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Product Service

EC Certificate

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

No. G2 093011 0006 Rev. 01

Manufacturer: Ningbo Foyomed Medical

Instruments Co., Ltd.
Room 805-806

No. 299 of Jiangnan Yipin Garden
Hi-Tech Zone

315040 Ningbo

PEOPLE'S REPUBLIC OF CHINA

Product Sterile Nonactive Medical Devices and Active

Category(ies): Medical Devices
(for detailed information see following pages)

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 Ilb and Il devices an additional Annex llI certificate is mandatory. See also notes
overleaf.

Report No.: SH19994EXT01
Valid from: 2019-11-26
Valid until: 2024-05-26

Date, 2019-11-26 C
'@’K/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Granaci Boris

Date: 2023.02.01 11:41:12 EET

Reason: MoldSign Signature
Page 1 of 3 Location: Moldova

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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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or 1lI)

No. G2 093011 0006 Rev. 01

Facility(ies): Ningbo Foyomed Medical Instruments Co., Ltd.
Room 805-806, No. 299 of Jiangnan Yipin Garden,
Hi-Tech Zone, 315040 Ningbo, PEOPLE'S
REPUBLIC OF CHINA

Page 2 of 3

TUV SUD Product Service GmbH is Notified Body with identification no. 0123 TOV

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 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 093011 0006 Rev. 01

www, zlg. de

Product Service

For the product (s) /product category (ies):

Endotracheal Tube, Reinforced Endotracheal Tube, Latex Foley Catheter, Urethral
Catheters(PVC), Nelaton Catheters(latex), Laryngeal Mask Airways, Tracheostomy
Masks, Oxygen Masks, Nebulizers Masks, Venturi Masks, Oxygen Masks with
Reservoir Bag, Connecting Tubes with Yankauer Handle, Oxygen Connection
Tubings, Nasal Oxygen Cannula, Safety Syringes, Auto Disable Syringes,
Disposable Syringes, Disposable Hypodermic Needles, Safety Disable Syringe,
Sterile Infusion Sets for Single Use, Sterile Transfusion Sets for Single Use,
Sterile Scalp Vein Type Needles for Single Use, Three-way Stopcocks(with
Extension Tube), Heparin Caps, I.V. Cannula for Single Use, Insulin Needles for
Single Use, Disposable Scalpel with Plastic Handle, Blood Lancet, Sterile Surgical
Blade, Gauze Balls, Non-woven Balls(with X-ray), Lap Sponges, Oropharyngeal
Airway, Resuscitation Mask, Silicone/SEBS/PVC Manual Resuscitators, Wound
Drainage Reservoir, Sterile Latex Surgical Gloves, Digital Thermometers, Digital

Blood Pressure Monitors, Electronic Sphygmomanometers, Disposable Irrigating
and Feeding Syringes, Disposable Cervical Brushes

Page 3 of 3
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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-

Calin Moldovean
President, Business Assurance

Intertek Certification Limited, 10A Victory
Park, Victory Road, Derby DE24 8ZF, United
Kingdom

Intertek Certification Limited
2 UKAS IARTASIAEMNAS ,
AMSH 014




INntertek

Total Quality. Assured.
This is to certify that the management system of: Unified Social Credit Identifier:
91330201316925819B

Ningbo Foyomed Medical i)

Initial Certification Date:

'“Stru ments CO.’ Ltd 13 September 2021

Date of Certification Decision:
Room 805-806, No. 299 of Jiangnan Yipin Garden, Hi-Tech Zone, Ningbo City, 13 September 2021

Zhejiang Provi P.R. Chi
ejiang Province, na Issuing Date:

has been registered by Intertek as conforming to the requirements of: 13 September 2021

ISO 9001:2015 12 September 2024

The management system is applicable to:

Sales of medical devices within the scope of medical device business [ 11

gualification. —\—/

TIFICKT ™

MANAGEMENT
SYSTEMS

Intertek ik

o

Calin Moldovean
President, Business Assurance

Intertek Certification Limited, 10A Victory
Park, Victory Road, Derby DE24 8ZF, United
Kingdom

Intertek Certification Limited is a
UKAS accredited body under

schedule of accreditation no. 014. % %:
oA

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification
Agreement. This certificate’s validity is subject to the organisation maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may
be confirmed via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to

whom it must be returned upon request m
The annual validity of the certificate can also be checked through the website http://www.cnca.gov.cn of CNCA in China.



Technical specification and component

FY0505

Disposable Blood Transfusion Set

20 drops, Luer slip with needle18G x1 1/2", with plastic needle
With PVC tube, length 150cm, latex free, With air filter, PP regulator, rubber chamber
EO sterilized, latex free.

Packing: 1pc/PE pack

Drip Adult (20 drops=1+0.1ml)
Tube Material Medical grade PVC

Tube Length 150cm

Regulator Material PP

Injection port Isoamyl rubber

Filter air filter

Needle Sheath Material Medical grade Poly Ethylen

Needle Size 18G x1 1/2"

Needle Tube Material Medical grade SUS304

Class of Medical Device lla '_3_, /)ifL/i [%_ ﬁ' é‘é*f&ﬁ F&/A\‘g] B
Sterilization EO NINGBO FOYOMED MEDICAL HTREMENTS—CO L

TRARETHWMBERL S

A
NINGBO FOYOMED MEDICAL INSTRUMENTS CO., LTD. l zV

Room 805-806, No. 2990fna§ Yiplh Eard
Ningbo, PEOPLE'S REPUBLIC OF CHINA

0086-574-81877109 Fax : 0086-574-81877057

dd -
el:
eb: http://www.foyomed.com



ﬁRI"NCIPLE OF OPERATION:
Intravenous therapy is the infusion of liquid substances directly into a vein. lntra%gpqgs W
(IV) means "within vein". Intravenous infusions are commonly referred to as dnps The
intravenous route is the fastest way to deliver fluids and medications throughout the

body. Intravenous therapy may be used for fluid administration (such as correcting
dehvdrat;;n\})éit}iﬁ{e% e%cggl%g%n%ﬁz}%egj tfo'vdeliver medications and for blood
transfusigftso FO1ONED MEDICAL INSTRUMENTS CO,LID

i B =

Add : Room 805-806, No. 299 of Jiangnan Yipin Garden, Hi-Tech Zon
Ningbo, PEOPLE'S REPUBLIC OF CHINA

Tel: 0086-574-81877109 Fax: 0086-574-81877057

Web: http://www.foyomed.com

TRARETHWMERL S
LTO.

NINGBO FOYOMED MEDICAL INSTRUMENTS CO.,




Declaration of Conformity

Manufacturer: Ningbo Foyomed Medical Instruments Co., Ltd.
Room 805-806, No. 299 of Jiangnan Yipin Garden, Hi-Tech Zone,
315040, Ningbo, PEOPLE'S REPUBLIC OF CHINA

European Representative: Prolinx GmbH
Brehmstr. 56, 40239, Duesseldorf (Germany)

Product Name: Sterile Transfusion Sets for Single Use
UMDNS Code: 14126

Classification (MDD, Annex IX): Ila, rule 6.

Conformity Assessment Route: Annex V

We herewith declare that the above mentioned products meet the transposition into national
law, the provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the manufacturer.We are exclusively
responsible for the Declaration of Conformity.

DIRECTIVES

General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerning
medical devices (MDD 93/42/EEC). Amended by DIRECTIVE 2007/47/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Miinchen, Germany

NB Identification number: 0123
(EC) Certificate(s): G2 093011 0006 Rev.01

Expire date of the Certificate: 2024-05-26

i /)iﬂ,&[i 2%#»?*&75 AR

Place, Date of Issue: Ningbo, 2022- 06 "
Signature: NINGBO AT D }‘%%C -Wm C0,LTD

Name: Yingxia Xu

Position: General Manager
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