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ELEKTROTECHNICKY ZKUSEBNI USTAV

ELECTROTECHNICAL TESTING INSTITUTE - CZECH REPUBLIC
ELEKTROTECHNISCHE PRUFANSTALT - TSCHECHISCHE REPUBLIK
INSTITUT ELECTROTECHNIQUE D'ESSAIS - REPUBLIQUE TCHEQUE
3JEKTPOTEXHHYECKHI MCTIBITATEBHBIA MHCTHTY'T - YELLICKAS PECTIY BJIMKA

Pod Lisem 129, 171 02 Praha 8 - Troja

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

1ssued in accordance with Annex 2 of Government Order No. 336/2004 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 120149

The Electrotechnical Testing Institute, Notified Body No. 1014, on the basis of the carried out audit results has decided that the quality
system established at the

manufacturer TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK KIMYASAL URUNLERI
SAN. VE TiC. LTD. $Ti. .
Beysan San. Sitesi Birlik Cad. No:34 Beylikdiizii, Istanbul, Turkey

for design, manufacturing and final inspection of medical device(s)

Sterile ultrasound gel, Obstetric gel, Medical antifog solution - class Ila;
Disinfectants for medical devices, Lubricating gels — class 11a, for models see enclosure

meets the provisions of Annex 2 of Government Order No. 336/2004 Coll., which specifies technical requirements for medical devices
(Annex 11 of Directive 93/42/EEC). The certificate does not cover examination of the medical device design in accordance with Annex
2 clause 4 of Government Order No. 336/2004 Coll. (Annex Il clause 4 of Directive 93/42/EEC).

The notified body agrees with attaching its identification number 1014 to CE marking, which will be affixed to the above mentioned
medical device(s) in accordance with Article 5 of Government Order No. 336/2004 Coll. (clause 17 of Directive 93/42/EEC).

The decision was based on the results presented in the audit report No. 203303-01 of: 20.07.2012,

403161-01/01 of: 18.03.2015.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notified body in
accordance with Annex 2 clause 5 of Government Order No. 336/2004 Coll. (Annex Il clause 5 of Directive 93/42/EEC). The
manufacturer must inform the notified body which approved the quality system about any intention of substantial changes to the

quality system or the product range covered. In case that the conditions under which the certificate has been issued are violated, the
notified body may suspend the validity of the certificate or cancel the certificate.

For class Ill medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordance with
Annex 2 clause 4 of Government Order 336/2004 Coll. (Annex 1l clause 4 of Directive 93/42/EEC).
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Prague Miroslav Sedlatek
Head of Certification Body Stamp
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Enclosure to the certificate No.: MED 120149
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Disinfectants for medical devices — class lla

Name
Aqua BAC
Aqua BAC plus (JOCKER)

CITRO plus

CITRO plus 50

Spray D

Spray D Plus

Lubricating gels — class lla
Name

Lubricating gels

Description
Concentrated disinfectant for endoscope and medical devices
Concentrated disinfectant for endoscope and medical devices

Concentrated single step cleaner and disinfectant for the
haemodialysis apparatus (21% citric acid)

Concentrated single step cleaner and disinfectant for the
haemodialysis apparatus (50% citric acid)

Quick disinfectants for the surfaces of the medical devices

Concentrated quick disinfectants for the surfaces of the medical
devices

Description

Lubricating gel used in endoscopy, colonoscopy,vaginal

(38,5g8,10g, 20g speculum and catheter applications

in single use pack)

Lubricating gels

(42 g and 82 gin tube)

Lubricating gels
(50 ml, 100 ml
and 250 ml in bottle)

25.3:2015

Lubricating gel used in endoscopy, colonoscopy,vaginal

speculum and catheter applications

Lubricating gel used in endoscopy, colonoscopy,vaginal

speculum and catheter applications




