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Certificate

Standard

Certificate Registr. No.

Certificate Holder: H

Scope:

Validity:

ISO 9001:2015
01 100 1832699

(]

Wuxi NEST Biotechnology Co., Ltd.

Unified Social Credit Code: 91320213685882797G

Registration Address: No. 530, Xida Road, Meicun Industry Zone,
Xinwu District, Wuxi, 214112 Jiangsu, P. R. China

Operation Address: same as above

Design and Development, Manufacture and Sales of Disposable
Medicat Laboratory Consumables (Plastic Test Tubes, Petri
Dishes, etc.)

Proof has been furnished by means of an audit that the
requirements of 1SO 9001:2015 are met.

The certificate is valid from 2024-10-23 until 2027-10-22.

It remains valid subject to satisfactory surveillance audits.
First certification 2018

This certificate information can be searched on CNCA official

website http:/mww.cnca.gov.cn

09-30 F‘;'\

TOV Rheinland Cett GmbH
Am Grauen Stein - 51105 Kéin

2F, Building 4, No.15, Ronghua South Road, Beijing Economic-Technologicat
Development Area, Beijing (Yizhuang group in high-end industrial area of Beijing Pilot Free
Trade Zone), 100178, P. R. China

www.tuv.com @ (( DAkESm,, A Tl"JVRheinIand@’

ey el Precisely Right.
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ZERTIFIKAT & CERTIFICATE

o -'.I-j
e

e

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 109429 0002 Rev. 01

Holder of Certificate: WUXI NEST BIOTECHNOLOGY CO., LTD
NO.530 Xida Road
Meicun Industrial Park
Xinwu District
214112 Wuxi, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. ENISD 13485 A

tuvsud.comips-cert

Scope of Certificate: Design, Development, Production and Distribution of
Disposable Medical Laboratory Consumables, Disposable
Intranasal Atomization Devices, Specimen Collection
Swabs, Pen Injectors, Disposable Pen Injector Assembly

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). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have teje cofiptied with. For details

Report No.: SH25172402
Valid from: 2026-01-19
Valid until: 2028-03-20

Date, 2026-01-19 Christoph Dicks™
Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH + Ceriification Body ¢ Ridlerstralle 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelie
D-ZM-11321-01-00

Product Service

Certificate
No. Q5 109429 0002 Rev. 01

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): WUXI NEST BIOTECHNOLOGY CO.,LTD
NO.530 Xida Road, Meicun Industrial Park, Xinwu District, 214112
Wuxi, Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Design, Development, Production and Distribution of Disposable
Medical Laboratory Consumables, Disposable Intranasal
Atomization Devices, Specimen Collection Swabs, Pen Injectors,
Disposable Pen Injector Assembly

WUXI NEST _

NO0.105 Qunxin Rba_d Xinw;
PEOPLE'S RE

Production of Ui

Injectors, DISpO en InJectoer/

-.. 0000\35",#’9

Page 2 of 2
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TUV SUD Product Service GmbH + Certification Body « Ridlerstralie 65 - 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE ¢

:E.h.ll M
(( DAKKS e 3&3;

eutsche 'l"?%i.

Ail:J:eS:iiﬁerungsstelle E . 5

D-ZM-11321-01-00

Product Service

Certificate
No. Q8 089489 0003 Rev. 04

Holder of Certificate: Wuxi Futeng Irradiation

Technology co., LTD
No.530, Xida Road, Meicun
Xinwu District

214112 Wuxi, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Wuxi Futeng lrradiation Technology co., LTD
No.530, Xida Road, Meicun, Xinwu District, 214112 Wuxi,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA

See scope of certificate

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate: The provision of RHODOTRON EB
Irradiation Sterilization Services for Medical
Devices

Applied Standard(s); SO 13485:2016
PP (s) (EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

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). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?q=cert:Q8 089489 0003 Rev. 04

Report No.: SH2393501
Valid from: 2024-01-05 " 1 Tl
Valid until: 2027-01-04 7 AN
= ,

C. ¥ p- __' ‘Ifr
Date, 2023-12-21 : ' :

Christoph DickQ':_

Head of Certification/Notified Body

on 7 ®

Page 1 of 1 TV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstraie 65 » 80339 Munich « Germany



OCCUPATIONAL HEALTH & SAFETY
MANAGEMENT SYSTEM CERTIFICATE

This is to Certify that the OCCUPATIONAL HEALTH & SAFETY MANAGEMENT SYSTEM of

Wuxi NEST Biotechnology Co., Ltd.

Registered Address: No.530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi,
Jiangsu, China

Audit Address: No.530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi,
Jiangsu, China

has been assessed by NOA Certification and found to comply with
GB/T 45001-2020 idt ISO45001:2018

for the scope of

Design, production, and sales of laboratory plastic consumables, medical
devices (disposable intranasal atomization device, pen injector), and pharma

packaging materials (COP bottles, pen injet rﬁs ablies, COP prefilled
syringe assemblies, and prefilled intrz &pgt assemblies)
%

Certificate Number: NOA2408127

Unified Social Credit Code:  91320213685882797G
Initial Certification Date: 19 Aug. 2024

Survelfance Audit Pass Label:
HhEHAE]
ERFEA
TR
1S0 45001 MANAGEMENT SYSTEM A iAT,
MANAGEMENT CNAS C051-M ST INT PRI RS
CERTIFICATION Please scan the QR code
) above by WeChat to check
certificate validity.
Certificate Issue Date: 19 Aug. 2024 Certificate Expiry Date: 18 Aug. 2027

This certificate is Issued by NOA Testing & Certification Group Ltd. The certificate holder shall perform the supervision and audit in accordance with the
certification and accreditation rules and the certification contract, and affix a survelilance audit pass label to maintain the valldity of certificate. To verify the
validity of certificate, please visit our website {www.noagroup.com) or scan the QR code above by WeChat, or visit the CNCA website (www.onca.gov.en).

— — NOA Testing & Certification Group Ltd.,

Add. : 2F,Building 5,N0.169, Lianchuan Road,Minhang District,Shanghai,China Email: info@noagroup.com




ENVIRONMENTAL MANAGEMENT
SYSTEM CERTIFICATE

This is to Certify that the ENVIRONMENTAL MANAGEMENT SYSTEM of

Wuxi NEST Biotechnology Co., Ltd.

Registered Address: N0.530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi,
Jiangsu, China

Audit Address: No.530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi,
Jiangsu, China

has been assessed by NOA Certification and found to comply with

GB/T 24001-2016 idt ISO14001:2015

for the scope of

Design, production, and sales of laboratory plastic consumables, medical
devices (disposable intranasal atomization device, pen injector), and pharma
packaging materials (COP bottles, pen injector assemblies, COP prefilled
syringe assemblies, and prefilled intranasal atomization assemblies)

Certificate Number: NOA2408126
Unified Social Credit Code: 91320213685882797G
Initial Certification Date: 19 Aug. 2024

OF MUL r“-i.'

MANAGEMENT SYSTEM

150 14001 = =53
MANAGEMENT VITion ARRAN CNAS C051-M 2
CERTIFICATION Please scan the QR code
above by WeChat to check
certificate validity.
Certificate Issue Date: 19 Aug. 2024 Certificate Expiry Date: 18 Aug. 2027

This certificate is issued by NOA Testing & Certification Group Ltd. The certificate holder shall perform the supervision and audit In accordance with the
certification and accreditation rules and the certification contract, and affix a surveillance audit pass labet to maintain the validity of certificate. To verify the
validity of certificate, please visit our websita (www.noagroup.com) or scan the QR code above by WeChat, or visit the CNCA website.(www.cnca.gov.en).

ese—— —: NOA Testing & Certification Group Ltd. s

Add. : 2F,Building 5,N0.169, Lianchuan Road,Minhang District,Shanghai,China Email: info@noagroup.com




Fiscal Year 2024

To whom it may concern,

Establishment: WUXI NEST BIOTECHNOLOGY CO., LTD
Registered Address: No.530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi,

Jiangsu, 214112, CHINA

Registration Number: 3009302820
Owner/Operator Number: 10070331

has completed the FDA Establishment Registration (as manufacturer and foreign exporter) and Device Listing with
the US Food & Drug Administration, and the U.S. Agent information is:

U.S. Agent for FDA: SPICA MEDTECH CORP

Communications: 1020 LINCOLN ST Denver,C0,80203, United States
Phone: 720 6176666 Ext ,Email: spica_us@yahoo.com

Establishments that are involved in the production and distribution of medjcal devices intended for commercial
distribution in the United States (U.S,), including those that are imported for export only, are required to register
annually with the FDA under section 510(g) of the Federal Food, Drug, and Cosmetic Act; And annual registration
for each fiscal year is required for all establishments. Annual registration shall take place d _y']izae;period

beginning on October 1 and ending on December 31 of each fiscal year. %
The FDA does not issue registration certificates to medical device facilities nor d /)& ation




Certificate number
192322.241127

File number
A29180

Initial issue date
2024-11-27

Cycle start date
2024-11-27

Effective date
2024-11-27

Expiry date
2027-11-26

CERTIFIED

DICAL DEVICE SINGLE AUDIT PROGRAM

UI_ Solutions

Certificate
of Registration

WUXI NEST BIOTECHNOLOGY CO.,LTD

No0.530, Xida Road, Meicun Industrial Park
Xinwu District, Wuxi 214112 CHINA

Facility ID: FO07679

UL LLC, UL Solutions medical and regulatory services issues this certificate to the Firm named above, after
assessing the Firm's quality system and finding it in conformance per the defined scope with respect to:

1ISO 13485:2016
EN ISO 13485:2016/A11:2021

Design, Development, Production and Distribution of Pen Injector, Disposable Pen
Injector Assembly for Further Manufacturing of Drug-Delivery Producits.

Certificate with Addendum(s) totals 3 pages.

Authorized by: fe
/Pb ' DDD
N (\aﬁk —_—
Paul Daysh Check certificate status: here

Operations manager — Medical Re

This quality system registration is included i |[1 -s Prodiict lQ- ctory and applies to the provision of
goods and/or services as specified i'the hqbpa of registra fro the address(es) shown. By issuance of
this certificate, the firm represents ahl}wﬂ] maintain its registratiorin accordance with the applicable
requirements. This certificate is ngt transférrable and remains‘the pfoperty of UL Solutions.

UL LLC, UL Solutions medical
is an MDSAP Recognized Audi

gulatory UL LLC
L 333 Pfingsten Road

Northbrook, IL 60062-2096 USA

Page 10f 3 © 2023 UL LLC. All rights reserved.

MDSAP UL and the UL Solutions logo are
Form-ULID-000724 Issue: 6.0 trademarks of UL LLC © 2023
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GREENHOUSE GAS VERIFICATION OPINION

Certificate number: 117-1CAS-THC202507158

This verification opinions are in response to:

Verified party: Wuxi NEST Biotechnology Co., Ltd.
Address: No. 530, Xida Road, Meicun Industrial Park, Xinwu District, Wuxi City, Jiangsu

Shanghai Ingeer Certification Assessment Co., Ltd. issues this third-party verification
opinions in accordance with 15014064-1:2018, 1S014064-3:2019:

® The GHG emissions of Wuxi NEST Biotechnology Co., Ltd. were 6949.49 tons CO,
Equivalent and the GHG removal was 6949.79 tons CO, Equivalent for the reporting
period from 1 January 2024 to 31 December 2024.

® The verification confirms that no material deviations are found in the emissions of
Wuxi NEST Biotechnology Co., Ltd. and that the data and information on greenhouse
gases of the verified party are fairly presented.

@ The assurance level for this verification is a reasonable assurance level
® The detailed results of the verification are as follows:

Greenhouse Gas Emission Categories Verification data (t COg)

Direct GHG Emissions and Removals 187.46
Indirect GHG Emissions from Imported energy 6589.86
Indirect GHG Emissions from Transportation 172.47
Indirect GHG Emissions from Products Used by /
Organization
Indirect GHG Emissions Associated with the Use /
of Products from the Organization
Indirect GHG Emissions from Other Sources. /
Total GHG Emissions 6949.79
® The GHG statemp ification is the responsibility of the verifiec

Certification and Aocreuit: tion Administratic of PRC:CNCA-R-2003-117
Tel: 400-633-9001/486 021-51114700-

wmioen " HCHG = i

2368#West Zhongshan Rd. Xuhui District, Shanghal,China, 200235 WA

The ownership of the certificate belongs to Shanghai ingeer Certification Assessment Co,,Ltd, The infoermation & validation of this
certificate can be checked on ICAS website, or by calling ICAS's cllents services dept.
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