Catre Agentia Medicamentului si Dispozitivelor Medicale

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

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:

- Ac pentru colectarea sangelui tip stilou (conform Anexei 3)
- Ac pentru colectarea sangelui ambou transparent (conform Anexei 3)
- Cateter fluturas pentru colectarea séngelui (conform Anexei 3)

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

Data 21.08.2023 Semntural

Tabelul de receptlonare a notificarii T
(se completeaza de catre Agentie in momentul depunerii notlﬁcarn de catre solicitant)

Comentarii cu privire la

acceptul/refuzul receptionrii /4 //

notificarii, inclusiv motivul refuzului et

Data/nr. de ordine atribuit notificarii

de catre Agentie (in cazul acceptarii e . /) . & BE
receptionrii) /% 72355 &y 92.08.2083

Numele, prenumele, functia

ersoanei responsabile de ' v 7/4 ;
; ' ° ' &5 %V& Ve-s2, ﬁ ©17/44

receptionarea dosarului

Semnatura persoanei responsabile —{/MS)

Digitally signed by Moraru Grigore
Date: 2023.08.23 17:49:39 EEST
Reason: MoldSign Signature
Location: Moldova




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:

- Ac pentru colectarea sangelui tip stilou (conform Anexei 3)
- Ac pentru colectarea sangelui ambou transparent (conform Anexei 3)
- Cateter fluturas pentru colectarea sangelui (conform Anexei 3) ==

Sunt autentice si corespund realitatii.

Numele, prenumele si functia: Semné&tura \J

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.

Place:_CHe
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex V
(Devices in Class Hia, llb or lil)

No. G2 103129 0002 Rev. 00

Manufacturer: Shandong Chengwu Medical
Products Factory

Southern end of Quancheng Road
Chengwu County

274200 Heze City, Shandong Province
PEOPLE'S REPUBLIC OF CHINA

Product Disposable sterile venous blood specimen
Category(ies): collection needle, Disposable infusion set.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to pericdical surveillance. For
marketing of class {ib and lll devices an additional Annex Il certificate is mandatory. See also notes
overleaf.

Report No.: BJ1776601_BJ19766011
Valid from: 2018-12-06
Valid until: 2024-02-22

Date, 2018-12-06 c @

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body ° Ridlerstrale 65 » 80338 Munich « Germany

Tov®
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, b or Hl)

No. G2 103129 0002 Rev. 00

Facilitv(ies): Shandong Chengwu Medical Products Factory
' tY( ) Southern end of Quancheng Road, Chengwu County, 274200
Heze City, Shandong Province, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH - Certification Body  Ridlerstrafie 65 « 80338 Munich « Germany




Shandong Chengwu Medical Products Factory SDCWICEQ2-B-16 A/

EC Declaration of Conformity

Manufacturer: Shandong Chengwu Medical Products Factory
274200 Southern End of Quancheng Road, Chengwu County.
Shandong Province, P.R.China

European Representative. SUNGO Europe B Y.
Ciympisch Stadion 24, 1076DE Amsterdam

Product Name: Disposable sterile venous blood specimen collection needle

solt-connection: hard-connection

UMDNS Code:; 12738

e

Classification (MDD, Annex 1% Class lla, Rule 6

We herewith declare that the above mentioned products meet the transposition into national law. the

provisions of the following EC Council Directives and All appiicable harmonised Standards, All

supporting documentations are retained under the premises of the manufacturer.
Shandong Chengwu Medical Products Factory is exclusively responsible for the dec on of

conformity

DIRECTIVES

Medical Device Directive:
COUNCIL D
Amended by DIRECTIVE

devices (MDD 9342

Notified Body : TUV SUD Product Service GmbH. Ridlerstr 65, 80339, MUnchen, Germany
NB {dentification number; 0123
(EC) Certificate(s): G2 1031290002 Rev. 00

Expire date of the Certificate: 2024-02-22

Start of OB Markin

Place. Date of Issuy
Signature/date: (VMR- ]
Name: Wang v(r?

Position: Croneral Mana™




~ Denumire comerciald
o foramd)t o .
1 Ac pentru colectarea sangelui tip stilou, 18Gx1"
2 Ac pentru colectarea sangelui tip stilou, 18Gx1%"
3 Ac pentru colectarea sangelui tip stilou, 20Gx1"
4 Ac pentru colectarea sangelui tip stilou, 20Gx1%"
5 Ac pentru colectarea sangelui tip stilou, 21Gx1"
6 Ac pentru colectarea sangelui tip stilou, 21Gx1%"
7 Ac pentru colectarea sangelui tip stilou, 22Gx1"
8 Ac pentru colectarea sangelui tip stilou, 22Gx1%"
9 Ac pentru colectarea sangelui tip stilou, 23Gx1"
10 Ac pentru colectarea sangelui tip stilou, 23Gx1%"
11 Ac pentru colectarea sangelui ambou transparent, 20Gx1"
12 Ac pentru colectarea sangelui ambou transparent, 20Gx1%"
13 Ac pentru colectarea sangelui ambou transparent, 21Gx1"
14 Ac pentru colectarea sangelui ambou transparent, 21Gx1%"
15 Ac pentru colectarea sangelui ambou transparent, 22Gx1"
16 Ac pentru colectarea sangelui ambou transparent, 22Gx1}%"
17 Cateter fluturas pentru colectarea sangelui 20Gx%" 18cm
18 Cateter fluturas pentru colectarea sangelui 20Gx%" 25cm
19 Cateter fluturas pentru colectarea sangelui 20Gx%" 30cm
20 Cateter fluturas pentru colectarea sangelui 21Gx%" 18cm
21 Cateter fluturas pentru colectarea sangelui 21Gx%" 25cm
22 Cateter fluturas pentru colectarea sangelui 21Gx%" 30cm
23 Cateter fluturas pentru colectarea sangelui 22Gx%" 18cm
24 Cateter fluturas pentru colectarea sangelui 22Gx%" 25cm
25 Cateter fluturas pentru colectarea sangelui 22Gx%" 30cm
26 Cateter fluturas pentru colectarea sangelui 23Gx%" 18cm
27 Cateter fluturas pentru colectarea sangelui 23Gx%" 25cm
28 Cateter fluturas pentru colectarea sangelui 23Gx%" 30cm
29 Cateter fluturas pentru colectarea sangelui 25Gx%" 18cm
30 Cateter fluturas pentru colectarea sangelui 25Gx%" 25cm
31 Cateter fluturas pentru colectarea sangelui 25Gx%" 30cm
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