MPOTECTEPOH,
TECTOBUIA HABIP (IMYHO®JTYOPECLIEHLIIA)

Progesterone (Prog) Test Kit (Immunofluorescence)

Kam. N°: 52026114 Jama sunycky incmpykuyii: 12-12-2022

Bepcis: A/0

OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicekolo _Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. HA3BA MPOAYKTY
3aranbHa Ha3Ba: [porectepoH, TectoBuii Habip (IMyHodnyopecueHLis).
Toprosa Ha3Ba: Prog

2.MAKYBAHHA
Cneumndikauis 1: 25 TecTiB/Habip Kat. N2: 52026114
Cneumndikauis 2: 50 TecTiB/Habip Kart. N2: 52027109

KoHTponb AkocTi (0nuinHo):

Cneuudikauis: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105078
PiBeHb 2: 0.5mn (mL) x 1 Kat. N2: 52105079
PiBeHb 3: 0.5mn (mL) x 1 Kat. N2: 52105080

3. MPN3HAYEHHA TA NOKA3AHHA

[inAa in vitro KinbKiCHOro BU3HaueHHA piBHA lNporectepoHy B cMpoBsaTLi, Nnasmi,
LinbHi abo KaninApHin KpoBi nioAgvHU. B OCHOBHOMY BMKOPWCTOBYETbCA B
KNiHiYHIN AOMOMIXKHI AiarHOCTMLI 3arpo3n nepeprBaHHA BariTHOCTI.

Tinbkn ansa npodecinHOro BUKOPUCTaHHS.

4. NPUHUUN TECTY

Y ybomy Habopi BUKOPUCTOBYETLCA KOHKYPEHTHWI MeTog,. icns Toro, Ak 3pasku,
wo Mictatb [lporectepoH, MOBHICTIO 3MilaHi 3 PO3YMHHMKOM 3pasKiB,
Bif6VpaloTb BiANOBIAHY KiNIbKICTb PO3UMHY Ta AOAAOTb Yy NYHKY ANA 3paskis.
MporecTtepoH y 3pa3Ky 3B'A3YETbCA 3 MULLIAYMM MOHOKIOHASIBHUM aHTUTIIOM A0
MporectepoHy, 3'€egHaHUM i3 GnyopecLeHTHUMM YacTMHKaMK, YTBOpPHOOYM
KOMMNEKC (iyopecyeHmMHa 4acmuHKa-aHmumino-aHmuzeH. MNoTim ue imyHHUIA
KOMMMIEKC ~ XpomaTorpadiyHo  nepemillyeTbcd  B3[AOBXK  HITPOLENON0o3HOT
MeMbpaH/ [0 30HWM BU3HauyeHHs (T), MOEAHYETbCA 3 MOMEPeAHbO MOKPUTUM
MOHOKJIOHANIbHUM aHTUTINOM [porecTepoHy Ta NPOAOBXKYE PyXaTUCs O 30HU
koHTponto sKocTi (C). MiyeHnin dnyopecUeHTHUMN YacTUHKaMW aHTU-KPOAAYMiA
IgG Ko3m 3B'A3y€TbCA 3 NonepeaHbO NOKPUTUM Kponaunm IgG i yTBOpioe niHito
KOHTPOJIO AKOCTI. IHTeHCMBHICTb pryopecLeHLil 06nacTi BU3HaueHHs obepHeHo
nponopuiiHa piBHio MporectepoHy B 3paskKy.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBUIA Habip CKNapaeTbCsa 3 TECTOBOI KapTW, MArHiTHOI KapTWu, PO3YMHHMKA
3pa3sKa, KOHTPOJIIO AKOCTi (ONUiNHO) Ta IHCTPYKLi.

1) TecT-KapTa CK/Iafa€TbCcA 3 KOPMycy KapTu Ta TeCT-CMYXKW. TecT-CMy»Ka
MICTUTb NAOLWAAKY ANA 3pa3ka/MapKyBasibHy MAOWAAKY, HITPOLENONO3HY
meMbpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHitHa KapTa: Mictutb iHpopmaLito KprBOi KanibpyBaHHs ana el napTii
peareHTiB.

3)  Po3umHHUK 3pa3ka: OCHOBHUM iHrpeaieHToM € dochaTHO-conboBui bydep
(OCB). Moro poznoginatots no 0.5 ma (ML) Ha NPOBIPKY 51 KOXKHOIO TeCTy.

4)  KoHTponb sKocTi (onuiiiHo): JliodinisoBaHi MopoLKy, NpPUroToBneHi
CaMOCTiiHO, B OCHOBHOMY CK/afjaloTbCsi 3 PEKOMOIHAHTHOrO aHTUreHa
MporectepoHy Ta ®CB. Yci BOHW He MICTATb PEYOBMH JIOACBKOrO
NOXOMKEHHSA, | € cneyndiyHMMmM ana KoxHoi napTii. LlinboBi 3HauyeHHA
MO>KHa 3HANTW B CMINCKY LLiIbOBUX 3HaUYeHb.

5) O6nagHaHHA: 3acToCcoByeTbCA Ha aHanizatopax KinbKicHOro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTtea Genrui Biotech Inc.

MpumiTka: KoMNOHeHTW HabopIB i3 Pi3HNX NAPTIN He € B3AEMO3aMiHHUMN.

6. 060B'A3KOBI AKCECYAPU, LLIO HE MOCTAYAIOTbCA 3 HABOPOM

1)  [o3aTopu Ta HaKOHEYHUKYM Ans H1X: 100 mkn (ul).
2) Tawnmep.
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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 3amneyaTaHoOMy
Burnagdi craHosutb 18 wmicAuis. [llicna BigkpuTTA TectoBoi KapTn Ta
pO3uMHHMKa 3pa3Ka TepMiH 36epiraHHa ctaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fKwo Bonorictb > 65%, Habip cnig
BMKOPUCTOBYBATW Bigpa3sy Nicna BigKPUTTA.

2)  Heposkputuin KA cTabinbHuin npotarom 18 micAuiB (AVB. €TUKETKY OO
KOHKpeTHOI Aatn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHNI
KA cTabinbHuit npotarom 6 aHie npu -20 °C (°C) abo 1 aeHb npm 2-8 °C (°C) y
TiHi , i MOXe OYTN OfUH Pa3 3aMOPOXKEHWIN/PO3MOPOXKEHNIA.

3) TpaHcnoptyBaHHA: TecToBoro Habopy - npw Temnepatypi 2-30 °C (°C),
KOHTPOIIO AKOCTI - Npu -25~8 °C (°C).

8. BUMOIru A0 3PA3KA

1)  Haibinbw nNpuAHATHWIA 3pa3oK - Le CBiXKa HeremosizoBaHa CMPOBATKa,
nnasma abo UinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATM 3pa3ok
BEHO3HOI KPOBi, OCKINbKN pe3ynbTaTy 3 iHWUMW PiguHaMK OpraHiamy Ta
HLIVIMY 3pa3Kkammn MOXYTb BYTV HETOUHUMU.

2) Cuposatka/nnasma: MNicna 3abopy 3pas3ka cMpoBaTKy Ciifi AKOMOra LUBKALLE
BiAOKPeMUTY, WO6 YHWMKHYTU remonidy. AHani3 cvpoBaTKU i nnasmu
HeobXiHO 3aBepLMTU MPOTAroM 6 roAuWH NPW KiMHaTHIA Temnepatypi.
3pa3ky, AKi He MOXyTb OyTW aHani3oBaHi MPOTArOM LbOro uacy, Cnif
36epiraTi B XonoaunbHuUKy npu 2-8 °C (°C) He 6inblue 7 AHIB; CMpOBaTKy Ta
nnasmy cnig 3aMopoxKyBaTu npu Temnepatypi Hukue -18 °C (°C) He binblue
Hi>XK Ha 1 micaub.

3) LUinbHa kpos: |i cnin BukopucToByBaTyH Bigpasy nicna 3abopy. AKWO Takuii
3pa3oK HEMOX/MBO MPOTECTYBaTW NPOTArom 4 rofaviH, noro cnig 36epiratn
B xonoaunbHUKy npu 2-8 °C (°C) He binblue HiXX NPOTArom 3 AHiB. 3pa3ku He
MO>Ha 3aMOPOXKyBaTu.

4) lMepep BU3HAYEHHAM 3pa3KkM MOBUHHI OyTM [oBefeHi OO KiMHATHOI
TemnepaTtypu. 3aMOpPOXKeHi 3pa3Kku CNlifi NMOBHICTIO PO3MOPO3UTH, 3HOBY
HarpiTn Ta Jgobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXKYyBaTW/PO3MOPOXKYBaTH MOBTOPHO.

5) CupoBaTKa NloOgMHM € HanbinbL NiAXOAALLO0 ANA BM3HAYeHHs, a EATA-K2
pPEeKOMEHAYETbCA AK aHTUKOAryNAHT ANA aHani3y Nnasmu Ta LinbHOI KPOBI.

9. NPOLEAYPA TECTYBAHHA

YBaHO MpounTanTe IHCTPYKUil0O nepen TUM, AK KOPUCTYBAaTUCA TeCTOBUM

Habopom i cyBOpO [HOTpUMyITEChb 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 BMOGpaTH
TeCTOBUIA eNleMeHT, | KnauHiTb «Type/Tun, o6 BnbpaTh TUM 3pasKa.

2)  KnikHiTb «Homep naprtii/Lot Now, wo6 yBiiTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTITb MarHiTHy KapTy BiAMOBIAHOrO efieMeHTa B 30HY
3UMTYBaHHSA MarHiTHVX KapTOK; KOM MarHiTHy KapTy 6yfe ycnilHO 3uMTaHo,
nepesipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 oaHiei napTii. (MpumiTka:
PeareHT nonepegHbo  BigKanibpoBaHi, | KOHKPETHi MmapameTpwu
KanibpyBanbHOI KpuBOi ANA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [lpouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEPHYTUCA A0
KepiBHMLTBA 3 eKcnnyaTauii npunagy Ta BUKOPUCTOBYBATW KOHTPOSb AKOCTI
Genrui, Wo6 nepekoHaTMCA, WO LifboBe 3HAYEHHS KOHTPOJIIO AKOCTi TecTy
3HaXOAMTbCA Nif KOHTpoONAeM nifg 4ac npouefsypu TecTyBaHHA mnicna
KanibpysaHHs. KOHTPOi AKOCTI cAifi BUKOPWUCTOBYBATU HACTYNMHMUM YUMHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTI A0 KiMHAaTHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BiKpUTE  KPUWKY  MAAWKKW, W06  YHUKHYTW
pPO36pn3KyBaHHA BMICTY.

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

d) 3akpuiiTe nNAWKY KPWLLKOWO Ta 3anuwTe i Npu  KiMHaTHIR

Temnepatypi Ha 15 XBWUNWH, OGEPEXHO CTPYCiTb NAALWKY, Wob
MOBHICTIO PO3YMHUTUN CYXMIA MOPOLLIOK.
e) [licnA NOBHOrO PO3YMHEHHA CYXOro MOPOLLKY MOBTOPITb OnepaLito
ANA Bipbopy 3paska.
AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afjaHOMy
fianasoHi LinboBUX 3HauyeHb, aHani3 KNiHIYHUX 3pa3KiB i aHanis pgaHux
MO>Ha NPOAOBXMNTY; B iHWOMY BUMAaAKy NPUUYMHU NMOBUHHI ByTN BUABNEHI
nepep TeCTyBaHHAM.
4)  Bigbip 3pa3kis:
Jopaite 0.1 mn (ML) nna3mu, cupoBaTKi abo LinbHOT KPOBi B KOHTEHEp 3
0.5 mn (mL) po3urMHHUKa 3pa3ka, peTenbHO nepemilante nportarom 1
xBuUnnHW. BizbmiTe 0.1 mn (mL) po3BedeHOro 3paska, BHECITb 1Oro



BEpPTUKaNbHO B JiyHKy [N1A 3pa3ka 6e3nocepeAHbo Ha TecToBill KapTi Ta
3anycTiTb Tanmep.

5) BcTaBTe 1Oro B rHi3n0 ANA TeCTOBOI KapTu aHanizatopa (CTOpoHoOl 3
NYHKOIO AnA 3paska BcepeanHy). HaTucHiTb «Measure/BumipaTtuy, npunag
aBTOMAaTMYHO BU3HAYUTDb i PO3APYKYE pe3ynbTaTy Yepes 15 XBUAUH (AKLLO
BuKopuctoByeTbca «Fast Mode/lLBuaknin  pexum», nicna 15 XBUAuH
30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb

«Measure/BumipaTi», nicna 4yoro npunag BUABUTb i PO3APYKYE pe3ynbTaTy).

Mpumitka: LLo6 oTpumaTv AoknagHi iHCTPYKUil womo pobotn 3 mnpunagom,
3BEPHITbCA 4O NOCIOHMKa aHani3aTopa KiIbKiCHOro iMyHOMOriYHOro aHanisy.

10. PEQEPEHCHWI QIANA30H
PedepeHcHu giana3oH: Hr/mn (ng/mL)

15.3AX04U BE3MNEKU

1. Micna BiZKPUTTA BUKOPUCTOBYITE TECTOBI KapTy SIKOMOra LuBuLLe, wob He
[ONyCTUTX NOTPanfIAHHA BoOnorn. He BMKOPUCTOBYNTE TeCTOBI KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

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

. BpsaraiiTe pykaBmuKu nig yac po6oTu 3i 3pa3kom abo peareHToM.

o [JlesiHdikyiiTe nponuTi 3pasku gesiHdikytoumm 3acobom.

e [lesiHdikyiiTe abo noBogbTecs i3 MOTEHUIMHUMK  [PKepenamu
3abpyAHeHHsA BCiX 3pa3KiB Uy peareHTiB BIAMOBIAHO O MicLeBUX
HOPM.

pi3HMX  MNapTin  He  MOXyTb  6yTu

16. NTOACHEHHA TPA®IYHUX CUMBOJIB

- QonikynapHa ¢asa <15
:ieHiZnTHI JioTeiHoBa da3za 1.7-27
KiHkn MeHonaysa <1
BariTHi iHK Nepwwun Tpumectp (<12 TUXKHIB)  5.1~51.0
Opyruii TpumecTp (12-24 TUXKHI) 21.5~45.3
Yonosikn <15

MNpwumitka: Hr/mn (ng/mL) x3.18 = Hmonb/n (nmol/L)
Yepes reorpadiuHi, eTHiuHi, reHaepHi Ta BiKOBI BiAMIHHOCTI, pEKOMeHAYETbCS,
o6 KoXHa nabopaTopia BCTaHOB/IOBaNA CBill BlacHUN pedepeHCHIiA fiana3oH.

11. IHTEPNPETALIA PE3Y/IbTATIB

1. Konu Ha KoHTponbHi pinaHui (C) 3'aBnAloTbca $nyopecueHTHi cmyru,
aHanisaTop aBTOMaTW4HO BUABUTb (riyopecLieHLilo Ta NpoaHanisye Tectosy
KapTy, a MOTiM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fKwo Ha KoHTponbHii ginaHui (C) He 3'ABnAOTbCA ryopecueHTHI cMyri,
aHanisaTop He MoOXe aBTOMaTUYHO BUABWTW ¢nyopecleHLilo Ta BuAae
rornepepKeHHs, BKasyloun Ha Te, Lo ornepalia HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BUMaAKy YBaXXHO MpoyunTanTe iHCTPYKLilo Wwe pa3 i
BMKOHalTe TeCTyBaHHA 3 HOBOIO TECTOBOI KapToto; AKLLO Npobnema Bce Lye
iCHy€, HeranHoO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€i mapTii Ta
3BEePHITbCA JO CBOrO NOCTavanbHMUKa.

3.  Konu pesynbTaTu TecTyBaHHA 3pa3Ka nepeswulytoTb 60 Hr/mn (ng/mL),
npunag nokasye > 60 Hr/mn (ng/mL). Konn pesynbTaTi TeCTyBaHHA MeHLUe
1 Hr/mn (ng/mL), npunag nokasye < 1 Hr/mn (ng/mL).

12. MEXXA BUABJIEHHA

1)  LUeit TecToBWI Habip Npy3HaYeHWI TiNbKK AN1A [iarHOCTUKM in vitro.

2)  [iarHocTuiKa Ta NikyBaHHA He MOXYTb FPYHTYBaTWUCA NMLe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BPaxoByiTe iCTOpil0 XBOPOOM Ta iHWi pe3ynbTaty
nabopatopHux TectiB. KoxHill nabopatopii pekomeH[oBaHO BCTaHOBUTW
BRacHuin pedepeHCcHNIA Aiana3oH Ha OCHOBI NOMYNALl NaLieHTiB.

13. IHTEPOEPYIO4I PEHOBUHU

1) Akwo remornobiH < 1.0 r/gn (g/dL), Tpurniyepugn < 720 mr/gn (mg/dL),
xonectepuH < 1000 mr/an (mg/dL), 6inipy6iH < 54 wmr/gn (mg/dL),
pesmatoigHuii daktop (P®) < 2000 MO/mn (IU/mL), 3aranbHuia 6inok < 500
r/n (g/L) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3ky, He MOBUHHO 6yTu
iHTepdepeHLii 3 TECTOBUM 3HaUYEHHAM peareHTy.

2) [MoTeHuinHi aHanorosi iHTepdepeHLii: KOPTUKOCTEPOH: KOHLeHTpauisa 1000
Hr/mn (ng/mL); 17-a-rigpoKcnnperHeHoNoH: KoHueHTpauia 1000 Hr/mn
(ng/mL), ecTtpion: KoHueHTpauia 1000 Hr/mn  (ng/mL); ecTpoH:
KOHUeHTpauia 1000 Hr/mn (ng/mL); nperHeHOnoH: KoHueHTpauia 1000
Hr/Mn (ng/mL); rigpoKopTr30H: KoHueHTpauia 1000 Hr/mn (ng/mL); 17-3-
ecTpagion: KoHueHTpauia 1000 Hr/mn (ng/mL); TecTocTepoH: KOHLeHTpaLiA
1000 Hr/mn (ng/ml), BigxuneHHs iHTepdepeHUin pe3ynbTaTiB TecTy B
mexax £ 15%.

14. MOKA3HUKUN EQOEKTUBHOCTI HABOPY

1) Mexa BuasneHHsa: 1 Hr/mn (ng/mL)

) [Hiana3oH niHinHocTi: 1.4-60 Hr/mn (ng/mL) (KoediuieHT niHiHOT Kopenauii: r
>0.9900)

N

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TouHicTb MiX aHanizamu CV < 15%
4)  DocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  TouHicTb KoHTponto AakocTi: CV < 15%

6)  OuikyBaHi pe3ynbTaTi KOHTPOJIO AKOCTI: pe3ynbTaTy TECTY NMOBWHHI 6yTu B

Mexax LifiboBOro fianasoHy
7)  Bmict Bonoru: Bmict Bonoru KA (nioginisoBaHnin nopowok) cTaHOBUTb <
10%

Mepexknaday TemaHa 3eneHcbKa
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18. METPOJIOTYHA NMPOCTEXYBAHICTb
Habip npocTexyeTbcsa 3a Habopom AN Bu3HaueHHs [porectepoHy Big Roche
(enekTpoxeminioMiHeCLLEHTHUI MeTof).

19. AOBIAKOBA IHOOPMALIA
fIkwo Bam noTpibHa Aonomora, 3BepHITbCA A0 BiAAiny nicnANPoAaKHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

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

[nA BawWoro KOHKPETHOro npunagy Mmoxe Oyt pospobneHa nporpama;
3BEPHITbCA O PO3AiNY NPO NPWNaAn Ha HalwoMmy Be6-caiTi.
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