HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHA 1gG TA/ABO IgM AHTUTIN
NMPOTU POCOPATUAUN-TNILEPUHY

3255, Aeskulisa Glycerol-GM

Kamarnoe. Ne: 3255 Memoduka eid 08-10-2012

Kinbkicmp  : 96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,
(HimeyyuHa)

OcHoB0K npu _nNposedeHHi aHarizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Glycerol-GM € T1BepaodasHuM  iMyHOPEPMEHTHUM
aHanisaoM 3 BUKOPUCTaHHSAM chocdatmaun-riiuepuHy BMCOKOIO CTyNeHs
OYMLLEHHS ONS KiNbKICHOTO Ta SAKICHOrO BM3HaveHHst 1gG Ta/abo IgM
aHTUTIN NpoTu docdaTuaun-rmilepuHy B cupoBatui kposi noguHu. Lli
aHTWUTIiNa po3ni3HalTb crneundiyHi enitonu, Po3MilleHi Ha KOMMMEKCI,
AKUIA cknagaeTbes 3 pochaTnamn-rniuepuHy i B2-rnikonpoTeiny |.

AHani3 € pgonomoro B AiarHOCTWUi Ta oOuiHUi pu3uky Tpombosy y
nauieHTiB 3 CUCTEMHUM YEpPBOHUM BOBYaKOM i aHTucocdoninigHNUm
CVHOPOMOM.

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuHuMn adanisy (Hus. opuaiHan

mn kaniépatopa: 0, 3, 10, 30,
100, 300 Oa/mn.
Tioacbka cuposaTka
(po3BeneHa), buyaunin
CMPOBATKOBMIA anbbyMiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)

Mictutb: AHTH-
iMyHOrMoGyniHM NtoaNHN,
KOH'toroBaHi 3
NepOKCAA30H0 XPOHY,
Buyaumit cupoBaTKoBUiA
ansbymiH (BCA)

CuHint
3enenuit

CuHint
3enenuit

KoH'torat, IgG | 1x15mn
IgM | 1x15mn

Cybetpart 1x15mn | YopHuit BeskonipHuit | CrabinisoBaHuit
T™MB TMB/H202

Cron Po3uunH 1x15mn | Binun beskoniphuin | 1 M consiHOT KUCNOTH
MikponnaHwer | 12 x 8- - - CMyxKm, sIKi
TYHKOBMX BiJOKPEMITIOIOTHCS
CMYXOK MoKpUTTA AMB. NyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLliet

HEOBGXI4HI MATEPIAJIN, LLJO HE TOCTAYAKOTbCs

lMnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedepeHTHUM dinbTpom 620 HM
(600-690 Hm). CknsiHuin nocyn (umniigp 100-1000 mn), npobipku ANst poO3BELEHHS.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTtHuiA Mpuctpiit Ans npomuski (300 mkn
noBTOpIOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTW30BaHa cucTema),
ancopbytouuit nanip.

Hawi Tect npusHayeHi NS BUKOPUCTAHHA 3 OYWLIEHOIO BOAOK BIAMOBIAHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi ®apmakonei (Eur.Ph.
4-e BuA).

lMpuHyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM CcneumndivyHOro aHTureHy. AHTUTINA MauieHTa, SKLWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTu-nAckKi iMyHornobyniHw,
KOH'lOrOBaHi 3 NepoKCcUaa3oko XpPoHyY (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmnaHLieTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHiv cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLjto, sika 3yNMHSAETLCA PO3BEAEHOK KUCMOTO (KOMip 3MiHIETLCS Ha
XoBTui). LLBUAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLieo
KiNbKOCTi KOH'loraTy, NoB'A3aHoro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuinHa MNoYaTKOBIN KOHLUEHTpaLii BiANOBIAHWUX aHTUTIN y 3pasky
naujieHTa.

3 KomnnekT noctaBku

MAKTb 6YTHU BIJHOBJ/IEHI
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
KoBMayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskis (5x) Mn Tpic, NaCl, BSA, asug
HaTpito < 0.1%
(KoHCepBaHT)

pomMuBHUI 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

Bydep (50x) Mn Tpic, NaCl, TsiH 20, asug
Hatpito < 0.1%
(koHCEepBaHT)

roToBI O BUKOPUCTAHHA
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
KoBMayka PO34UHY

HeratusHuit 1x15 3eneHuit BeskonipHuit | Ilioacbka cuposaTtka

KoHTponb Mn (po3BepneHa), bruyaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

Mo3nTnBHUA 1x15 YepBoHui | XKosTui Jlioacbka cupoBaTka

KoHTponb Mn (po3BepneHa), bryaumii
CMpOBaTKOBUIA anbOyMmiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BeneHa), bryauuit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patopu 6x15 Binui YosTuir* KoHLeHTpaLjis KoxHoro

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHiii ynakoBui. [0OTOBi, BiAHOBMNEHi PoO34MHWU CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiNbKN B MeXax
TEpMiHy NpuAAaTHOCTI, 3a3HAYEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKante
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ansa uporo ¢ornb3i, B TOMY 4uchi 3
ocyulyBayeM, i WinbHO 3akpusanTe.

5 Be3aneka BUKOPUCTaHHA

5.1 HeGe3neka ans 3gopoB's

LUEA NPOAOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKU IN
VITRO. Takum YMHOM, TiNbKU MNepcoHarn, HaBYeHWW | cneuianbHO
iHOpMOBaHWIA LLOAO METOAIB AiarHOCTUKM B NPoBipLi, MOXe NpoBOAUTH
aHani3. Xo4a uer NpoayKT He BBaXaeTbCs OCOONMBO TOKCMYHMM abo
Hebe3nevyHnM B yMOBax HOpPMarnbHOrO BUKOPUCTaHHS, MPUTPUMYMTECH
HACTYMHWX 3aXOAiB A4S MakcumarbHoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEeHLUiHO Hebe3neyHi KommoHeHTW. Xouva
peareHTU He KnacudikoBaHi SK MNOAPA3HUK AnA O4yer | LWKipu, Mu
PEKOMEHAYEMO YHUKHYTW KOHTaKTy 3 O4uMMa Ta LUKIpOW i HOCWUTK
O[HOPAa30Bi PyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsate azug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHWUM, SKLO MOro MPOKOBTHYTU
abo npu nonapaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTIO BOAM, W06 3anobirtn HaKonuYeHHIo asugis.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp Ae3akTuBalii, SK Le BUKNageHo
CDC abo [0 iHWmMx MicueBUx/HaLioHaNbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He ixTe i He nuiTe nig 4yac po6oTn 3 Habopom. He
nineTyBaTu poTom.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA ASKMX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpukrnag) 60ys
NpoTEeCTOBaHWI CxBaneHMMn metogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C Tta BIJ1 1. lNpoTe, xoOeH TecT He MoOXe rapaHTyBaTu
BiOCYTHICTb BIPYCHMX areHTiB Yy Takux MaTtepianax MOBHICTIO. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOSSIMW, CTaHZApTaMu i 3paskamy NaLieHTiB
AIK 3 NOTEHUIHUM [HKepenoM iHEKLIMHNX 3aXBOPIOBAHb i BiAMOBIAHO 4O
HauioHanbHUX BUMOT.

KoMnnekT micTUTb MaTtepian TBapMHHOIO MOXOPKEHHS, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAUTUCD BigMNOBIOHO [0 HALOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHSA

Y pasi, sKwo iHdopmauis npo NpoaykT, B TOMY YMUCIli MapKyBaHHS, €
cnoTBopeHolo abo HenpaBwunbHow, OyAp nacka, 3BepHiTbCA A0
BMPOBHMKa YM nocTayanbHuka TecT-Habopy.




He 3miwyiite i He 3amiHonNTe peareHTM abo MikponnaHweTn 3 pisHMX
noris. Lle moxe npuBecTn o 3MiH B pesynbTaTax.

MpvBeCTN BCi KOMMNOHEHTW A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepep BuKOpWCTaHHAM, [fJobpe nepemiwaTtn i [OTPUMYBaTUCh
pekoMeHAoBaHoi iHKybaUinHOi cxeMu [AOnsi ONTUMAarnbHOrO0 BUKOHAHHS
TecTy.

IHky6auis: Mu pekomeHgyemo npoBoauTtu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nipgaBanTe KOMMOHEHTU OinbLU BUCOKIN TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxau NpoBOAUTM MINETYBaHHSI PO34MHy cCybCTpaTy TinbkA 3 HOBUMM
HaKOHeYHMKamMKn. 3axuwaTtn uUen peareHT Big cBiTna. Hikonn He
nineTyBatn KoH'loraT 3 HaKOHEeYHWKaMW, $IKi BUKOPUCTOBYBanuncb 3
iHLIMMK peareHTaMm A0 LbOro.

MeBHMIA KNiHIYHUA pgiarHO3 He TMNOBUHEH [PYHTyBaTUCA Ha
pe3ynbTaTtax TifibKM NPoBeAeHOro TecTy, arie Mae 6yt 3po6reHumn
nikapeM nicns ouiHKM BCiX KNiHiYHUX Ta NabopaToOpHMX AOCTIiMAKEHb.
OiarHo3 noBuMHeH OyTU nepeBipeHU 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB AiarHOCTUKM.

6 Big6ip npo6, BukopuctaHHs Ta 36epiraHHs

BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3paskv CUPOBATKMU.
3abip KpoBi NOBMHEH NPOBOAMTUCH BiAMNOBIAHO OO AepXaBHUX BUMor. He
BVIKOPVICTOBYWTE iKTEPWYHi, MinemiyHi, remonizoBaHi abo GakTepianbHo
3abpyaHeHi 3pasku. CrvpoBaTka 3 YacTMHKaMu MoBWMHHa ByTu ouuweHa
LEHTPUMYryBaHHSAM 3 HU3bKOW LWBMAakKicTio (<1000 x g). 3pasku Kposi
NOBWHHI ByTu 3ibpaHi B 4MCTi, Cyxi i NOPOXHI MPOBipKu.

Micna cenapadii, 3pa3kn cupoBaTKku Chnig BUKOPUCTOBYBaTU Ha MNpPOTAS3i
nepwux 8 roguH, 36epiratu LWiNbHO 3akpUTUMK Npu TemnepaTtypi 2-8
°C/35-46 °F po 48 roguH abo 3amopoxeHumu npu -20 °C/-4 °F gnsa
6inblw TpMBanux nepiogis.

7 MNMpoueaypa aHanisy

7.1 NigroToByi 3axoaun nepea NO4aTkoM poboTun

Po3BecTy KOHLEHTPOBaHi peareHTu:

Possectn koHueHTpoBaHun Oydep ana 3paskis 1:5 aucTunbosaHo
BoAo (Hanpuknag, 20 mn nntoc 80 mn).

PosBecTtn koHueHTpoBaHui [NpomusHuiA Gydep 1:50 ancTUnbOBaHOK
BoAow (Hanpwuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKN Pi3HMX
kanibpaTtopi..

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bycdepom ans 3paska (1x)
Hanpuknag, 1000 mkn 6ydepa ans 3paskie (1x) + 10 Mkn cupoBaTku.
[o6pe nepemiwatu!

MpomMmuBaHHsA:

MigrotyBatn 20 mn po3seaeHoro npomusHoro H6ydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanmpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OMUCTUNBOBAHOI BOAW.

ABTOMaTM30BaHe NPOMMUBAHHA:
BpaxyBaTu HagnuLkoBi o6csirn, HeoOXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CArv ANst aBTOMaTN30BaHOro NineTyBaHHS.

Py4He npomMuBaHHA:

Bupanutu piguHu 3 nyHOK nepekvaaHHsaM nnaHiweTa. MNocTtykaT pamKoio
3 MIKpOnyHKamMun eHepriviHo Ha uYnicTui agcopOyrounii nanip. Brectn 300
MK pO3BEAEHOro NMpoMMBHOIO Gychepa B KOXHY INyHKy, nodvekatun 20
cekyHa. MoBTOpMTKM BClo NpoLieaypy Lie ABa pasu.

MikponnaHweTu:

Po3paxynte KinbKiCTb NyHOK, HEOOXiaHWX Anst aHanidy. BuganuTtu 3amsi
TNYHKN 3 paMKu, MOMICTUTM B MNakeT i 30epiraTu pasom 3 OCyLlyBayeM,
LWinbHO 3akpuTUMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA

Mu nponoHyeMo nineTyBaTuM KanibpaTopw, KOHTpOMi i 3pasku Takum
YUHOM:

NMPUMITKA: fdAkwo IgG i IgM BusHavyawTbCcs NapanensHo,
KaniépaTopu, KOHTpOIli i 3pa3ku TecTyBaTM ABa pa3u, AN KOXHOro
nigKnacy okpemo.

Ins KIJIbKICHOI inTepnpetauii Ina SKICHOI intepnpertauii

1 2 3 4. 1 2 3
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CalA: kanibpatop A CalD: kanibpatop D PC: noautueHmit P1: naujent 1

CalB: kani6patop B CalE: kani6patop E KOHTPOMb P2: naujeHT 2
CalC: kanibpatop C ~ CalF: kani6patop F NC: HeraTuBHUi P3: naujeHT 3
KOHTPOMNb
CC: cut-off
Kkaniépatop
7.3 NMpoBeaAeHHsA TeCTyBaHHA
Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBefeHa nepes nineTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONs OTPMMaHHS HeobXigHWX

KiNbKiICHUX/SIKICHUX pe3ynbTarTiB:

KOHTPOII | 3PA3KN

3. BHecTu B 3a3HayeHi NyHKW, ik ONMcaHo B po3Aini
7.2 Buue, 100 MK KOXHOrO:

a. Kanibpatopis (CAL.A po CALF) gans
KIJTIbKICHOI abo
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpetauii i 100 MKkn KOXHOrO 3
HacTyMHUX:

+100 pl .
e HeratuBHoro  konTporno  (NC) i

Mo3suTmeHoro koHTponto (PC), i
e PossepeHoi cuposaTtkvu nauieHta (P1,
P2..)

4. Y
@,‘ InkybyBaT npotarom 30 xBunuH npu 20-32
— °C/68-89.6 °F.

5. |washs |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
/ bydepa (po3seneHuit 1:50).
— —
3x 300wl
KOH'IOTAT
6.

BrecTn 100 MK KOH'lOraTy B KOXHY MyHKY.

IHky6yBaT npotarom 30 xBunuH npu 20-32
°C/68-89.6 °F.

8 |wasHe |
[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ Oydepa (po3seneHuin 1:50).
— -
3x_ 300wl
CYBCTPAT
9.

Brectn 100 mkn TMB cybcTpaTy B KOXKHY NYHKY.

10. %

\ InkybyBaT npotarom 30 xBunuH npu  20-32

°C/68-89.6 °F, 3axuweHun BiO IHTEHCMBHOIO
/' ceiTna.

CTOIN PO34YMH

11.

BHectn 100 MK CTOM-pPO34YMHY B KOXHY INYHKY,
BMKOPUCTOBYIOUM TOW Xe NopsdoK, LWo i npu
nineTyBaHHi cybcTpary.

+100 pl

12. T

Butpumatin 5 XBUNUH MiHiMyM.

“«

13. PeTenbHo cTpyLlyBaTy NNacTuUHy NpoTsarom 5 cek.

14. OQ.\;OD% BuMipaTn onTuyHy winbHicte npu 450 HM

(pekomeHayeTbes 450/620 HM) npotsarom 30
450/620 nm XBUNVH.




8 KinbkicHa Ta flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygoyBaTu CTaHdapTHY KpuBY,
BiAKnNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiAHOLLEHHIO 0 BiANOBIAHMX 3Ha4YeHb KoHUeHTpauii B Oa/mn (Bick X).
Ons  OOCArHEHHs  Hamkpawux  pesynbTaTiB MU PEKOMEHAYEMO
BuKOopuCTaHHs log/lin koopauHat Ta 4-lMapameTpoBe HanawTyBaHHA. 3
OD KoXXHOrO 3paska 34uTaTy BiANOBIOHI KOHLEHTpaLUii aHTUTIN, BUPaXeHi
B Op/mn.

10.2 CneuundpiyHicTb i YyTNUBICTb

MikponnaHweT nokputui cpocaTaun-rniepuHoM i HaTMBHUM
noacbLKUM B2-rnikonpoTteiHoM l. [NepexpecHoi peakTUBHOCTI 3 iHLIMMK
ayToaHTUreHamm He CrocTepiranoch.

10.3 JliHiKHicTb

O6paHi cupoBaTtku TecTyBanucb 3 LM Habopom i 6yno BCTaHOBNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIHICTb
XapakTepy mACBKUX ayTOaHTUTINT MOXYTb iCHyBaTW 3paskv, WO He

HopmanbHui gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn nignsaralTb LbOMY NpaBuny.
<12 Og/mn 12-18 Oa/mn >18 Og/mn
Ne dakrop BumipsHa OuikyBaHa BipHoBneHHs
lMpuknad cmaHAapmHoi Kpueoi 3paska po3BefeHHA KOHLIeHTpaLis KOHLieHTpauis (%)
He BuKOpucTOBYBaTU Leit NpuKnag AnsA iHTepnpeTauii pe3ynbTarie Oa/mn Oa/mn
nauieHTiB 1 1/100 141.0 140.0 100.7
Kani6pamopu 1gG OD 450/620 HM CV % (Bapiayisi) 1/200 69.0 70.0 98.6
0 Og/mn 0.049 0.0 1/400 36.9 35.0 105.4
3 O0a/mn 0.164 2.6 1/800 18.1 175 103.4
10 Og/mn 0.332 25 2 1/100 471 46.0 102.4
30 Og/mn 0.675 0.9 1/200 24.6 23.0 107.0
100 Op/mn 1.387 0.0 1/400 12.1 115 105.2
300 Og/mn 2.272 05 1/800 6.2 5.8 106.9
Mpuknad po3paxyHKy 10.4 TouHicTb
Nauient [Hy6nikar (OD) CepegHe (OD) Pesynbtar (Oa/mn) [lns BU3HAYeHHS TOYHOCTI aHanisy, MiHNMBICTb (BCEpeauHi i MiX cepisamu)
P01 1.093/1.105 1.099 778 OLiHIOBanu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
P02 0.804/0.820 0.812 46.7 3paskax cupoBaTku, LWO6 MpeacTaBUTU [Aiana3oH B MOPIBHsHHI - 3i

3pasky Bulle 3HAYEeHHs HaMBWLWIOro Jiana3oHy kanibpaTtopa cnig
npeactaBnaTy y Burmsagi > Max. BoHu noBuHHi 6yTV po3BedeHi B Mipy
HeobXxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWXK4Ye 3Ha4yeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsigi < Min.

[aHi, xapakTepHi Ana KOHKPETHOro fOTY, 3HAaXOAATLCS B INCTi KOHTPOIO
sikocTi. MeamyHi nabopaTopii MoXyTb npoBoanTK cBit KoHTponb AkocTi
BMKOPWCTOBYOUM BRACHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa naGopaTtopisi MOBMHHA BCTAHOBUTU CBOi MeXi HOPManbHMX
3HayeHb, I'PYHTYIOUUCh Ha BRIACHWX METOAAX, KOHTPOMsX, OOnagHaHHi i
nonynsAuii  nauieHTiB  y BIigNOBIOHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npowenypamu.

Y BUNagKy, KON 3Ha4YeHHs1 KOHTPOMIB He BiAMOBIAAOTbL KPUTEPIAM, TECT €
HeiCHUM | NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiyHi AaHi MOBWMHHI OyTW nepesipeHi: TEPMiH MPWAATHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, nineTkn, npunagu,
doTomMeTp, yMOBM iHKybaLii i MeToau NpOMMBKU.

AKWO NpoTEeCTOBaHi 3pa3ku NMOKasylTb 3HAYEHHS, K BiAXMNSAOTLCS Big,
BCTaHOBIEHUX, abo KpuTepii NepeBipkn He BUKOHYyOTbCA 6e3 Baromumx
npuynH, 6yab nacka, 3BepHITLCA A0 BUPODOHMKA YM nocTavanbHuKa TecT-
Habopy.

[na skicHoi iHTepnpeTtauii 34uTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHATM OD naujeHta 3 OD Cut-off
KanibpaTopa. [Ansa sKicHOi iHTepnpeTauii M1 pekoMeHAYEMO po3rnsaaTu
cupoBaTkm B pianaszoHi 20% HaBKONO MOPOrOBOIO 3HAYEHHS, $K
OBO3HauHi. Bci 3pasku 3 6inbw BucokvM OD BBaxarTbCA MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMU.

HeratnBHun: OD nayienra < 0.8 X OD cytoff
CyMHiBHMIA: 0.8 X OD cytoff < OD nayienra £ 1.2 X OD cyteoff
Mo3nTMBHUM: OD qayienra > 1.2 X OD cytoff

9 TexHiu4Hi paHi
Martepian 3paska:
O6’em 3paska:

cvpoBaTka

10 mkn 3pa3ka, possegeHoro 1:101 B 1x
bydepi Ansa 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Op/mn

1.0 Og/mn

BaranbHuii vac iHkybadlii:
[ianasoH kanibpyBaHHS:
AHaniTV4Ha YyTnMBICTb:

36epiraHHs: npu Temnepartypi 2-8 °C/35-46 °F
BMKOPVCTOBYWTE TiNbKW OpUriHanbHi
nakoHu

KinbkicTb BU3HaYeHb: 96 TecTiB

10 PoGoui xapakTepucTuku

10.1 AHaniTnyHa YyTnuBictb
TectyBaHHs Bydepa ans 3paskiB 30 pasiB 3 AESKULISA Glycerol-GM
nano aHanituuHy vytnueicte 1.0 Og/mn.

CTaHOAapPTHOK KPUBOH.

Intra-assay Inter-assay
Sample No. Mean (U'ml) CV (%) Sample No. Mean (U'ml) CV (%)
1 145.0 2.8 1 150.0 31
2 48.0 3.6 2 53.0 4.2
3 21.0 2.2 3 24.0 4.8

10.5 KanibpyBaHHsA
Yepes BiOCYTHICTb pedhepeHTHMX MaTepianiB aHania kanibpyetbcs B
Opa/mn.
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