Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
Al wonsase RN <z v

Solicitantul_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032, Chisinau,
Republica Moldova, tel./fax:_ 022 782 875, e-mail:_irina.sandu@dita.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
producatorului ALATURCA MEDIKAL DIS TICARET SANAYI VE TICARET ANONIM
SIRKETI, Turcia:

- Pat mecanic, Alaturca, MCB 100 SERIES
- Pat mecanic, Alaturca, MCB 200 SERIES
- Pat mecanic, Alaturca, MCB 300 SERIES
- Pat mecanic, Alaturca, MCB 400 SERIES

Se anexeaza urmatoarele acte:
- Actul de reprezentanta intre producator si reprezentantul autorlzat 1n Republlca
Moldova; —~ ‘
- Declaratia de conformitate CE;
- Declaratia pe propria raspundere a solicitantului; )
- Lista dispozitivelor medicale ( format Excel). P

Data 01.11.2023 Semnéthu@

(se completeaza de catre Agentie fn 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

Semnatura persoanei responsabile

Digitally signed by Moraru Grigore
Date: 2023.11.03 17:16:01 EET
Reason: MoldSign Signature
Location: Moldova



Catre Agentia Medicamentului si Dispozitive Medicale
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DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032,

Chisinau, Republica Moldova,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al

Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate
pentru notificarea dispozitivelor medicale ale producatorului producatorului
ALATURCA MEDIKAL DIS TICARET SANAYI VE TICARET ANONIM SIRKETI,
Turcia:

- Pat mecanic, Alaturca, MCB 100 SERIES
- Pat mecanic, Alaturca, MCB 200 SERIES
- Pat mecanic, Alaturca, MCB 300 SERIES
- Pat mecanic, Alaturca, MCB 400 SERIES

Sunt autentice si corespund realitatii. s

Numele, prenumele si functia: Semr}étgra

RA-Manager - Sandu Irina Data 01.11.2023







ALATURCA".:. ..

EU Declaration of Conformity
AB Uygunluk Beyani

No. DoC-22062023-3

ALATURCA MEDIKAL DIS TICARET SANAYi VE TICARET A.S.
Deklerasyon Sahibi / Owner of Declaration : Gazi Mustafa Kemal Mah. Fatih Cad. No:87/1
Torbali / izmir, Turkey

Uretici | Manufacturer :  Gazi Mustafa Kemal Mah. Fatih Cad. No:87/1
Torbali / Izmir, Turkey

Uriin / Product : Mechanic Hospital Bed

Marka / Trademark : ALATURCA

Model, Tanimlama Numarasi /

e oz MCB 100 SERIES, MCB 200 SERIES, MCB 300 SERIES, MCB 400 SERIES
Model, IdentificationNumber

Uriin Standartlari / Product Standards : TS 13005

Uriin Siniflandirmasi, Kurallar / : Class|
Device Classification, Rules

Bu AB Uygunluk Beyani yalnizca (retici sorumlulugunda diizenlenmistir. Asagida imzasi bulunan ben, isbu belgeyle, belirtilen 7 Haziran
2011 tarihli Tibbi Cihaz Yonetmelidi ile ilgili Konsey ve Avrupa Parlamentosu (AB) 93/42/EEC sayili tiizigundn ilgili hikimlerini
karsiladigini beyan ederim. Yukarida belirtilen Direktife uygunlugu gdsteren tiim destekleyici belgeler ALATURCA MEDIKAL DIS
TICARET SANAYI VE TICARET A.S. firmas tarafindan korunmaktadir. Bu beyan, imza tarihinden sonraki tim ekipmanlar icin gegerlidir.

This EU declaration of Conformity is requlated under the responsibility of the manufacturer only. The undersigned hereby declare that
he meets the relevant provisions of regulation 93/42/EEC of the Council and the European Parliament (EU) concerning the Medical
Device Regulation of 7 June 2011. All supporting documents showing compliance with the directive mentioned above Alaturca medical
Foreign Trade Industry and trade A.P. he is protected by his firm. This declaration applies to all equipment after the date of signature. .

. CE Isaretleme Tarihi / AB Uygunluk Beyani Tarihi Yetkili imzasi, Authorized Signature
Start of CE / EU Declaration of Conformity Date . ALATURCA MEDIKAL DIS TICARET
SANAYi VE TICARET A.$

01.04.2024 ALATURCA MEDIKAL IS TICARET

SANAYI vE T sjr/mlom%wz SIRKETY
Gazi Mustafa ) 4. NoR?

Tofsairwr048 110 5733
Megsis No: Q@48 1105 7330 ﬁcog/;,
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c E ALATU RCAM: : ; :: : : NEDIM GALIS, Gen;l Manager
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MCB 100 SERIES

1 Pat mecanic Alaturca

2 Pat mecanic Alaturca MCB 200 SERIES
3 Pat mecanic Alaturca MCB 300 SERIES
4 Pat mecanic Alaturca MCB 400 SERIES

5 ﬁf ESTRARGT
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