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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE
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1QNet and its partner
~ CISQ/IMQ-CSQ
U hereby certify that the organization

Trade-production private unitary enterprise am_> .

11B, Smolenskaya sir., Vitebsk, 210029, Republic of Belarus
for the following field of activities

Manufacturing of sterile surgical sutures with needle and without needle

single use and manufacturing surgical meshes with and without accessoriesg =
Further clarifications regarding the applicability of EN 1SO 13485:2012 requirements may be obtained by consulting ":P&g. zation

252
has implemented and maintains a Immm
Quality Management System ZaBE
which fuffills the requirements of the following standard 52 M g\
222 )
EN ISO 13485:2012 £t
Issued on: 2016 — 06 — 10 Expiry date: 2019 — 06 348

,. Registration Number: |T — 109050

.....-I ) 7 3 .
GNet~ # . ce cisQ BT

Michael Drechsel Ing. Claudio Provetti

President of IQNET President of CISQ
IQNet Partners®:
AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium APCER Portugal CCC Cyprus
CISQ Itaty CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE Mexico SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Ceriification, CISQ, DQS Holding GmbH and NSAI Inc.
* The list of IQNet partners is valid at the time of issue of this cerfificate. Updated information is available under www.iqnet-certification.com




UE «FIATOS»

1. EC DECLARATION OF CONFORMITY

SMK 008.01

EC DECLARATION OF CONFORMITY

Manufacturer Address

TRADE-PRODUCTION PRIVATE UNITARY ENTERPRISE
«FIATOS»

26, FABRICHNAYA STR.,OF 18B (4N), MINSK, 220033,
REPUBLIC OF BELARUS

tel/fax: +375172210290, e-mail: fiatos@mail.ru

Manufacturing facilities
Address

11b, Smolenskaya str. Vitebsk ,210029
Republic of Belarus; (BY - BELARUS)
tel. +3752212481550

e-mail: fiatos@mail.ru

European Representative
Address

ACTIVE EXPORT LTD

2nd Floor,13 John Prince's Street, London ,United Kingdom
Fax: +44 20 768 13 185

e-mail: active.expsu@gmail.com

Product name : Surgical sutures with needle and without needle sterile
(see the annex to the EC declaration )

Classification

Class Ill, Medical device, Sterile

Cert.

9124 FITS

IQNet Certificate Number

109050

Scope of certification in
language:

Manufacturing of sterile surgical sutures with needle and
without needle single use and manufacturing surgical
meshes with and without accessories

Standard

EN ISO 13485:2012

Applicable >aa_:o:m_
Standards

EN 556-1:2011, ISO 11135, ISO 10993-7, ISO 11737-1,
ISO 11607, ISO 14971

Partner / Certification
Body

CISQ ( ltaly)

Main Activity field EA/IAF

NA

We herewith declare that the above mentioned products meet the provision of the
Council Directive 93/42/EEC and Commission Directive 2007/47/EC according to Annex
Il ;section 4 is required for medical devices. All supporting aoo::,_m:ﬁm:o: x\ﬁ _.mthma

under the premise of the manufacturer .

Name

Position
Signature

Effective Date :
Date :

F.KLYHIN

General Manager

2018-10-22
2018-10-22




UE «FIATOS» 1. EC DECLARATION OF CONFORMITY
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Annex to the EC declaration of conformity

Manufacture : 210029 VITEBSK (BY - BELARUS)
_uqoa:oﬂm_” Surgical sutures with needle and without needie sterile
non-absorbable

-Suture ,Polyvinylidene Fluoride (PVDF) monofilament
-Suture ,Polypropylene monofilament
-Suture ,Polyester braided

-Suture, Silk

-Suture, Kapron braided

-Suture, Kapron twisted

-Suture, Lavsan

-Suture, Polikaproamidny

-Suture , Silk virgin

-Suture, Ftoreks

-Suture, Nylon monofilament

-Suture, Nylon braided

-Suture ,Polyester monofilament

-Suture, Filen

-Suture, Fiber Plus

-Suture, Polyphy | with and without Pledget
-Suture, Stainless steel monofilament
-Suture, tape Polyester

-Suture, Monoflon

absorbable

-Suture, PGA
-Suture, PGA Quick
-Suture, Lacryl
-Suture, Lacryl Quick
-Suture, PDS
-Suture, PGA MO
-Suture, Policril
-Suture, Monosorb

Name . F.KLYHIN
Position General Manager
Signature

Date 2018-10-22
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