OONIKYJIOCTUMYJTIIOIOUYNIA TOPMOH (Cr),
TECTOBUI HABIP (IMYHO®JTYOPECLLEHLIIA)

Follicle Stimulating Hormone (FSH)
Test Kit (Immunofluorescence)

Kam. N°: 52026072 Jama sunycky iHcmpykuii: 14-04-2025

Bepcis: A/6

OCHOB0I0 _npu__nposedeHHi aHANi3y € opu2iHan _iHcmpyKuii
aHenilicekolo M0o8ot, 8knadeHoi 8 Habip. Homep i dama eepcii
opueiHany ma nepekiady iHCmpyKuyii Nno8uHHi cnisnadamu.

1.HA3BA MPOAYKTY

3aranbHa HasBa: Qonikynoctumyniotounin fopmoH (OCT), TectoBuiA Habip
(ImyHodnyopecueHuin).

Toprosa Ha3Ba: FSH.

2.NMAKYBAHHA

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

KaT. N2: 52026072
Kart. Ne: 52027075

Cneundikauia: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105066
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105067
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105068

3.NMPU3HAYEHHA TA NOKA3AHHA

A in vitro KinbKicHoro BnsHaveHHa pisHA OCI y cuposaTtyi, nnasmi abo uinbHin
KpOBIi NioanHW. B OCHOBHOMY BUKOPUCTOBYETLCA ANA AiarHOCTUKN eHOOKPUHHUX
po3nagis i aHomanin GpyHKLiT A€YHMKIB.

Tinbkn ana npodecinHOro BUKOPUCTaHHA.

4. NPUHLUUN TECTY

Llen Habip BMKOpuMCTOBYE ceHABiu-mMeToA aHTwTin. icna Toro, AK 3pasku, LWo
mictaTe  OCI, NOBHICTIO 3MilWaHi 3 PO3UYMHHUKOM 3pa3KiB, BifbUpaeTbcA
BiANOBiAHA KiNIbKiCTb PO3UMHY Ta [OAAETbCA Y NYHKY AnA 3paskiB. OCI y 3pasky
3B'A3YETbCA 3 MOHOKNOHaNbHMUM  aHTuTinom  OCI,  3'egHaHum i3
bnyopecUeHTHUMM  YacTUHKaMK, YTBOPIOUM  KOMMEKC  gyopecyeHmHa
4acmuHKa-aHmumino-aHmuzeH. MoTiM Lei iIMyHHUIN KOMMeKC xpomatorpadye
Y3[0BX HiTPOLIeNtoNno3Hoi MembpaHn A0 30HW Bu3HaueHHA (T), MOEAHYETbCA i3
nonepeAHbO HaHeCEHUM MOHOKJIOHaNbHUM aHTuTinom o OCI i npopoBxye
xpomatorpadysatut O 30HU KoHTposio AkocTi (C). MiyeHuii ¢pnyopecueHTHUMMN
YacTMHKaMU KO3A4nin aHTU-Kponaunii |gG 38'A3yeTbca 3 nonepeaHbo HaHeCeHM
Kponauum IgG i yTBOPIOE NiHil0 KOHTPOMIO AKOCTI. IHTEHCUBHICTL dnyopecuieHuil
pocnigpKyBaHoi obnacTi npamo nponopuiiHa pisHio OCT y 3pasky.

5.0CHOBHI KOMMNOHEHTN TA AOAATKOBE HEOBXIAHE OBJIAQDHAHHA

TecToBWin Habip CKNapaeTbCcA 3 TeCTOBOI KapTW, MAarHiTHOI KapTh, PO3YMHHMKA

3pasKka, KOHTPONIO AKOCTI (OMLiHO) Ta IHCTPYKLiT.

1)  TecT-KapTa CKNMafa€Tbca 3 KOPMNycy KapTy Ta TeCT-CMYXKMW. TecT-CMy»Ka
MICTUTb MAoWaAKy ANA 3pa3ka/MapKyBasibHY MOLWAAKY, HIiTPOLeNoNo3Hy
MembpaHy, abcopbyrounii nanip i nnactmHy 3 NBX.

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

3) Po3uuHHUK ana 3paska: OCHOBHUM iHrpeflieHTOM € $ocdaTHO-CONbOBUI
6ydep (OCB). M. ETUKETKY LOAO 06'EMY PO3UMHHMKa 3pasKa.

4)  KoHTponb sAKocTi (onuinHo): JliodinisoBaHi NOPOLWKKW, NPUroTOBNEHI
CaMOCTINHO, B OCHOBHOMY CK/afaloTbcA 3 pekombiHaHTHOro aHTureHa OCI
Ta OCB. YCi BOHW He MICTATb PEYOBUH JIOACBKOrO MOXOMXKEHHA, i €
cneumdiyHuMmn ana KoxHoi napTil. LlinboBi 3HaueHHA MOXHa 3HalNTU B
CMUCKY UiNbOBKX 3HaYeHb.

5) O6napHaHHsA: 3acTocoByeTbCA Ha aHanisatopax KinbKicHoro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120 Bupo6HuuTtBa Genrui
Biotech Inc.

MpumiTka: KoMnoHeHTN HaboPIB i3 Pi3HUX NApPTi He € B3aEMO3aMiHHUMM.

6. 0bOB’A3KOBI AKCECYAPUY, LLO HE MOCTAYAIKOTbCA 3 HABOPOM

1)  [o3aTopu Ta HaKoHeYHUKK Ana Hux: 100 mkn (ul).
2) Taiimep.
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7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBwin Habip cnipg 36epiratm npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pas3KiB y 3aneyaTtaHoMy
BUrNALI CTaHoBUTb 24 mMicAui. Micna BigKpPUTTA TeCcToBOI KapTu Ta
pPO3UMHHMKa 3pa3ka TepMiH 36epiraHHA cTaHoBUTL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonorictb >65%, Habip cnig
BVMKOPWCTOBYBATM BiApasy Nicna BigKpUTTA.

2) Heposkputnii KA cTabinbHuii npotarom 24 micAuiB (QUB. €TUKETKYy WoAo
KOHKpeTHOI faTn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHMIA
KA cTabinbHuin npoTarom 6 gHis npu -20 °C (°C) a6o 1 geHb npu 2-8 °C (°C) y
TeMpABi , i MOXKe ByTI OAMH pa3 3aMOPOXKEHUI/PO3MOPOKEHNIA.

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

8.BMMOTU OO 3PA3KA

1)  OnTumanbHi 3pa3ku - Lie CBiKa HeremonizoBaHa CMpOBaTKa, Miasma abo
LinbHa KpoB. PeKoMeHIYy€eTbCA BUKOPUCTOBYBATU 3Pa30K BEHO3HOI KPOBI,
OCKiNbKW pe3ynbTaTi 3 iHWMMU PigUHaMK OpraHi3my Ta iHWKXMK 3pa3kamu
MOXYTb 6YTU HETOUHVMM.

2) CwuposaTka/nnasma: Micna 3abopy 3paska cMpoBaTKy C/lif AKOMOra LBKALLe
BifoKpeMuTy, WO6 YHUKHYTW remonidy. 3 CMpOBATKOW Ta MJa3molo
TeCTyBaHHA HEOOXiAHO BMKOHATVW MPOTArOM 6 TOAMH MpPW  KiIMHATHIN
TemnepaTypi nicna 3abopy 3paska. 3pa3ok CTabinbHWU NPOTAroM 7 AHIB
npwu 2-8 °C (°C) i B 3aMOpOKeHOMy CTaHi Npu TemnepaTtypi Huxue -18 °C (°C)
He GinbLue 1 micaua.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpoBi HeobXigHO npoaHanisysBatu Bigpasy
nicna 3abopy. AKLWO NOro HEMOXIMBO MpPOoaHanisyBaT NPOTArom 4 roauH,
noro cnip 36epiratm B xonogunbHukKy npu 2-8 °C (°C) He 6inbLue HiX 3 JHi.
3pasKy He MOXHa 3aMOPOXKyBaTU.

4) lepep BW3HAUEHHAM 3pa3KkyM MOBMHHI OyTW poBedeHi O KiMHATHOI
TemnepaTypy. 3aMOpOXeHi 3pa3ku Cnif MOBHICTIO PO3MOPO3UTH, 3HOBY
HarpitTh Ta pgobpe nepemiwaty nepej  BUKOPUCTaHHAM. He
3aMOpPOXKyBaTW/PO3MOPOXKYBaTV MOBTOPHO.

5) CupoBaTka NIIOAUHM € HaNbINbW NigxoAALo Ans BU3HadeHHs, a EATA-K,
pEeKOMeHAYETbCA AK aHTUKOArynAHT ANA aHanisy nnasmm Ta LinlbHOT KPOBI.

9. NMPOLIEAYPA TECTYBAHHA

YBaXKHO MpounTanTe iHCTPYKUilo nepen TWM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOpO HAOTpUMYMTECHb IHCTPYKUil. [epes BUKOPUCTaHHAM BCi

peareHTV Cnig AoBecTn Ao KimHaTHoI Temnepatypu (18-30 °C (°C)).

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

2)  KnikHitb «Homep naprii/Lot No.», Wwo6 yBiliTM B iHTepdenc 3UnTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BiAMOBIQHOrO enemMeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KOMN MarHiTHy KapTy 6yfae ychillHO 34MTaHo,
nepe.ipTe, UM € MarHiTHa KapTa i TecToBa KapTa 3 ogHiei naprii. (Mpumitka:
PeareHTn nonepegHbo  BigKanibpoBaHi, | KOHKPETHi  MmapameTpwu
KanibpyBanbHOI KPUBOI AnA KOXHOI MapTii peareHTiB 36epiraloTbcs Ha
MarHiTHIl KapTi).

3) TMpouepypa KOHTPOMO AKOCTi: PekomeHAyeTbCA  3BepHyTMCA [0
KepiBHULTBA 3 eKcrulyaTauil nprunagy Ta BUKOPUCTOBYBaTV KOHTPOJIb AKOCTI
Genrui, o6 nepekoHaTUCs, WO LiNiboBe 3HaUeHHS KOHTPOJIIO AKOCTI TeCTy
3HaxoAMTbCA Mif KOHTponem Mig uac npoueaypu TecTyBaHHA nicnA
KanibpyBaHHsA. KOHTPOni AKOCTI CNlif BUKOPVCTOBYBATU HACTYMHVIM 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 nAAWKY KPWIWLKOKW Ta 3anuMwTe T npu  KIMHATHIN

TemnepaTypi Ha 15 XBWIVH, OGEPeXHO CTPYCiTb MIAWKY, LWo6
NOBHICTIO PO3UYNHUTW CYXMIA MOPOLLIOK.
e) [licna NMOBHOro PO3YMHEHHA CyXOro MOPOLLKY MOBTOPITb onepauito
Ins Bigbopy 3paskKa.
AKWO BUMIPAHI 3HaYEHHA KOHTPOMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
Ziana3oHi LinbOBMX 3HauyeHb, aHanis KNiHIYHWX 3paskiB i aHani3 AaHux
MOXHa MPOAOBXKNTY; B IHLWOMY BUMafKy NMPUYUHU MOBWHHI 6yTW BUABMEHI
nepep TecTyBaHHAM.
4)  Bigbip 3pa3kis:
Lopante 0.1 mn (ml) cupoBaTky, Nnasmu abo LinbHOT KPOBI B KOHTEHEp 3
PO3UMHHMKOM [NA 3pasKiB, peTesibHO nepemiwante (ninetynte 10 pasis
abo nepewmiwarite BpyuHy 15 pasiB). Bisbmitb 0.1 mn (ml) po3segeHoro
3paska Ta KanHiTb MOro BepTMKanbHO B JIYHKYy ANA 3pa3ka Ha TecToBil
KapTui Ta MOYHITb BianiK yacy.



5) BcTtaBTe Oro B rHi3nO ANA TeCTOBOI KapTu aHasnizaTtopa (CTOpOHOK 3
JIYHKOIO AN1A 3pa3ka BcepeanHy). HatncHitb «Measure/BumipaTtny, npunag
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
PedepeHcHun gianazoH: MMO/mn (mIU/mL).

KiHku QonikynapHa dasa 3.5-125
OsynatopHuii nepiog  4.7-21.5
JlioTeiHoBa dasa 1.7-7.7
MeHonay3a 25.8-100.0

Yonosiku 1.5-124

Mpumitka: Yepes reorpadiuHi, €THiUHi, reHaepHi Ta BIKOBi BiAMIHHOCTI,
pekoMeHAyeTbcA, Wob KoxHa nabopaTtopid BCTaHOBMOBana CBiil BRAacHWI
pedepeHCHU pianasoH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHin pginaHui (C) 3'aBnsioTbca dnyopecueHTHi cmyru,
aHani3aTop aBTOMaTNYHO BUABUTL driyopecLeHLilo Ta NpoaHailye TecToBy
KapTy, @ NOTiM HaAACTb KiNbKiCHi pe3ynbTaTtu.

2. flKwo Ha KoHTponbHin ginaHui (C) He 3'AaBnATbCA byopecLeHTHI cmyru,
aHani3aTop He MOXe aBTOMATMYHO BUABWTM dryopecueHuilo Ta BUAAE
ronepeaXeHHs, BKasylouun Ha Te, WO onepauis HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BUNagKy yBakHO MpouunTaiiTe iHCTPYKLUilo We pas i
BUKOHaliTe TeCTYBaHHA 3 HOBOI TECTOBOIO KapTOI0; AKLLO Npobriema Bce e
iCHY€, HeranHo NPUNVHITL BUKOPWCTOBYBATM MNPOAYKTM Li€i napTii Ta
3BEPHITbCA O CBOrO MOCTayasnbHUKa.

3. Konwu pesynbTaTi TeCTyBaHHA 3pa3ka nepesuiytots 100 MMO/mn (mIU/mL),
npunag nokasye > 100 MMO/mn (mIU/mL). Konn pesynbTati TecTyBaHHA
meHLwe 0.8 MMO/mn (mIU/mL), npunag nokasye < 0.8 MMO/mn (mIU/mL).

4. Uen TectoBuii Habip He cTBOplOE Xyk-epekty B mexax 1000 mMO/mn
(mIU/mL).

12. MEXXA BUABJIEHHA

1) Llew TectoBuin Habip Npu3HayeHWi TiNbKK ANa AiarHOCTUKW in Vitro.

2)  [iarHocTuKa Ta NikyBaHHA He MOXYTb IPYHTYBaTUCA LLE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe icTOpilo XBOpobM Ta iHWi pe3ynbTati
nabopatopHux TecTiB. KoXHin nabopaTopii pekomMeHAoBaHO BCTaHOBUTU
BIACHWIN pedepeHCHMI Aiana3oH Ha OCHOBI NoNynALil NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1)  Temorno6iH, 6inipybiH, xonectepuH, Tpuraiuepvay, 3aranbHUA 6inok,
HAMA T1a peBmatoigHuii $akTop Yy 3pa3kax MOXyTb BMAMBATU Ha
pe3ynbTaTyi TecTy; MakCMMaNibHO AOMYCTMMa KOHLEHTpauia remornobiHy
cTtaHoBuTb 1 1/an (g/dL), 6inipy6iHy - 64 mr/gn (mg/dL), xonectepuHy - 1000
mr/pn (mg/dL), Tpurniuepuais - 1900 mr/an (mg/dL), 3aranbHoro 6inka - 500
r/n (g/L), HAMA - 1000 Hr/mn (ng/mL), peBmatoigHoro ¢aktopa - 2250
MO/mn (IU/mL).

14.NMOKA3HUKU EOEKTUBHOCTI HABOPY

1)  Mexa BuaneHHs: 0.8 MMO/mn (mIU/mL)

2) [Hiana3oH niHifiHocTi: 1-100 MMO/mMn  (mIU/mL) (KoediuieHT niHinHOT
Kopensauii: r = 0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 10%, ToUHicTb Mix aHanisamun CV < 15%

4)  [ocToBipHicTb: -10% < BigxuneHHa % < +10%

5) CneuwndiuHicTb: Pe3ynbtati TecTy Ha Bu3HaueHHsa JII' y KoHueHTpauii 200
MO/n (IU/L), TIT y KoHueHTpauii 100 MMO/n (mIU/L), X1 y KoHueHTpauii
1000 MO/n (IU/L) 3 umm HabopoM He MNOBWHHI MepeBULLYBaTU MeXY
BUABNIEHHA Habopy.

6) TouHictb KA: CV < 15%

7) OuikyBaHi pe3ynbtatv Kf: Pe3ynbtati TecTy MOBWMHHI OyTM B Mexax
LiNbOBOro AianasoHy

8)  Bmict Bonoru: Bmict Bonoryu KA (niodinisoBaHnii NopoLwoK) CTaHOBUTb <
10%

15.3AXOAU BE3MEKN

1. MMicnA BiZKPUTTA BUKOPUCTOBYMTE TECTOBI KapTW AKOMOra WBuawWwe, Wwob He
JONYCTUTN NOTPanAAHHA Bonorn. He BMKOPUCTOBYWTE TeCTOBI KapTh
NMOBTOPHO.
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2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHVMMU.

3. [ns peuyoBwH, Wo MIiCTATb AKepena iHbeKLii abo Nifo3pETbCA, WO BOHN
MicTATb  Kepena iHbeKUil, NoBMHHI OyTM HanexHi npoueaypu
3abe3neyeHHs 6iobe3nekn. 3BepHITb yBary Ha Taki MUTaHHA:

- BrsranTte pykaBuuKu nig yac poboTu 3i 3pa3kom abo peareHTOM.

—  [esiHikyinTe nponuTi 3pa3ku fesiHdikyounm 3acobom.

—  [esiHdikyiiTe abo mnoBofbTecs i3 NOTEHUIMHUMU  [Kepenamu
3abpyHeHHsA BCiX 3pasKiB Uy peareHTiB BigMoOBigHO [0 MicLeBuUx
HOpM.

pi3HMX  napTini  He  MOXyTb  OyTu

16. NTOACHEHHA TPAQIYHNX CUMBOJIIB

3BepHiTbCA A0 IHCTPYKUii no
EB] p A PyKu|

TemnepaTypHUN pexum
3aCTOCYBaHHIO patyp P

K=<

Ne noty TepmiH npugaTHOCTI

[liarHoCTNYHWI peareHT
In Vitro

m
m

CE-mapKyBaHHA

O6'em

o

[aTta BupobHuLTBa

il A EARERIE

BpoGHMK -‘-‘&‘@ He nignaBatn Bnnvn.ay
COHAYHMX MPOMEHIB
Mictutb goctaTtHbo AnAa s 36epirati B cyxomy
< n> TecTiB ? Mmicui
YnoBHOBaxeHW NpeacTaBHUK
E B €BpOMNeENCbKOMY Katanorosuin Ne

CNiBTOBAPUCTBI
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18. METPOJIOTIYHA NPOCTEXYBAHICTb
Habip npoctexyetbca 3a cepTudikoBaHum pedepeHcHum matepianom NIBSC
78/549.

19. 4OBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa pomomora, 3BepHITbCA O BiAAiNy nicNANPOAAaXKHOIo
06cNyroByBaHHs.

20.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (IMyHodnyopecueHuis) npu3HayeHi Aana  pobotn B
aBTOMaTM30BaHMX nabopatopifx, AKi CyMiCHi 3 aHani3aTopoM KifbKiCHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[na Baworo KOHKPETHOro npwunagy Moxe Oyt po3pobrneHa nporpama;
3BEPHITbCA A0 PO3AiNY NPO NpUIaamM Ha HaWoMy Be6-caiTi.
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