CUPOBATKOBUI AMINOIA A (CAA), TECT-
HABIP (IMYHO®JTYOPECLIEHLLIA)

Serum Amyloid A (SAA) Test Kit (Immunofluorescence)
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OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicekolo _Mo8oto, 8kaadeHol 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1.HA3BA NMPOAYKTY

3aranbHa Ha3ea: CuposaTkoBuin Aminoig A (CAA), Tect-Habip
(ImyHodnyopecueHuin).

Toprosa Ha3Ba: SAA.

2. NAKYBAHHA

Cneumdikauis 1: 25 TecTiB/Habip Kart. N2: 52026128
Cneumndikauis 2: 50 TecTiB/Habip Kat. N2: 52027119
KoHTponb AKkocTi (0nuinHo):

Cneuudikauis: PiBeHb 1: 0.5mn (mL) x 1 KaTt. N2: 52105108
PiBeHb 2: 0.5mn (mL) x 1 KaTt. N2: 52105109
PiBeHb 3: 0.5mn (mL) x 1 KaTt.N2: 52105110

3. MPU3HAYEHHA TA NOKA3AHHA

[na in vitro KinbKiCHOro BW3HAYeHHA PiBHA CUMPOBATKOBOro aminoiga A 'y
cupoBaTui, Nnasmi abo LinbHi KpoBi NtoanHU. B 0CHOBHOMY BUKOPUCTOBYETHCA
AK iHOMKaTOP HecneumdiyHOro 3ananeHHs.

Tinbku ansa npodecinHOro BUKOPUCTaHHS.

4. NPUHUMN TECTY

Llei Habip BUKOpUCTOBYE ceHABiY-MeToh aHTUTiN. Micnsa Toro, AK 3pasku, Lo
mictaTb CAA, MOBHICTIO 3MillaHi 3 PO3YMHHMKOM 3paskiB, BigOVpPaeTbCA
BiANOBIAHA KiNbKICTb PO3YMHY Ta JOAAETLCA Y NYHKY AnAa 3paskis. CAA y 3pasky
3B'A3y€TbCA 3 MOHOKJIOHANbHUM aHtutinom  CAA, 3'e4HaHUM i3
bnyopecLueHTHUMM  YacTMHKaMK, YTBOPIOIOUM KOMMNNEKC  ¢yopecyeHmHa
4acmuHKa-aHmumino-aimueeH. MoTiMm e iIMyHHUI Komnnekc xpomatorpadye
Y3LOBX HITPOLIENoNO3HOT MeMbpaHu [0 30HW Bu3HaueHHA (T), MOEAHYETbCA i3
nonepeAHbO HaHECeHVM MOHOKOHanbHUM aHTuTinom Ao CAA i npopoBxye
XpomaTorpadyBaTtyt 1O 30HU KoHTponio AkocTi (C). MiueHuid dnyopecLeHTHUMU
YaCTUHKaMM KO3a4niA aHTU-Kponaumii IgG 3B'A3yeTbcA 3 nonepefHbo HaHeCeHUM
Kponsaumm IgG i yTBOPIOE NiHil0 KOHTPONIO AKOCTI. IHTeHCUBHICTb dryopecueHLii
nocnigpKyBaHoi obnacti npsamo nponopuiiiHa pisHIo CAA y 3pasky.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBUIA Habip CKNapaeTbCsa 3 TECTOBOI KapTh, MArHiTHOI KapTWu, PO3YMHHMKA
3pasKa, KOHTPOJIO AKOCTi (ONUiNHO) Ta IHCTPYKLUi.

1)  TecT-KapTa CKIafaETbCcA 3 KOPMycy KapTu Ta TeCT-CMyXKW. TecT-CMy»Ka
MiCTUTb NAOLWaAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLIEN0NO3HY
MembpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa KapTta: Mictutb iHbopMaLilo KprBOT KanibpyBaHHA Ana Li€l napTii
peareHTiB.

3)  Po3unHHKK 3pa3ka: OCHOBHUM iHrpegieHToM € docdaTHO-conboBuii bydep
(OCB). Moro poznoginsiots no 1.0 Mn (ML) Ha NPOBIPKY 515 KOXKHOIO TeCTy.

4)  KoHTponb sKocTi (onuiiiHo): JliodinisoBaHi MNoOpoLKKY, NPUroTOBNEHI
CaMOCTIiHO, B OCHOBHOMY CKIaZlaloTbCA 3 PEKOMOiIHaHTHOro aHTureHa CAA
Ta OCB. Yci BOHM He MICTATb PEYOBUH JIOACHKOIO MOXOMKEHHSA, i €
cneymoiyHMMN ana KoxkHoi napTil. LlinboBi 3HaueHHA MOXHa 3HaWTV B
CMNUCKY LiIbOBUX 3HaYeHb.

5)  O6nagHaHHA: 3acTocoByeTbCA Ha aHanizatopax KiNnbKicHOro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTka: KOMNOHEHTV HaboPIB i3 Pi3HNX NAPTIN He € B3AEMO3aMiHHUMW.

6. ObOB’A3KOBI AKCECYAPU, LLO HE MOCTAYAIOTbCA 3 HABOPOM

1) [o3atopu Ta HaKOHeYHMKM Ans Hux: 100 mkn (pl).
2) Tainmep.

Mepexknaday TemaHa 3eneHcbKa

7. 0COBJIUBOCTI 36EPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratn npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pasKiB y 3anevyaTaHOMy
Burnagdi craHosutb 18 wmicAuis. [llicna BigkpuTTA TecToBOi KapTn Ta
pO3uMHHMKa 3pa3Ka TepMmiH 36epiraHHa cTaHoBUTbL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonorictb >65%, Habip cnig
BMKOPUCTOBYBATW Bigpa3sy Nicna BigKpUTTA.

2) Heposkputuii KA ctabinbHuii npotarom 18 micAuiB (AUB. eTUKETKY LOAO
KOHKpeTHOI Aatu) npu Temnepartypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHNI
KA ctabinbHuin npotarom 6 aHis npwu -20 °C (°C) abo 1 geHb npun 2-8 °C (°C) y
TempsBi , i MOXe 6yTU OANH Pa3 3aMOPOXEHMIN/PO3MOPOKEHWIA.

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

8. BMMOTIU 0O 3PA3KA

1)  OnTuManbHi 3pa3ku - Le CBiXKa HeremosizoBaHa CMpPOBaTKa, Mna3ma abo
LinbHa KpoB. PeKoMeHIYy€eTbCA BMKOPMUCTOBYBATK 3Pa3oK BEHO3HOI KPOBI,
OCKiNbKM pe3ynbTaTyv 3 iHWWMW PianHaMM OpraHiamy Ta iHW1MK 3pa3kammn
MOXYTb OyTW HETOUHVMWU.

2) Cuposatka/nnasma: MNicna 3abopy 3pas3ka cMpoBaTKy Cif AKOMOra LIBKALLE
BiJOKPeMUTH, W06 YHUKHYTU remonidy. 3 CMpOBaTKOK Ta MIasMoio
TeCTyBaHHA HeOOXiAHO BWKOHATW MPOTArOM 6 TOAMH MNpPW  KiMHATHIN
Temnepatypi nicnAa 3abopy 3paska. 36epiraiTe cMpoBaTKy Ta nnasmy B
xonoaunbHuky npm 2-8 °C (°C) He 6inblue 7 fHIB i B 3aMOpPOXKEHOMY CTaHi
npwv Temnepatypi HUxYe -18 °C (°C) He 6inbLue 1 micauA.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpOoBi HeoOXifHO NpoaHanisyBaTu Bigpasy
nicna 3a6bopy. AKLWO NOro HeMOXNMBO MpPOaHasi3yBaT NPOTAroM 4 roaviH,
noro cnip 36epiratv B xonoaunbHuKy npu 2-8 °C (°C) He 6Ginblue HiX 3 AHi.
3pa3Kky He MOXHa 3aMOPOXKyBaTHU.

4) Tlepep BU3HAYEHHAM 3pa3KkM MOBWHHI OyTM [oBedeHi A0 KiMHATHOI
Temnepatypu. 3aMOpPOXeHi 3pa3ku il NMOBHICTIO PO3MOPO3UTH, 3HOBY
HarpiTu Ta pobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOXKYBATN NOBTOPHO.

5)  CupoBaTKa NogMHM € HaWbINbLL NiAXOAALO ANA BM3HaueHHsA, a EATA-K;
pPeKOMeHAYETbCA AK aHTUKOAryNAHT ANA aHani3y Naasmu Ta LinbHOI KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXHO MpounTaniTe iHCTPYKUil0O nepen TUM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i cyBOpO [HOTpUMyiTeCb IHCTPYKUii. [epen BUKOPUCTaHHAM BCi

peareHTu cnig goBecTn Ao KimHaTHoi Temnepatypwm (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMY MeHIo, o6 yBiliTn B
iHTepbenc BuMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOpaTK
TeCTOBUI eNleMeHT, i KnauHiTb «Type/Tun, o6 B1bpaTh TUM 3pasKa.

2)  KnikHitb «<Homep naprii/Lot No.», WwWo6 yBiiiTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTITb MarHiTHy KapTy BiAMOBIAHOrO efnemMeHTa B 30HY
3UMTYBaHHSA MarHiTHVX KapTOK; KOM MarHiTHy KapTy 6yfae ycnilHO 3uMTaHo,
nepesipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 oaHiei napTii. (MpumiTka:
PeareHT nonepeaHbo  BigKanibpoBaHi, | KOHKPETHi MmapameTpwu
KanibpyBanbHOI KpuBOI ANA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [pouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEPHYTUCA A0
KepiBHMLTBA 3 eKcrlyaTawii npunagy Ta BUKOPUCTOBYBATN KOHTPOMb AKOCTI
Genrui, Wo6 nepekoHaTUCA, WO LifboBe 3HAYEHHS KOHTPOJIO AKOCTI TecTy
3HaXOAMTbCA Nif KOHTpOfeM nif 4ac npouesypu TecTyBaHHA mnicna
KanibpyBaHHs. KOHTPOni AKOCTI cnifi BUKOPUCTOBYBATU HACTYNMHWUM YUHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTI A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BigKpuITe  KPUWKY  MAAWKKW, W06  YHUKHYTW
PO36P13KyBaHHA BMICTY.

c¢) [Hopgawte 0.5 mn (ML) oumwieHoi Bogw.

d) 3akpuiTe nNAWKY KPWILKOIO Ta 3anuMwTe i Npu  KiMHaTHIR

Temnepatypi Ha 15 XBWUAWH, OGEPEXHO CTPYCiTb NAALWKY, Wob
MOBHICTIO PO3YMHUTUN CYXMIA MOPOLLIOK.
e) [licnA NOBHOro PO3YMHEHHA CYXOro MOPOLUKY MOBTOPITb Onepawito
AnA Bigbopy 3paskKa.
AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
nianasoHi UiNnboBMX 3HaueHb, aHani3 KNiHIYHWX 3pasKiB i aHani3 gaHux
MO>Ha NPOAOBXMNTY; B iHWOMY BUMAZAKy NPUUYMHUN NMOBUHHI OyTW BUABNEHI
nepep TeCTyBaHHsAM.
4)  Bigbip 3pa3kis:
BcTaBTe Kaninap ana 3abopy 3paska B LeHTpudyKHy npobipKy, 3anuwTe
KiHUMK Kaninspa nif noBepxHelo 3paska, JOKU B Kaninsapi He byae 3ibpaHo
[ocTaTHbo 3paska (0.01 mn (mL)). MpOTKHITL BepXHI0 YacTMHY Npo6ipKuM ans
3a60py 3pa3ka BEepPXHbOK YaCTMHOW MPOOBIPKYM, BCTaBTe HaKOHEYHWK
Kaninapa B NpobipKy, AKa nornepefHbO 3aroBHEHa PO3UMHHUKOM ANA



3paskiB. CTUCHITb Npo6ipKy 5-10 pasis, Wwob 3mMuT Becb 3pasok. CTpyciTb
3i6paHy NpobipKy AnA 3abopy 3pa3kiB Bropy Ta BHW3 npoTarom Big 30
cekyHp oo 1 xsunuHu. lopanTe 4 Kpanni po3sefeHoro 3paska (0.1 mn (mL))
B NIYHKY AnA 3a6opy 3pa3ka Habopy AnA TecTyBaHHA Ta OAHOYACHO MOYHITb
BMMIiptoBaTH Yac.

5) BcTaBTe 1Oro B rHi3n0 ANA TeCTOBOI KapTu aHanizatopa (CTOpOHO 3
NYHKOIO AnA 3pa3ka BcepeanHy). HaTucHiTb «Measure/BumipaTtuy, npunag
aBTOMATWNYHO BM3HAUUTL | PO3APYKYE pe3ynbTaTh Yepes 5 XBUIMH (AKLLO
BMKopuctoByeTbca «Fast Mode/llBnakuin  pexum», nicna 5 XxBunuH
30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHIiTb

«Measure/BumipaTi», nicna yoro npunag BUABUTL | PO3APYKYE pe3ynbTaTh).

Mpumitka: LWo6 oTpumaTy fJoknapHi iHCTPYKLUil Wwopo pobotu 3 npunafom,
3BEePHITbCA 0 NOCiBHVIKa aHasni3aTopa KinbKiCHOro iMyHOMOriYHOro aHanisy.

10. PEQEPEHCHUW LIANA3O0H

PedepeHcHuin gianasoH: < 10 mr/n (mg/L).

Yepes reorpadiuHi, eTHiuHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, pEKOMeHAYETbCS,
o6 KoXHa nabopaTopia BCTaHOBIIOBAA CBill BlacHUI pedepeHCHIiA fiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha KoHTponbHi ainaHui (C) 3'aBnAoTbca GyopecueHTHi cmyru,
aHanisaTop aBTOMaTW4HO BUABUTb (riyopecLieHLilo Ta NpoaHanisye Tectosy
KapTy, a MOTIM HafacTb KiNbKiCHI pe3ynbTaTu.

2. fAKwo Ha KoHTponbHin ainaHui (C) He 3'ABRAOTLCA dryopecUeHTHI cMyru,
aHanisaTop He MoOXe aBTOMaTUYHO BUABWUTW nyopecleHLilo Ta BuAae
nornepepKeHHs, BKasyloun Ha Te, Lo ornepaliia HeBipHa abo TecToBa KapTa
NoLKoAXKeHa. Y LibOMy BUMaAKy YBaXHO MpoyunTaiTe iHCTPYKLito Wwe pa3 i
BMKOHalTe TeCTYBaHHA 3 HOBOIO TECTOBOI KapToto; AKLLO Npobnema Bce Lye
iCHy€, HeranHO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€i nmapTii Ta
3BEePHITbCA 1O CBOTO NOCTavanbHM1Ka.

3. Konu pesynbTaTu TecTyBaHHA 3paska nepesuulytoTb 200 mr/n (mg/L),
npwnag nokasye > 200 mr/n (mg/L). Konn pe3ynbTati TeCTyBaHHA MeHLue 2
mr/n (mg/L), npunag nokasye < 2 mr/n (mg/L).

4. Uen tectoBuin Habip He cTBOploE XyK-edeKTy B mexxax 500 mr/n (mg/L).

12. MEXXA BUABJIEHHA

1) Len TectoBuii Habip NpU3HaYeHNi TiNbKKU ANA AiarHOCTUKM in vitro.

2)  [iarHocTuiKa Ta NikyBaHHA He MOXYTb FPYHTYBaTWCA NMLe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxXoByiTe iCTOpil0 XBOPOOM Ta iHWi pe3ynbTaTy
nabopatopHux TectiB. KoxHill nabopatopii pekomeH[oBaHO BCTaHOBUTW
BRacHuin pedepeHcHNIA gianasoH Ha OCHOBI NONYNALl NaLieHTiB.

13. IHTEP@®EPYIO4I PEHOBUHU

1)  Temorno6iH, HAMA Ta peBmaToifiH1in GpaKkTop Y 3pa3kax MOXyTb BNAVUBaTU
Ha pe3ynbTaTh TeCTy, MaKCMMaJsibHO ONYCTMMa KOHLeHTpaLiA remornobiHy
ctaHoBuTb 5 r/n (g/L), HAMA - 40 Hr/mn (ng/mL), peBmaToigHoro ¢pakropa -
525 MO/mn (IU/mL).

14. NOKA3HUKU EQOEKTUBHOCTI HABOPY

1) Mexa BuaBneHHsa: < 2 mr/n (mg/L)

2)  [Jiana3oH niHinHocTi: 5-200 mr/n (mg/L) (KoedilieHT niHinHOI kKopensauii: r >
0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TouHicTb Mixk aHanisamu CV < 15%
4)  DocToBipHicTb: -15% < BigxuneHHsa % < +15%

5)  TouHictb KA: CV < 15%

6) OuikyBaHi pe3ynbtatn KA: Pe3ynbTaTv TecTy MOBUHHI O6yTM B MeXax

LinbOBOro AianasoHy
7)  Bmict Bonoru: Bmict Bonoru KA (nioginisoBaHnin nopolok) cTaHOBUTb <
10%

15. 3AXOAU BE3MEKU

1. MicnAa BigKPUTTA BUKOPUCTOBYITE TECTOBI KapTy iIKOMOra LuBuaLe, 1wob He
[ONyCTUTM NOTpanfiAHHA Bonorn. He BMKOPUCTOBYWMTE TECTOBi KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [ns pevyoBwWH, Wo MICTATb Axepena iHpeKuii abo Nigo3peTbCA, WO BOHM
MIiCTATb  [pKepena iHOeKUii, NOBWMHHI 6yTM HanexHi npoueaypu
3abe3neyeHHn biobe3neKu. 3BepHiTb yBary Ha Taki NUTaHHA:

. BpsaraiiTe pykaBnuKM nig yac po6boTu 3i 3pa3kom abo peareHTOM.

. [e3iHdikynTe nponuti 3pasku fesiHdikytoumm 3acobom.

e  [lesiHdikyiiTe abo noBoabTecsa i3 MOTEHUIMHUMK  [pKepenamu
3abpyAHEHHA BCiX 3pa3KiB UM peareHTiB BigMoBigHO A0 MicLeBMX
HOpPM.

pi3HUX  napTiik  He  MOXyTb  byTu

Mepexknaday TemaHa 3eneHcbKa

16. MOACHEHHA rPA®IYHUX CUMBOJ1IB

(T 3BepHiTbcA Ao IHCTpyKUii no /ﬂ; TemnepaTypHui
3aCTOCYBaHHIO pexnm
Ne noty g TepmiH NpraaTHOCTI
[liarHoCcTnYHWIA peareHT
VD . CE-mapKyBaHHA
In Vitro C€ pKy
& | sononn
e [ata BupobHuLTBa VY] BionoriyHi pusnkm
™ | Bupo6HIK ﬁ 06'em
W MicTuTb focTaTHBO ANA _-.\;:.\:.~ He nigpasaTtv Bnnusy
< n>TecriB COHAYHVX NPOMEHIB
@\ He BuKkopucrosysatu 36epirat B cyxomy
NOBTOPHO j micui
YNOBHOBaXeHWIN NpeCcTaBHUK
[Ec [rer] B EBPONENCHKOMY KaTanorosuit N

CNiBTOBapUCTBI

17. MOCUNAHHA

1. RSaile,C Delpoerre,P Puchois,et,al.Enzyme-linked immunosorbent assay for
serum amyloid A apolipoprotein with use of specific antibodies against
synthetic peptides[J].Clinical Chemistry,1988,34(9):1767-1771.

18. METPOJIOTIYHA NMPOCTEXXYBAHICTb
Habip npoctexyetbca 3a cepTdikoBaHUM pedepeHcHUM MaTepianom BOO3
92/680.

19. AOBIAKOBA IHOOPMALIA
fkwo Bam noTpibHa Aonomora, 3BepHITbCA A0 BiAAiNy nicnANPoOAaXKHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn Genrui (IMyHOodnyopecueHuis) npu3HaueHi pgna poboTn B
aBTOMaTM30BaHKX nabopaTtopisx, AKi CyMicHi 3 aHanizaTopom KinbKiCHOro
imyHonoriyHoro aHanisy FA50/FA120.

[na BaWoOro KOHKpPeTHoro mnpwunagy Moxe OyTu pospobneHa nporpama;
3BEPHITbCA A0 PO3AiNY NPO NpUNagmn Ha Halwomy Be6-cawTi.
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