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Certificate of (Registration

The Governing Board of
Q.A. International Certification Limited
hereby grants to:

SURGICON (PVT) LTD

Registration No.: QAIC / PK / 889 - B

(hereinafter called the Registered Company) the right to be listed in the Directory of Registered Companies in respect of the
services listed below. These services shall be offered by the Registered Company at or from only the address given below in

accordance with the quality management system in Compliance with the Requirements of 1S0 13485:2016.

Address to which this Certificate refers:

P.O. Box: No: 244, Khadim Ali Road, Sialkot - Pakistan
Approved Scope to which this Certificate refers:

Manufacture of Non-Active Surgical and Dental Instruments.
(Please note that the above scope represents the certified activity of the named organisation and as such,
the organisation may undertake additional activities that are not covered under this certification).

Signed for and on behalf of the Board

&

CHIEF EXECUTIVE SCHEME MANAGER

Certificate Issue Date: /st April 2019 - Certificate Renewal Before: 3 /st March 2020
Date of Initial Registration: 28th April 2006 - Re-Certification Before: 3/st March 2021

This Certificate of Registration is granted subject to the Regulations approved by the Board.

QA INTERNATIONAL

Q.A. International Certification Ltd.
Dudley Court

Dudley Road

Darlington

United Kingdom

DL1 4GG

Tel: +44 (0)1325 384272
Fax: +44 (0)1325 480980
www.qai.co.uk

accr 1 respect
by the accreditation certificate number 04




CERTIFICATE

=

Registration No. DCS/9479903
Application of Council Directive 93/42/EEC as updated directive 2007/47/EC for Class I
Medical Devices
This is certifying that the products submitted are:

CLASS I MEDICAL DEVICES
(Re-Useable, Non-Powered Surgical Instruments)

Manufactured By:
SURGI_CON LTD
P.O. Box: No. 244, Khadim Ali Road, Sialkot-Pakistan

Comply with the applicable requirements of the Directive 93/42/EEC as updated directive
2007/47/EC for Class I Medical Devices

The Technical file of the products have been assessed according to the procedure of
Conformity Assessment described in the Annex -I, Annex VIL
Limitations:

The manufacturer must inform DCS of any substantial changes occurred in the Product or
process in order to examine whether this certificate remains valid. Conformance to all the
regulatory requirements is the sole responsibility of the manufacturer including the appointment
of EU Authorized Representative and registration with concerned competent authority -

CHAIRMAN SCHEME MANAGER

4

Issue Date: 09 April, 2019 Expiry Date: 08 April, 2020

www.dynamexcertification.org




EC Certificate TUVRheinland

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

Registration No.: DD 60106307 0001
Report No.: 15089783 001

Manufacturer: Shanxian Runte Medical
Instruments Co., Ltd.
Nanduan Wenhua Road, Shanxian,
274300 Heze City, Shandong
China

Products: - Disposable Suture Needles with Non-absorbable Threads
- Sterile Syringe for Single Use
- Sterile Infusion Sets for Single Use
- Disposable Lancets for Blood Specimen Collection

Replaces Approval, Registration No.: DD 60034791 0001

Expiry Date: 2020-11+23

The Notified Body hereby declares that the requirements 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 quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

b4

Effective Date: . 2015-11-24

Date: 2015-11-24

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 number 0197.

10/020/04 08




EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60112728 0001

Report No.: 15095315 001

Manufacturer: Changzhou ZhongYou Medical
Device Co., Ltd.
Wugang, Zhenglu Town
Changzhou
213115 Jiangsu
China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No.: DD 60040100 0001

Expiry Date: 2021-07-28

The Notified Body hereby declares that the requirements 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 quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2016-08-08

Date: 2016-08-08

TUV Rheinland LGA Products GmbH - Tillyst 0431 Nirnberg

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 @ TUV, TUEV and TUV are registered trademarks. Utilisation and appiication requires prior approval



- ®
TUVRheinland

TUV Rheiniand RRS "
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60112728 0001

Report No.: 15095315 001

flanufacturer: Changzhou ZhongYou Medical
Device Co., Ltd.
Wugang, Zhenglu Town
Changzhou
213115 Jiangsu
China

Products:

- Suction Catheters

- Stomach Tubes

- Feeding Tubes

- Mucus Extractors

- Urinary Catheters (Nelaton Catheters, Tiemann Catheters)
- Oxygen Masks

- Nebulizer Masks

For following medical devices the scope covers only the
aspects of manufacture concerned with securing and
maintaining sterile conditions:

~ Nasal Oxygen Cannulae

- Disposable Urine Drainage Bags

- Cervical Scrapers

- Medical Brushes

- Rectal Catheters

- Suction Connecting Tubes with Yankauer

Notified

Date: 2016-08-08

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



MEDICOR
MEDITU KFT.

Declaration of Conformity

The undersigned declares that the goods described below are manufactured

by our company (description of the goods, quantitiy. reference to the invoice.etc.):
Surgical needle (Annex 1.)

Placeof production: MEDICOR MEDITU Kft H-6900 Maké, Rikos it 6.

Short description of the manufacturing procedure:

In accordance with technology no. MU-7147:

The country of origin of the goods: HUNGARY

and the goods fully comply with the requirements of the non preferential

rules of origin laid down in the articles 22-26 of the council regulation (CE)
No. 291392 (Community Customs Code) and/or Annex 10 or 11 to the council
regulation (EC) No. 2454/93 (Implementing Provisions of the Community Customs Code).
Moreover, these products are manufactured by a company certified under
ISO9001:2008, which products are classified as Class 1. invasive devices by
the EUM Decree No. 4/2009 (111.17.) impluneme.d under Directives (EEC)
No. 93/42. (Annex No.9.111/2.2.6/b, of the Decree EOM No. 472009.111.17.)
The undersigned declares that the infromation given above is true and correct.
He undetakes to provide any further proof to this declaration if required by

the Chamber of Commerce and Industry. MEDICOR MEDITU
Sebészeti Varrodl Gydrté Kfi.
6900 Mako, Rakosi 1 6.
Adoszém: 10471773-2-06
Maké 2018.02.06. G)—v—/
MEDICOR MEDITU Kft
6900 Makd,Rékosi it 6. managing director

H-6900 Maké, Rakosi ut 6. ~
Telefon /Fax: (62) 510-701
E-mail: meditu@invitel.hu 180

Internet: www.meditu.hu.




Manufacturer's Declaration

The undersigned declares that the goods described below are manufactured by our company (description of
the goods, quantity, reference to the invoice, etc.):

Surgical needle,
Place of production: MEDICOR MEDITU Kft. H-6900 Makd, Rakosi Ut 6.

Short description of the manufacturing procedure:

In accordance with technology no. MU-7147:

The country of origin of the goods: Hungary

and the goods fully comply with the requirements of the non preferential rules of origin laid down in the
articles 22-26 of the council regulation (EC) No. 2913/92 (Community Customs Code) and/or Annex 10 or 11
to the council regulation (EC) No. 2454/93 (Implement.ing Provisions of the Community Customs Code).
Moreover, these products are manufactured by a company certified under ISO 9001:2008, which products
are classified as Class |. invasive devices by the EUM Decree No. 4/2009. (I11.17.) implemented under
Directives (EEC) No. 93/42. (Annex No.9. 111/2.2.6/b. of the Decree EUM No. 4/2009. (111.17.).

The undersigned declares that the information given above is true and correct.

He undertakes to provide any further proof to this declaration if required by the Chamber of Commerce and
Industry.

MEDICOR MEDITU Kit.
6900 Maks, Rékosi it §

b
Mako, 2017.01.31.
MEDICOR MEDITU Kft. Csongor Gyérgy
6900 Maké, Rakosi ut 6. managing director

Place and date, company name and address Name, position in company, signature



EC Certificate TOVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60136001 0001
Report No.: 15065241 009

Manufacturer: Huaian Angel Medical Instruments
Co., Ltd.
19 East Zhuhai Road
Huaian
223001 Jiangsu
China

Products: Medical Devices
(see attachment for products included)

Replaces Approval, Registration No.: DD 60101257 0001

Expiry Date: 2024-01-26

The Notified Body hereby declares that the requirements 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 quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this

certificate an EC type-examination certificate according to Annex lll is required. T
G o,
3o %,

Effective Date: 2019-01-27

Date: 2019-01-17

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

1000206 0408 ®  TUV, TUEV and TUV are registerad racerrares. Utisaton and scplcaton (6auros pro- approval.



Attachment to
Certificate

Registration No.:

Report No.:

Manufacturer:

Products:

i ®
TUVRheinland

TUV Rheinland e e
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

DD 60136001 0001
15065241 009

Huaian Angel Medical Instruments
Co., Ltd.

19 East Zhuhai Road

Huaian

223001 Jiangsu

China

- Disposable Suture Needles

- Disposable Surgical Blades & Scalpels with Plastic Handle
- Sterile Blood Lancets

- Surgical Instruments Kits

For the following medical devices the scope covers only

the aspects of

manufacture concerned with securing and

maintaining sterile conditions:

- Sterile Urinary Drainage Bags
- Disposable Umbilical Cord-Clamps

Date: 2019-01-17

10/020= 0408 B TUV. TUEVand TUV are registersd uaderarcs

Utiieatio™ and epplication 10GU(0S pror 39ROVl
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