AIATHOCTUYHUN HABIP

AnAa BUSHAYEHHA BMICTY CK-MB
(IMYHOO®NTYOPECLIEHLIA)

P04.03.109255-00, CK-MB (CK-MB) Test Kit

(Immunofluorescence)
Kam. Ne :P04.03.109255-00 Bepcis A/1
BupobHuk  :Genrui (Kumaii)

OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicekotlo Mosolo, 8kadeHol 8 Habip. Homep i dama eepcil
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1. HasBa npoayKkty

3aranbHa Ha3Ba: TecT-Habip AnA BM3HaueHHA I130eH3uMy-MB KpeatuHKiHasm (CK-
MB) (ImyHodnyopecueHuin).

Toprosa Ha3Ba: CK-MB.

2. MaKyBaHHA
Cneumndikauis 1: 25 TecTiB/Habip
Cneumdikauis 2: 50 TecTiB/Habip

Kart. N2: 52026009
Kart. N2: 52027009

3. Mpu3HayeHHA BUKOPUCTaHHA

Ina KinbkicHoro in vitro BusHaueHHAa BmicTy CK-MB B cupoBatuyi, nnasmi abo
LiNbHiN KPOBI.

B OCHOBHOMY BUKOPUCTOBYETHCA B KAiHIUHIA AONOMIXKHOI AiarHoCTULi iHpapKTy
MioKapga, mionarii Ta iHLUMX 3aXBOPIOBaHb.

MpoayKT Npu3HayeHuii TiNbKK Ans NPodecinHOro BUKOPUCTaHHS.

4. MpuHLUMN TeCTYBaHHA

Konun TectoBuin 3pa3ok AofaloTb Yy NOpT 3paska Ha Tectosi KapTti, CK-MB y
3pasKy NOEAHYETbCA 3 MULWAYNUM MOHOKNOHAaNbHUM aHTUTINoM aHTn-CK-MB, ake
3'elHaHe 3 KOMMJIEKCOM (pr1yopecyeHmHi 4acmuHKu-aHmumino-aHmuezex. Llen
iMyHHUIN ~ KOMMeKc — pocarae  pgocnigkyBaHoi  ginaHkm  (T)  y3poBX
HITPOLIENoNO3HOI MeMOpaHMW Ta MOEQHYETbCA 3 MOMEPeAHbO HaHeCeHVM
MULWAYMM  MOHOKIOHANbHUM aHTUTINOM aHTU-CK-MB, iHTEHCMBHICTb 1oOro
dnyopecueHuii nponopuiiiHa BmicTy CK-MB y 3pa3Ky, a pelTa aHTUTIna B
No€eAHaHHI 3 GnyopecLeHTHMIN YaCTUHKaMM BOCAra€ 30HM KOHTponto aAkocTi (C) i
NOEAHYETbCA 3 MONepeAHbO HaHECEeHUM KO3AYMM aHTU-Muwauvmm IgG. Axwo
3pasok He micTuTb CK-MB, Ha TecToBiln AinaHUi (T) He 3'ABUTbCA dnyopecueHLii.

5. OCHOBHi KOMNOHEHTU Ta fO0AAaTKOBe HeobXigHe o6nagHaHHA

TecToBuin Habip cKNafgaeTbCs 3 TECTOBOI KapTy, MarHiTHOT KapTw, 6ydepa uinbHol

KPOBI Ta iIHCTPYKLil.

1)  TecToBa KapTa CKNAfAETbCA 3 KOPMYCY KapTy Ta TeCT-CMYXKKW. TeCT-CMyXKa
MICTUTb MOWAAKY ANA 3pas3ka, CKNOBOJIOKHO (MOKpWTe KOH'loratammu
dnyopecueHTHI  yacTuHKK-aHTUTING CK-MB), mMembpaHy HiTpouenionosun
(NC) (tectoBa obnactb (T) NnOKpuTa MOHOKNOHaNbHUM aHTuTinom CK-MB,
obnactb KoHTponio AkocTi (C) MoKpuTa KO3AYMM aHTU-Muwauum IgG),
BCMOKTYIOUMIA Nanip Ta nnactuHy 3 MNBX.

Cxema BUrnAga€e HaCTynHMM YNHOM:

Sample Fluorescent
pad particles-antibody
conjugates C Absorbent paper

) | |

PVC plate T

NC membrane

------------- + Chromatography direction

MpuHunnosa cxema TEeCT-CMYXKN

Mepeknaday 3eneHcokaT. |.

2) MarHiTHa KapTa: 3aBaHTaXyeTbcs iHpopmMaLia Npo KanibpysanbHy KpuBy
ONA peareHTiB 3 Li€lo napTi€to.

3)  Bydep UinbHOT KPOBi: OCHOBHUM KOMMOHEHTOM € docdaTHuin 6ydep (PBS).
4)  O6napgHaHHA: 3acTOCOBYETbCA 3  AHanizaTopom [AnAa  KifbKicHOro
imyHodnyopecLieHTHoro aHanisy FA50/FA120 BupobHuLTBa KOMNaHil

Genrui Biotech Inc.

6. Heo6xigHi akcecyapwm, AKi He NocTayalTbCA 3 HAGopom
1) NineTkn Ta HAKOHEUYHNKK AnA nineTok: 100 MK,
2) Tainmep.

7. CneuianbHi ymoBM 36epiraHHA Ta TpaHCNOPTYBaHHA

1) TectoBuin Habip MoxHa 36epiratn npu Temnepatypi 2-30 °C, nmaket 3
antomiHieBoi donbrm B repMeTMYHOMY CTaHi AiicHui 18 micauis, nicna
BiAKPWTTA BiH AINCHWUI NPOTAromM 1 roanHu.

2) TpaHcnopTyBaTy Npu Temnepatypi 2-30 °C.

8. Bumoru go 3paskis
1) OnTUManbHWUiA 3pa3oK - CBiXKa Heremosli3oBaHa CMPOBAaTKa, Miasma abo

UinbHa KpoB. PeKOMEHAOBaHO  BMKOPUCTOBYBATW BEHO3HY  KpOB,
pe3ynbTatv 3 iHWUMK pigMHaMK Ta 3paskamu OpraHisMy MOXyTb 6yTu
HETOUHUMN.

2) BuKoHalTe TecTyBaHHA 3pa3ka MNpPOTAromM 24 roAvH npu KiMHaTHIN
Temnepatypi nicns 3abopy 3paska. 36epiratu cuMpoBaTtKy i nnasmy B
X0noAnnbHUKY npu 2-8 °C He 6GinbLue 7 AHIB i 3aMOpoXKyBaTn HuKYe -18 °C
He 6inbwe 1 micAus. 3pa3oK UiNbHOI KPOBI He cChif 3amMOpOXyBaTu,
36epirati il npu 2-8 °C He Ginblue 7 gHiB.

3) [doBectn 3pa3km QA0 KIMHaTHOI TemnepaTypyu nepep TecTyBaHHAM.
3aMopoXeHi  3pa3kM  nepef  BUKOPUCTAHHAM  MOTPIGHO  MOBHICTIO
PO3MOpOXKeHi,  NigirpiTi i nepemiwaHi, yHWKakTe  MOBTOPHOrO
3aMOpPOXYBaHHA Ta BiATaBaHHA.

4) [InAa TecTyBaHHA PEKOMEHAYETbCA BUKOPUCTOBYBATM CUpOBaTKy abo
nnasmy noanHn. EDTA pekomeHAy€eTbCA BUKOPUCTOBYBATH AK KOArynaHT.

9. Mpouepypa TectyBaHHA

YBaXHO MpounTaniTe IHCTPYKUilO nepen TUM, AK KOPWUCTYBAaTUCA TeCTOBUM
Habopom i CyBOpO AOTPUMYMTECb iHCTPYKLUii, WO6 3abe3neynTn HagiliHi
pe3ynbtatv. lepea BMKOPUCTaHHAM BCi peareHTW [AoBefiTb A0 KiMHATHOI
Temnepatypu (18-25 °C).

1) 3anyck: KnauHite STD Mode/Pexxum STD y ronoBHOMY MeHIO AnA BXOAy B
BUMIpIOBaNbHWIA  iHTepdeiic, HaTucHiTb [tem/EnemeHm, wo6 BuGpaTh
NOTPiIGHUIA TECTOBUIA enemeHT, i HaTUCHITb Type/Tun, Wo6 BmbpaTy TMN
3paska.

2) KnauHitb Ha Lot No./Homep noma, wob6 yBiTn B iHTepdenc 3umTyBaHHA
KapTW, NOMICTITb MarHiTHy KapTy BiAiNOBIAHOIO enemMeHTa B 30HY MarHiTHol
iHOyKUii, Konu nouyeTe 3BYK "Ai", MarHiTHa KapTta 34MTaHa YCMilWHO;
nepesipTe, YN € MarHiTHa KapTa Ta TeCTOoBa KapTa 3 Ti€i X camoi napTii
(MpwnmiTka: PeareHTV nonepeaHbo KanibpyloTbCs, a KOHKPETHI NapameTpun
KpWBOI KanibpyBaHHA [NA KOXHOI MapTii peareHTiB 36epiraloTbcA Ha
MarHiTHin KapTi).

3)  Bipbip 3pa3kis:

a) Cuposatka/nnasma: BisbmiTb 100 MKn cupoBaTKu abo nnasmu,
OnycTiTb BEpPTMKaNbHO 6e3nocepeHbO [0 NMOPTY 3pa3ka Ha TecToBii
KapTi Ta nounHawnTe BigniKk vacy.

b) LUinbHa Kpos: Bisbmitb 100 MKN UiNbHOI KpPOBi, OMyCKalTb
BepTUKanbHO Ge3nocepefHbO B MOPT 3pas3ka Ha TeCTOBii KapTi, a
noTim fofanTe oaHy Kpannio 6ydepa 3 LinbHOI KpoBi O NOPTY 3pa3ka
i nounHanTe BigNiK vacy.

4)  BctaBTe TecTOBY KapTy Y TeCTOBWI CIOT aHanisaTopa (KiHeLb NopTy 3paska
cnpAMoBaHWin - BcepefuHy). HatucHitb  Measure/Bumipumu, npunag
aBTOMATMYHO BM3HAUYUTb i PO3APYKYE pe3ynbTath Yepes 15 xeunuH (AKwo
BUKOpUCTOBY€ETbCA Fast Mode/lllsudkuli pexum, BUTpUManTe 15 XBUMWH i
LUBMAKO BCTaBTe TECTOBY KapTy B TECTOBUIA CNIOT aHasi3aTopa).

10. JoBigkoBwuii iHTepBan
PedepeHTHUI pgianazoH CK-MB: < 5 Hr/mn

11. NoAcHeHHA pe3ynbTaTiB TECTY

1)  Konu Ha KoHTponbHiin pinAHui (C) 3'ABRATbCA GNyopecUeHTHI CMYXKKH,
aHasi3aTop aBTOMaTUYHO BUABUTL dryopecLeHL o Ta MpoaHai3ye TecToBy
KapTy, a NOTiM HaAacTb KiNbKiCHi pe3ynbTaTy.

2)  fKwo Ha KOHTPOsbHii AinaHui (C) He 3'ABNATLCA GryopeCcUeHTHI CMYXKN,
aHanisaTop He MOXe aBTOMAaTUYHO BUABWTW ¢nyopecLieHLilo Ta BUAAE
riornepeAXxeHHs, BKasytloun Ha Te, Lo onepaLia HeBipHa abo TecToBa KapTa



MOLIKO/PKEH3; Y LibOMY BUMaAKy YBaXKHO MpounTanTe iHCTPYKLIlo Lie pa3 i
BUKOHalTe TeCTyBaHHA 3 HOBOIK TECTOBOIO KapTol, AKLIO npobrnema Bce-
TaKu iCHY€, HeranHo NPUMUHITb BUKOPUCTOBYBATU NPOAYKTY Li€l napTii Ta
3BEePHITbCA 1O CBOrO NoCTavyanbHMKa.

3) Konu pesynbTaTy TecTyBaHHA 3pa3ka nepesuiyioTb 100 Hr/mn, npwunag
nokasye > 100 Hr/mn, Konu pesynbTaTu TecTyBaHHA MeHwe 0,3 Hr/mn,
npunap nokasye < 0,3 Hr/mn. fKWO pe3ynbTaT MepeBuLLy€E NiHIAHNN
niana3oH, npvnag Bigobpaxae bGinblue NiHiNHOI BepXHbOI Mexi abo MeHLue
NiHINHOT HWXHBOT MeXi. Mepwmnin MOXXHa PO3BECTU CONbOBOIO BOAOK Ha
Line KpaTHe 4Mcio nepep BUMPOOYBaHHAM, MOMHOXUBLLM pe3y/bTaT Ha
KoedilieHT po3BefeHHA.

4)  Uen tectoBuin Habip He aae Xyk-epeKkTy B Mexkax 500 Hr/mn CK-MB.

12. Mexa BnABneHHA

1) Uen TectoBuii Habip NpusHayeHui nvwe Ansa AiarHOCTUKK in vitro.

2)  [iarHocTunKa Ta nikyBaHHA He MOXYTb MOKaaaTUCA NULLe Ha Liei pe3ynbTaT
TeCTy; HeoOXiHO BpaxoByBaTW KIiHIUHY iCTOpilo Ta iHWI pe3ynbTaTn
nabopatopHux pocnigkeHb. KoxHin nabopatopii  pekoMeHAyeTbcA
BCTAHOBWUTW BNacHWA KOHTPOJNIbHUIA [Aiana3oH Ha OCHOBI BUABNEHOI
nonynAyii NauieHTiB.

13. InTepdepyioui peuoBMHN

1)  Temorno6iH, 6inipy6iH, xonectepwiH, Tpurniuepuay, aHtuTina HAMA Ta
peBMaToifiHNI GaKTOp Y 3pa3Kax MOXYyTb BMNAVMBATU Ha pe3ynbTaTu TecTy,
rPaHNYHO AOMYCTUMI KOHUeHTpaLii remornobiHy - 5 r/n, 6inipy6iHy - 2
Mr/MA, XxonectepuHy - 15 mr/mn, Tpurniuepumgis - 30 mr/mn, aHtutina HAMA -
40 Hr/mn, peBMaToigHuiA pakTop - 525 MO/mn.

14. MoKa3HUKN NPOAYKTUBHOCTi Ha6opy

1) Yytnusictb aHanisy: CK-MB: < 0,3 Hr/ma.

2)  [Hiana3oH niniHocTi: CK-MB: 0,3-100 Hr/mn (koedilieHT niHinHOI Kopenauii:
r=0,990)

3)  TouHicTb BUMiptoBaHHA: MosToptoBaHicTb: CV < 15%, BifHOCHE BigX1NeHHA
MiXX NapTiaMu TectoBoro Habopy: (R) < 15%.

4)  TouHicTb: -15% < 3MiweHHs % < + 15%.

5)  IHTepdbepeHuiiHni TecT: -15% < 3MiweHHA % < + 15%.

15. 3axoamn 6e3nekn

1) Micna BiZKPUTTA BUKOPUCTOBYIATE TECTOBI KapTy AKOMOTa LBMALLE, Wob He
[ONyCTUTM NOTPaniAHHA BONOrK. He BMKOPUCTOBYITE MOBTOPHO TeCTOBI
KapTu.

2)  KoMnoHeHTM TecToBOro Habopy pisHUX NapTiii He MOXHa BUKOPUCTOBYBATU
ONA 3aMiHn.

3)  [nA peyoBuH, WO MICTATb AKepena iHdeKLUii abo Migo3ploeTbCs, WO BOHU
MIiCTATb  [pKepena iHOeKUii, NOBWMHHI OyTWM HanexHi npoueaypu
3abe3neyeHHn biobesneKn. 3BepHiTb yBary Ha Taki NUTaHHA:

a.  BparaiiTe pykaBuyKkm nig yac po6oTu 3i 3pa3kom abo peareHToMm.

b.  MpopesiHdikyiTe po3nnTuiA 3pa3ok abo peareHT fe3iHiKyUM
3aco6om.

c.  [JesiHdikyiiTe abo noBoabTeca i3 MOTEHUIMHUMMK [Kepenamu
3abpyaHeHHsA BCiX 3pa3KiB Uy peareHTiB BiAMOBIAHO 4O MiCLIEBUX
HOPM.

16. MosAcHeHHA rpadiyHnX cumBonis

3BepHiTbCA Ao IHCTPYKLiT J/ .
[ 0 3CTOCYBANHIO TemnepaTypHuit pexim
Ne noTy g TepmiH npuaaTHOCT
) [iarHoCTUYHMI peareHT In c € CONFORMITE
Vitro EUROPEENNE
e [JlaTa BUPOBHULTRA fsﬂla\ BioHe6e3neka
wld Bupo6Hnk ﬁ O6’em
W MicTntb goctaTHbO ANA e He nigpasatv Bnnusy
< n> TecTiB %R‘ COHAYHMX MPOMEHIB
® He BuKkopwucToByBatin - 36epirati y TeMHOMY
NOBTOPHO T CYXOMY MicLi
YnoBHOBaKeHN
[Ec [rer NPeACTaBHUK Y Kar. Ne
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17. NoBiakoBa nitepatypa

(1) WrenH B. KpeaTnHkiHaza (3aranbHa akTUBHICTb), i30depMeHTH KpeaTnHKiHa3n
Ta BapiaHTu. En: Tomac J1, pep. Kniniuna nabopatopHa giarHoctuka. OpaHkeypT:
TH-Books Verlagsgesellschaft; 1998.c.71-80.

18. MeTponoriuHa NnpocTexxyBaHiCTb
Habip npocTexxeHo Ao TecToBOro Habopy KpeaTnH-KiHa3a-isoeH3um-MB (CK-MB),
BurotosneHoro ¢ipmoto Siemens Medical Diagnostic Co., Ltd.

19. floBiakoBa iHpopmauis
flkwo Bam MOTpiGHa JAornomora, 3B'AXKITbCA 3 BigAiNOM nicnANPOAaXKHOro
06CNyroByBaHHs.

20. Bupo6Huk

Genrui Biotech Inc.
Appeca: 4-10F, 6yauHok 3, Geya Technology Park, paioH lyaHmiH, 518106,
LLleHbuKeHb, Kntain.
Be6: www.genrui-bio.com

21.Mpunagw Ta nporpamn

ImyHodpnyopecueHTHi  npopykTn  Genrui, npu3HaveHi anAa  pobotn B
aBTOMaTM30BaHOMY nabopaTOpHOMY cepefoBULLi, CYMICHI 3  KiflbKiCHUM
imyHodnyopecueHTHUM aHanizatopom FA50/FA120. MoxnuBo, € po3pobneHa
nporpama fna KOHKPEeTHOro iHCTPYMeHTY, BiABiganTe po3fin iHCTPYMEHTIB Ha
Hallomy Be6-caiiTi.

Wellkang Ltd

Suite B, 29 Harley Street
LONDON, W1G 9QR, UK.
www.CE ing.EU
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