EG-Zertifikat / EC-Certificate

gem. 93/42/EWG Anhang Il ohne (4) | acc. 93/42/EEC Annex Il without (4)

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Bigakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 istanbul
Tiirkiye

fur die Produkte / die Kategorie: Liste der Produkte siehe Anlage 1
for the products / product category: List of products see annex 1

Medizinische Einmalartikel und Absauggerate
Disposable medical devices and devices for aspiration and vacuum extraction

ein Qualitatssicherungssystem fiir die Auslegung, die Fertigung und die Endkontrolle der genannten Produkte nach Malgabe
des Anhang Il (ohne Abschnitt 4) der Richtlinie 93/42/EWG anwendet. Zusétzlich zur CE-Kennzeichnung muss die Kennummer
der Benannten Stelle angebracht werden. Die Gltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitéts-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang |l Abschnitt 5. Das Zertifikat ist unter keinen Umsténden Obertragbar.

has established a quality system for design, production and final testing acc. to the requirements of Annex Il (without section 4)
of the directive 93/42/EEC. Additional to the CE-marking the notification number of the Notified Body has to be affixed. The
validity of this certificate is based on the maintenance of the quality system in accordance with the requirements of the directive
and its surveillance by the Notified Body according Annex Il section 5. The certificate may not be transferred under any
circumstances.

Reg.-Nr. / Reg.-No. 04 232 980886 Giiltigkeit / Validity
Bericht Nr. / Report No. 3524 7139 von [/ from 2020-04-16
3526 6208 bis / until 2023-09-16
W 7 3526 6290 Edition 8
(%
Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-16

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044
*ﬁrﬂ(‘k* Benannt durch/Designatad by

* Zenlralstelle der Lander 2
fisr Gesundhaitsschutz
ﬁ %—é .if ubr'EI;:::l‘el:\:IH:fn uL:\d e%
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+ e by Cojocaru Vera
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Reason: MoldSign Signature
Location: Moldova




Anlage 1, Blatt 1 von 6
Annex 1, page 1 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse llb
Products of class IIb

Pressure Monitoring Set
Leukocyte Filter Set
Gamma Leukocyte Filter Set

Produkte der Klasse lla
Products of class lla

Thoracenthesis Set
Thoracic Catheter

Arterial Needle
Endotracheal Tube
Reinforced Endotracheal Tube
RAE Endotracheal Tube
Nasogastric Catheter
Stomach Catheter

Feeding Catheter

Manifold / Manifold Pressure
Three-Way Stopcock

Bericht Nr. / Report No. 3524 7139
3526 6208

=

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafte 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

Benannt durch/Dasignated by

 alalad’

#

* ELE
* n
Vo

Zentralstelle der Lander
far Gesundheitsschutz
bei Arzneimitteln und
Medizinproduklen

ZLG-BS-236.10.1

o www.zlg.de

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

medical@tuev-nord.de

www.tuev-nord-cert.de



Anlage 1, Blatt 2 von 6
Annex 1, page 2 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Tourniquet Set

IV Cannula

Suction Catheter
Microaggregate Filter Set (Blood Filter Set)
Soft Drain

Oxygen Catheter

Nasal Oxygen Cannula
Oxygen Connecting Tube
Tracheostomy Tube
Extracorporeal PVC Tubing
Extracorporeal Tubing Set
Quick Prime Set
Cardioplegia Set

Wound Drainage Set
Infusion Pump Set
Yankauer Suction Set
Suction Connecting Tube
Surgical Braided Tape
Nelaton Catheter

Tiemann Catheter

Bericht Nr. / Report No. 3524 7139
3526 6208

W =

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

45141 Essen

TUV NORD CERT GmbH Langemarckstrafie 20

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

1}{1’3‘( ff"zfr‘#r Benannt durch/Designated by
g Yr  Zenlralstelle der Lander

'ﬁ' !._ * fiir Gesundheitsschutz
'ﬁ{ F— — 12? bei Arznaimitteln und

Medizinproduklen
LT

o www.Zlg.de

ZLG-BS-236.10.1

ANLAGE/ANNEX

Gliltigkeit / Validity
von [/ from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de

medical@tuev-nord.de



Anlage 1, Blatt 3 von 6
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Reg.-Nr. | Reg. No. 04 232 980886

Produkte der Klasse lla
Products of class lla

Hydrophilic coated uretheral Catheter
IV Filter Set
Aspirators

Blood Transfusion Set
Rectal Catheter
Umbilical Catheter
Angiographic Kit
B-Soft Kit

Aortic Punch

Gas Sampling Line
External Drainage Set
Vent Catheter

Vessel Cannula

Bericht Nr. / Report No. 3524 7139
3526 6208

f.H ‘k 3526 6290

Zertifizierungsstelle fiir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstraiie 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

)ﬁ' 'j;\' ‘iﬁ'ﬂ{ﬁ Benannt durch/Designated by

‘h * Zeniralstelle der Lander
| i W lir Gesundheitsschulz 2

* = * bei Arzneimitteln und 3
‘ﬁ’ ‘k Medizinprodukten §

e * #% 216-8S-236.10.16

o.de

ANLAGE/ANNEX

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de  medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 4 von 6
Annex 1, page 4 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

Urine Collection Bag

Pleural Drainage Set

Central Venous Pressure Set
Guedel Airway

Spigot

Extension Lines

Kapkon Connector

Straight Connector

Straight Luer Connector

Y Connector

Y Luer Connector

Stopper

Instopper

Umbilical Cord Clamp

T.U.R. Set / Arthroscopy set
Transfer Set

Intravenous Infusion Sets
Intravenous Infusion Sets / Flowmeter
Intravenous Infusion Sets / Burette

Bericht Nr. / Report No. 3524 7139 Gilltigkeit / Validity
3526 6208 von / from 2020-04-20
ry 7 3526 6290 Edition 15
. ?
Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-20

Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralie 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘é{ﬁ ﬁ*ﬁ' Benannt durch/Designated by

Yr  Zentalstelle der Lander 3

EZH fur Gesundheitsschulz 2

¢ == * bei Arzneimitteln und 3
‘i’-r Medizinproduklen %
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Anlage 1, Blatt 5 von 6
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Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Is (steril)
Products of class Is (sterile)

B-Safe

Intubation Stylet

Combi Stopper

Urimeter

Thoracic Drainage Set

Vaginal Specula

ENEMA Set

I.V. Infusion Set w/B-Flow Flow Regulator
Control Syringe

Meconium Aspiration Connector

ANLAGE/ANNEX

Anmerkung: Fur Produkte der Klasse | steril beschrénkt sich das Zertifizierungsverfahren auf die Aspekte der Herstellungs-
schritte in Zusammenhang mit der Sterilisation und der Aufrechterhaltung der Sterilitat.
Note: For products of class [ sterile the certification process is restricted to the aspects of manufacture concerned

with securing and maintaining sterile conditions.

Bericht Nr. / Report No. 3524 7139
3526 6208

fy ‘k 3526 6290

Zertifizierungsstelle flir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

ﬁ*ﬁ( *ﬁ* Benannt durch/Designated by

¥ Y Zentralstelle der Landar

* |4 | * fiir Gesundheitsschulz
—_—= bai Arznaimitteln und

'ﬁ ‘f-{ Medizinproduklen

,grt‘r* 2LG-BS-236.10.1

o www.zlg.de

Giiltigkeit / Validity
von / from 2020-04-20
Edition 15

Essen, 2020-04-20

www.tuev-nord-cert.de

medical@tuev-nord.de



ANLAGE/ANNEX

Anlage 1, Blatt 6 von 6
Annex 1, page 6 of 6

Reg.-Nr./ Reg. No. 04 232 980886

Produkte der Klasse Im (mit Messfunktion)
Products of class Im (with measuring function)

Urimeter

C.V.P. Set

Pleural Drainage Set
Volumetric Exerciser (B-Spiro)
Infusion Set w/Burette
Thoracic Drainage Set

Anmerkung: Fir Produkte der Klasse | mit Messfunktion beschrankt sich das Zertifizierungsverfahren auf die
Herstellungsschritte in Zusammenhang mit der Konformitét der Produkte mit den messtechnischen
Anforderungen.

Note: For products of class | with measuring functions the certification process is restricted to the aspects of
manufacture concerned with the conformity of the devices with metrological requirements.

Bericht Nr. / Report No. 3524 7139 Gultigkeit / Validity
3526 6208 von / from 2020-04-20
Edition 15

! l ’ 3526 6290
;

Zertifizierungsstelle fir Medizinprodukte Essen, 2020-04-20
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstrafie 20 45141 Essen www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

‘ﬁ'{(ﬁ'* Benannt durch/Designated by

Zenlralstelle der Lander 3

* fur Gesundheitsschutz &
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CERTIFIGATE

Certification No : 00108/DOR09B
Initial Certification Date : 20.01.2010
Recertification Date :31.12.2018
Issue Date :22.01.2021
Expiration Date :19.01.2022
Revision Date / No :31.12.2018 / 01

RoyalCert International Registrars, certifies that the management system of the organization has been assessed and
found to be in accordance with the requirements of the related standard.

IS0 9001:2013

DORT-A TIP MALZEMELERI SAN. iTH. iHR. TiC. LTD. $Ti.

Balikhisar Mahallesi Kéyici Serpmeleri No:795/A Akyurt / ANKARA, TURKIYE

Scope: Production, Design, Assembly and Packaging of Sterilization Reels and bags, Self Adhesive Sterilization Pouches, Bowie-Dick Test
Packages, Indicator Strips ( H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat Indicator Strip,
Type 4 Indicator Strip, Type 5 Indicator Strip, Type 6 Indicator Strip ), Type 5 Integrator, Rapid Steam Biological Indicator, Longtime
Steam Biological indicator, Ethylene Oxide Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD Group
Tests, Ethylene Oxide Load Control test, Autoclove Tapes (Steam, Ethylene Oxide, Plosma, Formaldehyde), ESU Pencils, ESU Pencil Tip
Cleaner, Wrap and Crepe Paper Sheets, Drainage Systems for Bady-Wound Liquid Wastes (Catheters, Storage Bottles), Polypropylene
Mesh, Sterile Container System, Container Label, Container Seal, Container Filter, Documentation Labels with Indicator, Reel Barcode
Labels with indicator, Washer Disinfectors, Ultrasonic Devices and Washing Control Tests of Surgical Instruments (Pro Test, Hemo Tests,
Washer Test, Cannula Control Test, Sonicontrol Test ), Double Biological Indicator Test Package (Biological Indicator-Type 5 Integrator),
Double Load Control Test Package (Type 5 Integrator and Inner PCD Type 6 Indicator), Triple Biological Indicator Test Package
(Biological Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging, of Disposable Medical Products

General Manager

TURKAK BDS NO
YS-CDDC-C45(

This eartification was conducted in anonrdance wilh (e RovalGer auditing and HayalCert Raigelandirme ve Gozetim A S
certification procedures and is subjent (o regular surve lance audits, ar Plaza € Blok 13 34752
The ariginal cerincate contains a security hologram. Masenlr, istanbul
ertification period s 3years Verifianle al: wwweroyolcerLoom 1+00 2166860310

This certification can he verified on TORIAK BOS no. and TBDS turkak.org 1



RoYALCERT

GERTIFIGATE

Certification No :00108/DOR13A
Initial Certification Date : 20.01.2010
Recertification Date :31.12.2018
Issue Date :22.01.2021
Expiration Date :19.01.2022
Revision Date / No :31.,12.2018 / 01

RoyalCert International Registrars, certifies that the management system of the organization has been assessed and
found to be in accordance with the requirements of the related standard.

150 13485:2016

DORT-A TIP MALZEMELERI SAN. iTH. iHR. TiC. LTD.
STi.

Balikhisar Mahallesi Kéyigi Serpmeleri No:795/A Akyurt / ANKARA, TURKIYE

Scope: Production, Design, Assembly and Packaging of Sterilization Reels and bags, Self Adhesive Sterilization Pouches, Bowie-Dick
Test Packages, Indicator Strips { H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat Indicator
Strip, Type 4 Indicator Strip, Type 5 Indicator Strip, Type 6 Indicator Strip ), Type 5 Integrator, Rapid Steam Biological Indicator,
Longtime Steam Biological indicator, Ethylene Oxide Biological Indicator, H202 ( Plasma ) Biological Indicator, Helix Group Tests, PCD
Group Tests, Ethylene Oxide Load Control test, Autoclave Tapes (Steam, Ethylene Oxide, Plasma, Formaldehyde), ESU Pencils, ESU
Pencil Tip Cleaner, Wrap and Crepe Paper Sheets, Drainage Systems for Bady-Wound Liquid Wastes (Catheters, Storage Bottles),
Polypropylene Mesh, Sterile Container System, Container Label, Container Seal, Container Filter, Documentation Labels with
Indicator, Reel Barcode Labels with Indicator, Washer Disinfectors, Ultrasonic Devices and Washing Control Tests of Surgical
Instruments (Pro Test, Hemo Tests, Washer Test, Cannula Control Test, Sonicontrol Test ), Double Biological Indicator Test Package
(Biological Indicator- Type 5 Integrator), Double Load Control Test Package (Type 5 Integrator and Inner PCD Type 6 Indicator), Triple
Biological Indicator Test Package (Biolegical Indicator, Type 5 Integrator and Inner PCD Type 6 Indicator) and Packaging, of Disposable
Medical Products

General Manager
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This certificalion was conducted in accordance with the RovalGert auditing and RoyalCert Belnelendirme ve Gozetim AS
cerlification procedures and i3 subject 1o regular survelance audits. \{ar Plaza £ Blok 11334752
The original certiicate conteins & security holoorm. flasehr, Istanbul
Cerlification period is 3 years Verifiable al, www.rovalcerL.com [:+00 716 688 00 10

This gerlification can be verified on TURKAK A0S no. and TOOS 1urkak.org e



SeRTIFIKA « CERTIFICATE - ASCERT : ZERTIFIKAT « CERTIFICAT

ASCERT

Certification

CERTIFICATE

This certificate is granted to the organization,

APEX TEKNIK TEKSTIL VE SAGLIK URUNLERI SANAYI TICARET
ANONIM SIRKETI

Head Office: Acidereosb Mahallesi Ordu Caddesi No:23 Saricam, Adana, TURKEY
Istanbul Branch: Oruc Reis Mahallesi Barbaros Caddesi Giyimkent Sitesi 16. Sokak
No:102-104 Esenler, Istanbul, TURKEY

Production and Sales of Nonwoven, Single Use Medical Consumables (Mask,
Caps, Shoe Cover, Sleeve Cover, Coverall, Gown, Sheet, Drape, Surgical Sets
and Personal Protective Equipments etc.)

according to the scope,

ISO 13485:2016

to certify that quality management system for medical devices in accordance with
standard's clauses is established and being implemented.

Date of first issue : 26.01.2021

Date of issue : 26.01.2021

Certificate period : 3years

Reissue date : 25.01.2022

Certificate No : TH.2021.1225 ' REGISTERED

ISC

Best Quality Services
System Certificate Approved

UW—

BQS BELGELENDIRME VE EGITIM HIZMETLERI LIMITED SIRKETI
Mahfesigmaz Mahallesi 79159 Sokak No:3/1 Merve Apartmani B Blok Daire:2 Cukurova, Adana, TURKEY
Tel: +90 322 234 81 22 Fax: +90 322 232 81 22 e-mall: info@ascert.com.tr
ASCERT Is a registered trademark of BQS CERTIFICATION




ZERTIFIKAT / Certificate

DIN EN ISO/EN ISO 13485 : 2016

Hiermit wird bescheinigt, dass die Firma / This certifies, that the company

Bicakcilar Tibbi Cihazlar Sanayi ve Ticaret A.S.

Osmangazi Mahallesi, Gazi Caddesi No: 21,
Esenyurt 34522 Istanbul
Tirkiye

ein Qualitdtsmanagementsystem nach der Norm DIN EN ISO 13485 : 2016 / EN 1SO 13485 : 2016 - Medizinprodukte -
Qualitdtsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefiihrt hat und aufrechterhalt.
Dieses Zertifikat stellt nicht den erforderlichen Nachweis zur Anbringung der CE-Kennzeichnung dar.

has established and maintains a quality management system that meets the requirements of DIN EN ISO 13485 : 2016/
EN ISO 13485 : 2016 - Medical devices - Quality management systems - Requirements for regulatory purposes.
This certificate is not an authorisation to affix the CE mark.

Geltungsbereich / Scope

Design, Manufacturing, Sterilization and Distribution of Disposable Medical
Devices.

Design, Manufacturing and Distribution of Devices for Aspiration, Devices for
Vacuum Extraction, Surgical Lights, Examination Lights, Surgical Tables,
Orthopedic Traction Systems, Stretchers, Gynecological Tables, Blood Donor
Chairs, Eye Surgical Tables, |.V. Stand, Examination Tables.

Reg.-Nr. / Reg.-No. 04 221 980886 Giiltigkeit / Validity

Bericht Nr. / Report No. 3529 9434 von / from 2021-09-17
bis / until 2024-09-16

piL - =

Zertifizierungsstelle fir Medizinprodukte Essen, 2021-09-16

Certification body for medical devices

Die Giltigkeit kann unter https://www.tuev-nord.de/de/unternehmen/zertifizierung/zertifikatsdatenbank verifiziart werden.
Validity can be verified at https://www.tuev-nord.de/de/unternehmen/zertifizierung/zertifikatsdatenbank.

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen  www.tuev-nord-cert.de  medical@tuev-nord.de

Benannte Stelle Kenn-Nr. 0044 / Notified Body ID. No. 0044

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-12007-05-01
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TURKAK

B
TURKAK BDS NO
YS-694E-E7CB

kiwa

MEDBAR TIBBi MALZEMELER TURIZM
SANAYI VE TICARET ANONIM SIRKETI

FATIH MAH. 1142 SOK. NO: 35 SARNIC GAZIEMIR - IZMIR — TURKIYE

CERRAHI KILIF URUNLERI, DAMLA AYAR SETi URUNLERI, KARMAN
KANUL URUNLERI, ENDOSKOPI AGIZLIGI, MUKUS TOPLAMA KABI
URUNLERI, IDRAR TOPLAMA URUNLERI, ARTROSKOPI SETI
URUNLERI, KUSMUK TORBASI URUNLERI, CERRAHI TIRNAK
FIRCALARI, FILTRELiI AGIZLIK URUNLERI, SMEAR FIRCALARI,
POUCH ACACAGI, PARAKON TUP, YOGUN BAKIM URUNLERININ
URETIMi, PAKETLENMESI, STERILIZASYONU, DEPOLANMASI,
DAGITIMI VE EN ISO 11135 STANDARDINA UYGUN ETILEN OKSIT
STERILIZASYON HiZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Duzenleyici amaglar igin gereklilikler

“Standardn asagida verilen maddeleri hari¢ tutulmugtur*
“7.3.3" 7547 7592

Sertifika No M 11326

ilk Belgelendirme Tarihi : 03 Ekim 2019
Sertifika Tarihi : 03 Ekim 2019
Son Gegerlilik Tarihi : 02 Ekim 2022

w@.@wﬂ

Genel Miidiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkiye
Tel: + 90216 593 25 75 Faks : + 90 216 593 25 74
Sertifikalar periyodik ara denctimlerin basaril ile tamamlanmas: kaydiyla gegerlidir.
Detayl bilgi igin yukanidaki numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 03 Ekim 2019 - R 00



SERTIFIKA

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

Firma Adi : Medbar Tibbi Malzemeler Turizm San ve Tic. AS.

Firma Adresi : 1142 Sokak No:35 Sarnic Gaziemir IZMIR / TURKIYE

ligili Yénetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yénetmelidi - Ek II (Madde 4 Harig)

Urbnler : Fototerapi Gz Bandi - Sinif Is
Trakeosotomi Kanvl Sabitleyici - Sinif Is
Endotrakeal Tip Sabitleyici - Sinif Is
El Sabitleyici - Sinif Is
Ayak Sabitleyici - Sinif Is
El ve Ayak Sabitleyici Cocuk/Bebek - Sinif Is
Jinekolojik Toplayici - Sinif Is
Mide Yikama Seti - Sinif Im
Arter Kanudl - Sinif lla

GMDN : 45189, 35752, 35815, 12102, 12094, 12097, 32655, 58985, 34893

Serfifika Numarasi 1 M.2016.106.7000
Rapor Numarasi :MD.3184.1B

Ik Belgelendirme Denetimi :01.07.2016

Tescil Tarihi :03.10.2016 P
Revizyon Tarihi/No : 10.07.2020/02 San. ve Tic. A.§.
Gecerlilik Tarihi :02.10.2021

UDEM, Listel Urinlerin 93/42/AT direktifi Ek I. madde 4 hang gerekiikiednin kargladiGin beyan eder. Yukanda ad) en
trafici Kalite Glvence Sistemi uyguladign ve Ek || madde 5'e gbre periyodik gozetim denefimier lle s?re figini
mgm'mcag\m beyan eder. Sinif Il olorak piyosayo oz edilecek Griinker xg'n k Il madde 4'a gore AT Tasanm inceleme
sertifikas gerekidir, Belge kopsaminda yer alon sinif | Orlnler ile i[ac)lli UDEMIn sorumiuiugu Oron stearil ise, sterl sartiann

lctim fonksiyonlu ise, Oriinlern metrolojik gereklere

elendirme

givence athna alinmas ve sird0rdimest e ilalll imalat konularg;
uyguniuguyla ilgil imalat konular lle simridr. Bu belgenin milldyet hakki UDEM Uluslararast Belgelendimme Denefim EGifim
San, Ve Tic. A5, 've aitiir ve steniidifinde lade ediimelidir, Yukanda ad) gegen firma va UDEM bu belgenin bir kopyasmi
Tescil tarhinden fibaren 5yl sire s muhaloro etmeldi, CE Markalarmann klllanim Crefici bayari fie fimna sorumiulugundads.
Adi gecen fimna anaylanmg Grin le ligii bitin degigkikied UDEM'e bildimek zorundadr. UDEM bu belgenin gecerligini
yenllemezse adi gegen firmo stiz konusu (rindn piyosoyo aramn durduracakir. Belgenin geceriginl www.udem.com.ir
internet sayfosindon kontol edabilrsiniz

Adres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara - TURKIYE
Tel: +90 312 44303 90 Faks: +90 312 44303 76
E-posta: info@udemitd.com.ir  www.udem.com.ir




CERTIFICATE

kiwa

AT Sertifikasi
Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V

Sertifika Numarasi: 1984-MDD-20-649
Asagida bahsi gegen kurulusun iretim kalite glivence sistemine ait incelemesinin,
tibbi cihazlara dair 93/42/AT yonetmeligi Ek-V gereksinimlerine gére yapildigini
beyan ederiz. Uretim kalite giivence sisteminin yukarida bahsi gecen yonetmeligin
ilgili kosullarina uygunlugunu tasdik ederiz.
Kurulus:

MEDCARE SAGLIK URUNLERi SANAYi VE TICARET ANONiM SiRKETI

Fatih Mahallesi Camlik Caddesi No:54 Gaziemir, izmir, Tiirkiye

Uriinler: Steril Tek Kullanimlik Onlikler, Steril Tek Kullanimlik Ortiiler, Steril Tek
Kullanimlik Ortii Setleri, Steril Tek Kullanimlik Ekipman Kiliflari

Sertifika son kullanma tarihine kadar gegerli olup periyodik gozetim denetimlerinin
basari ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa Belgelendirme
Hizmetleri'ne basvurunuz.

Rapor No: M.5250.01

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak
steril sartlarin glivence altina alinmasi ve muhafaza edilmesi ile ilgili tretim
yonleriyle sinirl olan kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz
Yonetmeligi Ek V'deki uygulanabilir sartlar karsiladigini tespit etmistir.

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi 93/42/AT altinda bir

onaylanmig kurulug olup kimlik numarasi 1984’tiir.

Muhtesem Gokhan Yiicel
08 Nisan 2020, istanbul, Tiirkiye Onaylanmis Kurulus Baskani

Kiwa Belgelendirme Hizmetleri A.S.

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

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-20-649

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:

MEDCARE SAGLIK URUNLERi SANAYi VE TICARET ANONiM SiRKETi

Fatih Mahallesi Camlik Caddesi No:54 Gaziemir, izmir, Turkey

Products: Sterile Disposable Gowns, Sterile Disposable Drapes, Sterile Disposable
Drape Packs, Sterile Disposable Equipment Covers

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

Report Number: M.5250.01
Expiry Date: 27 May 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.

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

uu@m,]

Muhtesem Gokhan Yiicel
08 April 2020, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

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.ir , e-mail: posta@kiwa.com
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This is to Certify that the
Medical Devices — Quality Management System
v d mm Ofll - -
MEDCARE SAGLIK URUNLERiI SANAYi VE
TICARET ANONIM SIRKETI

FATIH MAH. CAMLIK CAD. NO:54
GAZIEMIR / iZMiR / TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:

PRODUCTION AND SALES OF STERILE AND NON -STERILE
MEDICAL TEXTILE PRODUCTS

STERIL VE NON- STERIL MEDIiKAL TEKSTIL
URUNLERI URETIMI VE SATISI

:: Certificate No :: TR52746H

Date of initial registration 29 June 2020
Date of this Certificate 29 June 2020
Surveillance audit on or before 28 June 2021

Recertification Due / Certificate expiry 28 June 2023

This Certificate is property of Staunchly Management & System Services Ltd. and remains valid
subject to satisfactory surveillance audits.

Utk

Director
STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTD.
Suite 48, 88-90 Hatton Garden, London, EC1N 8PN,

Phone : +44 345 680 0199

Email : info@staunchlyservices.com Web : www.staunchlyservices.com SMEELORA/URERD2
For precise and updated information concerning the present certificate mail to info@staunchlyservices.com

oF MULT
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ACCREDITED

MSCBI125

This Certificate is the property of Staunchly Management & System Services Private Limited and shall be returned immediately when demanded



Tibbi Glhazlar KYS
TS EN ISONEC 170214

AB-0002.YS

MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM CERTIFICATE

S w%&% TIBBI CIHAZLAR KALITE YONETIM SISTEMi BELGES]  —foroer

THE RITCRATIOHAL CEATRICATION HETWOR

TURK STANDARDLARI ENSTITUSU
bu belge ile

MEDIKOKIM TIBB! VE KIMYEVI MALZEME SAN. VE
TIC. LTD. STL.

IKITELL! 0SB DEMIRCILER SAN. SIT. B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TURKIYE

kurulugunun TS EN ISO 13485:2016 sartlarina uygun bir TIBBI
CIHAZLAR KALITE YONETIM SISTEMI’ne sahip oldugunu
onaylar,

Belge kapsami Ek'te verilmigtir

Bu belge belgelendimna jartanna
A 4 stirece gageridi

TSE
TS EN ISO
13485

TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

SISTEM BELGELENDIRME GRUP BASKANI

Tiirk Standardlan Enstitiisii Tirk Akreditasyon Kurumu TURKAK tarafindan akredite edilmistir,
Turklsh Standards Institution, has been accredited by the Turkish Accreditation Agency TURKAK.

TURKISH STANDARDS INSTITUTION
hereby certifies that the organization

MEDIKOKIM TIBBI VE KIMYEVI MALZEME SAN. VE
TIiC.LTD. $TI.

IKITELL! OSB DEMIRCILER SAN. SIT, B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TORKIYE

has a MEDICAL DEVICES QUALITY MANAGEMENT
SYSTEM which fulfills the requirements of the TS EN ISO
13485:2016

Scope of the certificate is given in annex

Belge No / Certificate No
TY-02217-R16

Belge Tarihi | Date of Certificate
27.08.2020

Gegedilik Tarihl f Valid Untl)
__10.08.2023

Revizyon Tarihi / Date of Revislon
27.08.2020

il Belge Tarihi { [nitial Certification Date
10.08.2017

This certi is valid provided that comp
wiih the cariliicalion requiremenl is maimainad,

062708202007540001
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Tibbl Clivaziar KYS
T8 EN ISOIEC 170214

AB-0002-YS

Belge No / Certificate No; TY-022/17-R16

Belgeli Kurulus Adi, Adresi:

Name and Address of the Cerlified Organization:

Belge Kapsami:

TS EN ISO 13485:2016

- CERRAHI BEYIN PEDI{, PEDLER,

- SABITLEYICI, DESTEKLEYICI VE KORUYUCU BANTLAR
- AMELIYAT LAMBAS! EL TUTAMAGI KILIFI

TASARIME, URETIM! VE DAGITIMI

TSE
TS EN ISO
13485

rorca)  TIBBI GIHAZLAR KALITE YONETIM SISTEMI BELGESI et S

¥ *
L

a ¥

Y MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM CERTIFICATE i
EK / APPENDIX

Belge Tarihi / Date of Certificate: 27.08.2020

MEDIKOKIM TIBBI VE KIMYEVI MALZEME SAN. VE
TiC. LTD. STi.

IKITELLI OSB DEMIRCILER SAN. SIT. B7 BLOK
NO:157 34490 BASAKSEHIR -

ISTANBUL / TURKIYE

Scope of the Certificate:
TS EN ISO 13485:2016

DESIGN, MANUFACTURE AND DISTRIBUTION OF
- NEUROSURGICAL PATTIES, PADS

- FIXING, SUPPORTING AND PROTECTIVE BANDS
- OPERATING ROOM LIGHT HANDLE COVER

062708202007540001
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

TSE has issued an |QNet recognized certificate that the organization:

MEDIKOKIM TIBBI VE KIMYEVi MALZEME SAN. VE TiC. LTD. STi.

IKITELLI OSB DEMIRCILER SAN. SIT. B7 BLOK NO:157 34490 BASAKSEHIR -
ISTANBUL / TURKIYE

has implemented and maintains a
MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM
which fulfills the requirements of the following standard:

TS EN ISO 13485:2016

Issued on: 27-08-2020
Expires on; 10-08-2023

This attestation is directly linked to the IQNet Partner's original certificate and shall not be used as
a stand-alene document

Registration Number : TR-TY-022/17-R16

.
DR
e
T TP T

Alex Stoichitoiu
President of IQNet Head of Syétem Certification Group

[JNet Partners*™:
AENOR Spain AFNOR Certification France APCER Portugal CISQ ftaly
CQC China COM China CQS Czech Republic Cro Cert Creatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertificinti Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Kerea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAl freland
NYCE - BIGE México PCBC Poland Quality Austria Austria RR Russia Sl Jsrael SI) Slovenia
SIRIM QAS Intermational Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Fussia TSE Turkey YUQS Serbia
IQNet is represented In the USA by: AFNOR Certification, C18Q, DQS Holding GmbH and NSAI Inc.

* The List of 1QNct partners {s valid at the Hme of issue of this certificate. Updated information is available under wow.iqnet-certiication com
DEZ708202007 540001
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THE INTERNATIONAL CERTIFICATION NETWORK

Annex to IQNET Certificate Number :TR-TY-022/17-R16

Name and Address of the certified organization

MEDIKOKIM TIBBi VE KIMYEVi MALZEME SAN. VE TiC. LTD. STi.

IKITELLI OSB DEMIRCILER SAN. SIiT. B7 BLOK NO:157 34490 BASAKSEHIR - ISTANBUL /
TURKIYE

Scope of the Certificate

DESIGN, MANUFACTURE AND DISTRIBUTION OF
- NEUROSURGICAL PATTIES, PADS

- FIXING, SUPPORTING AND PROTECTIVE BANDS
- OPERATING ROOM LIGHT HANDLE COVER

This annex is only valid in connection with the above-mentioned certificate

<{S®> TURKISH STANDARDS INSTITUTION <{$&>

062708202007540001



INTERNATIONAL CERTIFICATION

TURKUAZ SAGLIK HiZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SAN. VE TiC. A.S.

Kurulugunun,

AKCABURGAZ MH. MUHSIN YAZICIOGLU CD. NO: 45/5 POSTA KODU: 34522

ESENYURT/ISTANBUL
Adresinde,

TIBBI CIHAZ ( CIHAZ DEZENFEKTAN/ BANYO- X -RAY/ TEMIZLIK SOLUSYONLARI, STERIL / NON-
STERIL ULTRASON JELLERI VE SOLUSYONLARI, STERIL/ NON-STERIL KAYDIRIC!| YARDIMCI
JELLER, BIT/SIRKE SAMPUAN VE SPREYLERI, SMEAR SPREY, YARA-YANIK BAKIM/TEDAVI
URUNLERI, ISI TRANSFER PEDLERI, IRRIGASYON NAZAL -ORAL-OFTALMIK SOLUSYONLAR,
KREMLER VE JELLER, TIBBI YAPISKAN SOKUCU,DERMOKOZMETIK JELLER, ANTIFOG
SOLUSYONU,ELEKTROILETKEN MEDYA, JINEKOLOJIK JELLER, GAYTA YUMUSATICISI), IN-VITRO
DIAGNOSTIK MEDIKAL CIHAZ (NUMUNE ALMA VE SAKLAMA KAPLARI) TASARIM, URETIM,
PAKETLEME, ETIKETLEME, STERILIZASYiON, DEPOLAMA, SATIS, PAZARLAMA, iTHALAT VE
HRACATI

Kapsaminda,

ISO 13485:2016

Medikal Cihazlar-Kalite Yénetim Sistemi

Uygulanmayan Maddeler: 7.5.3, 7.5.4, 7.5.9.2
Sartlarini sagladigi kanitianmistir

Sertifika No : C-US-20245563 Belge Periyodu 13l
Belgelendirme Tarihi : 30.12,2020 Revizyon No : 00
| Duzenleme Tarihi  : 25.12.2021 Revizyon Tarihi L=
Gecerlilik Tarihi : 29.12.2022 Teknik Alan :ADE
T — - ACCREDITED
TGS Management Systems
International Certification Certification Bady
MSCB-139

The validity of the certificate depends on observance of the TGS rules. Certificate validity may be checked on www.tgscert.com
TGS INTERNATIONAL CERTIFICATION TECHNICAL CONTROL AND SURVEILLANCE SERVICES CO. LTD.
Serifali Mh. Tavukguyolu Cd. No:256/4 Umraniye/ISTANBUL
Phone : +80 216 327 09 77(Pbx} Fax :+90 216 546 05 70
info@tgscert.com / www.tgscert.com



INTERNATIONAL CERTIFICATION

Certificate

TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SAN. VE TIC. A.S.

company,

AKCABURGAZ MH. MUHSIN YAZICIOGLU CD. NO: 45/5 POSTA KODU: 34522
ESENYURT/ISTANBUL/TURKEY

in address,

DESIGN, PRODUCTION, PACKAGING, LABELING, STERILIZATION, STORAGE, SALES,
MARKETING, IMPORT & EXPORT OF
-MEDICAL DEVICES (DEVICE DISINFECTANTS/ X-RAY BATH/DISINFECTANT SOLUTIONS, STERILE
/NON-STERILE ULTRASOUND GEL AND SOLUTIONS, LUBRICANT -SUPPORTIVE GELS, LICE/NIT
SHAMPOOS AND SPRAYS, SMEAR SPRAY, WOUND/BURN /CARE TREATMENT PRODUCTS, HEAT
TRANSFER PADS, IRRIFGATION NASAL-ORAL- OPHTHALMIC SOLUTIONS, CREAMS AND GELS
MEDICAL ADHESIVE REMOVERS, DERMOCOSMETIC GELS, ELECTROCONDUCTIVE MEDIA,
ANTIFOG SOLUTION, GYNECOLOGICAL GEL, STOOL SOFTENERS)
-IN-VITRO DIAGNOSTIC MEDICAL DEVICES (SAMPLING AND PRESERVATION CONTAINER)

on scope,

ISO 13485:2016

Medical Devices-Quality Management System
Not Applicable: 7.5.3, 7.5.4, 7.5.9.2

Is applicable.
Certificate No - 1 C-US-20245563 Certification Period : 3 Years
Date of Certification : 30.12.2020 Revision No : 00
Date of Issue 1 25.12.2021 Revision Date IS
Expiry Date 1 29.12.2022 Technical Area :ADE

“o“\ s ;
SV TEyrS”  ACCREDITED

Management Systems
Cerlification Budy

MSCB-139

International Certification

The validity of the certificate depends o obsarvance of the TGS rules. Certificate validity may be checked on www.tgscert.com
TGS INTERNATIONAL CERTIFICATION TECHNICAL CONTROL AND SURVEILLANCE SERVICES CO. LTD.
Serifali Mh. Tavukcuyolu Cd. No:268/4 Umraniye/ISTANBUL/TURKEY
Phone : +90 216 327 09 77(Pbx) Fax :+90 216 546 05 70
info@tgscert.com / www.tgscert.com



AT SERTIFIKA

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

M.2021.106.14604-1 Tasanm Inceleme Sertifikasi Bu Belgede Tanimli Olan Sinif Ill Urlnler icin Hazirlanmigtir

Firma Adli : Turkuaz Sadlik Hizmetleri Medikal Temizlik Kimyasal Urinler
San. ve Tic. AS.

Firma Adresi : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKIYE

ligili Yébnetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek Il (Madde 4 Harig)

Urtnler : Konix Steril C kateter jel (%0,01-%0,075 klorhekzidin - Sinif llI

Modeller :6ml, 11ml, 12ml, 20ml
GMDN 1 60796

E.61749811-511.14-435877 sayili 18.05.2021 tarihli resmi yaz kapsaminda 93/42/AT Ek | Md. 7 4 geregdi
T.C. Saglk bakanliginca verilen bilimsel gérise dayall olarak dizenlenmistir. Mo

Sertifika Numarasi : M.2021.106.14604
Rapor Numarasi : MD.3561.1B
llk Belgelendirme Denetimi :26.11.2020 P ey /
Tescil Tarihi £ 21.05.2021 UDEM UluSiade@sifelgelendirme
: s Denetim Egitim M&Tkezi
Revizyon Tarihi/No - San. ve Tic. A.S.
Gegerlilik Tarihi 4 1 27.05.2024
s ~

UDEM, Listeli Griinkerin 93/42/AT direkfifi Ek ||, madde 4 harig gerekifiklerdnin karsladiin beyan eder. Yukanda adi 2e¢en
ure1|<:| Kolite GUvence Sistemi uyguladigini ve Ek Il madde 5'e gére periyodik gdzeﬂm denetimier ile strekiigini
gllc:\,rclcc:glnl beyan eder. Sinif il olarak piyasaya arz edilecek Orinler icin Ek Il madde 4'e glve AT Tasanm Inceleme

fikas| gerekiidir. Belge kapsaminda yer alan sinif | Grinler ile ligil UDEMIn sorumlulugu Orin steril ise, sterdl sartiann
guvence alting alinmasi ve strdUrbimesi ile Igil imalat konulan: Sleim fonksiyoniu ise, Oriniedn metrolojfik gereklere
uyguniu?_wlc iigil Imalat konulor lle sinrhdr, Bu enin milkiyet hakk UDEM Uluslararas Belgelendirme Denefim EGitim

San ve 'ye aitfir ve istenildiginde lode ediimelidir, Yukanda adi gegen firma ve UDEM bu belgenin bir kopvaslm
ndan itibaren 5y sUre lle muhaofaza etmeldir, CE Markalamanin kullanimi Ureficl beyvaniile fimna sorumiulugundadr.
Ads %&cen firma onaylanmig Orin lle ligil bOtin dedjisikiklerd UDEM' e bildirmek zorundadr, UDEM bu belgenin gegeriigini

yenllemezse adi gegen firma sdz konusu Orin0n plyasoya armni durduracaktr. Belgen:n geceriigin www.udem.com.ir l l E
miamet sayfasindan kontrol edebilrsinz. D M

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE N S
Tel: +90 312 443 03 90 Faks: +90 3124430376
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ECCERTIFICATE

Full Quality Assurance System

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

M.2021.106.14604-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

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

Company Address : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKEY

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

Product : Konix Sterile C kateter jel (%0,01-%0,075 chlorheksidine) - Class Il

Models cé6mil, 11ml, 12ml, 20ml

GMDN : 60796

This certificate has been issued based on Ministry of Health's E.61749811-511.14-435877 numbered scientific
opinion taken on 18.05.2021 according to 93/42/EEC Annex | Arf .7.4

Certificate Number : M.2021.106.14604

Report Number : MD.3561.I1B '
Initial Assessment Date £ 26.11.2020 UDEM Inlhame@iBArtification
Registration Date :21.05.2021 Auditing Trininge@8nire Industry
Revision Date /No D - and Trade Inc. Co.

Expiry Date : 27.05.2024

UDEM hereby declares that the requirements af Annex ||, excluding section 4 of the 93/42/EEC Diractive have been i =

met for the lsted products. The above named manufocturer has established and applies a quality assurance system,
which is subject to pericdic survelflance audits, defined by Annex Il, secfion 5 of the forementioned directive. According
to Annex Il section 4 an EC design- examination cerfificate is required for placing the Class |l devices on the market, e
UDEM's responsibility for class | devices covered by the EC sertificate is imited to maonufacturing issues related fo

safeguarding and maintaining sterile conditions, if the device Is sterile; and manufacturing Issues related fo product's L
canformity with metrelogical requirements, if it has measurement function. This certificate remains as the property of

UDEM Intermnational Certification Auditing Training Cenfre Industry and Trade Inc. Co. to whorn it must be retumedupan U D E M
reguest. The above named company and UDEM must keep a copy of this cerfificate for 5 years from the registration

of the certificate. Usage of the CE mark is under the responsibiiity of the manufacturer with thecompletion of EC
Declaration of Conformity, The above menfioned company must notify all changes relatedwith the approved product
to UDEM. I UDEM will not renew.the expiry date of this cerlificale in quastion, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara — TURKEY

Phone: +90 0312 443 03 90 Fax: +?00312 4430376
E-mail: info@udemlid.com.ir www.udem.com.ir
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UDEM
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AT TASARIM INCELEME
SERTIFIKASI

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

M.2021.106.14604 belgesinin gegerlilik sUresi sona erdiginde, M.2021.106.14604-1
sertifikasinin gegerlilik sUresi de sona erecektir.

Firma Ad : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler
San. ve Tic. AS.

Firma Adresi : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKIYE

ligili Ydnetmelikler ve Ekler  : 93/42/AT Tibbi Cihazlar Yénetmeligi — Ek Il (Madde 4 )

Uron : Konix Steril C kateter jel (%0,01-%0,075 klorhekzidin - Sinif Il
Modeller :6ml, 11ml, 12ml, 20ml
GMDN 1 60796

T. C Saglik bokanltgmco verilen b|l|msel gbrUse dayal olarak dizenlenmistir.

Sertifika Numarasi 1 M.2021.106.14604-1 -
Rapor Numarasi : MD.3561.1B UDEM Uludlamay:
ik Belgelendirme Denetimi  : 26.11.2020 Denetim Eg\%
. o San. ve Tic. A.S.7
Tescil Tarihi :21.05.2021
Revizyon Tarihi/No | - [ h
Gecelilik Tarinhi 1 27.05.2024 ~
Tasanm belgesi yukanda gecen Urinler icin hazranmistr. UDEM, Lisieli Urinlerin 93/42/AT direkiifi Ex Il madde 4 G
gerekliiklernin kammlackdin beyan eder. Yukanda adi en Uretici Kalite GUvence Sstemi gulcdlgnl Ve EK IF
madde 5'e gére periyodik gozetim denefimies ile sOreldigini sagbyacagw beyan eder, Bu |n ik s
hakk UDEM Uluslararas: Belgelendime Denetim Egitim San. Ve Tic. A.S. 'ye dittir ve istenilcl
Yukanda adi gegen fima ve UDEM bu belgenin bir kopyasini Tescl tarihinden itibaren 5 yi sOre e muhofazcl U D E M
efmelidir. CE Markalamanin kullkanim Orefic anlile ima Sorumiulugundadsr, Ad gs-gm firma onaylanm J
Ordn ile iigii b0Oton degisikliklers UDEM'e bildimek zorundadr. UDEM bu belgenin gegediidini yenilemeze o L )
fima 56z konusu Grinin plyasaya amn durduracakr. Belgenin gegeriligin www.udem.com.irintemet
gﬁomdan kontrol edebilising

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya ~ Ankara - TURKIYE
Tel: +90 312 4430390 Faks: +90 312 4430376




ECDESIGN EXAMINATION
CERTIFICATE

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

With the expire of the certificate M.2021.106.14604 the validity of the certificate
M.2021.106.14604-1 will also end.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler
San. veTic. AS.

Company Address : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex |l (Section 4)
Product : Konix Sterile C kateter jel (%0,01-%0,075 chlorheksidine) - Class liI

Models :6mil, 11ml, 12ml, 20ml

GMDN 1 60796

This certificate has been issued based on Ministry of Health's E.61749811-511.14-435877 numbered scientific
opinion taken on 18.05.2021 according to 93/42/EEC Annex | Art .7.4 ’

Certificate Number 1 M.2021.106.14604-1

Report Number : MD.3561.1B

Initial Assessment Date :26.11.2020

Registration Date :21.05.2021

Revision Date /No lim ~
Expiry Date & :27.05.2024

The EC desing examination cerfificaie refers to the aobove mentioned product. UDEM hereby declares that the
requiremeants of Annex Il, section 4 of the $3/42/EEC Directive have been met for the listed producis. The above
named manufacturer has established ond applies o quality ossuwrance system. which is subject fo pericdic surveiliance
audits, defined by Annex Il, section 5 of the aforementioned direcfive. This cerfificate remains as the property of
UDEM Intemational Cerfification Auditing Troinmg Centre Indushy and Trade Inc. Co. fo whom it must be retumed
upon request. The above named company and UDEM must keep a copy of this cerlificate for 5 years from the
registrafion of the cerfificate. Usoge of the CE mark is under the resporsibility of the manufacturer with the complefion
of EC Declaration of Conformity. The above mentioned company must notify all changes related U D E M
with the approved p(oduct to UDEM. If UDEM will not renaw the e date of this cerlificale in question, the
ﬁoneﬂ stop placing he product on the market. The validity of the cerlificate can be checked
through www. udamcom. tr.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +?00312 4430376
E-mail: info@udemitd.com.ir www.udem.com.ir




UDEM |
Smaly

AT SERTIFIKA

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

M.2021.106.14603-1 Tasanm inceleme Sertifikasi Bu Belgede Tanimii Olan Sinif lll Urbnler Igin Hazirlanmigtir

Firma Adi : Turkuaz Saglik Hizmetleri Medikal Temiziik Kimyasal Urbnler
San. veTic. AS.

Firma Adresi : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKIYE

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

UrOnler : Steril Konix Lido Kateter Jel (% 2 lidokain) - Siruf Il

Modeller :6ml, 11ml, 12ml
GMDN 1 60796

E.61749811-511.14-3432977 sayih 12.05.2021 tarihli resmi yazi kapsaminda 23/42/AT Ek | Md. 7.4 geredi
T.C. Saglk bakanliginca verilen bilimsel gérise dayal olarak dizenlenmistir. :

Sertifika Numarasi : M.2021.106.14603
Rapor Numarasi : MD.3561.1B
llk Belgelendirme Denetimi :26.11.2020 2P &,
un o T

Tescil Tarihi £ 21.05.2021 UDEM Ultag JFelgelendirme
Revi Tarihi/N _ Denetim Egltlm VieTkezi
Gecerlilik Tarihi 2 1 27.05.2024
UDEM, Ustel Orinledn 3/42/AT direkdifi Ek Il, modde 4 harig gereklikl&ﬂnln kargodidin beyan eder. Yukanda udr% (" L
Urefici Kalite Guvence Sistemi uygulodigini ve Ek Il madde 5'e gére periyodik gmef:m denetimlen ile surel e%;m
so layacagini beyan eder. Sinif il olarak piyasaya arz edilecek Urbnler icin Ek 1| madde 4'e giire AT Tasanm Inceleme

ifikasi QBkalidlr Belge kapsaminda yer alan sinff | Grinler lle Ileali UDEMIn sorumiulugu Ordn steril ise, stedl sartlann f‘
g[wence alting alinmasi ve sOrdCrdimes! ile liglil imalat konular; SlgUm fonksiyonlu ise, Orinlern r‘nETroioﬂk ?ereklere
uyguniuguyla 1Igll irnalat konulan ile sinicidir. Bu enin milklyet hakk UDEM Ulusiararas Belgelendirme Denafim Egitirn
San. Ve fic. AS. 'ye aitfir ve Isiemldlgmde lade ediimeldrr. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini
e e e e =

| gacen onaykanmeg Uriin n e bildirmek zorundad, U enin gec i

em%mezse adi gegen fima séz konusu Urinin plyasaya arzni durduracaktr. Belge! erfiigini E?E com.ir
eiwyfoamgcr‘ kontrol edebilirsiniz 4 oot e D E M

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No: 10 Cankaya — Ankara — TURKIYE ~ 7

Tel: +20 312 44303 90 Faks: +90 312 44303 76




ECCERTIFICATE

Full Quality Assurance System

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

M.2021.106.14603-1 Design Examination Certificate Was Prepared for Class Ill Products Defined in This Certificate.

Company Name : Turkuaz Saglik Hizmetleri Medikal Temiziik Kimyasal Uriinler
San. ve Tic. AS.

Company Address : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKEY

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

Product : Sterile Konix Lido Catheter Gel (% 2 lidocaine ) - Class llI

Models s6mil, 11ml, 12ml

GMDN 1 60796

This certificate has been issued based on Ministry of Health's E.61749811-511.14-3432977 numbered scientific
opinion taken on 12.05.2021 according to 93/42/EEC Annex | Art .7.4

Certificate Number 1 M.2021.106.14603
Report Number :MD.3561.18 a<b
Initial Assessment Date 1 26.11.2020 UDEM Irt&A ® % ification
Registration Date 1 21.05.2021 Auditing Tgini ! re Industry
Revision Date /No ;- and Trade Inc. Co.
Expiry Date : 27.05.2024

UDEM hereby declares that the requirements of Annex |l. exciuding section 4 of the 93/42/EEC Directive have been i =3
met for the lsted preducts. The above named manufacturer has estabished and applies a quality ossurance system.

which s subject fo pedodic surveilance audits, defined by Annex Il, section 5 of the foremenftioned directive. According r
to Annex i, secfion 4 an EC design- examinafion cerfificate is required for placing the Class |l devices on the market. /:e

UDEM's responsibliity for closs | devices covered by the EC serfificate s imited to manufacturing issues related to

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

confarmity with metrological requirements, if it has measurament function. This certificate remains as the property of

UDEM International Certification Auditing Training Cenfre industry and Trade inc. Co. to whom it must be returmedupen U D E M
-

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 thecompletion of EC
Declarotion of Conformity, The above mentioned company must notify all changes relatedwith the opproved product

o UDEM. If UDEM will not renew the expiry date of this cerfificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76

E-muail: info@udemltd.com.fr www.udem.com.ir

J




AT TASARIM INCELEME
SERTIFIKASI

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

M.2021.106.14603 belgesinin gecerlilik sUresi sona erdiginde, M.2021.106.14603-1
sertifikasinin gecerlilik sUresi de sona erecexktir.

Firma Ad : Turkuaz Sadlik Hizmetleri Medikal Temizlik Kimyasal Urinler
San. ve Tic. AS.

Firma Adresi : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKIYE

ligili Ydnetmelikler ve Ekler  : 93/42/AT Tibbi Cihazlar Yénetmeligi — Ek Il (Madde 4 )

Urtin : Steril Konix Lido Kateter Jel (% 2 lidokain) - Sinif Il

Modeller :6ml, 11ml, 12ml

GMDN 1 60796

E.61749811-511.14-3432977 sayili 12.05.2021 tarihli resmi yazi kapsaminda 93/42/AT Ek | Md. 7.4 geredi
T.C. Saglik bakanlginca verilen bilimsel gérise dayal olarak dlzenlenmistir.

Sertifika Numarasi 1 M.2021.106.14603-1 : 2 -
Rapor Numarasi : MD.3561.IB UDEM UTUs 2 Bdlgelendirme
- \ s _J ] .
llk Belgelendirme Denetimi  :26.11.2020 genetl N\ CEW ezl
. _— an. ve
Tescil Tarihi : 21.05.2021
Revizyon Tarihi/No - . B
Gecerlilik Tarihi : 27.05.2024 -
Tasanm belgesi yukanda gegen Onlnler icin hcaranmigtr. UDEM, Listefi Orlinlerin 93/42/AT direkfifi Ek Il, madde 4 e
gerel inin karsladigin b eder. Yukanda adi gecen Oreticl Kalite Glvence Sitemi Ln{)géubdpgnl ve Bl
madde 5'e gbre periyodik gbzetim denefimieri e strekilgini sadlayacagin beyan eder. Bu belgenin m‘:ﬂ(‘zet A
hakki UDEM Uluslararast Belgelendime Denetim Egitim San. Ve Tic. AS. 've dittir ve isteniidi iade .
Yukanda adi gecen fima ve UDEM bu belgenin bir kopyasni Tescl tarhinden ifibaren 5 i stre fe muhafaza U D E M
etmelidir. CE Markakamanin kullanim Orefici beyani e a Sonm undadrr. Adi Qeﬁen fima onaylanm
Ortn lle Igh bsigé.lgo dedisikikleri UDEM'e bid‘rme(r;:égrundg%\: 'églg bu belgenin ge¢ u%.rr;u yerﬂler?rgz?e a 11 L b/
en fimna nusu Onindn 'QsCy Q. arani GC . i alihguwww. M.COM.IT INteme
%ﬂsndm kcmtrc:lr-:clet:is‘ﬁizpﬂ"‘r o

Adres: Mutlukent Mahallesi 2073 Sokak [Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 3124430376




ECDESIGN EXAMINATION
CERTIFICATE

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

With the expire of the certificate M.2021.106.14603 the validity of the certificate
M.2021.106.14603-1 will also end.

Company Name : Turkuaz Sadlik Hizmetleri Medikal Temiziik Kimyasal UrGnler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mahallesi, Muhsin Yazicioglu Caddesi, No:45/5, 34522,
Esenyurt ISTANBUL / TURKEY

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

Product : Sterile Konix Lido Catheter Gel (% 2 lidocaine ) - Class i
Models 6ml, 11ml, 12mil
GMDN : 60796

This certificate has been issued based on Ministry of Health's E.61749811-511.14-3432977 numbered scientific
opinion taken on 12.05.2021 according to 93/42/EEC Annex | Art .7.4 g,

Certificate Number :M.2021.106.14603-1 : :

Report Number : MD.3561.1B UDEM IntQHaN{C fication
Inifial Assessment Date :26.11.2020 Auditing Troginggeepfo Indusiry
Registration Date +21.05.2021 andTrade Inc. Co.

Revision Date /No D - N

Expiry Date i : 27.05.2024

The EC desing examinatiion cerlificate refers to the above mentioned product, UDEM hereby declares that the
requirements of Annex Il section 4 of the 93/42/EEC Directive have been met for the lisied products. The above
named manufacturer has established and opplies a qualty assurance systerm. which is subject to peredic surveilance
audits, defined by Annex ||, section 5 of the oforementioned directive. This cerfificate remains as the property of
UDEM International Certification Auditing Training Centre Indusiry and Trade Inc. Co. to whom it must be returned
upon request. The above named company and UDEM must keep a copy of this certificate for 5 yvears from the
registrafion of the certificate, Usage of the CE mark is under the responsibility of the manufacturer with the completfion U D E M
L

of EC Declaration of Contormity. The obove mentioned company must notlfy all changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this certificate in guestion, the
mentioned company should stop placing the product on the market. The vaidity of the cerfificate can be checked
through www.udem.com, r.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) Na:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@udemitd.com.ir www.udem.com.ir
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