BEAEH ON09/20404 A

TIRHHA

B ALRBREME GEMD HRAH

|

s BN P T K e 77 5

B AR R DLW, FEHIEH R FRER

I50 13485:2016

EN ISO 13485:2016

FIT s B 97 3

FHF FEURIEST 280R0 A VAR RN B 7 88 A1) B P I PR S s ¢ I I P SR R i
FATFICURESST B0 VAR T 88 1 B I S SRR 0 95

ZIFEAERAE 20244 10 H 09 H & 2027 4 02 A 19 1 3512 32 444 Bk 1 W B o A A e 2k
RRAS 8. WILRVEME I 20094 02 A 19 H
EHEEA AT Z2KIER, FiEP45H CN09/20404

FEH B P Lt KA IEIE 30 78 5 £ Ui _E 51

(. Moran

&

Liz Moran
Business Manager

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0) 151 350-6666 — www. sgs. com

@

UKAS
MANAGEMENT
SYSTEMS

AR BB TF RIS, (%) BT HM AR, &/ AT, WARA, AR Terns and Conditions | SGS
FIMEIRSS B & MERAR . RIFESH PO MTHEICHE, SRS, A S6S BURY, (ETRE

LRI I SCPF I N A BN AR T, i s e v Ak
F 12 R

El oA,




HEH CN09/20404 A, 4

" ALREREE TR FRAF

ISO 13485:2016
EN ISO 13485:2016

ARS8

hr

HHERBIRGME GFHD FRAF
P ETLP5 o Dol el X A 77 5
FH T FEIREE AT 2 AT YRAFAELN BE 77 25 A 5 PR A4 I A 580 AR ) B0

WL FTREWE R BIRAF
AR E YT IR T b X T 77 5
FF IR BT 38 A YR RN BT B [ PR 4% e b S A L B o i

RARAERAH
o VL9548 o5 Dol el X A8 77 5
P TR T S YRAR AN BT S R0 B2 A 20 S5 v SRR R 4

YL N ER (L) FRAH
hE (Bd) HRRE SRR X758 200 5 20 i# 201 =
F T TR 7 28 AN A VRN B 7 S il B2 P 4 e v 2B R A L 5

@) |

AS
MANAGEMENT
SYSTEMS

AR BT ARAE TS, (VR B T HR RS, B AITITE, WRRIA. AR Terns and Conditions | SGS
FINERGBAZKNERMK . IREESH PR WILEE, WEMEREEHT . AR S6S RBURY, EAIRE
AT B SCHE I I A AP R AR R, i e e B B ARk

#2 Wit 2 W




Certificate CN09/20404

The management system of

GLS Thermoplastic Alloys (Suzhou)
Co., Ltd.

No. 77, Shenggang ST., Suzhou Industrial Park, Jiangsu Province, 215024, PR. China
has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design and manufacture of medical grade thermoplastic elastomers and medical grade plastic
compounding material for non-active medical devices and active medical devices (non-implantable)
Sales of medical grade plastic compounding material for non-active medical devices and active medical
devices (non-implantable)

This certificate is valid from 09 October 2024 until 19 February 2027 and remains valid subject to satisfactory
surveillance audits.

Issue 8. Certified since 19 February 2009
Multiple certificates have been issued for this scope, the main certificate is numbered CN09/20404

Certified activities performed by additional sites are listed on subsequent pages.
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This document is an authentic electronic certificate for Client business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of g
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificate CN09/20404, continued
GLS Thermoplastic Alloys (Suzhou)
Co., Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 8

Sites

GLS Thermoplastic Alloys (Suzhou) Co., Ltd.
No. 77, Shenggang ST., Suzhou Industrial Park, Jiangsu Province, 215024, PR. China

Design and manufacture of medical grade thermoplastic elastomers for non-active medical devices and active medical
devices (non-implantable)

PolyOne-Suzhou, China
No. 77, Shenggang ST., Suzhou Industrial Park, Jiangsu Province, 215024, P.R. China

Manufacture of medical grade plastic compounding material for non-active medical devices and active medical devices
(non-implantable)

Avient China Co., Ltd.
No. 77, Shenggang ST., Suzhou Industrial Park, Jiangsu Province, 215024, P.R. China

Sales of medical grade plastic compounding material for non-active medical devices and active medical devices
(non-implantable)

PolyOne Management (Shanghai) Co., Ltd.
Room 201, Building 20, No. 200 JinSu Road, Shanghai Free Trade Zone, 200131, P.R. China

Design of medical grade plastic compounding material for non-active medical devices and active medical devices
(non-implantable)
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