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(HimeyyuHa)

OCHOB0I0 _NpuU__nposedeHHi _aHA/i3y € opueiHan _iHcmpykuil
aHenilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. MpusHaueHHA

AESKULISA SCL-70 € TBepfodasHumM iMyHODEpMEHTHUM aHanisom 3
pekombiHaHTHUM ¢parmeHTom [HK Tonoizomepasu | (70 k[a) nognHn ana
KiNbKICHOTO Ta AKICHOrO BM3HaueHHsA aHTuTin npotun Scl-70 (70 ka aHTureH
cKnepogepmii) B CMpOBaTLi KPOBi NoANHN.

AHaniz € iHCTpymeHTOM B AudepeHUianbHii  AiarHocTuui
cKknepogepmii.

CUCTEMHOI

2. KniHiuHe 3acTocyBaHHA i npuHUMN aHanisy (Jus. opuziHan iHcmpykuii).

Mpuxnyun mecmy

3pa3ky cupoBaTtky, posbasneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOrO aHTUreHa. AHTUTINa NaLieHTa, AKLLO BOHW NPUCYTHI B
3pasKy, 3B'A3yl0TbCA 3 aHTWreHom. Hess'asaHa ¢paKuia BMMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACBKI  iIMyHOrNOOYNiHK, KOH'lOroBaHi 3
Mepokcupasolo xpoHy (KoH'toraT), iHKyOyloTb i BifbyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTINO B 3paskax B MikponnaHwetax. Hess'asaHui
KOH'loraT BMMWBAETbCA Ha HacCTynHin cTagii. [JopasaHHA TMB cybctpaty
reHepye ¢GepmeHTaTVBHY KONOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YMUHAETbCA PO3BEAEHOI  KUCIOTOW (KOJIP 3MIHIOETbCA Ha KOBTWMN).
LBMAKICTb YTBOPEHHA KOMbOpy Bif XpomoreHy € OYyHKLUi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuinHa
NoYaTKOBIN KOHLEHTpaLii BifnoBigHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. KomnnekT nocraBku

Marome 6ymu gioHoeneHi:

5x bydep ans 3paskis 1 ¢nakoH, 20 mMn - 5x KOHUEHTpoBaHWW (6inuii
KOBMAYOK: XXOBTWIN PO34MH)
Mictute:  Tpic, NaCl, BSA, a3ug Hatpito <0,1%
(KOHCepBaHT)

50x MpomunBHWit 6ydep 1 ¢nakoH, 20 mn - 50X KOHLEHTPOBaHWUIA
KOBMAYoK: 3€/IeHNI PO3UHH)
Mictute: Tpic, NaCl, TeiH 20, a3ug Hatpito <0,1%
(KOHCepBaHT)

(6innn

T ioo P
HeratusHun KoHtponb

1 ¢nakoH, 1.5 mn (3eneHuii KoBMAYyoK: Ge3KoNipHUIA
PO34KH)

MicTnTb: NIOACbKY CMPOBaTKY (po3BefeHy), a3ng HaTpito
<0,1% (koHcepBaHT)

1 ¢pnakoH, 1.5 Mn (4epBOHUIN KOBMAYOK: >KOBTUI PO3YMH)
MicTuTtb: NIOACbKY CMPOBaTKY (PO3BEAEHY), a3ug HaTpilo
<0,1% (koHcepBaHT)

1 ¢pnakoH, 1.5 Mn (CMHi KOBMAYOK: XKOBTUI PO3UVIH)
MicTuTtb: NIOACbKY CMPOBaTKY (PO3BEAEHY), a3ung HaTpilo
<0,1% (koHcepBaHT)

6 pnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100, 300 Oa/mn
(IHTEHCUBHICTb KONbOPY NiABULLYETLCA 3
KOHLIEHTPAL|i€0: PO3UMHW XXOBTOrO KONbopy). Jlloacbka
cupoBaTKa (po3sefeHa), a3ug Hatpito < 0.1%
(KOHCepBaHT)

Mo3utneHun KoHtponb

Kani6patop Cut-off

Kani6patopu

KoH'torat 1 ¢pnakoH, 15 mn IgG (CUHIN KOBNAYOK: CUHI PO3UnH)
MicTnTb: AHTW-IMyHOrNOBYNiIHW NIOANHW, KOH'IOroBaHi 3
NepOoKCHAA3010 XPOHY

Cyb6ctpat TMB 1 ¢dnakoH, 15 Mn (YOPHWIN KOBMAYOK)

MicTtuTb: ctabinisoaHnin TMB/H,0.

1 ¢pnakoH, 15 mn (6innin KoBnauok: 6€36apBHNIN PO3UNH)
Mictutb: 1 M conaHoi Kncnotun

12 X 8-NyHKOBUX CMYOK, AKi BiJOKpPeM00TbCA
MoKpWTTA AMB. NYHKT 1

Cron Po3uuH

MikponnaHweTt
Heo6xioHi Mamepianu, wjo He nocmayaromeca:

MnaHweTHUI pigep 3 ¢inbTpom 450 HM i onuiHUM pedepeHTHUM inbTpom
620 HM (600-690 HMm). CknaHMA nocyg (uuniHgp 100-1000 mn), npobipku ans

po3BeaeHHs. BopTekc, ninetku npeuusiini (10, 100, 200, 500, 1000 mkn) abo
perynboBaHa mMynbtunineTka (100-1000 mn). MikponnaHweTHui NpucTpin gna
npomuekn (300 MK MOBTOpIOBaHHS abo GaraTokaHanbHa ninetka abo
aBTOMaTM30BaHa cMcTema), agcopbytounii nanip.

Hawwi TecTn npm3HayeHi Ana BUKOPUCTaHHA 3 OYMLLEHOI BOAOK BiANoOBIiAHO
no Bu3HaueHHa (Mapmakonei CWA (USP 26 - NF 21) Tta €Bponeicbkoi
®apmakonei (Eur.Ph. 4-e Bug).

4. 36epiraHHA Ta TepMiH NpUAATHOCTI

36epiraTn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHi ynakosui. F0TOBI, BigHOBMEHi po3unHK cTabinbHi npoTtarom 1
Mmicaua npu Temnepatypi +4 °C/39 °F, Ak miHimym. Peazenmu i
MikponnaHwem nosuHHi sBUKopucmosysamucsa mibKu 8 Mexax mepmiHy
npudamtHocmi, 3a3HA4eHO20 HA KOXHOMY  KOMNnoHeHmi. YHukailime
iHmeHcueHozo ennuey ceimna Ha TMB po3yuH. 36epizatime
MikponnaHwemu 6 npusHaveHili 014 ybo20 ¢onssi, 8 momy 4qucni 3
ocywyeayem, i WinoHo 3aKkpueatime.

5. 3axoau 6e3neKn BUKOPNCTaHHA

5.1 He6e3neka ans 3q0poB'a

Leti npodykm npusnayveHuii minexku 4J1 JIATHOCTUKU IN VITRO. Takum
UYMHOM, TiNbKM NEpPCOHas, HaBYEHMI i cneuianbHO iHPOPMOBaHUIA  LWOAO
MeToZiB AiarHOCTMKM B NPobipLi, MOXe NPOBOAWTM aHani3. Xoua Leln NpoayKT
He BBAXKAETbCA OCOONMBO TOKCMYHMM abo Hebe3neyHMM B yMOBaXx
HOPManbHOro BWKOPWCTaHHA, NPUTPUMYyATECb HACTYMHUX 3axoAdiB  AnAa
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axodu 6e3neku

Lleln KoMnneKkT MicTUTb NOTEHLINHO Hebe3neyHi KOMMOHEHTU. Xo4a peareHTu
He KrnacudikoBaHi AK MOAPA3HUK [NA OYel i LWKipu, My PEKOMeHAYEMO
YHUKHYTV KOHTAKTY 3 O4MMa Ta LWKiPOIO i HOCUTN OJHOPa30Bi PyKaBUUKM.
YBATA! Kanibpatopu, KoHTponi Ta bydepun mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaNs Mmoxe 6yTu TOKCUYHUM, AKLIO MOro NMPOKOBTHYTU abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearyBaTu 3i CBUMHUEM i Migato i
dopmyBaTn BUOyxOHebe3neuHi asman meTaniB. Mpu 3HULWEHHI, 3MUTU 3
BE/NMKOIO KiNbKiCTIO BoAW, Wo6 3anobirty HakonunyeHHio asuais. byab nacka,
3BepPHITbCA A0 Npouenyp Ae3akTueaLii, Ak ue BuknageHo CDC abo go iHwmx
MiCLiEBUX/HaLiOHANbHUX KEPIBHUX MPUHLMNIB.

He nanitb, He >KTe i He NuIATe NP Po6OTi 3 HABOPOM.

He ninetysaTtu potom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPWUCTOBYETbCA ANA AEAKUX
peareHTiB LUbOro Habopy (KOHTponi, CTaHZapTW, Hanpuknag) OyB
NpOTEeCTOBaHWI CXBafieHMMK MeTofamu, i 6y HeraTvBHuM po HbsAg,
renatuty C Ta BIJT 1. MpoTe, ofeH TeCT He MOXe rapaHTyBaTW BiACyTHICTb
BipYyCHMX areHTiB y Takux MaTepianax NoBHICTi0. TaKMM YMHOM, MOBOAUTUCH 3
KOHTPONIAMM, CTaHAAPTaMM | 3pa3kaMm NaLieHTIB AK 3 NOTEHUINHUM AyKepenom
iHbeKUiNHMX 3aXBOPIOBaHb i BiNOBiAHO [0 HaLliOHaNbHKX BUMOT.

5.2 3aranbHi 3ayBaXKeHHA WO/A0 BUKOPUCTaHHA

He 3miwyiTe i He 3amiHIoNTe peareHTV abo MikponnaHLueTu 3 pisHux notis. Lle
MOXe NPMBEeCTU [0 3MiH B pe3ysibTaTax.

MprBecTn BCi KOMMNOHeHTN A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
rnepef  BUMKOPWCTaHHAM, fJobpe  nepemiwaty i  JOTPMMYBaTUCh
peKkoMeHA0BaHOT iHKy6aLinHOT cxemu A1l ONTYMANIbHOrO BUKOHAHHSA TecTy.
IHKy6auia: Mn pekomeHpyemo nposoautu Tect npu 30 °C/86 °F gna
aBTOMaTN30BaHUX CUCTEM.

Hikonn He nigpaBaiiTe KOMMOHEHTU 6iNbll BWCOKIN Temnepatypi, HiX 37
°C/98.6 °F.

3aBXaM NPOBOAMTU MiMeTyBaHHA pPO3YMHy CybCTpaTy TiNbKM 3 HOBUMM
HaKOHeYHMKamW. 3axuwaTi Lel peareHT Big cBiTna. Hikonu He ninetyBatn
KOH'loraT 3 HakOHeYHMKaMK, AKi BUKOPUCTOBYBaNMNCb 3 iHWUMK peareHTamu
[0 Uboro.

6. Bin6ip npo6, BukopucraHHsa Ta 36epiraHHA
BrikopucToByiiTe nepeBaXHO 3i6paHi HeloaaBHO 3pasky cMpoBaTKu. 3abip
KPOBi NOBVHEH NPOBOAUTUCH BifiMOBIAHO 1O AePXKaBHUX BUMOT.

He BMKOpWCTOBYITE iKT€PWYHI, ninemiyHi, remonizoBaHi abo 6akTepianbHO
3abpyaHeHi 3pasku. CupoBaTKa 3 uacTKamy MOBMHHA OyTW ouuuieHa
LieHTprYryBaHHAM 3 HM3bKOIO WBMAKICTIO (<1000 X g). 3pa3kn KPoBi MOBUHHI
6yT1 3ibpaHi B uucTi, cyxi i NopoxHi npobipku. Micna cenapauii, 3pa3ku
CUPOBATKM CAifl BUKOPUCTOBYBATU Bifpa3y, 36epirati WinbHO 3aKpUTUMK Npu
Temnepatypi 2-8 °C/35-46 °F o Tpbox AHIB i 3amopoxkeHumu npwu -20 °C/-4 °F
InA 6inbL TPYBanMx nepiogis.

7. Mpoueaypa aHanisy

7.1 NigroroBui 3axoau nepea nineTyBaHHAM
Po3BecTn KOHLEHTpOBaHi peareHTu:



Po3Bectn KoHueHTpoBaHuin 6ydep ana B3ipuiB 1:5 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bectu koHueHTpoBaHMii MpomuBHUIA Bydep 1:50 AMCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

3pasku:

Po3Bectu 3pasku cnposaTkm 1:101 6ydepom ana 3paska (1x)

Hanpuknaa, 1000 mkn 6ydpepa ana 3paskis (1x) + 10 mkn cupoaTtku. [lobpe
nepemiwarn!

NMpomusaHHA:

MNigrotysatu 20 mn po3BegeHoro npommsHoro 6ydepa (1x) Ha 8 nyHok abo 200
M7 Ha 96 NyHOK

Hanpuknag, 4 Mn KOHUeHTpaTy ntoc 196 M AMCTMNBbOBaHOT BOAN.

ABTOMAaTN30BaHe NPOMMNBAHHA:
BpaxyBaTv Hap/AuWKoOBI 0b6cAryM, HeoOXiAgHi ANA HanawTyBaHHA npwunagy, i
MepTBi 06CArM ANA aBTOMaTU30BaHOro MineTyBaHHS.

PyyHe npomuBaHHA:

Buganutun pignHu 3 nyHOK nepekupaHHAM nnaHweTa. MocTykatn pamkoto 3
MIKpOSTlyHKaMUn eHepriiHo Ha unctuid agcopbyrounii nanip. BHectn 300 mkn
po3BefeHoro npomusHoro Oydepa B KOXHY JyHKy, nouekatun 20 cekyHp.
MosTOPWTM BClO NpOLIeaYpY Lie ABa pasu.

MikponnaHweTtn:

Po3spaxyiiTe KinbKicTb NyHOK, HEObOXigHWX Ans BUNpoO6yBaHHsA. Buganutn 3aisi
NYHKW 3 pamu, NOMICTWUTU B NaKeT i 36epiratii pa3om 3 ocyliysauem, (2-8 °C/35-
46 °F).

TMpuknad po3paxyHKy
MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrar
(Oa/mn)
P01 0.978/1.006 0.992 62.1
P02 0.633/0.653 0.643 31.8

7.2 MpoBeAeHHA TEeCTYBaHHA

Cxema nineTtyBaHHsA: AuB. [loaaTok A, npoueaypa Bunpo6yBaHHa: auB. [logaTok B
Mwn pekomeHAlyeEMO nineTyBaHHA 3pasKiB i KanibpaTopis y ABOX NpUMipHUKaX.
Kani6patop Cut-off BuKkopncroByBaTu TinbKu AnA AKicHOro aHanisy.

. BHeciTb 100 MKNn po3BefeHOI CMPOBaTKM KOXKHOMO MaLieHTa B MpU3HayeHi
NYHKWN.

. BHeciTb 100 Mkn KanibpaTtopis abo Cut-off kanibpaTtopa i HeratneHoro i

MO3WTNBHOrO KOHTPOJSIIO B NPU3HAYeHi NYHKN.

Butpumante npotarom 30 xsunuH npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomusHoro 6ydepa (po3seneHuin 1:50).

BHeciTb 100 MK KOH'loraTy B KOXKHY NYHKY.

Butpumarite npotarom 30 xsunux npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npommBHoro bydepa (po3seneHuin 1:50).

BHeciTb 100 mkn TMB cy6cTpaT B KOXHY JIYHKY.

Butpumarnte npotarom 30 xsunuH npun 20-32 °C/68-89.6 °F, 3axuwieHomy

Bifl iIHTEHCMBHOrO CBiTNa.

. BHeciTb 100 MK CTON PO3UNHY B KOXKHY JIYHKY, BUKOPUCTOBYIOUW TON e
NopsAAOK, AK NPpK NineTyBaHHi cybcTparty.

. IHKyOyinTe 5 XBUNVH MiHIMyM.

e AriTyBaTu NiacTMHy peTesibHO NPOTAroMm 5 cek.

e 3uutaTtn abcopbuito npu 450 HM (onuintHo 450/620 HM) npoTtarom 30
XBUIWH.

8. KinbkicHa i flkicHa IHTepnpeTauin

[na KinbKicHOT iHTepnpeTauii nobyayBaT CTaHOapTHY KpuWBY, BigKnasLIn
ONTUYHY WinbHicTb (OD) KoXXHOro Kani6paTopa (Bicb ¥Y) no BigHOLWEHHIO
[0 BiANOBIAHMX 3HauyeHb KOHUeHTpauii 8 Og/mn (Bicb X). [nA pocArHeHHs
HalKpalLymx pesysbTaTiB M1 peKoMeHAyEMO BUKOprCcTaHHA log/lin koopanHaTt
Ta 4-NMapameTpoBe HanawTtyBaHHA. 3 OD KOXHOro 3paska 3umTaTy BignoBigHi
KOHLeHTpaLii aHTUTiN, BUpaxeHi B Og/mn.

HopmanbHui CyMHiBHUI fliana3oH Mo3unTunBHiI
AianasoH pesynbratu
<120a/mn 12-18 Oa/mn > 18 Oa/mn

Mpuknao cmandapmHoi kpueoi
My pekomeHayemo MapanesibHe MiNeTyBaHHA KanibpaTopiB Afid KOXHOro
aHaniasy.

Kani6pamopu IgG OD 450/620 Hm CV % (Bapiayis)
00a/mn 0.033 2.9
30a/mn 0.137 3.0
10 Op/mn 0.311 1.9
30 Og/mn 0.629 2.6

100 Op/mn 1.285 2.2
300 Oa/mn 2.277 0.2

[aHi, xapakTepHi ONA KOHKPETHOro NoTy, 3HaXOAATbCA B JINCTI KOHTPONIO
AKocTi. MepuuHi nabopatopii MoXyTb npoBoguTn cBili KoHTponb fAkocTi
BMKOPWCTOBYIOUMN BJlaCHi KOHTPOi i/abo BHYTPILLHIN Nyn cMpOBaTOK, AK Lie
nepeg6ayeHo Hopmamu €C.

He sukopucmosyeamu yeli npuknad ons iHmepnpemadii pesynemamie
nayieHmis!

KoxHa nabopatopisi MOBMHHA BCTAHOBUTU CBOI MeXi HOPMarnbHUX 3HaueHb,
IPYHTYIOUMCb Ha BRacHUX MeTofaX, KOHTPOnAX, obnafgHaHHi i nonynauil
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBNEHMU NpoLefypamu.

[na akicHol iHTepnpeTauii 3unTaTy onNTUYHY WinbHicTb Cut-off kanibpatopa i
3pas3kiB nauieHTiB. MopieHATM OD nauieHTa 3 OD Cut-off kani6patopa. Ana
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO PO3rnaaaTn CMPOBATKM B Aiana3oHi
20% HaBKOMIO MOPOroBOrO 3HAYeHHS, AK [ABO3HAuHi. Bci 3paskm 3 6inbL
Bucokmm OD BBaxaloTbCA MO3UTMBHUMU, 3pa3ku 3 Oinbw Husbkumyu OD
BBaXXalOTbCA HEraTVBHUMM.

HeraTtusHmia: OD rayienra < 0.8 X OD cut-off
CyMHiBHMI: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3uTuBHMIN: OD rayienra > 1.2 X OD cut-off

9. TexHiuHi aaHi

Marepian 3paska:
06’em 3pasKa:

cupoBatka
10 mKn 3paska, po3segeHoro 1:101 B 1x

6ydepi ona 3paskis

3aranbHuii yac iHKy6auii: 90 xBunuH npu 20-32 °C/68-89.6 °F

[iana3soH Kani6pyBaHHA: 0-300 Oa/mn

AHaniTu4yHa YyTNMBiCcTb: 1.0 0a/mn

36epiraHHa: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPWCTOBYINTE TiNbKMN OPUTriHanbHi
dnakoHun

KinbkicTb BU3HaueHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnuHa YyTnusictb
TectyBaHHA 6ydepa ana 3paskis 30 pasie Ha AESKULISA Scl-70 (REF7111) pano
aHaniTnuHy uytnmeictb 1.0 Oa/mn.

10.2 CneuyudiyHicTb i YyTAUBICTD

MikponnaHweT  MOKpUTWA  pekoMBiHAHMHUM  nwdcbkum 70 kfa
¢ppazmenmom [JHK monoizomepasu l. NepexpecHoi peakTUBHOCTI 3 iHWNMKN
ayToaHTUreHamu He 6yno BuaABneHo. [liarHocTnyHa cneuundiuHictb aHTUTIN Scl-
70 ona cMcTemMHOI cKnepogepmii 3HaxoAMTbCA B AianasoHi 20-48%. [aHi 6ynu
oTpuMaHi 3 AESKULISA Scl-70 (REF7111).

Kopensuisn:

CyMicHiCTb JaHMX MO NPOAYKTMBHOCTI ouiHoBanu 3 50 cupoBaTkamu, AKi
TecTyBanucb Ha o6ox, AESKULISA 7111 i AESKULISA 3111. JiHiiiHWi
perpecinHuii aHani3 4BOX NPOAYKTIB NOKa3as., WO [Ba NPOAYKTY eKBiBaNeHTHI.
30 3 YMx CpPOBaTOK 6/K3bKi A0 3HaUYeHb cut-off.

10.3 JliHiliHicTb

O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6yno BCTaHOBIEHO
NiHINHICTb po3BefeHHA. TUM He MeHLUe, Yepe3 HeOAHOPIAHICTb XapaKkTepy
NMOACHKMX ayTOaHTUTIN MOXYTb iCHyBaTV 3pasKy, WO He MignAralTb LboMy
npasuny.




Ne ®dakTop Bumipana Ouikysana BigHoBneHHA o
3paska po3BeAeHHA KOHUeHTpauis KOHUeHTpauis (%) CONJ
(Oa/mn) (Oa/mn) WASHB
1 1/100 87.0 86.0 101.2
1/200 41.8 43.0 97.2 i I
1/400 20.3 215 94.4 |
1/800 9.8 10.8 90.7
2 1/100 51.9 52.0 99.8 - —> -
1/200 243 26.0 93.5
1/400 12.8 13.0 98.5
1/800 7.0 7.5 93.3 +100 pl 30’ 3x 3004l

10.4 TouHicTb
[lnAa BU3HaueHHA TOYHOCTI aHanidy, MIHNUBICTL (BCepeAuHi i MiX cepiamu)

OLiHIOBaNN LWIAXOM aHasisy #oro BiATBOPIOBAaHOCTI Ha TPbOX BiAiGpaHMX Ny STOP e
3pa3Kkax CpoBaTKY, Wo6 NpeCcTaBUTK iana3oH B MOPIBHAHHI 3i CTaHAAPTHOO |

KpU1BOIO.
"\ )

Intra-Assay Inter-Assay |

sample | Mean cv Sample | Mean cv —> > —> —) |

No. (Uiml) (%) No. (Wiml) (%) u i

5 §

1 665 77 - 575 44 —
2 377 43 2 522 42 +100 i 3o +100 i 450 nm
3 19.4 19 3 177 13

MoAcHeHHA cMMBONIB, WO BMKOPUCTOBYIOTbCA Ha MapKyBaHHi:
10.5 Kani6pyBaHH#A

AESKULISA Scl-70 BigkanibpoBaHuWin NpoTM KOHTPOSIbHUX CpoBaToK Big CDC
Atnantn (LeHTp 3 KoHTponio i npodinakTvky 3axBopioBaHb). Pesynbratn
Bupaxkanu B Og/mn. E

<
o

MegunuHuia BUpi6 ana fiarHOCTWKM in vitro

KaTanorosui Homep

3

OOJATOK A: Cxema nineTyBaHHsA Kop naprii

CE mapkyBaHH=A

')
m™

Mu nponoHyemo nineTyBaHHA Kani6paTopiB, KOHTponiB i 3paskiB
HacTYNHUM YNHOM:

Ona KinbKicHOT iHTepnpeTauii BUKOpWCTOBYBaT Kanibpatopy, wo6
nobyayBaTu CTaHAAPTHY KpUBY.

[na akicHoi iHTepnpeTauii Bukopucrosysatu Cut-off kanibpatop.

HauioHanbHWI 3HaK BigNoBigHOCTI

96 TecTiB

HER

O3HanomMneHHA 3 iIHCTPYKLiAMMN ANA 3aCTOCYyBaHHA

Bukopucratn go

for quantitative interpretation use cali- | for qualitative interpretation use cut- e K o
brators to establish a standard curve | off calibrator '“Jar TemnepatypHi obmexeHHs (2-8 °C)
1 2 3 4 5 6 7 8 9 10 1 12 u BUpoGHUK

A | CalA | CalE | P1 NC p2

B | CalA | calE [P1 NC P2 CO-CAL Kani6parop Cut-off

C |EsiEicaE|E2 e8|l CON + MO3UTUBHMIA KOHTPOMb

D | CalB | CalF | P2 cC |P3

E |CalC|PC [P3 PC CON|- HeraTuBHWI KOHTPONb

F |caic|pc [P3 PC m Kani6paTop

G |CalD [NC |.. P1

H |CalD|NC |.. P1 BigHoBntoBau

KoH'torat

CalA: kanibpatop A, CalB: kani6paTop B, CalC: kani6bpatop C, CalD: kanibpatop
D, CalE: kani6patop E, CalF: kani6patop F
PC: To3MTWBHUI KOHTPONb

MikponnaHweTt

-
[2[<lel8)

MnaHwet
NC: HeraTMBHUI KOHTPONb .
CC: Kani6patop Cut-off VIASHBIS0x | MpomueHmii bydep
P1: nauient 1 ,_l Cy6cTpaT
P2: naujienT 2 SUB yoctp
P3: nauieHT 3 STOP Cron posunH
SB |5x Bydep ans 3paskis
PopaTok B: Mpoueaypa Bunpo6yBaHHA
AESKU.DIAGNOSTICS GmbH & Co.KG
Samples (1:101) / Gontrols (1] Mikroforum Ring 2, 55234 Wendelsheim, Germany
Phone: +49-6734-9622-0
WASHB FAX: +49-6734-9622-2222
T WWW.AESKU.COM
T
+100 i au 3 300
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TOB «[JIAMEB»
8ys1. YopHosona, 97
M. IsaHO-®paHkiscbk, 76005
men.: +38(0342) 775 122
¢akc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.com
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