HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHSA IgG TA/ABO IgM AHTUTIN
NMPOTU POCOPATUAUNCEPUHY

3207, Aeskulisa Serine-GM

Kamarnoe. Ne: 3207 Memoduka eid 12-12-2014

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 Serine-GM € tBepgodasHum iMyHOEPMEHTHUM aHanizoM
3 BUKOPUCTAHHAM BUCOKOTO CTYMEHS1 OYMLLEHHS hocdaTuauncepuHy
NMCc HaTUBHOTO 32 rNikonpoTeiHy | NIOAMHM ANS KinbKICHOTO Ta AKICHOro
BuU3HayeHHss IgG Ta/abo IgM aHTuTIn npoTu docdaTuanncepmHy B
cupoBaTui  KpoBi  noguHW.  AHTUTING  aHTU-hocaTUaNNCEPUHY
po3ni3HaTb crneundivHi enitonn Ha KOMMMEeKCi, WO cKnagaeTbes 3
docdatngmncepunHa i R2-rnikonpoTeiHy |, SKi NpUCYTHI TinbkM npu
B3aEMO/Ji LUnX ABOX MOMeKy”n.

AHania € [OoMnoMOorow B AiarHOCTWLi Ta OuiHUi pusuky Tpombo3sy vy
NavuieHTiB 3 CUCTEMHUM YEPBOHUM BOBYAKOM.

2 KniHiyHe 3acTocyBaHHA i
iHCmpykuii).

npuvHumMn adanisy (4ue. opuziHan

Kani6patopn 6x15 Binui XosTuir* KoHLieHTpaList KOXHOro
Wy kanibpatopa: 0, 3, 10, 30,
100, 300 Og/mn.
Nioackka cuposaTka
(po3BeneHa), Guyaunin
CMPOBATKOBUIA anbOyMiH
(BCA), asug HaTpito <
0.1% (koHcepBaHT)
KoH'torart, IgG 1x15mn | CuHin CuHin MictuTb: AHTU-
IgM | 1x15mn | 3enenui 3enexui iMyHOrMoGyniHM NtoaNHN,
KOH'ioroBaHi 3
NepOKCMAa30io XpoHy,
Buyaumii cuposaTkoBUi
ansbymiH (BCA)
Cyberpart 1x15 YopHui beskoniphuin | CrabinizoBaHui
T™MB Mn TMB/H.02
Cron Po3uunx 1x15 Binui Beskoniphuin | 1 M consiHoi kKucnotn
Mn
MikponnaHwet | 12 x 8- - - CMYXKU, SIKi
NYHKOBUX Bi[JOKPEMIIOIOTLCA
CMYXXOK IMoKpWUTTS AUB. MyHKT 1

* Konip 36inbluyeTbCs 3 KOHLEHTpaLjie

HEOBXI4HI MATEPIAJIN, LL|O HE TOCTAYAKOTbCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pecdhepeHTHUM inbTpom 620 HM
(600-690 Hm). CknsHui nocyd (umnivgp 100-1000 mn), npobipku ANs po3BeneHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTtuninetka (100-1000 mn). MikponnaHweTHuin Mpuctpin ans npomueku (300 mkn
noBTOploBaHHA ~ abo 6GaratokaHanmbHa nineTka abo aBTOMaTM30BaHa cucTema),
apcopbytouuit nanip.

Hawi Tectu npusHauyeHi Ans BUKOPUCTAHHS 3 OYWLLEHOK BOLOK BIAMOBIAHO A0
Bu3HaueHHs Papmarkonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi dapmakonei (Eur.Ph.
4-e BuA).

lMpuxyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHwieTax 3
BHECEHHAM CneumdiyHOro aHTureHy. AHTUTING nauieHTa, SKLWO BOHM
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'ssaHa dpakuis
BMMMBAETLCS Ha HACTYMHIN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KOH'IOroBaHi 3 NepoKcuaasok XpoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuisi 3 KOMMIEKCOM aHTUreH-aHTUTINO B 3paskax B MiKpOMnaHLLIeTax.
Hes3B'a3aHui KkoH'toraT BMMMBAETLCH Ha HacCTynHiv ctagii. JoaaBaHHS
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakuito, sika 3ynMHAETLCA PO3BEAEHOK KUCIOTO (KOMip 3MIHIOETbCH Ha
xoBTuUiA). LLBUAKICTE YTBOPEHHSI KOMbOPY Bif, XPOMOreHy € (yHKLie
KiNbKOCTi KOH'loraTy, NoB'A3aHOro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NpoMnopLiiHa MNOYaTKOBIN KOHLEHTpaLii BiAMOBIAHWMX AHTUTIN y 3pasky
nauieHTa.

3 KomnnekT noctaBku

MAKTb 6YTHU BIJHOBJIEHI
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
koBnayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskiB (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(koHCEepBaHT)

MpoMUBHMIA 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

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

roToBI O BUKOPUCTAHHA
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
KoBnayka PO34UHY

HeratusHuit 1x15 3eneHuit Beskoniphuit | Jlioacbka cupoBaTka

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

Mo3nTnBHUA 1x15 YepBoHui | XKosTui Jlioacbka cupoBaTka

KoHTponb Mn (po3BeneHa), bryaumit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BepneHa), bryaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

4 36epiraHHs Ta TepMiH NpUAATHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PO34MHWM CTabINbHI
npotsarom 1 micsaua npu TemnepaTypi 2-8 °C/35-46 °F, ak MiHimym.
PeareHTn i MikponnaHLieT NOBWMHHI BUKOPUCTOBYBATUCS TiMbKN B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOrO Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweT B npusHayeHin Ans uboro onbksi, B TOMy uucni 3
ocyLlyBayem, i LWirnbHO 3aKkpuBanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 He6e3neka ans 380poB's

Lel npodykm npu3HayeHuli minbku QJ151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM NepCcoHar, HaB4YeHW i cneujianbHO iIHOPMOBaHMI
LoAo MeToAiB AiarHOCTMKM B Npobipui, MoXxe npoBoauTW aHanis. Xova
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo HebedneyHum B
YMOBax HOPMaribHOro BUKOPUCTaHHS!, MPUTPUMYNTECH HAaCTYMHUX 3ax0niB
[nNs MakcumarnbHOI 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llen komnnekt MicTUTb MOTEHLUiNHO Hebe3neyHi komnoHeHTW. Xoua
peareHTU He knacudikoBaHi SK MNOAPA3HUK ANA Oyven i LWKipn, Mu
PEKOMEHAYEMO YHMKHYTM KOHTAKTy 3 O4YMMa Ta LKIPOK | HOCUMTU
0OHOPAa30Bi pyKaBUYKM.

YBAT'A! Kani6patopu, KoHTponi Ta Bydepu mictate a3ung HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe 6yTU TOKCUYHUM, SIKLLO Or0 MPOKOBTHYTM
abo npu nonagaHHi Ha wkipy i o4i. NaN; Moxe pearyBaTyh 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, K ue BUKNageHo
CDC ab0 8o iHWKWX MicLeBUX/HaLiOHANBHUX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuhTe nig 4ac pob6otu 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHWIM niogcbkuii MmaTepiarn, WO BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTu, Hanpwuknag) 6ys
NMpOTECTOBaHWI CXBaneHUMU meTtogamu, i 6yB HeratwuBHuMm Ao HbsAg,
renatuty C T1a Bl 1. lpoTe, xogeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOMsIMW, CTaHAapTaMu i 3paskamy nauieHTiB
SIK 3 MOTEHUINHUM JKepernoM iHheKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HaLioHanbHMX BUMOT.

KomnnekT micTUTb MaTepian TBapMHHOIO MOXOMKEHHS, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAMTMCH BiANOBIAHO A0 HaLiOHANbLHUX BUMOT.




5.2 3aranbHi 3ayBaXX€HHS LWOA40 BUKOPUCTaAHHA

Y pasi, aKwo iHdopmauis nNpo NpoAyKT, B TOMY YUCHi MapKyBaHHS, €
crnoTBopeHoto abo HenpaBunbHow, OyAp rnacka, 3BepHITbCA A0
BMPOGHMKa YM nocTavanbHUKa TecT-Habopy.

He 3miwyiite i He 3amiHoNTe peareHTU abo MikponnaHweTn 3 pi3HMX
nortie. Lle moxe npuBecTn fo 3MiH B pe3ynbraTax.

MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpWUCTaHHsIM, [O0Ope nepemiwaTtu i [OTPUMYBaTUCH
pekoMeHAoBaHoi  iHKybaUinHOI cxeMu [ONnsi ONTUMAanbHOrO BUKOHaHHSA
TecTy.

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

Hikonu He niggaBanTe KOMMOHEHTM OinbLlU BUCOKIN TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxau NpoBOAUTM MINETYBaHHS PO34MHy cyGCTpaTy TinbkA 3 HOBUMMU
HaKOHeYHMKaMKn. 3axuwaTtn LUen peareHT Big cBitna. Hikonn He
ninetyBatn KoH'loraT 3 HaKOHEeYHVKaMmW, sIKi BUKOPUCTOBYBanucCb 3
iHLUMMK peareHTaMm A0 LbOro.

MeBHUM KNiHIYHMMA [OiarHO3 He MNOBUHEH FPyHTyBaTUCS Ha
pe3ynbTaTtax TiJibKM NPOBeAeHOro TecTy, arie Mae 6yt 3poGreHumn
nikapeM nicns ouiHKKM BCiX KNiHIYHUX Ta NabopaTopHUX AoCHiAKeHb.
[iarHo3 noBuHeH OyTU nepeBipeHUMN 3 BUKOPUCTAHHAM pPi3HUX
MeToAiB AiarHOCTUKN.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHsa

BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3paskM CUPOBATKMU.
3abip KpoBi NOBMHEH NPOBOAMTUCH BIAMOBIAHO OO AepXaBHMX BUMoOr. He
BVKOPWCTOBYWTE iKTEPWYHi, NinemiyHi, remonizoBaHi abo GakTepianbHO
3abpyaHeHi 3pasku. CrvpoBaTka 3 YacTMHKaMu MoBuMHHa ByTu ouuweHa
LEeHTpUMYryBaHHAM 3 HU3bKOWO LwBMAkKicTio (<1000 x g). 3pasku Kposi
NOBUWHHI ByTw 3ibpaHi B 4MCTi, Cyxi i NOpoXHi NPoBipku.

Micna cenapadii, 3pa3kn cupoBaTku Chnig BUKOPUCTOBYBaTU Ha MNpOTAS3i
nepwux 8 roauH, 36epiratu LWiNbHO 3aKpUTUMK Npu TemnepaTtypi 2-8
°C/35-46 °F po 48 roguH abo 3amopoxeHumu npu -20 °C/-4 °F pgnsa
6inbL TpMBanux nepiogis.

7 Mpoueaypa aHanisy

7.1 NigroToByi 3axoan nepea No4YaTkom poboTtun

Po3BecTy KOHLEHTPOBaHi peareHTu:

PosBecTn koHUeHTpoBaHun Oydep ansa 3paskiB 1:5 aucTunboBaHo
Boaot (Hanpwuknag, 20 mn nntoc 80 mn).

PosBecTn koHueHTpoBaHui [NpomusHuiA Gydep 1:50 aMcTunboBaHOK
BoAoto (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHUKHYTM MOMMUIIOK MU MPOMOHYEMO MO3HAYUTU KOBMAYKU Pi3HUX
kanibpaTtopi..

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bycdepom ans 3paska (1x)
Hanpvknag, 1000 mkn 6ydepa ansa 3paskiB (1x) + 10 Mk cupoBaTku.
Ho6pe nepewmiwatu!

MpomuBaHHsA:

MigrotyBat 20 mMn po3seaeHoro npomueHoro Gydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanmpuknaa, 4 Mn KoHueHTpaTy nnoc 196 mn
ANCTUINLOBAHOI BOAM.

ABTOMaTH30BaHEe NPOMMUBAHHS:
BpaxyBaTu HagnukoBi o6csarn, HeobXigHi AnA HanawTyBaHHSA npunaay,
i MepTBi 06CsArv Anst aBTOMaTU30BaHOIO NiNeTyBaHHS.

Py4He npomMuBaHHs:

Bupanutu pigvHu 3 nyHOK nepekvaaHHAM nnaHiweTa. MocTtykaTn pamkoio
3 MIKpOnyHKamMun eHepriiHo Ha YicTui agcopOyrounin nanip. Brectn 300
MK po3BedeHOro npommBHOro Oydepa B KOXHY FyHKy, noyekatn 20
cekyHa. MoBTOpMTKM BClo NpoLieaypy Lie ABa pasu.

MikponnaHweTu:

PospaxyiTe KinbkicTb MyHOK, HeobXiAHWX Ans aHanidy. Buganutu 3amsi
NYHKX 3 paMKW, MOMICTUTW B nakeT i 36epiraTv pa3oMm 3 OcCyLlyBayeMm,
LWiNbHO 3akpuTnMm (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA

Mu nponoHyemo ninetyBaTu KanibpaTopw, KOHTPOMi i 3pasky Takum
YUHOM:

NMPUMITKA: fAxkwo IgG i IgM BusHavawTbCA napanenbHo,
KaniépaTopu, koHTponi i 3pa3kuM aHanisyBaTu no ABa pas3u, Ans
KOXHOTFO NigKiiacy oKpemo.

na KINTIbKICHOI intepnpeTauii [na SKICHOI intepnpetauii
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Kkanibpatop
7.3 NpoBeneHHs TeCTyBaHHA
Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBefeHa nepes nineTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONsi 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
KINTbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpetauii i 100 MKkn KOXHOrO 3
HacTyMHUX:
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e HeratuBHoro  konTporno  (NC) i

Mo3suTmeHoro koHTponto (PC), i
e PossegeHoi cuposaTtku nauieHta (P1,
P2..)

4. Y
@J' IHky6yBaT npotarom 30 xBunuH npu 20-32
— °C/68-89.6 °F.
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[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ 6ydepa (po3seneHuit 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.
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[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
% / Oydbepa (po3seneHnuin 1:50).
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CYBCTPAT
9.

Brectn 100 mkn TMB cybcTpaTy B KOXKHY NYHKY.

10. %

\ InkybyBaT npotarom 30 xBunuH npu  20-32

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

CTOIN PO34YMH

11

BHectn 100 MKN CTOM-pO34MHY B KOXHY INYHKY,
BMKOPUCTOBYIOUM TON e MOPSAOK, WO i npu
nineTyBaHHi cybcTpary.

+100 pl




12. T
ButpumaTti 5 XBUNMH MiHIMyM.
13. PeTenbHo CTpywyBaTy NNacTuHy NpoTsarom 5 cek.
14. oD,- OD% Bumipatn onTuyHy wWinbHicTe npu 450 HM
(pekomeHpyeTbea 450/620 HM) npoTtarom 30
450/620 nm XBUNVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTu CTaHdapTHY KpuBY,
BiAKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiAHOLLEHHIO A0 BiANOBIAHMX 3Ha4YeHb KoHUeHTpauii B Oa/mn (Bick X).
Ons  OOCArHEHHs  Hamkpawux  pesynbTaTiB MU PEKOMEHAYEMO
BukopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD KOXHOro 3paska 34nTaTy BiANOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Op/mn.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

<12 Og/mn 12-18 Oa/mn >18 Og/mn

lMpuknad cmaHAapmHoi Kpueoi
He BuMkopucTOoBYyBaTH LieW Npuknag Ans iHTepnpeTauii pe3ynbTaTiB
nauieHTiB

36epiraHHs: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TifMbKW OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4eHb: 96 TecTiB

10 Po6Goui xapakTepucTuku

10.1 AHanitnyHa YyTnusicTb
TecTyBaHHa Oydepa ans 3paskiB 30 pasiB 3 AESKULISA Serine-GM
[ano aHanituyHy vytnumeictb 1.0 Og/mn.

10.2 CneuundpiyHicTb i YyTNUBICTb

MikponnaHweT nokpuTuin HaTueHUM PocdartuamncepuHom. NepexpecHoi
peaKTUBHOCTI 3  iHWMMW  ayToaHTUreHamu He  CrnocTepiranock.
AESKULISA Serine-GM TecT AeMOHCTPY€E AiarHOCTUYHY cneumndiyvHicTb
100%.

AESKULISA Serine-GM TecT nokasye [iarHoCTUYHY YyTnuBicTb 47%.

10.3 JliHiKHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byrno BCTaHOBMEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4epe3 HeOoOHOPIHICTb
XapakTepy IOACBKUX ayTOaHTWUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

Ne ®dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHA KOHLieHTpaLis KOHLeHTpauis (%)
Oa/mn Oa/mn

1 1/100 335.0 340.0 985
1/200 165.0 170.0 97.1
1/400 815 85.0 95.9
1/800 415 425 97.7

2 1/100 72.1 70.0 103.0
1/200 34.8 35.0 99.4
1/400 15.8 175 90.3
1/800 8.1 8.8 92.0

Kani6pamopu IgG/M 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.029 2.1
3 Oa/mn 0.124 0.0
10 Og/mn 0.281 2.0
30 Op/mn 0.560 0.3
100 Op/mn 1.150 2.7
300 Og/mn 2.022 11
lMpuknad po3paxyHKy
MauieHt Ly6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)
P 01 0.684/0.671 0.678 40.6
P 02 1.466/1.459 1.463 150.2

3pasky Bulle 3HAYeHHs HalBWLWIOro Aiana3oHy kanibpaTtopa cnig
npeactaBnaTu y Burnsagi > Max. BoHu noBuHHI 6yTV po3BedeHi B Mipy
HeobxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsigi < Min.

[aHi, xapakTepHi Ans KOHKPETHOro fOTY, 3HAaXOAATLCH B INCTi KOHTPOIIO
sikocTi. MeamyHi nabopaTopii MoXyTb npoBoauTK cBit KoHTponb AkocTi
BMKOPWCTOBYOUM BrACHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa naGopaTtopisi MOBUMHHA BCTAHOBUTU CBOi MeXi HOPManbHKX
3HayeHb, I'PYHTYIOUUCh Ha BRIACHWX METOAAX, KOHTPOMsiX, OOnagHaHHi i
nonynsAuii  NauieHTiB  y  BIigNOBIOHOCTI  3i CBOIMM  BCTaHOBIEHUMMU
npowenypamu.

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

HacTynHi TexHiyHi AaHi MOBWHHI OyTW nepesipeHi: TEPMiH MPWAATHOCTI
(MpuroToBnNeHMX) peareHTiB, YMOBM 30epiraHHs, nineTku, npunagu,
doTOMETp, YMOBM iHKyDaLii i MeTogu NpoMMBKU.

AKWO NpoTEeCTOBaHi 3pa3ku NMOoKasylTb 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
0BO3HauHi. Bci 3pasku 3 6inbw BrcokvMm OD BBaxarTbCA MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMW.

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

9 TexHiu4Hi paHi

Marepian 3paska:
O6’em 3paska:

cupoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
6ydepi Ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Op/mn

1.0 Og/mn

3aranbHui yac iHkybauii:
[ianasoH kanibpyBaHHs:
AHaniTM4Ha YyTnmBICTb:

10.4 TouHicTb

[ns BU3Ha4YeHHs TOYHOCTI aHanidy, MiHNUBICTb (BCepeauHi i M cepisiMu)
OLliHIOBanN LWUMSIXOM aHanisy /oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
3paskax cupoBaTku, WO6 npeacTaBuUTM fianasoH B MOPIBHSHHI - 3i
CTaHA4apTHOI KPUBOIO.

Intra-assay Inter-assay
Sample No. Mean (U/iml) CV (%) Sample No. Mean (U/ml) CV (%)
1 18.3 36 1 24.9 4.1
2 68.2 6.5 2 58.6 28
3 109.0 20 3 122.4 5.4

10.5 KanibpyBaHHsA
Yepes BiACYTHICTb MiXKHApOAHOro eTanoHHOro KanibpyBaHHS Le aHani3
BigkanibpoBaHui y BigHOCHMX oauHuuax (Oa/mn).
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