EC Certificate Full Quality Assurance System: Certificate CN;QM_-

Ningbo Shengyurui Medical
Appliances Co., Ltd.

No. 138, Binhaisi Road, Hangzhou Bay New Zone,
315336, Ningbo, Zhejiang Province, P.R. China

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate.
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Certificate CN19/41067 continued

Ningbo Shengyurui Medical
Appliances Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 1

Detailed scope

i Sterlle and non sterlle ,Slmple Oxygen Mask,

Sterile ana non stenlg Oxygen MaSkVﬁth Reservoir Bag,
_~Sterile'and non sterile Nebulizer Mask,
%" Sterile and non. s’tenle Nasal Cannula,

~-Sterile and- no?j,ﬁtenle First Aid Mask,

"Sterile andmon sterile Venturi Mask,

Sterile and non sterile Medical Valves Senes (mcludmg Three Way Stopcock,
Sterile and non sterile Two Way Stopcock, Sterile and non sterile Three Way
Stopcock with Extension Tube, Extension Tube),

Sterile and non sterile Suction Connection Tube with Yankauer Handle,

Sterile and non sterile Tracheostomy Mask,

Sterile and non sterile Jet Nebulizer Set,

Sterile and non sterile Anaesthetic Mask,

Sterile and non sterile Non invasive Positive Pressure Ventilation Mask,
Oxygen Flow Metering device,

Sterile and non sterile Capno CO, Mask,

Sterile and non sterile Capno CO; Nasal Cannula (including Capno 0,/CO;
Nasal Cannula and Capno CO; Sampling Nasal Cannula),

Sterile and non sterile Two Way Manifold,

Sterile and non sterile Breathing Circuit (including Dual limb breathing circuit,
Single limb breathing circuit, J circuit, Dual limb breathing circuit with catheter
mount, and accessories of HME, HMEF, BV Filter, HEPA Filter),

Sterile and non sterile Electrostatic adsorption film Bacteria Filter

(including BV Filter, PFT Filter, HMEF, HEPA Filter),

Sterile and non sterile Anaesthetic breathing circuit (including Circuit

and accessories of Gas Sampling Line, BV Filter, Breathing Bag)

Where the above scope includes class Il medical device(s), a valid EC Design Examination Certificate according to Annex I
(Section 4) is a mandatory requirement for each device in addition to this certificate to place that device on the market.
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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https://www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




