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OCHOBOW _1Ipy_IPOBEAEHHI _aHai3y € OpuriHan [HCTRYKUI
AHITIVICbKOO MOBOIK, BKI3EHOI B HA0Ip. Homep i gara Bepcii
N OPUIIHANTY Ta NEPEKNAAY IHCTPYKLII MTOBUHHI CIIBNAAATY.

1. HA3BA NPOAYKTY

3aranbHa Ha3Ba: AHTUMIoNNIEepiB ropMoH (AMT), TecT-Habip
(ImyHodnyopecueHLis).

Toprosa Ha3Ba: AMH

2. MAKYBAHHA
Cneumnoikauin 1: 25 TecTiB/Habip
Cneumndikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuiinHo):

Kat. N2: 52026117
Kar. N2: 52027112

Cneumndikauis: PiBeHb 1: 0.5mn(mL)x 1 Kart. N2: 52105087
PiBeHb 2: 0.5mn (mL) x 1 Kart. N2: 52105088
PieHb 3: 0.5mn (mL) x 1 Kat. N2: 52105089

3.MPU3HAYEHHA TA MOKA3AHHA

[nA in vitro KinbkicHOro BU3HaueHHs piBHA AMI B cmpoBaTLi, nna3mi abo LinbHin
KpOBi noAvHN. B OCHOBHOMY BMKOPWCTOBYETbCA B KMiHIYHIN [OMOMIXKHIN
AiarHocTrui GyHKLUIT AEYHNIKIB.

Tinbkn ansa NnpodeciiHoro BUKOPUCTAHHS.

4. NPUHUMN TECTY

Y ubomy Habopi BUKOPUCTOBYETLCA «CEHABIU»-MeTOf 3 aHTUTInamu. Micna Toro, Ak
3pasKuy, Wo MicTATb AMI, MOBHICTIO 3MillaHi 3 PO3UMHHMKOM 3pa3KiB, BigbrpatoTb
BiAMOBIAHY KiNbKiCTb PO3YMHY Ta fofaloTb Y NYHKY AnA 3paskis. AMI y 3pa3ky
3B'A3YE€TbCA 3  MOHOKJIOHaNbHUM  aHTUTinom go AMI, 3'egHaHum i3
dnyopecUeHTHUMI  YacTUHKaMK, YTBOPIOUN  KOMNNEKC  @ryopecteHTHa
YaCTUHKa-aHTUTiIoO-aHTureH. ToTiM Lei iIMyHHWUI Komnnekc xpomaTtorpadiuyHo
nepeMmillyeTbCA B3AOBXK HITPOLIENONO3HOI MEMOPaHM A0 30HM Bu3HayeHHA (T),
MOEAHYETLCA 3 MOMepPeAHbO HaHECEHNM MOHOKMOHaNbHUM aHTuTinom AMI Ta
NPOJOBXYE PyXaTncA [0 30HW KoHTponto AKocTi (C). MiueHun pnyopecueHTHUMMN
YacTUHKaMM aHTU-Kponaunin |gG Ko3m 3B'A3YETbCA 3 MONepefHbO HaHeCeHUM
Kponaumm IgG i yTBOPIOE NiHil0 KOHTPOIIO AKOCTI. IHTEHCKBHICTL dnyopecueHuii
30HM BU3HaYeHHA NpAMO nponopuiiHa pisHio AMI B 3pa3ky.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBWIN Habip CKNAAAETbCA 3 TECTOBOI KAapTW, MarHiTHOI KapTy, PO3UYMHHMKA
3pasKa, KOHTPOSIO AKOCTI (ONUiiHO) Ta IHCTPYKLT.

1)  TecT-KapTa CKMafa€eTbcA 3 KOPMyCy KapTu Ta TeCT-CMyXXKW. TecT-CMy»KKa
MICTUTb MAOWAAKY ANA 3pa3ka/MapKyBasbHy MIOLWAAKY, HITPOLENONO3HY
MeMbpaHy, abcopbytounii nanip i nnactuny 3 MNBX.

2)  MarnitHa KapTa: MictuTtb iHpopmaLio KpUBOT KanibpyBaHHA Ana Liei napTii
peareHTiB.

3)  Po3uMHHUK 3pa3ka: OCHOBHUM iHrpegieHTOM € docdaTHO-conbosuii bydep
(®CB). Ane eTukeTKy AnA 06'eMy po3BEAEHHS 3pa3Ka.

4)  KoHTponb AKocTi (onuinHo): JliodinisoBaHi nopowkyn, NpUroToBneHi
CaMOCTIiHO, B OCHOBHOMY CKNafaloTbCA 3 peKOMBiHaHTHOro aHTureHa AMI
Ta OCB. YCi BOHM He MICTATb PEYOBMH NIOLACHKOrO MOXOMXKEHHA | €
cneyndiyHmn ans KoxHoi naprii. LlinboBi 3HayeHHA MOXHa 3HaWTh B
CNNCKY LliJ'IbOBVIX 3Ha4yeHb.

5)  O6napHaHHA: 3aCTOCOBYETLCA Ha aHasni3aTopax KinbKiCHOro iMyHONOriYHOro
aHanisy FA20 / FA30/ FA50 i FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTka: KoMnoHeHTN HabopiB i3 Pi3HWX NaPTil He € B3aEMO3aMiHHUMW.

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

1) [o3aTopu Ta HaKOHEUYHUKM Ana Hux: 100 mxn (pl).
2) Tainmep.

lTepekxnagayq Argpivi Tpukiwa

7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPVAATHOCTI TeCTOBMX KapTOK i PO3YMHHMKA 3pa3kiB y 3aneyaTaHOMY
BUMMAAI CTaHOBUTb 24 Mmicaui. [licnA BigKpWTTA TecToBOI KapTu Ta
PO3UMHHMKa 3pa3Kka TepMiH 36epiraHHA cTaHOBUTb 1 rognHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonoricte > 65%, Habip cnig
BMKOPUCTOBYBATW Bifpasy nicna BiAKpUTTA.

2)  Heposkputuit KA cTabinbHuii npotarom 24 micauis (AMB. ETUKETKY LWOAO
KOHKpeTHoI Aatn) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C), BinHOBNEHMIA
KA cTabinbHuin npotarom 6 aHie npu -20 °C (°C) abo 1 geHb npun 2-8 °C (°C) y
TeMHOMY MicLli Ta MOXe ByTI OAMH Pa3 3aMOPOXKEHNIN/PO3MOPOXKEHNIA.

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

8. BMMOr A0 3PA3KA

1) Haibinbw NPUIAHATHWIA 3pa3oK - Le CBiXka HeremosnisoBaHa CUPOBATKa,
nnasma abo uinbHa KpoB. PeKOMEHAYETbCA BUMKOPUCTOBYBATW 3Pa3ok
BEHO3HOI KPOBIi, OCKIIbKM pe3ynbTaTi 3 iHWUMU PiAUHAMU OpraHiamy Ta
iHLWIMMK 3pa3KaMy MOXYTb By T HeJOCTOBIPHUMMU.

2)  Cuposatka/nnasma: lNicna 3abopy 3paska CMPOBaTKy Clig AKOMOra LuBuaLWe
BiAOKPeMUTYM, W06 YHUKHYTVM remonidy. AHani3 cupoBaTku i nnasmm
HeobXifHO 3aBeplINTV MPOTAFOM 6 FOAWMH NPW KiIMHATHIN TemnepaTypi.
3pasku, AKi He MOXyTb OYTW aHani3oBaHi NPOTArOM LbOro yvacy, cnig
36epiratv B xonoaunbHuky npu 2-8 °C (°C) He binblue 7 gHiB; cpoBaTKy Ta
nnasmy cflig 3aMopoxyBaT npu Temnepatypi Huxve -18 °C (°C) He 6inbLue
Hi>K Ha 1 micAaub.

3) LinbHa kpoe: li cnig BukopucToBysaTy Bigpasy nicna 3abopy. AKWO TaKuii
3pa3oK HEMOX/IMBO NPOTECTYBaTU NPOTArOM 4 rOAVH, Moro cnif 36epirat B
xonoaunbHuUKy npu 2-8 °C (°C) He 6Ginblue HiXX NPOTArom 3 fHiB. 3pa3ku He
MO>Ha 3aMOpOXKyBaTU.

4) Tlepep BW3HAYeHHAM 3pa3KM MOBUHHI OyTW pAoBedeHi [0 KiMHATHON
TemnepaTypu. 3amMopoXeHi 3pasky Cnifi MOBHICTIO PO3MOPO3MTK, 3HOBY
HarpiTh Ta pobpe  nepemiwaty nepef  BMKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOKYBaTU MOBTOPHO.

5) CupoBaTKa NIOAMHN € HaWbinblW NpuaaTHOW ANA BU3HayeHHA, a EATA-K:
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHani3y nnas3Mm Ta LifibHOI KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXXHO npounTanTe iHCTPYKUilo nepep TWUM, AK KOPUCTYBAaTWCA TeCTOBUM

Habopom i CyBOpPO AOTPUMYMNTECH IHCTPYKUIl ANA OTPMMaHHA [OCTOBIPHUX

pesynbtartiB. [lepes BUKOPWUCTaHHAM BCi peareHT cnifg AOBeCT A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMY MeHIo, o6 yBilTu B
iHTepdenc BUMiptoBaHHSA, KNaLHiTb «ltem/EnemeHT», o6 BMO6paTn TecToBmin
enemeHT, i KnauHitb «Type/Tuny, wob Bnbpaty TN 3paska.

2)  KnikHiTb «Homep naprtii/Lot No.», W06 yBiiiTM B iHTeppenc 3uMTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BIiANOBIAHOrO enemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycnillHo 3unTaHo,
nepesipTe, UM MarHiTHa KapTa i TeCTOBa KapTa HanexaTtb A0 OAHi€l napTii.
(MpwmiTKa: PeareHTy NnonepeaHbO BiaKanibpoBaHi, i KOHKPETHI MapameTpu
KanibpyBanbHOI KpPUBOI ANA KOXHOI NapTii peareHTiB 36epiratotbca Ha
MarHiTHin KapTi).

3) MNpoueaypa KOHTPONIO AKOCTi: PeKOMeHAY€ETbCA 3BEPHYTICA A0 MOCIOHMKA 3
eKcnnyaTalii npunagy Ta BUKOPUCTOBYBATW KOHTPONb AKOCTI Genrui, o6
nepeKoHaTUCA, WO LifIbOBe 3HAYEHHA KOHTPOIO AKOCTI TeCTY 3HaXOANTbCA
nif KOHTponeM Mif 4ac mpouefypy BMMIPIOBAHHA NicnA KanibpyBaHHA.
KoHTponi AKOCTi cnip BUKOPUCTOBYBATW HACTYMHMM YUHOM.

a) [epep BMKOPUCTaHHAM [OBECTU KOHTPOMb AKOCTI A0 KiMHaTHOI
TemnepaTypm (18-30 °C (°C)).

b) O6epexHo  BigKPWTM  KOBMAYoOK
pPO36pU3KyBaHHA BMICTY.

c) [Hogatun 0.5 mn (mL) ounwieHoi Bogun.

d) 3akputu nAAWKYy KOBMAYKOM Ta 3anuwuTy 1i Npu  KiMHaTHIN
Temnepatypi Ha 15 XBWAWH, OBGEPEXHO CTPYCUTW NAAWKY, LWo6
MOBHICTIO PO34MHUTK Niodinizar.

e) Nicna noBHOro po3umHeHHA niodinisaTy NOBTOPMTM onepauito AnA
3abopy 3paskKa.

AKWO BUMIPAHI 3HauYeHHA KOHTPOMIO AKOCTI 3HaXoAATbCA B 3afaHOMY

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

NPOAOBXUTY; B iHOMY BUMNAAKY NMPUYMHM MNOBUHHI BTN BUABMEHI nepep

TeCTyBaHHAM.

4)  3abip 3pa3skis:

HopanTe 0.1 mn (ML) nnasmu, cMpoBaTKM abo LinbHOI KPOBi B KOHTENHEp 3
PO3UYMHHUKOM 3pa3Ka, peTenbHO nepemiwanTte. Bisbmite 0.1 mn (mL)

MAAWKY,  Wo6  YHUKHYTM



po3BeAeHOro 3paska, BHECiTb /Oro BepTWKanbHO B JIYHKY ANA 3paska
6e3nocepeaHbOo Ha TECTOBIN KapTi Ta 3anycTiTb Tamep.

5)  BcTaBTe i10ro B rHi3fo AN1A TECTOBOI KapTy aHanizatopa (CTOPOHOIO 3 JIYHKOIO
anAa  3pas3ka BcepefuvHy). HatucHitb «Measure/Bumipatn», npunag
aBTOMAaTUYHO BM3HAYUTb | PO3APYKYE pe3ynbTaTn yepes 10 XBUANH (AKLO
BUKopucToBy€eTbCA «Fast Mode/llBngkuin  pexum», nicna 10 XBUIMH
30BHIilIHbOT  iHKybaLii, WBMAKO BCTaBTe KapTy Ta  HaTWCHITb
«Measure/Bumipatuy, nicna 4oro Npunag BUABUTL | PO3APYKYE pe3ynbTatn).

Mpumitka: LWo6 oTpumaTn JoKnafHi iHCTPYKUii Woao poboTu 3 npunagom,

3BEePHITbCA O NOCIGHMKA aHani3aTopa KibKiCHOro iMyHONOriYHOro aHanisy.

10. PEQEPEHCHUI AIANA30H
PedepeHcHui gianasoH: Hr/mn (ng/mL)

KiHKn 20-29 pokis 0.88-10.35
30-39 pokis 0.31-7.86
40-50 pokiB <5.07

Yonosikun 20-60 pokiB 0.9-13.89

Mpumitka: 3 ornagy Ha reorpadiuHi, eTHiYHi, reHaepHi Ta BiKOBI BiAMIHHOCTI,
pekomeHayeTbcA, Wob KoxHa nabopaTopia BCTaHOBMOBana CBili BAACHMUIA
pedepeHCHMI AianasoH.

11. IHTEPMNPETALIA PE3YJIbTATIB

1. Konn Ha KoHTponbHin ginanui (C) 3'aBnawTbca dnyopecueHTHi cmyry,
aHani3aTop aBTOMaTMYHO BUABUTb GpyopecLeHLilo Ta NpoaHanisye TecToBy
KapTy, a NOTiM HaAacCTb KiflbKiCHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHin ginaHui (C) He 3'ABNAOTbCA dnyopecueHTHI cmyry,
aHani3aTop He MOXe aBTOMATUYHO BUABUTU nyopecueHUilo Ta BUAAE
nonepemKeHHs, BKasyloumn Ha Te, WO onepauia HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BMNaAKy YBaXKHO MpounTanTe iHCTPYKLito LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeranHO NPUMUHITL BUKOPWUCTOBYBATU MNPOAYKTU Ui€i napTii Ta
3BEPHITbCA 10 CBOrO NOCTaYanbHUKa.

3. Konu pesynbTaTv TecTyBaHHA 3pa3Ka nepeBwulytoTb 23 Hr/mn (ng/mL),
npunag nokasye > 23 Hr/mn (ng/mL). Konn pesynbTaT TecTyBaHHA MeHLLe
0.1 Hr/mn (ng/mL), npunag nokasye < 0.1 Hr/mn (ng/mL).

4. 3 uum TecToBMM HabopOM He crocTepiraeTbca Xyk-edpekTy B mexax 160
Hr/mn (ng/mL).

12. MEXXKA BUABJIEHHA

1) Lew TecToBWin Habip NpU3HayYeHWI TiNbKU ANA BiarHOCTUKN /n vitro.

2) [JiarHocTuka Ta NikyBaHHA He MOXYTb I'PYHTYBaTWCA NiMLe Ha pe3ynbTaTax
LbOro TecTy, TOMy, BPaxOBYMTe iCTOPil0O XBOPOOWU Ta iHWi pe3ynbtatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekomeHLOBaHO BCTaHOBUTU
BNacHW pepepeHCHWI [iana3oH Ha OCHOBI MoNyNALii NaLieHTiB.

13. IHTEPOEPYIOUI PEHOBUHU

1) T'emorno6in, 6inipy6iH, xonectepuH, Tpurniuepuan, 3aranbHuin 6inok, HAMA
Ta peBMaToifHWiA GaKTOP Y 3pa3kax MOXyTb BN/VMBATU Ha pe3ysbTaTy TeCTy.
MakcumanbHO AOMYyCTMA KOHLUeHTpauia remornobiHy 1.0 r/an (g/dL),
6inipy6iHy 66 wmr/pn (mg/dL), xonectepuHy 1000 mr/an (mg/dL),
Tpurniuepuais 1000 mr/an (mg/dL), 3aranbHoro 6inka 500 r/n (g/L), HAMA
1000 Hr/mn (ng/mL), peBmatoigHoro ¢aktopa 1000 MO/mn (IU/mL).

2) TepexpecHoi peakuii He cnocTepiraeTbca ANA NOTEHLUIMHUX NepexpecHnX
peakuin Huxve: JII, OCT.

14. NOKA3HUKN EQEKTUBHOCTI HABOPY

1) Mexa BuasneHHs: 0.07 Hr/mn (ng/mL)

2)  [Jiana3soH nininHocTi: 0.1-16 Hr/mn (ng/mL) (KoediuieHT niHiiHOT Kopenauii: r
= 0.9900)

3)  TouHiCTb: TOYHICTb B MeXax aHanisy: CV < 10%, TouHicTb Mix aHanizamu CV <
15%

4)  [ocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  TouHicTb KOHTpoONIo AKocTi: CV < 15%

6)  OuikyBaHi pe3ynbTaTi KOHTPOJIO AKOCTI: Pe3ynbTaTit TECTY NOBUHHI 6yTH B
MeXax LifIboBOro AjianasoHy

7)  Bwmict Bonoru: Bmict Bonoru KA (niodinizosaHnit nopoLuok) craHosuts < 10%

15.3AXOAN BE3MNEKU

1. TMicna BiAKPUTTA BUKOPUCTOBYIITE TECTOBI KapTh AKOMOra WBKuALIE, Wob He
[ONyCTUTU NOTPaMNIAHHA Bonorn. He BUKOPWCTOBYWTE TeCTOBi KapTu
NOBTOPHO.

2. KOMMOHeHTU TecT-Habopy pi3HUX NapTiil He MOXyYTb OyTN B3aEMO3aMiHHMU.

[Mepernagay AHgpivi Tomkiwa

3. [Ins peyoBuH, WO MICTATb gxepena iHbeKUil abo Mifo3pETbCS, WO BOHM
MICTATb gKepena iHdeKLii, MOBUHHI 6yTV 3aCTOCOBaHi HanexHi npoueaypu
3abe3neyeHHs 6iobe3neKkun. 3BEPHITb yBary Ha Taki MMTaHHS:

. BparaiTe pykaBuuKm nig yac poboTu 3i 3pa3kom abo peareHTom.

. [esiHikynTe nponuTi 3pasku aesiHdikyounm 3acobom.

. [lesiHdikynTe abo noBoabTeca i3 MOTEHUINHUMK  [Kepenamu
3abpyAHEHHSA BCiX 3pa3KiB Uy peareHTiB BignoBigHO 4O MiCLLEEBMX HOPM.

16. NOACHEHHA TPA®IYHUX CUMBOJIIB

[T 3BepHiTbCA A0 IHCTPYKLii no /Hf TemnepaTypHun
3aCTOCYBaHHIO pexum
Kog naprii g TepMiH npupgaTHoOCTI
[iarHOCTNYHUI peareHT
IVD CE-mapKyBaHHA
In Vitro c € Py
o] [ata Bupo6HMLUTBa ‘C‘I% bionoriuHi pu3nkn
ud BUpO6HIK ﬁ 06’em
Mictutb goctaTHbO AnA AWe He nigpaBaTn BNAnBy
\/ S )
< n>TecTiB COHAYHUX MPOMEHIB
® He BukopucroByBatun 36epiratvi B Cyxomy
NOBTOPHO T micui
YnoBHOBaKeHWN
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17. NMOCUNIAHHA
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18. METPOJIOINYHA NMPOCTEXYBAHICTb
Habip npoctexyetbca 3a TectoBum Habopom ana BusHaueHHAa AMI (EIXJA),
BMroTOBJIeHMM KoMnaHieto Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALIA
AKWwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BigAiny nicNANPoAaxHoro
ob6cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpoayktn  Genrui  (ImyHodnyopecueHuida) npusHayeHi pana pobotn B
aBTOMaTM30BaHUX nabopaTopiAx, fAKi CymiCHi 3 aHani3aTopom KinbKicHOro
imyHonoriyHoro aHanisy FA20 / FA30/FA50i FA120.

[Ina BaWoOro KOHKPETHOro npunafy Moxe OyTun po3pobneHa nporpama;
3BEpPHITbCA 40 PO3AiNy NPO NPWNaAN Ha HalwoMmy Beb-caiTi.



I BUPOBHUK

Genrui Biotech Inc.

TEHPYY BIOTEK IHK.
4-10F, Building 3 4-10@, bygisna 3
Geya Technology Park, TexrosnoriyHmii [apk [ea

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

PavioH yaHmiH, 518106
LlleHbyxeHb, Kuravi
Ten.: + 86-755-26835560
QaKc: + 86-755-26678789
e-nowura. info@genrui-bio.com

Web: www.genrui-bio.com Beb: www.genrui-bio.com

olAMEs

Trade

YMOBHOBAMEHUW MPEACTABHUK B YKPAIHI

TOB «[JIAMEB TPEVIf»
Bys1. CumoHa lMetsiopuy, 6y4. 25
M. IBaHO-@DpaHKiBCbK, 76014, YKpaiHa
Ten.: +38 (0342) 775 122
e-nowra: info@diameb.ua
www.diameb.ua

& CE€ D] 4™

3
[epernagay AHApivi Tpukiwa



