EC Certificate TOVRheinland

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

Registration No.: DD 2070881-1
Manufacturer; M & G Products Co., Ltd. ST T p———
H 1g1ta. s1gne 1gn1l1 1 atian
No. 968-970 Mingzhuwan, i 5 3030 09:41:00 EEST
Yangzhong Reason: MoldSign Signature
212200 Jiangsu Location: Moldova
P.R. China
Products: Electronic Thermometers, Sterile Infusion sets for Single Use, Sterile

Syringes for Single Use, Transfusion Sets, Hypodermic Needle for Single
Use, Three way Stopcock, Sterile Heparin Caps for Single Use, Sterile
Dental Needles for Single Use, I.V. Cannula for Single Use, Infusion Set
with Burette, Extension Tubes, Syringe for Insulin, Scalp Vein set for Single
use, |.V.flow regulator for Single use, Sterile Nelaton Catheters, Insulin Pen
Needles, Sterile and Non-sterile Oxygen Masks, Sterile and Non-sterile
Nasal Oxygen Cannulas, Sterile and Non-sterile Nebulizer Masks, Sterile
and non-sterile venture masks, Sterile and non-sterile non Rebreathing
Masks, Sterile and Non-sterile Nebulizers, Suction Tubing With Yankauer
Handle, Needle Free Connectors, Tracheal Tubes, Reinforced
Endotracheal Tubes, Sterile Surgical Blades, Disposable Scalpel with
Plastic Handles, Lap Sponges;

Aspects of manufacture concerned with securing and maintaining sterile
conditions of Sterile Suction Catheters, Sterile Feeding Tubes, Disposable
Stomach Tubes,

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 |1l is required.

Report No.: 156080731 011
Effective date: 2021-04-30
Expiry date: 2024-05-26
Issue date: 2021-04-30
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TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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Disposable Umbilical Cord Clamps, Disposable Mucus Extractors,
Disposable Rectal Tubes, Disposable 1.D. Bracelets, Urinary Collection
Bags, Sterile Gauze Sponges, Sterile Bandages, Sterile Gauze Rolls,
Sterile Cohesive Bandages, Sterile Wound Plaster/Strips, Sterile Dressings
Adhesives

Replaces Approval, Registration No.: DD 60148986 0001

15080731 011
2021-04-30
2024-05-26
2021-04-30
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TUV Rheinland LGA Products GmbH

Tillystralle 2 - 90453{-I:Mmberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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EC Certificate TUVRheinland

Production Quality Assurance
Directive 93/42/EEC on Medical Devices, AnnexV

Registration No.: DD 2070881-1

Manufacturer: M & G Products Co., Ltd.
No. 968-970 Mingzhuwan,
Yangzhong
212200 Jiangsu
P.R. China

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured
/01 M & G Products Co., Ltd. Same as the above mentioned Products
Binjiangdadao, Huangshantao, Lianhe
Xinba Town,
Yangzhong
212200 Jiangsu
P.R. China
Report No.: 15080731 011 8 LGA B~
Effective date: 2021-04-30
Expiry date: 2024-05-26
Issue date: 2021-04-30

TUV Rheinland l’gGA Products GmbH
TillystralBe 2 - 90431 Nérnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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TUY, TUEV and TUV are registered trademarks. Utilisation and apphication requires prior approval
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