AIATHOCTUYHUN HABIP

AnAa BUSHAYEHHA MIOTNTOBIHY
(IMYHOO®NTYOPECLIEHLIA)

P04.03.109019-00, Myoglobin (Myo) Test Kit

(Immunofluorescence)
Kam. Ne :P04.03.109019-00 Bepcia A/2
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 Bu3HaueHHA MiornobiHy (IMyHodnyopecueHuin).
Toprosa Ha3Bsa: Myo.

2. MaKyBaHHA
Cneumdikauia 1: 25 TectiB/Habip KaT. N: 52026003
Cneumdikauia 2: 50 TectiB/Habip KaT. N: 52027003

3. Mpu3HayeHHA BUKOPUCTaHHA

[ina kinbkicHoro in vitro Bu3HaueHHA Miorno6iHy y nnasmi, cupoBaTLi abo LiNnbHin
KPOBI.

B OCHOBHOMY BUKOPUCTOBYETHLCA B KAiHIUHI JONOMIXKHOI AiarHoCTUL iHpapKTy
MioKapga.

MpoayKT Npu3HayeHniA TiNbKK Ans NPodecinHOro BUKOPUCTaHHS.

4. MpuHLUMN TeCTYBaHHA

Konu TectoBumin 3pa3oK goaatoTb y MopT 3paska Ha TecTosiln KapTi, Miorno6iH y
3pa3Ky MOEAHYETbCA 3 MULIAYMM MOHOKIOHANIbHUM aHTUTINOM aHTK-MiornobiH,
AKe 3'€QHaHe 3 KOMMNEKCOM ¢hsIyopecyeHmMHi 4acmuHKU-aHmMuUmMino-aHmMueeH.
Llein iMyHHUI Komnnekc pocArae pocnimpkyBaHoi AinAaHku (T)  y3poBx
HITPOLeNoNo3HOI MeMOpaH/W Ta MOEAHYETbCA 3 MOMEPEAHbO HaHeCeHVM
MWULLAYMM MOHOKIOHANIbHUM aHTUTINIOM aHTU-Miorno6iH, iHTEHCMBHICTbL MOro
dnyopecueHuii nponopuiiHa BmicTy Miorno6iHy y 3pasky, a pelTta aHTWTIN B
noegHaHHi 3 GyopecUeHTHUMI YacTUHKaMu-Kponauum |gG  pgocsra€ 30Hu
KkoHTponto akocTi (C) i NOEAHYETbCA 3 NonepeAHbO HaHECEHMM KO3AUYUM aHTW-
Muwaurm 1gG, Wwob npenctaBMTU JiHiD KOHTPOMIO SKOCT. AKWO 3pa3ok He
MicTuTb Miorno6iH, Ha TecToBil ginsaHui (T) He 3'ABUTbLCA GryopecueHLil.

5. OCHOBHi KOMNOHEHTHU Ta AoAaTKOBE HeobXigHe o6nagHaHHA

TecToBUIA Habip CKnapaeTbcA 3 TECTOBOI KapTW, MarHiTHOi KapTu, 6ydepa 3

LiNbHOI KPOBI Ta iIHCTPYKL;i.

1)  TecToBa KapTa CKNafa€TbCA 3 KOPMYCY KapTh Ta TECT-CMYXKKU. TeCT-cMy»Ka
MIiCTUTb MOWAAKY ANA 3pa3ka, CKNOBOMOKHO (MOKpWTe KOH'toratamu
dnyopecueHTHI YacTUHKK-aHTUTINaG Miorno6iHy Ta KOH'loraToM Kponsayoro
1gG), mem6paHy Hitpouentonosn (NC) (tectoBa obnactb (T) nokputa
MOHOKJIOHaNbHUM aHTuTiIoM Miorno6iHf, obnactb KoHTponio Akocti (C)
NoKpuTa KO3A4NM aHTU-Kponaumm IgG), BCMOKTYOUMIA Nanip Ta NnacTuHy 3
MNBX.

Cxema BUrnAfa€e HaCTynHMM YNHOM:
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2) MarHiTHa KapTa: 3aBaHTaXyeTbca iHGopMaLlia Npo KanibpyBanbHy KpuBy
[ONA peareHTiB 3 Li€lo NapTieto.

3)  Bydep 3 LinbHOT KPOBi: OCHOBHVM KOMMNOHEHTOM € docdaTHumi bydep (PBS).
4)  O6nagHaHHA: 3aCTOCOBYETbCA 3  AHanizaTopom AnA  KinbKicHOro
imyHodnyopecueHTHoro aHanisy FA50/FA120 Bupo6HuLTBa KOMNaHiT

Genrui Biotech Inc.

6. Heo6xigHi akcecyapm, AKi He NocTayalTbCA 3 HAaGopom
1) MineTkn Ta HaKOHEYHWKK AnA ninetok: 100 MK,
2) Taiimep.

7. CneuianbHi ymoBM 36epiraHHA Ta TpaHCNOPTYBaHHA

1)  TectoBuii Habip MoxHa 36epiratu npu Temnepatypi 2-30 °C, makeT 3
anomiHieBoi donbru B repMeTMYHOMY CTaHi ZicHuin 18 Micauis, nicna
BiAKPWTTA BiH AiNCHWIA NpOTArom 1 roguHun.

2) TpaHcnopTyBaTk npu Temnepatypi 2-30 °C.

8. Bumoru fo 3paskiB
1)  OnTuManbHWIA 3pa3oK - CBiXKa HeremosnisoBaHa CMpoOBaTKa, Mnasma abo

uinbHa KpoB. PeKOMEHAOBaHO BWKOPUCTOBYBATM BEHO3HY  KPOB,
pesynbTaTi 3 iHWKWMKU PiAMHaMK Ta 3paskamy OpraHisaMmy MoXyTb GyTu
HETOUHUMMW.

2) BuKoHalTe TecTyBaHHA 3pa3ka MNpPOTAromM 24 roAvH npu KiMHaTHIN
TemnepaTtypi nicns 3abopy 3pa3ska. 36epiratii Naasmy B XONOAUIbHUKY Npu
2-8 °C He 6inbLwe 1 gHA | 3aMopoXKyBaTh HKYe -18 °C He Ginblue 1 micaus.
3pa3oK LinbHOI KpOBi He clig 3amopoxkyBaTy, 36epiratu ii npu 2-8 °C He
6inbLie 7 gHiB.

3) [JoBectn 3pa3kum QA0 KIMHaTHOI TemnepaTypu nepef TecTyBaHHAM.
3aMopoXeHi  3pa3ku  nepef  BUKOPUCTAHHAM  MOTPIGHO  MOBHICTIO
PO3MOPOXKeHi,  NigirpiTi i nepemiwaHi, yHWKakTe  MNOBTOPHOrO
3aMOpPOXYBaHHA Ta BiATaBaHHA.

4) [InAa TecTyBaHHA PEKOMEHAYETbCA BMKOPUCTOBYBATM CUpOBaTKy abo
nnasmy noanHn. EATA pekomeHay€eTbcA BUKOPUCTOBYBATW AK KOArynaHT.

9. Mpouenypa TecTyBaHHA

YBaKHO MpounTaniTe IHCTPYKUilO nepes TUM, AK KOPWUCTYBAaTUCA TeCTOBUM
Habopom i CyBOpO AOTPUMYMNTECb IHCTPYKLUii, W06 3abe3neunTn HagilHi
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
BUMIpIOBaNbHWI  iHTepdeiic, HaTucHiTb [tem/EnemeHm, wo6 BubpaTh
NOTPiIGHUIA TECTOBUIA enemeHT, i HaTUCHITb Type/Tun, Wo6 BMbpaTy TUN
3paskKa.

2)  KnauHitb Ha Lot No./Homep noma, o6 yBiT B iHTepdenc 3unTyBaHHA
KapTW, MOMICTITb MarHiTHy KapTy BiAMOBIAHOIO enemMeHTa B 30HY MarHiTHol
iHAYKUil, Konu nouyeTe 3BYK "Ai", MarHiTHa KapTa 3uMTaHa YCniWHo;
nepesipTe, YN € MarHiTHa KapTa Ta TeCTOoBa KapTa 3 Ti€i K camoi napTii
(MpwnmiTka: PeareHTV nonepeaHbo KanibpyloTbCs, a KOHKPETHI NapameTpun
KpUBOI KanibpyBaHHA [NA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3)  Bipbip 3pas3kis:

a) Cuposatka/nnasma: Bizbmitb 100 MK cpoBaTKu abo nnia3mu, BHECITb
BEPTUKaNIbHO MPAMO B MOPT 3pa3ka Ha TeCTOBI KapTi i MOYHITb
BifpaxoByBaTy Yac.

b)  UinbHa Kpos: BizbMiTb 100 MK WifbHOT KPOBI, BHECITL BEPTUKANBHO
6e3nocepeaHbo B NOPT 3pa3Ka Ha TECTOBI KapTi, MicnA yoro fgogante
ofiHy Kpannio 6ydepa 3 LiNbHOI KpOBi B MOPT 3pa3ka i MOYHITb
BigpaxoByBaTy Yac.

4)  BcraBTe TecTOBY KapTy Y TeCTOBWIA C/IOT aHanisatopa (KiHeLb NopTy 3paska
cnpAMoBaHMIn  BcepefuHy). HatucHitb  Measure/Bumipumu, npunag
aBTOMATMYHO BM3HAUYUTb i PO3APYKYE pe3ynbTath Yepes 15 xeunuH (AKwo
BUKOpUCTOBY€eTbCA Fast Mode/lllsudkuli pexum, BUTpUManTe 15 XBUAWH i
LUBMAKO BCTaBTe TECTOBY KapTy B TECTOBUIA CNIOT aHasi3aTopa).

10. loBigKoBUI iHTepBan
PedepeHTHMIN giana3oH: < 58 Hr/mn.

11. NoAcHeHHA pe3ynbTaTiB TECTY

1)  Konu Ha KoHTponbHin pinaHui (C) 3'ABRATbCA GNyopecUeHTHI CMYXXKHU,
aHasni3aTop aBTOMaTUYHO BUABUTL dryopecLeHLito Ta MpoaHai3ye TecToBy
KapTy, a NOTiM HaAacTb KiNbKiCHi pe3ynbTaTy.

2)  AKWo Ha KOHTPObHI AinaHui (C) He 3'ABNATLCA GryopPeCUEHTHI CMYXKN,
aHanisaTop He MOXe aBTOMAaTUYHO BUABWTW ¢nyopecLieHLilo Ta BUAAE
rioriepeiXkeHHs, BKasytoun Ha Te, Lo onepalia HeBipHa abo TecToBa KapTa



NOLIKO/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 NOCTavyanbHMUKa.

3) Konu pesynbTaTy TecTyBaHHA 3pa3ka nepeBulyloTb 400 Hr/mn, npwnag
nokasye > 400 Hr/mn, KOnu pe3ynbTaT TeCTyBaHHA MeHLUe 2 HI/MA, npunag
nokasye < 2 Hr/ma. fKWo pe3ynbTaT nepeBuULLyE MiHINHWN Aiana3oH,
npwnag Bigobpaxae binblue NiHiHOT BepxXHbOi Mexi abo MeHLe AiHinHOT
HUXKHBOT Mexi. [NepLunin MoXxHa po3BeCTn CONTbOBOIO BOAOIO Ha Ljine KpaTHe
yncno nepep BMNPOOYBaHHAM, MOMHOMXMBLIM pe3ynbTaT Ha KoedilieHT
po3BefeHHs.

4)  Uen tectoBuin Habip He aae Xyk-edeKkTy B Mexkax 1500 Hr/mn.

12. Mexa BnABNeHHA

1)  Ueit TecToBWI Habip NpyU3HaYeHWI InLe ANA JiarHOCTWKM in vitro.

2) YyTnuBicTb LbOro meTogy CTaHOBUTb 2 HI/MJI, HE PEKOMEHAYETbCA AnA
PaHHbOI fiarHOCTMKM NOKa3aHb.

3)  [HiarHocTumKa Ta NnikyBaHHA He MOXYTb MOKaAaTUCA NULLE Ha Liei pe3ynbTat
TeCTy; HeoOXiZHO BpaxoByBaTW KIiHiUHY iCTOpil0 Ta iHWI pe3ynbTaTn
nabopatopHux pocnimxkeHb. KoxHin nabopatopii  pekomeHZyeTbcA
BCTAHOBWUTWN BNAacCHWA KOHTPOJNIbHUIA [iana3oH Ha OCHOBI BUABNEHOI
nonynAuii NauieHTiB.

13. IHTepdepyioui peuoBrHMN

1)  Temorno6iH, 6inipy6iH, xonectepwH, Tpuriiuepuaw, aHtutina HAMA Ta
peBMaToifHUI aKTOp y 3pa3Kax MOXyTb BMAMBATM Ha pe3ynbTaTu TecTy,
rPaHNYHO [OMYCTUMI KOHLUeHTpauii remornobiHy - 5 r/n, 6inipy6iHy - 2
Mr/MA, XonectepuHy - 15 mr/mn, Tpurniuepumgis - 30 mr/mn, aHtutina HAMA -
40 Hr/mn, peBMaToigHMiA pakTop - 525 MO/mn.

14. MoKa3HUKN NPOAYKTUBHOCTi Ha6opy

1) YytnusicTb aHanisy: < 2 Hr/mn.

2)  [iana3oH niHinHocTi: 2-400 Hr/mn (KoediuieHT NiHiMHOT Kopenauii: r = 0,990)

3)  TouHicTb BMMiptoBaHHA: MoBToptoBaHicTb: CV < 15%, BigHOCHE BiAXWNeHHA
(R) < 15%.

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

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

15. 3axoamn 6e3nexkn

1)  MicnAa BigKPUTTA BUKOPUCTOBYITE TECTOBI KapTy AIKOMOra LuBuALLe, Wob He
[ONyCTUTW NOTPanNAHHA BONOrK. He BMKOPUCTOBYMTE MOBTOPHO TECTOBI
KapTu.

2)  KOMMOHeHTV TeCTOBOro Habopy pi3HMX NapTill He MOXHa BUKOPUCTOBYBATW
ONA 3aMiHN.

3)  [ns pevyoBuH, WO MICTATb Axepena iHpeKuii abo Nigo3pETbCA, WO BOHU
MicTATb  [xepena iHdeKUii, nNOBMHHI OyTM HanexHi npouenypu
3abe3neyeHHn 6iobe3neKu. 3BepHiTb yBary Ha Taki NTaHHA:

a) BparaiiTe pykaBuuKm nig yac po6oTK 3i 3pa3kom abo peareHTOM.

b) MNpopesiHdbikynTe po3nuTuii 3pa3ok abo peareHT AesiHdikyouum
3acobom.

c) [JesiHdikyiite abo noBoabTeCs i3 MOTEHUIMHAMK  [Xepenamu
3abpyAHEHHA BCiX 3pa3KiB UM peareHTiB BigMoBigHO A0 MicLeBUX
HOpPM.

16. MosAcHeHHA rpadiuyHNX cMMBoONiB

3BepHIiTbCA Ao IHCTPYKLi J/ TemnepaTypHUiA pexim
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17. NoBiakoBa nitepatypa

Ye yingwu, Wang yusan, Shen ziyu. BusHaueHHsA MiornobiHy B cupoBaTLi KpoBi.
HauioHanbHuin LOBIAHWK 3 KNiHIYHNX nabopaTopHux npouenyp (TpeTe BUAaHHsS),
[enaptameHT megnyHoi agmiHictpauii B KHP, c.352-353.

18. MeTponoriuHa NnpocTexxyBaHiCTb
Habip npoctexxeHo fo TectoBoro Habopy ans Miornob6iHy, BUroToBNEHOro
dipmoto Siemens Medical Diagnostic Co., Ltd.

19. floBigkoBa iHpopmauis
flkwo Bam MOTpiGHa [Aornomora, 3B'AXKITbCA 3 BigAiINOM nicNANPOAaXKHOroO
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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YMNOBHOBAXEHUW NPEACTABHUK

TOB «JJIAMEB»
sysn. YopHosona, 97
M. lsaHo-®paHkiscbK, 76005
men.: +38 (0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.com
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