HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHA IgA | IgG AHTUTIN NPOTU
HEO-EMITONIB TTI

3510, Aeskulisa CeliCheck New Generation

Kamarnoe. Ne: 3510 Memoduka eid 10-10-2013

Kinbkicmp  : 96 Bepcis 004
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 CeliCheck New Generation € TBepaodasHum
iMyHO(hEPMEHTHUM aHani3oM Ansi KOMGIHOBaHOTO KiNbKICHOrO Ta sIKiCHOro
BusBneHHs IgA i 1gG aHTUTIN  NpoTM  Heo-eniToMiB  TKaHWHW
TpaHcrnytamiHasn (TTI) B cupoBaTui KpoBi nogvHW.  AHanis
BVKOPUCTOBYE PEKOMOGIHAHTHY TpaHCriyTaMiHasy NoavHKU, MNOB's3aHy 3
rniaguH-cneundivyHMMK nentugamm 3 BigobpaxeHHsM Heo-enitonis TTI,
Lo 3abe3nevye 3HaYHO MiABULLEHY YYTNUBICTb Ta CNELUMIYHICTb TECTY.
AHani3 € iHCTpyMeHTOM B AiarHOCTMLi Ta MOHITOpPUHry Leniakii (rnoTeH-
YyTNMBOI eHTeponarii).

2 KniHiyHe 3acTocyBaHHA i
iHCmpy«kuii).

npuvHuMn adanisy (fus. opuaiHan

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

KoH'torar, 1x15mn | Binui YepBoHuit Mictutb: AHTI-

IgA/G iMyHOrMoGyniHM NtoMHN,
KOH'toroBaHi 3
NepOKCAA30H0 XPOHY,
Buyaumit cupoBaTKoBUiA
ansbymiH (BCA)

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

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiliHUM pedepeHTHUM (inbTpom 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). MikponnaHwetHuiA Mpuctpiit Ans npomuski (300 mkn
noBTOpIOBaHHS ~ abo 6GaraTokaHanbHa 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 iMyHornobyniHu,
KOH'IOrOBaHi 3 NepoKCcUaa3oko XPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponnaHLeTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHii cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLito, sika 3yNMHSAETLCA PO3BEAEHOK KUCMOTO (KOMip 3MiHIETLCS Ha
XoBTui). LLBUAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLieo
KiNbKOCTi KOH'loraTy, NoB'A3aHoro 3 KOMMIEeKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuinHa MNoYaTKOBIN KOHLUEHTpaLii BiANOBIAHWMX 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.
PeareHTtu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiflbKM B MeXax
TEpMiHy NpuMAAaTHOCTI, 3a3HAYEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKante
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢ornb3i, B TOMY 4uchi 3
ocyulyBayeM, i WinbHO 3akpusanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3popoB's

LUEA MPOOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKKU IN
VITRO. Takum YMHOM, TifbKUM MNepcoHarn, HaBYeHWW | cneuianbHO
iH(popMoBaHUiA LLOAO0 MeToAIB AiarHOCTMKM B NpobipLi, Moxe NpoBoaUTH
aHani3. Xoya uer NpoayKT He BBaXaeTbCsl OCOOMMBO TOKCMYHMM abo
Hebe3ne4yHum B yMOBax HOPMaribHOTO BUKOPUCTAHHS, MPUTPUMYUTECH
HaCTYMHWUX 3axodiB ANnsi MakcuManbHoi 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llen komnnekT MiCTUTb MOTEHLiHO Hebe3neyHi komnoHeHTU. Xoua
peareHTU He knacudikoBaHi SK MNOAPA3HUK AN ovel i LKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoH i HOCUTK
0QHOPa30Bi PyKaBUYKN.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictate asug HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe ByTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonapaHHi Ha wkipy i o4i. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp Ae3akTuBalii, SK Le BUKNageHo
CDC ab0 go iHWKX MicLeBMX/HaLiOHANBbHNX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuiTe nig 4yac po6oTn 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA ASKMX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTu, Hanpwuknag) 6ys
NMpOTECTOBaHWI CXBaneHUMU meTogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C T1a BIJ1 1. lNpoTe, xoOeH TecT He MOxe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHICTI. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOMSIMW, CTaHAapTaMu i 3paskamy nauieHTiB
AK 3 NOTEHUIHUM [HKepenom iHPEKLIMHNX 3aXBOPOBaHb i BiAMOBIAHO 4O
HaLjioHanbHMUX BUMOT.

KomnnekT micTUTb MaTepian TBapMHHOIO MOXOMKEHHS!, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAUTUCD BigMNOBIAHO [0 HALiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXXeHHS WOAO0 BUKOPUCTaHHSA

Y pasi, sKwo iHdopmauis npo NpoaykT, B TOMY YMUCIi MapKyBaHHS, €
cnoTBopeHod abo HenpaswunbHOW, OyAb nacka, 3BEpHITbCA A0
BMPOOHMKa Y1 nocTavarnbHuKa TecT-Habopy.

He 3miwyvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHKX
nortis. Lie moxe npusectn Ao 3MiH B pe3ynbTartax.




MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpWUCTaHHsIM, [O06pe nepemiwaTtu i [OTPUMYBaTUCh
pekoMeHAoBaHoi  iHKybauinHOi cxeMu ONsi ONTUManbHOrO BUKOHAHHA
TecTy.

IHky6auis: Mu pekomeHayemo npoBoauTu Tect npu 30 °C/86 °F ans
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nmippaBaviTe KOMNOHEHTU GinbLU BUCOKiIA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAUTU NINETYBaHHA PO34MHY CybCTpaTy TiMbkA 3 HOBUMM
HaKOHeYHMKamMKn. 3axuwaTtn LUen peareHT Big cBitna. Hikonn He
nineTyBatn KoH'loraT 3 HaKOHEeYHVMKaMW, siki BUKOPUCTOBYBanuCb 3
iHWMMK peareHTammn [0 LbOoro.

MeBHUM KNiHIYHMMA pgiarHO3 He NOBUHEH FpPyHTyBaTUCA Ha
pe3ynbTaTtax TifibKM NPoOBeAeHOro TecTy, arie Mae 6yt 3po6reHumn
nikapeM nicns ouiHKK BCiX KNiHiYHUX Ta NabopaTopHUX [OCHiAXKEeHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM Pi3HUX
MeToAiB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopuctoByinTe nepeBaxHO 3pasku cupoBaTku. 3abip KpoBi NOBUHEH
NPOBOAMTUCH BIAMOBIAHO [0 AepXaBHMX BUMOr. He BUKOpUCTOBYMTE
ikTepn4Hi, ninemiyHi, remonisoBaHi abo H6akTepianbHO 3abpyAHEHI 3pa3ku.
3pasku kpoBi MoBWHHI ByTwn 3ibpaHi B 4nCTi, Cyxi i NOPOXHi MPOBipku.
Micna cenapadii, 3pa3kn cMpoBaTKW Cnif BUKOPUCTOBYBaTK Ha MpoTs3i 8
roauH, 36epirati LWiNbHO 3akpUTUMKU Npu Temnepatypi 2-8 °C/35-46 °F
0o 48 roanH abo 3amopoxeHnmu npu -20 °C/-4 °F ans 6inbl TpyBanmx
nepiogis.

7 Mpoueaypa aHanisy

7.1 NigroToBu4i 3axoaun nepea No4YaTkom pob6oTtun

Po3BecTu KOHLEHTPOBaHI peareHTu:

PosBectn koHueHTpoBaHui Oydep ans 3paskie 1:5 guctunboBaHoo
BoAow (Hanpwuknag, 20 mn nrtoc 80 mn).

PosBectn koHueHTpoBaHui [NpomuBHuiA Bycep 1:50 AucTunboBaHoO
BoAow (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKN Pi3HMX
kanibpaTopi..

3pasku:

PosBectu 3pasku cuposatku 1:101 6ycpepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa gnsa 3paskiB (1x) + 10 Mkn cupoBaTku.
[o6pe nepewmiwatu!

MpomuBaHHs:

Nigrotysatn 20 mMn po3BeaeHoro npomusHoro Bydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OUCTUINbOBAaHOI BOAMW.

ABTOMaTM30BaHe NPOMMBAHHA:
BpaxyBaTu HagnuLiKoBi o6csArn, HeoOXigHI ANA HanawTyBaHHSA npunagy,
i MepTBi 06CsIrM ANst aBTOMaTU30BaHOIO NiNeTyBaHHS.

Py4He npomuBaHHSA:

BuganuTtu pignHu 3 nyHoK nepeknaaHHam nnaHweTta. [NocTtykatn pamkoto
3 MiKpOnyHKamMu eHepriiHo Ha uicTui agcopOyrounii nanip. Brectn 300
MK po3BedeHOro npomuBHOro Bydepa B KOXHY FyHKy, moyekatn 20
cekyHa. MoBTOpMTKM BClO NpoLeaypy e ABa pasu.

MikponnaHweTu:

Po3spaxyiitTe KinbKiCTb NyHOK, HEOOXiAHWUX Ans aHanisy. Buganutu 3ansi
NYHKVM 3 paMKu, MOMICTMTM B nakeT i 3bepiraTy pasom 3 ocyllyBayeMm,
LWinbHO 3akpuTnMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu npornoHyemo nineTyBaTu KanibpaTopw, KOHTpOMi i 3pasky Takum
YUHOM:

Ons KINIbKICHOI intepnpetauii  [ns SKICHOI intepnpeTauii

1 2 3 4. 1 2 3 4...
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M | caD | ne o H [P
CalA: kanibpatop A CalD: kanibpatop D PC: noautusHmit P1: naujent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: naujent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTuBHMit P3: naujent 3
KOHTpOb
CC: cut-off
kanibpatop

7.3 NpoBeneHHsA TeCTyBaHHA

Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBefeHa nepes nineTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONs OTPMMaHHs HeobXigHWX

KiNIbKiICHUX/SIKICHUX pe3ynbTarTiB:

KOHTPOII | 3PA3KN

3. BHecTn B 3a3HayeHi NyHKW, siK onvcaHo B po3paini
7.2 Buue, 100 MK KOXHOrO:

a. Kanibpatopis (CAL.A po CALF) gans
KIJTbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpeTauii i 100 Mkn KOXHOrO 3
HacTyMHUX:

+100 pl
e  HeratuBHoro  koHTponio  (NC) i
Mo3unTmeHoro koHTponto (PC), i
e PossegeHoi cuposaTtku nauieHta (P1,
P2..)

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

5. |washe |
[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
% / 6ydepa (po3senenuit 1:50).
— -
3x 300wl
KOH'IOTAT
6

BHecTn 100 MK KOH'lOraTy B KOXHY MyHKY.

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

8 |washs |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
% / Oydbepa (po3seneHnuin 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 BiOg IHTEHCMBHOIO
cBiTna.

CTOIN PO34YMH

11.

BHectn 100 MK CTOM-pPO34YMHY B KOXHY INYHKY,
BMKOPUCTOBYIOUM TON e MOPSAOK, WO i npu
nineTyBaHHi cybcTpary.

+100 pl

12. S

Butpumatin 5 XBUNWUH MiHiMyM.

13. PeTenbHO cTpyllyBaTH NNacTuHy NpoTSroM 5 cex.

14. OE},\;OD% BuMipaTn onTuyHy winbHicTe npu 450 HM
(pekomeHayeTbest 450/620 HM) npoTtarom 30
450/620 nm XBUNVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauin

Ons kinbkicHOi iHTepnpeTauii nobyayBaTv CcTaHOapTHY KpuBY,
BiAKNaBWM ONTUYHY LWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
Mo BiQHOLLEHHIO A0 BiANOBIAHUX 3HAYeHb KOHUeHTpauii B Oa/mn (Bick X).
Ona  [OCArHEeHHs  Hamkpawux  pesynbTaTiB MU PEKOMEHAYEMO
BuKopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3




OD koXHOro 3paska 34utaTy BiAMOBiAHI KOHLEHTpaUil aHTUTIN, BUPaXeHi Ne ®akTop BumipsiHa OuikyBaHa BipHoBneHHs
B Og/mn. 3paska po3BefeHHA KOHLieHTpaLis KOHLIeHTpaLis (%)
HopmanbHui gianaso CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn Op/mn Oa/mn
<16 Op/mn 16 - 24 Oa/mn > 24 0p/mn 1 1/100 915 90.0 101.7
1/200 43.4 45.0 96.4
Mpuknad cmandapmHoi Kpueoi 1/400 20.5 225 91.1
He BuMkopucTOoBYBaTM Liei Npuknag Ans iHTepnpeTaudii pesynbTatiB 1/800 105 11.3 929
nauieHTis 2 1/100 55.2 56.0 98.6
Kaniépamopu IgA/G 0D 450/620 Hm CV % (Bapiayis) 1/200 26.8 28.0 95.7
0 Oa/mn 0.073 3.1 1/400 138 14.0 98.6
3 Op/mn 0.179 23 1/800 7.3 8.0 91.3
10 Og/mn 0.342 12
30 Op/mn 0.662 0.1 10.4 TouHicTb
100 Og/mn 1.310 0.9 [ns BU3Ha4YeHHsA TOYHOCTI aHani3y, MiHNUBICTb (BCepeauHi i Mk cepisiMu)
300 Og/mn 2.263 0.3 OLiHIOBanNy LUMSXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
3paskax CcupoBaTku, LWOO nNpeacTaBuTM diana3oH B MOPIBHSAHHI - 3i
lMpuknad po3paxyHKy CTaHA4apTHOI KPUBOIO.
MaujieHT [y6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)
P 01 0.808/0.831 0.820 39.6 Intra-assay Inter-assay
P 02 1.081/1.071 1.076 66.1 Sample No. = Mean (Uiml) | CV (%) Sample No.  Mean (U/ml) = CV (%)
1 27.5 1.9 1 24.4 1.8
3pasku BuLE 3HAYEHHA HavBULWIOro pAiana3oHy kanibpaTtopa cnig 2 67.5 2.9 2 525 25
3 125.2 6.8 3 85.3 6.3

npeactaBnsat™M y Burnsgi > Max. BoHV noBuHHI GyTv po3BedeHi B Mipy
HeobOXigHOCTI i 3HOBY aHanioBaHi. 3pasku HwkK4ye 3HayeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsigi < Min.

[aHi, XxapakTepHi 4N KOHKPETHOro NOTY, 3HAX0OATbLCA B NIUCTI KOHTPOMO
skocTi. MegmyHi nabopaTopii MoXyTb npoBoauTK cBil KoHTponb AkocTi
BMKOPVCTOBYOUM BrACHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa nabopartopis NOBMHHA BCTAHOBWUTM CBOI MeEXi HOpMarbHUX
3HaYeHb, I'PYHTYIOUMMCb Ha BNAcHUX MeTodaXx, KOHTPOmsX, obnagHaHHi i
nonynsAuii  nauieHTiB  y BIigNOBIQHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npouenypamu.

Y BMNagKy, KOnu 3Ha4YeHHS KOHTPOMIB He BiAMNOBIAaOTb KPUTEPIAM, TECT €
HeiiCHNM i NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiyHi AaHi MOBWMHHI OyTW nepesipeHi: TEPMiH MPUAATHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, nineTkn, npunagu,
doToMeTp, yMOBM iHKybaLil i MeTogu NpOMMBKU.

AKWO NpoTecToBaHi 3pa3ku NOKasylTb 3HAYEHHS, K BiAXMNSAOTLCS Big,
BCTaHOBMeEHWX, abo KpuTepii nepeBipku He BMKOHYOTbCS 6e3 Baromux
npunynH, 6yab nacka, 3BepHiTbCA A0 BUPODOHMKA YM nocTavanbHuKa TecT-
Habopy.

[na skicHoi iHTepnpeTtauii 34uTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHsATK OD naujeHta 3 OD Cut-off
KanibpaTopa. [Ansa sKicHOI iHTepnpeTauii M1 pekoMeHAYEMO po3rnaaaTu
cupoBaTkm B pAiana3oHi 20% HaBKOMO MOPOroBOrO 3HAYeHHs, SK
[BO3HauHi. Bci 3pasku 3 6inblw BucokuM OD BBaXxatTbCsl MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMU.

HeratuBHui: OD qayienra < 0.8 X OD cytoff
CyMHiBHMIA: 0.8 X OD cytoff < OD nayienra £ 1.2 X OD cyteoff
Mo3nTuBHUM: OD qayienra > 1.2 X OD cyreoff

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

cvpoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
bydepi aAnsA 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oa/mn

1.0 Og/mn

3aranbHui yac iHkybauii:
[iana3oH kanibpyBaHHs:
AHaniTV4Ha YyTnMBICTb:

30epiraHns: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TifbKN OpUriHanbHi
nakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10 PoGoui xapakTepucTuku

10.1 AHaniTmyHa YyTnuBictb

TecTtyBaHHs Oydpepa anst 3paskie 30 pasiB Ha AESKULISA CeliCheck
New Generation gano aHanituyHy vyytnueicte 1.0 Og/mn.

10.2 CneuundpivHicTb i YyTNUBICTL

MikponnaHweT MOoKpuTi  PEKOMOIHAHTHOK  JOACLKOK  TKAHWHHOK
TpaHcrnyTamiHasow i rniaguH-cneundiyHumm nentugamu. MNepexpecHoi
peakTUBHOCTI 3 iHWMMW ayToaHTUureHamu He Byno BMSIBNEHO, 0COGNMBO
rniagvH-cneumdiyHi NenTam nepexpecHo He pearyloTb 3 rMiaguHOM.
[HiarHocTnyHa cneundivHicTb aHTuTin TTI ueniakii cTaHoBUTL 86.1%.
OiarHoctnyHa yytnueicTe TTI aHTUTIN ueniakii ctaHoBUTbL 100%.

10.3 NMiHinHicTb

O6paHi cupoBaTkuM Gynu NpoTecToBaHi 3a AOMOMOrol Lboro Habopy i
BCTAHOBJIEHO, L0 BOHM pO36aBnsTLCS MiHIMHO. TUM He MeHL, yepe3
HEOOHOPIAHICTE NpUPOAM MIOACBKUX ayTOaHTUTIN MOXYyTb iCHyBaTu
3pasku, WO He nianaaatoThb Mig Le npasurio.

10.5 Kani6pyBaHHs
Yepes BiOCyTHICTb pedhepeHTHMX MaTepianis aHania kanibpyetbcs B
Oa/mn.
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