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

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

EG-Zertifikat /| EC-Certificate

Bicakcilar 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 MaRgabe
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 Gilltigkeit dieses Zertifikats beruht auf der Aufrechterhaltung des Qualitats-
sicherungssystems in Ubereinstimmung mit den Anforderungen der Richtlinie und seiner Uberwachung durch die Benannte
Stelle gem. Anhang Il Abschnitt 5. Das Zertifikat ist unter keinen Umsténden Ubertragbar.

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
Bericht Nr. / Report No. 3524 7139
3526 6208

W =

Zertifizierungsstelle fir Medizinprodukte
Cetrtification body for medical devices

TUV NORD CERT GmbH LangemarckstraRe 20 45141 Essen

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

*

=

Benannt durch/Designated by
Zentralstelle der Lander
fur Gesundheitsschutz
bei Arzneimitteln und
Medizinprodukten

ZL.G-BS-236.10.16

www.zlg.de

Gltigkeit / Validity
von / from 2020-04-16
bis / until 2023-09-16

Edition 8

Essen, 2020-04-16

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

|

Digitally signed by Cojocaru Vera
Date: 2022.04.21 13:23:32 EEST
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 lIb
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

W, =

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( Benannt durch/Designated by

Zentralstelle der Lander

7§( -._ ‘:;( fiir Gesundheitsschutz
E%é bei Arzneimitteln und 2
‘)ﬁf ‘ﬁf Medizinprodukten §

*ﬁr ﬁrﬁﬁrﬁ ZL.G-BS-236.10.16

zlg.de

ANLAGE/ANNEX

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

Essen, 2020-04-20

www.tuev-nord-cert.de  medical@tuev-nord.de
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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 LangemarckstralRe 20

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

‘ﬁ(*ﬁ*ﬁ' Benannt durch/Designated by
Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und
Medizinprodukten

ZL.G-BS-236.10.1

o www.zlg.de

ANLAGE/ANNEX

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

Essen, 2020-04-20

medical@tuev-nord.de

www.tuev-nord-cert.de
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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

'.H '_& 3526 6290

Zertifizierungsstelle fiir 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(ﬁﬁr* Benannt durch/Designated by
Zentralstelle der Lander

fir Gesundheitsschutz
bei Arzneimitteln und 2
Medizinprodukten §

ZLG-BS-236.10.16

zlg.de

ANLAGE/ANNEX

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

Essen, 2020-04-20

medical@tuev-nord.de

www.tuev-nord-cert.de
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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
3526 6208

=

Zertifizierungsstelle fir Medizinprodukte
Certification body for medical devices

TUV NORD CERT GmbH Langemarckstralle 20 45141 Essen

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

*72( 7»{(7,‘\(* Benannt durch/Designated by
* Zentralstelle der Lander

fir Gesundheitsschutz
bei Arzneimitteln und
Medizinprodukten

ZLG-BS-236.10.16

www.zlg.de

ANLAGE/ANNEX

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

Essen, 2020-04-20

medical@tuev-nord.de

www.tuev-nord-cert.de



ANLAGE/ANNEX

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

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

Meconium Aspiration Connector

Anmerkung: Fir Produkte der Klasse | steril beschrankt 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 Gliltigkeit / Validity
3526 6208 von / from 2020-04-20
ty Tk 3526 6290 Edition 15
Zertifizierungsstelle fur Medizinprodukte Essen, 2020-04-20

Certification body for medical devices

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

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

*ﬁff‘;ﬁ(* Benannt durch/Designated by
Zentralstelle der Lander

§EL§ z( fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

*ﬁr + ﬁ’* ZLG-BS-236.10.1

o www.zlg.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 Konformitat 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 Gililtigkeit / Validity
3526 6208 von / from 2020-04-20

rl ' 3526 6290 Edition 15
.%

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

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

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

*7& *79(* Benannt durch/Designated by
Zentralstelle der Lander

’§{ !._é ﬂ;{ fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Fog ﬁsﬂﬁ ZLG-BS-236.10.1

o www.zlg.de



ZERTIFIKAT /| Certificate

DIN EN ISO/EN ISO 13485 : 2016

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
Turkiye

ein Qualitdtsmanagementsystem nach der Norm DIN EN ISO 13485 : 2016 / EN ISO 13485 : 2016 - Medizinprodukte -
Qualitdtsmanagementsysteme - Anforderungen fiir regulatorische Zwecke - eingefiihrt hat und aufrechterhait.
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, I.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

pie— =

Zertifizierungsstelle fir Medizinprodukte Essen, 2021-09-16

Certification body for medical devices

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

TUV NORD CERT GmbH Langemarckstrale 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



SERTIFIKA

Uretim Kalite Giivence
93/42/AT Tibbi Cihaz Direktifi Ek V

Firma Adi : Honnes Saglik ve EndUstriyel Uriinleri A.S.

Firma Adresi : Cumhuriyet Mah. Karayel Sokak No:14 Cayirova KOCAELI / TURKIYE

lgili Ydnetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yoénetmelidi - Ek V

UrUnler : Steril Hazr Pansuman Orti(Nonwoven politretan) - Sinif Is
Steril G&z Pedi - Sinif s
Steril Hemostatik Basi Bandi - Sinif Is

Steril Kateter Sabitleme Bandi - Sinif Is
- Nonwoven, seffaf

- Politretan nonwoven pedli

- Seffaf pedii

- Politretan pedili

GMDN : 34864, 11661

Sertifika Numarasi 1 M.2018.106.9658
Rapor Numarasi : MD.3508.YB

Ik Belgelendirme Denetimi :19.01.2016

Tescil Tarihi :10.05.2018
Yeniden Belgelendirme Denetimi :06.12.2018
Yeniden Belgelendirme Tarihi/No 1 27.02.2019/01
Revizyon Tarihi/No D -

Gegerlilik Tarihi :07.02.2024

UDEM, Listeli OrOnlerin 93/42/AT direkiifi Ek V, gerekliliklerinin karslacigini beyan eder, Yukanda adi gegen Gretici Kalite
Glvence Sisterni uyguladigin ve Ek v madde 4'e gére peré/oc_:lk gbzetim denetimler ile sﬁrekﬁli?int sadlayacadin beyan
eder. Belge kapsaminda yer alan sinif | Ordnler le ilgili UDEM'in sorumiulugu Ordn sterl ise, steril sartlann gUvence aliing
alinmasi ve sOrdirilmesi ile ilgili imalat konulan; dicom fonksiyonlu ise, Urinlerin metrolojik gereklere uyguniuguyla ilgili
imalat konulan ile simirfidir. Bu belgenin molkiyet halkk UDEM Uluslararas: Belgelendimne Denetim Egitim San. Ve Tic. AS.
’ye dittir ve istenildiginde iade edimelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini Tescl tarihinden

baren 5y stre ile muhafaza etmelidir. CE Markalarmanin kullanimi Oretici beyani ile firma Sorumivlugundadir. Ad gegen
firma onaylanmig Grin ile ilgili bitin degisilikleri UDEM'e bildimek zorundady. UDEM bu belgenin geceriigini yeniemezse
adi gegen firma séz konusy Urindn piyasaya arzini durduracaktr. Belgenin geceriigini www.udem.com.ir internet
sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 4430390 Faks: +90 312 443 0376
E-posta: info@udemltd.com.ir www.udem.com.ir




CERTIFICATE

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

Company Name : Honnes Saglik ve EndUstriyel Urinleri A.S.

Company Address : Cumhuriyet Mah. Karayel Sokak No:14 Cayirova KOCAELI / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex V

. Product : 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

GMDN - 34864, 11661

Certificate Number i M.2018.106.9658
Report Number : MD.3508.YB
Initial Assessment Date :19.01.2016
Registration Date :10.05.2018
Recertification Assessment Date : 05.12.2018
Reissue Date / No 1 27.02.2019/01
Revision Date /No -

Expiry Date :07.02.2024

UDEM hereby declares that the recquirements of Annex V of the directive 93/42/EEC have been met for the
listed products. The above named manufacturer has established and applies a qudiify assurance system, which
is subject to periodic survellance audits, defined by Annex V, section 4 of the aforementioned directive. UDEM's
responsibility for class | devices covered by the EC serlificate is mited to manufacturing issues related io
safeguarding and maintaining sterile conditions, if the dev,ce is sterile; and manufactuing issues related to
product's confomity with metrological requirements, If it has measurement function. This cerificate remains as
the property of UDEM Intemationdl Cerfification Audifing Training Centre Industry and Trade Inc. Co. towhom -
it must be retumed upon request. The above named company and UDEM must keep a copy of this cerlificate
for 5 years from the regisiration of the certificate. Usage of the CE mark is under the responsibility of the
manufacturer with the completion of EC Declaration of Conformity. The above mentioned company must
nofify dll changes related with the opcf)roved product to UDEM. If UDEM wil notf renew the ?;f"? date of this
cerfificate in question, the mentioned company should stop placing the product on the market. The valicity
of the certificate can be checked through www.udem.com. fr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 0390 Fax: +900312 443 0376
E-mail: info@udemltd.com.ir www.udem.com.ir




/

SERTIFIKA

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

Firma Adl : Medbar Tibbi Malzemeler Turizm San ve Tic. A.S.

Firma Adresi : 1142 Sokak No:35 Sarnic Gaziemir [ZMIR / TURKIYE

ligili Yénetmelikler ve Ekler : 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek I (Madde 4 Harig)

Urtnler : Fototerapi Géz Bandi - Sinif s
Trakeosotomi KanUl 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 Kanul - Sinif lla

GMDN, 145189, 35752, 35815, 12102, 12094, 12097, 32655, 58985, 34893

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

ik Belgelendirme Denetimi :01.07.2016

Tescil Tarihi :03.10.2016 v 4
Revizyon Tarihi/No : 10.07.2020/02 San. ve Tic. A.§.
Gecerlilik Tarihi :02.10.2021

UDEM, Listell Uriinlern 93/42/AT direklifi Ek I, madde 4 harig gereklikierinin kargladigini beyan eder. Yukanda adi en
Uretici Kalite GOvence Sistemi uyguladigini ve Ek Il madde 5'e gore periyodik gdzefim denetimleri ile sirekliligini
sg?liuyacoglm beyan eder. Sinif Il olarak piyasaya arz edilecek Urlnler icin Ek Il madde 4'e gbre AT Tasanm inceleme
serifikas gereklidir. Belge kapsaminda yer alan sinif | Grinler ile ilgili UDEM'In serumiulugu Orin steril ise, steril sartiann
SlgUm fonksiyonlu ise, Urlnlerin metrolojik ﬁer%g%re

m Egifim

gelendirme

glvence altina alinmasi ve strdOrdimesi Tle ilgili imalat konulan;
uyguniu?uylc iigii imalat konulan lie sinididr, Bu belgenin mulkiyet hakk UDEM Uluslararas Belgeleridirme Dene
San. Ve Tic. A.§. 'ye aiitir ve Istenildi@inde lade ediimelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopycasin -~
Tescil tarhinden itibaren 5 yil sire lle muhafaza etmeldir. CE Markalamanin Kullanim Orefici benonl fle fimna sorumiulugundadr,
Adi gegen firma onaylanmig Grin ile ilgil biton dedisikliklern UDEM'e bildirmek zorundadrr. UDEM bu belgenin gegerliigini
yenllemezse adi gegen firma séz konusu Griinin plyasoyo aram durduracaktr. Belgenin gecerliigini www.udem.com.ir U D E M
internet sayfosindan kontrol edeblirsiniz.

S

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




CERTIFICATE

Medikal Cihazlar K.Y.S.
TS EN ISO/IEC 17021-1

AB-0006-YS
L‘!E

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 URUNLERIi, KARMAN
KANUL URUNLERI, ENDOSKOPIi 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, YOGUN BAKIM URUNLERININ
URETIiMi, PAKETLENMESI, STERILIiZASYONU, DEPOLANMASI,
DAGITIMI VE EN ISO 11135 STANDARDINA UYGUN ETILEN OKSIT
STERILiIZASYON HiZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Dlzenleyici amaglar icin gereklilikler

“Standardin asagida verilen maddeleri harig tutulmustur
“7.5.3 “7.5.4" “7.5.9.2"

Sertifika No M 11326

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

uu@mu;)

Genel Midiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Tiirkiye
Tel: +90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www.kiwa.com.tr E-mail: info@kiwa.com.tr
Sertifikalar periyodik ara denetimlerin basarili ile tamamlanmasi kaydiyla gegerlidir.
Detayli bilgi i¢in yukaridaki numaralara basvurulabilir.

Sertifika Son Giincelleme Tarihi : 03 Ekim 2019 - R 00



EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60131017 0001

Report No.: 15062970 008

Manufacturer: Jinhua Huacheng Medical
Appliance Co., Ltd.
No. 186 Qingyu Road
Jindong Industrial Park
Jinhua City
321000 Zhejiang
China

Products:

- Disposable Surgical Active Electrodes (Electrosurgical
Pencils)

- Disposable Neutral Electrodes
- Disposable Skin Staplers

Replaces Approval, Registration No.: HD 60088776 0001

Expiry Date: 2023-09-17

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 Il, section 4 is required.

Effective Date: 2018-09-18

Date: 2018-09-05

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

0408 ®




N ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Jinhua Huacheng Medical
Appliance Co., Ltd.
No. 186 Qingyu Road
Jindong Industrial Park
Jinhua City
321000 Zhejiang
China

has established and applies a quality management system for medical devices
for the following scope:

Design, Development, Manufacture and Distribution of

Disposable Electrosurgical Pencils, Disposable Neutral

Electrodes, Physiotherapy Electrodes, Disposable ECG
Electrodes, Disposable Skin Staplers

Proof has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-09-18

Certificate Registration No.: SX 60131018 0001

An audit was performed. Report No.: 15062970 008
This Certificate is valid until: 2021-09-17

Certification Body

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-09-05

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

10/020¢ 0408 ® TUV, TUEV and TUV are reg'stered tradamarks. Utilisation and application requires prior approval.



INTERNATIONAL CERTIFICATION

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

Kurulusunun,

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 KAYDIRICI YARDIMCI
JELLER, BIT/SIRKE SAMPUAN VE SPREYLERI, SMEAR SPREY, YARA-YANIK BAKIM/TEDAVI
URUNLERI, IS| TRANSFER PEDLERI, IRRIGASYON NAZAL -ORAL-OFTALMIK SOLUSYONLAR,
KREMLER VE JELLER, TIBBI YAPISKAN SOKUCU,DERMOKOZMETIK JELLER, ANTIEOG
SOLUSYONU,ELEKTROILETKEN MEDYA, JINEKOLOJIK JELLER, GAYTA YUMUSATICISI), IN-VITRO
DIAGNOSTIK MEDIKAL CIHAZ (NUMUNE ALMA VE SAKLAMA KAPLARI) TASARIM, URETIM,
PAKETLEME, ETIKETLEME, STERILIZASYON, DEPOLAMA, SATIS, PAZARLAMA, ITHALAT VE
IHRACATI

Kapsaminda,

ISO 13485:2016

Medikal Cihazlar-Kalite Yénetim Sistemi

Uygulanmayan Maddeler: 7.5.3, 7.5.4, 7.5.9.2
Sartlarini sagladigi kanitlanmigtir

Sertifika No : C-US-20245563 Belge Periyodu :3vYil
Belgelendirme Tarihi : 30.12.2020 Revizyon No : 00
Dizenleme Tarihi : 25.12.2021 Revizyon Tarihi :-
Gecerlilik Tarihi 1 29.12.2022 Teknik Alan :ADE
: s
e - ; ACCREDITED
TGS Management Systems
International Certification Certification Body
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 : +90 216 327 09 77(Pbx) Fax:+90 216 546 05 70
info@tgscert.com / www.tgscert.com
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INTERNATIONAL CERTIFICATION

Céﬂ‘fz’mfe

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

TGS
International Certification

ACCREDITED

Management Systems
Certification Body

MSCB-139

The validity of the certificace depends un cbservaiice 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:256/4 Umraniye/ISTANBUL/TURKEY
Phone : +90 216 327 05 77(Pbx) Fax: +90 216 546 05 70

info@tgscert.com / www.tgscert.com
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