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Kam. N¢: 52026115 Jama sunycky incmpykuyii: 12-12-2022

Bepcis: A/1

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

1. HA3BA NPOAYKTY
3aranbHa Ha3Ba: TecTocTepoH, TecT-Habip (IMyHodnyopecLeHLis).
Toprosa Ha3Ba: Testo

2. MNAKYBAHHA

Cneumndikauis 1: 25 TecTiB/Habip Kat. N2: 52026115
Cneumndikauis 2: 50 TecTiB/Habip Kat. N2: 52027110
KoHTponb AkocTi (0nuinHo):

Cneuudikauis: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105081
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105082
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105083

3. NPN3HAYEHHA TA NOKA3AHHA

[ina in vitro KinbKiCHOro BU3Ha4yeHHA PiBHA TecTOCTepPOHY B CMPOBaTLi, Nia3mi,
LinbHin abo KaninApHin KpoBi nioAgvHW. B OCHOBHOMY BMKOPWCTOBYETbCA B
KNiHIYHIN JONOMIXKHIN AiarHOCTMLI 3axBOpOBaHb, MOB'A3aHMX 3 aHOMaNbHUM
piBHem TecToCTepOHY.

Tinbky ansa npodecinHOro BUKOPUCTaHHS.

4. NPUHUMN TECTY

Y ybomy Habopi BUKOPUCTOBYETLCA KOHKYPEHTHWI MeTog,. icns Toro, Ak 3pasku,
Wo MictATb TecToCTepOH, MOBHICTIO 3MillaHi 3 PO3YMHHUKOM 3pasKiB,
BinbupaloTb BIAMOBIAHY KiNbKiCTb PO3UMHY Ta [OAAlOTb Y JYHKY ANA 3pasKiB.
TecTocTepoH y 3pa3Ky 3B'A3YETbCA 3 MULIAYUM MOHOKIOHANbHUM aHTUTINOM A0
TectocTepoHy, 3'€AHaHMM i3 (yOpecLeHTHUMU YacTVHKamu, YTBOPIOUN
KOMMNEKC (iyopecueHmHa 4acmuHKa-aHmumino-aHmuezeH. MNoTim uei imyHHWUIA
KOMMNIEKC ~ XpoMmaTorpadiyHo nepemillyeTbcsi  B3[OBX  HITPOLENoNo3HOT
MembpaH/ A0 30HM Bu3HayeHHA (T), MOEAHYETbCA 3 MOMepeaHbO MOKPUTUM
MOHOKJ/IOHAJIbHVIM aHTUTINIOM A0 TecToCTepoHy Ta MPOAOBXKYE PyXaTnCA O 30HN
koHTponto sKocTi (C). MiyeHunin dnyopecUeHTHUMN YacTUHKaMW aHTU-KPOAYMiA
IgG Ko3M 3B'A3y€TbCA 3 NonepeaHbO NOKPUTUM Kponaumm IgG i yTBopioe niHito
KOHTPOJIO AKOCTI. IHTeHCMBHICTb pryopecLeHLii 06nacTi BU3HaueHHs obepHeHo
nponopuiiHa piBHI0 TeCTOCTEPOHY B 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 CK/IafaETbCcA 3 KOPMycy KapTu Ta TeCT-CMYXKW. TecT-CMy»Ka
MiCTUTb NAOLWaAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLIENONO3HY
MembpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa kapTta: Mictutb iHbopMaLilo KprBoOi KanibpyBaHHA Ana Li€l napTii
peareHTiB.

3)  Po3unHHKK 3pa3ka: OCHOBHUM iHrpegieHToM € docdaTHO-conbosuii bydep
(OCB). Moro poznoginsaiotb no 0.5 Ma (ML) Ha NPOGIPKY [N1s KOXKHOIO TeCTy.

4)  KoHTponb sKocTi (onuiiiHo): JliodinisoBaHi MNoOpOLKKY, NPUrOTOBNEHI
CaMOCTIiHO, B OCHOBHOMY CK/afjaloTbCsi 3 PEKOMOIHAHTHOrO aHTUreHa
TectoctepoHy Ta @OCB. Yci BOHM He MICTATb PEYOBMH JNIIOACHKOrO
NOXOMPKEHHA, | € crneyndiyHMM ana KoxHoi napTii. LlinboBi 3HauyeHHA
MO>KHa 3HANTW B CMINCKY LLiIbOBUX 3HaUYeHb.

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

MpvMiTKa: KOMMNOHEHTW HAabOpIB i3 Pi3HMX NAPTIN He € B3AEMO3aMiHHUMU.

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. 0COBJINBOCTI 36EPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratn npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pasKiB y 3aneyaTaHOMY
BurnAagdi craHosutb 18 wmicAuiB. [llicna BigkpuUTTA TecTtoBoOi KapTh Ta
pO3YMHHMKa 3pa3Ka TepMiH 36epiraHHa ctaHoBUTbL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fKwo Bonorictb > 65%, Habip cnig
BMKOPUCTOBYBATW Bigpa3y Nicna BigKpUTTA.

2)  Heposkputuii KA cTabinbHuin npotarom 18 micAuiB (4VB. €TUKETKY WOAO
KOHKpeTHOI Aatn) npu Temnepatypi Big -25 °C (°C) po 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 ByTV OfiMH pa3 3aMOPOXKEHNIA/PO3MOPOXKEHNIA.

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

8. BUMOIrn A0 3PA3KA

1)  Haibinbw npuAHATHWIA 3pa3oK - Lie CBiXKa HeremosizoBaHa CMPOBATKa,
nnasma abo UinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATM 3pa3ok
BEHO3HOI KPOBi, OCKINbKN pe3ynbTaTy 3 iHWUMW PiguHaMK OpraHiamy Ta
HLIVMY 3pa3kamn MOXYTb BYTV HETOUHUMU.

2) Cuposatka/nnasma: MNicna 3abopy 3pa3ka cMpoBaTKy Ciif AKOMOra LIBKALLE
BiAOKPeMUTY, WO6 YHWMKHYTU remonidy. AHani3 cupoBaTKU i nnasmu
HeobXiHO 3aBepLMTU MPOTAroM 6 roAuWH NPW KiMHaTHIA Temnepatypi.
3pa3ky, AKi He MOXyTb OyTW aHani3oBaHi MPOTArOM LbOro uacy, cnif
36epirati B XonoaunbHuKy npu 2-8 °C (°C) He 6inblue 7 AHIB; CMpOBaTKy Ta
nnasmy cnif 3aMopoxKyBaTu npu Temnepatypi Hwkue -18 °C (°C) He binblue
Hi>XK Ha 1 micaub.

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

4) lepep BU3HAYEHHAM 3pa3KkM MOBUHHI OyTM [oBefeHi A0 KiMHATHOI
TemnepaTtypu. 3aMOpPOXeHi 3pa3Kku CNlif MOBHICTIO PO3MOPO3UTH, 3HOBY
HarpitTm Ta Jgobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXKYyBaTW/PO3MOPOXKYBaTH MOBTOPHO.

5) CupoBaTKa NIl0AMHM € HanbinbL NiAXOAALIO ANA B3HAYeHHs, a EATA-K2
pPEKOMEHAYETbCA AK aHTUKOAryNAHT ANA aHani3y Nnasmu Ta LinbHOI KPOBI.

9. NPOLEAYPA TECTYBAHHA

YBaHO MpounTaniTe IHCTPYKUil0O nepen TUM, AK KOPUCTYBAaTUCA TeCTOBUM

Habopom i cyBOpO [HOTpUMyiTEChb IHCTPYKUil. [epen BUKOPUCTAHHAM BCi

peareHTU cnip goBecTn Ao KimHaTHoi Temnepatypwm (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMy MeHIo, o6 yBiliTn B
iHTepdbenc BuMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOpaTH
TeCTOBUI eleMeHT, i KnauHiTb «Type/Tun, WwWob B1nbpaTh TUM 3pasKa.

2)  KnikHiTb «Homep naprii/Lot No.w, wo6 yBinTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTITb MarHiTHy KapTy BiAMOBIAHOrO efieMeHTa B 30HY
3UMTYBaHHSA MarHiTHVX KapToK; KOIM MarHiTHy KapTy 6yfe ycnilHO 3uMTaHo,
nepesipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 oaHiei napTii. (MpumiTtka:
PeareHT nonepegHbo  BigKanibpoBaHi, | KOHKPETHi nmapameTpwu
KanibpyBanbHOI KpWBOi ANA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [pouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEePHYTUCA A0
KepiBHMLTBA 3 eKcnnyaTauii npunagy Ta BUKOPUCTOBYBATW KOHTPOSb AKOCTI
Genrui, Wo6 nepekoHaTUCA, WO LiNboBe 3HAaYEHHS KOHTPOJIIO AKOCTi TecTy
3HaXOAMTbCA Nif, KOHTpofAeM nifg 4ac npouesypu TecTyBaHHA nicna
KanibpysaHHs. KOHTPOni AKOCTI cnifi BUKOPUCTOBYBATU HACTYNMHMUM YUNHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTI A0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

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

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

d) 3akpuiiTe nNAWKY KPWILKOW 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 AaHux
MO>Ha NPOAOBXMNTY; B iHWOMY BUMAaZAKy NPUUYMHUN NMOBUHHI ByTW BUABNEHI
nepep TeCTyBaHHAM.
4)  Bigbip 3pa3kis:
Jopaite 0.1 mn (ML) nna3mu, cupoBaTKiM abo LinbHOT KPOBi B KOHTEHEp 3
0.5 mn (mL) po3urMHHMKa 3pa3ka, peTenbHO nepemilante npotarom 1
xBuUnmHW. 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)

KiHkn 20-49 pokis <0.80
> 50 pokiB <0.71
Yonosikun 20-49 pokis 1.61-8.41
> 50 pokiB <0.61

Hr/mn (ng/mL) x 3.47 = Hmonb/n (nmol/L)

Mpumitka: Yepe3 reorpadiuHi, eTHiYHi, reHgepHi Ta BiKOBi BiAMIHHOCTI,
pekoMeHAYeTbCA, Wob KoXHa nabopaTopis BCTaHOBIOBana CBill BlacHWM
pedepeHcHU gianasoH.

11. IHTEPNPETALA PE3YJIbTATIB

1. Konu Ha KoHTponbHiin ginaHui (C) 3'aBnsoTbcA dnyopecueHTHi cMyru,
aHasi3aTop aBTOMaTUYHO BUABUTL driyopecLieHLilo Ta MpoaHanisye TectoBy
KapTy, a MOTiM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fKwo Ha KoHTponbHin ginaHui (C) He 3'ABRATbCA GryopecUeHTHi cMyru,
aHanisaTop He MoOXe aBTOMaTUYHO BUABWTW ¢nyopecleHLilo Ta BUAaE
nonepeKeHHs, BKasyloun Ha Te, Lo ornepalia HeBipHa abo TecToBa KapTa
NoLWKoAXKeHa. Y LibOMy BUMaAKy YBaXHO NpoyuTanTe iHCTPYKLiio Wwe pa3s i
BMKOHalTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapTolo; AKLLO Npobnema Bee Lije
iCHy€, HeranHo MPUNWHITL BMKOPWCTOBYBATW NPOAYKTW Li€l napTii Ta
3BEPHITbCA 1O CBOrO NOCTavyanbHMKa.

3.  Konn pesynbTaTu TecTyBaHHA 3pa3Ka nepeswulytotb 15 Hr/mn (ng/mL),
npunag nokasye > 15 Hr/mn (ng/mL). Konn pesynbtaTi TeCTyBaHHA MeHLIe
0.2 Hr/mn (ng/mL), npunaa nokasye < 0.2 Hr/mn (ng/mL).

12. MEXKA BUABJIEHHA

1)  Leit TecToBWI Habip Npu3HaYeHWI TiNbKK 4S8 BiarHOCTUKM in vitro.

2)  JliarHocTvKa Ta nikyBaHHA He MOXYTb IPYHTYBaTMCA NMLLE Ha pe3ysibTaTax
LbOro TecTy, TOMy, BPaxoBYMTe icTOpilo XBOpoOM Ta iHWi pe3ynbTatin
nabopatopHux TecTiB. KoxHili nabopatopii pekomMeHLOoBaHO BCTAHOBUTW
BRacHW pedpepeHCHNIA Aiana3oH Ha OCHOBI NOMYNALi NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1) fAKwo remorno6iH < 2.0 r/an (g/dL), Tpurniuepuan < 3000 mr/agn (mg/dL),
xonectepuH < 1000 mr/gn (mg/dL), 6inipy6iH < 75 mr/pn (mg/dL),
peBmaToigHuin daktop (P®) < 200 MO/mn (IU/mL), 3aranbHuin 6inok < 100
r/n (g/L) i HAMA < 4 wur/mn (ng/mlL) y 3pasky, He MOBUHHO OyTn
iHTepdepeHLii 3 TECTOBUM 3HaUYEHHAM peareHTy.

2) [MoTeHuinHi aHanorosi iHTepdepeHLil:

6)  OuikyBaHi pe3ynbTaTi KOHTPOJIO AKOCTI: pe3yNbTaTi TeCTy NOBUHHI 6yTW B
Mexax LifIboBOro AianasoHy

7)  Bwmict Bonoru: Bmict Bosorn KA (niodinisoBaHUin NOPOLLOK) CTaHOBUTbL <
10%

15.3AXOAU BE3MNEKU

1. MicnAa BifKPUTTA BUKOPUCTOBYITE TECTOBI KapTy AKOMOra LuBuALLe, Wob He
JOMYCTUTU MOTPaniAHHA Bosorn. He BMKOPUCTOBYITE TeCTOBi KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [InA pevyoBWH, WO MICTATb Axepena iHdeKuii abo Nifo3proeTbCa, WO BOHN
MIiCTATb  [PKepena iHdeKUil, MOBWMHHI OyTM HanexHi npouenypwu
3abe3neyeHHs 6iobesneky. 3BepHiTb yBary Ha Taki NMMTaHHA:

. BpsaraiiTe pykaBMuKu nig yac po6boTu 3i 3pa3kom abo peareHToOM.

. [esiHikyiiTe nponuTi 3pa3ku fesiHdikytounm 3acobom.

. [lesiHdikyitTe abo noBoabTecA i3 MOTEHUIMHUMKM  AXepenamu
3abpyHeHHA BCiX 3pa3KiB UM peareHTiB BIAMNOBIAHO O MicLeBUX
HOpM.

pi3HMX  MNapTin  He  MOXyTb  6yTu

16. MOACHEHHA IrPA®IYHUX CUMBOJ1IB

[ 3BepHiTbcA Ao [HCTPYKLii no /}/ TemnepaTypHuin
3aCTOCyBaHHIO pexum
Lot N2 noty g TepmiH npupaTHoCTI
[iarHOCTUYHWI peareHT
CE-MapKyBaHHsA
(o] In Vitro c € 4
@I [ata BupobHuLTBa '%3’ bionoriuHi pn3ukmn
ud BUpPO6HUK ﬁ 06'em
W MicTTb foCTaTHBO ANA s;:.\:: He nippasatu BnnmBy
< n>TecTiB % COHAYHMX NPOMEHIB
® He Brkopuctosysatu 36epirat B cyxomy
NOBTOPHO ? Mmicui

YnoBHOBa)KeHUN NpeACTaBHUK

B €BpONencbKkomy

CniBTOBapUCTBI

KaTanorosui N2

PeakTtaHT KoHueHTpauin Mepexpecha
|peaKTUBHICTb (%)

KopTtukoctepoH 1000 Hr/mn (ng/mL) <0.01%
17-a-TigpokcunperHeHONoH 1000 Hr/mn (ng/mL) <0.01%
Ectpion 1000 Hr/mn (ng/mL) <0.01%
EctpoHn 1000 Hr/mn (ng/mL) <0.01%
FigpokcnnporecrepoH 1000 Hr/mn (ng/mL) <0.01%
[erigpoeniaHapocTepoH 1000 Hr/mn (ng/mL) <0.01%
ligpokopTn3oH 1000 Hr/mn (ng/mL) <0.01%
13-B-Ectpapion 1000 Hr/mn (ng/mL) <0.01%
AHpApOCTeHAioH 1000 Hr/mn (ng/mL) <0.1%
MporecrepoH 1000 Hr/mn (ng/mL) <0.01%
Ectpapion 1000 Hr/mn (ng/mL) <0.01%

14. NOKA3HUKU EQOEKTUBHOCTI HABOPY

1) Mexa BuasneHHs: 0.2 Hr/mn (ng/mL)

2)  [Jiana3oH niHiiiHocTi: 0.2-15 Hr/mn (ng/mL) (KoediuieHT niHiliHOT Kopenauii: r
>0.9900)

3)  TouHicTb: ToUHicTb B aHanisi: CV < 15%, TouHicTb Mix aHanizamu CV < 15%

4)  DocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  TouHicTb KoHTponto AakocTi: CV < 15%
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17. MOCUNAHHA
1. Nieschlag E,Behre HM. Testosterone Action, Deficiency, Substitution.
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2. Kane J,Middle j,Cawood M. Measurement of serum testosterone in women;
what should we do? Ann Clin Biochem 2007; 44:5-15.
3. Arlt W.Androgen Therapy in Women. Eur J Endocrinol 2006;154(1):1-11.

18. METPOJIOTYHA NMPOCTEXYBAHICTb
Habip npoctexxyeTbca 3a cTaHfapTHO npoLeaypoto BumiptoBaHHa ID-GC/MS.

19. AOBIAKOBA IHOOPMALIA
Akwo Bam noTpibHa ponomora, 3BepHITbCA A0 BiAAiNy nicnANPoOAaKHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpomyktn Genrui (IMyHodnyopecueHuis) npu3HaueHi pgna poboTn B
aBTOMaTM30BaHKX nabopaTtopisx, fAKi CyMicHi 3 aHanizaTopom KinbKiCHOro
imyHonoriuHoro aHanizy FA50/FA120.

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