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Medical Devices Directive 93/42/EEC Annex fi 
Company Name : Medbar Tibbi Malzemeier Turizm San ve Tic. A.§. 

Company Address : 1142 Sokak No:35 Somig Gaziemir IZMIR / TURKEY 

Related Directives and Annex 

FYoduct 

Certifleate Numbe^ 
Report Number 
Initial Assessment Date 
Regisfratlon Date 
Revision Date /No 

: MDD 93/42/EEC Medical Devices Directive - Annex! 
{Excluding Section 4) 
Phototherapy Eye Band - Class Is 

- Endoscopy Mouthpiece - Class Is 
- Pouch Perforator - Class Is 
- Cervix Brush - Class Is 
- Cervical Brush - Closs Is ' 
- Smear Spatula - Class Is 
- Linr* Holder-Class Is 
- Tracheostomy Fixer - Class Is 
- Endo'tracheqi Tube Fixer - Class Is 
- Endometrial Suction Curetfe - Class is 
- Insemination Cannula - Class Is 
- Surgical Drapes. Covers and Gowns - Class is 
- Cardtxjqrd Camera Cover - Class Is 
- Circled Camera Cover - Class Is 
- Microscope Drape - Class Is 
- Video Camera Cover - Class is 
- UmbBcai Cord Clanrp - Class Is 
- Valve Urine Bag - Class Im 
- Valve Emesis Bog - Class Im 
- Gastric Lavage Set - Class Im 
- Karman Cannula Injector (Manuel Vacuum Aspirator)-
- Karman Cannula - Class lla 
- Arthroscopy Set - Class lia 
- Mucous Aspirator - Class lia 
- IV Flow Controller (Controflow)- Class lia 

- Skin Maricing Set - Class Iki 
- Spffometer Filtered Mouthpiece - Class tia 
- Arterial Cannula - Class lia 
M.2016.106.7000 
MD.3184.IB 
01.07.2016 
03.10.2016 

UDEM IntemationaP 
Auditing Training 
and Trade Co. Ltd. 

:^ification 
itre Industry 

02.10.2021 Expiry Date 
UDEM hereby declares Ihot the recMremente of Annex II, exdudng section 4 of ttie drectlve 
hem been met for ttie Ssted producb. The above named mcnufocluterhos esfobfehed end cppSes a 
qixity assurance system, whlcJi is su t^ t to periocic surveBonce oudRs, defined by Annex I section 5 
of the fofsmentioned cflrecttve. AccorcfiTg to Annex If, secSon 4 cn EC ctetigv exominalion cerfiRcate is 
requfred for pJadhg the Class 111 devices on \he rnxkei. TMs certificate remcins as ttie property of UDEM 
jntecnafionol Certification Audting Tra'nira Centre Indusfry and Trade Co. Ltd to v/nom it must be returned 
upairequest. The above ncrnedcorrpdny and U D e ^ mu^ 
ttie re^trotion of ItT© certificate Usage of the CE rTKDtlc is uxter 
ccfirptetion of E C Deckxotion cfCtonfomity. The cbove mentioned carpanynrrust rtotfyc* C * K ^ 
with Itie approved product to UDEM. If UIDBvl wa riot terew ttie e ? p ^ 
mentioned company should stop placing the pnockjct cn the market. The cunency of ttie certificate can 
bedieckjed ttTOughwww.udenitdcom.tr. 

Addrres: Mutlukent Mahailesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKEY 
Phone:+90 0312 443 03 90 Fax:+90 0312 443 03 76 
E-fnolfc info®udemltd .com.tr www.udemltd.com.tr 
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MEDBAR TIBBi MALZEMELER TURiZM 
SANAYi VE TiCARET ANONJM §iRKETi 

FATiH MAH. 1142 SOK. NO; 35 SARNIC GAZlEMiR - IZMIR - TURKEY 

with a scope of 

S U R G I C A L D R A P E P R O D U C T S , IV F L O W R E G U L A T O R P R O D U C T S , 
KARMAN C A N N U L A P R O D U C T S , E N D O S C O P Y M O U T H P I E C E S , URINE 

C O L L E C T I O N P R O D U C T S , M U C O U S A S P I R A T I O N P R O D U C T S , 
A R T R O C O P Y S E T S , VOMIT/EMESIS B A G P R O D U C T S , S C R U B HAND 
B R U S H E S , F I L T E R E D M O U T H P I E C E P R O D U C T S , C E R V I C A L B R U S H 
P R O D U C T S , AMNIOTIC P O U C H P E R F O R A T O R S , F E C A L P A R A S I T E 

C O N C E N T R A T I O N P R O D U C T S , I N T E N S I V E C A R E P R O D U C T S 
P R O C E S S E S : P R O D U C T I O N , P A C K A G I N G , STERIL IZATION, STORING 

DISTRIBUTION AND E T H Y L E N E O X I D E S T E R I L I Z A T I O N S E R V I C E S A R E 
UNDER T H E S C O P E O F E N I S O 11135 S T A N D A R D 

Medical devices - Quality management systems - Requirements for 
regulatory purposes 

FolloMitig elements of the stcuidardare excluded" 

'•7.5.3- ••7.5.4'- ••7.5.9.2-

EN ISO 13485:2016 
Certificate No 

Initial Certification Date 

Certification Date 

Expiration Date 

; M 10326 

: 03 October 2019 

: 03 October 2019 

: 02 October 202 

General Manager 

Kiwa Certitication Services Inc. 

i l O S B 9. Cadde No. 15 Tepeoren Tuzta - Istanbul - Turkey 

Tei : - 90 216 393 25 75 Faki; : + 90 216 393 25 74 

Web ^ ! -mail: .r.^v, ' i i\^i:-:Si.o .yffi.ix 

Ceriificale »' va/id till a.xpirau-1'^ dat^ rubject to vicccsrful completion of periodical surveiUance audits. 

Picasa contact above numbers ior detailed in forma tiori. 
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