CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex Il (Excluding Section 4)

Company Name . : Dért A Tip Malzemeleri San. ith. Ihr. Tic. Lid. Sti.

Company Address : Balikhisar Mah. Kéyici Serpmeleri No:795/;\ Akyurt ANKARA / TURKEY
Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : - Sterile Polypropylene Mesh - Class b

- Sterile Esu Pencil - Class llib

- Sterile T Drain - Class lla

- Sterile PVC Straight Drain (normal- blue x-ray line) - Class lla

- Sterile Silicone Straight Drain (normal- blue x-ray line) - Class lla

- Sterile PVC Thorax Drain (blue x-ray line ) - Class lla

- Sterile Silicone Thorax Drain (blue x-ray line ) - Class lla

- Sterile Flat Drain (normal/ blue x-ray line) - Class lla

-sterile PVC Redon Drain (blue x-ray line) - Class lla

- hle e Silicone Redon Drain (blue x-ay line ) - Class lla

Digitally sigsd by Cojocaru Vera Channel Drain (normal/ blue x-ray line)

‘ )
J|[| S |i|i,,.
Date: 2022.01.13 10:25:09 EET ik h)r ),, f/ round ) - Class lla
Reason: MoldSign Signature jihz (&lije Drain Suction Set (Yankuer Set) Vacuum/

Location: Moldova T -Vocuum Class lla
- Sterile Penrose Drain (blue x-ray line ) - Class lla
- Sterile Silicone Hemovac Drain Set Single/ Double - Class lla
- Sterile PVC Hemovac Drain Set Single / Double - Class lla
- Sterile Esu Pencil Cleaner - Class Is
- Sterile Aspiration Tube - Class Is
- Sterile Passive Chest Drainage Bottle 2000ml - Class Is
- Sterile Bomb Reservoir - Class Is

GMDN 1 44681, 60300, 35118, 35824, 11305, 11301, 35917, 4464

Certificate Number :M.2016.106.7276
Report Number : MD.3334-YB
Initial Assessment Date :31.07.2012
Registration Date :05.12.2016
Recertification Assessment Date : 26.07.2017
Reissue Date :24.10.2017/01
Revision Date /No :09.06.2020/01

Expiry Date :07.08.2022

UDEM hereby deckares that the requirerments of Annex Il, excluding section 4 of the 93/42/EEC Direclive have been met
for the fisted products. The above named manufocturer has establshed and appled a quallty assurance system, which s
subject to periodic survellonce audits, defined by Annex i, section 5 of the forementioned directive. According to Annex

&, section 4 on EC design-examination certiicate s requied for placing the Class i devices on the market, UDEM responsbilty /:ré

s

and Trade Inc. Co.

for class | devices covered by the EC cerfificate s imited to manufactuing ssues related to safeguarding and maintaining
sterle conditions, f the device & sterle; and manufactuing issuss reloted to product's conformily with metrological requirements,
if it has measurement function, This cerfificate remains as the property of UDEM Infemational Certification Auditing Training
Cenire Industry and Trade inc. Co. fo whom it must be refumed upon request, The above named company and UDEM
must keep a copy of this cerdificate for 5 years from the regisiration of the certificate. Usage of the CE mark is under the

of the manufacturer with the completion of EC Declaration of Conforrmily. The above rmentioned company
must notify all changes related with the approved product fo UDEM. F UDEM wil not renew the validity of this certificate
in question, the mentioned company should stop plocing the product on the market, The validity of the
certificate can be checked through www.udem.com.ir.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430374
E-mail: info@udemlid.com.tr www.udem.com.ir
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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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CERTIFICATE

& o
kiwa¥
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



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
*ﬁ*‘ﬁ’* Benannt durch/Designatad by

Zenlralstelle der Lander 2

?g.__é ﬁ% fir Gesundheitsschutz g‘
= 3

bel Arzneimitteln und =
Medizinproduklen %

H ok +* #% 716-8S-236.10.16



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
Annex 1, page 3 of 6

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 %

s ﬁﬁ* ZLG-BS-236.10.16



Anlage 1, Blatt 5 von 6
Annex 1, page 5 of 6

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 &

== bei Arznaimitteln und ;
“ﬁ' Medizinproduklen 2
6

7*“‘;*: ﬁﬁ* ZLG-BS-236.10.1



EC Certificate TUVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144232 0001

Report No.: 17047213 010

Manufacturer: SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong
P.R. China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No.: HD 60139711 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex ll, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

s

=
GA P,
Notified Body ﬁ T
| Effective Date: 2020-05-26 & 4

Date: 2020-05-26

Fuxiu Sheng

TU)I Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

TP (408 @ TUV, TUEW and TUN & registersd iademarks. Ltiatin and spplheation fequires price apprval




Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Products:

. ®
TUVRheinland

TUV Rheinland s LS Bes: 0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

HD 60144232 0001
17047213 010

SCW Medicath Ltd.

No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong

P.R. China

- Disposable Pressure Transducers

- Introducer Sets

- Guide Wires

- Angiographic Syringes

- Hemodialysis Catheterization Kits

- Patient-Controlled Analgesic Infusion Pumps
- Disposable Infusion Pumps

- Tracheostomy Tube Kits

- Percutaneous Nephrostomy Sets

-~ Ureteral Stent Sets

- Drailnage Catheter Sets

- Transradial Introducer Sets

- Introducer Needles

- I.V Cannulas

- Cervical Ripening Balloon
- Postpartum Balloon

Date: 2020-05-26

Notified Body

Fuxiu Sheng

100704 0408 @ TLW, TUEV and TUW are registernd tradarmarks, Utiisation and application reguires prar soproal,




% ®
TUVRheinland

Tl:lV Rheinland Doc. 2/2, Rev.0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60144232 0001

Report No.: 17047213 010

Manufacturer: SCW Medicath Ltd.
No. 4 Baolong 6th Road
Baolong Industrial Town
Longgang District, Shenzhen
518116 Guangdong
P.R. China

Products:

- Locking Drainage Catheters
- Percutaneous Access Sets

- ERCP Guidewires

- Manifolds

- Stopcocks

- Manifold Sets

- Connecting Tubings

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Dose-control Syringes

- Balloon Inflation Devices

- Colored Piston Specialty Syringes

- Infusion Sets with Needleless Adapters
- Pressure Bandages

- Hemostasis Valve Sets

- Injection Caps

Notified Body

Date: 2020-05-26

Fuxiu Sheng

10020d D408 @ TUY, TUEY and TUV arn ragestered tradamarks. Utilisation and application iaguires prior enpreval.




CERTIFICATE

kiwa

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

Sertifika Numarasi: 1984-MDD-20-682
Asagida bahsi gegen kurulusun iretim kalite glivence 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:

Medbar Tibbi Malzemeler Turizm San. Ve Tic. A.S.
Fatih Mah. 1142 Sokak Sarnig No:35 Gaziemir - izmir - Tiirkiye

Uriinler: Damla Ayar Seti, Uzatma Hatti, Karman Kaniil ve Karman Kaniil Enjektdr,
Artroskopi Seti, Solunum Fonksiyon Test Cihaz Filtreli Agizlik, Cilt isaretleme Seti,
Mukus Toplama Kab, Valfli idrar Torbasi, Valfli Kusmuk Torbasi, Cerrahi Kiliflar ve
Ortiiler, Endoskopi Agizhg, Smear Firgalari, Amniyotik Pouch Agacagi, Gobek
Klempi, Steril Luer Konnektoér Kapak, Arter Kaniil, Jinekolojik Toplayici, Y-Tipi
Fototerapi G6z Bandi

Uriinler, sertifikanin bir parcasi olan ekte tammlanmis olup, ek bir sayfadan
olusmaktadir. Sertifika son kullanma tarihine kadar gecerli olup periyodik gozetim
denetimlerinin basari ile tamamlanmasina tabidir. Detaylar icin litfen Kiwa
Belgelendirme Hizmetleri’ne bagvurunuz.

Rapor No: M.5746.03

ilk Yayim Tarihi: 13 Temmuz 2020

Son Yayim Tarihi: 11 Mayis 2021

Revizyon Numarasi: 01

Son Gegerlilik Tarihi: 27 Mayis 2024

Kiwa Belgelendirme Hizmetleri A.S. Tibbi Cihaz Yonetmeligi Ek V'e uygun olarak
metrolojik sartlara sahip cihazlarnin uygunlugu ile ilgili iiretim yonleri ve steril sartlarn
giivence altina alinmasi ve muhafaza edilmesi ile ilgili iretim yonleriyle ile sinirlh olan
kalite sistemini denetlemis ve kalite sisteminin Tibbi Cihaz Yonetmeligi Ek V'deki

uygulanabilir sartlan karsiladigini tespit etmistir.

Muhtesem Gokhan Yiicel
11 Mayis 2021, istanbul, Turkiye Onaylanmis Kurulus Bagkani

Kiwa Belgelendirme Hizmetleri A.S.

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



CERTIFICATE

AT Sertifikasi Eki:

Uretim Kalite Giivence Sistemi
Tibbi Cihaz Yonetmeligi 93/42/AT Ek-V
Sertifika No: 1984-MDD-20-682, Revizyon Numarasi: 01

ilgili tibbi cihazlar;

Uriin Adi

Tipleri

Damla Ayar Seti

Damla Ayar Seti (Uzun, Déner Luer Lock, Y Portsuz, igne Girigsiz)

Silindirik Damla Ayar Seti (Uzun, Déner Luer Lock, Y Portsuz, igne
Girigsiz)

Uzatma Hatt

Uzatma Hatti {(30cm- 50cm- 60cm- 75¢cm- 90cm- 100cm- 120cm-
150cm)

Basinca Dayanikli Uzatma Hatti (30cm- 50cm- 60cm- 75¢cm- 90cm-
100cm- 120cm- 150cm)

Karman Kanul ve Karman Kanil
Enjektor

Karman Kaniil (No: 3, 4,5, 6,7, 8,9, 10,12)

Tek Valfli Manuel Vakum Aspiratori Set, Cift Valfli Manuel Vakum
Aspiratori Set, Tek Valfli Manuel Vakum Aspiratori, Cift Valfli
Manuel Vakum Aspiratori

Non Steril Tek Valfli Manuel Vakum Aspiratérii, Non Steril Cift
Valfli Manuel Vakum Aspiratéri

Artroskopi Seti

Y-Tur Seti, Y-Tur Seti Puarli

Solunum Fonksiyon Test Cihaz
Filtreli Agizlik

Kiiglik (26mm, 30mm, 33mm)

Kiigiik Mandalli (26mm, 30mm, 33mm)

Biyiik (30mm, 33mm)

Buiylik Mandalli (30mm, 33mm)

Cilt isaretleme Seti

Cilt isaretleme Seti, Ince Uglu Cilt Isaretleme Seti

Mukus Toplama Kabi

Mukus Toplama Kabi (15ml, 25ml, 40ml, 100ml)

Mukus Toplama Kabi Hortumlu (40ml)

Valfli idrar Torbasi

Beyaz, Musluklu

Valfli Kusmuk Torbasi

Seffaf, Beyaz

Cerrahi Kiliflar ve Ortiiler

Mikroskop Kilifi, Kamera Kilifi, Kartonlu Kamera Kilifi, Teleskobik
Kamera Kilifi, Cemberli Kamera Kilifi, Akordeon Kath Kamera Kilifi,
Prob Kilifi, Endoskopi Torbasi, Skopi Kilifi, C Kollu Skopi Kilifi,
Floroskopi Kilifi, Ameliyat Tavan Lambasi El Tutamag Kilifi

Endoskopi Agizligi

Smear Firgalar

Firca, Spatula

Amniyotik Pouch Agacagi

Gobek Klempi

Steril Luer Konnektér Kapak

Arter Kantl

18G, 20G, 22G

Jinekolojik Toplayici

Jinekolojik Toplayici, Jinekolojik Toplayici Enjektorli

Y-Tipi Fototerapi Goz Bandi

Kuiciik, Orta, Biyiik

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

11 Mayis 2021, istanbul, Tirkiye

Kiwa Belgelendirme Hizmetleri A.S.

a@wﬂ

Muhtesem Goékhan Yiicel
Onaylanmig Kurulus Baskani

ITOSB 9. Cad. No:15 Tepetren, 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.tr



4amedical’

producifig health for the world
D&rt-A Tip Malzemeleri

Sanayi Ith. |hr. Tic. Ltd. $ti

ADRES ﬁal-wsm Mah Koyigl Serpmeleri No: 795 / A
Akyurt - ANKARA / TURKIYE

TEL :0312.363 50 52-53

FAX 1 0312.363 52 10

WEB I http//iwww.4amedical.com

E-MAIL ‘mnkara@4amedical con

DECLARATION OF CONFORMITY
In accordance with ISO / IEC
No 01/2015
MANUFACTURER: DORT-A TIP MALZEMELERI SANAYi iTHALAT iHRACAT TIiCARET LIMITED SIRKETI
Address: Balikhisar Mahallesi Kéyici Serpmeleri No795A Akyurt Ankara Turkey

Products: Sterilization Reels and Pouches (Flat, Gusset, Tyvek), Self Adhesive Sterilization Pouches, Bowie & Dick Test
Pack 4ABD, Indicator Strips (H202 Indicator Strip, Formaldehyde Indicator Strip, Ethylene Oxide Indicator Strip, Dry heat
Indicator Strip, Class 4 Indicator Card 4ASI, Class 5 Indicator Strip, Class 6 Indicator Strip, Class 6 Steam Indicator 3,5
minutes 4A6Sl), Class 5 Integrator, Registration Card, Longtime Steam Biological Indicator, Longtime Ethylene Oxide
Biological Indicator, Longtime H202 (Plasma) Biological Indicator, Helix Group Tests, PCD Group Tests, Ethylene Oxide
load control test, Tapes (Steam, Ethylene Oxide, Plasma, Formaldehyde), Wrap and Crepe Paper Sheets, Sterile Container
System, Container Label, Container Seal, Container Filter, Documentation Labels with Indicator, Reel Barcode Labels with
Indicator; Label Gun ,, 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- Class 5 Integrator), Biological Test Package, Double Load Control Test Package (Class 5 Integrator and Inner
PCD Class 6 Indicator), Triple Biological Indicator Test Package (Biological Indicator, Class 5 Integrator and Inner PCD
Class 6 Indicator)

Above described products complied with below norms.

DOCUMENT NO TITLE EDITION / DATE OF
ISSUE
93/42/EEC Council Directive 93 /42 / EEC 07.06.2011

Concerning Medical Devices

TS EN 868-5 Material Packaging 27.12.2012
TS ENISO 11140-1 Chemical Indicators 18.02.2015
TSE EN 868-9 Material Packaging 19.01.2010
TS ENISO 11140-4 Bowie Dick Test Pack 31.01.2008
TS EN 11138-1 Biological Indicators 29.04.2008

TS EN 15883-1 Washing Machine Disinfector Residue Test 30.10.2014




Additional information:

The development, production and the distribution is supported with a Quality Management System according to the
requirements of the ISO 9001:2015 and ISO 13485:2016. The Quality Management System is certificated through the
notified body ROYALCERT (Certificate No: 108 / DOR09B and 108 / DOR13A) as proof of the conformity of the products
with the requirements of the Council Directive 93/42/EEC concerning Medical devices were considered in class 1 non
sterilized products.

Declaration of Conformity is valid for 1 year.

Ankara Turkey 20.01.2021

Canan Oktem

General Manager
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TIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name

Company Address

Related Directives and Annhex

GMDN

Certificate Number
Report Number

Initial Assessment Date
Registration Date

: Honnes Saglik ve EndUstriyel Urinleri A.S.

: Cumhuriyet Mah. Karayel Sokak No:14 Cayrrova KOCAELI / TURKEY

: 93/42/EEC Medical Devices Directive - Annex V

: Sterile Ready To Use Wound Dressing (Nonwoven Polyurethane) - Class | |

Sterile Eye Pad - Class Is
Sterile Haemostatic Pressure Band - Class Is

Steril Catherer Fixation Band - Class Is
- Nonwoven, Transparent

- Polyurethane Nonwoven With Pad

- Transparent With Pad

- Polyurethane With Pad

: 34864, 11661

1 M.2018.106.9658
:MD.3508.YB
:19.01.2016

1 10.05.2018

Recertification Assessment Date : 05.12.2018

Reissue Date / No
Revision Date /No
Expiry Date

UDEM hereby deciares that the requirements of Annex V of the drective $3/42/EEC have been met for the
listed products. The dbove named manufacturer has established and applies a qudity assurance systern, which
Is subject fo periodic survellance audits, defined by Annex V, section 4 of the aforementioned directive. UDEM's
g‘eigponsibmy for class | devices covered by the EC serfificate s imited fo manufacturing issues related to
and maintaining sterle © ions, if the dev.ce s sterile; and manufoct issues related to

's conforrnity with jcd requirements, if it has measurement function. This i

the property of UDEM Int

if st be refumed Upon recuest, The cboove named company and UDEM must keep a copy of fhis
for & vears from the registration of the cerfificate. U 2 2 9 2

manufacturer with the completion of EC Declaration o? Conformnity. The above mentioned cormpany miust
m% dif changes related with the ceﬂmved product to UDEM. IF UDEM will not renew the mﬁg}/ date of this
ificat rmdstoppt:rlodngtl-eprod.x:fmihe

e in question, the menfion

company

: 27.02.2019/01

:07.02.2024

and Trade

of the CE mark Is under the responsiblity of the

. The vadidity

of the cerlificate can be checked through www .udem.com. fr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 3 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 0390 Fax: +90 0312 4430376
E-mail: info@udemitd.com.tr www.udem.com.ir




Certificate TOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 2095157-1

Organization: SCW Medicath Ltd.
No. 4, Baolong 6th Road, Baolong
industrial Town, Longgang District
Shenzhen
518116 Guangdong
P.R. China

Scope: Design and Development, Manufacture and Distribution of Disposable
Pressure Transducers, Introducer Sets, Guide Wires, Angiographic
Syringes, Hemodialysis Catheterization Kits, Patient-Controlled Analgesic
Infusion Pumps, Disposable Infusion Pumps, Tracheostomy Tube Kits,
Percutanecus Nephrostomy Sets, Ureteral Stent Sets, Drainage Catheter
Sets, Transradial Introducer Sets, Introducer Needles, |.V Cannulas,
Cervical Ripening Balloon, Postpartum Balloon, Manifolds, Stopcocks,
Manifold Sets, Connecting Tubings, Dose-control Syringes, Balloon
Inflation Devices, Colored Piston Specialty Syringes, Infusion Sets with
Needleless Adapters, Pressure Bandages, Hemostasis Valve Sets, Locking
Drainage Catheters, Percutaneous Access Sets, ERCP Guidewires,
Injection Caps

The Cerfification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
guality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfiled. The quality
management sysiem is subject to yearly surveillance,

\5“6\-‘:}\ f‘l"od
Report No.: 10918574-100
Effective date: 2021-07-09
Expiry date: 2024-07-08 wvﬁhemt
Issue date: 2021-07-05
"m,,,m‘.#" pl.-Ing. W. Hsu
Rhelnland LGA Products GmbH
(( DAKKS Tillystrale 2 - 90431 Numberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 111

L e\ -

10030 A AC A B TN, TUDW and TUW e regusrares Dadermarks Ul fisslize ard szpbealan sguies o g ovsl.




CERTIFICATE

Kiwa Belgelendirme Hizmetleri A.§.
ITOSB 9. Cadde No: 15 Tepeéren Tuzla
istanbul / Tiirkiye

Tel: +90216593 2575
Faks: + 90 216 593 25 74

info@kiwa.com.tr

Sertifikalar periyodik ara denetimlerin
basarili ile tamamlanmasi kaydiyla
gecerlidir. Detayl bilgi icin yukaridaki
numaralara bagvurulabilir.

kiwa

MEDBAR TIBBi MALZEMELER TURIZM
SANAYIi 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, FILTRELI AGIZLIK URUNLERI, SMEAR FIRCALARI,
POUCH ACACAGI, PARAKON TUP, Y-TiPi FOTOTERAPI GOZ BANDI URUNLERI, ARTER
KANUL, CILT iSARETLEME SETi, GOBEK KLEMPI, JINEKOLOJIK TOPLAYICI URUNLERI,
UZATMA HATTI, STERIL LUER KONNEKTOR KAPAK, YOGUN BAKIM URUNLERININ
URETIMI, PAKETLENMESI, STERILIZASYONU, DEPOLANMASI, DAGITIMI VE EN ISO
11135 STANDARDINA UYGUN ETIiLEN OKSIT STERILIZASYON HiZMETLERI

kapsaminda

EN ISO 13485:2016

Uluslararasi Tibbi Cihazlar Kalite Yonetim Sistemi Standardina uygun bir ydnetim
sistemi kurmustur.

“Standardin asadida verilen maddeleri hari¢ tutulmustur”
“7.5.3""7.5.4""7.5.9.2"

Sertifika No :M 11326

ilk Belgelendirme Tarihi : 03 Ekim 2019
Sertifika Tarihi : 03 Ekim 2019
Son Gegerlilik Tarihi : 02 Ekim 2022
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Sertifika Son Giincelleme Tarihi : 11 Mayis 2021 - R01



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
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GIRTGILER BIRLIK KAGITGILIK ANONIM SIRKETI - SAKARYA SUBESI

3. Organize Sanayi Bélgesi, 10. Yol, No:79, Ségtlii, Sakarya, TURKIYE

i.Yatak Koruyucu Ortil, Hasta Bezi, Emici KilloUKiilotlu Hasta Bezi, Bebek Bezi, Alt Dedistirme
Ortusi,Kopek Aligtirma Pedi, Islak Havlu, Viicut Temizleme Havlusu, Perine Temizieme Havlusu,
Antibakteriyel Islak Havlu, Islak Tuvalet Kadidi, Muayene Masa Ortiist, Yiizey Temizleme Havlusu-Mendil,
Tuvalet Kagidi, Havlu Kagit, Pegete, Dispenser Pecete, Dispenser Havlu, Hareketli Havlu, Igten Cekmeli
Tuvalet Kagid, Igten Gekmeli Havlu, Hayvan Temizleme Mendili Uretimi ve Satigi

ii.Klozet Kapak Ortlisti, Yara ve Cilt Temizleme Haviusu, Hasta Lifi, Viicul Yikama Kesesi, Sag Yikama
Bonesi, Cerrahi Yiiz Maskesi, Streg Film, Aluminyum Folyo, Buzdolabi Poseti, Buz Torbasi, Yanmaz Firin
Poseti, Pisirme Kagidi, Pasta Alti Kapsdilli, Muffin Kalip, Paslanmaz Celik Gatal - Kasik - Maga - Gay Tabagi,
Metal Stizgeg, Metal Findik - Ceviz Kiracal, Temizlik Bezi, Bulagik Siingeri, Ovma Teli, Bulagik Eldiveni,
Arabali Girgir, Yirtimayan Kagit Havlu, Cop Poseti, Gamasir Ipi- Mandali, Latex Eldiven, Lavabo Agici, WC
Matik, Ayakkabi Stingeri, Pamuklu Gubuk, Banyo Lifi, Mum, Plastik Bardak- Tabak - Gatal - Kagik - Bigak -
Karistirict - Kase - Pipel, Karton Bardak - Tabak, Koplik Bardak - Tabak - Set, Aluminyum Kap, Kiirdan,
Ahsap Ciip Sis - Adana Sig - Kanigtirict - Maga - Kaslk - Spatula - Havan - Catal - Merdane - Kesme Panosu -
Demet Cira, Temizlk Firgasi - Sapi, Plastik Camsil - Cekgek - Aski - Farag - Tuvalet Kagithg: - Magrapa -
Sabunluk - Huni - Rende - Limon Sikacag! - Badya, Sebze Meyve Soyacadi, Hamur Kesici, Stirahi, Vantuz
Pompa, Krema Pompasi, Kurabiye Kaliby, Plaslik Matara, Mangal Kémiirii, Yelpaze, |zgara Teli, Mangal,
Tutusturucu Jel Paketlenmesi ve Satigi

TCS Belgelendirme tarafindan denetlenmis ve uygulamakta oldugu Kalite Yonetim Sisteminin

1ISO 9001:2015

standardina yukaridaki kapsamda uymakta oldugu gozlenmistir.

Sertifika No: QM-00 90 200161-TR

Sertifika ilk Yayin Tarihi 09.09.2020
Sertifika Son Basim Tarihi 09.09.2021

Mevcut Belgelendirmenin Gegerlilik Periyodu 09.09.2020 - 09.08.2023
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GILER BIRLIK KAGITGILIK ANONIM SIRKET] - SAKARYA $UBESI

¢

3. Organize Sanayi Bolgesi,10. Yol, No:79, Sagiitlii, Sakarya, TURKIYE

i.Yatak Koruyucu Ortii, Hasta Bezi, Emici Kulot/Kilotlu Hasta Bezi, Bebek Bezi, Alt Degigtirme Orliisii,Képek
Aligtirma Pedi, Islak Havlu, Viicut Temizleme Havlusu, Perine Temizleme Havlusu, Antibakteriyel Islak Havlu,
Islak Tuvalet Kagidi, Muayene Masa Ortiisti, Yiizey Temizleme Havlusu-Mendili, Tuvalet Kagidi, Haviu Kad,
Pegete, Dispenser Pegete, Dispenser Havlu, Hareketli Havlu, lgten Gekmeli Tuvalet Kagids, Igten Gekmeli
Havlu, Hayvan Temizleme Mendili Uretimi ve Satigi

ii.Klozet Kapak Ortiisu, Yara ve Cilt Temizleme Havlusu, Hasta Lifi, Viicut Yikama Kesesi, Sag Yikama Bonesi,
Cerrahi Yiiz Maskesi, Streg Film, Aluminyum Folyo, Buzdolabi Pogeti, Buz Torbasi, Yanmaz Firin Poseti,
Pisirme Kagidi, Pasta Alti Kapsiilii, Muffin Kalip, Paslanmaz Celik Gatal - Kagik - Maga - Gay Tabagi, Metal
Siizgeg, Metal Findik - Ceviz Kiracag, Temizlik Bezi, Bulasik Stingeri, Ovma Teli, Bulagik Eldiveni, Arabali
Girgir, Yirtlmayan Kagit Havlu, Cop Poseti, Camagir [pi- Mandali, Latex Eldiven, Lavabo Agici, WC Matik,
Ayakkabi Siingeri, Pamukiu Gubuk, Banyo Lifi, Mum, Plastik Bardak- Tabak - Gatal - Kasik - Bigak - Kanstirici -
Kase - Pipet, Karton Bardak - Tabak, Kopiik Bardak - Tabak - Set, Aluminyum Kap, Kiirdan, Ahgap Cop Sis -
Adana Sis - Kanigtirici - Masa - Kasik - Spatula - Havan - Catal - Merdane - Kesme Panosu - Demet Cira,
Temizlik Firgasi - Sapy, Plastik Camsil - Gekgek - Aski - Farag - Tuvalet Kagith( - Magrapa - Sabunluk - Huni -
Rende - Limon Sikacag! - Badya, Sebze Meyve Soyacagl, Hamur Kesici, Stirahi, Vantuz Pompa, Krema
Pompasi, Kurabiye Kalibi, Plastik Matara, Mangal Komiirii, Yelpaze, |zgara Teli, Mangal, Tutusturucu Jel
Paketlenmesi ve Satigi

TCS Belgelendirme tarafindan denetlenmis ve uygulamakta oldugu Medikal Cihaz Yonetim Sisteminin

ISO 13485:2016

standardina yukaridaki kapsamda uymakta oldugu gozlenmistir.

Sertifika No: MDM-00 90 200161-TR

Sertifika iik Yayin Tarihi 09.09.2020

Sertifika Son Basim Tarihi 09.09.2021

Mevcut Belgelendirmenin Geg u 09.09.2020 - 09.08.2023
g W5° ECTIg,,
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GIRTCILER BIRLIK KAGITGILIK ANONIM SIRKETi - SAKARYA SUBESI

3. Organize Sanayi Bélgesi, 10. Yol, No:79, S64iitlii, Sakarya, TURKIYE

i.Yatak Koruyucu Ortil, Hasta Bezi, Emici Kiilot/Kiilotlu Hasta Bezi, Bebek Bezl, Alt Degistirme Orttisti,Kopek
Aligtirma Pedi, Islak Havlu, Viicut Temizleme Havlusu, Perine Temizleme Havlusu, Antibakteriyel [slak Havlu,
Islak Tuvalet Kagidi, Muayene Masa Orttisti, Yiizey Temizieme Haviusu-Mendili, Tuvalet Kagidi, Haviu Kagt,
Pegele, Dispenser Pegete, Dispenser Havlu, Hareketli Havlu, Igten Gekmeli Tuvalet Kagidi, igten Gekmell
Havlu, Hayvan Temizleme Mendili Uretimi ve Satigi

ii. Klozet Kapak Ortiisti, Yara ve Gilt Temizleme Havlusu, Hasta Lif, Viicut Yikama Kesesi, Sac Yikama Bonesi,
Cerrahi Yiiz Maskesi, Stre¢ Film, Aluminyum Folyo, Buzdolabi Poseti, Buz Torbasi, Yanmaz Finn Pogeti,
Pisirme Kagidi, Pasta Alti Kapsiilii, Muffin Kalip, Paslanmaz Gelik Gatal - Kagik - Masa - Cay Tabagi, Metal
Siizgeg, Metal Findik - Ceviz Kiracagi, Temizlik Bezi, Bulagik Stingeri, Ovma Teli, Bulagik Eldiveni, Arabali
Girgr, Yirtilmayan Kagit Havlu, Cép Poseli, Gamasir Ipi- Mandall, Latex Eldiven, Lavabo Agici, WC Matik,
Ayakkaby Siingeri, Pamuklu Gubuk, Banyo Lifi, Mum, Plastik Bardak- Tabak - Gatal - Kasik - Bigak - Karigtirici -
Kase - Pipet, Karlon Bardak - Tabak, Kaptik Bardak - Tabak - Sel, Aluminyum Kap, Kiirdan, Ahgap Gop $is -
Adana Sig - Karigtiric - Maga - Kagik - Spatula - Havan - Catal - Merdane - Kesme Panosu - Demel Cira,
Temizlik Firgasi - Sapi, Plastik Camsil - Gekgek - Aski - Farag - Tuvalet Kagitli§i - Magrapa - Sabunluk - Huni -
Rende - Limon Sikacagi - Badya, Sebze Meyve Soyacai, Hamur Kesici, Stirahi, Vantuz Pompa, Krema
Pompasi, Kurabiye Kalibi, Plastik Matara, Mangal Kémdiri, Yelpaze, lzgara Teli, Mangal, Tutugturucu Jel
Paketlenmesi ve Satigi

TCS Belgelendirme tarafindan denetlenmis ve uygulamakta oldugu lyi Uretim Uygulamalari

SO 22716:2007 (GMP)

standardina yukaridaki kapsamda uymakta oldugu gdzlenmistir.

Sertifika No: GMP-00 90 200161-TR

Sertifika ik Yayin Tarihi 09.09.2020

Sertifika Son Basim Tarihi 09.09.2021

Mevcut Belgelendirmenin P du 09.09.2020 - 09,09.2023
P On
W
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GIRTGILER BIRLIK KAGITGILIK ANONIM SIRKETI - SAKARYA BRANCH

3. Organize Sanayi Bolgesi, 10. Yol, No:79, Sagiitli, Sakarya, TURKIYE

. Underpad, Adult Diaper, Absorbent Panty/ Pull up Adult Pants, Baby Diaper, Baby Changing Mat, Dog
Training Pad  Wet
Towel, Body Cleaning Towel, Perineum Cleaning Towel, Antibacterial Wet Towel, Wet Toilet Paper,
Examination Table Cover, Surface Cleaning Towel -Tissues, Toilet Paper, Towel Paper, Napkin,
Dispenser Napkin, Dispenser Towel, Emotion Towel, Centerfeed Towel, Centerfeed Toilet Paper, Pet Cleaning
Wipes Production and Sales

ii Toilet Seat Cover, Wound and Skin Cleaning Towel, Patient Washcloth, Body Washing Bag, Hair
Wash Cap, Surgical Face Mask, Cling Film, Aluminum Foil, Refrigerator Bag, Ice Bag, Fireproof
Baking Bag, Baking Paper, Under-Cake Capsule, Muffin Mold, Stainless Steel Cutlery - Spoon -

Tongs - Tea Plate, Metal Strainer, Metal Nuts - Walnut Crusher, Cleaning Cloth, Dish Sponge,
Scouring Wire, Dish Gloves, Trolley Scrubber, Non-Tearing Paper Towel, Trash Bag, Washing Line-
Latch, Latex Gloves, Sink Opener, WC Matic, Shoe Sponge, Cotton Stick, Bath Washcloth, Candle,

Plastic Cup- Plate - Fork - Spoon - Knife - Mixer - Bow! - Straw, Paper Cup - Plate, Foam Cup - Plate - Set,
Aluminum Container, Toothpicks, Wooden Skewer Skewers - Adana Skewers - Mixer - Tongs -
Spoon - Spatula - Mortar - Fork - Roller - Cutting Board - Bunch of Kindling, Cleaning Brush - Handle,
Plastic Glass Sieve - Squeegee - Hanger - Dustpan - Toilet Paper Holder - Cup - Soap Dispenser -
Funnel - Grater - Lemon Squeezer - B Adya, Vegetable and Fruit Peeler, Dough Cutter, Jug, Suction
Cup Pump, Cream Pump, Cookie Mold, Plastic Flasks, Charcoal, Fan, Grill Wire, Grill, Igniting Gel
Packaging and Sales

is audited by TCS Cerlificalion and applied Quality Management System meet the requirements of

1ISO 9001:2015

standard complies with the above scope.

Certificate No: QM-00 90 200161-TR

Certificate Date 09.09,2020

Cerlificate Last Issue Date 09.09.2021

FRM.5.74_REV0G




CERTIFICATE

GIFYGILER BIRLIK KAGITGILIK ANONIM $IRKETi - SAKARYA BRANCH

3. Organize Sanayi Bolgesi, 10. Yol, No:79, Ségiitli, Sakarya, TURKIYE

i. Underpad, Adult Diaper, Absorbent Panty/ Pull up Adult Pants, Baby Diaper, Baby Changing Mat, Dog Training
Pad Wet
Towel, Body Cleaning Towel, Perineum Cleaning Towel, Antibacterial Wet Towel, Wet Toilet Paper,
Examination Table Cover, Surface Cleaning Towel -Tissues, Toilet Paper, Towel Paper, Napkin,
Dispenser Napkin, Dispenser Towel, Emotion Towel, Centerfeed Towel, Centerfeed Toilet Paper,Pet Cleaning
Wipes Production and Sales

ii. Toilet Seat Cover, Wound and Skin Cleaning Towel, Palient Washcloth, Body Washing Bag, Hair
Wash Cap, Surgical Face Mask, Cling Film, Aluminum Foil, Refrigerator Bag, Ice Bag, Fireproof
Baking Bag, Baking Paper, Under-Cake Capsule, Muffin Mold, Stainless Steel Cutlery - Spoon -

Tongs - Tea Plate, Metal Strainer, Metal Nuts - Walnut Crusher, Cleaning Cloth, Dish Sponge,
Scouring Wire, Dish Gloves, Trolley Scrubber, Non-Tearing Paper Towel, Trash Bag, Washing Line-
Latch, Latex Gloves, Sink Opener, WC Matic, Shoe Spange, Colton Stick, Bath Washcloth, Candle,

Plastic Cup- Plate - Fork - Spoon - Knife - Mixer - Bowl - Straw, Paper Cup - Plate, Foam Cup - Plate - Set,

Aluminum Container, Toothpicks, Wooden Skewer Skewers - Adana Skewers - Mixer - Tongs -

Spoon - Spatula - Mortar - Fork - Roller - Cutting Board - Bunch of Kindling, Cleaning Brush - Handle,

Plastic Glass Sieve - Squeegee - Hanger - Dustpan - Toilet Paper Holder - Cup - Soap Dispenser -

Funnel - Grater - Lemon Squeezer - B Adya, Vegetable and Fruit Peeler, Dough Cutter, Jug, Suction
Cup Pump, Cream Pump, Cookie Mold, Plastic Flasks, Charcoal, Fan, Grill Wire, Gril, Igniing Gel Packaging
and Sales

is audited by TCS Certification and applied Medical Devices Management System meel the requirements of

1ISO 13485:2016

standard complies with the above scope.

Certificate No: MDM-00 90 200161-TR

Certificate Date 09.09.2020
Certificate Last Issue Date 09.09,2021

rigd 09.08.2020 - 08.09.2023

5 Barbaros Mah: Halk Gad, Kent Sokak Not 10:Atasenir/ ISTANBUL
\ T: 0216 57355 58 F: 0214 573 88 01 (nfo@tescert.com www.tcscerticom

FRM.5.74_REWVO0G




GIFTCILER BIRLIK KAGITGILIK ANONIM SIRKETi - SAKARYA BRANCH

3. Organize Sanayi Balgesi, 10. Yol, No:79, Sé4iitlii, Sakarya, TURKIYE

i. Underpad, Adult Diaper, Absorbent Panty/ Pull up Adult Pants, Baby Diaper, Baby Changing Mat, Dog Training
Pad Wet
Towel, Body Cleaning Towel, Perineum Cleaning Towel, Antibacterial Wet Towel, Wet Toilet Paper,
Examination Table Cover, Surface Cleaning Towel -Tissues, Toilet Paper, Towel Paper, Napkin,
Dispenser Napkin, Dispenser Towel, Ematicn Towel, Centerfeed Towel, Centerfeed Toilet Paper Pet Cleaning
Wipes Production and Sales

ii. Toilet Seat Cover, Wound and Skin Cleaning Towel, Patient Washcloth, Body Washing Bag, Hair
Wash Cap, Surgical Face Mask, Cling Film, Aluminum Foil, Refrigerator Bag, Ice Bag, Fireproof
Baking Bag, Baking Paper, Under-Cake Capsule, Muffin Mald, Stainless Steel Cutlery - Spoon -

Tongs - Tea Plate, Melal Strainer, Metal Nuts - Walnut Crusher, Cleaning Cloth, Dish Sponge,
Scouring Wire, Dish Gloves, Trolley Scrubber, Non-Tearing Paper Towel, Trash Bag, Washing Line-
Latch, Latex Gloves, Sink Opener, WC Matic, Shoe Sponge, Cotton Stick, Bath Washcloth, Gandle,

Plastic Cup- Plate - Fork - Spoon - Knife - Mixer - Bowl - Straw, Paper Cup - Plate, Foam Cup - Plate - Set,

Aluminum Container, Toothpicks, Wooden Skewer Skewers - Adana Skewers - Mixer - Tongs -

Spoon - Spatula - Mortar - Fork - Roller - Cutting Board - Bunch of Kindling, Cleaning Brush - Handle,

Plastic Glass Sieve - Squeegee - Hanger - Dustpan - Toilet Paper Holder - Cup - Soap Dispenser -

Funnel - Grater - Lemon Squeezer - B Adya, Vegetable and Fruit Peeler, Dough Cutter, Jug, Suction
Cup Pump, Cream Pump, Cookie Mold, Plastic Flasks, Charcoal, Fan, Grill Wire, Grill, Igniting Gel Packaging
and Sales

is audited by TCS Certification and applied Good Manufacturing Practices meet the requirements of

SO 22716:2007 (GMP)

standard comnplies with the above scope.

Certificate No: GMP-00 90 200161-TR

Certificate Date 09.09.2020

Certificate Last Issue Dale 08.09.2021

% Barbaros Mah, Halk Cad, Kent Sokak No: 10 Atasehin/ ISTANBUL
\ T 0214 573 5553 F: 0216 578 8801 info@tescert.com www.tcscerticom

FRM.S.74 REVOS




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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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
LAl )
‘;&“‘ Ay

ACCREDITED

MSCBI125

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