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K2091I

«YTBEPXJEHA»

npukasom PocsgpasHaasopa

N2 4495-MNp/08 ot 10 moHsA 2008 roaa
KP N° 10619 ot 13 mapTta 2008 roaa

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO OMNPEAENEHNA TECTOCTEPOHA
B CbIBOPOTKE (NMJIASME) KPOBU «TECTOCTEPOH-N®A »

1. HABHAYEHMUE

1.1. Habop peareHtoB «TECTOCTEPOH-U®A» npeaHa3sHayeH ANs KOJIMYECTBEH-
HOro onpejesieHns KOHLUEHTpauuuM TeCTOCTEpOHa B CbIBOPOTKe (Mn1a3Me) KpoBMU
MeToA0M TBepAodha3HOro UMMyHoMhEepPMEeHTHOro aHannsa.

1.2. TecToCTEpOH - cTepoui C MosiekynsapHoh Maccoi 288.4 [la. OCHOBHbIM
MecToM ob6pa3oBaHMs TECTOCTEpPOHa B CEMEHHMKax SABASTCS KneTku Jlenaura
(MHTepcTUUManbHas TKaHb). Y XXeHLWH TECTOCTEPOH CMHTE3MPYETCA B HaAMOYeYHUKax,
a KOHTPOJ/b 3a ero NpoAyKuMeln OCyLeCTBASET NIOTENHU3UPYIOWMA FOPMOH. TecTo-
CTEPOH CTUMYUPYET pPa3BUTUE MYXCKWUX MOJSIOBbIX OPraHOB M BTOPUYHbBIX MOJSIOBbIX
npu3sHakoB. Cekpeuusi TecToCTepoHa WMeeT OnpeAeneHHbI UMpKaAHbIA pPUTM.
HauBbiClIMIA ypOBEHb rOPMOHa OTMeYaeTcs B 6 4acoB yTpa, HauMeHbLlWnin — B 20 4acos.
Y >KeHWWH npoayKLUMSA TeCcTOCTEPOHA 3aBUCUT OT (asbl MEHCTPyaslbHOro uukna:
MaKcuMasnbHoe obpa3oBaHMe rOpMOHa NMPOUCXOAMT B JIIOTENHOBOM da3e n B nepuos
osynaumn. Mpu onyxonsax M3 kKnetok Jlenaunra nsbbiTOK TeCcToCTepoHa Bbi3blBaeT Yy
Manb4YnMKoOB CMMNTOM «MNaaeHua-fepakna». MoBbilWEeHHasA KOHLEHTPauna TeCTOCTEPOHA
B NJasMe C/yXUT onpeaensiowmm dakTopoM MaCcKyIMHU3aUUK Y XEHLNH. Y AeBoYeK
N36bITOKTECTOCTEPOHABOPraHM3Me Bceraa aBAseTcsa ceAcTBUEM HAapyLWeHN PYHKLMK
HaAMOYEYHMKOB, @ Y XEeHLWH MOXEeT ObITb CBA3aH Takxe C 3aboneBaHNsIMN ANYHNKOB.
Mpy 3TOM MOXET NpeKpaTUTLCA OBYNALMSA N MPOSABUTCH TUMUYHOE A1 MYXUYUH CTpoe-
HMe Tena. HefoCTaTOYHOCTb TECTOCTEPOHA Y MYXUYUH BeAEeT K PasBUTUIO XXEHCKOIro
TUna TenocnoxeHus. Npu 3ToM y ManbyYnkoB HabnopaeTcs HeAOpa3BUTUE MONOBbIX
opraHos. B uensax anddepeHunanbHOW ANArHOCTUKU MEPBUYHOrO M BTOPUYHOMO
rMNOroHaAn3Ma KOHLUEHTpaLumio TeCTOCTEPOHa He06X0AMMO onpeaensaTb B KOMMieKce
c nccnepgosanunamu JIir n OCT. MoBbIWEHHbIE YPOBHU TECTOCTEPOHA OTMEYAKTCS MpU:
cnHapome lTenHa-/leBeHTans; y MyxXu4umH c kapuotunom XYY; npexieBpeMeHHOM
CO3peBaHUM y MasibiMKOB; OMYyX0JIAX KOPbl HAAMNOYEYHUKOB; NMPUEME JleKapCTBEHHbIX
npenapaToB (bapbuTypaToB, KioMUdEHa, 3CTPOreHoB, TOHAAOTPOMNMHA, NEPOPabHbIX
KOHTpauenTuBOB); WMAMONATUYECKOM TrUpcyTuaMe.CHMXKEHNE YPOBHS TECTOCTEpOHa
oTMeYaeTCs Npu ypeMmnn; MMOTOHNYECKON ANCTPODUMN; NEYEHOYHOM HEAOCTAaTOYHOCTH;
cnHapome KnanHdentepa; KpUMNTOpX1M3Me; NEPBUYHOM U BTOPUYHOM TMMOroHaAn3Me;
cnHapome KannMmaHa; npveMe aHApPOreHoB, AeKcaMmMeTa3OHa, AMIOKCWMHAa, 3TaHona,
ranoTtaHa.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpefeneHne TeCcTOCTEpOHa OCHOBAHO Ha MWCMOMb30BaHUN KOHKYPEHTHOMO
MMMYHOMEPMEHTHOMO aHanM3a. Ha BHyTpeHHEen NOBEPXHOCTM IYHOK MaHLweTa MUMMo—
6UNN30BaHbl MbILNHbIE MOHOKJIOHAJIbHbIE @HTUTENA K TECTOCTEPOHY. TeCcTOCTepoH
13 obpasua KOHKYPUPYET C KOHBLIOFMPOBAHHbIM TECTOCTEPOHOM 3a CBs3blBaHME
C aHTUTEeNnaMy Ha MOBEpPXHOCTU NyHKU. B pesynbraTe o6pasyercsi CBA3AHHbIA C
NAacTUKOM «C3HABWUY», COAEPXKALLUI Nnepokcmasy. Bo BpeMsi nHky6auum ¢ pacTBOpomM
cybcTpata TeTpameTunbeHsnamHa (TMB) npoucxoauT oOKpaluMBaHMe pacTBOPOB
B JIyHKaxX. WHTEHCMBHOCTb OKpackuM 06paTHO MNpOMopuUMOHanbHa KOHLEHTpauuu
TEeCcToCTEpPOHa B Ucc/ieayeMoM obpasLie. KOHLEHTpaLuio TECTOCTEPOHA B UCCNIeyEeMbIX
obpasuax onpenensioT Mo KanubpoBOYHOMY rpaduKky 3aBUCMMOCTM OMTUYECKOMN
MAOTHOCTM OT COAEPXKAaHMS TECTOCTEPOHA B KaJIM6POBOYHbIX Npobax.

3. AHAJTUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHAMbHbIX
aHTUTEN K TeCTOCTEPOHY C APYrvMU aHanuTaMun npuseaeHa B Tabnuue:

Ananur NepekpectHas peakuus, %
TecTocTepoH 100
5-anbda-aernapoTecTtocTepoH 16
AHApOCTEHAMON 1.0
AHAPOCTEHANOH 0.4
AHAPOCTEPOH <0.1
LernapoannaHapocTepoH <0.1
MporectepoH <0.1
DCTpaamon, scTpuon <0.01
KopTuson, nperHeHos10H <0.01

3.2. BocnpousBoaUMOCTb.

KoadduruneHT Bapuaunm pesynbTaToB OMNpeaeneHns COAEpXaHUs TeCTOCTepOoHa
B OAHOM M TOM e obpa3sue CbIBOPOTKM (MasMbl) KpOBU C McCnosib3oBaHMeM Habopa
«TECTOCTEPOH-N®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLIEHTPaLMK TeCTocTepoHa B obpasuax CbIBOPOTKM (MNia3Mbl) KPOBU
npuv pasBefeHun UX CbIBOPOTKOM (Ma3mMoi) KpoBM, He codepXKallen TeCTOCTEPOH, nMeeT
JNIMHENHbIN XapakTep B AnanasoHe KoHueHTpaunin 1.0-40 HMonb/n n coctasnset £10.0%.

3.4. ToyHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE M3MEPEHHOW KOHLEHTPauuu TeCTOCTepPOHa MpeAnnuCaHHOW, MosyyYeHHOMU
NnyTeM CMeLWMBaHUA PpaBHbIX O6bEMOB KOHTPOJSIbHOW CbIBOPOTKM M KannbpoBO4YHOM
npobbl 5 HMONbL/N. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHass AocToBepHo onpegensemas Habopom «TECTOCTEPOH-U®A»
KOHLIeHTpaLuus TeCTOCTEPOHA B CbIBOPOTKe (Nna3Me) Kposu He npesbiwaeT 0.15 Hmonb/ .
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
MOPaXeHHbIN y4acTOK cneayeT NpoMbiTb H0MbLINMM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMEeTp BEpTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu ASIMHE BOSHbI 450 HM;
- TepMocCTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;
— [A03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mo3Bonswme oTbupatb 06bEMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVUCTWIIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOTOBKA PEAFEHTOB A/i1 AHAJIU3A

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

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMYyecTBO
ctpunos. OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
BOAbl U TWaTeNbHO nepeMewwaTtb. B cnyyae apobHoro ncnonb3osaHus Habopa cneayer
oTobpaTb HEO6X0AMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBoOpa M pa3BecTy
OVCTUNNMPOBaHHONM BoAON B 26 pa3 (1 Mn KOHUeEeHTpaTa OTMbIBOYHOrO pacrtesopa + 25
M AUCTUNNMPOBAHHOM BOAbI).
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K2091I

8. YCNoBusA XPAHEHUA N SKCNJTYATALUUN HABOPA

8.1. Habop peareHToB «TECTOCTEPOH-U®A» [o/MmKeH XpaHUTbCS B yMakKoBKe
npeanpuaTUS-U3roToBMTENS Npu Temnepatype +2...4+8 °C B TeueHune BCero Cpoka rogHocTy,
YyKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok. He gonyckaetcs 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTcsa ofqHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoUHbIX Npo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBefeHue aHanusa B aybnukatax 40 mccnegyembix
obpasuoB, 6 KanMbpoBOYHbIX Npo6 M 2 Npobbl KOHTPOSBLHOM CbIBOPOTKM (BCEro
96 onpenenexHui).

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

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

byMaroii ons 3akiemBaHus NaaHWeTa U XpaHuUTb Npu TeMnepaType +2...4+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocfe BCKpbITUS (nakoHOB cneayet
XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPObbI N KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/TaKOHOB
cnepyeT XpaHuTb nNpu Temnepatype +2...+8 °C He 6onee 2 MecsiLEB;

- OCTaBLUMINCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeyeHwe BCEro Cpoka rOAHOCTU
Habopa;

—  MPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrnefyeT XPaHWUTb MNpuY KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 15 cyToKk wnn npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpbiBaliTe KaxAabln hfakoH CBOEN KPbILLIKON.

8.4. [ins npoBeAeHWs aHanuM3a He cneayeT WCMNoJfb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, coaepikallyio
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3ATUSA KPOBU, CbIBOPOTKY (M1a3my)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMoOpa)kMBaHue-oTTamBaHue
06pa3L0oB CbIBOPOTKU (N1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VcknoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (M1asMmbl)
KPOBW NtoAen, NonyyasBlmMx B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlWMHbIE aHTUTENa.

8.6. lNpn wncnonb3osaHnn Habopa AnNa NpoBeAEHUS HECKOSIbKMX HEe3aBUCUMMbIX
cepuil aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHus
Heob6XoAMMO MNOCTpOeHWe HOBOro KanmbpoBOYHOro rpaduka; KpoMme 3TOro, peko-—
MeHAyeTCs onpeAefieHne KOHLEHTpaunn TeCTOCTEPOHA B KOHTPOJIbHOM CbIBOPOTKE.

8.7. Ins nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHunto Habopa.

8.8. He wucnonb3ynTe KOMMOHEHTbI M3 ApPYyrnx HabopoB WM U3 aHaNOrMyHbIX
HabopoB ApYrUX CEPUiA.

Document: K2091 Instruction version: 1901 Format version: 010

6



XEMA

‘xeneedgo XIGWdATaLwdON g eHOdD.LD0.LD9L anHeXdaT0d Adndedl AwoHhogodguuey ou a1muaraduQ

0T

Lr/9UoOWH T00'0
‘downdueH ‘OHMKULBE UOLBW OHHIELIDMADOH X U/9UOWH ( I199odu  KOHhogodguLex OiMTIedLHITTHOM

olyHaedud|| 'TOLOW («dMhOL M MMhOL 10» ‘UIGHUDHUL-OHhODIAM) WIGHAreadaLHM S1yAequoudn exdundedd
oJoHhogodguuey (uunewmoxoduue) eLandgo ewtmndolure BuT *(WH QSH LIO) 9odu Xi9HhogodguLued 9LD0HLOLL
BeMI9hMLUO — (A) LeHMTdo 920 ‘(u/avowH) Xegodu XiaHhogodguuey 8 eHoda.1d0109L nnnediHaNHON Woudelowr
WIGHRhULBIDT - (X) 2omMnoge 900 :Mudedt niaHhogodguuex XelreHUTdooN XuddahnwdudelowArou g aLyodidol|

*AxAtreosa ou
a1pysLrae1di9a edLdWOLO(d dHewq ‘eLHa.1ead-L0oLd BMHID9HE SLO0U HUW GT SMHDIhOL 8 Mid9genodu OWMITOXQOSH
RLOMHEL L MOHAL OJOWMXADT0D ||O SUHIAIWE 'WH QS¥ 19HU08 SHUUT udu snHegodnHeMD oloHAueMdunidag
adiawolrod eH elrdmHewru MOHAL olowmkdarlod (L) ULIDOHLOKU MUOMNIDhULUO AHUhULRE dladdWEN

128N UIGLLUX
-oMds g BdlaeauMmedy0 MOHAL S0WMKAST0D WOLE udu ‘elHalead-uoLd W QQT OuU ‘eHUTMEHBgUMLIBWedLaL
e1ed1ogAd dogioed M Med ‘MIDOHAUD1RE0TILUI0U XK MOL 8 M 019100d0OMD X MOL O UMHAL 329 08 31UDIHY

‘BMHeaMmedy0 019HMD suimgeed MHILIDLD LO ULDOWMIUERE
9 LAHUW 0C-0T °UHBKAL 8 (DoSC+'"8T+) adArLedouwdalr HOHLEHWOX uUdU DLOHWIL 8 ILdmMHevru
91UAANQANHY "HUW €-7 SMHOhIL 8 M1d98eModu OWWITOXQOSH WNHAL 8 eHUTMEHIgUMLIaWedioL eiedidgAd
edog1oed avHaJ9Hg ‘eHUUEHBgUMIBWEdLOL eledidogAd edogided DIW QOT OU MMHAL 908 0d 9LUDSHG

'91eWAQ YMoHALea0d.LaUnd oU UMHIXOLOU WOLAHdDSgadaU g elamMHeLL WOMHREUNALOOU MOHALF €M NLDONTUX
MMLRL1D0 9lBURTA OHAUDLRITL OWMTOXQOSH UMMHRaOodULHRYDT Womkex ndl 'BoLaAgadL oH (MOHAL SMHREUhRWEE)
819WL0 ndu exxdares ‘wanHeaoduLHeIDT nuK Yavneduude YaMoiATaLdoU J MLdoHXdagou YoHALeLlHoeEMdod ou
UWBUHDXMUET MWIGgolAdy LamHeru a1mHxsdidg ‘(€7 'u "wd) edogidoed 0JOHhOSIGWLO LW QGZ OU UMHALF 929 o9
9199e90 93aI19WL0 yomexd ndy| ‘eed g UHHAL DLUOWLO 1 YOHAL SOWNXADT0D SLULRTA MMTIEQANHUN UMHBRHOMO O

"LIAHWW 09 DMHBLAL 9 HUW\QO 009 UNHEaNXBd1d8 WOHHEOLO0U NduU Do L€ BUNRQANHM BRHEaNLRHdDL19LY
"Jo LE+ 2dALedauwal
ndu LAHUW QZT SMHOhAL 9 019 3LUAAUQANHM U BLOMHEUU BUHREMBLMRE BUT KNOIBWAQ L3MHeLU 3luduieg

"RLRICILHOM LNIW Q0T OU MMHALF 909 09 91UD3HY

"IAHUW GT SMHBKAL g MLd2g9emoduU OWNITOXQOSH
goneedgo XIGWIATBLWOOM U mdLodogl9d KOHArodiHOM ‘godu XiIgHhogodguued suHBdoHg ‘uaody (19weelru)
mirodoaiqad aoneedgo XIGWIATILUIIU W GZ OU XeLeXUUQAT 8 91MI9HE UNHAL 9I19H9uel1d0 g ‘uxirodoaiqad
UoHarodiHON 1 19godu HOHhogodgULreX LNIW G OU XeLledULrgAT 8 IHALY 9MMOo1Ag101991000 9 91UD3HY

‘m3L0dog19d YOHALOdLHONM M godu XIGHhogodguLrex
BUT YOHAL 9T 1 XedoLgou g 9 19n€edgo 319WaATaLIOU — g0UNdLD 09108hULION SOWNTOXQOBH Adied g SL1IDBWOL]

VEUUVHY INHIT3IgodU 6

Format version: 010

Instruction version: 1901

Document: K2091



K2091I

10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Nosb30BaTbCs HOPMaMuU, NPUBEAEHHBIMU HUXeE. BMecTe C TeM, B COOTBET—
cTBuM c npaBunamm GLP (Xopoweli nabopaTopHOli NpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumu.

MpuMmeyaHmne. 3HayeHMs  KOHLEHTPauWi TecTocTepoHa B  UCCeAyeMbIX
obpasuax, HaxoAsWMecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.15 Hmonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHolr npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnegyemMom obpasue X KOHUEeHTpauus
TecTtocTepoHa Huxe 0.15 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «TECTOCTEPOH-N®A» 3Ha4yeHns KOHLEHTpaunim KkannmbpoBoYHbIX
npo6 BblpaXeHbl B HMOMb/N. [ns nepecyeTa KOHUEHTpauui B HI/MA, MOnyyYeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crefyeT YMHOXUTL Ha 0.29.

1 HMonb/n = 0.29 Hr/Mn

EavHULbI, HMONb/N EavHuubI fon., Hr/mn

Wccnepyemas rpynna " = = "
Huwxnnit npepen | Bepxuuitnpepen | Hwxuuit npepen | BepxHuii npegen

My>XUMHBbI
20-39 net 9.0 38 2.6 11
40-55 net 6.9 21 2.0 6.1
cTapwe 55 net 5.9 18.1 1.7 5.2
XKeHWmHbI - 4.6 - 1.3

11. INTEPATYPA

. Tietz, N.W. Textbook of Clinical Chemistry. Saunders, 1986.

. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)

. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)

. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski,K. M.,Cittanova N.,Desfosses, B.and Jayle, M.F. Steroids 29 no 5 1977
6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)

A WNH

Mo BonpocaMm, kacawwmmcs kadectsa Habopa «TECTOCTEPOH-UDA »,
cnepyet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

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

3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepnca OO0 «XEMA»,
K. 6. H. []. C. KocTpuknH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of testosterone 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 40 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, Testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm).
In females, Testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Leidig cell tumours producing high levels of serum testosterone in young boys lead
to development of “little Hercules” syndrome. Elevated testosterone level in women
causes the clinical signs of masculinization.

In men, decreased Testosterone levels may lead to female habitus
or underdevelopment of male genital organs in boys. To differentiate between primary
and secondary hypogonadism, Testosterone should be assayed in conjunction with LH
and FSH.
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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 murine monoclonal to testosterone-
antibodies simultaneously with conjugated Testosterone-peroxidase. Testosterone
from the specimen competes with the conjugated Testosterone 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.

5.3.

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 ul;
Dry thermostat for 37 °C 0.1 °C;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Storage and stability of the Kit

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

Afte

r opening the pouch keep unused microtiter wells TIGHTLY SEALED

BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

This

hemolyti

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2..+8 °C before testing. For

a longer
thawing

7.1.

7.2.
Itis
within 3
See
7.3.

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

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.

Procedural Note:
recommended that pipetting of all calibrators and samples should be completed
minutes.

the example of calibration graphic in Quality Control data sheet.

Alternative units:

1 nmol/l = 0.29 ng/ml
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

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:
concentration.

9.3. Determine the corresponding concentration of testosterone 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!

OD versus testosterone

Calibrators Value I}l;s;ar:::;c;lll‘;:)i‘t)s :::2 Lo

CAL 1 0 nmol/I 2030 .

CAL 2 1 nmol/I 1619 T

CAL 3 3 nmol/I 1282 g oer S
CAL 4 10 nmol/I 1094 T
CAL S 30 nmol/I 889 , ‘ ‘

CAL 6 100 nmol/I 554 " Ui

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 Testosterone. 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.

Document: K2091I Instruction version: 1901

14

Format version: 010



XEMA

Males

20-39 yrs 9.0 38 2.6 11
40-55 yrs 6.9 21 2.0 6.1
>55 yrs 5.9 18.1 1.7 5.2
Females - 4.6 - 1.3

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol, Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.15 nmol/I.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE
1. Tietz, N. W. Textbook of Clinical Chemistry. Saunders, 1986.
2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)
3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)
4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski, K. M.,Cittanova N., Desfosses, B.and Jayle, M. F. Steroids 29 no 5 1977
6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)
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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;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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