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K2171

«YTBEPXOEHA»
Mpukas PocagpasHaasopa N2 1199-Mp/09 ot 17 dpespans 2009 r.
KPZ 59503 ot 25.12.2008 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB Ansd
MMMYHO®EPMEHTHOIO ONPEAEJIEHNA
17-OH-NMPOrECTEPOHA B CbIBOPOTKE (MJIASME) KPOBMU
«17-OH-NMPOTECTEPOH-N®A»

1. HASBHAYEHME

1.1. Habop peareHToB «17-OH-MPOMECTEPOH-U®A» npepHa3HauyeH Ana
KO/IMYECTBEHHOIO onpeaeneHns KoHueHTpaumn 17-OH-lporectepoHa B CbIBOPOTKE
(nnasme) kpoBn MeToAOM TBEpAOMA3HOro UMMyHOMEPMEHTHOIO aHanmsa.

1.2. 17-OH-nporectepoH (17-OH-P) - npoMexyTouHbIi NpoayKT B 6GuocmHTese
rMIOKOKOPTUKOWAOB, 3CTPOreHOB M aHApOreHoB C MosekynsipHon maccon 330 [da. 17-
OH-P cekpeTnpyeTcsi KOpOM HaANOYEYHUKOB, SUYHUKAMU N CEMEHHMKaMN NoCpeaCcTBOM
CMHTE3a W3 nporectepoHa C nomowbtlo depmeHTa 21-ruagpokcunasbl. 17-OH-P
BblpabaTbiBaeTCs AMYHMKaMM BO BpeMs GOoNAnKynsipHon dasbl B He6ObLLIOM KONMYECTBe,
nocsie 4ero ero KOHLUEHTpauusi HEMHOrO YBE/IMYMBAETCA M OCTaeTCs MOCTOSAHHOW A0
KOHUa NtoTeMHOBOW a3bl. YpoBeHb 17-OH-P ymMeHbLUaeTcsi, ecnn onioA0TBOPEHUS He
npousowno. B cinyvyae vMniaaHTaumMm xentoe Teno npoaoskaeT cekpetuposaTb 17-OH-
P. B knuHuke aHanu3 17-OH-P BaxeH Os1s OMArHOCTMKWM BPOXAEHHOW runepnnasum
HaANoOYeYHNKOB, KOTopas NpMBOAMT K aKTUBauUUW CMHTE3a aHAPOreHOB W MPUBOAUT K
pa3BUTUIO agpeHoreHnTanbHoro cuHapoma (ArC). Mpu ArC ocHoBHOM NyTb MeTabonnama
cteponaos 6nokupyetca us-3a gedpuumta 21-rmapokcunasbl, B pe3yfbTaTe 4yero
KOHUeHTpaums 17-OH-P Bo3pacTtaeT B 5 1 6onee pas. B 3penom Bo3pacte Npu 4YacTUYHO
WM NO3AHO NposiBMBLUEMCS AeduunTte pepMeHTa KoHueHTpaums 17-OH-P moxeT 6biTb
B HOPME W/ MOBbILLIEHHOMN.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHune 17-OH-lMporectepoHa 0OCHOBAHO Ha MCMNO/b30BaHUN KOHKYPEHTHOIo
MMMYHO(MEpPMEHTHOr0 aHanusa. Ha BHyTpeHHel MOBEpPXHOCTM JIYHOK MJaHLWeTa
MMMOOUNN30BaHbl KPOMMYbW MOMMKIOHaNbHble aHTuTena kK 17-OH-lporecTtepoHy.
17-OH-lMporectepoH n3 obpasua KOHKYpupyeTt [¢ KOHBIOIMMPOBAHHbIM
17-OH-lMporectepoHOM 3a CBS3blBaHME C aHTUTENaMuM Ha MNOBEPXHOCTU JIYHKMW.
B pesynbtaTe o06pa3yeTcs CBSI3@HHbI C MJIACTUKOM «C3HABMY», COAepKalinii
nepokcupasy. Bo Bpems mHkybaumm c pactsopoM cybcTpaTa TeTpaMeTunbeH3nanHa
(TMB) npoucxoauT oOKpaliMBaHuWe pacTBOpPOB B JIyHKax. WHTEHCMBHOCTb OKpackwu
obpaTHO nponopunoHanbHa KoHUeHTpauun 17-OH-MporectepoHa B UcCnefyeMoM
obpasue. KoHueHTpaumto 17-OH-lMporectepoHa B nccnenyembix obpasuax onpeaenstoTt
no KannbpoBOYHOMY rpaduKy 3aBMCUMOCTU OMTUYECKOW MIOTHOCTM OT COAEepXaHus
17-OH-MporecTepoHa B KanMbpoBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncdunyHOCTb. [lepekpecTHass peakuust KposiMYbMX MOMMKIOHAbHbIX
aHTuTen Kk 17-OH-P c agpyrumu aHanutamu npmsegeHa B Tabnuue:

AHanurt MepekpecTtHasa peakuusa, %
17-OH-P 100%
11-/1e30KCUKOPTU30N 2.3%
[MporecTtepoH <1.0%
[pyrue poaCTBEHHbIe cTeponabl <0.1%
3.2. Bocnpou3BOAUMOCTb.
KoadduuneHt Bapuaumm pe3ynbTaToB onpeaeneHns copepxXaHus

17-OH-MporectepoHa B OAHOM M TOM e o6pa3ue cbiBOpOTKM (MnasMbl) KpPOBWU
€ ncnonb3oBaHmeM Habopa «17-OH-MPOFECTEPOH-U®A» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBUCUMOCTb  KOHUeHTpauun 17-OH-lMporectepoHa B o06pasuax CbIBOPOTKMU
(nnasmbl) KpOBW MpW pa3BeAeHUU UX CbIBOPOTKOM (M1asMolr) KpoBKM, HE coaepiKallen
17-OH-lMporectepoH, WMEET JIMHENHbIM XapakTep B JAWanas3oHe KOHUeHTpauumn
0.5-100 HMOnb/N n cocTaBnseT £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMi napaMmeTp MnpOBEpPSieTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpaumn 17-OH-MporectepoHa npeanvMcaHHoOwn,
NONY4YEHHOW MnyTeM CMeLlMBaHUSA paBHbIX O6BEMOB KOHTPOJSIbHOM CbIBOPOTKU U
KannbpoBo4yHoM Npobbl 1,5 HMoNb/N. MpoUeHT «oTKkpbITUSA» cocTasnseT 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHo onpegensemas Habopom «17-OH-MPOFECTEPOH-UDA»
KOHUeHTpaunsa 17-OH-lMporectepoHa B CbiBOpPOTKEe (MnasMe) KpPOBM He MpeBbllaeT
0.12 HMonb/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

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

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarowmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHune BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «17-OH-MPOIECTEPOH-U®A» fOMKEH XPaHUTLCS B yNakoBKe
npeanpuaTUA-uU3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 41 mnccnepyembix
obpas3uoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb npu TemnepaTtype +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 mecaues;

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KPOBW Nt0AEN, NONy4YaBLWMX B LensxX AUAarHOCTUKM UAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heo6XxoANMMO MOCTPOEHME HOBOro KasMbpoBOYHOro rpadmka; KpoMe 3TOro, peKoMeH-—
ayeTcsa onpefeneHne KoHueHTpaunu 17-OH-lMporectepoHa B KOHTPO/IbHOW CbIBOPOTKE.

8.7. Ins nony4yeHns HadeXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npuMmeHeHunto Habopa.

8.8. He wvcnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepui.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysibTaTax uUccriefoBaHuin, npoBeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Nob30BaTbCs HOPMaMuU, NPUBEAEHHbIMU HUXeE. BMecTe C TeM, B cOOTBET—
cTBuM c npasunamm GLP (Xopoweli nabopaTopHOli MpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumm.

MpumeyuaHune. 3HauyeHMs KOHUeHTpauui 17-OH-lMporectepoHa B uccnenyeMbix
obpasuax, HaxoasWmecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.12 HMonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHol npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnenyemMom obpasue X KOHUEeHTpauus
17-OH-NporectepoHa Huxe 0.12 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «17-OH-MNMPOTECTEPOH-N®A» 3HavyeHns KOHUeHTpauun kanmbpo-
BOYHbIX NPO6 BblpaeHbl B HMOJb/N. 515 nepecyeTa KOHUEHTpaumni B HI/ M1, NONy4YeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crnefyeT YMHOXUTL Ha 0.32.

1 HMonb/n = 0.32 Hr/MN

Mccnenyeman EAMH!I.II:I, HMOAb/N _ EAMHMEM aon., Hr/an
rpynna HwvxHUM BepxHun Hv>xkHUM BepxHuu
npeaen npeaen npeaen npeaen
HOBOPOX/JEHHbIE 0.7 2.3 0.23 0.75
[eTtu 0.1 2.7 0.03 0.89
My>XUYUHbI
nybeprtart 0.2 5.3 0.07 1.74
noctnybeprat 0.9 6.0 0.30 1.97
XKeHLWmnHbI
nybeprtaTt 0.1 7.0 0.03 2.30
nocrnybeprtar 0.2 8.7 0.07 2.85
bepeMeHHble: 2.0 12 0.66 3.93
®asbl unkna:
donnnkynspHas 0.2 2.4 0.07 0.79
JNII0TEMHOBAas 0.9 8.7 0.30 2.85
MeHornaysa 0.12 7.0 0.04 2.30
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «17-OH-MPOFECTEPOH-U®A »,
cnepyet obpauaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-sa MNapkosas, 4. 48, 1-1 noa., 5 aTtax,

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

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

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF 17-OH-PROGESTERONE
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of 17-OH-progesterone in blood serum or plasma.

This kit is designed for measurement of 17-OH-progesterone 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 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

17-OH-progesterone (17-OH-P) is a steroid with molecular weight 330 Da, an
intermediate precursor in biosynthesis of glucocortiosteroids, estrogens and
androgens.

17-OH-P is secreted by adrenals, ovaries and testicles by the enzyme
21-hydroxylase. 17-OH-P is secreted by ovaries during follicular phase; its serum level
remains stable by the end of luteal phase. In case of non-fertile cycle, the serum level
of 17-OH-P decreases; in case of fertilization, this hormone is secreted by corpus
luteum.

The determination of 17-OH-P is important for diagnosis of inborn adrenal
hyperplasia which causes elevated secretion of androgens and the development
of adrenogenital syndrome (AGS). In AGS, the deficient 21-hydroxylase activity causes
blocked steroid synthetic pathway and correspondent dramatic increase in serum
17-OH-P level. If the deficiency of 21-hydroxylase is acquired in mature age, or in case
of delayed inborn defect, the serum 17-OH-P may remain normal.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to 17-OH-progesterone-
antibodies  simultaneously  with  conjugated 17-OH-progesterone-peroxidase.
17-OH-progesterone from the specimen competes with the conjugated
17-OH-progesterone for coating antibodies. 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 inversely 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.

7.4. Alternative units:

1 nmol/l = 0.32 ng/ml
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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 17-OH-progesterone
concentration.

9.3. Determine the corresponding concentration of 17-OH-progesterone
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!

Absorbance
Calibrators | Value Units S450 nm) ol — e

x 1000 *\
CAL 1 0 nmol/I 2304 g o R
CAL 2 0.5 nmol/I 1948 g | \
CAL3  [1.5 nmol/l 1553 8 AN
CAL 4 5 nmol/I 983 !
CAL 5 20 nmol/I 499 . ‘ ‘
CAL 6 100 nmol/I 185 T 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 17-
OH-progesterone. Based on data obtained by XEMA, the following normal range is recom-
mended (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.

Sex, age Units, nmol/I Units alternative, ng/ml
’ Lower limit | Upper limit Lower limit Upper limit
newborn 0.7 2.3 0.23 0.75
Children 0.1 2.7 0.03 0.89
Males
Puberty 0.2 5.3 0.07 1.74
Postpuberty 0.9 6.0 0.30 1.97
Females
Puberty 0.1 7.0 0.03 2.30
Postpuberty 0.2 8.7 0.07 2.85
Pregnancy week: 2.0 12 0.66 3.93
Menstrual cycle:
follicular phase 0.2 2.4 0.07 0.79
luteinic phase 0.9 8.7 0.30 2.85
post menopausal 0.12 7.0 0.04 2.30
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11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
17-OH-P 100%
11-Deoxycortisol 2.3%
Progesterone <1.0%
other steroids <0.1%

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.12 nmol/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples
with different 17-OH-progesterone concentrations. Linearity percentages obtained ranged
within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
17-OH-progesterone concentrations. The recovery percentages ranged from 90 to
110%.
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17- hydroxyprogesterone. J. Clin. Endocrinol. Metab. 33:42, 1971

2. Chrousos, G.P., D. L. Loriaux, D.L. Mann, et al: Late onset 21- hydroxylase deficiency
mimicking idiopathic hirsutism or polycystic avarian disease. Annals Intern. Med.
96:143, 1982.

3. Buster, J.E., R.J. Chang, D.L. Preston, et al: Interrelationships of circulating
maternal steroids; progesterone, 16ahydroxyprogesterone, 17a-hydroxyprogesterone,
20a-dihydroprogesterone, gamma-5-pregnolonone, gamma-5-pregnolonone-sulfate,
gamma-5-pregnolone-sulfate and 17-hydroxy gamma-5-pregnolonone, J. Clin.
Endocrinol. Metab. 48:133, 1979.

4. New, M.I., B. Dupont, S. Pang, et al: An update on congenital adrenal hyperplasia.
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due to incomplete 21-hydroxylase deficiency mimicking polycystic ovarian disease. Am.
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7. Urban, M.D., P.A. Lee and C.J. Migeon: Adult high infertility in men with congenital
adrenalized hyperplasia. N. Engl. J. Med. 299:1392, 1978.

8. Meikle, A.W., R.J. Worley and C.D. West: Adrenal corticoid hyper-response in hirsute
women. Fertil. Steril. 41:575, 1984
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpowussoautens / Manufacturer

[ata npoussoacTsa / Date of manufacture

Bp[ES] 3

Homep no katanory / Catalogue number

LoT

Homep cepun / Batch code

3
2
£

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

TONbKO ANA VH BUTPO ANArHoCTuKu /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

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

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6posoyHble npobbl / Calibrator set

CONTROL

KoHTposnbHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOrO pacTsopa /
Washing solution concentrate

STOP

ol Al

Cron-peareHT / Stop solution

=]
=]
=

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;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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