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Kam. N°: 52026018 Jama sunycky iHcmpykuii: 14-04-2025

Bepcis: A/5

OCHOB0I0 _npu__nposedeHHi aHANi3y € opu2iHan _iHCmpyKuii
aHeniticekolo M0o8ot, 8kadeHoi 8 Habip. Homep i dama eepcii
opueiHany ma nepekiady iHCmpyKuyii no8uHHi cnisnadamu.

1.HA3BA MPOAYKTY

3aranbHa Ha3Ba: B-XopioHiuHwni FoHagoTponiH JTioguHu (B-XIT1), TectoBuid Habip
(ImyHodnyopecueHuin).

ToproBsa Ha3Ba: 3-HCG.

2.NMAKYBAHHA

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

Kart. N2: 52026018
Kat. N2: 52027018

Cneundikauia: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105020
PiBeHb 2: 0.5mn (mL) x 1 Kat. N2: 52105021
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105022

3. NPU3HAYEHHA TA NOKA3AHHA

Ona in vitro KinbkicHoro Bu3HaueHHs piBHA B-X[J1 y cuposatyi, nnasmi abo
UinbHil KpoBi noanHW. BusHaueHHa [-X[J1 mae Benuke 3HauyeHHA AnA
[iarHOCTVMKM pPaHHbOI BariTHOCTI, @ TaKOX MEeBHe 3HauYeHHA ANA [iarHOCTUKM,
BUABMIEHHA Ta CMNOCTEpeXeHHA 3a Mnepebirom 3axBOplOBaHb, MOB'A3aHUX 3
BariTHICTIO.

Tinbkn ana npodecinHOro BUKOPUCTaHHA.

4. NMPUHLUUN TECTY

Konu TectoBuin 3pa3ok AOJAETLCA B MOPT [J1A 3pa3Kka Ha TecToBiln KapTui, B-XIMy
3pasKy MOERHYETbCA 3 MULWAYUM MOHOKIOHANbHMM aHTUTIOM Jo B-XIT1, ske
3'egHYeTbCcA 3 GNIYOPECLEHTHUMN  YaCTUHKaMy, YTBOPIOIOUM  KOMMIEKCU
riyopecyeHmHi  4acmuHKu-aHmumino-aHmueeH. Llein  iMyHHUIA  KOMnieKc
JocArae TectoBoi 30HM (T) y300BX HITPOLIENONO3HOT MeMOpaH/ Ta NOEAHYETbCA
3 nonepegHbO HaHECEHUM MMLLAYMM MOHOK/IOHaNbHVUM aHTuTinoM go B-XIT1,
Moro iHTEHCUBHICTb pryopecLeHLii NpaMo nponopuiiHa pisHio B-XIT1y 3pasky.
3annWKN YacTVHKM GyopecLEeHTHOro aHTWTIa AOCATaloTb 30HWM KOHTPOJIIO
akocTi (C), dnyopecueHTHi YaCcTUHKKU-Kponauni |[gG noeaHyoTbCA 3 nonepeaHbo
HaHeCeHVM KO3AYMM aHTU-Kponauum IgG anAa CTBOPEHHA NiHil KOHTPOMIO AKOCTI.
AKLo 3pa3ok He mMicTuTb B-XTT1, y TecTosil 30Hi (T) He Byae dnyopecueHLii.

5.0CHOBHI KOMMNOHEHTN TA AOAATKOBE HEOBXIAHE OBJIAQDHAHHA

TectoBWIN Habip CKNapaeTbCcA 3 TeCTOBOI KapTW, MArHiTHOI KapTh, PO3YMHHMKA

AR 3pa3ka, KOHTPOSIIO AKOCTI (OMNUiiHO) Ta IHCTPYKLUii.

1) TecT-KapTa CKNafa€Tbca 3 KOPMNycy KapTy Ta TeCT-CMYXKMW. TecT-CMy»KKa
MICTUTb MAoWaAKY ANA 3pa3ka/MapKyBasibHY MOLWAAKY, HITPOLeNoNo3Hy
Memb6paHy, abcopbyrounii nanip i nnactmHy 3 NBX.

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

3)  Po3uMHHUK 3pa3ka: OCHOBHMM iHrpegieHToM € pochaTHO-conboBUIN bydep
(OCB). inB. eTUKeTKy LWoao 06'eMy po3uMHHMKa 3pasKa.

4)  KoHTponb sAKocTi (onuinHo): JliodinisoBaHi NOPOLWKKW, NPUroTOBNEHI
CaMOCTINHO, B OCHOBHOMY CKNafaloTbCA 3 PEKOMOIHAHTHOro aHTureHa B3-
XN ta OCB. Yci BOHM He MICTATb PeYOBMH NOACBKOrO MOXOAXEHHS, 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: KomnoHeHTV HabopiB i3 pi3HKX NapTiil He € B3aEMO3aMiHHUMMU.
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6. 060B’A3KOBI AKCECYAPU, LLIO HE MOCTAYAIKOTbCA 3 HABOPOM
1) [o3aTopu Ta HAKOHEYHUKM Anst HUx: 100 Mk ().
2) Tawnmep.

7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBwit Habip cnipg 36epiratm npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pas3KiB y 3anevyaTtaHoMy
BUrNALi CTaHoBUTb 24 mMicAui. MMicna BigKpPUTTA TecToBOI KapTu Ta
PO3UMHHMKa 3pa3Ka TepMiH 36epiraHHA cTaHoBUTL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonorictb >65%, Habip cnig
BVMKOPUCTOBYBATM 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 npoTtarom 6 aHis npu -20 °C (°C) abo 6 gHis npu 2-8 °C (°C) y
TeMpABi , i MOXe ByTU OAMH pa3 3aMOPOXKEHUI/PO3MOPOKEHNIA.

3) TpaHcnopTyBaHHs: TectoBoro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOO AKOCTI - Npu -25~8 °C (°C).

8.BMMOTU OO0 3PA3KA

1)  OnTumanbHi 3pa3ku - Lie CBiXKa HeremonizoBaHa CMpOBaTKa, Miasma abo
LinbHa KpoB. PeKOMeHIY€ETbCA BUKOPUCTOBYBATU 3Pa30K BEHO3HOI KPOBI,
OCKiNbKW pe3ynbTaTi 3 iHWVMU PigUHaMK OpraHiamy Ta iHWKXMK 3pa3kamu
MOXYTb 6YTN HETOUHVMM.

2) CwuposaTka/nnasma: Micna 3a6opy 3paska cMpoBaTKy C/lif AKOMOra LBKALLe
BifoKpeMuTy, WO6 YHUKHYTW remMonidy. 3 CMpOBATKO Ta MJa3molo
TeCTyBaHHA HeOOXigHO BUKOHATU MNPOTAromM 24 TrOAWH MpPU KiMHATHIN
TemnepaTypi nicna 3abopy 3paska. 3pa3ok CTabinbHWU NPOTAroM 7 AHIB
npwu 2-8 °C (°C) i B 3aMOpOKeHOMy CTaHi Npu TemnepaTtypi Huxue -18 °C (°C)
He GinbLue 1 micaua.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpoBi HeobXigHO npoaHanisysatu Bigpasy
nicns 3abopy. AKLLO NOro HEMOX/VMBO NMPOaHani3yBaTyi NPOTArom 24 roauH,
noro cnif 36epirat B xonoaunbHuKy npu 2-8 °C (°C) He 6inblue HixX 7 gHiB.
3pasKy He MOXHa 3aMOPOXKyBaTU.

4) lepep BW3HAUeHHAM 3pa3KkyM MOBMHHI OyTW poBegeHi O KiMHATHOI
TemnepaTypy. 3aMOpOXeHi 3pa3ku Cnif MOBHICTIO PO3MOPO3UTH, 3HOBY
HarpitTh Ta pgobpe nepemiwaty nepej  BUKOPUCTaHHAM. He
3aMOpPOXKyBaTW/PO3MOPOXKYBaTV MOBTOPHO.

5) CupoBaTka NIIOAUHM € HaNbiNbW NigxoAALWo Ans BU3HayeHHs, a EATA-K,
pEeKOMeHAYETbCA AK aHTUKOArynAHT AnA aHanisy nnasmm Ta LinlbHOT KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXKHO MpounTanTe iHCTPYKUilo nepen TWM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOpO HAOTpUMYMTECHb IHCTPYKUil. [epes BUKOPUCTaHHAM BCi

peareHTV Cnig AoBeCTn Ao KimMHaTHOI Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum CtaHfapT» B rOIOBHOMY MeHIO, o6
yBIilTU B iHTepdenc BUMipIoBaHHS, KNnauHiTb «ltem/EnemeHT», Wwo6 Bubpatu
TECTOBWI eNleMeHT, | KnauHiTb «Type/Tun», o6 BubpaTh TUn 3paska.

2)  KnikHiTb «Homep naprii/Lot No.», Wwo6 yBiliTM B iHTepdenc 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BiAMOBIGHOrO enemMeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KOMN MarHiTHy KapTy 6yae ychilHO 34MTaHo,
nepe.ipTe, UM € MarHiTHa KapTa i TecToBa KapTa 3 ogHiei naprii. (Mpumitka:
PeareHTn nonepegHbo  BigKanibpoBaHi, | KOHKPEeTHi  MmapameTpwu
KanibpyBanbHOI KPUBOI AnA KOXHOI MapTii peareHTiB 36epiraloTbcs Ha
MarHiTHIl KapTi).

3) TMpouepypa KOHTPOMO AKOCTi: PekomeHAyeTbCA  3BepHyTMCA [0
KepiBHULTBA 3 eKcrulyaTauil nprunagy Ta BUKOPUCTOBYBaTV KOHTPOJIb AKOCTI
Genrui, o6 nepekoHaTUCs, WO LiNiboBe 3HaUEHHS KOHTPOJIIO AKOCTI TeCTy
3HaxoAMTbCA Mif KOHTpoOnem Mig yac npoueaypu TecTyBaHHA nicnA
KanibpyBaHHsA. KOHTPOni AKOCTI CNlif BUKOPMCTOBYBATU HACTYMHVIM YMHOM.
a) [lepen BMKOPUCTaHHAM [OBEAiTb KOHTPOMb AKOCTI [0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

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

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

d) 3akpuiTe nAAWKYy KPWIWLKOKW Ta 3anuMwTe i npu  KIMHATHIl

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 MPOAOBXKNTY; B IHWOMY BUMafKy NMPUYUHU NOBWHHI 6yTN BUABMEHI
nepep TecTyBaHHAM.



4)  Bigbip 3paskis:

Jopante 0.1 mn (mL) nna3mu, cpoBaTKu abo LiNbHOT KPOBi B KOHTENHEp 3
PO3UYMHHMKOM [NA 3pa3Ka, peTenibHO nepemiwanTe. Bisbmite 0.1 ma (mL)
po3BefeHOro 3paska, BHECiTb MOro BepTUKanbHO B NYHKY ANA 3paska
6e3nocepeHbO Ha TECTOBIN KapTi Ta 3amnycTiTb Talimep.

5) BcTtaBTe Oro B TrHi3nO ANA TeCTOBOI KapTu aHasnizaTtopa (CTOpOHOK 3
JIYHKOIO ANA 3paska BcepeauHy). HatncHitb «Measure/BumipaTtny, npunag
aBTOMATUYHO BU3HAYUTb | PO3APYKYE pe3ynbTati yepes 10 XBUANH (AKLLO
BUKopucToByeTbca «Fast Mode/llBupknin pexum», nicna 10 XBUAMH
30BHIWHbOI  iHKy6auii, WBMAKO BCTaBTe KapTy Ta  HATUCHIiTb
«Measure/BumipaTn», nicna yoro Nnpwnag BUABUTb | PO3APYKYE pe3ynbTatn).

Mpumitka: LLlo6 oTpumaTn AoKnagHi iHCTPYKUil woao poboTv 3 npunagom,

3BEPHITbCA 4O MOCIOHMKA aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEQEPEHCHWUI AIANA30H

PedepeHcHun gianasoH: < 5 MO/n (IU/L).

PieHb B-XI1 meHwe 5 MO/n (IU/L) BBaX<a€TbCsi HEraTMBHUM [JiIfl BariTHOCTI, a
6yab-AKMI NoKa3HuK Buwwe 25 MO/n (IU/L) - no3UTUBHUM NA BariTHOCTI.

PiseHb B-XI1 Big 6 go 24 MO/n (IU/L) BBaXa€eTbCsa Cipoto 30HOIO, i BaM MOTPiGHO
6yne nporTM TMOBTOpPHE TecTyBaHHA, Wo6 nobaunTy, uu Bawi PpiBHi
NiABULLYIOTbCA ANA NiATBEPIXKEHHA BariTHOCTI.

Mpumitka: Yepe3 reorpadiyHi, eTHiuHi, reHgepHi Ta BIKOBiI BiAMIHHOCTI,
pekoMeHAyeTbcsA, Wob KoxHa nabopaTtopid BCTaHOBMOBana CBiil BRACHWN
pedepeHcHUI gianasoH.

11. IHTEPNPETALIA PE3VJIbTATIB

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 riyopecueHLilo Ta BuAae
ronepeKeHHs, BKasyloun Ha Te, Lo onepalia HeBipHa abo TecToBa KapTa
nowKogKeHa. Y LboMy BUMaAKy yBakHO MpouunTaiiTe iHCTPYKLUilO e pas3 i
BUKOHaliTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapTolo; AKLLO npobnema Bce e
iCHY€, HeramHO NPUNVHITL BUKOPWCTOBYBATM MNPOAYKTM Li€i napTii Ta
3BEPHITbCA 4O CBOrO NOCTayasbHUKa.

3. Konm pesynbTaTu TecTyBaHHA 3paska nepesuiytotb 100000 MO/n (IU/L),
npunag nokasye > 100000 MO/a (IU/L). Konn pesynbTaTu TecTyBaHHA
meHwe 2 MO/n (IU/L), npunap nokasye < 2 MO/n (IU/L).

4. Leii TecToBmii Habip He cTBOpIOE XyK-edeKTy B Mexax 100000 MO/n (IU/L).

12. MEXXA BUABJIEHHA

1) Ueit TecToBMiA Habip NpuU3HaYeHWI TiNbKK A1st BiarHOCTUKN in vitro.

2)  [iarHocTuKa Ta NikyBaHHA He MOXYTb I'PYHTYBaTUCA LLE HA pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe iCTOpilo XBOpoOM Ta iHWi pe3ynbTatu
nabopatopHux TectiB. KoxHill nabopatopii pekomeHAoBaHO BCTaHOBUTW
BIACHWIN pedepeHCHMIN Aiana3oH Ha OCHOBI NoNynALil NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1) Bucoki KoHueHTpaUii remorno6iHy, 6inipy6iHy, xonectepurHy, Tpurniuepugis,
HAMA Ta peBmatoigHoro ¢aktopa B 3pa3Ky BMIMBaOTb Ha pe3ynbTatu
aHanisy.

14. NTOKA3HUKU EOEKTUBHOCTI HABOPY

1) AHanitmuHa yytnusicTb: < 2 MO/n (IU/L)

2)  [JianasoH niHifHOCTi: 2-100000 MO/n (IU/L) (KoediuieHT niHiinHOT Kopenauii:
r >0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 10%, TouHicTb Mix aHanisammn CV < 15%

4)  [JocToBipHicTb: -10% < BigxuneHHa % < +10%

5)  CneumndiuHicTb: Pe3ynbtatn TecTy Ha Bu3HaueHHA OCI y KoHueHTpauii 200
MO/n (IU/L), Nl y koHueHTpauii 200 MO/n (IU/L), TTT y KoHueHTpauii 200
MO/n (IU/L) 3 umm Habopom He MOBUHHI NepeBULLYBaT MEXY BUABNEHHA
Habopy.

6) TouHictb KA: CV < 15%

7) OuikyBaHi pe3ynbtatv Kf: Pe3ynbTaTi TecTy MOBWMHHI OyTM B Mexax
LiNboBOro fianasoHy

8)  Bmict Bonoru: Bmict Bonorn KA (niodinizoBaHM NOPOLLOK) CTaHOBUTb <
10%

15.3AXOAN BE3NMEKU

1. MMicnA BiZKPUTTA BUKOPUCTOBYITE TECTOBI KapTX AIKOMOTa LWBKuALWe, Wwob He
AONYCTUTV MOTPaniAHHA Boslorn. He BMKOPUCTOBYITE TeCTOBi KapTu
MOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHMMU.

pi3HMX  napTin  He  MOXyTb  6yTu
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3. [ns peuyoBwH, Wo MIiCTATb mKepena iHbeKLil abo Nifo3pETbCA, WO BOHN
MicTATb  Kepena iHbeKUil, NoBMHHI OyTM HanexHi npoueaypu
3abe3neyeHHs 6iobe3nekn. 3BepHITb yBary Ha Taki MUTaHHA:

- BrsaranTte pykaBuuKu nig yac poboTu 3i 3pa3kom abo peareHTOM.

—  [esiHikyinTe nponuTi 3pa3ku fesiHdikyounm 3acobom.

—  [esiHdikyiiTe abo mnoBofbTecs i3 NOTEHUIMHAMU  [Kepenamu
3abpyHEeHHsA BCiX 3pasKiB Uy peareHTiB BigMoOBigHO [0 MicLeBuUx
HOpM.

16. NTOACHEHHA TPAQIYHNX CUMBOJIIB

3BepHiTbcA Ao IHCTPYKLUii no

TemnepaTypHUN pexum
3aCTOCYBaHHIO patyp P
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BrpobHmk -
COHAYHWX MPOMEHIB

Mictutb goctaTHbo AnAa 36epirati B cyxomy

< RESRERIHIRE

< n> TecTiB j Mmicui
YnoBHOBaxeHW NpeacTaBHUK
E B €BpOMNeENCcbKOMY Katanorosuin Ne

CNiBTOBAPUCTBI

17. MOCUNAHHA

1. Nishimura R, Baba S, Hasegawa K, etal. Characterization of immunoreactive
hCG beta-subunit in cultured fluids of the cell lines derived from
gynecologic malignanttumors [J], Nippon Sanka Fujinka Gakkai Zasshi.
1990;42:1471~1476.

18. METPOJIOTIYHA NPOCTEXYBAHICTb
Habip npocTtexyetbca po TectoBoro Habopy Aans
Bupob6neHoro Roche Diagnostic GmbH.

BM3HAueHHa [B-XI,

19. AOBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa pomomora, 3BepHITbCA A0 BiAAiNy nicNANPOAAXKHOIo
06cnyroByBaHHs.

20.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopykt  Genrui  (IMyHodnyopecueHuis) npu3HayeHi Aana  pobotn B
aBTOMaTM30BaHMX nabopatopifx, AKi CyMiCHi 3 aHani3aTopoMm KifbKiCHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[na Baworo KOHKPETHOro npwunagy Moxe Oyt po3pobrneHa nporpama;
3BEPHITbCA A0 PO3AiNY NPO NpUIaaM Ha HaWoMy Be6-caiTi.
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