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MEDITERA TIBBI MALZEME SAN. VE TiC. A.S.

HQ: 5758 SOKAK NO: 4/C-E KARABAGLAR - iZMIR - TURKEY
FACTORY: IBNIMELEK OSB MH. TOSBIYOL 4 SK. NO:29 TiRE - iZMiR - TURKEY

DESIGN AND DEVELOPMENT, MANUFACTURE AND DISTRIBUTION OF BREATHING
AND INFUSION SYSTEMS AND SERVICE OF INFUSION DEVICES. STERILIZATION
FOR MEDICAL DEVICES ACCORDING TO REQUIREMENTS OF EN I1SO 11135

with a scope of

EN ISO 13485:2016

Has established a management system in accordance
with international Medical Devices Quality Management System Standard

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

CERTIFICATE

Certificate No :M 11573

Initial Certification Date : 21 September 2018
Certification Date : 16 September 2021
Expiration Date : 15 September 2024

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla

Istanbul / Turkey dl: EMLQF’)

Tel: +90216593 2575
Faks: + 90216 593 25 74

info@kiwa.com.tr

www.kiwa.com.tr

General Manager

Certificate is valid till expiration date,
subject to successful completion of
periodical surveillance audits.

Please contact above numbers for

YS-2555-50AF

detailed information.

Last Modified: 16 September 2021 - R 01


mailto:info@kiwa.com.tr
http://www.kiwa.com.tr/

CERTIFICATE

@ <
kiwal
AT Sertifikasi

Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yénetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-19-588
Agsagida bahsi gegen kurulugun iiretim kalite giivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gore yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi gegen yénetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.

Kurulus:

MEDITERA TIBBi MALZEME
SANAYi VE TICARET ANONiM SiRKETI

IBNI MELEK OSB. MH. TOSBIi YOL 4 SK. NO:29 35900 TiRE / iZMIR - TORKIYE

Uriinler: Solunum Devreleri, Isitici Telli Devre, Anestezi Balonu, Solunum Maskesi,
Filtre, IV Set ve Konnektérler, Kateter Mount, Enjektér Kilit Adaptérii, Biyosidal
Aparati

Uriinler, sertifikanin bir parcasi olan ekte tamimlanmig olup, ek bir sayfadan

olusmaktadir. Sertifika son kullanma tarihine kadar gegcerli olup periyodik gdzetim
denetimlerinin basan ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri’ne basvurunuz.

Rapor No: M.5419.02

ilk Yayim Tarihi: 17 Nisan 2019
Son Yayim Tarihi: 14 Nisan 2021
Revizyon Numarasi: 02

Son Gegerlilik Tarihi: 16 Nisan 2024

Bu sertifika kapsaminda olan Sinif Is {iriinler igin Kiwa Belgelendirme Hizmetleri
A.3., Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak steril sartlarin glivence altina
alinmasi ve muhafaza edilmesi ile ilgili Giretim yénleriyle sinirh olan kalite sistemini
denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek V'deki uygulanabilir

sartlar karsiladigini tespit etmistir.

Muhtesem Gdkhan Yiicel

14 Ni 21,1 |, Tarki
Nisan 2021, Istanbul, Ttirkiye Onaylanmis Kurulus Baskan:

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Tiirkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr



CERTIFICATE

kiwa
AT Sertifikasi Eki: Sayfa 1/1
Uretim Kalite Giivence Sistemi

Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V
Sertifika No: 1984-MDD-19-588, Revizyon Numarasi: 02

ilgili tibbi cihazlar;

Oriin: Solunum Devreleri

Tipleri: Ventilasyon Devreleri, Anestezi Devreleri, Ozel Devreler, Yan Kapal
Devreler / APL Valfli Devreler, BPAP Devreler, IPPB Devreler, CPAP Devreler,
Proksimal Basing Hath Devreler, Coaxial Devreler, T Devreler, Chambers,
Aspiarasyon Hortumlari, BVM Resusitatérler, Gaz Ornekleme Hatlari, Devreler igin
Nebulizasyon Pargalar

Oriin: Isitici Telli Devreler
Uriin: Anestezi Balonlan

Oriin: Solunum Maskesi
Tipleri: Anestezi Maskeleri, Oksijen / Aerosol Terapi Maskeleri

Uriin: Filtre
Tipleri: Solunum Filtreleri

Uriin: IV Set ve Konnektérler
Tipleri: infiizyon Setleri, Uzatma Setleri, Inflizyon Konnektérleri

Uriin: Kateter Mount
Uriin: Enjektor Kilit Adaptéri
Uriin: Biyosidal Aparati

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yénetmeligi 93/42/AT altinda bir
onaylanmis kurulug olup kimlik numarasi 1984 tiir.

uu@QM,j

Muhtesem Gdkhan Yiicel

14 Nisan 2021, Istanbul, Tiirkiye Onaylanmis Kurulus Baskan:

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkiye
Tel.: +90 216 593 25 75, Faks: +90 216 593 25 74
Web: www.kiwa.com.tr , e-posta: posta@kiwa.com.tr



CERTIFICATE
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EC Certificate

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-19-588
We hereby declare that an examination has been carried out following the
requirements of the national legislation to which the undersigned is subject,
transposing Annex-V of the Directive 93/42/EEC on medical devices. We certify
that the production quality system conforms with the relevant provisions of the
aforementioned legislation.

Organization:

MEDITERA TIBBi MALZEME
SANAYi VE TICARET ANONiM SIRKETi

IBNi MELEK OSB. MH. TOSBi YOL 4 SK. NO:29 35900 TiRE / 1ZMIR - TURKEY

Products: Breathing Circuits, Heated Wire Circuits, Anestheasia Bags, Breathing
Masks, Filters, IV Sets ve Connectors, Catheter Mounts, Syringe Lock Adaptor,
Biocidal Applicator

The products defined at the enclosure which is the part of this certificate and

contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5419.02

Date of first issue: 17 April 2019

Date of last issue: 14 April 2021

Revision Number: 02

Expiry Date: 16 April 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to the
aspects of manufacture concerned with securing and maintaining sterile conditions
in accordance with MDD Annex V and found that the quality system meets the
applicable requirements in MDD Annex V for Class Is devices covered by this

MQ,QM,]

Muhtesem Gékhan Yiicel

14 April 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



CERTIFICATE

I {. <!
Enclosure of the EC Certificate: Page 1/1

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-19-588, Revision Number: 02

Concerned medical devices;

Product: Breathing Circuits

Types: Ventilation Circuits, Anestheasia Circuits, Special Circuits, Semi-Closed
Circuits / APL Valve Circuits, BPAP Circuits, IPPB Circuits, CPAP Circuits, Proximal
Pressure Line Circuits, Coaxial Circuits, T Circuits, Chambers, Aspiration Tubes, BVM
Resuscitators, Gas Sampling Lines, Nebulizer Parts for Breathing Circuits

Product: Heated Wire Circuits
Product: Anestheasia Bags

Product: Breathing Masks
Types: Anestheasia Masks, Oxygen / Aerosol Therapy Masks

Product: Filters
Types: Breathing Filters

Product: IV Sets ve Connectors
Types: Infusion Sets, Extension Lines, Infusion Connectors

Product: Catheter Mounts
Product: Syringe Lock Adaptor
Product: Biocidal Applicator

Kiwa Belgelendirme Hizmetleri A.$. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

u@zw,]

Head of Notified Body

14 April 2021, Istanbul, Turkey Muhtesem Gékhan Yiicel

Kiwa Belgelendirme Hizmetleri A.$.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



medittr&(@ PRODUCT DESCRIPTION

€0-80ad

1. Product Name and Product Code:

AL-080239.V001 Bacterial Viral Filter (STERILE EO)
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2. Manufacturer:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.
3. Sterilization Method :

Ethylene oxide sterilization. This product line is provided both as sterile
4, Packaging:

Tyvek packaging.

5. Intended Use and Functional Description :

6. AL-080239.V001 manufactured by Meditera, is a disposable, single-use barrier type, bi-
directional fitter fabricated from a plastic resin that is supplied to the customer packaged and
non-sterile. Fabricated with a filtering medium that is highly effective in reducing the numbers of
bath bacterial and viral contaminates that may be present in a patient's exhaled gas, the device's
design also minimizes the resistance to air flow. The product is intended to protect both the

patient and machine from potential transmission of pathogens by droplets and aerosols.

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00 1




Meditera”

PRODUCT DESCRIPTION

€0-80ad

7. Shelf life :

5 years from the date of production .

8. Product Description:

8.1. Classification: Class lla Rule 2

8.2. This product does not contain any metalic parts

8.3. Spesification of the product :

Filter Code Viral Bacterial Resistance to flow Weight (gr) | Dead | Moisture Tidal
efficiency | efficiency Space | outputat | Volume
(ml) | 500 ml Vt (ml)
30 60 90 It/min
It/min It/min
AL-080239 | >99.999% | >99.9999% | 5mm I4mm |27.6mm |21 33 NA 150-
H,O H,O H,O 1500

9. Standarts:

EN 1SO 13485:2003, 93/42/EEC Medical Device Directive, EN ISO 9360-1:2009, EN ISO 9360-

2:2009, EN ISO 11607-1:2009, EN 1SO 11607-2:2009, EN [1SO11135-1:2007, EN ISO 23328-1, EN

ISO 23328-2

10. Waste Method:

After use product will be “contaminated medical waste” and package will be “packaging waste”

so they should be handled according to relevant national and international standards and

regulations.

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00




medittra(@ PRODUCT DESCRIPTION

€0-80ad

1. Product Name and Product Code:

AL-11019-060.V002- Adult Corrugated Circuit 180cm with limb and breathing bag (Sterile EO)
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2. Manufacturer:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.
3. Sterilization Method :

Ethylene oxide sterilization. This product line is provided both as sterile and nonsterile.
4, Packaging:

Tyvek packaging. ISO Class 8 Clean Room Manufactured

5. Intended Use and Functional Description :
Disposable circuits used to conduct medical gases from the anaesthesia system to the patient.
Anaesthetic gas exits the anaesthesia machine (via the common gas outlet) and then enters a
breathing circuit. The function of the circuit is to deliver oxygen and anaesthetic gases to the
patient and to eliminate CO2. The CO2 may be eliminated by gas inflow or bysoda lime

absorption.

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00 1




Meditera PRODUCT DESCRIPTION

€0-80ad

6. Shelf life :

5 years from the date of production .

7. Product Description:
7.1. Classification: Class Ila Rule 2
7.2. This product does not contain any metalic parts

7.3. Specification of the product :

Iltem Description Quantity
2 LT NEOPRENE SINGLE FOLDED BREATHING BAG WITH
150.07.040 STICKER(RIGID PP CONNECTOR) 1,0
150.11.036 ELBOW CONNECTOR LUER CAP 1,0
151.03.001.01 22 MM STRAIGHT CONNECTOR 4,0
151.03.021.01 LONG CONNECTOR CAP RED 1,0
151.03.087.02 22 MM PARALLEL Y CONNECTOR W/OUT PORTS PP 1,0
151.03.110 22-22MM STRAIGHT CONNECTOR 1,0
151.03.178.01 ELBOW CONNECTOR WITH CO2 PORT PP 1,0
151.05.01.055 22 MM CORRUGATED TUBING PE 160 CM CUT 1,0
151.05.01.062 22 MM CORRUGATED TUBING PE 180 CM CUT 2,0
8. Standarts:

EN ISO 13485:2003, 93/42/EEC Medical Device Directive, EN ISO 5367, EN 1SO 5356-1, EN I1SO
11607-1:2009, EN ISO 11607-2:2009, EN 1SO11135-1:2007, EN ISO 23328-1, EN I1SO 23328-2,EN
ISO 594-1

9. Waste Method:

After use product will be “contaminated medical waste” and package will be “packaging waste”
so they should be handled according to relevant national and international standards and

regulations.

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00 2




Meditera PRODUCT DESCRIPTION

€0-80ad

1. Product Name and Product Code:

AL-17300.V001 Double Swivel Catheter Mount Extendible

Manufacturer:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.

2. Sterilization Method:
Ethylene oxide sterilization .This product line is provided both as sterile and non-sterile.
Packaging:

Product is packed individually. This package has two layer, one side is Film which is general
thermoforming packaging material for medical devices. The other side is medical paper which is
designed to be used as a porous lidding material in medical packages and as a porous web in
industrial, medical pouches.
3. Intended Use and Functional Description :
4, Catheter mounts are adaptors that connect the tracheal tube to the end of the anaesthetic
breathing system. Various connectors fit between the distal end and the tracheal tube.
5. Time of Usage:
5 years from the date of production .
6. Product Description:
6.1. Classification: Class lla Rule 2
6.2. This product does not contain any metalic parts
6.3. Volume of the product varies according to tubing length and other parts of the product.
6.4. Pediatric, and adult versions of circuits are available.
6.5. 15 MM Polypropylene Extendible Tubing
6.6. 15M-22F Connector for circuit connection

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00 1




medittra(@ PRODUCT DESCRIPTION

€0-80ad

6.7. Double swivel patient connection
7. Applied Standarts:
EN ISO 13485, 93/43/EEC Medical Device Directive, SO 12342, EN 5356, 1SO 11135-1, ISO
10993-7, 1SO 10993-1, EN ISO 11607-1, EN I1SO 11607-2.
8. Tests performed on the product :
8.1. Dimensional controls (Gauge, caliper and weight controls)
8.2. Leakage
8.3. Resistance to flow
8.4. Routine assembling process controls
8.5. Pull test
8.6. Biocompatibility

8.7. Accelerated aging test

PD08-03, Yayin Tarihi: 27.06.2014, Rev. No:00 2




PART QUANTIT
UNIT NO. DESCRIPTION
NUMBER Y
2 LT NEOPRENE SINGLE FOLDED BREATHING BAG WITH
1 150.07.040 1
STICKER(RIGID PP CONNECTOR)
2 150.11.036 ELBOW CONNECTOR LUER CAP 1
3 151.03.001.01 22 MM STRAIGHT CONNECTOR 4
4 151.03.021.01 LONG CONNECTOR CAP RED 1
5 151.03.087.02 22 MM PARALLEL Y CONNECTOR W/OUT PORTS PP 1
6 151.03.110 22-22MM STRAIGHT CONNECTOR 1
7 151.03.178.01 ELBOW CONNECTOR WITH CO2 PORT PP 1
8 151.05.01.055 22 MM CORRUGATED TUBING PE 160 CM CUT 1
9 151.05.01.062 22 MM CORRUGATED TUBING PE 180 CM CUT 2
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stok adi stok kodu
stock name ?gf:RGIZIENEGOEIRCUIT stock code AL-11019-060.vV002
Olgek revizyon no
scale 1:2 revision no o1
erini aldigi versiyon no
}'Iep/acementgfar N/A occursy 001
sayfa 1/1 tip kullanilan sistem
f t . . til t .
SOLVENT page/o / "’ Technical Drawing reating Y€ solidWorks
SOLVENT
prototip onayl dretimde aretim disi
%75 SOLVENT + %25 ALKOL prototype ® approved @ X in production ® out of production
%75 SOLVENT + %25 ALCOHOL S+A
revizyon notu aciklamalar
oo toxt sorati
QLL(!(OOHLOL revision texi Limb hat’ndaki balon escriptions
limb hatindan ayri1 gosterildi. All dimensions are in millimeters
LOCTITE hazirlayan onaylayan
LOCTITE author y appr})/veg/ c
tarih
. date 23.1.2018 23.1.2018
SILIKON Si .
SILIKON isim

name Samet Oztiirk

Ferda Sevingli
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All dimensions are in millimeters
Anftet gincellendi. ol Samet Oztiirk Yusuf Pekgiizel
Ag/k/ama/ar Revizyon no | Dedistirme yapan  Onaylayan
Notes Revision no Changed By Approved B
Genel Toleranslar Olgek ] Ad Imza Tarih
SOLVENT Gen. Tolerances Scale ’ Name Signature Date ¢ ®
SOLVENT Raziriayan Samet Oztiirk 2.12.2019
Prepared B l ra
%75 SOLVENT + %25 ALKOL Onayiayan . ¢ pekgiizel 2.12.2019
%75 SOLVENT + %25 ALCOHOL S+A Approved
Resim no ) Yayin no
ALKOL Dwr.no Release no | TPAL-17300.V001_1
ALCOHOL N/A Yayin tarihi
Parga Adl  C ATHETER MOUNT (ALTECH) Release date 07042073
II_-(CD)C(%HETE Part Name Sheet/Sayfa  Total/Tamami A
1 1
SILIKON . Pargca Kodu S. Boyutu
SILIKON Part Code AL-17300.V001 Drw.Size

Dokiman kodu, revizyon no ve revizyon tarihi

7 6 5 4 3 2 Document code, revision no and revision date ]

PRO06.03.000.FO4 REV.00 (20.12.2018)
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