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KouTtpone JIEMCOH XL mypekc HCV Ab (aHtuTina go Bipycy renatuty C)

([REF] 310241)

1. NIPU3HAYEHHA

KonTtponi JIEMCOH XL mypekc HCV Ab (HeraTuBHi Ta MO3WTWBHI) CRig BMKOPUCTOBYBATM B XEMIMIOMIHECLEHTHUX iMyHOaHanisax
NIEACOH (CLIA) sk 3aci6 nepeBipk1 HafiiiHOCTi BUKOHAHHS aHanisis. Poboui xapakTepuctukn koHTponis NIIEMCOH XL mypekc HCV Ab
He 6ynun BcTaHOBMNeHi Ansa Byab-aKnX iHWKUX aHanisis abo iHCTpyMeHTanbH1X nnatdopm, BiaMiHHMX Big JIEMCOH XL

Ltpux-koa y ceptudikaTi aHanisy Hagae KOHKPeTHY iHopmaLilo Npo napTito KOHTPOMiB, MOro MOTPIGHO 34nTaTN Py4YHUM CKaHepoM
WTpux-kodis aHanisatopa JIEMCOH XL nepen 3aBaHTaxeHHSM bnakoHiB KOHTPOMiB [0 aHanisatopa. [N oTpUMaHHa 00AaTKoBol
iHdbopMmaLii 3BepHiTbCA A0 NocibHMKa onepaTopa aHarnisaTopa.

2. CKNnAQl HABOPY

HeraTtuBHUI KOHTPONb CupoBaTka/nnasma KpoBi N0AMHKU, He peakTuBHa Ha aHTurenn BI'C ta aHTuTIng
(2 x 1,0 mn (M) CONTROL no BIrc (HCV), 0,2% ProClin® 300, koHcepBaHTH.

[MO3UTUBHMIA KOHTPOMb IHakTMBOBaHa cupoBaTka/nnasmMa KpoBi NIOANHN, peakTUBHA Ha aHTUTINa 4o
(2 x 1,0 M (ml)) CONTROL[*|  |BrC (HCV), 0,2% ProClin® 300, KoHCepBaHTH.

Bci peareHTVM noctayalTbCs roTOBUMW 00 BUKOPUCTaHHSA. [liana3oH 3Ha4YeHb KOXHOro KOHTPOMK BKa3aHO B cepTudikaTi aHanisy, BiH
BKa3ye Mexi, BcTaHoBrneHi DiaSorin Anst 3Ha4yeHb KOHTPONIB, SIKi MOXXHA OTpUMaTK B HadiiHUX MOCTaHOBKaxX aHanisis. KoxHa naboparopis
Hece BiAnoBiAanbHICTb 3a NPUNHATTA Pi3HNX oOMexeHb BiAMOBIAHO A0 iHOMBIAyanbHUX BUMOT.

3. NOMNEPEAXEHHSA | 3ANOBILKHI 3AX04MN

— [Ana giarHocTuUKM in vitro.

— KoHTponi He € cneundivHuMmn ansa napTii Habopy, i iXx MoxHa 6e3ne4yHO 3aCTOCOBYBATU HaBITb 3 Pi3HUMK NapTiAMK iHTerpanis peareHTiB.

— Yci maTepianu, WO BUKOPUCTOBYHOTHCS ON1S1 BUTOTOBIEHHS KOMMOHEHTIB Lpboro Habopy, 6ynu npoTtecTtoBaHi Ha HasiBHICTb HBsAg,
anTuTin go BI'C, antutin go BIJ1-1, aHtutin go BIJ1-2 i BM3HaHI HepeakTUBHMMMK, 3@ BUHSATKOM MO3UTMBHOIO KOHTPOS, SIKUA €
peakTMBHMM Ha aHTuTina o BI'C. OauHuui, no3vTuBHI Ha aHTuTina go BI'C, 6ynu iHakTnBOBaHi TepmivHO 06pobkoto (60°C npoTsirom
OfHieT roguHmn) nig Yac BupobHUYoro npouecy. BoHn MoxyTb noxoauTy Big nauieHTiB, iHdikoBaHnx BI'C, i Tomy ix cnig posrnsgaTtu sk
NOTEHLIHO iH(EKLiNHI.
OpHak, OCKiNbKW XOO4eH MEeTOo[ TecTyBaHHA He MOXe rapaHTyBaTu abComnioTHY BMEBHEHICTb Y BIACYTHOCTI MaTtoreHiB, yCi 3pasku
TOACHKOro MOXOMPKEHHS CNif BBaXKaTh NOTEHUINHO iHEKLiNHMMM Ta NOBOANTUCS 3 HUMK 0BEpexHO.

— [loTpumyiiTecs 3BMYaiHMX 3anobixxHNX 3axoaiB, HeOOXiAHMX ANns poboTK 3 ycima nabopaTopHUMKN peareHTamu.

— YTunisauis BCix BigxodiB NOBMHHA 3M4iNCHIOBATUCS BiAMNOBIAHO 40 MiCLLEBUX MpaBuI.

4. 3AXOAU BE3NEKA

He xxTe, He NuiATe, He NaniTb | He BUKOPUCTOBYNTE KOCMETUKY B nabopatopii.

He ninetynte potom.

LLlo® YHMKHYTU MNpAMOro KOHTaKTy 3 MOTEHUINHO iH(bikoBaHMM MmaTepianom, Hagsdramte nabopaTopHUIM OfAr, 3axMCHi OKynspu Ta
ofHOpa3oBi pykaBu4ku. [icna KOXXHOro aHanidy peTenbHO MUATE PyKU.

YHuKanTe 6pu30oK Ta yTBOPEHHS aepo3onto. Yci kpanni 6ionoriyHoro peareHTy Heo6XigHO BUAANUTM PO3YMHOM rinoxnopuTy HaTpito 3 0,5%
aKTUBHMM XIOPOM, @ BUKOPUCTaHi 3acobu yTunisyBaTu sk iHgikoBaHi Biaxoaw.

Yci 3pasku Ta peareHTu, Wo MicTaTe GionoriyHi maTepianu, siki BAKOPUCTOBYHOTLCA AN aHanidy, cnig BBaXaTu NOTEHUINHO 34aTHUMMU
nepeHocuTH iHdEKLiHI areHTW. 3 BigXxog4amu cnig NoBoAMTUCH 0DepexHOo Ta yTunidyBaTtu ixX BignoBigHO A0 nabopaTopHUX iHCTPYKUIN i
3aKOHOAaBYMX MONOXEHb, LU0 Ail0Tb Y KOXHI KpaiHi. Byab-aki maTepianu 4ns noBTOPHOIO BUKOPUCTaHHSA NOBMHHI OYTU HANeXHUM YMHOM
CTepuni3oBaHi BiANOBIAHO 40 MiCLEBMX 3aKoHiB i npaBun. MNepesipanTe edeKTMBHICTb UMKNY cTepunisauii/gesaktusadii.
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BignosigHo go Pernamenty €C 1272/2008 (CLP) peareHTu knacudikytoTbCs Ta MapKyloTbCS HAaCTYMHUM YUHOM:

PEAFEHTMU: [CONTROLJ-], [CONTROLJ+|
KNACU®DIKALIA: Skin sens. 1 H317 - YytnusicTb Wwkipu-kateropisa 1A.
CUIrHAINbHE CI1OBO: YBara

CUAMBONU / NIKTONPAMMN:

GHSO07 3Hak oknmky

NoBIAOMIIEHHSA NMPO HEBE3MNEKY: H317 Moxe BUknukaTu anepriyHy peakuito LKipn.

NMONEPEAXEHHA:
P261 YHukaniTe BauxaHHa nuny/aumy/rasy/TymaHy/sunapis/aepo3onto.

P280 OpdranTe 3axvCHi pyKaBUYKW/3axXMCHUIM 0aAr/3axmMcT oven/3axucT obnmyys.
P363 Bunepite 3abpyaHeHuin ogar nepes NoBTOPHUM BUKOPUCTAHHSIM.

MICTUTb:
(TinbKkK pevoBMHN, nepenbadeHi ctarteto 18 | Peakuiitna maca: 5-Xnop-2-meTun-4-isoTiasoniH-3-oH [EC no. 247-500-7] Ta
PernameHty €C 1272/2008). 2-mMeTun-2H -isotiason-3-oH [EC no. 220-239-6] (3:1). (ProClin® 300).

[ns oTpumaHHa goaaTtkoBoi iHpopmauii amB. Safety Data Sheets (Macnopt 6e3nekn), gocTynHUn Ha www.diasorin.com

5. 3BEPIFAHHA | CTABIIbHICTb

Micns oTpumaHHA KOHTponiB ix NoTpibHO 36epiratv npu Temnepatypi 2-8°C y BepTUKanbHOMY NOMOXEHHI, LWob 3anobirtn npununaHHio
PO34MHY A0 KpULLKM chbnakoHa. He 3amopoxyBaTu. AKLWO KOHTponi 30epiraloTbCs y BEPTUKANbHOMY MOMOXEHHI Ta 3aneyataHnuMu, BOHU
cTabinbHi npu 2-8°C [0 3akiHYeHHst TepMiHy npuaatHocTi. Micns BigKpUTTS KOHTpOni cTabinbHi NPOTArOM YOTUPBLOX TUXHIB 3@ YMOBU
HanexHoro 36epiraHHsa npu Temnepatypi 2-8°C Mix OBOMa MOCMIAOBHUMU BUKOPUCTAHHAMU. YHUKanTe GakTepianbHOi KOHTamiHauil
KOHTponiB. KOHTpOni He MOXXHa BUKOPUCTOBYBATK NiCNsA 3aKiHYEeHHs TepMiHY NPUAATHOCTI, 3a3HAYEHOro Ha eTuKeTKax pnakoHiB.

6. NIPUTOTYBAHHA PEATEHTIB

— ToMicTiTe dnakoHu KoHTponiB y wrtatuen Tuny C Ha awanisatopi JIEMCOH XL. BMIiCT KOXHOTO KOHTPOMIO [OCTaTHIi Ans
npoBefeHHs He MeHwwe 20 TecTiB.

— MiHiManbHUn HeoOXigHU 06’em cTaHOBUTL 425 Mk (25 Mkn koHTponto + 400 Mkn MepTBOro o6’emy).

— MNig yac BMKOpUCTaHHA [0BefiTb KOHTPONi 40 KiMHATHOI Temnepatypu (20-25°C), nepw Hix BigkpuBaTtu cnakoHu, i 3bepirante ix
3aBaHTaXeHUMMN B aHanisaTop nuiie NpoTsrom Yacy, HeobXifAHOro Anst TeCTYBaHHSI KOHTPOSIO SIKOCTI.

— lNicnsa BUKOpUCTaHHS HeramHo 3akpuinTe dnakoHu Ta 3bepiranTte ix npy Temnepatypi 2-8°C y BepTUKanbHOMY NMOMOXEHHI.

—Mig yac poboTn BxUBaNTe BiANOBIAHMX 3aM0BIKHNX 3ax0AiB, W06 YHUKHYTVN BakTepianbHOI KOHTaMiHaLii KOHTPONiB.

7. NTOBOOXEHHA
LLlo6 oTpumaTy iHdhopMaLLilo PO HaneXHe NOBOMAXKEHHS!, 3BEPHITLCA A0 NociBHMKa onepaTtopa aHanisatopa JIIEMCOH XL.

8. UINboBI 3HAYEHHA

Hiana3oHn 3HaveHb aHTUTIN Ao HCV y KOHTponsx HagpykoBaHi B cepTudikaTti aHanidy. BoHu Gynu BCTaHOBMEHi Nicns BpaxyBaHHSA
BapiaTMBHOCTI NOCTAHOBOK aHanidy BigHOCHO 306epexeHOoi CTaHO4apTHOI KpMBOi, AN TOro wob rapaHTyBaTU TOYHICTb aHaniTU4HMX
pes3ynbTaTiB i OTpMMyBaTU MOKa3HWKM CTabINbHOCTI abo MOripLIeHHs sIKOCTi peareHTiB. AKWO KOHTPOMbHi 3HAaYEHHS HeoO4HOpPa3oBO
BUXOASTb 32 MEXi O4iKyBaHWX [iana3oHiB, LWBMALLE 3a BCe, TECT ByNo BUKOHAHO HEMpPaBUIIbHO.
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[lata ocTaHHbOro nepernsay iHCTPyKLii i3 3acTocyBaHHs: 04.2024

LiaCopiH ITanis C.n.A.
“ Bia KpecueHTiHo, cHe, 13040 Canyaxa (BK), ITanis
DiaSorin Italia S.p.A.
Via Crescentino, snc, 13040 Saluggia (VC), Italy

y YnoBHoBaXXeHUI NnpeAcTaBHUK B YKpaiHi:
4// TOB «JIABCEMMOPT»

UA.TR.116

01133, micTo Kuis, 6. Ileci YkpaiHku, 6yauHok 34, YkpaiHa

Ten: +380673234344, E-mail: info@labsupport.com.ua

LIAISONe XL MUREX Control HCV Ab ([REF] 310241)
EN - 200/009-022, 09 - 2022-07



	СИМВОЛИ

