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HABOP ONnA ONPEOENEHUA
noTeMHnsupyrowero ropmona (I1I)
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Konunyectso 196
MpoussoauTens : DRG (CLLA)

Memoduka om 09-2007

BHuMmaHue: ocHosou npu npoeedeHuu aHanusa ecmb opucuHarsn
UHCMPYKUUU Ha aHerl. s13blKe.

1. BBEOEHUE
1.1 NpepHa3HavyeHune
OaHHbin  Habop sABnsieTCA  MMMYHOMEPMEHTHbIM  aHanuM3oMm  Ans

KONMYECTBEHHOIO U3MEPEHUS B ANArHOCTUKE in Vitro NTENHWU3NPYHOLLEro
ropmoHa (J1I) B cbiBOpOTKE.

1.2 KpaTkoe onucaHue n o6bACHeHne

TotenHnsnpyowmii ropmoH (NN npoayumpyeTcs y MYXYUH U KEHLLUH
nepegHen gonen rmnodumsa B oTBeT Ha Aenctaue JM-punmanHr ropmoHa,
KOTOphLIN BbipabaTbiBaeTcs B runotanamyce. JIIN Takke BbipabaTtbiBaeTcs
MHTEPCTULMANbHBIM ~ CTUMYTNMPYIOLWMM  KneTkn ropmoHoMm  (ICSH) B
MYXYVMH - FIIMKOMPOTEWUH, MOMEKynsipHbIM BecoM npunbnuantensHo 30 000
. OH cocTouT M3 ABYX HEKOBANEHTHO CBA3aHHbIX acCOLIMMPOBAHHBIX
pasnMyHbIX aMUHOKUCNOTHbIX LUenel, anbcda un 6Geta. Anbda-uenb
noxoxa c Takon y TMPEOTPOMNHOro ropMoHa (TTT),
donnukynoctumynupytowero (PCIN) M yenoBevyeckoro XOPUOHUYECKOTo
roHagoTponuHa (4XI). Bcst pasHuua Mexay HUMW COCTOUT U3 PasnuyHbIX
KOMOMHauMm amuHokucnoT 6GeTa-uenu, KoTopas M OTBevyaeT 3a
MMMYHOMOIMYECKyo AnddepeHumaumio.

BasanbHaa cekpeuusa JII y 4yenoBeka anu3oauyHa M NepBUYHAs ero
YHKLMSA COCTOUT B CTUMYIIMPOBAHWNN MHTEPCTULMATBHBIX KNETOK (KNeTok
Jlengura), BoipabaTtbiBatoLMX TECTOCTEPOH. Pasnunune koHueHTpauun NI
B CbIBOPOTKE CBSI3aHO Yy 3[00POBbIX >KEHLWMH C HOPManbHbIM
MEHCTpyanbHbIMWU LMKIOM W 3aBWCUT OT B3aWMOAEWCTBUIA CUCTEMbI
roHagbl-runodus-runoranamMyc. YMeHblueHne nporectepoHa 4
acTpaguona nocre oByNAUMKU 3anyckaeT MeHCTpyanbHbIi umkn. Mpu unx
YMEHbLUEHUN TUnoTanamyc yBenuuuBaeT MPOAYKUMIO FOHaZOTPOMNHOro
punuaunHr-caktopoB (MPP), koTopbie B CBOIWO oO4vepedb CTUMYNUPYIOT
rmnodu3 ¢ yBenuyeHnem npogykumm n cekpeumm ®CI. Yeenuuernve OCI
aKTMBMPYET HEeCKONbKO (PONNMKYNoB B TedeHue OonnmKynspHon dasbl,
OIMH N3 HUX CTaHeT 3penon anuekneTkon. Korga donnukyn passuBaeTtcs
HauMHaeT cekpeTnpoBaTbCA 3CTPAAMON, BHa4ane meaneHHo, notom, k 12
unm 13 [HIO HopMmarmnbHOro uumkna, - Bce Gonee ysenuuuBasick. JIT
ocBoboxaaeTca B CBA3M C 3TOW ObICTpOW cekpeuuen acTpaguona,
KOTOpbIA MPSMO CTUMYNUPYeT rmnodus ¢ ysennyeHmem yposHen PO un
®CI. 3T M3MeHeHns nexaT B OCHOBE NPeoBYyNATOPHOM asbl.

B npomexyTke 12-18 yacoB nocne goctuxkenns JIIN HanBbICLLErO YPOBHS
npoucxoauT oBynAums. NMocne oceBoboxaeHns sAnuekneTkn, obpasyeTcs
XenTtoe Teno, KOTOpOe CeKpeTupyeT NporecTepoH W 3CTporeH - Aga
ropmoHa, B3avmogenctaytowme ¢ JII no mexaHnsmy obpaTHON CBA3MW.
Mocne oBynAUMKM HacTynaeT cpady NOCTOBYNATOPHasA dasa C BbICOKUMM
YPOBHSIMW NpOrectepoHa, BTOPbIM TMWMKOM 3CTpaguorna W HU3KAMK
ypoBHamu JIT n ®CI. Huskun yposeHb JIIT n PCI obbsacHseTcs
BMUSHUAIMW MO MEeXaHU3My 0oOpaTHOW CBSA3W Ha cucTemy runoTtanamyc-
rmnocpus actpagmona u nporectTepoHa.

Mocne onnopoTBopeHUsa pacTywmii nrod BblpabaTbiBaeT YXI, KOTOpbIN
NpoaoMmKaeT — akTMBMpOBaTb XenmToe Teno [Ans  BblpabaTbiBaHUS
nporectepoHa u actapguona. Ecnu 6GepemeHHOCTb He HacTynuna,
Xentoe Teno perpeccvpyeT ¥ Habniogaetca  COOTBETCTBYHOLLEE
YMeHbLUEHNEe YPOBHE MpOrecTepoHa W acTpaguorna, YTo MposiBNseTcs
MeHcTpyaumen. M3-3a HU3KOro 1x YPOBHS rMnoTanamMmy BHOBb UHALMMPYET
MEHCTpYasnbHbIV LK.

Y nauvMeHToB C rMNOroHagM3MoM  Habnogaetcss  yBenuyeHHas
KoHueHTpaums JII. YMeHblueHne npoaykumm CTepouaHbIX FOPMOHOB Y
XEHLMH CBSI3aH C  HEe3perioCcTbld  SANYHUKOB,  MEPBUYHON KX
He[0CTaTOYHOCTBIO, MOSIMKMCTO30M SWMYHWKOB WMW MEeHomnay3ow; B 3TuX
cnyyasix yposeHb JIIT He perynupyetcs. [loxoxee paccTponcTBo
perynsauum BCTpeYaeTCs Y MYXYMH Npv HeOopasBUTUKM UKW OTCYTCTBUM
andek. Bbicokne koHueHTpauum JIIT Takke BCTpeYalTCsi Npyu NEPBUYHOMN
HeJoCTaToOMHOCTN AnYek u  cuHgpome KnsnHdenbTepa, xoTa npwu
COXpaHeHun BbIPaboTkM aHaporeHoB ypoBeHwb JIIT He ob6s3aTensHO
yBenuumnsaetca. YBenuyenve JII  Takke CONyTCTBYeT MOYEYHON
He[o0CTaTOYHOCTU, LIMPPO3Y, rTMNepTUPEONan3My U UCTOLLEHWIO.

[Mpu guarHocTvke runoTanammyeckon, rMnousapHoOn U roHaganbHoOm
OncyHKUMKM JOMKHO npoBoauTbea onpefdeneHune JII Bmecte ¢ OCrI.
YpOBHM TOPMOHOB WCMOMbL3YIOTCS  ANsi  OnpefenieHus  MeHonay3bl,
OBYMALMN N MOHUTOPWHIa S3HAOKPUHHON Tepanuu.
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2. MPUHUMN AHATNTIU3A

DRG LH EIA  ectb TBepOo-asoBbIi  €H3UMHO-CBA3AHHbIN
UMMYyHOCOpPOeHTHbIi  Habop (ELISA), ocHoBaHHBIN Ha npuHUMNE
«ceHaBuyay. MUKPOTUTPALMOHHbIE JYHKU, MOKPbITbl MOHOKMOHAMbHLIMM
aHTUTenamm K eOMHCTBEHHbIM B CBOeM poae  aHTureHam Ha B-JII
mMonekynax. CbiIBOpPOTKa MaLMEHTOB, KOTOpasi COAEPXMT aHAOreHHbI T
WHKYOMpYyeTCA B FyHKaX, MOKPbITbIX 9H3MMHbLIM KOHbtoraToMm, (aHTu-JIr-
CblBOPOTKA, KOHblOTMpOBaHa C nepokcuaason). [locrne wHKkybauuu
HeCcBSI3aHHbIA KOHbIOraT BblMbIBaeTcs BoAOW. KonuuecTBo cBSiI3aHHOM
nepokcuaasel NponopumyoHanbHo koHueHTpauum JIIN B obpasuax. Mocne
nobasneHusi pacTBopa cybcTpaTta, HacbILWEHHOCTb LBeTa NponopLmo-
HanbHa KoHUeHTpauwum JTT B obpasue.

3. NIPEOOCTEPEXEHUA

. [ns gnarHocTukw in vitro.

e  OTHOCUTENBHO MHpopMaLMn Mo 6e30MacHOCTU, KOTOPbIE BKITHOYEHbI
B Habop, cnepywTe NUCTY AaHHbIX MO 6€30MacHOCTY.

e  OJTOT Habop MOXeT cofepxaTb peareHTbl, NMPUrOTOBMEHHblE U3
YeroBeYyeckon  CbIBOPOTKM  unu  nna3ma. Mcnonb3oBaHHble
CbIBOpPOTKAa MMM Mnasma TecTUpoBanvCb METOAOM, YTBEPXAEHHbIM
FDA, u HangeHo, 4YTo OHM He cogepxaTt aHtuten kK BUY-1/2, HCV u
HBsAg. TeM He MeHee, TaK Kak He CyllecTByeT MeToda, AaloLero
nonHyto rapaHTuio otcytcteus BUY, HCV, Bupyca renatuta B unu
Kaknx-nubo Apyrmx WHAEKUMOHHbIX areHToB, TO C [AaHHbIMW
peareHTamu Hago obpallaTbCsi Kak C NoTeHUManbHO MHAEKLMOHHO-
onacHbIM MaTepuarnom.

. M3berante KOHTAKTOB C KMCMOTOM CTOM pacTBopa. OTO MOXeT
NPUBECTU K PaA3PaXEHUIO KOXM U OXOraM.

. He nuneTtunpyiiTe ptom u m3berante KOHTAKTa KOXWU U CIU3UCTbIX C
peareHTamu.

. He kypuTe, He nente, He elbTe U HE NPUMEHSINTE KOCMETUKY B
MecTax paboTbl C peareHTamu.

. Wcnone3ynte ofHopasoBble Mepyatkym npu  obpalieHun c
obpasuamm un peareHTamun. Mukpobuonornyeckoe 3arpsisHeHue
peareHToB 1N 06pa3LoB MOXET BMUSITb HA pe3ynbTaThl.

. ObpalyanTech ¢ peareHTamm cornacHo npasunnam 6e3onacHoCTy.

. He ncnonb3yiiTe peareHTbl NOcne UCTEYEHUsI Cpoka NPUrogHOCTU.

. HeobxoaMmo npuaepxuBatbCcsl  BCeX OOBEMOB, OMUCAHHbIX B
WHCTPYKLMUN. OnTumanbHble  TecToBble  pe3ynbTaTbl npu
MCMONb30BaHUN KanunbGprpoBaHHbIX NUNETOK.

. He cmelunBanTe KOMMNOHEHTbI pa3Hbix HabopoB. He pekomeHayeTcs
MEHSITb MECTaMy FYHKU pasHbiX MNMaHWeTOK [axe OT OAHOro
Habopa. Habopbl MOryT TpaHCnopTUpoBaTbCA pasHbIMK criocobamu,
No3TOMYy JOnycKaeTCcs He3HauYUTeNbHoe pasnuyve.

e XvMUKanNMM v MPUroTOBIIEHHbIE WM WUCMOMb30BaHHbIE peareHTbl
Heobxogumo  obpabatbiBaTh cornacHo TpeboBaHunAM
6e3onacHocTy.

e  JlucT gaHHbIX Be3onacHoOCT AOCTYNeEH No TpeboBaHuio.

4. KOMNOHEHTbI HABOPA

4.1 Copepxxumoe Habopa

MukpoTutpoBanbHble NyHKM, 12x8 (genumbix) mnomnocok, 96 nyHOK,
NOKPbITbIX aHTU-LH MOHOKNOHanNbHbLIM aHTUTENOM.

Ctanpapt (0-5), 6 dnakoHoB (nNuMocpunuampoBaHbix) 1 mnm.
KoHueHTpaums: 0, 10, 20, 40, 100, 200 ME/mn.
CmaHOapmbi  omkanubposaHbl coenacHo 2-20 MexdyHapoOHo20

cmaHdapma BO3 LH IRP (80/552). Cm. «[lpueomosneHue peaceHmos».
*copepxat 0,03% MpoknuH 300, 0,015% BND 1 0,010% MIT B kavecTBe
KOHCepBaHTa.
®PepMeHTHbIN KOHbloraT, 1 cnakoH, 11 M, roTOBoe K MCMOSb30BaHUIO
aHTU-LH aHTUTEno, KOHBbIOrMPOBaHHOE C NEepOKCMAa3oln XpeHa.
*cogepxut 0,03% MpoknuH 300, 0,015% BND un 0,010% MIT B kayecTBe
KOHCepBaHTa.
PactBop cyGcTtpaTta, 1 cnakoH, 11 Mn, rotoBbld K WUCNONb30BaHWUIO
TeTpameTunbeHsnauH (TMB).
Cton pactBop, 1 cnakoH, 6 Mn, roToBbI K UCMONb3oBaHWD. Coaepxut
0,5 M HzSO4, 6 mn.
M3berante koHTakta co cTOM
pasgpaxeHus KOXW 1 OXOru.

* BND = 5-6pomo-5-HuTpo-1.3-anokcaH

MIT = 2-meTtun-2H-13oTrazon-3-oauH

pactBopoM. OT MOXeT BbI3BaTb

lMpumeyvanue: [ononHumernbHole 0 cmaHOapm 0ns pasbasnieHusi
obpa3sya npedocmasnssemcs o 3arnpocy.

4.1.1 Tpebyemoe, HO He NocTaBnsieMoe obopyaoBaHue U MaTepuanbi
. MuKpOTUTPOBaNbHbLIN NAAHLLETOYHbIA OTKaNMOpPOBaHHbIN

cuntbiBaTens (450 +/- 10 HM).

OTKanMbpoBaHHbIE MUKPONUMETKN pa3HOro oobema.

AbcopbupytoLlas bymara.

[vcTunnupoBaHHas unu 4eMoHN3MpoBaHHas Boaa.

Tanwmep.




e MunumeTtpoBo4yHas Bymara unm nporpammHoe obecrneveHmne
anst 06paboTkn AaHHbIX.

4.2 XpaHeHue n ctabunbHoOCTb Habopa

Mpu xpaHeHuu npu 2-8°C HenoBpexaeHHbIe peareHTbl ByAyT COXpaHsTh
CBOI0 aKTMBHOCTb [0 OKOHYaHWA Cpoka rogHocTW. He wcnonbayiite
peareHTbl Nocne cpoka rogHOCTU.

Bce BCKPbITHIE peareHTbl JOMKHbLI XpaHuTbes npu 2-8°C. MukponnaHweT
HeoBXoaMMO xpaHuTb npn 2-8°C. MIMMYyHOPeaKTUBHOCTb MOBEPXHOCTM
NYHOK Ha nnaHweTke cTabwnbHa B MNMOTHO YMakoBaHHOM BWae C
ocylmTenem nocne oTKpbITUA NPUBNU3NTeNsLHO 6 Heaerns.

4.3 MNpurotoBneHue peareHToB
MpuBeaute Bce peareHTbl U HEOOXOAMMOE KOMWYECTBO MOMOCKW, YTO
6yayT Mcnonb3oBaTbCA K KOMHATHOM Temneparype.

CtaHpapThbl

Pas6aBbTe nuodunusmpoBaHHoe cogepxumoe rakoHa ctaHgapTa ¢ 1
MI AUCTUINNIMPOBAHHON BOAbI.

lpumeyvaHue: PasbasneHHble cmaHOapmbl cmaburnbHbl 2 Mecsya npu
2-8°C. [lns1 6onee dnumenbHO20 XpaHeHusi — 3amopossme 9o —20°C.

4.4 YHn4yTOXEeHue Habopa

YHU4YTOXEHME Habopa HeobGXxoaMMo AenaTtb corfiacHo TpebGoBaHMsM No
6esonacHocTn. CneumanbHas uHdopmauus  Ans AaHHOro NpoaykTa
ykasaHa B McTe AaHHbIX No 6e3onacHocTu.

4.5 NoBpexaeHHbIe HAboPbI

Mpwn noepexaeHWn Habopa UMM KOMNOHEHTOB, HEOOXO0AVMMO YBEAOMMUTb
npoussoauTens B TedeHun 1 Hepenwu nocre nomnyvyeHnss Habopa.
MoBpexaeHHble KOMMOHEHTbI He JOIKHbI MCMONb30BaThCs B aHanuae. Mx
HEeobXOANMO XPaHUTb A0 MOMYYEeHUs 3aMeHbI, NOCIEe Yero YHUUTOXUTD.

5. OBPA3LbI

[na aHanu3a JomkHa NCNosb30BaTbCA TOMbKO ChbIBOPOTKA.

He wvcnone3yiiTe Ans aHanusa reMonu3vMpOBaHHble, XENTYLUHble W
nuneMmyeckue npoobl.

MomHume: B aHanuW3e He [OOMKHbI MCMNONb30oBaTbCH 06pasubl, 4TO
cofepxaT asug, HaTpus.

5.1 3a6op obpasuoB

CbiBOpoOTKa:

Cobepute KpoBb BeHenyHkumen (Hanp. Sarstedt Monovette #
02.1388.001), nante BO3MOXHOCTb CryCTUTbCA U OTAENUTE CbIBOPOTKY
LeHTpodyrmpoBaHem npu KOMHaTHOW Temneparype. He
LUeHTpudyrmpyite A0 MNONHOro ocaga. Ans nauuMeHToB, YTO MNOMy4YMnn
aHTVKOArynsHTHYO Tepanuio, MoXeT 6biTb Heobxoaumo GonbLuee Bpems
ans ocaga.

5.2 XpaHeHue obpasuoB

O6pasubl 4OMKHbI ObITb 3aKPLITEIMU U XpaHUTbCA A0 48 yacoB npu 2-
8°C.

[ns 6onee gnutensHoro nepuopa o6pasubl AOMKHbI ObITb 3aMOPOXEHbI
o —20°C v XpaHuTb A0 MpoBeaeHWs aHanusa. OTTasiBlMe oGpasubl
nepeBeEPHUTE HECKOSILKO pa3 nepes aHanm3om.

5.3 Pas6aBneHue o6pasuoB

O6pasubl € HayanbHbIMW 3HAYEHWSMW BbICLUMMW, YE€M HaWUBbICLUNA
cTaHgapT Heobxogumo pasbaBute 0 cmaHOapmom M MOBTOPHO
aHanuanpoBaTb.
Ona  BbluUCNEHNs
HeobX0ANMO y4eCTb.
Hanpumep:

KOHUeHTpauum 3T0T (paktop pasbaeneHus

a) Pasbaenenve 1:10: 10 mkn cbiBopoTkm + 90 mkn O craHgapTta
(TLaTenbHO NepemeLuanTe);
b)  PasbaBnenne 1:100: 10 mkn ot pasbaeneHus 1:10 + 90 mkn O

cTaHgapTa (TwartenbHo nepemeLuanTe).

6. MPOLEQYPA AHAITU3A
6.1 OcHOBHbIe 3ameyaHus

e [lepeg wucnonb3oBaHWEM BbIAEPXUTE BCE peareHTbl npu
KOMHaTHOM TemnepaTtype. TuwartenbHO nepemMellantTe Bce
peareHTbl W ob6pasubl nepea  WUCMONb30OBAHWEM,  Eerko
nepesopayunBasi 6e3 o6pa3oBaHuWs NEHbI.

e [locne Hayana TecTa BCe 3Tanbl HYXHO BbINOMHATL 6e3
nepepbIBOB.

e  Wcnonb3yiiTe Kaxabli pa3 HOBble MNacTMKOBbIE MUMNETKU Ans
Kaxgoro  craHgapTa, obpasua " KOHTpONs  Ans
npeaoTBpaLLeHnsl NEPEKPECTHOrO 3arpsi3HEeHUS.

e  Abcopbuma sBnseTcA yHKUMER ~ BpPeMeHu WHKybauum wu
Temneparypbl. MpurotoBbTe BCce Heobxoaumoe nepepq
Hayanom Tecta, 4YTobbl He TpaTUTb BPEMSI BO BPEMSI CAMOro
TecTa.

e B ocHoBHOM 3H3WMHas peakuus sIBNsieTcs
npornopuyoHanbHON BpeMeHU 1 TemnepaType.

NNHENHO
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e [luneTupoBaHue Bcex CTaHAApToB, 0Opas3uUoOB WM KOHTponewn
HEeOoBXOAMMO 3aKOHUYUTb B TEYEHUU 6 MUHYT (MOMHWUTE 3TO Npu
PYYHOM MUNETUPOBAHWM).

6.2 Npoueaypa aHanusa

Kaxxpas npoueaypa AOMmKHA BKMIOYaTb KanvbpOBOYHYHO KPUBYIO.
YcraHoB/TE B pamMKke Xenaemoe KONMYEeCTBO MUKPOTMTPOBASbHbI
NYHOK.

2. TluneTko BHecuTe 25 MKN Kaxaoro craHgapTa, KOHTponsa u
06pa3uoB, MCNONb3ys HOBbIE HAKOHEYHVKW, B COOTBETCTBYHOLLME
NYHKW.

3. [Oo6aBbTe 100 MKN hepMEHTHOrO KOHbOraTa B KaXayto NyHKy.

4. TwaTenbHO nepemelumBanTe Ha npoTsxeHnn 10 cek. OYeHb BaXHO
[OCTNYb NOMHOrO CMELUMBAHWA Ha AaHHOM aTarne.

5.  WHkybupyiiTe B Te4eHnn 30 MUHYT Npy KOMHaTHOW TemnepaTtype.

6. Pe3ko BbITPAXHUTE COAEPKMMOE MYHOK.

Mpomovite nyHkn 5 pa3 aucTunnupoBaHHoi Bogon (400 mkn Ha
NyHKy). Pe3ko BCTpsixHWTe nnaHweTKy Ha abcopbupytoluen bymare,
4TOObI YyAAnUTL OCTaTKv BNaru.

BaxxHoe 3ameqaHue:

YyecmeumenbHoCmMb U MOYHOCMb  aHanusa
rpasusibHO20 UCrOHeHUs npoyedypbl MPoMbieaHus!

3asucum om

7. [ob6asbTe 100 mkn pacTBopa cybcTpaTa B KaXayH MyHKY.

8.  WUHkybupywiTe 10 MMHYT Npu KOMHATHOW TeMnepaType.

9. OcrtaHoBuUTE (pepmeHTHy peakumio, fobasme 50 mkn cTon
pacTBopa B KaXayHo fyHKy.

10. V3mepbTe ONTUYECKYIO MMOTHOCTb KaXAOW JyHKM C  MOMOLLbO

MUKPOTUTPOBANbHOro NMaHLWeTHOro cunTbiBaTens npy 450 Hm + 10
HM B TeyeHun 10 MUHYT nocne gobasneHus cTon pacteopa.

6.3 BbluncneHue pesynbtaTtoB

1. Bblumcnute cpegHioo  abcopbumio  aons
KOHTpOns n obpasua.

2. TocTpoiiTe CTaHOAAPTHYIO KpuUBYK — OTKNaAbiBas cpepHio
abcopbumio  NOMyyYeHHylo ANS Kaxgoro CcTraHgapta nNpoTuB ero
KOHLIEHTpaumm npu 3HavyeHun abcopbumm Ha ocu Y 1 KOHLeHTpauum
Ha ocu X.

3. Wcnonb3ysa 3HayeHue cpegHen abcopbumm ansa kaxgoro obpasua,
onpefenviTe COOTBETCTBYHOLLYIO KOHLIEHTPAUUIO Ha CTaHOapTHOM
KPUBOW.

4. ABTOMaTtuyeckvMe AaHHble, KOMMbIOTEPHbIE NPOrpaMMbl, Kybudeckumn
cnnvH, 4 PL wnu norapudmuyeckuii Takke [alT  xopoluve
pesynbTaThbl.

5. KoHueHTpauusi 06pasuoB MOXeT cunTaTbCH CO CTaHgapTHoW
KpmBon. OBpasubl C KOHUEHTpaLMenh Bbllle, YeM KOHLIeHTpauus
HauBbICLLIEro CcTaHAapTa Heobxoaumo pasbasuTb. MNpu BeIMUCHIEHNM
KOHUEHTpauun aToT hakTtop pazbaBneHns HeobxoanMo yunTbIBaTb.

Kaxgoro craHgapTa,

6.3.1 Mpumep TMNMYHOWN KANMBGPOBOYHOM KPUBOMN

CraHpgapTt MME/mn OnTt. eanHuubl (450 HM)
Cranpgapt 0 0 0,04
CrtaHpapT 1 10 0,12
CraHnpapt 2 20 0,26
CraHpapt 3 40 0,49
CraHgapt 4 100 1,22
CraHpapt 5 200 1,82

7. OXXMOAEMbIE 3HAYEHUA

HacToatenbHo pekomenayeTcs, uto 6 Kaxaas nabopartopus yctaHosuna
CcobCTBEHHbIE HOPMarbHbIE 1 NaTONOrMYeckne 3HaueHus.

Mpu M3ydeHUn OYEBUAHO 3[0POBLIX B3POCIbLIX, WCMOMb3ys [OaHHbIA
Habop, BbiNy NonyYeHsb! cneaylowme gaHHble:

HaceneHue r (mME/mn)
Bapocnble XeHLMHbI:
donnukynspHas v nioteansHas gasa <20
%f:uil;i: nocT-meHonaysa 20-200

’ 20-100
My>XUYuHbI 3-12

8. KOHTPOJIb KAYECTBA

PekomeHayeTcs MCnonb3oBaTh KOHTPOMM COMMacHo rocyAapCTBEHHbIM 1
epeparnbHbIM NpasunamM. icnonb3oBaHue KOHTPONS AaeT BO3MOXHOCTb
NMOBCEAHEBHOW OLEHKM  OOCTOBEPHOCTM pesynbTaToB. Mcnonb3yinte
KOHTPOSN M HOPMASIbHOIO YPOBHS, 1 NaTONONMYECKOrO.

KoHTponu n cootBeTcTBYIOWME pe3ynbTaTel QC nabopaTtopun ykasaHbl B
QC cepTtudukate, 4To NocTasnsieTcsi ¢ HA6oOpoM. BenuuuHbl, ykasaHHble
B [aHHOM cepTudmkate COOTBETCTBYIOT FOTy HaGopa W [OOSKHbI
MCMOSb30BaTbCA AN CPABHEHUS] pe3ysibTaToB.

Takke peKoMeHAyeTCst UCNONb30BaTh HaLMOHaNbHbIE Y MeXAyHapoaHble
nporpaMMbl OLEHKM KayecTBa AN NOATBEPXKAEHUS [OCTOBEPHOCTM
pe3ynbTaToB.

McnonbayiiTe COOTBETCTBYIOLWMIA CTAaTUCTUYECKUA MeToh AN aHanusa
BENMUUMH KOHTpons. Ecnu pesynbTatbl aHanusa He nonagawT B




YCTaHOBMEHHbIE rpaHuLbl MaTepuanos KOHTPOIS!, pesyrbTaThl SBSOTCS
HE JOCTOBEPHLIMU.

B TakoMm cnyy4ae npoBepbTe CriefylolWMe [aHHble: yCTpOWCTBa
NUNeTUPOBaHUS U U3MepeHUsl BpeMeHW; POTOMeTp; AaTbl NPUrOQHOCTH
peareHToB, YCMOBWSI XpaHeHWs M UHKyGauuu, MeToAbl acnupauuu wu
NPOMbIBaHWSI.

Ecnu He oBHapyxeHo owwmnbku, obpaTutech k Baluemy noctasLumky.

9. XAPAKTEPUCTUKU AHATIU3A
9.1 uHamMn4yeckuin guanasoH aHanusa
NnanasoH aHanu3a HaxoguTcs mexagy 0-200 MME/mn.

9.2 CneundnYHOCTb aHTUTEN (NepeKkpecTHasi PpeakTMBHOCTL)

Cnepyowime martepuanbl  ObinM  NpoBepeHbl Ha  MEepeKpecTHyo
PeaKkTUBHOCTb.
MpoTecTupoBaHble KoHueHTpauums WHTeHCMBHOCTB
rOpMOHbI uBeTa,
3IKBUBarneHTHas
JII B cbiBOpOTKE
(MME/mn)
HGG (WHO 1% 200 MME/mn 52
IRP75/5370)
TSH (WHO 2™ IRP 62 mknME/mn 3,0
80/558)
FSH (WHO 1% IRP 200 MME/mn 2.5
68/40)
lpumeyaHue:

GepemeHHocmb 8edem K mnoebiweHHOMYy yposHio XIY, nosmomy
ucnonb3oeaue NOA JIIr He pekomeHOyemcsi 80 epemsi bepemeHHOCMU
unu cpa3sy rnocrne podos.

9.3 AHanuTuyeckasi YyBCTBUTENbHOCTb

AHanuTuyeckasi 4yBCTBUTENbHOCTb ObiMa BblYMCIIEHA M3 CPefHro
3Ha4YeHus1 NMNC ABYX CTaHAAPTHLIX OTKNOHeHW 20 pennvMkaTtoB aHanmsa
0 crangapTa n coctaBuna 1,27 MME/mn.

9.4 ToyHOCTb
9.4.1 ToyHOCTbL BHYTpY aHanusa

O6pasey 1 2 3
CpegHee (MME/mn) 2,71 15,72 28,33
CraHgapTHoe oTknoHeHvne (MME/mn) 0,21 0,71 1,29
KB (%) 7,62 4,54 4,57
Kon-Bo 10 10 10
9.4.2 ToyHOCTb MeXAy aHanusamm
O6pasey 1 2 3
CpegHee (MME/mn) 2,33 15,36 28,96
CrtaHgapTHoe oTknoHexnue (MME/mn) 0,26 0,50 1,29
KB (%) 11,02 3,22 4,45
Kon-Bo 10 10 10
9.5 BocctaHoBneHue
Ob6pasubl  6biNn  oboralleHbl pobaenenvem JII pactBopoB npu

M3BECTHOWM KOHLeHTpaumm 1:1.
OxugaemMble 3Ha4eHUs1 Obiny BblYMCIEHbl YMHOXeHNeM KoaddumumeHTa
VN3MEepPEeHUI 1 oxXuaaemMbix 3HaveHun Ha 100.

Cbl-{ OHporeH | OobaBn. U3mep. Oxunpaembin* | Boccra-
Bo-| HbIM I nr koHu. NI nr (mME/mn) HOBIe-
por| (MME/m | (MME/m | (MME/mn) Hue
- n) n) (%)
Ka
1 7,7 0 7,7
100 98,2 103,9 94,5
50 55,9 53,9 103,8
20 25,6 23,9 107,4
10 12,9 13,9 93,0
2 23,6 0 23,6
100 101,7 111,8 90,9
50 59,9 61,8 96,9
20 31,0 31,8 97,5
10 19,8 21,8 90,7
3 52,7 0 52,7
100 114,2 126,3 90,4
50 70,9 76,3 92,8
20 42,8 46,3 92,2
10 32,6 36,3 89,7
(*OnporenHbii NMN/2 + pobasneHHbin JIIT yepe3 1:1 pas3basneHue

CbIBOPOTKU oboraluaroLmm MaTepmanom.)

EIA-1289, LH ELISA (Serum)

9.6 JInHerHOCTb
(Cm. Tabnuuy B opurnHane MHCTPyKLUMm).

10. OTPAHMEYEHUA NCNOJNIb30OBAHUA

10.1 Bnusilowme BellecTBa

'emornobuH (go 4 mr/mn), 6unupybuH (go 0,5 mr/mn) u Tpurnuuepuab
(mo 30 mr/mn) He BNUAKOT Ha pe3ynbTaTbl aHanM3aa.

10.2 BnusiHue nekapcTsB
[o cerofHsilIHEro oHs He M3BECTHbI BELLECTBa (NnekapcTaa), YTo BrMSOT
Ha nsmepenue JI" B obpasue.

10.3 «Xyk-3adpchpekT» BbICOKOW A03bI
He Habnopganock adpcbekta go 10 000 mME/mn T

11. NIPABOBbIE ACNEKTbI

11.1 JlocToBEpHOCTb pe3ynbTaToB

TecT fomkeH NPOBOAUTLCSA TOYHO C MHCTPYKLUMEN npoussoautens. Takke
nonb3oBaTenb [OMKEH CcrnefoBaTb — HauMoOHanbHbIM - CTaHdapTam U
3akOHaM. OTO OCOOEHHO OTHOCUTBLCA K WCMONb30BaHWUIO KOHTPOMEW.
OyeHb BaxHO Bcerga BKMOYaTb B aHanmM3 [OCTATOYHOE KONMUYEeCTBO
KOHTpOnew ANnsi OLEHKM JOCTOBEPHOCTM 1 TOYHOCTU aHanusa.

TecToBble pe3ynbTaTbl JOCTOBEPHbIE, TOMBKO €CMK KOHTPOMM nonagawT
B yKasaHHble rpaHuubl U ecnu Bce apyrMe napameTpbl COOTBETCTBYHOT
cneymdukaumn.

11.2 TepaneBTU4YECKUE 3aKNOYEHUA

TepaneBTUYECKOE 3aKMYEHUE HUKOrAa He [OOSMKHO OCHOBLIBATbCS Ha
pesynbTaTax nabopaTopHbix uccriegoBaHuin. OHO [OMKHO yuuThiBaTb
MONHOCTBIO BCHO KIMHUYECKYIO KapTUHY nauueHTa.

TecToBble pe3ynbTaTbl He AOIMKHbl ObITb €AMHCTBEHHLIM (hakTOpPOM, Ha
OCHOBE KOTOpPOrO CTaBUTCS TepaneBTUYEeCcKoe 3aKIioyYeHne.

11.3 HagexHocTb

JTiobble n3MeHeHusi Habopa W/WnM CMEeLUMBaHWS KOMMOHEHTOB pPasHbIX
FNIOTOB MOTYT OTpMLUATENbHO BNUATL Ha pe3ynbTaThl TecTa.

Takve mogudmkaLum He MoryT GbiTb MPUYMHON ANs 3aMeHbl Habopa.
JTiobble NoBpexaeHus Npu TpaHCNOpPTUPOBKE Habopa He sBnsieTcs nog
OTBETCTBEHHOCTbIO NPOU3BOANTENS.

UHpopmayus Ons 3akasa:

umn «gUAMEB»
yn. YepHoeona, 97,
2. MeaHo-PpaHKosck, 76005
men.: +38 (0342) 77 51 22
men/chakc: +38 (03422) 77 56 12

e-mail: info@diameb.com
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