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

Medical Devices »

Registration No.: DD 60127088 0001

Report No.: 15044773 009
Manufacturer: Shengguang Medical Instrument
Co., Ltd.

East of Longshan Road, Jiaxian
Pingdingshan City

467000 Henan

China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: DD 60114594 0001

Expiry Date: 2021-10-22

o ®
TUVRheinland

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 lll is required.

Effective Date: 2018-07-06

Date:

2018-07-06

TUV Rheinland LGA Products GmbH - Tilly

Niirnberg

TOV Rheinland LGA Products GmbH is a Notified Body accordlng to Directive 93/42/EEC

concerning medical devices with the identification number 0197.
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e ®
TUVRheinland

TUV Rheinland i i
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60127088 0001

Report No.: 15044773 009

Manufacturer: Shengguang Medical Instrument

Co., Ltd.

East of Longshan Road, Jiaxian
Pingdingshan City

467000 Henan

China

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

Disposable Drainage Bags, Disposable Medical Pads, Medical
Caps, Surgical Masks, Disposable Suction Catheters,
Disposable Spatula, Disposable Vaginal Dilators, Wound
Plasters, Drainage Tubes for Single Use, Sterile Medical
Cotton Balls, Sterile Medical Sheets, Sterile Cotton Swabs,
Examination Gloves, Disposable Dressing Kits, Medical
Absorbent Gauze Pieces, Medical Absorbent Gauze Pads,
Disposable Medical Films, Positive Pressure Needle-Free
Infusion Connectors, Medical Use Cotton Rolls, Medical Gauze
Bandages, Medical Elastic Bandages, Oropharyngeal Airways,
Disposable Sterile Dispensing Syringes, Disposable Delivery
Kits, Medical Masks, Protectors for Transfusion Joint,
Disposable Oral Irrigation Tubes

Notified /B
4@7

Date: 2018-07-06
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i ®
TUVRheinland

TUV Rheinland o Gl
LGA Products GmbH ;
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60127088 0001

Report No.: 15044773 009

Manufacturer: Shengguang Medical Instrument
Co., Ltd.
East of Longshan Road, Jiaxian
Pingdingshan City
467000 Henan
China

Products:

Sterile Syringes for Single Use, Sterile Infusion Sets for
Single Use (Sterile Infusion Sets with Needles, Sterile Bag
Type Infusion Sets with Needles, Disposable Infusion Sets
with Precision Filters, Disposable Precise Filter
Light-resistant Infusion Sets, Disposable Flow Trimming
Precision Filter Infusion Sets With Needles, Disposable
Fluid Automatic Stopped Infusion Sets With Needles), Sterile
Hypodermic Needles for Single Use, Sterile Intravenous
Needles for Single Use, Disposable Blood Transfusion Sets,
Disposable I.V. Catheters, Disposable Venous Blood
Collection Needles, Disposable Nasal Oxygen Cannulas,
Sterile Insulin Syringes for Single Use, Sterile Retraction
Type Safety Syringes for Single Use, Disposable Safety
Intravenous Catheters, Tracheal Tubes for Single Use,
Breathing Tubes, Disposable Oxygen Masks, Disposable Stomach °
Tube Kits, Disposable Endotracheal Intubation Kits, Medical
Laryngeal Masks, Anesthesia Masks, Heat and Moisture
Exchangers, Syringes for Fixed-Dose immunization with
Retractable Needle, Disposable Heparin Caps, Disposable
Urethral Catheter Kits

Date: 2018-07-06
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BACTERIAL FILTRATION EFFICIENCY = 95% TYPE: EAR LOOP

SIZE: 17.5CM*9.5CM QTY: 10PCS/PACK

WARNING:;

USE FOR THE CLINIC WEARER; NOT FOR SURGICAL OPERATION.

BEFORE USE, PLEASE CHECK PACKAGE IS DAMAGE OR NOT. IF ANY DAMAGE, PROHIBIT TO USE
VALIDITY IS BY TWO YEARS. IF OUT OF VALIDITY, PROHIBIT TO USE.

PLEASE STOCK IN PLACE OF RELATED HUMIDITY BELLOW 80%, CLEAN,DRY AND GOOD VENTIATE

EUROPEAN REPRESENTATIVE: SHANGHAI INTERNATIONL HOLDING CORP. GMBHIEUROPE)
ADDRESS: EIFFSTRASSE 80, 20537 HAMBURG, GERMANY. E-MAIL: SHHOLDING@HOTMAIL.COM

MANUFACTURED BY SHENGGUANG MEDICAL INSTRUMENT CO., LTD
ADD: EAST OF LONGSHAN ROAD, JIAXIAN, PINGDINGSHAN, HENAN, CHINA
WEB: WWW.SHENGGUANGMEDICAL.COM EMAIL: SALES@SHENGGUANGMEDICAL. COM
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CAUTIONS:

STERILIZED BY ETHYLENE OXIDE.

SINGLE USE ONLY, DISCARD AFRER USE.

SHOULD BE STORED IN A DRY, VENTILATED ENVIRONMENT
VELIDITY FOR TWO YEARS

MANUFACTURED BY SHENGGUANG MEDICAL INSTRUMENT €O, LTD
ADID:EAST OF LONGSHAN ROAD, JAXIAN, PIGDINGSHANL HENAN, CHINA
WEB: WWW SHENGGUANGMEDICAL COM

EMAIL: SALES@SHENGGUANGMEDICAL. COM
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DISPOSABLE MEDICAL FACE MASK
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BACTERIAL FILTRATION EFACIENCY=95¢%
SIZE: 175CM*9.5CM

EUROPEAN REPRESENTATIVE: SHANGHAI INTERNATIONL
HOLDING CORP. GMBH(EUROPE)

ADDRESS: EIFFSTRASSE 80, 20537 HAMBURG, GERMANY
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BACTERIAL FLTRATION EFFICIENCY = 95% TYPE: EAR LOOP
PARTICLES FILTRATION =30% QTY: 1PCS/PACK

WARNING:

USE FOR INVASIVE SURGERY, AVOIDING SPLASHING OF LIQUID AND BLOOD AND PARTICLES FILTRATION
BEFORE USE, PLEASE CHECK PACKAGE IS DAMAGE OR NOT. IF ANY DAMAGE, PROHIBIT TO USE
VALIDITY IS BY TWO YEARS. IF OUT OF VALIDITY, PROHIBIT TO USE.

PLEASE STOCK IN PLACE OF RELATED HUMIDITY BELLOW 80%, CLEAN,DRY AND GOOD VENTIATE

EUROPEAN REPRESENTATIVE: SHANGHAI INTERNATIONL HOLDING CORP, GMBH(EUROPE)
ADDRESS: EIFFSTRASSE 80, 20537 HAMBURG, GERMANY, E-MAIL; SHHOLDING@HOTMAIL.COM

MANUFACTURED BY SHENGGUANG MEDICAL INSTRUMENT CO., LTD
ADD: EAST OF LONGSHAN ROAD, JIAXIAN, PINGDINGSHAN, HENAN, CHINA
WEB: WWW.SHENGGUANGMEDICAL.COM EMAIL: SALES@SHENGGUANGMEDICAL. COM
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SHOULD BE STORED IN A DRY, VENTILATED ENVRONMENT TVPE EARLOOP — TVPE EARLOOP
VELIDITY FOR TWO YEARS SIZE; 175CM*3.5CM
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