EC Certificate TUVRheinland

Full Quality Assurance System
MDD Annex Il excl. 4

Regisiration No.: HD 2139971-1 Digitally signed by Jighili Tatiana
Date: 2023.09.16 12:48:43 EEST
Manufacturer: Tianck Medical Co., LiRReason: MoldSign Signature

Building ©, No.16 YinkLogagign: Moldova
Kuichong town, Dapeng new district
Shenzhen

518119 Guangdong

P.R. China

Products: Disposable pressure transducers, Introducer sets, Guidewires,
Percutaneous nephrostomy sets, Hemodialysis Catheters, High Pressure
Angiographic Syringes, |V, Cannulas, Ureteral Stent Sets, Masogasiric
Feeding Tubes, Closed suction catheters, Drainage Catheters, Cervical
Ripening Balloons, Puncture needles, Hemostasis valve sets, Injection
caps, Manifolds, Three-way stopcocks, Connecting tubes, Manifold sets.
Aspects of manufacture concamed with securing and maintaining sterile
conditions:
Balloon inflation devices, Radial Artery Closure Bands, Dose control
syringes, Guidewire syringes

Replaces Approval, Registration Mo.: HD 50145984 0001

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
9342'EEC have been met for the listed products, The above named manufacturer has established and
applies & guality assurance system, which is subject to periodic surveillance, defined by Annex |1,
section 5 of the aforementioned directive. For placing on the market of class 11| devices coverad by this
cerificale an EC design-examination cedificate according to Annex Il section 4 Is required,

Report No.: 17062740 008
Effective date: 2021-01-21
Expiry date: 2024-05-28 ""“"mn.r ) ‘,-



Certificate TUVRheinland

Quality Management System

EM IS0 13485:2016
Registration No.: SX 213997141
Crganization; Tianck Medical Co., Lid.
Building . No.18 Yinkui road,
Kuichong town, Dapeng new district
Shenzhen
518119 Guangdong
F.R., China
Scope: Dresign and Developmant, Manufacture and Distribution of Disposable

pressure fransducers, Introducer sats, Hemostasis vahve sets, Guidewires,
Fercutaneous nephrostomy sets, Injection caps, Balloon infiation devicas,
Manifoids, Radial Artery Clasure Band, Dose contral syringes, Three-way
stopcocks, Connecting fubes, Hemadialysis Catheters, High Pressure
Angiographic Syringes, | V. Cannulas, Ureteral Stent Sets, Nasogastric
Feeding Tubes, Closed Suclion Catheters, Drainage Cathaters, Cenvical
Ripening Balloons, Guidewine Syringes, Manifold Sete, Puncture Nesdles

The Cetfication Body of TOW Rheinland LGA Products GmbH cerlifies thal the organization hag eslablshed and applies a
qualily management systam Tor medical denvices,

Prool has been furnished that the requirements specified in e abovementiored standard Bre fulfiled. The guality
managermnern Syshem |5 suliject 1o yearly surveillanos

Report Mo.: 17062740 008
Effective date: 2021-01-21
Expiry date: 20231147




		2023-09-16T12:48:43+0300
	Moldova
	MoldSign Signature




