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KonTpons NIIENCOH Bipyc kpacHyxu, IgM (REF]| 310731)
LIAISON® Control Rubella igM

1. MPU3HAYEHHA

KonTponi MIEMCOH Bipyc kpacHyxu, IgM (HeraTuBHMIA Ta NO3UTUBHWIA) MPU3HAYEHI NS BUKOPUCTAHHS SIK 3pa3Kn KOHTPOIO SIKOCTI
QNS MOHITOPUHIY edeKTMBHOCTI Ta HaginHocTi aHanisy NIEWCOH Bipyc kpacHyxu, IgM. PoBoui xapakTepucTukim KOHTPOis
TNIEMCOH Bipyc kpacHyxu, IgM He 6ynu BcTaHOBMEHi B NoeaHaHHi 3 Gyab-SKUMM iHWMMKM aHanisamu abo aHanisatopamm,
BiaMiHHUMK Big JIIEMCOH, NIEMCOH XL ta NIEMCOH XS.

Ananiszatop NMNIEMCOH. CepTtudikaT aHaniy MicTUTb cneumdiuHy iHopMaLiiio Npo NapTilo KOHTPONIB, Ky HEOBXiAHO BBECTU
BPY4YHY B nporpamHe 3abesneyeHHsi aHanisatopa nepep 3aBaHTaXeHHAM (riakoHiB KOHTpONiB A0 aHanizaTopa. [ns oTpuMaHHs
BinbL AeTanbHOI iHopmauii 3BepHITbCA A0 NOCiBHMKa KOpUCTYBaYa aHarnisaTopa.

Ananizatop JIEMCOH XL. Lltpux-koan cepTudikaTie aHanisy MicTsTb cneumdiyHy iHopMaLLiio NPo NapTiio KOHTPOMBHMX
3paskiB, iX CMif 34MTaTU PYyYHUM CKaHEPOM LLTPUX-kofie aHanizatopa NIIEMCOH XL nepep 3aBaHTaxeHHsSIM (priakoHiB KOHTPOMiB
0o aHanizaTopa. [ina oTpuMaHHsa 6inbLl AeTanbHOT iHhopMaLlii 3BepHITLCA A0 NocibHMKa KopucTyBaya aHanisaTopa.
Ananizatop JIEMCOH XS. LLiTpux-koau cepTudikaTis aHanisy MicTaTb creuudiuHy iHbopmaLliio Npo NapTiio KOHTPOMbHMX
3paskiB, X CMif 34MTaTV PYYHUM CKaHepOM LUTpUX-KoaiB aHanisatopa JIEMCOH XS nepes 3aBaHTaXeHHsSIM hriakoHIB KOHTPOMIB
00 aHanizatopa. [Jns oTpMMaHHs Oinbll AeTanbHOI iHhopMalii 3BepHITbCA 40 NocibHMKa kKopucTyBaya aHanisaTopa.

2. CKJAO HABOPY

HeraTuBHMIA KOHTPOMb (2 X 0,7 CuposaTka/nnasma KpoBi NIOAMHW, HE peakTMBHa Ha aHTuTina IgM
P ( CONTROL|-| | go sipycy kpacHyxu, cTabinisosaHa B PBS Gydepi BSA, 0,2%

mn (ml) ProClin™ 300.

MO3UTUBHMIA KOHTPOML (2 X 0,7 CwupoBaTka/nnasma KpoBi NIOAVHN, peakT1BHa Ha aHTuTIna IgM go Bipycy
P ( CONTROL[+| | kpacHyxu, ctaBinisoBaHa B 6ydepi PBS, BSA, 0,2% ProClin™ 300,

M (ml)) KOHCEPBAaHTU, IHEPTHWIA KOBTUI GapBHUK.

Bci peareHT” noctayatoTbCs rOTOBUMU OO BUKOPUCTAHHS. [liana3oH KOHUEHTpAaUi KOXHOro KOHTPOSIKO BKa3aHO B cepTudikaTi
aHaniay, BiH BKa3ye Mexi, BctaHoBneHi DiaSorin Ansa 3HavyeHb KOHTPORIB, SIki MOXXHa OTPMMaTU B pe3yrnbTaTi JOCTOBIPHOIO aHarnisy.
KoxkHa nabopaTtopisi Hece BiANOBiAanNbHICTb 32 BCTAHOBMNEHHS BITACHMX MEX Bi4NOBIAHO A0 iHAMBIAYaNbHUX BUMOT.

3. NOMNEPEMXEHHA TA 3ACTEPEXEHHA

— [na giarHocTuku in vitro.

— Tinbku gns npodecinHoro nabopaTtopHOro BUKOPUCTAHHS.

— BisyanbHO nepesipTe (ONakoHW Ha HasABHICTb MNPOTIKAHHA. AKWO BUSABUTLCA, WO (NAKOHW NPOTIiKaTb, ChiA HeramHo
NoBIAOMUTM MiCLLEBY CMyXOy NiATPUMKM KMiEHTIB.

— KoHTponi He € cneumndivyHMMK AN KOHKPETHOIT NapTii Habopy, i iX MoxxHa 6e3neyYHo 3aCTOCOBYBaTH HaBITb 3 Pi3HMMM NapTIIMU
peareHTiB.

— Yci matepianu, WO BYKOPUCTOBYIOTLCS AN BUrOTOBMEHHA KOMMOHEHTIB Lboro Habopy, Bynu npoTecToBaHi Ha HasBHICTb
HBsAg, aHtuTin go HCV, antutin go HIV-1, anTtutin go HIV-2 i Bu3HaHi HepeakTuBHUMK. OgHaK, OCKINbKWU XO0O4eH MeTon
TECTyBaHHS He MOXe rapaHTyBaTi abCONTHY BiACYTHICTb NAaTOreHHMX MIKPOOPraHi3MiB, YCi 3pa3ku NIOACHKOrO NMOXOOXKEHHSI
Cnia BBaXXaTN NOTEHUINHO iHPEKLIIHUMM Ta MOBOANTUCS 3 HUMU 0BEpPEXHO.

— [oTpumynTecs 3Bn4anHmx 3anobikHNX 3axoAiB, HeobxigHuX ons poboTu 3 ycima nabopaTopHUMKU peareHTamMu.

— YTunisauis BCix BigxoAiB NOBUHHA 34iNCHIOBaTUCS BiANOBIAHO A0 MiCLEBUX NpaBun.

4. 3AXOOU BEIMNEKU

He xTe, He NWITe, He KypiTb i HE BUKOPUCTOBYITE KOCMETUKY B nabopaTopii.
He ninetynte po34nHu poToMm.

YHUKanTe NpsiMOro KOHTaKTy 3 yCiMa MOTEHLINHO iHpeKUinHMMK MaTepianamm, Hagsraloum nabopaTtopHuii xanar, 3axucT ans
oy4en/obnmyysa Ta ogHOPa30Bi pykaBUYKW. Micnst 3aKiHYEHHS KOXXHOTO aHani3y peTernlbHO MUATE PYKU.

YHuKanTe po30pm3KyBaHHS Ta YTBOPEHHS aepo3osto. YcCi kpanni 6GionoriyHOro peareHTy HeoOXigHO BuOANUTU PO3YMHOM
rinoxnoputy HaTpito 3 0,5% akTMBHOro XNopy, a BUKOPUCTaHi 3acobu yTunidyBaTh Sk MOTEHUINHO iHEKLiHi.

Yci 3pasku Ta peareHTu, LLO BUKOPUCTOBYIOTBCS ANS1 aHani3y Ta MicTaTb BionoriyHi maTtepianu, cnig po3rnsaati sk NoTeHUiHoO
iHbeKLUiiHI areHTn. 3 Bigxogamu HeobxigHO NnoBoaMTUCA 0OEepPEeXHO i yTunisyBaTy ix BigNOBIAHO 4O NabopaToOpHUX IHCTPYKLIN Ta
3aKOHOAaBYMX MOSOXEHb, WO Ait0Tb Y KOXHIi KpaiHi. Byab-aki maTepianu anst TOBTOPHOIO BUKOPUCTAHHSA NMOBUHHI BYTU HAnNeXxHUm
YMHOM CTepwui3oBaHi Bi4NOBIAHO A0 MiCLIEBUX 3aKOHIB Ta iIHCTPYKLUIl. MepeBipsiiTe edpekTUBHICTb LMKy cTepunisadii/aesiHdekuii.

He BukopucToByliTe Habopu abo KOMMOHEHTH NicNs 3aKiHYEHHA TEPMiHY MPUAATHOCTI, 3a3HAYEHOIro Ha ETUKETL.
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BignoeigHo oo PernameHty €C 1272/2008 (CLP) peareHTn knacudikytoTbCa Ta MapKyrTbCs HACTYMHUM YMHOM:

PEATEHTU: [CONTROL]|-], [CONTROLJ|+]
KINACU®DIKALIA: Skin sens. 1A H317

Aquatic chronic 3 H412
CVerAﬂbHE CHOBO. YBara
cumBoOnn /
MIKTOrPAMMU:

GHSO07 3Hak oknuky

NOBIAOMITEHHA NPO H317 Moxe BUKNMKaTy anepriyHy peakLiito LwKipw.
HEBE3MNEKY: H412 Wkianuesuin ana BogHMX OpraHiamis 3 4OBroTpMBanuMu Hacrnigkamum
NOMEPEMKEHHSA: P261 YHukaiiTe BouxaHHs nuny/gumy/rasy/snnapis/6pusok.

P280 HociTb 3axucHi pyKkaBUYKN/3aXMCHUI 0asr/3axMCHi OKynspu/3axmcT Ans obnunyys.
P273 YHukante BUTOKY B AOBKOMULUHE CEPEAOBULLIE.
P362 3HimiTb 3abpyaHeHWIA ogsar i BUNepiTb MOro nepes NOBTOPHUM BUKOPUCTaAHHAM

MICTUTD:
(TiNbKN PeYOBUHM, peakuinHa maca 5-xnop-2-meTun-4-idotiasoniH-3-oH [EC Ne 247-500-7] Ta
nepenbadyeri ctatTteto 18 2-meTun-2H-izoTiazon-3-oH [EC Ne 220-239-6] (3:1). (ProClin™ 300).

Pernamenty €C 1272/2008).

Onsa oTpumaHHsa gopatkoBoi iHpopmauii gus. Safety Data Sheets (MacnopT 6e3neku), gocTynHuiA Ha www.diasorin.com.

5. 3BEPIFAHHA | CTABIBHICTb

Micna oTpumaHHA KOHTpOMIB iX MOTPIGHO 3Gepiratm npu TemnepaTypi 2-8°C y BepTMKaNbHOMY MOSIOXKEHHI, W06 3anobirtn
NPUIMNaHHIO PO34YNHY OO0 KpULLKKM driakoHa. He 3amopoxyBaTtu. AKLWO KOHTponi 36epiraloTbca y BEpTUKanbHOMY MOSIOXKEHHI Ta
3ane4yaTaHumu, BoHU cTabinbHi npu 2-8°C Ao 3akiHyeHHA TepMiHy npuaaTHOCTI. [icnsa BigKpUTTS KOHTPOMi cTabinbHi NpoTArom
BOCbMW TUXXHIB 3a YMOBW HanexHoro 36epiraHHsa npu temnepatypi 2-8°C mixx 4BOMa NOCMiAOBHUMWN BUKOPUCTAHHAMMW. YHUKanNTe
BakTepianbHOi KOHTaMiHaLjii koHTponiB. KOHTponi He MOXHa BMKOPUCTOBYBaTW MiCNSA 3akiHYEHHA TepMiHy MpuaaTHOCTI,
3a3HAYeHOro Ha eTnkeTkax oNakoHiB.

6. TMPUrOTYBAHHA PEATEHTIB

— TloMicTiTb dofiakoHWM KOHTPOSIB Y BiAMOBIAHI WTATMBKM aHanidatopa. KoXeH po34nMH KOHTPOSO AOCTaTHIN A8 NpOBEeAEHHS He
mMeHLwe 20 TecTiB.

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

— Mg vyac BukopucTaHHA OOBeAiTb KOHTPOMi A0 KiMHATHOI Temnepatypu (20-25°C), nepw HiX Bigkpvatu brakohu, i
36epiranTe iX 3aBaHTaXXeHMMU B aHarnisaTop nve npoTArom Yacy, HeobxiaHOro AN TeCTyBaHHA KOHTPOMIO AKOCTI.

— [icns BukopucTaHHS HeramHo 3akpuiTe dnakoHu npobkamu Ta 36epirante ix npu TemnepaTypi 2-8°C y BepTUKanbHOMY
MOMOXEHHI.

— MMig yac poboTu BXMBaWTe BiANOBIAHNX 3aN0BKHMX 3aX0A4iB, WO YHUKHYTU BakTepianbHOI KOHTaMiHaLil KOHTPONIB.

7. NMOBOMXKEHHA
— Lo6 oTpumatu iHdhopmaLito Npo HanexHe NOBOAXEHHS, 3BEPHITLCA 40 NOCiBHMKa KOPUCTYBaYa aHanisaTopa.

8. UiNboBI 3HAYEHHA

LlinboBi 3HaueHHA Ta Aiana3oHun KoHUeHTpauin IgM go Bipycy KpacHyxy B KOHTPONSAX BKa3aHi B cepTudikaTi aHanisy. BoHn 6ynu
BCTaHOBIEHI NiCns BpaxyBaHHA BapiaTMBHOCTI MOCTAHOBOK aHani3dy BifAHOCHO 36epexeHoi cTaHaapTHOI KpuBoi, Ans Toro wob
rapaHTyBaTWl TOYHICTb aHaniTUYHUX pe3ynbTaTiB | OTPUMyBaTK iHOpMaLito NPO CTabinbHICTL abo NOripLIEHHS AKOCTiI peareHTIB.
AKWO KOHTPOMbHI 3HaYEHHs HEeOOHOPAa30BO BMXOOATb 3a MEXi O4iKkyBaHWX AianasoHiB, WMOBIPHO, TecT Oyno BuMKOHaHO
HenpaBWnbHO.

3BeneHa iHdopMmauisa npo 6e3neky Ta edpekTuBHICTL focTynHa Ha EUDAMED.
Tinbkn ana €C: 3BepHiTb yBary, LWo nNpo 6yab-sKniA CEPAO3HUIA IHLMOEHT, L0 CTaBCSl CTOCOBHO LIbOro MEAMYHOTO NPUCTPOIO ANst

piarHocTukw in vitro (IVD), cnig nosigomnsaTtu go DiaSorin Italia S.p.A. Ta 40 KOMNETEHTHOro opraHy aepxasu-yneHa €C, B Akin
NpoXwBae KOPMCTyBay Ta/abo naujieHT.
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