CA 125,
TECTOBUI HABIP (IMYHO®JTYOPECLIEHLIIA)

CA125 Test Kit (Immunofluorescence)

Kam. N°: 52026129 Jama sunycky iHcmpykuii: 2025-07-10

Bepcis: A/2

OCHOB0I0 _npu__nposedeHHi aHANi3y € opu2iHan _iHCmpyKuii
aHeniticekolo M0o8oto, 8knadeHoi 8 Habip. Homep i dama eepcii
opueiHany ma nepeknady iHCmpyKuyii no8uHHi cnisnadamu.

1.HA3BA MPOAYKTY
3aranbHa HasBa: CA 125, TectoBuin Habip (ImyHodnyopecueHLis).
Toprosa Ha3Ba: CA125.

2.NMAKYBAHHA

Cneundikauia 1: 25 TecTiB/Habip
Cneundikauia 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuiHo):

Kat. N2: 52026129
Kat. N2: 52027120

Cneundikauia: PiBeHb 1: 0.5mn (mL) x 1 KaTt.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 NOKA3AHHA

Ona in vitro KinbKicHoro Bu3HauyeHHA piBHA CA125 y cupoBaTui, nnasmi abo
LinbHin Kposi nogvHU. KniHiYHO BiH B OCHOBHOMY BUKOPWCTOBYETbCA ANA
[OMOMIPKHOT [1iarHOCTUKM Ta MOHITOPUHTY JlIKyBaHHA paKy AEYHUKIB.

Tinbkn ana npodecinHOro BUKOPUCTaHHA.

4. NMPUHLUUN TECTY

Llen Habip BMKOpMCTOBYE ceHABiu-mMeToA aHTwTin. icna Toro, AK 3pasku, Wo
mictaTe CA125, NOBHICTIO 3MiWwaHi 3 PO3UYMHHMKOM 3pa3kiB, BigbUpaeTbca
BiANOBiAHA KiNbKiCTb PO3UMHY Ta JOAAETLCA Y NYHKY AnA 3paskiB. CA125 y 3pasky
3B'A3YETbCA 3 MOHOKMOHanNbHUM  aHTtuTinom  CA125, 3'egHaHum i3
bnyopecUeHTHUMI  YacTMHKaMK, YTBOPIOOUM  KOMMIEKC  driyopecLeHTHa
YacTMHKa-aHTUTINo-aHTUreH. [oTiM uel iIMyHHUIA KOMMeKC XxpomaTtorpadye
Y3[0BX HITPOLIeNoNno3Hoi MembpaHn Ao 30HW Bu3HaueHHA (T), MOEAHYETbCA i3
nonepeAHbO HaHeCEHVM MOHOKIIOHaNbHUM aHTuTinom fo CA125 i npopoBxye
xpomatorpadysatyt O 30HU KoHTposio AkocTi (C). MiueHuii GpnyopecueHTHUMMN
YacTMHKaMU KO3A4Min aHTU-Kponaunii |gG 3B’A3yeTbca 3 nonepeaHbo HaHeCeHM
Kponauum IgG i yTBOPIOE NiHil0 KOHTPOMIO AKOCTI. IHTEHCUBHICTL dnyopecuieHLil
pocnigpKyBaHoi obnacTi npamo nponopuiiHa pisHio CA125 y 3pasky.

5.0CHOBHI KOMMNOHEHTN TA AOAATKOBE HEOBXIAHE OBJIAQDHAHHA

TecToBWin Habip CKNapaeTbcA 3 TeCTOBOI KapTW, MAarHiTHOI KapTh, PO3YMHHMKA

3pasKa, KOHTPONIO AKOCTI (OMLiNHO) Ta IHCTPYKLiT.

1)  TecT-KapTa CKNafa€Tbca 3 KOPMNycy KapTy Ta TeCT-CMYXKMW. TecT-CMy»KKa
MICTUTb MAoWaAKy ANA 3pa3ka/MapKyBasibHY MOLWAAKY, HIiTPOLeNoNo3Hy
MembpaHy, abcopbyrounii nanip i nnactmHy 3 NBX.

2)  MarHitHa KapTa: Mictutb iHpopmaLito KpMBOi KanibpyBaHHA Ana Liei napTii
peareHTiB.

3)  Po3uMHHUK 3pa3ka: OCHOBHMM iHrpegieHToM € pochaTHO-CconboBUIN bydep
(DCB). O6’'eM PO3UNHHMKA ANBUTUCA Ha ETUKETLI.

4)  KoHTponb sAKocTi (onuinHo): JliodinisoBaHi NOPOLWKKW, NPUroTOBNEHI
CaMOCTINHO, B OCHOBHOMY CK/1aAaloTbCA 3 PeKOMOIHaHTHOro aHTUreHa
CA125 T1a OCB. YCi BOHV He MICTATb PEUOBMH JOACBKOrO MOXOMKEHHS, i €
cneumdiyHuMmn ana KoxHoi napTil. LlinboBi 3HaueHHA MOXHa 3HalNTU B
CMUCKY UiNbOBUX 3HaYeHb.

5) O6napHaHHsA: 3acTocoByeTbCA Ha aHanisatopax KinbKicHoro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120 Bupo6HuutBa Genrui
Biotech Inc.

MpumiTka: KomnoHeHTN HabopiB i3 pPi3HMX NapTiii He € B3aEMO3aMiHHUMN.

6. 0bOB’A3KOBI AKCECYAPUY, WO HE MOCTAYAIKOTbCA 3 HABOPOM

1)  [Jo3aTopu Ta HaKOHeYHUKM Ana Hux: 100 mkn (ul).
2) Taiimep.
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7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBwin Habip cnipg 36epiraty npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pas3KiB y 3aneyaTtaHoMy
BUrNALI CTaHoOBUTb 24 mMicAui. Micna BigKpUTTA TecToBOI KapTu Ta
pPO3UMHHMKa 3pa3ka TepMiH 36epiraHHA cTaHOBUTL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonorictb >65%, Habip cnig
BVMKOPWCTOBYBATM BiApasy Nicna BigKpUTTA.

2) Heposkputuii KA cTabinbHuii npotarom 24 micAuiB (QUB. €TUKETKY WoAo
KOHKpeTHOI faTtn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHMIA
KA cTabinbHuin npoTarom 6 gHis npu -20 °C (°C) a6o 1 geHb npu 2-8 °C (°C) y
TeMpABi , i MOXe ByTU OAMH pa3 3aMOPOXKEHUIT/PO3MOPOKEHNIA.

3) TpaHcnopTyBaHHA: TectoBoro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOIO AKOCTI - Npu -25-8 °C (°C).

8.BMMOTU A0 3PA3KA

1) OnTumanbHi 3pasku - Lie CBiXKa HeremonizoBaHa CMpOBaTKa, Miasma abo
LinbHa KpoB. PeKoMeHIYy€eTbCA BUKOPUCTOBYBATU 3Pa30K BEHO3HOI KPOBI,
OCKiNbKW pe3ynbTaTi 3 iHWVMU PigUHaMK OpraHi3my Ta iHWKMMK 3pa3kamu
MOXYTb 6YTN HETOUHVMM.

2) CwuposaTka/nnasma: Micna 3a6opy 3paska cMpoBaTKy C/lif AKOMOra LBKALLe
BifoKpeMuTy, WO6 YHUKHYTW remonidy. 3 CMpOBaTKO Ta MJa3molo
TeCTyBaHHA HEeOOXiAHO BWKOHATVW MPOTATOM 6 TOAMH MpPW  KiIMHATHIN
TemnepaTypi nicnAa 3abopy 3paska. 36epiraiiTe cMpoBaTKy Ta Miasmy B
xonoaunbHuky npu 2-8 °C (°C) He 6inblue 7 OHIB i B 3aMOPOXXEHOMY CTaHi
npw Temnepatypi Hwxkye -18 °C (°C) He binbLue 1 micAus.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpoBi HeobXigHO npoaHanisysBat Bigpasy
nicna 3abopy. AKLWO NOro HEMOXIMBO MpOoaHanisyBaT NPOTArom 4 roauH,
noro cnip 36epiratm B xonogunbHukKy npu 2-8 °C (°C) He 6inbLue HiX 3 JHi.
3pasKy He MOXHa 3aMOPOXKyBaTU.

4) lepep BW3HAUEHHAM 3pa3KkyM MOBMHHI OyTW poBedeHi O KiMHATHOI
TemnepaTypu. 3aMOpOXeHi 3pa3ku Cnif MOBHICTIO PO3MOPO3UTH, 3HOBY
HarpitTh Ta pgobpe nepemiwaty nepej  BUKOPUCTaHHAM. He
3aMOPOXKyBaTW/PO3MOPOXKYBaTV NOBTOPHO.

5) CupoBaTka NIIOAUHM € HaNbINbW NigxoAAwWo Ans BU3HayeHHs, a EATA-K,
pEeKOMeHAYETbCA AK aHTUKOArynAHT ANA aHanisy nnasmm Ta LinlbHOT KPOBI.

9. NMPOLIEAYPA TECTYBAHHA

YBaXKHO MpounTanTe iHCTPYKUilo nepen TWM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOPO [OOTPUMYMNTECH IHCTPYKUil AnA OTPUMaHHA HagiHMX

pe3ynbTatiB. [epen BUKOPWUCTaHHAM BCi peareHTU Cnlifi AOBeCTU A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) Mpoueaypa KanibpyBaHHA: [lOMICTiTb MarHiTHY KapTKy BignosigHoro
BMPOOY B 0065acTb 3UMTyBaHHA MarHiTHUX KapTtok. [licna ycniwHoro
34MTYyBaHHA MarHiTHOI KapTKM MepeBipTe, UM MarHiTHa KapTka Ta TecToBa
KapTka Hanexatb Ao opHiei naprii. (MpuMmiTKa: peareHTM nonepenHbo
BigKanibpoBaHi, i Ha MarHiTHIN KapTui 36epexeHO KOHKPEeTHI napameTpu
KanibpyBanbHOI KpMBOI ANl KOXKHOT NapTii peareHTis.)

2) Tpouepypa KOHTPOMO AKOCTi: PekomeHAyeTbCA  3BepHYTMCA [0
KepiBHULTBA 3 eKcrulyaTalii nprunagy Ta BAKOPUCTOBYBaTV KOHTPOJIb AKOCTI
Genrui, o6 nepekoHaTUCs, WO LiNiboBe 3HaUEHHS KOHTPOJIIO AKOCTI TeCTy
3HaxoAuTbCA Mif KOHTponem Mig 4ac npoueaypu TecTyBaHHA nicnA
KanibpyBaHHsA. KOHTPOni AKOCTI CNlif BUKOPVCTOBYBATU HACTYMHVIM YMHOM.
a) [lepen BMKOPUCTaHHAM [OBEAiTb KOHTPOMb AKOCTI A0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BIigKpUITE  KPUWKY  MAAWKKM,  WOO  YHUKHYTM
PO36pM3KyBaHHSA BMICTY.

c¢) [Hopante 0.5 mn (ML) ouniieHoi Bogu.

d) 3akpuiTe nAAWKY KPWIWLKOKW Ta 3anuwTe T npu  KIMHaTHIN

TemnepaTypi Ha 15 XBWIVH, OGEpexHO CTPYCiTb MIAWKY, LWo6
NOBHICTIO PO3UYNHUTW CYXMIA MOPOLLIOK.
e) [licna NMOBHOro PO3YMHEHHA CyXOro MOPOLLKY MOBTOPITb onepauito
Ins Bigbopy 3paskKa.
AKWO BUMIPAHI 3HaYEHHA KOHTPOMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
Jiana3oHi LinboBMX 3HauyeHb, aHanis KNiHIYHWX 3paskiB i aHani3 AaHux
MOXHa MPOAOBXNTY; B IHWOMY BUMafKy NMPUYUHU NOBWHHI 6yTN BUABMEHI
nepep TecTyBaHHAM.
3)  Bipbip 3pas3kis:
Lopgante 0.1 mn (mL) nna3mu, cnpoBaTKu abo LinbHOI KPOBi B KOHTEHEpP 3
PO3UMHHMKOM 3pasKa, peTeNibHO nepemiwaiite (ninetyinte 10 pasiB abo
nepemiwarTe Bpy4yHy 15 pasis) . Bisbmitb 0.1 mn (mL) po3BegeHoro 3paska,
BHECITb 1I0r0 BEePTUKANbHO B NyHKY A/A 3pa3Ka 6e3nocepeHbo Ha TeCTOBIN
KapTi Ta 3anycTiTb Takimep.
4)  TecTtyBaHHs:
Cnctema Genrui FIA mae aBa pexumy TeCTyBaHHA: CTaHAAPTHUIA PeXuM
TeCTyBaHHA Ta PeXMM LIBUAKOTO TECTYBaHHA.



a) [InA cTaHAapTHOro TeCTOBOro pexumy: BcTaBTe KapTKy y rHisgo ans
TeCToBOI KapTKM aHanizatopa (NMyHKOW AnA 3paska BcepenuvHy) nicna
JofaBaHHA CyMmili 3pa3KiB [0 NyHKM AnsA 3pa3ka. HatucHite «STD Mode»
(CTaHZapTHUI pPexunm), Wob po3noyaTi TeCTYBaHHS.
b) Ona pexumy LWBMAKOrO TeCcTyBaHHA: BCTaHOBITb Taiimep i MOYHITbL
3BOPOTHUI BiANiK ofpasy NicnA AOAaBaHHA CyMiWi 3paskiB y NyHKy AnA
3paskiB i 3anumwTe i NpuU KiIMHaTHIN TemnepaTypi Ha 10 xBuUNWH. BcTaBTe ii B
CNOT ANIA TeCTOBOI KapTKM aHani3aTopa (NyHKOW ANA 3pa3KkiB BcepenuHy).
HaTtucHiTb KHOMKY «LUBMAKMIN pexunmy», Wob po3noyaT TeCTyBaHHS.
5)  MMicna uboro Npunag MATTEBO BU3HAUNTD | PO3APYKYE pesynbTaTu.
MpumiTtka: LLo6 oTpumaTn poknagHi iHCTPYKUil Wwogo poboTn 3 npunagom,
3BEPHITbCA A0 MOCIOHMKA aHani3aTopa KilbKiCHOro iMyHOOriYHOro aHanisy.

10. PEOEPEHCHWUW AIANA30H

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

Yepes reorpadiyHi, eTHiUHi, reHAepHi Ta BIKOBI BiAMIHHOCTI, pEKOMEHAYETbCA,
o6 KoXHa NlabopaTopisi BCTaHOB/OBaa CBill BNACHWIN pedepeHCHNI Aiana3oH.

11. IHTEPMPETALIA PE3YJIbTATIB

1.  Konu Ha koHTponbHin ginaHui (C) 3'ABnsioTbcA dnyopecueHTHi cmyru,
aHani3aTop aBTOMaTMYHO BMABKTb driyopecLieHLiilo Ta MpoaHanisye TecToBy
KapTy, @ NOTiM HaAaCTb KiNbKiCHi pe3ynbTaTtu.

2. flKwo Ha KoHTponbHin ginaxui (C) He 3'AaBNATLCA byopecLeHTHI cmyry,
aHani3aTop He MOXe aBTOMATUYHO BUABUTW dryopecueHLilo Ta BuAae
rornepeKeHHs, BKasyloun Ha Te, Lo onepalia HeBipHa abo TecToBa KapTa
nowKoaeHa. Y LboMy BUNagKy yBakHO MpouunTaiiTe iHCTPYKLUilO e pas3 i
BUKOHaliTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapToIo; AKLLO Npobnema Bce e
iCHY€, HeramHoO NPUNVHITL BUKOPWCTOBYBATM MNPOAYKTM Li€i napTii Ta
3BEPHITbCA 40 CBOTO MOCTayasbHMKa.

3.  Konm pesynbTatu TecTyBaHHA 3pa3ka nepesuiyyioTb 2500 O/mn (U/mL),
npwnag nokasye > 2500 O/mn (U/mL). Konun pesynbtati TeCTyBaHHA MeHLLe
0.6 O/mn (U/mL), npunap nokasye < 0.6 O/mn (U/mL).

4. Leii TecToBuii Habip He cTBOpIOE XyK-edeKTy B Mexax 50000 O/mn (U/mL).

12. MEXKA BUABJIEHHA

1) Ueit TecToBMiA Habip NpuU3HaYeHW TiNbKW A1st BiarHOCTUKN in vitro.

2)  [iarHocTuKa Ta NikyBaHHA He MOXYTb I'PYHTYBAaTUCA NMLLE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe iCTOpilo XBOpoOM Ta iHWi pe3ynbTatu
nabopatopHux TectiB. KoxHiii nabopatopii pekomeHAoBaHO BCTaHOBWTW
BIACHWIN pedepeHCHMIN Aiana3oH Ha OCHOBI NoNynALil NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1)  fKwo remornobiH ctaHoBUTb < 3.2 r/an (g/dL), iHTpaninig < 2000 mr/pn
(mg/dL), 6inipy6iH < 66 mr/an (mg/dL), peematoigHuii paktop (P®) < 1200
MO/mn (IU/mL) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3Ky, He NOBMHHO ByTu
XKOOHUX iHTepdepeHLili ANs TECTOBOrO 3HaUYEHHs peareHTy.

14. NTOKA3HUKU EOEKTUBHOCTI HABOPY

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

2)  [JianasoH niHifHOCTi: 2-2500 O/mn (U/mL) (KoediuieHT niHiliHOT Kopenauii: r
>0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TouHicTb Mix aHanisammn CV < 15%
4)  JocToBipHicTb: -15% < BigpxuneHHa % < +15%

5)  TouHictb KA: CV < 15%

6) OuikyBaHi pe3ynbTati KA: Pe3ynbTaTu TecTy MOBUHHI OyTM B MeXax

LiNboBOro Aiana3oHy
7)  Bwmict Bonoru: Bmict Bonorn KA (niodinizoBaHM NOPOLLOK) CTaHOBUTb <
10%

15.3AXOAU BE3MEKN

1. MMicnA BiZKPUTTA BUKOPUCTOBYITE TECTOBI KapTX AIKOMOTa LWBKUALWe, Wob He
JOMYCTUTV MOTPaniAHHA Boforn. He BMKOPUCTOBYNTE TeCTOBi KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHVMMU.

3. [na peuyoBwuH, Wo MicTATb AxKepena iHoeKuil abo Nigo3pETbCA, WO BOHN
MIiCTATb  pKepena iHbeKuii, MOBUHHI  OyTM HanexHi npouenypu
3abe3neyeHHs 6iobe3neky. 3BepHiTb yBary Ha Taki MUTaHHS:

. Bpsaraiite pykaBuuKkuy nig yac pobotn 3i 3paskom abo peareHTOM.

. [esiHdikynTe nponuTi 3paskun AesiHpikytounm 3acobom.

. [le3iHbikynTe abo noBogbTeCs i3 MOTEHUIMHMMK  [XKepenamu
3abpyAHEeHHA BCiX 3pasKiB UM peareHTiB BignoBigHO A0 MicLeBUX
HOpM.

pi3HMX  napTin  He  MOXyTb  6yTu
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16. NTOACHEHHA TPA®IYHNX CUMBOJIIB

[ 3BepHiTbcA Ao IHCTPYKLUii no /}f TemnepaTypHuii
3aCTOCYBaHHIO pexum
Ne oty g TepmiH npuAATHOCTI
[liarHOCTNYHWI peareHT
IVD . E-mapkyBaHHA
In Vitro c € CE-mapkysa
dl [laTa BMpo6HMLTBa fs"la\ Bionoriuni pusnkn
™ | BUpPO6HIK =] O6'em
W MicTnTb focTaTHbO Ans :.\;% He nigpaBatn BnnvBey
< n> TecTiB & COHAYHMX NPOMEHIB
® He BuKopuctoByBatu 36epiratu B cyxomy
NOBTOPHO ? micui
YNOBHOBaXeHUI NpeCcTaBHUK

Katanorosuit N

m
H

@ B EBpONencbKomy
CMiBTOBapUCTBI
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18. METPOJIOINIYHA NMPOCTEXKYBAHICTb
Habip npoctexyetbcA 3a Habopom pana BusHaueHHAa CA125 |1 (EIXNA),
Bupob6neHoro Roche Diagnostic GmbH.

19. 4OBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa pAomomora, 3BepHITbCA A0 BiAAINY NicNANPOAaXKHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (IMyHodpnyopecueHuia) npu3HayeHi pana  pobotn B
aBTOMaTM30BaHMX nabopatopifx, AKi CyMiCHi 3 aHani3aTopoM KinbKicCHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[nA Baworo KOHKPETHOro npwunagy Mmoxe 6yt po3pobneHa nporpama;
3BEPHITbCA A0 PO3AiNY NPO NpUAaAM Ha HawoMy Be6-caiTi.




BUPOBHUK
Genrui Biotech Inc. TEHPYW BIOTEK IHK.

4-10F, Building 3 4-100, byoiens 3
Geya Technology Park, TexHonoeiyHut Mapk les
Guangming District, 518106 PatioH lyaHmiH, 518106
Shenzhen, China LlleHbYxxeHb, Kumal
Phone: + 86-755-26835560 Ten.: + 86-755-26835560
Fax: + 86-755-26678789 Qakc: + 86-755-26678789
e-mail: info@genrui-bio.com  e-nowma: info@genrui-bio.com
Web: www.genrui-bio.com Beb: www.genrui-bio.com
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Trade

YIOBHOBAXEHWW NMPELCTABHUK B YKPAIHI

TOB «[JIAMEB TPEVf}»
sys1. Cumora lfemsiopu, 6y0. 25
M. lsaHo-OpaHkiscek, 76014, YkpaiHa
men.:+38(0342) 775 122
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www.diameb.ua
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