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K202I

MHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB Ans
MMMYHO®EPMEHTHOIO ONPEAEJIEHNA JIIOTEOTPOMHOIO
FTOPMOHA B CbiIBOPOTKE (MJIASME) KPOBWU «JIr-N®A>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«JIT-U®A» npepgHasHayeH AN KOJIMYECTBEHHOrO
onpeaeneHns KOHLUEHTpauun NI0TEOTPOMHOro ropMoHa B CbiBOPOTKe (MiasMe) KpoBU
MeToAOM TBepA0(da3HOro MMMyHO(EPMEHTHOro aHanun3a.

1.2. JlioteoTponHbii ropMoH (JII) - ravkonpoTens C MOJEKYNspHOM Maccowm
okono 28000 [a. OH cekpeTupyeTcsa rOHaAOTPOMHbIMWM KIEeTKaMW nepeaHen [onuv
rmnodusza. Y xeHwmH JIT perynupyetr QyHKUMIO XeNnTtoro Tena W CTUMynupyeT
6uocmHTes nporectepoHa. Y MyxuumH JII cTumynmpyeT obpa3oBaHue TeCTOCTEpOHa
B MHTEPCTMUMANbHbIX KneTkax Jlenanra. YpoBeHb ropMOHa B TEYEHWE MEHCTPYaslbHOro
LMK@ OCTaeTCs HU3KMM, 3@ UCK/IIOYEHNEM CepeaMHbl LMKIa, KOraa ero KoHueHTpaunus
MOXeT Bo3pacTtaTb B 5-10 pas. lNpumepHo 3a 12 yacoB A0 BO3HUKHOBeHUs nuka JII emy
npeawecTesyeT MWK 3CTpaamona, a cama OBynsAuMsa npomcxoamT cnycts 12-20 vacos
nocne AOCTUXEHUS MakCMManbHOW KOHUeHTpauuu JII. Y XeHLWMH ropMOH CTUMYMpyeT
paspbiB SMYHUKA M obpasoBaHMe XenToro Tefna, KOTOpoe HayMHaeT CekpeTupoBaTb
B KPOBb MPOrecTepoH, yBennunsas Taknum obpasoM ero KOHUEeHTpaLUuIo B JIIOTENHOBYO
dazy. ConepxaHue JII B KPOBU KaK y MY>XUMH, TaK U Y XEHLINH 3aBUCUT OT CYyTOYHOrO
puTMa, MO3TOMY oOrfpejefieHne 3TOro ropMoHa creayeT MpoBOAUTL B OAHO U TO Xe
BpeMs. lMNepunoanueckne yBennmyeHuns KoHueHTpauuun JII 6onee BblpaXeHbl Y XEeHLMH
(B 3aBMCMMOCTM OT CTaAUM MEHCTpyasbHOro umkna). Tak, konebaHns ypoBHS rOpMOHa
CT@HOBATCSA MeHee YacTbIMW B KOHLLE TIOTENHOBOW CTaAMMU, @ UX BbIPAXXEHHOCTb — B KOHLE
doNNnKynMHOBOW. YBenuyeHwe KoHueHTpauum JII Habnogaetcs npu nNepBUYHONM
OMCOHYHKLUMN MOMOBbIX Xene3; amMeHopee, BbI3BAaHHOW HeAOCTaTOYHOCTbIO SIMYHWUKOB;
cnHapoMme LteriHa-JleBeHTans; meHonay3e. CHMXeHne KoHueHTpauuu J1IIN HabnoaaeTtcs
npu HapyweHun dyHKUMKM runodmsa wauM runotanamyca; CUHAPOME ranakTopen-
aMeHoppeun; M301MPOBaHHOM AeduunTe roHAAOTPOMHbIX FOPMOHOB; W30/IMPOBAHHOM
aedunumte JII («dDepTunbHbIA €BHYX»); HEBPOTUYECKON aHOPEKCUN; 3a4epXKe pocTa 1
NosI0OBOr0 CO3peBaHUs; NpueMe ANroKCUHa, Merectpona, eHoTnasnHa, NporecTepoxa,
3CTPOreHoB.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve NOTEOTPOMHOrO FOPMOHA OCHOBAHO Ha WCMOJIb30BaHWUM «CIHABUY» -
BapvaHTa TBepA0da3HOro MMMYHO(MEPMEHTHOr0O aHanm3a. Ha BHyTpeHHel NOBEPXHOCTH
JIYHOK NjaHLWeTa MMMOBMIN30BaHbl MbIlUMHbIE MOHOKJ/IOHA/bHbIE aHTUTENa K 6eTa-uenu
JIr yenoseka. B nyHkax nnaHweTa, npu aobasneHnn nccnenyemoro obpasua, npomcxoant
cBsA3bIiBaHue JIIT, coaepxallerocsi B uccreayemom obpasue, ¢ aHTUTENaMu Ha TBepAoM
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLbI KOHblOraTta MbIWMHbIX
MOHOKJIOHasNbHbIX aHTuTen kK anbda-uenun J1II/OCI/XI 4yenoBeka C nepokcuaason
XpeHa. B pe3synbtate obpasyeTcsi CBA3aHHbIA C NNACTUKOM «CIHABUY», COAEpXalunn
nepokcmaasy. Bo Bpemsi nHkybaumm c pactBopoM cybcTpaTa TeTpameTunbeH3uanHa
(TMB) nponcxoauT oKpallmBaHWe pacTBOPOB B JIyHKaX. MHTEHCMBHOCTb OKpacKu NpsiMo
NponopuUmnoHarnbHa KOHLEHTpauMu IOTEOTPOMNHOro ropMoHa B MccrieayeMoM obpasue.
KoHLEeHTpaunio NTEOTPONHONO FOpPMOHa B wccnenyeMblix obpasuax onpeaenstoT
no KannbpoBOYHOMY rpaduKy 3aBMCMMOCTU OMTUYECKON MSOTHOCTU OT COAEPXaHWUS
NOTEOTPONHOrO FOPMOHa B KanimbpoBOYHbIX Npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneumncUUYHOCTD.
lMepekpecTHass peakuusi MbIWMHbLIX MOHOK/IOHaNIbHbIX aHTMTen Kk 6eta-uenu JII
C ApYrMMW aHanMTamMn nNpuBeAeHa B Tabnuue:

Ananut MepekpecrHas peakuua, %
Xr <0.1
oCr <0.1
T <0.1

3.2. Bocnpou3BoanMOCTb.

KoadduruneHT Bapnaumm pesynbTaToB onpeaeneHuns cogepxanusa J1I B 04AHOM
TOM >xe obpasue CbiIBOPOoTKM (M1a3mbl) KPOBU C MCNoSb30BaHMeM Habopa «JIM-UDA» He
npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBUCUMOCTb KOHUeHTpauuu JII B obpasuax cbiBOPOTKU (MnasMbl) KPOBU MNpu
pa3BefeHUM MX CbIBOPOTKOM (Na3Moit) KpoBu, He coaepxawen JII, uMeeT NINHEHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-100 ME/n n coctasnset £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpoOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME W3MEPEHHOW KOHUeHTpaumn JII npeanucaHHon, MNONyYeHHOW nyTem
CMeLMBaHUA paBHbIX OHBbEMOB KOHTPOJIbHOM CbIBOPOTKM WM KannbpoBOYHOW Mpobbl
25 ME/n. MpoueHT «oTKpbITUa» coctaBnsier 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa AOCTOBepHO onpeaensiemast Habopom «JIM-U®A» koHueHTpauusa JIT
B CbIBOpOTKe (Mnna3Me) KpoBu He npesblwaeTt 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
pasbpbI3rMBaHna M nonagaHus Ha KOXy W ciu3ucTble. MNpu nonagaHun Ha KOXy W
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
nnacTMKoBble MepyaTKy, Tak Kak 0bpasubl KPOBWM 4YenoBeka cliefyeT paccMaTpuBaTtbh
Kak noTeHuMasnbHO WHMUUUPOBAHHbLIA MaTepuasn, CrnocobHbIi AnUTEeNbHOE Bpems
coxpaHaTb W nepepasatb BWY, Bupyc renatuta wnum nwobon ppyrov Bo3byauTtenb
BUPYCHOM MHPEKLMN.

6. OBOPYAOBAHUE U MATEPUAJbI,
HEOBXOAWMUMBbIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKAIbHOIO CKaHMPOBaHWS, MO3BOISOLWMNIA N3MEPATb ONTUYECKYO
NIOTHOCTb COAEPXMMOrO JIYHOK MaHLweTa npu AnvHe BoAHbl 450 HM;

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

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3onswolme 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 nccneayemslie obpasubl
CbIBOPOTKM (NNnasMbl) KpOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. NMpuroToBsieHUe NjaHLWeTa.

BCKpbITb MakeT C NiaHWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOMMYecTBO
ctpyno. OcTaBlWwMecs  HEWCNOSb30BaHHbIMKM  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 rogHoctu Habopa.

7.3. MpurotoBsieHNne 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 «JI-UDA» [OMKEH XPaHUTLCS B YyMNakoBKe MpeanpusTus-
M3roToBuTENS NpU TemnepaType +2...+8 °C B TeueHune BCero cpoka rogHOCTM, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannb6poBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBoYHbIX Npob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymarorn Ans 3aknevBaHusA NiaHWweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCero Cpoka rOAHOCTU
Habopa;

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

—  OCTaBLUMNCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu Temnepatype +2...+8 °C B TeueHMe BCero cpoka rogHocTn Habopa.
MpUroTOBAEHHbIN OTMbIBOYHbIN pPacTBOp CrefyeT XpPaHuTb MpPU KOMHATHOW
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHMS peareHTa HeMeA/IeHHO 3aKpbiBalTe KPbILKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KpPbILLIKON.

8.4. 1ns npoBeAeHWs aHanuM3a He cneayeT MCMNo/b30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYI CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1iasMy) KpoBU, coaepKallyto
asua HaTpus. Ecnu aHann3 npon3BoAnTCS He B AeHb B3SITUS KPOBM, CbIBOPOTKY (Ma3my)
cnepnyet xpaHuTb npu TemnepaTtype -20 °C. MoBTOpHOe 3aMopa)XkMBaHue-oTTanBaHue
06pa3uoB CbIBOPOTKM (MAasMbl) KPOBM He AonyckaeTcs. [JonyckaeTcs uccrnefoBaHue
CbIBOPOTOK, XpaHEeHMWe KOTOpbiIX C MOMeHTa 3abopa KpOBM OCYLLECTBASNOCL MNpuU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KPOBW NtoAer, NonyyaBlwmx B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlMHbIE @aHTUTeNa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAEHUS HECKONbKMX HEe3aBUCUMMbIX
cepuil aHanu30B cneayeT UMeTb B BUAY, YTO ANSt KaXA0ro He3aBUCMMOro onpeaeneHuns
HeobxoAMMO  MOCTpPOEHWEe HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeaenieHne KOHLUEHTpaunn NioTeOTPONHOrO rOPMOHa B KOHTPOJIbHOM
CbIBOpOTKE.

8.7. [Ins nony4yeHns HadeXHbIX pe3ynbTaToB HeobxoaAuMmo cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3yiiTe KOMMOHEHTbI M3 ApYyrnx HabopoB WM M3 aHaNOrMyHbIX
HabopoB ApYyrUX CEPUIA.
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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. 3HadyeHus KoHueHTpauuii JIF B wuccneayembix obpasuax,
HaxoAsilmMecs HUXe TrpaHuubl 4yBCTBUTENbHOCTM Habopa (0.15 ME/n), a Takxe
npeBbillalOWMe 3HaYeHne BepxHeln kanubposouHoW npobbl (100 ME/n) cneapyert
npuBOAUTL B crieaytowen opme: B nccnegyemom obpasue X koHueHTpauus JII Huxe
0.15 ME/n wnu Bbiwe 100 ME/n.

Epunuupbi: MEg/n

Wcecnepyemas rpynna ” "

HwxHuit npegen Bepxuwuii npegen
Oetv po 11 net 1.0 5.0
My>X4YNHBbI 1.5 9.0

XKeHWwmnHbI

®a3bl unkna:
donnmkynapHas 2.0 9.5
OBY/1ALMSA 10.0 45
NIOTENHOBASA 0.5 17
MeHonay3a 5.0 57

11. INTEPATYPA

1. Pierce, J.G. and Parsons, T.F. Glycoprotein hormones: Structure and Function, Annual
Rev. Biochem., 50, 465-495 (1981).

2. Harris, G.W. and Naftolinf., The Hypothalamus and Control of Ovulation, Brit. Med.
Bullet., 26, 1-9 (1970).

3. Knobil, E., The Neuroendocrine Control of the Menstrual Cycle, Rec. Prog. Horm Res.,
36, 52...+88 (1980).

4. Jeffcoate, S.L., Clinics in Endocrinol. Metab., 4, 521-543 (1975).

5. Whitely, R.]J., Keutmann, H.T. and Ryan, R.J., Endocrinology, 102, 1874 (1978).

Mo Bonpocam, kacarwmumcsa kayectsa Habopa «JIFr-UDA>»,

cnepyet obpawaTtbes B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

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

3/1eKTPOHHAasa noyta: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOCTpUKunH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of LH 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

Luteinizing hormone (LH) is produced in both men and women by the anterior
pituitary gland in response to Iuteinizing hormone-releasing hormone (LH-RH
or Gn-RH), which is released by the hypothalamus. LH, also called interstitial cell-
stimulating hormone (ICSH) in men, is a glycoprotein with a molecular weight
of approximately 30,000 daltons. It is composed of two noncovalently associated amino
acid chains: alpha and beta.

The basal secretion of LH in men is episodic and has the primary function
of stimulating the interstitial cells (Leydig cells) to produce testosterone. The variation
in LH concentrations in women is subject to the complex ovulatory cycle of healthy
menstruating women, and depends on sequence of hormonal events along the gonado-
hypothalamus-pituitary axis. During the cycle, LH level is low except for the middle
of the cycle when its concentration may increase up to 5-10 fold. LH peak is preceeded
by a peak of Estradiol which occurs approximately 12 hours earlier. Ovulation occurs
12-120 hrs after LH peak. When the ovum is released, the corpus luteum is formed
which secretes progesterone and estradiol, these latter exerting negative feedback
effects on LH and FSH levels through hypothalamo-pituitary axis.

LH concentration in blood is subject to circadian rhythms; therefore blood sample
for LH assay should always be taken at the same time of the day. Circadian variations
of LH level are more pronounced in women depending of the stage of menstrual cycle:
they become less frequent at the end of luteinic phase and less pronounced - at the
end of follicular stage. Increased LH levels are found in primary dysfunction of gonadal
glands, in amenorrhea caused by ovarian insufficiency, in Stein-Leventhal syndrome,
after menopause. Increased concentrations of LH are also present during renal failure,
cirrhosis, hyperthyroidism, and severe starvation.

Decreased LH concentrations are seen in dysfunction of hypophysis or hypothalamus,
in galactorrhea-amenorrhea syndrome, in isolated decrease of gonadotropins,
in isolated LH decrease; in neurotic anorexia, in patients with retardation of growth and
sexual development, after intake of digoxin, phenotiazine, progesterone, estrogens.

In the differential diagnosis of hypothalamic, pituitary, or gonadal dysfunction,
assays of LH concentration are routinely performed in conjugation with FSH assays
since their roles are closely interrelated. Furthermore, the hormone levels are used
to determine menopause, pinpoint ovulation, and monitor endocrine therapy.
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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 LH-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 ul, 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...4+8 °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

.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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 LH concentration.
9.3. Determine the corresponding concentration of LH 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(r4bsaon;:‘l)lmts Wl T
CAL 1 0 1U/I 0.09
CAL 2 5 10/I 0.24 P E//
CAL 3 25 1U/I 0.85 W
CAL 4 50 I1U/I 1.57 N
CAL 5 100 IU/I 2.39 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 LH. 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, 1IU/1
' Lower limit Upper limit
Children under 11 yrs 1.0 5.0
Males 1.5 9.0
Females
Menstrual cycle:
follicular phase 2.0 9.5
luteinic phase 0.5 17
ovulation 10.0 45
post menopausal 5.0 57
Document: K202I Instruction version: 1901 Format version: 610
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11. PERFORMANCE CHARACTERISTIC
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt

HCG <0.1
FSH <0.1
TSH <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 LH
concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

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

12, LITERATURE

1. Pierce, J.G. and Parsons, T.F. Glycoprotein hormones: Structure and Function, Annual
Rev. Biochem., 50, 465-495 (1981).

2. Harris, G.W. and Naftolinf., The Hypothalamus and Control of Ovulation, Brit. Med.
Bullet., 26, 1-9 (1970).

3. Knobil, E., The Neuroendocrine Control of the Menstrual Cycle, Rec. Prog. Horm Res.,
36, 52...+88 (1980).

4. Jeffcoate, S.L., Clinics in Endocrinol. Metab., 4, 521-543 (1975).

5. Whitely, R.]J., Keutmann, H.T. and Ryan, R.J., Endocrinology, 102, 1874 (1978).
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Cumson / Symbol

3HaueHune cumBona / Symbolize

MpowussoauTens / Manufacturer

[JaTta npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

- | % ‘
I E
=

Homep cepum / Batch code

3
3
g

Wcnonb3osaTh Ao (roa-mecay) / Use By

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

VI

TONbKO ANSt UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLUeHWW LIeNOCTHOCTM YNaKoBKK /
Do not use if package damaged

SORB MTP

I@%E%

MnaHwer / EIA strips

CAL

Kanun6posouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PactBop cybcTpata TeTpameTunbensnanHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOrO pactsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

=}
=
=

N®A-Bydep / EIA buffer




(yBa)KaeMbIﬁ Knuenrt! h
EcnuBnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA KUAKNX
peareHToB, 04HOPa30Bble HAKOHEUHVKIN AJif [O3aTOPOB UAN AOMNONHUTENbHbIE O6beMbl peareHToB
(KOHLeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B coctaB Habopa, npocrm Bac 06patnTbca K nocTaBLymKy npogykummn OO0
«XEMA» B Balwem pervoHe.

Bce ykasaHHble pacxogHble maTepuasbl NpefocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
\nposeneva aHanunsa Konnvecrse. )
MNepeueHb HabopoB peareHTOB ANA ANArHOCTUKN NHGEKLMOHHBIX N\
3aboneBaHuil npounsBoacTBa 000 «XEMA»

N2 no katanory HanmeHoBaHue

K101 «Toxoplasma IgG-NOA» rT—
K101M «Toxoplasma IgM-NDA» e oden
K102 «Rubella IgG-VIOA»

K102M «Rubella IgM-NDA»

K103 «Cytomegalovirus IgG-MOA» JRUsSmLASSOCATON |
K103M «Cytomegalovirus IgM-VIOA» —
K104 «HSV 1,2 IgG-MDA»

K104M «HSV 1,2 IgM-NDA»

K105 «Chlamydia IgG-U®A»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cnunuc cymmapHble aHtutena-MiOA»

K121 «Aspergillus IgG-MDA»

Homep ropauein nuHun TexHn4eckom nopgaepxku KnneHrtos:

8800505 23 45

Bce 3BOHKM Ha HOMEp ropsayen NH1W 6ecnnaTHbl AnA 3BOHSALLEro ¢ 11060ro
MOGUWBHOTO MK CTauMoHapHoro TenedoHa no Bcel Tepputopun Poccun.

Kpaem Bawmx oT3bIBOB 1 NpeioKeHul No agpecam:
LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHLnu:

105264, r. MockBa, a/a 58, yn. 9-a MNapkosas, A. 48, 1-# nop., 5 atax
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 «Xeman, Ten.: +7 (812) 271-24-41

191144, CankT-MeTepbypr, LertapHbiii nep., a. 8-10, nutep A
e-mail: spp@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Maweposa, a. 11,

nutep A, kopn. 8/K, opnc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akagemvika Ebpemosa, 1. 23;

e-mail: info@xema.com.ua

LS_] xemahelp
N
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