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Cortisol Test Kit (Immunofluorescence)

Kam. N2: 52026208 Jama sunycky incmpykuii: 14-04-2025

Bepcia:A/3

OCHO80I0 _npu__nposedeHHi aHAni3y € opu2iHan _iHcmpykuii
aHenilicekolo Mo8oto, 8knadeHol 8 Habip. Homep i dama gepcil
opueiHaay ma nepeknady iHCmpyKuii noguHHi cnisnadamul.

1. HA3BA MPOAYKTY
3aranbHa HasBa: KopTtuson, TectoBuid Habip (IMyHodnyopecueHuis).
Toproga Ha3ga: Cortisol

2.MAKYBAHHA

Cneundikauia 1: 25 TecTiB/Habip
Cneundikauia 2: 50 TecTiB/Habip
KoHTponb AKoCTi (onuinHo):

Kart. N2: 52026208
Kart. Ne: 52027127

Cneundikauin: PiBeHb 1: 0.5mn (mL) x 1 Kat. N2: 52105128
PiBeHb 2: 0.5mn (mL) x 1 Kat. N2: 52105129
PiBeHb 3: 0.5mn (mL) x 1 Kat. N2: 52105130

3.MPU3HAYEHHA TA MOKA3AHHA

[inA KinbKicHOrO in vitro BU3HaYeHHA BMICTY KOPTU30/y B CMPOBaTL, Nia3mi abo
LiNbHIN  KpOBi NioAvHW. BUKOPWUCTOBYETbCA [ANA BUABNEHHA Ta NiKyBaHHA
byHKLiOHaNbHMX nopyLieHb HagHWPKOBOI 3anosu. Tinbkn ana
npo¢ecioHanbHOro 3aCTOCyBaHHA.

4. NPUHLUUN TECTY

Y LUbOMy aHanisi BAKOPUCTOBYETbCA KOHKYPEHTHUI MeToa. Iicna Toro, AK 3pasku,
O MicTATb KOpTM305, NOBHICTIO 3MilLaHi 3 PO3YMHHMKOM 3pa3KiB, BiibUpaeTbca
BiNOBiAHA KiNbKIiCTb PO3UMHY Ta BHOCMTbCA B JIYHKY AnA 3paskis. Koptuson y
3pa3Ky 3B'A3YETbCA 3 MOHOK/IOHANbHMM MWLLIAYMM aHTUTINOM Ao Koptwmsony,
3'efHaHOrO 3  GnNyopecUeHTHUMN YacTVHKaMK, 3 YTBOPEHHAM KOMMIEKCY
dnyopecueHTHa YaCTUHKA-aHTUTINO-aHTUreH. [loTiM Uel IMyHHWUIA KoMMnekc
XpomatorpadiyHo nepemillyeTbCA Y3A0BXK HITPOLIEN0N03HOT MEMOPaHIN A0 30HM
Bu3HaueHHA (T). He3'A3aHuin KoH'loraT ¢pnyopecueHTHa YacTUHKa-aHTUTINo
3B'A3Y€TbCA 3 MONepPefHbO HaHECEHUM KOH'IOrOBaHVM 3 aHTUreHom KopTusony i
NPOAOBXYE XpomaTorpadiuHO nepemillyBaTica B 30HY KoHTposio AkocTi (C).
MiueHuii  dnyopecUeHTHUMM  YaCTUHKaMK  KO3AYMA  aHTW-Kponauuin  1gG
3B'A3Y€ETbCA 3 MONepefHbO HaHeCeHUM Kponaumnm IgG i yTBOPIOE NiHilo KOHTPOIO
AKOCTI. IHTeHCUBHICTb  dnyopecueHUii  [OCNifAXKYBaHOI  AiNAHKN  0bepHeHO
nponopuiiHa piBHio KopTnsony B 3pasky.

5. 0CHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBWIA Habip CKNAJa€eTbCA 3 TECTOBOI KapTW, MArHiTHOI KapTu, PO3UMHHMKA
[N1A 3pa3ka, KOHTPOSIO AKOCTI (OMNUiiHO) Ta IHCTPYKLUii.

1)  TecT-KapTa CKNIafa€TbCcA 3 KOPMNycy KapTy Ta TeCT-CMYXKMW. TecT-CMy»KKa
MICTUTb MAOWAAKY ANA 3pa3ka/MapKyBasibHY MIOLAAKY, HITPOLENONo3Hy
membpaHy, abcopbytounii nanip i nnactuny 3 MBX.

2)  MarHitHa KapTa: Mictutb iHpopmaLito KpMBOi KanibpyBaHHA Ana Liei napTii
peareHTiB.

3)  PO3UMHHWK AnAa 3paska: OCHOBHMM iHrpegieHToM € $ocdpaTHO-ConboBUIA
6ydep (OCB). AuB. eTKeTKy LWOA0 06’'EMy PO3UMHHIKa 3pa3Ka.

4)  KoHTponb sKocTi (onuinHo): JliodinisoBaHi NOPOLWKK, NPUrOTOBNEHI
CaMOCTIHO, B OCHOBHOMY CK/afaloTbCA 3 PeKOMOIHAHTHOrO aHTUreHy
KopTusony i ®CB. Yci BOHU He MiCTATb PEUYOBVIH JIIOACBKOTO NMOXOMKEHHSA i €
cneumdiyHummn ana napTii. LlinboBi 3HaueHHA MOXHa 3HaWTU B CMWCKY
LiNIbOBUX 3HAYEHb.

5)  O6nagHaHHA: 3acTocoBy€ETbCA Ha aHanizaTopax KinbKicHoro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120 Bupo6bHuutBa Genrui
Biotech Inc.

MpumiTka: KOMNOHEHTN HAabOPIB i3 Pi3HMX NAPTIl He € B3aEMO3aMiHHMMU.

6.060B’A3KOBI AKCECYAPU, LLIO HE NMOCTAYAIOTbCA 3 HABOPOM

1) [o3aTopu Ta HaKOHeYHUKM Ana Hux: 100 mkn (ul).
2) Taiimep.

Mepexnaday Pomatiok H. 1.

7.0COBJINBOCTI 36EPIFTAHHA TA TPAHCNOPTYBAHHA

1)  TectoBwin Habip cnipg 36epiratm npu Temnepatypi 2-30 °C (°C), a TepMmiH
NpuAaTHOCTI TECTOBMX KapTOK i PO3YMHHMKa 3paskiB y 3arneyaTaHOMy
BUrNALI CTaHoOBUTb 24 mMicAui. Micna BigKpUTTA TecToBOI KapTu Ta
PO3UMHHMKa 3pa3Ka TepMiH 36epiraHHA cTaHOBUTL 1 roguHy npu 18-30 °C
(°C) i Bomorocti 40%-65%. flKwo Bonorictb > 65%, Habip cnig
BVMKOPWCTOBYBATM BiApasy Nicna BigKpUTTA.

2) Heposkputnit KA cTabinbHuii npotarom 24 micAuiB (QUB. €TUKETKY WoAo
KOHKpeTHOI faTn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C); BigHOBNEHMIA
KA cTabinbHuin npoTarom 6 gHis npu -20 °C (°C) abo 1 peHb npu 2-8 °C (°C) y
TiHi , | MOXe ByTV OiUH Pa3 3aMOPOXKEHNI/PO3MOPOKEHNIA.

3) TpaHcnopTyBaHHA: TectoBoro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOO AKOCTI - Npu -25~8 °C (°C).

8.BMMOTU OO0 3PA3KA

1)  Haibinbw NpuMHATHI 3pa3kyM - Le CBiKa HeremosnizoBaHa CUPOBATKa,
nnasmMa abo LinbHa KpoOB. PeKOMEHAYeTbCA BUKOPUCTOBYBATU 3Pasok
BEHO3HOI KPOBi, OCKINbKM pe3ynbTaTyi 3 iHWUMW PiguHaMK OpraHiamy Ta
HWMMK 3pa3kaMu MOXKYTb 6y TV HETOUYHUMU.

2) CwuposaTka/nnasma: Micna 3a6opy 3paska cMpoBaTKy C/lif AKOMOra LBKALLe
BifoKpeMuTH, WO6 YHUKHYTW remonidy. 3 CMpOBaTKO Ta Ma3molo
TeCTyBaHHA HEeOOXiAHO BWKOHATW MPOTArOM 6 TOAMH MpPW  KiIMHATHIN
TemnepaTypi nicnAa 3abopy 3paska. 3pa3ok CTabinbHUI NPOTAroM 7 AHIB,
AKWo 36epiratn npu Temnepatypi °C (°C), i cTabinbHK NpoTarom 1 micsus,
AKLLO NOro 3aMopo3mTK Npu Temnepatypi Huxye -18 °C (°C).

3) LUinbHa KpoB: 3pa3ok HeobXigHO MpoaHanisyBaTu Bigpasy nicnsa 3abopy.
AKWO Ue HEMOXNIMBO 3pO6UTU NPOTAroM 4 roguH, 36epirati 1MOro npu 2-
8 °C (°C) B xonogwnbHUKy He binblie 3 AHIB. 3pa3Kku He 3aMOPOXKyBaTH.

4) lNepep BW3HAUeHHAM 3pa3kyM MOBUHHI OyTW poBedeHi O KiMHATHOI
TemnepaTypu. 3aMOPOXeHi 3pa3ku CJlif MOBHICTIO PO3MOPO3UTK, 3HOBY
HarpitTh Ta pgobpe nepemiwaty nepej  BUKOPUCTaHHAM. He
3aMOPOXKyBaTV/PO3MOPOXKYBaTV MOBTOPHO.

5) CupoBaTka NIIOAVHU € HaMbINbL MigXOAALWO AnA BU3HadyeHHs, a EATA-K,
PEKOMEHAYETbCA AK aHTUKOAryNAHT ANA aHaniy naasmu Ta LinbHOT KpoBi.

9. MPOLIEAYPA TECTYBAHHA

YBaXKHO MpounTanTe iHCTPYKUilo nepen TWM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOPO [OOTPUMYMTECH IHCTPYKUil AnA OTPUMaHHA HagiHuX

pe3ynbTatiB. [epen BUKOPWUCTaHHAM BCi peareHTU Cflifi AOBEeCTU A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum CtaHfapT» B rOIOBHOMY MeHIO, o6
yBIilTU B iHTepdelnc BUMipIoBaHHS, KNnauHiTb «ltem/EnemeHT», Wwo6 Bubpatu
TECTOBWI eNleMeHT, | KnauHiTb «Type/Tun», o6 BMbpaTh TUn 3paska.

2)  KnikHitb «Homep naprii/Lot No.», Wwo6 yBiliTM B iHTepdenc 34nTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BiAMOBIQHOTO enemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KOJN MarHiTHy KapTy 6yfAe ycnillHO 34MTaHo,
nepe.ipTe, UM € MarHiTHa KapTa i TecToBa KapTa 3 ogHiei naprii. (Mpumitka:
PeareHTn nonepepHbo  BigKanibpoBaHi, | KOHKPETHi  MmapameTpwu
KanibpyBanbHOI KPUBOI AnA KOXHOI MapTii peareHTiB 36epiraloTbcs Ha
MarHiTHI KapTi).

3) TMpouepypa KOHTPOMO  AKOCTi: PekomeHAyeTbCA  3BepHyTMCA [0
KepiBHULTBA 3 eKcrulyaTalil npyunagy Ta BAKOPUCTOBYBaTV KOHTPOJb AKOCTI
Genrui, o6 nepeKkoHaTUCs, WO LiNiboBe 3HaUeHHS KOHTPOJIIO AKOCTI TeCTy
3HaxoAMTbCA Miff KOHTpoOnem Mig 4ac npoueaypu TecTyBaHHA nicnA
KanibpyBaHHsA. KOHTPOni AKOCTI CNlif, BUKOPVCTOBYBATU HACTY MHVIM YMHOM.
a) [lepen BMKOPUCTaHHAM [OBEAiTb KOHTPOMb AKOCTI [0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BIigKpUITE  KPUWKY  MAAWKKM,  WOO  YHUKHYTW
PO36pM3KyBaHHSA BMICTY.

c¢) [Hopante 0.5 mn (ML) ounieHoi Bogu.

d) 3akpuiTe nAAWKYy KPWWLKOKW Ta 3anuwTe T npu  KIMHATHIN

TemnepaTypi Ha 15 XBWIVH, OGEPeXHO CTPYCiTb MIAWKY, LWo6
NOBHICTIO PO3UYNHUTW CYXMIA MOPOLLIOK.
e) [licna NMOBHOro PO3YMHEHHA CyXOro MOPOLLKY MOBTOPITb onepawito
Ins Bigbopy 3paskKa.
AKWO BUMIPAHI 3HAUYEHHA KOHTPOMIO AKOCTi 3HAaXoAATbCA B 3ajaHOMy
Ziana3oHi LinboBMX 3HauyeHb, aHanis KNiHIYHWX 3paskiB i aHani3 AaHux
MOXHa MPOAOBXKNTY; B IHLWOMY BUMafKy NMPUUYUHU MOBWHHI 6yTW BUABMEHI
nepep TecTyBaHHAM.
4)  Bigbip 3pa3kis:
Lopgante 0.1 mn (ml) nnasmu, cnpoBaTKm abo LiNbHOI KPOBi O KOHTelHepa
3 PO3UMHHMKOM [N1A 3pa3kiB, peTenbHo nepemiwante npotarom 40-60 cek.
BisbmiTb 0.1 Mn (ml) po3BefeHoro 3paska Ta fofaiiTe 1Oro BEPTMKaNbHO B
NYHKY ANA 3pa3ka Ha TeCcToBil KapTui Ta 3anycTiTb Taimep.



5) BcraBTe ii B rHi340 ANA TeCTOBOI KapTu aHanisatopa (CTOPOHOIO 3 NYyHKOM
anAa  3pas3ka BcepeauHy). HatucHitb  «Measure/Bumipatny», npwunag
aBTOMATUYHO BU3HAYUTb | PO3APYKYE pe3ynbTati yepes 10 XBUANH (AKLLO
BUKopucToByeTbca «Fast Mode/llBupknin pexum», nicna 10 XBUAMH
30BHIWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHIiTb
«Measure/BumipaTn», nicna yoro Nnpwnag BUABUTb | PO3APYKYE pe3ynbTatn).

Mpumitka: LWo6 oTpumaTty JOKNafHi iHCTPYKUil Wwoao pobotn 3 npunagom,

3BEPHITbCA A0 MOCIOHMKa aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEQEPEHCHWUI AIANA30H
Pankosi roguHu: 07-10: 171-536 Hmonb/n (nmol/L).
[eHHi rogmHm: 16-20: 64-327 Hmonb/n (nmol/L).

Mpumitka: Yepes reorpadiyHi, eTHiYHi, reHgepHi Ta BIKOBiI BigMIHHOCTI,
pekoMeHAyeTbcsA, Wob KoxHa nabopaTtopid BCTaHOBMOBana CBiil BRACHWN
pedepeHcHUIA ianasoH.

11. IHTEPMPETALIA PE3Y/IbTATIB

1.  Konu Ha koHTponbHin ginaHui (C) 3'ABnsioTbcA dnyopecueHTHi cmyru,
aHani3aTop aBTOMaTMYHO BMABUTb driyopecLieHLiilo Ta MpoaHanisye TecToBy
KapTy, @ NOTiM HaAaCTb KiNbKiCHi pe3ynbTaTtu.

2. flKwo Ha KoHTponbHin ginaHui (C) He 3'AaBNATLCA byopecLeHTHI cmyru,
aHani3aTop He MOXe aBTOMATUYHO BUABUTW ryopecueHLilo Ta BuAae
ronepeeHHs, BKasyloun Ha Te, Lo onepalia HeBipHa abo TecToBa KapTa
nowkKoaKeHa. Y LboMy BUMaAKy YBakHO MpouunTaiiTe iHCTPYKLUilo LWe pas i
BUKOHaliTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapToIo; AKLLO npobnema Bce e
iCHY€, HeramHO NPUNVHITL BUKOPWCTOBYBATM MNPOAYKTM Li€i napTii Ta
3BEPHITbCA 40 CBOTO MOCTayasbHu1Ka.

3. Konwu pe3ynbTatu TecTyBaHH=A 3paska nepesuulyiotb 1000 HMonb/n (nmol/L),
npunap nokasye > 1000 Hmonb/n (nmol/L), Konu pesynbTaTn TecTyBaHHA
MeHue 45 Hmonb/n (nmol/L), npynag nokasye < 45 Hmonb/n (nmol/L).

12. MEXKA BUABJIEHHA

1) Ueit TecToBMin Habip NpuM3HaYeHWI TiNbKW A1s BiarHOCTUKW in vitro.

2)  [iarHocTuKa Ta NikyBaHHA He MOXYTb I'PYHTYBAaTUCA JMLLE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe iCTOpilo XBOpOOM Ta iHWi pe3ynbTatu
nabopatopHux TectiB. KoxHili nabopatopii pekomeHAoBaHO BCTaHOBWTW
BIACHWIN pedepeHCHMIN Aiana3oH Ha OCHOBI NoNyNALil NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1) AKwo BMmicT remornobiHy < 2.0 r/an (g/dL), Tpurniuepugis < 5000 mr/pn
(mg/dL), xonectepuny < 1000 mr/an (mg/dL), 6inipybiHy < 66 mr/an
(mg/dL), peBmaToigHoro daktopa (P®) < 1000 MO/mn (IU/mL), 3aranbHoro
6inka < 500 r/n (g/L) i HAMA < 1000 Hr/mn (ng/mL) y 3pasKy, BOHU He
MOBVHHI BNANBATY Ha Pe3ysnbTaTu TECTY.

14. NIOKA3HNKUN EOEKTUBHOCTI HABOPY

N2 noty g

TepmiH npugaTHoCTI

[iarHoCTUYHUIN peareHT
) CE CE-MapKyBaHHA
In Vitro
@ [aTa BMpobHuMuTBa *‘-I% Bionoriuni pusnkn
ud BUPOGHMK ﬁ 06'em
Mictutb gocTaTHbO AnA e He nippasatv BnavBy
; < n> TecTiB COHAYHMX NPOMEHIB
® He BukopucToByBatn 36epiraTu B cyxomy
MOBTOPHO j Mmicui

YNOBHOBaXeHWUN NpeCcTaBHNK
B €BpONencbKomy
CMiBTOBapUCTBI

Katanorosum N2
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18. METPOJIOTNYHA MPOCTEXKYBAHICTb
Habip npocTexxeHo o pedepeHcHOi NpoLeaypu BumiptoBaHHsA ID-GC/MS.

19. 4OBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa Aomnomora, 3BepHiTbCA A0 BIAAINY NiCNANPOAAKHOIO
obcnyroByBaHHs.

20.IHCTPYMEHTU TA 3ACTOCYBAHHA

ImyHodnyopecueHTHi  npogyktv  Genrui, npusHayeHi pana pobotn B
aBTOMaTU30BaHOMY 11abopaTOpPHOMY cepefjoBuLLi, CYMiCHi 3 $yopecyeHTHUM
imyHoxpomaTtorpadiuyHmum aHanizatopom FA20/FA30/FA50/FA120. Moxnuso
icHye po3pobneHa nporpama i KOHKPETHOTO IHCTPYMEHTY, BifiBifaiiTe po3ain
iHCTPYMEHTIB Ha HalloMmy Be6-caiTi.

autll

BUPOBHUK

TEHPYW BIOTEK IHK.
4-10Q, byoiensa 3

Genrui Biotech Inc.
4-10F, Building 3

1)

Mexxa BuaBneHHs: < 45 Hmonb/n (nmol/L).

Geya Technology Park, TexHonoeziynuli lMapk [ea
Guangming District, 518106 PatioH lyaHmiH, 518106
Shenzhen, China LlleHbYxeHb, Kumau

Phone: + 86-755-26835560
Fax: + 86-755-26678789

Ten.: + 86-755-26835560
Qakc: + 86-755-26678789

2) [JianasoH niHiliHOCTi: 50-1000 Hmonb/n (nmol/L). (KoediuieHT niHiAHOT
Kopenauii: r = 0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 15%, TouHicTb Mix aHanisamu CV < 15%

4)  [JocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  TouHicTb KOHTpoOno AKocTi: CV < 15%

6)  OuikyBaHi pe3ynbTaTi KOHTPOJIO AKOCTI: pe3ynbTaTh TeCTY NMOBUHHI 6yTu B

MeXax LiNboBOro fiianasoHy

15.3AXOAU BE3MEKN

1. MMicnA BiZKPUTTA BUKOPUCTOBYITE TECTOBI KAapTX AIKOMOTa LWBKuALWe, Wwob He
JONYCTUTN NOTPaniAHHA Bonorn. He BMKOPUCTOBYWTE TeCTOBI KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHVMMU.

3. [na peuyoBwuH, Wo MicTATb AxKepena iHoeKuil abo Nigo3pETbCA, WO BOHN
MIiCTATb  pKepena iHbeKuii, MOBUHHI  OyTM HanexHi npouenypu
3abe3neyeHHs 6iobe3nekun. 3BepHiTb yBary Ha Taki MUTaHHS:

- Bpsaraiite pykaBuuKkuy nig yac pobotu 3i 3pa3kom abo peareHTOM.

—  [esiHdikyiiTe nponuTti 3pasku fesiHpikytourm 3acobom.

—  [esiHdikyiiTe abo noBoAbTecs i3 MOTEHUIMHAMK  [Kepenamu
3abpyAHEHHA BCiX 3pasKiB UM peareHTiB BignoBigHO A0 MicLeBUX
HOpM.

pi3HMX  napTin  He  MOXyTb  6yTu

16. NTOACHEHHA TPA®IYHNX CUMBOJIIB

TemnepatypHuin

3BepHiTbca Ao IHCTpyKUii no /ﬂ/
[ pexum

3aCTOCyBaHHIO

Mepexnaday Pomatiok H. 1.

e-nowma: info@genrui-bio.com
Beb: www.genrui-bio.com

e-mail: info@genrui-bio.com
Web: www.genrui-bio.com

oIAMES

Trade

YIOBHOBAXEHUW MPEACTABHUK B YKPAIHI

TOB «[liame6 mpetio»
8yn1. CumoHa lemniopu, 6yOUHoK 25
M. lsaHo-OpaHkiecek, 76014, YkpaiHa
men.: +38(0342) 775122
e-nowma: info@diameb.ua
www.diameb.ua
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