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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 HasBa: TecT-Habip Aana
(ImyHodnyopecueHuin).

Toprosa Hasga: PCT.

(PCT)

BMU3HaueHHA [poKanbLUTOHIHY

2. MaKyBaHHA
Cneumdikauis 1: 25 TecTiB/Habip KaT. N: 52026007
Cneumdikauia 2: 50 TectiB/Habip KaT. N: 52027007

3. Mpu3HayeHHA BUKOPUCTaHHA

[inAa KinbkicHOr O in vitro BU3HaYeHHA BMiCTY NpokanbuuToHiHy (PCT) y cupoBarui,
nnasmi abo UiNbHIN KpPoBi. B OCHOBHOMY BMKOPWCTOBYETbCA B KiiHiUHIl
LOMOMIXHIN fiarHocTuLi 6akTepianbHMX iHPeKUiHUX 3axBoploBaHb. MpoaykT
Npr3HaYeHNN TiNbKN AN1A NPodeciiHOro BUKOPUCTaHHS.

4. MpuHLUMN TeCTYBaHHA

Konun TectoBuin 3pa3ok foAatoTb y NOpT 3pa3ka Ha TecTtosin KapTi, PCT y 3pa3ky
NOEAHYETLCA 3 MULLIAYUM MOHOKIIOHaNbHUM aHTUTINOM aHTU-PCT, Ake 3'eaHaHe 3
KOMMNIEKCOM  h/1yopecueHmHi  4YacmuHKU-aHmumino-aHmueeH. Llen iMyHHWUIA
KOMMNIeKC Aocarae pocnigxkysaHoi ginaHkm (T) y3poBX  HiTpouentonosHoi
MembpaH/ Ta MOEAHYETbCA 3  MOMepPeAHbO  HAHeCeHUM  MULLaYnM
MOHOKJTOHaNIbHUM aHTUTINOM aHTW-PCT, iHTEHCKBHICTL 1oro ¢nyopecueHwii
nponopuiina Bmicty PCT y 3pa3Ky, a pelwTa aHTUTina B MNOEAHAHHI 3
bnyopecLeHTHMM  YacTMHKaMK  [OCAra€e  30HU KoHTpono saAkocti (C) i
NOEAHYETbCA 3 MONepefHbO HaHeCeHUM KO3AYMM aHTU-Muwaumm IgG. Akwo
3pa3ok He mictuTb PCT, Ha TecToBI AinaHui (T) He 3'ABUTbCA dnyopecueHLl.

5. OCHOBHi KOMNOHEHTU Ta fO0AATKOBe HeobXiaHe o6nagHaHHA

TectoBui Habip cKnapaeTbcA 3 TeCTOBOI KapTW, MarHiTHoi KapTu, 6ydepa 3

LiNnbHOI KPOBI Ta iIHCTPYKLii.

1)  TecToBa KapTa CKNAfJAETbCA 3 KOPMNYCY KapTy Ta TeCT-CMYXKKW. TeCT-CMy»Ka
MICTUTb MOWAAKy ANA 3pa3ka, CKNOBOJMIOKHO (MOKpWTe KOH'loratamu
¢dnyopecueHTHi YacTuHKK-aHTutina PCT), membpaHy Hitpouentonosmn (NC)
(tecToBa o6nactb (T) NOKPUTA MOHOKIOHaNbHVUM aHTuTinom PCT, obnactb
KoHTponto AkocTi (C) NOKprTa KO3A4YMM aHTU-MULWaYnm 1gG), BCMOKTYOUMI
nanip Ta nnactuHy 3 MBX.

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

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

Genrui Biotech Inc.

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

7. CneuianbHi ymoBM 36epiraHHA Ta TpaHCNOPTYBaHHA

1)  TectoBuii Habip MoOXHa 36epiratu nmpu Temnepatypi 2-30 °C, makeT 3
anomiHieBoi donbru B repMeTMYHOMY CTaHi ZiicHWi 18 Micauis, nicnA
BiAKPWTTA BiH AiNCHWIA NpOTArom 1 roguHn.

2) TpaHcnopTyBaTk npu Temnepatypi 2-30 °C.

8. Bumoru fo 3paskiB
1) OnTManbHWIA 3pa3oK - CBiXKa HeremosisoBaHa CMpoOBaTKa, Mnasma abo

UinbHa KpoB. PeKOMEHAOBaHO BWKOPUCTOBYBAaTM BEHO3HY  KPOB,
pesynbTaTi 3 iHWKWMKU PiAMHaMK Ta 3paskamy OpraHisamy MoxyTb GyTu
HETOUHUMMW.

2) BuKoHalTe TecTyBaHHA 3pa3ka MpPOTAromM 24 roAuvH nNpu KiMHaTHIN
Temnepatypi nicns 3abopy 3pa3ka. 36epiraTm cupoBaTKy i nnasmy B
XONoAWNbHUKY npu 2-8 °C He 6GinbLue 7 AHIB i 3aMOpPOXyBaTU HKYe -18 °C
He 6inbwe 1 Micaua. 3pa3oK UiNbHOI KPOBi He cChifi 3aMOpPOXyBaTu,
36epiratu il npm 2-8 °C He GinbLue 7 JHiB.

3) [oBectn 3pa3kum QA0 KIMHaTHOI TemnepaTypyu nepef TecTyBaHHAM.
3aMoOpoXeHi  3pa3ku  nepef  BUKOPUCTAHHAM  MOTPIGHO  MOBHICTIO
PO3MOPOXKeHi,  NigirpiTi i nepemiwaHi, yHWKakTe  MNOBTOPHOrO
3aMOpPOXyBaHHA Ta BiATaBaHHA.

4) [InAa TecTyBaHHA PEKOMEHAYETbCA BMKOPUCTOBYBATM CUpOBaTKy abo
nnasmy noannn. EDTA pekomeHAy€eTbCA BUKOPUCTOBYBATH AK KOAryNaHT.

9. Mpouenypa TecTyBaHHA

YBaHO MpounTaniTe iHCTPYKUil0O nepen TUM, AK KOPUCTYBAaTUCA TeCTOBUM
Habopom i cyBOpO AOTPUMYMNTECb IHCTPYKLUii, W06 3abe3neynTn HagiliHi
pe3ynbtatv. lepea BMKOPUCTaHHAM BCi peareHTW [AoOBefiTb A0 KiMHATHOI
Temnepatypu (18-25 °C).

1) 3anyck: KnauHite STD Mode/Pexxum STD y ronoBHOMY MeHIO AnA BXOAy B
BUMIpPIOBaNIbHUA  iHTepdeiic, HaTUCHITL [tem/Enemenm, wo6 BubpaTn
NOTPiOHNIA TeCTOBUI enemeHT, i HaTUCHITL Type/Tun, wob BubpatTn TVN
3paska.

2)  KnauHitb Ha Lot No./Homep noma, o6 yBiT B iHTepdenc 3unTyBaHHA
KapTW, MOMICTITb MarHiTHy KapTy BiANOBIAHOIO enemMeHTa B 30HY MarHiTHol
iHAYKUil, Konn nouyeTe 3BYK "Ai", MarHiTHa KapTa 3uuTaHa YCnilWHo;
nepesipTe, YN € MarHiTHa KapTa Ta TecToBa KapTa 3 Ti€i » camoi napTii
(MpwnmiTka: PeareHTV nonepeaHbo KanibpyoTbCs, a KOHKPETHI NapameTpun
KpUBOI KanibpyBaHHA ANA KOXHOI MapTii peareHTiB 36epiraTbcAa Ha
MarHiTHin KapTi).

3)  Bipbip 3pas3kis:

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

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

4)  BcraBTe TecTOBY KapTy Y TeCTOBUIA C/IOT aHanisatopa (KiHeLb NopTy 3paska
cnpAMoBaHWin - BcepefuHy). HatucHite  Measure/Bumipumu, npunag
aBTOMATMYHO BM3HAUUTb 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. JoBiakoBwuii iHTepBan
PedepeHTHUMI piana3oH: < 0,5 Hr/mi.

11. NoAcHeHHA pe3ynbTaTiB TECTY

1)  Konu Ha KoHTponbHiin pinaHui (C) 3'ABRATbCA GNyopecUeHTHI CMYXXKHU,
aHasi3aTop aBTOMaTUYHO BUABUTL dryopecLeHLio Ta MpoaHai3ye TecToBy
KapTy, a NOTiM HaAacTb KiNbKiCHi pe3ynbTaTy.

2)  AKwo 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



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 nepesuyloTb 100 Hr/mn, npwunag
nokasye > 100 Hr/mn, Konu pesynbTaTu TecTyBaHHA MeHwe 0,1 Hr/mn,
npunag nokasye < 0,1 Hr/mn. fKWo pe3ynbTaT MNepeBuLLy€E NiHINHNN
Ziana3oH, npvnag Bigobpaxae bGinblue NiHiHOI BepXHbOI Mexi abo MeHLue
NiHINHOT HWXHBbOT MeXi. Mepwmnin MOXHa PO3BECTV CONbOBOIO BOAOK Ha
Line KpaTHe 4Mcno nepepn BUMPOOYBaHHAM, MOMHOXUBLLM pe3ynbTaT Ha
koediuieHT po3BefeHHA.

4)  Uen tectoBuin Habip He aae Xyk-epekTy B Mexkax 1000 Hr/mn.

12. Mexa BnABneHHA

1) Uen TectoBuii Habip NpusHaueHnii nve Ansa AiarHOCTUKK in vitro.

2)  YytnusicTb UbOro metofy ctaHoBMTb 0,1 HI/MA, He peKoMeHAyeTbcA AnA
PaHHbOI fiarHOCTMKM NOKa3aHb.

3)  [HiarHocTurKa Ta NnikyBaHHA He MOXYTb MOKaaaTUCA NULLe Ha Liei pe3ynbTat
TeCTy; HeoOXiZHO BpaxoByBaTW KIiHIUHY icTOpilo Ta iHWI pe3ynbTaTn
nabopatopHux pocnimkeHb. KoxHin nabopatopii  pekomeHZyeTbcA
BCTAHOBWUTWN BNacCHWA KOHTPOJSIbHUIA Aiana3oH Ha OCHOBI BUABNEHOI
nonynAuii NauieHTiB.

13. InTepdepyioui peuoBMHN

1)  Temorno6iH, 6inipy6iH, xonectepwH, Tpuriiuepuaw, aHtutina HAMA Ta
peBMaToifHUI $aKTop y 3pa3Kax MOXyTb BMAMBATU Ha pe3ynbTaTu TecTy,
rPaHNYHO JOMYCTUMI KOHLUeHTpauii remornobiHy - 5 r/n, 6inipy6iHy - 2
Mr/Mn, XonectepuHy - 15 mr/mn, Tpurniuepumgis - 30 mr/mn, aHtutina HAMA -
40 Hr/mn, peBMaToigHuiA pakTop - 525 MO/mn.

14. MoKa3HUKN NPOAYKTUBHOCTI Ha6opy

1) YymnusicTb aHanisy: < 0,1 Hr/mn.

2)  [HianasoH niHinHocTi: 0,1-100 Hr/mn (koediuieHT NiHINHOT KopenAauii: r >
0,990)

3)  TouHicTb BUMiptOBaHHSA: NOBTOPIOBaHiCTb: CV < 15%, BifHOCHE BigXu1NeHHA
MiX NapTiAaMu TectoBoro Habopy (R) < 15%.

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

5)  IHTepdepeHUinHMI TecT: -15% < 3MmiweHHA % < + 15%.

15. 3axoaun 6e3nekn

1) Micna BiZKPUTTA BUKOPMCTOBYIATE TECTOBI KapTy AKOMOTa LBMALLE, Wob He
[OMNYCTUTU NOTPANNAHHA BONOrn. He BUKOPWCTOBYWiTe MOBTOPHO TECTOBI
KapTu.

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

3)  [ns pevyoBuWH, WO MICTATb Axepena iHpeKuii abo Nigo3pleTbeA, WO BOHM
MIiCTATb  [pKepena iHOeKUii, NOBWMHHI OyTWM HanexHi npoueaypu
3abe3neyeHHn biobe3sneKu. 3BepHiTb yBary Ha Taki NTaHHA:

a.  BpsraiiTe pykaBMuYKM nig yac po6oTy 3i 3pa3kom abo peareHToM.

b.  MNpopesiHdbikynTe po3nnTMI 3pa3oK abo peareHT Ae3iHdiKyounum
3aco6om.

c.  [JesiHikyiiTe abo noBoabTecs i3 MOTEHUIMHUMMK [Kepenamu
3abpyAHEHHA BCiX 3pa3KiB UM peareHTiB BiAMOBIAHO 4O MiCLLEBUX
HOPM.

16. MosAcHeHHA rpadiyHNX cMMBONIB
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17. NoBiakoBa nitepatypa

1) Simon P, Milbrandt EB, Emlet LL. AHTM6iOTMKKN, KepoBaHi
MpokanbyMToHIHOM, NpY Baxkkomy cencuci. Crit Care 2008; 12(6): 309.

2)  CaitmoH J1, ToBiH ®, Ampe [IK Ta iH. MpoKanbLWTOHIH y cMpoBaTLi KpoBi Ta
piBeHb C-peakTuBHOro 6inka fK Mapkepu 6akTepianbHOI iHeKuii:
cucTemaTuyHUI ornsag Ta metaaHanis. Clin Infect Dis. 2004, 39 (2): 206-217.

3)  MaiicHep M. MpokanbuynToHiH (PCT) - HOBWUI iHHOBAUiMHWIA MapamMeTp
3apaxeHHA. bioximiuHi Ta KniHiuHi acnektwn, Thieme Stuttgart, New York
2000, ISBN: 3-13-105503-0.

18. MeTponoriuyHa NnpocTexyBaHiCTb
Habip npoctexeHo pfo TectoBoro Habopy @ana [pokanbuutoHiHy (PCT),
BurotosneHoro ¢ipmoio Roche Diagnostic GmbH.

19. JoBiakoBa iHpopmauia
AKWo BaM MOTpiGHA AoMoMora, 3B'AXKITbCA 3 BigAINOM NiCNANPOAAXKHOTO
06cnyroByBaHHs.

20. BUpo6HMK

Genrui Biotech Inc.
Appeca: 4-10F, 6yanHok 3, Geya Technology Park, paiioH lyaHmiH, 518106,
LLleHbYKeHb, Knutain.
Be6: www.genrui-bio.com

21.Mpunagw Ta nporpamn

ImyHodnyopecueHTHi npopyktn  Genrui, npu3HauveHi gnAa  pobotn B
aBTOMaTM30BaHOMY /nabopaTOpHOMY CepefoBMLLi, CYMiCHi 3  KiflbKiCHUM
imyHodnyopecueHTHMM aHanizatopom FA50/FA120. Moxnuso, € po3pobneHa
nporpama na KOHKPEeTHOro iHCTPyMeHTY, BiBiganTe po3gin iHCTPYMEHTIB Ha
Hallomy Be6-caiiTi.

Wellkang Ltd

Suite B, 29 Harley Street
LONDON, W1G 9QR, UK.
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