Catre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. ....... din ......c.ee.

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 piatd a

producatorului Taizhou Kangjian Medical Equipment Co., Ltd., China:

Se anexeaza urmatoarele acte:

Set ginecologic XS
Set ginecologic S
Set ginecologic M
Set ginecologic M/L

Set ginecologic L

- Actul de reprezentant intre produc&tor si reprezentantul g

Moldova;
- Declaratia de conformitate CE;
- Certificat de conformitate CE;
- Declaratia pe propria raspundere a solicitantului;
- Lista dispozitivelor medicale ( format Excel).

Data 12.09.2023 Semnatura/ S

Tabelul de receptionare a notificarii TN

(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

Semnatura persoanei responsabile

Digitally signed by Moraru Grigore
Date: 2023.09.17 11:56:59 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 Taizhou Kangjian
Medical Equipment Co., Ltd., China:

- Set ginecologic XS

- Set ginecologic S

- Set ginecologic M

- Set ginecologic M/L

- Set ginecologic L

Sunt autentice si corespund realitatii.

Numele, prenumele si functia: Semnétura;;x

NS 4
NS 18

RA-Manager - Sandu Irina Dats12:09.2023
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TAIZHOU KANGJIAN MEDICAL EQUIPMENT CO., LTD
LA FHAHLE TIEX
ADD:THE MACHINE ELECTRICITY ZONE OF YUHUAN CITY

ZHEJIANG PROVINCE 317600, P.R.CHINA
TEL:0086-576-87225930 FAX:0086-576-87239885

We, TAIZHOU KANGJIAN MEDICAL EQUIPMENT CO., LTD
based in _THE MACHINE ELECTRICITY ZONE OF YUHUAN CITY,ZHEJIANG PROVINCE 317600, 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) 93/42.

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:TAIZHOU,CHINA

Date: 11-SEP-2023




EC Certificate | TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60156376 0001
Report No.: 15085363 008

Manufacturer: Taizhou Kangjian Medical
' Equipments Co., Ltd.
The Machine Electricity Zone
{(Hang Ni Kan) of Yuhuan County
Zhejiang Province 317600
P.R. China

Products: Medical Devices
(see attachment for products and additional site included)

Replaces Approval, Registration No.: DD 60147806 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 83/42/EEC have
been met for the listed products. The sbove named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the

aforementioned directive. For placing on the market of class lib and class lil devices cover

Effective Date: 2021-04-28

Date: 2021-04-28 ‘ L o
‘ Fuxiu Sheng  ~—erund®~

Tﬁy Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60156376 0001

Report No.: 15085363 008

Manufacturer: Taizhou Kangjian Medical
Equipments Co., Ltd.
The Machine Electricity Zone
{Hang Ni Kan) of Yuhuan County
Zhejiang Province 317600
P.R. China

Products:

Disposable Cervical Brushes, Disposable Cervical Spatulas,
Disposable Cervical Cell Sampling Spoons, Disposable
Gynecoleogical Sets, Oxygen Masks, Non Rebreathing Masks,
Nebulizer Masks, Venturi Masks, Nebulizer with Mouthpieces,
Nasal Oxygen Cannulae;

Aspects of manufacture concerned with securing and
maintaining sterile conditions: ’

Sterile Vaginal Speculums for Single Use, Disposable
Anoscopes, Disposable Wasal Speculums, Disposable
Tongue Depressors, Plastic Forceps

Site included;

Qiaotian Community (Tiantong Road West) of Tongcheng Town,
Tianchang City, Anhui Province 2393;1, China

‘Date: 2021-04-28

Fuxiu Sheggg
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e A TOVRheiniand®
~ Business Stream Products ™ PreciselyRight.
- Certification Department , .

TUV Rheinland LGA Products GmbH + 90431 Nurmberg Contact

: 4 i Tel. +49 911 655-5225
Ta:z'hou Kangjian Medical . - e
Equipments Co., Lid.

The Machine Electricity Zone Date April 30, 2021
(Hang Ni Kan) of Yuhuan County '

ZHEJIANG PROVINCE 317600

P.R.CHINA

Application for : QMS Produktion, Anhang V MDD
Certificate No. : DD 860156376 Sheet 0001

Device : Only for QM-System audit

Test requirement : Richtlinie 93/42/EWG

Dear Madame or Sir,

Enclosed please find the new certificate No. DD 60156378 0001 replacing
the previous certificate.

With effective date of the new certificate, the previous certificate
(number see new certificate) becomes invalid.

- Kind regards
Certification body
, ; TUV Rheiniand.
o5 LGA Products GmbH
Fuxiu Sheng - - ‘ .  Tilystrate 2 ’
- 90431 Nomberg

Test sample: no, docqmgntaﬁcn available S e

Fax +49 911 655-5226
_ Mait service@de tuv.com
Web www.tuv.com/safety

Board of Management '

Dipl-ng.

Jorg Mahler, Spokesman
- Dr. Jorg Schisser
Chaﬁnan ofme» -
Supervisory Board
- ,:liibt,flng( - »

. Nuremberg HRB 26013
VAT No.: DE 811835490
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Taizhou Kangjian Medical Equipment Co., Ltd.

ECDECLARATION OF CONFORMITY
Document number: TKY/CE-TD-GS-18

Taizhou Kangjian Medical Equipment Co., Ltd.

Address: The machine electricity zone (Hang Ni Kan) of Yuhuan
Name and address of

S — county, Zhejiang province317600, China

Branch company address: Qiatian Community (Tiantong Road West) of

Tongcheng Town, Tianchang City, Anhui Province 239311, China

We declare under our sole responsibility that
the medical device: Disposable gynecological set
Modle: According the requirements of the Customers

of class: - IIa Sterile medical devices

According to MDD 93/42/EEC Annex IX Rule 6, the Disposable Gynecological

Set belong to class Ila Sterile medical devices.

Meets the provisions of the directive 93/42/EEC and its transpositions in national
laws which apply to it. The declaration is valid in connection with the “final
inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex v/ A 2= N

Registration No.: DD 60156376 0001 (

TUV Rheinland LGA Products I
Notified Body: TillystraRe 2 Noamar

90431 Nurnberg

Deutschland

CE 0197

Yhuans 2027-09-70

Place, date Name and function




Speculd vaginala sterild

Speculd vaginald sterild

Speculd vaginald sterild

Speculd vaginala sterild
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Speculd vaginala sterild
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