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DAG-SpectroMed SRL
Nicolae Testemitanu str. 37

MD-2025, Chisinau
Republic of Moldova

hereby declares uпdеr its own responsibility that the iп-vitrо diagnostics medical devices fоr

ELISA listed in Аппех l

о аrе in ассоrdапсе with the Аппех l of the ЕС СЬuпсil Directive 9Sл9lЕс frоm 27th

October 1998 оп in-vitro diagnostic medical devices;
. аrе in accordance with the Аппех ll of the ЕС Council Directive 98/79/Ес from 27th

October 1998 оп in-vitro diagnostic medical devices;
. сопfогm to the rеlечапt provisions of the ЕС Council Directive 98/79/ЕС from 27th

ОсtоЬеr 1998 on in-vitro diagnostic medical devices.

Harmonized standards applied:

EN lSO 900,1 :2015

EN lSO 14971:2012

EN lSO 181'l3-1:2011

EN lSO 18113-2:2011

EN lSO 23640:2011

EN lSO 1З612:2002
EN lSO 15223-1:2012

EN lSO 13485:2016

DAC-SpectroMed SRL has а Quality System in place based оп EN lSO 9001:2015 and EN lSO
13485:2016, issued Ьу the lQNet&SRAC.

Оur Authorized Representative in EU is Qаrаd B.V., with address at Flight Fоrum 40, 5657 DB
Eindhoven, The Netherlands

16.07.2019

Head of Normative-Technical Documentation

andýeftification Department

i€_!+Emet Natalia
,l6.07.2019

K}*lC.ýPfiCTEOMED;

tDNo,t0026c00.{!.l12



DAC-SpectroMed S.R.L.
Chisinau Declaration of ЕС-Сопfоrm ity

File No, F-рS-10-05

Rev. No 1

Rev. Date 07-1 6-201 9

Page 2lз

Аппех l

Declaration of Conformity ассоrdiпg to Еurореап Directive of iп чitrо diagnostic medical devices (98/79lEG) of the

П/еdiсаl Devices Act (MPG)

Cat. No Product Method Cornformity

4501 т96 T3_DAc ПЛiсrорlаtе Епzуmе lmmunoassay сЕ

4501 т1 92 тз-DАс Microplate Enzyme lmmunoassay сЕ

4502т96 fT3-DAc Microplate Enzyme lmmunoassay сЕ

4502т192 fT3-DAc ПЛiсrор|аtе Епzуmе lmmunoassay сЕ

4503т96 T4-DAc Microplate Enzyme lmmunoassay сЕ

450зт1 92 T4-DAc l\Лiсrорlаtе Enzyme lmmunoassay сЕ

4504т96 fT4-DAc Microplate Enzyme lmmunoassay сЕ

4504т192 fT4-DAc Mlicroplate Enzyme lmmunoassay сЕ

4505Ат96 Anti-TPO-DAC ПЛiсrорlаtе Enzyme lmmunoassay сЕ

4506т96 TSH-DAc Microplate Enzyme lmmunoassay сЕ

4506т1 92 TSH-DAc Microplate Enzyme lmmunoassay сЕ

4507р96 Prolactin-DAC Microplate Enzyme lmmunoassay сЕ

4508т96 Testosterone-DAC fulicroplate Enzyme lmmunoassay сЕ

4508т1 92 Testosterone-DAC Nlicroplate Enzyme lmmunoassay сЕ

4509т96 fTestosterone-DAC [Vicroplate Enzyme lmmunoassay сЕ

4509T,l92 fTestosterone-DAC П/iсrорlаtе Enzyme lmmunoassay сЕ

451,1 р96 PSA-DAC l\Лiсrорlаtе Enzyme lmmunoassay сЕ

4511Pls2 PSA-DAc Microplate Enzyme lmmunoassay сЕ

451 5р96 fPSA-DAc [\Iiсrорlаtе Епzуmе lmmunoassay сЕ

451 5р1 92 fPSA-DAc [\Iicroplate Enzyme lmmunoassay сЕ

451 5р1 92 fPSA-DAC Microplate Enzyme lmmunoassay сЕ

451 7нр96 Anti-H.Pylori lgG-DAC ПЛiсrорlаtе Enzyme lmmunoassay сЕ

451 8нр96 Anti-H.Pylori lgIM-DAC [\Лiсrорlаtе Enzyme lmmunoassay сЕ

451 9нр96 Anti-H.Pylori lgA-DAC [\Лicroplate Enzyme lmmunoassay сЕ

451 4ср96 C-Peptide-DAC ПЛiсrорlаtе Enzyme lmmunoassay сЕ

4514ср192 C-Peptide-DAC Microplate Enzyme lmmunoassay сЕ

452 1 АF96 AFP-DAc Microplate Enzyme lmmunoassay сЕ

4521дF192 АFр-DАс Microplate Enzyme lmmunoassay сЕ

452зс96 сА 19-9-DAc Microplate Enzyme lmmunoassay сЕ

452зс192 сА 19-9-DAC Пiliсrорlаtе Enzyme lmmunoassay сЕ

4525с96 сА 125-DAc ПЛiсrорlаtе Enzyme lmmunoassay сЕ

4525с192 сА 125-DAc Microplate Enzyme lmmunoassay сЕ

4526с96 cEA-DAc [\Лiсrорlаtе Enzyme lmmunoassay сЕ

4526сls2 CEA-DAC Nlicroplate Enzyme lmmunoassay сЕ

4528F96 Ferritin-DAC ПЛiсrорlаtе Enzyme lmmunoassay сЕ
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4530Ат96 Anti-TG-DAC Microplate Enzyme lmmunoassay сЕ

4540F96 FSH-DAc Microplate Enzyme lmmunoassay сЕ

4540F192 FSH-DAc П/licroplate Enzyme lmmunoassay сЕ

4542D96 DHEA-S-DAC Microplate Enzyme lmmunoassay сЕ

4542D192 DHEA-S-DAC Microplate Enzyme lmmunoassay сЕ

4544L96 LH-DAc Microplate Enzyme lmmunoassay сЕ

4544L192 LH-DAc Мiсrорlаtе Enzyme lmmunoassay сЕ

4546р96 Progesteron-DAC Microplate Enzyme lmmunoassay сЕ

4546р192 Progesteron-DAC Microplate Enzyme lmmunoassay сЕ

4534м1 8 Multi Contol-DAC Microplate Enzyme lmmunoassay сЕ

4551lA96 lgA-DAC Microplate Епzуmе lmmunoassay сЕ

4553lG96 lgG-DAC Mlicroplate Enzyme lmmunoassay сЕ

4555lпл96 lgM-DAC ПЛiсrорlаtе Enzyme lmmunoassay сЕ

45з8l96 lgE-DAC ПIiсrорlаtе Enzyme lmmunoassay сЕ

4538l 1 92 lgE-DAC [\Лiсrорlаtе Enzyme lmmunoassay сЕ

4557сА96 сА-l5з_DАс Microplate Enzyme lmmunoassay сЕ

4559н96 HcG_DAc Microplate Enzyme lmmunoassay Utr

4560н96 pHcG-DAc Microplate Enzyme lmmunoassay сЕ

4562с96 cRP-DAC Microplate Enzyme lmmunoassay сЕ

4564т96 TG-DAc ПЛiсrор!аtе Enzyme lmmunoassay сЕ

4570с1 8 TG Сопtrоl-DАС ПЛiсrорlаtе Enzyme lmmunoassay сЕ

4566Е96 Estadiol-DAC [Vlicroplate Enzyme lmmunoassay сЕ

4568с96 Cortisol-DAC Microplate Enzyme lmmunoassay сЕ

4572нб H.Pylori Control-DAC [\Лiсrорlаtе Enzyme lmmunoassay сЕ

4574Атб Anti-TG & Anti-TPO Control-DAC Мiсrорlаtе Enzyme lmmunoassay сЕ

4576с96 cA_72_4_DAc Microplate Enzyme lmmunoassay сЕ

4578с96 Calcitonin-DAC Microplate Enzyme lmmunoassay сЕ

4580р96, Parathormon-DAC Microplate Enzyme lmmunoassay сЕ

4581 с96 Complexe imчпе circulante (ClC)-DAC' Microplate Enzyme lmmunoassay сЕ

4583Tn96 Тп I-DAC [\ilicroplate Enzyme lmmunoassay сЕ
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