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6.4 KEREME

6.4 K& RER

80

80

80

80
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figk= 10S RRBEZZES

GRI ZE8i55E

GRI 306 : EFZEY) (2020)

GRI 308 : {f/EREIREE (2016)

GRI 403 : BiFZZ2/4 (2018)

ERARKERS

1BEEIRE TERA = B
306-1 BFEVNELHEEYEREEEER 6.3 BEEYERE 78
306-2 BEEMIHMBEEE 2 B2 6.3 BEEYERE 78
306-3 BEEMIMESE 6.3 BEEYERE 78
306-4 BEEMNRERE 6.3 BEEYEE 78
306-5 BEEMMEZEE 6.3 BEEYERE 78
308-1 (R IBIBRAEERERHIER 5.2 fEREIE 60
308-2 fHfEHEH & EMEBIEER MR ATIRENITE 5.2 EREE 60
403-1 BHER2HEEEAR 7.5 R EER 96
403-2 fEEHH - REEHERBHEE 7.5 BER TR 96
403-3 B R RS 7.5 BERTAEE 96
403-4 FRABEREEHEZ TIEE2M - ZHHER 7.5 BEREAER 96
403-5 BB EREHE 2 TEEIIR 7.5 WL R 96
403-6 TF&ERRERE 7.5 B BEE 96
g;}i;fl@ﬁﬂ?ﬁ%%ﬂ%?%Eﬁ%ﬁ?ﬁ*ﬁ B R R S 7.5 S BlfE 96

VEE

403-8 B T2 HEERARIMRE 2 TEE 7.5 BER TR 96
403-9 BESE 7.5 LT EAER 96
403-10 Bz 7.5 B R EEE 96
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GRI #8185

GRI 404 : 38R E (2016)

GRI 405 : BT Zt(EEFEEHKS (2016)

GRI 406 : RIK48 (2016)

GRI 414 : (HERET 2T (2016)

GRI 418 : ZFFE#A (2016)

EREARKERSSE

BEIEE =H =i
404-1 8RB T BFEZI IR TR 7.3 ATTIBEBBEEW 91
404-2 BFE THAE R BERBHE 7.3 AT B BB 91
404-3 EHIESENEBEEERZNETITDT 7.3 AT EBBREN 91

ot o e _ 31RIBES
405-1 SAEBAIME TSt 71iﬁ$ﬂﬂ%& 29/ 83
405-2 ZEE B EARFH B RFH LR 7.2 HrEf eA1ER 88
. o . 7.0 N7 R5 | EAER(E

406-1 BHABH IR A AURERI R B(T8) oo S e 83 /88
414-1 {E B ST BE L MRS 5.2 (S 60
418-1 BEBRILEFBILIERE FERNIIRET 34 BLEIE 44
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& (Health Care)
E[faxﬁi—iﬁﬁ (Medical Equipment & Supplies)

fygt— ~ SASB KAEB=ZFHERI NS EHIERER

‘%ﬂﬁﬁﬁ%%?%?é%’fﬁ
AR EFER

ERARKERS

Migk — SASB KiEBE
EARTEEE

figk= 10S RRBEZZES

ErtiER TR AR eSS ESRA B
SR -—ERNEEENBEGHEEIRERNSR HC-MS-240a.2 12 EBREBRTE 12
LB E St G E G HC-MS-250a.1 2025 FHEIIEE =
SUNEE FDA ABBEESRMEMBENENREERIIRNER HC-MS-250a.2 2025 FEIIEE -
RER / #ZMB5IA FOA BRBMAREHBREEENEZEREMIETNAK HC-MS-250a.3 2025 FEILIEE =
RERPRBEERRITERRESIFFERS (GMP) 1 FDA HEAIHE HC-MS-250a.4 2025 FEILEE -
HEARETHEWER ZSHOERRER (70 - 88 ) ERNIRAEER HC-MS-270a.1 2025 FRILEE =
RIPEESEHERRIMER (off-label use) AIBIEZLER HC-MS-270a.2 2025 FEIIEE -
HitERT2RIRREARBRRENEERR ZMEHEERRRE - MHEKEERTR HC-MS-410a.1 42 EmmERE 56
EmREIBER - BKEFAERENHE  RetoBk (1) BERRE - (2) B HC-MS-410a.2 81HESH 106
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figk= 10S RRBEZZES

EEIEIR

[EES e

ERARKERS

BEHEIR 1RIRARER RSB EIEER B
EmmBEIE=AERTENEDLT - & (1) £EHE (2) E—RHESLEERE HC-MS-430a.1 42 EmmBRE 56
SBRMEEYD R EE R IDR RO AR HC-MS-430a.2 42 EmmERE 56
A BRI RHE AR R R PR IR HC-MS-430a.3 5.2 fEiERE 60
RMETHRAAM 2 SHEERT (A © B8 ) ERAIERER HC-MS-510a.1 2025 FHEILIEE =
SRIEIRERERASEARDHERER HC-MS-510a.2 5.1 BPEE 58

BiHEE

FEIRARSR

(fRE&EER ) HC-MS-000.A

12 TBEH RIS
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ISO 13485 B

Certificate

Quality Management System
EN ISO 13485:2016
Registration No.:
Certificate Holder:

$X 2110160-1

Bionime Corporation

No. 100, Sec. 2, Daging St.,
South Dist., Taichung City 40242
Taiwan

Scope: Design and Development, Manufacture, Distribution,
Installation and Service of in vitro diagnostic medical device
used in the management of blood glucose including meters,
test strips, control solution and mobile application/App for
home use, near-patient testing/point-of-care.

Design and Development, Manufacture, Distribution,
Installation and Service of blood glucose, cholesterol, blood
uric acid, ketone including meters, test strips and control
solution for home use, near-patient testing/point-of-care.
Design and Development, Manufacture, Distribution of medical
device used in the management of continuous glucose
monitoring systems (CGMS) including Inserter, Transmitter,
Receiver, mobile application/APP and Charger for home use
and professional use.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies
a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.: 48222065-040

Effective date: 2024-06-14
Expiry date: 2026-10-17
Issue date: 2024-06-14

Replaces certificate SX 2110160-1 issued 2023-10-13

Yuhong Chen
TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Niirnberg - Germany

This certfcate can be validated on hilps:/www certipedia.com

(( pAKKS
12 D-ZM-14169-01-

A TUVRheinland®

Precisely Right.

®TOV, TUEVand

*juuﬁAIi/ \.ﬁﬁﬁ =

Certificate

Quality Management System

EN ISO 13485:2016
Registration No.:
Certificate Holder:

SX 2110160-1
Bionime Corporation

No. 100, Sec. 2, Daging St.,
South Dist., Taichung City 40242

Taiwan

The scope of certification also covers the following sites:

No.  Facility

101 clo Bionime Corporation
Daging Factory

No. 100, Sec. 2, Daging St.,
South Dist., Taichung City 40242 mobile

Taiwan

Scope

Design and D

, Distributi ion and

Service of in vitro dlagnostlc medical device used in the management
of blood g\ucose including meters, test strips, control solutlon and

\pp for home use, pati P

care.Design and D

and Service of blood glucose, cholesterol, blood uric acid, ketone
including meters, test strips and control solution for home use, near-

patient

.Design and De

Distribution of medical device used in the management of contlnuous
glucose monitoring systems (CGMS) including Inserter, Transmitter,
Receiver, mobile application/APP and Charger for home use and

professional use.

Report No.: 48222065-040
Effective date: 2024-06-14
Expiry date: 2026-10-17
Issue date: 2024-06-14
(( pAKKS
Deutsche
Adeederungsstelle
212 DZV-14169-01.02

. Yuhong Chen
TUV Rheinland LGA Products GmbH
TillystraRe 2 - 90431 Nirnberg - Germany

A TUVRheinland®

Precisely Right.

EFEROKERS
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BEENEE RS RET &S MDSAP B ast) B — 1B ixt EE S

A

' Certificate TOVRheinland
3 ) g,‘_“— 5 \ 3 . - : s - H ertificate No.: -1 -
1B KAE RIS B ) ﬁ ig; ﬂw‘ & ﬁ # S HTERE ::Aa::fa;ur’:r: Zi:;::f:,;:m,im

No. 100, Sec. 2, Daging St.,
South Dist., Taichung City 40242

\ | b €L . .--.-.-. Taiwan
N B B AR B ¢ 4 SR AT A e AR B B Mep—_s ]
2 KIEZEBEIE M a#ﬁ&ﬁ#% & L L A M =8 100 3 Certification criteria: 1SO 13485:2016
\ SN \° ) A gl s o o
3 nalaH THE AN RNE By B HOE A 0 163 - s

Brazil RDC ANVISA n. 665/2022, RDC ANVISA n. 551/2021,
RDC ANVISA n. 67/2009

Canada Medical Devices Regulations — Part 1 — SOR 98/282
United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 —

LRBREH A AR REEH AR 2 RPN RE D OEREH S Subparts A to D
5 %}5 @%%ffﬁ# .fi'ﬂﬁ_ﬂ'.lfﬂ{#ﬂﬁtﬂ'ﬁﬁﬂhﬁ..‘ﬂ a.*&_’_*l!_‘ bl Scope: Design and D sre, Distribution and Service of
S PR i s ESREA LS RRS PE E NSt AR In-vitro diagnostic medical device used in the management of blood
glucose including meters, test strips, control solutions for home use
o |3 S, 2 e 35 " 5 and near patient;
6 Eﬁiﬂﬂﬁﬁ{% ﬁ% miﬁﬂjw \ c Design and Deve Distribution of Lancing
3 devices;

Manufacture (repacking, relabeling), Distribution of Lancets

I

7 8T HBRE

8 HHE2H

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality management system of the Manufacturer has been audited against and found to conform the

Certification criteria for the Scope contained in this i The quality system is
subject to annual surveillance audit(s).
Project No.: 48248429-040
I (5% Issue Date: 2024-12-16
Effective Date: 2025-01-31
Expiry Date: 2028-01-30
FMitd— GRI %EBI¥ BB _
en e i MDSar
7
,_'ﬁ_ ’Q\U V(‘] = ¥T R % B 11759 J28a The validity of the certificate can be verified on hitps://www.certipedia.com

or calling 1-888-743-4652.

Page 1 of 1 TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA
g Tel: (925) 249-9123, Fax: (925) 249-9124

Migk= 10S RIKEBRBE
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Misg— GRI ZER|¥BBE

SASB K&t
ERINTHER

ISO 45001 B (L2 HEBIEAMRES

ISO 14061-1 RE R E A MES

ISO 50001 £&

REERRES

EREARKERSSE

MigE= 108 REEZES

BIONIME CORPORATION

NO.100, SEC.2, DAQING STREET, SOUNTH DIST., TAICHUNG CITY 40242, TAIWAN.

has been gudited and found to be
the management system standards detalled

ISO 45001:2018

Scope of certification

DESIGN, MANUFACTURE AND DISPATCH OF TEST STRIP AND BLOOD GLUCOSE
MONITORING SYSTEM.

12-0%-2011
21-09-2021
25-10-2023
17-11-2023

Original cycle start date:

& ofganksation’s
21-09-2026

¢ 17-11-2023

£
iR
P

Signed on behalf of BYCH SAS UK Branch

T

ERBAE

REmR 1SO 14064-1:2018
IR IS TG 50630194 2601
WS 48306751 001
RIAWAHE T AR LR
&8 il 402026 WEAEE = 100 &
SR RS EF WA
AN HRAEREEHENNMERGARLE
HiEmm: IS0 14064-3:2018
BRI, - 2023 (2023.01.01-2023.12.31)
SR - 2025 (2025.01.01-2025.12.31)
5% - AREERRNS %
HERERNE: - REE
ik - Wi
AR - 5%
AEEWEN: - €Oy CHeo M:O. HFCs. PFCs. SFa. NF3
SENE: e L n A Gt dt
- SR MRGWP). IPCC 2021, ARE

- BHERAE B 2 7,580,687 M= WAL IR B (1C00e)
- HIB— TR AN 255.0017 WIS S {EEER R(CO)
- HIR= M WA REEEN 5600610 MR itIRE

(1C0z¢)
- MRIZ WHE W b 260.0668 M ML R(IC0:)
- SHFE MR SRR E R 1,366.0970 M M HER
(1C0ze)
- ENRE [ DGR M A R A R
- MBI BHE MRS AR
Wik

- R
- BN = A=
- iR R AR WA= / M
AN ENEEHFYRFOERRERTER, FUNDRRRTED

2
e ot Pk e b pery Y O g e P

/A TOVRheinland®

ot e Precisely Right.
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Mitg— GRI ER|¥BE

FMisk — SASB XEZ:t
HRAINBSEHERE

Migk= 10S RAEEES

‘t’n'ﬁ
I

ISO 27001 BLE R4t

ST A AT
' L' www.tcicgroup.com

EEAMREES

ERERBROBRAS
402 & i WIE KB H 1008

BAEMER R
BlonNIMNe HETFHREER

ISO/IEC 27701:2019 - CNS 27701:2020

W SRRl :
MEEHUTIRERLSHSLECREEYE  ESHERTEY 402 SPhMEBARE 1008
BUR A G ORI =2 8\ RO R - RN e AR RE)— R -

FWERRFISO/IEC 2700118 WK 25-020-2020-ISMSFRIHAD
ISO/IEC 27701838 ; MEBORAPIEE S REIH -

HRM : 20215F035038
TR ; 20270280780 &4 - 2025502005 F

AEENEEARAT /
BEREN : 4-001-2021-PIMS J;n-ld%j ﬁ

EEZE i ss T e TR -

EREARKERSSE

ISO 27701 BAABMERARES

ST A AT
' L' www.tcicgroup.com

EEAMREES

ERERBROBRAS
402 & i WIE KB H 1008

BAEMER R
BlonNIMNe HETFHREER
ISO/IEC 27701:2019 - CNS 27701:2020

W SRRl :
MEEHUTIRERLSHSLECREEYE  ESHERTEY 402 SPhMEBARE 1008
BUR A G ORI =2 8\ RO R - RN e AR RE)— R -

FWERRFISO/IEC 2700118 WK 25-020-2020-ISMSFRIHAD
ISO/IEC 27701838 ; MEBORAPIEE S REIH -

mEERREEELE s
W . 4-001-2021-PIMS J’u—l«%
AWM - 2021035038
TR ; 20270280780 &4 - 2025502005 F

EEZE i ss T e TR -
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