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Kontponk NNIEMCOH Xnamigis Tpaxomatic (Chlamydia trachomatis), IgA ( 310581)
LIAISON® Control Chlamydia trachomatis IgA

1. NMPU3HAYEHHA

KonTtponi JIIEMCOH Xnamigis Tpaxomartic (Chlamydia trachomatis), IgA (HeraTMBHUII Ta MO3UTUBHWIA) Npu3HaueHi Ans
BUKOPUCTAHHS SIK 3pa3kn KOHTPOMIO SKOCTI NS MOHITOPUHTY edpeKTUBHOCTI Ta HagiitHocTi aHanisy JIIEMCOH Xnawmigis Tpaxomaric
(Chlamydia trachomatis), IgA. Po6oui xapaktepuctuku koHTponis JIIEMCOH Xnawigis Tpaxomaric (Chlamydia trachomatis), IgA
He 6ynn BCTAHOBIEHI B NOeAHAHHI 3 ByAb-SKUMM iHLUMMK aHanisamu abo aHanisaTopamu, BigMiHHUMY Big JTIEMCOH Tta JIEMCOH
XL.

Ananizatop NMIENCOH. CepTtudikaT aHaniy MicTUTb cneumdiuHy iHopMaLiiio Npo NapTilo KOHTPONIB, Ky HEOBXiAHO BBECTU
BPYYHY B nporpamHe 3abesnevyeHHsa aHanisatopa nepef 3aBaHTaXeHHsiM (hnakoHiB KOHTPOMIB A0 aHanisaTtopa. [insa oTpumaHHs
GinbL AeTanbHOI iHpopmaLii 3BepHITbCA A0 NOCiBHMKa KOpUCTyBaYa aHanisaTtopa.

Ananizatop NNIEMCOH XL. LUtpux-koam cepTudikaTie aHanisy MICTATb crieumdidHy iHpOopMaLilo Npo NapTilo KOHTPOMbHUX
3paskiB, IX CMif 34MTaTW PYYHUM CKaHEPOM LLTPUX-Koaie aHanizatopa NIIEMCOH XL nepep 3aBaHTaxeHHsIM bnakoHiB KOHTPOMiB
0o aHanizaTopa. [ina oTpuMaHHsa 6inbLu AeTanbHOT iHhopMaLlii 3BepHITLCA A0 NocibHMKa KopucTyBaya aHanisaTopa.

2. CKIJAO HABOPY

HeratuHui kKoHTpons (2 x 0,8 CONTROL CuposaTka/nnasma KpoBi NIOANHN, HE peakTMBHa Ha aHTuTInNa IgA fo

mn (mi) Chlamydia trachomatis, 0,2% ProClin™ 300, koHcepBaHTH.

PekomGiHaHTHIi aHTuTina IgA, peaktmBHi go Chlamydia trachomatis,
CONTROL[+| | kasein, BSA, cdoccaThuii Gycep, EOTA, OeTepreHTH, KOHCEpPBaHTH,
M1 (ml)) iHEPTHUI YepPBOHWIT BAPBHUK.

Mo3nTnBHWMI KOHTpOIb (2 X 0,8

Bci peareHT” noctayatoTbCs rOTOBUMU OO BUKOPUCTAHHS. [liana3oH KOHUEHTpaUi KOXHOro KOHTPOSIKO BKa3aHO B cepTudikaTi
aHanisy, BiH BKa3ye Mexi, BcTaHoBNeHi DiaSorin Ans 3HauyeHb KOHTPONIB, SIKi MOXXHA OTPMMaTK B pe3yrbTaTi 4OCTOBIPHOIO aHari3y.
KoxkHa nabopaTopisi Hece BiANOBiAanNbHICTb 32 BCTAHOBMNEHHS BITACHMX MEX Bi4NOBIAHO 40 iHAMBIAYaNbHUX BUMOT.

3. TMOMNEPEOXEHHA TA SACTEPEXEHHA

— [nsa giarHocTuku in vitro.

— Tinbku ons npodecinHoro nabopaTtopHOro BUKOPUCTAHHS.

— BisyanbHO nepesBipTe NakoHW Ha HasABHICTb MPOTIKAHHA. FAKWO BUSBUTLCS, WO NAKOHW NPOTIKAaKTb, Chig HeramHo
NoBiZAOMUTUN MicLeBY crnyx0y NiATPUMKMN KNIEHTIB.

— KoHTponi He € cneumndivyHMMK AN KOHKPeTHOT napTii Habopy, i ix MoXxxHa 6e3neyHo 3acTOoCOBYBaTU HaBiTb 3 Pi3HUMM NapTiAMU
peareHTiB.

— Yci matepianu, WO BWKOPUCTOBYIOTLCS OJ19 BUrOTOBMIEHHS KOMMOHEHTIB Lboro Habopy, Oynv npoTecToBaHi Ha HasBHICTb
HBsAg, aHtuTin go HCV, antutin go HIV-1, anTtutin go HIV-2 i BM3HaHi HepeakTuBHUMK. OgHaK, OCKINbKW XOO4eH MeTon
TEeCTYBaHHS HE MOXe rapaHTyBaTy abCOnOTHY BiACYTHICTb NATOreHHNX MIKPOOPraHi3MiB, yCi 3pa3ku N0ACLKOr0 NOXOAXEHHS
cnig BBaXaTu NOTEHUIMHO iHPEKLiIMHUMKU Ta NOBOANTUCS 3 HUMKU 0BEepeXxHO.

— [oTpumynTecs 3Bn4anHmnx 3anobikHNX 3axoAiB, HeobxigHuX ans poboTu 3 ycima nabopaTopHUMKU peareHTaMu.

— YTunisauis BCixX Bigxo4iB NOBMHHA 34iMCHIOBATUCA BIANOBIAHO 0O MiCLIEBUX Npasu.

4. 3AXOOW BE3NEKU

He xTe, He NuinTe, He KypiTb | HE BUKOPUCTOBYITE KOCMETUKY B nabopaTopii.
He ninetynte po3unHu poTom.

YHUKanTe NpsiMOro KOHTaKTy 3 yCiMa MOTEHLINHO iHpeKUiMHMMK MaTepianamm, Hagsraoum nabopaTtopHuii xanat, 3axucT ans
o4ei/obnmyysa Ta ogHoOpasoBi pykaBuYKK. Micns 3akiHYEeHHS KOXXHOro aHanidy peTenbHO MUATE PyKU.

YHuKkanTe po30pm3KyBaHHS Ta YTBOPEHHS aepo3osto. YcCi kpanni 6GionoriyHOro peareHTy HeoOxigHO BuOAnNUTU PO3YMHOM
rinoxnoputy HaTpito 3 0,5% akTMBHOro Xrnopy, a BUKOPUCTaHi 3acobu yTunidyBaTh Ak NOTEHUINHO iHEKLIHI.

Yci 3pasku Ta peareHTu, WO BUKOPUCTOBYKOTLCA AJ1S aHanisy Ta MicTsaTb GionoriyHi MaTepianu, cnig po3rnsaati sk NOTEHLIMHO
iHbeKLUiViHI areHTn. 3 Bigxogamu HeobxigHO NoBoAMTUCA OOEepeXHO i yTunidyBaTu ix BigNoBiaHO 40 nabopaTopHUX iHCTPYKUIN Ta
3aKOHOAaBUNX NOMOXEHb, WO Ail0Tb Y KOXHIN KpaiHi. Byab-aki maTtepianv Ans NOBTOPHOrO BUKOPUCTAHHSA MOBUHHI BYTW HanexHum
YMHOM CTEpUni3oBaHi BiANOBIAHO 40 MICLEEBMX 3aKOHIB Ta iIHCTPYKLiR. MNepeBipante edpekTUBHICTbL LMKy cTepunisauii/aesiHdekLii.

He BmkopucToByiiTe Habopn abo KOMMOHEHTH NiCNsA 3aKiHYEHHST TEPMiHY NPUAATHOCTI, 3a3Ha4Y€HOro Ha eTUKETL.
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BignoeigHo oo PernameHty €C 1272/2008 (CLP) peareHTn knacudikytoTbCa Ta MapKyrTbCs HACTYMHUM YMHOM:

PEATEHTU:

[CONTROL|-]

KNACUDIKALIA:

Skin sens. 1A H317
Aquatic chronic 3 H412

CUIrHAIbHE CNOBO:

YBara

CcUumMBOIN /
MNIKTOrPAMM:

GHSO07 3Hak oknuky

NOBIAOMIEHHA NMPO

H317 Moxe BMKNMKaTK anepriyHy LKipHY peakLito.

(TiNbKM peyoBuHY,
nepeabayeHi cratTeto 18
Pernamenty €C 1272/2008).

HEBESIEKY: H412 LKignuenin gns BoAHMX OpraHiaMiB 3 4OBroTpMUBanNMMu Hacrigakamu.
MONEPEKEHHA: P261 YHukaiiTe BouxaHHs nuny/gumy/rasy/sunapis/6pusox.

P280 HociTb 3aXMCHi pyKkaBUYKN/3aXMCHUI OOSAT/3aXUCHI OKYNsipu/3axuct ans obnuyus.

P273 YHukanTe BUTOKY B JOBKOJIMLIHE CEPefOBULLE.

P362 3HimiTb 3abpyaHeHWIA ogar i BUNepiTb MOro nepes NoBTOPHUM BUKOPUCTAHHSIM.
MICTUTDb:

peakuinHa maca 5-xnop-2-meTun-4-izotiasoniH-3-oH [EC Ne 247-500-7] ta 2-metun-2H-
isoTiazon-3-oH [EC Ne 220-239-6] (3:1). (ProClin® 300).

[nsa oTpumaHHs goaaTkoBoi iHgopmauii ane. Safety Data Sheets (MacnopTt 6e3nekn), gocTynHuin Ha www.diasorin.com.

5. 3BEPIFAHHA | CTABUIbHICTb

Micna oTpumaHHA KOHTpOMIB iX MOTPIOHO 3Gepiratm npu TemnepaTypi 2-8°C y BepTMKaNbHOMY MOSIOXKEHHI, W06 3anobirtn
NPUNMNAaHHIO PO34NHY A0 KpULKM donakoHa. He 3amopoxyBaTu. AKLO KOHTPONi 36epiraloTbCs Y BEPTUKANbHOMY MOJIOXKEHHI Ta
3anevyataHuMu, BoHU cTabinbHi npu 2-8°C fo 3akiHY4eHHs TepMiHy npugaTtHocTi. [icna BigkpUTTs KOHTponi cTabinbHi NpoTsrom
BOCbMM TUXHIB 332 YMOBMW HanexHoro 36epiraHHs npy Temnepatypi 2-8°C Mix 4BOMa NOCMiAOBHUMWN BUKOPUCTaHHSAMWU. YHUKaTe
GakTepianbHOi KOHTaMiHauii koHTponiB. KoHTponi He MOXHa BWKOPUCTOBYBaTM MiCNsA 3aKiHYEHHS TepMiHy NpuaaTHOCTI,

3a3Ha4YeHoro Ha eTukeTKkax rakoHiIB.

I o

MeHwe 20 TecTiB.

NMPUTOTYBAHHA PEATEHTIB
MomicTiTb doriakoHM KOHTPONIB Yy BiAMOBIAHI WTATUBM aHanidaTopa. KoxeH dnakoH KOHTPOM0 AOCTaTHIN ANs NpoBegeHHSA He

— MiHimanbHuin HeobXxigHWI 06’em cTaHoBUTb 420 Mkn (ul) (20 mkn (pl) koHTponb + 400 mkn (ul) mMepTBUIA 06’EM).

— Mg yac BukopuCTaHHA OOBEAiTb KOHTPOMi A0 KiMHATHOI Temnepatypu (20-25°C), nepw HiX Bigkpvsatu brakohu, i

36epiranTe iX 3aBaHTaXXEHMMU B aHarnisaTop nve npoTArom Yacy, HeobxiaHOro Ansa TeCTyBaHHA KOHTPOMO AKOCTI.

— Tlicns BUKOPUCTaHHA HeramHo 3akpunte donakoHu npobkamu Ta 30epiranTe ix npu Temnepatypi 2-8°C y BepTUKanbHOMY

NMOMOXEHHI.

— MMig yac poboTu BXMBaWTe BiANOBIAHNX 3aN0BKHNX 3aX0AiB, W06 YHUKHYTU BakTepianbHOi KOHTaMiHaLii KOHTPONIB.

7. NMOBOMXEHHA

LLlo6 oTpumaTm iHbopmaLiito Npo HanexHe NOBOMKEHHS, 3BEPHITLCS 40 NOCiIOHMKa KopucTyBaYda aHanisaropa.

8. UiNboBI 3HAYEHHA

LlinboBi 3Ha4eHHs Ta Aiana3oHu koHueHTpauin IgA go Chlamydia trachomatis B koHTponsx BkasaHi B cepTudikaTi aHanisy. BoHu
Oynun BCTaHOBMEHI NiCNsA BpaxyBaHHA BapiaTMBHOCTI MOCTAHOBOK aHanisy BiAHOCHO 36epexeHoi cTaHgapTHOI KpMBOI, ANs Toro
Wob rapaHTyBaTW TOYHICTb aHanMiTMYHUX pesynbTaTiB i OTpPMMYBaTU iHoOpMaLito Npo cTabinbHICT abo NOoripleHHA AKOCTi
peareHTiB. AKLWO 3HAYEHHS KOHTPOIiB HEOAHOPA30BO BUXOAATL 3@ MEXi O4iKyBaHWUX Adiana3oHiB, MIMOBIPHO, TECT Byno BUKOHaHO

HenpaBUIibHO.

3BeaeHa iHdopMauis npo 6e3neky Ta edpekTuBHICTb focTynHa Ha EUDAMED.

Tinbkn gns €C: 3BepHiTh yBary, LWo Npo OyAb-siK1ii CEPUO3HUI IHLMAEHT, WO CTaBCs CTOCOBHO LibOro MeAUYHOro NPUCTPOLO AN
piarHocTuku in vitro (IVD), cnig nosigomnsaTtu go DiaSorin Italia S.p.A. Ta 40 KOMNETEHTHOro opraHy Aepxasu-yneHa €C, B Akin

NpoXuBae KopucTyBad Ta/abo nauieHT.
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