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OCHOBOIO _ipy _MPOBEAEHHI aHanizy € opuriHan iHCTpYKLUIT
AHITIIVICbKOK MOBOK, BK/IAAEHOI B HAbIp. Homep i gara Bepcii
OPUriHA/TY Ta NEPEKIa[Y IHCTPYKLII TOBUHHI C1iBAaAATH.

1. HA3BA MPOAYKTY
3aranbHa Ha3Ba: B-XopioHiuHuii FoHagoTtponiH Jiogunu (B-XIT1), Tectosuin Habip
(ImyHodnyopecueHuis).
Toprosa Ha3Ba: 3-HCG.

2.CKNAQ HABOPY
Cneundikauis 1: 25 TecTiB/Habip KaT. N2: 52026018
Cneundikauia 2: 50 TecTiB/Habip Kat. N2: 52027018
KoHTponb AKocTi (onuiinHo):
Cneundikadis: PiBeHb 1: 0.5mn (mL) x 1 Kart. N2: 52105020
PiBeHb 2: 0.5mMn (mL) x 1 Kat. N2: 52105021
PiBeHb 3: 0.5mMn (mL) x 1 Kart. N2: 52105022

3. MPU3HAYEHHA TA MOKA3AHHA

[na in vitro KinbKicHoro Bu3HaueHHs pisHA B-XIT1y cuposaTtui, nnasmi abo uinbHin
KpoBi nioguHu. BusHaueHHa [B-XIJ1 mae Benuke 3Ha4YeHHA ANA AiarHOCTUKM
PaHHbOI BariTHOCTI, @ TaKOX MeBHE 3HAuYyeHHA ANA AiarHOCTUKKM, BUABMEHHA Ta
crnocTepexeHHs 3a nepebirom 3axBoptoBaHb, NOB'A3aHMX 3 BariTHICTIO.

Tinbkn ana Nnpo¢ecinHoro BUKOPUCTAHHS.

4. NMPUHLUMUN TECTY

Konm TecToBMii 3pa3ok AOAAETHCA B NOPT AN1A 3pa3Kka Ha TecToBil KapTui, B-XMy
3pa3Ky MOEAHYETbCA 3 MMWLIAYMM MOHOKJSIOHANbHUM aHTWTIoM po B-XIT1, ake
3'efHyeTbcA 3 GNYOpPEeCLEeHTHUMM  YacTUHKaMK, YTBOPIOOYM  KOMMIIEKCK
PYOPECYEHTHI YaCTUHKN-aHTUTINIO-aHTUreH. Llei iMyHHUI KoMnnekc AocArae
TectoBOi 30HM (T) Y3[0BX HITPOLENONO3HOI MemMOpaHW Ta MOEAHYETbCA 3
nonepefHbo HAHECEHVM MULIAYMM MOHOKIIOHANbHIM aHTUTiNoM ao B-XIT1, ihoro
iHTEHCUBHICTb nyopecueHUii npAMo npornopuiiHa piBHio B-XIJ1 y 3pasky.
3annWKM YacTUHKN GnyopecLeHTHOro aHTWTiNa AOCAralTb 30HW KOHTPOM
akocTi (C), dnyopecLeHTHi YaCTUHKK-Kponaumi IgG noegHyoTbCA 3 nonepeaHbO
HaHeCeHNM KO3A4YMM aHTU-Kponaumm IgG gna yTBOpeHHA NiHii KOHTPOMIO AKOCTI.
AKWo 3pa3ok He Mictutb B-XI1, y TectoBin 30Hi (T) ¢nyopecueHuis He
BifibyBaTIMETbCA.

5. OCHOBHI KOMMOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBWIN Habip CKNAZA€ETbCA 3 TECTOBOI KAapTW, MarHiTHOI KapTuh, PO3YMHHMKA
3pasKa, KOHTPOSIo AKOCTI (ONUiiHO) Ta IHCTPYKLT.

1)  TecT-KapTa CKNaAa€eTbCA 3 KOPMYCy KapTu Ta TeCT-CMYXKKW. TecT-CMy»Ka
MICTUTb NAOLWAAKY ANA 3pa3ka, CKNOBOJIOKHO, HITPOLIENONO3HY MeMbpaHy,
abcopbytoumii nanip i nnactuHy 3 MBX.

2)  MarnitHa KapTa: Mictutb iHpopmaLito Kp1BOT KanibpyBaHHA AnA i€l napTii
peareHTiB.

3)  Po3uMHHUK 3pa3ka: OCHOBHUM iHrpegieHTOM € docdaTHO-conboBuii Bydep
(®OCB). AnB. eTnKeTKy ANs 06'eMy PO3UMHHIKa 3pa3Ka.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLWKK, NPUroTOBAEHI
CaMOCTIiHO, B OCHOBHOMY CKNafaloTbCA 3 PEKOMOIHAHTHOTrO aHTUreHa B-XI1
Ta OCB. Yci BOHM He MICTATb PEYOBUH JIOACBKOrO MOXOAMEHHA | €
cneyndiyHIMN Ana KoxHOT napTii. LinboBi 3HaYeHHA MoOXKHa 3HaWTN B
CNUCKY LiNbOBUX 3HaYeHb.

5)  O6nagHaHHsA: 3aCTOCOBYETLCA Ha aHasi3aToOPaXx KinbKiCHOrO iMyHONOriYHOro
aHanisy FA20/FA30/FA50/FA120 Bupo6HumuTtea Genrui Biotech Inc.

MpumiTka: KoMnoHeHTN HabopiB i3 Pi3HWX NaPTill He € B3aEMO3aMiHHUMW.

lTepexnagayq Argpivi Tpukiwa

6. ObOB’A3KOBI AKCECYAPU, LLO HE MOCTAYAIOTbCA 3 HABOPOM

1) [Jo3atopu Ta HaKOHeUYHUKN gna Hux: 100 mxn (pl).

2) Taiimep.

7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TeCTOBMX KapTOK | PO3YMHHMKA 3paskiB y 3anevyaTaHOMY
BUMMAQI CTaHOBUTb 24 micaui. [licnA BigKpWTTA TecToBOI KapTu Ta
PO3UMHHMKa 3pa3Kka TepMiH 36epiraHHA cTaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fKwo Bonorictb >65%, Habip cnig
BMKOPUCTOBYBaTW Bifpasy nicna BiAKpUTTA.

2) Heposkputuin KA cTabinbHuii npotarom 24 micauis (AMB. ETUKETKY LWOAO0
KOHKPEeTHOI AaTu) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C), BigHOBNEHWI
KA cTabinbHuin npotarom 6 gHis npu -20 °C (°C) abo 6 aHiB npu 2-8 °C (°C) y
TEeMHOMY MicLji | MOXe By TV OfMH Pa3 3aMOPOXKEHMIA/PO3MOPOKEHMWIA.

3)  TpaHcnopTyBaHHsA: TecToBoro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTpONIo AKOCTi - Npu -25~8 °C (°C).

8. BMMOr A0 3PA3KA

1) OnTvManbHi 3pas3ku - Ue CBiKa HeremosisoBaHa CMpOBaTKa, nnasma abo
LifbHa KpOB. PeKOMeHAyETbCA BUKOPUCTOBYBATN 3Pa30K BEHO3HOI KPOBI,
OCKiJIbKW pe3ynbTaTyh 3 iHWMMKX PiANHAMIN OPraHi3mMy Ta iHWKMK 3pa3kamu
MO>XYTb OyTV HEeLOCTOBIPHUMM.

2) Cuposatka/nnasma: licna 3abopy 3paska CMPOBaTKy C/lig AKOMOra LuBuaLe
BigoKpeMuUTyM, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta Mnasmolo
TECTyBaHHA HEOOXiAHO BUKOHATVX MPOTAroM 24 rofuH nNpw KiMHaTHIN
TemnepaTtypi. 36epiraiiTe HeBUMKOPUCTaHy CUMPOBaTKy Ta Mnasmy B
xonoannbHuKY npm 2-8 °C (°C) He 6inblue 7 [HIB i B 3aMOPOXEHOMY CTaHi npu
TemnepaTypi HuxYe -18 °C (°C) He binblue 1 micaua.

3) LUinbHa KpoB: 3pa3oK LiNbHOI KpoBi HEOOXiAHO MpoaHanisyBaTh Bigpasy
nicna 3a6opy. AKLLO NOro HEMOXIIMBO NPOaHasisyBaTh NPOTATOM 24 roAvH,
noro cnig 36epiratn B xonoaunbHuKy npu 2-8 °C (°C) He 6inblue Hix 7 gHiB.
3pasKkun He MOXHa 3aMOpPO>KyBaTH.

4) Tlepep BU3HAYEHHAM 3pa3KM MOBUHHI OyTM [OoOBeAeHi O KiMHATHOI
TemnepaTypu. 3amopoXeHi 3pas3ky Cnifi NOBHICTIO PO3MOPO3MTU, 3HOBY
HarpiTh Ta pobpe  nepemiwatyn nepef  BMKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOKYBaTU MOBTOPHO.

5)  CupoBaTKa NoAVHU € Habinbl NigxoAAwo ANnsA BM3HAaYeHHsA, a EATA-K;
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHanisy nnas3mm Ta LifbHOT KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe iHCTPYKUilO nepen TUM, AK KOPUCTYBaTWUCA TECTOBUM

Habopom i CyBOPO AOTPUMYMTECb IHCTPYKLUI, Wo6 oTpuMaTn [OCTOBIPHI

pesynbTatu. lNepen BUKOPUCTaHHAM BCi peareHTW Clif AOBEeCTU A0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

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

2)  KnikHitb «Homep naprtii/Lot No.», wo6 yBinT1 B iHTepdeic 3unTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BIiANOBIAHOrO enemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycniluHo 3unTaHo,
nepesipTe, UM MarHiTHa KapTa i TeCTOBa KapTa HaneXaTb A0 OAHi€l naprTii.
(MpumiTka: PeareHT nonepeaHbo BigKkanibpoBaHi, i KOHKPETHI NapameTpu
KanibpyBanbHOI KPMBOI 4NA KOXHOI NapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) MNpouepypa KOHTPONIO AKOCTi: PeKoMeHAYy€eTbCA 3BEPHYTUCA A0 MNOCIOHMKa 3
eKcnyaTauii npunagy Ta BUKOPVCTOBYBATW KOHTPOMb AKOCTI Genrui, o6
nepeKoHaTUCA, WO LiIbOBE 3HAYEHHA KOHTPOIO AKOCTI TeCTY 3HAXOANTbCA
nif KOHTpOnem Mg Yac npoueaypu TecTyBaHHA MicnA KanibpyBaHHA.
KoHTponi AKOCTi Cnif BUKOPUCTOBYBATH HACTYMHUM YNHOM.

a) [epea BMKOPUCTaHHAM [OBECTW KOHTPOAb AKOCTI A0 KiMHaTHOI
TemnepaTypm (18-30 °C (°C)).

b) O6epexHo BigKPWTUM  KOBMAYoOK
pO36pN3KyBaHHA BMICTY.

c)  [Hopgatwn 0.5 mn (mL) ounieHoi Bogun.

d) 3akputu nAAWKY KOBMAYKOM Ta 3anuwuTy 1i Npy  KiMHaTHIN
TemnepaTypi Ha 15 XBWIMH, OBEpexHO CTPYCUTW MAALWKY, LWo6
MOBHICTIO PO3UMHUTY NiodinisarT.

e) Micna noBHOro posumHeHHs niodinizaTy nMoBTOpPUTK onepauilo AnA
Bin6opy 3paska.

AKWO BUMIPAHI 3HaUeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

Ziana3oHi LinboBUX 3HaYeHb, aHani3 KNiHIYHMX 3pa3KiB i aHani3 gaHUX MOXKHa

NPOAOBXUTY; B iHWOMY BUMNAAKY NMPUYMHM MNOBUHHI BYTW BMABMEHi nepep

TeCTyBaHHAM.

MAAWKY,  Wo6  YHUKHYTK



4)  3abip 3paskis:

Jopante 0.1 mn (ML) nnasmu, cMpoBaTky abo UiNbHOT KPOBI B KOHTEHepP 3
PO3YMHHMKOM 3pa3Ka, peTeNbHO nepemiwante. Bisbmite 0.1 mn (mL)
pO3BeeHOro 3pasKka, BHECiTb MOro BepTUKaNbHO B JIYHKY AnNA 3paska
6e3mnocepefHbO Ha TECTOBIN KapTi Ta 3amycTiTb Taimep.

5)  BcTaBTe 110ro B rHi3fo Ana TeCTOBOT KapTW aHanizatopa (CTOPOHOI0 3 NYHKO
AnAa  3pa3ka BcepeauHy). HatucHitb  «Measure/Bumipatn», npunag
aBTOMAaTMYHO BM3HAUYUTL i PO3APYKYE pe3ynbTati yepe3 10 XBUNUH (AKLLO
BUKopucToBYyeTbcA «Fast Mode/llBnakuin  pexum», nicna 10 XBUAUH
30BHIilIHbOI  iHKY6aLii, WBMAKO BCTaBTe KapTy Ta  HaTWCHITb
«Measure/Bumipatuy, nicna 4oro npunag BUABUTL | PO3APYKYE pe3ynbTaTh).

Mpumitka: Wo6 oTpumatn foknafHi iHCTPYKUii wopao pobotn 3 npunagom,

3BEPHITbCA 1O NOCI6HNKa aHani3aTopa KiflbKiCHOro iMyHOMOriYHOro aHani3y.

10. PEOEPEHCHUI OIANA3O0H

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

PiseHb B-XIJ1 meHwe 5 MO/n (IU/L) BBaXa€TbCA HEraTMBHUM MOKA3HUKOM ANs

BM3HAYEHHA BariTHOCTI, a BCe, Wo noHag 25 MO/n BBaXKaeTbCA NIATBEPAKEHHAM

BariTHOCTI.

PiseHb 3-XIJ1 Big 6 go 24 MO/n (IU/L) BBa)Ka€eTbCA «Cipoto 30HO0», NOTPi6HO byne

NPOWTN MNOBTOPHWUIA TecT, Wo6 Ai3HATUCA, uM NiABUWMBCA piBeHb, LWO6

niaTBEPANTY BariTHICTb.

Yepes reorpadiuHi, eTHiuHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, peKOMeHAYy€eTbCA,

W06 KoXHa nabopaTopis BCTaHOB/OBaNa CBili BNacHWUI pedpepeHCHUI Aiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHiin finaHui (C) 3'ABRAOTbCA dryopecLeHTHI cMyru,
aHani3aTop aBTOMaTMYHO BUABUTb GpnyopecLieHLilo Ta NpoaHanisye TectoBy
KapTy, a NOTiM HaAacCTb KinbKicHi pe3ynbTatu.

2. AKWo Ha KOHTpOsbHIN pinaHui (C) He 3'ABNAIOTLCA (MyopecLeHTHI cmyrn,
aHani3aTop He MoOXe aBTOMATUYHO BUABUTK ¢nyopecueHUilo Ta BUAAE
nonepeaeHHs, BKasyloun Ha Te, WO onepauia HeBipHa abo TecToBa KapTa
noLwKoAKeHa. Y LiboMy BUNaAKy yBaXXHO npoumnTanTe iHCTPYKLUilo LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeramHoO NPUNUHITL BUKOPWCTOBYBATM MNPOAYKTU Ui€i napTii Ta
3BEPHITbCA A0 CBOrO NoCTayanbHuKa.

3. Konu pe3ynbTaTu TecTyBaHHA 3pa3ka nepesulytoTb 50000 MO/n (IU/L),
npunag nokasye > 50000 MO/n (IU/L). Konu pesynbTaTi TecTyBaHHA MeHLUe
2 MO/n (IU/L), npunap nokasye < 2 MO/n (IU/L).

4. Len TecToBuit Habip He cTBOpIoe XyK-epeKTy B Mexkax 50000 MO/n (IU/L).

12. MEXKA BUABJIEHHA

1) Llei TectoBmMin Habip Npu3HauyeHni TiNbKK AnAa iarHoCTUKK in vitro.

2)  [iarHoctuka Ta NlikyBaHHA He MOXYTb I'PYHTYBATMCA IULLE Ha pe3ynbTaTax
LbOro TecTy, TOMy, BpaxoByWTe iCTOpil0 XBOpPOOW Ta iHWi pe3ynbTatu
nabopatopHux TecTiB. KoXHili nabopatopii peKoOMeHLOBaHO BCTAHOBUTU
BNacHW pedepeHCHNI fiana3oH Ha OCHOBI MonynALii NauieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1) Bucoki kKoHueHTpaUii remornobiny, 6inipy6iHy, xonectepuHy, Tpurniuepuais,
HAMA Ta peBmaTtoigHOro ¢aktopa B 3pa3Ky BMiMBalOTb Ha pe3ynbTaTtu
aHanisy.

14. NOKA3HUKN EQEKTUBHOCTI HABOPY

1) AHanitmyHa yyTnmeicTb: < 2 MO/n (IU/L)

2)  [Hiana3oH niHiiHocTi: 2-50000 MO/n (IU/L) (KoediuieHT niHinHOT Kopenauii: r
> 0.9900)

3)  TOYHiCTb: TOYHICTb B Mexax aHanisy: CV < 10%, TouHicTb Mix aHanizamm CV <
15%

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

5)  CneumdiuHicTb: Pe3ynbtaTn TecTy Ha BusHadeHHA OCI y KoHUeHTpaLii 200
MO/n (IU/L), M y KoHueHTpauii 200 MO/n (IU/L), TTT y KoHueHTpauii 200
MO/n (IU/L) 3 umm Habopom He MOBVHHI NEPEBNLLYBATU MEXY BUABIEHHSA
Habopy.

6) TouHictb KA: CV < 15%

7)  OuikyBaHi pe3synbtat KA: PesynbTaT TecTy MOBUHHI OyTW B Mexax
LinbOBOro AianasoHy

8)  Bmict Bonoru: BMicT Bonoru KA (niodinisoBaHnii nopolwok) craHoBuTb < 10%

15. 3AXOAU BE3MNEKN

1. Ticna BiAKPUTTA BUKOPUCTOBYIITE TECTOBI KapTh AKOMOra WBMUALE, Wob He
[ONYCTUTU NOTPaniAHHA Bosiorn. He BUKOPWUCTOBYNTE TeCTOBI KapTu
NOBTOPHO.

2. KoMMoHeHT TecT-Habopy pi3HKX NapTill He MOXYTb Oy TV B3aEMO3aMiHHUMM.

3. [ns pevyoBuH, WO MICTATb Axepena iHpeKkuii abo Nifo3PIOETbCS, WO BOHU
MICTATb Axepena iHpeKLUii, NOBUHHI ByTy [OTPMMaHi HanexHi npouenypu
3abe3neyeHHs 6iobesneky. 3BepHITb yBary Ha Taki MUTaHHSA:

-BasraiiTe pykaBmuKkm nig yac po6oTu 3i 3paskom abo peareHTom.
-AesiHdikyiTe nponuTi 3pasku gesiHdikytourm 3acobom.

-[e3iHdikyinTe abo NoBoAbTeCA i3 NOTEHUINHUMU IXKepenamn 3abpyaHEHHs
BCiX 3pa3KiB UM peareHTiB BifNOBIAHO O MiCLLEB/X HOPM.

[epernagay AHApivi Tpukiwa

16. NOACHEHHA TPA®IYHUX CUMBOJIIB

3BepHiTbca Ao IHCTpyKLii no /H/ TemnepaTypHumn
3aCTOCYBaHHIO pexum
N naprii g TepmiH nprpaTHOCTI
[iarHOCTNYHWI peareHT .
In Vitro c € CE-mapKyBaHHA

[aTa BUpobHMLTBA Bionoriuni pusnkn

® < |k L|E B

BrpobHmK ﬁ O6'em
MicTuTtb focTaTHLO AN S‘% He ninpaBaTtv BnAunBy

< n> TecTiB % COHAYHUX MPOMEHIB

He BukopuctosyBsatun s 36epiraTi B cyxomy
NOBTOPHO j micui
YnoBHOBaxeHUM
npeacTaBHUK B .
o Katanorosui N2
E €Bponencbkomy

CniBTOBApUCTBI

17. NOCUJIAHHA

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

18. METPOJIOTIYHA MPOCTEXKYBAHICTb

Habip npoctexyetbca pfo TectoBoro Habopy pAanAa Bu3HauyeHHa [-XIT],

Bupo6neHoro Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALLIA

AKWo Bam noTpibHa nonomora, 3BEPHITbCA [0 BigAiNy NiCNANPOAaXHOro

06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (IMyHodnyopecueHuisa) npusHadeHi ana pobotn B

aBTOMaTU30BaHMX JflabopaTopifax, fAKi CYMICHi 3 aHanizaTopom KinbKicHOro

imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[ina BawWoro KOHKPETHOro npwuniagy Moxe OyTn po3pobrieHa nporpama;

3BEPHITbCA JO PO3iny NPO NPUNaaN Ha HalwoMy Beb-caiTi.

I BUPOBHUK
Genrui Biotech Inc. TEHPYV BIOTEK IHK.
4-10F, Building 3 4-10@, bynisna 3
Geya Technology Park, TexHosnoriynmii lNapk les

Guangming District, 518106
Shenzhen, China
Phone: + 86-755-26835560
Fax: + 86-755-26678789
e-mail-info@genrui-bio.com
Web: www.genrui-bio.com

PavioH lyaHmin, 518106
LleHbyxeHb, Kuravi
Ten.: + 86-755-26835560
Qakc: + 86-755-26678789
e-nowrta. info@genrui-bio.com
Beb: www.genrui-bio.com
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