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Location: Moldova 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. ....... din ...........

Solicitantul Ericon S.R.L. , cu sediul _Durlesti, V. Lupu 6, tel./fax: +373 22 52 01
08 ,+373 6000 6226, e-mail corneliu@ericon.md,
solicit Tnregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe
piata a:

- G-FLEX 525TL-M
- G-FLEX K18NTL

Se anexeaza urmatoarele acte:

a) declaratia de conformitate CE emisa de producator pentru dispozitivul medical
fabricat;

b) certificatul de conformitate CE valabil pentru dispozitivele fabricate, dupa caz;
c) actul prin care producatorul isi desemneaza reprezentantul.

Data Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
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

Semnatura persoanei responsabile




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

Catre Agentia Medicamentului si Dispozitive Medicale

Solicitant: Ericon SRL cu sediul or. Durlesti, str. Vasile Lupu, nr. 6 , declar pe

proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al Repubilicii
Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate pentru
notificarea dispozitivului medical:

= G-FLEX 525TL-M
- G-FLEX KI18NTL

Sunt autentice si corespund realitatii.

Corneliu Bunic Semndatura

Data



Authorisation Letter

30 November 2022

To whom it may concern,

We, G-Flex Europe SPRL, based in 20, Rue de I'Industrie, 1400 - Nivelles, Belgium,
assign ERICON SRL, basedin 6, Vasile Lupu str. Durlesti, Chisinau. Republic of Moldova

as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC or
90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova, and to perform Essential Duties
required by Law No. 102 09.06.2017 regarding medical devices.

Nivelles,

QA/RA Director & PRRC
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icate Full Quality Assurance System: Certificate BE19/819943763

The management system of

G-Flex Europe Sprl

Rue de I'Industrie 20
1400 Nivelles, Belgium

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)
For the following products

> Multiband Ligator, non-sterile disposable device
for the treatment of oesophageal varices.

Sterile Non-Vascular Guidewires

Sterile Extraction Baskets & lithotripsy system

Sterile Disposable Hemoclip system

Sterile Disposable Biopsy Forceps

Sterile Disposable Endoscopic Forceps & Retrievers

Sterile Stone Extraction Balloon Catheter

Sterile Dilation Balloon Catheter

Sterile Cysto-Gastro Sets

Sterile Sphincterotomes / Papillotomes

Sterile Disposable Polypectomy Snares

Sterile Endoscopic Drainage Stents & Application Systems

Where the above scope includes class Ill medical device(s), a valid EC Design Examination

Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 25 May 2021 until 01 June 2023
and remains valid subject to satisfactory surveillance audits.
Issue 5. Certified since 01 April 2013

Certification is based on reports numbered BE/AND 12/1285.QMD

Seen for legalization of
the signature of

De Vimmch et

q Q/C) Q Aﬂ“{j Global Medical Devices Head of Notified Body
//SGS Belgium NV, Notified Body 1639

Antwerpen i i Q lC}é SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com

LPMD500T - Certificate CE1639 Annex II-4_EN rev. 02

This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.5gs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The

authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.
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(Grlex:

Manufacturer:  G-Flex Europe SPRL

Declaration of Conformity

Single Registration Number (SRN): BE-MF-000000623

Address: 20, Rue de l'industrie
1400 - Nivelles, Belgium

Product Name:  Sphincterotomes/Papillotomes
Basic UDI-DI:  54200513-TF12-SPH-SU-JP
Classification:  Class lIb, Rule 9
Conformity assessment route: MDD Annex Il Excluding Article 4

Models:  See attachment

G-Flex Europe SPRL declares on our own responsibility that the medical devices describe above are in conformity with the
requirements of Council Directive 93/42/EEC of June 14, 1993 (MDD) as amended by Directive 2007/47/EC and of its
transpositions in national laws. They are covered by an extended CE certificate in accordance with Regulation EU 2023/607
amending Regulation EU 2017/745 and are in conformity with the relevant harmonized standards EN 1041:2008/A1:2013; EN
ISO 10993-1:2018; EN ISO 10993-5:2009; EN ISO 10993-10:2010; EN ISO 13485:2016; EN ISO 14971:2019; EN
1ISO15223-1:2016; MEDDEV 2.7-1/Rev.4; I1SO 2859-1:1999; ASTM F1980-16; EN 556-1:2001; EN ISO 10993-7:2008; EN ISO
11607-1:2017; EN 1SO 11607-2:2017; EN ISO 11737-2:2009; EN ISO 14644-1:2015; EN ISO 14644-2:2015; ISO 11135:2014;
ISO  11138-1:2017; ISO  11138-2:2017; ISO  11737-1:2018;  DIN 13273-7:2003; DIN EN 1618:1997; EN
60601-1:2005/AMD1:2012; IEC 60601-2-2:2017; EN 60601-1-6:2010; ISO 80369-7:2016.

This statement of conformity is only valid in connection with a signed Delivery Note for the respective Lot number of produced
devices.

The device fulfill the essential requirements of Annex | of the MDD.

Notify Body: = SGS Belgium NV
SGS House Noorderlaan 87
2030 Antwerp - Belgium

NB identification number: 1639
Expiry Date: ~ 31/12/2028 as Confirmed by the
Extension Letter CLNB1639 -
BE/AND/23/1285.QMD

Place and date of issue: Nivelles, 26/06/2023
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Thierry CREMER - QA/RA Director and PRRC )5308.490 Ce‘(\ﬁ\e‘*



Declaration of Conformity

(Grlex:

Attachment

Product Name: Sphincterotomes/Papillotomes

Basic UDI-DI: 54200513-TF12-SPH-SU-JP

Reference UDI-DI GMDN GMDN Term Reference UDI-DI GMDN GMDN Term

520TL 5420051302499 65185 ERCP catheter, non-balloon, 520TL-M 5420051306329 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

520TL-MR 5420051307425 65185 ERCP catheter, non-balloon, 520TL-MSWR 5420051306336 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

520TL-SW 5420051306312 65185 ERCP catheter, non-balloon, 525TL 5420051300280 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

525TL-M 5420051306343 65185 ERCP catheter, non-balloon, 525TL-MR 5420051306534 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

525TL-MSWR 5420051306350 65185 ERCP catheter, non-balloon, 525TL-SW 5420051306367 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

530TLSC 5420051300303 65185 ERCP catheter, non-balloon, 530TLSC-MR 5420051306695 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

GW08-000HF 5420051303380 65185 ERCP catheter, non-balloon, K18NTL 5420051302925 65185 ERCP catheter, non-balloon,
electrosurgical electrosurgical

K18NTL-SW 5420051306374 65185 ERCP catheter, non-balloon,
electrosurgical




Numarul de catalog Denumire Denumirea comerciala Modelul Tip dispozitiv | Cod GMDN
525TL-M Sphincterotomes/Papillotomes _ G-Flex 525TL-M Sphincterotomes/P 5, ¢
Sphincterotomes/Papillotomes apillotomes
. . . . Sphincterotomes/P
KI18NTL Sphincterotomes/Papillotomes | Sphincterotomes/Papillotomes KI18NTL 65185

apillotomes
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