meridian:osce:
-

DiaSorin Inc.

DI NYe 811l 1951 Northwestern Ave — Stillwater, MN 55082 — USA UK c €

Tel 1.651.439.9710 — Fax 1.651.351.5669 Cn

3miHn: §3
BupanenHs: §

HaGip koHTponis JIEWCOH MepiaiaH H. pylori SA (REF| 318201)
LIAISON® Meridian H. pylori SA Control Set

1. NAPU3HAYEHHA

Habip konTponie JIEMCOH Mepiaian H. pylori SA npusaHaueHuit 4ns BUKOPUCTAHHSA B SIKOCTI aHanisoBaHMUX 3paskiB KOHTPOMIO
AKOCTi AN MOHITOPUHIY edekTuBHOCTi aHanisy JIEMCOH Mepigian H. pylori SA. PoBoui xapakTepucTukmn Habopy KOHTPOnMiB
NIENCOH Mepigian H. pylori SA He 6ynu BcTaHoBneHi Ans Gyab-AKUX iHWKMX aHanisis abo iHCTPYMEeHTanbHUX nnaTopm,
BiMiHHUX Bif, aHanizaTopis JIEMCOH, NNIEMCOH XL ta JIIEMCOH XS.

Ananiszatop JIIEMCOH. CepTudikat aHaniay MicTUTb cneuumdiuHy iHpopmalLito Npo napTito KOHTPONIB, Ky CRif BpyYHY BBECTU B
nporpaMHe 3abe3neveHHs aHanisaTopa nepen 3aBaHTaXeHHsM (prakoHiB KOHTponiB [0 aHanisatopa. [Ons oTpuMaHHs
[oaaTkoBoi iHpopmaLlii 3BepHiTbCA 40 NocibHMKa onepartopa aHanisaTtopa.

AnanizaTop JIIEMCOH XL. QR-koau y ceptuddikati aHanisy HagatoTb cneuundiyHy iHdopMauito Npo napTilo KOHTPONIB, iX
NOTPIGHO 3UMTaTU PYYHUM CKAaHEPOM LUTPUX-Ko/iB aHanisaTopa NIEMCOH XL nepep 3aBaHTaXXeHHAM (hIIaKoHIB KOHTPORIB

00 aHanizatopa. [Jnst 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 PYUYHUM CKAHEPOM LUTPUX-KodiB aHanisatopa JIIEMCOH XS nepepn 3aBaHTaxeHHSIM (hnakoHiB KOHTPOSIB [0
aHanizaTtopa. [ins oTpuMaHHs [oAaTKOBOI iHpopmaLii 3BepHiTbCA A0 NOCiOHMKa onepaTopa aHanisaTopa.

2. CKNnAQ HABOPY
HacTynHi MaTepianu noctayatoTbca 3 HABOPOM KOHTPONIB.

HeraTmHIi KOHTPOTTE doccatHun  6ycdep, BSA, cypdakraHt, 0,1% ProClin® 300 Tta 0,05%
(2x 6’O~MH) CONTROL|- reHTamiuunH cynosdary.

[0TOBMI [0 BUKOPUCTAHHSI

[Mo3UTUBHUIA KOHTPOIb Kanosui aHtureH H. pylori B dpocdpatHoMy Bydepi, BSA, cypdaktaHT, 0,1%
(6 x 2 mn) CONTROL|4 | ProClin® 300 Ta 0,05% reHTamiuunH cynbcary.

JliopinisoBaHumn BigHoBuTM 3 2,0 MN AUCTMNbOBaHOI abo AeioHi3oBaHOI BoAM.

ProClin™ e Toprosoto Mmapkoto Dow Chemical Company (Dow) abo gouvipHboi komnaHii Dow.
e ETMKETKM 3i LUTPUX-KOZOM 151 MO3UTUBHOIO KOHTPOJIO

HeobxigHi maTepianu, siki He nocTavalTbcst 3 HAabopoMm:

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

e  CknsiHi abo noninponineHosi Npobipku aAns 3paskis

e [lineTka, npuaaTHa ANst TOYHOro nepeHeceHHst 500 mkn
KoHTponi He € cneundiynumm ansa napTii Habopy, i ix MoxHa 6e3neyHo 3acTocoBYBaTM 3 pisHUMM NapTismu pearenTis NIEMCOH
MepigiaH H. pylori SA.

3. NONEPEOXXEHHA TA 3ACTEPEXXEHHA
AnA QIAFHOCTUKU IN VITRO — He Ans BHYTPIWWHbOrO YM 30BHILWHbLOrO 3aCTOCYBaHHSA y noaen Y TBapuH.
3aranbHa 6e3neka:

e Yci 3pasku, bionorivyHi peareHTU Ta MaTepianu, siki BAKOPUCTOBYIOTLCS NS aHanidy, crif BBaXaTu MOTEHUIMHO 30aTHUMMN
NepeHoOCUTH iHDEKUINHI areHTU. YHMUKanTe KOHTAaKTY 3i LUKIpOok, o4MMa abo cnmnsoBumim obornoHkamu. [lig yac TecTyBaHHS
OOTpUMMYMTECh NpaBun NPOMUCIIOBOI Tiri€HW.

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

He nineTtynte po34mHu poTom.

o YHuKaNTe NPSAMOro KOHTAKTY 3 yciMa MNOTEHUINHO iHCpeKUinHMMKN MaTepianamm, Hagsaratoum nabopaTopHWi xanar, 3axmcT ans
o4en/obnnyysi Ta 0QHOPa30oBi PYKaBUYKK.

Micnga 3akiHYeHHSA KOXXHOro aHanisy peTenbHO MUNTE PYKW.

e YHukavTe po3bpu3kyBaHHs abo yTBOpEHHS aeposoniB nig 4Yac obpobku, po3BefeHHA abo nepeHeceHHsA 3paskiB abo
peareHTiB. Byab-akuii po3nus peareHTy cnig 3Hesapasutu 10% posumHom BigbintoBava (wo mictutb 0,5% rinoxnoputy
HaTpIlo) | yTUNi3yBaTh AK NOTEHLINHO IHDEKLINHWIA.

e Bigxoan cnig yTtunisysatu BigMoOBIAHO OO YWMHHMX MpaBwusl i BKA3iBOK YCTAHOB, Mif HOPUCAUKUIED SKMX 3HaxoauTbCA
nabopaTopisi, @ TaKOX perfameHTiB KOXHOI KpaiHu.

e He BukopucToByiTe Habip abo MOro KOMMOHEHTU MICIA 3aBepLUEHHS TEPMiHY NPUAATHOCTI, BKA3aHOrO Ha eTUKETLI.
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IHopmauia 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 ([oaatkoBy
iHgopmauito auB. y MNacnopTti 6e3nekn matepiany).

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.
Hebesnexky: 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.
b6esneku: P273 - YHuKanTe noTpannsiHHA B HaBKOMULLHE CEpeoBULLE.
P280 - Ogsranite 3axMCHi pyKaBUYKK, 3aXUCHUA OOST i 3aXUCT OYeN.

4. 3BEPITAHHSA | CTABIIBHICTb

lMicns oTpMMaHHsi KOHTPONIB i A0 BiAHOBMNEHHS X NOTPiIOHO 36epiraTv npu Temnepatypi 2-8°C. KoHTponi cTabinbHi 40 3aKiHYEHHSt TEPMiHY
npuaaTHOCTI, 3a3HAa4YEHOro Ha eTukeTKax NakoHiB, 3a yMoBM 36epiraHHs npu 2-8°C. KoHTponi cTabinbHi npoTarom 8 rogunH Npu KiMHaTHIl
TemnepaTtypi (npubnunsHo 18-25 °C). BigHOBMEHWIN NO3UTMBHUIA KOHTPOMb MOXHa 36epiratv 3akputum npotsrom 28 gHiB npu 2-8°C.
AniKBOTYNTE Ta 3aMOPO3bTE PELUTY BiHOBMEHOro NO3UTUBHOIO KOHTpons npu -20°C Ha TepMiH Ao 16 TwxHiB. BigHOBNEHUn No3nTMBHUN
KOHTPOSb CTabinbHUA NPOTAroM 3 UMKNIB 3aMOPOXyBaHHs/BiATaBaHHS. O3HaKN MOXINMBOrO NOripLUEHHS BKIOYalOTb HAsiBHICTb TBEPAMX
YaCTMHOK Y pigunHi abo 3HayHi BiAXMNEHHS Big nonepeaHix pesynbraris.

5. KOHTPOIlb AKOCTI

KoHTpomnb SKOCTi pekoMeHOyeTbCA NMPOBOAUTM OOUH pa3 Ha AeHb BUKOPUCTaHHA, abo 3rigHO 3 iHCTPYKUiAMW YM BMMOramu
MiCLEeBMX HOPMATUBHUX aKTiB Ta akpeauToBaHWX opraHisaui. KopuctyBady pekomeHayeTbes 3BepHyTUCcA 0o CLSI C24-A3 i 42
CFR 493.1256 (c), wo6 3HanTy BKasiBKM OO0 HANEXHOi MPaKTUKN KOHTPOJHO SIKOCTI.

Kontponi MIEMCOH Mepigian H. pylori SA npusHaueHi Ans MOHITOPUHIY iCTOTHWX BiAMOB peareHTy. SIKLIO 3HaYeHHS KOHTPOniB
BUXOASTb 3@ MEXi OYiKyBaHUX Aiana3oHiB, kanibpyBaHHs cnig NOBTOPUTU, @ KOHTPOIi NpoaHarnisyBaT MOBTOPHO.

He nosipomnsite npo pesynbTatv nauieHTis, AOKM pe3ynbTaTu KOHTPOMio He ByayTb B Mexax odikysaHux Aianasodis. [ns
OTPUMaHHS HadiiHNX pe3yrnbTaTiB HeobXiAHO CyBOPO AOTpMMYyBaTUCS IHCTPYKUi aHanisy JIEMCOH Mepigian H. pylori SA.

6. NIArOTOBKA TA BUKOPUCTAHHA

HeratueHuin koHTponb JIEMCOH Mepigian H. pylori SA noctayaeTbcs roToBuM A0 BUKOPUCTaHHS. [aiiTe HeraTMBHUM
KOHTPONSAIM AOCAITK KiMHATHOI TeMnepaTypy Ta obepexHo nepemiwarnte, nepeeepTaloyn. 3HiMITb KPULLKY 3 KOHTpOns i
NMOMICTITb KOHTPOJIb B LUTATUB Bi4MNOBIAHOIrO TUMYy Tak, W06 WTpMx-ko4 OyB CnpsMOBaHWIA HA30BHI, | 3aBaHTaXTe WTATVB B
30HY AN15 3paskiB nauieHTiB. [1oBEpHITb KOHTPOSb A0 XONOAMIMbHUKA HEramHo NiCNs KOXHOr0 BUKOPUCTAHHS.

MoanTtneHuMin koHTponb JIIEMCOH MepigiaH H. pylori SA noctavaeTbes niodinisosaHum. BigHOBITL koxeH dnakoH 3 2,0
Mn AucTunboBaHoi abo aeioHizoBaHoi Boan. Jante dnakoHy noctostm 10 xBUNWMH NpWM KiMHaTHIN TemnepaTtypi Ta
obepexHo nepemiwynte, nepesepTaryn, 40 NOBHOrO po34nHeHHS. NepekoHanTecs, LWo BeCb nioginizoBaHun maTtepian,
WO MpuKneiBcs A0 cTonepy rnakoHy, TakoX PO3YMHMBCA. FAKLLO BUKOPMCTOBYHOTLCH 3aMOPOXEHi aniksoTh, nepes
BMKOPUCTaHHAM 06epexHo nepemiwanTe, nepesepTatoumn. MepeHecite npubnuaHo 350 Mkn y ckngHy abo nNnacTUKoBY
npobGipky. MpurKpiniTe BigNOBIAHY €TUKETKY 3i LUTPUX-KOAOM A0 NpoBipKn, NOMICTiTb NpobipKy B LUTATUB BiAMOBIAHOIO TUMY
Tak, Wwob wrpux-kog OyB CNpsMOBaHWMI Ha30BHI. 3aBaHTaXTe LUTATMB B 30HY Ans 3paskiB nauieHTiB. laeHTudikauis
KOHTPOIH0 NPOBOAMTLCA 3a AONOMOrOK €TUKETKU 3i LUTPUX-KoA40oM abo Moxe ByTn 3anporpaMoBaHa B aHanisaTtopi Bpy4Hy.
HoTpumyiiTech BKasiBOK NOCiOHMKa onepaTtopa aHanizaTopa, Wwob po3noyaTtu NnocTaHOBKY aHanidy. [icnsa aHanisy Buaganite
OyAb-AKi HEBUKOPUCTaHI NopLii KOHTPONIB, WO 3anuwmnucs B npobipkax.

7. OBMEXEHHA 5

3HayeHHs KOHTpOniB ANs iHWMX aHanisie, kpim aHanisy JIIEMCOH Mepigian H. pylori SA, He BcTaHOBNEHO. AKLLO KOpUCTyBaui
6axaloTb BUKOPUCTOBYBATH LIEN KOHTPONBHWUIA MaTepian 3 iHWUMKW aHanisamMmy, BOHU HECYTb BiANOBIAANbHICTb 32 BCTAHOBIIEHHS
Bi4MOBIAHMX diana3oHiB.
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Mepen BUKOPUCTAHHAM iHLLUMX KOHTPONMIB CAif OLUIHWMTY IX Ha CyMICHICTb i3 LM aHanisoM. Cnig BCTaAHOBUTY BiANOBIAHI pedepeHcHi
Aiana3oHn Ans BUKOPUCTOBYBAHMX MaTtepianis Ans KOHTPOO SKOCTI.

AKLWLO 3HAYEHHST KOHTPOSIB, OTPMMaHI Micns ycnilHOro KanibpyBaHHsi, HEOQHOPA30BO BUXOAATb 3a MeXi O4iKyBaHWX Aiana3oHis,
TECT cnif NOBTOPUTU, BUKOPUCTOBYIOUYM HEPO3KPUTMI (DITAKOH KOHTPOSHO.

8. UiNboBI 3HAYEHHA
[liana3oH KoHLEeHTpaLi KOXXHOro KOHTPOIIO BKa3aHo B cepTudikaTi aHanisy, BiH BKasye Mexi, BcTaHosneHi DiaSorin ans sHaveHb

KOHTPOIIB, SiKi MOXHa OTpMMaTK B HaAiNHWX NOCTAHOBKaxX aHanisis.

[aTa ocTaHHbOro nepernagy iHCTPYKLii i3 3acTocyBaHHs: 06.2024

LiaCopiH IHk.
u 1951 HoptBecTtepH AseHto, Ctinnsotep, MN55082, CLLUA

DiaSorin Inc.
1951 Northwestern Avenue, Stillwater, MN 55082, USA

YnoBHOBaXXeHUN NpeacTaBHUK B YKpaiHi:

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

BignosigansHa ocoba y BenukobpuTaHii: EC

DiaSorin Italia S.p.A. m DiaSorin 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 BpeHnu LiaCopiH ITania C.n.A.

LLeHTpan Poa'u‘ 'D'aqu)opp” D'A‘] 5J'|P, Benuka EpVITaHiH Bia ercquTiHO, CHC, 13040 Canyﬂ)Ka (BK), ITania
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