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HaGip konTtponis JIIENCOH C. difficile GDH (REF] 318911)
LIAISON® C. difficile GDH Control Set

1. NAPU3HAYEHHA

Habip koHTponis NNIEMCOH C. difficile GDH npusHaueHwii Anst BUKOPUCTAHHSA B AIKOCTI aHai30BaHWX 3paskiB KOHTPOSO SKOCTI
AN MOHITOPUHIY TOYHOCTI Ta npeumsiitHocTi aHanisy JIIEMCOH C. difficile GDH. Po6oui xapakTepucTuku Habopy KOHTponis
NIEMNCOH C. difficile GDH He 6ynu BcTaHoBReHi Ans Byab-aKk1X iHLWMX aHani3is a6o iIHCTPYMeHTanbHUX NNaTtopM, BiAMIHHUX Bi
aHanisaTopis JNIIEMCOH, NMIEMCOH XL Ta JIEMCOH XS.

Ananiszatop JIIEMCOH. CepTudikat aHaniay MicTUTb cneuumdiuHy iHpopmalLiito Npo napTito KOHTPONIB, Ky Chif, BPyYHY BBECTU B
nporpaMHe 3abe3neveHHs aHanisaTopa nepen 3aBaHTaXEHHsM (prakoHiB KOHTponiB [0 aHanisatopa. [Ons oTpvMaHHs
foaaTkoBoi iHpopmaLlii 3BepHiTbCA 40 NocibHMKa onepartopa aHanisaTopa.

AnanizaTop JIIEMCOH XL. QR-koau y ceptuddikati aHanisy HagatoTb cneuundivHy iHdopMaLito Npo napTilo KOHTPONIB, iX
NOTPIGHO 34MTaTU PYYHUM CKAaHEPOM LUTPUX-KoAiB aHanisaTopa NIEMCOH XL nepep 3aBaHTaXXeHHAM (hIIaKoOHIB KOHTPORIB

00 aHanizatopa. [Jns oTpMMaHHs A0AAaTKOBOI iHpopMaLii 3BepHiTLCA A0 NOCIOHMKa onepaTopa aHanisaTopa.

Ananizatop JIEMCOH XS. QR-koau y cepTudikaTi aHanisy HagaoTb cneuudiyHy iHbopMaLiio npo napTito KoHTponis, ix
NOTPIGHO 3UMTaTU PYYHUM CKAHEPOM LUTPUX-KofdiB aHanisatopa JIIEMCOH XS nepen 3aBaHTaXeHHAM hnakoHiB KOHTPOSB [0
aHanizaTopa. [Ins oTpuMaHHs [oAaTKOBOI iHpopmaLii 3BepHITLCA A0 NOCiOHMKa onepaTopa aHanisaTopa.

2. CKnAQl HABOPY

ge'—gTMBHMM KOHTpOne doccatHun  Gydep, cypdaktaHt, BSA, 0,1% ProClin® 300 Tta 0,05%
X omi CONTROL|- reHTaMiumH cynosdgary.

oTOBUI O BMKOPUCTaHHS

Mo3NTUBHMIA KOHTPOIb GDH, docdaTtHun bydep, cypdakraHt, BSA, 0,1% ProClin® 300 Ta 0,05%

6x2mn CONTROL|+ |rE€HTaMiLMH cynbdarty.

JliodinizoBaHui BigHoBuTM 3 2,0 Mn AncTUNbOBaHOI abo AeioHi3oBaHOT BOAW.

ProClin™ e Toprosoto Mmapkoto Dow Chemical Company (Dow) abo gouvipHboi komnaHii Dow.
e  ETUKETKM 3i LUTPUX-KOLOM AJ151 MO3UTUBHOIO KOHTPOJIHO

HeobxigHi maTepianu, siki He nocTavaloTbCst 3 HAabopoMm:

e [lineTka, npugaTHa Anst TOYHOro NepeHeceHHs 1-2 Mn, Ans Bi4HOBNEHUX KOHTPONIB

e  CknsiHi abo noninponineHosi Npobipku aAns 3paskis

e [lineTka, npugaTHa ANst TO4HOro nepeHeceHHst 400 mMkn
KoHTponi He € cneuundivHnmmn anga naprtii Habopy, i iX MoXxxHa 6e3neYyHo 3aCTOCOBYBATU 3 Pi3HUMM NAPTIsIMX iHTErpanis peareHTiB
NIENCOH C. difficile GDH.

3. NONEPEOXXEHHA TA 3ACTEPEXEHHA
OnsaA QIArHOCTUKW IN VITRO — He ans BHYTPIWWHBbOroO Y1 30BHILLHLOrO 3aCTOCYBaHHSA y noaen Y1 TBapuH.
3aranbHa 6e3neka:

e Yci 3pasku, bionorivyHi peareHTU Ta MaTepianu, siki BAKOPUCTOBYIOTbCS AN aHanidy, Crif BBaXaTu MOTEHUIMHO 30aTHUMM
NepeHoOCUTH iHDEKUINHI areHTU. YHMUKanTe KOHTaKTY 3i LUKIpOok, o4MMa abo cnnsoBumim ob6onoHkamu. [lig yac TecTyBaHHSA
OOTPMMYMTECH NPaBW NPOMUCIIOBOI Tiri€HW.

e He xxTe, He nuiiTe, He KypiTb | HE BUKOPUCTOBYMTE KOCMETUKY B Nlabopatopii.

e He ninetyite po34nHy poToMm.

o YHuKawTe NPsIMOro KOHTAKTY 3 yciMa NOTEHLINHO iHdeKUinHUMK MaTepianamu, Hagsarao4m nabopaTtopHuin xanar, 3axucTt ans
04en/obnnyysi Ta 0gHOPa30oBi PYKaBUYKM.

e [licnsa 3akiH4eHHS KOXHOro aHanidy peTernbHO MUINTE PYKU.

e YHukanTe po3bpu3kyBaHHsi abo yTBOpPEHHsI aeposoniB nig 4Yac obpobku, po3BefeHHs abo nepeHeceHHs 3paskiB abo
peareHTiB. Byab-akuii po3nue peareHTy cnig 3Hesapa3utu 10% posduHom BigbinmtoBava (wo mictutb 0,5% rinoxnoputy
HaTpIito) i yTUnisyBaTh sik NOTEHUINHO iHEKLINHWIA.

e Bigxoan cnig ytunisysatu BigMoOBIiAHO [O YWHHMX MpaBwusl i BKas3iBOK YCTAHOB, Mif HOPUCAMKUIED SKMX 3HaxXoauTbCA
nabopartopisi, a TaKOX pernameHTiB KOXHOI KpaiHu.

¢ He BukopucToByiTe Habip abo MOro KOMMOHEHTU MICMA 3aBepLUEHHS TEPMiHY NPUAATHOCTI, BKA3aHOrO Ha eTUKeTLI.
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IHdopmauia npo ximiuHy HeGe3neky Ta TexHiKy 6e3neku: PeareHTn B LiboMy Habopi knacudikytoTbCst BianoBiaHO A0
US OSHA Hazard Communication Standard; individual US State Right-to-Know laws; Canadian Centre for Occupational
Health and Safety Controlled Products Regulations; i BignosigHux aupektus €Esponericbkoro Cotody (foaatkoBy
iHgopmauito auB. y MNacnopTti 6e3nekn martepiany).

GHS/CLP:
ProCline
CAS No.: 55965-84-9
PeareHTtu: CONTROLJ-
CONTROL]|
Knacudikauisi: Skin sensitization, Category 1
Aquatic Chronic, Category 3
CwvrHanbHe CroBo: YBara
MikTorpama:
GHSO07 - Exclamation mark
[NoBigoMneHHs npo H317 - Moxe BMKNUKATK anepriyHy peakLito LKipu.
Hebesnexy: H412 - LkionuemiA ons BOAHUX OpraHiamMiB 3 JOBroTpMBannMmm Hacnigkamu.
IHcbopmaLlist P261 - YHukaiTe BauxaHHs Bunapis abo cnpeto.
npo 3axoau P272 - 3abpynHeHuii pobounin oasr He MOXXKHa BUHOCUTU 3 poBOY0ro micus.
6esneku: P273 - YHukante noTpannsHHs B HABKOINMULLHE cepeaoBuLLE.
P280 - Ogsranite 3axMCHi pyKaBUYKK, 3aXUCHUA OOST i 3aXUCT OYeN.

4. 3BEPITAHHSA | CTABIIBHICTb

Micna oTpumaHHa Habopy koHTponis JIIEMCOH C. difficile GDH i o BigHoBReHHs iioro noTpibHo 36epirat npy Temnepatypi 2-8°C.
Habip koHTponiB cTabinbHUA 40 3aKiHYeHHS TepMiHy NpUAaTHOCTI, 3a3HAYEHOro Ha eTMKeTKax (PNakoHiB, 3a yMOBU 30epiraHHs npu 2-
8°C. byno nokasaHo, WO KOHTpOMi cTabinbHi npoTarom 8 roauH npu KiMHaTHIA Temnepatypi (npmbnusHo 18-25 °C). BigHoBneHun
NO3UTMBHUIA KOHTPONb MOXHa 36epiraTn 3akpuTum npotarom 28 aHie npu 2-8°C, abo anikBoTynTe Ta 3aMOpPO3bTe PELUTY BiAHOBNEHOIO
MO3UTMBHOrO KOHTPONS npu -20°C Ha TepMiH 40 2 TUXHIB. Moro MoxHa BUKopUcTaTH nicns 1 UMKNY 3aMOPOXKyBaHHs/BiATaBaHHS.

5. KOHTPOIb AKOCTI

KoHTponb siKOCTi pekomMeHOyeTbCsi NPOBOAWTM OOMH pa3 Ha AeHb BUMKOPUCTaHHSA, abo 3rigHO 3 iHCTPYKUiSMWU 4M BUMMOramm
MiCLEeBMX HOPMATUBHUX aKTiB Ta akpeauToBaHMX opraHisaui. KopuctyBauy pekoMmeHayeTbes 3BepHyTUca 0o CLSI C24-A3 i 42
CFR 493.1256 (c), wo6 3HanTy BKasiBKM OO0 HANEXHOI MPaKTUKN KOHTPOJHO SIKOCTI.

Koutponi NMIEWCOH C. difficile GDH npusHadeHi Ans MOHITOPUHIY iCTOTHWX BiAMOB peareHTy. SIKWO 3HAYeHHS KOHTPOniB
BUXOOSATb 3@ MeXi O4vikyBaHUX iana3oHiB, kanibpyBaHHs cnig NOBTOPUTW, @ KOHTPOMi NpoaHanisyBaT NOBTOPHO.

He nosigomnainte npo pesynbTaty nauieHTiB, JOKM Pe3yribTaTy KOHTPOMo He BGyAyTe B MeXax OdikyBaHux AianasoHis. [ns
OTPUMAaHHS HaZiNHNX pe3ynbTaTiB HEOOXiQHO CYyBOPO AOTpMMYyBaTUCS iHCTPYKUin aHanidy JIIEMCOH C. difficile GDH.

6. MAroTOBKA TA BUKOPUCTAHHA

MosnTueHUI koHTponb JIIEMCOH C. difficile GDH noctavaetbcst niodinisoBannm, ioro cnig 36epiratn npu 2-8°C.
BigHOBITE MO3UTUBHUIA KOHTPONb 3 2,0 MN AMCTMNbOBaHOI abo AeioHi3oBaHO! Boau. [anTe KOHTPOSO PO3YMHUTUCS
npoTArom 5 xBUNWH Npu KiMHaTHIN Temnepatypi. ObepexHo nepemiwyinTe, NnepesBepTaiym, 4O NMOBHOMO BiAHOBIIEHHS,
NPOTAroM 5 XBUMNWH. AKLWO BMKOPUCTOBYIOTLCS 3aMOPOXEHi anikBoTu, Nepes BUKOPUCTaHHAM 06epexHo nepemiante,
nepesepTatoun. [Neperecite MiHiMym 400 mkn y npo6ipky Ans 3paska. [NpukpiniTe BiANOBIAHY €TUKETKY 3i LUTPUX-KOAOM A0
npo6ipkuK, NOMICTiITb NPOBIpKy B LUTATUB BiAMOBIAHOIO TUMY i 3aBaHTaxTe B aHanisatop. licna aHanisy Buganite 6yab-ski
HEBMKOPUCTaHI NopLii KOHTPONIB, L0 3anuLIMnImMcsa B npobipkax.

HeraTueHuin koHTponb JIIEMCOH C. difficile GDH e piavHoio i nocTayaeTbcs roToBUM A0 BUKOPUCTaHHS. 36epiraiite npu
2-8°C. 3HiMiTb KpWLIKYy 3 KOHTPONSA i MOMICTiTb KOHTPONMb B LITATMB BIiAMOBIAHOrO TWMy Tak, Wob wTpux-kog OyB
CMPSAMOBaHWA Ha30BHi, i 3aBaHTaxTe LWTaTMB Y BIACIK ANS 3paskiB nauieHTiB. lMicns KOXHOro BMKOPUCTaHHSA Bigpasy
noBepTanTe KOHTPOIb A0 XONOAUNbHMKA.

laeHTudiKaLis KOHTPOMNO NPOBOAUTLCA 3a AONOMOIOK €TUKETKU 3i LUTPUX-KOAO0M abo Moxe ByTun 3anporpamoBaHa B aHanisaTopi
BPY4Hy. [loTprMynTECh BKa3iBOK NOCiOHMKa onepaTopa aHanisatopa, Wwob po3noyaTy NOCTaHOBKY aHanisy.

7. OBMEXEHHA

3HayveHHs KOHTPOriB ANs iHWKX aHanisiB, KpiM aHanisy NIENCOH C. difficile GDH, He BcTaHOBREHO. FKLLO KopucTyBaui 6axatoTb
BUKOPUCTOBYBATU LEW KOHTPOMbHWMA MaTepian 3 iHWWMW aHanisamMy, BOHW HeCyTb BiAMNOBiAarnbHICTb 3@ BCTaHOBMEHHS
BiANOBIAHNX Oiana3oHiB.

Mepen BUKOPUCTAHHAM iHLLWX KOHTPOSIB CNifd OUIHWUTK iX Ha CYyMICHICTb i3 UMM aHaniszoM. Cnig BCTaHOBUTM BiANOBIAHI pedepeHCHi
Aiana3oHn Ans BUKOPUCTOBYBAHMX MaTtepianiB Ans KOHTPOIO SKOCTI.
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AKLWLO 3HAYEHHST KOHTPOSIB, OTPMMaHI Micns ycnilHOro KanibpyBaHHsi, HEOQHOPA30BO BUXOAATb 3a MeXi OUiKyBaHWUX Aiana3oHis,
TeCT cnig NOBTOPUTU, BUKOPUCTOBYHOUMN HEPO3KPUTUIA (DITAKOH KOHTPOJHO.

8. UINboBI 3HAYEHHA
[liana3oH KoHLEeHTpaLi KOXHOro KOHTPOIIO BKa3aHo B cepTudikaTi aHanisy, BiH BKasye Mexi, BctaHosneHi DiaSorin ans sHaveHb

KOHTPOTIB, SiKi MOXHa OTpMMaTK B HaAiNHWX NOCTAHOBKax aHanisis.

[arta ocTaHHbOro nepernagy iHCTPYKLUIi i3 3acTocyBaHHs: 06.2024

LiaCopiH IHk.
u 1951 HopTeecTtepH AseHto, Ctinnsotep, MN55082, CLLUA
DiaSorin Inc.
1951 Northwestern Avenue, Stillwater, MN 55082, USA

YnoBHOBaXXeHUI NpeAcTaBHUK B YKpaiHi:

Q}; TOB «JTABCEMMOPT»
01133, micTo KuiB, 6. Ileci YkpaiHku, 6yanHok 34, YkpaiHa
Ten: +380673234344, E-mail: info@labsupport.com.ua

BignosigansHa ocoba y BennkobpuTanii: EC

DiaSorin Italia S.p.A. m D_iaSorin Italia S.p.A. _

UK Branch Central Road Dartford Kent DA1 5LR UK Via Crescentino snc, 13040 Saluggia (VC), Italy
HiaCopiH ITanis C.n.A. FOK Bpenu fiaCopiH ITanis C.n.A.

LleHtpan Poap, Oaptdopa, A1 5P, Benvika Bputatis Bia KpecueHTiHo, cHc, 13040 Canygxa (BK), ITanis
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