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K203I

«YTBEPXJEHA»
Mpuka3 PocaapaBHaaszopa 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) KPOBU «®CIr-dA»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«OCM-MOA» npepgHasHayeH ANA  KOJMYECTBEHHOro
onpeaeneHnss KOHUEeHTpauumn QOonNIMKyN0CTUMYNNPYIOLWEro ropMoOHa B CbIBOPOTKE
(nna3sme) KpoBM MeToAOM TBEPAOMDA3HOr0 MMMYHOMEPMEHTHOIO aHanusa.

1.2. donnmkynoctumynupytowmii ropmoH (OCI) - raMkonpoTens C MOeKysSpHON
Maccon okonio 30000 Aa. OH cekpeTtupyeTcs 6a30PuibHbIMM KeTKaMu afeHornno-
duza. Y xeHwnH OCIT KOHTPONMPYET UMKINYECKME U3MEHEHUS B SSUYHMKAX BO BpeMms
HOPMaNbHOrO MEHCTPyasnbHOro umknia. ¥ MyxunH O®CI KOHTPOMPYET poCT U PyHKLUMIO
CeMeHHbIX KaHasnbLleB, 0CO6eHHO crnepmaTtoreHe3 B kneTkax CepTonu. B Hauvane Hop-
MasibHOr0 MEHCTpYasibHOro umkna yposeHb ®CI Bbille, YeM B 3aK/IOYUTENLHON CTaanmn
donnunkynapHon dasbl. Mk koHueHTpauun OCI HabnogaeTcs B cepeavHe unkna, oa-
HOBpEeMeHHO € NuKoM JII'. B noTenHOBOM (pa3e KOHLEHTpauusa ropMoHa najaeT B OTBET
Ha NpoAYyKLWIO 3CTpaamnosia U NporecTepoHa XesnTbiM TesIoM. CHMKEHME KOHUEHTpauum
3CTPOreHOB U NMporectepoHa B KOHLLEe MEHCTPYyasibHOro LMKIa NPUBOAUT K MOBbILEHUIO
ypoBHsa ®CI" (no npuHumny obpaTHOM CBA3M), N HAYNMHAETCS HOBbIM LMK, [OBbIWEHHbIE
KOHUeHTpauun ®CIT onpefensoTcs Npu ANCreHe3nn CEMEHHbLIX KaHanbLeB, 3aJepXKKe
NOSIOBOr0 CO3pEBaHMWS, NEPBUYHON HEAOCTATOYHOCTU (DYHKLUMU AnMYeK, HeAOCTaTOYHO-
CT knetok CepTonun y MyX4YWH; MeHonayse, npexneBpeMeHHOM yracaHun dyHKuuun
ANYHWKOB, areHe3nn SUYHMKOB Y XEHLLMH; ANCHYHKUMKN runodu3a; npueme knomude-
Ha, nesogona. CHMxXeHHble KoHUeHTpaumn OCI onpeaensoTcs Npu rmnonuTynTapusMe;
npueme nepopasbHbIX KOHLEHTPaLENTUBOB, PEHOTMA3NHOB, 3CTPOreHOB.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepeneHve GONANKYIOCTUMYUPYIOLWEro ropMoHa OCHOBAHO Ha MCMNOSb30BaHUN
«C3HABWY»-BapunaHTa TBepAoda3HOro UMMyHoMEpPMEHTHOro aHanmnsa. Ha BHyTpeHHeW
MOBEPXHOCTU JIYHOK MJlaHWeTa WMMOOUIM30BaHbl MbIWWHbIE MOHOKJIOHAa/bHbIE
aHTuTena k 6eta-uenn @OCI yenoseka. B nyHkax nnaHweTa, npu pobaBneHumn
nccneayemoro  obpasua, npoucxoauT  cBa3dbiBaHuMe OCI, copepxauwierocss B
nccneayemom obpasue, ¢ aHTUTeNnamMm Ha TBepaol dase. O6pa3oBaBLUMACA KOMMIEKC
BbISIB/ISIKOT C MOMOLLbI KOHbOraTa MbIWWMHbBIX MOHOKIOHANbHbIX aHTUTEN K anbda-uenu
Nr/oCr/Xr yenoseka € nepokcuaason xpeHa. B pesynbraTe obpasyeTcs CBA3aHHbIN
C nNNacTUKOM «C3HABWUY», coaepXawwuin nepokcmaasy. Bo Bpems wuHkybauuum
Cc pacTtBopoM cybcTpata TeTpametunbensmamHa (TMB) npoucxoamT okpallvBaHue
pacTBOPOB B JTlyHKax. MIHTEHCMBHOCTb OKpaCcKu MNpsiMO MPONOpUMOHanbHa KOHLEHTpaLmm
bONNNKYNOCTUMYIMPYIOWEro ropMoHa B uccneayemoMm obpasue. KoHueHTpauuto
dOoNNNKYNnoCTUMYIMpYIOWEro ropMoHa B uccnedyemblx obpasuax onpegensoT
no KanubpoBOYHOMY rpacduKy 3aBUCMMOCTU OMTUYECKOW MJOTHOCTU OT COAEepXKaHWs
bONANKYNOCTUMYIMPYIOLLEro rOPMOHa B KaSIMGPOBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncpnUUYHOCTD.
MepekpecTHas peakums MbILMHbIX MOHOKJIOHANIbHbIX aHTUTEN Kk 6eta-uenu ®CI ¢
APYrMMK aHanuMTaMu nNpuseaeHa B Tabnuue:

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

3.2. Bocnpou3BOAUMOCTbD.

KoaddurumeHT Bapmauum pesynbTaToB onpeaeneHus coaepxarHuna OCI B 04HOM un
TOM >e obpasue CbIBOPOTKKU (Ma3Mbl) KPOBM C Mcnosb3oBaHneM Habopa «OCr-NOA»
He npesBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHUeHTpaumn OCI B obpasuax CbIBOPOTKM (Maa3Mbl) KPOBWU Mpwu
pa3BefeHnn UX CbIBOPOTKOM (Na1a3Mon) KpoBU, He coaepxallen OCI, nmeeT NIMHENHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-100 ME/n n coctasnset £10.0%.

3.4. TOYHOCTb.

[aHHbIi  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCA TECTOM Ha <«OTKpbITMEe» -
COOTBETCTBME M3MepeHHON KoHueHTpauum OCI npeanucaHHoM, MNOJSIlyYeHHOW MyTeM
CMeLlUMBaHUS pPaBHbIX 06BHEMOB KOHTPOJIbHOW CbIBOPOTKM M KanMbpoBOYHONK MpobbI
25 ME/n. MNpoueHT «oTKpbITUs» coctaBnsetT 90-110%.

3.5. YyBCTBUTENBHOCTb.

MuHMManbHasi aocToBepHo onpeaensiemMas Habopom «PCM-NDA» KOHLEHTpauums
®CI B cbiBOpOTKE (nnia3me) KpoBu He npesbiwaet 0.15 ME/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHO kucnoTbl obnagaer pasgpaxarowmMm agenctemeM. Wsberatb
pa3bpbi3rMBaHns M MnonagaHna Ha KOXYy W cnu3uctblie. Mpu nonagaHumM Ha KOXYy U
C/IN3UCTbIE MOPaXKEHHbI Y4acTOK ciefyeT NPOMbITb 60bWMM KOSIMYECTBOM MPOTOYHOM
BOAbl.

5.3. MNpu pabote ¢ Habopom cnepyet cobnogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTN, MNPOU3BOACTBEHHOW CaHWUTapuu, NPOTUBOIMUAEMUYECKOTO pexuma u
JINYHOWN rurneHbl npu paboTte B nabopaTtopusx (oTaeneHusiX, oTAesnax) CaHUTapHO-
3NUAEMUNONONMYECKUX YUPEXAEHUI cUCTeMbl MUHWUCTEpCcTBa 34paBooxpaHeHus CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbIE WU
naacTUKOBbIE MepyaTKu, Tak Kak 06pasLbl KpOBW YenoBeKka cnefyeT paccMaTpuBaTh Kak
noTeHuManbHO MHMOULMPOBAHHLIA MaTepuan, CNoCobHbI ANNTENbHOE BPEMSI COXPaHSTb
n nepegasatb BWY, Bupyc renatuta wunm nwboi gpyroi Bo3byauTenb BUPYCHOMN
nHbekumn.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAWMUMBbIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKAIbHOIO CKaHMPOBaHWS, MO3BOSOLWMNIA N3MEPATb ONTUYECKYO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AnvHe BoAHbl 450 HM;

- TepMocTaT, noaaepxusatowmi Temnepatypy +37 °C +£0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonswolwme oTbupaTb 06bEMbI
B Anana3soHe 25-250 Mkn;

- UWIMHAP MepHbI BMecTMMocTbio 1000 mn;

- BOJa AUCTUINIMPOBaHHas;

- nep4yaTku pe3nHOBble UM NNACTUKOBbIE;

- bymara dunbTpoBasnbHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. Mepen npoBefeHWeM aHanm3a KOMMNoHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHUe NjaHLWeTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heob6xoAmMoe KOIMYecTBO
ctpynosB.  OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb Npu TemnepaType +2...4+8 °C B TeueHune Bcero cpoka rogHoctun Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe dnakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MepHbI UMAMHAP BMecTuMocTbio 1000 mn, pobasutb 550 Mn anctmnnmpoBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3osaHua Habopa cnepyer
oTobpaTb Heo6xoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTy
OANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOIO pacrteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «DCIr-NDA» fonKeH 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 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

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

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb npu Temnepatype +2...+8 °C B TeuyeHMe BCero cpoka rogHOCTU
Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb nNpu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbLIA OTMbIBOYHbIA PpacTBOp clefyeT XpaHUTb MpU KOMHaTHOWN
Temnepatype (+18...+25°C) He 6onee 15 cyToKk uaM npu TemnepaType
+2...+8 °C He 6onee 45 cyToK;

MpuMeyaHune. MNocne MCNONb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBaTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He CcreayeT WCMosb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Ma1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepXalLLyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyeT XpaHuTb npu Temnepatype -20 °C. [NoBTOpHOe 3aMopaXuBaHWe-oTTanBaHue
o6pa3LoB CbIBOPOTKM (Ma3Mbl) KpOBW He donyckaeTcs. JlonyckaeTcs uccnenosaHue
CbIBOPOTOK, XPaHEeHuWe KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBAANOCL MNpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTtca ucnonb3oBaHue AN aHanmsa o6pasLoB CbIBOPOTKM (Mna3mbl)
KpOBW Nt0AEeN, NoNy4YyaBLWMX B LensxX AUarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE aHTUTENa.

8.6. Mpu ucnonb3oBaHuM Habopa AN NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHns
Heob6xoAMMO  MOCTPOEHWEe HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KOHUEHTpauun GOonInKya0CTUMYIMPYIOLWEro ropMoHa
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [Ins nony4yeHus HadexXHbIX pe3ysbTaToB HeobXxoaMMo cTporoe cobniogeHve
NHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMX HabopoB WM M3 aHANOrMYHbIX
HabopoB Apyrnx cepum.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OOcHoBbIBasiCb Ha pe3yfbTaTaxX MccnenoBaHuin, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM Mosb30BaTbCs HOpPMaMu, NpuBeAEeHHbIMM HWxe. Bmecte ¢ TeMm, B
cooTBeTCcTBMUM C npaBunamum GLP (Xopower nabopaTopHOW NpakTUKK), Kaxxaas
nabopatopusi Jo/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemon nonynsaunn.

MpumeuaHue. 3HauveHuss KoHuUeHTpaumn OCI B wuccnegyemblx obpasuax,
HaxoAsilmMecs HUXe TrpaHuubl 4yBCTBUTENbHOCTM Habopa (0.15 ME/n), a Takxe
npeBbillalOWMe 3HaYeHne BepxHeln kanubposouHoW npobbl (100 ME/n) cneapyert
npuBOAMTbL B cneaytoller dopme: B nccriegyemom obpasue X koHueHTpaums ®CI Huxe
0.15 ME/n wnu Bbiwe 100 ME/n.

Eaunnupi, ME/n
Wcenepyemas rpynna = "
HwxHuii npepen Bepxuuii npegen
Oetn po 11 net - 4.0
My>X4YnHbI 0.8 25
XKeHuWwmnHbI
®asbl unkna:
donnnkynapHas 3.0 12
NroTeEMHOBAs 2.0 12
oByNnAUMUSA 6.0 25
MeHonay3sa 10.0 150
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1. JINTEPATYPA
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. H. Williams,W .B. Saunders, Philadelphia (1981).
. Marshall, J. C.: Clinic in Endocrinol. Metab., 4, 545 (1975).
. Jeffcoate, S. L.: Clinic. in Endocrinol. Metab. 4, 521 (1975).
Cohen, K. L.: Metabolism, 26, 1165 (1977).
. Shome, B. and Parlow, A. F.: ]J. Clin. Endocrinol. Metab., 39, 199 (1974).
. Lundy, L. E., Lee, S. G., Levy, W., et al.: Obstet. Gynecol., 44, 14 (1974).
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ONouhr,wWN D

Mo BonpocaM, kacatowmmcs kadectsa Habopa «®Cr-UdA»,

cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

3M1eKTPOHHas noyTa: info@xema.ru; rqc@xema.ru
WHTEpPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knueHTckoro cepsnca 000 «XEMA»,
K. 6. H. [. C. KOoCTpuKnH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF FSH
IN HUMAN 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. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material 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 26X by 26 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(;bsaon:i:'e“l)lnlts | P
CAL 1 01U/l 0.05 8l -
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 e e e e

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 0.15 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%.

12, LITERATURE

1. Ross, F. T., Vande Wiele, R. L. and Franty, A. G.: Text of Endocrinol., Chapter 7, Ed.:
R. H. Williams,W .B. Saunders, Philadelphia (1981).

2. Marshall, J. C.: Clinic in Endocrinol. Metab., 4, 545 (1975).

3. Jeffcoate, S. L.: Clinic. in Endocrinol. Metab. 4, 521 (1975).

4, Cohen, K. L.: Metabolism, 26, 1165 (1977).

5. Shome, B. and Parlow, A. F.: J. Clin. Endocrinol. Metab., 39, 199 (1974).

6. Lundy, L. E., Lee, S. G., Levy, W., et al.: Obstet. Gynecol., 44, 14 (1974).

7. Speroff, L.: Clinic. Gynecol. Endocrinol. and Infert., Chapter 3, Ed: L. Speroff, R. H.
Glass and M. G. Kase, Williams & Wilkins Baltimore (1978).
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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