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met for the listed products. The above named manufacturer has established and applies a quality assurance system,
which is subject to periodic surveillance audits, defined by Annex I, section 5 of the forementioned directive. According

to Annex Il, section 4 an EC design- examination cerfificate is required for placing the Class Il devices on the market. f'
UDEM's responsibility for class | devices covered by the EC serfificate is limited to manufacturing issues related to
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product's
conformity with metrological requirements, if it has measurement function. This cerfificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be retumedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration
of the certificate. Usage of the CE mark Is under the responsibility of the manufacturer with ?hecompleﬁomégally signec by Chirtoaci Turie
Declaration of Conformity. The above menfioned company must nofify all changes relatedwith the APPIOVERARCDID2 04.141520°TOEEST
to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned Je X

UDEM hereby declares that the requirements of Annex i, excluding section 4 of the 93/42/EEC Directive have been L5 W

(Excluding Section 4)

: Birinci Sterilizasyon Saglik Hiz. Tic. ve San. Lid. $ti.

: Battalgazi Mah. Gecesefasi Sk. No: 2 J/4 ic Kapi No:1 Sultanbeyli
ISTANBUL / TURKEY

- 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: - Nonsterile Disposable With/Without X-Ray Gauze - Class lla

- Sterile and Nonsterile Disposable With/Without X-Ray
Gauze Compress - Class lla

- Sterile and Nonsterile Disposable With/Without X-Ray
Abdominal Compress - Class lla

- Sterile and Nonsterile Disposable With/Without X-Ray
Cotton Pad - Class lla

: 48133, 32572, 48134

: M.2021.106.14508

:MD.4108.1B

: 09.03.2021
:29.04.2021 Auditing Training

o X and Trade Inc. Co.
: 27.05.2024
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Reason: MoldSign Signature

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ AnkafePeafifipoldova
Phone: +90 0312 443 03 90 Fax: +90 0312 443 03 76

E-mail: info@udemltd.com.ir
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