Anexa
Catre
Agentia Medicamentului
s1 Dispozitivelor Medicale

NOTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

Solicitantul IM Vivamed International SRL, cu sediul or. Chisinau,str.Mircea cel
Batrin,16 (adresa)

tel./fax: 022926801, e-mail info@vivamed-int.com,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii
s1 tipuril de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

- Termometru digital;
Se anexeaza urmatoarele acte:
EC Certificat,
Declaratie de Conformitate
Authorization

Data Semnétura

Tabelul de receptionare a notificarii

l'l'-\«..,"lr

(se completeaza de catre Agentie in momentul depunerii notificérii de cétre sohcrfﬁ;ﬂt)

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

Data/nr. de ordine atribuit notificarii de catre
Agentie (in cazul acceptdrii receptionﬁrii)

Numeie prenurnelﬁ functla persc}anel

Semndtura persoanel responsablle




Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

b

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant:IM Vivamed International SRL, cu sediul in mun.Chisinau,Bd.Mircea

cel Batrin,16,

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 dispozitivului medical:

Termometru digital;
Sunt autentice si corespund realitatii.

Numele, prenumele si functia Semndtura 4.
Director Beregoi Valeriu AR
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GIMA S.p A EXPORT DIVISION
Via Marcomn, |
20060 Gessate (M) — Italy

www.gimaitaly.com
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fax +39 02 95380056

export@agimmalitaiy com

PROFESSIONAL MEDICAL PRODUCTS

Gessate, 20 December 2022

Authorization for distribution

To whom 1t may concern

WHEREAS GIMA SPA who are established and reputable manufacturers or

distributors of medical devices having factories in Via Marconi 1, 20060 Gessate
(MI) - ITALY

do hereby authorize VIVAMED to distribute our products on market of Moldova.
This authorization is valid up to December 2023, and can be renewed.

GIMA S.p.A. RN of -
Giul6 Manzoni . <l L
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Capital €364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 - 20121 Milano
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EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60147728 0001

Report No.: 15095961 011

Manufacturer: JOYTECH Healthcare Co., Ltd.
No. 365, Wuzhou Road

Yuhang Economic Development Zone
Hangzhou City

311100 Zhejiang
P.R. China

Products: - Digital Thermometers
- Blood Pressure Monitors
- Infrared Ear Thermometers
- Infrared Forehead Thermometers
- Infrared Ear/Forehead Thermometers
- Electric Breast Pumps

Replaces Approval, Registration No.: DD 60128148 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above 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 Ilb and class Il devices covered by this

certificate an EC type-examination certificate according to Annex (Il is required. &;GA Pr"db%
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&
Notified Body /& %

Effective Date: 2020-04-07 2 6, | |
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Date: 2020-04-07
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Jagon Pan

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

Quality Management System

EN ISO 13485:2016
. Registration No.: SX 2018581-1
Organization: JOYTECH Healthcare Co., Ltd.
No. 365, Wuzhou Road
Yuhang Economic Development Zone
Hangzhou City |
311100 Zhejiang |
P.R. China
Scope: Design and Development, Manufacture and Distribution of Digital :

Thermometers, Blood Pressure Monitors, Infrared Ear Thermometers.

Infrared Forehead Thermometers, Infrared Ear/Forehead Thermometers,
Electric Breast Pumps, Manual Breast Pumps, Finger Pulse Oximeter

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfilled. The quality r
management system is subject to yearly surveillance. |

i Report No.: 244410547-200
| Effective date: 2022-07-11
Expiry date: 2025-07-10
Issue date: 2022-06-28
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== 7 Rheinland LGA Pgofllicts GmbH
(e AKKS TillystraBe 2 - 90431 Nurnbgfy - Germany |
%gaitiim'*“li' Deutsche A
Seee Akkreditierungsstelle
D-ZM-14169-01-02
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JOY TeCH i#1h JOYTECH HEALTHCARE CO., LTD.

EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:
JOYTECH HEALTHCARE CO., LTD. Shanghai International Holding

Address:No.365, Wuzhou Road, Yuhang Economic Devel Corp. GmbH (Europe)

opment Zone, Hangzhou city, 311100 Zhejiang,China Eiffestrasse 80, 20537 Hamburg, Germany

We, the manufacturer, herewith declare that the products

Digital Thermometer
Model: DMT-4220

UMDNS-Code: 14035
meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class Ila by rule 10 according to Annex IX of the Directive

C € 0197

It bears the mark
The product concerned has been manufactured under a quality management system according to Annex
V of Directive 93/42/EEC.

Compliance of the designated product with the Directive 93/42/EEC has been assured via assessment
of the quality management system by the Notified Body.

TUV Rheinland LGA Products GmbH
Tillystralle 2, 90431, Niirnberg, Germany

Certificate No.: DD60147728 0001
Issue date: 2020-04-07
Expiry date: 2024-05-26
following the procedure relating to the EC Declaration of Conformity set out in Annex V of Directive
93/42/EEC.

This Declaration of conformity is valid in connection with the release document for the respective
batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of
Company: JOYTECH HEALTHCARE CO., LTD.

Address: No.365, Wuzhou Road, Yuhang Economic Development Zone, Hangzhou city, 31 1100
Zhejiang,China

Hangzhou, Apr 7th, 2020
Place , date

JO-DMT00-04 Version:A/3
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