Anexanr. 1
La Procedurile administrative pentru. notificarea
dispozitivelor medicale care defin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
nr.24 din 12.09.2023

Solicitantul SA Tehoptimed, cu sediul RM, mun. Chisinau, str. Maria Drigan 19A
tel /fax: 022473769, e-mail tehoptimed@inbox.ru, solicit inregistrarea in Registrul de stat al
dispozitivelor medicale a urmdtoarelor categorii si tipuri de dispozitive medicale pentru introducerea si
punerea la dispozitie pe piata a dispozitivelor:

1. SCAUN RULANT (FARA MOTOR) SI ACCESORII model JL951B-56

JIANLIAN HOMECARE PRODUCTS CO., LIMI;];E,B;B@Li,g(iebian Industrial Park, NaiHai District,
Foshan City, Guangdong, P.R.CHINA, Tel: 86 75785563 1;8;1:“%: 86 757 85565903

Data 12.09.2023

Al ; f
Tabelul de receptionare a notificarii \
(se completeazd de catre Agentie in momentul depunerii notificdrii de catre sol\icitant)

["Comentarii cu privire la acceptul/refuzul
receptiondrii notificarii, inclusiv motivul
refuzului

Data/nr. de ordine atribuit notificarii de céatre
Agentie (in cazul acceptarii receptiondrii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnétura persoanei responsabile

Digitally signed by Potinga Stela
Date: 2023.08.28 11:25:30 EEST
Reason: MoldSign Signature
Location: Moldova




JIANLIAN HOMECARE PRODUCTS CO., LTD.
Add: Dali Xiebian Industrial Park NaiHai Dism'ct,Foshan,Guangdong,P.RCHINA
Tel: 86 757 85563418 Fax: 86 757 85565903

EC-Declaration of Conformity

August 25™, 2023
We
JIANLIAN HOMECARE PRODUCTS CO., LIMITED
Dali Xiebian Industrial Park, NaiHai District, Foshan City,
Guangdong, P.R.CHINA

Declare under our sole responsibility that the products: Wheelchairs (Non-powered) and
accessories- JL951B-56

are produced in conformity with the technical documentation of MDR (EU) 2017/745 which apply to
them. The medical device has been assigned to class I according to Annex VI, rule 1, Medical Device

Regulation (EU) 2017/745.
This declaration is valid for the above-mentioned product with the CE-Mark.

i chaed

General Manager
JIANLIAN HOMECARE PRODUCTS CO., LTD.




i 1Ly 7T R X K i B Bk AR LA PR A
JIANLIAN HOMECARE PRODUCTS CO.,.LTD

Authorization
August 25, 2023

For the registration of medical devices in the State Register of the Republic of Moldova,

The manufacturer JIANLIAN HOMECARE PRODUCTS CO., LTD. Dali Xiebian

Industrial Park, NanHai District, Foshan,Guangdong. P .R.CHINA

TEL: 0086 757 85563418 FAX: 0086 757 85565903. E-mail gdjianlian@gdjianlian.com,

empowering the company Patnico SRL, MD 2052, Republic of Moldova, Chigindu, Ginta
Latina No.19/1, of. 117 Street, as the authorized representative for the registration of our

products in the State Medical Device Register.

1. Wheelchairs (Non-powered) and accessories- JL951B-56

We enclose certificates:

EC Declaration of Conformity

Signature: M}.C}l& @[ )(;@,

General Manager of Jianlian Homecare Products Co., Ltd.
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Dali Xiebian Industrial Park,Nanhai District,Foshan City,Guangdong Province,P.R.China

H1i%/Tel: 0757-85563418 & ¥ /Fax: 0757-85565903



Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care defin marcajul CE

Citre Agentia Medicamentului si Dispozitive Medicale

~

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: SA TEHOPTIMED, cu sediul Chisinau, str. Maria Drigan 19A, declar pe proprie

raspundere, cunoscand prevederile art. 352!, Codul Penal al Republicii Moldova cu privire la falsul in
declaratii, cd documentele si datele furnizate pentru notificarea dispozitivului medical:

1. SCAUN RULANT (FARA MOTOR) $I ACCESORII model JLI951B-56

Producitor: JIANLIAN HOMECARE PRODUCTS CO., LIMITED, Dali Xiebian Industrial Park,
NaiHai District, Foshan City, Guangdong, P.R.CHINA, Tel: 86 757 85563418 Fax: 86 757
85565903

Sunt autentice si corespund realitdtii.

Numele, prenumele si functia Semndtura

g s ¥
Burduja Lucia / contabil / Data 12.09.2023 \ ’
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