ASO CALIBRATOR
Lot: XXXXXXX

9PBA ACIJ1 KanunbpaTop
NoT: XXXXXXX

€rba’

ACIJ1-O kanibpatop
Homep naprii: XXXXXXX

Cat. No. Pack Name Packaging (Content) Kat.Ne dacoBka Kar. Hom ep AbGpesiaTypa ®dacyBaHHA

XSYS0051 ASO CAL SH 1x1ml XSYS0051 1x1mn XSYS0051 ACIN-O kani6patop 1x1mn
EN ] Cce€ & 1
INTENDED USE HasHaueHue 3ACTOCYBAHHA

Preparation of reference curves for quantitative immunochemical determination of
Antistreptolysin (O) (ASO) in human serum.

COMPOSITION

The reagent is prepared by diluting human serum which contains high levels of
ASO with phosphate buffered saline containing 1 % bovine serum albumin.

Ready to use.

STORAGE AND STABILITY

The expiry date of the product at 2-8 °C is listed on the label.

After first opening the container, the serum can be used for 6 weeks if stored tightly
closed at 2-8°C after use.

Do not freeze.

PRECAUTIONS AND WARNING

1. For in Vitro Diagnostic use.

2. Each individual donation intended for use in manufacture of protein control se-
rum was tested for hepatitis B surface antigen (HBsAg), anti-hepatitis C virus (anti-
-HCV) and anti-HIV-1 and HIV-2 by FDA required test. Only donations with negative
findings were used for its manufacture. Nevertheless every product obtained from
human body fluids should be handled with appropriate care in accordance with
recommended procedures for biohazardous materials since absence of infectious
agents can never be proven.

3. Reagents containing sodium azide must be handled with due caution: Do not
ingest or allow contact skin or mucous membranes! Sodium azide can form explo-
sive azides when contacting heavy metals such as copper or lead.

ASSIGNED VALUES
ASO: xxx U/ml
xxx U/ml

WHO standardisation
Siemens standardisation

Date of Revision: 10. 3. 2020

ACO KanubpaTtop - ucnonb3yetcs Ans MOCTPOEHUsI KanmBPOBOYHBLIX KPUBbIX
npu KOnu4yecTBEHHOM onpegeneHun anTuctpentonuanHa (ACO) B CbIBOpOTKe,
MEeTOAOM UMMYHOTYPOUANMETPUN.

CocraBs

ACO KanubpaTop - Xuakui, copepXuTt Bbicokuii ypoBeHb ACO, n3rotoBneH Ha
OCHOBE CbIBOPOTOK KPOBW YenoBeka, NyTeM pa3baBneHuns CbiBOPOTKY hocdaTHbIM
6ydepHbIM pacTBOPOM, B COCTaBE KOTOPOro coaepxutcs 1 % bblubero anbbymuHa.
B cocTtaB Takke BXxoaaT:

XKupkve crabunusartopsbl

KoHcepsaHT: 0,095 % asnga HaTpums.

ACO Kanubpatop - rotoBbliii K ICMOMb30BAHWIO.

XpaHeHue 1 cTabunbHOCTb

Cpok rogHoctn ACO Kanubpatopa npu Temnepatype 2—8 °C ykasaH Ha 3TUKETKe.
Mocne nepBoro BCKpbITUS (hriakoHa, kannbpaTop MOXHO MCMONb30BaTh B TeYeHne
6 Hefdenb, €CNN XpaHUTb NOCNE BCKPbITUS, B MNOTHO 3aKpbITbIX (hriakoHax, npu
2-8°C.

He 3amopaxwuBaTb.

MpepocTepexeHns N Mepbl NPEAOCTOPOXHOCTH

1. Habop peareHTOB mnpegHasHavyeH TOMbKO [Ans
npodeccroHanbHoO 06y4eHHbIM nabopaHToMm.

2. KpoBb [OHOPOB, Mcnonb3yemas 4ns Npou3BOACTBa kannbpaTtopa W KOHTpons,
NpoTecTMpoBaHa C WCMOMb30BaHMEM KOMMepYeckux HabopoB peareHToB Ha
otcytcTBue HbsAg, aHtuten k BUY 1/2 (HIV-1/2) n aHTuten k Bupycy renatuta
C (HCV). Tak kaK pucK 3apaxeHusi HenMb3s MOMHOCTbIO UCKMIOYUTb, paboTtaTtb €
KannbpaTopom 1 KOHTPONEM HEOBXOAMMO OCTOPOXHO, KaK C CbIBOPOTKOW NaumeHTa
3. PeareHT codepxuT B KayecTBe KOHCepBaHTa a3ug Hatpusa. He rmotats!
M3beraTb KOHTaKTa C KOXel U CrmaucTbiMu. A3na HaTpusi MOXeT 0bpa3oBbiBaTb
B3PbIBOOMNACHbIE KOMMIIEKChI CO CBUHLIOM U MEAbIO Ha CaHTeXHMKe. B cBa3n ¢ aTum,
TLWaTeNbHO NPOMbIBaiiTe KaHanW3aLUMOHHbIE CTOKM BOAOW, Mocre yTunusaumu

XUAKOCTEN, CoAepXKaLLUMX asna HaTpus.

in vitro pguarHocTUKun

ATTecToBaHHble 3Ha4YeHUs

ASO: xxx ME/mn no craHaapTusauum BO3
xxx ME/mn cTaHaapTu3auuna Siemens
ApTukyn HaumeHoBaHue kak B PY Howmep PY [arta Bblaaumn PY
XSYS0051 OPBA ACI Kanu6patop ®C3 2011/09958 | ot 14.05.2019

[Hama nposedeHusi koHmpons: 10. 3. 2020

USED SYMBOLS / UCNOJIb3YEMbIE CUMBOJbl / BAKOPUCTAHI MO3HAYKU

E Catalogue Number LOT Lot Number Expiry Date
KatanoxHblin Homep Homep naptumn Cpok rogHocTn
KaTtanoxHuii Homep Homep naprii TepMmiH npupgatHoCTi

12000107
12000135

Mo6ynoBa kanibpyBanbHOi KPUBOT AN KinNbKICHOTO iMYHOXIMIYHOTO BU3HAYEHHS
aHTucTpenTonianHy-O (ACO, ASO) y cvpoBaTLi KpOBi NOAWHW.

CKNnAQ

Po3unH cupoBaTtku kpoBi noguvHu 3 Bucokum Bmictom ACO vy disionoriyHomy
po34uHi i3 doctatHMm Bydepom, i3 BMiCTOM 1 % cuposaTku anbbymiHy BPX.
[oTOBWIN 1O BUKOPUCTaHHS.

3BEPIFAHHSA | CTABINBHICTb

PeareHT € npuaaTHUM A0 BUYEpnaHHs CTPOKY NPUAATHOCTI, BKa3aHOro Ha eTUKETL,
3a yMOBWU 36epiraHHs 3a Temnepatypu 2-8°C.

Micns nepLuoro BiAKPUTTSA drakoHy peareHT € cTabiflbHM YyNpoaoBX 6 TUXHIB 3a
YMOBM LWiNbHOTO 3aKpUTTS i noganbLuoro 36epiraHHa 3a Temnepatypu 2-8°C. He
3aMopOoXyBaTh.

3AXOOU BE3MNEKN

1. Ans in vitro giarHOCTUKK.

2. [loHopcbki MaTtepianu, BWKOPUCTaHi ANsi BUIOTOBMEHHS peareHTy, OGynu
npotectoBaHi 3rigHo metoavk FDA Ha BiACYTHICTb NOBEPXHEBOro aHTUreHy A0
renatuty B (HbsAg), antutin go BIT 1/2 (HIV-1/2) i aHTuTin go Bipycy renatuty
C (HCV).

3. PeareHTu, Wwo MicTaTb HaTpilo asui, BMMaralTb OGEPEeXHOro MOBOAXKEHHS:
3anobiraiTe KOBTaHHs Ta KOHTaKTY i3 cnM3oBMMy o6onoHkamu!

Harpito a3ua 3patHuid yTBOptoBaTh BMBYXoHebe3neyHi KOMMNEeKCH Npy KOHTaKTi i3
CBUHLEM i Migato.

NPUMUCAHI 3HAYEHHA
ASO : xxx IU/mn
xxx IU/mn

CraHpapTu3auis BO3
CraHgapTu3auia Siemens

UA YnoBHOBaXeHUI NpeAcTaBHUK B YKpaiHi:
TOB ,,EPBA [IATHOCTUKC YKPATHA“
01042, Kvii, Byn. IOHHA MABJA I, 6ya. 21, odic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com

[Hama nposedeHHsi koHmporo: 10. 3. 2020

Manufacturer In Vitro Diagnostics See Instruction for Use Storage Temperature CONT Content
MpounssoauTens WH BUTpO AmnarHoctuka lNepen vcnonb3oBaHnem Temnepatypa xpaHeHus CopepxaHue
BrpoBHMK In vitro giarHocTuka BHUMATENbHO N3yHanTe UHCTPYKLWo Temnepartypa 36epiraHHsi BwmicT

Mepen BUKOPUCTaHHSIM YBaXHO

BUBMITb IHCTPYKLitO

QUALITY SYSTEM CERTIFIED
1SO 13485

HauioHanbHuin 3Hak
BignosigHocTi Ans YkpaiHu
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