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Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. 05 din 06.07.2023
Solicitantul ,MedGlobalFarm” SRL, cu sediul R.Moldova, mun.Chisinau,

str.Miron Costin 17/7, of.71, tel./fax: 022-523090, e-mail
medglobalfarm@mail.ru, solicit inregistrarea in Registrul de stat al dispozitivelor
medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru introducerea

Si punerea la dispozitie piata a:

- e e
1| G6 0202 Tampoane cu alcool Alkotip alcohol swabs in a dispenser | Alkotip 47783

Se anexeaza urmatoarele acte:

declaratia de conformitate CE emisi de produciitor pentru dispozitivul medical
fabricat;

certificatul de conformitate CE valabil pentru dispozitivele fabricate;

actul prin care producitorul isi desemneazi reprezentantul/

Data 14.07.2023 Semnatur

Tabelul de receptionare a notificarii

(se completeazd de cdtre Agentie in momentul depunerii notifié
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
Semnadtura persoanei responsabile
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EG-Konformititserkldrung
EC-Declaration of Conformity

Wir | We:
(Name + Adresse der Firma / Name + address of manufacturer)

servoprax GmbH
Am Marienbusch 9
D- 46485 Wesel

erklaren in alleiniger Verantwortung, dal das (die) Medizinprodukt(e)
(Name / Artikeinummer) '

declare on our own responsibility that the medical device(s)

(name /item-no)

Art.-Bez.: Alkotip Alkoholtupfer, unsteril

Art.-Nr.: G602 MaB: 65x30 mm Pack: 100+5 Stiick
G603 MaR:45x83 mm Pack: 100 Stiick
G604 MafR: 830x110mm Pack : 100 Stiick
G6 0202 MaB : 45x45mm  Spender : 150+5 Stiick

UMDNS: 13-695

allen Anforderungen der Richtlinie 93/42 EWG iiber Medizinprodukte, gedndert durch Richtlinie
2007/47IEG, entsprechen, die anwendbar sind,

meets all provisions of the Medical Device Directive 93/42/EEC, changed by the directive 2007/47/EG,
which apply to them.

Richtlinien-Klassifizierung nach Anhang IX: Kiasse I, Regel 1.
Directive classification according to annex IX: Class |, Rule 1.

Die Konformitdtsbewertung erfolgt nach dem Verfahren gemdn Anhang Vil
Conformity assessment procedure according to annex VI,

Angewandte Normen und andere normative Dokumente:
Applied standards and other normative documents:

Entsprechende Auflistung ist Bestandteil der technischen Dokumentation.
According schedule is part of the appropriate technical documentation.

Konformitdtserkldrung gliltig seit: siehe Datum der Ausstellung.
Declaration of Conformity valid since: / see date of issue.

Konformitétserkldrung ist gliltig bis zur nachsten relevanten Anderung des Produktes,
Declaration of Conformity is valid until next relevant modification of mentioned product.

Wesel, den 30.04.2018 m%;’fi*?f{? PRAX GmbH

s e o Gralhandel
iﬂai‘f:n:h oni s GGA6E Whew ol

i "Hilf@;ii 4 %ﬂ}r '
TRReLl L . S &u{:~!;>('§'ﬁ§
orh G e st A
1374 %\.&igfi,.s‘ ;,£;I§,$.§§g.@;.f? ..... St /
S Ao
."
. .
A

(Ort und Datum der Ausstellung)
{Place and dale of issus)
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Hausanschrift: Pastanschrift: Reg.-Gericht: Geschafistlhrer:
Am Marienbusch 8 Postiach 100860 Duisburg Ulrich M8iders
48485 Wesel 48486 Wese! HRB 10578 Michael Benninghott




Letter of Authorization

05.07.2023
To whom may it concern, we declare that Med Globalfarm SRL located at address velow:

Str. Miron Costin 17/7, of. 71, Chisinau

2068 Moldova

Is our distributor and it is authorized to import the products from servoprax GmbH
Located at address below:

Am Marienbusch 9

46485 Wesel

Germany

To Moldova territory.

In addition, we hereby authorize Med Globalfarm SRL to register our products in the Republic of
Moldova.

This authorization is effective from 1st of July 2023 and will be valid until 1st of July 2024.

Yours sincerely,

{4

CEO

Michael Benninghoff

Servoprax GmbH

servoprax gmbh
medizinteshinischer ({mﬁ%mmmi
Poutfach 10 08 60 46448 Wesel
Am Marienbusch 8 456485 Wesel



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

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Medglobalfarm SRL, cu sediul mun. Chisindu,str.Miron Costin 14 ,
1

declar pe proprie rdspundere, 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. declaratia de conformitate CE emisa de producator pentru dispozitivul medical
fabricat ;
2. actul prin care producatorul isi desemneaza reprezentantul;

Sunt autentice si corespund realitétii.
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Numele, prenumele si functia b o &YX Seranat —

Data 14.07.2023
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