DIANER

HaGop ansa KkonnyecTBeHHOro onpeneneHus
NMPOJIAKTUHA B cbiBOpOTKe

Kam. Ne :102-1291

Konuyecmeo 196

Mpouseodumens : DRG (CLLA)

BHumaHue: ocHosol rnpu rnpogedeHuu aHanusa sensemcs

opu2uHal UHCMpYKUUU Ha aHarsl. Aa3bike
Memoduka om 06/2008
[aHHbIW aHanNu3 NnpegHa3Ha4eH TONbKO ANl AUAarHOCTUKM in vitro.

2. MPUHLUMN METOOA

Habop DRG nponaktnH EIA ectb TBepaodasoBbii 3H3MMHO-CBSA3aHHbIV
MMMyHOCOPBeHTHbIN Habop (ELISA), ocHOBaHHBIN Ha NPUHLMNE «CIHABUYAY.
MWKPOTUTPALIMOHHbIE FTYHKW, MOKPbITbIE MOHOKIIOHANbHBIM  aHTUTENOM K
©VHCTBEHHbIM B CBOEM pOAE aHTUIeHHbIM AeTepMUHAHTaM Ha NPONakTWH-
monnekyn. CbiBOpOTKA  MaUMEHTOB, C  9HAOrEHHbIM  NPONaKTUHOM
MHKYGMpPYeTCs B MyHKaX, NOKPbITbIX S3H3UMHBIM KOHbIOFraToOM (aHTWU-NPONaKTUH-
CblBOPOTKa, KOHblOTMpoOBaHa C  nepokcupgason). [ocne  mHKyGauwm
HECBS3aHHbIA  KOHblOraT BbIMbIBAeTCA BOAOW. KonmmyecTBo CBA3aHHOW
nepokcuaasbl NPONOPLMOHANbHO  KOHLIEHTpauuyM nponakTuH B obpasuax.
Mocne pob6aBneHus pactBopa cybcTpaTta, HacbIWEHHOCTb OnpeaensemMoro
LBeTa NponopLUuoHanbHa KOHLEHTpaLum NponakTHa B CbIBOPOTKeE.

3. NIPEAOCTEPEXEHUA

e [1na guarHoCTuKM in vitro.

e OtoT Habop MOXeT cofepxaTb peareHTbl, MNPUroTOBMEHHbIE W3
YeroBeyeckon CbIBOPOTKM wnu nna3ma. Mcnonb3oBaHHble CbIBOPOTKa
Unn nnasma TecTMpoBanucb MeTOAOoM, yTBepXaeHHbIM FDA, u HanaeHo,
YTO OHM He cogepxaT aHTuten kK BUY-1/2, HCV n HBsAg. Tem He meHee,
TaK Kak He CyllecTByeT MeToAa, AaloLLero MNosiHylo rapaHTUio OTCyTCTBUS
BWY, HCV, Bupyca renatuta B unu kaknx-nmbo Apyrux MHMOEKLMOHHBLIX
areHToB, TO C [aHHbIMW peareHTamu Hago obpawaTtbca kak ¢
NoTeHUManbHO MHAEKLMOHHO-0MACHbIM MaTepranom.

e [lepen HavanoMm aHammaa BHMMATENbHO MNpOYMTaWTE WHCTPYKLMIO.
Mcnonb3yiiTe AeiCTBYIOLLYIO BEPCUIO, YTO MOCTaBNsAeTcs ¢ Habopom.

e MwkponnaHweTt coaepxuT pasfenbHble cTpunbI. Xpanute
Hencnosnb3oBaHHble CTpuMbl Np 12-8 C B 3anevaTtaHHOM nakeTe.

e [lunetnpoBaHne obpasLOB 1 peareHToB He0bXoAMMO NMPOBOAUTL ObICTPO
1B OAMHaKOBOM Nopsfke.

e He ncnonb3ynte oanH pesypByap Ans pasHbix peareHToB. OcobeHHo 3To
kacaeTcsi pesepByapa Ans cybctparta. Micnonb3osaHne pesepsyapa Ans
pacTBopa cybctpaTta Mnocfy ero UCrosib3oBaHue Afs KOHblorata MoXeT
nNpuBECTU K W3MeHeHWlo okpaca. He BnvBanTe peareHTbl Hasag B
dnakoH, aT0O MOXeT NPMBECTU K KOHTaMUHALIW.

e TuwaTenbHO nepemMeluMBanTe  COAEPXMMOE siYeeK Ans MNonyyYeHus
[AOCTOBEPHbIX Pe3ynbTaToB, He UCMOMb3YNTe MUKPOSHENKN NOBTOPHO.

e He ponyckanite BbICbIXaHUsl sl4eeK BO BpeMsi aHanusa; gobasnsiite
peareHTbl HeMe[TEHHO MOCre LWaroB NPOMbIBAHUS.

o [lpuBeauTe peareHTbl K KOMHaTHoM TemnepaType (21-26C) nepen
HayanoMm TecTa. TemnepaTypa BMMSIET Ha CYMTaHHylo abcopbuuio.
OpHako Ha 3Ha4YeHWs1 NaLMEeHTOB 3TO He BMUSeT.

e He nunetupynte pToMm U unsberamte KOHTaKTa KOXW W CAM3UCTBIX C
peareHTamu.

e N3beraviTe KOHTAKTOB C KACMOTOM CTOM pacTBopa. OTO MOXET NPUBECTM K
pasapaxeHuUIo KOXu 1 oXxoram.

e lcnonb3ynTe ogHopasoBble nepyaTtkv npu obpalleHnn c obpasuamu u
peareHTamn. Mwukpobuonornyeckoe 3arpssHeHve peareHToB unn
06pa3LoB MOXET BNUATL Ha pe3ynbTaThl.

e [lpn paboTe HeobOXOAMMO NPUAEPKMBATLCA pPeErfamMeHTUPOBAHHbLIM
npasunam 6e3onacTtHOCTU.

e He ncnonb3yiiTe peareHTbl MOCHE UCTEYEHUSI CPOKA MPUTOLHOCTY.

e Heobxogumo npupepxmBaTbCs BCEX OOBbEMOB, OMUCaHHbIX B
WHCTPYKUMK. ONTUMarnbHble TecToBble pesynbTaTtel ByayT nonyyeHs! npu
UCMonb30BaHUN KannobpupoBaHHbIX MINETOK W  MUKPOMNIaHWeTHOro
puaepa.

e He cmewwuBaniTe KOMMOHEHTbI pa3Hbix HabopoB. He pekomeHpyeTcs
MEHATb MeCTaMMu NYHKU pasHbIX NMaHLETOK Aaxe OT ogHoro Habopa.
Habopbl MoryT TpaHCnopTMpoBaTbCA pasHbiMM cnocobamu, NO3TOMy
A0MNycKaeTCs He3HauYUTeNbHOe pasnuyne.

e 3Berarite kOHTaKkTa co cTon pactBOpoM. OH MOXET Bbl3BaTb OXeEru.
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HekoTopble peareHTbl mMoryT cogepxatb [NpoknuH 300, BND
u/vn MIT B KayecTBe KOHCepBaHTOB. [1pyn KOHTaKTe C KoxeW
Unu rnasamuv npomolite 60MnbLLINM KONMYECTBOM BOAbI.

e TMB cybcTpaT MOXET Bbi3BaTb pa3gpaXKeHus KOXu unu rmas. B
Cnyyae KoHTakTa NnpomMonTe 60MbLUMM KONIMYECTBOM BOAbI.

e XuUMUKanNUM W NPUrOTOBMEHHbIE UM UCMONb30OBaHHbIe
peareHTbl Heobxoanmo  obpabaTtbiBaTb cornacHo
TpeboBaHusim 6e3onacHocTy.

e OrTHOCWUTENBHO WHGOpPMauuM  no 6Ge3onacHocTW, KoTopble

BKIMIOYEHbI B Habop, cneayinTe nNUCTy AaHHbIX No 6e3onacHocTy.

JlueT paHHbIX 6e3onacHoCcTy AocTyneH no TpebosaHwmio.

4. KOMNOHEHTbI HABOPA
4.1 Copepxumoe Habopa

1. MukpoTuTpoBanbHble NYHKU, 12x8 (oenumeie),
NOKpbITble aHTU-NponNakTMH MOHOKMOHabHbLIMU
aHTUTENnamu (96 nyHok).

2. CraHpapTt (ctanpapt 0-5), 6 dn.
(nModunuampoBaHHbie), 1 mn.

KoHueHTpauus: 0; 5; 20; 50; 100; 200 Hr/mn.

Koneepcus: 1 Hr/imn = 21,1 MME/n.

Copepxut 0,03% MpoknmHa 300, 0,015% BND u 0.01%
MIT B ka4yecTBe KOHCEpBaHTa.

3. ®depMeHTHbIW KoHblrart, 1 ¢n.,11 mn, rotoBoe K
Mcrnonb3oBaHuio. AHTU-PONAaKTUH-aHTUTENO, KOHbLIOMU-
pOBaHHOE C NEepPOKCMAa301 XpeHa.

4. PactBop cy6cTtpata, 1 on.,
ncnonessosaHutio TMB.

5. Cron pactBop, 0,5 M H,SO4, 1 dn., 14 mn, rotoB K
UCMOSb30BaHUIO.

M3beranTte KoHTakTa co cTton-pacTBopoM. MoxeT npuBecTu K

pasapaxkeHuIo KOXN 1 oXoram.

*BND = 5-6pomMo-5-Hutpo-1,3-guokcaH

MIT = 2-meTun-2H-nsoTnason-3-oaunH
lMpumeyaHue: [JononHumenbHbili 0 cmaHOapmOnsi pasbaeneHusi
0bpasyoe npedocmassissiemcsi no 3anpocy.

14 wmn, roToB K

4.1.1 Heo6xoaumble, HO He NOCTaBnsieMble MaTepuanbl
. MuKponnaHweTHbIi  pugep, CMNOCOBHBLIN  NPOBOAWUTH
nameperusi npu (450 Hv £ 10 HMm).
e  KannbpupoBaHHbIE TOYHbIE MUKPOMMUMETKU.
e  ABcopbupytowas bymara.
e  BugncTunnuposaHHas Boaa.

4.2 XpaHeHue n cTabunbHOCTbL Habopa

Mpun xpaHeHun npu 2-8°C HEBCKpbITble peareHTbl 6yQyT COXpaHsiTb
CBOI0 aKTMBHOCTb IO OKOHYaHWsA Cpoka rogHocTu. He vcnonbayiite
peareHTbl Mocne Cpoka rogHOCTH.

Bce BckpbiTble peareHTbl [OMKHbl  XpaHUTbLCA  Mpu 2-8°C.
MyikponnaHLieT HeobxoauMo xpaHuTb npu 2-8°C. Mocre BCKphITUS
nakeTa, HeobxoAMMO TLiAaTeNbHO ero 3anevaraTb.

BekpbIThii HAabop COXpaHseT CBOK aKTMBHOCTb B TeYeHun 2
MecsLieB Npu Hagnexallem XpaHeHuu.

4.3 MpurotoBneHne peareHToB
MpuBegute Bce peareHTbl U CTpUNbI, YTO OyAyT NCMONb30BaTLCA K
KOMHaTHOW TemnepaType.

CmaHdapmbli

PasbaBbTe  nuounNu3npoBaHHOE  coaepXumoe
craHgapTa ¢ 1,0 Mn aucTMNNMpoOBaHHOM BOAbI.
lNpumeyvaHue: PasbasneHHbie cmaHOapmbl cmaburibHbl 2 mecsiya
npuo2-80C. [ns 6onee 0numenbHO20 XpaHeHUsi — 3amMoposbme 00
-20°C.

cnakoHa

4.4 YHn4TOXEHMe Habopa

YHUYTOXEHMNE Habopa Heobxoanmo aenatb  cormacHo
TpeboBaHusaM no 6esonacHocTu. CneumansHas nHpopMauma ans
[aHHOro NpoAyKTa ykasaHa B NMcTe AaHHbIX No 6e3onacHocTy.

4.5 NMoBpexaeHne Habopa

Mpu nospexaeHun HaGopa  WNM KOMMOHEHTOB, Heo6XxoaMMo
YBEOMUTL MPOW3BOAUTENS B TEYEHWUM 1 HEAENW NOCMe NoNyYeHNs!
Habopa. MoBpexaeHHbIe KOMMOHEHTbI HE [AOJKHbI UCMOSb30BaTLCA
B aHanuse. VIx HeoBX0ANMO XpaHUTb 40 NOMYyYeHUst 3aMeHbI, nocne
YEro YHUYTOXMTb.

5. OBPA3LbI

[Ons aHanuM3a [dofmKHA WCNofb30BaTbCs  TOMbKO  CbIBOPOTKA.
Wcnonb3oBanme EDTA wunu renapuHoBbix 06pasuoB MOXeT
NPUMBECTU  K3aBblLUEHHbLIM BEMMYMHAM, a WUCnonb3oBaHue

LMTPaTHON Nrasmbl MOXET [AaBaTb 3aHWKEeHHbIE BENUYMHBI.
He ucnonb3ayite ana aHanusa reMonU3vMpOBaHHbIE, UKTEPUYECKUE
¥ niMnemuyeckne npobbl.



MoMHWTE: He A[OMKHbI WUCMONb3oBaThCH 06pasubl, 4TO copepxaTt asug
HaTpusi.

5.1 3ABOP OBPA3LIOB

CbIBOpOTKa:

CobepuTe kpoBb BeHOMyHkuMen (Hanp. Sarstedt Monovette # 02.1388.001),
pavite BO3MOXHOCTb  CTyCTUTbCS n  oTgenute CbIBOPOTKY
LeHTpodyrmpoBaHneM npu KOMHaTHOM TemnepaTtype. He ueHTpudyrnpyite
[0 monHoro ocaga. [And nauuMeHToB, YTO MOMYYUNM  @HTUKOAryrsiHTHYO
Tepanuio, MoXeT ObiTb Heobxoanmo Gonbluee Bpems ANs ocaga.

5.2 XpaHeHue obpa3uoB

O6pasLibl AOMKHbI BbITb 3aKPLITLIMU U XpaHUTLCS 40 5 AHei npu 2-8°C.

[ina 6onee anutensHoro nepuoaa obpasLbl AOMKHbI BbITb 3aMOPOXEHbI [0 —
20°C n xpaHuTb [0 npoBedeHWs aHanusa. OTTasBlMe 06pasLibl
nepeBepHUTE HECKOIbKO pa3 nepes aHannsom.

5.3 Pa36aBneHue obpasuoB

O6pasubl € Ha4anbHbIMW 3HAYEHUSIMW BbICLLIMMUW, YEM HauBbICLLUUIA CTaHAapT
Heobxoaumo pa3baBuTe 0 cmaHAapmomM 1 NOBTOPHO aHanu3npoBaThb.

[ns BbIUMCNEHNS KOHLUEHTpauuu 3ToT dhaktop pasbaBrneHuss Heobxoammo
yyecTb.

Hanpuwmep:

a) Pasbaenenue 1:10:
(TLwaTenbHO NepemelanTe);
6) PasbasneHwve 1:100: 10 mkn pas6aBnenHus «1:10» + 90 mkn O
CTaHgapTa (TwaTenbHo nepemeLlanTe).

10 mkn ceiBopoTkm + 90 mkn O craHpapTa

6. MPOLIEAYPA TECTA

6.1 O6wwme 3ameyaHus

1. lepen wcnonb3oBaHWEM BblAEPXWUTE BCEe peareHTbl MpU KOMHaTHOM
Temnepartype. TwartenbHO MepemelLaiTe BCe peareHTbl U 06pasubl
nepep ncnonb3oBaHWeM, Nerko nepesopaynsas 6e3 obpa3oBaHNs NeHbI.

2. [Mocne Hayana TecTta BCe aTarnbl HYXHO BbIMOMHATL 6€3 NepepbIBOB.

3.  Wcnonb3ayiiTe kaxabii pa3 HOBble MMACTUKOBbIE MUMETKU AN KaXAoro
cTaHgapTa, obpasua 1 KOHTPONa AN NpefoTBpalleHnsl MepekpecTHOro
3arpsisHeHus.

4. Abcopbumsa saBnsieTcs yHKUMENn BpeMeHu MHKybauuu n Temnepatypbl.
MpurotoBbTe BCe Heobxoaumoe nepen Hayanom Tecta, 4ToObl He
TpaTUTb BPeMsi BO BPeMsi CamMoro Tecta.

5 B OCHOBHOM 3H3UMHas peakums
NponopL1oHanbHON BpeMeHW 1 TemnepaType.

6. [unetupoBaHue BCex cTaHAapToB, 06pa3LOB M KOHTPOMEN Heo6XoANMO
3aKOHYUTb B TeYeHUM 6 MUHYT (MOMHMTE 3TO NpU  PyYHOM
nMNeTUpoBaHum).

sBnsieTcs TNINHENHO

6.2 NpoBeaeHne aHanusa
B kaxxgoi npoueaype AOIMKHA UCMONb30BaTbCs CTaHAapTHas KpuBasi.

1. 3akpenute Tpebyemoe KONMUYECTBO MWKPOTUTPOBANbHbLIX IYHOK B
AepxaTtene.

2. TMuneTkon BHecute 25 MKN KaXdoro ctaHgapTta, KOHTpons u obpasua,
MCNonb3ys HOBbIE HAKOHEYHWKW, B COOTBETCTBYIOLLME NYHKN NMaHLweTa.

3. [Jo6asbTe 100 MKN 3H3MMHOrO KOHbIOraTa B KaXayto MyHKy nnaHweTa.

4. TwaTenbHo nepemewanTe Ha npoTsbkeHun 10 cek. OuyeHb BaXkHO
AOCTUYb NOMNHOro CMELUNBAHWS Ha JaHHOM 3Tane.

5.  Wukybupyinte B TedeHnr 30 MUHYT Npu KOMHATHOW TeMnepaType.

6. BbITpAxHUTE cogepXnmoe nyHOK.

Mpomoiite anctunnuposaHHol Bogo 5 pa3 (300 mMkn Ha nyHky). Pe3ko

BCTPSIXHWUTE MMaHLWeTKy Hag unbTpoBanbHow Gymaron ons yganeHus

OCTaTKoB BRaru.

BaxHoe 3ameyaHue:

YyBCTBMTENBHOCTE M TOYHOCTb aHanu3a 3aBUCUT OT NPaBWUIIbHOMO

MCMOMHEHNs Mpoueaypbl MPOMbIBaHMSA!

[o6aebTe 100 mkn pacTBopa cybcTpaTa B Kaxayto NyHKy.

MHkybupynte 10 MUHYT Npu KOMHATHOW TemnepaType.

[obaBbTe 50 MKN CTON peareHTa B KaXAYH JIYHKY.

0. V3mepbTe onTUYecKyto NIOTHOCTb Kaxaon nyHku npu 450 HM £ 10 Hm B

TedeHun 10 MUHYT nocne fobasneHns cTon pacTeopa.

S 0N

6.3 BbluncneHue pe3ynbTaToB

1. BbluucnuTe cpepHioo abcopbumio Ans Kaxaoro craHgapTa, KOHTpons u
obpasua.

2. TMocTponte cTaHOapTHYK KPMBYIO OTKNaAbiBas CpeaHo abcopbuumto
NOMyYeHHy Ofsi KaKAoro cTaHAapTa NpOTMB €ro KOHUEHTpauuu npwu
3Ha4yeHun abcopbumm Ha ock Y U KOHLEHTpaLum Ha ocu X.

3. Wcnonb3ys 3HaveHne cpepHen abcopbumm ana kaxgoro obpasua,
onpejennTe  COOTBETCTBYIOLLYH KOHLEHTpPaUulO  Ha CTaHgapTHOW
KPUBOW.

4. ABTOMaTM4eckMe [aHHble, KOMMbIOTEPHbIE MpOrpammbl, KybGuyeckumn
cnnuH, 4 PL unu norapudmuyeckuii Takke 4aoT XopoLlune pesynbTarthl.

5. KoHueHTpauusi o6pa3LoB MOXET CYMTaTbCsl CO CTaHOApPTHOM KPUBOWM.
O6pasupbl ¢ KOHUEHTpauMehn BbIle, YeM KOHLEHTpaLus HauBbICLLErO
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CTaHgapTa HeobxoaMmo pasbaBuTb. [lpyn  BblYMCREeHUM
KOHLUEeHTpauun 3TOT daktop pa3basneHus Heobxogmmo
yunTbIBaTD.

6.3.1. TMUNUYHbLIN NpUMep CTaHOAPTHOW KPMBOM

MocnepnytoLwimne AaHHble MCMOMb3YHTCA TOSbKO B
AEMOHCTPALMITHHBIX Liensx 1 He AOMMKHbI UCMOMb30BaTCA BMECTO
06paboTkn AaHHbIX BO BpEMS aHanusa.

Cranpapt Hr/mn OnTuy. ea. (450 HM)
Crangapt 0 0 0,04
Crangapt 1 5 0,13
Crangapt 2 20 0,40
CrangapT 3 50 0,80
Cranpgapt 4 100 1,34
CrangapT 5 200 1,92

7. OXXKMOAEMbIE 3HAYEHUA

HactoatenbHo pekomeHgyeTcs, 4to 6 Kaxpgas nabopaTtopus
ycTaHoBMNa COOCTBEHHble HOpMarbHble W naToriornyeckue
3HaYeHus.

Mpwn n3yyeHnn o4eBnaHO 30POBbLIX B3POCHbIX, UCMOMb3YS AaHHbIN
Habop, 6Ny NonyyeHsbl crneayolme aHHble:

MNonynsauusa CpenHee co 5% 95%
(Hr/ma) (Hr/mn) MPOLEeHTUNb MPOLEHTUNb

Hr/mn Hr/mn

My>X4uHbI 6,44 5,50 0,94 20,94

YKeHLWnHbI 14,27 5,88 2,39 25,15

8. KOHTPOJIb KAYECTBA

PekomeHpyeTcs MCMorb30BaTh KOHTpOMK cornacHo
rocygapcTBeHHbIM U dhefepanbHbiM npasunam. Mcnonb3osaHune
KOHTpOnsi naet BO3MOXHOCTb NoBCEAHEBHOW OLIEHKM
[OCTOBEPHOCTM  pe3ynbraToB.  Mcnonmb3ymte  KOHTponM 1
HOPMarnbHOro YPOBHS, M MaTONOrMYECKoro.

KoHTponn un cootseTcTBylowme pesynbtatel QC nabopatopum
ykasanbl B QC ceptucdukate, 4to nocrtaensetcad ¢ Habopom.
BennuuHbl, ykasaHHble B AaHHOM cepTudmkate COOTBETCTBYIOT
noty Habopa W [OMKHbI WUCMONb30BAaTbCA ANS  CPaBHEHWSA

pe3ynbTaToB.
Takke  pekoMeHAyeTCs  MCMOMb3oBaTb  HAaLMOHaNbHble U
MexXayHapoaHble nporpamMmMbl  OLEHKM  KayectBa  Ansi

noaTBEPXAEHUS OCTOBEPHOCTU Pe3yNbTaToB.
Mcnonb3yinte COOTBETCTBYIOWUMW CTATUCTUHECKUA MeTond  Ans
aHanusa BenuuMH KoHTpons. Ecnu pesynbTatbl aHanu3a He
nonagarT B YCTAaHOBMEHHbIE rpaHWLbl MaTepuanoB KOHTPOIS,
pesynbTaThbl ABNSATCA HE LOCTOBEPHbLIMU.

B Takom cnyyae npoBepbTe Ccrnegyllme [aHHble: YCTPOWCTBa
NUNeTUpPOBaHUs U U3MEPEHUST BpeMeHu; OoToMeTp; [AaTbl
NPUroAHOCTN peareHToB, YCIOBUS XpPaHEHNs U MHKybaumn, meTogpl
acnvpaumm U NpoMbIBaHUS.

Ecnu He oBHapyxeHo owmnbku, obpaTuTech K Bawwemy noctaBLUmMKy.

9. XAPAKTEPUCTUKU AHATTU3A
9.1 AMHamMnyeckui guanasoH aHanusa
[nana3oH aHanusa Haxoautcsa mexay 0,35-200 Hr/mn

9.2 CneundUYHOCTL aHTUTEN (NepeKpecTHas peakKTUBHOCTD)
Crnepnylowme matepuansl Obiv MpoBepeHbl Ha NepeKkpecTHYo
peaKkTUBHOCTb.

np0TeCTVIpOBaHbIe KOHLl,eHTpauVIil WHTEeHCUBHOCTL
FOPMOHbLI uBeTa,
3KBUBaneHTHas
NPONIakKTUHy B
CbIBOpPOTKe
(Hr/mn)
HGG (WHO 1% 62,500 MME/mn 0
IRP75/5370) 125,000 MME/mn 0
250,000 MME/mn 0
500,000 MME/mn
TSH (WHO 2™ IRP 250 MKME/mn 0
80/558) 500 MKME/mn 0
LH (WHO 1% IRP 68/40) 500 MME/mMn 0
1000 MME/Mn 0
FSH (WHO 1 IRP 250 MME/mn 0
75/504) 500 MME/Mn 0
HGH (WHO 1 IRP 1000 mkr/mn 2,5
66/217)




9.3 AHanuTnyeckas 4yBCTBUTENbHOCTb

AHanuTu4eckasi YyBCTBUTENbHOCTb Oblna BblMMCNEHA [ANs CPeAHEro Mioc
0Ba CTaHOapTHbIX OTKMNOHeHun 20 pennvkaHToB aHanu3a 0 cTtanHgapTa u
paBHo 0,35 Hr/mn.

9.4 ToyHOCTb
9.4.1 TouyHOCTb B NpeAenax aHanusa

O6pasey 1 2 3
KonnyectBo konuw 10 10 10
CpegHee (Hr/mn) 6,16 14,10 32,48
CTtaHgapTHOEe OTKINOHEHWE 0,28 0,41 1,91
KoadbcpuumeHnt Bapunaumm (%) 4,58 2,91 5,87

9.4.2 TOYHOCTb MexAy aHanvMsamu

O6pasey 1 2 3
KonnyectBo konuw 12 12 12
CpegHee (Hr/mn) 5,96 12,64 25,99
CTtaHgapTHOe OTKINOHEeHWe 0,37 0,71 1,53
KoadbcpuumeHnt Bapunaumm (%) 6,22 5,64 5,90

9.5 BocnpousBogMmMocTb
O6pasupbl 6binv oboralleHbl
WU3BECTHOWM KOHLEeHTpaumm 1:1.

foGaBneHMem nponakTvHa pacTeopa npu

% BOCCTAHOBNEHUs  Obin BbIYUCIIEH  YMHOXEHWeM  KoadduumeHTa
U3MepeHu 1 oxungaemblx aHadeHmn Ha 100.

06-| dHporeHHbIN | Jobasn. U3mepe- | Oxupaema| Wsene-

pa-| NponaKTUH [MPONaKTUH| HHasi KOHLW.| #A* KOHU. | YyeHue %

3eu (Hr/mn) (Hr/mn) Hr/mn Hr/mn

1 8,4 0,0 8,4
10,0 13,8 14,2 97,4
25,0 29,9 29,2 102,6
50,0 51,5 54,2 95,1
100,0 90,0 104,2 86,4

2 20,0 0,0 20,0
10,0 22,0 20,0 110,
25,0 34,3 35,0 98,1
50,0 52,2 60,0 87,0
100,0 94,9 110,0 86,3

3 31,8 0,0 31,8
10,0 26,2 25,9 101,3
25,0 40,4 40,9 98,7
50,0 58,3 65,9 88,4
100,0 103,7 115,9 89,4

(*SHporeHHbIN NponakTuH/2 + nobaBneHHbIV NPoNakTUH Yepes
1:1 pasbaBneHne CbiIBOPOTKM oboraLlaloLwLmmM maTepmarnom.)

9.6 JIuHeHOCTb

O6pa- | PasBeaeHue U3mepeHHasa | Oxupaemas | UsBne-
3ey KOHLL. (Hr/Mn)| KoHL. (Hr/mMn)| YeHue, %)
1 Hepass. 8,40 8,38
1:2 4,22 4,19 100,8
1:4 1,98 2,09 94,4
1:8 1,15 1,05 109,9
1:16 0,58 0,52 111,0
2 Hepass. 20,0 19,96
1:2 10,74 9,98 107,6
1:4 5,56 4,99 111,4
1:8 2,75 2,49 110,2
1:16 1,28 1,25 102,2
3 Hepass. 31,80 31,81
1:2 14,35 15,91 90,2
1:4 6,95 7,95 87,4
1:8 3,55 3,98 89,2
1:16 1,76 1,99 88,7

10. OTPAHUEYEHME UCMOJNIb30BAHUA
HenpaBunbHoe obpalleHne ¢ obpasuamu unu mogudukaumus Tecta MoXeT
BNUSATb Ha pe3ynbTaTthl.

10.1 Bnusowme BellecTBa
emornobuH (8o 4 mr/mn), 6unupybuH (go 0,5 mr/mn) n Tpurnuuepuasl (Ao
0,9 mMr/mn) He BMUSIIOT Ha pe3ynbTaTbl aHanNM3a.

10.2 BnusiHne nekapcTs
o cerogHsiLLHEro AHs He M3BECTHblE BELLECTBa (N1ekapcTBa), YTO BNUSIIOT Ha
pe3ynbTaThl aHanu3a.

10.3 «Xyk-3chpcpekT» BbICOKOW [03bI
He Habrnoganocb addpekta Ao 2000 Hr/mMn NponakTuHa.

102-1291, Prolactin ELISA

11. NIPABOBbIE ACNEKTbI

11.1 locTOBEPHOCTbL pe3yfbTaToB

TecT QomKeH NPOBOAWNTBLCA TOYHO C MHCTPYKLMEN NpOu3BOAUTENS.
Tawke nonb3oBaTenb [OIMKEH crefoBath HaLMOHarbHbIM
cTaHgapTam M 3akoHam. 37O O0COBeHHO  OTHOCWUTBCH K
ucrnonb3oBaHuo KoHTponen. OyeHb BaXHO Bcerga BKMOYaTh B
aHanu3 [JOoCTaTOYHOE KOMUYECTBO KOHTpomnew Ans OLIEHKM
[OCTOBEPHOCTU M TOYHOCTM aHanuaa.

TecToBble pe3ynbTaTbl [AOCTOBEPHblE, TOMbKO €CMU  KOHTPOMK
nonagawT B yKasaHHble rpaHvubl U ecnu Bce Apyrve napameTpbl
COOTBETCTBYIOT CneLmukaLmmn.

11.2 TepaneBTHU4YeCKOE 3aKrnto4YeHue

TepaneBTMYECKOE 3aKIOYEHUE HUKOrAa He OOSMKHO OCHOBbLIBATLCA
Ha pesynbTatax nabopaTopHbix uccnegoBaHuii. OHO  [OMKHO
YUYUTBIBATb MNOMHOCTBIO BCHO KMMHWUYECKYH KapTWHY NauueHTa.
TecToBble pe3ynbTatbl He  [OOMKHbl  ObiTb  €AWHCTBEHHBIM
(hakTopoM, Ha OCHOBE KOTOPOrO CTaBUTCS TepaneBTU4ecKoe
3aKnoyeHve.

11.3 HapgexHocTb

JlioGble M3MeHeHust Habopa W/wunM cMmewmnBaHusi KOMMNOHEHTOB
pasHbIX JTOTOB MOTYyT OTpuLAaTENbHO BNMATb HA pe3ynbTaTthbl TecTa.
Takve mogmdvkaumm He MoryT ObiTb MPUYMHOM ANS 3aMeHbl
Habopa.

JTiobble noBpexaeHust Npu TPaHCMOPTMPOBKE Habopa He ABnseTcs
Nnof OTBETCTBEHHOCTbLIO NMPOU3BOAUTENS.

UHcpopmayus dns 3akasa:

ymn «QUAMEB»
yn. YopHoBona, 97 ]
r. UBaHo-®paHkKoBCcK, 76005
Ten.:+38 (0342) 77 51 22
Ten/cdakc: +38 (0342) 77 56 12

e-mail: info@diameb.com
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