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AnA onpeaeneHus
TUPEOTPOIMHOIO TOPMOHA (TSH)

Kam. Ne :EIA-41T1
Konuyecmeo 196
Mpouseodumens : DRG (Fepmanus)

Memoduka om 03-2011
Bepcus 6.0

BHumaHue: ocHogol rpu nposedeHuu aHanusa sensemcsi opuauHasn
UHCMPYKUUU Ha aHarsl. s3bIKe.

1. BBEOEHUE

1.1 HASBHAYEHUE

[ns  KOMWYEeCTBEHHOro  onpefderieHnst KOHLLeHTpauuu TUPeoTponuHa B
YernoBeYecKoi CbIBOPOTKeE.

HE NPEAHA3HAYEH ONA OBCINEOOBAHUA HOBOPOXOEHHbIX

2. MPUHUMN UCCNEOOBAHUA

Heobxogumble peareHTbl AN UMMYHO(EPMEHTHOrO aHanmsa BKYalT
BbICOKO adduHHble ¥ cneunduyeckme aHTUTEena  (SH3WMHble U
MMMOBUNN3NPOBAHHbIE) C Pa3HbIM U OTAENbHBIM MCMONb30OBaHNEM 3MUTONA,
B u30ObITKE, W HaTWBHbLIA aHTMreH. B 3ToW npoueaype vMeeT MeCTo
nMmmobunusaumsa BO BpeMS aHanu3a Ha NOBEPXHOCTW MUKpONMaHLIeTa Yepes
B3aMmopgencTeme aH™m-TTI, npusuTOro K JlyHKaM W SHAOrEeHHO
nobaBneHHoe MOHOKMNOHanbHoe aHTU-TTI aHTuTeno.

lMocne cmewwmBaHMst MMeeT MeCTO peakuusi Mmexay uKCUpoBaHHbIM
MOHOKMOHanbHbIM aHTUTENoM, depMeHTO-MeYeHHbIM BTOPUYHBLIM
aHTuTenom. Peakuusi mexay HaTUBHbIM aHTUrEeHOM W aHTuTenamu, 6es
KOHKYPUPOBAHUSA UMW CTepuyeckor Mnomexu Ans opMMpoBaHUSA CIHOBUY
KoMnnekca.

lMocne TOro, Kak OOCTUTHYTO paBHOBECWE, aHTUTENO-CBA3aHHas dpakums
OTAEenseTcs OT HEeCBSI3aHHOTO aHTWreHa [AekaHTauuen wunu acnupaumei.
depMeHTaTMBHasi aKTUBHOCTb B aHTMTENO-CBA3aHHOM pakumn npsmo
nponopLMoHansHo KOHLLeHTpaumm HaTMBHOro  aHTureHa. [pwm
MNCnonb3oBaHnn HECKOMbKNX pa3HblX YCTAHOBMEHHbIX CbIBOPOTOK C
MN3BECTHbIM 3HA4YeHMEeM  aHTUreHa, CTPOWUTCA  CTaHAapTHas KpuBas Wu3
KOTOpOW MOryT ObITb MOMy4YeHbl Hen3BeCTHble obpasLbl.

3. MIPEOOCTEPEXEHUA

e [N AmarHocTukm in vitro.

e OTHOCUTENBHO MHOpPMaumMM no 6e3onacHOCTW, KOTOpble BKIIOYEHbI B
Habop, cneaynTe NUCTY AaHHbIX NO 6e3onacHocTU.

e OJOtorT Habop MOXeT cogepxaTb peareHTbl, MPUrOTOBMEHHbIE U3
YernoBeYyecKo CbIBOPOTKM unu nnasma. Mcnonb3oBaHHble CbIBOPOTKA
Mny nnasma TecTupoBanucb MeToaoM, yTeepxaeHHbiM FDA, u HangeHo,
4YTO OHU He copepxart aHTuten k BUY-1/2, HCV n HBsAg. Tem He meHee,
TaK KaK He CyLlecTByeT MEeTOAa, AaloLLero NosHyo rapaHTuio OTCYTCTBUS
BWY, HCV, Bupyca renatuta B unu kakux-nm6o apyrnx MHMEKLMOHHbIX
areHToB, TO C [JaHHbIMW peareHTamy Hago obpawartbcs Kak ¢
noTeHunanbHO MHAEKLNOHHO-0NAcHbIM MaTepuanom.

e VI3BeraiiTe KOHTAKTOB C KMUCIOTOWM CTOMN pacTBopa. TO MOXET NPUBECTU K
pasgpaKeHUo KOXKKN 1 OXoram.

e He nunetupyinte ptom u usberamte KOHTaKTa KOXM W CRU3UCTbIX C
peareHTamu.

e He kypuTte, He nenTe, He elbTe U He NPUMEHSINTE KOCMETUKY B MecTax
paboTkl C peareHTamu.

e lcnonb3yiTe ogHOPa3oBble NepyaTku npu obpaieHun ¢ obpasuyamu n
peareHTamun. Mwukpoburonormyeckoe 3arpsisHeHne peareHToB unu
06pasLoB MOXET BNUATL Ha pe3ynbTarthl.

e O6pallanTech C peareHTamm cornacHo npasunam 6e3onacHocTH.

e He ucnonbayiiTe peareHTbl NOCHe UCTEYEHUSI CPOKa NPUroaHOCTMU.

e Heobxogumo npwuaepxmeaTbCs BCeX O0ObemoB, OMNUCaHHbIX B
MHCTPYKUMK. OnTuManbHble TeCTOBble pe3ynbTaThbl MPU MCMONb30BaAHMU
KannmbpupoBaHHbIX MUNETOK.

e He cmewmBanTe KOMMNOHEHTbI pasHbix Habopos. He pekomeHayetcs
MEHSATb MeCcTamy NyHKU pasHbIX MMaHWeToK Aaxe OT ogHoro Habopa.
Habopbl Moryt TpaHCnopTMpoBaTbCsi pasHbiMM crnocobamu, Mo3ToMy
[0nycKaeTcs He3HaunTenbHoe pasnuyme.

e  XuUMMKanuu v NpUroTOBMEHHbIE UMW WCMOMb30BaHHbIE  peareHTbl
Heobxoammo obpabaTtbiBaTb cornmacHo TpeboBaHusim Ge3onacHocTw.

e Jlnct paHHbIx GesonacHOCT AOCTYNeH No TpeboBaHuio.

3. HEOBXOOUMbIE MATEPUAITbl U OBOPYOOBAHUE
Mamepuasnbl, exodsiujue € cocmae Habopa:

. MukponnaHwerT, 12 x 8 (aenumMbIx) cTpunos, 96 nyHOK.

. CranpapTt (A-F): 0,4 mn, wecTb nakoHOB.
KoHueHTpauuu: 0(A), 0,25(B), 0,75(C), 2(D), 5(E) n 15 (F) MME/n.

. KoHtponb 1 u 2 — 0,4 mn/cn. KoHueHTpauumn cM. Ha 3TUKETKe.

. ®DepMeHTHbIN KOHBIOraT (FOTOBbIN K UCnonb3oBaHuio 12 mn/dn.

. PactBop cyb6ctpata — 12 mn, 1 chnakoH, (roToBbIf K UCMOMb30BaHNUIO
TMB).

. Crton-pactBop — 14 mn, 1 dnakoH, cogepxut kucnoty (0,25 monb/n
H2S0y).

EIA-4171, TSH ELISA
M3beraTb KOHTakTa CO CTOM-PacTBOPOM, OH MOXET BbI3BaTb
pa3XpaKeHUsi KOXKM 1 OXKOTU.
. MpoMbIBOYHBLIN pacTBop — 25 mMn, 1 dhnakoH (40-kpaTHo).
MpumeyaHue: [ononHumenbHbil 0 cmaHOapm 0ns pa3baeneHusi obpasyos
npedocmassnigemcs o 3anpocy.

4.2 Heo6xoduMble, HO He nocmaesJsisieMbie Mamepuasb!

. KannbpvpoBaHHbIi ~ MUKpONNaHWETHLIN  puaep,
npoBoanTb n3amepeHus npu (450 Hm + 10 HMm).
KannbpvpoBaHHble TO4HblE MUKPONUNETKM CMEHHOrO pasmepa.
MpomokaTenbHas bymara.

[ncTunnmposaHHas Boa UnNu 4eMOHN3NPOBaHHan BoAa.
Monynorapudmuyeckasa 6ymara unu MO ans 06paboTkn AaHHbIX.

CMNOCOOHbIV

4.3 YcnoBuA xpaHeHUs

Ecnu xpaHuTb npu 2-8°C HenoBpexAeHHble peareHTbl ByAyT COXpaHATb CBOKO
aKTUBHOCTb 4O OKOHYaHWA CPOKa roAHOCTW. He ncnonb3yite peareHTbl nocne
CpoKa rogHoCTU.

Bce BcKpbITble peareHTbl AOMKHbI XPaHMTbCS Npu 2-8°C. MukponnaHwer
HeobXxoAMMO XpaHUTb npu 2-8°C. Kak Torbko naket u3 onbrn Gbin OTKPLIT,
cneagyeT 6bITb BHUMATENbHBLIM, YTODbLI €ro CHOBa NMOTHO 3aKPbITh.

BckpbiTble Habopbl COXpaHSAT aKTMBHOCTb B TeYeHWe 2 MecsAueB npu
cobniofeHnn BbllLeyKasaHHbIX YCIOBUIA XpaHEHUS.

4.4 MNpuroToBneHne peareHToB

Mepen vcnonb3oBaHWem NpuBeanTe BCe peareHThl U Tpebyemoe KonM4ecTso
TYHOK, 4TO ByAyT Mcnonb3oBaTbCA K KOMHaTHOM Temnepartype.
lMpomMbieo4HbIl pacmeop

[obaBntb  AenoHusnposBaHHoW Bodbl K 40X  KOHLLEHTHPUPOBAHHOMY
NPOMbIBOYMHOMY  pacTBopy. Pa36aButb 25 MKN  KOHLEHTPUPOBAHHOro
NPOMbIBOYHOrO pacteopa 975 MN AeVWOHU3UPOBAHHOW BOAblI 4O KOHEYHOro
obbema 1000 mn. PasbasneHHbil MpOMbIBOYHbIU pacmeop cmabuneH 2
Helesnu Npu KOMHamHoU memrepamype.

4.5 YHnuYTOXEeHMe Habopa

YHuyTOXKeHne Habopa Heobxogumo pAenaTtb cornacHo TpeboBaHusAM Mo
6e3onacHocTu. CneumansHas uHdopMauus Ans 4aHHOro NPOoAyKTa ykasaHa
B NUCTE AaHHbIX Mo 6e3onacHocTy.

4.6 MoBpexaeHne Habopa

Mpy noBpexaeHun Habopa WU KOMMNOHEHTOB, HEOBXOAMMO YBELOMUTb
npoussBoauTenss B TeyeHuu 1 Hedenu nocne nonyyeHuss Habopa.
MoBpexaeHHblE KOMMOHEHTbI He [OMKHbI MUCMonb3oBaTbCs B aHanuse. Ux
HEO0BXOAMMO XpaHUTb 40 NOMYYEeHUst 3aMeHbl, NOCHEe YEero YHUHTOXUTb.

5. CBOP U NOAIrOTOBKA OBPA3LIOB

[ns ananu3a gormkHa ncnonb3oBaTbest cbiBopoTka unu SATA nna3ma.

He wvcnonb3yiTe renapuHOBYD  MNW uMTpaTHylo nnasmy. [enapvHoBas
nnasma MOXeT MPUBECTN K Crierka 3aHMXeHHbIM 3HaYeHUsiM, ANA LMTpaTHON
nnasvbl pesynbTarbl OyayT 3aBbllLEHHbIE.

He wucnonb3ynte pans aHanusa remMonu3vpoBaHHble, WKTepuyeckne u
nunemumyeckme npobel.

5.1 Coop ob6pasuoB

Cbligopomka:
Cobepute kpoBb BeHenyHKkuuen (Hanp. Sarstedt Monovette # 02.1388.001),
naiite BO3MOXHOCTb CBEPHYTbCS " oToenute CbIBOPOTKY

LieHTpUdyrupoBaH1MeM npu KOMHaTHoOM Temnepatype. He LeHTpudyruposaTb
[10 MOMHOTO CBEPTLIBAHWSI.

5.2 NMoaroToBKa U XpaHeHUe obpasLoB

O6pasLbl AOMKHbI BbITb 3aKPbLITLIMU U XPaHUTLCA A0 5 AHeR npu 2-8°C.

Mpn 6onee gnutenbHoMm XxpaHeHun (4 030 AHen) obpasubl AOMKHbLI OblTh
3aMOpPOXeHbl A0 —20°C w XpaHnuTb OO0 MNpoOBedeHns  aHanusa.
Pa3mopoxeHHWbl 06pasLibl NepeBepHUTE HECKOMbKO pa3 nepea aHannaom.

5.3 PazbaBneHue o6pasLoB

O6pasLpbl ¢ HayarnbHbIMW 3HA4YEHVSIMU BbICLLMMW, YEM HaWBbICLUMIA CTaHAAPT

Heobxoanmo pasbasuTb 0 cmaHdapmom 1 NOBTOPHO aHanNM3npoBaTh.

Ons  BblMMCMEHNUS  KOHLLEHTpauun HeobxoguMmo y4vecTb 9TOT  bakTop

pasbaBneHus.

Hanpumep:

- Pas6aeneHne 1:10: 10 mkn cwiBopotkn + 90 mkn O craHgapTta
(TWwarensHo nepemeluante);

- PasbasneHne 1:100: 10 mkn pasbaenenus «1:10» + 90 mkn O
cTaHgapTa (TwarenbHo nepemMeluanTe)

6. MIPOLUEOYPA TECTA
6.1 OCHOBHble 3aMeyvYaHusA

e [lleped MCMOMb3OBaHWEM BLIAEPKUTE BCE peareHTbl  Npwu
KOMHaTHOW  Temnepatype. TwarenbHo nepemMellaiite Bce
peareHTbl ¥ obpasubl neped  MCMOMb30BaHUEM,  JIerko

nepesopaynsas 6e3 06pasosaHus neHbl.

. lMocne Havana TecTa BCe dTanbl HYXHO BLINONHATL 6e3
nepepLIBOB.

. Mcnonb3yinte Kaxabli pa3 HOBble MNMNacTUKOBbIE MUMETKM Ans
Kaxgoro craHgapTa, obpasua u KOHTpons Ana npefoTepalleHuns
NepeKPecTHOro 3arpA3HeHns.

. Abcopbuna asnsetca  yHKumen BPEMEHN WHKyGauum
TemnepaTypbl. [lpurotoBbTe Bce HeobxoamMmoe nepes Havyanom
TecTa, 4Tobbl He TPaTUTL BpeMS BO BPEMS CaMoro TecTa.



e B OCHOBHOM (bepMeHTaTMBHas peakuus SBRSETCS NUHENHO
nponopLMoHanbHoii BpeEMEHU 1 TeMMNepaType.

6.2 NMpouenypa aHanusa
B kaxxgom aHanuse cniegyeT MCMONb3oBaThb KanMbpOBOYHYIO KPUBYIHO.

1. TlomeTbTe CTpUMbI, KOTOpble BYAYT MCMOML30BaHbI.

Munetkoii BHecuTe NO 25 MKR Kaxgoro cTaHAapTa, KOHTpons W
obpasua, Ucnonb3ys HOBble HAKOHEYHWKU, B COOTBETCTBYIOLLME MYHKM
nnaHwera.

3. VHKyGupyinTe B TedeHne 10 MUHYT NpW KOMHATHOW Temneparype.

4. [obasbTe no 100 MKN epMEHTHOro KoHblorata B Kakayl NYHKY
nnaHwerta. TwatenbHo nepeMeluvBaiiTe Ha NpoTskeHnn 10 cek. OveHb
BaXKHO AOCTUYb NOMHOro CMEeLUVMBaHNS Ha faHHOM 3Tane.

5. VHKyGupyinTe B TedeHnn 90 MUHYT NpW KOMHATHOW Temneparype.

6.  Pe3Kko BbITPAXHUTE COAEPXUMOE NYHOK.

lMpomoiTe pasBeAeHHbIM MPOMbIBOYHLIM pacTBOpoM NATb pa3 (300
MKN Ha NyHKy). Pe3ko BCTpAXHWTE nnaHWeT Hag MpoMOKaTenbHOM
6ymaromn 1 NPOMOKHUTE OCTaTKW Bnaru.

BaxHoe 3ameyaHue: YyscmgumesnbHOCMb U MOYHOCMb aHanusa
3asucum om npasusibHO20 UCMONHEeHUs1 npouedypbi MpoMbieaHus!

[ob6asbTe no 100 Mkn pacTeopa cybcTpara B Kaxayto MyHKY.

VHKyBunpyinTe 20 MMHYT NPy KOMHATHOW Temneparype.

OcTtaHoBuTE hepmeHTaTuBHy0 peakumto gobasneHvem 100 mkn cTon-

pacTBopa B K&XAYH0 NYHKY.

10. W3mepbTe Ha MUKPOTUTPALMOHHOM MNaHWET-puaepe ONTUYECKYIO
NNOTHOCTb KaXXA0M NyHKM npu 450 HM £ 10 HM B TeuyeHun 5 MUHYT
nocne fobaenexHuns cTon-pacTeopa.

©® N

6.3 BbluncneHue pesynbTaTtos

1. Bbluncnute cpegHtoo abcopbumio Ans kaxaoro ctaHaapTa, KOHTPOns u
obpasua.

2. TocTpoviTe cTaHOapTHYIO KpMBYyl0 OTKnadblBas cpegHtolo abcopbuuio
NomnyvyeHHylo Ana KaXAOoro cTaHgapTa NpOTMB €ro KOHUEeHTpauuu npu
3Ha4eHun abcopbumnmn Ha ocn Y 1 KoHLeHTpauum Ha ocu X.

3. Wcnomb3ysas 3HauveHne cpepHei abcopbumm gnsa kaxporo obpasua,
onpegenuTe  COOTBETCTBYIOLLYI KOHLEHTpauuio  Ha CTaHgapTHOMW
KPUBOW.

4.  ABTOMarmyeckue AaHHble, KOMMbIOTEPHbIE MporpaMmebl, Kybuueckuin
cnnuH, 4 PL nnu norapudmmnyeckuii Takke AaloT XopoLune pesynbTarthl.

5.  KoHueHTpaums obpasLoB MOXET CYMTaTbCA CO CTaHAapTHOW KPWBOWA.
O6pa3ubl C KOHUEHTpauuen Bbllle YeM KOHLeHTpauus HavBbICLLEro
cTaHgapta Heobxogumo pasbaBuTb unu paccmarpuatb kak > 15
MME/n. Tlpn BblMUCNEHUM KOHLEHTpauum 3TOT chakTop pasbasneHus
HeobXoAMMO y4nTbIBaTb.

6.3.1 TUNUYHBLIK NpUMep CTaHAAPTHON KPUBOW:
Mocneayolwne aaHHbIe ABASIOTCA TOMNbKO AEMOHCTPALUOHHLIMU U HE MOryT
MCNOMb30BaTbCA BMECTO AaHHbIX, NONYYEHHbIX NPU aHanuse.

CraHpapTt MME/n Onmuy. eduHuuybl (450 HM)
CraHpapt 0 0 0,01
CraHgapt 1 0,25 0,04
CraHpapT 2 0,75 0,11
CraHpapTt 3 2,0 0,32
CraHpapT 4 5,0 0,81
CraHpapt 5 15,0 2,27

7. OXXKUOAEMbIE 3HAYEHUA HOPMbI

Hemelkne OMpekTUBbI TUPEOWOHOW ANArHOCTUKM PEKOMEHAYIOT Auanas3oH
Hopmbl B Npegene 0,3 — 4,0 ME/n.

BaXHO NOMHMUTb, YTO YCTaAHOBMEHHbIE IPaHULbl OXWAAEMbIX 3HAYeHUn Ans
«HOPManbHOW» MONyNAUUKM 3aBUCUT OT MHOMMX (PaKTOPOB: CneundUnyHOCTb
MeToAa, TEeCTUPOBAHHOW MOMyNsAuMM, TOYHOCTU MeTopa. [MoaTomy, kaxapas
nabopaTopusa AoMmKHa ycTaHaBnNuBaTb COBCTBEHHbIE rpaHuLibl.

8. KOHTPOIIb KAYECTBA

PekomeHayeTcs Mcnonb3oBaTb KOHTPONM COMMIAacHO FOCYAapCTBEHHLIM 1
henepanbHbiM MNpasunaM. Mcrnonb3oBaHWe KOHTPOMsl [AaeT BO3MOXHOCTb
NOBCEAHEBHOM  OLLEHKM [OCTOBEPHOCTM  pe3ynbTaTtoB. Mcnonbayite
KOHTPOSIM ¥ HOPMarbHOIO YPOBHS, ¥ NaTOMNOMMY€ECKOro.

KoHTponu n cootsetcTBytowme pesynbtatel QC nabopatopum ykasaHbl B QC
cepTuchmkate, 4TO nocTaensieTcss ¢ Habopom. BenuuuHbl, yKkaszaHHble B
OaHHOM  cepTudMKkaTe COOTBETCTBYIOT NOTYy Habopa M OOMXHbI
MCMONb30BaTLCA ANs CPABHEHWUST PE3YNbTaToB.

Takke pekoOMeHAyeTCsl UCNOoNb30BaTb HaUMOHArbHble U MeEXAyHapoaHble
nporpamMmbl  OLEHKM KayecTBa AN MOATBEPXAEHMS  [OCTOBEPHOCTU
pesynbTaTos.

Mcnonb3yinTe COOTBETCTBYIOLUMIA CTATUCTUYECKMIA MeTon AN aHanusa
BENMWYUH  KOHTpons. Ecnu  pesynbTaTbl aHanusa He nonagawnT B
YCTaHOBMEHHbIE TPaHULbl MaTepuanoB KOHTPOMS, pe3ynbTaTbl SBASOTCS He
[OCTOBEPHBIMMU.

B Takom cnyyae npoBepbTe criegylolune  [aHHble:  YCTPOWCTBA
NUNETUPOBaHUA U W3MEPEHUs BPeEMEHW; (DOTOMETP; AaTbl NPUrOQHOCTM
peareHToB, YCMOBWUS XpaHeHWs W WHKyGauuu, MeToabl acnupaumm u
NPOMbIBaHMSI.

Ecnu He obHapyxeHo olwnbku, obpatutech Kk Baluemy nocTasLLmKy.

9. PABOYUE XAPAKTEPUCTUKU

9.1 AMHamMn4ecknn AMana3oH aHanusa

[nanasoH HacToswero aHanu3a B npegenax 0,06 — 15 mME/n.

9.2 CneunduryHOCTb aHTUTEN (NepeKkpecTHas peakTUBHOCTb)

EIA-4171, TSH ELISA
MepekpecTHas peakTUBHOCTL TUpeoTponuHa B UDA-meTone K BbiGpaHHbIM
BellecTBaM  Obina oueHeHa  AoGaBreHMeM  BAMSIIOWMX BELLEecTB K
CbIBOPOTKOBOW OCHOBE NPU pasHbIX KOHLLEHTpaLMsX.

100 000 MME/mn Xy
100 MME/mn oCr
100 MME/mn nr

9.3 YyBCcTBUTENBHOCTH

AHanuTuyeckas 4yBCTBUTENbHOCTb Obina BblyucneHa nytem fobaeneHuss 2
CTaHOapTHbIX OTKMOHEHWW K cpegHemy oT aHanm3a 20 pennukaHtoB 0
cTtaHgapra u coctasuna 0,06 MME/n.

9.4 BocnponssoammocTb
9.4.1 ToyHOCTb B aHanuse
BapuabenbHoCcTb B aHanmae ykasaHa Huxe:

O6pa3sey Yucno CpeaHee KB, %
1 18 0,95 3,88
2 18 3,26 3,16
3 18 8,79 3,36

9.4.2 ToYHOCTL MeXxAy aHanusamm
BapunabenbHocTb Mexay aHanmM3amu ykaszaHa Huke:

O6pa3sey Yucno CpeaHee KB, %
1 4 1,18 9,17
2 4 3,29 5,33
3 4 9,05 3,32

9.5 CpaBHUTENbHbIE UCCIe[0BaHUA
Koppenauns mexay cucTemol napameTpoB TMPEOTPONHOro ropmoHa Abbott
Architect n HacTosiLL el TeCT-CUCTEMOM:

Abbott Architect (TSH)
[MonoxuT. OTtpuuar.
Habop aHanusa Monoxur. 17 0
TSH EIA-4171 OTpuuar. 7 46
K-Bo: 70

YyscTBUTENbHOCTL: 70,8%
CneumndpuyHocTb: 100%

MNonoxutensHocTb: 100%
OtpuuartensHocTb: 86,8%

11. MPABOBbIE ACMNEKTbI

11.1 JocTOBEepHOCTb pe3ynbTaToB

TecT [OmMKeH MPOBOAWUTBLCS COrMacHO WHCTPyKuun npousBoauTens. bonee
Toro, notpebutenb  OOMKeH TO4yHO  cobniopgateb  Bce  MpasBuna
npodeccroHanbHoM nabopaTopHOW NPaKTUKU UK Apyrme cooTBETCTBYIOLLNE
HauuoHanbHble CTaHAapTbl W/WAM 3aKOHbl. JTO OCOBEHHO OTHOCUTCA K
KOHTpPOMbHbIM peareHTam. B npouecce npoBeaeHuss aHanmsa BaXHO
BKINOYATh [OCTAaTOYHOE KONMMYECTBO KOHTPONEN ANS OLEHKM TOYHOCTU TecTa.
PesynbTaThl TecTa AeNCTBUTENbHbI, TOMBbKO €CMN OHW OTBEeYalT HopMam U
ecnu Bce napameTpbl TecTa OTBevalT crneumdvkaumm Tecta. B cnyvae
NoBOro COMHEHMNSI CBSXKUTECH C NPOU3BOAUTENEM.

11.2 TepaneBTUUYeCKME 3aKNOHEHUA

TepaneBTMYECKME 3aKMIOYEHUA He [OMKHbI 6as3npoBaTbCA  TOMbKO Ha
pesynbTarax nabopaTopHbIX WCCNEAOoBaHWN, faxe eCn OHW CUYUTAITCA
AocToBepHbiMM  cornacHo n. 11.1. JlioGon pesynbTaT SBAAETCA TOMbKO
4acTblo O6LLen KNMMHUYECKON KapTUHbI NauneHTa.

[narHocTMka WHMEKUMOHHOro 3aboneBaHUs He MOXEeT YCTaHaBnMBaTbCA
TOMbKO Ha OCHOBE €AVMHCTBEHHOro pesynbTara aHanusa. TouHas guarHocTtuka
OOMKHA y4uTbiBaTb BCIO KIMHUYECKYID KapTWHY nauuveHta (MCTOpuIo,
CUMNTOMbI,  CbIBOPOTOYHblE  AaHHble). Tonmbko B cnyyasx, Korga
nabopaTopHble pesynbTaTbl COBMagaldT C HOpMamMu U ObLLeid KapTUMHON
nauneHTa, MOXHO AenaTtb TepaneBTU4ecKoe 3aKioyeHmne.

Tonbko pes3ynbTaThl 3TOrO TecTa He MoryT ObiTb OCHOBOW  AnNs
TepaneBTUYECKOro 3aKMoYeHNs.

11.3 OTBeTCTBEHHOCTb

JTlo6oe nameHeHne Habopa w/unm 3ameHa Ny KOMMOHEHTOB Pa3HbIX NOTOB C
opHoro Habopa unu ¢ Apyroro MOXeT HeraTMBHO BNUATb Ha pesynbTaTtbl U
BeCb TeCT. Takas 3ameHa He MoXeT OblTb OCHOBOW Afsi MPETEH3Wn Wnu
npock6bl 0 3ameHe Habopa.

MpeTeH3un B cryyasx  HenpaBWMbHOTO  WCNOMb3oBaHWA  Habopa
nabopatopuen wucxoga M3 n. 11.2 TOXEe He MOryT SIBNSATbCA
nencTeuTenbHelMU. He cMOTpA Ha 3To, B cnyvae mnbon npeTeHsuun, B
npoussoautens  00s3biBaeTCA  He  MoBbllWATbh  3HadYeHuss  Habopa.
MponssoauTens He HeCeT OTBETCTBEHHOCTH 3a Noboe nospexaeHne Habopa,
crnyymBLUEecs BCNEACTBUN ero HenpaBWbHOW TPaHCMOPTUPOBKM.

JINTEPATYPA
(Cm. 8 opuauHare uHcmpykyuu).

NHOOPMALINA 1151 3AKA3A:
ymn «GUAMEB»
Yn. YopHoeona, 97, 2. UeaHo-®paHkoeck, 76005
Ten.: (0342) 775122
Ten/pakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua
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