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DIANEE

Habop Ansa konuyecTBeHHOro onpeaeneHus
MHTaKTHOroO XOPMOHMYECKOro roHagoTponuHa YenoBeka (XI'Y) B cbiBOpoTKe Unu nnasme

Kam. Homep : 103-1469
Konuyecmeo 196
Mpouseodumens : DRG (Fepmanus)
Memoduka om 11-2007
Bepcusa 5.0

BHumaHue: ocHogol rnpu nposedeHuUU aHanu3a ecmb opuauHasl UHCMPYKYUU Ha aHerl. s3biKe.

1. BBEOEHUE

DRG XY Habop WMMyHOEPMEHTHOrO aHanmsa COLEPXUT MaTtepuanbl Ans  KONMUYECTBEHHOTO OnpefenieHns WHTaKTHOro
XOPUOHUYECKOTO roHagoTponuHa 4eroBeka (XIMY) B cbiBopoTke unu nnasme. [aHHbIi aHanu3 ppegHasHadeH TOJIbKO pgns
OMarHoCTU4eCKOro MCnonb30BaHus in vitro.

XopuoHnyeckuii roHagoTponuH (XMY) — rnMkopnoTEeMHOBLI TOPMOH, KOTOPbIA OObIMHO MPOM3BOAUTCS MNMaLEHTOW BO BpeMs
GepemeHHocTn. Mocne 3ayatusi koHueHTpaumst XY pesko BoO3pacTaeT M AOCTUraeT HavBbICLLIErO YPOBHSI B KOHLE MEpBbIX TPeX
mMecsaueB. Bbicokne KOHUEHTpauum HabnwgalTca Ha NpoTsxkeHun Bcen GepemeHHocTu. [locne pogoB KoHueHTpauus XY pesko
nagaeT u CTaHOBUTCS HeonpeaensieMon Yepes HECKOMbKO AHEN.

CTpyKTYpHO WHTakTHble Monekynel XY cocToaT u3 o u B cydbeamHuy, ¢ monekynsipHeim Becom 38.4 kDa. o-cybbeamHuua
NPaKkTUYECKN WAEHTMYHA o-CyObeauHMLamM Opyrux [fMKONPOTEUHOBBLIX TFOPMOHOB, Takux kak TSH, LH, FSH. Bwuonorudeckas
cneumdnyHOCTb U UMMYHOXMMUYECKME Pasnnynst faHHbIX TOPMOHOB onpeaensaTcs cneumdmkon B-cydbbeamHuubl.

MoHoKNoHanbHble aHTUTENa, onpefensiolwme xapakTepHble obnactn B fB-uenodyke monekynbl XY, BaxHbl Ana auddepeHumaummn
mexay X' n TSH, LH, FSH.

CneumnanbHble TecTbl Ansa onpegeneHus XM nossonstoT onpenenats 6epeMeHHOCTb HAa paHHUX CPOKax.

2. IPUHUMN AHAITU3A

DRG HCG ELISA Habop — TBepgodasHbii UMMyHOdepMeHTHBbIM aHanu3 (ELISA), ocHoBaHHbIM Ha NpuHLUMNe CaHOBUYA.
MukpoTUTpOBarnbHble MYHKU MOKPbLIBAOTCA MOHOKMOHAMbHLIM aHTUTENOM, HanpaeBreHHbIM Ha 0co0yl 00nacTb aHTUreHoB Ha
mMornekyne XI4Y. AnukBoT obpasua nauueHTa, cogepXawu 3HAoreHHblr XY, mHKyOupyeTcsi B JNyHKe, MOKPbITON (hepMEeHTHM
KOHBIOraToM, KOTOPbIA SBMASETCA MOHOKMOHAarNbHbIM aHTUTENOM, HanpaBfeHHbIM MpoTMB a-uenodykn XIMY, KOoHborMpoBaHHOM
nepokcuaason xpeHa. [locne wuHkybauMn HecBsI3aHHbIA KOHblOraT BbiMbiBaeTCs. KonuyecTBOo CBsi3aHHOW  nepokcuaassbl
nponopumoHaneHo KoHueHTpauun XY B obpasue. lNMocne pobaeneHuss pacteBopa cybcrtpaTa obpasyetca useT. VIHTEHCUMBHOCTb
KOTOPOro nponopumoHanbHa KoHueHTpauun XY B obpasue nauneHTa.

3. NPEAOCTEPEXEHUA
1.  [OaHHbIi HAbop npefHa3Ha4YeH TOMNbKO AN UCMONb30BaHNs B AUArHocTuKe in vitro.

2. 3a vHdopmauvern no onacHbiM BeLLlecTBaMm, BXOAsLLMM B cOCTaB Habopa, obpaiiantecb Kk [Macnopty 6Ge3onacHocTu

maTtepuana.

3. Bce peareHTbl 9TOro Habopa, KOTopble coAepaT YernoBEeYECKyo CbIBOPOTKY Unu nnasmy, TeCTUpOBanucb U NOATBEPXAEHbI
FDA meToamkamun Kak oTpuuartenbHble kK BUY %2, noBepxHoCcTHOMY aHTureHy renatuta B u Bupycy renatuta C. OgHako, BO
BpPEMS UCMOMb30BaHNSA Y YHUYTOXEHWS BCE peareHThbl CrneayeT paccMaTpyBaTh Kak MOTEHLUManbsHO BMoNorMyecky onacHole.
M3bernTe KOHTaKTa co cTon pacTBopoM, cogepxaiiyum 0.5 mons/n H2SO4. OH MOXeET BbI3blBaTb pa3fpaxeHne KOXu U 0XOru.
Hukorga He packanbiBanTe pTOM U U3beranTe KOHTaKTa peareHToB 1 00pa3LoB C KOXelN U CrM3ncTbiMy 0601o4Kamu.

He kypwTe, He NpMHUMaNTe NuLLy, He NEeNTe N He HAHOCUTE KOCMETUKY Ha TeppuTopuu, rae obpabaTtbiBatoTcs 0b6pasupl nnu

peareHTbl Habopa.

7. Hapesaiite ogHopa3oBble nNepyaTky M3 natekca npu obpaboTke 06pa3uoB M peareHToB. Mukpobuonornyeckoe 3apaxeHue
peareHTOB 1nu obpasuoB MOXeT AaTb OLWMOOYHbIE pe3ynbTaThl.

8. OG6palieHne c Habopom [OMKHO COOTBETCTBOBATb MpoueaypaM, YyKasaHHbIM B COOTBETCTBYKOLUMX FOCY4AapPCTBEHHbIX
pykoBoACTBax unuv npasunax no buonoruyeckon 6esonacHocTu.

9. He ncnonb3yiiTe peareHTbl Nocne gathl UICTEYEHUS CpOKa roAHOCTU, KOTOpasl ykazaHa Ha 3TukeTkax Habopa.

10. CornacHo npoTokona aHanm3a Heobxooumo crnepoBaTb BceM paboynm obbemam peareHToB. OnTumanbHble pesynbTaThbl
aHanm3a MOXHO MONy4MTb TOMbKO NPW UCNOMb30BaHNM OTKanuMbpoBaHHbIX [O3aTOPOB M MUKPOTUTPOBANbHbIX NNaHLLETOYHbIX
cuuTblBaTenen.

11. He cMeluunBanTe 1 He UCNOSMb3YATE KOMMOHEHTLI HAOOPOB C PasnNUYHBIMU HOMEPaMKU NapTUii. PekomeHayeTcst He 3aMeHsITb
NYHKN pasnu4YHbIX NNaHLWETOB, AaXe OOHOM M TOW e napTum. Bo3moxHo, 4To Habopbl MOCTaBRAANUCL U XPaHUNUCL B
pasnu4HbIX YCIOBMWSAX, U CBA3bIBAIOLLME KA4yeCTBa MaHWeTOB MOrYT B HEKOTOPOW CTENEHW OTnm4aTcs.

12. Vcxoga u3 COOTBETCTBYIOLUMX FOCYAAPCTBEHHbLIX PYKOBOACTB MMM Mpasuri no 6uonorumyeckon 6e3onacHOCTU, XMMUYEcKue
BELLLEeCTBa, ¥ NOArOTOBIIEHHbLIE UMM UCMONb30BaHHbIE peareHTbl JOMKHbI pacCMaTpPUBaTLCS Kak OMacHbIE 0TX0AbI.

13. 3a uvHdopMaumen OTHOCUTENbHO OMacHbIX BeELLEeCTB, BXoAdWMX B Habop, npocbba obpawatscs k Cneuudumkaumam
BesonacHoctn Matepuana. Crneundwmkaumm besonacHoct MaTteprana npefocTaBnsioTCs MO 3anpocy HEMOCPEACTBEHHO OT
komnaHum DRG Instruments GmbH. Creundwukaumm BesonacHoct Matepuana cooTBeTcTBYyIOT TpeboBaHuam EC-
Pykosogctsa 91/155 EC.
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4. KOMNOHEHTbI HABOPA
4.1 Cogepxxnmoe Habopa
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1. MukpoTuTpoBanbHble NyHKK, 12x8 (pasgeneHHbIX) Nonocok; 96 nyHok.

JlyHKM nokpbITbl aHTK-6eTa-XIMY aHTUTENOM (MOHOKMOHANMbHBLIM).

2. Ctanpapt (Ctanpgaprt 1-5), 5 dpnakoHoB (nMmocdunnamposaHHbix), 1,0 mm;

KoHueHTpauwmu: 5; 50; 200; 500; 1000 MME/mn

Koneepcus: 1nr/mn = 0,00916 MME/mn

*CoaepxuTt < 0,03% MpoknuHa 300, 0,015% BND 1 0,010% MIT B KauecTBe KOHCEPBAHTOB.

3. Pas6aButenb obpasua, 1 pnakoH, 10Mn, rotoBbIf k ucnonea., 0 MME/Mn

*CoaepxuTt < 0,03% MpoknuHa 300, 0,015% BND 1 0,010% MIT B KauecTBe KOHCEPBAHTOB.

4. ®epMeHTHbIN KOHboraT, 1 conakoH, 11 M, roToBbIN K MCNOMNb30BaHWD. MOHOKNOHanNLHoe aHTUTENO NPOTMB anbia-cybbeaANHNLbI
KOHbIOTMPOBaHHOE C NEPOKCMAA30MN XPeHa;

*CoaepxuTt < 0,03% MpoknuHa 300, 0,015% BND 1 0,010% MIT B KauecTBe KOHCEPBAHTOB.

5. PacTtBop Cy6cTpara, 1 conakoH, 11 mn, rotoBbi K ncnonbs., TMB.

6. Cton PactBop, 1 cnakoH, 6 mn, rotoBbI k ucnone3., cogepxmt 0.5M H,SO,. N3b6eralite kOHTakTa C pacTBOPOM, MOCKOSbKY 3TO
MOXET MPUBECTU K pPa3apaKeHUIo KOXMN 1 OXoram.

*BND = 5-6pomo-5-Hutpo-1,3-gnokcaH

* MIT = 2-meTun-2H-u3oTtnason-3-ogmH

MpumeyvaHue: JononHutensHo pasbasuTtens obpasua NpeaocTaBnseTcsi no 3anpocy.

4.1.1 Tpebyemble, HO He NocTaBnNAeMoe o6opyaoBaHue U matepuansbl
MWKpOTUTPOBArbHLIN NMAHLWETOYHbIA OTKaNMOpoBaHHbIM cunTbiBaTenb (450 +/- 10HM).
OTkanubpoBaHHble MUKPOMWMNETKM pasHoro oobema.

WHkybaTop Ha 37°C.

AbcopbupytoLan bymara.

OuctunnupoBaHHas Boaa.

4.2 XpaHeHue n cTabunbHOCTL Habopa

Mpy TemnepaTtype xpaHeHus oT 2 Ao 8°C HeBCKPbITble peareHTbl COXPaHST aKTMBHOCTb OO MCTeYeHuss cpoka rogHocTtw. lMocne
ncTeYeHns aToN AaTbl peareHTbl UCNOoNb30BaTbh HE PEKOMEHAYETCS.

BckpbITble peareHTbl AOMKHbI XpaHuTeesa npu 2 — 8°C. MukpoTuTpoBarnbHble NyHKN AOMKHbI XpaHuTees npu 2 — 8°C. lNMocne BCKpbITHSA
naketa u3 onbrn, HeobxoAMMO ero MMOTHO 3aKpbiBaTb. BCKpbITbie HABOPbI COXPAHAIOT aKTUBHOCTb B TeYeHun 4 MecsiueB Mnpu
XPaHeHUW Kak yKa3aHo BblLLe.

4.3 NMogroTtoBKa peareHToB

Mepen ucnonb3oBaHWeM HEOOXOAMMO NPUBECTM BCE peareHTbl U HeobXo4MMOoe KONMYECTBO NOJTOCOK K KOMHATHOW TeMnepaType.
CmaHOapmbl

PasBecTtu cogepxvmMoe dnakoHa NMounnmManpoBaHHoro ctaHgaprta 1,0 Mn QUCTUNNMPOBaHHON BOAbI.

lMpumeyaHue: paszeedeHHble cmaHOapmbl cmabusibHbl 8 medyeHuu 2 mecsiues npu 2 + 8 °C. [pu b6onee 0numesnibHOM XpaHeHuu
3amopo3ume 00 - 20°C.

4.4 YHU4YTOXEHMe Habopa
YTtunusaumio Habopa HeobGXOAMMO OCYLEeCTBNATb B COOTBETCTBUM C OdhuuManbHbIMU rOCYAapCTBEHHbIMKM npaBunamun. Bces
HeobxoammMas nHopmaLuus o 4aHHOM Habope npepocTasneHa B MNacnopte 6e3onacHocTy (cM. Pasagen 13 B opurmHane MHCTPYKLuK).

4.5 NMoBpexaeHHble HAGopbIl

B cnyyae cepbe3Horo noepexaeHuss Habopa unmM ero KOMMOHEHTOB, Heobxoaumo npounHdopmupoBaTe 06 aTom KomnaHuio DRG B
NMCbMEHHON cbopme He no3gHee 1 Hegenu nocne nonyyeHust Habopa. CuNbHO NOBPEXAEHHBIE OTAENbHBIE KOMMOHEHTLI HE [OIMKHbI
ucnonb3oBatbCcs B aHanuse. OHU OOMKHbI XPaHWUTCA 4O OOCTMXKEHUS OKOHYaTEmnbHOro pelleHusi. Mocne 3Toro OHW AOMmkHbI ObiTh
YHUUTOXEHbI COrnacHo ouumnanbHbIM NpaBunam.

5. OBPA3LbI

B naHHOM aHanuse MOXeT MCNonb30BaThCs CbIBOPOTKA unu nnasma (SLOTA, renapmMHoBas nnu UMHTpaTHasa nnasma)
He ncnonb3oBaTtb reMonuTUYecKme, XenTyLHbIE UIu nunemMuyeckne obpasubl.

[Mpumume 8o sHumMaHue: Obpa3susbl, codepxxaujue a3ud HampusiHe OO/IKHbI UCIMOIb308ambCsi 8 OaHHOM aHasu3e.

5.1 3abop o6pa3uoB

CbiBOpoOTKa:

Cobpatb KpoBb BeHenyHkumnen (Hanpum., Sarstedt Monovette # 02.1388.001), gatb cBepHyTbCA M OTAENUTb LeHTpudyrmposaHnem
CbIBOPOTKY MpW KOMHAaTHOW TemnepaTtype. He ueHTpudyrMpoBaTb Nnoka He NPOM3OLLNIO MOSIHOe CBepThiBaHMe. [ns nauueHTosB,
NPOXOASLUMX aHTUKOArynsLMOHHYI0 Tepanuio MoXeT noTpeboBaTtbcs Gornblue BpeMeHW Ansi CBEPTbIBAHMS.

MNnasma:
LlenbHyto KpoBb HeobGXxoaMMo cobpaTtb B NpoOOUPKU AN LEeHTpUdYrMpoBaHusi, COAepXKallumMe aHTUKoarynsHT U LeHTpudyrnpoBaTb
cpasy nocne 3abopa.
(Hanpuwmep, ans 3ATA nnasmbl Sarstedt Monovette — kpacHas kpbiwka - # 02.166.001;
Ans renapyvHoBoK nnasmbl Sarstedt Monovette — opaHxeBas kpbiwka - # 02.165.001;
Anst uutpatHow nnasmbl Sarstedt Monovette — 3eneHas kpbiwwka - # 02.167.001).

5.2 XpaHeHue o6pas3uoB
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O6pasubl AOMKHBI ObITb 3aKPbITLIMK, U MOTYT XpaHUTbCA A0 5 AHen npu Temnepatype 2-8°C go Hayana aHanusa. O6pasubl npu
XpaHeHun B TeyeHun OGoree ANUTENbHOTO Mepuofda M AOMKHbI ObiTb 3aMOpOXeHbl nepef aHanusoMm Tombko pa3 go —20°C.
Pa3smopoxeHHble 06pasLbl He06X0AMMO HECKOMbKO pa3 NepeBepHyThb nepes aHanu3om.

5.3 PasBegeHue ob6pasuoB

Ecnu B nepBuYHOM aHanmse okasarnocb, YTO KOHLUEHTpauus obpasla Bbille CamMoro BbICOKOrO CTaHAapTa, obpasel MoxeT ObiTb
pa3baBneH pa3baBuTtenem obpasua 1 NOBTOPHO NpOaHanNU3npoBaH Kak onMcaHo B NpoLeaype aHanmaa.

[ns BblYMCREHMS KOHLEHTpauMin HeobX0AMMO MPUHATL BO BHUMaHWE AaHHbIN KO3 dULMeHT pa3baBneHus.

Mpumep:
a) pasbasnenue 1:10: 10 mkn cbiBopoTkM + 90 Mkn pasbaBuTens obpasua (TwaTenbHo nepemeLlaThb);

B) paszbasnexue 1:100: 10 mkn pasbasneHus a) 1:10 + 90 mkn pasbaButens obpasua (TwaTtensHO nepemeLlaTh).
lMpumeyaHue: CbiBOPOTKM BGEpPEMEHHbIX XEHLUUH Nepea aHanu3om Heobxoaumo pasdaenatb 1/100 pasbasutenem obpasua.

6. MPOLIEOYPA AHAIIU3A
6.1 OOwume 3amevaHus

e [lepen vccnenoBaHWEM Bce peareHTbl M 06pasubl 4OKHBI MMEeTb KOMHATHY0 TemnepaTtypy. Bce peareHTbl nepemeluvsaTb
0e3 obpasoBaHUst NeHbI.

e [locne Ha4ana TecTta Bce aTanbl AOMKHbI OblTh 3aBepLUeHbl 6e3 NepepbIBOB.

e [1ns Kaxaoi npobbl MCNonb3oBaTh HOBbIE OAHOPA30BblE HAKOHEYHUKN MUMETOK.

e  AGcopbuusi MCXxoOMT U3 BpeMeHW WHKyGauum u Temnepatypbl. [Jo Havana aHanuM3a pekoMeHAyeTcsi MpurotoBuTb BCe
peareHTbl, CHATb KPbILWKKW, YCTaHOBWUTL Tpebyemoe KOnM4ecTBO FyHOK, M T.4., YToBbl MPOMTM Bce 3Tanbl aHanusa 6e3
OCTaHOBKM.

e Kak npaBuno chepMeHTHas peakuusi MpsiMo NPOnopLMOHanbHa BpEMEHU U TeMnepaType.

6.2 NMpoueaypa aHanu3sa (KonuyecTBeHHbIN MeTOA)
Kaxxgas npouenypa [omkHa cofepkaTb CTaH4APTHYO KPUBYIO.
TMpumeyaHue: CbiBOPOTKN GEPEMEHHbIX XEHLUUH nepes aHanM3om Heobxoaumo pasbasnate 1/100 paszbasutenem obpasua (cMm. 5.3).
1. YcraHoBuTe B fepxaTene Tpebyemoe YMCno MyHOK.
2. Packanaite no 25 mkn XY ctaHgapToB, KOHTponen M 06pasuoB CbIBOPOTKM HOBbIMW OOHOPa30BbIMW HAKOHEYHUKaMU B
COOTBETCTBYHOLLME NYHKN.
3. Packanante 100 mkn aHTU-XI'Y ®depMeHTHOro KoHblorata B KaXayto nyHky. TuatenbHo nepemeluante B TedeHue 10 cekyHA.
Ba)xHO NONHOCTLIO NepeMellaTb peareHThbl.
4. WHkybuposatb 30 MVMHYT Npy KOMHATHOW TeMnepaType.
5. Pe3ko BbITPSIXHYTb COAEPXKMMOE JNYHOK. 5 pa3 npoMbITe NMyHKM ANCTUMNNupoBaHHon Bogon (400 mkn/nyHky). Pe3ko noctyvaTb
nyHkamu no abcopbeHTHOM Bymare 4To6bl yAanuTb OCTaTKM XUOKOCTHU.
BaxHoe 3ameyaHue:
YyBCTBUTENBHOCTb M TOYHOCTb JAHHOTO aHanuaa B 6onbluel Mepe 3aBMCUT OT NPaBUIIbHOCTU NpoLeaypbl NPOMbIBaHUS!
6. Packanatb 100mkn pacTBopa cybcTpaTta B KaXayto MyHKY.
7. WuHkybuposaTb 10 MMHYT Npy KOMHATHOW TeMnepaType.
8. OcraHoBUTb hbepMeHTaTUBHYO peakumio fobasneHrem 50 mkn CTon-pacTBopa B KaXayto MYHKY.
9. Cuutatb onTmyeckytd nnoTHocTb npu 45010 HM Ha MUKpOMMAHWETHOM cuuTbiBaTene B TedeHun 10 MUHYT nocne
nobaBneHns cTon pacTeopa.

6.3 NMpoueaypa aHanu3a (KayecTBeHHbIN MeTOA)

HaHHas npoueaypa AnddepeHUMpyeT NOMoXUTeNbHble (6EpEMEHHOCTL) U oTpuLaTenbHble obpasubl cpaBHeHWEM ypoBHen XY B
obpasuax ¢ Pazbasutenem O6pasua (0 MME/mn) n CtangapTtom 2 (50 MME/mn).

[enaeTtcs napannenbHasi nocTaHoBKa obpa3uoB nauveHToB ¢ pa3basutenem obpasua (0 MME/mn) n 50 mME/mn CtaHpaptom 2.
Mpoueaypa aHanM3a naeHTUYHa KonNMYecTBEHHOMY MeToay, HO n. 9 1 10 ucknioyaroTes.

6.4 MopcyeT pe3ynbTaToOB (KONMUYECTBEHHbIN)

1. MoacunTath cpegHue BenuumnHbl abcopbummn ansa kaxagoro Habopa cTtaHgapToB, KOHTPOMeNn 1 06pa3LoB NaLMeHToB.

2. TlocTpouTb CTaHAAPTHYIO KPUBYIO Ha MepeceyeHun cpefHen BenuumHbl abcopObumu, MONyYyeHHOW B pe3ynbTaTe COOTHOLUEHUS
pedepeHc-cTaHgapTa U ero KOHLEeHTpaumMmn ¢ BennyimMHon abcopbummn Ha BepTukanbHOM (Y) OCU M KOHLEHTPaUMN Ha ropu3oHTanbHON
(X) ocwm.

3. Vicnonb3ys cpefHioto BenuunHy abcopbunm ans kaxgoro obpasua, onpedenuTb COOTBETCTBYHIOLLYIO KOHLIEHTPALUIO N0 CTaHAapTHON
KpUBOMN.

4. ABTOMaTM3VPOBaHHbLIA MeToA: PesynbTaT B AaHHOW MWHCTPYKUMM Obifl BbIYMCNEH aBTOMaTMYECKW NpU MCMONb30BaHWU 4-
napameTpOBOYHON NOrMCTUHECKOW KPMBOW. 4-napameTpoBOYHasi MOTMCTMKa — xenaemMbli MeTod. [pyrne dyHKumm obpaboTkmn AaHHbIX
MOryT AaTb HEMHOTIO Apyrue pesyrnbTaThbl.

5. KoHueHTpaumio o6pasLoB MOXHO cuuTaTb HEMOCPEACTBEHHO M3 KanmbpoBoyHoW Kpusol. Obpasubl ¢ KOHUEeHTpnaunen 6onee vyem
camblii BbICOKMI CTaHgapT Heobxogumo panbliue pa3daBuTb. [pu BbIYMCIEHUM KOHLIEHTPauuMi HeobXxoAMMO yyMTbiBaTb AaHHbIN
KoacpduumneHT pasbaBneHus.

6.4.1 Mpumep TUNUYHOWN KAaNMGPOBOYHOMN KPMBOM
Cnepnylowime faHHble MpeAcTaBneHbl TONMbKO B AEMOHCTPAUMOHHBIX LEeNsSX M He MOoryT ObiTb MCMONb30BaHbl BMECTO [aHHbIX,
NomnyYeHHbIX BO BpEMsi aHanusa.
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CTtaHpapt OnTuyeckne eamHuubl (450 HM)
Crangapt 1 (5 MME/mn) 0,05
Crangapt 2 (50 MME/mn) 0,14
Crangapt 3 (200 MME/mn) 0,43
Crangapt 4 (500 MME/mn) 0,94
Crangapt 5 (1000 MME/mn) 1,54

KayecTBeHHble pe3ynbTaThl

[nsa kayecTBeHHOro aHanuaa ypoBHsi XI'Y okpalumBaHue obpasua cpaBHmBaeTtcs ¢ usetom 0 u 50 MME/mMn pedepeHc-cTaHAapToB.
Ecnu nHTeHcuBHOCTbL ronyboro uBeta meHbLle, 4yem y 50 MME/Mn pedepeHc-cTaHgapTa, obpasel, cuntaeTcs oTpulaTenbHbIM.
Ecnu HacbiweHHocTb ronyboro LBeTa Bbiwe unu pasHa uBeTy 50 MME/mn pedepeHc-ctaHaapTa, obpasew cuutaercs
NONOXNUTENbHBIM.

OXWOAEMbIE 3HAYEHUA
YpoBeHb XI''Y B HOpMe B 340pOBbIX B3POCIbIX, He6epeMeHHbIX:

Mon Bospact | KonuuyectBo | XI'Y (MME/mn)
<50 40 <5
My>XUYMHbI > 50 10 <5
<50 42 <5
XeHWmHBbI > 50 7 <5

HopmanbHble ypoBHM XY B cbiBOpOTKE BO Bpemsi GepeMeHHOCTU. (CM. Tabnuuy Ha cTp. 6 B opurMHane MHCTPYKLMW Ha aHrrl. si3bIKe).

BHUMAHUE

1. [Ons ycTtaHoBneHus GepemeHHocm No CbIBOPOTKE KONMn4yeCcTtBeHHOE uccrieqoBaHnMe npou3BoanTCA C npeneriom 50 mMME/mn.
OTpVILI,aTeJ'IbeIe nnu rpaHnyHble pes3yrnbTaTtbl AOJTKHbI ObITb noaTeepXxXAaeHbl NOBTOPHbIM UCCeA0oBaHNEM CBEXUX O6pa3l.lOB.

3. OTmeueHo, YTo MMMYHOJOrn4yeckme TeCTbl Ha GepeMeHHOCTb MOTryT OaTb JIOXKHble pe3ynbTaTbl B Cliy4adaX HEKOTOPbIX 3aboneBaHum,
KaK, Hanpumep, peBMaToMHbIA apTpUT, a Takke BCNeACTBME NpuemMa HEKOTOPbLIX MeaukaMeHToB. B Takmx crnyvasx HeobxoaMmo
0COOEHHO BHUMATENbHO MHTEepnpeTnpoBaTb pe3dylibTaTbl TECTA.

CNEUNDPUYHOCTb
CneaytoLme ropMoHbl 6binn MccrnefoBaHbl Ha NepeKkPecTHYI0 peakLmio B UCCNeaoBaHnm:

MpoTtenH | KoHueHTpaums | VIHTEHCMBHOCTb LiBETOOOPA30BaHuA
akBMBaneHTHa ypoBHi XY B
CbIBOPOTKE

unir 300 MME/mn 9

unir 200 MME/mn <5

unir 80 MME/mn <5

TSH 75 mknM/mn 10

TSH 50 mknM/mn 6

TSH 25 mknM/mn <5

FSH 200 mknM/mn <5

FSH 50 mknM/mn <5

AHAJIUTUYECKASA YYBCTBUTENIbHOCTb
AHanuTuyeckas YyBCTBUTENbHOCTbL ONpefensinack U3 cpegHero nokasaTens nic ABYX CTaHAAPTHbLIX OTKNOHeHWA 20 hakTOpHbIX
akcnepumeHToB Pasbasutena Ob6pasua, koTopbii coctaenseT < 5 MME/mn.

To4yHOCTb

BapvaTtuBHOCTb BHYTpY aHanusa: BapunatneHocTb Mexay aHanusamu:

O6pasey | n | Cpegree (MME/mn) | KB (%) O6pasey | n | Cpearee (MME/mn) | KB (%)
1 20 250,4 4,7 1 20 246 4,3
2 20 176,9 2,2 2 20 174 4,0
3 20 86,6 3,5 3 20 87 3,3

KOHTPOIJIb KAYECTBA

Mo npaBunam nabopaTopHOM NPAKTUKN KOHTPOSN CTaBATCS C KaXaoW KanubpoBoYvHoOM kpuBor. CTatuctuyecku
3HA4YMMOE YUCIIO KOHTPONEN AOIMKHO ObITb NOCTABMNEHO AN YCTAaHOBNEHUSA CPEOHMX BEMUYMH U NPUEMIIEMbIX NMPeAErnoB
He ncnonb3oBatb KOHTPOMNM, coaepxalume asvg coabl.



EIA-1469, HCG ELISA
BoccTtaHaBnuBaeMmocTb
O6pasupl ObKn HackiweHbl XY pactBopom B cOOTHOLWweEHUM 1:1. Oxunaaemble 3HayeHUs Obinv onpeaeneHbl AoAaBaHUEM NOSTOBUHBI
3Ha4YeHun, onpeaeneHHbIX B HepasbaBrneHHbIX obpasuax, 1 NoNoBMHbI 3HAa4YEHU N3BECTHLIX pacTBOPOB. MpoueHT
BOCCTaHaBNMBaeMOCTV onpeaerneH YMHOXeHUEM koadpurLmeHTa namepeHun n oxvaaemMbix 3HadeHmn Ha 100.

O6pasey | Jo6aBnsemas koHU-uua | U3mepsiemas koHu-umsa | Oxmnpaemas KoHu-uusa | BocctaHaBnuBaemoctb %
1:1 (don./cpn.) MME/mn (MME/mn) (MME/mn)

1 - 141 141 100
50 35,6 32,05 111
30 21 22,05 95
25 19 19,55 97

2 - 268 268 100
50 149 159 94
200 231 234 99
500 408 384 106

3 - 79 79 100
50 61 64,5 95
100 83 89,5 93
200 139 139,5 100

JlnHenHOCTL
O6pasey PosbaBneHue CpeaHAs KOHU-UMA BocctaHaBnuBaemocTtb %
(MME/mn)

1 - 634 -
1:2 278 88
1:4 136,2 86
1:8 71,4 90
1:16 38,1 96

2 - 613 -
1:2 276 90
1:4 131,2 86
1:8 71,6 93
1:16 38,1 99

3 - 242 -
1:2 123 102
1:4 57 94
1:8 31 102
1:16 16,1 106

OrPAHUYEHUA

1. HapexHble u Bocrnpou3BoaMMble pesynbTaTbl GyAyT MOMyYeHbl TOMbKO MPW YETKOM CredoBaHWM MHCTPYKLMM K HaGopy u
NPUMEHEHEM BCexX MpaBwuil, NPUHATBIX B nabopaTtopHoi npaktuke. FemornobuH (oo 4 wmr/mn), Bunupybud (o 0,5 mr/mn) n
TpurnuuepuH (o 30 mr/mn) He BO3OENCTBYIOT Ha pe3yrnbTaThbl aHanuaa.

AdpheKkT «kproka» unu «netnu»He 66N o6HapyxeH B aTom TecTe o 13,300 MME/mn XI4.

UHopmayus ons 3akasa:

ymn «AMAMEB»
Yn. YepHoBona, 97,

r. UBaHo-®PpaHKoBCK, 76005
Ten.: +38 (0342) 77 51 22
Ten/cpakc: +38 (0342) 77 56 12
E-mail: info@diameb.com
www.diameb.com
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