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MD-2025, Сhisiпач
Republic of Moldova

hereby declares чпdеr its оwп responsibility that the in-vitro diagnosfibs medical devices for
haemostasis evaluation listed in Аппех l

r аrе in ассоrdапсе with the Аппех l of the ЕС Council Directive 98/79/Ес from 27th' ОсtоЬеr 1998 оп in-vitro diagnostic medical devices;
о сопfоrm to the rеlечапt provisions of the ЕС Council Directive 98л9lЕс irom2l.h

ОсtоЬеr 1998 оп in-vitro diagnostic medical devices.

Harmonized standards applied :

EN lSO 9001:2015
EN lSO 14971:2о12
EN lSO't8113-1:2011
EN lSO 18113-2:2011
EN lSO 23640:2011
EN lSO 13612:2оо2
EN lSO 15223-1:2012
EN lSO 13485:2016

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

OurAuthorized Representative in EU is Qarad B.V., with address at Flight Fоrчm 40, 5657
DB Eindhoven, The Nеthеrlапds

Gепеrаl Manager
virschi Roman

11.10.2021
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Аппех l

Dесlагаtiоп of Conformity ассоrdiпg to Ечrореап Directive of iп vitro diagnostic medical devices (98/79lEG) of
the Medical Devices Act (MPG)

Cat. No Рrоdчсt Method Cornformity

4005А25 APTT-DAc-EA Coagulation time сЕ

4005А50 , APTT-DAc-EA Coagulation time сЕ

4005А100 APTT-DAc-EA Coagulation time сЕ

4005A,l60 APTT_DAc-EA Coagulation time сЕ

4005А200 APTT-DAc-EA Coagulation time сЕ

4008н350 Haemostaz-DAC-l Coagulation time сЕ

40,tOH100 Haemostaz-DAC-ll Coagulation time сЕ

401 зр25 Prothrombin-DAC.Lq lSl Coagulation time сЕ

4013р50 Prothrombin-DAC.Lq lSl Coagulation time сЕ

4013р100 РrоthrоmЬiп-DАС. Lq lSl Coagulation time сЕ

4013р200 РrоthrоmЬiп-DАС. Lq lSl ' Coagulation time сЕ

4012р100 Prothrombin-DAC-lSl Goagulation time сЕ

4012р240 РгоthrоmЬiп-DАС-lSl Coagulation time сЕ

4012р300 Prothrombin-DAC-lSl Coagulation time сЕ

401 1 р80 РrоthrоmЬiп-DАС-mопо lSl Coagulation time сЕ

40,1 
,lP200 Prothrombin-DAC-mono lSl Coagulation time сЕ

401 1 Р4х1 0 РгоthrоmЬiп-DАС-mопо lSl Coagulation time сЕ

401 1 р500 РrоthrоmЬiп-DАG-mопо lSl Coagulation time сЕ

4015т120 ТhrоmЬiп-DАС-mопо Coagulation time сЕ

40,15T300 ТhгоmЬiп-DАС-mопо Coagulation tirne сЕ

4020F160 FiЬriпоgеп-DАС Coagulation time сЕ

4020F60 FiЬriпоgеп-DАС Coagulation time сЕ

4o2oF120 FiЬriпоgеп-DАС Coagulation time сЕ

4020F400 FiЬriпоgеп-DАС Coagulation time сЕ

4о22lбо lmidasol-DAC Coaguletion time сЕ

4о24с64 Саlсiчm Choride-DAG Coagulation time сЕ

4006с2 Coagulo-cont N Coagulation time сЕ

4006сз Coagulo-cont N Coagulometric сЕ
4006с10 Coagulo-cont N Coagulometric сЕ
4оо7с2 Coagulo-cont Р Coagulation time сЕ

4007сз Coagulo-cont Р Coagulometric сЕ
4007с10 Coagulo-cont Р Coagulometric сЕ
4030с2 Coagulo-cont Р+ Coagulation time сЕ
4о32с2 Сопtrо] Plasma L1 Coagulation time сЕ
4033с2 Сопtrо] Plasma L2 Coagulation time сЕ

4о34с2 Сопtrоl Plasma L2+ Coagulation time сЕ

4018c,t Coagulo-St-DAC Coagulation time сЕ
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