Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
] S din ...........

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 Shandong Chengwu Medical Products Factory, China:

- Adaptor pentru eprubete cu vacuum pentru colectarea sangelui

Se anexeaza urmatoarele acte:
- Actul de reprezentanta intre producator si reprezentantul autorizat in Republica
Moldova;
- Declaratia de conformitate CE;
- Declaratia pe propria raspundere a solicitantului;
- Lista dispozitivelor medicale ( format Excel).

Data 21.08.2023 Semnatura
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Catre Agentia Medicamentului si Dispozitive Medicale

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
Shandong Chengwu Medical Products Factory, China:

- Adaptor pentru eprubete cu vacuum pentru colectarea sangelui

Sunt autentice si corespund realitatii.

Numele, prenumele si functia: Semnatura

RA-Manager — Sandu Irina




SHANDONG CHENGWU MEDICAL PRODUCTS FACTORY

Address:Southern end of Quancheng Road, Chengwu County, Heze City,Shandong Province 274200 P.R. China
Tel: +86-15102183521 Web: www.chengwumed.com WWW.VvZp.com

We, SHANDONG CHENGWU MEDICAL PRODUCTS FACTORY ,

basedin ____ Southern end of Quancheng Road, Chengwu County, Heze City,Shandong
Province 274200 P.R. China___, assign Dita Estfarm LLC, based in No.23 Burebista street,
Chisinau MD -2032, Republic of Moldova, as authorized representative in correspondence with
the conditions of Regulation (EU) 2017/745,Regulation (EU) 2017/746,MDD93/42/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or
modify the registration of medical devices on the territory of the Republic of Moldova.
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelie aan den iJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex I+l of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN SO 15223-1: 2021
EN ISO 20417:2021

EN ISO 10993-1; 2020
EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Remark

The declaration of conformity is valid in connection
with the release technical document CE/MDR-
A018099 -01.

Alf the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

Manufacturer

Name: Shandong Chengwu Medical Products Factory
Address: Southern End of Quancheng Road, Chengwu
County, 274200 Heze City, Shandong Province,
P.R.China.

SRN: CN-MF-000003370

Product Information

Name: Needle Holder

Model: SD001 SD002

EMDN: A018099

Basic UDI-DI: 697390596NHO01LN

Classification: Class |, According to Rule 1, Annex VIll,
Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned products
meet the requirements of Medical Device Regulation
047/745 and the applicable standards above.




Adaptor

pentru eprubete cu vacuum pentru
colectarea sangelui
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