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MD-2025, Chisinau
Republic of Moldova

hereby declares uпdеr its own responsibility that lhb in-vitro diagnostics medical devices for
rapid tests (strips and cassettes) listed in Аппех l

о аге in ассоrdапсе with the Аппех l of the ЕС Council Directive 98/79lЕс frоm 27th
ОсtоЬеr 1998 on in-vitro diagnostic medical devices;

. сопfоrm to the relevant provisions of the ЕС Council Directive 98/79/ЕС frоm 27th
October 1998 оп in-vitro diagnostic medical devices.

Harmonized standaгds applied :

EN lSO 9001:2015
EN lSO 14971:2012
EN lSO 18,1 13-1 :2011
EN lSO 18113-2:2011
EN ISO 23640:2011
EN lSO 1З612:2002
EN lSO 15223-1:2012
EN lSO 13485:2016

DАС-Sресtrо[\Леd SRL has а Quality System in place based оп EN lSO 900,1:2015 апd EN
lSO 13485:2016, issued Ьу the lQNet&SRAC.

Оur Authorized Representative in EU is Qarad B.V., with address at Flight Fоrчm 40, 5657
DB Eindhoven, The Netherlands
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Аппех l

Declaration of Conformity ассоrdiпg to Ечrореап Directive of in чitrо diagnostic medical devices (98/79lEG) of
the Medical Devices Act (MPG)

Cat. No Product Method Cornformity
41 90AS1 Anti-Syph ilis-S-Strip-DAC chromatographic immunoassay сЕ
4191AS1 Anti-Syphilis-S-Cart-DAC ch гоmаtоgrарh ic immu noassay сЕ
41 95G1 Gonorrhea-Strip-DAC chromatographic immunoassay сЕ
41 96G1 Gonorrhea-Cart-DAC chromatoqraphic immunoassav сЕ
429зс1 Candida-Cart-DAC chromatoqraphic immunoassav сЕ
427зс1 Candida/Trichomonas-Cart-DAC chromatoqraphic immunoassay сЕ
4280т1 Тriсhоmопаs-Саrt-DАС chromatoqraphic immunoassay сЕ
4299н1 НРV 6/1 1-Catt-DAC chromatographic immunoassay сЕ
4300l\л,1 Mycoplasma-Cart-DAC chromatoqraphic immunoassay сЕ
4275U1 Ureaplasma-Cart-DAC chromatographic immunoassay сЕ
4271UMl UU-MH Combo-Cart-DAC ch rоmаtоqrарhiс immunoassav сЕ
4282lдв1 lnfluenza ДВ 2-Panel-DAC ch romatoqraphic immu поаssач сЕ
4186тв,1 TB-S-Cart-DAC chromatoqrAphic immч noassav сЕ
4187мр,1 МР Ab-S-Cart-DAC chromatoqraphic immu noassav сЕ
4298V1 Vaginosis-Catl-DAC chromatographic immunoassay сЕ
4215нр1 HP-Cart-DAC chromatoqraphic immunoassav сЕ
4250нр1 HP-F-Catl-DAC chromatoqraphic immunoassav сЕ
4217м1 Malaria P.f/P.v Ab-Cart-DAC chromatographic immunoassay сЕ
4218м1 Malaria P.f Aq-Cart-DAC chromatoqraphic immчпоаssач сЕ
422oD1 Den g ie l gG/lql\Л-Саrt-DАС chromatoqraphic immunoassay сЕ
4274BU1 BU-Cart-DAC chromatoqraphic immunoassay сЕ
4214Sд1 Streptococ A-Cart-DAC chromatoqraphic immunoassav сЕ
4276SB1 Streptococ В-Сагt-DАС chromatoqraphic immчпоаssач сЕ
4277д1 Adeno-Cart-DAC chromatoqraphic immunoassay сЕ
4278R1 Rota-Cart-DAC chromatoqraphic immunoassay сЕ
4279AR1 Adeno/Rota-Cart-DAC chromatoqraph ic immu noassay сЕ
4281м11 Мопоп u cleosis-S-WB-Cart-DAC chromatooraohic immu noassav сЕ
4290ЕСо,1 E,Coli-Cart-DAC chromatographic immunoassay сЕ
4291L1 Listeria-Cart-DAC chromatographic immunoassay сЕ
4292s1 Sаlmопеllа-Саrt-DАС chromatoqraphic immчпоаssач сЕ
4224HSVll1 HSV-l l-Cart-DAC-|qG/lqt\Л chromatographic immunoassay сЕ
4150HcG_2,5 HCG-U-Strip-DAC-2,5 сhrоmаtоqrарhiс immunoassay сЕ
415,1HcG_3,5 HCG-U-Strip-DAC-3,5 chromatographic immunoassay сЕ
41 52HcG1 HCG-U-Catt-DAC chromatographic immunoassay сЕ
41 55HcG1 HCG-SU-Strip-DAC chromatoqraphic immunoassay сЕ
41 53HcG1 HCG-SU-Cart-DAC chromatoqraph ic immunoassay сЕ
41 54HcG1 HCG-M-Cart-DAC chromatooranh ic immunoassav сЕ
4160LH,1 LH-U-Strip-DAC сhrоmаtоqrарhiс immunoassay сЕ
41 61 LH1 LH-U-Cart-DAC chromatoqraphic immu noassay сЕ
4162LH1 LH-M-Cart-DAC chromatoqraphic immu noassay сЕ
4,156FSн1 FSH-U-Strio-DAC сhгоmаtоqrарhiс immunoassay сЕ
41 57FSH1 FSH-U-Cart-DAC сhrоmаtоqrарhiс immunoassav сЕ
4158FSн,1 FSH-t\il-Catt-DAC chromatoqraphic immunoassay сЕ
4211м1 пilyo-S-Cart-DAC сhrоmаtоqrарhiс immunoassay сЕ
4209т1 Tn l-S-Cart-DAC сhгоmаtоqrарhiс immunoassay сЕ
420gTWB1 Тп l-WB-Cart-DAC chromatoqraphic immunoassay сЕ
4221мв1 CK-MB-S-Cart-DAC chromatoqraphic immunoassay сЕ
4219Аплl1 AMI-S-Panel-DAC chromatographic immunoassay сЕ
4296N1 NТ-рrоВNР-Саrt-DАС chromatoqraphic immчпоаssач сЕ
4297н1 Н-FАВР-Саrt-DАС chromatographic immunoassay сЕ
4204сЕд1 CEA-S-Strip-DAC chromatoqraphic immunoassay сЕ
4205сЕА1 CEA-S-Catt-DAC chromatograph ic immunoassay сЕ
4,198АFр1 AFP-S-Strjp-DAC chromatoqraph ic immunoassav сЕ
41 99АFр1 АFР-S-Саrt-DАС chromatoqraphic immunoassay сЕ
4201 Fов1 FOB-F-Strip-DAC chromatoqraph ic immunoassay сЕ
4202Fов1 FоВ-F-Саrt-DАС chromatoqraphic immunoassay сЕ
4200с1 CTCC-Catl-DAC chromatooraoh ic immuпоаssач сЕ
4232дl\дР1 AMP-Strip-DAC chromatoqraphic immunoassay сЕ
423зАмр1 AMP-Cad-DAC chromatooranhic immunoassav сЕ
4244вдR1 BAR-Strip-DAC chromatooraohic immunoassav сЕ
4245BAR1 BAR-Cart-DAC chromatoqraphic immunoassay сЕ
4247BZ01 BZO-Strip-DAC chromatoqraphic immunoassav сЕ
4248BZ01 BZO-Cart-DAC chromatoqraph ic immunoassav сЕ
4226сос1 COC-Strip-DAC сЕ
4227сос1 COC-Cart-DAC chromatoqraph ic immunoassay сЕ
4258MDMA,1 t\ЛDl\ЛА-Striр-DАС chromatoqraphic immunoassay сЕ
4259MDMA1 l\ЛDПЛА-Саrt-DАС chromatographic immunoassay сЕ
42З5mАМР1 mАМР-Striр-DАС chromatoqraphic immunoassay сЕ
4236mАП/Р1 mАl\ЛР-Саrt-DАС chromatoqraph ic immunoassay сЕ
4229п/ор1 t\ЛОР-SГiр-DАС chromatoqraph ic immunoassay сЕ



Cat, No Product Method Cornformity
42зOмор1 MOP-Cart-DAC chromatoqraphic immunoassay сЕ
42з8мтD1 IVlTD-Strip-DAC chromatoqraphic immunoassay сЕ
42з9мтD1 I\ЛTD-Catl-DAC chromatoqraphic immunoassay сЕ
4261oP1,1 OPl-Strip-DAC сhrоmаtоqrарhiс immunoassay сЕ
4262oPl1 оРl-Саrt-DАС chromatoqraphic immunoassav сЕ
4241тнс1 THC-Strip-DAC chгomatoqraphic immunoassay сЕ
4242тнс1 ТНС-Саrt-DАС chromatoqraphic immunoassay сЕ
4264тсд1 TCA-Strip-DAC ch romatoqraphic immunoassay сЕ
4265тсА1 TCA-Catl-DAC chromatoqraphic immunoassay сЕ
4267рср1 PCP-Strip-DAC ch romatoqraphic immunoassay сЕ
4268рср1 PCP-Cart-DAC chromatoqraphic immunoassay сЕ
4253D2 2-Druqs-DAC chromatoqraphic immunoassay сЕ
4254Dз З-Drчqs-DАС chromatoqraphic immunoassay сЕ
4255D4 4-Druqs-DAC chromatooraphic immunoassav сЕ
4256D5 5-Druqs-DAC chromatoqraphic lmmunoassav сЕ
4251Dб 6-Drugs-DAC chromatographic immunoassay сЕ
4257D10 10-Drugs-DAC chromatoqraphic immunoassay сЕ
4252D12 12-Druqs-DAC chromatoq,raphic immunoassav сЕ
4216д1 Alcohol-Strip-DAC сhrоmаtоqrарhiс immunoassay сЕ
4203д1 Alcohol-U-Strip-DAC chromatooranhic immunoassav ,сЕ
4270cRP1 CRP-Cart-DAC chromatoqraphic immunoassay сЕ
4272lgE1 IqE-S-Cart-DAC chromatographic immunoassay сЕ
4283AU1 Album in Urine-Cart-DAC chromatoqraphic immunoassay сЕ
4284hsCRP1 hsCRP-Cart-DAC сhrоmаtооrарhiс immunoassav сЕ
4285DD1 D-Dimer-Cart-DAC chromatographic immunoassay сЕ
4286RF1 RF- S-WВ-Сагt-DАС сhrоmаtооrарhiс immunoassav сЕ
4287NTSH1 Neonatal ТSН-WВ-Сагt-DАС chromatographic immunoassay сЕ
4288TSH1 TSH-S-WB-Cart-DAC сhrоmаtооrапhiс immunoassav сЕ
428sF1 Ferriti n-WB-S-Cart-DAC сhrоmаtоgrарhiс immunoassay сЕ
4294р1 Рrоса|сitоп i n-Cart-DAC сhrоmаtоqrарhiс immunoassav сЕ
4295lG1 lGFВР-l -Саrt-DАС сhгоmаtоqгарhiс immunoassay сЕ
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