HABIP IDA

AnA KOMBIHOBAHOTI O KIJIbKICHOIO TA
AKICHOIO BUSHAYEHHA IgG | IgM AHTUTIN
NMPOTU NPOTPOMBIHY

3211, Aeskulisa Prothrombin-Check

Kamarnoe. Ne: 3211 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 Prothrombin-Check € TBepgodasHum imyHOepMEHTHUM
aHarni3oM 3 BUKOPUCTaHHSIM HaTMBHOIO NPoTpoMbiHy (dbakTtop Il) nogunHun
Onst KOMBIHOBaHOrO KiNbKiCHOro Ta SKiCHOro Bu3HayeHHs IgG i IgM
aHTUTIN NPOTM NPOTPOMBGIHY B CMPOBATL KPOBi JIIOAUHM.

AHani3 € iHCTpyMeHTOM B AiarHocTuui aHTudocdoninigHOro CMHAPoOMY.

2 KniHiyHe 3acTocyBaHHA i
iHCcmpykuii).

npuvHuMn aHanisy (Hus. opuaiHan

C1pOBaTKOBUIA anbOyMmiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)
KoH'torar, 1x15mn | Binui YepBoHuit Mictutb: AHTI-
IgG/IM iMyHOroGyNiHM NtoMHN,
KOH'toroBaHi 3
NepOKCMAa3oio XpoHy,
Buyaumit cupoBaTkoBUiA
ansbymiH (BCA)
Cybetpart 1x15 YopHuit BeskonipHuit | CrabinisoBaHuit
TMB Mn TMB/H.02
Cron Po3uunH 1x15 Binui Beskoniphuii | 1 M consHoi KuCnoTH
Mn
MikponnaHwet | 12 x 8- - - CMYXKU, SIKi
TYHKOBMX Bi[JOKPEMTIOIOTLCA
CMYXXOK IMoKpUTTH AMB. MyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLliet

HEOBGXI4HI MATEPIAJIN, LL|O HE TOCTAYAKOTbLCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiiHUM pedepeHTHUM (inbTpom 620 HM
(600-690 Hm). CknsHui nocyd (umnivgp 100-1000 mn), npobipku ANS po3BemeHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTHuin Mpuctpin ans npomusku (300 mkn
noBTOplOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTW30BaHa cucTeMa),
apcopbytouuit nanip.

Hawi TecTw npusHayeHi ANS BUKOPWUCTAHHS 3 OYWLLEHOK BOAOK BIAMOBIHO A0
Bu3HaueHHs Gapmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi dapmakonei (Eur.Ph.
4-e BuA).

lMpuHyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM CMeumndivyHOro aHTureHy. AHTWTING nauieHTa, SKWO BOHM
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTU-nAckKi iMyHornobyniHu,
KOH'IOroBaHi 3 NepoKcnaasoko XpoHy (KOH'loraT), iHKyOytoTh i BioOyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmnaHLieTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHiv cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTMBHY KONIOPUMETPUYHY (CUHIN Komip)
peakLito, sika 3yNUHSETLCS PO3BEAEHOD KUCMOTOO (KOMip 3MIHIOETLCS Ha
xoBTuUin). LLUBMAKICTE YTBOPEHHSI KOMbOPY Bif, XPOMOreHy € (YHKLie
KiNbKOCTi KOH'toraTy, NnoB'A3aHOro 3 KOMMMEKCOM aHTUIeH-aHTUTINo, i BOHa
NponopuinHa MOYaTKOBIN KOHLUEHTpaLii BiANOBIAHWMX aHTUTIN y 3pasky
nauieHTa.

3 KomnnekT noctaBku

MAKTb 6YTH BIJHOBJIEHI
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
koBMayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskis (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(KoHCEpBaHT)

MpoMUBHUIA 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

Bydep (50x) Mn Tpic, NaCl, Tein 20, asug
Hatpito < 0.1%
(KoHCEpBaHT)

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

HeratusHuit 1x15 3eneHuit Beskoniphuit | Jlioacbka cupoBaTka

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

[MoauTnBHUA 1x15 YepBoHui | XKosTun Jlioacbka cupoBaTka

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

Kani6patop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BepneHa), bryaumit
CMpOBaTKOBUIA anbOyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

KanibpaTopu 6x15 Binuit YosTuir* KoHLeHTpaLjist KOXHOro

Mn kanibpatopa: 0, 3, 10, 30,

100, 300 Op/mn.
Tioackbka cuposatka
(po3BepneHa), bruyaumia

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiNbKN B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢ornb3i, B TOMY 4uchi 3
ocyLuyBayem, i LWirNbHO 3aKkpuBanTe.

5 Be3aneka BUKOPUCTaHHA

5.1 HeGe3neka ans 3gopoB's

Leld npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM NMepCcoHarl, HaB4YeHW i cneujianbHO iIHPOPMOBaHMI
OO MeToAiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xoya
Leln NpoayKT He BBaXaeTbCH OCOGNMBO TOKCUYHMM abo Hebe3dneyHum B
YMOBax HOPMaribHOro BUKOPUCTaHHS!, MPUTPUMYMTECH HAaCTYMHUX 3ax0aiB
ONs MakcumarnbHoi 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llem komnnekr MiCTUTb MOTEHLUiNHO Hebe3neyHi KommoHeHTW. Xouya
peareHTU He knacudikoBaHi SK MNOAPA3HUK ANA oyven i LWKipu, Mu
PEKOMEHAYEMO YHUKHYTWM KOHTaKTy 3 O4YMMa Ta LUKIpO i HOCUTK
0HOPAa30Bi PyKaBNYKM.

YBAT'A! Kanibpatopu, KoHTponi Ta Bydepu mictate a3ung HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3; Moxe pearyBaTyh 3i CBUHLEM i
migato i opmyBaTn BMOyxoHebe3neyHi asvan metanis. Npy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTHO BOAM, W06 3anobirtn HaKonuYeHHIo asugis.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, SiK ue BUKNageHo
CDC ab0 8o iHWKWX MicLeBUX/HaLiOHANBHNX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuhTe nig 4ac po6otu 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHWIM niogcbkuii MmaTepiarn, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTu, Hanpuknag) 6ys
NpoTECTOBaHWI CxXBaneHMMn metogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C T1a Bl 1. lpoTe, xogeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
Y/MHOM, MOBOAMUTMCHL 3 KOHTPOMNSMU, CTaHAapTamu i 3paskamy nauieHTiB
SIK 3 MOTEHUINHUM JXepernoM iHheKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HaLjioHanbHWUX BUMOT.

KomnnekT micTUTb MaTtepian TBapMHHOIO MOXOPKEHHS, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAMTMCL BiANOBIAHO A0 HaLiOHANbLHUX BUMOT.

5.2 3aranbHi 3ayBaXeHHs WOA40 BUKOPUCTAHHA

Y pasi, aKwo iHdopmauis npo NpoaykT, B TOMY YMCRi MapKyBaHHS, €
crnotBopeHol abo HenpaBunbHOW, Oyab nacka, 3BEpHiTbCS A0
BMPOOHMKa Y1 NocTavanbHuKa TecT-Habopy.

He 3wmiwyiite i He 3aMiHioliTe peareHTU abo MikponnaHweTn 3 pi3HuX
nortis. Lle Moxe npmBecTn A0 3MiH B pe3ynbTaTax.

[MpuBecTu BCi KOMMOHEHTW A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepen BMWKOPUCTaHHAM, QJobGpe nepemiwaTtM i [OTpPUMyBaTUCh




pekoMeHAoBaHoi iHKybaUinHOi cxeMu ONnsi ONTUManbHOrO BUKOHaHHA
TecTy.

IHky6auis: Mu pekomeHgyemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHMX CUCTEM.

Hikonu He nippaBaiiTe KOMNOHEHTU GinblL BUCOKiA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAWUTU MINETyBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMMW
HakoHeYyHMKamun. 3axuwaTtn uen peareHT Big cBiTna. Hikonn He
nineTyBaT KoH'loraT 3 HaKOHEYHWKamu, siKi BUKOPUCTOBYBanuCb 3
iHWMMK peareHTammn [0 LbOoro.

MeBHMA KNiHIYHUA pgiarHO3 He TMNOBUHEH [PYHTyBaTUCA Ha
pe3ynbTaTax TiflbKW NpoOBeAeHOro TecTy, ane Mae 6yTn 3pobneHuin
nikapeM nicns ouiHKM BCiX KNiHiYHUX Ta NabopaToOpHUX AOCTIiMAKEHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM pPi3HUX
MEeTOAIB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopuctoByinTte nepeBaxHO 3ibpaHi HeloAaBHO 3paskM CUMPOBAaTKMU.
3abip KpoBi NOBVMHEH NPOBOAMTUCH BiAMNOBIAHO OO AepXaBHUX BUMor. He
BVKOPWCTOBYWTE iKTEpWYHi, ninemiyHi, remonizoBaHi abo GakTepianbHo
3abpyaHeHi 3pasku. CupoBaTtka 3 YyacTMHKaMu MOBMHHA OyTu ouneHa
LEHTPUMYryBaHHSAM 3 HU3bKOW LWBMAkKicTIo (<1000 x g). 3pasku Kposi
NOBWHHI ByTw 3ibpaHi B YMCTi, Cyxi i NOpoXHi NPOBipku.

Micna cenapauii, 3paskM cMpoBaTKW Crif, BUKOPUCTOBYBATU Ha MPOTA3i
nepwux 8 roguH, 36epirati LWiNbHO 3aKpUTUMK Npu TemnepaTtypi 2-8
°C/35-46 °F po 48 roguH abo 3amopoxeHumu npu -20 °C/-4 °F gns
6inbL TpMBanux nepioAis.

7 Mpoueaypa aHanisy

7.1 NigroToByi 3axoaun nepea NOYaTKOM poboTun

Po3BecTy KOHLEHTPOBaHI peareHTu:

PosBectn koHueHTpoBaHun Oydep Ana 3paskis 1:5 aguctunbosaHo
BoAot (Hanpuknag, 20 mn nntoc 80 mn).

PosBecTn koHueHTpoBaHui NpomusHuin Gydep 1:50 aMcTUnNbOBaHOK
BoAow (Hanpwuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKN Pi3HUX
kanibpaTopi..

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bycdepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 Mkn cuposatku.
[o6pe nepemiwatn!

MpomMmuBaHHsA:

MigrotyBatn 20 mn po3seaeHoro npomusHoro H6ydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanpwknag, 4 Mn KoHueHTpaTy nntoc 196 mn
OMUCTUNBLOBAHOI BOAW.

ABTOMaTM30BaHe NPOMMUBAHHA:
BpaxyBaTu HagnuLikoBi o6csirn, HeoOXiaHi Ans HanalwTyBaHHS npunaay,
i MepTBi 06CArv ANst aBTOMaTN30BaHOIO NiNeTyBaHHS.

Py4He npomMuBaHHA:

Bupanutu pigvHu 3 nyHOK nepekvaaHHsaM nnadiweTa. MocTtykaT pamKoto
3 MIKpOnyHKamMun eHepriiHo Ha uYnicTui agcopOyrounii nanip. Brectn 300
MK pO3BEAEHOro NMpoMMBHOIMO Gydhepa B KOXHY JyHKy, nodvekatun 20
cekyHa. MoBTOpMTKM BClo NpoLieaypy Lie ABa pasu.

MikponnaHweTu:

PospaxynTte KinbKicTb MyHOK, HEOOXiAHMX Ans aHanidy. Buganutn 3amsi
NYHKW 3 pamKu, MOMICTMTM B nakeT i 3bepiraTy pasom 3 ocyLlyBayeMm,
LWinbHO 3akpuTuUMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyeMo ninetyBaTu KanibpaTopw, KOHTpOMi i 3pasku Takum
YUHOM:

Ons KIJIbKICHOI inTepnpetauii Ina SKICHOI intepnpertauii

1 2 3 a... 1 2 3

A | A | NC P2

B [ B |nc P2 T

a Clcc [ms T

[ I D |cc |p3

E [ E |PC

F| - F |pC

8 lcap |ne | | G | Pl [

" — (N -
CalA: kanibpatop A CalD: kani6parop D PC: noautusHmit P1: naujent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: naujent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTuBHuit P3: naujent 3

KOHTpOnb

CC: cut-off

Kkanibpatop

7.3 NpoBeneHHsA TeCTyBaHHA

Kpok | Onuc
1. MepekoHawiTecs, WO NiAroToBKa BiANOBIAHO A0 MYyHKTY 7.1 BuLle
6yna nposeaeHa nepes nineTyBaHHAM.
2. BukopuctoByinTe HacTynHi Kpoku ONsi OTPMMaHHS HeobXigHWX

KiNbKICHUX/SIKICHUX pes3ynbTarTiB:

KOHTPOII | 3PA3KA

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

a. Kanibpatopis (CALA po CALF) gans
KINIbKICHOI a6o

b. Cut-off kani6patopa (CC) ans SKICHOI

u iHTepnpetauii i 100 Mkn  KOXHOrO 3

HacTyMnHUX:

e HeratuBHoro  konTponio  (NC) i
Mo3uTmeHoro koHTponto (PC), i

. Pos3BepeHoi cupoBaTku nauieHta (P1,
P2..)

+100 pl

4. Y
@J' IHky6yBaT npotarom 30 xBunuH npu 20-32
— °C/68-89.6 °F.

5. |washe |
[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ bydepa (po3seneHuit 1:50).
— -
3x_ 300wl
KOH'IOTAT
6.

BHecTn 100 MK KOH'lOraTy B KOXHY MYHKY.

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

8 |washe |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
M / Oydbepa (po3seneHnuin 1:50).
— —
Sx 300ul
CYBCTPAT
9.

Brectn 100 mkn TMB cybeTpaTy B KOXHY MNYHKY.

10. %

InkybyBaT npotarom 30 xBunuH npu 20-32
\ °C/68-89.6 °F, 3axulleHwi Big iHTEHCUBHOIO
/‘ cBiTna.

CTOIN PO34YMH

11.
BHectn 100 MK CTOM-PO3YMHY B KOXHY JTYHKY,
BMKOPWUCTOBYIOYM TOW Xe MNOPSAOK, WO i npu
H —*  nineTyBaHHi cybcTparTy.

Butpumatu 5 xBunvH miHimym.

+100 pl
12. j“‘“-f

13. PeTenbHO cTpyLlyBaTH NNacTuHy NpoTSroM 5 cex.

14. OQ,\;OD% BuMipaTn onTuyHy winbHicTe npu 450 HM
(pekomeHayeTbes 450/620 HM) npotsarom 30
450/620 nm XBUIVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauin

Ons  kinbkicHoi iHTepnpeTauii nobyaoyBaTv CcTaHOapTHY KpUBY,
BiAKNaBWM ONTUYHY LWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
Mo BiQHOLLEHHIO A0 BiANOBIAHUX 3HAYeHb KOHUeHTpauii B Op/mn (Bick X).




[na  [OCArHEeHHs  Halkpalmx pe3ynbTaTiB MU PEKOMEHOYEMO
BukopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD KoXXHOro 3paska 34MTaTy BiANOBIOHI KOHLEHTpaLUii aHTUTIN, BUPaXeHi
B Op/mn.

10.3 NiHinHicTb

O6paHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byrno BCTaHOBMNEHO
NiHINHICTb  po3BefeHHA. TuM He MeHwe, 4Yepe3 HeoOHOPIOHICTb
XapakTepy mACBKUX ayTOaHTUTINT MOXYTb iCHyBaTU 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn
<16 Og/mn 16-24 Op/mn > 24 0p/mn Ne ®dakrop BumipsHa OuikyBaHa BigHoBneHHs
3paska po3BefeHHA KOHLieHTpaLis KOHLeHTpauis (%)
Mpuknad cmaHdapmHoi kpueoi Oa/mn Oa/mn
He BuMkopucTOoBYBaTM Liei Npuknag Ans iHTepnpeTauii pesynbTatiB 1 1/100 239.0 244.0 98.0
naujieHTiB 1/200 120.0 122.0 98.4
Kani6pamopu IgG/M OD 450/620 Hm CV % (Bapiayis) 1/400 59.0 61.0 96.7
0 Op/mn 0.014 29 1/800 294 30.5 96.4
3 Og/mn 0.138 1.0 2 1/100 172.0 178.0 96.6
10 Og/mn 0.283 15 1/200 85.0 89.0 95.6
30 Og/mn 0.620 23 1/400 420 445 94.3
100 Og/mn 1.314 0.9 1/800 20.3 22.3 91.0
300 Og/mn 2.070 12
10.4 TouHicTb
lMpuknad po3paxyHKy [ns BM3HAYEHHA TOMHOCTI aHani3y, MiHNMBICTb (BCepeauHi i Mk cepisMu)
MaujeHT [y6nikat (OD) CepegHe (OD) Pesynbtar (Oa/mn) OLiHIOBanu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
P 01 0.547/0.555 0.551 243 3paskax CcupoBaTku, LWOO nNpeacTaBuMTM [diana3oH B MOPIBHSAHHI - 3i
P02 1.638/1.641 1.640 167.4 CTaHAaPTHOK KPUBOIO.

3pasky Bulle 3HAYEeHHs HalBWLWIOro Jiana3oHy kanibpaTtopa cnig
npeactaBnsat™M y Burnsgi > Max. BoHW noBuHHI GyTv po3BedeHi B Mipy
HeobOXigHOCTI i 3HOBY aHanioBaHi. 3pasku HwkK4ye 3HayeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsgi < Min.

[aHi, XxapakTepHi AN KOHKPETHOro NOTY, 3HAX0OATbLCA B MNIUCTI KOHTPOMO
akocTi. MegmyHi nabopaTopii MoXyTb npoBoauTK cBil KoHTponb AkocTi
BMKOPVCTOBYHOUM BRACHI KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa naGopaTtopisi MOBMHHA BCTAHOBUTU CBOi MeXi HOPManbHUX
3HaYeHb, M'PYHTYIOMMCb Ha BNAcHUX MeTodax, KOHTPOmsX, obnagHaHHi i
nonynsAuii  NauieHTiB  y  BIignNoOBIOHOCTI  3i CBOIMM  BCT@HOBIEHUMMU
npoueaypamu.

Y BMNagKy, KON 3Ha4YeHHs KOHTPOMIB He BiAMNOBIAaOTb KPUTEPIAM, TECT €
HeAiCHNM | NOBMHEH ByTV NOBTOPEHWIA.

HacTynHi TexHiuHi gaHi NoBWHHI GyTW nepesipeHi: TEPMiH MpuAaaTHOCTI
(NpuroToBneHnx) peareHTiB, YMOBW 30epiraHHs, nineTku, npunagu,
doTomeTp, yMOBM iHKybaLii i MeToau NpOMMBKU.

AKLWwo npoTecToBaHi 3pa3kn MOKa3yloTb 3HAYEHHS, AKi BiOXUNATLCS Bif
BCTaHOBIEHUX, abo KpuTepii NepeBipkn He BUKOHYyOTbCA 6e3 Baromumx
npuynH, Byab nacka, 3BepHiTLCA A0 BUPODOHMKA YM nocTavanbHuKa TecT-
Habopy.

Onsa skicHoi iHTepnpeTtauii 3uuTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpaTopa i 3paskiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off
KanibpaTopa. [Ansa sKicHOI iHTepnpeTauii M1 pekoMeHAYEMO po3rnsaaTu
cupoBaTkm B pAianas3oHi 20% HaBKOMO MOPOrOBOTO 3HAYEHHS, SK
[BO3HauHi. Bci 3pasku 3 6inbw BucokuM OD BBaXxalTbCsl 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 cyteoff

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

cvpoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
6ydepi Ansa 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 TemnepaTtypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TifbKN OpUriHanbHi
nakoHn

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10 PoGoui xapakTepucTuku

10.1 AHaniTnyHa YytnusicTtb
TectyBaHHsA Gydpepa ansa 3paskiB 30 pasiB 3 AESKULISA Prothrombin-
Check gano aHanitnyny yytnusicte 1.0 Og/mn.

10.2 CneuyundivHicTb i YyTNUBICTb

MikponnaHweTt NMOKPUTUIA HaTUBHUM NPOTPOMBIHOM  NyAWHW.
lMepexpecHoi  peakTMBHOCTI 3  iHWWMKM  ayToaHTUreHamu  He
cnoctepiranock. [lo 50% BariTHMX xiHok 3 APC cTpaxaalTb Big BTpatu
nnogy. AESKULISA lNpompombiH Bu3Havae 84% 3 HUX.

Intra-assay Inter-assay
Sample No.  Mean (U/ml) CV (%) Sample No. Mean (U/ml) CV (%)
1 256.0 1.2 1 239.0 14
2 138.0 3.4 2 155.0 3.3
3 64.0 33 3 58.0 3.2

10.5 Kani6pyBaHHs
Yepes BiACYTHICTb MiXKHApOAHOro eTanoHHOro KanibpyBaHHS Le aHani3
BigkanibpoBaHui y BigHOCHMX oauHuuax (Oag/mn).
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