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THIS IS TO CERTIFY THAT: the annexed photostated copy of
DOCUMENT is in conformity with the original.
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Auality Management System
"ENISO 13485:2016

ENISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No
Certificate Holder:

SX 2110300-1

Yangzhou
225009 Jiangsu
P.R. China

Scope:

Design and Develo

Yangzhou Medline Industry Co., Ltd.
No. 108, Jinshan Road
Economic Development Zone

pment, Manufacture and Distribution of Nerve
Block Needles (Anesthetic Needles), Disposable Non-absorbable
Sutures with Needles, Disposable Insulin Syringes, Disposable
Syringes, Three-way Stopcocks, Auto-disable Syringes,

i Disposable Infusion Sets, Hypodermic Needles, IV Catheters,
{

Surgical Blades

a quality management system for medical devices.

management system is subject to yearly surveillance.
Report No.: 326036845-200
Effective date: 2024-11-19
2027-10-11
2024-11-19

Expiry date:
Issue date:

This certificate can be validated on hitps:/iwww.certipedia.com
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Deutsche

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

Replaces certificate SX 2110300-1 issued 2024-06-05

1/2 Akkreditierungsstelle
D-ZM-14169-01-02

, Feeding Tubes, Stomach Tubes, Suction
Catheters, Disposable Safety Auto-disable Syringes, Disposable
Safety Hypodermic Needles, Scalp Vein Sets, Disposable Vacuum
Blood Collection Needles, Disposable Safety Vacuum Blood
Collection Needles, Disposable Safety Scalp Vein Sets,

{ Disposable Urine Bags, Surgical Brushes, Retractable Safety

i Syringes (No Gap Type), Safety Vacuum Blood Collection Needles
(Pen Type), Disposable Syringes with Safety Needles, Disposable
| Safety Insulin Syringes, Filter Needles for single use, Safety
Lancets, Disposable Surgical Procedure Kits(Masks, Medical

i Gauze, applicator, Medical tape, Disposable syringe, Infusion
sets), Pre-filled Flush Syringes, Disposable Feeding Syringes
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i Jin Hua Luo
TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

@ TOV, TUEV and TUV are registered frademarks. Utilisation and application requires prior approval.

TUVRheinland®
Precisely Right.
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Gificate

Quality Management System
FEN ISO 13485:2016

- ENISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 2110300-1

Certificate Holder: Yangzhou Medline Industry Co., Ltd.
No. 108, Jinshan Road
Economic Development Zone
Yangzhou
225009 Jiangsu
P.R. China

f The scope of certification also covers the following sites:

No. Facility Scope

/01 clo Yangzhou Mediine Industry Co., Ltd.  License holder
i No. 108, Jinshan Road

Economic Development Zone

Yangzhou

225009 Jiangsu

P.R. China

/02 c/o Yangzhou Medline Industry Co., Ltd. Design and Development, Manufacture and Distribution of Nerve
No. 1, Huafa Road, Development Zone, Block Needles (Anesthetic Needles), Disposable Non-absorbable

Yangzhou, Sutures with Needles, Disposable Insulin Syringes, Disposable
225000 Jiangsu Syringes, Three-way Stopcocks, Auto-disable Syringes,
P.R. China Disposable Infusion Sets, Hypodermic Needles, IV Catheters,

Surgical Blades, Feeding Tubes, Stomach Tubes, Suction
Catheters, Disposable Safety Auto-disable Syringes, Disposabl
Safety Hypodermic Needles, Scalp Vein Sets, Disposable v
Vacuum Blood Collection Needles, Disposable Safety Vacuum %
Blood Collection Needles, Disposable Safety Scalp Vein Sets, ']( X
Disposable Urine Bags, Surgical Brushes, Retractable Safety '
Syringes (No Gap Type), Safety Vacuum Blood Collection
Needles (Pen Type), Disposable Syringes with Safety Needles, D
Disposable Safety Insulin Syringes, Filter Needles for single uséy
Safety Lancets, Disposable Surgical Procedure Kits(Masks,
Medical Gauze, applicator, Medical tape, Disposable syringe,
Infusion sets), Pre-filled Flush Syringes, Disposable Feeding
Syringes
/03 c/o Yangzhou Medline Industry Co., Ltd.  Manufacture of Disposable Safety Hypodermic Needles

No. 99, South Yangzi Road,

Yangzhou,

225000 Jiangsu

P.R. China
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This certificate can be validated on https:/iwww.certipedia.com
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This Apostille only certifies the authenticity of the signature, the capacity of 11622318

the person who has signed the public document and, where appropriate,

the identity of the seal or stamp which the public document bears. This Apostille does not certify the content of the
document for which it was issued

Visit https://consular.mfa gov.cn/VERIFY/ and scan the QR code to verify the issuance of this Apostille,

B o B 45
APOSTILLE

; (19614F 101 S H M F A7) Rt
(Convention de La Haye du S octobre 1961)

L XHBHAE: HEARI
Country: People's Republic of China

X This public document

2. BBA Hila
! Has baen Gao Lichao
| signed by
_’ 3. BEASH BUER ;
actingin the Authorized Official

capacity of
4. ENSEFR A [ BRSO (R R

China Council for the Promotion of International Trade

bears the
seal/stamp of
JEBA Certified

5. &AM dbR 6. ERAM 20244115271

at Beijing the November 27,2024
7. RN BE, —%H4/ Zhao Jun, First Secretary

by T it s

Department of Consular Affairs of the Ministry of Foreign Affairs‘: ¥ l(

8. MIMEBABARS  A¥#240000518418% e iy

No
9. BRUIRENE: - 10, &7

Sgal/Stamp: 3 - Signature: ¢
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