CERTIFICATE

Reason: MoldSign Signature
Location: Moldova

kiwa

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

Certificate Number: 1984-MDD-20-682
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:

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

Products: IV Flow Controller, Extension Line, Karman Cannula and Karman
Cannula Injector, Arthroscopy Set, Spirometer Filtered Mouthpiece, Skin Marking
Set, Mucous Aspirator, Valve Urine Bag, Valve Emesis Bag, Surgical Covers and
Drapes, Endoscopy Mouthpiece, Smear Brushes, Amniotic Pouch Perforator,
Umbilical Cord Clamp, Sterile Luer Connector Cap (Stopper), Arterial Cannula,
Endometrial Suction Curette, Phototherapy Eye Band (Y-Band)

The products defined at the enclosure which is the part of this certificate and
contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.5746.03

Date of first issue: 13 July 2020

Date of last issue: 11 May 2021

Revision Number: 01

Expiry Date: 27 May 2024

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

applicable requirements in MDD Annex V.

Muhtesem Gokhan Yiicel
11 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbal,
Tel.: +90 216 593 25 75 , Fax: +90 216 593 £
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Enclosure of the EC Certificate: Page 1/1
Production Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-20-682, Revision Number: 01

Concerned medical devices;

Product Name Types

IV Flow Controller (Long, Rotary Luer Lock, Without Y Port,
Needle Free)

Cylindrical IV Flow Controller (Long, Rotary Luer Lock, Without
Y Port, Needle Free)

Extension Line (30cm- 50cm- 60cm- 75cm- 90cm- 100cm-
120cm- 150cm)

Pressure Resistant Extension Line (30cm- 50cm- 60cm- 75cm-
90cm- 100cm- 120cm- 150cm)

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

Single Valve Manual Vacuum Aspirator Set, Double Valve
Karman Cannula and Karman Cannula Manual Vacuum Aspirator Set, Single Valve Manual Vacuum
Injector Aspirator, Double Valve Manual Vacuum Aspirator
Non-Sterile Single Valve Manual Vacuum Aspirator, Non-Sterile
Double Valve Manual Vacuum Aspirator

Arthroscopy Set Y-Tur Set, Y-Tur Set With Pump

Small (26mm, 30mm, 33mm)

Small With Latch (26mm, 30mm, 33mm)

Big (30mm, 33mm)

Big With Latch (30mm, 33mm)

Skin Marking Set Skin Marking Set, Thin Tipped Skin Marking Set

Mucous Aspirator (15ml, 25ml, 40ml, 100ml)

Mucous Aspirator With Hose (40ml)

Valve Urine Bag White, With Discharge

Valve Emesis Bag Transparent, White

Microscope Drape, Camera Cover, Cardboard Camera Cover,
Telescopic Camera Cover, Circled Camera Cover, Accordion
Surgical Covers and Drapes Folded Camera Cover, Probe Cover, Endoscopy Bag, Scopy
Cover, C Arm Scopy Cover, Fluoroscopy Cover, Light Handle
Cover

Endoscopy Mouthpiece -
Smear Brushes Brush, Spatula
Amniotic Pouch Perforator -
Umbilical Cord Clamp -
Sterile Luer Connector Cap (Stopper) -

IV Flow Controller

Extension Line

Spirometer Filtered Mouthpiece

Mucous Aspirator

Arterial Cannula 18G, 20G, 22G
. . Endometrial Suction Curette, Endometrial Suction Curette With
Endometrial Suction Curette .
Syringe
Phototherapy Eye Band (Y-Band) Small, Medium, Large

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

a@auj

Muhtesem Gokhan Yiicel
11 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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| EC CERTIFICATE

Full Quality Assurance System

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

M.2018.106.9577-1 Design Examination Certificate Was Prepared for Class lll Products Defined in This Certificate.

Company Name : Klas Medikal Cihazlar Sanayi MUmessillik ic ve Dig Ticaret Limited Sirketi

Company Address : Ramazanoglu Mahallesi Mahsus Sokak Klas Medikal Blok No: 1
ic Kapi No:1 Pendik ISTANBUL / TURKEY

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

Product : Neurosurgical Sponge - Class lll, Sterile
Mesh and Kits for Incontinence - Class llb, Sterile
Mesh for Hernia - Class llb, Sterile
Surgical Incise Drape - Class Is, Sterile

: 13702, 47986, 60842, 61337, 60300, 47783

Product Types are attached.

Certificate Number 1 M.2018.106.9577

Report Number : MD.3466.1B

Initial Assessment Date +15.12.2017

Registration Date :24.04.2018

Revision Date /No :06.05.2021/04 and Trade Inc. Co.
Expiry Date :23.04.2023

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been
met for the fisted products. The above named manufacturer has established and applies a quality assurance system,

whichis subject to periodic surveillance audits, defined by Annex I, section 5 of ihe forementioned directive. According r
to Annex Il, seclion 4 an EC design- examination certificate is required for placing the Class lll devices on the market. /: é

UDEM's responsibility for class | devices covered by the EC sertificate is imited to manufacturing issues related to
safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product's
conformity with mefrological requirements, if it has measurement function. This cerfificate remains as the property of
UDEM Intemational Certification Auditing Training Cenire Industry and Trade Inc. Co. to whom it must be retumedupon
request. The above named company and UDEM must keep a copy of this certificate for 5 years from the regisiration
of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declarafion of Conformity. The above mentioned company must natify all changes relatedwith the approved product
10 UDEM. if UDEM will not renew the expiry date of this cerfificote in question, thementioned

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 (0312 443 03 90 Fax: +90 031244303 76
E-mail: info@Qudemlid.com.r www.udem.com.ir
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MDD EXTENSION APPROVAL LETTER

02/05/2023

To whom It May Concern,

As UDEM A.S., operating as a notified body within the scope of the 93/42/EEC Medical Device
Directive, we have issued an EC certificate on 24.04.2018 for the companies and products whose
information is given in Table-1, within the scope of the 93/42/EEC Medical Device Regulations. We
declare that the certificate is valid for the products specified in Table-1 until the expiry date.

b

Table-1
Company Name EC Certificate No Scope Expiry Date

- STERILE NEUROSURGICA

KLAS MEDIKAL SPONGE :

CiHAZLAR SANAYi - STERILE MESH FOR

MUMESSILLIK iC VE DIS M.2018.106.9577 INCONTINENCE Ailallag

TiC. LTD.STI. - STERILE MESH FOR HERNIA
-SURGICAL INCISE DRAPE

UDFRM.305 Extension Process Information Form On EC Certificates Applicable Under 9342EEC
has been provided from the relevant company in order to confirm the applicability of the provisions
regarding the extension of the validity periods of the 93/42/EEC certificates within the scope of the
Regulation on the Amendment of the Medical Device Regulation published in the Official Gazette
dated April 2, 2023 and numbered 32151. When the information provided by the company is reviewed,
it has been shared that no application has been made to another notified body authorized under (EU)
2017/745 for the products covered by the EC certificate.

In accordance with the Regulation on the Amendment of the Medical Device Regulation, for
the above-mentioned company for its products within the scope of the EC certificate given in Table-1,
Art. We hereby declare that we have assumed the responsibility of surveillance as specified in
subparagraph 120 (3e) until 26 May 2024 with UDFRM.07-2 Additional Contract On Extension Of The
Validity Period Of EC Certificates signed by the relevant company and UDEM A.S. on 02/05/2023

O
The execution of the said surveillance audits will continue depending on the company's

fulfillment of the obligations set forth in Article 120 (3c) of the relevant Regulation.

Serian
Medical Device Technical Regulation Responsbile

N

UDFRM.308-2/00-00/14.04.2023
T:+9031244303 90 F:+90312443 03 76 E-mail: info@udem.com.tr A Page1/1

Mutlukent Mah. 2073 Sk. No:10 Umitk&y - Cankaya / ANKARA



This document containing 5 (five) pages is the Annex of the Certificate with the revision
number 04, with the number M.2018.106.9577 and with the registration date of 24.04.2018
and with the revision date of 06.05.2021 issued for “Klas Medikal Cihazlar Sanayi Miimessillik
ic ve Dig Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi
San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292 according to
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93/42/EEC Medical Devices Directive.

Neurosurgical Sponge

Ref. No Description GMDN Ref. No Description GMDN
HSSK0505 HITEC Neurosurgical Sponge 5x5 mm 13702 HSSK1350 | HITEC Neurosurgical Sponge 13x50 mm 13702
HSSK0510 HITEC Neurosurgical Sponge 5x10 mm 13702 HSSK1376 | HITEC Neurosurgical Sponge 13x76 mm 13702
HSSK0707 HITEC Neurosurgical Sponge 7x7 mm 13702 HSSK1520 | HITEC Neurosurgical Sponge 15x20 mm 13702
HSSK0738 HITEC Neurosurgical Sponge 7x38 mm 13702 HSSK1530 | HITEC Neurosurgical Sponge 15x30 mm 13702
HSSK0776 HITEC Neurosurgical Sponge 7x76 mm 13702 HSSK2010 | HITEC Neurosurgical Sponge 20x10 mm 13702
HSSK1010 HITEC Neurosurgical Sponge 10x10 mm 13702 HSSK2020 | HITEC Neurosurgical Sponge 20x20 mm 13702
HSSK1015 HITEC Neurosurgical Sponge 10x15 mm 13702 HSSK2025 | HITEC Neurosurgical Sponge 20x25 mm 13702
HSSK1020 HITEC Neurosurgical Sponge 10x20 mm 13702 HSSK2030 | HITEC Neurosurgical Sponge 20x30 mm 13702
HSSK1030 HITEC Neurosurgical Sponge 10x30 mm 13702 HSSK2040 | HITEC Neurosurgical Sponge 20x40 mm 13702
HSSK1040 HITEC Neurosurgical Sponge 10x40 mm 13702 HSSK2050 | HITEC Neurosurgical Sponge 20x50 mm 13702
HSSK1050 HITEC Neurosurgical Sponge 10x50 mm 13702 HSSK2060 | HITEC Neurosurgical Sponge 20x60 mm 13702
HSSK1060 HITEC Neurosurgical Sponge 10x60 mm 13702 HSSK2070 | HITEC Neurosurgical Sponge 20x70 mm 13702
HSSK1070 HITEC Neurosurgical Sponge 10x70 mm 13702 HSSK2075 | HITEC Neurosurgical Sponge 20x75 mm 13702
HSSK1075 HITEC Neurosurgical Sponge 10x75 mm 13702 HSSK25125 | HITEC Neurosurgical Sponge 25x12,5 mm 13702
HSSK1212 HITEC Neurosurgical Sponge 12x12 mm 13702 HSSK2525 | HITEC Neurosurgical Sponge 25x25 mm 13702
HSSK1225 HITEC Neurosurgical Sponge 12x25 mm 13702 HSSK2530 | HITEC Neurosurgical Sponge 25x30 mm 13702
HSSK1230 HITEC Neurosurgical Sponge 12x30 mm 13702 HSSK2540 | HITEC Neurosurgical Sponge 25x40 mm 13702
HSSK1240 HITEC Neurosurgical Sponge 12x40 mm 13702 HSSK2550 | HITEC Neurosurgical Sponge 25x50 mm 13702
HSSK1250 HITEC Neurosurgical Sponge 12x50 mm 13702 HSSK2560 | HITEC Neurosurgical Sponge 25x60 mm 13702
HSSK1260 HITEC Neurosurgical Sponge 12x60 mm 13702 HSSK2575 | HITEC Neurosurgical Sponge 25x75 mm 13702
HSSK1270 HITEC Neurosurgical Sponge 12x70 mm 13702 HSSK2576 | HITEC Neurosurgical Sponge 25x76 mm 13702
HSSK1275 HITEC Neurosurgical Sponge 12x75 mm 13702 HSSK30125 | HITEC Neurosurgical Sponge 30x12,5 mm 13702
HSSK125125 | HITEC Neurosurgical Sponge 12,5%12,5 mm 13702 HSSK3030 | HITEC Neurosurgical Sponge 30x30 mm 13702
HSSK12520 HITEC Neurosurgical Sponge 12,5%x20 mm 13702 HSSK3050 | HITEC Neurosurgical Sponge 30x50 mm 13702
HSSK12525 | HITEC Neurosurgical Sponge 12,525 mm 13702 HSSK3530 | HITEC Neurosurgical Sponge 35x30 mm 13702
HSSK12530 HITEC Neurosurgical Sponge 12,5%30 mm 13702 HSSK3838 | HITEC Neurosurgical Sponge 38x38 mm 13702
HSSK12540 HITEC Neurosurgical Sponge 12,5%40 mm 13702 HSSK4010 | HITEC Neurosurgical Sponge 40x10 mm 13702
HSSK12550 HITEC Neurosurgical Sponge 12,5x50 mm 13702 HSSK4020 | HITEC Neurosurgical Sponge 40x20 mm 13702
HSSK12570 HITEC Neurosurgical Sponge 12,570 mm 13702 HSSK4040 | HITEC Neurosurgical Sponge 40x40 mm 13702
HSSK12575 | HITEC Neurosurgical Sponge 12,5x75 mm 13702 HSSK4050 | HITEC Neurosurgical Sponge 40x50 mm 13702
HSSK127127 | HITEC Neurosurgical Sponge 12,7x12,7 mm 13702 HSSK4070 | HITEC Neurosurgical Sponge 40x70 mm 13702
HSSK1313 HITEC Neurosurgical Sponge 13x13 mm 13702 HSSK4075 | HITEC Neurosurgical Sponge 40x75 mm 13702
HSSK1320 HITEC Neurosurgical Sponge 13x20 mm 13702 HSSKS050 | HITEC Neurosurgical Sponge 50x50 mm 13702
HSSK1325 HITEC Neurosurgical Sponge 13x25 mm 13702 HSSK5070 | HITEC Neurosurgical Sponge 50x70 mm 13702
HSSK1338 HITEC Neurosurgical Sponge 13x38 mm 13702

Ref. No Description GMDN | Ref. No Description GMDN
$S0505 SUPRO Neurosurgical Sponge 5x5 mm 13702 S51350 SUPRO Neurosurgical Sponge 13x50 mm 13702
$S0510 SUPRO Neurosurgical Sponge 5x10 mm 13702 SS1376 SUPRO Neurosurgical Sponge 13x76 mm 13702
$S0707 SUPRO Neurosurgical Sponge 7x7 mm 13702 S§1520 SUPRO Neurosurgical Sponge 15x20 mm 13702
SS0738 SUPRO Neurosurgical Sponge 7x38 mm 13702 551530 SUPRO Neurosurgical Sponge 15x30 mm 13702
550776 SUPRO Neurosurgical Sponge 7x76 mm 13702 $52010 SUPRO Neurosurgical Sponge 20x10 mm 13702
§51010 SUPRO Neurosurgical Sponge 10x10 mm 13702 $52020 SUPRO Neurosurgical Sponge 20x20 mm 13702
SS1015 SUPRO Neurosurgical Sponge 10x15 mm 13702 S52025 SUPRO Neurosurgical Sponge 20x25 mm 13702
S$51020 SUPRO Neurosurgical Sponge 10x20 mm 13702 $S2030 SUPRO Neurosurgical Sponge 20x30 mm 13702
551030 SUPRO Neurosurgical Sponge 10x30 mm 13702 $52040 SUPRO Neurosurgical Sponge 20x40 mm 13702
$51040 SUPRO Neurosurgical Sponge 10x40 mm 13702 $52050 SUPRO Neurosurgical Sponge 20x50 mm 13702
551050 SUPRO Neurosurgical Sponge 10x50 mm 13702 552060 SUPRO Neurosurgical Sponge 20x60 mm 13702
551060 SUPRO Neurosurgical Sponge 10x60 mm 13702 S52070 SUPRO Neurosurgical Sponge 20x70 mm 13702
SS1070 SUPRO Neurosurgical Sponge 10x70 mm 13702 $52075 SUPRO Neurosurgical Sponge 20x75 mm 13702
S$S1075 SUPRO Neurosurgical Sponge 10x75 mm 13702 5525125 SUPRO Neurosurgical Sponge 25x12,5 mm | 13702
551212 SUPRO Neurosurgical Sponge 12x12 mm 13702 $52525 SUPRO Neurosurgical Sponge 25x25 mm 13702
§51225 SUPRO Neurosurgical Sponge 12x25 mm 13702 552530 SUPRO Neurosurgical Sponge 25x30 mm 13702
$51230 SUPRO Neurosurgical Sponge 12x30 mm 13702 $52540 SUPRO Neurosurgical Sponge 25x40 mm 13702
§51240 SUPRO Neurosurgical Sponge 12x40 mm 13702 552550 SUPRO Neurosurgical Sponge 25x50 mm 13702
551250 SUPRO Neurosurgical Sponge 12x50 mm 13702 552560 SUPRO Neurosurgical Sponge 25x60 mm 13702
$S1260 SUPRO Neurosurgical Sponge 12x60 mm 13702 $52575 SUPRO Neurosurgical Sponge 13702

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$

Mutlukent Mahallesi 2073, Sokak (Eski 93 Sokak) No:10 Umitkdy ~ Cankaya — ANKARA
T:03124430390 F:03124430376 info@udem|td.com.tr

www.udem.com.tr
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This document containing 5 (five) pages is the Annex of the Certificate with the revision
e/ number 04, with the number M.2018.106.9577 and with the registration date of 24.04.2018
re and with the revision date of 06.05.2021 issued for “Klas Medikal Cihazlar Sanayi Miimessillik
/‘ ry ic ve Dis Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi
FET S San. ve Tic. AS. that is giving service as Notified Body with the ID No: 2292 according to
DEM
93/42/EEC Medical Devices Directive.

551270 SUPRO Neurosurgical Sponge 12x70 mm 13702 $52576 SUPRO Neurosurgical Sponge 25x76 mm 13702
S81275 SUPRO Neurosurgical Sponge 12x75 mm 13702 $530125 SUPRO Neurosurgical Sponge 30x12,5 mm | 13702
§5125125 SUPRO Neurosurgical Sponge 12,5x12,5 mm | 13702 §53030 SUPRO Neurosurgical Sponge 30x30 mm 13702
5512520 SUPRO Neurosurgical Sponge 12,5x20 mm 13702 S53050 SUPRO Neurosurgical Sponge 30x50 mm 13702
$512525 SUPRO Neurosurgical Sponge 12,5x25 mm 13702 §53530 SUPRO Neurosurgical Sponge 35x30 mm 13702
5512530 SUPRO Neurosurgical Sponge 12,5x30 mm 13702 §53838 SUPRO Neurosurgical Sponge 38x38 mm 13702
5$512540 SUPRO Neurosurgical Sponge 12,5x40 mm 13702 554010 SUPRO Neurosurgical Sponge 40x10 mm 13702
$512550 SUPRO Neurosurgical Sponge 12,5x50 mm 13702 554020 SUPRO Neurosurgical Sponge 40x20 mm 13702
$512570 SUPRO Neurosurgical Sponge 12,5x70 mm 13702 SS4040 SUPRO Neurosurgical Sponge 40x40 mm 13702
5512575 SUPRO Neurosurgical Sponge 12,5x75 mm 13702 $54050 SUPRO Neurosurgical Sponge 40x50 mm 13702
$5127127 SUPRO Neurosurgical Sponge 12,7x12,7 mm | 13702 554070 SUPRO Neurosurgical Sponge 40x70 mm 13702
S$51313 SUPRO Neurosurgical Sponge 13x13 mm 13702 S84075 SUPRO Neurosurgical Sponge 40x75 mm 13702
551320 SUPRO Neurosurgical Sponge 13x20 mm 13702 555050 SUPRO Neurosurgical Sponge 50x50 mm 13702
$51325 SUPRO Neurosurgical Sponge 13x25 mm 13702 555070 SUPRO Neurosurgical Sponge 50x70 mm 13702
S$51338 SUPRO Neurosurgical Sponge 13x38 mm 13702

Mesh and Kits for Incontinence

Ref. No Description GMDN | Ref. No Description GMDN
VT1045 SUPRQ Vaginal Tape 10x450mm 47986 KIT CYS-2 SUPRO Cystocele Kit 60x80x380mm 60842
VT1050 SUPRO Vaginal Tape 10x500mm 47986 KIT MINI SUPRO Mini Kit 12x80mm 47986
VT1060 SUPRO Vaginal Tape 10x600mm 47986 SP-01 SUPRO Suprapubic Needle 61337
VT1280 SUPRO Vaginal Tape 12X80mm 47986 TO-01 SUPRO Transobturator Needle 61337
VT1245 SUPRO Vaginal Tape 12x450mm 47986 HA-02 SUPRO Helical Needle 61337
CYs SUPRO Cystocele Tape 60x80x380mm 60842 VTUSS1045 | HITEC Vaginal Tape 10x450mm 47986
CYs-2 SUPRO Cystocele Tape 60x80x380mm 60842 VTUSS1050 | HITEC Vaginal Tape 10x500mm 47986
REC SUPRO Rectocele Tape 40x100x300mm 60842 VTUSS1060 | HITEC Vaginal Tape 10x600mm 47986
KIT TO-01 SUPRO Transobturator Kit 10x450mm 47986 VTUSS1280 | HITEC Vaginal Tape 12X80mm 47986
KIT SP-01 SUPRO Suprapubic Kit 10x600mm 47986 VTUSS1245 | HITEC Vaginal Tape 12x450mm 47986
KiT SP-015 | SUPRO Suprapubic Kit 10x500mm 47986 TOTUSS HITEC Transobturator Kit 10x450mm 47986
KIT HA-02 SUPRO Helical Kit 10x450mm 47986 PUBICUSS HITEC Suprapubic Kit 10x600mm 47986
KIT REC SUPRO Rectocele Kit 40x100x300mm 60842 HELUSS HITEC Helical Kit 10x450mm 47986
KIT CYS SUPRO Cystocele Kit 60x80x380mm 60842

Mesh for Hernia

Ref. No Description GMDN | Ref. No Description GMDN
SMS0406 SUPRO Mesh for Hernia Light 4x6 cm 60300 SMS1030 | SUPRO Mesh for Hernia Light 10x30 cm 60300
SMS0505 SUPRO Mesh for Hernia Light 5x5 cm 60300 SMS1510 | SUPRO Mesh for Hernia Light 15x10 cm 60300
SMS0508 SUPRO Mesh for Hernia Light 5x8 cm 60300 SMS1515 | SUPRO Mesh for Hernia Light 15x15 cm 60300
SMS0510 SUPRO Mesh for Hernia Light 5x10 cm 60300 SMS1520 | SUPRO Mesh for Hernia Light 15x20 cm 60300
SMS0611 SUPRO Mesh for Hernia Light 6x11 cm 60300 SMS1530 | SUPRO Mesh for Hernia Light 15x30 cm 60300
SMS0614 SUPRO Mesh for Hernia Light 6x14 cm 60300 SMS2020 | SUPRO Mesh for Hernia Light 20x20 cm 60300
SMS0712 SUPRO Mesh for Hernia Light 7x12 cm 60300 SMS2030 | SUPRO Mesh for Hernia Light 20x30 cm 60300
SMS7575 SUPRO Mesh for Hernia Light 7,5x7,5 cm 60300 SMS2235 | SUPRO Mesh for Hernia Light 22x35 cm 60300
SMS7515 SUPRO Mesh for Hernia Light 7,5x15 cm 60300 SMS2510 | SUPRO Mesh for Hernia Light 25x10 cm 60300
SMS0813 SUPRO Mesh for Hernia Light 8x13 cm 60300 SMS3015 | SUPRO Mesh for Hernia Light 30x15 cm 60300
SMS0814 SUPRO Mesh for Hernia Light 8x14 cm 60300 SMS3030 | SUPRO Mesh for Hernia Light 30x30 cm 60300
5MS0815 SUPRO Mesh for Hernia Light 8x15 cm 60300 SMS3040 | SUPRO Mesh for Hernia Light 30x40 cm 60300
SMS1010 SUPRO Mesh for Hernia Light 10x10 cm 60300 SMS3050 | SUPRO Mesh for Hernia Light 30x50 cm 60300
SMS1013 SUPRO Mesh for Hernia Light 10x13 cm 60300 SMS4040 | SUPRO Mesh for Hernia Light 40x40 cm 60300
SMS1015 SUPRO Mesh for Hernia Light 10x15 cm 60300 SMS6060 | SUPRO Mesh for Hernia Light 60x60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
SMMO0406 | SUPRO Mesh for Hernia 4x6 cm 60300 SMM1030 | SUPRO Mesh for Hernia 10x30 cm 60300
SMMO0S505 | SUPRC Mesh for Hernla 5x5 cm 60300 SMM1510 | SUPRO Mesh for Hernia 15x10 cm 60300
SMMO0508 | SUPRO Mesh for Hernia 5x8 cm 60300 SMM1515 | SUPRO Mesh for Hernia 15x15 cm 60300
SMMO0510 | SUPRO Mesh for Hernia 5x10 cm 60300 SMM1520 | SUPRO Mesh for Hernia 15x20

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S

Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Cankaya — ANKARA

T:03124430390 F:03124430376 info@udemltd.com.tr www.udem.com.tr
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This document containing 5 (five) pages is the Annex of the Certificate with the revision
number 04, with the number M.2018.106.9577 and with the registration date of 24.04.2018
and with the revision date of 06.05.2021 issued for “Klas Medikal Cihazlar Sanayi Miimessillik
i¢ ve Dig Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi
San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292 according to
93/42/EEC Medical Devices Directive.

SMMO0611 | SUPRO Mesh for Hernia 6x11 cm 60300 SMM1530 | SUPRO Mesh for Hernia 15%x30 cm 60300
SMMO0614 | SUPRC Mesh for Hernia 6x14 cm 60300 SMM2020 | SUPRO Mesh for Hernia 20x20 cm 60300
SMMO0712 | SUPRO Mesh for Hernia 7x12 cm 60300 SMM2030 | SUPRO Mesh for Hernia 20x30 cm 60300
SMM7575 | SUPRO Mesh for Hernia 7,5x7,5 cm 60300 SMM2235 | SUPRO Mesh for Hernia 22x35 cm 60300
SMM7515 | SUPRO Mesh for Hernia 7,5x15 cm 60300 SMM2510 | SUPRO Mesh for Hernia 25x10 cm 60300
SMMO0813 | SUPRO Mesh for Hernia 8x13 cm 60300 SMM3015 | SUPRO Mesh for Hernia 30x15 cm 60300
SMMO0814 | SUPRO Mesh for Hernia 8x14 cm 60300 SMM3030 | SUPRO Mesh for Hernia 30x30 cm 60300
SMMO0815 | SUPRO Mesh for Hernia 8x15 cm 60300 SMM3040 | SUPRO Mesh for Hernia 30x40 cm 60300
SMM1010 | SUPRO Mesh for Hernia 10x10 cm 60300 SMM3050 | SUPRO Mesh for Hernia 30x50 cm 60300
SMM1013 | SUPRO Mesh for Hernia 10x13 cm 60300 SMM4040 | SUPRO Mesh for Hernia 40x40 cm 60300
SMM1015 | SUPRO Mesh for Hernia 10x15 cm 60300 SMM6060 | SUPRO Mesh for Hernia 60x60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
SMLO406 SUPRO Mesh for Hernia Light 4x6 cm 60300 SML1030 | SUPRO Mesh for Hernia Light 10x30 cm 60300
SMLO505 SUPRO Mesh for Hernia Light 5x5 cm 60300 SML1510 | SUPRO Mesh for Hernia Light 15x10 cm 60300
SMLOS08 SUPRO Mesh for Hernia Light 5x& cm 60300 SML1515 | SUPRO Mesh for Hernia Light 15x15 cm 60300
SMLO510 SUPRO Mesh for Hernia Light 5x10 cm 60300 SML1520 | SUPRQ Mesh for Hernia Light 15x20 cm 60300
SMLO611 SUPRO Mesh for Hernia Light 6x11 cm 60300 SML1530 | SUPRO Mesh for Hernia Light 15x30 cm 60300
SMLO614 SUPRO Mesh for Hernia Light 6x14 cm 60300 SML2020 | SUPRO Mesh for Hernia Light 20x20 cm 60300
SMLO712 SUPRO Mesh for Hernia Light 7x12 cm 60300 SML2030 | SUPRO Mesh for Hernia Light 20x30 cm 60300
SML7575 SUPRO Mesh for Hernia Light 7,5x7,5 cm 60300 SML2235 | SUPRO Mesh for Hernia Light 22x35 cm 60300
SML7515 SUPRO Mesh for Hernia Light 7,5x15 cm 60300 SML2510 | SUPRO Mesh for Hernia Light 25x10 cm 60300
SMLO813 SUPRO Mesh for Hernia Light 8x13 cm 60300 SML3015 | SUPRO Mesh for Hernia Light 30x15 cm 60300
SMLO814 SUPRO Mesh for Hernia Light 8x14 cm 60300 SML3030 | SUPRO Mesh for Hernia Light 30x30 cm 60300
SMLO815 SUPRO Mesh for Hernia Light 8x15 cm 60300 SML3040 | SUPRO Mesh for Hernia Light 30x40 cm 60300
SML1010 SUPRO Mesh for Hernia Light 10x10 cm 60300 SML3050 | SUPRO Mesh for Hernia Light 30x50 cm 60300
SML1013 SUPRO Mesh for Hernia Light 10x13 cm 60300 SML4040 | SUPRO Mesh for Hernia Light 40x40 cm 60300
SML1015 SUPRO Mesh for Hernia Light 10x15 cm 60300 SML6060 | SUPRO Mesh for Hernia Light 60x60 cm 60300
Ref. No Description GMDN | Ref. No Description GMDN
P3DS SUPRO Mesh for Hernia Plug 3D Kit @3.4cm | 60300 P3DMS SUPRO Mesh for Hernia Plug 3D 3.4 cm 60300
P3DM SUPRO Mesh for Hernia Plug 3D Kit @4.5cm | 60300 | P3DMM SUPRO Mesh for Hernia Plug 3D $4.5 cm 60300
P3DL SUPRO Mesh for Hernia Plug 3D Kit @5 cm 60300 P3DML SUPRO Mesh for Hernia Plug 3D @5 cm 60300
PLG7 SUPRO Mesh for Hernia Plug Kit 7 cm 60300 SMKO503 | SUPRO Mesh for Hernia Preshaped 5x9 cm 60300
PLGY9 SUPRO Mesh for Hernia Plug Kit @9 cm 60300 SMKO611 | SUPRO Mesh for Hernia Preshaped 6x11 cm | 60300
PLG11 SUPRO Mesh for Hernia Plug Kit 11 cm 60300 SMKO614 | SUPRO Mesh for Hernia Preshaped 6xi4 cm | 60300

Surgical Incise Drape

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Cankaya — ANKARA
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Ref. No Description GMDN | Ref. No Description GMDN
D1010 HITEC Surgical Incise Drape 10x10 cm 47783 D4535 HITEC Surgical Inclse Drape 45x35 cm 47783
D1012 HITEC Surgical Incise Drape 10x12 cm 47783 D4540 HITEC Surgical Incise Drape 45x40 cm 47783
D1020 HITEC Surgical Incise Drape 10x20 cm 47783 D4545 HITEC Surgical Incise Drape 45x45 cm 47783
D1030 HITEC Surgical Incise Drape 10x30 cm 47783 D4548 HITEC Surgical Incise Drape 45x48 cm 47783
D1050 HITEC Surgical Incise Drape 10x50 cm 47783 D4555 HITEC Surgical Incise Drape 45x55 cm 47783
D1060 HITEC Surgical Incise Drape 10x60 cm 47783 D4560 HITEC Surgical Incise Drape 45x60 cm 47783
D1520 HITEC Surgical Incise Drape 15x20 cm 47783 D4565 HITEC Surgical Incise Drape 45x65 cm 47783
D1528 HITEC Surgical Incise Drape 15x28 cm 47783 D4530 HITEC Surgical Incise Drape 45x90 cm 47783
D1530 HITEC Surgical Incise Drape 15x30 ¢cm 47783 D5045 HITEC Surgical Incise Drape 50x45 cm 47783
D1620 HITEC Surgical incise Drape 16x20 cm 47783 D5060 HITEC Surgical incise Drape 50x60 cm 47783
D2010 HITEC Surgical Incise Drape 20x10 cm 47783 D5545 HITEC Surgical Incise Drape 55x45 cm 47783
D2020 HITEC Surgical Incise Drape 20x20 cm 47783 D5580 HITEC Surgical Incise Drape 55x80 cm 47783
D2030 HITEC Surgical Incise Drape 20x30 cm 47783 D5640 HITEC Surgical Incise Drape 56x40 cm 47783
D2040 HITEC Surgical Incise Drape 20x40 cm 47783 D5645 HITEC Surgical Incise Drape 56x45 cm 47783
D2815 HITEC Surgical Incise Drape 28x15 cm 47783 D5660 HITEC Surgical Incise Drape 56x60 cm
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D2830 HITEC Surgical Incise Drape 28x30 cm 47783 D5680 HITEC Surgical Incise Drape 56x80 cm 47783
D2840 HITEC Surgical Incise Drape 28x40 cm 47783 D5685 HITEC Surgical Incise Drape 56x85 cm 47783
D2845 HITEC Surgical Incise Drape 28x45 cm 47783 D5690 HITEC Surgical Incise Drape 56x90 cm 47783
D3020 HITEC Surgical Incise Drape 30x20 cm 47783 D6030 HITEC Surgical Incise Drape 60x30 cm 47783
D3027 HITEC Surgical incise Drape 30x27 cm 47783 D6035 HITEC Surgical Incise Drape 60x35 cm 47783
D3030 HITEC Surgical Incise Drape 30x30 cm 47783 D6040 HITEC Surgical Incise Drape 60x40 cm 47783
D3035 HITEC Surgical Incise Drape 30x35 cm 47783 D6045 HITEC Surgical Incise Drape 60x45 cm 47783
D3040 HITEC Surgical Incise Drape 30x40 cm 47783 D6050 HITEC Surgical Incise Drape 60x50 cm 47783
D3045 HITEC Surgical Incise Drape 30x45 cm 47783 D6055 HITEC Surgical Incise Drape 60x55 cm 47783
D3050 HITEC Surgical Incise Drape 30x50 cm 47783 D6060 HITEC Surgical Incise Drape 60x60 cm 47783
D3060 HITEC Surgical Incise Drape 30x60 cm 47783 De070 HITEC Surgical Incise Drape 60x70 cm 47783
D3535 HITEC Surgical Incise Drape 35x35 cm 47783 D6080 HITEC Surgical Incise Drape 60x80 cm 47783
D3540 HITEC Surgical Incise Drape 35x40 cm 47783 D6085 HITEC Surgical Incise Drape 60x85 cm 47783
D3545 HITEC Surgical Incise Drape 35x45 cm 47783 D60S0 HITEC Surgical Incise Drape 60x50 cm 47783
D3550 HITEC Surgical Incise Drape 35x50 cm 47783 D6640 HITEC Surgical Incise Drape 66x40 cm 47783
D3560 HITEC Surgical Incise Drape 35x60 cm 47783 D6645 HITEC Surgical Incise Drape 66x45 cm 47783
D4030 HITEC Surgical Incise Drape 40x30 cm 47783 D6650 HITEC Surgical Incise Drape 66x50 cm 47783
D4035 HITEC Surgical Incise Drape 40x35 cm 47783 D6660 HITEC Surgical Incise Drape 66x60 cm 47783
D4040 HITEC Surgical Incise Drape 40x40 cm 47783 D6685 HITEC Surgical Incise Drape 66x85 cm 47783
D4042 HITEC Surgical Incise Drape 40x42 cm 47783 D663%0 HITEC Surgical Incise Drape 66xS0 cm 47783
D4045 HITEC Surgical Incise Drape 40x45 cm 47783 DS045 HITEC Surgical Incise Drape 90x45 cm 47783
D4060 HITEC Surgical Incise Drape 40x60 cm 47783 D050 HITEC Surgical Incise Drape 90x50 cm 47783
D4528 HITEC Surgical Incise Drape 45x28 cm 47783 D9060 HITEC Surgical Incise Drape S0x60 cm 47783
D4530 HITEC Surgical Incise Drape 45x30 cm 47783

Ref. No Description GMDN | Ref. No Description GMDN
DU1010 HITEC Surgical Incise Drape PU 10x10 cm 47783 DU4535 HITEC Surgical Incise Drape PU 45x35 cm 47783
DU1012 HITEC Surgical Incise Drape PU 10x12 cm 47783 DU4540 HITEC Surgical Incise Drape PU 45x40 cm 47783
DU1020 HITEC Surgical Incise Drape PU 10x20 cm 47783 DU4545 HITEC Surgical Incise Drape PU 45x45 cm 47783
DU1030 HITEC Surgical Incise Drape PU 10x30 cm 47783 DU4548 HITEC Surgical Incise Drape PU 45x48 cm 47783
DU1050 HITEC Surgical Incise Drape PU 10x50 cm 47783 DU4555 HITEC Surgical Incise Drape PU 45x55 cm 47783
DU1060 HITEC Surgical Incise Drape PU 10x60 cm 47783 DU4560 HITEC Surgical Incise Drape PU 45x60 cm 47783
DU1520 HITEC Surgical Incise Drape PU 15x20 cm 47783 DU4565 HITEC Surgical Incise Drape PU 45x65 cm 47783
pu1528 HITEC Surgical Incise Drape PU 15x28 cm 47783 DU4590 HITEC Surgical Incise Drape PU 45x30 cm 47783
DU1530 HITEC Surgical Incise Drape PU 15x30 cm 47783 DU5S045 HITEC Surgical Incise Drape PU 50x45 cm 47783
DU1620 HITEC Surgical Incise Drape PU 16x20 cm 47783 DUS060 HITEC Surgical Incise Drape PU 50x60 cm 47783
DU2010 HITEC Surgical Incise Drape PU 20x10 cm 47783 DU5545 HITEC Surgical Incise Drape PU 55x45 cm 47783
DU2020 HITEC Surgical Incise Drape PU 20x20 ¢cm 47783 DUS5580 HITEC Surgical Incise Drape PU 55x80 cm 47783
DU2030 HITEC Surgical Incise Drape PU 20x30 cm 47783 DU5640 HITEC Surgical Incise Drape PU 56x40 cm 47783
DU2040 HITEC Surgical Incise Drape PU 20x40 cm 47783 DUS645 HITEC Surgical Incise Drape PU 56x45 cm 47783
DU2815S HITEC Surgical Incise Drape PU 28x15 cm 47783 DUS660 HITEC Surgical Incise Drape PU 56x60 cm 47783
DU2830 HITEC Surgical Incise Drape PU 28x30 cm 47783 DUS680 HITEC Surgical Incise Drape PU 56x80 cm 47783
DU2840 HITEC Surgical Incise Drape PU 28x40 cm 47783 DUS685 HITEC Surgical Incise Drape PU 56x85 cm 47783
DuU2845 HITEC Surgical Incise Drape PU 28x45 cm 47783 DUS5620 HITEC Surgical Incise Drape PU 56x20 cm 47783
DU3020 HITEC Surgical Incise Drape PU 30x20 cm 47783 DU6030 HITEC Surgical Incise Drape PU 60x30 cm 47783
DU3027 HITEC Surgical Incise Drape PU 30x27 cm 47783 DU6035 HITEC Surgical Incise Drape PU 60x35 cm 47783
DU3030 HITEC Surgical Incise Drape PU 30x30 cm 47783 DU6040 HITEC Surgical Incise Drape PU 60x40 cm 47783
DU3035 HITEC Surgical Incise Drape PU 30x35 cm 47783 DU6045 HITEC Surgical Incise Drape PU 60x45 cm 47783
DU3040 HITEC Surgical Incise Drape PU 30x40 cm 47783 DU6050 HITEC Surgical Incise Drape PU 60x50 cm 47783
DU3045 HITEC Surgical Incise Drape PU 30x45 cm 47783 DUB055 HITEC Surgical Incise Drape PU 60x55 cm 47783
DU3050 HITEC Surgical Incise Drape PU 30x50 cm 47783 DU6060 HITEC Surgical Incise Drape PU 60x60 cm 47783
DU3060 HITEC Surgical Incise Drape PU 30x60 cm 47783 DU6070 HITEC Surgical Incise Drape PU 60x70 cm 47783
DU3535 HITEC Surgical Incise Drape PU 35x35 cm 47783 DU6080 HITEC Surgical Incise Drape PU 60x80 cm 47783
DU3540 HITEC Surgical Incise Drape PU 35x40 cm 47783 DUB08S HITEC Surgical Incise Drape PU 60x85 cm 47783
DU3545 HITEC Surgical Incise Drape PU 35x45 cm 47783 DU60%0 HITEC Surgical Incise Drape PU 60x20 cm 47783
DU3550 HITEC Surgical Incise Drape PU 35x50 cm 47783 DU6640 HITEC Surgical Incise Drape PU 66x40.cm L 47783




This document containing 5 (five) pages is the Annex of the Certificate with the revision

kot number 04, with the number M.2018.106.9577 and with the registration date of 24.04.2018

rs and with the revision date of 06.05.2021 issued for “Klas Medikal Cihazlar Sanayi Mimessillik

/LA ic ve Dig Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi

'LTD Eﬁ San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292 according to
93/42/EEC Medical Devices Directive.

DU3560 HITEC Surgical Incise Drape PU 35x60 cm 47783 DU6645 HITEC Surgical Incise Drape PU 66x45 cm 47783
DU4030 HITEC Surgical Incise Drape PU 40x30 cm 47783 DU6B650 HITEC Surgical Incise Drape PU 66x50 cm 47783
DU4035 HITEC Surgical Incise Drape PU 40x35 cm 47783 DU6660 HITEC Surgical Incise Drape PU 66x60 cm 47783
DU4040 HITEC Surgical Incise Drape PU 40x40 cm 47783 DUB68S HITEC Surgical Incise Drape PU 66x85 cm 47783
DU4042 HITEC Surgical Incise Drape PU 40x42 cm 47783 DU6690 HITEC Surgical Incise Drape PU 66x90 cm 47783
DU4045 HITEC Surgical Incise Drape PU 40x45 cm 47783 DUS045 HITEC Surgical Incise Drape PU 90x45 cm 47783
DU4060 HITEC Surgical Incise Drape PU 40x60 cm 47783 DUS050 HITEC Surgical Incise Drape PU 90x50 cm 47783
DU4528 HITEC Surgical Incise Drape PU 45x28 cm 47783 DUS060 HITEC Surgical Incise Drape PU 90x60 cm 47783
DU4530 HITEC Surgical Incise Drape PU 45x30 cm 47783
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EC Certificate TOVRheinland
Directive 93/42/EEC Annex lI, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60143699 0001

Report No.: 15059498 012
Manufacturer: Jiangsu Brightness Medicai Devices
Co., Ltd.

The 3rd floor of Building 3, Building 1
& Building 5-3, No.66, Hehuan Road
Zhonglou Economic Development Area
Changzhou

213013 Jiangsu

P.R. China
Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: HD 60129487 0001

Expiry Date: 2023-06-04

The Notified Body hereby declares that the requirements of Annex Il, 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 II,
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: 2020-04-26

Date: 2020-04-26

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90435 Ri{
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 04.08 ® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



TillystraRe 2, 90431 Niirnberg

Attachment to

TUV Rheinland
LGA Products GmbH

Date:

Certificate

Registration No.: HD 60143699 0001

Report No.: 15059498 012

Manufacturer: Jiangsu Brightness Medical Devices
Co., Ltd.
The 3rd floor of Building 3, Building 1
& Building 5-3, No.66, Hehuan Road
Zhonglou Economic Development Area
Changzhou
213013 Jiangsu
P.R. China

Products:

Non-vascular Stents

Disposable
Disposable
Disposable
Disposable
Disposable
Disposable
Disposable

Endoscopic Ligating Loops
Clip Appliers

Veress Needles

Endoscopic Retrieval Bags
Suction and Irrigation Tubes
Trocars

Endoscopic Dissectors

Skin Staplers and Removers

Disposable
Disposable
Disposable
Disposable
Disposable
Disposable

2020-04-26

Circular Staplers

Hemorrhoids Staplers

Linear Stapler and Reloads

Linear Cutter Staplers and Reloads
Curved Cutter Staplers

Endocutters & Disposable Endocutter Reloads

Doc.

. ®
TUVRheinland

1/1, Rev. 0

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




Directive 93/42/EEC Annex Il, excluding Section 4

Manufacturer:

Products:

Expiry Date:

EC Certificate TOVRheinland

Full Quality Assurance System
Medical Devices

Registration No.: HD 60145904 0001

Report No.: 15091660 006

Zhejiang Jinhua Huatong

Medical Appliance Co., Ltd.

5th Floor, Building C.D

No. 818 Jidao Street, Wucheng Area
Jinhua

321016 Zhejiang

P.R. China

- Disposable Electrosurgical Active Electrodes
(Electrosurgical Pencils)

- Disposable Neutral Electrodes
- Electrosurgical Electrodes for single use

Replaces Approval, Registration No.: HD 60127421 0001

2024-05-26

The Notified Body hereby declares that the requirements of Annex II, 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 II,
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.

Effective Date:

Date:

2020-02-24 .

2020-02-24

T q’.ﬁ;" ung‘.‘ns‘g/
TUV Rheinland LGA Products GmbH - TillystraBe—2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body accordirig to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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