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 tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

- Pulsoximetru de buzunar:;
Se anexeazad urmatoarele acte:
EC Certificat,
Declaratie de Conformitate
Authorization

Data Semnatura |

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de citre sefi‘cﬂant)

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

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

Numele, prenumele, functia persoanei
responsabile de recepfionarea dosarului

Semndtura persoanei responsabile




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

Catre Agentia Medicamentului si Dispozitive Medicale

W

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, cad documentele Si datele furnizate
pentru notificarea dispozitivului medical:

Pulsoximetru de buzunar;
Sunt autentice si corespund realitatii.

Numele, prenumele si functia
Director Beregoi Valeriu
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GIMA S.p.A

Via Marconi, 1

20060 Gessate (MI) — ltaly
www.gimaitaly.com

EXPORT DIVISION

fax +39 02 95380056
export@gimaitaly com

PROFESSIONAL MEDICAL PRODUCTS

Gessate, 20 December 2022

Authorization for distribution

To whom it 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.

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

tel, +39 02 953854209/221/225




GIMA S.p.A. ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

La Societa GIMA S.P.A., con sede a GESSATE (MI), Via Marconi 1, in qualitd di
fabbricante dei dispositivi medici:

We undersigned GIMA S.p.A., with head office addressed in Gessate (Ml), Via
Marconi 1, as the manufacturer of medical devices:

Dispositivi medici / Medical Devices Codici/Ref. #

PULSOXIMETRO DA DITO OXY - PEDIATRICO / FINGER PULSE OXIMETER OXY - .y
PAEDIATRIC

PULSOXIMETRO DA DITO OXY-5 PLUS / FINGER PULSE OXIMETER OXY-5 PLUS 34282
PULSOXIMETRO DA DITO OXY-6 / FINGER PULSE OXIMETER OXY-6 34285
PULSOXIMETRO DA POLSO / WRIST PULSE OXIMETER 34340
PULSOXIMETRO OXY-100 / PULSE OXIMETER OXY-100 34342
PULSOXIMETRO OXY-5 PEDIATRICO / PULSE OXIMETER OXY-5 - PAEDIATRIC 34265
PULSOXIMETRO OXY-3 / PULSE OXIMETER OXY-3 35090
PULSOXIMETRO OXY-50 / PULSE OXIMETER OXY-50 35100
PULSOXIMETRO OXY-4 — colore a scelta / PULSE OXIMETER OXY-4 - any colour 35093
PULSOXIMETRO OXY-10 / PULSE OXIMETER OXY-10 35095
PULSOXIMETRO OXY-4 BLU / PULSE OXIMETER OXY-4 BLUE 35091
PULSOXIMETRO OXY-4 ARANCIONE / PULSE OXIMETER OXY-4 ORANGE 35092

appartenente alla classe di rischio lla in accordo alla regola 10 dell' Allegato IX,
della Direttiva 93/42/CEE e ss.mm.ii. (recepita in Italia con D.Igs. 46/97, e $s.mm.ii.),
dichiara sotto la propria esclusiva responsabilitd, che tali dispositivi:

risk class lla, according to rule 10 of the Annex IX, Directive 93/42/EEC and
subsequent amendments and integrations (enforced in Italy by Leg. Decree No.

46/97 and subsequent amendments and integrations), declare under its own full
liability that those devices:

e sono conformi ai requisiti essenziali ed alle disposizioni della Direttiva 93/42/CEE
e ss.mm.ii. come da Fascicolo Tecnico archiviato presso I'azienda:
comply with essential requirements and dispositions of the Directive 93/42/EEC
and subsequent amendments and integrations, as per the Technical
Documentation filed in the Company;

* sono fabbricati in accordo al Sistema Qualitd, che soddisfa i requisiti di cui
all’Allegato V del sopra citato decreto legislativo, come risulta dal Certificato « -
n. MED 26036 rilasciato in data 25/10/2006 dal KIWA CERMET ITALIA S.p.A., Via:'
Cadriano 23, 40057 Cadriano di Granarolo (BO), Organismo Notificato n. 0474;
are manufactured according to the Quality System which satisfies' .’ -
requirements of the Annex V of the above mentioned directive, as stated in
the Certificate No. MED 26036 issued on 25/10/2006 by KIWA CERMET ITALIA <.
S.p.A., Via Cadriano 23, 40057 Cadriano di Granarolo (BO), Notified Body n.
0476;

* sono conformi alla direttiva 2011/65/UE e ss.mm.ii. del Parlamento europeo e
del Consiglio dell'8 giugno 2011, sulla restrizione dell'uso di determinate
sostanze pericolose nelle apparecchiature elettriche ed elettroniche.

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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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices.

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Modello / Model:

Sfigmomanometri Digitali DA POLSO / DA BRACCIO / Digital SphygmomanometersWRIST / ARM
Codici / Codes:

32926 ; 32924; 32924 SC

Modello / Model:

Sfigmomanometri Digitali SENZA MERCURIO / Digital Sphygmomanometers WITHOUT MERCURY
Codici / Codes:

32800; 32801

Marca / Brandname:
DOMINO

Modello / Model:

Sfigmomanometri Digitali / Digital Sphygmomanometers
Codici / Codes:

32803; 32804

Tipologia / Medical Devices:
Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices

Classe di rischio / Risk class:
Il a

Codice NANDO / NANDO codes:
MD 1302, MD 0104, MDS 7010

Modello / Model:

Pulsoximetri / Pulse oximeters
Codici / Codes:

34266; 34282; 34285, 34285-10997, 34340; 34342; 34265; 35091; 35092; 35093: 35095: 35696 \35;;9
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Kiwa Cermet ltalia S.p.A.
Societa con socio unico, soggetta
all'attivita di direzione e coordinamento

di Kiwa ltalia Holding S.r.].

Via Cadriano, 23
40057 Granarolo dell'Emilia (BO) : :
Tel +39.051.459.3.11 Chief Operatlng Officer
VLS Giampiero Belcredi
E-mall: info @kiwacermet.it
e o Firmato digitalmente da:BELCRED| GIAMPIERO
Data:25/05/2021 10:13:36
chHET Organismo Notificato n. 0476

Notified Body nr. 0476




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it

www kivwa.it

C=ERM=T

kiwa

Reg. Number 10164 - A Valid From 2021-10-14
First issue date 2012-10-15 Last change date 2021-10-14
Valid Unti 2024-10-14 IAF Sector 29 a

Quality Management System Certificate

ISO 9001:2015

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN I1SO 9001:2015 for the following
products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary
items, medical accessories furniture and aids.

Chief Operating Officer
Giampiero Belcred

The maintaining of the certification is subject to annual surveillance and dependent on the observance of
Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano - Italia
Certified Sites

- Via Marconi, 1 20060 Gessate (M) - Italia
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CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa Italia Holding Sri

Via Cadriano, 23

40057 Granarolo dell' Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www . kiwa it

C=RM=T

kiwa

Reg. Number 10164 - M Valid From 2021-10-14
First issue date 2012-10-15 Last change date 2021-10-14
Valid until 2024-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEl EN ISO 13485:2016 for the following products/services:

Management of design and production. packaging and service of:

General non-active, non-implantable medical devices (except: injection, infusion, transfusion and dialysis;
disinfecting, cleaning, rinsing; IVF, ART; ingestion), Devices for wound care, Non-active dental devices and
accessories (except dental implants), General active medical devices (except: extra-corporal circulation,
infusion and haemopheresis: stimulation or inhibition, rehabilitation devices and active prostheses; IVF, ART:
software; medical gas supply systems and parts thereof), Monitoring devices, Devices for imaging and
thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic Medical Devices (IVD).

Trade and service of: General non-active, non-implantable medical devices (except: IVF, ART; ingestion),
Devices for wound care, Non-active dental devices and accessories (except dental implants), General active
medical devices (except IVF, ART), Devices for Imaging (except ionizing radiation), Monitoring devices,

Devices for radiation therapy and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic
Medical Devices(IVD)

Chief Operatifig Officer
Gia @ Bekredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano Italia

Certified Sites

- Via Marconi, 1 20060 Gessate (M) - Italia

ACCREDIA ‘%

SGQ N° 007A
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