Anexa
Catre
Agentia Medicamentului
si 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 tipur1 de dispozitive medicale pentru introducerea s1 punerea la dispozitie pe piata a:

- Concentrator de oxigen 5 litri;
Se anexeaza urmatoarele acte: N
CE,Autorizatii ek MG

Data Semnatura

Tabelul de receptionare a notificarii . .«
(se completeaza de catre Agentie in momentul depunerii notificari de c&‘ere sﬁi%eﬁant}

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

Data/nr. de ordine atribuit notificarii de cétre
Agentie (in cazul acceptérii receptiondrii)
Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului
Semndtura persoanel responsabile

Locatioﬁ oooooooo




Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

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:

Concentrator de oxigen, 5 litri;

Sunt autentice si corespund realitatii.

Numele, prenumele si functia
Director Beregoi Valeriu
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Zhengzhou Olive Electronic Technology Co.Ltd.

Add: 5th Floor, Block D, Building 18, Henan International University
Science Park (East District),450001 Zhengzhou, Henan,China

Web: www.zzolive.com E-mail: info@zzolive.com

~Tel: 0086 371 8609 7307 Fax: 0086 371 6906 7368

LETTER OF AUTHORIZATION

Date: 30/06/2023

To whom it may concern

We, Zhengzhou Olive Electronic Technology Co.. Ltd., with Registered
Address: Sth Floor, Block D, Building 18. Henan International Universi
Science Park (East District). 450001 Zhengzhou, Henan.China are established
manufacturers of Oxygen Concentrator.

We hereby aut:horized F ZIN SR with Registered Address: S.S. Padana
I Italy ~as our authorized distributor

In the capacity of: Sales Man-ager

Signed: Dul
Zhengzh Y.
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Tel: 008‘6 371 8609 7307 Fax: 0086 371 6906 7368 Webs‘item;ww.zzolive.com
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 Date, 2019-04-25 / /

Zertraistelle der Lander o

fir Gesundheitsschutz E‘

bei ARMimittain ;
H&ﬁkzinpmﬂukmn

ZLG-BS-244.10.08

Pmductlon Qu_ali? y Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lia, lib or l1I)

No. GZ 103099 0002 Rev. 00

Manufacturer: Zhengzhou Olive Electronic

Technology Co., Ltd.

11th Floor, Block B, Building 18
Henan International University
Science Park (East District)
450001 Zhengzhou, Henan
PEOPLE'S REPUBLIC OF CHINA

~ EC-Representative: ~ MedPath GmbH

Mies-van-der-Rohe-Strasse 8, 80807 Minchen, GERMANY

Prod 0ot - Oxygen Concentrator

o _ Category(ies):

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respechve devices / device categories in accordance with MDD Annex V. This quality assurance

- system conforms to the requirements of this Directive and is subject to periodical surveillance. For

marketing of class Ilb and lll devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: SH19144201

Valid from: 2019-04-25

~ Valid until: 2024-04-24

Stefan Preild

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with adentaf cation no. 0123

TOV SUD Product Service GmbH -T'é*a*rﬁﬁgaﬁm Body - Ridlerstralle 65 « 80339 Munich + Germany
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CEPTUOGUKAT # CE ATIFIGADO ¢ CERTIFICAT.

ZERTIFIKAT @ CERTIFICATE o

AELE

*ﬁ ** * Bennnnt durch/Designated by

Zentralistelle der Linder &
~ fir Gesundheitsschutz &
bel Arzneimitteln und 3
Medizinprodukten E

** %* ** ZLG-BS-244.10.08

Product Service

1 Production Quahty Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V

(Devices in Class. lla, b or I1l)
No. G2 103099 0002 Rev. 00

11th Floor, Block B, Building 18, Henan Internatlonal University ,
Science Park (East District), 450001 Zhengzhou, Henan,
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Zhengzhou Olive Electronic Technology Co., Ltd,

Page 2 of 2

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

TOV-SUD Product Service GmbH « Certification Body * Ridlerstrale 65 + 80339 Munich + Germany
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Declaration of Conformity

Manufacturer: Zhengzhou Olive Electronic Technology Co.,Ltd
11th floor, Block B, Building 18 , Henan International University Scie
(East District) 450001 ZhengZhou, Henan, P.R. China

European MedPath GmbH
Representative: Mies-van-der-Rohe-Strasse 8, 80807 Minchen, GERMANY

FProduct Name: Oxygen Concentrator
Models:

OLV-3,0LV-3W,0LV-5,0LV-5W,0LV-5A, OLV-5AW,0LV-B1,0LV-C1,OLV-8 OLV-1
UMDNS Code:  12-873

Classification (MDD, Annex 1X):1lb, rule 11
Conformity Assessment Route: Annex V.3

We herewith declare in sole responsibility that the above mentioned products meet
transposition into national law, the provisions of the following EC Council Directives
Standards. All supporting documentations are retained under the premises of
manufacturer. We are exclusively responsible for the declaration of conformity

DIRECTIVES

General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC

Notified Body: TUV SUD Product Service GmbH
Ridlerstr. 65, 80339, Minchen, Germany

Identification number: CE0123

(EC) Certificate(s): G2 103099 0002

Expire date of the Certificate: 1 2024-04-24

Start of CE Marking: 2019-04-25

Place of Issue Zhengzhou, CHINA
Date of Issue: VY 2019-04-25

Signature:
Namae;

Position:

EC Declaration of Cbnformity

OLIVE/CE-01 Ver.: B/O Page 1/
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