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*5’& *** Benannt durch/Designated by

Zentralstelle der Lander
* | 4 N * fur Gesundheitsschutz 2
== bei Arzneimitteln und =
‘A'* ** Medizinprodukten § % -
* % K ZLG-BS-244.10.08 e e \

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or IlI)

No. G2 003096 0004 Rev. 00

Manufacturer: Guangzhou iCare

Medical Technology Co., Ltd.
First floor A No.8

Lianhua Port Industrial Zone

Lotus Mountain Bonded Area, Shilou Town
Panyu District

511440 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

Product Insulin pen needles,
Category(ies): Safety Lancets,
Disposable Insulin Syringe (with Needle)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex Il certificate is mandatory. See also notes
overleaf.

Report No.: SH19124102
Valid from: 2019-09-30
Valid until: 2023-06-28

Date, 2019-09-30 / W

Stefan Preil}
Head of Certification/Notified Body

Digitally signed by Ceaicovschi Tudor
Date: 2022.09.29 11:31:39 EEST
Reason: MoldSign Signature
Location: Moldova

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstralle 65 » 80339 Munich » Germany
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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or IlI)

No. G2 003096 0004 Rev. 00

www.zlg.de

Product Service

Facility(ies): Guangzhou iCare Medical Technology Co., Ltd.
First floor A No.8, Lianhua Port Industrial Zone,
Lotus Mountain Bonded Area, Shilou Town, Panyu
District, 511440 Guangzhou, PEOPLE'S REPUBLIC
OF CHINA

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 * 80339 Munich » Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Holder of Certificate: = Guangzhou iCare

Medical Technology Co., Ltd.
First floor A No.8

Lianhua Port Industrial Zone

Lotus Mountain Bonded Area, Shilou Town
Panyu District

511440 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: = Production and Distribution of
Insulin pen needles, Safety Lancets,
Disposable Insulin Syringes (with Needle),
Alcohol Pads

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), which
meets the requirements of the listed standard(s). All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:Q6 003096 0003 Rev. 01

Report No.: SH21124101
Valid from: 2021-08-27
Valid until: 2024-06-28

c@t(\/

Date, 2021-08-27 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

=)

Product Service

Applied Standard(s):  ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Guangzhou iCare Medical Technology Co., Ltd.
First floor A No.8, Lianhua Port Industrial Zone, Lotus Mountain
Bonded Area, Shilou Town, Panyu District, 511440 Guangzhou,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.; DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Medical Brushes, Disposable Vaginal Speculums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags, Disposable
Umbilical Cord Clamps, Disposable Urine Drainage Bags, Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns, X-ray Detectable Gauze Swabs (Sponges), Gauze Balls and Lap
Sponges in Sterilization Packing, Gauze Swabs (Sponges), Gauze Balls
Gauze Bandages and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposable Oral Cavity Kits and
Implements, Sterile Urine Meters:
Aspects of manufacture concerned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers
Replaces Approval, Registration No.: DD 60142274 0001
Digitally signed by Ceaicovschi Tudor
Date: 2021.12.29 16:28:45 EET
Reason: MoldSign Signature
Location: Moldova
Report No.: 15092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 -—
Issue date: 2020-11-18 \ &

TUV Rhei?lmd LGA Prodia
TillystraBe 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.
Page 2 of 2




EC Certificate TUVRheinland

Production Quality Assurance

MDD Annex V
Registration No.: DD 2063008-1
Manufacturer: Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China
Products: Nasal Oxygen Cannulae, Suction Catheters, Stomach Tubes, Feeding

Tubes, Suction Connecting Tubes with Yankauer, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plastic Handle, Sterile
Blood Lancets, Disposable Syringes, Disposable Infusion Sets, Disposable
Transfusion Sets, Intravenous Needles for Single Use, Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters, Tracheostomy Tubes, Laryngeal Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits, Oropharyngeal Airways, Venturi Masks, Self-destruction Safety
Syringes, Blood Collecting Needles, Foley Catheters, Disposable
Acupuncture Needles, Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wound Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidifier Jar), Enteral Feeding
Sets (Bag);

Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

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 Ill devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Report No.: 16092074 009
Effective date: 2020-11-18
Expiry date: 2024-05-26 _—
Issue date: 2020-11-18 ‘ &r UV
. ; "\ ~\Jason Pan’,
TUV Rheinland LGA Produgls Gmpk"
TillystraRe 2 - 90431 Niirberg ~Geérmany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
Page 1 of 2




B ®
TUVRheinland

TUV Rheinland e B St
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60138020 0001
Report No.: 15092074 004

Organization: Boen Healthcare Co., Ltd.
Unit 602, international Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

Scope: Products:
Gauze Swabs (Sponges), Gauze Balls Gauze Bandages and
Non Woven Wound Care Products, Medical Elastic Bandages,
First Aid Kits and Its Related Products, Tracheostomy Tubes,
Laryngeal Mask Devices, Disposable Air Cushion Face Masks,
Disposable Breathing Circuits, Oropharyngeal Airways,
Venturi Masks, Self-destruction Safety Syringes, Blood
Collecting Needles, Foley Catheters, Disposable Acupuncture
Needles, Three-way Stopcocks (with Extension Tube), Nelaton
Catheters, Insulin Needles for Single Use, Humidifier Jar
(Bubble Humidifier Jar), Wound Drainage System with and
without Trocars, Sterile Urine Meters, Needle Free
Connectors, Disposable Nasal Speculums, Disposable Ear
Checkers, Enteral Feeding Sets (Bag), Disposable Oral Cavity
Kits and Implements, Mercury-free Clinical Thermometers,
Digital Thermometers

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(( DAKKs

Date: 2019-08-07

Fuxiu Sheng

10/020 d 04.08

TOV, TUEV and TUV ere registered trademarks. Utilisation and application requires prior approval.
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TUV Rheinland e B St
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60138020 0001
Report No.: 15092074 004

Organization: Boen Healthcare Co., Ltd.
Unit 602, international Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

Scope: Products:
Gauze Swabs (Sponges), Gauze Balls Gauze Bandages and
Non Woven Wound Care Products, Medical Elastic Bandages,
First Aid Kits and Its Related Products, Tracheostomy Tubes,
Laryngeal Mask Devices, Disposable Air Cushion Face Masks,
Disposable Breathing Circuits, Oropharyngeal Airways,
Venturi Masks, Self-destruction Safety Syringes, Blood
Collecting Needles, Foley Catheters, Disposable Acupuncture
Needles, Three-way Stopcocks (with Extension Tube), Nelaton
Catheters, Insulin Needles for Single Use, Humidifier Jar
(Bubble Humidifier Jar), Wound Drainage System with and
without Trocars, Sterile Urine Meters, Needle Free
Connectors, Disposable Nasal Speculums, Disposable Ear
Checkers, Enteral Feeding Sets (Bag), Disposable Oral Cavity
Kits and Implements, Mercury-free Clinical Thermometers,
Digital Thermometers

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(( DAKKs

Date: 2019-08-07

Fuxiu Sheng

10/020 d 04.08

TOV, TUEV and TUV ere registered trademarks. Utilisation and application requires prior approval.
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 10 Centennial Drive Ste 207 
 Peabody, MA 01960 USA 
 
 TÜV SÜD PSB Pte Ltd 
 1 Science Park Drive 
 Singapore 118221 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.
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