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1. BBEAEHHA

1. NpusHayeHHA

IMyHODEPMEHTHMI aHaNi3 ANA KiNbKiICHOro BUMIiptOBaHHA AerigpoeniaHapocTepoHy cynbdaty ANEA —C B cnposaTy,i
KPOBI Ta N1a3mi NHOAUHN.

2 3aranbHa iHpopmauis i NoACHeHHA

JeriapoeniaHgpoctepoHy cynbdat (DHEA-S), ctepoigHunii ropmoH C-19, € HalinowWwKWpeHiWnm aHAPOreHoOM
HaAHMPKOBMX 320103 B 06iry. binbwictb umpkryntotounx ANEA-C noxoauTtb Big NpAMOi HAAHUPKOBOT ceKkpeu,ii abo Big
nepudepunyHoro cynbdatysaHHa AIEA, Lo BUAINAETHCA KOPOO HAZHUPKOBMX 3a0103. OCKiNIbKK BiH cynbdaToBaHui ,
BiH Ma€ TpMBanMi nepios HaniBpo3naay i oTKe, He BUCTaYae umpKagHoro putmy. AFEA-C He LIMPKYALOE NOB'A3AHNUI
3i cneundivHMmMmM 6inkamu. BiH LMPKYAOE Ha 3HAYHO 6inblu BUCOKIM PiBHI, HiX iHLWI aHAporeHn abo cnopigHeHi
ctepoigy. PisHi ANEA-C 3pocTatoTb NpUBAN3HO 3 CbOMOTO POKY MKUTTA, MiK B TPETbOMY AECATUAITTI | NOCTYNoBO
3MEHLUYETBCA MiCNA LbOro.

Bumipum ANEA-C WMPOKO 3aCTOCOBYOTLCA B KAiHIYHIM NpaKTMui. MigBMLeHi KOHUEHTPaLIT Lboro ctepoigy
BMABAAIOTLCA Y MaLEHTIB 3 rinepniasieto HagHUPKOBUX 32103, 3 PEHOKOPTUKAIbHOI KapuuMHoMOoto abo
ripcytnamom. HnsbKuii piseHb JEA-C BUABNAETLCA Y NALIEHTIB, AKi CTpaXKAatoTb AUCOYHKLIEIO HAAHUPKOBMX 337103
abo rinonityitapuamom.

3 NPUHUMUN AHANIZY

IMyHOpEepMeHTHUI aHani3 Ha TBepain dasi (IPA) 3acHoBaHMIN Ha NPUHLMNI KOHKYpPEHLiil. HeBigoma KinbKicTb
AHTUreHy, NPUCYTHBOTO Yy 3pasKy, i PiKcoBaHa KiNbKICTb aHTUreHy, MiYeHOro GepMeHTOM, KOHKYPYIOTb 3a CalTH
3B'A3yBAHHA aHTUTIN, HAHECEHUX Ha NIYHKW. Micns iHKybau,ii N"yHKM NpOMUBaAtOTb A5 3yNUHKKN pPeakL,ii KOHKypeHL,i.
Micns peakKuii cybcTpaTy iIHTEHCUBHICTb PO3BUHEHOIO KOIbOpY 06epHEeHOo NPonopLiiHa KiNlbKOCTI aHTUTeHy Y 3pasky.
Pe3ynbTati 3pasKiB MOXKHA BU3HAUUTM Be3nocepesHbo, BUKOPUCTOBYIOUM CTaHAAPTHY KpMBY

4. NMonepea)XeHHA Ta 3anobiXHi 3axoan

1. Tinbku gns in vitro giarHocTMku. TinbKK ana npodecinHoro BUKOPMUCTAHHS.

2. MepL HiXK po3noYaTh aHanNi3, NOBHICTIO Ta YBaXKHO NPOYMTalTE IHCTPYKL,it0. BUKOpUCTOBYITE AiliCHY BEpCito
iHCTPYKLUIT, BKIaZleHY B MaKeT, W0 NOCTa4aeTbca B Habopi. byabTe BNeBHeHI, L0 BCe 3p03ymino.

3. Y pa3si cepMo3HOro NOWKOAKEHHA KOMMJIEKTY, OyAb-nacka, 3BepHiTbca Ao IBL abo 40 Balloro nocravyaabHUKa y
NMUCbMOBIN PopMI He Mi3Hile, HiXK Yepes TUKAEHb NicAA OTPUMaHHA Habopy. He BUKOPUCTOBYIMTE NOLWKOAKEHI
KOMMOHEHTM B TECTOBMX Npobirax, ane 36epiraite ix 4Na BUPiLLEHHS NMUTaHb, NOB'A3aHUX 3i CKapramu.

4. loTpumyiTecb Homepy nNapTii Ta TepMiHy NpuAaaTHOCTI. He 3milwyiTe peareHTH pisHUX NapTiin. He BUKopucToBYiMTe
peareHTU No3a TEPMIHOM NPUAATHOCTI.

5. JoTpumyinTecb HanexHoi nabopaTopHOi NPaKTUKKN Ta pekomeHaalLil 3 6e3nekun. Hocitb nabopatopHuii oasar,
OZIHOPA30Bi PYKaBMYKM 3 IATEKCY Ta 3aXUCHI OKYAApK, Ae Le HeobXxigHo.

6. PeareHTn Lboro Habopy, Wo MicTATb Hebe3neyHi peyoBMHU, MOXKYTb BUKNMKATN NOAPa3HEHHA OYel Ta LWKipHK.
Ousitbcas MATEPIA/IV HapaHi Ta eTUKETKU ana getaneit. [aHi wono 6esnekn martepianis 4na Uboro npoayKty
OOCTYyMHi Ha cTopiHui IBL Home abo Ha 3anuT 6e3nocepeaHbo Big IBL.

7. XiMmiyHi pe4yoBMHU Ta nigrotoBneHi abo BUKOpPUCTaHi peareHTM NOBUHHI 06epTaTuCb AK HebesneyHi Biaxoam
BiANOBIAHO A0 HaLiOHANbHUX BKA3iBOK YM NpaBuA Woao bionoriyHoi Hebesnekun Ta TEXHIKM besneku.

8. MepcoHan 3 NpubupaHHA NOBUHEH KepyBaTUCA NPodecioHaIbHUMM KEPIBHULTBAMM LLLOAO MOXKAMBUX Hebe3nek Ta
NMOBOAMKEHHA 3 HUMM.

9. YHUKaANTe KOHTaKTy 3 po3umHom CTon. Lle morKe BUKAMKATK NogpasHEHHA LWKipKU Ta ONiku.

10. Yci peareHTn Lboro Habopy, O MiCTATb IIOACbKY CMPOBATKY abo nnasmy, 6yan npoTectoBaHi i BUABEHI
HeraTuBHUMK ans aHTU-BIT 1/ II, HBsAg Ta aHTM-HCV. OgHaK NPUCYTHICTb TUX UM IHWINX iHPEKLiMHMX areHTis 6yTh He
MOKe BUKIOYEHO abCcoOTHO. 3 L€l NPUYMHM peareHTu cig po3rnagatv Sk NoTeHuinHy 6ionoriyHy Hebesneky nig,
Yyac BUKOPUCTAHHA Ta ANA yTUi3au;i.
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5. 3BEPITAHHA TA CTABI/IbHICTb

Habip noctaBaseTbCs NpU TeMnepaTypi HAaBKONULIHBLOIO cepeaoBULLa i Moro cnig 36epiratv npu Temnepatypi 2-8 ° C.
TpumainTe nogani Big Tenna Ym NPAMoro COHAYHOro CBiT/a. 36epiraHHs Ta cTabinbHICTb 3pa3KiB Ta NiArOTOBAEHUX
peareHTiB 3a3HAYeHO Yy BigNOBiAHMX rNaBax.

CTtpinu mikponaaHLwweTiB cTabiNbHi 40 AaTU 3aKiHYEHHA TepMiHY NpuAaaTHOCTI B Habopi, ane npu 36epiraHHi B LWi/IbHO
3aKpuTOMYy naketi npu 2-8 ° C.

6.3ABIP 3PA3KIB TA 3BEPITAHHA

CupoBaTtKa, nnasma (EATA, renapuH, uuTpar)

3BMyaliHi 3anN06iXKHI 3ax04n ANA BEHENYHKLT cnig, cnocTepirati. Baxknmeo 36epertu ximivHy

LinicHicTb 3pa3Ka KPOBi Big, MOMEHTY MOro 36MpaHHA 4O MOMEHTY aHanily. He BUKopucToByinTe rpybo remonituyHi,
YKOBTSAHUYHI abo rpybo ninemiyni 3paskn. 3pasku, WO 3'ABAAIOTbCA MYTHUMK, NMOBUHHI 6yTK LeHTpMdyroBaHi nepes
aHanisom gna BuganeHHa byab-aKMX YaCTUHOK maTepiany.

36epiraHHA 2-8°C <-20°C TpumaliTe nogani Big, HarpiBaHHA
(anikeoTn) abo NpAMOro COHAYHOTO
cTabinbHicTb 7 oHiB 6 micauis NPOMiHHA. YHUKaNTe NOBTOPHUX
UMKNIB 3aMOpPOXKYBaHHS —
BiATaBaHHA .

7. MATEPIAJIN, wo nocTayaloTbca

KiNbKicTb No3Ha4YeHHA KOMMOHEeHT

1x12x8 MTP MikponnaHwer

Po36ipHi cTpinu

MoKkpuTa aHTU-Area-c aHTUTIIOM
(noniknoHanbHUM)

1x25mn ENZCONIJ KoH'torat pepmeHTy

FOTOBWI 4,0 BUKOPUCTAHHSA.
Mictutb: AFEA-C, KoH'toroBaHui 3
HRP, cTabinizatopm.

1x6x1 mn CALA-F CraHpaptv A-F

0;0,1;0,3;0.9; 2,7; 10 mkr / mn
FOTOBMI 4,0 BUKOPUCTAHHSA.
Mictutb: AEA-C,cnpoBaTtka
NOANHK, cTabinizatopu

1x2x1 mn CONTROL1+2 KoHTponb 1 +2

[0TOBI 4O BUKOPUCTAHHA.
Mictutb: JFEA-C, HU3bKMI Ta
BUCOKMIN, CUPOBaTKa JIIOANHMU,
ctabinizatopu. TouHi
KOHLLeHTpaLii ANB. eTUKETKH
Habopis abo KA ceptudikar.
1x15 mn TMB SUBS Po3uuH cybcTtpaty TMB
foTOBMI A0 BUKOPUCTAHHA.
Mictute: TMB, 6ydep,
ctabinisatopu

1x15mn TMB STOP TMBb cTton po3uuH
foTOBMI A0 BUKOPUCTAHHA. 1 M
H2S04

1x100 mn WASHBUF CONC BydepHUiA KOHUEHTPAT s
npommsaHHsA (10x)

3x FOIL KnenoBa ¢onbra
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8. NOTPIBHI MATEPIANW, ANIE HE HAAQAHI

. MikponineTku (mynbtunnetHuii EnneHpopd abo nogibHi npuctpoi, <3% CV). O6car: 25; 100; 200 mKn

. Buxposuii mikcep

. 8-KaHaNbHa MiKponineTKa 3 pe3epByapamu peareHTy

. MpomMBHa NasLWKa, aBTOMaTM30BaHa abo HaniBaBTOMaTM30BaHa CMCTEMA MUTTA MiKPOMIaHLETIB

. Pigep mikponnaHweTis, 34aTHUIA 34MTYBaTM NOMMHAHHA NPU 450 HM ([,0BKMHA onopHOT xBuAi 600-650 HMm)
. BiauctinboBaHa abo aenoHizoBaHa BoAa

7. ManepoBi pyWHWKN, HAKOHEYHWNKM oA NINETOK Ta Talimep

9. NIPUMITKU NPOLEAYPU

1. byab-AKe HenpaBubHE NOBOAMKEHHSA i3 3pazkamun abo mogudikauia npoueaypy BUNpobyBaHHA MOXKe BNANHYTH
Ha pe3yabTaTW. BKasaHi 06carv ninetysaHHA, Yyac iHKybaLii, TemnepaTypa Ta eTanu nonepeaHboi 06pobKu
BMKOHYIOTbCA CTPOFO 3rigHO 3 iIHCTPYKLi€t0. BUKOpUCTOBYITE TiIbKW KanibpoBaHi NineTkn Ta npucTpoi.

2. Micns Toro, AK TECT PO3M0OYaTo, BCi eTanun NOBUHHI 6yTM BUKOHaHI 6e3 nepepsu. NepeKoHaiTecsa, Wo
HeobXifHi peareHTW, maTepiann Ta NPUCTPOI rOTYHOTbCA Y BiaNoBiAHWI Yac. [Jo3BOAUTU BCiM peareHTam

i 3pa3kam, Wob Aocartn KimHaTHOI TemnepaTtypu (18-25 ° C) i 06eperKHO 3aKPYTUTU KOXKeH GpaKoH 3 piakum
peareHTOM i 3pa3oK nepes BUKOPUCTAHHAM. 3MillynTe peareHTU 6e3 NiHOYTBOPEHHS.

3. YHuMKalTe 3abpyaHeHHA peareHTis, NiNeTOK Ta NYHOK / Npobipok. BUKopucToByiTe HOBI 04HOPa308Bi NNaCTUKOBI
HAaKOHEYHMKN ONA NINEeTOK, KOXHOIO0 KOMMOHEHTY i 3pa3Ky. He miHAlMTe KoBnayku. ®nakoHM 3aBXKAN He
BMKOPUCTOBYIOTbLCA. He BUKOPUCTOBYMTE NOBTOPHO /IYHKM / Npobipku abo peareHTw.

4. PEKOMEHAYETbCA BM3HAYATM 3pa3KuM Y ABOX NPUMIPHUMKaX, o6 MaTh MOXKANBICTb ieHTUDIKYBAaTU MOXKINBI
NOMWJIKU NiNeTyBaHHA.

5. BUKOpPUCTOBYMTE CXeMy NiNeTyBaHHSA, W06 nepesipMTH BiANOBIAHY KOMNOHOBKY NAaHLETA.

6. Yac iHKybaU,ii BnAnBaE Ha pe3ynbTaTh. YCi NyHKN NOBUHHI 06pobaaTnca B og4HOMY NOPALKY Ta YacoBil
NocNifoBHOCTI. PEKOMEHAYETbCA BUKOPUCTOBYBATU 8-KaHabHY MiKponineTKy ANA NineTyBaHHA PO34YMHIB Y BCiX
JIYHKaXx.

7.NMpommnBaHHA MiKpPONAAHLIETIB BaXaumee. HenpaBuUibHO NPOMUTI IYHKM AaAyTb NOMUJIKOBI Pe3ynbTaTy.
PekomeHAY€ETbCA BUKOPUCTOBYBATM BaraToKaHasibHY NineTky abo aBTOMATUYHY CUCTEMY MPOMMBAHHA
MiKponaaHweTiB. He gati yHKam BUCOXHYTM MiXK iHKybauiamu. He nogpanalite NOKPUTI IYHKK Nif Yac NPOMMBAHHSA
Ta acnipauii. MpomunitTe i HANOBHITb yCi peakTnUBKM obepekHo. MNig Yac NPOMMBAHHA NEPEBIPTE, YM BCi IYHKU
3aMOBHEHI TOYHO NPOMUBHUM Bydepom, i WO B TYHKAX HEMAE 3a/IMLLKIB.

8. BosioricTb BNAMBAE Ha NOKPWUTI IYHKKM / NpobipKu. He BigKpuBaliTe NakeT, NOKM BOHa He A0CATHE KiIMHATHOI
TemnepaTtypu.

HeBuMKopUCTaHi IYHKK / NpOBipKM cnif HeraHo NOBEPHYTU B 3aMeYaTaHUi NaKeT, BKAOYaoUM ocyLwyBay.

10. IHCTPYKU,T 3 NONEPEAHBLOIO HANALLUTYBAHHA

BmicT Habopy ana 96 BU3HaYeHb MOXKHA PO3A4iI/INTU HA 3 OKPEMMX MPOTOHMU.

HaBeneHi HUX4Ye 06carv € 3a 0AUH NPOToH i3 ycima cTpinamu (96 BU3HaUYEHb).

AU, WN -

Po3Bectn | KOMMNOHEHT | 3 Po3uunH- | cniBBigHOWEH | 3ayBaXKEHHA 36epiraHHA | cTabinbHicTb
/ HUK HA
pPO34YMHUT
7
100 mn WASHBUF | 1000 | biguctn | 1:10 3miwartum 2-8C 4 TUXKHI
CONC mn NboBaHa petenbHo
Aoaa | Boaga Moxe
™ BUHUKHYTU
YKOBTYBaTO-
KOpPUYHEBMI
Konip
6e3 Bnaunsy
pe3ynbTaTis
Tecty
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10.2. Po3BepeHHsA 3pa3kKiB

3pasku, sKi Nigo3pHotoTh, WO MICTATb KOHUEHTpPALLi, WO NepeBuLLytoTb HalBULLY HOPMY, MOBMHHI ByTN po3BeaeHi 3
CraHgapTom A. Po3BefieHHA NOTPiOGHO NPOBOAUTU Y CKAAHUX NpobipKax. BUMipsaHi pe3yanbTatv HeobxiaHo
NOMHOXXWUTK 3 KoediLLiEHTOM PO3BEAEHHSA AN OTPUMAHHA BUNPaBAEHUX pe3ynbTaTiB.

11. NPOLEAYPA AHANI3Y

1. MineTyiTe no 25 MK KOXHOTO CTaHAapPTy, KOHTPO/IIO Ta 3Pa3Ky Y BiANOBiAHI JIYHKU MiKpOMnaaHLIETY.

2. B KOXKHY NyHKy nineTyite 200 MK KOH'toraty pepmeHTy.

3. PeTenbHo nepemiwainte npotarom 10 cekyHA,.

4. HakpuitTe nnacTuHy Kneikoto ponbroto. IHKybytoTb 60 xB npu KT (18-25 ° C).

5. Buganite knewky ¢ponbry. Buaanito iHKybauinHuii posumH. Mpomuiite nnactuny 4 x 250 mkn po3seaeHoro bydepa
ONA MTPOMUBAHHA.

Buaanito 3aiBUiA PO34MH, HATUCHYBLUM NEPEBEPHYTMM MAAHLWETOM Ha NANEPOBUIA PYLUHUK.

6. B KOXKHY NIyHKY BigKadyiTe 100 MKn po3unHy cybctpaty TMB.

7. lHrybyliTe 15 xB npu KT (18-25 ° C) (pyuHui).

Y pasi aBTomaTu13au,ii aHani3y Yac iHKybauii moxke byTn ckopodeHuii go 12 xB..

8. 3ynuHiTb peakKuito cybcTpaty, goaatoum 100 mkn cton-po3unHy TMB B KOXKHY NYHKY. KOpOTKO nepemilalite BMicT,
0beperkHO CTPYLLYoUM TapinKky. Kosip 3MiHIOETbCA Bif, CUHBOMO A0 *KOBTOrO.

9. BumipanTe onTUYHY rycTuHy dotomeTpom npu 450 HM (JoBKunHa xBuAi: 600-650 HM) B MerKax

15 xB nicnA nineTyBaHHA CTON-PO34YNHY

12. KOHTPOJ1b AKOCTI

Pe3ynbTaTh TECTYBAHHA € AIACHUMM AnULLE B TOMY BUMNAAKY, AKLLO TECT NPOBOAMBCA BiANOBIAHO A0 IHCTPYKL,iN.
Binblie Toro, KOpMcTyBayi NOBMHHI cyBOpO AoTpumyBaTtuca npasua HJM (HanexkHoi nabopaTopHOi NpPakTUKK) abo
nopiBHAHUX cTaHAapTiB / 3akoHiB. Kopuctysad Ta / abo nabopaTtopis NoBUHHA MaTK BanigoBaHy cuctemy aas
AiarHocTMKK BignosiaHo ao HJIM. Yci KOHTpoAi NOBUHHI ByTK

3HalAeHi B Mexkax NPUMHATHOrO Aiana3oHy, AK 3a3Ha4YeHOo Ha eTMKeTKax Ta cepTudikati QC. AKWo KpuTepii He
BMKOHAHI, Npobir HeaincHWIA i ioro cnig nosTopmtn. KoxkHa nabopatopis NOBMHHA BUKOPMUCTOBYBATU BifOMI 3pa3Ku B
AKOCTi MOAANbLIOIO KOHTPOJIIO.

PekomeHayeTbcA BpaT yyacTb y BiANOBIAHUX BUNPOOYBAHHAX 3 OLIHKM AKOCTI.

Y pasi byab-9KOro BiAXMNEHHSA cNif, NiaTBepAUTU HACTYMNHI TeXHIYHI NUTaHHA: TEPMiIHK NPUAATHOCTI (NiaroToBAEHUX)
peareHTiB, yMOBM 30epiraHHsA, NiNneTkn, npunaan, yMmoBu iHKybauii Ta cnocobu npoMmnBaHHs.

13. OBMUC/NIEHHA PE3Y/IbTATIB

OTtpumaHni OF cTaHaapTiB (Bicb Yy, NiHiliHa) ByAyOTbCA Ha OCHOBI X KOHUEHTpaUi (Bicb X, IorapudmiyHa)

abo Ha HaniBnorapudmiyHoMy rpadivHomy nanepi, abo 3a LONOMOro aBTOMaTU30BaHOTO MmeToay. FapHe
NPUCTOCYBaHHA 3abe3nevyeTbca KybiYHMM cnnaiH, 4 napameTpu oricTUKM abo Logit-Log. [lna obuncneHHsa
CTAHAAPTHOI KPMBOT 3aCTOCYIMTE KOXKEH CUrHAA CTaHAaPTIB (Y BUNAAKY ABHUX BiAXMAEHUX AAaHUX OHOTO 3 ABOX
NMOBTOPEHb Bif, O4iKyBaHOIo A03BOJIUTU BUKOPUCTOBYBATM Bifibll aKypaTHE 3HAYEHHS).

KoHLeHTpaLito 3pasKiB MOXKHa NpoymTaTh 6esnocepenHbo 3i CTaHAAPTHOI KPUBOI.

3pasku, Lo NOKa3yTb KOHLEHTpaLl BULLE HAMBULLOIO CTaHAAPTY, MOBUHHI ByTM po3BeAeHi, AK onucaHo B
IHCTPYKLLIT 3 MONEPEAHLOIO HAJTALLUTYBAHHSA Ta NOBTOPHO aHani30BaHi.

Y pasi po3BegeHnx 3paskiB 3HaYeHHA HeOOXiAHO MOMHOKMUTU Ha BiANOBIAHMM KoedilieHT po3BeaeHHA.
KoHsepcia:

OFEA —C (mkr/ mn) x 2,60 = mKMonb / n

[iana3oHu 3BiTHWIA :

CuposaTKa Kposi: 0,05 - 10,0 mkr / mna ATEA-C
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TunoBa KanibpysanbHa Kpusa
(Mpuknaga. He BMKopuctosyiTe gns obuncneHHal)

cTaHpapT ATEA-C (MKr/mn) Or cepegHe Or/0r makc (%)
A 0.0 2,311 100
B 0.1 1,566 68
C 0.3 1,119 48
D 0,9 0,666 29
E 2.7 0,342 15
F 10,0 0,129 6
AOrEA -C I0A
2,5

\2,311
2
15 \1 566

1,119

666

0,5
\Q{
0,129

O T T T T T
0 0,1 0,3 0,9 2,7 10

14. OuviKyBaHi 3Ha4YeHHA

Cami pe3ynbTaTh He NOBUHHI BYTM EAMHOI0 NPUYMHOI BYAb-SKUX TEPANeBTUYHUX HACAIAKIB. BOHW NOBUHHI 6yTH
cniBBigHeCeHi 3 iIHWWUMM KNTHIYHMMWN CNOCTEPEXKEHHAMM Ta AiarHOCTUMHUMM TECTAMMU.

OuyeBUAHO 340POBiI CYyD'EKTU MalOTb TaKi 3HAUYEHHS:

KiNbKICTb ATEA-C (Mkr/mn)
AianasoH cepeaHe
KIHKM 52 0,37-2,71 1,15
YONOBIKMU 45 0,73-3,81 1,90

PekomeHAayeTbCA, LLI,O6 KOXHa na6opaTopiﬂ BCTaHOB/tOBas1a BNACHUM AianasoH HOPMa/IbHUX 3HAYEHb.
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15. OBMEXXEHHA NPOLIEAYPU
36ip Ta 36epiraHHA 3paskiB CYTTEBO BNAMBAIOTb HA pe3yabTaTv BUNpobyBaHb. Ans. 36IP 3PA3KIB
| 3BEPITAHHA ans petanei.
IHpopMaLito NPo NepexpecHy PeaKkTUBHICTb AMB. XapaKTePUCTUKN BUKOHAHHA.

Tumepocan y KoHuUeHTpaLiax> 0,05% 3aBaxkae aHani3y Ta NPU3BOAMUTL A0 MOMUIKOBUX PE3Y/bTaTIB.
HacTynHi KOMMOHEHTW KPOBi HE MatoTb iCTOTHOTO BNAMBY (+/- 20% Bif, O4iKyBaHOro) Ha pe3yabTaTh TecTy
[,0 3a3HAYEHUX HUKYE KOHUEHTpaL,in:

Femorno6iH 2 mr/mn
binipy6iH 1 mr/mn
Tpirniuepia 30 mr/mn

16. XAPAKTEPUCTUKN BUKOHAHHA

AHaniTMyHa
cneuundiyHicTb
(nepexpecHa

peyoBMHa

MepexpecHa
peaKkTUBHicTb %

MepexpecHa
PEeaKTUBHICTb iHLIKNX

AHApOCTEPOH cynbdar

5,67

aHani3oBaHUX Pe4YoBUH

aHaniz +0.21

peaKTUBHICTb) eCTpoH 2,62 <0,5%
AUriapoTecTocTepoH 2,22
TEeCTOCTEepPOH 2,13
17anbda 1,70
riAPOKCMNPErHeHo/I0H
nporecrepoH 0,93
MeTUNTECTOCTEePOH 0,82
ectpion 0,52
AHanitTMyHa cMpoBaTKa 0,014 CepepHiit curHan (HynboBuMit ctaHgapT)-2CB
YyTAUBICTb Hr/mn
(NimiT BUABNEHHA)
®dyHKUiOHaNbHA cupoBaTka 0,0,34 CepeaHa KOHUeHTpauia <20%CV
YyTAUBICTb Hr/mn
CuposatKa Hr/mn
TouHicTb cepegHe cB CV(%) KiNIbKicTb
B aHanisi 0,68 0,05 6,9 22
1,29 0,03 2,5 22
3,00 0,13 4,4 22
8,25 0,21 2,5 22
Mix aHanizamm 1,22 0,09 7,5 22
2,43 0,16 6,7 22
4,87 0,24 4,9 22
7,86 0,43 5,4 22
NiHilHicTb PossegeHHA (MKr/mn) CepepHe [ianasoH (%)
po3BeaeHHA A0
2,47-7,58 1:16 104-110
BigHOBNEHHA CepegHe (mKr/mn) DopaHa % BiAHOB/NEHHA nicns
KOHLLeHTpaLin 36arayeHHsn
(nr/mn)
0-3,7 0,07-7,14 92-117
MeTopg NopiBHAHHA IBL-aHani3 = 0.96 x KOHKYpeHTHUIN | r=0.95; n=77
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YMOBHI NO3HAYEHHA

REF Ne Kar.:
LOT Ne Maprii:
E BukopucTatm po:

W KinbkicTb TecrTis:

CONC KoHueHTpaT

LYO NiodinizoBaHnin

IVD MeauyHUi NPUCTpPil ANa AiarHOCTUKM in vitro

OuiHOYHMI Habip

?
L]
[:E] MpounTaliTe iIHCTPYKLiO Nepesn BUKOPUCTAHHAM

/,
Ly
\

36epiraTv nooAanb Big AXKepen Tensa i NPAMOro COHAYHOro cBiTaa.

N
>

36epirati npu TemnepaTypi:

B1pobHUK:

>E

YBaral!

YMOBHi Mo3HaYeHHA KOMMNOHEHTIB AMB. Y po3aini «Matepianu, wo BxoaaTb 40 Habopy».

CKAPTU: MNMepBMHHO CKapru MorkHa npea’ aBUTK B MMCbMOBOMY BUrAaAi abo ycHo. 3rogom HeobxiaHo noaatw ix,
BK/IIOYAIOYM Xif, 4OCNIAXKEHHA Ta OTPUMaAHI pe3yabTaTi, B MMCbMOBOMY BUIAAL), 3 aHaNITUYHMX MipKYBaHb.

FAPAHTIA: MapaHTYeTbCA BiACYTHICTb Y NPOAYKTI AedeKTHNX MaTepianiB y MerKax BiANOBiAHOIo TeEpMiHY NPUAATHOCTI, a
TAKOX AOTPMMAHHA cneundikaLii, nogaHux pasom i3 npogyKTom. MpoayKT cnig BUKOPUCTOBYBATM 33 NPU3HAYEHHAM,
Bi4MNOBIAHO A0 BCiX IHCTPYKLiN, HaBeAEHMX B IHCTPYKLLT 3 BUKOPUCTaHHA Ta B MeKax BiAMnoBigHOro TepmiHy NpuaaTHOCTI
npoayKty. byab-aka moandikaLis npoueasypw aHanisy, abo o6MiHy, abo 3millyBaHHA KOMMOHEHTIB Pi3HMX NapTi MoXKe
HeraTMBHO BMJIMHYTU Ha pe3yabTaTu. Lli BUNagKu aHyto0Tb ByAb-AKi BUMOTX NPO 3aMiHy.

OBMEXEHHA BIANOBIAANTBHOCTI: 3A BYAb-AKNUX OBCTABWH PIBEHb BIAMNOBIAA/IbHOCTI BUPOBHUKA
OBMEXYETbCA 3AKYMIBE/IbHOK BAPTICTHO BKASAHOTO (-UX)HABOPY(IB) . 3A }KOAHUX YMOB BUPOEHUK HE MAE
HECTW BIANOBIAAJTbHICTb 3A BUNAAKOBI YX NOBIYHI 3BUTKK, Y TOMY YNUC/TI BTPATY MPUBYTRY, BTPATY
NPOAAX, TPABMW JTIOAEN Y/ NOLWKOAMKEHHA BNACHOCTI ABO IHLLI BUTTAZIKOBI YW HEMPAMI 3BUTKMW.

u IBL International GmbH Ten .: +49 (0) 40 532891 -0 dakc: -11
Flughafenstr. 52A, 22335 Namb6ypr, E-MAIL: IBL@IBL-International.com
Himequmna WEB: http://www.IBL-International.com

YnoBHoOBaXeHU npeacTaBHuK: TOB «AMN BI CET», 01010,m. Kuis, Byn. OmensaHoBuua-MaBneHKa, 6ya. 19 A, od. 1,
Ten. (044) 223-83-18, info@ivset.ua, www.ivset.ua
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