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K203I

«YTBEPXJEHA»
Mpuka3 PocsapaBHaaszopa N2 10003-Mp/10 ot 25 okTabps 2010 r.
KPA 61740 ot 21.09.2010

MHCTPYKUMA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
OOJIJTUKYJTOCTUMYJINPYIOLLLETrO rOPMOHA
B CbIBOPOTKE (NMJIASME) KPOBUN «®CIr-dA»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«OCr-MOA» npepgHasHayeH ANA  KOJIMYECTBEHHOrO
ornpefeneHns KOHUEeHTpaumn QOoNIMKyN10CTUMYNNPYIOLWEro ropMoHa B CbIBOPOTKE
(nna3sme) KpoBM MeToAOM TBEPAO(DA3HOro MMMYHOMEPMEHTHOIO aHanusa.

1.2. donnmkynoctumynupytowmii ropmoH (OCI) - ramkonpoTens C MONeKyspHON
Maccon okono 30000 Aa. OH cekpeTupyeTcs 6a30PuibHbIMK KleTKaMu afeHornno-
duza. Y xeHWwnH OCIT KOHTPONMPYET UMKINYECKME U3MEHEHUS B SSMYHMKAX BO BpeMms
HOPMaNbHOr0 MEHCTPYyasnbHOro umkna. ¥ MyxunH ®CI KOHTPOMPYET POCT U PyHKUMIO
CEMEeHHbIX KaHasnbLeB, 0cobeHHO cnepmaToreHes B kneTtkax Ceptonu. B Havane Hop-
MasibHOr0 MEHCTpYasibHOro umkna yposeHb ®OCI Bbille, YeM B 3aK/IOYUTENLHON CTaaumn
donnukynapHon dasbl. Mk koHueHTpaunn OCI HabnogaeTcs B cepeavHe uukna, oa-
HOBpeMeHHO € NukoM JII'. B noTenHoBOM (pa3e KOHLEHTpaunsa ropMoHa rnajaeT B OTBET
Ha NpoAyKLWIO 3CTpaamnosia U NporecTepoHa XesTbiM TesIoM. CHMXKEHME KOHUEHTpaumm
3CTPOreHOB U NMporectepoHa B KOHLLEe MEHCTPyasibHOro LMKAa NpUBOAUT K MOBbILEHWIO
ypoBHsa ®CI" (no npuHumny obpaTHOM CBA3M), N HAYNMHAETCS HOBbIM LMK, [OBbIWEHHbIE
KOHUeHTpauun ®CIT onpefensoTcs Npu ANCreHe3nn CEMEHHbLIX KaHanbLeB, 3aJepXKe
NOMIOBOr0 CO3pEBaHMWs, NEPBUYHON HEAOCTATOYHOCTU YHKLUUU AnMYeK, HeAO0CTaTOYHO-
CT knetok CepTonun y MyX4YWH; MeHonayse, npexneBpeMeHHOM yracaHun dyHKuumn
ANYHWKOB, areHe3nn SUYHMUKOB Y XEHLLMH; ANCHYHKUMKN runodu3a; npueme knommde-
Ha, neBogona. CHMXeHHble KoHueHTpaumn OCI onpeaensoTcs Npu rmnonuTynTapusMe;
npuemMe nepopasibHbIX KOHLEHTPaLENTUBOB, (PEHOTMAa3MHOB, 3CTPOreHOB.
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XEMA

2. IPUHUUN PABOTbl HABOPA

Onpepenerve GONNUKYIOCTUMYIMPYIOLLErO FOPMOHA OCHOBAHO Ha MCMOJ1b30BaHUMU
«C3HABWY»-BapunaHTa TBepAoda3HOro UMMyHohepMEeHTHOro aHanmnsa. Ha BHyTpeHHeW
NOBEPXHOCTU JIYHOK naHweta WMMOOWMIN30BaHbl MbIWWHBIE MOHOKJIOHA/IbHbIE
aHTuTena k 6eta-uenu OCI yenoseka. B nyHkax nnaHweTa, npu pobasBneHun
vnccnegyemoro  obpasua, npoucxoauT  cBa3dbiBaHMe OCI, cogepxauierocss B
nccneayemom obpasue, ¢ aHTUTeNnamMm Ha TBepaol dase. O6pa3oBaBLUMACA KOMMIEKC
BbISAB/ISIOT C MOMOLLbIO KOHBbIOraTa MbILLMHbBIX MOHOK/IOHa/bHbIX aHTUTEN K anbda-uenu
JIF/®CIr/XI yenoBeka € nMepokcmaason xpeHa. B pesynbTaTte obpasyeTca CBA3aHHbIN
C NNacTUKOM <«C3HABWUY», COAepXalwui nepokcmpasy. Bo BpemMs wuHkybauum
c pactBopoM cybcTpaTta TeTpametunbeHsmamHa (TMB) npoucxoauT OKpalumsaHue
pacTBOPOB B JTlyHKaX. IHTEHCMBHOCTb OKpaCKM NPsIMO MPOMOPLMOHasbHa KOHLEHTpaumnm
PONNNKYNOCTUMYNMPYIOLWLEr0o rOpMOHa B uccneayemMoMm obpasue. KoHueHTpauumio
PONNNKYNOCTUMYNMPYIOWLEr0o FOpMOHa B uccieayeMblx obpasuax onpenensor
no KannmbpoBOYHOMY rpacduKy 3aBUCMMOCTU OMTUYECKOW MJOTHOCTU OT COAepXKaHWs
bONANKYNOCTUMYIMPYIOLLEro FOPMOHa B KaJIMGpPOBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncpnUUYHOCTD.
MepekpecTHas peakums MbILUMHbIX MOHOKJIOHAaNIbHbIX aHTUTeN k 6eta-uenu ®CI ¢
APYrMMK aHanuMTaMu nNpuseaeHa B Tabnuue:

Ananut NepekpectHas peakuma, %
T <0.1
nr <0.1
Xr <0.1

3.2. BocnpousBoaAUMOCTb.

KoadduruneHT Bapnaumm pesynbtaToB onpeaeneHuns cogepxanna ®CI B 04HOM n
TOM >Ke obpasue CbIBOPOTKKM (Ma3Mbl) KPOBM C Mcnonb3oBaHneM Habopa «OCr-NOA»
He npesbiwaeT 8,0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpaumn OCI B obpasuax CbIBOPOTKM (Maa3Mbl) KPOBWU Mpwu
pa3BefeHnn UX CbIBOPOTKOM (Na1a3Mon) KpoBu, He coaepxallenn OCI, nmeeT NIMHENRHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-100 ME/n n coctasnset £10,0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCA TECTOM Ha <«OTKpbITME» -
COOTBETCTBUE W3MEpPeHHOW KoHueHTpauun OCI npeanncaHHOW, MNOMYYEHHOW nyTem
CMeLlLUMBaHUS pPaBHbIX 06BEMOB KOHTPOJIbHOW CbIBOPOTKW M KannMbpoBOYHOM MpobbI
25 ME/n. MNpoueHT «oTKpbITUs» cocTtaBnsetT 90-110%.

3.5. YyBCTBUTENBHOCTD.

MuHMManbHasi gocTtoBepHo onpeaensiemas Habopom «®DCr-UDA» KOHLEHTpauums
®CT B cbiBOpOTKE (nna3me) KpoBu He npesbiwaet 0.3 ME/n.
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XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5,0% pacTtsBop
CEPHOW KMUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPaUUSAX ABASOTCA HETOKCUYHBIMMU.

PactBop cepHO kucnoTbl ob6bnagaer pasgpaxawowmMm agenctemeM. Msberatb
pa3bpbI3rMBaHns M MNonagaHna Ha KOXy W cnu3uctblie. Mpu nonagaHumM Ha KOXYy U
C/IN3UCTbIE MOPaXKeHHbI Y4acTOK cieflyeT NPOMbITb 60/bWMM KOSIMYECTBOM MPOTOYHOM
BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobniogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTN, NPOU3BOACTBEHHOW CaHWUTapuu, NPOTUBOIMUAEMMYECKOrO pexuMma U
JINYHOWN rurneHbl npu paboTte B nabopaTtopusx (oTaeneHusX, oTaesnax) CaHUTapHO-
3NNAEMUNONONMYECKUX YUPEXAEHUI cucTeMbl MUHUCTEpCcTBa 34paBooxpaHeHnss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3VMHOBbLIE WU
NacTMKOBbIE NepyaTKK, Tak Kak 06pasubl KPOBM YesloBeKa CriefyeT paccMaTpmBaTh Kak
noTeHUManbHO MHMDULMPOBAHHbLIN MaTtepuar, CNoCOBHbIV ANNTENbHOE BPEMS COXPaHSATb
n nepepasatb BWY, Bupyc renatuta unm nwbon apyron Bo3byauTenb BUPYCHOM
MHdeKunn.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAWMUMBbIE NP PABOTE C HABOPOM

- (OTOMETp BEPTUKAIbHOIO CKaHMPOBaHWS, MO3BOISOLWNIA U3MEPATb ONTUYECKYO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AnvHe BoAHbl 450 HM;

- TepMocTaT, noaaepxusatrowmi Temnepatypy +37 °C +£0,1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3onswolme oTbupaTtb 06bLEMBI
B AnanasoHe 25-250 Mkn;

- UWIMHAP MepHbI BMecTuMocTbio 500 Mn;

- BOJa AUCTUINIUPOBaHHas;

- nep4yaTKu pe3nHOBble UMY NIACTUKOBbIE;

- 6ymara dpunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. lNepen npoBeaeHWeM aHanm3a KOMNoHeHTbl Habopa n nccneayemblie o6pasupbl
CbIBOPOTKM (NNasMbl) KpPOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpurotoBneHue njaHwWwerTa.

BCKpbITb MakeT C NAaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOMYecTBO
ctpynosB. OcTaBlWwKMecs  HEWCNONb30BaHHbIMW  CTpUMbl, 4YTOBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX Bfaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...4+8 °C B TeueHuMe Bcero cpoka rogHoct Habopa.

7.3. MNMpurotoBneHne oTMbIBOYHOIO pacTBopa.

B cnyyae papobHoro wucnonb3oBaHus Habopa cnepyetr otobpaTb Heobxoammoe
KOJINYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa M pa3BecTy ANCTUNNMPOBAHHON BOAOW
B 21 pa3 (1 mMn KOHLEeHTpaTa OTMbIBOYHOro pacteopa +20 Mn AUCTUANIMPOBAHHOW BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «®CIr-NDOA» fOonXKeH XpaHUTbCA B yMNakoBKe MpeanpusTus-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHune BCero cpoka rogHOCTH, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnenyembix
obpasuoB, 5 kKannbpoBOYHbIX MpPo6 M 1 Npobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

8.3. B cnyvae apobHOro mcnonb3oBaHns Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb nNpu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpart, cTon-peareHT mMocfe BCKpbITUS (akoHOB cneayer
XpaHUTb nNpu Temnepatype +2...+8 °C B TeuyeHMe BCEro cpoka rogHoOCTU
Habopa;

- KanubpoBOYHble NPObbl N KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He bonee 2 MecsiLeB;

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert
XpaHuTb Npu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpU KOMHATHOWN
Temnepatype (+18...+25°C) He 6onee 5 cyTok wnau npu TemnepaType
+2...+8 °C He 6onee 30 cyToK;

MpuMeyaHune. MNocne NCNonb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBefeHMs aHanu3a He creayeT WCMNoJb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Ni1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepxallyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HeE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaxvBaHWe-oTTanBaHue
o6pasLoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAeN, Nony4vaBlIMX B Lensax ANarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAeHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuil aHann3o0B cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaesieHuns
HeobxoAMMO MOCTPOEeHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpefeneHne KOHUeHTpauuu QOonIMKynoCTUMYNMpyoLWwero ropMoHa
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. [Ina nony4yeHns HaAexHbIX pe3ynbTaToB HeobXxoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHunto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OOcHoBbIBasiCb Ha pe3yfbTaTaxX mccnenoBaHuin, npoeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mosib30BaTbCs HOpMaMu, NpuBeAEeHHbIMM HWxe. Bmecte ¢ TeMm, B
cooTBeTCcTBMUM C npaBunamum GLP (Xopower nabopaTopHOW NpakTUKK), Kaxxaas
nabopatopusi Jo/MKHa camMa onpeaenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumeuaHue. 3HauveHuss KoHuUeHTpaumn OCI B wuccnegyemblx obpasuax,
HaxoAsilWmecs HWXe rpaHuubl 4YyBCTBUTENbHOCTM Habopa (0.3 ME/n), a Takxe
npeBbillalOWmMe 3Ha4YeHne BepxHen kanubposouHoW npobbl (100 ME/n) cneapyet
npuBOAMTbL B cneaytoller dopme: B nccriegyemom obpasue X koHueHTpaums ®CIT Huxe
0.3 ME/n vinu Bbiwe 100 ME/n.

Eaunnupi, ME/n
Wccnepyemas rpynna = "
HwxHuii npepen Bepxuuii npegen
Oetn po 11 net - 4.0
My>X4YnHbI 0.8 25
XKeHuWwmnHbI
®asbl unkna:
donnunkynapHas 3.0 12
noTenHosas 2.0 12
oByNnaAUUS 6.0 25
MeHonay3sa 10.0 150
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ONouhr,wWN D

Mo BonpocaM, kacatwmmcs kadectsa Habopa «®Cr-UdA >,

cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3M1eKTPOHHas noyTa: info@xema.ru; rgqc@xema.ru
MHTEpPHET: WWW.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KoCTpUKUKH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF FSH
IN HUMAN BLOOD SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of FSH
in blood serum or plasma.

This kit is designed for measurement of FSH in blood serum or plasma. For possibility
of use with other sample types, please, refer to Application Notes (on request). The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown
samples in duplicates.

2. SUMMARY AND EXPLANATION

Follicle stimulating hormone (FSH) is a glycoprotein with molecular weight 28 kDa
secreted by basophil cells in hypophysis. Gonadotropin releasing hormone (GnRH)
produced by the hypothalamus controls the release of FSH from anterior pituitary.
Follicle-stimulating hormone (FSH) and Luteinizing hormone (LH) are intimately
involved in the control of the growth and reproductive activities of the gonadal tissues,
which synthesize and secrete male and female sex hormones. The levels of circulating
FSH and LH are controlled by these sex hormones through a negative feedback. Like
LH, TSH and HCG, FSH consists of two subunits — alpha and beta, its biological and
immunological properties being dependent on the hormone-specific beta subunit.

In females, FSH stimulates the growth and maturation of ovarian follicles. At the
beginning of normal menstrual cycle FSH level is higher that at the final stage of
follicular phase. Peak FSH levels are seen in the middle of the cycle concomitantly
with LH peak levels. Increased estradiol and progesterone production during luteinic
phase leads to decreased FSH blood concentrations by negative feedback mechanism.
The same mechanism leads to elevation of FSH levels at the end of the cycle due to
decreased estrogen and progesterone concentrations, and the new cycle is initiated.

In men, FSH regulates growth of seminiferous tubules and maintenance of
spermatogenesis. However, androgens, unlike estrogen, do not lower FSH level,
therefore demonstrating a feedback relationship only with serum LH. High levels of
FSH in women are seen in menopause, preliminary ovarian failure, agenesia of ovaries;
in men elevated FSH levels may be found in primary testicular failure, dysgenesia of
seminiferous tubules, delayed sexual maturation, and Klinefelter syndrome. Elevated
concentrations are also found in cases of starvation, renal failure, hyperthyroidism,
cirrhosis and after intake of clomifen, I-DOPA.

Decreased FSH levels are found in hypopituitarism and after intake of oral
contraceptives, phenotiazine, estrogens.
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal
to B chain human FSH-antibodies. Antigen from the specimen is captured
by the antibodies coated onto the microwell surface. Second antibodies - murine
monocnoclonal to a chain human LH/FSH/HCG, labelled with peroxidase enzyme, are
then added into the microwells. After washing procedure, the remaining enzymatic
activity bound to the microwell surface is detected and quantified by addition of
chromogen-substrate mixture, stop solution and photometry at 450 nm. Optical
density in the microwell is directly related to the quantity of the measured analyte in
the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines or
regulations.

4.4. Avoid contact with stop solution containing 5,0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from
XEMA Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;

Dry thermostat for +37 °C £0.1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...4+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...48 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus FSH concentration.

9.3. Determine the corresponding concentration of FSH in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abso(r4bsa:)n:l:'e“l)lmts | P
CAL 1 01U/l 0.05 | -
CAL 2 51U/ 0.27 I
CAL3 25 1U/1 0.87 S /
CAL 4 50 1U/I 1.40 o
CAL 5 100 1U/I 2.41 K

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
FSH. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

e Units, 1U/I
’ Lower limit Upper limit
Children under 11 yrs - 4.0
Males 0.8 25
Females
Menstrual cycle:
follicular phase 3.0 12
luteinic phase 2.0 12
ovulation 6.0 25
post menopausal 10.0 150
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11. PERFORMANCE CHARACTERISTIC
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt

TSH <0.1
LH <0.1
HCG <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.3 IU/I.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different FSH
concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known FSH
concentrations. The recovery percentages ranged from 90 to 110%.
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