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K2171

«YTBEPXOEHA»
Mpukas PocagpaBHaasopa 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» npepHa3HayeH Ana
KO/IMYECTBEHHOIO onpeaeneHns KoHueHTpaumn 17-OH-lporectepoHa B CbIBOPOTKE
(nnasme) kpoBn MeToA0M TBEpAOMA3HOro UMMyHOMEPMEHTHOIO aHanmsa.

1.2. 17-OH-nporectepoH (17-OH-P) - npoMexyTo4Hbli NpoayKT B 6GuocumHTE3e
rNIOKOKOPTUKOWAOB, 3CTPOreHOB M aHAPOreHoB C MonekynsipHon maccon 330 [da. 17-
OH-P cekpeTnpyeTcsi KOpOM HaANOYEYHUKOB, SUYHUKAMU N CEMEHHMKaMN NOCPeaCcTBOM
CMHTE3a W3 nporecTepoHa C nomowsbtlo depmeHTa 21-ruapokcunasbl. 17-OH-P
BblpabaTbiBaeTCs AMYHMKaMM BO BpeMs GOoNAnKynsipHon dasbl B He60bLLIOM KONMYECTBe,
nocsie 4ero ero KOHLUEHTpauusi HEMHOrO YBE/IMYMBAETCA M OCTaeTCs MOCTOSAHHOW A0
KOHUa NtoTenHoBOW a3bl. YpoBeHb 17-OH-P yMeHblUaeTcsi, ecnn onioA0TBOPEHUS He
npousowsno. B cnyyae vMniaaHTaumMm xentoe Teno npoaoskaeT cekpetuposaTb 17-OH-
P. B knuHuke aHanu3 17-OH-P BaxeH 471 OUMArHOCTMKWM BPOXAEHHOW rmnepnnasum
HaANoOYeYHNKOB, KOTopas NpMBOAUT K aKTMBauUUW CMHTE3a aHAPOreHOB M MPUBOAUT K
pa3BUTUIO agpeHoreHnTanbHoro cuHapoma (ArC). Mpu ArC ocHoBHOM NyTb MeTabonmnama
cteponaoB 6nokupyeTtca u3-3a gedpuumta 21-rmapokcunasbl, B pe3yfbTaTe 4yero
KOHUeHTpauus 17-OH-P Bo3pacTtaeT B 5 1 6onee pas. B 3penom Bo3pacte Npu 4YaCcTUYHO
WM NO3AHO NposiBMBLUEMCS AeduunTte pepMeHTa KoHueHTpaums 17-OH-P MoxeT 6biTb
B HOpPME WM MOBbILLEHHOMN.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpegeneHune 17-OH-lMporectepoHa OCHOBAHO Ha MCMNO/b30BaHUN KOHKYPEHTHOIo
MMMYHO(MEpPMEHTHOr0 aHanusa. Ha BHyTpeHHel MOBEpPXHOCTM JIYHOK MJaHLeEeTa
MMMOOUNN30BaHbl KPOMMYbW MONMKIOHaNbHble aHTuTena kK 17-OH-lporecTtepoHy.
17-OH-lMporectepoH n3 obpasua KOHKYpupyeTt [¢ KOHBOIMPOBaAHHbIM
17-OH-lMporectepoHOM 3a CBf3blBaHME C aHTUTENaMuM Ha MNOBEPXHOCTU JIYHKMW.
B pesynbtaTe o06pa3yeTcs CBSI3@HHbI C MJIACTUKOM  «C3HABUY», CoAepKalinii
nepokcupasy. Bo Bpems mHkybaumm c pactsopoM cybcTpaTa TeTpaMeTunbeH3nanHa
(TMB) npoucxoauT OKpaliMBaHuWe pacTBOpPOB B JyHKax. WHTEHCMBHOCTb OKpackwu
obpaTHO nponopunoHanbHa KoHueHTpauun 17-OH-MporecTtepoHa B wccneayemMom
obpasue. KoHueHTpaumto 17-OH-lMporectepoHa B nccnenyembix obpasuax onpeaenstot
no KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMTUYECKOW MIOTHOCTM OT COAEpXaHus
17-OH-MporecTepoHa B KanMbpoBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncdunyHOCTb. [lepekpecTHass peakuus KposiMYbUX MOMMKIOHAIbHbIX
aHTuTen Kk 17-OH-P c agpyrumu aHanutamu npmseaeHa B Tabnuue:

AHanurt MepekpecTtHasa peakuusa, %
17-OH-P 100%
11-/1e30KCMKOPTU30. 2,3%
[MporecTtepoH <1,0%
[pyrue poaCTBEHHble cTeponabl <0,1%
3.2. BocnpousBoaAUMOCTb.
KoadduuymeHt Bapuauum pe3ynbTaToB onpeaeneHus copepXaHus

17-OH-MporectepoHa B OAHOM M TOM e obpas3ue cbiBOPOTKM (MNa3Mbl) KpPOBU
c ucnonb3oBaHmem 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 (Masmor) KpoBKM, HE coaepiallewn
17-OH-lMporecTepoH, uWMeeT JIMHEWHbIN XapakTep B JAManasoHe KOHLEeHTpauun
0.5-100 HMonb/n u coctaBnsier £10,0%.

3.4. TOYHOCTb.

[aHHbI  aHaNUTMYeCKM napaMeTp MpPOBEPSETCA TECTOM Ha <«OTKpblITME» -
COOTBETCTBME W3MEPEHHOM KOHUeHTpaumn 17-OH-MporectepoHa npeanvMcaHHoOMn,
MOSTlyYEHHOM MyTeM CMeWnBaHUA paBHbIX OOBEMOB KOHTPOJSIbHOW CbIBOPOTKU W
KanMbpoBo4HOM Npobbl 1.5 HMOb/N. TpoUeHT «OTKPbITUA» cocTaBnsieT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHo onpegensemas Habopom «17-OH-MPOFECTEPOH-UDA»
KOHUeHTpaunsa 17-OH-lporectepoHa B CbIBOpOTKe (Msa3Me) KpOBM He MpeBbllUaeT
0.25 HMonb/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

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

PactBop cepHoW kucnoTbl obnajaeT pasgpaxatmowmm gernicteuem. MsberaTb
pa3bpbI3rMBaHuUs M NoMagaHuns Ha KOXY 1 Cin3nctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60/bLINMM KOMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobnogate «lMpaBuna yCTpONCTBA, TEXHUKMU
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NMYHON rurmeHbl Npu pabote B nabopatopusix (OTAeNEeHUAX, oTaenax) CaHuTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUA cMCTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayetT HaaeBaTb OAHOPA30Bble PE3UMHOBLIE WU
nacTMKOBble MepyaTKn, Tak Kak 0bpasubl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHDULMPOBAHHbBIN MaTtepuar, CnoCObHbIV ANUTENbHOE BPEMS COXPaHATb
N nepegaBaTb BWY, Bupyc renatuta unm nwoboli apyroi Bo36yauTenb BUPYCHOW
MHdekunu.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNI U3MEPATb ONTUYECKY IO
NIOTHOCTb COAEPXXMMOTrO JIYHOK MaHLweTa npu anvHe BofHbl 450 HM;

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

—  [A03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, no3sonswwme oTbéupate 06bEMbI
B AmanasoHe 25-250 mMKkn;

- UWAMHAP MepHbI BMecTuMocTbio 500 mn;

- BOAa AUCTUNIMPOBaHHas;

- nepyaTKu pe3nHOBble UK NIACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeAeHMEM aHann3sa KOMMNoHeHTbl Habopa v nccneayemoie o6pasubl
CbIBOPOTKM (MNasMbl) KpOBW cnedyeT BblAepXaTb MpW KOMHATHOW TeMmnepaType
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NJaHLWeTa.

BCKpbITb MakeT C NAaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwKWecs  HEeWCNOoNb30BaHHbIMKM  CTpuMbl, 4YTOBbl  NpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BRaru, TWwaTenbHO 3aknenTb Bymaron Ans 3aknemBaHms NaaHwWeTa
1 XpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.

7.3. MpurotoBJsieHMEe OTMbIBOYHOI0 pacTtBopa.

B cnyuyae ppobHoro wucnonb3oBaHms Habopa cnepgyer oTtobpaTb Heobxoaumoe
KOMYECTBO KOHLIEHTpaTa OTMbIBOYHOI0 pacTBopa v pa3BecTn ANCTUIIMPOBAHHON BOLON B
21 pa3 (1 mMn KoHUeHTpaTa OTMbIBOYHOrO pacteopa + 20 MN AUCTUANIMPOBAHHOW BOAbI).
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8. YCNOBUSA XPAHEHUSA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «17-OH-MPOIECTEPOH-U®A» fO/MKEH XPaHUTbLCS B yNakoBKe
npeanpuaTUA-U3roToBuTeNns npu Temnepatype +2..+8 °C B TeuyeHue BCero Ccpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Hab6opa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu TemnepaType go +25 °C
He 6onee 5 cyTok. He gonyckaeTcs 3amopaxuaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHue aHanusa B aybnukatax 41 mccnepyembix
obpasuoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPOSNIbHOM CbIBOPOTKM (BCEro
96 onpepeneHui).

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

- OCTaBLUMECH HEWUCNOsIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKlenTb

bymaror onsa 3aknemBaHus niaHweTa U XpaHUTb Npu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpart, cTon-peareHT mMocfe BCKpbITUS (akoHOB cneayer
XpaHUTb npu TemnepaTtype +2..+8 °C B TeueHue BCEro cpoka rogHOCTU
Habopa;

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

- OCTaBLUMIACA HEMCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cneayert
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeuyeHwe BCEro Cpoka rOAHOCTU
Habopa;

- MNPUrOTOBJIEHHbIN OTMbIBOYHbIA PacTBOp clefyeT XpaHWTb MpU KOMHATHOWN
Temnepatype (+18..+25°C) He 6onee 5 cyTtok wnu 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 NMOCTPOEHME HOBOro KannmbpoBo4yHOro rpaduka; KpoMe 3TOro, peKoMeH-
AyeTcs onpeaeneHune KoHueHTpaummn 17-OH-TNporectepoHa B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [Ins nony4yeHus HadexXHbIX pe3ysbTaToB HeobXxoamMMmo cTporoe cobniogeHve
NHCTpYKUMK No npuMeHeHuto Habopa.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysibTaTax MUccriefoBaHuin, npoBeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Nosb30BaTbCs HOPMaMuU, NPUBEAEHHBIMU HUXeE. BMecTe C TeM, B COOTBET—
cTBuM ¢ npaBunamm GLP (Xopoweli nabopaTopHOli MpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumm.

MpumeuaHune. 3HauyeHuss KOHUeHTpauui 17-OH-lporectepoHa B umccneayembix
obpasuax, HaxoAsWMecs HuUxXe rpaHuubl YyyBcTBuTeNnbHoCcTM Habopa (0.25 HMonb/n),
a TaKXe MnpeBbllalowmne 3HayeHne BepxHen kKanubposouyHol npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B creaytowei dopme: B uccnenyemMom obpasue X KOHUeHTpauus
17-OH-NMporectepoHa Huxe 0.25 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «17-OH-MNMPOMECTEPOH-N®A» 3HauyeHns KOHUEeHTpauum kanmbpo-
BOYHbIX NPO6 BblpaeHbl B HMOJb/N. 515 nepecyeTa KOHUEHTPaumni B HI/ M1, NONyYeHHoe
3HayYeHne KOHLEHTPauUUn B HMOJb/N crefyeT YMHOXUTb Ha 0.32.

1 HMonb/n = 0.32 Hr/MN

Mccnenyeman EAMHEI.II:I, HMOAb/n _ EAanEbl aon., Hr/an
rpynna Hw>xHuM BepxHun Hv>xkHUM BepxHuu
npeaen npeaen npeapen npeapen
HOBOPOXAEHHbIE 0.7 2.3 0.23 0.75
[eTtun 0.1 2.7 0.03 0.89
My>XUYMHbI
nybeptat 0.2 5.3 0.07 1.74
noctnybeprat 0.9 6.0 0.30 1.97
JKeHLWmnHbI
nybeptaTt 0.1 7.0 0.03 2.30
nocrnybeprar 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
NI0TEMHOBAs 0.9 8.7 0.30 2.85
MeHonaysa 0.12 7.0 0.04 2.30
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «17-OH-MPOFECTEPOH-U®A »,
cneayet obpauwaTtbes B OO0 «XEMA» no agpecy:

105043, MockBa, a/s 58,

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

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

PykoBoauTtenb 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 17-OH-PROGESTERONE
IN HUMAN BLOOD 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. 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.

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 AN
CAL 1 0 nmol/I 2304 g | R
CAL 2 0.5 nmol/I 1948 | \
CAL3 _ [1.5nmol/I 1553 8 ™ .
CAL 4 5 nmol/I 983 !
CAL 5 20 nmol/I 499 , ‘ ‘
CAL 6 100 nmol/I 185 T

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
Document: K2171 Instruction version: 304 Format version: 803
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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 0.25 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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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.
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due to incomplete 21-hydroxylase deficiency mimicking polycystic ovarian disease. Am.
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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
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Cumeon / Symbol

3HaueHue cumBona / Symbolize

Mpounssoautens / Manufacturer

[ata npousBoacTsa / Date of manufacture

Homep no kaTanory / Catalogue number

-
2 E E‘
=

Homep cepwun / Batch code

3
2
H

Mcnone3osaTtb Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTypbl / Temperature limitation

<

TONbKO ANSA UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHme! / Caution, consult accompanying documents

He ncnonb3osaTtb Npy HapyLUEHWW LLeNOCTHOCTM YNaKoBKM /
Do not use if package damaged

S

MnaHwert / EIA strips

Al

-

KanubpoBoyHble npobbl / Calibrator set

CONTROL

KoHTposibHas ceiBopoTka / Control sera

KoHbtorat / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametunbensuauHa (TMB) /
Substrate solution

KOHLeHTpaT OTMbIBOYHOIO pacteopa /
Washing solution concentrate

Al

STOP

Cron-peareHT / Stop solution

=]
]
=}

N®A-Bydep / EIA buffer




N N\
YBaxaeMbln KnneHt!

Ecnu B npouecce paboTbl ¢ Hawmmn Habopamn Bam noHaaobuamncb NNacTMKoBble BaHHOUKM ANS
XUAKUX peareHToB, O4HOPa30oBble HAaKOHEYHWKW AN [03aTOPOB WAW AOMOJSHUTENbHble 06beMbl
peareHToB (KOHUEHTpaT OTMbIBOYHOro pacTtBopa, W®OA-Bydep, pactBop cybcTpaTa
TeTpameTunbeHsnanHa (TMB), cTon-peareHT u T.4.), BXoAswmx B coctaB Habopa, npocum Bac
06paTnTbCA K NoCTaBLKUKy npoaykunn 000 «XEMA» B Baluem pernoHe.

Bce ykasaHHble pacxofiHble MaTepuasnbl npefocTaBnfaloTca 6ecnnaTtHo, B Heo6xoAMMOM
AN NpoBeAeHuA aHaNn3a KoJimyecTBe.

J
MepeueHb Ha6bopos peareHToB ~
AN AMarHoCTUKU MHGEKLUMOHHbIX 3a6osieBaHUi
npoussoacrea 000 «XEMA»
7

N2 no katanory | HaumeHoBaHue I st s I

K101 «Toxoplasma IgG-UDA» s g

K101M «Toxoplasma IgM-UDA» VW »M

K102 «Rubella IgG-NDA» ‘ Téﬁ SEENT

K102M «Rubella IgM-UDA» el I e e

K103 «Cytomegalovirus IgG-OA»

K103M «Cytomegalovirus IgM-UDA»

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-UDA»

K105 «Chlamydia IgG-UDA»

K106 «Mycoplasma IgG-NdOA»

K111G «Cugunmc IgG-NOA»

K111 «Cucunuc cymmapHble aHTutena-NoA»

K121 «Aspergillus IgG-NOA»
-

HomMmep ropsiue NMHMKM TEXHUYECKOM nNoaaep>xkn KnuneHToB:
8 800 505 23 45
Bce 3BOHKM Ha HOMep ropsyen NnMHuM 6ecnnaTHbl 4515 3BOHSALWeEro ¢ nboro

L MOBUABHOIrO UK CTaluMoHapHOro TesiedoHa No BCel TeppuTopum Poccun.

XXpem Bawunx oT3bIBOB M NpeAsioXKeHUn no agpecam:
LleHTpanbHbit obuc 000 «XEMA»

AApec Ans KOppecnoHAEHLNN:

105043, r. MockBa, a/s 58, yn. 9-a MNMapkosas,

Aa. 48, 1-n noa., 5 atax

Ten.: +7 (495) 510-57 07, 737-39-36; S
dakc: +7 (495) 737-00-40
e-mail: info@xema.ru xemahelp

www.xema-medica.com

D000 «Xema», Ten.: (812) 271-24-41
191144, CaHkT-MeTepbypr, OertapHblli nep., 4. 8-10, nutep A %
e-mail: sppb@xema.ru Gm
CIMn 000 «Xemma-TecT», Ten.: (17) 211-80-39
Odwmc: 220029, MuHck, MpocnekT Maweposa, 4. 11,
nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 521-3-521;

03022 Kues, yn. BacunbkoBckas, A. 98, 2 atax;
e-mail: info@xema.com.ua

xemahelp@gmail.com




