NOTIFICARE

Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre  Agentia Medicamentului
si Dispozitivelor Medicale

pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

nr. 82 din 27.12.2023

Solicitantul FCPC ,,DataControl” S.R.L., cu sediul mun. Chisinau, str. N. Testemitanu, 17/6, tel./fax: 022 27 37 12, e-mail:
contact@datacontrol.md, solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si tipuri de

dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

Product: Catheter Introducer

Model: RADIFOCUS Introducer I

RS+A40K10AQ
RS+A40G10SQ
RS+A50K10AQ
RS+A50K10SQ
RS+A60K10AQ
RS+A60K10SQ
RS+A70K10SQ
RS+A80K10SQ
RS*A90K10SQ
RS*A10K10SQ
RS*A11K10SQ

RS+C40G10NR
RS+C40K10NR
RS+C40K25NR
RS+C50N10NR
RS+C60N10NR
RS+C60N25NR
RS+C70N10NR
RS+C70N25NR
RS+C80N10NR
RS+C80N25NR
RS*C90N10NR
RS*C10N10ONR
RS*C11IN1ONR

RM*AF5J10SQW

Digitally signed by Grabazei Alexandru
Date: 2024.04.03 16:19:48 EEST
Reason: MoldSign Signature

Location: Moldova

RS+B40G10SQ
RS+B40K10AQ
RS+B40K10SQ
RS+B50N10AQ
RS+B50N10SQ
RS+B50N25AQ
RS+B60N10SQ
RS+B60N25AQ
RS+B70N10SQ
RS+B70N25AQ
RS+B80ON10SQ
RS+B80ON25AQ
RS*BOON10SQ
RS*BOON25AQ
RS*B10ON10SQ
RS*B1ON25AQ
RS*B11N10SQ
RS*B11IN25AQ

RS+R40K10MQ
RS+R50N10MQ
RS+R60N10MQ
RS+R70N10MQ
RS+R80ON10MQ
RS+R9ON10OMQ

RM*RF5F10PQ

RS+B40K10MQ RS*B40K10ME

RS+B50K10MQ RS*B50N10MDR
RS+B50N10MQ RS*B60ON10MDR
RS+B60K10MQ RS*B70N10MDR
RS+B60N10MQ RS*B8ON10MDR
RS+B70K10MQ RS*B9ON10MDR
RS+B70N10MQ RS*B1ON10OMDR
RS+B80K10MQ RS*B11N10MDR
RS+B8ON10MQ

RS*B90K10MQ

RS*BI9ON10MQ

RS*B10K10MQ

RS*B1ON10MQ

RS*B11K10MQ

RS*B11IN1OMQ

RS+A40G075Q RS+B40G07SQ

RS*A50G055Q RS+B50G07SQ

RS+A50G075Q RS+B60G07SQ

RS*A60G055Q

RS+A60G075Q



RM*AF5J165QW RM*RF5F16PQ
RM*AF5J255QW RM*RF5F25PQ
RM*AF6J10SQW RM*RF5J10PQ
RM*AF6J165QW RM*RF5J16PQ
RM*AF6J255QW RM*RF5J25PQ
RM*RF6F10PQ
RM*RF6F16PQ
RM*RF6F25PQ
RM*RF6J10PQ
RM*RF6J16PQ
RM*RF6J25PQ

Se anexeazd urmatoarele acte:

Declaratie de Conformitate CE

Certificatul de Conformitate CE

Actul prin care producatorul isi desemneaza reprezentantul
Declaratie pe propria raspundere.

el e

Data 27.12.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre solicitant)

Comentarii cu privire la acceptul/refuzul
receptionarii notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii de catre
Agentie (in cazul acceptarii receptionarii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnadtura persoanei responsabile
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