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PLASTI-M_ED PL_ASTlK MED_IKAL U_RUN‘L.ER
SANAYI VE TICARET LIMITED SIRKETI

Deri OSB Mahallesi Yan Sanayi Cad. No:13 Tuzla/Istanbul/Turkey

with a scope of

Design, manufacture, sterilization and sale of Sterile and Non Sterile
Respiratory and Anesthesia Products, Sterile Urology Products, Sterile and
Non Sterile Aspiration and Drainage Systems, Sterile and Non Sterile
Gynecology Products, Sterile and Non Sterile Disposable Oral Swab, Other
Sterile Medical Devices (Camera Cover, Blood Gas Syringe With Needle,
Extension Line, Sponge Swab, Umbilical Cord Clamp, Biopsy Punch), Other
Non Sterile Medical Devices (Vomit Bag, Kidney Bowl, Enema Set, Sterile and
Non Sterile IVD Devices (Blood Gas Syringe, Smear Cup) and the service of
sub-contract Ethylene Oxide sterilization

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elements of the standard are excluded
“7.5.3”7 “7.5.4” "7.5.9.2"

EN ISO 13485:2016
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Certificate No :M 10712

Initial Certification Date : 21 June 2017
Certification Date : 09 June 2020
Expiration Date : 08 June 2023
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General Manager

Medical Device QM S
TS EN ISOANEC 17021-1

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepedren Tuzla - Istanbul - Turkey
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
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