PeareHT TpoMOUuHa (ANna aHannsa hnbpuHoOreHa)

»> HasHauyeHue
MpenHasHayeH Anst KONUYECTBEHHOro onpeaeneHus mbpuHoreHa B Nna3me KpoBW YenoBeka Ha aBTOMaTUYeCKOM aHanusaTope
koarynaumn. AHanm3 Ha MBpPUHOreH SBMAETCS PYTUHHBIM TECTOM MPUY HapyLUEHNAX CBEPTbIBAEMOCTU KPOBM Y reMocTasa.

> Pesiome
AHanun3 gpubprHoreHa no BpeMeHn ceepTbiBaHUS TPOMOMHOM OCHOBaH Ha MeToAe, MepBoHavanbHO onncaHHbIM Knaycom. Mpu n3bbitke
TpombuHa ckopocTb obpasoBaHus hubprHa MakcumarnbHa, a Bpems o6pa3oBaHus CrycTka CTaHOBUTCA 06paTHO MPOMOpLMOHanbHbIM
KOHLeHTpaunm oubpuHoreHa.

» [MpUHUMN TecTMPOBaHUA
B nnasmy go6aenstoT n3bbiTok TPOMOMHA, KOTOpbIN Npeobpa3syeT hMOPUHOreH B HepacTBOpPUMbIA (huBpUH, 4TO MPUBOAUT K
obpasoBaHuio cryctka. Bpems ceepTbiBaHMSA Nna3mbl 06paTHO NPOMOPLMOHANbLHO KOHLUEeHTpauun unbpuHoreHa. CopgepxaHne
(punbpuHoreHa B NnasmMe MOXHO ONpeaennTb OTHOCUTENbHO KarnMbpOBOYHON KPUBOWA.

» PeareHTbl
MocTaBnsieMble MaTepuarnbi:

KomnoHeHT PeareHT TpoM6GUHa (ans aHanusa pubprHoreHa)
REF dacoska Ob6bem
Ci-TFIB-04 800 TecToB 4 mn*10 donakoHoB
CP-TFIB-1000 600 TecToB 7,5 mn*4 conakoHa

PeareHT TpombuHa (ans aHanusa gpubpuHoreHa): TpombuH 100 ME/mMn. PeareHT uakuii U roToB K MPUMEHEHNIO.
Cpok rogHocTu: 12 mecsileB npu Temnepatype ot +2 go +8 °C.

XpaHeHue 1 cTabunbHOCTb

HeBcKpbITble (rakoHbl XpaHATCS Npu Temnepatype oT +2 go +8 °C Ao ykaszaHHOW AaTbl UCTEYEHUS CPOKA FOAHOCTM.
Cpok rogHoCTu BCKpbITOro conakoHa: 14 gHel npu temnepatype ot +2 o +8 °C.

He 3amopaxuBartb. [epen Mcrnonb3oBaHWeM NepemMellaTtb, NepeBepHyB (riakoH.

HeoGxoaumebie, HO He BxoAsMe B KOMMNIEKT MaTepuyanbil:

BydepHbin dpuspactsop ¢ umuaasonom (IBS) (REF: Ci-IBS-15)

PedepeHcHasn no dpmbpurHoreHy nnasma (REF: STD-FIB-01)

CoBMecTUMbIe NpuGopbI

ABTOMaTUYECKMIN aHanNM3aTop Koarynsumu:

[nsa ncnonb3sosaHus ¢ Ci-TFIB-04: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

[ns ucnonb3oaHusi ¢ CP-TFIB-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» 3abop obpa3uoB u npobonoaroToBka

AHanu3 crnegyeT NPOBOAUTL CO CBEXecobpaHHOM Nna3mon 13 obpasua LienbHOW KPOBU C LUTPaTOM HaTpust (AEBATL YacTen BEHO3HOWM KPOBMU,
B3ATOW B 0gHoM Yactn 3,2% uutpata Hatpus). Obpasubl cneagyeT ueHTpudyrnposats (2500 06/MuH B TedeHne 15 MUHYT), nocne vero nnasmy
cnegyeT HEMeAJIEHHO NepeHeCcTV BO BTOPUYHYIO NPOBUMpKYy.

XpaHeHune 06pa3LoB nnasmbl:

10-30°C 8 yacos
2-8°C 3 oHs
-20°C 1 mecsy

3amopoxeHHble 06pa3Libl Nasmbl He AOMKHbBI NoaBepraTbcsa 6onee Yem O4HOMY LIMKIY 3aMOPaXKMBaHUA-Pa3MOPaXNBaHWSI.

» Mpouenypa
AHanus ¢ ncnonb3oBaHneM peareHTa TpombuHa (ansa aHanusa gpubprHoreHa) He06XO0AUMO NPOBOAUTL B COOTBETCTBMM C PYKOBOACTBOM
nonb3oBaTens no aKcnnyaraumMu npubopa 1 aganTaumoHHbIMU NporpamMmmamu. Bee atanbl, HeobxoanMble AN NPpoBeAeHUS N3MEePEHUN,
06bI4YHO BbIMOMHATCA NPUGOPOM B aBTOMaTUHECKOM PEXMME.

PekomeHAayeMbI 06beM peakLuMOHHOW cMmecu (npumep)
Ob6pasey : 6ycdepHbI hmpacTop ¢ ummnagasonom (IBS) : peareHT TpombuHa = 10 mkn : 90 mMkn : 50 mMkn
MonHble MHCTPYKLMM MO Npoueaype aHanu3a CM. B COOTBETCTBYIOLLEM PYKOBOACTBE Mosib3oBaTens npubopa.

> KoHTponk KauecTBa
Kaxaas nabopaTopusi JOMmkHa YCTaHOBUTL COBCTBEHHBIE AMANa3oHbl KOHTPOMS KaUeCcTBA Ha OCHOBE 3a/1aHHbIX 3HAYEHUIl 1 IaNa3oHoB,
NpeAOCTaBNEHHBIX MPOU3BOAUTENEM KOHTPOIEN UMM HA OCHOBE 3HAUEHWIA, onpeaieneHHLIX aGopaTopuei.

> Pe3ynbTarthl
Mna3ma, pasbaeneHHas B cooTHoweHun 1:10, cootBeTcTByeT 100 % 3agaHHOro 3HaveHuns. KoapdumuneHT pasbasneHuns ykasbiBaeT Ha
COOTHOLLEeHVe mexay passegeHuem 1:10 n gpyrumun passegeHusMn.

» PedbepeHCHbIV MHTEpBan
JTaGopaTopun AOMKHbI YCTAaHOBWTL HOPMasbHbIVi pedepeHCHbI HTepBan Ansa namepeHus pubpuHoreHa. Kak npaemno, HopMansHbIi
pedepeHTHbIN nHTepean coctaenseT oT 200 go 400 mr/an (ot 2,0 go 4,0 r/n).

> MMoka3saTenu 3¢pcheKTMBHOCTHM NpoAYKTa

e TOYHOCTb: OTHOCUTENBbHOE OTKIIOHEHWE OnpeaerneHns aHTureHa pubpuHoreHa B 3TaroOHHOM MaTepuane He OMKHO npeBbiwaTtb +15 %.
e JlnHenHoCTb: B AnanasoHe namepeHus ot 150 mr/gn go 450 mr/aon koapPULMEHT NUHENHON KOppensaumm AormkeH bbiTb >0,980.

e [oBTOPSEMOCTb: MPU MHOTOKPATHOM OMnpeAesieHnn CoaepaHust ombpuHoreHa B nna3mMe Ans KOHTPONS kayecTBa KoapuLMeHT
Bapuaumu (CV) nonyyeHHbIX pe3ynbTaToB AoIkeH cocTaBnsATh < 8%.

Peructparna MH 8 Pocanpasranmsope
www.nevacert.ru | info@nevacert.ru



Momexu:

Bbino npoBepeHo BNusiHne cneayrwunx aHOOreHHbIX BeWweCcTB Ha pe3dynbTaThl aHanmaa. BrnusiHue aTux BelLecTs NpoBepsnock Ao YKa3aHHbIX
KOHUEHTPaLMi, N BAUSHWSA Ha pe3ynbTaThbl HE Habntoganocs.

OHOoreHHble BellecTBa MpoBepeHHasn KoHLEeHTpauus
BunupybuH 10 mr/gn
emorno6buH 500 mr/gn
Tpurnuuepunabl 2000 mr/gn
MpeaynpexaeHus n mepbl NPeAOCTOPOXHOCTH:
e HekoTopble KOMMOHEHTLI 3TOro Habopa UMEIDT XMBOTHOE NpoucxoxaeHne. Bce matepumanbl XXMBOTHOMO @
nponcxoxaeHus 6uinu MHakTuBMpoBaHbl. OJHAKO HY OAMH U3 AOCTYMHbIX HA CErOAHSALWHUA AeHb METOAOB

TECTUPOBaHMUS HE MOXET rapaHTMPOBaTb NOMHOE OTCYTCTBME MHDEKLMOHHOCTU. [oTeHuManbHas MHPEKLMOHHOCTb COXPaHSETCS.
[MoaTomMy nonb3oBaTenn 4aHHOrO peareHTa AOMKHbI NPOSABNATL KPaHIO OCTOPOXHOCTL U BbIMOSHATL BCE OnepaLuy B CTPOroM
COOTBETCTBUM C NpaBunaMmn TEXHUKN 6e3onacHoCTy.
¢ [lpumeHsioTCS cneaytolme 3asBnexHuns
H317 MoxeT BbI3blBaTb annepruyeckyro KOXHYI peakuuio.
® H412 BpegHo ans BOOHbIX OPraHn3moB, OKasbiBaeT ANUTeNnbHoe BO3OenCTBumeE.
P280 HocuTb 3almTHbIE NepYaTku.
GHso7 P333+P313 lNpu nossneHnn pasgpaxeHns KOXM Unu coinu: obpaTutech 3a MeAULIMHCKOW MOMOLLbIO.
P501 YTunmamposaTb cogepxumoe/Tapy B COOTBETCTBUM C MECTHLIMU/PErMOHaNbHLIMU/HALMOHaMbHBIMU/ MEXAYHAPOAHBIMU
npasunamu.

OnucaHne HeO6Xo0AUMbIX Mep NepBON NOMOLLK:
o [lpu nonagaHum Ha KOXY: HEMeA IeHHO MPOMbITh 6OMbLUIMM KONMYecTBoM BoAbl. Mpn nosiBneHun guckomdgopTta 06paTuTbCs K Bpayy.

1. TONbKO ANA NCNONB3OBAHWSA B IN-VITRO ONATHOCTUKE

2. BHumaTensHo CJ'Ie,U,yI;ITe WHCTPYKUUK NO NPUMEHEHUIO. HapexHocTb pe3ynbTaTtoB aHann3a He MOXeT ObITb rapaHTupoBaHa npu
OTKIMOHEHUAX OT VIHCprKLlI/II;I, npmeeaeHHbIX B OaHHON WHCTPYKUMN MO NPUMEHEHMUIO.

3. Pe3yanaTb| TecTa npeAHasHayveHbl TONbKO ANs KIMMHUYECKOW CpaBky U He OOMKHbI MCNOMb30BaTbCA B KAYeCTBE eQUHCTBEHHOIO
OCHOBaHUA Ona noaTBepXXaeHUA U UCKNYeHna anarHosa.

Warning

. He kypuTtb, He NUTb, He €CTb U HE NONb30BATLCS KOCMETUYECKUMU CPeACTBaMMU B paboyeit 30He.

. Mpu paboTe c obpasuamu 1 peareHTaMn HaeBanTe 3alMTHYIO OAEXAY U oAHOpa3oBble nepyaTku. [ocne paboTbl MoWTe pyKu.
. OBpaluainTtech ¢ NoTeHUManbHO 3arpsA3HEHHbIMM MaTepuanaMm 1 0TXo4amMm B COOTBETCTBMM C MECTHbIMU TpeboBaHUAMM.

. He ucnonb3yiite peareHTbl NOCNe UCTEYEHUSI CPOKa FOAHOCTM, YKa3aHHOIO Ha STUKETKE.

. N3berante obpasoBaHus NeHbl BO BCeX peareHTax u obpasuax.

. Ecnn Y BaC BO3HMKHYT BOMPOCHI Unn npeanoxeHna BO BpemMA UCNosib3oBaHUA AaHHOMo peareHTa, I'IO)KaJ'IyI;ICTa, CBAXUTECb C
npounssoguTenem.

O©oo~NO O

» WHTepnpeTaumsa 3HaKoB:
Specs: xapaKkTepuCcTUKn

UDI: YHuKanbHbIN naeHTugmnkaTop ycTponcTea

: KaTanoXHbI HOMep

o*
: MeguUMHCKoe usgenue ans in vitro AnarHocTukm :. C E
SysCan BioTech (Suzhou) Co., Ltd.

Ten.: +86 512 66064861

: AaTa npousBoAcTBa dakc: +86 512 66893086

3n. noytaintlsales@syscanbio.com Beb-

cant: Www.syscanbio.com

Apgpec: 4-i 9Ttax, 3ganHme 19, Ne 8, ynmua LU3uHbdaH, HayuHo-
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PeareHT onsa onpeaeneHus nporpombuHoBoro BpemeHu (NB)

» HasHaueHue

MpegHa3HayeH Ans Ka4yeCcTBEHHOro onpeaeneHns I'IpOTpOM6MHOBOFO BpemMeHu (I'IB) B niasme KpoBu 4enoBeka Ha aBTOMaTU4eCKoM
KoarynauymoHHOM aHanusartope. PeareHT ons onpegenexus I'IpOTpOM6I/1HOBOFO BpeMeHu (HB) npegHasHaveH ana pyTMHHOro TectupoBaHuAa
HapyLLleHVIﬁ CBepTbiBa€MOCTUN KPOBU U reMocTasa.

> Pesrome

nB NCnosnb3yeTcHd B Ka4eCTBe CKPUHUHIOBOIro MHCTpyMeHTa 1 KOJNTMY4eCTBEHHOIoO TecTa ANnAa onpeaeneHnsa d)aKTOpOB CBepTblBaHUA KpOBU BO
BHELUHEM 1 obLem nyTax. OH 0cobeHHOo XOpoLlo noaxoaunT Anda MHOyKuMn 1 MOHUTOPUHra Tepanmmn nepoparnbHbIMU aHTUKOArynaHTamMmu. MnB
TakXe LWMPOKO 1UCnonb3yeTca ANnA NpoBepKu CUHTETUYECKON d)yHKLl,I/II/I ne4yeHu npu ee 3aboneBaHusX.

Mpun nobasneHunu K TeCTMpyeMOVI nnasme cMecu 4yenose4yeckoro peKOMGMHaHTHOFO TKaHeBOro gpakTopa v MOHOB KanbLUusi 3anyckaeTtca
MexXaHU3M CBepPTbIBaHUA. 3aTtem n3amepdaeTca spemMmsa oo 06pa3OBaHMﬂ d)VIGpMHOBOFO CrycTtka.

» [MpuHUMN TecTMpOBaHUA

K 06pasuy nnas3mbl gobaBnsieTcst n3bbITOYHOE KONMYECTBO TKaHEBOro TpoMbonnacTuHa (TkaHeBoro dpaktopa). Mpu yyactum Ca? npoTpoM6uH
npeepaLlaeTcs B TPOMOUH, a (hMBpuHOreH — B HepacTBOpUMBbI pubprH. N3mepsieTcs Bpemsi, Heo6XoaMMOe Ans CBePTbIBaHWS, KOTOpPOE U
ABnseTcst NpoTpoMbrHOBLIM BpemeHeM ([1B) obpasua nnasmebl.

> PeareHTbl
MocTtaBnsieMble MaTepuansi:

KomnoHeHT PearenT NB
REF dacoBka Obbem
Ci-PT-04 400 TecToB 4 mn*10 donakoHoB
Ci-PT-10 1000 TecToB 10 mn*10 cnakoHoB
CP-PT-1000 600 TecToB 15 Mn*4 cnakoHa

PearenT NB: 1,5 MKr/mn yenoBevyeckoro pekKoMObuHaHTHOro TkaHeBoro chaktopa, 40 MM Bydep u 0,4% cTtabunmsaTopoB. PeareHT Xuakun n
rOTOB K NPUMEHEHMIO.

Cpok rogHocTu: 18 mecsaueB nNpu Temnepatype ot +2 go +8 °C.

XpaHeHue n cTabunbHOCTb

HeBckpbITble hrnakoHbl XpaHATCs Npy TemnepaType oT +2 o +8 °C a0 ykasaHHOW gaTbl UCTEYEHUsI CPOKa FOAHOCTM.

Cpok rogHoCTU BCKpbITOro donakoHa: 14 gHen npu temnepaTtype ot +2 o +8 °C.

He 3amopaxuBatb. [lepeq ncnonb3oBaHmem nepemMellaTb, NnepeBepHyB OiakoH HECKOMNbKO pas.

CoBMecTMMble NpUGopbI

ABTOMaTUYECKUI KOArynaLMOHHBIN aHanM3aTop:

nsa ncnone3sosanus ¢ Ci-PT-04, Ci-PT-10: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

[ns ncnonb3oBanusi ¢ CP-PT-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» 3abop obpa3uyoB u npobonoaroTosBka
AHanua crnefyeT NPOBOAUTL CO CBEXeCcobpaHHON nna3Mon 13 obpasua LienbHOM KPOBM C LUTPaTOM HaTpust (OEBATL YacTel BEHO3HOMN KPOBY,

B35ITOW C 0AHOW YacTbio 3,2% umtpaTa Hatpusi). Obpasupl cneayeT ueHTpudyrmposaThb (2500 06/MuH B TedeHne 15 MUHYT), nocne Yero nnasmy
crnepyeT HEMeANEHHO NEPEHECTU BO BTOPUYHYIO MPOBUPKY.

XpaHeHune 06pa3uoB nNnasmsbi:

10-30°C 8 yacos
2-8°C 3 aHsA
-20°C 1 mecsy,

3amopoxeHHble 06pasLibl Nna3Mbl He AOMMKHBI NoABEpraTbcs 6onee YeM OQHOMY LIMKNY 3aMOPaXUBaHUS-pPa3MOPaKUBaHNS.

» Mpouenypa
PeareHT anst onpepenexuns MNB Heob6xoaMMO MCNonb30BaTh B COOTBETCTBMM C PYKOBOACTBOM MOMb30BaTeNs Mo aKcnnyataumm npubopa
1 ajanTauMoHHbIMU NporpamMmMamMu. Bee aTanbl, Heo6xoauMble ANs NPOBEAEHUS U3MEPEHNI, 0BLIYHO SBMSIOTCH aBTOMATU3NPOBaHHLIMM
PYHKUMAMMN NPUBOpPOB.
PekomeHayeMblii 06beM peakLiMOHHOM cMmecH (npumep)
O6pased : peareHT NMB = 50 mkn : 100 Mkn
MonHble MHCTPYKLMKM NO NpoLeaype aHanusa CM. B PyKOBOACTBE NOMb3oBaTens U aganTaunoHHbIX METOAMNKAX.

» KoHTponb kayectBa
Kaxxgas nabopartopusi 4OMmKHa yCTaHOBUTL COBCTBEHHbIE AManasoHbl KOHTPOMSA KayecTBa Ha OCHOBE 3afaHHbIX 3HAYeHWU 1 Ananas3oHoB,
NpeaoCTaBMNeHHbIX MPOU3BOANTENEM KOHTPOMEW U Ha OCHOBE 3HaYeHWiA, onpeaeneHHbIx NabopaTopuei.

» Pesynbrarthbl
B oTyeTe Bpems cBepTbIBaHWSA AN KaX4oW Nnasmbl ykasbiBaeTcsi ¢ TOYHOCTbIO A0 0,1 cekyHabl. PesynbTaThl Takke MOXHO ykasblBaTb B %
OT HOpMbI, B BUAe npoTpombrHosoro nHaekca (MTW) unn B Buae MexagyHapogHoro HopmanmaoBaHHoro otHowweHuns (MHO).

Bpemsi peakuum obpasua (-oB)
Nt =

BpeMH peakuuun Hopmaanoﬂ nnasmbl

MHO = nTin M

3HayeHne MUY ansa pearenTa MNB ykasaHo B [NpunoxeHun.
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» OrpaHuyeHus
Ha pesynbTatsl [1B MOryT BMMSATE MHOTME LUMPOKO NPUMEHSIEMbIe NleKapCTBEHHbIE MpenaparThbl, M03TOMy HEOOXOAMMO NPOBECTU
[OMNONHUTENbHbIE UCCINIEA0BaHUS AN onpeAeneHust MPUYMHbl HEOXKUAAHHbIX aHOMarbHbIX pe3ynbTaToB.
> PedrepeHCHbIN nHTepBan
10,0-14,0 (c)

OTn pesynbTaThl ObIM NONYYEHbI C UCNONL30BAHWEM peareHTa n3 KOHKPeTHON NapTun. B cBSI3n ¢ MHOXECTBOM NepeMeHHbIX, BNNSIOLWNX Ha
BpPEeMsi CBepThIBaHUSA, Kaxgas nabopatopus AOMmMKHA YCTaHOBUTL CBOWM COBCTBEHHbI pedepeHTHbIN AnanasoH.
» Mokasatenu achcekTUBHOCTU NpoAyKTa
e HopMma 3HayeHust 3MepeHnin B Nnasme:
Mpn TecTMpoBaHUK C UCMONb30BaHMEM HOPMaslbHOM Na3Mbl YenoBeKa UM KOHTPONbHOW Nnasmbl pedpepeHCHbIN AnanasoH
3HaYeHUN n3MepeHn Ans HopManbHOW nnamel JormkeH coctaenaTe 10,0-14,0 cekyHa.
o [loBTOpsieMocTb: koadduumneHT Bapuaummn (CV) npy NOBTOPHbIX 3MepeHusx B B KOHTponbHONM nnas3Me AomkeH cocTaBnsATh < 5%.
Momexu:
BbIno npoeBepeHo BNvsiHWE crneayowmnx 3HA0rEeHHbIX BELLECTB Ha pe3ynbTaTthbl aHanusa. BnvsHue aTvx BelecTB NpoBepSAioch A0 YKa3aHHbIX
KOHLIEHTPaLUWiA, U BIUSIHUSA Ha pesynbTaThl He Habnoaanock.

OHporeHHble BellecTsa MpoBepeHHas KOHLEHTpaums
Bunmpy6uH 20 mr/an
[emorno6buH 500 mr/gn

Tpurnuuepunabl 2000 mr/an

MpepynpexaeHnsa n mepbl NPeAOCTOPOXHOCTH:

e HekoTopble KOMMOHEHTbLI 3TOr0 Habopa UMEIOT XNBOTHOE NpoUCXoXaeHue. Bce maTepransl XXMBOTHOTO A
nponcxoxaeHns 6uinu nHakTuBnposaHbl. OAHAKO HY OAMH M3 AOCTYMHbIX HA CErOAHSLWIHUIA AEHb METOAOB \%
TECTMPOBaHMSA HE MOXET rapaHTUpPOBaTh MOSIHOE OTCYTCTBME MHMEKLMOHHOCTU. MoTeHUmanbHas MHPEKLUMOHHOCTb COXPaHAETCS.
MoaTomy nonb3oBaTenu AaHHOTO peareHTa AOSMKHbI MPOSBATL KPaHIO OCTOPOXHOCTb M BbINOMHATL BCE ONepauymn B CTPOrom
COOTBETCTBMU C NpaBuammn TEXHUKN 6e30onacHoCTL.

o [pumeHsoTCS cnepyowwme 3asBneHns

H317 MoxeT Bbl3blBaTb annepruyeckyto KOXHYH peakumio.
Q> H412 BpeaHo 4Ns BOAHbIX OPraHM3MOB, OKa3biBaeT ANUTENbHOE BO3OENCTBME.
P280 Hocutb 3awmTHbIe nepyaTku.
Ghs o7 P333+P313 lNpu nossneHnn pasapaxeHns KOXM Unu coinu: 06paTutech 3a MEAULIMHCKOW MOMOLLbIO.
P501 YTunuanposatb cogepxumoe/Tapy B COOTBETCTBUN C MECTHbIMW/PErMoHanbHbIMU/HaLMOHaNbHbIMW/MEXAyHapOaHbIMN
Waming  npagunamu.
OnucaHue He06X0AUMbIX Mep NePBON NMOMOLLN:

o [pu nonagaHum Ha KOXy: HEMeANEHHO NPOMbITb GOMbLUMM KONMYEeCTBOM BoAbl. Mpu NosIBNEHWN AMckoMdopTa 06paTUTbCs K Bpayy.

1. TONBKO ANA UCMONB3OBAHMA B IN-VITRO ONATHOCTUKE

2. BHUMaTenbHO GrieayiiTe MHCTPYKLIMM N0 NMPUMEHeHMI0. HaieXHOCTb pe3ynbTaToR aHanu3a He MOXeT BbiTh rapaHTMpoBaHa npy
OTKIMOHEHUSIX OT UHCTPYKLMIA, NPUBEAEHHBIX B JaHHOW MHCTPYKLMM MO NMPUMEHEHWIO.

3. Pe3yJ'IbTaTbI TeCTa npeaHa3Ha4vYeHbl TONbKOo AnA KITMHUYECKOM CnpaBKku N He OOIMKHbI NCNONb30BaTbCA B Ka4ecTBe €MHCTBEHHOIo
OCHOBaHUA OAna noaTBepXXaeHna Unn NCKNnoYeHna guarHo3a.

. He kypuTb, He NnTb, He eCTb N He NONb30BaTbCH KOCMETUYECKUMUN CpeacTBamu B paboyelt 30He.

. Mpwn paboTe c obpasuamu 1 peareHTamn HageBavTe 3aLLMTHYO ogexay U oQHOPa30Bble nepyaTku. Mocne paboTbl MONTE PyKU.
. ObpaluanTtech C noTeHUManbHO 3arps3HEHHbIMU MaTepuanaMmm 1 oTXogamMu B COOTBETCTBMU C MECTHbIMW TpeboBaHMAMM.

. He ncnonb3ayiiTe peareHTbl Nocne UCTeYEHUst Cpoka roAHOCTY, YKa3aHHOro Ha 3TUKETKe.

. N3berante obpa3oBaHus NneHbl BO BCex peareHTax u obpasuax.

. Ecnn Y BaC BO3HUKHYT BOMPOCHI U npeanoXxeHna Bo BpeMsa UCNoJf1b30BaHUA OAaHHOIO peareHTa, nox(any|7|CTa, CBAXUTECH C
npoussoauTenem.
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PeareHT (annaroBasi Kncnorta) ansa onpeaeneHnsa akTuBUPOBAaHHOIO

YyacTUYHOro TpomoonnacTtmHosoro BpemeHu (AYTB)

» HasHnauyeHue
MpeaHa3HayeH ANa Ka4eCTBEHHOro onpeAeneHns akTMBMPOBaHHOIO YacTU4HOro TpombonnacTmHosoro Bpemenn (AYTB) B nnasme kposu
YernoBeka Ha aBTOMaTU4ECKOM KoarynsuuoHHOM aHanuaatope. PeareHT ans onpegeneHunst akTuBUpPOBaAHHOMO YaCTUHHOrO TPOMBONNAcTUHOBOTO
BpemeHu (AYTB) (annarosas kMcrnoTa) UCNOoMb3yeTcs AN PYTUHHOTO TECTUPOBAHWSA HapyLUEHWIN CBEPTLIBAEMOCTM KPOBY 1 remocTasa.

> Pesiome
AYTB noneseH B ka4eCTBE CKPMHWUHIOBOTO MHCTPYMEHTA, B MEPBYIO OMepeb AN OLIEHKV HapyLLEeHWUI CBEPThIBAHWSA KPOBU MO BHYTPEHHEMY
nyTu, a Takke No3BOMSeT BbIABUTbL Txenble pyHKUMoHanbHble geduuntsl I, V n X dakrtopos nnu dnbpuHoreHa. A4TB Takke wmpoko
NPUMEHSIETCS B KAYeCTBE CPeACTBa ANs MOHUTOPMHIa 3pdeKTUBHOCTY renapuHoTepanuu, Npyu KOTOPO BPEMS CBEPTLIBAHWUS YANUHAETCH
NPOMOPLMOHANbHO YPOBHIO renapuHa.
Tect AYTB npoBoauTcs nytem fobasneHus K uccnegyemomy obpasuy peareHTta, cogepXallero nrna3MeHHbI akTuesaTtop v docconmnuapi.
Cwmecb nHKybupyeTcs B TedeHue 3 MuHyT npu 37 °C ans ontumansHoW aktuBaummn. 3atem gobaBreHve MOHOB KarnbLyMs 3anyckaeT npoLuecc, 1
n3MepsieTcs BpeMs CBEPTbIBaHUS.

» TMpuHUMN TeCcTUpPOBaHUA
K nccnenyemoit nnasme gobasnsitoT peareHT A4TB (annarosasi kucnoTa), Nocne Yero CMech nepemeLumBatoT U UHKY6upytoT npu 37 °C B
TeyeHue onpeaeneHHoro nepuoaa BpeMeHn. B npucyTcTBUM MOHOB KanbLusi akTUBMPYETCS BHYTPEHHWI NyTb CBEPTHIBAHUS KPOBW, B pesynbTaTte
Yero hmBpUHOreH NpeBpaLlaeTcs B HepacTBopUMbIA pubpuH. Bpems, Heobxoammoe ans o6pa3oBaHusi Cryctka, usmepsieTcs kak
aKTUBMPOBaHHOE YacTnyHoe TpombonnacTtuHoBoe Bpems (AYTB) uccnegyemoi nnasmvbi.

» PeareHTbl
MocTaBnsiemMble MaTepuarnbi:

KomnoHeHT PeareHnt gns AYTB (annarosas kucnota), pactsop xnopuga kanbums (CaCl2)
REF Pacoska Obbem
Ci-APTT-04E 800 TecTOB PearenT ana AYTB (annarosas kucnota): 4 mn * 10 donakoHoB
PactBop xnopuaa kanbumus (CaCl2): 15 mn * 3 pnakoHa
Ci-APTT-10E 2000 TecTOR PeareHTt gnst AMTB (annarosas kucnota): 10 mn*10 dpnakoHoB
PacTtBop xnopuga kanbums (CaCl2): 15 mn*8 dnakoHoB
CP-APTT-1000E 600 TeCTOB PeareHnt gnst AMTB (annarosas kucnota): 7,5 mn * 4 conakoHa
PacTtBop xnopuga kanbuus (CaCl2): 7,5 mn * 4 donakoHa

PeareHT ans AYTB: 0,034 r/n annarosow kucnotsl, 10 MM Bydep 1 0,4% ctabununsatopoB. PeareHT Xnakuii 1 rotoB K NPUMEHEHWHO.
PactBop xnopuga kanbums: 0,025 M xnopug kanbums, 0,4 % crabunnsaTopos.

Cpok rogHocTu: 18 mecsueB npu Temnepatype oT +2 go +8 °C.

XpaHeHue n cTabunbHOCTb
HeBckpbITble hnakoHbl XpaHATCA Npu TemnepaTtype oT +2 Ao +8 °C g0 ykazaHHOM AaTbl UICTEYEHNS CPOKa rOAHOCTHU.

Cpok rogHOCTM BCKpbITOro donakoHa: 14 aHen npu Temnepatype ot +2 go +8 °C.
He 3amopaxuBatb. Ecnv peareHT ocTaBuUTh B NOKOE, MOXET 06pa3oBaThCsl 3ef1eHbln 0CafokK, COCTOSLLMIA U3 3MNaroBoW KUCIOTbI U
nunugos. Mepen ncnonb3oBaHWeM NepemMeLLaiiTe, NnepeBepHyB hrakoH HECKOSbKO pas.

MNoproToBka peareHTa

Mepen ncnone3osaHvem peareHT Ansg A4TB HeobxoanMO KpaTKOBPEMEHHO BCTPAXHYTb.
CoBMecTuMbIe NpuGopbl

ABTOMaTUYECKUIN aHanNM3aTop Koarynsauum:

Ina ucnonesosanus ¢ Ci-APTT-04E, Ci-APTT-10E: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo
C600, AutoCimo C600S, AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

Onsa ncnonb3oBaHus ¢ CP-APTT-1000E: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» 3abop obpasuyoB u npobonoaroToBka
AHanu3a cneflyeT NpoBOAWTL C CBEXECOOPaHHOW Nna3moi u3 obpasLa LernbHOWM KpoBU C LMTPATOM HaTpust (AEBSTb YacTel BEHO3HOW
KpOBM, B3ITON B oAHON YacTu 3,2% uutpata HaTpus). Obpasubl cneayeT LeHTpudyrmposath (2500 06/MuH B TedeHune 15 MuHyT), nocne
Yero nnasmy criegyet HemearieHHO NepeHecT BO BTOPUYHYIO NPOBUPKY.

XpaHeHne 06pa3uoB nnasvbi:

10-30°C 6 yacos
2-8°C 3 AoHs
-20°C 1 mecsiy

3amopoxkeHHble 06pasLpl Nna3Mbl He JOMKHBI NoABepraTbesi bonee Yem oQHOMY LIMKIY 3aMOPaXMBaHNA-Pa3MOPaXXMBaHUSI.

» MMpoueaypa
PykoBoacTtBo:
AHanus gomkeH NPoOBOAUTLCS B COOTBETCTBUM C PYKOBOACTBOM MO 3KCNyaTauum npubopa u agantaumoHHbIMU Mporpammamu,
OTHOCSILLIUMUCS K KOHKpEeTHOMY npubopy. Bce aTanbl, Heobxoaumble ANst NPOBEAEHUSI UBMEPEHUIA, OBbIYHO BbINOMHATCS MPUGoOPOM B
aBTOMaTUYECKOM pPEXMME.

PekomeHayeMbIli 06beM peakuMOHHOW cmecu (npumep)
O6paseu : PeareHT AYTB : CaCl2 = 50 mkn : 50 mkn : 50 mkn
MonHble MHCTPYKLUMKM NO NpoLeaype aHanMsa cM. B pyKOBOACTBE MONb30BaTerNs U afanTauMoHHbIX METOAMKAX.

» KoHTponb kayecTBa

Kaxpas na6opaTopMﬂ AOO0JKHa YCTaHOBUTb Cco6CTBEHHbIE AManasoHbl KOHTPOIS KayecTBa Ha OCHOBE 3afaHHbIX 3Ha4YeHWU 1N AMana3oHOB,
npeAoCcTaBnNeHHbIX NPON3BOANTENEM KOHTPOMEN NN Ha OCHOBE 3HAYEHUI, onpeaerneHHbIX na6opaTopV|el7|.
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» PesynbTtatbl

B oTyeTe Bpemsi cBEpTbIBaHWUS AN KaXAOW Mra3mbl yka3biBaeTcsl C TOYHOCTbIO 40 0,1 cekyHabl. Tu pe3ynbTaTthbl CneayeT COOTHOCUTDL C

HOpMarbHbIM Ananas3oHom Ans TectuposaHus AYTB B kaxgon nabopaTtopumn. KOHTpOnbHbIE 3HaYEHUS ANS TECT-CUCTEMbI C peareHTamu Hy
B KOEM Cry4ae He AOMKHbI MCMOMNb30BaTbCA BMECTO HOPMaIibHOro AnanasoHa.

» OrpaHuyeHus

Ha pe3ynbTaThl AYTB MOrYT B/TIUATb MHOIMe LWMPOKO NpUMeHdAeMble NiekapCTBEHHbIE NpenapaTtbl, 1 Heobxoanmo npoBecT AONONTHUTENbHbIE
nccnegoBaHua Anda onpegeneHna NpuvnHbl HeOXXMAaHHbIX aHOMarnbHbIX pe3ynbTaToB.

> PedepeHCHbIil MHTepBan
21,0 ~ 35,0 (c)

311 pesynbTaThl ObINK NONYYeHbI C UCMONb30BaHWEM KOHKPETHOW NapTun peareHTa. B cBsi3n ¢ MHOXECTBOM NepeMeHHbIX, BIUSIOLWMX Ha
BpeMsi CBepThbIBaHUS, Kaxkaas nabopatopus 4OMKHA YCTaHOBWUTL CBOWM COBCTBEHHbIV petepeHCHbIV AnanasoH.
» MMokasatenu achchekTUBHOCTU NpoAyKTa

. Hopmaanoe 3Ha4YeHne n3MepeHus B nnasme: I'IpOBe,que TeCT C ucnosib3oBaHNEM Hopmaanoﬁ nnasmbl YernoBeka unu nnasmol

KOHTPOIS Ka4yecTBa, MCNoNb3ys 3MMaroByr0 KUCNOTY B Ka4ecTBe akTnBatopa. PedepeHCHbIn Ananas3oH Ans HOpManbHbIX 3HA4YeHWUN
nM3MepeHus B Nna3me JormkeH coctaensatb oT 21,0 no 35,0 cekyHa.
o [loBTOpsieMoCTb: KoadhduLmeHT Bapraumm (CV) npu NOBTOPHbIX M3MEPEHNSX aKTUBMPOBAHHOIO YaCTUYHOrO TPOMBONNACTUHOBOIO
BpeMeHM Nna3mMbl KOHTPOMSA kKavyecTBa AOMKeH cocTaBnaTh < 5%.
Momexu:

BbIno npoBepeHo BnusiHne cneayrwmnx aHOOreHHbIX BeWweCcTB Ha pe3dynbTaThl aHanmaa. BrnusiHne aTux BelLecTs NpoBepsanock Ao YKa3aHHbIX
KOHUEHTPaLMni, U BAUSHUA Ha pe3ynbTaThbl HE Habnioganocs.

OHporeHHble BellecTBa MpoBepeHHasi KOHLEHTpauus
Bunupybux 20 mr/gn
emorno6buH 500 mr/gn
Tpurnuuepuabl 2000 mr/gn
MpeaynpexaeHus n mepbl NPeAOCTOPOXHOCTHU:
e HekoTopble KOMMOHEHTHLI 3TOr0 Habopa UMEHT KMBOTHOE NPOUCXoXaeHWe. Bce MaTepuranbl XMBOTHOTO @
NPOUCXOXAEHMS BbINN MHaKTUBUPOBaHbl. OOHAKO HY OAMH M3 AOCTYMHbIX HA CErOAHSALIHUIA eHb METOAOB

TEeCTUpPOBaHNA HE MOXET rapaHTupoBaTb NOJIHOE OTCYTCTBUE VIHd)eKLlVIOHHOCTI/I. MoTeHumnanbHas MHqJeKuMOHHOCTb CcoxpaHaeTcA.

I'IoaTomy nonb3oBaTenn AaHHOro peareHTa O KHbI NPOABIATb KpaﬁHl'O}O OCTOPOXXHOCTb U BbINOJIHATL BCE onepaunn B CTPOrom
COOTBETCTBUWU C NpaBuiiamMmm TEXHUKU 6e3onacHocTu.

¢ [lpumeHsioTCS cneayolme 3asBneHuns
H317 MoxeT Bbl3bIBaTb annepruyeckyto KOXHYH peakumio.
<D H412 BpeaHo ons BOAHbIX OPraHM3MOB, OKa3biBaeT ANUTENbHOE BO3OENCTBME.
P280 Hocutb 3awmTHbIe nepyaTku.
cHso7 P333+P313 lNpu nossneHnuy pasapakeHns KOXu Uin cbinu: 06patuTeck 3a MeanLUHCKON NMOMOLLbIO.

P501 YTunmanpoBatb cogepxumoe/Tapy B COOTBETCTBUM C MECTHbIMW/PErMoHasnbHbIMW/HaLMoHaNbHbIMW/MeXayHapoaHbIMMU
npaBunamu.

OnucaHne Heo6XoAUMbIX Mep NepBON NOMOLLU:

Warning

o [lpu nonagaHum Ha KOXY: HEMeAJIEHHO MPOMbITh 6OMbLUUM KONMYecTBoM BoAbl. Mpu nosiBneHun guckomdgopTta 06paTuTbCs K Bpayy.

1. TONBLKO ANA UCMONB3OBAHMSA B IN-VITRO ANATHOCTUKE

2. BHumaTensHO CJ'IeLI,yIZTe WHCTPYKUUK NO NPUMEHEHUIO. HapexHocTb pe3ynbTaTtoB aHann3a He MOXeT ObITb rapaHTupoBaHa npu
OTKIOHEHUAX OT VIHCprKLlI/IIZ, npmeeaeHHbIX B OaHHOW WHCTPYKUMN MO NPUMEHEHUIO.

3. Pe3yJ'IbTaTbI TecTa npeAHasHayveHbl TOMbKO ANs KIMMHUYECKOW CpaBky U He OOMKHbI MCNOMb30BaTbCA B KAYeCTBe eQUHCTBEHHOIO
OCHOBaHUA ONnAa noaTBepXXAeHUA U UCKNKYeHua guarHosa.

. He kypuTb, He NUTb, HE €CTb 1 He NOMNb30BaTLCH KOCMETUYECKUMU CPeacTBamu B paboyeit 3oHe.

. Mpwn paboTe c obpasuamu 1 peareHTamn HageBanTe 3aLLMTHYO oaeXay U 0QHOpa30Bble NnepyaTkuy. Mocne paboTbl MOMTE PyKU.
. Obpaluaiitechb ¢ noTeHUManbHoO 3arpssHEHHbLIMU MaTepuanamMm 1 0TXo4amu B COOTBETCTBUN C MECTHLIMU TpeGoBaHUAMM.

. He ncnonbayiiTe peareHTbl NOCHe UCTEYEHUSI CPOKa FOAHOCTYU, YKa3aHHOTO Ha STUKETKE.

. N3berante obpa3oBaHus NeHbl BO BCeX peareHTax u obpasuax.

. He cmelumBaiite 1 He ucnonb3ynTe KOMNOHEHTbI U3 HAGOPOB C pasHbIMU Koaamu NapTUm

. Ecnu y Bac BO3HUKHYT BOMPOCHI UM NPEATIOKEHNS BO BPEMSI UCMIONb30BaHUSI AAHHOTO peareHTa, NoXxarnyicra, CBSXUTECH C
Npou3BOAUTENEM.
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» WHTepnpeTauua 3HaKoB:

Specs: xapakTepucTuKu

-
y § e
UDI: YHuKanbHbIN MaeHTUdUKaTop yCTponcTea '?

: KaTanoxHsiid Homep SysCan BioTech (Suzhou) Co., Ltd.

Ten.: +86 512 66064861
®dakc: +86 512 66893086

: MeQUUMHCKOE u3genue ans in vitro AnarHocTukm

: koZ napTum 3n. noyta:intlsales@syscanbio.com Be6-
cant: Www.syscanbio.com
: Aarta npousBoacTBa Appec: 4-ii aTtax, 3gaHme 19, Ne 8, ynumua L3uHbgaH, HayuyHo-
TeXHomnornyeckuii ropoaok, Hosbi pavioH, roposd Cyuwkoy, NpPOBUHLMS
: CPOK FOAHOCTM LizaHcy, 215163, KHP
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PeareHT ansa onpegeneHusa TpomouHoBoro spemeHu (TB)

» HasHauyeHue

MpenHa3HayeH anst Ka4eCcTBEHHOro onpeaeneHust TpombrHoBoro Bpemexu (TB) B nna3me kpoBu YernoBeka Ha aBTOMaTUYECKOM
aHanusartope koarynsauun. PeareHT ans onpegeneHns TB — 3T0 pyTUHHBIV TECT ANS BbISBNIEHNS HAPYLLEHU CBEPTLIBAEMOCTU KPOBU 1
remocTasa.

» TMpuUHUMN TeCTUpPOBaHUA

B nnasmy goGasnseTcs COOTBETCTBYOLLEE KONUYECTBO TPOMBMHA, NpeobpasytoLero puGpuMHOreH B HepacTBOPUMbIN pUGpUH. Bpems,
HeobxoauMoe Af1A CBepThIBaHMUS, onpeaenseTcs kak TB.

» PeareHTbl
MocTaBnsieMble MaTepuansbi:

KomnoHeHT Pearent TB
REF dacoska Obvem
Ci-TT-05 500 TecToB 5 mMn*10 dnakoHoB
CP-TT-1000 600 TecTOB 15 Mn*4 cnakoHa

PeareHT TB: cTaHgapTMavpoBaHHoe Konnyectso TpombuHa 10 ME/mn, 50 mM 6ydep n 0,4% ctabunusaTtopoB. PeareHT xuakuii n
roTOB K MPUMEHEHNIO.

Cpok rogHocTu: 12 mecsueB nNpu Temnepatype ot +2 go +8 °C.

XpaHeHue n cTabunbHOCTb

HeBCTKpbITble hnakoHbl XpaHsaTCst Npy TemnepaType oT +2 Ao +8 °C oo ykasaHHOW AaTbl UCTEYEHUS CpoKa roAHOCTY.

Cpok rogHoOCTU BCKpbITOro donakoHa: 14 gHen npu temnepaTtype ot +2 o +8 °C.

He 3amopaxuBaTthb. [Nepeq ncnonb3oBaHWeM NepemMeLlaTtb, NepeBepHyB riakoH.

CoBmecTUMble NpUGOPbI

ABTOMAaTUYECKWI aHann3aTop Koarynsuum:

Ins ncnone3soBanus ¢ Ci-TT-05:Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

[Onsa ncnonb3oBaHus ¢ CP-TT-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» 3abop obpasuoB u npobonoaroToBka

AHanus crnegyeT npoBOAWTL CO CBEXEeCObpaHHON Nnasmon n3 obpasua LienbHON KPOBM C LIMTPaTOM HaTpUs (AeBATb YacTen BEHO3HON
KpoBW, B3ATOM B ogHOM YacTn 3,2% unutpaTa HaTpus). Obpasubl cneayet ueHTpudyrnposats (2500 06/MuH B TedeHne 15 MuHyT), nocne
Yero nnasmy criegyeT HemeArieHHO NepeHecT BO BTOPUYHYIO MPOBUPKY.

XpaHeHne 06pa3uoB nnasvbi:

10-30 °C 8 vacos
2-8°C 3 aHsa
-20 °C 1 mecsy

3amopoxeHHble 06pasLbl Nna3Mbl He AOMKHbLI NoABepraTbCcs 6onee Yem 0gHOMY LIMKIY 3aMOpaXMBaHUS-pa3MOpaXKMBaHMSI.
» MMpouenypa
M3mepeHune TpombuHoBoro BpeMeHu (TB) AomKkHO NpoBOANTLCA B COOTBETCTBMU C PYKOBOACTBOM MO 3KCMIyaTaLmmn KOHKpeTHoro npubopa un

ajanTauyoHHbIMU NPorpaMmMamMu, OTHOCSILLMMCS K KOHKPETHOMY Npubopy. Bce aTanbl, HEO6XoAUMbIE Ansi NPOBEAEHNUS U3MEPEHUIA, OBbIYHO
BbINOMHSOTCS NPUGOPOM B aBTOMATUHECKOM PEXMME.

PekomeHayeMbIli 06beM peakLuMOHHOW cmecu (npumep)

O6paszel, : peareHT TB = 50 mkn : 100 mkn

MonHble MHCTPYKLMK Mo NpoLedype aHanusa CM. B PyKOBOACTBE Nonb3oBaTens U afanTalMOHHbIX NporpaMmMax.
» KoHTponb kayecTBa

Kaxpas na60paTopMﬂ AO0JMKHa YCTaHOBUTb cobCTBEHHbIE AMana3oHbI KOHTPOMS KayecTBa Ha OCHOBE 3afiaHHbIX 3HaYeHWIN N AMana3oHOB,
npefocTaBneHHbIX NPOU3BOANTENEM KOHTPOMEN, UMM Ha OCHOBE 3HaYeHU, onpeaeneHHbIX na60paTopMel7|.

» PesynbTtatbl
PesynbTaThl naumeHTa MoryT 6bITb NpeAcTaBneHbl B BUAE 3Ha4YeHNN B CeKyHAAxX 1 B Buae koadpduumeHTa. [lononHnTenbHy0 MHMopMaLuuio
CM. B PYKOBOACTBE MO 3KcnnyaTtauuu npubopa.

» OrpaHuyeHus
Ha pe3ynbTaTbl TB MOryT BNMUSATH MHOMME LUMPOKO NPUMEHSIEMbIE NeKapCTBEHHbIE NpenapaThbl, N03TOMY HEO6XOANMO NPOBECTM
[OMNONHUTENbHbIE UCCNIEA0BAHUS AN onpeAeneHust NPUYMHbl HEOXKUAAHHbIX aHOMarbHbIX Pe3ynbTaToB.

» PedbepeHCHbIV MHTEpBan

<20 (c)

OTn pesynbTaTbl ObINM NOMYYEHbl C UCNONb30BaAHNEM peareHTa U3 KOHKPeTHOW napTun. B cBSi3n ¢ MHOXECTBOM NepeMeHHbIX, BUSIOLLMNX Ha
BpEMS CBEPTLIBaHUS, kaxaas nabopaTopumsi 4OMKHA YCTaHOBUTL CBOW COBCTBEHHBIN pedepeHCHbI AnanasoH.

» MNoka3artenu achcpekTMBHOCTU NpoAyKTa

e HopmarnbHoe 3HayYeHVe n3mepeHns B Mrasme: Npu TECTMPOBaHMN C UCMONb30BaHMEM HOPMarbHON Mnasmbl YENOBEKa NN KOHTPOMbLHOW
nnasmMbl pedepeHCHbIN AnanasoH A4S HOPMarbHbIX 3HaYeHW n3MepeHns B nra3me AorkeH coctasnaTth < 20,0 cekyHA.

o [loBTOpsAAEMOCTb: kK03thdMLMeEHT BapuaLmm (CV) NOBTOPHbLIX U3MEPEeHN A TPOMOMHOBOIO BPEMEHW B KOHTPOMNbHOW Mnasme JOMKeH
coctaenAtb < 5 %.
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Momexu:

Bbino npoBepeHO BIUAHNE crieayrowmnx sHAOreHHbIX BELWEeCTB Ha pe3ynbTaTbl aHanusa. BnuvsaHue aTnx BellecTs npoBepAnoCh 40 YKadaHHbIX

KOHLIEHTPaLMIA, U BNUSHUSI HA pes3ynbTaTbl He HaGnaanock.

OHporeHHble BellecTBa MpoBepeHHasi KOHLEHTpaLus
Bunupy6uH 40 mr/gn
Femorno6buH 500 mr/gn
Tpurnuuepnabl 2000 mr/gn
MpeaynpexaeHus u Mepbl NPeAOCTOPOXKHOCTU:
e HekoTopble KOMMOHEHTbLI 3TOr0 Habopa UMEHDT XKUBOTHOE NpoUCXoXaeHue. Bce MaTepuranbl XMBOTHOTO @
NPOUCXOXAEHUSA BblnNu MHAKTUBMPOBaHbLl. OAHAKO HU OAMH U3 JOCTYMHbIX HA CEroAHSLHWA AeHb METOL0B

TeCTUpPOBaHUA HE MOXeT rapaHTUpoBaTb NOSTHOE OTCYyTCTBUE WH(EKLUMOHHOCTK. MNoTeHumanbHas MHPEKLMOHHOCTb COXpaHseTCs.
|-|03TOMy nonb3oBaTeny 4aHHOro peareHTa AOMKHbI NPOSBAATL KPariHIOK OCTOPOXHOCTb U BbIMOMHATL BCE onepaLumn B CTPOrom

COOTBETCTBUU C NpaBunamMm TEXHUKU 6e3onacHocTy.
o [lpumeHstoTcsa cnenywuine 3asaBneHna

H412 BpegHo ans BOOHbIX OPraHn3moB, OKasbiBaeT ANUTENbHOe BO3OeNCTBYE.

: H317 MoxeT BbI3blBaTb annepruyeckyro KOXHYI peakuuio.

P280 HocuTb 3awmTHbIE NEpYaTKu.

GHso7 P333+P313 lNpu nossneHnn pasgpaxeHns KOXM Unu coinu: obpaTutech 3a MeOULIMHCKOW NOMOLLbIO.

Waming  ppagynamu.

OnucaHne HeOOBXOAMMBIX Mep NepPBON MOMOLLN:

P501 YTunusmposatb co,qep)Kl/lmoe/Tapy B COOTBETCTBUU C MeCTHbIMM/peI'VIOHaJ'IbeIMM/HaLlVIOHaJ'IbeIMVI/Me)K,D,yHapOp,HbIMVI

o [lpu nonagaHum Ha KOXY: HEMeAIeHHO MPOMbITh 60nbLIMM KONMYECTBOM BOAbI. Mpu nosiBneHun guckomdopTa OﬁpaTMTbCﬂ K Bpayy.

1. TONBLKO AN1A UCMONB3OBAHWA B IN-VITRO ONATHOCTUKE

2. BHumaTensHo cne,u,yﬂTe NHCTPYKUUN NO NPUMEHEHUIO. HagexHocTb pe3ynbTaToB aHanm3a He MOXeT ObITb rapaHTupoBaHa npu
OTKINOHEHUAX OT MHCprKLI,MVI, npueedeHHbIX B OaHHowu WHCTPYKUMN NO NPUMEHEHUIO.

3. PeSyﬂbTaTbl TeCTa npegHasHa4veHbl TONbKO Ana KITMHUYECKOMN cnpaBKkN U He OOMMKHbl NCMOJIb30BATbCA B Ka4yecTBe eAUMHCTBEHHOIo

OCHOBaHUA ANna noaATBepXAeHUA U UCKNKYeHna anarHosa.

O©oo~NO O

npoussoanTenem.
» WHTepnpeTauusa 3HaKoB:

Specs: xapaKkTepucTUKu

UDI: YHuKanbHbIN naeHTuduKaTop ycTponcTea

: KaTanoXHbIin Homep

<
=)

: MegUUMHCKOe uagenue ans in vitro AnarHocTukm
: KOA4 NapTum

: faTa Npou3BOACTBa

: CpOK rogHOCTUN

: Buonoruyeckasi onacHoCTb

: YpoBeHb onacHoctu «MPEOYMNPEXOEHNE»

o L g
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. He kypuTb, He NWUTb, He CTb 1 He NONMb30BaTbLCA KOCMETUYECKUMU CpelCTBamMy B paGoyeii 30He.

. Mpu paBoTe ¢ obpasuamu 1 peareHTamMmn HageBaiTe 3alUMTHYIO OAEXAY U OAHOPa3oBble nepyaTku. MNocne paboTbl MONTE PyKK.
. OBpaLlaiiTech C NOTEHLMANBHO 3arpsi3HEHHbLIMU MaTepuanamy 1 OTXO4aMu1 B COOTBETCTBUM C MECTHbIMU TpeGoBaHMAMU.

. He ucnonbayiite peareHTbl NOCNe NCTEYEHUs] CPOKA FOAHOCTH, YKa3aHHOTO Ha 3TUKETKE.

. WN3bBeraiitTe o6pa3oBaHsi NeHbl BO BCex peareHTax 1 obpasuax.

. Ecnu y Bac BO3HUKHYT BOMPOCH! MU NPEATIOXKEHNSI BO BPEMSI UCMOSb30BaHWS JAHHOMO peareHTa, noxanymcra, CBsSKUTECH C

-

L)

)

% ce
SysCan BioTech (Suzhou) Co., Ltd.

Ten.: +86 512 66064861

dakc: +86 512 66893086

3On. noytaintlsales@syscanbio.com Be6-

caiT: Www.syscanbio.com

Appec: 4-i atax, 3paHune 19, Ne 8, ynuua L3uHbdaH, HayuHo-
TexHomnornyeckuii ropopok, Hosbi paiioH, roposd Cywkoy, NpOBUHLMS
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Habop ona aHanusa D-gumepa

» HasHauyeHue

Habop npegHasHayeH Ans kKonuyecTseHHoro onpeaeneHns D-gumepoB B Nna3me KpoBW YeroBeka Ha aBTOMaTUYECKOM KoarynsiyoHHOM
aHanusartope. B KNMMHUYeCKoW NpakTMKe OH B OCHOBHOM MCMONb3YeTCs ANt UCKIOYEeHUs] BEHO3HOro TpoM603a, BCNoMoraTenbHOW AnarHOCTUKM
OVCCEMUHNPOBAHHOIO BHYTpUcOoCcyamucToro ceepTbiBaHus (OBC-cuHapoma), MoHUTOpUHra Tpombonutuyeckor tepanum u TONA.

> Pesrome

B npouecce cBepTbiBaHMA KpoBU hrbprHOreH npeobpasyetcs TpoMGnHoM B pmbpuH. OBpasytomecs MoHoMepbl hubpuHa nonmmepusyoTcs
¢ obpasoBaHMeM pacTBOPUMOTrO rens HecumToro pubpuHa. 3aTeM 3TOT PUBPVHOBBIV renb NpeobpasyeTcs B CLUMTLIM hubpuH noa Aenctemem
aKkTuBMpoBaHHoro TpombrHom daktopa Xlll ¢ o6pa3oBaHMem HepacTBopMMOro unbprHOBOro cryctka. MexaHnsm pacluenneHnst opraH13mom
3T0ro nbpMHOBOTO CrycTka HasbiBaeTcs nbprMHONM3oM. [NnasMuH, Takke akTUBMPYEMbIi TPOMOVHOM, pasnaraeT CLunTyo hUOPUHOBYIO
ceTb, BbICBODOXAasA B KPOBb reTEPOreHHyo Nonynsumio NpoayKToB Aerpagaumm ciumtoro mbpuHa (XL-MNAP). D-aumep — 310 cambin
ManeHbkui n3 XL-NOP, ycTonumeblv K NNasmyHy, COCTOALWMI U3 ABYX CLUMTBIX Mexay cobon D-dparmeHToB. MoBbIweHHbIe ypoBHU D-anmepa
CBUAETENbCTBYIOT 06 akTMBHOM chnbpuHonu3e u, cregoBaTernibHO, OObIYHO NMOBbILLEHbBI MPU KIMHUYECKMX COCTOSIHUSAX, CBA3AHHbBIX C aKTUBHbBIM
obpasoBaHnem Tpom6OB.

Moka3aHo, 4TO NoBbILWEHHbIE YpoBHU D-anmMepa nmetoT KnMHnyeckoe 3HaveHve npu amarHoctuke octporo TIB, TAJ1A n OBC-cnHgpoma.

» MpuHUMN TecTUpoBaHUsA
YacTuubl natekca MeyeHbl cneLmduyeckMm MOHOKNOHanbHbIMK aHTuTenamu npotus D-gumepa. MNocne no6aeneHus obpasua Tectupyemon
nnasmMbl K naTekCHbIM YacTuuam, aHtureH (D-gumep) B nnasme CBA3bIBAETCA C NTAaTEKCHBIMM YacTuLuamm, obpasys arperaTtbl, YTO NPUBOAUT K
YMEHbLLEHWIO MPOMNYyCKaeMoro CBeTa 1 CHIDKeHWIo adpdpekTa paccesHns. MiameHeHne onTU4eckon NNOTHOCTM NOMOXUTENBHO KOPPEnupyeT ¢
KOHLeHTpaumeln aHTureHa B obpasue. KonmyecTBeHHO onpeaenutb KoHUeHTpaumio D-guMepa B TeCcTMpyeMon nna3me MoOXHO OTHOCUTENbHO
KannbpoBOYHOW KPUBOW.

» PeareHTbl
MocTaBnsiemMble MaTepuans:

KomnoHeHT INatekc D-gumepa, 6ycdep D-gumepa, ctaHgapt D-gumepa
REF dacoska O6bvem
Ci-DD-12 75 tectoB  |Nlatekc D-gumepa: 4 mn*3 con.; 6ycdep D-aumepa: 6 mn*1 dn.; ctangapT D-gumepa: 1 mn*1 dn.
Ci-DD-24 150 TectoB  [Mlatekc D-gumepa: 6 Mn*4 ¢n.; 6ycdep D-gumepa: 6 Mn*2 ¢n.; ctaHgapTt D-aumepa: 1 mn*1 dn.
CP-DD-1000 150 TectoB  (JlaTekc D-gumepa: 15 mn*1 ¢on.; 6ycdep D-gumepa: 7,5 mn*1 ¢pn.; ctaHgapT D-gumepa: 1 mn*1 cn.

Jlatekc D-gumepa: cycrneHanst NaTeKCHbIX YacTuL, KOBaNeHTHO CBA3AHHLIX C MOHOKMOHamMbHbIMK aHTUTenamun npotns D-gumepa — 50 mr/n,
copepxaluas 25 mr/mn 6blubero ceiBopoTo4Horo ansbymuHa (BCA) n 0,4 % ctabununsatopos. PeareHT )Xuakuii n rotToB K MPUMEHEHWIO.
Bydep ana D-gumepa: xnakui pacteop, coaepxaLumin 25 mr/mn 6ul4bero cbiBopoToyHoro ansbymuHa (BCA) n 0,4% crabunusartopos.
CraHgapT D-gumepa: nunodunuavposaHHbIi npenapaT D-aumepa. Pa3BecTv AMCTMNNMPOBaHHON BOAON A0 06bema, yka3aHHOro Ha 3TUKeTKe
cnakoHa.

Cpok rogHocTu: 18 mecsues npu Temnepatype ot +2 go +8 °C.

XpaHeHue 1 cTabunbLHOCTb

HeBckpbITble hriakoHbl XpaHATCst Npu TeMmnepaType oT +2 o +8 °C 4o yka3aHHOW AaTbl UICTEYEHWUsi Cpoka FrOgHOCTHU.

He 3amopaxuBaiTe.

Cpok rogHOCTM OTKPbITbIX (ONIaKoHOB € naTekcHbiM D-gumepom n 6ycdepom D-gumepa: 14 gHeln npy TemnepaType oT +2 go +8 °C.
CTtabunbHOCTb BOCCTaHOBMNEHHOro ctaHaapTa D-anmepa: 8 yacos npu temnepatype ot +2 o +8 °C. He xpaHute peareHTbl Ha 60pTy.
Heobxoaumble, HO He BxoAsLMe B KOMMNNEKT MaTepuansi

BydepHbIi huspacteop ¢ ummgasonom (IBS) (REF: Ci-IBS-15)

CoBMecTUMBbIe NpuGopbI

ABTOMaTUYECKMIN KOAryNSALUMOHHBIN aHanus3aTop:

[Ons ucnonesosanus ¢ Ci-DD-12, Ci-DD-24:Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo €602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

[Ons ncnonbsoBaHus ¢ CP-DD-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

> 3abop obpasuyoB u npobonoaroToska

AHanus criegyeT NPOBOAUTL CO CBEXeCcoBGpaHHOM Nna3mon 13 obpasua LienbHoM KPOBM C LUTPaTOM HaTpusi (OeBATb YacTein BEHO3HOM
KpoBW, B3ATOM B ogHOM YacTu 3,2% uutpata HaTpust). Obpasubl cneayeT ueHTpudyruposath (2500 06/MuH B TedeHre 15 MUHYT), nocne
Yero nnasmy cregyet HemeAneHHO OTAENUTD.

XpaHeHune 06pasLoB Nnasmbl:

10-30°C 8 yacos
2-8°C 3 aHsA
-20°C 1 mecsy

3amopoxeHHble 06pasLibl Nna3Mbl He AOMKHEI NOABEPraTbca 6onee YeM OQHOMY LIMKNY 3aMOPaXnBaHNS-Pa3MOpPaXMBaHNS

» MeTponoruyeckas npocnexuwsaemMocTb CTaHAapToB
N3mepsiemas BenuumHa unv aHanv3vpyemMoe BeLLecTBO B Habope Ansa aHanusa D-gumepoB npocnexvBaeTcsa A0 CTaHAapTa KomnaHum Siemens.
Mpouecc npocnexunBaemoctn ocHoBaH Ha EN ISO 17511. MpucBoeHHble 3Ha4YeHWs BbInKn YCTAHOBIEHbI C MCTONb30BaHNEM penpe3eHTaTUBHbIX
06pasLoB 13 AaHHOW NapTum Kanubpartopa 1 ABNATCA cneunduyeckumMmmn Ans MeTOA0B aHanusa, UCMornb3yembiX C 3STUMU peareHTaMu. 3HayveHus,
norly4eHHble C NMOMOLLbIO APYTMX METOAO0B, MOTyT OTNINYATBCS.
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» MMpoueaypa
WccneposaHue ¢ ucnonb3osBaHnem Habopa ans aHanusa D-grmepoB AomkeH NPoBOANTLCA B COOTBETCTBUM C PyKOBOACTBOM MO
3KcnnyaTaumm KOHKpeTHOro npnbopa 1 aganTaumMoHHbIMK NporpaMmamMu. Bee atanbl, Heo6xoanMble ANS NPOBEAEHNSA U3MEPEHUN,
06bI4HO BbINOMHATCA NPUGOPOM B aBTOMAaTUHECKOM peXunMe.
PekomeHAyeMbIii 06beM peakLiMOHHOM cMmecu: (NMpumep)

O6paszeu : BydepHbiii puspacteop ¢ umuaasonom (IBS) : Bydep : Natekc = 15 mkn : 15 mkn : 50 mkn : 150 mkn
MonHble MHCTPYKLMKM NO NpoLeaype aHanusa cM. B PyKOBOACTBE NOMb3oBaTens U aganTaunoHHbIX NporpamMmmMax.

BaxHo!

o [epepn vcnonb3oBaHWeM nepemMelualite Bce pearentsl. HE B3BAIBIBANTE.

e [lepen ucnonb3oBaHWeEM faniTe KOMNOHeHTaM Habopa v obpasuamM JOCTUYb KOMHATHOW TemnepaTypbl.

e [lepeHecuTe cTaHAapT M NaTekc B NPOOMPKM COOTBETCTBYHOLLErO pa3mepa nepea pa3MeLleHneM peareHToB Ha npubope.
Kann6poska

WcnonbayiTe cTaHgapT D-gumepa, NocTaBnsieMbli Halen KomnaHueil, Ans NpoBeAEHNs MHOTOTOYEYHOM KannBGpOoBKX B Npeaernax auanasoHa
namepenus. Mpu sameHe peareHToB TpebyeTcst NOBTOPHas KanubpoBska.

» KoHTponb kayecTBa
KOHTPOMM € HU3KMM 1 BbICOKUM COAepXXaHWeM AOIMKHbI TECTUPOBATLCS OAHOBPEMEHHO C Nna3Mon nauueHTos. KOHTponu Takke cnepyet
TeCcTUpoBaTb NMPY KaXO0N 3aMeHe peareHTa U He pexe OAHOro pasa 3a 8-yacoByto cMeHy. Kaxaas nabopaTopusi AOMKHA YCTaHOBUTL
cobCTBEHHbIE AManasoHbl KOHTPOIS Ka4YeCTBa HAa OCHOBE 3a[aHHbIX 3HAYEHWUI 1 AMana3oHoB, NPeAoCTaBMNeHHbIX NPoM3BoANTENEM
KOHTpOMeW, Unn Ha OCHOBE 3HaYeHWI, onpeaeneHHbIX nabopartopven.

» PesynbTtatbl
Ecnu koHueHTpaumsa D-gumepoB B npobe npesbiwaeT 10,0 mr/n, npoby Heobxoammo pa3baBuTtb GydepHbIM (U3pacTBOPOM C MMUOA30IOM
(IBS) nepepn TectupoBaHueM. Pe3ynbraT crniegyeT ykasblBaTb Kak U3MEPEHHOe 3HayeHue, YMHOXEHHOe Ha koadpduumeHT pasbasrneHus
(MakcumanbHbIn koadULMEHT pasbaBneHns He OOIKeH npesbiwaTh 4). [lnana3oH pesynbTaToB Ans AaHHOro npogykra coctaenset 0,25
mr/n — 40 mr/n.
PedepeHCHbIN nHTepBan

< 0,50 mr/n

[ns ucknoyeHnst guarHo3a BeHo3Hou Tpomboambonum (BT3) noporosoe 3HaveHne D-gumepa coctaenset 0,50 mr/n. HopmanbHbin
pedepeHTHbIN AnanasoH NpUBEAEH UCKIIOYMTENBHO ANS CnpaBku. B cBA3M € BO3MOXHBIMU pa3nuunsamu mexay npubopamu, nabopaTtopusamu
1N MECTHbIM HaceneHVeM Kaxxaon nabopatopun pekoMeHAyeTCs YCTaHOBUTbL CBOW COBCTBEHHbIN peddepeHTHbIN MHTepBar.
EavHuua namepenns: FEU.

» Mokasatenu achchekTUBHOCTU NpoAyKTa

o [lpenen 6naHka: npeaen 6naHka peareHTa AoMmkeH ObiTb < 0,22.

e ToOYHOCTb: NpU onpeaeneHnn aTanoHHoro matepuana D-gumepa oTHOCUTENBHOE OTKIIOHEHWE He AOIMKHO npeBbiwaTth + 10%.
e JlnHenHoCTb: B AnanasoHe namepeHus ot 0,25 mr/n go 10 Mr/n koahdULMEHT NMHEHOM Koppenaunm gomkeH obiTe > 0,980.

o [loBTOpsiemocTb: KoadhduumeHT Bapuaumn (CV) pesynbtaTos, NOMYYEHHbIX NPY NOBTOPHOM TECTUPOBAHUM C UCMOMb30BaHNEM
KOHTPObHbIX 0OPa3L0B HN3KOrO YPOBHA U 06pasLoB nna3mel, 4omkeH 6biTb < 15%, a CV pesynbTaTtoB, NOMyYeHHbIX Npu
NMOBTOPHOM TECTUPOBAHWNMN C UCMONb30BaHNEM KOHTPOIbHbIX 06pasL0B BbICOKOro YPOBHS Unn 06pasLoB nnasmel, A0MmKeH bbb < 10%.

o KannbpoBo4Hble cTaHaapTbl: 0OHOPOAHOCTb < 15%); TOYHOCTL: OTHOCUTENBHOE OTKIIOHEHNE He AOSMKHO npeBbiwath + 15%.
Momexu:

Bbino nposepeHo BnusHWe cnefyrwmnx SHAOreHHbIX BEWEeCTB Ha XapaKTepucTukn aHanusa. Momexu nposepsnuck 4o
YKa3aHHbIX KOHLEHTPaLMWN, 1 BAUSHUA Ha pes3ynbTaTbl HE Habnoganocs.

OHporeHHbIe BellecTsa MpoBepeHHas KOHLIEHTpaLMs
Bunupy6uH 10 mr/gn
"emornobuH 500 mr/an

Tpurnuuepungbl 550 mr/gn

PeBmaTtouaHbIn bakTop 1000 ME/mn

MpeaynpexaeHus n Mepbl NPeAOCTOPOXHOCTH:

e HekoTopble KOMMNOHEHTbLI 3TOro Habopa MMeIoT XUBOTHOE NponcxoxaeHne. Bce maTepuansl YenoBeveckoro ﬁ'*
npoucxoxaeHns 6uinu npotectuposaHsl Ha BUY, BCI™ 1 BI'B ¢ oTpuuatenbHbIMU pesynbtatamu. \%
Bce maTepuanb! XXMBOTHOTO MPOUCXOXAEHNS BblNn MHAKTUBMPOBaHbI. OfHAKO HU OAMH U3 AOCTYMHbLIX HA CErOAHSILLHWIA AeHb METOA0B
TECTUPOBAHUSI HE MOXET rapaHTMPOBaTh NOJHOE OTCYTCTBME MHDEKUMOHHOCTM. [oTeHuManbHas UHPEKLMOHHOCTb COXPaHSIETCS.
MoaTomMy nonb3oBaTenu 4aHHOrO peareHTa AOSKHbI NPOSBNATL KPaHIO OCTOPOXHOCTb U BbINOMHATL BCE Onepaummn B CTPOrom
COOTBETCTBUM C NpaBunaMun TeXHUKN 6e3onacHocTy.

o [lpumeHsiloTCS cneaytowme 3asiBneHus:

H412 BpegHo oNns BOAHbIX OPraHM3MOoB, OKa3biBaeT ANuTenbHOe BO34eNCTBME.

P280 HocuTb 3almTHble nepyaTtku.
chso7 P333+P313 lMNpu nosiBneHnn pasapaxeHns KOXu Uim cbinu: 06patnTeck 3a MeAnLMHCKON MOMOLLIbIO.
P501 YTunusmposatb cogepxmmoe/Tapy B COOTBETCTBUU C MECTHbIMU/pEernoHanbHbIMu/HaumoHanbHbIMu/MexXayHapoaHbIMN
npaBsunamu.

: H317 MoxeT Bbi3blBaTb anfiepruyeckyro KOXHY peakuuio.

Warning
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OnucaHue He06Xo0AUMbLIX Mep NepBoi NOMOLLM:

e [lpu nonagaHum Ha KOXY: HeMeaNeHHO NPOMbITb 60nbLINM KONNYECTBOM BOAbI. [Mpu nosiBneHuun gnckomdopTta 06paTVITbCF| K Bpa4y.

1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO ANATHOCTUKE

2. BHAMATENbHO CrieayiTe UHCTPYKLIMM MO MPUMEHEHNI0. HaexHOCTL pe3yrnbTaToB aHann3a He MoXeT GbiTb rapaHTUpOBaHa npu
OTKMOHEHUSIX OT MHCTPYKLMIA, NPUBELAEHHBIX B J@HHOW MHCTPYKLMM MO NPUMEHEHWIO.

3. Pe3yﬂbTaTbI TeCTa npegHa3Ha4vYeHbl TONbKOo Ana KIMHUYECKON CrnpaBku N He OOJTKHbI UCNOJTIb30BaTbCA B Ka4eCcTBe e UHCTBEHHOIo

OCHOBaHVs A8 NOATBEPXKAEHNS UM UCKITIOYEHNS AMarHosa.

. He kypuTb, He NUTb, He ecTb 1 He NONb30BaTLCS KOCMETUYECKUMU CpeacTBaMmn B paboyeii 30He.

. Mpu paboTe c o6pa3uamu n peareHTaMun HaeBaTe 3aLUMTHYIO OAEXAY U OA4HOpa3oBble nepyaTku. Mocne paboTbl MOWTE PyK.
. Obpalyaritecb C NOTEHUMANBLHO 3arpA3HEHHbIMM MaTepuanaMm 1 oTxogammn B COOTBETCTBMN C MECTHbIMU TpeboBaHAMMU.

. He ncnonb3yiiTe peareHTbl Nocne NCTe4eHns cpoka rogHOCTM, yKa3aHHOro Ha 3TUKETKe.

. W3beraiite obpasoBaHusi NeHbl BO BCeX peareHTax u obpasuax.

O WOWOooNO O~

npounssognTenem.

» WHTepnpeTtaums 3HaKOB:
Specs: xapaKTepuCTUK1

UDI: YHuKanbHbIN naeHTUdmMKaTop yCTPONCTBa

1 KaTanoXHbli HOMep

: MEAMLIMHCKOe 13aenve ana in vitro guarHocTuku
1 KO nMapTum

: ;aTa npousBoacTea

a g 3]

. CPOK rogHoCTH

: Bronormnyeckasi onacHoOCTb

o

: YpoBeHb onacHoctu «[MPEQYIMNPEXOEHNE»
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. He cmewmBaiite u He MCﬂOﬂbSyﬁTe KOMMNOHEHTbI U3 HaGOpOB C pa3HbIMK KO4aMu napTun
. Ecrn Y BaC BO3HMKHYT BOMNPOCHI U npeanoxeHnua Bo BpeMsa UCNoSib30BaHUA AAHHOMO peareHTa, I'IO)KaJ'ny/'ICTa, CBAXUTECHb C
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Appec: 4-ii aTtax, 3ganme 19, Ne 8, ynmua L3suHbdaH, Hay4yHo-
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HaGop ansa aHanu3sa npoaykrtoB aerpagauuu ombpuHa (MOAP)

» HasHnauyeHue
MpeaHa3HayeH ANs KONMYECTBEHHOTO onpeaeneHns NpoaykToB Aerpagaums pubpuxa (dbrbpuHorena) (MAP) B nna3me KpoBM Yenoseka Ha
aBTOMaTM4eCKOM KoarynsilMoHHOM aHanusatope. AHanva Ha nNpoaykThl Aerpagauuns dvbpuHa (MAP) ABnseTca pyTUHHBIM KNMHUYECKUM
nccnefoBaHeM Ans oueHkn UOPUHONUTUYECKON aKTUBHOCTY.

» Pesiome
MpoaykTbl gerpagaums pubprHa (prubprnHoreHa) nog AeNCTBUEM NNasMuHa, n3BecTHble kak MO, ABMATCA OAHUM N3 BaXKHENLLNX
MapKepoB A MOHUTOPMHIra COCTOSAHUS PMBPUHONUTUYECKOTO PAaCcCTPOCTBA, BO3HMKAIOLLEro B OpraHnaMe, 0COBEeHHO ANs ANarHOCTUKN 1
HabniogeHns 3a NnporpeccmpoBaHMeM AUCCEMUHUPOBAHHOIO BHYTPMCOCYAMCTOro ceepThiBaHus (ABC-cungpoma). Kpome Toro,
onpegenenne MNA®P nonesHo Ans AnarHOCTUKM TPOMBO3a N MOHUTOPUHIa 3PEKTUBHOCTY TPOMBONUTUYECKON Tepanuu.

» TMpuHUMN TeCcTUpPOBaHUA
B nccnenyemoii nnasme npoaykTel pacnaga pubpuxa (dbubpuHorena) (MAP) BcTynaoT B peakumio «aHTUreH-aHTUTeNo» C NaTekCHbIMU
YacTuLaMu1, KOHBIOTMPOBAHHBIMU C MbILLMHBIMA MOHOKNOHAMNbHLIMU aHTUTEeNamu NpoTuB Yenoseyeckux MNA®P, 4To NnpMBOAMT K
arrnioTVHauMn. 3To BbI3biBAeT YMEHbLUEHWE NponyckaeMoro CBeTa 1 CHkeHut adhdekTa paccesiHust. IameHeHne onTuyeckow nnoTHOCTH
NonoXWTeNbLHO KOppenupyeT C coaepXXaHnem aHTureHa B obpasue. KonnyectBeHHo onpeaenuTb KoHueHTpauuto MNAP B uccneayemoi
nnasme MOXHO OTHOCUTENbHO KanubpoBOYHOWM KPUBOWA.

> PeareHTbl
MocTaBnsemble MaTepuansb:

KomnoHeHT TNatekc MNA®, 6ydpep NAOP, pazbasutens MNOP, crangapt N4
REF Pacoska Obbem
Ci-FDP-10 150 TecToB INatekc FDP: 5 mn*2 conakoHa; 6ycdep FDP: 5 mn*2 dpnakoHa; pasbasutens FDP: 5 mn*1
dnakoH; Ctangapt FDP: 1 mn*1 dnakoH
CP-FDP-1000 150 TecToB Ilatekc FDP: 10 mn*1 donakoH; 6ycdpep FDP: 10 mn*1 donakoH; pasbasutens FDP: 5 mn*1

dnakoH; ctanaapt FDP: 1 mn*1 dpnakoH

Natekc MAP: 0,1% cycneHsns NaTeKCHbIX YacTuL,, KOBANEHTHO CBSI3aHHbIX C MOHOKMOHaNbHbIMK aHTUTenamu npotus MAP, cogepxalas
25 Mr/mn 6bl4bero cbiBopoToyHoro ansbymuHa (BCA) n 0,4% ctabunusatopoB. PeareHT Xuakuii  roToB K UCNOMb30BaHUIo.

Bydep NAOP: xunakuii pacteop, cogepxalumnii 25 Mr/mn Gbl4bero cbiBopoToyHoro anbbymuHa (BCA) n 0,4% crabunmaatopos.
Pas6asutens MNA®: 50 mM 6ydep, cogepxawuin 30 Mr/mn 6bl4bero CbiBOPOTOYHOro anbbymuHa (BCA) n 0,4% ctabunusaTtopos.
CraHpapt MNOP: nodmnumampoBaHHbIn npenapat MNAOP. BoccTtaHoBUTE AUCTUNNMPOBaHHON BOAOW A0 06beMa, ykadaHHOro Ha 3TUKETKe doniakoHa.
Cpok rogHocTu: 18 mecsueB npu Temnepatype ot +2 go +8 °C.

XpaHeHue 1 cTabUNbLHOCTb

XpaHeHue: xpaHuTb Npu TemnepaTtype oT +2 o +8 °C go ykasaHHOM AaTbl UICTEYEHNS Cpoka rogHOCTH.

He 3amopaxuBaTtb. CTabunbHOCTL B pa3Be4eHHOM Buae: cTaHaapT ctabuneH B TedeHue 8 yacoB npu TemnepaType oT +2 oo +8 °C.
Cpok rogHOCTM BCKPLITOro oriakoHa: naTekCHbIN peareHT u bydep ctabunbHbl B TeveHne 14 gHen npu Temnepartype ot +2 go +8 °C.
He xpaHuTe peareHTbl Ha 60pTy.

CoBmMecTUMble NpPUGOPbI

ABTOMaTU4YeCKUIN aHann3aTop Koarynsauuu:

[nsa ncnonb3soeanus ¢ Ci-FDP-10: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S, AutoCimo C602,
AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

Onsa ncnonb3oBaHusa ¢ CP-FDP-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» 3abop obpa3uyoB u npobonoaroToBka
AHanus crneflyeT npoBoAWTL CO CBeXecobpaHHON nnasmoli n3 o6pasLia LienbHON KPOBM C LMTPATOM HaTpus (OEBATb YacTell BEHO3HOW KPOBMY,
B35iTOW B ofjHOM YacTu 3,2% unTpata HaTpus). Obpa3subl cnegyeT ueHTpudyrmposaTh (2500 06/MWH B TedeHne 15 MUHYT), nocne Yero nnasmy
cneayeT HEMe[EHHO OTAENUTb.

XpaHeHne 06pasLoB Nnasmbl:

10-30°C 8 yacos
2-8°C 3 oHA
-20°C 1 mecsy

3amopoxeHHble 06pasLibl Nnasmbl He AOMKHBI NoABepraTbes 6onee Yem OQHOMY LIMKIY 3aMOPaXVBaHUS-Pa3MOPaXUBaHUS.
MeTponoruyeckasi npocrnexuwBaemMocTb CTaHAapToOB:
BenununHa nsmepenus unun aHanuTa B Habope ansa aHanuaa NO® npocnexusaeTtcs go atanoxa Biolinks. Mpouecc npocnexuBaemoctn
ocHoBaH Ha EN ISO 17511. MNMpucBoeHHble 3Ha4eHns Bbiny yCTaHOBMNEHbI C UCMOMb30BaHNEM pernpe3eHTaTUBHbIX 00pasLOoB 13 JaHHOW
napTuu Kanubpartopa 1 OTHOCATCA KOHKPETHO K MeTOAaM aHanusa, UCrosib3yeMbiM C 3TUMU peareHTaMu. 3HaveHns1, Mony4eHHbIe ApYruMm
mMeToaamu, MOryT oTnyaTbes. Takue pasnnmuns, ecrivm OHN NPUCYTCTBYIOT.

» TMpouenypa
AHanus ¢ ucnonb3oBaHneM Habopa ans aHanu3a MA®P gomkeH NPoBOANTLCH B COOTBETCTBUM C PYKOBOACTBOM MO dKCNyaTauum
KOHKpeTHOro npubopa 1 agantaunoHHbIMK NporpammamMu. Bee atansl, HeobxoavMble Ans NpoBeAeHNs U3MePEHNI, 0BbIYHO
BbIMOMHATCS MPUGOPOM B aBTOMaTU4ECKOM PEXMME.
PekomeHayeMbIi 06beM peakLiMOHHON cmecK: (Mpumep)
Ob6pasey : MNP Pasbasutens : MAP Bydep : NOD Matekc = 5 mkn : 15 mMkn : 65 Mkn : 65 mMkn
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MonHble MHCTPYKLMM NO Npoueaype aHanusa CM. B pyKOBOACTBE MOMnb30BaTens U afanTauuoHHbIX MeToAMKax.
BaxHo!
o [lepen ncnonb3oBaHnem nepemeLuaiTe Bce pearenTbl. HE BSBAIBIBANTE.
e [lepen ucnonb3oBaHWeM faniTe KOMNOHeHTaM Habopa v obpa3suamM JOCTUYb KOMHATHOW TemnepaTypsbl.
e [lepen ycTaHOBKOW peareHTOB B NpUGOp nepeHecuTe CTaHgapT U naTekc B NPOGUPKM COOTBETCTBYIOLLENO pasmepa.
Kanu6pogBka
MocTpoiTe KanMbpOBOYHYIO KPMBYIO C MCNOMb30BaHMEM BOCCTaHOBIIEHHOrO cTaHAapTa Habopa ansa aHanuaa MNoo.

» KoHTponb kayecTBa

KOHTPOIM C HU3KUM M BBICOKAM COAEPXXaHUEeM AOSHKHbI TECTUPOBATLCS OAHOBPEMEHHO C NiasMol naumeHTos. KOHTponu Takke criegyet
TECTMPOBaTL NPU KaXJ0W CMEHe peareHTa v He pexe OOHOro pasa 3a 8-yacoBylo cMeHy. Kaxaas nabopaTtopust 4OMKHA YCTaHOBUTL
cOBCTBEHHbIE AMana3oHbl KOHTPOMS Ka4yecTBa Ha OCHOBE 3a4aHHbIX 3HAYEeHUI 1 Ayana3oHoB, NPeaoCTaBNEHHbIX MPOU3BOANTENEM
KOHTPOJSIEi, UM Ha OCHOBE 3HAaYeHuit, onpeaeneHHbIX nabopaTopuei.

> PesynbTaThbl
KoHueHTpauus MNA® BeipaxaeTcs B MKr/M1.
PecpepeHcHbIN MHTepBan:
< 5 mkr/mn

I'Iponl, BbIXogdlwlne 3a npenenbl Agnana3oHa, MOXHO paSﬁaBVlTb 1 NOBTOPHO NpoTecTupoBaTh. Pa36aBneHHas nnasma MoxeT nogseprarbca
SCbCpeKTy CMeLllnBaHuA, 4TO MOXET NOBNNATb Ha pe3dynbTaT TecTa.

» Mokasatenu achcheKTMBHOCTU NpoAyKTa

e To4YHOCTb: MpW onpegeneHun atanoHHoro matepuana MNMA® oTHocUTENbHOE OTKIOHEHNE HE OOIMKHO NpeBbiwaTth + 15 %.
e JlMHenHoCTb: B Anana3oHe TecTupoBaHus oT 2,5 Mkr/Mn go 80 MKr/mMn KO3 UUNEHT NUHENHOW Koppensuumn 4omkeH 6biTb = 0,990.

o [loBTOpPSIEMOCTb: NMOBTOPUTE U3MEPEHWNE COAEPXKAHUSI MPOAYKTOB Aerpagaumnm gpubpuHoreHa B npobe koHTponsi kavecTsa. KoaddumumeHT
Bapuaumu (CV) ana pesynbTaToB, NOMyYEHHbIX NPV MOBTOPHOM TECTMPOBAHWUM NPOOLI KOHTPOIS KAYECTBa C HU3KUM 3HaYeHNeM, JOIKeH
6bITb < 15%, a CV Ans pe3ynbTaToB, NOMyYEHHbIX NPU NOBTOPHOM TECTUPOBaHWM NPOGbLI KOHTPOIS KAYECTBA C BbICOKUM 3HaYeHNeM,
nomkeH obiTb < 10%.

e Crangapt NAO®: ogHopoaHOCTb < 15%; TOYHOCTb: OTHOCUTENIBHOE OTKITOHEHWNE HEe JOIMKHO npeBbiwaTth + 15%.

o [penen 6naHka: npegen 6naHka peareHTa JomkeH ObiTb < 1,0 MKr/M.

o [lpenen obHapyxeHus: npeaen obHapyXeHusl peareHTa JomkeH ObiTb < 2,5 MKr/mn.

o [lpegen kKoNMYeCcTBEHHOTO onpeaeneHus: Npeaen KoNMYeCcTBEHHOTO onpeaeneHunst 4ormkeH 6biTb < 3,0 Mkr/mn
BHyTpunabopaTopHasi To4HOCTb: koadbcpuumeHT Bapuauum (CV) TouHocTn Habopa Ans aHanu3a MNAOdP Ha Bcex COBMECTUMbIX
npubopax coctaenseT < 15%.

Momexu:

Beino npoBepeHo BInAHKE crieayrwmnX 3HOONeHHbIX BELWeCTB Ha pe3yrbTaTbl aHanuaa. B3avmopenicteus npoBepaAnncb A0 yka3aHHbIX
KOHLleHTpaLl,I/IVI, N BNMUAHNA Ha pe3ynbTaTbl HE Habnoganoch.

OHporeHHble BellecTBa MpoBepeHHas KOHLeHTpauus
Bunupy6uH 10 mr/an
emorno6buH 500 mr/gn

Tpurnuuepugbl 625 mr/gn

MpeaynpexaeHusa n mepbl NPefOCTOPOXHOCTH:

e HekoTopble KOMMNOHEHTbLI 3TOr0 Habopa UMEeIOT XMBOTHOE NPoNCXoXaeHue. Bce maTepuransl YenoBeyeckoro A
npovcxoxaeHus 6uinn npotecTupoBaHbl Ha BUY, BCI n BI'B ¢ oTpuuatenbHbiMy pesynbratamu. \%
Bce maTepunanbl XXMBOTHOIO NPOUNCXOXAeHWS Bbinu nHakTuBMpoBaHbl. OfHAKO HY OAMH M3 AOCTYMHbIX HA CErOAHSALWHUIA AEeHb METOA0B
TECTMPOBaHMSA HEe MOXET rapaHTUpPOBaTh MOJIHOE OTCYTCTBME MHMDEKLMOHHOCTU. MNMoTeHUmanbHas MHPEKLUMOHHOCTb COXPaHAETCS.
MoaTomy nonb3oBaTenu AaHHOTO peareHTa AOSMKHbI MPOABNATL KPaHIO OCTOPOXHOCTb U BbINOMHATL BCE Onepauumn B CTPOrom
COOTBETCTBMU C NpaBuammn TEXHUKN Ge3onacHoCTL.

o [lpumeHsAOTCS cnepyowye 3asBNeHNs:

H412 BpeaHo oNns BOAHbIX OPraHM3MOB, OKa3biBaeT ANUTENbHOE BO3OENCTBME.

P280 Hocutb 3awwmTHbIe nepyaTku.
Ghs o7 P333+P313 lNpu nossneHnn pasapaxeHns KOXM Unu ceinu: 06paTutech 3a MEAULIMHCKOW MNOMOLLbIO.

P501 YTunusmpoBatb cogepxMmMoe/Tapy B COOTBETCTBUU C MECTHbIMU/PErmoHanbHbIMU/HaunoHanbHeIMu/MeXayHapoaHbIMU
Waming  npagunamn.

: H317 MoxeT Bbl3blBaTb annepruyeckyto KOXHYH peakumio.

OnucaHue Heo6XOAUMbIX Mep NepPBON NMOMOLLMN:
¢ [lpu nonagaHuun Ha KOXYy: HEMeAIEHHO NPOMbITb 6OMbLUNM KONMYECTBOM Boabl. [py nosisneHny guckoMmdopTta 06patuTbCs k Bpady.
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1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO OANATHOCTUKE

2. BHumaTeneHo cne,qyl?ﬁe WHCTPYKUUN NO NPUMEHEHUIO. HapexHocTb pe3ynbTaTtoB aHann3a He MOXeT 6bITb rapaHTMpoBaHa npu
OTKINOHEHUAX OT VIHCprKLlVII;L npvBeAeHHbIX B JaHHOW NHCTPYKUNN NO NPUMEHEHNIO.

3. Pe3yJ'IbTaTbI TeCTa npegHa3Ha4vyeHbl TONIbKO AnA KINMHUYECKON CrnpaBK1 U He OO0JIKHbl NCNOJIb30BaTbCA B Ka4yeCcTBe eAMHCTBEHHOIo

OCHOBaHUA ANSA noATBepPXXOEeHUA UM UCKNKYeHUA anarHosa.

O WOWOooNO O b~

npounssognTenem.

» WHTepnpeTauusa 3HaKoB:
Specs: xapaKTepuCTUK1

UDI: YHuKanbHbIN MaeHTUdMKaToOp YCTPONCTBa

: KaTanoXHbIN HOMep

<
o

: MeauuuHckoe usgenue ons in vitro anarHocTukm
: Kog napTuu

: ;aTa npousBoAcTBa

i [ [g

. CPOK rogHoCTH

: Buonornyeckasi onacHoCTb

@:

: YpoBeHb onacHoctu «[MPEQYTMNPEXOEHNE»

<

Peructparna MH 8 Pocanpasranmsope
www.nevacert.ru | info@nevacert.ru

. He kypuTb, He NUTb, He ecTb 1 He NONb30BaTLCS KOCMETUYECKUMU CpeacTBaMmn B paboyeii 30He.

. Mpwn pabote ¢ obpasuamun 1 peareHTamMmn HafeBanTe 3aLUTHYIO OAEXAY M OAHOPa3oBble nepyaTtku. Mocne paboTbl MONTe pyku.
. ObpaLyaitecb € NOTEHUMANbLHO 3arpA3HEHHbIMM MaTepuanaMm 1 oTXogammn B COOTBETCTBMU C MECTHbIMKN TpeboBaHNAMM.

. He ncnonbayiite peareHTbl Nocne NCTe4eHns cpoka rogHOCTM, YKa3aHHOro Ha 3TUKETKe.

. M3beraiiTe obpasoBaHusi NeHbl BO BCEX peareHTax u obpasuax.

. He cmewumBaiite n He ncnonb3yiite KOMNOHEHTbI U3 HAGOPOB C pasHbIMK KOAAMMW MapTUn

. Ecnun y Bac BO3HVKHYT BONPOCHI UMK NPeAnoXeHns BO BPEMS UCMOMb30BaHUA AAHHOMO peareHTa, NoXanyncTa, CBAXUTECH C

-
)
()
% ce
SysCan BioTech (Suzhou) Co., Ltd.
Ten.: +86 512 66064861
dakc: +86 512 66893086
3n. noytaintlsales@syscanbio.com Beb-
caiT: Www.syscanbio.com
Apgpec: 4-i aTtax, 3ganHme 19, Ne 8, ymmua LsuHbdaH, Hay4Ho-

TEexXHOmnorm4yeckui ropogok, Hosbii panoH, ropoa Cyuxoy, NpoBUHLUMSA
Li3siHcy, 215163, KHP
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Habop ana aHanusa aHTuTpomMGuHa lll

» HasHaueHue

MpepHasHayeH ons KoNM4YecTBEHHOro onpeaeneHns aHTuTpom6uHa lll (AT-lIl) B nna3me KpoBu YenoBeka Ha aBTOMaTU4ECKOM
KoarynsumMoHHOM aHanuaatope. AHanu3 Ha AT-lII aBngeTcs pyTUHHBIM KIMHUYECKMM MCCrefoBaHWeM ANS OLEHKN HapyLleHni
CBEpTbIBAEMOCTU KPOBMU.

> Pe3siome
AT-Ill aBNseTca nnasmaTn4eckMm NHIMBUTOPOM TPOMBMHa 1 akTUBMPOBaHHOTO hakTopa X 1 obpasyeT ¢ aTMMKN depMmeHTamMm
HeobpaTUMBbI HEaKTUBHbIN KOMMMNEKC. MIHaKTUBaLms akTMBUMPOBaHHbLIX (DAKTOPOB CBEPTLIBAHWNSA KPOBM 3HAYUTENMBHO YCKOPSETCS NoA
Aencrevem renapuHa. MNpuobpeTeHHbie AedumunTbl AT-IIl YacTo BO3HMKAIOT B pesynbTaTe ero pacxofoBaHUsi NOCMe Cepbe3HbIX
onepauui Unm Npy ANCCEMMHNPOBAHHOM BHYTPUCOCYANCTOM cBepThiBaHuM ([BC-cuHapome), CBS3aHHOM C cencmucom, Hedpposom,
napeHXnMaTo3HbIM NOPaXKEHNeM neyveHn (renaTnT, NekapcTBEHHasA MHTOKCUKALMS, ankoronnam) n Npy npueme KoHTpauenTuBOoB,
cogepxalumx acTporeH. [laHHbI TEeCT NO3BONSET BLIABMATL HA PaHHEW CTaauy NaLMEHTOB C NOBbILLEHHbIM pUckoM Tpombo3a.

» MpuHUMN TecTMpoBaHus
K o6pa3suy nobasnsieTcst n3dbIToYHOE KONM4ecTBO TpoMBUHa, KOTopbI BCTynaeT B peakumio ¢ AT-1l B o6pasue ¢ obpaszoBaHmem
HeaKTMBHOro komnnekca. MNocne 3aBepLueHnst NepBoii peakumm 4o6aBNsSieTCs XpOMOreHHbIN CybCcTpaT, KOTOpbI BCTynaeT B peakuuio ¢
ocTaBLMMcs TpombrHoM ¢ obpa3oBaHMeM xpomodpopa. VIHTEHCUBHOCTbL OKpacku obpaTHO nponopumoHansHa aktusHocTn AT-l11.

» PeareHTbl
MaTtepwuansl B cocTaBe:

KomMnoHeHT PeareHT TpomMbuHa, cybcTpaTHbI peareHT, ctaHgapT AT-lII
REF dacoska Obbem
Ci-AT-12 75 TectoB | PeareHT TpombuHa: 4 mn*3 cdonakoHa; cybcTpaTtHbivi peareHT: 4 mn*1 donakon; ctaHaapT ATIE: 1 ma*1 donakoH
Ci-AT-24 150 TectoB | PeareHT TpoMbuHa: 4 Mn*6 dnakoHoB; peareHT-cybcTpat: 4 Mn*2 dnakoHa; ctanaapT ATIIE: 1 mn*1 dnakoH
CP-AT-1000 150 TectoB| PeareHT TpombuHa: 15 mn*1 cdonakoH; peareHT-cybctpat: 7,5 mn*1 conakoH; ctaHaapT ATl 1 Mn*1 donakoH

PeareHT TpoM6uHa: Tpom6uH 6,0 ME/mn, renapun 1000 E[/n n 0,4% cTabunusaTopoB. PeareHT Xuakuii U roToB K MCNOMb30BaHUIO.
Cyb6CTpaTHbIN peareHT: pacTBop, cogepxalunii 2 MM XxpoMoreHHbIX cybcTpaToB TpoMOuHa, 20 Mr/mMn Bbl4bero CbIBOPOTOYHOTO
ansbymuHa (BCA) n 0,4% crabunmaatopos.

Ctangapt AT-lll: nnodmnuanpoBaHHbI Npenapat aHTUTPoMOuHa |ll. BoccTaHOBUTBL AUCTUNNMPOBAHHOM BOAOW A0 obbema,
yKa3aHHOro Ha aTukeTke dnakoHa.

Cpok rogHocTu: 18 mecsues npu Temnepartype ot +2 go +8 °C.

XpaHeHune n cTabunbHOCTb

XpaHeHue: xpaHuTb Npu TemnepaTtype ot +2 o +8 °C.

He 3amopaxuBaTtb. CpoKk rogHOCTU 3aKpbITOro chriakoHa: CPOK rOAHOCTU yKa3aH Ha aTUKeTKe.

CT1abunbHOCTb Nocrie BOCCTaHOBEHUS: CTaHAapT cTabuneH B TeyeHne 8 4acoB nNpu Temnepatype oT +2 go +8 °C.

CpoOK rogHOCTY B OTKPLITOM brlakoHe: peareHT TpoMBMHa 1 cybCcTpaTHbIN peareHT cTabunbHbl B TedeHne 14 gHer npu Temnepartype ot

+2 po +8 °C. He xpaHuTte peareHTbl Ha 6OpTY.
Heobxopumble, HO He BXoAsiLMe B KOMMNNEKT MaTepuanbl
BydepHbivi puspacteop ¢ ummnaasonom (IBS) (REF: Ci-IBS-15)
CoBMecTMMble NpuGopbI
ABTOMaTU4YECKMIN aHanNn3aTop KoarynsiLum:
[ns ncnonb3osaHus ¢ Ci-AT-12, Ci-AT-24:Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.
[ns ucnonb3oBaHusi ¢ CP-AT-1000: AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.
» 3abop obpasuyoB u npobonoaroToska
AHanu3 crnegyeT NPOBOAUTL CO CBEXeCcobpaHHOM Nna3mon 13 obpasua LienbHOW KPOBM C LIMTPATOM HaTpust (AEBATL YacTeln BEHO3HON
KpOBM, B3ATON B 0fHY YacTb 3,2% umTpata HaTpus). Obpasubl cnegyeT ueHTpudyrmposaTb (2500 06/MWH B TeveHne 15 MUHYT), nocne
Yero nnasmMy crnegyet HemeaneHHO NepeHecT BO BTOPUYHYIO NPOGUPKY.

XpaHeHue nnasmbi:

10-30°C 8 yacos
2-8°C 3 aHsa
-20°C 1 mecsy

3amopoxeHHble 06pasLibl NnasMbl He AOMKHBI NOABEPraTbca bonee YeM OQHOMY LIMKNY 3aMOPaX1BaHUSA-Pa3MOPaXKUBAHMS.
MeTponoruyeckas npocnexuBaemocTb CTaHAapTOB

BenununHa namepenusa nnun aHanuta B Habope ans aHanusa AT-IIl npocnexmBaeTca go ctangapta BO3. MNpouecc npocnexnBaemoctu
ocHoBaH Ha EN ISO 17511. lMpucBoeHHbIe 3Ha4YeHWSA GbInNn YCTAHOBIEHbI C UCMONb30BaHWEM penpe3eHTaTMBHBIX 00pasLoB U3 AaHHON
napTum kanubpartopa v SBNATCA crneundyYeckMMmn AN MeToA0NOMMIA aHanm3a peareHToB. 3Ha4eHns, MPUCBOEHHbIE APYTMMU MeToAamMu
MOryT OoTnn4aTbhCs. Takue pa3nuyusi, eCriv OHW NPUCYTCTBYIOT.

» Mpoueaypa
AHanus ¢ ucnonb3oBaHMeM Habopa Ans aHanusa aHTUTpomobuHa Il gonxeH NPoBOAUTLCS B COOTBETCTBUM C PYKOBOACTBOM MO

3KCMyaTauum KOHKPETHOro npubopa 1 aganTauMoHHbIMK NporpaMmamu. Bee aTanbl, He06XoAUMbIe ANsi NPOBEAEHUS U3MEPEHUI,
06bI4HO BbINOMHSTCS NPUGOPOM B aBTOMATUHECKOM PEXMME.
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PekomeHAayeMblil 06beM peakLMOHHON cmecu: (Mpumep)
Ob6pasey : bydepHsbiin huspacteop ¢ mmaasonom (IBS) : Tpom6uH : Cybetpat = 3 mkn : 15 mkn : 100 mkn : 50 mkn
[MonHble MHCTPYKLUMK No Npoueaype aHanu3a CM. B PyKOBOACTBE NOnb30oBaTens U aganTauuoHHbIX NporpaMMax.
BaxHo!
 Tlepen vcnonb3oBaHneM nepemeluaiite Bce pearenTsl. HE B3BAIIBIBAATE!
¢ [lepen vcnonb3oBaHveM AanTe KOMMNOHeHTaM Habopa u obpasuam JOCTUYb KOMHATHOW TeMrepaTypbl.
e [lepen yctaHoBkow B Npubop nepeHecuTe CTaHAapPT U peareHTbl B NPOOGMPKM COOTBETCTBYIOLLETO pa3mepa.
KanubpogBka
MocTpoiiTe kanMBPOBOYHYIO KPUBYIO C UCMONb30BaHNEM BOCCTAHOBMNEHHOIO CTaHAapTa Habopa Ans aHanuaa aHTuTpombuHa lll.

» KoHTponb kayecTBa
KOHTpOonu ¢ HU3K1M U BbICOKUM COAepKaHWEM OOMKHbI TECTMPOBATLCSt OAHOBPEMEHHO C Na3mon naumeHToB. KoHTponu Takke
cnefyeT TeCTMpoBaTh NPUW KaXdo CMEHE peareHTa 1 He pexe OAHOro pasa 3a 8-4acoByto cMeHy. Kaxaas nabopatopusi 4OMmkHa
yCTaHOBUTb COBCTBEHHbIE AMana3oHbl KOHTPOIS Ka4ecTBa Ha OCHOBE 3aflaHHblX 3HAYEHWI 1 Anana3oHoB, NPeaoCTaBNeHHbIX
npou3BoANTENEM KOHTPOMEW, UM Ha OCHOBE 3HAYEHWIA, OnpeaeneHHbIX nabopaTopuen.

» Pesynbrarthbl

KoHueHTpaumsa aHTutpombuHa lll BbipaxkaeTcs B %.
PechepeHcHbIN MHTEpBan:
80%—-125%
O6pasLbl, BbIxoAdLMe 3a npedenbl Anana3oHa, MoXHO pa3baBuTb U MOBTOPHO NpoTecTupoBaTtk. Nna3ma, pasbasneHHas B IBS, moxeT
noagepratbcs apPeKTy CMeLLNBaHUS, YTO MOXET MOBMNUATb Ha pesynbTaT TecTa.

» CneuuduyHocTb

AnpOTVHWH B peareHTe TpoMbOMHa BnokMpyeT akTMBHOCTb MobOro Nna3mmHa, NpUCyTCTBYyOLLEro B obpasue. Momexu co CTOPOHbI
renapuHa-kodgaktopa || MoXHO He yunTbIBaTb, MOCKONbKY B TECTE UCMONb3yeTcsi ObluniAi TPOMOUH.

» MMokasatenu achchekTUBHOCTU NpoAyKTa

e JlnHenHocTb: B Anana3oHe TectupoBanns ot 20% Ao 140% HakmoH ypaBHEHUSI NIMHENHOW perpeccumn AoMKeH HaxoauTbCs B
npegenax = 0,05, a KO3adULMEHT NMMHENHON KOPPENALMN JoMmKeH ObiTb = 0,990.

o [loBTOpsieMOCTb: Npu onpegeneHuy obpasLUoB C TPeMsi YPOBHSIMU KOHLEHTpaLMK (BblCOKasi, CpeAHSS U HU3Kas) KOaULMEHT
Bapuaumu (CV) gomkeH coctaBnatb < 10% Ans npob ¢ Bbicokon koHueHTpauuer, < 10% ans npob co cpeaHen KoHUeHTpaumen n
<1 5% ans npob ¢ HU3KOW KOHLeHTpaLuunen.

e TOYHOCTb: NMPU M3MEPEHNMN ITANIOHHOTO MaTepuana aHTUTpoM6uHa lll oTHoCUTENBHOE OTKIMOHEHME He AOMKHO npeBbiwaTth £ 15%.

o [lpenen obHapyxeHus: npeaen obHapyXeHust He fOIKeH npesbiwaTtb 12%.

Momexu:

Bbino nposepeHo BnusiHne cnefyrwnx SHOOreHHbIX BELWEeCTB Ha XapakTepUCTUKN aHanusa. BnusHue nomex npoBepsinock BNAOThL A0
YKa3aHHbIX KOHLEHTPaLMIN, U HUKAKOrO BIUSHUA Ha pe3ynbTaTbl HE Habnioganocs.

OHporeHHble BellecTBa MpoBepeHHast KOHLEHTpauus
Bunupy6uH 20 mr/an
Femorno6uH 3750 mr/an

Tpurnuuepuapl 1000 mr/gn

e CraHgapt AT-lIl: ogHopoaHoCTb: < 15%; TOYHOCTb: OTHOCMTENbHOE OTKMOHEHME He AOMKHO npesbiwaTh £ 15%.

MpepynpexaeHns n Mepbl NPeAOCTOPOXKHOCTH:
¢ HekoTopble KOMMNOHEHTLI AAHHOTO HAabopa UMEOT XMBOTHOE NPOUCXOXKAEHME. Bce MaTepuarnb! XKMBOTHOTO NPOUCXOXAEHNS Obinu
WHaKTUBMPOBaHbl. OfHaKO HU OMH U3 JOCTYMHBIX HA CErOAHSLUHUA AEHb METOLOB TECTUPOBAHUSI HE MOXET rapaHTMpOoBaTh
NOMHOE OTCYTCTBME MH(PEKLMOHHOCTM, U NOTEHLMANbHAA MHPEKLMOHHOCTb BCE Xe coxpaHsieTcsl. [oaToMy nonb3oBaTenu
[aHHOTro peareHTa JOMKHbI NPOSIBMSATL KPaiiHIOK OCTOPOXHOCTL U BLINOMHATL BCEe ONEpaLum B NMOMHOM COOTBETCTBUM C
npouenypamu mep 6e30mnacHoCTy.

L4 anIMeHﬂ}OTCﬂ cnegywuine 3adaBneHna:;

H412 BpeaHo Ans BOAHLIX OPraHN3MoB, OkasbiBaeT AUTeNsLHOe BO3AeNCTBME.

P280 HocuTb 3almTHbIe nepyaTku.
GHso7 P333+P313 lNpu nossneHnn pasgpaxeHns KOXM Unu coinnu: obpaTtutech 3a MeAULIMHCKOW MOMOLLbIO.
P501 YTunusnposaTb CoaepXMoe/Tapy B COOTBETCTBUN C MECTHLIMW/PETMOHAaNbHbLIMU/HaLMOHaNbHLIMU/MEXAYHapPOAHbLIMM
npasunamu.

: H317 MoxeT BbI3blBaTb annepruyeckyto KOXHYH peakumio.

Warning

OnucaHue HeO6Xxo0QMMbIX Mep NepBON NOMOLLU:
o [lpu nonagaHumn Ha KOXYy: HEMeAJIEHHO NPOMbITh 6OMbLINM KONMYECTBOM BoAbl. [Npy nosiBneHnn guckoMdgopTta 06patuTbCs Kk Bpayy.
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1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO OANATHOCTUKE

2. BHumaTeneHo cne,qylhTe WHCTPYKUUN NO NPUMEHEHUIO. HapexHocTb pe3ynbTaTtoB aHann3a He MOXeT 6bITb rapaHTMpoBaHa npu
OTKINOHEHUAX OT VIHCprKLlVII;L npvBeAeHHbIX B JaHHOW NHCTPYKLUUM NO NPUMEHEHNIO.

3. Pe3yJ'IbTaTbI TeCTa npegHa3Ha4vyeHbl TONIbKO Ana KINMHUYECKON CrnpaBK1 U He OO0JIKHbl NCNOJIb30BaTbCA B Ka4yeCcTBe eAMHCTBEHHOIo

OCHOBaHVs AN NOATBEPXKAEHNS UM UCKITIOYEHNS AMarHosa.

. He kypuTb, He NUTb, He ecTb 1 He NONb30BaTbLCS KOCMETUYECKUMU CpeacTBaMmn B paboyeii 30He.

. Mpwn pabote ¢ obpasuamun 1 peareHTamMmn HafeBanTe 3aLUTHYIO OAeXAY M OAHOPa3oBble nepyaTtku. Mocne paboTkl MONTE pyKu.
. Obpalyaitecb € NOTEHUMANBLHO 3arpA3HEHHLIMM MaTepuanaMm 1 oTxogammn B COOTBETCTBMU C MECTHbIMKN TpeboBaHNAMM.

. He ncnonb3yiite peareHTbl Nocne NCTe4eHns cpoka rogHOCTM, YKa3aHHOro Ha 3TUKETKe.

. M3beraiiTe obpasoBaHusi NeHbl BO BCeX peareHTax u obpasuax.

. He cmewmBaiite n He ncnonb3yiite KOMNOHEHTHI U3 HAGOPOB C pasHbIMK KOAAMMW MapTUn

. Ecnun y Bac BO3HVKHYT BONPOCHI UMW NPeAnoXeHns BO BPEMS UCMOMb30BaHUA JAHHOMO peareHTa, NoXanyncTa, CBAXUTECH C

O OWOooNO O b~

npounssognTenem.

» WHTepnpeTaumsa 3HaKoB:
Specs: xapaKTepuCTUK1

UDI: YHuKanbHbIN MaeHTUdMKaToOp YCTPONCTBa

! KaTanoXHbli Homep

: MeauuuHckoe usgenue ons in vitro anarHocTukm
: Kog napTuu

: ;aTa npousBoAcTBa

wa L E 8

. CPOK rogHoCTH

: Buonornyeckasi onacHoCTb

@:

: YpoBeHb onacHoctu «[MPEQYTMNPEXOEHNE»

<
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KoHTponb Ha D-gumep

» HasHnauyeHue

MpenHa3HayeH AN oueHKN TOYHOCTU Y aHaNUTUYECKOWN MOrPeLIHOCTM B HOPMaribHOM 1 NaTosorMyeckoM avanasoHe npu onpegenexdun D-gumepa.
> PeareHTbl

MaTtepuansl B koMnnekre:

KomnoneHT KoHTponb Ha D-aumep
REF O6bem
DDI-01 YpoBeHb 1 1,0 mn*10 cpnakoHoB
DDII-01 YpoBeHb 2 1,0 mn*10 cpnakoHoB

OcHoBHol cocTtaB: 50 MM 6ydep, aHTureH D-gumepa, 3% 6blubero ceiBopoToyHoro anbbymuHa (BCA) n 0,4% ctabunmsaTopos.
YpoBeHb 1 npeacTaBnsieT cobow KOHTPOIb C HU3KOW KOHLEeHTpauven D-aumepa, a ypoBeHb 2 — KOHTPOIb C BbICOKOW KOHLeHTpauuen D-gumvepa.

Cpok rogHocTh: 24 mecsueB Npu Temnepartype ot +2 go +8 °C.

CoBMecTUMbIe NpUGopbI
ABTOMaTUYECKMI KOArynaumoHHeIn aHanmaartop: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S, AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

MoaroTtoBKa peareHTa
PasBecTu oumLieHHo Bogon Ao o6bema, YKa3aHHOro Ha 3TUKEeTKe dnakoHa. AKKypaTHO BCTPAXHYTb U OCTaBUTb B NOKOE Ha 15 MWHYT Npu KOMHaTHOW
Temnepartype. [Mepen ncnonb3oBaHuem elle pas aKKypaTHO nepemMellaTb.

XpaHeHue n cTabunbHOCTb

HeBckpbITble hnakoHbl XpaHATCcs Npu Temnepatype ot +2 go +8 °C.

Cpok rogHoOCTU nocre BoccTaHoBMeHus: 16 yacoB npu TemnepaType oT +2 o +8 °C (B 3akpbiToM donakoHe) unu 8 yacos npu Temnepatype oT +10
no +30 °C (B 3aKpbITOM prakoHe).

> MMpoueaypa TeCTUpPOBaHUA

D-gumep, cogepxalwuiicss B JaHHOM maTepuane Ans KOHTPOns kKavyecTBa, CBA3bIBAETCA C NaTEKCHbIMU YacTuLaMmn B peareHTe ¢ O6p830BaHMeM
arperartos. I'IyTeM n3MmepeHna KonnvecTea arperatoB MOXXHO KOJIM4ECTBEHHO onpenesninTb KOHUeHTpauno Mmatepuana ana KOHTposa KadecTtea.

> PesynbTtaTthbl

LleneBoe 3HayeHWe 1 yka3zaHHbIN AvanasoH AaHHOIO NPoAyKTa KOHTPOSS KayecTBa SBNATCS NULWb AaHHBIMU, ONPeAeNeHHbIMU Hallen
KOMnNaHWen ¢ ucnonb3oBaHnem Habopa ans aHanusa D-gumMepoB Ha cooTBETCTBYOLWMX Npubopax. MoaTomy kaxaon nabopatopum
peKoMeHAYEeTCS YCTaHOBUTL COBCTBEHHOE LieNIeBOE 3HAaYEHWE M YKa3aHHbIN AManasoH Ha OCHOBE COBOKYMHbIX LIENIEBLIX 3HAYEHUI, NOMy4YeHHbIX
B XOZ€ BHYTPEHHEro KOHTPOIs Ka4yecTea.

» OrpaHuyeHus

OTOT peareHT nNpefgHa3HaveH TONbKO AMS UCNOoMb3oBaHNA ¢ Habopom Ans aHanusa D-gumepos, Npon3sefeHHbIM koMnaHnen Syscan Bio Tech
(Suzhou) Co., Ltd. LieneBoe 3Ha4yeHue v yka3aHHbIN AMana3oH BapbypyloTCa OT NapTum K napTuu. lNepea ncnonb3oBaHnem BHUMATENbLHO
npoyTMTE 1 NpoBepbTe Tabnuuy LeneBblX 3HaYeHWn. ATOT MaTepran Ans KOHTPONs KavyecTBa NpeaHa3HaveH ToMbKO Ans BHYTPEHHEro KOHTPOnst
KayecTBa 1 He JOMMKEH UCMOMb30BaTbCA AN kannbpoBku NpuBopPoB.

> TMokasatenu achchpeKTMBHOCTU NpoAykKTa

e Oxupgaemble pe3ynbTaTbl: UAMEPbTE coaepXXaHune D-gumepos B np06e KOHTPONA Ka4YecCTBa,; pe3ynbTat namepeHuUa OoSKeH HaxoanTbCA B
Auana3oHe, yKa3aHHOM LeneBblM 3Ha4YeHneM.

e OpHOpOAHOCTbL: B3ATb onpeaeneHHoe konnyectso (N = 10) HanMeHbLUMX YNakoBOK NPoAyKTa ANns KOHTPOSsS KayecTBa C OQNHAKOBbLIM
HOMepoM napTuu; koadduumneHT Bapuaumn (CV) gomkeH bbiTb < 15%.

MpeaynpexaeHusA U Mepbl NPeAOCTOPOXKHOCTH:

e HekoTopble KOMMNOHEHTbLI 3TOr0 Habopa UMEIOT XNBOTHOE NPoUCXoXaeHue. Bce maTepuransl Yenoseyeckoro /:Q\
npoucxoxaeHus 6uinn npotectuposaHbl Ha BUY, BCI n BI'B ¢ oTpuuatenbHbiMy pesynbTatami. \%
Bce maTepuanb! XMBOTHOTO MPOUCXOXAEHNS BbINW MHAKTUBMPOBaHbI. OfHAKO HU OAMH U3 AOCTYMHbLIX HA CErOAHSILLHWIA AeHb METOA0B
TECTUPOBAHUSI HE MOXET rapaHTMpPOBaTh NOJTHOE OTCYTCTBME MHADEKUMOHHOCTM. [oTeHUManbHas UHPEKLIMOHHOCTb COXPaHSIETCS.
MoaTomy nonb3oBaTenu 4aHHOIO peareHTa AOMKHbI MPOABATL KPaNHIO OCTOPOXHOCTb M BbINOMHATL BCE ONepauum B CTPOrom
COOTBETCTBUM C NpaBunamMun TeXHUkU 6e3onacHocTy.

o [IpuMeHsiloTCs cneayowme 3asiBNeHus:

H412 BpegHo oNns BOAHbIX OPraHM3MOB, OKa3biBaeT ANvUTenbHOe BO34ENCTBME.

P280 HocuTb 3alwmTHble nepyaTtku.
GHs o7 P333+P313 lNpu nossneHnn pazapaxeHns KOXM Unu ceinu: 06paTutech 3a MEAULIMHCKOW MNOMOLLbIO.
P501 YTunusmposatb cogepxmmoe/Tapy B COOTBETCTBUUN C MECTHbIMU/pEermoHanbHbIMu/HaunmoHanbHbIMu/MexXayHapoaHbIMU
npaBunamu.

: H317 MoxeT BbI3blBaTb annepruyeckyro KOXHY peakuuio.

Warning

OnucaHue He06XoAMMbIX Mep NepBO NOMOLLU:
e [lpy nonagaHum Ha KoXy: HEMEANEHHO NPOMbITb GOMNbLUMM KONMYECTBOM BoAbl. [Mpy nosiBneHun aguckomdopTta o6paTuTbes K Bpady.
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1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO ANATHOCTUKE

2. BHAMATENbHO CrieayiTe UHCTPYKLIMM MO MPUMEHEHNIO. HafexHOCTL pe3yrnbTaToB aHann3a He MOXeT GbiTb rapaHTUpOBaHa npu
OTKMOHEHUSIX OT MHCTPYKLMIA, NPUBEAEHHBIX B J@HHOW MHCTPYKLMM MO NPUMEHEHWIO.

~No o bk Ww

npoussoauTenem.
» WHTepnpeTauums 3HaKoB:

Specs: xapaKTepuCTUK1

UDI: YHuKanbHbIN naeHTUdMKaToOp YCTPOMCTBa

: KaTanoXHbIN HOMEp
: MeAMLMHCKOe n3genve ans in vitro AnarHocTuku
: KOA4 NapTum

: ;aTa npousBoacTea

[ 3]

. CPOK rogHoCTH

: Bronormnyeckasi onacHoOCTb

@

: YpoBeHb onacHoctu «MMPEQYTMNPEXOEHNE»

©
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. He kypuTb, He M1Tb, He eCTb 1 He MOMb30BaTbCA KOCMETUYECKUMM CPEICTBaMM B paboyei 30He.

. Mpu paboTe ¢ KOHTpONEeM HageBaiTe 3aLMTHYIO O4EXAY U OOQHOpa3oBble nepyaTku. Mocne paboTbl MoTe PyKU.

. O6palLanTech ¢ NoTEHUMANbHO 3arpsi3HEHHLIMI MaTepuanamm 1 OTXOAamu B COOTBETCTBUM C MECTHBIMM TPpeBGOoBaHMSAMU.

. He vicrionbayiiTe peareHTbl Nocne UCTeYEHUs CPOKa rOHOCTU, YKa3aHHOTO Ha 9TUKETKE.

. Ecnun y Bac BO3HWKHYT BONPOCHI UMW NPEASIOKEHNSI BO BPEMS UCMONb30BaHUA AAHHOMO peareHTa, Noxanyncra, CBSKUTECH C
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KoHTponb Ha aHTUTPpOMOWUH Il

» HasHnauyeHue

MpegHa3HayeH ANs OLEeHKN TOYHOCTU Y aHaNUTUYECKOTO CMELLIEHUST B HOPMaribHOM M NaTONorM4eckoM AvanasoHe npu onpegeneHmn aHtutpombuna lll.
> PeareHTbl

MocTaBnsiemble MaTepuarnsb:

KomnoHeHT KoHTponb Ha AT-lII
REF Obbem
ATIII-01 YpoBeHb 1 1,0 Mn*10 chnakoHoB
ATII-02 YpoBeHb 2 1,0 Mn*10 chnakoHoB

OcHOBHOW cocTaB: coaepXxuT aHTUTPoMOuH llI, 5% Bblubero ceiBopoTouHoro ansbymuHa (CA) n 0,4% crabunmaatopos.

YpoBeHb 1 npeacTaBnseT coboi KOHTPOrb C HopMarnbHON KoHuUeHTpauuen AT-IIl, a ypoBeHb 2 — KOHTPOIb C HU3KOW KoHUeHTpauuen AT-III.
Cpok rogHocTu: 24 mecsueB Npu Temnepatype ot +2 go +8 °C.

CoBmecTUMble NpPUGOPbI

AsTomaTnyeckmn aHanusartop koarynsauum: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S, AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.
MoproTtoBka peareHTa

PasBecTun oumLeHHOM Bogon A0 06bema, ykazaHHOro Ha aTUkeTke donakoHa. AKKypaTHO BCTPAXHYTb M OCTaBUTb B MOKoe Ha 15 MUHYT npu
KOMHaTHOW TemnepaType. [epen ncnonb3oBaHNeM elle pa3 akkypaTHO nepemMeLlartb.

XpaHeHue n ctabunbHOCTb

HeBckpbITble hnakoHbl XpaHATCcs Npu Temnepartype ot +2 go +8 °C.

Cpok rogHOCTM nocrne BoccTaHoBneHus: 16 YacoB npu Temnepatype oT +2 go +8 °C (B 3akpblToM ¢priakoHe) nnu 8 yacos npu TemnepaTtype oT +10
0o +30 °C (B 3aKpbITOM prakoHe).

» Mpouenypa TecTpoBaHus
AHTUTPOMOUH lll, cogepxalumincsa B 4aHHOM MaTepuarne A5 KOHTPONs KavyecTBa, 0Opa3yeT HeaKTUBHbIE KOMMIEKChI C U3ObITOYHLIM TPOMBUHOM
B peareHTe. No 3aBepLUeH NepBoii peakumy 106aBNSETCH XPOMOreHHbI cybeTpaT, KOTOpbI BCTyMNaeT B peakuuio ¢ 0CTaTo4YHbIM TPOMGUHOM
¢ obpasoBaHveM xpomodopoB. KoHLEHTpaLmMio MaTepuana Afst KOHTPOSISi KAaYeCcTBa MOXHO KONMUYECTBEHHO ONpeaenuTb Ha OCHOBE MHTEHCUBHOCTY
uBeTa, KoTopas obpaTHO NponopLMoHanbHa akTUBHOCTU aHTUTPOMOUHa 1.

» PesynbTtatbl
LleneBoe 3HaueHWe 1 ero ykasaHHbI AnanasoH Ans JaHHOro Matepuarna KOHTPOIst Ka4yecTBa onpeaensitoTCs Hallel KOMMaHWel C UCNoNb30BaHNeM
Habopa ans aHanusa aHTuTpombuHa lll Ha cooTBeTCTBYHOLWMX NpubBopax. MoaTomy kaxaol nabopaTopum pekoMeHAyEeTCs yCTaHOBUTL COBCTBEHHOE
LileneBoe 3HaYeHNEe U yKa3aHHbIA Anana3oH Ha OCHOBE COBOKYMHbIX AAHHbLIX Pe3YyNbTaToOB BHYTPEHHEr0 KOHTPOIS KavyecTBa.

» OrpaHuyeHus
OTOT peareHT NpYMEeHMM TOrbKO k Habopy Ans aHanusa aHTUTpomGuHa lll, nponsseaeHHomy KomnaHuen Syscan Bio Tech (Suzhou) Co., Ltd.
LleneBoe 3HaueHWe 1 ero 3ajaHHbIN AManasoH BapbMpyTCs OT napTum K naptun. Mepen Mcnonb3oBaHWeM BHUMATENbHO NPOYTUTE U NPOBEpbTe
Tabnuuy LenesbIX 3HaYEHWIA.
[aHHbI MaTepuan Ans KOHTPOIsi Ka4yecTBa NpeAHa3HavYeH UCKIIOUMTENBHO AN BHYTPEHHErO KOHTPOIS KayecTBa U He JOJKEH UCMOoNb30BaTbCst
Onsi kanMbpoBkM NpMBopoB.

» Mokasatenu adhdheKTMBHOCTU NpPoAyKTa

e Oxupaemble pe3ynbTaTbl: Heo6xoaMMo onpeaenuTb cogepxanue AT-IIl B npoaykTe KOHTPONs KayecTBa, U pe3ynbTaTbl USMepeHust

[OOIMKHbI HAXOAUTBLCS B AMana3oHe, yka3aHHOM LieneBbiM 3HaYeHUEM.
e OpHOPOAHOCTL: BO3bMUTE OnpeaeneHHoe KonmyecTso (N = 10) HaUMeHbLUMX YNakoBOK NPOAYyKTa Af1st KOHTPOISi KaYecTBa C OAUHAKOBBIM
HOMEpOM napTuu, Npu aTom koadduumeHT Bapuaumm (CV) gomkeH bbb < 15%.

I'Ipe.qynpe)quel-mn U Mepbl NPegoCTOPOXHOCTU:

L] HeKOTOpre KOMMNOHEHTbI 3TOro Ha60pa NMEKT XXMBOTHOIO NPOUCXOXOEHUA. Bce MaTepuanbl XXMBOTHOIo k*
NPOnUCXoXXaeHna Obinn WHaKTUBUPOBAHbI. OpHako HM OaVH K3 OOCTYNHbIX Ha CEroaHsLHNIA OeHb \W,
MeTOA0B TECTUPOBAHUA HE MOXET rapaHTUpoBaTb NOJIHOE OTCYTCTBUE I/IaneKLlVIOHHOCTI/I, OAHaKo noTeHumanbHasa VIHd)eKLlI/IOHHOCTb
CcoxpaHaeTcA. I'IoaTomy nonb3oBaTesin AaHHOro peareHTa AOJMKHbI NPOABNATL KpaVIH}O}O OCTOPOXXHOCTb U BbINOJIHATL BCE onepauun B
CTPOromMm CooTBEeTCTBMU C NpaBunamMmm TexHUKn 6e3onacHocTu.

L] anIMeHFl}OTCFl cnegywuine 3adaBneHna:

H412 BpegHo ons BOAHbIX OPraHM3MOoB, OKa3biBaeT ANvUTenbHOe BO34eNCTBME.

P280 HocuTb 3alwmTHble nepyaTtku.
chso7 P333+P313 MNpy nosiBneHnn pasapaxeHns KOXu Uim cbinu: 06patnTeck 3a MeANLMHCKON MOMOLLIbIO.
P501 YTunusmposatb cogepxmmoe/Tapy B COOTBETCTBUU C MECTHbIMU/pEermoHanbHbIMu/HaumoHanbHbIMu/MexXayHapoaHbIMU
npaBsunamu.

: H317 MoxeT BbI3blBaTb anfiepruyeckyto KOXHY peakumio.

Warning

OnucaHue Heo6XxoAMMbIX Mep NepBO NOMOLLU:
e [lpy nonagaHum Ha KoXy: HEMEANEHHO NPOMbITb GOMNbLUMM KONMYECTBOM BoAbl. [Mpy nosBneHun guckomdopTta o6paTuTbes K Bpady.
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1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO ANATHOCTUKE

2. BHUMATENLHO CrieayiTe MHCTPYKLIMM N0 NPUMEHeHMI0. HalexHOCTb pe3yrnbTaTos aHannsa He MoXeT 6biTb rapaHTMpoBaHa npy
OTKIMOHEHUSAX OT UHCTPYKLMIA, NPUBEAEHHBIX B AAHHON MHCTPYKLMW MO NPUMEHEHUIO.

~No o bk w

npounssognTenem.

> WHTepnpeTauusi 3HaKOB:
Specs: xapaKkTepuCTUKn

UDI: YHuKanbHbIN naeHTudukaTop ycTponctea

: KaTanoXHbIA HOMepP

: MeguuMHCKoe nagenune Ans in vitro AnarHocTukn
: KO, napTum

: ;aTa Npou3BoACTBa

: CPOK rogHOCTH

: Buonormyeckas onacHoCTb

Swpra [L[E 5

: YpoBeHb onacHoctv «MMPEOYMNPEXOEHUE»
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. He kypuTb, He MUTb, He ecTb M He NOMb30BaTLCS KOCMETUYECKUMMU CPEeACTBaMM B paGoyelt 30He.

. Mpu paboTe ¢ KOHTpONeM HageBaiTe 3aLMTHYIO O4EXAY U ofHOpa3oBble nepyaTku. Mocne paboTbl MoiiTe pyKu.

. O6palanTech C NOTEHUMANLHO 3arpsA3HEHHLIMI MaTepuanamm 1 OTXO4amu B COOTBETCTBUM C MECTHBIMM TPpeGOBaHMSAMU.

. He vcnonbayiiTe peareHTbl Nocne UCTeYEHUs: Cpoka rof4HOCTH, YKa3aHHOTO Ha TUKETKE.

. Ecnun y Bac BO3HVKHYT BOMPOCHI UMW NPEASIOKEHNSI BO BPEMSI UCMONb30BaHUA AAHHOMO peareHTa, noxanyncra, CBsSKUTEChH C
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KoHTponb Ha npoAykTbl aerpagaunmn omndpura (MAP)

» HasHauveHue
MpeaHa3HaveH Ansi OLeHKM TOYHOCTU U aHanMTUYECKOro CMELLIEHMS B HOPMarbHOM U NaToNorMyYeckom AvanasoHe npy onpeaeneHun npoaykTos
nerpapauun pubpuna (MAP).

» PeareHTbl
MocTaBnsiemble MaTepuarbi:

KomnoHeHT KoHTponb Ha MNA®
REF Obbem
FDPI-01 YposeHb 1 1,0 mn*10 cbnakoHoB
FDPII-01 YpoBeHb 2 1,0 mn*10 conakoHoB

OcHoBHol cocTtaB: 50 MM 6ydep, aHTureH MNAP, 3% 6Gbiubero ceiBopoToyHOro ansbymuHa (BCA) n 0,4% crabunusaTopsi.
YpoBeHb 1 — 3TO KOHTPOJSIb C HN3KOW KOHUeHTpauuen MNAOP, a ypoBeHb 2 — KOHTPOSIb C BbICOKOM KOHUeHTpaumen MAd.
Cpok rogHocTh: 24 mMecsueB Npu Temnepatype ot +2 go +8 °C.
CoBMecTMMble NpuGopbI
ABTOMaTM4eckuin aHanusartop koarynauuum: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S, AutoCimoC6000, AutoCimo C6200, AutoCimo C6400, AutoCimo
C6600. NMopgrotoBKa peareHTa
Pa3BecTu ounLeHHON BoAoM A0 06beMA, YKa3aHHOrO Ha TUKETKE (hrakoHa. AKKypaTHO BCTPSIXHYTb M OCTaBUTb B NOKOe Ha 15 MUHYT npu
KOMHaTHOW TemnepaType. [Nepea ucnonb3oBaHWEM eLle pas akkypaTHO nepemeluaTb.
XpaHeHue n cTabunbHOCTb
HeBckpbITble hnakoHbl XpaHATCA Npu Temnepartype ot +2 go +8 °C.
Cpok rogHOCTU nocrie BocCTaHoBMeHus: 16 yacoB npu TemnepaType oT +2 o +8 °C (B 3akpblTOM (hnakoHe) unun 8 4acos npu TemnepaType oT
+15 no +25 °C (B 3aKpbITOM (hriakoHe).

» Mpouenypa TecTMpoBaHus
MpoaykTbl pacnaga dubpuHa (pubprHoreHa), cogepxalimecss B JaHHOM matepuarne Ansl KOHTPONsl kayecTBa, CBA3bIBAIOTCS C MaTeKCHbIMU
YyacTuuamu B peareHTe ¢ obpasoBaHueM arperatoB. KoHueHTpauuio npobbl Ans KOHTPOIS kKayecTBa MOXHO KONMMYECTBEHHO ONpeaenuTb nyTem
n3mepeHusi cogepxaHns obpa3oBaBLUMXCS arperaTos.

» PesynbTtatbl
Llenesoe 3HayeHve 1 ero 3agaHHbIN AManasoH Ans AaHHOro Matepuana KoHTPOSS KayecTsa SABATCA UCKIOYUTENBHO AaHHbIMK,
onpeaeneHHbIMK Hallel KoMnaHvel ¢ ucrnonb3oBaHnem Habopa Ansa aHanusa NpoaykToB Aerpagauuv dunbpuxa (MNOP) Ha
COOTBETCTBYIOLMX Npubopax. MNoaTomy Kaxgorn nabopaTopum pekoMeHayeTCs yCTaHOBUTb CODCTBEHHOE LieneBoe 3HaveHve 1 3aaaHHbIN
[Mana3oH Ha OCHOBE COBOKYTMHbIX LieNeBbIX 3HaYEHW, MOMy4YeHHbIX N0 pe3yrnbTaTtaM BHYTPEHHEro KOHTPONS KavyecTsa.

» OrpaHuyeHus
OTOT peareHT NPYMEHMM TOSbKO K Habopy AN aHanv3a nNpoaykToB Aerpagaumn dmbpuna (MOP), nponssoagumomy komnaHuen Syscan Bio
Tech (Suzhou) Co., Ltd. LieneBoe 3HayeHue n 3agaHHbIN AManasoH BapbypyTCs OT napTum K naptun. MNMepen ncnonb3oBaHWeEM BHUMATENbHO
npoBepbTe ¥ NOATBEPAUTE JIUCT C LEENEBLIMM 3HaYEHUAMU. [JaHHbIN MaTepyan Ans KOHTPOss kayecTBa NpeaHa3HauyeH UCKMYMTENbHO Afs
BHYTpPEHHero nabopaTopHOro KOHTPOIS KAa4YecTBa 1 He JOMMKEH MCNOMb30BaThCA AN KannmbpoBku npubopos.

» Mokasatenu achheKTMBHOCTU NpoAyKTa

e Oxupgaemble pe3ynbTaTtbl: u3MepbTe coaepxaHue NAP B npobe KOHTPONS Ka4YecTBa; pe3ynbTaT U3MepeHns OIMKEH HaXOANTLCS B
AvanasoHe, yka3aHHOM B 3HA4YeHUW LieneBoro nokasartensi.

e OpHOpOAHOCTB: B3ATb OnpeaeneHHoe konnyectso (N = 10) HanMeHbLUMX YNakoBOK NpoAyKTa KOHTPONS KavyecTBa C OANHAKOBbIM
HoMepoM napTuu; KoadduumneHT Bapuaumn (CV) gomkeH 6biTb < 15%.

MpeaynpexaeHus n Mepbl NPeA0CTOPOXHOCTH:

e HekoTopble KOMMNOHEHTbLI 3TOro Habopa MMeloT XUBOTHOE NponcxoxaeHne. Bce maTepuansl YenoBe4eckoro ﬁ'*
npoucxoxaeHns ouinu npotectuposaHsl Ha BUY, BCI™ 1 BI'B ¢ oTpuuatensHbIMU pesynbtatamu. bﬁ
Bce maTepuanb! XXMBOTHOTO MPOUCXOXAEHNS BbINn MHAKTUBMPOBaHbLI. OfHAKO HX OAMH U3 AOCTYMHbLIX HA CErOAHSILLHWIA AeHb METOA0B
TECTUPOBaHUSI HE MOXET rapaHTUPOBaTh NMOJHOE OTCYTCTBME MHIDEKLMOHHOCTM, OAHAKO NOTEHLManbHast MHEKLUMOHHOCTb
coxpaHsieTcsi. [loaTomy nonb3oBaTeny JaHHOrO peareHTa AOMKHbI NPOSIBNSATH KPariHIO OCTOPOXHOCTbL U BbIMNOMHATL BCE Onepauvu B
CTPOrom COOTBETCTBUM C NMpaBuiamv TexHnku 6esonacHocTy.

o [lpumeHsiloTCS cneaytowme 3asiBneHus:

H412 BpegHo oNnst BOAHbIX OPraHM3MOoB, OKa3blBaeT ANvTenbHOe BO34eNCTBME.
P280 HocuTb 3alwmTHble nepyaTtku.
chso7 P333+P313 lMNpu nosiBneHnn pasapaxeHns KOXu Uim cbinu: 06patnTeck 3a MeAnLMHCKON MOMOLLIbIO.
~ P501 YTunusmposaTb conepxmmoe/Tapy B COOTBETCTBUM C MECTHLIM/PETMOHATbHLIMW/HaLMOHabHBIMU/MEXAYHAPOAHBIMY
Waming  npagunamu.

: H317 MoxeT Bbi3blBaTb anfiepruyeckyro KOXHY peakumio.
OnucaHue HeO6XOANUMBIX MeP NepPBON MOMOLLM:

e [lpn nonagaHuun Ha KOXY: HeMeaneHHO NpoOMbITb 60nbLUNM KONNYECTBOM BOAbI. Mpun nosiBneHun guckomdopTta O6paTVITbC$I K Bpa4y.

Peructparna MH 8 Pocanpasranmsope
www.nevacert.ru | info@nevacert.ru



1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO ANATHOCTUKE

2. BHUMATENLHO CrieayiTe MHCTPYKLIMM N0 NPUMEHeHMI0. HalexHOCTb pe3yrnbTaTos aHannsa He MoXeT 6biTb rapaHTMpoBaHa npy
OTKIMOHEHUSAX OT UHCTPYKLMIA, NPUBEAEHHBIX B AAHHON MHCTPYKLMW MO NPUMEHEHUIO.
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npounssognTenem.

> WHTepnpeTauusi 3HaKOB:
Specs: xapaKkTepuCTUKn

UDI: YHuKanbHbIN naeHTudukaTop ycTponctea

: KaTanoXHbIA HOMepP

: MeguuMHCKoe nagenune Ans in vitro AnarHocTukn
: KO, napTum
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MNna3ma gns KOHTpons Koarynsiuuu

» HasHauyeHue
MpegHa3sHaveHa Ans UICNONb30BaHMS B KAYECTBE KOHTPOMS NPU MOHUTOPUHIE 3hEKTUBHOCTU PYTUHHBIX aHaNM30B Koarymnsiuuu.
»PeareHTbl
MocTaBnsiemble MaTepuarnsi:

KomnoHeHT Mnasma 4ns KOHTPONs Koarynaumm
REF O6bem
CONP-I-01 YpoBeHb 1 1,0 mn*10 cpnakoHoB
CONP-II-01 YpoBeHb 2 1,0 mn*10 cpnakoHoB
OcCHOBHOW cOCTaB: CTabununampoBaHHasi nna3ma YernoBeka C aHTUKOarynsiHTOM LIMTpaToM HaTpusi, OydepHbin ctabunusaTop (0,05 monb/n

cBobopHom kucnotel HEPES).

YpoBeHb 1 — HOpMaribHbIA KOHTPOSb, YPOBEHb 2 — NATONOrMYECKUA KOHTPOIb.

Cpok rogHocTU: 24 mecsueB npu Temnepatype ot +2 go +8 °C.

CoBmecTUMble NPUGOPbI

ABTOMaTUYeckuin aHanusartop koarynauum: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S, AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo
C6600. NMNoprotoBka peareHTa

PasBecTun oumLieHHOM BOAoN A0 06bema, yka3aHHOro Ha aTukeTke nakoHa. AKKypaTHO BCTPSXHYTb M OCTaBUTb B MOkoe Ha 15 MUHYT npu
KOMHaTHOW TemnepaType. [epen ncnonb3oBaHNeM elle pa3 akkypaTHO nepemMeLlartb.

XpaHeHue 1 cTabunbHOCTb

HeBckpbiTble hriakoHbl XpaHATCs Npu TeMmnepaType oT +2 o +8 °C.

Cpok rogHoOCTU nocre BOCCTaHOBMEeHMs: 16 yacoB npu TemnepaType oT +2 o +8 °C (B 3akpblToM hrnakoHe), 8 yacoB npu Temneparype ot +15
0o +25 °C (B 3aKpbITOM orakoHe).

» Mpouenypa TecTMpoBaHus

MuneTka, cnocobHas TouHo Ao3vposaTb 1,0 mn. KoHTponu ypoBHS 1 1 ypoBHS 2 criegyeT NPOBOAUTL B HAaYarne TeCTUPOBAaHUS KaXablvi AEHb U He
pexxe 04HOro pasa 3a CMeHy N Npu Kaxaon cepun aHanm3os. KoHTponu Takke criegyeT NpoBOAWTL MPY KaxKAON 3aMeHe peareHToB uUnn
3HauMTenbHOM HacTpolike npnbopa. B nabopatopusx ¢ BbICOKOW Harpyskon no onpepenenuto NB n/vnn AYTB cneagyeT Tectuposatb
HOpMarbHbIN 1 NATONOrMYECKUA KOHTPOIb HE pexe, YeM Yepes kaxable 40 06pa3uoB, cnegyst NpoTokonaMm, yCTaHOBMNEHHbIM AN 06pas3uos
nauneHToB. CrniegyTe MHCTPYKUMAM, NPpeaoCTaBNeHHbIM NMPOM3BOANTENSMU NPMOOPOB 1 peareHToB.

» PesynbTtatbl

Pe3yanaTb| 3aBUCAT OT peareHTos, I'IpVIGOpOB 1 nHameunayanbHbIX na6opaToprlx NPOTOKOSOB. OpHako pe3ynbTaTbl YPOBHA 1 pomkHbl 6rn3ko
COOTBETCTBOBATL HOpMalibHbIM o6pa3uaM nauneHToB. Pe3yJ'IbTaTbI YpPOBHA 2 6y,ﬂyT yMepeHHO yannHEeHHbIMN. Kaxpgasn na6opaTopMﬂ OOJDKHa
MMeTb npouenypy yctpaHeHusa HeuncnpaBHOCTEN, KOTOPON cnenyet cnefosarth, Korga pesyfibTaTthl BbIXOAAT 3a npefenbl yCTaHOBJTIEHHOIo
AnanasoHa.

» OrpaHuyeHus

Bce KOHTpOonbHble 06pasLibl MOABEPXKEHBI OrPAHUYEHUSIM TECTOBOM CUCTEMBI. Takue nepeMeHHble, Kak TemnepaTtypa, CTabuIbHOCTL peareHTos,
paboymne xapakTepuCTUK1 NpUBOPOB U UHAMBMAYaNbHAA TEXHWKA, MOTYT BNUSATb Ha KOHEYHbIe pe3ynbTaThl. Bcerga cneayite pekomeHaaumnam
npou3soauTenein NpubopoB 1 peareHToB.

> Tlokasatenu achchpeKkTMBHOCTM NpoAyKTa

o Oxupgaemble pesynbTaTbl: Heobxoaumo onpegennTb cofepKaHne KoaryndaHTa B NpoAyKTe, noanexallemM KOHTPOJH0 KavyecTBa, npuyem
pe3ynbTaTt onpeaeneHna AoJKeH HaxXoAuTbCA B npeaenax gnanasoHa, ykadaHHOro ueneBsbiM 3Ha4eHUeMm.

e OJHOPOAHOCTbL: B3AThb ONpeAeneHHoe KOMMYECTBO HaMMeHbLUMX eanHUL, ynakoBku (n = 10) NpoayKTOB KOHTPONSA KavecTBa C OQHUM U Tem
X€ HOMEepPOM NapTuu, Npu aTom koaddunumeHT Bapnaumm (CV) gonmxkeH bbiTb He 6onee 15 %.

MNpeaynpexaeHusA U Mepbl NPeAOCTOPOXKHOCTH:

e HekoTopble KOMMOHEHTLI 3TOro Habopa UMEIDT XMBOTHOE NpoucxoxaeHue. Bce maTepumanbl 4enoBe4eckoro A
nponcxoxaeHus 6uinn npotectupoBaHbl Ha BUY, BCI™ n BI'B ¢ oTpuuatenbHbiMy pesynbratami. &
Bce maTepuanbl XMBOTHOIO NPOUCXOXAEeHWS Bbinu nHakTMBMpoBaHbl. OfHAKO HY OAMH M3 AOCTYMHbIX HA CErOAHSALWHUIA AEHb METOA0B
TECTMPOBaHMSA HE MOXET rapaHTUpPOBaTh MOSIHOE OTCYTCTBME MHMDEKLMOHHOCTU. MoTeHUmanbHas NHPEKLMOHHOCTb COXPaHAETCS.
MoaTomy nonb3oBaTenu AaHHOTO peareHTa AOSMKHbI MPOSBATL KPaHIO OCTOPOXHOCTb M BbINOMHATL BCE ONepauumn B CTPOrom
COOTBETCTBMU C NpaBuiamMmn TEXHUKN 6e3onacHoCTL.

o [lpumeHsOTCS criepyowme 3asBNeHNs:

H412 BpeaHo ANns BOAHbIX OPraHM3MOB, OKa3biBaeT ANUTeNbHOe BO3OENCTBYE.

P280 HocuTb 3almTHble nepyaTtku.
GHs o7 P333+P313 lNpu nossneHnn pasapaxeHns KOXM Unu cbinu: 06paTutech 3a MEAULIMHCKOW NOMOLLbIO.

P501 YTunuanposatb cogepxumoe/Tapy B COOTBETCTBUN C MECTHbIMW/PErnoHanbHbIMU/HaLMOHaNbHbIMU/MeXAyHapoaHbIMN
Waming - npagunamu.

: H317 MoxeT Bbl3blBaTb annepruyeckyto KOXHYH peakumio.

OnucaHue Heo6GXOAUMbIX Mep NepPBOWN NMOMOLLMN:
¢ [lpu nonagaHuun Ha KOXYy: HEMeAEHHO NPOMbITb 6OMbLUNM KONMYECTBOM Boabl. [py nosiBneHny guckoMmdopTta 06patuTbCs Kk Bpauy.
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1. TONBLKO ANA MCMONB3OBAHUA B IN-VITRO ANATHOCTUKE

2. BHUMATENLHO CrieayiTe MHCTPYKLIMM N0 NPUMEHeHMI0. HalexHOCTb pe3yrnbTaTos aHannsa He MoXeT 6biTb rapaHTMpoBaHa npy
OTKIMOHEHUSAX OT UHCTPYKLMIA, NPUBEAEHHBIX B AAHHON MHCTPYKLMW MO NPUMEHEHUIO.
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> WHTepnpeTauusi 3HaKOB:
Specs: xapaKkTepuCTUKn

UDI: YHuKanbHbIN naeHTudukaTop ycTponctea

: KaTanoXHbIA HOMepP

: MeguuMHCKoe nagenune Ans in vitro AnarHocTukn
: KO, napTum

: ;jaTa NpousBOACTBa
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. He kypuTb, He MUTb, He ecTb M He NOMb30BaTLCS KOCMETUYECKUMMU CPEeACTBaMM B paGoyelt 30He.

. Mpu paboTe ¢ KOHTpONeM HageBaiTe 3aLMTHYIO O4EXAY U ofHOpa3oBble nepyaTku. Mocne paboTbl MoiiTe pyKu.

. O6palanTech C NOTEHUMANLHO 3arpsA3HEHHLIMI MaTepuanamm 1 OTXO4amu B COOTBETCTBUM C MECTHBIMM TPpeGOBaHMSAMU.

. He vcnonbayiiTe peareHTbl Nocne UCTeYEHUs: Cpoka rof4HOCTH, YKa3aHHOTO Ha TUKETKE.

. Ecnun y Bac BO3HVKHYT BOMPOCHI UMW NPEASIOKEHNSI BO BPEMSI UCMONb30BaHUA AAHHOMO peareHTa, noxanyncra, CBsSKUTEChH C
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SysCan BioTech (Suzhou) Co., Ltd.
Ten.: +86 512 66064861
dakc: +86 512 66893086
3n. noytaintlsales@syscanbio.com Beb6-
canT: www.syscanbio.com
Agpec: 4-i asTtax, 3ganHme 19, Ne 8, ynuua L3suHbdaH, Hay4yHo-

TeXHomnornyeckuii ropoaok, Hosbll paiioH, ropod Cywkoy, MPOBUHLMS
LissiHey, 215163, KHP

Obelis s.a.
Apgpec: Bd. Général Wahis 53, 1030 bptoccenb, benbrus
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Ouuwarowmm pacTtsop

» HasHauveHue

[MpegHa3HayeHo Ans OYNCTKU A03UPYIOLLEN UMbl koarynomeTpa. [aHHbIn TecT npeaHa3HavYeH ToNbKo Ans NpodecCuoHanbHOro NCnosnb30BaHus.
» [MpuHUMN TecTUpPOBaHUA
[aHHbI NPOAYKT NpeAcTaBnsieT cobow LLEeNoYHOW PacTBOp, COAePXaLLUMin MOBEPXHOCTHO-aKTBHbIE BelecTBa. OH B OCHOBHOM
MNCMONb3yeTCs ANs OYUCTKN BHYTPEHHEN N BHELLHEW NMOBEPXHOCTEW AO3UPYIOLLEN UMb, ANS Pa3pyLUEHUs 1 PasnoxeHnss GepMeHToB 1
6enkoBbIX BELLECTB, KOTOPble MOryT OCTaTbCs Ha AO3UPYIOLLEN UrMe, a Takke ANs TLaTenbHON NPOMbBIBKM Y OYUCTKM.
» PeareHTbl

MocTaBnsiemble MaTtepuanbl:

KomMnoHeHT OunwaroLmii pacteop
REF O6bem
Ci-C-50 50 mr*1 donakoH
Ci-C-500 500 mn*1 cnakoH
CS-C-50 50 mn*1 donakoH
CS-C-500 500 mn*1 cpnakoH
CM-C-2000 2000 mn*1 cpnakoH
Lhissots? fishisOe: 1% cdHtstsShdHa COkdw, 1% Triton X-100

IBHEEEC0 t6 06 jdis0

Oumwatolumin pacteop 6ssse ¢ distz-Lsa0hdts.

MisOtjdd ] d MisOBddz-* datsfls+

LJonSerisr j Wz0Sskr xpaHaTes ted s jhstfjie0bizts j sls +2 His +32 AC. witstsS csHshise LOSt T istsets WizOSsk0: fids. AUsefS jisClz.
» Mokasatenu ahhpeKTMBHOCTU NpoAyKTa
e pH>10.

npe,qynpe)l(p,euwﬂ n Mepbl NPeaoCTOPOXXHOCTHU:
. rlpVIMeHﬂK)TCﬂ cneaywuine 3adaBneHna:

H317 MoxeT BbI3blBaTb annepruyeckyro KOXHYI peakuuio.
® H412 BpegHo ansa BoOHbIX OPraHn3moB, OkasblBaeT ANnTenbHoe BO3gencTeme.
P280 HocuTb 3awmTHbIE NepYaTku.

GHso7 P333+P313 lNpu nossneHnn pasgpaxeHns KOXn Unu coinnu: obpaTutech 3a MeOULIMHCKOW MOMOLLbIO.

P501 YTunusmposatb conepmmmoe/Tapy B COOTBETCTBUU C MeCTHbIMVI/peI'VIOHaJ'IbeIMVI/HaLl,VIOHaJ'IbeIMVI/Me)KJJ,yHapO,D,HbIMVI

Waming  npapynamu.

OnucaHne HEOOXOANMBIX MeP NePBON MOMOLLM:

e [lpun nonagaHuun Ha KOXY: HeMeaNneHHO NPOMbITb B60nbLUNM KONNYECTBOM BOAbI. Mpun nosiBneHun anckomdopTta O6paTVITbCF| K Bpa4y.

. TOJIbKO A1A MCMNONb3OBAHUA B IN-VITRO AUATHOCTUKE

. He kypuTb, He NuTb, HE eCTb 1 HE NONb30BaTLCS KOCMETUYECKUMU CpeacTBaMu B paboyeii 30He.

. Npwn paboTe HageBawiTe 3alMTHYO o0aexay U ogHopa3oBble nepyatky. Mocne paboTbl MOWTE PyKW.

. OﬁpaLLl,aVlTer C NoTeHUnanbHO 3arpA3HeHHbIMU MaTepuanamMmm nu oTtxogamm B COOTBETCTBUN C MECTHbIMU TpeﬁOBaHI/IFlMI/I.
. He ucnonb3yiite peareHTbl NOCne UCTEYEHUA Cpoka rOAHOCTM, yKa3aHHOro Ha 3TUKETKe.

. Ecrn Y BaC BO3HMKHYT BOMNPOCHI UNn npeanoXxeHnua Bo BpeMs UCNONb30BaHUA AAaHHOMO peareHTa, nomanyﬁCTa, CBAXUTECb C
npoussoguTenem.

OO WN -

» WHTepnpeTaumsa 3HaKoB:

Specs: xapaKTepucTuK1

)
0.. ]

3

UDI: YHuKanbHbIn naeHTudurKaTop ycTponcTea

: KaTanoXHbIN HOMeEp

SysCan BioTech (Suzhou) Co., Ltd.

: MeAuUUHcKoe uagenue ans in vitro anarHocTukm Ten.: +86 512 66064861
dakc: +86 512 66893086
: koA napTum 3n. noyta:intlsales@syscanbio.com Be6-
caiit: www.syscanbio.com
d] . Aarta npousBoacTBa Appec: 4- atax, 3ganue 19, Ne 8, ynuua LsuHbdaH, Hay4yHo-
TEXHOMNornyecknin ropopok, Hosbeii parioH, roposd Cyuwxoy, NpPOBUHLMA
g - CPOK FOAHOCTY Li3siHcy, 215163, KHP

: Buonornyeckasi onacHoCTb

@j

Obelis s.a.
Appec: Bd. Général Wahis 53, 1030 bptoccenb, benbrus
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: YpoBeHb onacHoctu «MPEOYMNPEXOEHNE»
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NMpoMbIBOYHbIN pacTBOP

» HasHaueHue

I'Ipe,ClHasHaqu ANnA O4YUCTKN pr60I'IpOBO,CI,OB KoarynomeTpa. ,D.aHHI:IIz TeCT npegHa3Ha4yeH TOoNbKo And I'IpOCbeCCI/IOHaJ'IbHOFO NCcnosnb3oBaHUA.

» TMpuHUMN TecTMpoBaHus

ﬂaHHbIPI npoAYyKT npeacrtaBnaeT cobon pacTeop, CO,qep)KaLLl,I/IVI KOHCepBaHT. OH B OCHOBHOM ncnonb3yeTca Ana O4ncTku BHyTpeHHeVI
NOBEPXHOCTU prGOHpOBOﬂOB ana nosnpoBaHuA I'Ip06bl, YHUYTOXEHNA U pa3noXeHunsa CbepMeHTOB 1 6enKoBbIX BELLECTB, KOTOpbIe MOryT
OCTaBaTbCA Ha CTEeHKax pr60I'IpOBOLI,OB Ana nosnpoBaHuna I'Ip06bl, a TaKke Ans TWaTenbHON O4YUCTKN.

» PeareHTbl
MocTaBnsiemble MaTepuarbi:

KomnoHeHT [MpOoMbIBOYHBIN pacTBOp [MpomMbIBOYHbIN pacTBop (70%)

REF dacoska O6bem REF dacoska Obbem
Ci-W-2000 300 TecToB 2000 mn*1 dpnakoH Ci-W-CON-30 300 TecToB 30 mn*1 conakoH
Ci-W-3500 600 TecToB 3500 Mn*1 dpriakoH Ci-W-CON-50 600 recros 50 mn™1 chnaon

CM-W-CON-2000 12000 TecToB 2000 mn*1 cpnakoH

OcHoBHoW cocTas:
MpombiBoYHbIN pacTBop: 0,1% 2-mMeTun-4-M30TmasonunH-3-oH

MpombIBoYHBI pacTeop (70%): 7% 2-meTun-4-130TMasonuH-3-oH

MoproTtoBka peareHTa
[MpPOMbIBOYHbIN pacTBOP rOTOB K MCMOSIb30BaHMIO.

MpombIBOYHBI pacTeop (70%) npeactaBnsieT coGoin KOHLEHTPUPOBaHHBIV pacTeop. Mepen ncnonb3oBaHnem ero 06bemM HeoGXoANMO
pa3basuTb B 70 pa3. Ecnv npombiBoyHbIn pacteop (70%) dacoskorn 1x2000 mn ncnonb3yeTcs ¢ koarynomerpamu cepum Syscan
AutoCimo (Hanpumep, AutoCimo C6000), ero MOXHO UCMoNb3oBaTb HENOCPEACTBEHHO 6e3 pa3baBneHus.

XpaHeHue u cTabunbHoOCTb

HeBcKkpbITble hrnakoHbl XpaHaTcs npu TemnepaType oT +2 go +32 °C

CpOK FOAHOCTU 3aKpPbITOro CbJ'IaKOHaI CM. 3TUKETKY OnA onpeneneHna cpoka rooHoCTu.

> TMokasatenu achcheKTMBHOCTM NpoayKTa
e [IpoBOOMMOCTb:

[MpoMbIBOYHbIN pacTBOp: NpoBoAMMOCTb (25 °C) gormkHa 6biTe < 100 MkCm/cM.
MpombiBoyHbIN pacTBop (70X): nposoanmMocTb (25 °C) gomkHa bbiTb < 2500 MkCMm/cwm.

MpeaynpexaeHnsi 1 Mepbl NPeAOCTOPOXHOCTH:

o [puMeHsOTCS cneaytoLme 3asiBreHus:

H412 BpegHo oNs BOAHbIX OPraHM3MOB, OKa3biBaeT ANuTenbHOe BO34eNCTBME.

: H317 MoxeT Bbi3blBaTb annepruyeckyto KOXHY peakuuio.

P280 HocuTb 3almTHble nepyaTtku.

chso7 P333+P313 lMNpu nosiBneHnn pasapaxeHns KoXu Unm cbinu: 0bpatnTeck 3a MeAnLMHCKON MOMOLLILIO.
P501 YTunusmposatb cogepxmmoe/Tapy B COOTBETCTBUU C MECTHbIMU/pernoHanbHbIMu/HaumoHanbHbIMu/MexayHapoaHbIMU

Waming  npagunamu.

OnucaHue He06XoAMMbIX Mep NepBO NMOMOLLU:

. I'IpM nonagaHnn Ha KoOXy: HemeaneHHO NpoMbITb 60nbLUNM KONUYECTBOM BOAbI. |_|pI/1 noABfieHNn ,D,VICKOMCbOpTa O6paTVITbCF| K Bpa4y.

OO WN -

npoussoanTenem.
» WHTepnpeTaumsa 3HaKkoB:
Specs: xapaKkTepucTUKu

UDI: YHuKanbHbIV naeHTUdmnkaTop ycTpomucTea
: KaTanoXHbl HoMep

. MeMLMHCKOe u3aenve Ang in vitro anarHocTuku
: Ko napTum

. AaTa npoussoacTtea

w0 fF

. CpPOK rogHoCTn

: Buonormnyeckas onacHoCTb

s

: YpoBeHb onacHoctu «MPEOYMNPEXOEHNE»

©
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. TOJIbKO AJ1A MCMNONb30OBAHUA B IN-VITRO OUATHOCTUKE

. He KypuTb, HE N1Tb, HEe €CTb 1 He MOMb30BaTbCs KOCMETUYECKMMM CpeCTBaMm B paboyell 30He.

. Mpu paboTe HageBalTe 3alLUTHYIO OAEXAY M OAHOPAa30Bble NepyaTku. Mocne paboTbl MOWTE PYKM.

. O6palyaiTech C NOTEHLUMANbHO 3arpsisHEHHLIMI MaTepuanamm 1 OTXOAamu B COOTBETCTBUM C MECTHBIMM TPeBGOBaHMSAMU.

. He vicrnionbayiite peareHTbl NOCne UCTEYEHNst CPOKa rOIHOCTU, YKa3aHHOTO Ha STUKETKE.

. Ecnu y Bac BO3HWKHYT BOMPOCHI UMW NPEASIOKEHNS BO BPEMS UCMONb30BaHUA AAHHOMO peareHTa, noxanyncra, CBSKUTEChH C

°
0.' ’
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SysCan BioTech (Suzhou) Co., Ltd.
Ten.: +86 512 66064861

dakc: +86 512 66893086

3n. noyta:intisales@syscanbio.com Beb-

caint: www.syscanbio.com

Agpec: 4-n artax, 3gaHve 19, Ne 8, ynuua LU3uHbdaH, HayuHo-
TEeXHomnornyecknii ropopok, Hosbi parioH, roposd Cyuwxkoy, NpPOBUHLUS
LissiHey, 215163, KHP

Obelis s.a.
Appec: Bd. Général Wahis 53, 1030 bptoccenb, benbrus
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BbydepHbin buspacTBop ¢ UMNAA30NIOM

» HasHaueHue
MpenHasHaveH ans pasbasneHns obpasLoB Nnasmbl NPV NPOBEAEHUN KOarynsLUMOHHbIX TECTOB.
» TMpuHUMN TecTUpPOBaHUA

BydepHbIi uapacTeop ¢ ummnaasonom (IBS) npeacrasnsieT cobon ontumanbHyto popmMyny ctabunusaTtopoB pH v sBnsetcs bydepHbiM
pacTBOpoM, codepxalumm nmugasorn. OH B OCHOBHOM Mcronb3yeTcs Anst pa3basBneHnst o6pasuos nna3Mbl Npy NPOBeAEHUN TECTOB Ha
CBEpPTbIBAEMOCTb KPOBY.

» PeareHTbl
MocTaBnsiemMble maTepuansbl

KOMMOHEHT BydepHbii onspacteop ¢ ummaasonom (IBS)
REF dacoBka Obbem
Ci-IBS-15 1600 TecToB 15 mn*10 conakoHoB

OcHoBHoW cocTas:

BydepHbIi puspacteop ¢ ummaasonom: 0,2% 6ydepa nmmnaasona B puanonornyeckom pacrtsope, pH 7,35 + 0,1.
MoproToBKa peareHTa

BydepHbI hrspacTBOp € UMNAA305IOM FOTOB K UCMONb30BaHMIO.

XpaHeHue n cTabunbHoOCTH

HeBcKpbITble rnakoHbl XpaHATCS Npu Temnepatype ot +2 go +8 °C.

Cpok rogHoCTuM nocne BCKpbITUs: 14 aHel npu Temnepatype ot +2 o +8 °C.

He 3amopaxuBartb. [lepeq ncnonb3oBaHvem nepemellaTtb, NepeBepHyB OrakoH.

> 3abop obpasuyoB u npobonoaroToska
CwmellanTe OeBATb YacTel CBEXEB3SATON KPOBU naumeHTa ¢ ogHon yactbio 0,11 unn 0,13 monb/n (3,2 nnun 3,8%) umTtpaTa HaTpus. 3beranTe
remonuaa v 3arpsisHeHusi TKaHeBbIMM Xugkoctsimu. Obpasubl, 06beM KOTopbIx cocTaensieT MeHee 90% OT oxumaaemoro, cnegyet
oTbpakoBaThb.
Kak moxHO ckopee nocne 3abopa KpoBu LieHTpudyrnpyinte obpasel, kpoeu He meHee 10 muHyT npu 1000 g. Ecnn Heobxoaumo npoBecTn
HeMeaneHHoe TeCTUPOoBaHue, Nna3my MOXHO OCTaBUTb Ha IpUTpouuTax Unu oTaenunTb. [ina oTaeneHns nnasmbl UICNONb3yNTe NUNETKY Ans
nepeHoca, nepeHecuTe Nna3my B NIaCTUKOBYK NPOBUPKY M XpaHWUTE B XONOAUMbHUKE O MOMEHTa NpoBeAeHus aHanm3a. He xpaHute Ha
nbay. Mna3My nauneHTa cnegyeT aHanU3npoBaTb B TeYEHNe ABYX YacoB nocrne 3abopa kposu. O6pasubl He AOMKHbI HAXOAUTLCSA NpY
Temnepatype 37 °C 6onee nNaTv MUHYT.

» XapakTepucTuKu

e TOYHOCTb: NMa3Ma C HU3KMM, HOpMarbHbIM U BbICOKMM cofepxaHneMm rbpuHoreHa bbina NnpoTecTMpoBaHa B HECKONbKMX
nabopaTtopusax ¢ CnonbL3oBaHUEM peareHTa TpombuHa (ansa aHanusa gpubpuHoreHa). PesynbTaThbl O6binv cpaBHEHbI C
pesynbTaTamMu, NOMy4YeHHbIMKU C UCMONb30BaAHMEM PeareHToB ApYriX Npov3BoAMTENeElN B HECKOMNbKMX NnabopaTopusix.

PeareHT TpoM6uHa (ans
Obpasel, P @ n= Bce peareHThbl n=

aHanusa ubpuHoreHa)

Huskuin 148 mr/an 10 151 mr/an 195
Hopma 272 mr/gn 10 277 mr/gn 195
Bbicokui 463 mr/an 20 471 mr/gn 390

e TouHOCTb: 06pas3Libl NMasmbl C HA3KMM, HOPManbHbIM U BEICOKUM coaepxXaHnem hmbpuHoreHa TeCTMpoBasnvch B TeHEHNE HECKONbKUX
[OHel ¢ ucnonb3oBaHUEM peareHTa TpombuHa (ans aHanusa gpubpuHoreHa) Ha oToonTuYeckom npubope. B kaxabin AeHb
TECTMPOBaHMWS ONPEeAENNOCh N0 AECATb CTaHAAPTHbIX KPpUBbLIX, BCero 6bino nonyyeHo 30 cTaHaapTHbIX kpuBbIX. KoadduumeHT
Bapuaumm (CV) coctasun 4,8 %(Hu3kui), 2,6 % (HopmanbHbi) n 3,5 % (BbICOKUIA).

o [loka3aTenu acpcpeKTUBHOCTM NpoayKTa

e pH: pH gonxeH coctasnatb 7,35 £ 0,2.

I'Ipe,qynpe)queﬂwﬂ U Mepbl NPeaoCTOPOXHOCTHU:

. anIMeHFlIOTCFl cnegywuine 3adaBneHnsa:

H412 BpeaHo ons BOAHbIX OPraHM3MOB, OKa3biBaeT ANUTENbHOE BO3AENCTBME.

P280 Hocutb 3awmTHbIe nepyaTku.
Ghso7 P333+P313 lNpu nossneHnn pasapaxeHns KOXM Unu coinu: o6paTtutech 3a MEAULIMHCKOW MOMOLLbIO.
P501 YTunuamposaTb cogepxvumoe/Tapy B COOTBETCTBUM C MECTHLIMU/PErMOHANbHLIMU/HALMOHaMbHLIMW/MEXAYHAPOAHLIMM
npasunamu.

: H317 MoxeT Bbl3bIBaTb annepruyeckyto KOXHYH peakumio.

Warning

OnucaHue HeO6XOAUMBIX Mep NepPBOM NOMOLLM:
o [lpu nonagaHumn Ha KOXYy: HEMeAJIEHHO NPOMbITh 6OMbLUNM KONMYECTBOM Boabl. [py nosiBneHnn guckoMmdgopTta 06patuTbCs k Bpayy.
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npoussoanTenem.
» WHTepnpeTaumsa 3HakoB:
Specs: xapaKTepuCTUK1

UDI: YHyKanbHbIN MaeHTUdUKaTop ycTponcTea

: KaTanoXHbI HOMeEp

: MeauLUUHcKoe uagenue ans in vitro guarHocTukm
: KOog mapTum

: AaTa Npov3BOACTBa

I CPOK FOAHOCTM

: Bronornyeckas onacHoOCTb

: YpoBeHb onacHoctu «MPEQYMNPEXOEHUNE»

S g
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. TONbKO ANA UCMOJIbSOBAHUA B IN-VITRO OUMATHOCTUKE

. He kypuTb, He NUTb, He eCTb U He NOMNb30BaTbCH KOCMETUYECKUMU CpecTBamMu B paboyeli 30He.

. Npwn paboTe HapeBaviTe 3alWMTHYO oaexXay U 0aHOpa3oBble nepyatkuy. Mocne paboTbl MOWTE PyKN.

. ObpaluariTech ¢ NoTeHUMarnbHO 3arpsi3HEHHbIMIU MaTepuanaMu n 0TXoAamm B COOTBETCTBUM C MECTHLIMU TpeBoBaHUAMU.

. He ncnonb3yiite peareHTbl Nocne ncTe4eHns cpoka roqHoCTU, yKa3aHHOro Ha aTUKETKe.

. Ecnmn Y BaC BO3HMKHYT BOMPOCHI UnNn npeanoXxeHna BO BpeMs UCMNONb30BaHUA AAHHOMO peareHTa, nomanyMCTa, CBAXUTECH C

-
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SysCan BioTech (Suzhou) Co., Ltd.

Ten.: +86 512 66064861

dakc: +86 512 66893086

3n. noyta:intlsales@syscanbio.com Beb-

caifT: Www.syscanbio.com

Agpec: 4-i atax, 3ganHme 19, Ne 8, ynuuya L3suHbdaH, Hay4yHo-
TexHonorm4yeckui ropogok, Hosbli panoH, ropoa Cy4xoy, NpoBUHLUMA
Li3sHcy, 215163, KHP

Obelis s.a.
Agpec: Bd. Général Wahis 53, 1030 bptoccenb, Benbrus
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PecdepeHcHasa no ¢oubpuHoreHy nnasma

» Mpeanonaraemoe ncnonb3oBaHue

Mcnonb3yeTcs anst kanubpoBku peareHTa TpoMOUHa (Ans aHanusa pubpuHoreHa).
» PeakTuBbl

MocTaBnsemble maTepuans:

KoMnoHeHT PedepeHcHasi no ¢unbpuHoreHy nnasma
REF O6bem
STD-FIB-01 1,0 mn*5 donakoHoB

OCHOBHOW cOCTaB: NMMOUIM3NPOBaHHbIA NPOAYKT, coaepxawmin 20 r/n rvumHa, bbiumnin unbpuHoreH n 0,4 % KOHCepBaHTOB.
KoHueHTpauusi onpegensieTcs Ha OCHOBe pe3ynbTaToB KanMbpoBKK; LiereBoe 3Ha4YeHne 1 NOrpeLLlHOCTb yKa3aHbl B Tabnuvue ueneBbix
3HaYeHuNn.
Cpok rogHocTu: 36 MecsLeB nNpu Temnepatype ot +2 go +8 °C.
CoBMecTUMbIle NpUGopbI
AsTomaTtuyeckuin aHanmusatop koarynaumu: Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x,Ci-120n, AutoCimo C600, AutoCimo C600S,
AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S, AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.
MoaroToBka peareHTa
PasbaBbTe oumLLEeHHON BOAOW A0 06beMa, ykazaHHOrO Ha 3TUKETKe dniakoHa. AKKypaTHO BCTPSIXHUTE U ocTaBbTe B nokoe Ha 30
MUHYT Npy KOMHaTHOWM Temnepartype. Nepen ncnonb3oBaHVeM eLle pa3 akkypaTHO nepemMeluante.
XpaHeHue u cTabunbHOCTU
HeBckpbITble hriakoHbl XpaHATCs Npu TeMmnepaType oT +2 o +8 °C.
Cpok rogHOCTU nocrie BOCCTaHOBMeHMs: 16 yacoB npu TemnepaType oT +2 o +8 °C (B 3akpblTOM hniakoHe) unm 8 Yacos nNpu TemnepaType oT
+15 go +30 °C (B 3aKpbITOM brakoHe).
» Mpouenypa TecTMpoBaHus
[oToBUTCS Ccepus KanMBPOBOUHBLIX PACTBOPOB, ANst U3MEPEHUs BpeMeHn 0b6pa3oBaHust CrycTka B KaXO0M M3 HUX, YTOObl MOCTPOUTb
KanmbpOoBOYHYHO KPUBYHD, KOTOpas UCNomMb3yeTcs Ansi npeobpa3oBaHus BpeMeHu CBepTbiBaHUSl 06pas3LioB B KOHLEHTpaUumM aHanuTa.
» PesynbTtatbl
PesynbTaThl 3aBUCST OT peareHToB, MPUGOPOB 1 MHANBUAYATbHBIX NabopPaTOPHbLIX MPOTOKOJIOB.
» OrpaHuyeHus

KannbpoBoYHbIii CTaHAAPT HE MOXET UCMONb30BaTbCA OTAEMBHO U AOIHKEH NMPUMEHSATLCA B COYETaHUM C COOTBETCTBYIOLLMMUW peareHTamu u
npubopamu.

» Mokasatenu achheKTMBHOCTU NpoAyKTa

e To4yHOCTb: abConTHOE 3HaYeHNe HOPMMPOBaHHOM owmnbku (En) < 1.

e OpOHOPOAHOCTL: OAHOPOAHOCTL BHYTpU hrakoHa: < 15 %; ogHOpPOoAHOCTb Mexay dnakoHamu: < 15 %.

MpenynpexaeHnsa n Mepbl NPeAOCTOPOXHOCTU:

e HekoTopble KOMMNOHEHTbLI 3TOr0 Habopa UMEIOT XMBOTHOrO MpPoMcXoxaeHns. Bce maTepuansl XMBOTHOTO @
NponcxoxaeHns 6uinn nHakTuBnpoBaHbl. OAHAKO HY OAMH M3 AOCTYMHbIX HA CErOAHSALWHUA AEHb METOAOB &
TECTMPOBaHMSA He MOXET rapaHT!pOoBaTh MOJIHOE OTCYTCTBME MHMEKLIMOHHOCTU, OAHAKO NOTeHUManbHas MHPEKUMOHHOCTb
coxpaHsieTcs. [1oaToMy nonb3oBaTeny 4aHHOTO peareHTa AOJKHbI MPOSBIATL KPaHIO OCTOPOXHOCTb U BbINOMHATL BCE Onepauumn B
CTPOroM COOTBETCTBUM C MpaBunamMm TeXHWUKM 6esonacHocTu.

o [pumeHsAOTCS cnepyowye 3asBNeHNs:

H412 BpegHo ans BOOHbIX OPraHn3moB, OKasbiBaeT ANUTENbHOE BO3OENCTBME.
P280 HocuTb 3awmTHbIE NepYaTKu.
Ghso7 P333+P313 lNpu nossneHnn pasgpaxeHns KOXM Unu cbinnu: ob6paTutech 3a MeOULIMHCKOW MOMOLLbIO.
~ P501 YTunusnposaTb cofepKMmoe/Tapy B COOTBETCTBUM C MECTHbIMU/PErvoHanbHbIMW/HaLMOHaNbHLIMU/ MEXOYHapOAHLIMM
Warning - nnapyunamu.

: H317 MoxeT BbI3blBaTb annepruyeckyro KOXHY peakuuio.

OnucaHue Heo6X0AUMbIX Mep NepBON MOMOLUU:
¢ [pu nonagaHnmn Ha KOXy: HeMeAneHHO NPOMbITb BonbLUMM KONMYecTBOM BoAbl. [Mpy NosiBREHUK AMckomdopTa o6paTUTbCs K Bpady.

1. TONBKO ANIA UCTMONB3OBAHMSA B IN-VITRO ONATHOCTUKE

2. BHyuMaTenbHO cne,qulTe WHCTPYKUUN NO NPUMEHEHUIO. HapexHocTb pPe3ynbTaToB aHann3a He MoXeT ObITb rapaHTMpoBaHa
Npwv OTKNOHEHUAX OT VIHCprKLWIVI, npmeeneHHbIX B OaHHOW NHCTPYKUMN NO MPUMEHEHUIO.

. He kypuTb, He NUTb, He eCTb 1 He NONb30BaTbC KOCMETUYECKUMU CpeAcTBamMm B paboyeli 30He.

. Mpu paboTe HageBanTe 3alLMTHYIO oAexay U ogHopa3oBble nepyaTtku. MNocne paboTbl MONTE PyKM.

. ObpaluanTtech ¢ noTeHUManbHO 3arps3HEHHbIMW MaTepuanamMm n oTXoA4aMu B COOTBETCTBMM C MECTHBIMU TPeboBaHNAMMU.
. He ncnone3ayiiTe peareHTbl NOCNe NCTEYEHUS CPOKa FOAHOCTM, YKa3aHHOro Ha 3TUKeTKe.

. Ecnu y Bac BO3HWKHYT BOMPOCHI U NPEASIOKEHNS BO BPEMSI UCMONb30BaHUS! AAHHOTO peareHTa, noxanyncra, CBS)KUTECH C
npou3BoAUTENEM.

~No o bk Ww
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» WHTepnpeTauus 3HaKOB:
Specs: xapaKTepuCcTUKm

UDI: YHuKanbHbIN naeHTudmKaTop ycTponcTaa

: KaTarnoXHbI HOMeEp

. MeaunUuHcKoe uagenue ans in vitro guarHocTukm
: KOA mapTum

. faTta npom3BoacTea

g 3]

. CPOK rogHoCTun

x>

i

\I* : Buonoruyeckasi onacHoCTb

<

: YpoBeHb onacHoctu «[MPEOYMNPEXOEHUNE»
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Thrombin Reagent (for Fbg Assay)

> Intended Use

It is intended to use for the quantitative determination of fibrinogen in human plasma on automatic
coagulation analyzer. Fibrinogen (FIB) assay is a routine test for coagulation and hemostasis disorders.

» Summary

The thrombin clotting time fibrinogen assay is based on the method originally described by Clauss. In the
presence of high concentrations of thrombin, the time required for clot formation in dilute plasma is inversely
proportional to the fibrinogen concentration.

» Test Principle

Excess thrombin is added to the plasma, converting fibrinogen into insoluble fibrin and resulting in clot
formation. The clotting time of plasma is inversely correlated with the fibrinogen concentration. The fibrinogen
content in plasma can be determined by establishing a standard curve.

» Reagents

Materials provided

Component FIB Reagent
REF Size Volume
Ci-TFIB-04 800 tests 4mL*10 vials
CP-TFIB-1000 600 tests 7.5mL*4 vials

FIB Reagent : 100IU/mL thrombin.

Shelf life: 12 months at + 2 to + 8°C.

Storage and Stability

Store unopened vials at + 2 to + 8°C up to the stated expiration date.

Opened Vial Expiry: 14 days at + 2 to +8°C. Do not freeze. Before use, mix by inverting.

Materials required but not provided

Imidazole Buffered Saline (IBS)

Fibrinogen Reference Plasma

Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-TFIB-04 : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo C600,AutoCimo
C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.

For use with CP-TFIB-1000: AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30C 8 hours
2C-8C 3 days
-20°C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.
» Procedure
The Thrombin Reagent (for Fbg assay) must be conducted in accordance with the instrument-specific
Operator’'s Manual and Application Sheet. All steps necessary for performing the measurements are normally an
automatic function of the instrument.
Recommend reaction volume(example)
Sample :IBS: FIB Reagent=10uL:90uL:50uL
Refer to the appropriate Instrument’s Operator’s Manual for the complete assay procedure instructions.
> Quality Control

Each laboratory should establish its own QC ranges based on the assigned values and ranges provided by
the control manufacturer or based on values determined by the laboratory.
» Results
‘Plasma diluted 1:10 represents 100% of the assigned value. The dilution factor indicates the relationship
between the 1:10 dilution and other dilutions.
» Reference interval
Laboratories should establish a normal reference interval for fibrinogen measurements. Generally, the normal
reference interval is 200 to 400 mg/dL (2.0 to 4.0 g/L).
» Product Performance Indicators
‘Accuracy: The relative deviation of the determination of the fibrinogen antigen in the reference material
should not exceed £15%.
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-Linearity: Within the testing range of 150mg/dL to 450mg/dL, the linear correlation coefficient should
be >0.980.

‘Repeatability: When repeatedly determining the fibrinogen content of the quality control plasma, the
coefficient of variation (CV) of the obtained results should be <8%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 10 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 2000 mg/dL

Warnings and Precautions

-Some components of this kit are of animal origin. All animal-derived materials have k)\

been inactivated. However, no testing method available to date can guarantee the 9

complete absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must

exercise extreme caution and perform all operations in full compliance with safety precaution procedures.
- The following statements apply
- The following statements apply
H317 May cause an allergic skin reaction.

@ H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.

Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.

3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or excluding
a case.

4.Do not smoke, drink, eat or use cosmetics in the working area.

5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands after
operations.

GHS 07
Warning

6.Handle the potentially contaminated materials and wastes safely according to local requirement.
7. Do not use reagents beyond the labeled expiry date.
8.Avoid foam formation in all reagents and samples.

9. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
> Interpretation of Signs

Specs : specifications

UDI : Unique Device Identification

. ..

: .catalllogu.e numb.er | | X c E
. in vitro diagnostic medical device SysCan BioTech (Suzhou) Co., Ltd.
: batch code Tel: +86 512 66064861

Fax: +86 512 66893086

Email: intlsales@syscanbio.com

: Use by Web: www.syscanbio.com

Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
Science and technology Town, New District, Suzhou City,
<D : WARNING-level hazard Jiangsu Province, 215163,P.R. China

Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium

VER B1.0 2026.05.06

-
<
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: production date

pilli?

/@i}\ : Biological hazard
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Prothrombin Time (PT) Reagent

> Intended Use

It is intended to use for the qualitative determination determination of prothrombin time (PT) in human plasma
on automatic coagulation analyzer. prothrombin time (PT) Reagent is a routine test for coagulation and
hemostasis disorders.

» Summary

The PT is used as a screening tool and as a quantitative test for coagulation factors in the extrinsic and
common pathways. It is especially well suited for the induction and monitoring of oral anticoagulant therapy.
The PT is also widely used for checking the synthesis performance of the liver in hepatic diseases.

When a mixture of recombinant human tissue factor and calcium ions is added to test plasma, the clotting
mechanism is initiated. The time to formation of a fibrin clot is then measured.

» Test Principle

Excessive tissue thromboplastin (tissue factor) is added to the plasma sample. With the participation of Ca,
prothrombin is converted to thrombin, and fibrinogen is transformed into insoluble fibrin. The time required for
coagulation is measured, which is the prothrombin time (PT) of the plasma sample.

» Reagents

Materials provided

Component PT Reagent
REF Size Volume
Ci-PT-04 400Tests 4mL*10 vials
Ci-PT-10 1000Tests 10mL*10 vials
CP-PT-1000 600Tests 15mL*4 vials

PT Reagent: 1.5ug/mL recombinant human tissue factor, 40mM buffers and 0.4% stabilizers.

Shelf life: 18 months at + 2 to + 8°C.

Storage and Stability

Store unopened vials at + 2 to + 8°C up to the stated expiration date. .

Opened Vial Expiry: 14 days at + 2 to +8°C. Do not freeze. Before use, mix by inverting.

Applicable Instruments

Automatic Coagulation Analyzer :

For use with Ci-PT-04, Ci-PT-10 : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S. For
use with CP-PT-1000 : AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30°C 8 hours
2°C-8C 3 days
-20C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.
>  Procedure
The Prothrombin time (PT) Reagent must be conducted in accordance with the instrument-specific Operator’s
Manual and Application Sheet. All steps necessary for performing the measurements are normally an automatic
function of the instrument.
Recommend reaction volume(example)
Sample : PT Reagent=50uL:100uL
Refer to the appropriate Instrument’s Operator’s Manual for the complete assay procedure instructions.
> Quality Control
Each laboratory should establish its own QC ranges based on the assigned values and ranges provided by
the control manufacturer or based on values determined by the laboratory.
> Results
Report clotting times for each plasma to the nearest 0.1 second. It also may be reported in % of the norm, in
prothrombin ratio (PR) or in International Normalized Ratio (INR).
Reaction time of sample(s)
PR = "Reaction time of normal plasma(s)

INR= PRS!
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The ISI value for PT reagent is stated in the Annex.
» Limitations
PT results may be affected by many commonly administered drugs and further studies should be made to
determine the source of unexpected abnormal results.
> Reference interval
10.0 - 14.0 (sec.)

These results were obtained using a specific lot of reagent. Due to many variables which affect clotting times,
each laboratory should establish its own reference range.
» Product Performance Indicators
‘Normal plasma measurement values :

When testing with normal human plasma or control plasma, the reference range for ormal plasma
measurement values should be 10.0-14.0 seconds.
‘Repeatability : The coefficient of variation (CV) of repeated measurements of coagulation prothrombin
time in control plasma should be <5%.
Interference:

The effect of the following endogenous substances on assay performance was tested. Interferences were
tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 20 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 2000 mg/dL
Warnings and Precautions
-Some components of this kit are of animal origin. All animal-derived materials have k)\
been inactivated. However, no testing method available to date can guarantee the 03

complete absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must
exercise extreme caution and perform all operations in full compliance with safety precaution procedures.
- The following statements apply
Warnings and Precautions
- The following statements apply
H317 May cause an allergic skin reaction.

@ H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY
2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.
3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or excluding
a case.
4.Do not smoke, drink, eat or use cosmetics in the working area.
5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands after
operations.
6.Handle the potentially contaminated materials and wastes safely according to local requirement.
7. Do not use reagents beyond the labeled expiry date.
8.Avoid foam formation in all reagents and samples.
9. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
» Interpretation of Signs

GHS 07
Warning

Specs : specifications .:o C E
UDI : Unique Device Identification SysCan BioTech (Suzhou) Co., Ltd.

Tel: +86 512 66064861
Fax: +86 512 66893086

. catalogue number

VD : in vitro diagnostic medical device Email: intisales@syscanbio.com

LOT| - patch code Web: www.syscanbio.com

-~ ) Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
 production date Science and technology Town, New District, Suzhou City,

E : Use by Jiangsu Province, 215163,P.R. China

%0

K

\)\ : Biological hazard Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium
1> : WARNING-level hazard g
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Activated Partial Thromboplastin Time (APTT) Reagent (tiagic Acia)

> Intended Use

It is intended to use for the qualitative determination of activated partial thromboplastin time (APTT) in human
plasma on automatic coagulation analyzer. activated partial thromboplastin time (APTT) Reagent ( Ellagic
Acid ) is a routine test for coagulation and hemostasis disorders.

» Summary

The APTT is useful as a screening tool, primarily to evaluate coagulation abnormalities in the intrinsic
pathway, will also detect severe functional deficiencies in factors I, V, X, or fibrinogen. The APTT has also
been widely advocated as a means to monitor the effectiveness of heparin therapy where the clotting time is
prolonged in proportion to the level of heparin.

The APTT test is performed by adding reagent containing a plasma activator and phospholipid to the test
specimen. The mixture is incubated for 3 minutes at 37°C for optimum activation. Then the addition of calcium
ions triggers the coagulation process, and the clotting time is measured.

» Test Principle

To the test plasma is added APTT reagent (ellagic acid), followed by mixing and pre-incubation at 37 °C for a
fixed period. In the presence of calcium ions, the intrinsic coagulation pathway is activated, converting
fibrinogen into insoluble fibrin. The time required for clot formation is measured as the activated partial
thromboplastin time (APTT) of the test plasma.

Reagents
Materials provided
Component APTT Reagent ( Ellagic Acid ) ,Calcium Chloride Solution ( CaCl2 )
REF Size Volume
. APTT Reagent ( Ellagic Acid ) : 4mL*10 vials
Ci-APTT-04E 800 tests . . . .
Calcium Chloride Solution ( CaCl2 ) : 15mL*3 vials
APTT R t ( Ellagic Aci : 10mL*10 vial
Ci-APTT-10E 2000 tests T Reagent ( Ellagic Acid ) = 10mL™10 vials
Calcium Chloride Solution ( CaCl2 ) : 15mL*8 vials
APTT Reagent ( Ellagic Acid ) : 7.5mL*4 vials
CP-APTT-1000E 600 test
ests Calcium Chioride Solution ( CaCl2 ) : 7.5mL*4 vials
APTT Reagent

0.0344g/L ellagic acid, 10mM buffers and 0.4%stabilizers.

Calcium Chloride Solution

0.025M calcium chloride, 0.4% stabilizers.

Shelflife: 18 months at + 2 to + 8°C.

Storage and Stability

Store unopened vials at +2 to +8°C up to the stated expiration date.

Opened Vial Expiry: 14 days at +2 to +8°C. Do not freeze.

If the reagent is left to stand, a green deposit may from consisting of ellagic acid and lipids. Before use, mix by
inverting.

Reagent Preparation

APTT reagent must be briefly shaken before use.
Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-APTT-04E,Ci-APTT-10E : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.

For use with CP-APTT-1000E : AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30°C 6 hours
2°C-8C 3 days
-20°C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.

> Procedure

Manual:

The assay must be conducted in accordance with the instrument-specific Operator's Manual and Application
Sheet. All steps necessary for performing the measurements are normally an automatic function of the instrument.

Recommend reaction volume(example)
Sample :APTT Reagent:CaCI2 =50uL:50uL:50uL
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Refer to the appropriate Instrument’s Operator’s Manual for the complete assay procedure instructions.
» Quality Control

Each laboratory should establish its own QC ranges based on the assigned values and ranges provided by
the control manufacturer or based on values determined by the laboratory.
> Results
Report clotting times for each plasma to the nearest 0.1 second. These results should be related to the
normal range for APTT testing in each laboratory. Control values for the reagent test system should never be
used in place of a normal range.
» Limitations
APTT results may be affected by many commonly administered drugs and further studies should be made to
determine the source of unexpected abnormal results.
» Reference interval

21.0 ~ 35.0 (sec.)

These results were obtained using a specific lot of reagent. Due to many variables which affect clotting times,
each laboratory should establish its own reference range.
» Product Performance Indicators
‘Normal Plasma Measurement Value : Test with normal human plasma or quality control plasma using Ellagic
acid as the activator. The reference range for normal plasma measurement values should be 21.0 to 35.0
seconds.
‘Repeatability : The coefficient of variation (CV) of repeated measurements of the activated partial
thromboplastin time of the quality control plasma should be <5%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 20 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 2000 mg/dL

Warnings and Precautions
- The following statements apply
H317 May cause an allergic skin reaction.

@ H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.

3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or
excluding a case.

4.Do not smoke, drink, eat or use cosmetics in the working area.

5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands
after operations.

6.Handle the potentially contaminated materials and wastes safely according to local requirement.

7. Do not use reagents beyond the labeled expiry date.

8.Avoid foam formation in all reagents and samples.

9.Do not mix or use components from kits with different batch codes.

10. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

GHS 07
Warning

» Interpretation of Signs .
Specs : specifications .:. CE€
UDI : Unique Device Identification SysCan BioTech (Suzhou) Co., Ltd.
: catalogue number Tel: +86 512 66064861
Fax: +86 512 66893086
:in vitro diagnostic medical device Email: inﬂsa|es@syscanbio'com
- batch code Web: www.syscanbio.com
Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
el . production date Science and technology Town, New District, Suzhou City,
g : Use by Jiangsu Province, 215163,P.R. China

: WARNING-level hazard Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium
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Thrombin Time (TT) Reagent

> Intended Use

It is intended to use for the qualitative determination of thrombin time (TT) in human plasma on automatic
coagulation analyzer. thrombin time (TT) Reagent is a routine test for coagulation and hemostasis disorders.
» Test Principle

An appropriate amount of thrombin is added to plasma, converting fibrinogen into insoluble fibrin. The time
required for coagulation is defined as thrombin time (TT).

> Reagents

Materials provided

Component TT Reagent
REF Size Volume
Ci-TT-05 500 tests 5mL*10 vials
CP-TT-1000 600 tests 15mL*4 vials

TT Reagent: Liquid standardized quantltles of thrombin 10IU/mL, 50mM buffers and 0.4%stabilizers.
Shelf life: 12 months at + 2to + 8

Storage and Stability

Store unopened vials at + 2 to + 8°C up to the stated expiration date.

Opened Vial Expiry: : 14 days at + 2 to +8°C. Do not freeze. Before use, mix by inverting.
Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-TT-05 : Ci-300, Ci-310, Ci-320, Ci-330, Ci-120i, Ci-120x, Ci-120n, AutoCimo C600, AutoCimo
C600S, AutoCimo C602, AutoCimo C602S, AutoCimo C601, AutoCimo C601S.

For use with CP-TT-1000 : AutoCimo C6000, AutoCimo C6200, AutoCimo C6400, AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30°C 8 hours
2°C-8C 3 days
-20C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.
» Procedure
The thrombin time (TT) must be conducted in accordance with the instrument-specific Operator’'s Manual and
Application Sheet. All steps necessary for performing the measurements are normally an automatic function of the
instrument.
Recommend reaction volume(example)
Sample :TT Reagent=50uL:100uL
Refer to the appropriate Instrument’s Operator’'s Manual for the complete assay procedure instructions.
» Quality Control
Each laboratory should establish its own QC ranges based on the assigned values and ranges provided by
the control manufacturer or based on values determined by the laboratory.
> Results
Patient results may be reported in seconds and ratio. Refer to the instrument’s Operator’'s Manul for
additional information.
» Limitations
TT results may be affected by many commonly administered drugs and further studies should be made to
determine the source of unexpected abnormal results.
> Reference interval
<20 (sec.)
These results were obtained using a specific lot of reagent. Due to many variables which affect clotting times,
each laboratory should establish its own reference range.
» Product Performance Indicators
‘Normal Plasma Measurement Value : When testing with normal human plasma or control plasma, the
reference range for normal plasma measurement values should be < 20.0 seconds.
‘Repeatability : The coefficient of variation (CV) of
repeated measurements of thrombin time in control plasma should be <5%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.
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Endogenous substances Concentration tested
Bilirubin 40 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 2000 mg/dL

Warnings and Precautions
-Some components of this kit are of animal origin. All animal-derived materials have ,ﬁ-)\
been inactivated. However, no testing method available to date can guarantee the 9
complete absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must
exercise extreme caution and perform all operations in full compliance with safety precaution procedures.
- The following statements apply
H317 May cause an allergic skin reaction.

@ H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY
2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.
3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or excluding a
case.
4.Do not smoke, drink, eat or use cosmetics in the working area.
5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands after
operations.
6.Handle the potentially contaminated materials and wastes safely according to local requirement.
7. Do not use reagents beyond the labeled expiry date.
8.Avoid foam formation in all reagents and samples.
9. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
» Interpretation of Signs

GHS 07
Warning

Specs : specifications

UDI : Unique Device Identification

: catalogue number

: in vitro diagnostic medical device
: batch code
ol production date
E : Use by
@ : Biological hazard
@ : WARNING-level hazard

..

% Ce
SysCan BioTech (Suzhou) Co., Ltd.
Tel: +86 512 66064861
Fax: +86 512 66893086
Email: intlsales@syscanbio.com
Web: www.syscanbio.com
Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
Science and technology Town, New District, Suzhou City,
Jiangsu Province, 215163,P.R. China

Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium
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D-Dimer Assay Kit

> Intended Use
It is intended to use for the quantitative determination of D-Dimer in human plasma on automatic coagulation
analyzer.Clinically, it is mainly used for the exclusion of venous thrombosis, the auxiliary diagnosis of
disseminated intravascular coagulation (DIC), and the monitoring of thrombolytic therapy.

> Summary
During blood coagulation, fibrinogen is converted to fibrin by thrombin. The resulting fibrin monomers polymerise
to form a soluble gel of non-cross-linked fibrin. This fibrin gel is then converted to cross-linked fibrin by thrombin
activated Factor XllI to form an insoluble fibrin clot. The body’s mechanism to then break down this fibrin clot is
known as fibrinolysis. Plasmin, also activated by thrombin, degrades the cross-linked fibrin network releasing a
heterogeneous population of cross-linked fibrin degradation products (XL-FDP) into the blood.

D-Dimer is the smallest plasmin-resistant XL-FDP, comprised of two D fragments cross-linked together.
Increased levels of D-Dimer are indicative of active fibrinolysis and are therefore normally elevated in clinical
conditions associated with active clot formation.

Elevated levels of D-Dimer have been shown to be of clinical use in the diagnosis of acute DVT and PE and DIC.
» Test Principle
Latex particles are labeled with a specific anti- D- dimer monoclonal antibody. After adding the plasma sample to
be tested to the latex particles, the antigen (D-dimer) in the plasma binds to the latex particles to form aggregates,
resulting in reduced transmitted light and scattering effects.The change in optical density is positively correlated
with the concentration of the antigen in the sample.By establishing a standard curve, the D-dimer concentration in
the test plasma can be quantitatively determined.

> Reagents

Materials Provided

Component D-Dimer Latex,D-Dimer Buffer,D-Dimer Standard
REF Size Volume
Ci-DD-12 75 tests D-Dimer Latex : 4mL*3 vials ; D-Dimer Buffer : 6mL*1 vials ; D-Dimer Standard : 1mL*1 vial
Ci-DD-24 150 tests D-Dimer Latex : 6mL*4 vials ; D-Dimer Buffer : 6mL*2 vials ; D-Dimer Standard : 1mL*1 vial
CP-DD-1000 150 tests D-Dimer Latex : 15mL*1 vials ; D-Dimer Buffer : 7.5mL*1 vials ; D-Dimer Standard : 1mL*1 vial
D-Dimer Latex

Suspension of latex particles covalently linked to anti-D-Dimer monoclonal antibody-50mg/L, containing 25 mg/mL

BSA and 0.4%stabilizers.

D-Dimer Buffer

Solution containing 25 mg/mL BSA and 0.4% stabilizers.
D-Dimer Standard
Lyophilized preparation of D-Dimer.

Reconstitute with distilled water to volume printed on the vial label.
Shelf life: 18 months at + 2 to + 8°C.

Storage and Stability
Store unopened vials at + 2 to + 8 °C up to the stated expiration date. . Do not freeze.D-Dimer Latex and D-
Dimer Buffer opened Vial Expiry: 14 days at + 2 to +8°C.

D-Dimer Standard Reconstituted Stability: 8 hours at + 2 to + 8°C. Do not store reagents on-board.

Materials required but not provided

Imidazole Buffered Saline (IBS)

Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-DD-12,Ci-DD-24 : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.

For use with CP-DD-1000 :

AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30°C 8 hours
2°C-8C 3 days
-20C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle
» Metrological Traceability of Standards
The measurand or analyte in the D-Dimer Assay Kit is traceable to the Siemens standard. Traceability process is
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based on EN ISO 17511. The assigned values were established using representative samples from this lot of
calibrator and are specific to the assay methodologies of the reagents. Values assigned by other methodologies
may be different. Such differences, if present..
Procedure
The D-Dimer Assay kit assay must be conducted in accordance with the instrument-specific Operator's Manual
and Application Sheet. All steps necessary for performing the measurements are normally an automatic function
of the instrument.
Recommend reaction system : (Example only)
Sample :IBS :Buffer :Latex=15uL:15uL:50uL:150uL
Refer to the appropriate Instrument’s Operator’s Manual for the complete assay procedure instructions.
Important!
® Mix all the reagents before use. DO NOT SHAKE.
® Allow kit components and samples to equilibrate to room temperature before use.
® Transfer Standard and Latex into appropriate size vials before placing reagents on instrument.
Calibration
Use the D-Dimer Standard provided by our company to perform multi- point calibration within the measuring
range. Recalibration is required when reagents are replaced.
> Quality Control
Low and high controls should be tested in conjunction with patient plasmas. Controls should be also tested
with each change of reagent, and at least once during an 8-hour shift. Each laboratory should establish its
own QC ranges based on the assigned values and ranges provided by the control manufacturer or based on
values determined by the laboratory.
> Results
If the DD concentration in the sample exceeds 10.0 mg/L, the sample shall be diluted with sample diluent
prior to testing.Report the result as the measured value multiplied by the dilution factor (maximum dilution
factor shall not exceed 4).
The reportable range of this product is 0.25 mg/L — 40 mg/L.
Reference Interval
<0.50mg/L

For the exclusion diagnosis of venous thromboembolism (VTE), the cut-off value of D- dimer is 0.50 mg/L.
The normal reference range is for reference only. Due to potential variations among instruments, laboratories
and local populations, each laboratory is recommended to establish its own reference interval.
Reporting unit: FEU
» Product Performance Indicators
-Limit of blank : The blank limit of the reagent should be <0.22.
‘Accuracy When determining the D-dimer reference material, the relative deviation should not exceed £10%.
‘Linearity : Within the testing range of 0.25mg/L to 10mg/L, the linear correlation coefficient should be >0.980.
‘Repeatability : The coefficient of variation (CV) of the results obtained from repeat testing with low-value
quality control or plasma samples should be <15%, and the CV of the results obtained from repeat testing
with high-value quality control or plasma samples should be <10%.
-Calibration Standards

Homogeneity : <15%.

Accuracy : The relative deviation should not exceed +15%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 10 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 550 mg/dL
Rheumatoid Factor 10001U/mL

Warnings and Precautions
-Some components in this kit are of human and animal origin. All human-derived materials have k)\
been tested for HIV, HCV, and HBV with negative results. All animal-derived materials have been 9
inactivated. However, no testing method available to date can guarantee the complete absence of infectivity,
and potential infectivity still remains. Therefore, users of this reagent must exercise extreme caution and
perform all operations In full compliance with the safety precaution procedures of medical institutions.
- The following statements apply
H317 May cause an allergic skin reaction.

@ H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.

GHS 07
Warning
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Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.

3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or
excluding a case.

4.Do not smoke, drink, eat or use cosmetics in the working area.

5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands
after operations.

6.Handle the potentially contaminated materials and wastes safely according to local requirement.

7. Do not use reagents beyond the labeled expiry date.

8.Avoid foam formation in all reagents and samples.

9.Do not mix or use components from kits with different batch codes.

10. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
» Interpretation of Signs

Specs : specifications

UDI : Unique Device Identification

: catalogue number

VD[ : in vitro diagnostic medical device

=
o
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: production date
: Use by
: Biological hazard
: WARNING-level hazard
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SysCan BioTech (Suzhou) Co., Ltd.
Tel: +86 512 66064861
Fax: +86 512 66893086
Email: intlsales@syscanbio.com
Web: www.syscanbio.com
Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
Science and technology Town, New District, Suzhou City,
Jiangsu Province, 215163,P.R. China

Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium
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Fibrin Degradation Product (FDP) Assay Kit
> Intended Use

It is intended to use for the quantitative determination of fibrin(ogen) degradation products (FDP) in human plasma
on automatic coagulation analyzer. fibrin degradation products (FDP) assay is a routine clinical examination for
evaluating fibrinolytic activity.

> Summary

Degradation products of fibrin and fibrinogen by plasmin, known as FDP, are one of the most important markers
for monitoring the status of fibrinolytic disorder occurring in the body, especially to diagnose and observe the
progress of Disseminated Intravascular Coagulation (DIC). Also the determination of FDP is useful to diagnose
thrombosis and monitoring the efficiency of thrombolytic treatment.

» Test Principle

In the test plasma, fibrin(ogen) degradation products (FDP) undergo an antigen-antibody reaction with latex
particles conjugated with murine anti-human FDP monoclonal antibody, resulting in agglutination. This causes a
decrease in transmitted light and a scattering effect. The change in optical density is positively correlated with the
content of the antigen in the sample.By establishing a standard curve, the FDP concentration in the test plasma
can be quantitatively determined.

> Reagents
Materials Provided
Component FDP Latex,FDP Buffer,FDP Diluent,FDP Standard
REF Size Volume

FDP Latex :5mL*2 vials ;FDP Buffer :5mL*2 vials ;FDP Diluent :5mL*1 vials ;
FDP Standard : 1mL*1 vial

FDP Latex :10mL*1 vials ;FDP Buffer :10mL*1 vials ;FDP Diluent :5mL*1 vials
FDP Standard : 1mL*1 vial

Ci-FDP-10 150 tests

CP-FDP-1000 150 tests

FDP Latex
0.1%Suspension of latex particles covalently linked to anti-FDP monoclonal antibody, containing 25 mg/mL BSA
and 0.4% stabilizers.

FDP Buffer

Solution containing 25 mg/mL BSA and 0.4% stabilizers .

FDP Diluent

50mM buffers ,containing 30 mg/mL BSA and 0.4% stabilizers

FDP Standard

Lyophilised preparation of FDP.

Reconstitute with distilled water to volume printed on the vial label.

Shelflife: 18 months at + 2 to + 8°C.

Storage and Stability

Storage: Store at + 2 to + 8°C up to the stated expiration date. Do not freeze..

Reconstituted Stability: Standard stable for 8 hours at + 2 to + 8°C.

Opened Vial Expiry: Latex Reagent and Buffer stable for 14 days at + 2 to + 8°C. Do not store reagents on-board.
Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-FDP-10 : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo C600,AutoCimo
C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.

For use with CP-FDP-1000 : AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15

minutes) and the plasma should be removed immediately.

Plasma Sample Storage:

10°C-30°C 8 hours
2°C-8C 3 days
-20C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.
Metrological Traceability of Standards

The measurand or analyte in the FDP Assay Kit is traceable to the Biolinks standard. Traceability process is based
on EN ISO 17511. The assigned values were established using representative samples from this lot of calibrator
and are specific to the assay methodologies of the reagents. Values assigned by other methodologies may be
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different. Such differences, if present.

» Procedure
The FDP Assay kit assay must be conducted in accordance with the instrument-specific Operator's Manual and
Application Sheet. All steps necessary for performing the measurements are normally an automatic function of the
instrument.
Recommend reaction system : (Example only)
Sample :FDP Diluent :FDP Buffer :FDP Latex=5uL:15uL:65uL:65uL
Refer to the appropriate Instrument’s Operator’'s Manual for the complete assay procedure instructions.
Important!
® Mix all the reagents before use. DO NOT SHAKE.
® Allow kit components and samples to equilibrate to room temperature before use.
® Transfer Standard and Latex into appropriate size vials before placing reagents on instrument.
Calibration
Prepare the standard curve with reconstituted FDP Assay kit Standard.

> Quality Control
Low and high controls should be tested in conjunction with patient plasmas. Controls should be also tested
with each change of reagent, and at least once during an 8-hour shift. Each laboratory should establish its
own QC ranges based on the assigned values and ranges provided by the control manufacturer or based on
values determined by the laboratory.

> Results
The FDP concentration is expressed as pg/mL.
Reference Interval: <5ug/mL
Over-ranged samples may be diluted and re-tested. Diluted plasmas may be subject to a mixture effect, which should
influence the test result.
> Product Performance Indicators
‘Accuracy : When determining the FDP reference material, the relative deviation should not exceed £15%.
‘Linearity :Within the testing range of 2.5ug/mL to 80ug/mL, the linear correlation coefficient should be=0.990.
‘Repeatability : Repeat the measurement of the content of fibrinogen degradation products in the quality
control sample. The coefficient of variation (CV) for the results obtained from the repeated testing of the
low-value quality control should be £15%, and the CV for the results obtained from the repeated testing of
the high-value quality control should be <10%.
‘FDP Standard

Homogeneity : £15%.,

Accuracy: The relative deviation should not exceed +15%.
-Limit of blank : The blank limit of the reagent shall be < 1.0 ug/m.
-Limit of detection: The limit of detection of the reagent shall be < 2.5ug/mL.
‘limit of quantitation : The limit of quantitation shall be <3.0ug/mL
within-laboratory precision : The coefficient of variation (CV) of the precision of the FDP Assay Kit on all
compatible instruments is < 15%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 10 mg/dL
Hemoglobin 500 mg/dL
Triglycerides 625 mg/dL

Warnings and Precautions

-Some components in this kit are of human and animal origin. All human-derived materials have k)\
been tested for HIV, HCV, and HBV with negative results. All animal-derived materials have been 9
inactivated. However, no testing method available to date can guarantee the complete absence of infectivity,
and potential infectivity still remains. Therefore, users of this reagent must exercise extreme caution and
perform all operations In full compliance with the safety precaution procedures of medical institutions.

- The following statements apply

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.

P280 Wear protective gloves.

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.

P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
2
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1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.

3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or
excluding a case.

4.Do not smoke, drink, eat or use cosmetics in the working area.

5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands
after operations.

6.Handle the potentially contaminated materials and wastes safely according to local requirement.

7. Do not use reagents beyond the labeled expiry date.

8.Avoid foam formation in all reagents and samples.

9.Do not mix or use components from kits with different batch codes.

10. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

» Interpretation of Signs
Specs : specifications
UDI : Unique Device Identification
: catalogue number
. in vitro diagnostic medical device
: batch code

: production date
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: Biological hazard
: WARNING-level hazard
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SysCan BioTech (Suzhou) Co., Ltd.
Tel: +86 512 66064861
Fax: +86 512 66893086
Email: intlsales@syscanbio.com
Web: www.syscanbio.com
Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
Science and technology Town, New District, Suzhou City,
Jiangsu Province, 215163,P.R. China

Obelis s.a.
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Antithrombin lll Assay Kit

» Intended Use
It is intended to use for the quantitative determination of antithrombin 1ll (AT-IIl) in human plasma on
automatic coagulation analyzer. Antithrombin Ill assay is a routine clinical examination for evaluating
anticoagulant disorders.
» Summary
Antithrombin Il is the plasmatic inhibitor thrombin and activated factor X and forms an irreversible inactive
complex with these enzymes. Inactivation of the activated coagulation factors is greatly accelerated by
heparin. Acquired antithrombin Il deficiencies often occur as a result of consumption after major operations
or disseminated intravascular coagulation (DIC) associated with sepsis, nephrosis,
parenchymal liver damage (hepatitis, drug intoxication, alcoholism) and contraceptives containing
estrogen1 . The test enables the early detection of patients at increased risk of thrombosis.
» Test Principle
An excess amount of thrombin is added to the sample and reacts with AT-ll in the sample to form an inactive
complex.After completion of the first reaction, a chromogenic substrate is added to react with the remaining
thrombin, generating a chromophore.The color intensity is inversely correlated with the AT-IIl activity.
> Reagents

Materials Provided

Component Thrombin Reagent,Substrate Reagent,ATIll Standard
REF Size Volume
Ci-AT-12 75 tests Thrombin Reagent : 4mL*3 vials ; Substrate Reagent : 4mL*1 vials ; ATIIl Standard : 1mL*1 vial
Ci-AT-24 150 tests | Thrombin Reagent : 4mL*6 vials ; Substrate Reagent : 4mL*2 vials ; ATIII Standard : 1mL*1 vial
CP-AT-1000 | 150 tests | Thrombin Reagent : 15mL*1 vials ; Substrate Reagent : 7.5mL*1vials ; ATIll Standard : 1mL*1 vial
Thrombin Reagent
6.0IU/mL thrombin, 1000U/L heparin and 0.4% stabilizers.
Substrate Reagent

Solution containing 2mM Thrombin chromogenic substrates, 20mg/mL BSA and 0.4% stabilizers.
ATIIl Standard

Lyophilized preparation of Antithrombin IIl.

Reconstitute with distilled water to volume printed on the vial label.

Shelf life: 18 months at + 2 to + 8°C.

Storage and Stability

Storage: Store at + 2 to + 8°C. Do not freeze. Do not store reagents on-board.

Closed Vial Expiry: Refer to labels for expiration date.

Reconstituted Stability: Standard stable for 8 hours at + 2 to + 8°C.

Opened Vial Expiry: Thrombin Reagent and Substrate Reagent stable for 14 days at + 2 to + 8°C.

Materials Required But Not Provided
Imidazole Buffered Saline (IBS)

Applicable Instruments

Automatic Coagulation Analyzer:

For use with Ci-AT-12,Ci-AT-24 : Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.

For use with CP-AT-1000 : AutoCimo C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

» Specimen Collection and Preparation

Assay to be performed on freshly collected plasma from a sodium citrated whole blood sample (nine parts of
venous blood drawn into one part 3.2% trisodium citrate). Samples should be centrifuged (2500rpm for 15
minutes) and the plasma removed immediately.

Plasma Storage:

10°C-30°C 8 hours
2C-8C 3 days
-20°C 1 month

Frozen plasma samples must not undergo more than 1 freeze-thaw cycle.
Metrological Traceability of Standards
The measurand or analyte in the ATl Assay Kit is traceable to the WHO standard. Traceability process is
based on EN ISO 17511. The assigned values were established using representative samples from this lot of
calibrator and are specific to the assay methodologies of the reagents. Values assigned by other
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methodologies may be different. Such differences, if present.

» Procedure

The Antithrombin [l Assay kit assay must be conducted in accordance with the instrument-specific
Operator's Manual and Application Sheet. All steps necessary for performing the measurements are
normally an automatic function of the instrument.

Recommend reaction system : (Example only)

Sample :IBS :Thrombin :Substrate=3uL:15uL:100uL:50uL

Refer to the appropriate Instrument’s Operator’s Manual for the complete assay procedure instructions.
Important!

® Mix all the reagents before use. DO NOT SHAKE.

® Allow kit components and samples to equilibrate to room temperature before use.

® Transfer Standard and Reagent into appropriate size vials before placing reagents on instrument.
Calibration

Prepare the standard curve with reconstituted Antithrombin Ill Assay kit Standard.

»  Quality Control

Low and high controls should be tested in conjunction with patient plasmas. Controls should be also
tested with each change of reagent, and at least once during an 8-hour shift. Each laboratory should
establish its own QC ranges based on the assigned values and ranges provided by the control
manufacturer or based on values determined by the laboratory.

> Results

The Antithrombin Il concentration is expressed as %.

Reference Interval: 80% - 125%

Over-ranged samples may be diluted and re-tested. Plasmas diluted in IBS may be subject to a mixture effect,
which should influence the test result.

>  Specificity

Aprotinin in the Thrombin Reagent blocks the activity of any plasmin present in the sample. Interference
from heparin cofactor Il can be disregarded since bovine thrombin is used in the test.

»  Product Performance Indicators

-Linearity :Within the testing range of 20% to 140%, the slope of the linear regression equation should be
within £0.05, and the linear correlation coefficient should be =0.990.

‘Repeatability : For the determination of samples at three concentration levels (high, medium, and low),
the coefficient of variation (CV) should be <10% for

high concentration samples, <10% for medium concentration samples, and <15% for low concentration
samples.

‘Accuracy : When measuring the reference material of antithrombin Ill, the relative deviation should not
exceed +15%.

‘Detection Limit : The detection limit should not exceed 12%.

Interference: The effect of the following endogenous substances on assay performance was tested.
Interferences were tested up to the listed concentrations and no impact on results was observed.

Endogenous substances Concentration tested
Bilirubin 20 mg/dL
Hemoglobin 3750 mg/dL
Triglycerides 1000 mg/dL

-ATIII Standard
Homogeneity : <15%.
Accuracy : The relative deviation should not exceed +15%.
Warnings and Precautions
-Some components of this kit are of animal origin. All animal-derived materials have been inactivated.
However, no testing method available to date can guarantee the complete absence of infectivity, and
potential infectivity still remains. Therefore, users of this reagent must exercise extreme caution and perform
all operations in full compliance with safety precaution procedures.
Warnings and Precautions
- The following statements apply
H317 May cause an allergic skin reaction.
Q> H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
Warning - p501 Dispose of contents/container in accordance with local/regional/national/international regulations.

GHS 07
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Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.

3.Test results are for clinical reference only and shall not be used alone as the basis for confirming or
excluding a case.

4.Do not smoke, drink, eat or use cosmetics in the working area.

5. Wear protective clothing and disposable gloves when dealing with samples and reagents. Wash hands
after operations.

6.Handle the potentially contaminated materials and wastes safely according to local requirement.

7. Do not use reagents beyond the labeled expiry date.

8.Avoid foam formation in all reagents and samples.

9.Do not mix or use components from kits with different batch codes.

10. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
» Interpretation of Signs
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D-Dimer Control

> Intended Use
It is intended for the assessment of precision and analytical bias in the normal and pathological range for the
determination of D-Dimer.

» Reagents
Materials provided

Component D-Dimer Control
REF Volume
DDI-01 Level 1 1.0mL*10 vials
DDII-01 Level 2 1.0mL*10 vials

Main Composition
50mM buffers, D-Dimer antigen, 3% BSA and 0.4% stabilizers. Level 1 is a low D-Dimer concentration control
and Level 2 is a high D-Dimer concentration control. Shelf life: 24 months at + 2 to + 8°C.
Applicable Instruments
Automatic Coagulation Analyzer: Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.,AutoCimo
C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.
Reagent Preparation
Reconstitute with Purified water to volume printed on the vial label. Swirl gently and let stand undisturbed for
15minutes at room temperature. Before use, gently mix once more.
Storage and Stability
Store unopened vials at + 2 to + 8°C.
Stability after reconstitute: 16 hours at +2 to +8°C(closed vial), or 8 hours at +10 to +30°C(closed vial).
» Test Procedure
The D-dimer contained in this quality control material binds to the latex particles in the reagent to form
aggregates.By measuring the amount of aggregates, the concentration of the quality control material can be
quantitatively determined.
> Results
The target value and its indicated range of this quality control product are only the data determined by our
company using the D-Dimer Assay kit on applicable instruments.Therefore, each laboratory is recommended
to establish its own target value and indicated range based on the cumulative target values from its internal
quality control.
> Limitations
This reagent is only for use with the D-Dimer Assay Kit manufactured by SyscanBio (Suzhou) Co., Ltd.The
target value and its indicated range vary from batch to batch. Please carefully read and verify the target value
sheet prior to use.This quality control material is for in-house quality control only and shall not be used for
instrument calibration.
»  Product Performance Indicators
-Expected Results : Measure the D-Dimer content of the quality control sample, and the measurement result
should fall within the range indicated by the target value.
-Homogeneity : Take a certain number (n=10) of the smallest packaging units of the quality control product with
the same batch number, and the coefficient of variation (CV) should be <15%.
Warnings and Precautions
-Some components in this kit are of human and animal origin. All human-derived materials k)\
have been tested for HIV, HCV, and HBV with negative results. All animal-derived materials W
have been inactivated. However, no testing method available to date can guarantee the complete absence of
infectivity, and potential infectivity still remains. Therefore, users of this reagent must exercise extreme caution
and perform all operations in full compliance with the safety precaution procedures of medical institutions.
- The following statements apply
H317 May cause an allergic skin reaction.
H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY
2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.
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3.Do not smoke, drink, eat or use cosmetics in the working area.
4. Wear protective clothing and disposable gloves when dealing with Control. Wash hands after operations.
5.Handle the potentially contaminated materials and wastes safely according to local requirement.

6. Do not use reagents beyond the labeled expiry date.

7. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

> Interpretation of Signs
Specs : specifications
UDI : Unique Device Identification
. catalogue number
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: batch code

: production date
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Antithrombin lll Control

> Intended Use
It is intended for the assessment of precision and analytical bias in the normal and pathological range for the
determination of Antithrombin III.

» Reagents
Materials provided

Component ATIII Control
REF Volume
ATIII-01 Level 1 1.0mL*10 vials
ATIII-02 Level 2 1.0mL*10 vials

Main Composition
Containing antithrombin Ill , 5% BSA and 0.4% stabilizers. Level 1 is a normal ATIII concentration control and

Level 2 is a low ATIII concentration control. Shelf life: 24 months at + 2 to + 8°C.
Applicable Instruments

Automatic Coagulation Analyzer: Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.,AutoCimo
C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.
Reagent Preparation
Reconstitute with Purified water to volume printed on the vial label. Swirl gently and let stand undisturbed for
15minutes at room temperature. Before use, gently mix once more.
Storage and Stability
Store unopened vials at + 2 to + 8°C.
Stability after reconstitute: 16 hours at +2 to +8°C(closed vial), or 8 hours at +10 to +30°C(closed vial) .
» Test Procedure
The antithrombin 1l contained in this quality control material forms inactive complexes with the excess thrombin in
the reagent. Upon completion of the first reaction, a chromogenic substrate is added to react with the residual
thrombin to produce chromophores. The concentration of the quality control material can be quantitatively
determined based on the color intensity, which is inversely correlated with the activity of antithrombin Il1..
> Results
The target value and its specified range of this quality control material are determined by our company using
the Antithrombin Il Assay Kit on applicable instruments. Therefore, each laboratory is recommended to
establish its own target value and specified range based on the cumulative data from its internal quality control
results.
> Limitations
This reagent is only applicable to the Antithrombin Il Assay Kit manufactured by SyscanBio (Suzhou) Co., Ltd.
The target value and its specified range vary from batch to batch. Please carefully read and verify the target
value sheet before use.
This quality control material is intended only for internal quality control and shall not be used for instrument
calibration.
> Product Performance Indicators
‘Expected Results : The ATIII content of the quality control product should be determined, and the
measurement results should fall within the range indicated by the target value.
‘Homogeneity : Take a certain number (n=10) of the smallest packaging units of the quality control product with
the same batch number, and the coefficient of variation (CV) should be <15%.
Warnings and Precautions
-Some components of this kit are of animal origin. All animal-derived materials have been ,(o-)\
inactivated. However, no testing method available to date can guarantee the complete W
absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must exercise extreme
caution and perform all operations in full compliance with safety precaution procedures.
- The following statements apply
H317 May cause an allergic skin reaction.
H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY
2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
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deviations from the instructions in this instruction for use.

3.Do not smoke, drink, eat or use cosmetics in the working area.
4. Wear protective clothing and disposable gloves when dealing with Control. Wash hands after operations.
5.Handle the potentially contaminated materials and wastes safely according to local requirement.

6. Do not use reagents beyond the labeled expiry date.

7. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

> Interpretation of Signs

Specs : specifications

UDI : Unique Device Identification

. catalogue number
. in vitro diagnostic medical device
: batch code

: production date

YL ER

: Use by
: Biological hazard
: WARNING-level hazard

o8

Pernctpamua MU & Poc3gparEapzope
www.nevacert.ru | info@nevacert.ru

ce

SysCan BioTech (Suzhou) Co., Ltid.

Tel: +86 512 66064861

Fax: +86 512 66893086

Email: intlsales@syscanbio.com

Web: www.syscanbio.com

Add : North 4th Floor, Building 19, No.8 Jinfeng Road,
Science and technology Town, New District, Suzhou City,
Jiangsu Province, 215163,P.R. China

Obelis s.a.
Add: Bd. Général Wahis 53, 1030 Brussels, Belgium

VER B1.0 2026.05.06


http://www.syscanbio.com

Fibrin Degradation Product (FDP) Control

> Intended Use
It is intended for the assessment of precision and analytical bias in the normal and pathological range for the
determination of Fibrin Degradation Product (FDP).

» Reagents
Materials provided

Component FDP Control
REF Volume
FDPI-01 Level 1 1.0mL*10 vials
FDPII-01 Level 2 1.0mL*10 vials

Main Composition
50mM buffers, FDP antigen, 3% BSA and 0.4% stabilizers. Level 1 is a low FDP concentration control and
Level 2 is a high FDP concentration control. Shelf life: 24 months at + 2 to + 8°C.
Applicable Instruments
Automatic Coagulation Analyzer: Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.,AutoCimo
C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.
Reagent Preparation
Reconstitute with Purified water to volume printed on the vial label. Swirl gently and let stand undisturbed for
15minutes at room temperature. Before use, gently mix once more.
Storage and Stability
Store unopened vials at + 2 to + 8°C.
Stability after reconstitute: 16 hours at +2 to +8°C(closed vial), or 8 hours at +15 to +25°C(closed vial).
» Test Procedure
The fibrin(ogen) degradation products contained in this quality control material bind to the latex particles in the
reagent to form aggregates. The concentration of the quality control sample can be quantitatively determined by
measuring the content of the formed aggregates.
> Results
The target value and its specified range of this quality control material are solely the data determined by our
company using the Fibrin Degradation Product( FDP ) Assay Kit on applicable instruments. Therefore, each
laboratory is recommended to establish its own target value and specified range based on the cumulative
target values from its internal quality control results.
> Limitations
This reagent is only applicable to the Fibrin Degradation Product (FDP) Assay Kit manufactured by SyscanBio
(Suzhou) Co., Ltd.
The target value and specified range vary from batch to batch. Please carefully check and confirm the target
value sheet before use.
This quality control material is only for internal laboratory quality control and shall not be used for instrument
calibration.
> Product Performance Indicators
‘Expected Results :Measure the FDP content of the quality control sample, and the measurement result should
fall within the range indicated by the target value.
‘Homogeneity : Take a certain number (n=10) of the smallest packaging units of the quality control product with
the same batch number, and the coefficient of variation (CV) should be <15%.
Warnings and Precautions
-Some components in this kit are of human and animal origin. All human-derived f(")\
Materials have been tested for HIV, HCV, and HBV with negative results. All N
animal-derived materials have been inactivated. However, no testing method available to date can guarantee
the complete absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must
exercise extreme caution and perform all operations in full compliance with the safety precaution procedures of
medical institutions.
- The following statements apply
H317 May cause an allergic skin reaction.
H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
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1.FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any

deviations from the instructions in this instruction for use.

3.Do not smoke, drink, eat or use cosmetics in the working area.
4. Wear protective clothing and disposable gloves when dealing with Control. Wash hands after operations.
5.Handle the potentially contaminated materials and wastes safely according to local requirement.

6. Do not use reagents beyond the labeled expiry date.

7. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

> Interpretation of Signs
Specs : specifications
UDI : Unique Device Identification
. catalogue number
. in vitro diagnostic medical device
: batch code

: production date
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Coagulation Control Plasma

> Intended Use
It is intended for use as control to monitor the performance of routine coagulation assays.

» Reagents
Materials provided
Component Coagulation Control Plasma
REF Volume
CONP-I-01 Level 1 1.0mL*10 vials
CONP-11-01 Level 2 1.0mL*10 vials

Main Composition

Stabilized human sodium citrate anticoagulated plasma, buffer stabilizer (0.05 mol/L HEPES FREE ACID).
Level 1 is a normal control and Level 2 is an abnormal control. Shelf life: 24 months at + 2 to + 8°C.

Applicable Instruments

Automatic Coagulation Analyzer: Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.,AutoCimo
C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

Reagent Preparation

Reconstitute with Purified water to volume printed on the vial label. Swirl gently and let stand undisturbed for
15minutes at room temperature. Before use, gently mix once more.

Storage and Stability

Store unopened vials at + 2 to + 8°C.

Stability after reconstitute: 16 hours at +2 to +8°C(closed vial), 8 hours at +15 to +25°C(closed vial)

» Test Procedure

Pipette capable of accurately delivering 1.0 mL.

Test Level 1 and Level 2 Controls should be run at the initiation of testing each day and at least once each shift,
or with each group of assays. Controls should also be tested with each reagent change or major instrument
adjustment. In laboratories where there is a heavy workload of PT and/or APTT, test a normal and an
abnormal control at a minimum of every 40 samples following protocols established for patient samples. Follow
instructions provided by instrument and reagent manufacturers.

> Results

Results depend on reagents, instruments, and individual laboratory protocols. However, Level 1 results should
closely resemble normal patient samples. Level 2 will be moderately prolonged. Each laboratory should have a
troubleshooting procedure to follow when results fall outside the established range.

> Limitations

All Controls are subject to the limitations of the test system. Variables such as temperature, reagent stability,
instrument performance, and individual technique can influence final results. Always follow instrument and
reagent manufacturers guidelines.

»  Product Performance Indicators

-Expected Results : The coagulation content of the quality control product should be determined, and the
determination result should be within the range indicated by the target value.

-Uniformity : Take a certain quantity of the smallest packaging units (n=10) of the same batch number of quality
control products, with CV<15%.

Warnings and Precautions

-Some components in this kit are of human and animal origin. All human-derived fs‘%\
Materials Have been tested for HIV, HCV, and HBV with negative results. All animal-derived A

materials have been inactivated. However, no testing method available to date can guarantee the complete
absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must exercise
extreme caution and perform all operations in full compliance with the safety precaution procedures of medical
institutions.

- The following statements apply

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.

P280 Wear protective gloves.

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.

P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1.FOR IN-VITRO DIAGNOSTIC USE ONLY

2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
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deviations from the instructions in this instruction for use.

3.Do not smoke, drink, eat or use cosmetics in the working area.
4. Wear protective clothing and disposable gloves when dealing with Control. Wash hands after operations.
5.Handle the potentially contaminated materials and wastes safely according to local requirement.

6. Do not use reagents beyond the labeled expiry date.

7. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.

> Interpretation of Signs

Specs : specifications
UDI : Unique Device Identification

. catalogue number
. in vitro diagnostic medical device
: batch code
aal production date
g : Use by
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Clean Solution

> Intended Use

It is intended for clean the needle of the coagulometer. This assay is for professional use only.

» Measurement Principle

This product is an alkaline solution that contains surfactants. It is mainly used to clean the inner wall and
outer wall of the sample adding needle, destroy and decompose the enzymes and protein substances that may
remain on the sample adding needle, and play a thorough washing and cleaning role.

» Reagents
Materials provided
Component Clean Solution
REF Volume
Ci-C-50 50mL*1 vials
Ci-C-500 500mL*1 vials
CS-C-50 50mL*1 vials
CS-C-500 500mL*1 vials
CM-C-2000 2000mL*1 vials

Main Composition

1% potassium hydroxide , 1% Triton X-100

Warnings and Precautions

- The following statements apply

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.

P280 Wear protective gloves.

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.

P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2. Do not smoke, drink, eat or use cosmetics in the working area.

3. Wear protective clothing and disposable gloves when dealing. Wash hands after operations.

4. Handle the potentially contaminated materials and wastes safely according to local requirement.
5. Do not use reagents beyond the labeled expiry date.

6. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
Reagent Preparation

Clean Solution is ready for use.

Storage and Stability

Store unopened vials at +2 to +32°C

Closed Vial Expiry: Refer to labels for expiration date.

> Product Performance Indicators

‘pH>10.

> Interpretation of Signs
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Rinse Solution

> Intended Use

It is intended for clean the conduit of the coagulometer. This assay is for professional use only.

» Measurement Principle

This product is a solution that containing a preservative. It is mainly used to clean the inner wall of the
sample adding conduit, destroy and decompose the enzymes and protein substances that may remain on
the sample adding conduit, and play a thorough cleaning role.

» Reagents
Materials provided
Component Rinse Solution Rinse Solution (70x)
REF Size Volume REF Size Volume

Ci-W-2000 | 300Tests | 2000mL*1 vials Ci-W-CON-30 300Tests 30mL*1 vials

Ci-W-3500 | 600Tests | 3500mL*1 vials <o W-CON-50__| 600Tests | _50mL™ vials

CM-W-CON-2000 | 12000Tests | 2000mL*1 vials
Main Composition

Rinse Solution: 0.1% 2-Methyl-4-Isothiazolin-3-one
Rinse Solution (70%): 7% 2-Methyl-4-Isothiazolin-3-one
Warnings and Precautions
- The following statements apply
H317 May cause an allergic skin reaction.
@ H412 Harmful to aquatic life with long lasting effects.

GHS 07 P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1. FOR IN-VITRO DIAGNOSTIC USE ONLY
2. Do not smoke, drink, eat or use cosmetics in the working area.
3. Wear protective clothing and disposable gloves when dealing. Wash hands after operations.
4. Handle the potentially contaminated materials and wastes safely according to local requirement.
5. Do not use reagents beyond the labeled expiry date.
6. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
Reagent Preparation
Rinse Solution is ready for use.
Rinse Solution (70x%) is a concentrated solution. The volume should be enlarged 70times before use.
When the 1x2000mL - sized rinse solution (70x) is used with the Syscan AutoCimo series coagulometers
(such as AutoCimo C6000), it can be used directly without dilution.
Storage and Stability
Store unopened vials at +2 to +32°C
Closed Vial Expiry: Refer to labels for expiration date.
»  Product Performance Indicators
-Conductivity

Rinse Solution: Conductivity (25°C) should be <100 us/cm.

Rinse Solution (70X): Conductivity (25°C) should be <2500 ps/cm.
> Interpretation of Signs
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Imidazole Buffered Saline (IBS)

> Intended Use

It is intended to dilute the plasma samples in the coagulation test.

» Measurement Principle

Imidazole Buffered Saline is an optimal formulation of pH stabilizers and it is a buffer solution containing
imidazole. It is mainly used to dilute the plasma samples in the coagulation test.

» Reagents

Materials provided

Component Imidazole Buffered Saline ( IBS)
REF Size Volume
Ci-IBS-15 1600Tests 15mL*10 vials

Main Composition

IBS: 0.2% Imidazole buffer in saline, pH 7.35 £ 0.1.

Warnings and Precautions

- The following statements apply

H317 May cause an allergic skin reaction.

H412 Harmful to aquatic life with long lasting effects.

P280 Wear protective gloves.

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.

P501 Dispose of contents/container in accordance with local/regional/national/international
regulations.

Description of Necessary First-Aid Measures:

-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.

1. FOR IN-VITRO DIAGNOSTIC USE ONLY

2. Do not smoke, drink, eat or use cosmetics in the working area.

3. Wear protective clothing and disposable gloves when dealing. Wash hands after operations.

4. Handle the potentially contaminated materials and wastes safely according to local requirement.

5. Do not use reagents beyond the labeled expiry date.

6. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
Reagent Preparation

IBS is ready for use.

Storage and Stability

Store unopened vials at + 2 to + 8°C.

Stability after use: 14 days at + 2 to +8°C. Do not freeze. Before use, mix by inverting.

» Specimen Collection

Mix nine parts of freshly collected patient blood with one part of 0.11 or 0.13 mol/L (3.2 or 3.8%)sodium citrate.
Avoid hemolysis and contamination by tissue fluids. Samples that have less than 90%of the expected fill
volume should be rejected. Centrifuge the blood specimen for a minimum of 10 minutes at 1000 rcf as soon
as possible after collection. If immediate testing is to be done, the plasma may remain on the packed cells or
separated. To separate the plasma, use a plastic transfer pipet, remove plasma to a plastic tube and keep
refrigerated until ready to test. Do not store on ice. Patient plasma should be tested within two hours of blood
collection. Samples should not stand at 37°C for more than five minutes.

» Performance Characteristics

-Accuracy: A low, a normal, and a high fibrinogen plasma were tested in multiple laboratories using Thrombin
Reagent (for Fbg assay). The results were compared to results obtained using other manufacturer’s reagents
in multiple labs.
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Thrombin Reagent _ _

Sample (for Fbg assay) n= All reagents n=
Low 148 mg/dL 10 151 mg/dL 195
Normal 272 mg/dL 10 277 mg/dL 195
High 463mg/dL 20 471 mg/dL 390

-Precision: A low, a normal, and a high fibrinogen plasma were tested on multiple days using Thrombin
Reagent (for Fbg assay) on a photo-optical instrument. Ten standard curves were determined on each test
day, for a total of 30 standard curves. The percent CV was determined to be 4.8% (low), 2.6% (normal), and
3.5% (high).
»  Product Performance Indicators

-pH: The pH should be 7.35+0.2.
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Fibrinogen Reference Plasma

» Intended Use

It is used for the calibration of the Thrombin Reagent (for Fbg Assay).
> Reagents

Materials provided

Component Fibrinogen Reference Plasma
REF Volume
STD-FIB-01 1.0mL*5 vials

Main Composition

Lyophilized product containing 20g/L glycine, bovine fibrinogen, and 0.4% preservative.

The specific concentration is based on the calibration results, and the target value and uncertainty are detailed in
the target value sheet. Shelf life: 36 months at + 2 to + 8°C.

Applicable Instruments

Automatic Coagulation Analyzer: Ci-300,Ci-310,Ci-320,Ci-330,Ci-120i,Ci-120x,Ci-120n,AutoCimo
C600,AutoCimo C600S,AutoCimo C602,AutoCimo C602S,AutoCimo C601,AutoCimo C601S.,AutoCimo
C6000,AutoCimo C6200,AutoCimo C6400,AutoCimo C6600.

Reagent Preparation
Reconstitute with Purified water to volume printed on the vial label. Swirl gently and let stand undisturbed for 30

minutes at room temperature. Before use, gently mix once more.

Storage and Stability
Store unopened vials at + 2 to + 8°C.
Stability after reconstitute: 16 hours at +2 to +8°C(closed vial), or 8 hours at +15 to +30°C(closed vial).

» Test Procedure

A mathematical model is established between the measured clotting time of calibrators and the known analyte
concentrations to generate a calibration curve, which is used to convert the clotting time of samples into analyte
concentrations.

> Results

Results depend on reagents, instruments, and individual laboratory protocols.
» Limitations
The calibration standard cannot be used alone and must be used in conjunction with the corresponding

reagents and instruments.
>  Product Performance Indicators
-Accuracy : The absolute value of En < 1.
‘Homogeneity

Intra-bottle homogeneity : < 15%.

Inter-bottle homogeneity: < 15%.
Warnings and Precautions
-Some components of this kit are of anima lorigin. All animal-derived materials have /@‘9\
been inactivated. However, no testing method available to date can guarantee the x
complete absence of infectivity, and potential infectivity still remains. Therefore, users of this reagent must exercise
extreme caution and perform all operations in full compliance with safety precaution procedures.
- The following statements apply

H317 May cause an allergic skin reaction.

<D H412 Harmful to aquatic life with long lasting effects.
P280 Wear protective gloves.
P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
Description of Necessary First-Aid Measures:
-Skin contact: Rinse immediately with plenty of water. Seek medical advice if discomfort occurs.
1.FOR IN-VITRO DIAGNOSTIC USE ONLY
2.Follow the instruction for use carefully. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this instruction for use.
3.Do not smoke, drink, eat or use cosmetics in the working area.
4. Wear protective clothing and disposable gloves when dealing. Wash hands after operations.
5.Handle the potentially contaminated materials and wastes safely according to local requirement.
6. Do not use reagents beyond the labeled expiry date.
7. If you have any questions or suggestions during the use of this reagent, please contact the manufacturer.
> Interpretation of Signs
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Specs : specifications
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