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3miHn: §2, §4;
BupaneHns:: Buganennsa ctocyetbeca 310011 §2, §6;

Koutponb JIIEMCOH Bopenis IgM, niksop (REF] 310012)

1. MNMPUSHAYEHHA

KownTponi NNIEMCOH Bopenisi IgM KsanT/ Bopenisi IgM |l Ta Bopenis IgM, nikeop (HeraTuBHi Ta NO3UTUBHI) NPU3HAYeHi AN BUKOPUCTAHHS!
B XeMiMoOMIHECLIEHTHOMY iMyHodepMeHTHoMy aHanisi JIEMCOH (CLIA) sk 3aci6 nepeBipku HamiiHOCTi BUKOHAHHS aHanisis. Poboui
xapakTepucTuku korTponis JIEMCOH Bopenisi IgM He 6ynu BcTaHoBNEH Ana 6yab-akuX iHWMX aHanisis abo nnatopm, BiAMIHHUX Bif
NIENCOH, NIEMCOH XL ta JIEMCOH XS.

Ananizatop NIEMCOH. CepTudikaT aHanisy MicTuTb cneuudidHy iHdopMaLilo Npo napTito KOHTpOMiB, sy Cnig BPyyHy BBECTU B
nporpamHe 3abesneyeHHs aHarniatopa nepes 3aBaHTaXeHHAM (hriakoHiB KOHTPOMIB 40 aHani3aTtopa. Onst oTpuMaHHs 6inbly geTansHoT
iHbopMaLii 3BepHITbCS 40 NOCIGHMKa KOpUCTYyBaYva aHanisaTopa.

Ananisatop JIEMCOH XL. Litpux-kogn cepTudbikaTis aHaniay MicTsTb cneumdiyuHy iHdopMaLlilo Npo NapTilo KOHTPOMLHMX 3paskiB, ix
MOTPIGHO 34YMTATU PYYHUM CKAaHEPOM LWITpux-kodis aHanisatopa JIIEMCOH XL nepea 3aBaHTaxeHHsIM (pnakoHiB KOHTpORis [0
aHanisaTopa. [inst oTpuManHs GinbLu AeTanbHoI iHhopMaLii 3BepHITLCA A0 NOCIGHMKa KOpUCTYBaYa aHanisaTopa.

Ananizatop JIIEMCOH XS. LLiTpux-koau cepTudikaTis aHaniay MicTaTb crneundiuHy iHbopMaLjiio Npo NapTilo KOHTPOMLHUX 3paskKiB, iX
MOTPIGHO 3uUMTaTM PYyYHUM CKaHEpoOM LUTpux-kodis aHanisatopa JIIEMCOH XS nepen 3aBaHTaXeHHsM (bnakoHiB KOHTpOMiB [0
aHanisaTopa. [ins oTpuManHs GinbLu AeTanbHoI iHdhopMaLii 3BepHITLCA A0 NOCIGHMKa KOpUCTYBaYa aHanisaTopa.

MonepemxeHHN: KOHTponbHI cuposaTku JIIEMCOH Bopenis IgM Keant/ Bopenis IgM |l nonepeaHso po3BeaeHi, TOMy iX He MOXHa
BMKOPWUCTOBYBATW ANS NEPEBIPKM NPaBUbHOCTI NpoLeaypy PO3BEOEHHS.

2. CKNnAQ HABOPY

KoHTponb JIEMCOH Bopenis IgM, niksop (310012)

binkoBa maTtpuus noguvHWM, HepeakTMBHa Ha aHtuTina IgM po Borrelia
CONTROL[] P P H

HeraTvBHuii koHTponb (2 x 1,5 mn) burgdorferi, cTabinizoBaHa B 6ycdepi PBS, BSA, 0,2% ProClin™ 300.

binkoBa maTpuusa noavHW, peakTvBHa Ha aHTuTina IgM go Borrelia burgdorferi,

MO3UTMBHMIA KOHTPOMb (2 X 1,5 Mn) CONTROL cTabinisoaHa B 6ydepi PBS, BSA, 0,2% ProClin™ 300, iHepTHuMi1 XoBTUM
’ 6apBHUK.

Bci peareHTn noctavaloTbCA roTOBUMW 4O BUKOPUCTAHHSA. [liana3oH KOHLEHTpaLin KOXXHOro KOHTPOSIO0 BKa3aHo B cepTudikaTi aHaniay,
BiH BKa3ye Mmexi, BCcTaHoBneHi DiaSorin aons 3HayeHb KOHTPOMIB, SIKi MOXHa OTpMMAaTW B HafiNHWX NOCTaHoBKax aHanisiB. KoxHa
nabopartopis Hece BigNoOBI4aNbHICTL 3@ BCTAHOBEHHS BNIACHMX MEX BiAMNOBIAHO 40 iHAMBIAYyanNbHUX BUMOT.

3. TMOMNEPEMXEHHA TA 3ACTEPEXEHHA

[nsa giarHocTWKK in vitro.

— KoHTponi He € cneundidyHMMK 4na KOHKPETHOI napTii Habopy, i iX MoxHa 6e3nevyHo 3acTOCOoBYBaTW HaBiTb 3 Pi3HUMU NapTiAMU

peareHTiB.

— Yci maTepianu, WO BUKOPUCTOBYIOTLCA ANS BUTOTOBEHHSI KOMMOHEHTIB LbOro Habopy, Oynu npoTecTtoBaHi Ha HasBHiCTb HBsAg,
aHTuTin go BI'C, aHtuTtin go BIJ1-1, anTtutin go BIJ1-2 i Bu3HaHi HepeakTnBHUMK. OgHaK, OCKINbKN XOAEH METOA TECTYBaHHS HE MOXe
rapaHTyBaTu abCONIOTHY BMEBHEHICTb Y BiACYTHOCTI MaTOreHHUX OPraHiaMiB, YCi 3pasku FOACHLKOrO MOXOMKEHHS Chnif BBaXaTwu
NOTEHLNHO IH(EKLIMHUMM Ta NOBOAMUTUCS 3 HUMWN 0BEPEXHO.

[oTpumMyinTecs 3BnyanHmX 3anobixxHMX 3axoniB, HeobXxigHMxX Ans poboTu 3 ycima nabopaTopHUMK peareHTamu.

YTunisauis BCix BigxoAiB NoBMHHA 34iNCHIOBATMCS BiANOBIAHO 4O MiCLIEBUX MpaBuI.

4. 3AXOOU BE3NEKU

He xTe, He nuiATe, He KypiTb | HE BUKOPUCTOBYIMTE KOCMETUKY B nabopatopii.

He ninetyinTe potom.

o6 YHMKHYTM NPAMOro KOHTaKTy 3 MOTEHUINHO iH(IKOBaHNM MaTepianom, HagsranTe nabopaTopHui ofsir, 3aXWCHi OKynsipu Ta
O[HOPa30Bi pykaBn4ku. [icns KOXXHOro aHanisy peTenbHO MUATE PYKU.

YHuKanTe 6pn3ok Ta yTBOPeHHS aepo3onto. Yci kpanni 6ionoriyHoro peareHTy Heo6xigHO BUAANUTY PO34MHOM FiNOXnopuTy HaTpito 3 0,5%
aKTMBHUM XITOPOM, @ BUKOPWUCTaHi 3acobu yTunidyBaTy sik iHbikoBaHi Biaxoaw.

Yci 3pasku Ta peareHTu, Wo MICTATb GionorivyHi MmaTtepianu, siki BAKOPUCTOBYHOTLCS OIS aHanidy, cnig BBaXaTu NOTEHUIMHO 34aTHUMMK
nepeHocuUTn iHpeKUinHi areHTn. 3 Biagxogamu cnig NoBoAMTUCH 0OepeXxHo Ta yTunidyBaTu iX BiANOBIAHO 40 NabopaToOpHUX IHCTPYKLIN i
3aKOHOAABUMX MOMOXEHb, WO AitoTh Y KOXHIN KpaiHi. Byap-ski MaTepianu Ans noBTOPHOrO BUKOPUCTaHHS MOBUHHI BYyTU HAaNEXHUM YMHOM
CTepuni3oBaHi BiANOBIAHO 4O MiCLLEBUX 3aKOHIB i npaBwun. MNepeBipsinTe edhekTUBHICTb LMKIY cTepunisadii/gekoHTamiHauii.

He BumkopucToByiTe Habip abo Moro KOMMNOHEHTU NICNst 3aBEPLUEHHS TEPMIHY NPUAATHOCTI, BKA3aHOro Ha eTUKETL.
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BignosigHo go PernameHty €C 1272/2008 (CLP) peareHTu knacudikytoTbCA Ta MapKylOTbCS HACTYNHUM YNHOM:

PEATEHTW: [CONTROLJ, [CONTROL|H

KINACU®IKALIA: Skin sens. 1 H317
Aquatic chronic 3 H412

CUIHANBHE CI10BO: Veara

CMBOINA / TIIKTOrPAMW:

GHSO07 3Hak oknumky

MOBILOMIIEHHA MPO H317 Moxxe BUKNMKaTK aneprivHy LWKIipHY peakuito.

HEBESMEKY: H412 [JoBrocTpokoBi LKiAMMBI HACHIOKM AN BOOHMX OpraHiaMiB.
MONEPEXKEHHA: .
P261 YHukante BouxaHHs nuny/gumMy/rasy/po3nmneHHs/6pnsok.
P280 HociTb 3axMCHi pykaBUYKW/3aXUCHUIN OASAT/3aXMUCHI OKYNsSipu/3axmucT ans obnmyys.
P273 YHukanTe noTpannsiHHSA B HABKOJTULLHE CepPeoBULLE.
P362 3HiMiTb 3abpygHEHWIN oasr | BUNEpiTb Nepes NOBTOPHUM BUKOPUCTAHHSM.
MICTUTb:
(TinbK1 peyoBuHM, NepeabadeHi | peayyiitia maca 5-xnop-2-MeTun-4-isoTiazonin-3-oH [EC Ne 247-500-7] Ta 2-MeTun-2H-
crarTeto 18 Pernamenty €C isoTiason-3-oH [EC Ne 220-239-6] (3:1). (ProClin™ 300).
1272/2008).

[Ons otpumaHHsa goaatkoBol iHdopmalii ame. Safety Data Sheets (MacnopT 6e3neku), 4ocTynHUIA HA www.diasorin.com.

5. 3BEPIFAHHA | CTABUIbHICTb

lMicns oTpumaHHsi KOHTponiB iX NOTPiGHO 36epiratn Npu Temnepatypi 2-8°C y BepTUKanbHOMY MOMOXEHHI, Wo6 3anobirtn NpunMnaHHIo
PO34MHY [0 KPULLKKM ¢hriakoHa. He 3amopoxxyBaTtu. FAKLIO KOHTponi 36epiraloTbCsl y BEPTMKaNbHOMY MOMOXEHHI Ta 3anevyaTaHuMu, BOHM
cTabinbHi npy 2-8°C o 3akiHY4eHHst TepMiHy nmpuaaTHocTi. [licns BigKpUTTS KOHTponi cTabinbHi NpoTAroM ABOX TWKHIB 32 YMOBU
HanexHoro 36epiraHHa npu TemnepaTypi 2-8°C M ABOMa MOCNIAOBHMMU BUKOPUCTaHHAMU. YHUKanTe GakTepianbHOi KOHTaMiHauil
KOHTpONiB. KOHTPONi He MOXXHa BMKOPUCTOBYBATM MNICIsA 3aKiHYeHHA TepMiHY NPUAATHOCTI, 3a3HAYEHOro Ha eTUKETKax (hNakoHIB.

6. TMNPUIOTYBAHHA PEATEHTIB

— TlomicTiTb dnakoHu KoHTponiB y wratueu Tuny C aHanizaTopa. BMICT KOXXHOro KOHTPOMIO AOCTaTHIN ANst NpoBeAeHHs He MeHLwe 20
TecTiB.

— MiHimanbHuii HeobxigHWM 06’em ctaHoBUTL 450 MK (50 mMkn koHTporo 310012 + 400 mMkn MepTBOro 06’emy).

— Tig Yac BMKOPUCTaHHS OOBeAiTb KOHTPOMi A0 KiMHaTHOI Temnepatypu (20-25°C), nepl Hix BiakpuBaTu dnakoHu, i 3bepirante ix
3aBaHTaXXeHMMU B aHanisaTop nuile NpoTsarom Yacy, HeobXi4HOro Ans TeCTyBaHHSA KOHTPOMO SKOCTI.

— MMicns BUKOPUCTaHHS HeramHo 3akpuiTe drnakoHu npobkamu Ta 3bepiranTe ix Npyu Temnepatypi 2-8°C y BepTUKaNbHOMY MOMOXEHH.

— Mig yac poboTu BXMBanTe BIigNOBIAHMX 3aN0BiKHMX 3axofiB, LWo6 YHUKHYTU GakTepianbHOT KOHTaMiHaLii KOHTPOSIB.

7. NOBOOXEHHA

- MepekoHanTecs, WO ABa iAEHTUYHNX KOHTPONI (HeraTuBHi abo NO3UTUBHI) HEe PO3MILLYOTbCA B WITaTMBI 6e3nocepeaHb0 OAVH 3a O4HUM
i He TeCTylTbCS NOCNIJOBHO.

- [ns oTpUMaHHA A0AATKOBOI iHchopMaLlii Npo HamnexHe NOBOMKEHHS 3BEPHITLCS A0 NOCIBHMKa KopucTyBada aHanisatopa JIIEMCOH.

8. UinboBl 3HAYEHHA

LlinboBi 3HaYeHHs1 Ta fiana3oHW KOHUEHTpaUin aHTuTin go Borrelia IgM y KOHTponsx HaBefeHi B cepTudikati aHanisy. Bown Gynm
BCTaHOBIEHI MiCNa BpaxyBaHHs BapiaTMBHOCTI MOCTAHOBOK aHanidy BiAHOCHO 36epexeHOoi CTaHgapTHOI KpuBoi, Ans Toro Lwob
rapaHTyBaTW TOYHICTb aHaniTU4HMX pesynbTaTiB i OTPUMyBaTM MOKa3HMKM CTabinbHOCTI abo MOoripweHHs SKOCTi peareHTiB. AKWo
KOHTPOJSIbHI 3HaYEHHS HEOAHOPA30BO BUXOASTb 3@ MeXi O4iKyBaHWX Aiana3oHis, LWBKALLE 3a BCe, TeCT Oyno BUKOHAHO HenpaBUIbHO.
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LiaCopiH ITanisa C.n.A.

Bia KpecuyeHTiHO, cHc, 13040 Canymxa (BK), ITanisa
DiaSorin Italia S.p.A.

Via Crescentino, snc, 13040 Saluggia (VC), Italy

YnoBHOBaXXeHUM NpeAcTaBHUK B YKpPaiHi:

TOB «JIABCENMNOPT»

01133, micTo Kuis, 6. Jleci YkpaiHku, byanHok 34, YkpaiHa
Ten: +380673234344, E-mail: info@labsupport.com.ua
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