ECCERTIFICATE

Full Quality Assurance System

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

M.2020.106.13505-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrGnler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : Sterile Catheter Gel with Lidocaine (Konix Lido C Sterile
Catheter Gel) - Class lll

GMDN 1 60796

This certificate has been issued based on Ministry of Health's 68869993-511.14-E8880 numbered scnenhﬂc
opinion taken on 08.04.2020 according fo 93/42/EEC Annex | Art .7.4 :

Certificate Number 1 M.2020.106.13505

Report Number :MD.3561.1B

Initial Assessment Date :21.06.2019

Registration Date :10.04.2020

Revision Date /No :12.03.2021/01

Expiry Date 127.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been il 3

met for the listed products. The above named manufacturer has established and applies a quality assurance system, w

which is subject to periodic surveilance audits, defined by Annex II, secfion 5 of the forementioned directive. According ‘F-

to Annex I, section 4 an EC design- examination certificate is required for placing the Class lil devices on the market.

UDEM's responsibility for class | devices covered by the EC sertificate is imited to mcnufccfunng issues related to

safeguarding and maintaining sterile conditions, if the device is sterile; and manufact, ues related to product's 7

conformity with mefrological requirements, if d has mecsuremem function. This certi .'\ s as the property of

UDEM International Certificafion i e Inc. Co. 4N st be retumedupon E

f)%i‘féﬁl 5? g%fls certifica® I | K| #om the registration U D M

mplefion of EC L )

Declaration of Conformity. The
to UDEM. If UDEM will not renew %%Wd

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) Na:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
E-mail: info@udemltd.com.ir www.udem.com.ir

request. The above named co! é S
of the certificate, Usage of the QK § rego 5| H e manufactu AL
a ohfy allchanges refd S ANCA
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AT SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il (Madde 4 Harig)

M.2020.106.13505-1 Tasarm inceleme Sertifikasi Bu Belgede Tanimh Olan Sinif IIl UrGnler icin Hazirlanmigtir

Firma Adi : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrGnler
San. ve Tic. AS.

Firma Adresi : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKIYE

ilgili Yénetmelikler ve Ekler : 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek Il (Madde 4 Harig)

UrOnler : Steril Lidokainli Kateter Jel (Konix Lido C Steril Kateter Jel) - Sinif I

68869993-511.14-E8880 sayili 08.04.2020 tarihli resmi yazi kapsaminda 93/42/AT Ek | Md. 7.4 geregdi
T.C. Saglik bakanh@inca verilen bilimsel gérise dayali olarak diUzenlenmistir.

Sertifika Numarasi : M.2020.106.13505

Rapor Numarasi :MD.3561.1B

ik Belgelendirme Denetimi :21.06.2019 \

Tescil Tarihi £10.04.2020 <IN
. L Denetim Egitim

Revizyon Tarihi/No :12.03.2021/01 San. ve Tic. A.S.

Gecerlilik Tarihi . :27.05.2024

7~
UDEM, Listeli Grinlerin 93/42/AT direktifi Ek I, madde 4 hari¢ gerekiiiklerinin karsladigin beyan eder. Yukanda adi gegen )

Uretici Kalite GUvence Sistemi uyguladigini ve Ek Il madde 5'e gore periyodik gézetim denetfimleri ile sUrekiiligini w
scg‘loyacagml beyan eder. Sinif lll olarak piyasaya arz edilecek Urlnler icin EK I madde 4'e gre AT Tasarm inceleme r

serfifikasi gereklidir. Belge kapsaminda yer alan sinif | rinler ile ilgili UDEM'in sorumlulugu 0rUn steril ise, steril sartlann

glvence altina alinmasi ve surdiriimesi ile ilgili imalat konular; Slc

uygunlu?_uylc iigillimalat konulan ile siniridir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denefim Egitim

San. Ve Tic. A$. 'ye dittir ve istenildiginde iade ediimelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini

Tescil tarihinden itibaren 5 yil sUre ile muhafaza etmeldir. CE Markalamanin kulianimi Oretici beyani ile firma sorumiulugundadr.

yenilemezse adi gegen firma séz konusu Urindn plyasaya arzini durduracaktr. Belgenin gegeriligini www.udem.com.ir E

internet sayfasindan kontrol edebilirsiniz. U D M
Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE p S J

Um fonksiyonlu ise, Urnlerin metrolojik %ereklere
oA
Adh gecen firma onaylanmis Urdn ile ilgili bitin degisikiikleri UDEM'e bildirmek zorundadir. UDEM bu belgenin geceriiigini
Tel: +90 312 44303 90 Faks: +90 312 44303 76




AT TASARIM INCELEME
SERTIFIiKAST

93/42/AT Tibbi1 Cihaz Direktifi Ek II, Madde 4

M.2020.106.13505 belgesinin gegerlilik sUresi sona erdiginde, M.2020.106.13505-1
sertifikasinin gegerlilik sGresi de sona erecektir.

Firma Adi : Turkuaz Saglhk Hizmetleri Medikal Temizlik Kimyasal UrOnler
San. ve Tic. A.S.

Firma Adresi : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKIYE

ilgili Ydnetmelikler ve Ekler  : 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek Il (Madde 4 )

Oron : Steril Lidokainli Kateter Jel (Konix Lido C Steril Kateter Jel) - Sinif 1l

GMDN 1 60796

T.C. Saglk bakanhdinca verilen bilimsel gérise dayali olarak dizenlenmistir.

Sertifika Numarasi : M.2020.106.13505-1
Rapor Numarasi : MD.3561.I1B UDEM Uluslar
ik Belgelendirme Denetimi :21.06.2019 Denetim Egitim
Tescil Tarihi :10.04.2020 SRR

Revizyon Tarihi/No : 12.03.2021/01 @ )
Gecerlilik Tarini 2 1 27.05.2024 ~
Tasanm belgesi yukanda gegen Urnler icin hazranmistr. UDEM, Listeli UrOnlerin 93/42/AT direkdifi Ek Il madde 4 é
R e e e e /‘,A

hakki UDEM Uluslararasi Belgelendime Denetim Egitim San. Ve Tic. A $. 'ye aittir ve istenildiginde iade edimelidir.
Yukanda adi gecen fima ve UDEM bu belgenin bir ko%osml Tescil tarihinden itibaren 5 yil sUre ile muhafaza U D E M
.

etmelidir. CE Markalamanin kullanimi Urefici beyaniile frma Sorumiulugundadir. Adi gecen fima onaylanm
UrOn ile iigii bton degisiklikleri UDEM'e bildimek zorundadir. UDEM bu belgenin geceriigini yenilemezse adi
gecen fimai séz konusu UrinUn piyasaya arzini durduracaktr. Belgenin geceriigini www.udem.com.irintemet
sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 312 44303 76

E-nasta: info@iidemitd com tr - www tidem com tr
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ECDESIGN EXAMINATION
CERTIFICATE

93/42/EEC Directive of Medical Devices Annex II, Section 4

With the expire of the certificate M.2020.106.13505 the validity of the certificate
M.2020.106.13505-1 will also end.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrOnler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive — Annex Il (Section 4)

Product : Sterile Catheter Gel with Lidocaine (Konix Lido C Sterile
Catheter Gel) - Class il

GMDN 1 60796

This certificate has been issued based on Ministry of Health's 68869993-511.14-E8880 numbergglssc igni'ﬁg
opinion taken on 08.04.2020 according to 93/42/EEC Annex | Art .7.4 ¢

Certificate Number : M.2020.106.13505-1

Report Number : MD.3561.IB

Initial Assessment Date :21.06.2019 s e :
Registration Date :10.04.2020

Revision Date /No :12.03.2021/01 (" )
Expiry Date . :27.05.2024 ‘-L'J

named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance y
audits, defined by Annex Il, section 5 of the aforementioned directive. This cerfificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be retumed U D E M

\ S

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the é
requirements of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above

upon 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 the completion
of EC Declaration of Conformity. The above mentioned company must notify all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this ceriificate in question, the
mentioned company should stop placing the product on the market. The validity of the cerfificate can be checked
through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@Qudemiltd.com.ir www.udem.com.ir
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