HABIP PEATEHTIB
AnAa BUSHAYEHHA OOJIIKYJIOCTUMYNIOIOYOIro
rOPMOHY METOZJOM IXN1A

Follicle Stimulating Hormone (FSH) Test System

Kam. N¢: 475-300B Jama sunycky iHcmpykuyii: 16-07-2019

Bepcis: 4

OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicekolo Mosolo, 8kadeHol 8 Habip. Homep i dama eepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1.0 BBEAEHHA

Mpu3HayeHHs: KinbkicHe BU3Ha4YeHHA KOHLeHTpauii
DoniKynocTuMyniolo4oro ropMmoHy B cupoBaTtui NIOAUHU 3a [OMOMOrOIo
MiKponnaHwWeTHOro imyHodpepMeHTHOro aHanisy, xeminiomMiHeCLLleHTHOro.

2.0 BCTYN

Qonikynoctumyniotounii ropmoH (OCT) - Le rnikonpoTeiH, Wo CKNagaeTbea 3 4BOX
cyboavHULb i3 NpubnmsHol MonekynsapHol Macolo 35500 fanbToH. a-
cyboavHULA nopibHa A0 iHWKMX FOPMOHIB rinogisa [noTeiHi3ylouoro ropmoHy
(1), TpeoTponHoro ropmoHry (TTT) i xopioHiuHoro roHagoTponiHy (XIN], Toai Ak
B-cybopuHuua € yHikanbHO. B-cy6oavHULA Hapinsae monekyny 6ionoriyHoio
aKkTuBHicTio. CTMMynALia BUBINbHIOYMM TrOHaAoTponiH ropmoHom (GnRH)
BUKNMKae BuBinbHeHHA OCT, a Takox JIT 3 rinodisa, i ix TpaHCNOpPTyBaHHA KPOB'to
[0 MicLb AiT, A€HOK ab0 AEYHVIKIB.

Y yvonogikis OCI gie Ha kniTuHN CepToni A€YKa, CTUMYIIOIUN CUHTE3 iHTiGiHY,
AKNIA, 0OYeBMAHO, cneumdiuHo NpurHivye nopanbly cekpeuito OCT, i aHgporeH-
3B'A3ylouoro  6inka. Takum 4YMHOM, BiH OnocepeAKoBaHO  MIATPUMYE
cnepmMartoreHes.

Y xiHok OCI gi€e Ha rpaHynbO3HI KNITUHN AEYHMKA, CTUMYSTIOIOUN CTepOoiforeHes.
YcCi OBYNATOPHI MEHCTPYanbHi LMKM MaloTb XapakTepHy KapTuHy cekpeuii OCT, a
TakoX JII. MeHcTpyanbHUiA LMK NOAINAETbCA Ha GonikynAapHy ¢pasy Ta nioTeiHoBY
dasy uepes cnneck roHagotponiHis (JIM i OCI) B cepeauHi unkny. Y mipy
nporpecyBaHHA ponikynapHoi ¢asm KoHueHTpauia OCI 3HmKyeTbcA. bnnsbko
TOro vacy, Konu BiaOyBa€eTbca oBynAuifA, NpubnusHo B cepeauHi umkny, OCr
focarae niky (MeHwWwoi BennunHu, Hixk JIT) o cBoro HalBULLOrO PiBHA.

KniHiuHy KopucTb BMMipIOBaHHA Qonikynoctumyniolouoro ropmoHy (OCI) ana
BM3HAUEHHA romeocTtasy perynsauii ¢bepTunbHOCTi uyepe3 Bicb rinotanamyc-
rinodis-roHagu 6yno niaTeepgxeHo.'?

Y ubomy metopi Kanibpatop OCI, 3pa3ok nauieHTa abo KOHTPOJSb CroOYaTKy
nofjalTb [0 JYHKW, BKpWTOI cTpenTaBigMHom. [opaioTb 6GiOTUHUNbOBaHI
MOHOKJIOHaMbHi Ta MiueHi ¢epmMeHTOM aHTUTINa (CNPAMOBaHI NPOTU OKpPeMUX i
pi3Hux enitonis OCT) i 3milwyloTb peareHTW. Peakuia MiX pisHUMK aHTUTINAMN Ao
OCI i HatmeHum OCI yTBOPIOE CEHABIY-KOMMNIEKC, AKWN 3B'A3yeTbCA  3i
CTpenTaBifMHOM, HAHECEHVIM B JTYHKaX.

Micna 3aBeplueHHA HeobXifAHOro iHKybauinHOro nepiody 3B'A3aHWIA KOH'loraT
depMeHT-aHTUTINO  GONIKYNOCTUMYNIOIOYOrO  TOPMOHY  BiAOKPEMAIOIOTb  Bif
He3B'A3aHOro KOH'toraty (pepMeHT-aHTUTINO $ONiKyNOCTUMYNIOIHYOrO rOPMOHY
WwnAXoM acnipauii abo fekaHTauil. AKTMBHICTb $epMeHTy, NPUCYTHbOrO Ha
NOBEPXHIi NYHKW, KiNbKICHO BM3Ha4YalOTb 3a AOMOMOrol peakuii 3 BignosigHNM
CUrHaNoM A OTPVMaHHA CBiTNa.

BrkopucTaHHA KinbKox pedepeHcHMX KanibpaTopiB cvpoBaTKM 3 BigomMumu
piBHAMU  GONIKYNOCTUMYIOIOYOTO FOPMOHY [03BOSIAE nobyayBaT KpuBY
AKTUBHOCTI Ta KOHLeHTpauii «go3a-Bignosigb». MopiBHIOYM 3 KpUBOK A03a-
BiAANOBifb, aKTMBHICTb HEBIAOMOrO 3pa3ka MOXHa KOpenoBaTy 3 KOHLeHTpaLli€o
dOnNiKyNnoCTUMYNIOIUYOro rOPMOHY.

3.0 MPUHLUN METOY

ImyHodepmeHTHUIA aHani3 (TUM 3)

OCHOBHi peareHTW, HeoOXigHi Ans iMyHodepMeHTHOro aHanisy, BK/IYaloTb
BrcokoadiHHi Ta cneyundiuHi aHTUTING (GepMeHTHI Ta iIMMO6INi3oBaHi), 3 pi3HUM Ta
YiTKMM pO3Mi3HaBaHHAM eniTonis, Y HaAMWLWIKY, Ta HaTUBHWUMA aHTWUreH. Y uin
npoueaypi iMmobinisauia BiabyBaeTbcA Nif Yac aHanisy Ha MOBEPXHi NyHKW
MiKpOMnaHLeTa LWAAXOM B3aeMOfil CTpenTasiAVHy, HaHeCeHOro B JNyHUi, Ta
eK30reHHO A0faHOro 6i0TUHMNBOBAHOrO MOHOKNOHaNbHOro aHTutina go OCr.
Micna 3MmiwyBaHHA MOHOKIOHaNbHOro GiOTVHWNBLOBAHOrO AHTUTING, aHTUTING,
MiueHoro GbepmeHTOM, i CUPOBATKY, O MICTUTb HATUBHUIA aHTUrEH, BilbyBa€eTbCA
peakuia MiXX HaTUBHUM aHTUFeHOM i aHTUTINaMUN 6e3 KOHKYpeHLii Ui CTePUYHUX

Mepexknaday TemaHa 3eneHcbKka

nepewkos 3 YTBOPEHHAM  PO34YMHHOro
iJ'IIOCprETbCFI HaCTynHum PiBHAHHAM:

ceHpBiY-KOMNneKcy. B3aemopia

ka

E Bt ~— b Bt
nzAb(D) + AgFSH + nAb(m) ZAb[p} - AgFSH' nAb(m)

Ka

EnZAb(m) = BIOTUHWNbOBaHE MOHOKIOHAMIbHE aHTUTINO (HAANMLIKOBA KiSbKiCTb)
Agrst = HaTUBHWUI aHTUreH (3MiHHA KiNbKiCTb)
EZAbp) = DepmeHT-MideHe aHTUTINO (HAAULLKOBA KiflbKiCTb)
EZAbp) - Agrst - B"Ab(m) = CeHBiY-KOMMNeKC AHTUrEeH-aHTUTINO
a2 = KOHCTaHTa WBNAKOCTI acouiauii
k-a = KOHCTaHTa WBMAKOCTI Ancouiauii

OpHouacHO KOMMeKC ocCifae B NyHUi uyepe3 peakuilo BUCOKOI adiHHOCTI
cTpenTaBiguHy Ta 6ioTMHMNbOBaHOrO aHTWTINA. LiA B3aemogia npointoctpoBaHa
HUXKYe:

EZAb(p) - AgrsH- B"Abm) + CTpenTaBignHcw. = iMM. KOMMNeKc

CrpenTaBifnHcw. = CTpenTasignH, iMMo6inizoBaHMIA B NyHKax

IMMOGINi3oBaHNI KOMMIEKC = CEHABIY-KOMMEKC, MOB'A3aHUA 3  TBEPHOIo
NOBEpPXHEI0.

Micna pocArHeHHA piBHoBary ¢pakuiio, 38'A3aHy 3 aHTUTINIaMW, BiBOKPEMITIOTb
Bifj HE3B'A3aHOr0 aHTUreHa WAAXOM JeKaHTauii abo acnipauii. AKTMBHICTb
bepmeHTy, AKa BU3HAYAETbCA PeaKLi€lo i3 CUrHanoMm, WO reHepye CBIiTNO, y
dpakuii, 38'A3aHilN 3 aHTUTINAMK, NPAMO MPONOPLiiHa KOHLEHTpaLjii HaTUBHOMO
aHTureHa. BukopucToByloum Kinbka pisHUX pedepeHcHUX Kanibpatopis
CUPOBATKM 3 BiGOMUMM 3HAYEHHAMMW aHTUreHa, MOXHa NobyayBaTh KpuUBY f03a-
BiANOBifb, 32 AKOIO MOXKHA BM3HAYNTN KOHLIEHTPaLIilo HEBiOMOrO aHTUreHa.

4.0 PEATEHTHU

Martepianu, Wwo nocrayaloTbca:

A. Kani6patopu OCr - 1 mn (ml)/$pnakoH - nosHaukm A-F
Wicte (6) ¢nakoHiB pedepeHcHoro matepiany ana aHTureHa OCI 3
KoHUeHTpauiamm 0 (A), 5 (B), 10 (C), 25 (D), 50 (E) i 100 (F) MMO/mn (mIU/ml).
36epiratv npu 2-8 °C (°C). lopaHO KOHCEPBAHT.

Mpumitka: Kanibpatopy Ha OCHOBI CUpPOBATKM  NIOAUHM  Bynu
BigkanibpoBaHi 3a pgonomoroilo pedepeHCHOro npenapaty, AKAN
aHanisysanu wopgo 2-ro IRP (78/549) BOO3.

B. PearenTt Tpeiicep OCT - 13 mn (ml)/pnakoH - nosHauka @
OBa (2) ¢nakoHW, WO MicTATb MiueHe depMeHTOM  aHTuTINO,
6iOTMHINbOBaHNI MOHOKNOHanNbHUA 1gG Muwi B 6ydepi, GapBHUK i

KOHcepBaHT. 36epiratu npu 2-8 °C (°C).

C.  CgiTnosi peakuiiiHi nyHKN - 96 NYHOK - no3Hauka |
[Ba (2) 96-nyHKOBUX 6iNUX MiKpOMNMAHLLETW, NOKPUTUX CTPENTaBiANHOM i
3aMakoBaHVX B ajlloMiHIEBUI MakeT 3 ocywyBadem. 36epiratu npu 2-8 °C
(°Q).

D. KoHueHTpat lMpomuneHoro posunHy - 20 mn (ml)/pnakoH - nosHauka ‘
OpguH (1) ¢nakoH, WO MICTUTb MOBEPXHEBO-AKTMBHY PEYOBUHY B
3abydpepeHomy disionoriuHomy po3umHi. logaHo KoHcepBaHT. 36epiratu
npu 2-8 °C (°C).

E. CurHanbHui peareHT A - 7.0 mn (ml)/$pnakoH - nosHauka C*

[Ba (2) pnakoHu, wo mictaTb ntomiHon y 6ydepi. 36epiratu npum 2-8 °C (°C).

F. CurHanbHui peareHt B - 7.0 mn (ml)/pnakoH - nosHauka C®
Ba (2) ¢pnakoHn, wo mictaTb nepeknc BoaHio (H202) B Bydepi. 36epiratu
npwu 2-8 °C (°C).

G. IHcTpyKuiA.

Mpumimka 1: He esukopucmosylime pedzeHMu nicas 3aKiHYEHHA MepMiHy
npudamuocmi Habopy.

Mpumimka 2: YHukalime mpuganozo enjiusy mensia ma cgimnaa. Biokpumi
peazeHmu cmabineHi npomszom wicmoecamu (60) OHig npu 36epizaHHi npu 2-8 °C
(°C). CmabinsHicms Habopy ma KOMNOHeHMi8 3a3Ha4eHO Ha emuKkemui.

Mpumimka 3: HagedeHi suwe peazeHmu npusHadeHi 019 00H020 96-/TyHKOB020
MikponnaHwemy.

4.1 Heo6xigHi MaTepianu, AKi He NOCTaBNAIOTbCA 3 HAGopom

1. Losatop(u), 3paTHi goctaBnat 06'emn 0.050 (50 mkn (pl)) 3 TOuHicTiO BULLe
1.5%.

2. [OucneHcep(n) ans NoBTOpHMX NocTtaBok 06'emis 0.100 i 0.350 mn (ml) (100 i
350 mkn (ul)) 3 TouHicTio Brwwe 1.5%.

3. Bowepw ana mikponnaHLeTiB abo nnswwKa nig TMckom (onuinHo).



MikponnaHweTHUN NtloMiHOMETP.

Abcopbytounii nanip AnA NPOMOKaHHA NyHOK MiKponnaHLueTa.
MonieTnneHoBa nniBka abo KpMLLIKa MiKpOM/aHLLIeTa Afs eTanis iHKy6aLlii.
BakyyMmHwiA acnipaTtop (onuiHo) AnA eTanis NPOMUBaHHA.

Tanmep.

Martepianu KOHTPONIO AKOCTI.

O XN

5.0 3AYBAXKEHHA TA 3ACTEPEXKEHHA
Tinoku ons eukopucmatHs e diazHocmudyi In vitro
He 015 HympiwHb020 a60 308HiWHbL020 BUKOPUCMAHHA
Ha N110dax abo meapuHax

Yci npoayKTw, WO MICTATb NIOACbKY CMPOBaTKY, Oyny BU3HaHI HEPeaKTUBHUMU
LWOA0 NOBEPXHEBOro aHTUreHy renatuty B, BIJ1 1i 2 Ta aHTuTin go BI'C 3rigHo 3
Bumoramu YINM. OckinbKu ofeH BiAOMUI TECT He MoXe 3abe3neunTyi NOBHY
BMEBHEHICTb Yy BIACYTHOCTI iHOEKUiNHWX areHTiB, YCi MPOAYKTU JIOACHKOT
CMPOBATKM CRif PO3rnagaTi AK MOTEHLIMHO Hebe3neyuHi Ta 34aTHi NnepepasaTn
3axBOpIoBaHHA. HanexHi nabopaTtopHi npoleaypy NMOBOAXKEHHS 3 MPOAYKTaMn
KpOBi MOXHa 3HaWTh B LleHTpi KoHTponio 3axsoptoBaHb/HauioHanbHomy
iHCcTUTYTi 3p0poB's, «bionoriuHa 6Ge3neka B MiKpoGionoriyHux i GiomegnuHNX
naboparopisax», 2-e BuaaHHaA, 1988 p., HHS.

BesneyHa yTunisauis KoMNoHeHTIB Habopy Mae 3ailcHIOBATMCA BiAMNOBIAHO A0
MiCLieBUX HOPMATMBHUX Ta 3aKOHOAABUMX BVIMOT.

6.0 36IP | 3BEPIFTAHHA 3PA3KIB

3pa3kamu mae 6yTu KpoB, CMpOBaTKa 3a TUMOM; Cifi AOTPUMYBATUCh 3BUYANHNX
3anobixkHWUX 3axofiB AnA 3abopy 3paskiB BeHemnyHKLUi€w. [nA ToyHOro
NOPIBHAHHSA 3 BCTAHOBNIEHUMW HOPMANbHUMW 3HAYEHHAMW CNif B3ATU PaHKOBUIA
3pa3oK Cc1poBaTKM HaTweceple. Kpos cnig 3abupati B 3BMYaiiHy npobipKy ans
BEHeNyHKLjii 3 YepBOHUM KOBMaykom 6e3 fo6aBOK abo aHTUKoarynsaHTis. [aiiTte
KpoBi 3ropHytuca. LleHTpudyrynte 3pasok, Wwob BifoKpemMnTV CUpPOBaTKy Bif
KNiTWH.

Y nauieHTiB, AKi OTpMMYIOTb Tepanito BUCOKMMU Jo3amuy 6ioTHY (To6TO > 5 mMr
(mg)/AeHb), He cnif 6paTh 3pa3ok NpUHaMHI Yepes 8 rofuH NiCNA OCTaHHbOrO
BBeJEHHA 6iOTUHY, 6a)kaHO MpPOTArOM Houi, Wo6 3abe3neunT 3pasok
HaTLecepLe.

3pa3kn MoxHa 36epiratm B xonoawnbHuky npu 2-8 °C (°C) npotArom
MakcMMmanbHoro nepiogy n'atb  (5) pAHiB. AKWO 3pa3soKk(K) HEeMOXNIMBO
npoaHanisyBaT MpOTArOM LbOro 4Yacy, 3pa3oK(u) MoxHa 36epiratm npwu
Temnepatypi -20 °C (°C) npotarom 30 pAHiB. YHuUKaWTe BUKOPUCTaHHA
3abpyAHEHNX MNPUCTPOIB. YHWKaiiTe MOBTOPHOIO  3aMOPOXYBaHHA Ta
po3mMopoxyBaHHA. Mpwv aHanisi B ay6nax notpi6Ho 0.100 mn (ml) (100 mkn (ul))
3paskKa.

7.0 KOHTPOJ1b AKOCTI

KoxxHa nabopatopif MOBMHHa aHanisyBaT KOHTPOMi Ha PIiBHAX Y HU3bKOMY,
cepeAHbOMY Ta BUCOKOMY fliana3oHi ANnA MOHITOPUHrY edeKTMBHOCTI aHanisy. Lli
KOHTpONi Cnif po3rnagatv AK HeBiAOMi, a 3Ha4YeHHA MOBWHHI BU3HAyaTUCA B
KOXHiA npoBefeHin npouepypi TecTyBaHHA. [nA BiacTeKeHHA epeKTUBHOCTI
HafaHVX peareHTiB CNif NIATPUMYBaATM KapTW KOHTponto AKocTti. [na
BCTaHOB/EHHA TEHAEHLIN CNifi BUKOPUCTOBYBATU BiANOBIAHI CTaTUCTUYHI METOAMN.
3HauHi BigXWNEHHA Bif BCTAHOBJIEHMX XaPaKTEPUCTUK MOXYTb CBIiAYMTM MNpO
HeromiyeHy 3MiHy YMOB aHanily abo MnoripLieHHsA AKOCTi peareHTiB Habopy. LLlo6
BU3HAYUTW NPUYMHY BiXWNEHb, CN1if BUKOPUCTOBYBATU CBiXi peareHTu.

8.0 MNIArOTOBKA PEATEHTIB

1. MNpomuBHuii 6ydep
Possectu BmicT [lpommBHOrO KoHUeHTpaTy go 1000 mn (ml) 3
OMCTUNBbOBAHOI abo [eioHI30BaHOK BOAOI Y BiAMOBIAHOMY KOHTENHepi
onAa 36epiraHHsA. 36epiratn po3segeHuii bydep npu Temnepartypi 2-30 °C
(°C) po 60 gHiB.

2. Po6ounit po3unH CurHanbHoro peareHTy - 36epirati npu 2-30 °C (°C).
Bu3sHauTe HeobOXifHY KinbKiCTb peareHTy Ta MPUroTyinTe, 3MillaBLUM PiBHi
nopuii CurHanbHoro peareHty A Ta CurHanbHoro peareHTy B y unctomy
KOHTeWHepi. Hanpuknag, gogante 1 mn (ml) A ta 1 mn (ml) B Ha gBa (2) 8-
NYHKOBMX CTpUNU (PO3UNH roTy€eTbCA 3 HEBENMKNM HaAIULLIKOM). YTURisyiTe
3a/MWKK, AKWO BOHW He BUKOPWUCTaHi npoTarom 36 roawH nicna
3MillyBaHHA. AKLO OYiKYeTbCA NMOBHE BUKOPWUCTAHHA peareHTiB MpPOTArom
33a3HAUYEHOro BULLUE YaCOBOro OBMeXeHHA, BuanntTe BMICT CUrHanbHOro
peareHTy B oo CurHanbHoro peareHTy A Ta no3HauTe BiANOBIAHUM YMHOM.

Mepexknaday TemaHa 3eneHcbKka

3ayesaxeHHa 1: He sukopucmosylime 3ab6pyOHeHi peazeHmu, abo pedazeHmu, oe
cnocmepieaemeoca picm 6akmepil.

9.0 MPOLIEAYPA TECTY

Meped noyamkom aHanisy 8ci peazeHmu, cuposamiosi peghepeHcHi kanibpamopu i
KOHMpoi No8UHHI 0ocazmu KimHamHoi memnepamypu (20-27 °C (°C)).
**[Tpoyedypy mecmy8aHHs NOBUHHA BUKOHy8amu KeanigikosaHa ocoba abo
Has4eHul axieeyb™*

1. Bigbopmatyite nyHKM MiKpoMnnaHweTa fANfA KOXHOrO pedpepeHCHOro
KanibpaTtopa cupoBaTKM, KOHTPOMIO Ta 3pa3ka nNali€eHTa Ans aHanisy B
nyonax. [loBepHiTb HEBUKOPWUCTaHi MIKPOMYHKOBI CTpWNU Ha3ag B
anoMiHiEBUIA NaKeT, 3aKpuinTe Ta 36epiraiTe npu 2-8 °C (°C).

2. [Josymte 0.050 mn (ml) (50 mkn (pl) BignosigHoro pedepeHcHoro
KanibpaTopa CpoBaTKK, KOHTPOI0 abo 3pa3Ka y Npr3HaueHy JIyHKY.

3. [Jopante 0.100 mn (ml) (100 mkn (pl)) pozunHy GepmerTHOrO peareHTy OCI
B KOXHY JIYHKY.

4. O6epexHO NOKPYTiTb MikponnaHweT npotarom 20-30 cekyHh, wWo6
nepemilaT Ta HAKPUNTe Noro.

5. IHKy6yWiTe 45 XBUAWH Npu KiMHATHIA TemnepaTypi.

6. Bupanitb BMiCT mikponnaHweTa fekaHTaui€lo abo acnipaui€io. Bucywitb
nnaHwer Ha OinbTpyBanbHOMY MNamepi, fAKWO BUKOPUCTOBYBanacs
neKaHTauis.

7. [Dopante 0.350 mn (ml) (350 mkn (ul)) npommsHoro 6ydepa (auB. po3gin
«MigrotoBka peareHTiB»), [eKaHTyWiTe (MOCTyKaiTe Ta NPOMOKHIiTb) abo
acnipyute. MoBTOPITb We YoTupu (4) pasu, wob 3aranom 6yno n'atb (5)
npomuBaHb. MoXHa BUKOPUCTOBYBATU aBTOMAaTUYHUIA abo pyyHUiA Bolep
nnaHwertis. [1nA nNpaBuibHOrO BUKOPWUCTAHHA JOTPUMYWTECHb iHCTPYKLIiN
BUPOOHYKa. AKLLO BUKOPUCTOBYETLCA NAALLKA Mif TUCKOM, 3aMOBHITb KOXHY
NYHKY, HaTWCHYBLIM Ha €MHICTb (yHUKatloum OGynbb6alloK noBiTps), LWob
pPOo3MoAiNnUTA PO3UNH. 3NUNTE NPOMUBHY PIANHY Ta MNOBTOPITL LWe YOTUPKU
(4) pasn.

8.  [Hopante 0.100 mn (ml) (100 mkn (ul)) poboyoro curHanbHOro peareHTy B
KOXHY NYHKy (AnB. «[ligroToBKa peareHTiB»). 3aBXan fofaBaniTe peareHTV B
OJHil i Tl )Xe NoCNiAOBHOCTI, W06 YHUKHYTU PO36iXKHOCTEN B Yaci peakuii B
Pi3HUX NyHKaXx.

HE CTPYLUYWTE NAAHLET NICNA AOAABAHHA CUTHAJNIbHOIO PEATEHTY

9.  IHKybyiiTe n'ATb (5) XBUNUH NPY KiIMHaTHI TeMnepaTypi B TeMpsBi.

10. 3uuTanTe BIOHOCHI CBITNOBI OAWHMWLI Yy KOXHI NyHUi 3a AOMNOMOrow
MiKPOMMaHLLIETHOro NIoMiHOMeTpa NpoTArom MiHimym 0.5-1.0 cekyHAM Ha
NYHKy. Pe3ynbTaT MOXHa 34MTyBaTV He ni3Hiwe Tpuauatn (30) XBUAWH
nicnAa AoAaBaHHA CUrHAJIbHOrO PO3YMHY.

10.0 PO3PAXYHOK PE3YJIbTATIB

[na BusHaueHHA KoHueHTpauii OCI B HeBiAOMMX 3pa3kax BUKOPUCTOBYETbCA

KpuBa J03a-Bianosigp.

1. 3anuwitb RLU, oTpumaHi 3 po3apyKiBKM MiKpOniaHLLIETHOro IIOMiHOMETPa,
AK onucaHo B Mpuknagi 1.

2. Bipgknagitb Ha niHiHomy minimeTpoBomy nanepi RLU gns koxHoro ay6nto

pedepeHcHOro Kanibpatopa CYpoBaTKM NPOTY BIAMOBIAHOT KOHLEHTpauil

OCT'y MMO/mn (mIU/ml).

HakpecniTb HaiKpallly KpuBy Yepe3 HaHeCeHi TOUKN.

4. o6 Bm3Hauutn KoHueHTpauito OCI nogvHW gnsa HeBiZOMOro, 3HanAiTb
cepefHi RLU ana KoXHOro HeBiAOMOro Ha BepTUKaNbHiN oci rpadika,
3HaMAITb TOUKY NepeTnHY Ha KPWMBIl i 3unTante KoHUeHTpauito (y MMO/mn
(mIU/ml)) Ha ropmu3oHTanbHin oci rpadika (ana py6nikaTtis Heigomoro
MOXYTb OyTV BMBeAeHi cepefHi 3HaueHHs, K 3a3HayeHo). Y HacTynHomy
npuknagi cepegHe RLU (51568) HeBiZOMOro nepeTvHaE KanibpyBasnbHy
KpmBy npu KoHueHTpauii ®Cl 42.3 MMO/mn (mIU/ml) (gus. PucyHok 1).

w

Mpumitka: Komn'ioTepHe nporpamHe 3abe3neueHHA [ANA  aHanisy AaHux,
po3pobneHe ana aHanisiB IXJ1A, TakoX MOXe BUKOPUCTOBYBATMCA. AKLIO Take
nporpamHe 3abe3neyeHHs BUKOPUCTOBYETbCS, CNlifj BUKOHATV OrO NepeBipKy.

Mpuknapg 1
I.D. 3pazka Ne nywKku l:/L\l)J C:LPJ ?:)e (MMg;lI:I‘: T;Tﬂ/mm
Kani6patop A g: 19%1 99 0
Kani6patop B gl :ZZZ 3911 5
Kani6parop C Iﬂ 18:22 10399 10
Kani6parop D G1 33101 33194 25




H1 33287
. A2 57982
Kani6patop E B2 26705 57344 50
. C2 99636
Kani6patop F D2 100364 100000 100
E2 2335
KoHTponb 1 =) 3405 2370 3.5
G2 15106
KoHTponb 2 H2 16473 15789 13.5
A3 51569
3pasok B3 51566 51568 42.3
PucyHok 1
120000
100000 -
80000 4
3 60000
T
40000 ~ Patient
20000 4
0 T T T T T
0 20 40 60 80 100 120

FSH Values in mIUiml

RLU - RLU (BioHocHi Cgimosi O0uHuy;i)
Patient - [NayieHm
FSH Values in mIU/ml - 3Ha4eHHs ®CI e MMO/mn

*[MaHi, npeactasneHi B Mpuknadi 1i Ha PucyHky 1, HaBefeHi nuwe ana intoctpauii i
He MOBUHHI BNKOPUCTOBYBATNCA 3aMiCTb KPMBOI A031-BiANOBIdi, NiArotToBneHoi
OnA KOXHOro aHanisy. Kpim Toro, RLU kani6paTtopis HopmanizosaHo go 100000
RLU ans kanibpatopa F (Hanbinblwa citnoBigaayva). Lle nepetBopeHHs MiHimidye
BiIMIHHOCTi, BWKNUKaHi edEeKTMBHICTIO Pi3HMX Npunagis, AKi  MOXHa
BMKOPUWCTOBYBATU ANA BUMiPIOBaHHA CBIiTNa.

11.0 TAPAMETPU KOHTPOJ1IO AKOCTI

[ins Toro, wo6 pe3ynbTaTi aHanisy BBaXxanuca AiNCHUMY, NOBUHHI 6YTV BUKOHaHI

HacTynHi ymoBu:

1. KpuBa po3a-BignoBiab Ma€ 6yTu B Mexax BCTAHOBNEHMX NapaMeTpiB.

2. Yotvpu 3 WwecT nNyniB KOHTPONIO SKOCTI MOBMHHI OYyTM B Mexax
BCTAHOB/IEHWX [liana30HiB.

12.0 AHANI3 PU3UKIB
®opma Cepmugpikamy 6e3neuHocmi mamepiany ma ¢opma AHanisy pusukie ons
yb020 Npodykmy docmynHi 3a 3anumom 8id Monobind Inc.

12.1 EpeKTuBHicTb aHanisy

1.  [nAa [ocCArHeHHA BIATBOPIOBAHWX pe3ynbTaTiB BaKMBO NiATPUMYBATH
NOCTINHWUIA Yac peakuii B KOXKHIN NyHL,i.

2. [Jo3syBaHHA 3pa3KiB He MOBUHHO TpKBaTHK GinbLie aecaty (10) XBUNUH, Wo6
YHUKHYTV Apendy aHanisy.

3. He MOXHa BUKOPUCTOBYBaTW BMCOKOJIMEMIYHI, remonizoBaHi abo CuNbHO
3abpyaHeHi 3pasku.

4.  AKWO BMKOPUCTOBYETbCA Ginbliue ofHoro (1) nnaHweTa, peKoMeHAyETbCA
NOBTOPUTYU KPUBY [03a-BiANOBIAb.

5. [JopaBaHHA CUrHaNbHOTO peareHTy iHILIIOE KiHETUYHY peakuilo, Tomy
CUTHanbHUIN peareHT(K) cnig fopasaTy B Till camiil MOCNIBOBHOCTI, W06
YCYHYTV Oyfb-AKi BifXuneHHsA B yaci peakLii.

6. He3paTHiCTb HaneXXHUM YMHOM BUZANUTU NPUAMANA PO3YMH achipaLli€o
abo pekaHTaui€lo Ha CTafiaX MPOMUBAHHA MOXe NPU3BECTU A0 MOraHol
pennikawii Ta TOMUIKOBUX pe3ynbTarTis.

7.  BuKkopucToByiTe KOMMOHEHTW 3 OfHiel mapTii. He 3miwyiite peareHTu i3
Pi3HUX NapTin.

8. TouHe Ta uiTKe AO3yBaHHSA, a TaKOX AOTPUMaHHSA BCTAaHOBJIEHUX BUMOT
WoJo 4acy Ta TemrnepaTypu € BaxnMBUMUW. byab-ake BiaxuneHHA Bif
iHCTPYKUii 3 BMKOPWCTaHHA, HagaHoi Monobind, Moxe gaTu HeTouHi
pe3ynbTaTu.

9. HeobxigHo CyBOpO [OTPUMYBATMCA BCiX 3aCTOCOBHUX HaLiOHaNbHUX
CTaHAapTiB, MpPaBUN i 3aKOHIB, BKIIOYAOUYN HaneXHi nabopaTopHi
npoueaypu, o6 3abe3neynTn BiAMOBIAHICTb | HaneXHe BMKOPUCTaHHA
Habopy.
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10. Baxnueo BiAkanibpyBaTu Bce ob6nagHaHHA, Hanpuknag, A[o3aTopwu,
3uuTyBayvi, BoOlepy Ta/abo  aBTOMAaTU30BaHi IHCTpYMeHTH,  AKi
BMKOPWCTOBYIOTbCA 3 LMM HabopoM, a TakoX MpOBOAUTM TMlaHOBe
npodinakTnyHe 06CNYroByBaHHs.

11.  AHani3 pusukis - BignosigHo fo sumor [upektnen 98/79/EC wopgo IVD, 3Hak
BignosigHocTi CE, Wwoao uboro Ta iHwmx Habopis, BurotosneHnx Monobind,

MO>Ha 3anuTyBaTh eNneKTPOHHO noLwToio 3a agpecoto
Monobind@monobind.com.

12.2 IHTepnpeTauin

1. BumiploBaHHA Ta iHTepnpeTauia pe3ynbTaTiB MOBWHHI NPOBOAUTUCH

KBasnidpikoBaHO 0c060t0 a60 HaBueHUM daxiBLEM.

2. Cami no cobi nabopaTopHi pe3ynbTaT¥i € JNMWE OAHUM 3 acneKTiB
NpU3HayYeHHA JOrNAAYy 3a MauieHTOM i He MOBUHHI 6YTW EMHOI OCHOBOK
anAa  Tepanii, 0CO6MMBO AKWO pe3ynbTaTW  Cynepeyatb  iHWKM
feTepMiHaHTaM.

3. PeareHTu 3 TectoBOoro Habopy 6ynu cpopmynbOoBaHi Takum YMHOM, LLO6
MaKCMManbHO YCYHYTU iHTepdepeHLito; ogHaK MoTeHLiHa B3aEMOogia MixX
NOOAVHOKMMY BMAAMM CUPOBATKM Ta TECTOBMMW peareHTaMu Moxe
npr3BecT! O MOMUIKOBUX pe3ynbraTiB. [eTepodinbHi aHTWTINA vacTo
CNPVYMHAIOTDL Ui B3aemopii Ta, AK BigoMo, € npobnemoto ansa BCiX BUAIB
imyHoaHanisis (Boscato LM, Stuart MC. «[eTepodinbHi aHTUTINa: npobnema
ana Bcix imyHoaHanisie» Clin. Chem. 1988:3427-33). inAa AiarHOCTUYHMX
Linen pesynbTaTh LbOro aHanisy MOBWHHI MOEQHYBATUCA 3 KAiHIYHUM
06CTEXXEHHAM, ICTOPIEI0 3aXBOPIOBAHHA Ta IHWMMM KNiHIYHUMKN gaHuMK. [nA
AINCHUX pe3ynbTaTiB TeCTy afeKBaTHI KOHTPONI Ta iHLWI NapameTpu NOBUHHI
6yTV B MeXax nepesiiyeHunx AianasoHis i BAMOT fO aHanisy.

4.  [nAa pincHmx pesynbTaTiB TecTy afeKBaTHi KOHTPONi Ta iHWi napameTtpwu
NOBUHHI ByTU B MeXax NepeniyeHux fianasoHis i BUMOT A0 aHani3y.

5.  flKwo TectoBi Habopu 3MiHEHO, HANPVKMAA, WASXOM 3MillyBaHHA YaCTUH
pi3HMX HabopiB, WO MoOXe AaTh XUOHI pe3ynbTaTu TecTy, abo AKLWO
pe3ynbTaTu  HenpaBWibHO  iHTeprnpeToBaHi, Monobind He Hece
BiANOBifaNbHOCTI.

6. AKwo ana iHTepnpeTauii pe3ynbTaTiB TeCTy BUKOPUCTOBYETbCA NPOrpaMHe
3abe3neyeHHs AnA aHanisy faHux, Heo6xigHo, Wo6 NPOrHO30BaHi 3HaUeHHs
InA KanibpaTopis 6ynu B mexxax 10% Bif MpU3HaUYeHNX KOHLEHTPaLli.

7.  OCI NpurHiyyeTbca ecTporeHoM, ane y XiHKW, AKa MNPUIAMaE opasbHi
KOHTpaLenTVBY, pPiBEHb MOXe OYTU HM3bKUM abo HopmanbHUM. HagmipHa
fieTa Ta BTpaTa Barm MOXYTb MPU3BECTUW [0 3HWKEHHA KOHLEeHTpauii
roHafoTponiHy.

8. DonikynocTMyniolounin FTOPMOH 3anexaTb Bif Pi3HOMaHITHVX $aKTopiB,
BiAMIHHMX Bif romeoctasy rinogisa. Takum UYMHOM, Came nue KNOro
BM3HAYEHHA € HEAOCTATHIM ANA OLIHKM KNiHIYHOrO cTaTycy.

13.0 OMIKYBAHI AIANA30HN TA 3HAYEHHA

Byno npoBeaeHO AOCNIAXEHHSA ABHO HOPManbHOI JOPOCNTOI MonynsAuii, o6
BW3HAYMTUN OYiKyBaHi 3HaueHHA ana Tect-cuctemu OCT AcculLite® IXJ1A. OuikyBaHi
3HauYeHHA HaBefeHo B Tabnuui 1.

Ta6nuua 1
OuikyBaHi 3HaueHHa ana OCI 8 MMO/mn (mIU/ml) (2 IRP 78/549)
MKiHKkn Yonosikun
DonikynsapHa dpasa 3.0-12.0 1.0-14.0
CepepnHa umkny 8.0-22.0
JlioTeiHoBa daza 2.0-120
MNocTtmeHonaysa 5.0-151.0

BaknmBo MaTuM Ha yBa3i, WO BCTaHOBMEHHA [iana3oHy 3HauyeHb, AKi, AK
ouikyeTbcsi, Oyae 3HaNAEHO AAHVMM MeTOAOM [ANnA Monynsauil «HOPManbHUX»
niogen, 3anexuTb Big 6e3niui dakTopiB: cneundiku metomy, nonynaAuii, WO
TECTY€eTbCA, | TOUYHOCTI MeToAy B pyKax aHanitmka. 3 UuX MPUUMH KOXKHa
nabopartopis NOBMHHA 3anexaTu Bif fiana3’oHy OYiKyBaHUX 3HaueHb,
BCTAHOB/IEHVX BMPOOHMKOM, Nvlle A0 TUX Nip, MOKW BHYTPILHI/A Aiana3oH He
6yfe BM3HAYeHWI aHaNiTMKaMM 32 JOMOMOIO MeToAy 3 KOPIHHVM HaceneHHAM
TepuTopii, B AKIl po3TalloBaHa flabopaTtopis.

14.0 XAPAKTEPUCTUKN HABOPY

14.1 TouHicTb

TouHictb Tect-cuctemn OCI Acculite® IXJIA B aHanisi Ta MiX aHanizamm
BM3Havanm 3a ONOMOroI0 aHani3iB TPbOX Pi3HMX PiBHIB KOHTPONbHOI CMPOBATKN.
KinbKicTb, cepejHE 3HaYEHHA, CTaHAAPTHE BiAXUNEHHA Ta KoedilieHT Bapiauii ans
KOXHOI 3 LMIX KOHTPOJSIbHUX CMPOBATOK NpegcTasneHi B Tabnuui 2 i Tabnuui 3.


mailto:Monobind@monobind.com

TABNNLA 2
TouHicTb B aHanisi (3HaueHHa B MMO/mn (mIU/ml))
3pasok N X (] C.V., %
PiBeHb 1 16 4.6 0.21 4.6
PiBeHb 2 16 13.5 0.61 4.5
PiBeHb 3 16 53.2 1.54 2.9
TABINLA 3
TouHicTb Mix aHanizamu* (3HaueHHa B MMO/mn (mIU/ml))
3pasok N X (] C.V., %
PiBeHb 1 10 4.5 0.35 7.7
PiBeHb 2 10 133 1.0 7.5
PiBeHb 3 10 52.3 4.5 8.6

*BUMiptoBaHHA MPOBOAMANCH B AECATU eKCNepuMeHTax B ,D,y6J'IF|X.

14.2 Yytnusictb

YyTnmeicTb (MeXy BUABNEHHS) 6yN0 BCTAaHOBNEHO BM3HAYeHHAM BapiabenbHOCTI
cupoBatkoBoro Kanibpatopa 0 MMO/mn (mIU/ml) Ta 3a AONOMOroOl0 CTaTUCTUKM
20 (95% BiporigHOCTi) AnA po3paxyHKy MiHiManbHoi fo3u. byno Bu3HaueHo, Wwo
BOHa cTaHoBUTb 0.084 MMO/Mn (mIU/ml).

14.3 [locToBipHicTb

Tect-cucremy OCT AcculLite® IXJIA 6yno nopiBHAHO 3 pepepeHCHUM GpEPMEHTHIM
iMmyHoaHanizom. byno npoBepeHO aHani3 6ionoriyHWX 3paskiB i3 HU3bKOIO,
HOPManbHOK Ta MiABULLEHOK KOHLUEHTpauiaMu. 3arafibHa KiflbKiCTb TaKmx
3pa3kiB ctaHoBUNa 106. PiBHAHHA perpecii HalMeHLWNX KBagpaTiB i KoedilieHT
Kopensuii 6ynu po3paxoBaHi Afif LbOro MeToAy B MOPIBHAHHI 3 pedepeHCHUM
meTopom. OTpuMaHi faHi HaBefeHi B Tabnuui 4.

TABNULA 4
JliniliHa perpecia
CepepHe AHani3 perpecii KoediuieHT
Metopn . . e
(x) HaliMeHLINX KBagparTiB Kopensuji
Monobind 15.8
PedepeHCHNiA 17.1 y=097(x-15 0.981

Byna BW3HaueHa TiflbKM He3HayHa PO36IKHICTb MiX Li€lo npouegypoio Ta
pedbepeHCcHM METOAOM, WO AOBOAUTL BNIM3bKICTb CepefiHiX 3HaueHb. PiBHAHHSA
perpecii HalimeHLWUx KBagpaTiB i KoedilieHT Kopensauil JeMOHCTPYIOTb BUCOKY
Y3rofKeHicTb MeTofiB.

14.4 CneuyndiuHictb

MepexpecHy peaKTVBHICTb LbOro MeToAy 3 BUGpaHMMK peuyoBUHAMU OLliHIOBaNN
WASXOM [AOAaBaHHA iHTepdepylouoi peyoBMHM [0 CMPOBATKOBOI MaTpuui B
Pi3HMX KOHUeHTpauiax. [lepexpecHy peakTMBHICTb PO3PaxoByBafiM LUAAXOM
OTPVIMaHHA CNiBBiHOLIEHHA MiX 03010 PevyoBUHY, WO iHTepbepye, 4o Ao3n
DONiKyNOCTUMYNIOIUOrO  FTOPMOHY, HEObOXigHOI ANA  OTPUMaHHA Tiel X
{HTEeHCUBHOCTI CBiTna.

PeyoBuHa HepexpefHa KoHueHTpauis
peakTUBHICTb
QonitponiH (OCT) 1.0000 -
JliotponiH ropmoH (11 nognHn) < 0.0001 1000 Hr/mn (ng/ml)
XopioHiyHunin roHagoTponin (XIJ1) < 0.0001 1000 Hr/mn (ng/ml)
TupeotponiH (TTI) < 0.0001 1000 Hr/mn (ng/ml)
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