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$HANGHAI KINDLY MEDICAL INSTRUMENTS CO., LTD.

High Pressure Tubing

© Various length and connector types to choose
PagamintaiS @ py tubing with braided Nylon liner for 1200 psi

pinto nailono

© PVC tubing for 500 psi or 40 psi (DEHP- free available)

© Soft, flexible, transparent, safety cap on the ends; one end luer lock connection, other end with canncetion to intravenous catheter

Lanksti

Ref.NO, Type Production Description g.

O EO-sterilization
© Validity : 3 years

Production Description

No Leakage under 1200 psi Auksto slegio (1200 psi)

(ID*0D: 1.83.6mm) Djametras 1,8*3.6mm

PMT0101 30cm 25cm | ligis 25cm

PMT0102 60cm PMT0501 30cm Retafing adapter
PMT0103 90cm eRTRIE R LTI PMT0502 60cm

PMT0104 120cm DLesiape deraiH Bel PMT0503 90cm Pressure

PMT0105 150cm FiEasis PMT0504 120cm ekl

PMTO106 180cm e e PMTO0505 150em §°;?:;ts'b'e vt Cliaf inet hscead
PMT0401 30cm PMT0509 180m |

PMT0402 60cm VR PMT0301 30cm

PMT0403 90cm No Leakage under 40 psi PMT0302 60cm PR AT
PMT0412 260cm Pressure (D*0D: 3*4mm) PMT0303 90cm No Leakage under 1200 psi
PMT0413 250cm PMT0304 120cm Pressure (D"0D: 1.8'3.6mm)
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*ﬁ *** Benannt durch/Designated by

Zentralstelle der Lander

Y gLé * far Gesundheltsschutz

bei Arzneimitteln und
* Medizinprodukten

Ko *‘A** ZLG-BS-244.10.08

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or IlI)

No. G1 081681 0019 Rev. 02

Manufacturer: Shanghai Kindly

Medical Instruments Co., Ltd.
No0.925 Jinyuan yi Road

201803 Shanghai

PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH

(Europe)
EiffestraBe 80, 20537 Hamburg, GERMANY

Product Category(ies): Sterile Seldinger needle, Intervention accessories kit,
Guidewire, Introducer tool kit, Introducer set, Bone
cement syringe, Manifold kit, Stopcocks, Manifold,
Infusion pumps, Pressure transducer for single use,
Extension tube, Foley catheter, Safety syringe,
Angiography Catheter, Y-connector Pack, Sterile
Infusion connector and accessory for single use,
Guiding Catheter, Micro Catheter.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: BJ18703043
Valid from: 2019-03-18
Valid until: 2022-12-06

Date, 2019-03-18 / W

Stefan Preil’

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

TUV SUD Product Service GmbH « Certification Body * RidlerstraRe 65 + 80339 Munich * Germany
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ZERTIFIKAT & CERTIFICATE ¢

<

** ’S‘i’** Benannt durch/Designated b
Zentralstelle der Lander

L 4 | fur Gesundheitsschutz 2
* F——— * bei Arzneimitteln und 2
* Medizinprodukten £

* e *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or IIl)

No. G1 081681 0019 Rev. 02

Ig.de

Product Service

Facility(ies): Shanghai Kindly Medical Instruments Co., Ltd.
ty( ) No.925 Jinyuan yi Road, 201803 Shanghai, 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 * RidlerstraRe 65 « 80339 Munich * Germany TUV®
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Scrvice

No. Q5 081681 0020 Rev. 01

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Shanghai Kindly

Medical Instruments Co., Ltd.
No0.925 Jinyuan yi Road

201803 Shanghai

PEOPLE'S REPUBLIC OF CHINA

Shanghai Kindly Medical Instruments Co., Ltd.
No0.925 Jinyuan yi Road, 201803 Shanghai, PEOPLE'S
REPUBLIC OF CHINA

ENISO 13485

tuv-sud.com/ps-cert

Design, Development, Production and Distribution of Sterile
'Inflation device, Pressure bandage, Angiography syringe,
Infusion connector and accessory’ for single use, Sterile
Seldinger needle, Intervention accessories kit, Guidewire,
Introducer tool kit, Introducer set, Bone cement syringe,
Manifold kit, Stopcocks, Manifold for single use, Pressure
transducer for single use, Infusion pumps for single use,
Medical Wasting Containers, Infusion sets without needle,
Syringes without needle, Burette infusion sets without
needle, Extension tube, Y-connector Pack, Foley catheter,
Vaginal Dilator, Safety syringe, Angiography Catheter, Guiding
Catheter, Micro Catheter.

EN ISO 13485:2016

Medical devices - Quality management systems -

Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2019-03-18

Page 1 of 1

TUV SUD Product Service GmbH « Certification Body * Ridlerstrae 65 « 80339 Munich * Germany

BJ18703043

2019-03-18
2021-12-06

[ foons]

Stefan Preil3



