbl  CYMUTAIOTCA  MOTEHUHAILHO
uHdexunonubiMu. [pu pabote ¢ 0O6pasuamu nauneHToB cieayeT Bceraa cobmoaaTh Haulexalluue
npoueaypsl nabopatopHo# 6e30nacHOCTH.

MATEPHAJIbI

lIpenocrasasiembie MaTepnalibl

CocTaB n3nenus:

«Habop peareHTOB 1ns onpeaeneHUs aKTHBMPOBAHHOIO YacCTHYHOrO TPOMOOIMIACTHHOBOTO
. spemMeHH «Activated Partial Thromboplastin Time Reagent Kit», B cocTase:

1. Tect-kaccera — 24 wr.;

2. UHCTpyKUMsa no npuMeHeHHto — | wr.

HeoOxoauMbie MaTepHaJibl, He NPEAOCTABJIAIOTCH B KOMILIEKTE
Hinenne Ne PY
Koarynometp ontuuyecknii OCG-102 il

**¥*B npouecce rocy1apcTBeHHO# perucTpaluu.

CBOP U NOATIOTOBKA OBPA3LIOB

Tect mMoxeT ObITh BBINONHEH B OTHOLEHWH OOpa3LOB UENbHOW BEHO3HOH KPOBH C LIMTPATOM
HATPHA B KAY€CTBE AaHTHKOArysHTa.

1. BeHo3Has kpoBb (9 vacTeil) nyTeM BeHENYHKUHH coOupaeTcs B NpoOUpKH, coaepxallie
0,109 mone/n uuTpaTa HaTpHs B KadecTBe aHTUKoaryasHTa (1 yacrte). [Tocne B3sTHA NpoGupku
clielyeT OCTOPOXHO NnepeMelIaTh NyTeM nepeBopayMBaHMA HECKOJBKO pas.

2. IJITA, renapuH WM OKcalaTHbIE aHTHKOATYJIAHTbI HEMPUEMIIEMBI.

3. O6pa3ubl 10MKHBI COOMPATBLCA U XPAHHTbLCA B OHOPA3OBbIX MIACTHKOBBIX MPOOHpKax
MW NpOOMpKaX U3 CHAMKOHW3WPOBAHHOIO CTEK/A C HEAKTUBHPYIOLLEHCA MOBEPXHOCTHIO.

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



4. WN3beraitte remonmsa.

5. O6pa3sybl UUTPaTHOW KpPOBW CTabU/bHbI B TeYeHWe LWEeCTW YacoB MPU KOMHATHOW
Temnepatype. [onyckaetca XpaHeHuWe NpobMpoK C KpoBbio npu Temmnepatype 2 °C - 8 °C B
TeYeHMe BOCbMU YacoB.

6. Mpn TpaHCNOPTUPOBKe NPOOGUPKU C KPOBLIO AO0MKHbI ObiTb 3aliULLEHbl OT BUGpaLun un
YAapoB, 4T0o6bl M36exaTb akTuBaLnum TpoMOOLNTOB Yepes BCreHMBaHMe 06pasLioB.

MPOUEAYPA MNMPOBEPKM

O6patnTech K pyKOBOACTBY MO 3KCMayaTaunm mMeguunHCKOro usgenmsa ana auarHocTukuy in vitro
«Koarynometp ontudeckuii OCG-102» ana nonyvyeHuUs NOMHbIX MHCTPYKUWIA NO NPOBEAEHMIO
TecTa.

1 TMopaknwouunte K anekTpocetn Koarynometp ontuyecknin OCG-102.

2. W3BneknTe TecT-kacceTy U3 (hONbIMPOBaHHOW YMaKoBKW. BCTaBbTe ee B Koary/JoMeTp.
BbINOMHANTE MHCTPYKLUM Ha KpaHe AuCnes.

3. Mpubop HarpeeT TecT-KacceTy A0 HeoGXOAMMONV TemnepaTypbl. [OXAUTECh OKOHYaHWS
npesBapuTeNbHONO HarpeBa ¥ HaNOMUHaHMA NpPM6opa 0 TOTOBHOCTM K BHECEHUIO 06pasLia KpoBU.

4. AKKypaTHO nepemellaiTe Npo6bMpKY € KPOBbLK MyTEM MepeBopaynBaHuns 5-7 pas.

5. MomecTute 20 MKN UENbHOI UMUTpPaTHOW KpoBM B npo6bonpuémHuk. Cneayet u3beratb
CUILHOTO MepeMeLLBaHUS U BCMEHNBaHUS.

6. [oXAauTecb pe3ynbTaTta TeCTUPOBAHUS.

7. Pe3ynbTaTbl 0TOOpaXalTCs Ha [NaBHOM 3KpaHe. Pe3ynbTaTbl TECTUPOBAHUS  MOXHO
pacrneyaTaTtb, eCiM NPU6GOP MOAK/OYEH K NPUHTEPY.

8. M3BneknTe MCNOMb30BaHHYHO TecT-KacceTy M3 npubopa.

9. YTUAU3NpyinTe WCMNONb30BaHHYH TeCT-KacCceTy BMecTe C WCNO/Mb30BaHHOW KanunnspHow
TPpyOKOI B COOTBETCTBUM C MECTHBIMUW MpaBuiaMun 1 Npouesypammn Kak oTxofbl knacca b.

MHTEPIMPETALUNA PE3Y/IbTATOB
3HauyeHne AYTB B HOpManbHO NONYNALUK 3[0POBbIX NHOAEA COCTaBNAET 22-38 CEKYH[.

Bbicokuii pesynbtar AUTB MOXeT 6biTb 00YC/NOBIEH CHUXEHMEM UNK AedeKTOM (haKTOpOoB

Zn- ceepTbiBaHMa kposu I, V, VIII, IX, XI, XIlI nan npucyTcTBUEM aHTUKOoArynsaHta, Hanpumep,
renapvHa wam Apyrux nepopasbHbiX aHTUKOArynsHToB.

Huskue pesynbTaTbl AUTB mMoryT Habnwgatbcs B:

. PaHHMEe CTaguM [AWCCEMWHMPOBAHHOTO BHYTPUCOCYAMCTOrO0 CBEPTbIBAHWS KPOBM
(ABC);

. O6LUNPHBII paK, 3a UCKNOYEHNEM C/lyYaeB BOB/IEUEHUS MEYeHU;

. Peakuus ocTpoii (hasbl, Bbi3blBatollas BblpaXEHHOE BOCMAaNEHWe TKaHeill unn TpaBMa,

nosblwaroLwas yposeHb aktopa VIII;

. Tpombo3Hble 3ab0neBaHUs, TakMe KakK MHMapKT MuUoKapha, HecTabunbHas
CTeHOKapaus, 3aboneBaHns COCYL0B FO/IOBHOINO MO3ra, TPOM603M60NMSA NErOYHON apTepum
(T3NA), Tpom603 rny6okmx BeH (TIB), runepToHUs, Bbl3BaHHas OGepeMEHHOCTbIO, WU
He()POTUYECKUIA CUHLPOM.

KOHTPOJIb KAHECTBA
Mcnonb3ytoTcst COOTBETCTBYHOLLME MaTepuanbl, 3aperncTpUpPoBaHHble Ha TeppuTopun PO.
Mpu KAMHUYECKUX UCMbITAHUAX MCNO/b30BANCH KOHTPO/bHbLIA MaTepuan:
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MnasMa KOHTponbHas (Nyn 3a40poBbix AoHopoB) (Mnasma H) no TY 9398-004-05595541-2009 B
coCTaBe: - MnasMa KpoBW 4YefloBEKa C MapameTpaMu remoctasa B npegenax HOpMbl, NMOGUNLHO
BbICYLIEHHas (3 nakoHa); - nna3ma "KpoBM YenoBeKa C WCKYCCTBEHHO CHUXKEHHbIMU
napameTpamu remMoctasa, 1MounbHo BbicylleHHasa (3 dnakoHa), PY Ne ®CP 2009/05361.

SKCIMMNYATAUNOHHBIE XAPAKTEPUCTUKN

Aunana3oH nsmepeHnsa

PesynbTatel AUTB yKasbiBaloTCA B CeKyHAax. [unanasoH nM3mepeHUs TecTa Ha aKTUBUPOBAHHOE
YyacTUYHOe TpoMOMHOBOE Bpemsi cocTaBnseT 18-120 cekyHA,.

TOYHOCTb
Mpun oueHke Habopa peareHTOB C MCMO/b30BaHMEM KOHTPOJIbHLIX MaTepunanoB [BYX YPOBHeN C
3aflaHHbIMWN KOHLeHTpaLnsamm, OTHOCUTENIbHAA NMOrPeLHOCTb He A0/MKHA npesbiwaTts 15%.

MpeynsnMoHHOCTb
MoBTopsaemocTb coctaBnsgeTr CV<5%. BocnpoussogmmocTts - CV<10%.

WccnegoBaHue — MPeuusvMOHHOCTM  MPOBOAMNIOCH  HAa  Tpex  napTuax,  [peumsnoHHOCTb
onpefensnach ¢ UCNoMb30BaHWEM KOHTPO/bHbIX MaTepuanos AByX YPOBHENA.

AHanuTnyeckasn crneynpruyHocTb
OH/AOreHHble NHTEPHEPEHTHI.

1 WccnepoBaHus in vitro nokasanu, Uto obpasel, coaepXKalinii remorno6uH He 6onee 500 mr/an,
nnm 6unnpy6buH He 6onee 20 mr/an, uam Tpurnuuepunasl He 6onee 3000 mr/an, He okasbiBas
CYLLECTBEHHOI0 BAUSAHNA Ha pe3ynbTaTbl TecTa.

YCNoBNA XPAHEHUA

TemnepaTtypa 2°C~30°C
OTHocuTeNbHaA 10%-80% (6e3 KOHAeHcaumm)
B/IQXKHOCTb

Hab6op peareHTOB cnefyeT Xp<8HWUTb BAanN OT COTHEYHOrO CBeTa U Bnaru

YCNOBUA SIKCIIJTYATA UK

Temnepatypa 10°C-'32°C
OTHoCcuTeNbHaA 10%-80% (6e3 KOHAEHCaL W)
BNIXKHOCTb

[Mocne BCKpbITUSA TECT-KacceTy C/edyeT UCMO0/b30BaTh B TeYeHMe 15 MUHYT.

YCNOBUNA TPAHCITOPTUPOBKN

TemnepaTtypa -20°C~50°C
OTHoCcKTeNbHaA 10%~80% (6e3 KoHAeHcaumm)
BNIAYXKHOCTb

N3penve MOXeT TpaHCMOPTMPOBATLCSA BCEMW BMAAMMW KPbITOTO TpaHCnopTa mpu TemnepaType,
yKa3aHHOM Bbllle, B TedeHne 20 aHei.

3anpeLaeTcs UCNoNb30BaTb U3AENNs, TPAHCNOPTUPYEMbIE NMPU UHOI TeMnepaType.

CPOKroaHocTwH

Mpn cobnofeHnn ycnoBuii XpaHeHUs, yKa3aHHbIX NPOU3BOAWTENIEM Ha MapKWPOBKE, CPOK
roOAHOCTM n3fenna coctasnsdet 18 mecsAues (C MOMeHTa NPOV3BOACTBA).
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YTUNN3AUNA NIJENTNA N EITO KOMIMOHEHTOB.

HeBCKpbITble U34eNNs C UCTEKWUM CPOKOM TOAHOCTW clefyeT YTUNM3UPOBaATb KaK OTXO0Abl
Knacca A B cooTBeTcTBMM € CaHlMuH 2.1.3684-21.

Wcnonb3oBaHHble M3aenns, U3Lenns C NOBPEXAEeHHONW WHAMBMAYanbHOW YNakoBKOW cnefyet
YTUIU3MPOBaTb Kak 0TXo4bl Knacca b B cooTBeTcTBum ¢ CaHlMNunH 2.1.3684-21.

3ALUTA OKPY>KAILLEW CPE/bI

MeAWLUHCKOe M3Aenve Mpu WUCMOMb30BaHUM, TPAHCMOPTUPOBKE W XPaHEHWM HEe OKasblBaeT
HEraTMBHOIO BO3/ECTBUS Ha YeNoBeKa U OKPYXalollyl cpeay Mpu CO6GMAEHUN YCNOBWiA
MPYMEHEHUS N Mep MPeAoCTOPOXHOCTM, YKa3aHHbIX B UHCTPYKLUN.

NMHPOPMALIMA O COAEPXALWLMXCA B WUSAETINMN JTEKAPCTBEHHDbIX
MPEMAPATAX onAd MEANUMNHCKOIO MPMMEHEHWNA, PAPMALLEBTUYECKINX
CYBCTAHUMNAX ANA MEANUMNHCKOIO NMPUMEHEHWA

N3nenne He COAEPXUT NEKapCTBEHHbIX MNpenapaToB ANS MEeAULMHCKOro npuvMeHeHus. He
COAEPXUT hapmaLeBTUYECKNX CyOCTaHUMI NS MEAULUHCKOTO MPUMEHEHMS.

NHPOPMALMA O HAQNYUNN B USAENNUN MATEPUNANOB XXNBOTHOIO U (N1A)
UEJTOBEYECKOI O NMPONCXOXAEHNA

[JaHHoe MefNLMHCKOe N3aenne He COAEPXKMUT BELLEeCTBa XXMBOTHOIO NMPOUCXOXAEHUS.
[JaHHOe MeANLUHCKOe N3aenve He COAEPXKUT BeLLeCTBa Ye/I0BEYECKOro MPOUCXOXAEHNS.

NH®OPMALUNA O CTEPUNIBHOCTW U3AEJTNA.
N3nenne He ABNSeTCA CTEPUNBbHBIM.

FAPAHTUN N3TOTOBUTENA

FapaHTVM NPOU3BOAWUTENS peann3oBaHbl B BUAE rapaHTUPOBAHHOIO CpoKa TFOAHOCTU Ha
MeAULMHCKOe Wu3Jenve, B TeYeHMe KOTOPOro OH rapaHTMpyeT CTabuibHOCTb MoKasaTenel
KauyecTBa, 3)PEeKTUBHOCTU 1 6€30MacHOCTM NMPOAYKLUMU NPU YCNOBUN COBNOAEHUS TpeboBaHWA
K YCNI0BMAM ee NPUMEHEHMNS, XPaHEHNS U TPAHCNOPTUPOBKMN.

MPOU3BOANTE/Nb (M3rOTOBUTE/b) MEAULWHCKOIO U3AENNA

Guangzhou Wondfo Biotech Co., Ltd. (I"'yaHwkoy BoHago Buotex Ko, NiTg).

No0.8 Lizhishan Road, Science City, LuogangDistrict, 510663, Guangzhou, P.R. China (yn.
JInwknwwanb 4.8, HayuHbln ropofok, paiioH JSlyoraHr, r.l'yaHuwkoy, Kutai)

Ten: (+86) 400-830-8768

E-mail: sales@wondfo.com.cn

ynonHoMoudeHHbIn npeacTtaBuTtenb npounssogutensa (M3ArOTOBUNTEMA)

MEANUMNHCKOIO N3AENNA

Mo Bonpocam, KacatoLMMca KayecTsa Habopa, cnegyet obpawatscs B OO0 «MPODPUJTABTECT»
117246, Mocksa r, npoe3a HayuHblin gom 20, cTp 2, 3T.1, nom 1u4acTb Kom 13, 8 (499) 350-44-38 / 8
(916)018-72-21
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MEPEYEHb MPUMEHAEMbIX CTAHOAPTOB
FOCT NCO 13485-2017

(1SO 13485:2016, IDT) MeanumHckne usgenns - CucTema MeHeKMeHTa KayecTBa -

Tpe6oBaHMs ANsi Leneli HOPMAaTUBHOFO PerynmpoBaHus

MOCT NCO 14971-2011 MeguunHckne wusgenua - [IpUMeEHeHWe CUCTEMbl YNpaBfeHus
(1SO 14971:2007, IDT) puckamMu Nno OTHOLLUEHUIO K MeAULIMHCKUM U3gennam

FMOCTPNCO 18113-1-

2015 MeguunHckue nsgenusa 4na AUarHocTukK in vitro - MHhopmauums

npegocTaBneHa npousBoauTenem (MapkuMpoBka) - YacTb L
TepMuHbI, onpeaeneHns u obime TpeboBaHmMs

FOCTPNCO 18113-2-

2015 MeauumHCK1e U3genns Ans AUarHOCTUKK in vitro - VH(opmalms

npefocTaefieHa npou3BoauTeneM  (Mapkuposka)- Yacte 2
PeareHTbl Ana AWArHOCTUKM in vitro Ana npogeccuoHansHoro
NPUMEHEeHNA

FOCT EH 13612- 2010 (EN

13612:2002, IDT) OueHKa (YHKLMOHANbHbIX XapakKTePUCTUK MeAULMHCKUX M3Aennii

AN ANArHOCTUKK in vitro

FOCT P EH 13641-2010

(EN 13641:2002, IDT) YcTpaHeHne N CHUXKEHME pucka MHQULMPOBAHMS, CBA3aHHOIO C

peareHTaMu gns AMarHOCTUKWK in vitro

MOCTPM3K 62366-2021

(IEC 62366:2007, IDT) N3pennsa megnumHckme. Yacte 1 lNMpoeKTupoBaHue mMeanLUHCKUX

n3genuii ¢ y4eTom aKcnayaTaunoHHOW NPUrogHocTu

FOCTPNCO 15223-1-
2020 (1SO 15223- 1:2012,
IDT)

FOCTPUCO 23640-2015
(1SO 23640:2011, IDT)

MegunumnHckme nsgenma - Yactoe 1 MpoekTnpoBaHne MeLULUHCKNX
M3aennii C y4eTom aKcnayaTaunoHHOW NPUrogHocTu

N3genna  meguuMHCKMe ANS  AWArHOCTUKM in vitro. OueHka
CTabWILHOCTU peareHTOB ANA AUArHOCTMKMK in Vitro

MEPEYEHb JINTEPATYPbI

1. Woujastyk, J.Triplett, D. A. Selecting Instrumentation and Reagent for the Coagulation
Laboratory. PATHOLOGIST 1983; 37:398.

2. Basu, D.; Gallus, A: Hirsh, J.; Cade, J. A prospective study of the value of monitoring heparin
treatment with the activated partial thromboplastin time. N. Engl. J. Med. 287:324; 1972.

3. Deykin, D. Regulation of Heparin Therapy. N.Engl.J.Med. 287: 355-6; 1972.

4. Jennifer Curnowl! Leonardo Pasalicl,2 Emmanuel J. Favalorol,2. Why Do Patients Bleed? Surg
J 2016;2: e29-e43

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



PACLLN®POBKA CMMBOJIOB:

CumBon 3HayeHue Cumson 3HayeHune
Koga naptuu IVD MeaunuynHckoe n3genue ans
LOT ANarHoOCTUKY in vitro
REF Howmep no kaTanory [arta n3rotosneHus
Ob6patnTecb K WHCTPYKUMM MO MponssoanTens
NPUMEHEHUNIO
-
TemnepaTypHbIi Arana3oH Mcnonb3oBarthb 4o ...
r
2°C -
3anpert Ha NoBTOpPHOE Bepeyb oT Bnaru
npuMeHeHwue
CofepXnUmoro [OCTaTOYHO [ANnA He  pgonyckatb BO34eNcTBuA
nposejeHns N-KONMYecTea CO/IHEYHOr O CBeTa
TecToB
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MycbMeHHBI NepeBof ¢ aHTMIICKOTo U KUTaNCcKoro si3biKa Ha PYCCKUiA 3bIK

CEPTUPUNKAT

KunTaihcKnin KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHAPOAHO TOProB/u
(CCPIT)

KunTaiickuii KOMUTET COAENCTBUSA PasBUTUIO MEXAYHApPOAHOI TOProBnn 1 MexayHapoaHas Toproeas nanata Kutas

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



KnTancknin KOMUTET COAENCTBUSA Pa3BUTUIO MeXAYHApPOAHOW TOProBau

5424

CEPTUD®UKAT

CepTudukar Ne 233201A0/001978

Hactoawwum ypoctoBepsaetTcs nogMHHOCTL nedvatn Guangzhou Wondfo Biotech Co., Ltd. Ha
L, npunaraemMom 4OKyMeHTe.

/MevaTb: KuTaicknii KOMMTET COAEACTBUA Pa3BUT U0 MEXKAYHAPOAHOK Toprosnu/

Moanucb YNONHOMOYEHHOIO nnua: Lisoy XXyixyi
Jarta: 01.03.2023 r.

Beb6-caliT gna NpoBepKu NOAAMHHOCTY cepTudmkarta: http//www.rzcepit.com/validate.hrml
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CornacoBaHo/APPROVED

Guangzhou Wondfo Biotech Co., Ltd. ("'yaHwkoy BoHpggo BruoTex Ko, JiTa)

Organization /OpraHu3auus

No.8 Lizhishan Road, Science City, LuogangDistrict, 510663, Guangzhou,
P.R. China (yn. Jinwkuwaxb 4.8. HayuHblli FOpofoK, paiioH JlyoraHr,
r.ryaHuwkoy, Kutai)

Adress/Agpec

CEO (IeHepanbHbIil AUPeEKTOp)

Occupation/ lomxHOCTb

Zhongxiong Peng (Li3yHctoH TMaH)

Surname, Name/ ®amunus, N
Kpyrnas nedyarThb:

NyaHu>koy BoHado brnoTex 23.02.2023
Ko, /ITa, Date DD.MM.YYYY/ fara ALMM.ITTT
Inognuce/

Signature /Moanwuce

VIHCTPYKLMS MO NPUMEHEHMIO
Ha MeJMUWHCKOe 1n3fenne Anas AMarHocTUKM in vitro

«Habop peareHTOoB A/ onpefesieHNss aKTUBUPOBAHHOI 0 YacTUYHOIO
TpombonnacTnHoBoro BpemeHn «Activated Partial Thromboplastin Time Reagent Kit»

2023
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MepeBof faHu KeTa BbINO/HEH MHOiA, NepeBOfYMKOM HeTenuHoii AHacTacueint MuxainoBHOIA.

Poccuitickaa degepayms
Nopog Mockea
JBajuatb [eBATOro MapTa fBe TbiCAYM ABajuaTb TPETbLEro roga
A, Keutko ®enop AnekcaHLpoBuY, HOTapuyc ropoga MoCKBbI, CBUAETENBCTBYHO
NOA/IMHHOCTb NoANUCcK nepeBofumka HetennHol AHactacum MuxainnoBHbl.
Mognuck cgenaHa B MOEM MPUCYTCTBUMN.
JIN4HOCTL NognucaBLLero JOKYMEHT YyCTaHOB/EHa.
3apernctpupoBaHo B peectpe: Ne 62/137-H/77-2023-/~ ~ 2 [7

PN lulaye™MaNcoBeplUeHne HoTapuanbHoro aelicteus: 400 py6. 00 kon.

d.A. KBUTKO

Bcero npoLHypoBaHo, MPOHYMEPOBAHO M CKPEN/IEHO MeYvaTbio

HoTapuyc
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