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Kontponb JIIEMCOH Liutomeranogipyc (CMV), IgG ABigHicTs i ( 310766)
LIAISON® Control CMV IgG Avidity Il

1. NPU3HAYEHHA

Kontponi NIEMCOH Lintomeranosipyc (CMV), IgG AsigHicTb Il (HM3bKOro piBHS Ta BUCOKOO PiBHS) NPU3HAYEHI AN BUKOPUCTAHHS
SIK 3pa3ki KOHTPOIIO AKOCTI NS MOHITOPUHIY edeKTUBHOCTI Ta HagiitHocTi ananisy JIEMCOH Lutomeranosipyc (CMV), 19G
ABigHicTb Il. PoBoui xapaktepuctuku koHTposio JIEMCOH Liutomeranosipyc (CMV), IgG AsigHicTs Il He 6ynu BCcTaHoBNEHi ANs
Byab-SKUX iHWMX aHanisiB abo nnaTdopm, BiaMiHHUX Bia JTIEMCOH, NNIEMCOH XL Ta NIEMCOH XS.

Ananizatop JIEMCOH. CepTtudikaT aHaniay MicTuTb cneundiuHy iHbopmalLilo Npo napTilo KOHTPOniB, siky HeoBXioHO BBECTM
BPYYHY B nporpamHe 3abeaneveHHs aHanisatopa nepef 3aBaHTaXXeHHsIM (fiakoHiB KOHTPOIiB A0 aHanisatopa. [ins oTpumaHHs
GinbL AeTanbHOI iHopMaLii 3BepHiTbCA 40 NocibHMKa KopucTyBada aHanisaTopa.

Ananizatop JNIEMCOH XL. LUTpux-koam cepTudikaTie aHanisy MICTATb crnieumdidHy iHopMaLilo Npo NapTiio KOHTPOMbHUX
3paskiB, iX Crif 3UMTaTV PyYHUM CKaHEPOM LTpUx-koaie aHanizatopa NIIEMCOH XL nepepn 3aBaHTaxeHHsSIM (bnakoHiB KOHTPOMiB
0o aHanizaTopa. [ina oTpuMaHHsa 6inbLl AeTanbHOT iHhopMaLlii 3BepHITLCA A0 NocibHMKa KopucTyBaya aHanisaTopa.
AHnanizaTtop JIIEMCOH XS. Ltpux-koam cepTudikaTiB aHanisy MIiCTATb crieumdiyHy iHbopMaLilo Npo MapTilo KOHTPOMLHUX
3paskig, iX Crif 3UMTaTV PYYHUM CKaHepoM LITpux-koaie aHanisatopa JIEMCOH XS nepep 3aBaHTaXeHHAM (hiakoHiB KOHTPOiB
0o aHanizaTopa. [ina oTpuMaHHs 6inbLu AeTanbHOT iHopMaLlii 3BepHITLCA A0 NocibHMKa KopucTyBaya aHanisaTopa.

2. CKIJAO HABOPY

KOHTDOMb aBIAHOCTI HU3bKOFO DIBHS CupoBaTka/nna3aMa KpoBi NOAWHW, WO MICTUTb HU3bKOABIAHI
P A P CONTROLIL[AY] | anTutina IgG go CMV, ctabinisoBana B 6ydepi PBS, BSA, 0,2%

(2x0,5mn (ml)) ProClin™ 300.

KOHTDOMb aBIAHOCTI BUCOKOrO DIBHS CwupoBaTtka/nnasma KpoBi TIOAWHM, WO MICTUTb BUCOKOABIAHI aHTUTINA
P A P CONTROLHAY] | 1gG ao CMV, cra6inisosana B 6ydepi PBS, BSA, 0,2% ProClin™

(2x0,5 mn (ml)) 300, iHEPTHUI1 XOBTWIA GaPBHUK.

Bci peareHTV noctavaloTbCsl rOTOBUMM A0 BUKOPUCTaHHSA. [iana3oH KOHLEHTpAaLin KOXHOro KOHTPOM0 BKa3aHO B cepTudikarTi
aHanisy, BiH BKa3ye Mexi, BcTaHoBMneHi DiaSorin Ans 3Ha4yeHb KOHTPONIB, SIKi MOXXHA OTPMMaTU B pe3yrbTaTi 4OCTOBIPHOIO aHari3y.
KoxHa nabopaTopisi Hece BiANOBiAanNbHICTb 32 BCTAHOBMNEHHS BITACHMX MEX Bi4NOBIAHO 40 iHAMBIAYaNbHUX BUMOT.

3. MONEPEOXXEHHA TA 3ACTEPEXEHHA
— [nsa giarHocTuku in vitro.
— Tinbku gna npodecinnHoro nabopaTopHOro BUKOPUCTAHHS.

— BigyanbHO nepesBipTe ONakoHWM Ha HASABHICTb MPOTIKAHHA. AKWO BUSBUTBCHA, WO (pnakoHW npoTikawTb, Crig HeramHo
NOBIJOMUTU MiCLEBY CIy>0y MiATPUMKM KITiEHTIB.

— KoHTponi He € cneumdivyHMMK AN KOHKPETHOT napTii Habopy, i ix MoXxxHa 6e3neyHo 3acToCOBYBaTU HaBIiTb 3 Pi3HUMM NapTiAMU
iHTerpanis peareHTiB.

— Yci maTepianu, WO BUKOPUCTOBYHOTLCA AN BUrOTOBIIEHHSI KOMMOHEHTIB Lboro Habopy, 6ynu npoTecToBaHi Ha HasiBHICTb
HBsAg, aHtuTin go HCV, antutin go HIV-1, antutin go HIV-2 i BM3HaHi HepeakTuBHMMKU. OfHaK, OCKINbKU XXO4EeH MeTon
TEeCTyBaHHS He MOXe rapaHTyBaTh abCOMNOTHY BiACYTHICTb MATOreHHMX MIKPOOPraHi3MiB, YCi 3pa3ku NIOACHKOrO NMOXOOXKEHHS
cnifg BBaXaTu NOTEHLIAHO iHPEKLIMHUMK Ta NOBOAMTUCS 3 HUMUN 0BEPEXHO.

— [JoTpumyiitecs 3BM4anHMX 3anobikHMX 3axofis, HeobxiaHMX Ans poboTu 3 ycima nabopaTopHUMK peareHTamu.

— YTunisauis BCiX BigXo4iB NOBMHHA 34iMCHIOBATUCS BigNOBIAHO 4O MiCLIEBUX NpaBu.

4. 3AXOOU BEIMNEKU

He xxTe, He nuinTe, He KypiTb | HE BUKOPUCTOBYITE KOCMETUKKY B nabopaTopii.
He ninetynte po34nHu poTom.

YHUKanTe NpsiMOro KOHTAKTy 3 yCiMa MOTEHLINHO iHCpEeKUiMHMMK MaTepianamm, Hagsraoun nabopaTtopHuin xanat, 3axucT ans
oy4en/obnmyysa Ta ogHOPa30Bi pykaBUYKW. Micnst 3aKiHYEHHS KOXXHOTO aHani3y peTernibHO MUATE PYKU.

YHukanTe po3bpuskyBaHHs abo yTBOpPEHHs aepo3onto. Yci kpanni GionoriyHOro peareHTy HeobXigHO BUAANUTU PO3YMHOM
rinoxnoputy HaTpito 3 0,5% aKkTMBHOrO X1opy, a BUKOPUCTaHi 3acobu yTunidyBaTh Ak MOTEHLINHO iHEKLiHI.

Yci 3pasku Ta peareHTy, WO BUKOPUCTOBYIOTLCS ANsl aHanidy Ta MicTATb GionorivyHi MaTepianu, cnig po3rnsgati ik NOTEHLUiNHO
iHbeKUiViHI areHTn. 3 Bigxogamu HeobxigHO NoBoaMTUCA OOEPEXHO i yTunisyBaTy ix BiANOBIAHO 40 NabopaToOpHUX IHCTPYKLIN Ta
3aKOHOAaBYMX MOSOXEHb, WO Ait0Tb Y KOXHIi KpaiHi. Byab-aki maTepianyv anst NOBTOPHOTO BUKOPUCTAHHA NOBUHHI BYTU HAnNeXxHUM
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YMHOM CTepuIii3oBaHi BiAMNOBIOHO A0 MiICLIEBMX 3aKOHIB Ta iHCTpYKUin. MepeBipTe edheKTUBHICTb LMKy cTepunidadii/aesiHdekuii.
He BukopucToByliTe Habopu abo KOMMOHEHTH NicNs 3aKiHYEHHS TEPMiHY MPUAATHOCTI, 3a3HAYEHOro Ha ETUKETLI.

BignoeigHo o PernameHty €C 1272/2008 (CLP) peareHTn knacudikytoTbCa Ta MapKyrTbCs HACTYMHUM YMHOM:

PEAFEHTMU: [CONTROLJLJAv] [CONTROLJHJAV]
KNACU®DIKALIA: Skin sens. 1A H317

Aquatic chronic 3 H412
CUIrHANbHE CNOBO: VBara
cumBoOnun /
MIKTOrPAMM: Skir 1317

Aqu » 3 H412

GHSO07 3Hak oknuky

MOBIAOMNEHHA NPO H317 Moxke BUKNMKaTK aneprivyHy LWKipHY peakLito
HEBES3IEKY: pridHy PHY peakujto.

H412 Wkignueun ansa BOOHUX OPraHiamiB 3 4OBroTpMBanuMm Hacnigkamu.

MONEPEMKEHHS: P261 YHukaiiTe BouxaHHs nuny/gumy/rasy/snnapis/6pusox.
P280 HociTb 3aXMCHi pyKaBUYKWU/3aXMCHUI OOST/3aXUCHI OKYNsipu/3axuct ans obnuyus.
P273 YHukante BUTOKY B AOBKOMULUHE CEPEAOBULLIE.
P362 3HimiTe 3abpygHeHW oasr i BUNepiTb MOro nepes NOBTOPHUM BUKOPUCTaHHSIM.
MICTUTD:
(TiNbKU pevyoBuMHY, peakuiiHa maca 5-xnop-2-meTtnn-4-izotiasoniH-3-oH [EC Ne 247-500-7] ta 2-meTun-2H-
nepenbadyeri ctatTteto 18 isoTiason-3-oH [EC Ne 220-239-6] (3:1). (ProClin™ 300).

Pernamenty €C 1272/2008).

Onsa oTpumaHHsa gopatkoBoi iHpopmauii gus. Safety Data Sheets (MacnopT 6e3nekwu), gocTynHui Ha www.diasorin.com.

5. 3BEPIFAHHA | CTABIBHICTb

Micna oTpumaHHA KOHTpOMIB iX MOTPIOHO 3Gepiratm npu TemnepaTypi 2-8°C y BepTMKaNbHOMY MOSIOXKEHHI, W06 3anobirtn
NPUIMNaHHIO PO34YNHY [0 KPULLKKM driakoHa. He 3aMopoxyBaTtu. SAKLWO KOHTponi 36epiraloTbCa y BEPTUKANbHOMY MOJOXEHHI Ta
3ane4aTaHumu, BoHU cTabinbHi npu 2-8°C Ao 3akiHyeHHs TepMiHy npuaaTHoCTI. [icnsa BigKpUTTS KOHTPOMi cTabinbHi NpoTArom
BOCbMW (8) TWXHIB 3a yMOBM HanexHoro 3b6epiraHHa npu Temnepatypi 2-8°C Mk ABOMa NOCNIJOBHVMU BUKOPUCTaAHHAMMU.
YHukanTe 6akrepianbHOi KOHTaMiHauii KOHTponiB. KOHTponi He MOXHa BUKOPUCTOBYBATU MiCNs 3aKiHYEHHSA TepMiHy NpuaaTHOCTI,
3a3HaYeHOro Ha eTnkeTkax NakoHiB.

NMPUITOTYBAHHA PEATEHTIB

MomicTiTe ¢hbnakoHn KOHTpOMIB y BIiAMOBIAHI WITATUBM aHanisatopa. BMICT KOXHOro rnakoHy KOHTPOM AOocTaTHi Ans

npoBefeHHs He MeHLe 7 TecTiB.

— MiHimanbHuin HeobxigHun 06’em ctaHoBUTb 420 Mkn (ul) (20 mkn (ul) kKoHTponb + 400 mkn (ul) MepTBUIA 06’EM).

— MMig yac BukopucTaHHA OOBeAiTb KOHTpOMi A0 KiMHaTHOi Temnepatypu (20-25°C), nepw HixX BigkpuBaTh dnakoHw, i
36epiranTe X 3aBaHTaXX€HMMU B aHarnisaTop nve npoTarom Yacy, HeobxiaHOro AN TeCTyBaHHA KOHTPOMIO AKOCTI.

— licns BrkopucTaHHS HeranmHo 3akpuiTe dnakoHu npobkamu Ta 36epirante ix npu TemnepaTypi 2-8°C y BepTuKanbHOMY
MOMOXEHHI.

— MMig yac poboTn BXMBaWTe BIANOBIAHNX 3aN0BKHMX 3aX0A4iB, WO YHUKHYTU BakTepianbHOi KOHTaMiHaLiT KOHTPONIB.

I o

7. NMOBOMXKEHHA
LLlo6 oTpumaTu iHcbopmaLiito Npo HanexHe NOBOMXKEHHS, 3BEPHITLCS 40 NOCiIGHMKa KopuCcTyBaYva aHanisartopa.

8. UiNboBI 3HAYEHHA

[iana3oHun iHOekciB aBigHOCTI B KOHTPOMSX BKa3aHi B cepTudikati aHanidy. BoHu Oynu BcTaHOBMEHi micnsi BpaxyBaHHA
BapiaTMBHOCTI MOCTAHOBOK aHani3y BiAHOCHO 36epexeHoi cTaH4apTHOI KpMBOI, ANs TOro Wwob rapaHTyBaTu TOYHICTb pe3ynbTaTiB
aHanisiB i oTpumyBaTV iHdoOpMaUilo Npo CcTabinbHICTb abo MOripWeHHs SKOCTi peareHTiB. FAKWO 3Ha4YeHHs KOHTponiB
HeoOHOPa30BO BMXOAATb 3a MEXi O4iKyBaHUX AianasoHiB, MOBIPHO, TECT Byno BUKOHaHO HenpaBuribHO.

3BeneHa iHbopmauis npo 6e3neky Ta edpekTUBHICTb ocTynHa Ha EUDAMED.

Tinbkn ans €C: 3BepHIiTb yBary, Lo nNpo Oyab-aKuA CEPNO3HUI IHUMOEHT, WO CTaBCsl CTOCOBHO LbOr0 MEAMYHOro NpuUCTpOo Ans
giarHoctukuy in vitro (IVD), cnig nosigomnaTtn go DiaSorin Italia S.p.A. Ta 4O KOMMNETEHTHOrO opraHy Aepxasu-yneHa €C, B sikin
NpoXuBae KOpUcTyBad Ta/abo nauieHT.
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[aTa ocTaHHbOro nepernagy iHCTPYKLii i3 3acTocyBaHHs: 05.2025
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