PAKOBO-EMBPIOHAJIbHU AHTUTEH (PEA),
TECTOBUI HABIP (IMYHO®JTYOPECLIEHLIIA)

Carcinoembryonic Antigen (CEA) Test Kit
(Immunofluorescence)

Kam. N2: 52026123 Jama sunycky incmpykuii: 12-12-2022

Bepcis: A/0

OcHOB0I0 _Npu__NposedeHHi _aHanizy € opueiHan _iHCmpykuii
aHenilicekotlo Mosolo, 8kadeHol 8 Habip. Homep i dama eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. HA3BA MPOAYKTY

3aranbHa HasBa: PakoBo-emb6pioHanbHui aHTureH (PEA), TectoBuin Habip
(ImyHobnyopecueHuin).

Toprosa Ha3Ba: CEA

2.MAKYBAHHA
Cneuudikauia 1: 25 TecTiB/Habip KaT. N2: 52026123
Cneuudikauia 2: 50 TecTiB/Habip KaT. N2: 52027118

KoHTponb akocTi (onuinHo):

Cneundikauis: PiBeHb 1: 0.5mn(mL)x 1 Kat.N2: 52105105
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105106
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105107

3. MPU3HAYEHHA TA MOKA3AHHA

[na in vitro KinbKicCHOro BM3HaueHHA piBHA PEA B cnpoBaTui, nnasmi Ta UinbHin
KpoBi noAuHW. KniHiyHO Habip B OCHOBHOMY BWKOPWCTOBYETbCA ANA
CNoCTepEXXeHHA 3a NiKyBasibHUM edeKTOM 3M10AKICHOT NYXMHN, OLiHKN NPOrHO3Yy
Ta MOHITOPVHTY peLnAnBIB TOLLO.

Tinbkn ana npodecinHoro BUKOPUCTaHHA.

4. NPUHLUMN TECTY

Y uboMy aHani3i BUKOPUCTOBYETbCA «CeHABiU»-meToa. licna Toro, AK 3pasku, Wwo
MictATb PEA, NOBHICTIO 3MillaHi 3 PO3UYMHHMKOM 3pa3kiB, BigbupaeTbcA
BiANOBIAHA KiNbKICTb PO34MHY Ta BHOCUTbCA B NYHKY AnA 3pa3kis. PEA y 3pa3ky
3B'A3Y€ETbCA 3 MOHOK/IOHaNbHMM aHTUTINoM PEA, 3'egHaHunm 3 dnyopecLeHTHMU
YacTUHKaMW, 3 YTBOPEHHAM KOMMNeKCy giyopecyeHmHa YacmuHKa-aHmumisno-
aHmueeH. [oTiM Uel iIMYHHUI KOMMEKC XpomaTorpadiuHo nepemillyeTbea
Y3[0BX HiTpOLeNnonosHoi membpaHn Ao 30HU BusHaueHHA (T), 3B'A3yeTbca 3
nonepeAHbO HaHECEeHUM MOHOK/OHaNbHUM aHTUTinom Ao PEA i npoposxye
XpomaTorpadiuHo nepemillyBaTuca B 30HY KoHTponio AkocTi (C). MiuyeHun
bnyopecLeHTHMM YaCTUHKaMM KO3AYMA aHTU-Kponaumin IgG 3B'A3yeTbca 3
nonepeaHbO HaHeceHUM Kponayum IgG i npefcTaBNAE NiHil0 KOHTPOMO AKOCTI.
IHTeHCUBHICTb PnyopecueHLii gocniaxyBaHoi obnacti obepHeHO nponopuinHa
piBHio PEA B 3pa3sky.

5. 0CHOBHI KOMMOHEHTW TA AOAATKOBE HEOBXIAHE OBJIAAHAHHA
TecToBUIA Habip CKNAafaEeTbCA 3 TECTOBOI KApPTW, MArHiTHOI KapTyh, PO3YMHHMKA
3paskKa, KOHTPOJIO AKOCTi (ONUiNHO) Ta IHCTPYKLUii.

1) TecT-KapTa CKNafaETbCA 3 KOPNycy KapTu Ta TeCT-CMy»KW. TecT-CMy»Ka
MiCTUTb NNOLWAAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLIENONO3HY
membpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa KapTa: MicTuTb iHbopMaLiito KprBoi KanibpyBaHHA AnA Uiel napTii
peareHTiB.

3)  Po3umHHMK 3pa3ka: OCHOBHUM iHrpesieHToM € docdaTHO-conboBuii Bydep
(OCB). Moro poznoginsiots no 1.0 ma (ML) Ha NPO6ipKy [N1s KOKHOTO TeCTy.

4)  KoHTponb sKocTi (onuiiiHo): Jliodini3oBaHi MOPOWKN, NPUrOTOBMEHI
CaMOCTIlIHO, B OCHOBHOMY CK/aJaloTbCsl 3 PEKOMOIHAaHTHOro aHTureHa PEA
Ta OCB. YCi BOHM He MICTATb PEUOBUH JIIOACHKOrO MOXOMXEHHS, i €
cneundiyHUMK ans KoxkHo! napTil. LlinboBi 3HaueHHA MOXHa 3HalTM B
CMWCKY UiNbOBUX 3HAYeHb.

5) O6nagHaHHsA: 3acTocoByeTbCA Ha aHanisaropax KinbkicHoro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTtaa Genrui Biotech Inc.

MpyiMiTKa: KOMNOHEHTW HAabOPIB i3 Pi3HKX NAPTI He € B3AEMO3aMiIHHVMU.
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6. HEOBXIAHI AKCECYAPU, LLIO HE NOCTA4YAIOTbCA 3 HABOPOM
1) [o3atopwu Ta HaKOHeYHMKM Ana Hux: 100 mkn (uL).
2) Taimep.

7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCNOPTYBAHHA

1)  TectoBui Habip cnig 36epiratu npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TECTOBMX KapTOK i PO3YMHHMKA 3pasKiB y 3anevyaTaHOMy
BUrnAagdi craHosutb 18 micAuiB. [licna BigkpuUTTA TecToBOi KapTh Ta
pO3uYMHHMKa 3pa3Ka TepMmiH 36epiraHHa ctaHoBUTbL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. flkwo Bonorictb > 65%, Habip cnig
BMKOPUCTOBYBATW Bigpa3sy nicna BigKpUTTA.

2) Hepo3skputuin KA ctabinbHuin npotarom 18 micAuiB (AUB. eTMKETKY LWOAO
KOHKpeTHOI faTtn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C); BigHOBNEHMUN
KA ctabinbHuin npotsarom 6 gHis npwm -20 °C (°C) abo 1 geHb npu 2-8 °C (°C) y
TiHi , i MOXe OyTN OfNH pa3 3aMOPOXKeHNIN/PO3MOPOXKEHNIA.

3) TpaHcnopTyBaHHA: TectoBOro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOIIO AKOCTI - Npwu -25~8 °C (°C).

8.BUMOIun A0 3PA3KA

1)  Haibinblw NpuiiHATHI 3pa3kyM - Ue CBiKa Heremosni3oBaHa CMPOBATKa,
nnasma abo UinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATM 3pa3ok
BEHO3HOI KPOBI, OCKINbKN pe3ynbTaTy 3 iHWUMW PiguHaMK OpraHiamy Ta
iHLWIMMM 3pa3KaMun MOXKyTb 6YT HETOYHUMM.

2)  CuposaTka/nna3sma: MNicna 3ab6opy 3pa3ka cMpoBaTKy C/lig AKOMOora LUBMALLe
BiJOKPeMMTY, W06 YHUKHYTU remonisy. 3 CMpOBATKOKW Ta MNa3Moio
TeCTyBaHHA HEeOOXiAHO BWKOHATW MPOTAroM 6 rOoAMH MpW  KiMHaTHIN
TemnepaTtypi nicna 3abopy 3paska. AKLWO 3pa3kmM He aHani3yTbcA Bigpasy,
36epiranTe ix B xonoaunbHuky npu 2-8 °C (°C) He 6inbwe 7 AHIB i B
3aMOPOXEHOMY CTaHi npu Temnepatypi Huxue -18 °C (°C) He 6Ginble 1
micaus.

3) UinbHa KpoB: 3pa3ok HeobXigHO NpoaHanisyBaTy Bifpa3sy nicna 3abopy.
AKLIO Le HEMOXNIMBO 3p0bUTU NPOTArom 4 roawvH, 36epiratv noro npu 2-
8 °C (°C) B XONoAWnbHUKY He binblue 3 fHiB. 3pa3ku He 3aMOPOXKyBaTH.

4) lMepep BU3HAYEHHAM 3pa3KkM MOBWHHI OyTM [oBedeHi A0 KiMHATHOI
TemnepaTtypu. 3aMOpPOXeHi 3pa3Kku Cflifi MOBHICTIO PO3MOPO3WTH, 3HOBY
HarpiTm Ta Jgobpe nepemiwatn nepes  BUKOPUCTaHHAM. He
3aMOPOXKYBaTN/PO3MOPOXKYBaTIN MOBTOPHO.

5) CupoBaTka NIIOAVHUN € HANBINbLW MiXOAAWO ANA BU3HAYEHHS, a HaTpilo
untpat abo ENTA-K» pekomeHAylOTbCA AK aHTUKOAryNnaHT ANA aHanisy
nnasmu Ta UinbHoi KPoBi.

9. NMPOLIEAYPA TECTYBAHHA

YBaXXHO npouuTanTe iHCTPYKUil0O nepes TUM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOpO AOTPUMYWTECH IHCTPYKUii ANA OTPWMaHHA HagiiHWX

pe3ynbTatiB. lNepen BUKOPUCTaHHAM BCi peareHTu chif AOBeCcTU A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMy MeH!o, o6 yBiliTy B
iHTepbenc BuMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOpaTH
TeCTOBUIA efleMeHT, i KnauHiTb «Type/Tun, o6 B1bpaTh TUM 3pasKa.

2)  KnikHitb «Homep naprTii/Lot No.», WwWo6 yBiiiTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BiAMOBIAHOrO enemMeHTa B 30HY
3UMTyBaHHA MarHiTHUX KapTOK; KOMIM MarHiTHy KapTy 6yae ycnilHo 34nTaHo,
nepesipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 oaHiei napTii. (MpumiTka:
PeareHT nonepeaHbo  BigKanibpoBaHi, | KOHKPETHi MapameTpu
KanibpyBanbHOI KpWBOI ANA KOXHOI MapTii peareHTiB 36epiraoTbca Ha
MarHiTHin KapTi).

3) [Mpouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEPHYTUCA A0
KepiBHMLTBA 3 eKcnlyaTaLii npunagy Ta BUKOPUCTOBYBATN KOHTPOMb AKOCTI
Genrui, Wo6 nepekoHaTnCA, WO LinboBe 3HAUEHHA KOHTPOMIO AKOCTI TecTy
3HaxoAMTbCA Mif, KOHTpoOnem nif Yac npouefypu TecTyBaHHA micna
KanibpyBaHHs. KOHTponi AKOCTi cnifi BUKOPUCTOBYBATU HACTYNMHWUM YUHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTIi A0 KiMHAaTHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BiKpUATE  KPUWKY  MAAWKK, W06  YHUKHYTW
PO36pM3KyBaHHA BMICTY.

c) [Hopante 0.5 mn (ML) ounweHoi Bogun.

d) 3akpuiiTe nnAWKY KpWILKOW Ta 3anuwTe i npu  KiMHaTHIR

Temnepatypi Ha 15 XBWIWH, 06epexHO CTPyCiTb MAAWKY, LWo6
MOBHICTIO PO3YMHUTUN CYXMNIA MOPOLLIOK.
e) [icnA NOBHOrO PO3YMHEHHA CYXOro MOPOLLKY MOBTOPITb onepaLito
AnA Bipbopy 3paska.
AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
fianasoHi LinboBUX 3HauyeHb, aHani3 KNiHIYHWMX 3pasKiB i aHani3 JaHux
MOXHa NMPOLOBXNTY; B iHLIOMY BUMaAKy NPUYMHM NOBUHHI GYTW BUABNEHI
nepep TeCTyBaHHAM.



4)  Bipbip 3paskis:

. Hopante 0.1 mn (mL) nnasmu, cmpoBaTkM abo UiNbHOI KpoBi B
KOHTEWHep 3 PO3YMHHMKOM 3pa3ka, peTesibHO nepemilanTe. BisbmiTb
0.1 mn (mL) po3BeseHOro 3paska, BHECITb NOro BEPTUKaNbHO B NYHKY
InA 3pa3ka 6e3nocepeaHbo Ha TECTOBIN KapTi Ta 3anycTiTb TaiMep.

5)  BcraBTe i B rHi3fo AnA TeCTOBOI KapTu aHanizatopa (CTOPOHOI 3 NyHKO
ona  3pa3ka BcepeauHy). HatucHitb «Measure/Bumipatu», npunag
aBTOMAaTMYHO BU3HAYUTDb i PO3APYKYE pe3ynbTaTy yepes 15 XBUAUH (AKLLO
BMKopuctoByeTbca «Fast Mode/lLBuaknin  pexum», nicna 15 XBUAuH
30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb

«Measure/BumipaTu», nicna 4oro npunag BUABUTL | PO3APYKYE pe3ynbTath).

Mpumitka: LWo6 oTpumaT AoKnagHi iHCTPYKLUii Wopo poboTu 3 nmpunagom,
3BEPHITbCA A0 MNOCIOHMKa aHani3aTopa KiIbKiCHOro iMyHOOriYHOro aHanisy.

10. PEQEPEHCHUW LIANA3OH

PedepeHcHuii gianasoH: 0-5 Hr/mn (ng/mL)

MNpumiTka: Yepe3 reorpadiuHi, eTHiYHi, reHAaepHi Ta BiKOBI BiAMIHHOCTI,
pPEKOMeHAYETbCs, Wob6 KoXHa nabopartopis BCTaHOBMIOBana CBill BRacHWUi
pedepeHcHUIA fiana3oH.

11. IHTEPMPETAL|IA PE3YJIbTATIB

1. Konu Ha KoHTponbHi pinaHui (C) 3'aBnAoTbca GyopecueHTHi cmyru,
aHasni3aTop aBTOMaTUUYHO BUABUTL GriyopecLieHLiilo Ta MpoaHanisye TectoBy
KapTy, a NOTIM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fKwo Ha KoHTponbHIin AinaHui (C) He 3'ABnAOTLCA dryopecUeHTHI cMyri,
aHasni3aTop He MOXe aBTOMAaTWYHO BUABMTM dryopecueHuilo Ta BuUAae
nonepemKeHHs, BKasyoun Ha Te, Lo onepaLia HeBipHa abo TecToBa KapTta
noLKoaKeHa. Y LiboMy BUMaAKy YBaXXHO MpoyunTaiTe iHCTPYKLilo e pa3 i
BMKOHAITE TeCTYBaHHA 3 HOBOIO TECTOBOIO KapTolo; AKLLO Npobiema Bce Le
iCHy€, HeranHO NPUNWHITL BMKOPWUCTOBYBATWM NPOAYKTW Li€i mapTii Ta
3BEPHITbCA 4O CBOrO MOCTayasibHUKa.

3. Konu pesynbTaTu TecTyBaHHA 3pa3ka nepeBuulyioTb 400 Hr/mn (ng/mL),
npwnag nokasye > 400 Hr/mn (ng/mL). Konu pe3ynbTatit TeCTyBaHHA MeHLLe
1 Hr/mn (ng/mL), npunag nokasye < 1 Hr/mn (ng/mL).

4. 3 yum TectoBMI HaBOPOM He crocTepiraeTbcA Xyk-epekTy B Mexax 500
Hr/mn (ng/mL).

12. MEXKA BUABJIEHHA

1)  LUeit TecToBMI Habip Npy3HAaYeHWI TiNbKK AN1A [iarHOCTUKM in vitro.

2)  [iarHocTumKa Ta NikyBaHHA He MOXKYTb FPYHTYBaTWCA NMLe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoOByiTe iCTOpil0 XBOPOOM Ta iHWi pe3ynbTatn
nabopatopHux TectiB. KoxHill nabopatopii pekomeH[oBaHO BCTaHOBUTW
BRacHuin pedepeHcHNIA gianasoH Ha OCHOBI NOMYNALl NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1)  Temorno6iH, 6inipy6iH, xonecTepuH, TPUMMILEPUAW, 3aranbHWU 6INoK,
HAMA Ta peBmaToigHuin ¢akTop Yy 3pa3kax MOXYTb BMAMBaTW Ha
pe3ynbTati TecTy. MakcMmanbHO JOMyCTMMa KOHLEHTpaLis remornobiHy
2.2 r/pn (g/dL), 6inipy6iHy 66 mr/an (mg/dL), xonectepuHy 1000 mr/an
(mg/dL), Tpurniuepugis - 1500 mr/gn (mg/dL), 3aranbHoro 6inka - 500 r/n
(g/L), HAMA - 1000 Hr/mn (ng/mL), peBmaTtoigHoro daktopa - 1500 MO/mn
(IU/mL).

2) [MepexpecHa peakuia He BiAOYBa€TbCA ANA MOTEHUIMHUX MepexpecHux
peaKTaHTiB, HaBefeHnx HUXue: anbda-petonpoteiH (AOM),
npoctatocneuyndiuHmin - antured  (MCA), TKaHUHHUIA  cneundiuyHUA
noninentugHun aHtureH (TCMA), ByrneBogHuin aHtureH 125 (CA125),
ByrneBoAHuin antureH 153 (CA153), ByrneBogHuii aHTureH 199 (CA199),
BYrNeBOAHWIN aHTureH 242 (CA242), ByrneBofHuin aHTureH 724 (CA724),
ByrnesogHuii aHTureH 50 (CA50), B-xopioHiYHMIA roHaaoTPONiH NoAnHY (B-
XIJ1), aHTUreH NNOCcKoKNITMHHOI KapunHomu (MKK), noBepxHEBUIA aHTUreH
Bipycy renatuty B (HBsAQg).

14. NOKA3HUKU EQOEKTUBHOCTI HABOPY

1) Mexa BusiBneHHs: 1 Hr/mn (ng/ml)

) [iana3oH niHinHocTi: 2.5-400 Hr/mn (ng/ml) (KoediuieHT niHiHOT Kopensuii:
r > 0.9900)

N

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TouHicTb Mix aHanizammn CV < 20%
4)  DocTtoBipHicTb: -15% < BigxuneHHsa % < +15%

5)  TouHicTb KOHTpoOnto AKocTi: CV < 15%

6)  OuikyBaHi pe3ynbTaTi KOHTPOJO AKOCTI: pe3ynbTaTu TeCTy NOBUHHI 6yTn B

Mexax LifiboBoro fianasoHy
7)  Bmict Bonoru: Bmict Bonoru KA (niodinisoBaHnin nopowok) cTaHOBUTb <
10%
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15.3AX04U BE3MNEKU

1. Micna BiZKPUTTA BUKOPUCTOBYITE TECTOBI KapTy SIKOMOra LWBuLle, wob He
[ONyCTUTX NOTPaniAHHA Bonorn. He BMKOPUCTOBYNTE TeCTOBi KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [InA pevyoBUH, WO MICTATb AxKepena iHdeKuii abo Nigo3proeTbea, Wo BOHN
MIiCTATb  [PKepena iHdeKUil, MOBMHHI OyTM HanexHi npouegypwu
3abe3neueHHs 6iobesneky. 3BepHiTb yBary Ha Taki NMMTaHHA:

. BparanTte pykaBuuku nig yac poboTu 3i 3pa3kom abo peareHToM.

o [JlesiHdikyiiTe nponuTi 3pasku gesiHdikytoumm 3acobom.

. [lesiHdikyiiTe abo mnoBoabTecs i3 MOTEHUIMHUMU AXepenamu
3abpyAHEeHHA BCiX 3pa3KiB Uy peareHTiB BIAMOBIAHO LO MicLeBUX
HOPM.

pi3HMX  MNapTil  He  MOXyTb  6yTu

16. NTOACHEHHA TPA®IYHUX CUMBOJIB

(T 3BepHiTbcA Ao IHCTpyKUii no /ﬂf TemnepaTypHui
3aCTOCYBaHHIO pexum
Ne noty g TepMiH npuaaTHoCTI
[liarHoCcTNYHWIA peareHT
) CE CE-MapKyBaHHA
In Vitro
& | sonor
@ [ata Bupo6HULTBa VY] Bionoriuni pusmnku
ud BUpPO6HUK ﬁ 06'em
Mictntb goctatHbO Ans e He nipaasatu Bnnvey
G ] -
< n>TecTiB % COHAYHVX NMPOMEHIB
® He Bukopucrosysatu 36epiraTi B cyxomy
NOBTOPHO j Mmicui
YNOBHOBaXeHMWIN NpeCcTaBHUK
@ B EBpPOMNENCcbKoMy Katanorosuin N2
CniBTOBapUCTBI
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18. METPOJIOTYHA MPOCTEXXYBAHICTb
Habip npoctexyeTbca 3a cepTudikoBaHMM pedepeHcHUM MaTepianom BOO3
73/601.

19. AOBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa ponomora, 3BepHITbCA A0 BiAAINy NicNANPOAAKHOIro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpomyktn Genrui (IMyHodnyopecueHuis) npu3HaueHi Agna pobotn B
aBTOMATM30BaHUX JlabopaTopisiX, AKi CyMiCHi 3 aHani3aTopom KinbKicHOro
imyHonoriuHoro aHanisy FA50/FA120.

JnAa BawWoro KOHKPETHOro npunagy Moxe Oyt pospobneHa nporpama;
3BEPHITbCA 10 PO3AiNy NPo NpUNaan Ha Halomy Be6-caiTi.
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