CA 125,
TECT-HABIP (IMYHOO®OJTYOPECLIEHLIA)

CA125 Test Kit (Immunofluorescence)

Kar. N2:52026129 Hara Bunycky iHcTpykyii: 20-03-2024

Bepcisa:A/3

OCHOBOW _1Ipy_IPOBEAEHHI _aHami3y € OpuriHaa [HCTPYKUI
AHITIVICbKOO MOBOK, BKI31EHOI B HAbIp. Homep i gara Bepcii
OPUriHA/TY Ta NEPEKAAY IHCTPYKLII TOBUHHI Cr1iBAaAATH.

1. HA3BA MPOAYKTY
3aranbHa Hasga: CA 125, TecT-Habip (IMyHopnyopecueHuin).
Toprosa Ha3Ba: CA125.

2. CKNIAQ HABOPY
Cneundikauis 1: 25 TecTiB/Habip
Cneumnoikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuinHo):

Kar. N2: 52026129
Kart. N2: 52027120

Cneumndikauis: PiBeHb 1: 0.5mn (mL) x 1 Kat. N2: 52105111
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105112
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105113

3.MPU3HAYEHHA TA MOKA3AHHA

Ona /n vitro kinbkicHoro BusHauyeHHsa pieHa CA125 y cuposatui, nnasmi abo
UinbHIN KpoBi noanHu. KniHiYHO BiH B OCHOBHOMY BWKOPUCTOBYETbCA ANA
AOMOMIPKHOT iarHOCTMKM Ta MOHITOPUHIY JliIKyBaHHA PaKy A€YHUKIB.

TinbKn ana npodeciiHoro BUKOPUCTaHHS.

4. NPUHUMN TECTY

Llen Habip BMKOpPUCTOBYE ceHABiY-meTof aHTWTIN. Micna Toro, AK 3pasky, Wo
mictaTb CA125, NOBHICTIO 3MilaHi 3 PO3YMHHUKOM 3pa3KiB, BigOVpaeTbcA
BifiNOBifiHa KiNbKICTb PO34MHY Ta JOAAETLCA Y NYHKY AnA 3pa3KiB. CA125 y 3pa3ky
3B'A3YETbCA 3 MOHOKNOHanbHUM  aHTuTinom  CA125, 3'egHaHum i3
GnyopecUeHTHMI  YaCTUHKaMK, YTBOPIOOUM  KOMNNEKC  @ryopecyeHTHa
YaCTUHKa-aHTUTIIO-aHTvreH. ToTiM Lel IMyHHWIA KoMmnnekc XxpomaTtorpadye
Y30O0BX HITPOLLENION03HOI MeMOpaHn [0 30HM BU3HayeHHs (T), NOEQHYETbCA i3
nonepefHbO HaHeCEHUM MOHOKNOHanbHUM aHTuTinom go CA125 i npoposxye
xpomaTorpadyBaTti Ao 30HM KoHTposto AkocTi (C). MiveHuin dnyopecLeHTHUMI
YaCTUHKaMM KO3A4mniA aHTU-Kponaumni IgG 38'A3yeTbcA 3 nonepefHbo HaHeCeHUM
Kponaumm IgG i yTBOPIOE NiHil0 KOHTPOIIO AKOCTI. IHTEHCKBHICTL dnyopecueHuii
focnigxyBaHoi obnacTi npamo nponopuiiiHa pisHio CA125 y 3pasky.

5. 0CHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBWIN Habip CKNAAAETbCA 3 TECTOBOI KAapTW, MarHiTHOI KapTy, PO3UYMHHMKA
3paskKa, KOHTPOJSIIO AKOCTI (ONUiAHO) Ta IHCTPYKLiT.

1)  TecT-KapTa CKNafa€TbCcA 3 KOPMyCy KapTu Ta TeCT-CMyXXKW. TecT-CMy»KKa
MICTUTb MNOWAAKY ANA 3pa3ka/MapKyBasibHy MIOLWAAKY, HITPOLENONO3HY
MeMbpaHy, abcopbytounii nanip i nnactuny 3 MNBX.

2)  MarHiTHa KapTa: MicTutb iHpopmaLiito KpuBOi KanibpyBaHHA AniA Uiel napTii
peareHTiB.

3)  Po3umHHUK 3pa3ka: OCHOBHUM iHrpeaieHTOM € docdaTHO-conboBuin bydep
(OCB). O6’eM PO3UMHHMKA ANA 3pa3Ka BKAa3aHMIM Ha eTUKETL.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLWKK, NPUrOTOBNEHI
CaMOCTIliHO, B OCHOBHOMY CKJlafialoTbCA 3 PEeKOMOIHAHTHOro aHTUreHa
CA125 Ta OCB. Yci BOHU He MICTATb PEYOBUH NIOACHKOrO MOXOKEHHS i €
cneyndiyHIMN Ana KoXHOT naprii. LlinboBi 3HaYeHHA MOXHa 3HaWTN B
CNUCKY LiNbOBUX 3HaYeHb.

5)  O6napHaHHA: 3aCTOCOBYETbCA Ha aHasi3aTopaXx KinbKiCHOro iMyHOOriYHOro
aHanisy FA20/FA30/FA50/FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTM HaboPiB i3 pi3HUX NapTili He € B3aEMO3aMiHHUMU.

6. ObOB’A3KOBI AKCECYAPW, WO HE NOCTAYAIOTbCA 3 HABOPOM

1) [o3aTopu Ta HaKOHEUYHUKK Ana H1x: 100 mxn (ul).
2) Taimep.
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7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TeCTOBMX KapTOK i PO3YMHHMKA 3pa3kiB y 3anevyaTaHOMY
BUMMAQI CTaHOBUTb 24 wmicAui. [licnA BigKpMTTA TecToBOI KapTnm Ta
PO3UMHHMKa 3pa3Ka TepMiH 36epiraHHA cTaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonoricte >65%, Habip cnig
BVMKOPWUCTOBYBATW Bifpasy nicna BigKpuTTA.

2)  Heposkputuin KA cTabinbHuii npotarom 24 micauis (AMB. €TUKETKY LWOAO0
KOHKPEeTHOI AaT) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHM
KA cTabinbHuin npotarom 6 aHie npu -20 °C (°C) abo 1 geHb npun 2-8 °C (°C) y
TeMHOMY MicLli Ta MOXe OyTU OAVH pa3 3aMOPOXKEHNI/PO3MOPOKEHNA.

3) TpaHcnopTyBaHHA: TecToBoro Habopy - npu Temnepatypi 2-30 °C (°C),
KOHTpOI0 AKOCTI - Npu -25~8 °C (°C).

8. BMMOr A0 3PA3KA

1) OnTMManbHi 3paskuM - Lie CBiXKa HeremosizoBaHa cuMpoBaTka, mnasma abo
LiNbHa KpOB. PeKoMeHAyETbCA BUKOPUCTOBYBATU 3Pa30K BEHO3HOI KPOBI,
OCKiJIbKW pe3ynbTaTyh 3 iHWMMKX PiANHAMIN OPraHi3my Ta iHWKMK 3pa3kamu
MOXYTb 6YTN HETOUHVMN.

2) Cuposatka/nnasma: lNicna 3abopy 3paska CMPOBaTKy Clig AKOMOra LuBuaLWe
BifoKpeMuUTY, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta Mnasmolo
TecTyBaHHA HeOOXiJHO BUKOHaTW MPOTArOM 6 TFOAWMH NPV  KiMHaTHIN
TemnepaTypi nicna 3abopy 3paska. 36epiraiite HEBMKOPUCTaHY CUPOBaTKY
Ta nnasmy B xonoawnbHuKy npu 2-8 °C (°C) He 6inbwe 7 pHiB i B
3aMOPOXXEHOMY CTaHi Npuv TemnepaTypi Hkye -18 °C (°C) He Ginblue 1 micaua.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpoBi HeobXiAHO MpoaHanisyBaTh Bigpasy
nicna 3abopy. AKLWO NOro HEMOXNMBO NpoaHanisyBaTy NPOTArOM 4 roauH,
noro cnig 36epirat B xonoamnbHuky npu 2-8 °C (°C) He 6inblue HixX 3 gHi.
3pasKkun He MOXHa 3aMOpPOXKyBaTU.

4) Tepep BW3HAYeHHAM 3pa3kM MOBUHHI OyTW pAoBefeHi O KiMHATHOI
TemnepaTypu. 3aMOPOXeHi 3pasku Cnif MOBHICTIO PO3MOPO3UTK, 3HOBY
HarpiTh Ta pobpe nepemiwatyn nepef  BMKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOKYBaTU MOBTOPHO.

5)  CupoBaTKa NoAVHU € HabinbL NigxoAALwo AnsA BM3HaYeHHA, a EATA-K;
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHani3y nnas3mm Ta LifibHOI KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe HCTPYKUilO nepen TWUM, AK KOPUCTYBAaTWCA TECTOBUM

Habopom i CyBOpPO AOTPUMYMNTECb IHCTPYKLUii, W06 oTpumMaTn [OCTOBIPHI

pesynbTatu. lNepen BUKOPUCTaHHAM BCi peareHTW Cflif [AOBECTU A0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexunm STD» B ronoBHOMY MeHo, o6 yBiliTu B
iHTepdenc BUMiptoBaHHSA, KNaLHiTb «ltem/EnemeHT», o6 BM6paTn TecToBmin
enemeHT, i KnauHitb «Type/Tuny, wob Bnbpaty TMn 3paska.

2)  KnikHitb «Homep naprtii/Lot No.», wo6 ysinTn B iHTepdeic 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BIiANOBIAHOrO efemeHTa B 30HY
3UMTyBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycniluHo 3unTaHo,
nepesipTe, YN MarHiTHa KapTa i TecToBa KapTta 3 ogHiei naprTii. (MpumiTka:
PeareHTV nonepefgHbO  BigKanibpoBaHi, | KOHKPETHi MmapameTpu
KanibpyBanbHOI KpPUBOI ANA KOXHOI NapTii peareHTiB 36epiratotbca Ha
MarHiTHin KapTi).

3) MNpoueaypa KOHTPONIO AKOCTi: PeKOMeHAY€ETbCA 3BEPHYTUCA A0 MOCIOHMKA 3
eKcnyaTauii npunagy Ta BUKOPVCTOBYBATW KOHTPOMb AKOCTI Genrui, WwWob
nepeKkoHaTnCA, WO LinboBe 3HaYeHHA KOHTPOSIO AKOCTI TeCTY 3HaXOAUTbLCA
nig KOHTpONEM Mif yac npoueaypw TeCcTyBaHHA Micna KanibpyBaHHS.
KoHTponi AKOCTi cnif BUKOPUCTOBYBATW HACTYNHUM YUHOM.

a) [epep BUKOPWUCTaHHAM [OBefiTb KOHTPONb AKOCTI [0 KiMHaTHOI
TemnepaTypu (18-30 °C (°C)).

b) O6epexHo BiAKpUITEe  KOBMAuYoK
pO36pUn3KyBaHHA BMICTY.

c¢) [Hopawite 0.5 mn (ML) ounweHoi Boaw.

d) 3akpuiiTe nnAWKY KOBMAykoM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTypi Ha 15 XBUIMH, 06€PEXHO CTPYCiTb NAALLKY, 06 NOBHICTIO
PO3UMHUTMN CYXMI MOPOLLIOK.

e)  Micnsa NOBHOro PO3UMHEHHA CyXOro MOPOLLKY NOBTOPITb onepatdlito Ana
Bin6opy 3paska.

AKWO BUMIPAHI 3HaUYeHHA KOHTPOMIO AKOCTI 3HaXoAATbCA B 3afaHOMY

Ziana3oHi LinboBUX 3HaYeHb, aHanNi3 KNiHIYHMX 3pa3KiB i aHani3 AaHUX MOXKHa

NPOAOBXUTY; B iHWOMY BUMAZKy NMPUUMHK MOBWHHI BYTV BUABNEHI nepeq,

TeCTyBaHHAM.

4)  Bip6ip 3pa3kis:

LopanTe 0.1 mn (ML) nnasmu, cMpoBaTKM abo LinbHOI KPOBi B KOHTEMHEp 3
PO3UMHHUKOM 3pa3Ka, peTenbHO Mepemiwante MNPOTAromMm 1 XBUAWHW.
BisbmiTb 0.1 mn (mL) po3BepeHOro 3paska, BHECiTb MOro BepTUKanbHO B
NYHKY AnA 3pa3ka 6e3nocepeaHbo Ha TECTOBIN KapTi Ta 3anycTiTb Talimep.

NNAWKY,  WOo6  YHUKHYTK



5)  BcTaBTe 110ro B rHi3A0 ANA TeCTOBOI KapTy aHasli3aTopa (CTOPOHOIO 3 IYHKO
OnA  3paska BcepeauHy). HatucHite «Measure/Bumipatu», npunag
aBTOMATUYHO BM3HAYUTb | PO3APYKYE pe3ynbTaTn yepes 10 XBUINH (AKLWO
BUKopucToByeTbca «Fast Mode/lllBngkuin  pexum», nicna 10 XBUAUH
30BHIWHbOI  iHKy6aLii, WBMAKO BCTaBTe KapTy Ta  HATUCHITb
«Measure/Bumipatuy, nicna 4oro Npunag BUABUTL | PO3APYKYE pe3ynbTath).

Mpumitka: LWo6 oTpumaTn JoKnafHi iHCTPYKUii WwWoao poboTn 3 npunagom,

3BEPHITbCA O NOCIGHMKA aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEQEPEHCHUI AIANA3OH

PedepeHcHuin gianasoH: < 35 O/mn (U/mL).

Yepes reorpadiuHi, €THiUHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, peKOMEHAY€ETbCA,
o6 KoXHa NabopaTopis BCTaHOBMOBAsA CBi BNACHWI pedpepeHCHMI fiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHiin finaHui (C) 3'ABnAlOTbCA dryopecueHTHI cMyru,
aHasni3aTop aBTOMaTMYHO BUABUTb GpnyopecLieHL;ilo Ta NpoaHanisye TectoBy
KapTy, a NOTIM HaAacTb KiNbKiCcHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHin AinaHui (C) He 3'ABNATLCA GryopecUeHTHI cMyru,
aHanisaTop He MOXe aBTOMATWYHO BUABUTK dryopecleHLilo Ta BuAae
nonepemKeHHs, BKasyloum Ha Te, WO onepadia HeBipHa abo TecToBa KapTa
nowKoaXKeHa. Y uboMy pasi yBaKHO MpouuTaiTe iHCTPYKUilo Wwe pas i
BMKOHaMTe TeCTyBaHHA 3 HOBOI TECTOBO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeranHO NPUMUHITL BUKOPWUCTOBYBATU MPOAYKTU Ui€i napTii Ta
3BEPHITbCA 10 CBOrO NOCTavanbHMKa.

3. Konn pe3ynbTatn TecTyBaHHA 3pa3ka nepesuulyotb 2500 O/mn (U/mL),
npunag nokasye > 2500 O/mn (U/mL). Konu pe3synbTaTit TeCTyBaHHA MeHLUe
0.6 O/mn (U/mL), npunap nokasye < 0.6 O/mn (U/mL).

4.  Le# TecTtoBuMin Habip He cTBOpPIOE XyK-edeKTy B Mexax 50000 O/mn (U/mL).

12. MEXXKA BUABJIEHHA

1) Lel TecToBuMin Habip Npu3HaueHWi TiNbKK ANA AiarHoCTUKK in vitro.

2)  [JiarHocTuka Ta NikyBaHHA He MOXYTb I'PYHTYBaTWCA NMLIE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BPaxoBYyWTe iCTOpil0 XBOpPOOGWU Ta iHWi pe3ynbtatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekomeHLOBaHO BCTaHOBUTU
BNacHW pepepeHCHUI fiana3oH Ha OCHOBI MoNynALii NaLieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1) AKwo remornobiH ctaHoBMTb < 3.2 r/pn (g/dL), iHTpaninia < 2000 mr/pn
(mg/dL), 6inipy6iH < 66 mr/gn (mg/dL), peBmaTtoigHuin paktop (P®) < 1200
MO/mn (IU/mL) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3sky, Lie He BMiMBaE Ha
pe3ynbTaT TEeCTYBaHHS.

14. MOKA3HUKN EOEKTUBHOCTI HABOPY

1)  Mexa BusiBneHHs: < 0.6 O/mn (U/mL)

2)  Jiana3soH niHinHocTi: 2-5000 O/mn (U/mL) (KoediuieHT niHinHOT Kopenawii: r
> 0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TOUHiCcTb Mi>k aHanizammn CV < 15%

4)  JocToBipHicTb: -15% < BigxuneHHs % < +15%

5)  TouHictb KA: CV < 15%

6)  OuikyBaHi pe3synbTati KA: Pe3ynbTaTi TecTy NOBWHHI OyTM B Mexax
LinboBOro fianasoHy

7)  Bmict Bonoru: Bmict Bonoru KA (niodinisoBaHnin NopoLlokK) cTaHoBUTb < 10%

15. 3AXOAN BE3MEKU

1. Micna BiAKPUTTA BUKOPUCTOBYTE TECTOBI KapTW AKOMOra WBMALLE, Wob He
[ONYCTUTU MOTPaniAHHA Bonorn. He BUKOPUCTOBYINTE TeCTOBi KapTu
NOBTOPHO.

2. KomnoHeHTU TecT-Habopy pisHUX NapTill He MOXyYTb 6y TV B3aEMO3aMiHHUMM.

3. [Ins peyoBVH, WO MICTATb mKepena iHpeKuii abo Migo3pETbCs, WO BOHU
MICTATb Kepena iHdeKuii, TOBMHHI ByTn AOTPMMaHI HanexHi npoueaypu
3abe3neyeHHs 6iobe3nekun. 3BEPHITb yBary Ha TaKi MMTaHHSA:

. BraraiTe pykaBUUKM Mig yac poboTH 3i 3pa3kom abo peareHToMm.

. [e3iHdikyinTe nponuTi 3pa3ku abo peareHT gesiHdikytounm 3acobom.

. Le3iHdikyiiTe abo noBOAbTECA i3 MOTEHUINHUMK  [pKepenamu
3abpyAHEeHHSA BCiX 3pa3KiB Yn peareHTiB BiANoOBiAHO [0 MiCLLIeBUX HOPM.

[Mepernagay AHgpivi Tomkiwa

16. NOACHEHHA rPA®IYHUX CUMBOJI1IB

3BepHiTbCA A0 IHCTPYKLii No /Hf TemnepaTypHun
3aCTOCYBaHHIO pexunm
o N naprTii g TepmiH npuaaTHOCTI
[iarHOCTNYHWI peareHT :
In Vitro c € CE-mapKyBaHHA

[aTa BUpobHMLTBA bionoriuni pu3nkn

=il AN Al

Bnpo6HmK ﬁ O6'em
MicTuTtb gocTaTHLO ANA s:é He nigpaBaTn BNAnBy

< n>TecTiB i COHAYHUX NPOMEHIB

He Bukopwucrosysatn 36epirati B cyxomy
NOBTOPHO j Mmicui
YNoBHOBaXeHMI
npencTaBHUK B .
. KaTtanorosun N2
E €BponencbKkomy
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18. METPOJIOTIHYHA NMPOCTEXKYBAHICTb
Habip npoctexyeTbca 3a Habopom pana BusHauyeHHa CA125 I (EIXNA),
BmpobneHoro Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALIA
AKWwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BipAiNy NiCNANPOAAXXHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (ImyHodnyopecueHuida) npusHayeHi pana pobotn B
aBTOMaTM30BaHUX nabopaTopiAx, fAKi CyMmiCHi 3 aHani3aTopom KinbkicHOro
imyHonoriuHoro aHanisy FA20/FA30/FA50/FA120.

[na BaWoro KOHKPeTHOro npunafy Moxe OyTn po3pobneHa nporpama;
3BEpPHITbCA 10 PO3AiNy NPO NPWNaAN Ha HalwoMmy Beb-caiTi.



I BUPOBHUK
Genrui Biotech Inc. TEHPYY BIOTEK IHk.

4-10F, Building 3 4-10@, byzisna 3
Geya Technology Park, TexHonoriynmi MNapk les
Guangming District, 518106 PavioH yaHmiH, 518106
Shenzhen, China [leHbYy)xeHb, Kutari
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