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Management Certificate- SGS ISO 9001
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Certificate CN18/10042

The management system of

Normalline Biotechnology
(Beijing) Co., Ltd.

Business Registration Address: Room 310, Tower A of Building 1,
No. 19 Ronghua Middle Road, Beijing Economic -Technological
Development Area, Beijing, P.R. China

Business Operation Address: Room 310, Tower A of Building 1,
No. 19 Ronghua Middle Road, Beijing Economic -Technological
Development Area, Beijing, P.R. China

Unified Social Credit Code 911103026804513739

has been assessed and certified as meeting the requirements of

ISO 9001:2015

(B & mitM. ImFRFMn, IaRRTEE, In
A5 2 1 20104801 7 201 ==
- V Provision of Regulatory Information and Analysis, Compliance ﬁﬁtg\_\‘*zﬁ) . é*ﬂ%ﬂ&ﬁﬁm BE% (Eﬁ

Consulting and Solution, Submission Support and Agency
(Premarket Approval, CER, CRO, Clinical Trial Audit), GXP (GCP,
GMP, GSP, GUP) Compliance Management and Assistance
Services in Medical Device and In Vitro Diagnostic Industry

This certificate is valid from 29 January 2021 until 28 January 2024

and remains valid subject to satisfactory surveillance audits.
ertification audit due a minimum of 60 days before the expiration date.
Issue 2. Certified since 29 January 2018

Authorised by

UKAS

MANAGEMENT
SYSTEMS

0005

saitad MR E EIEMERIEBM SEEMWS) .

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3 EN UK

t +44 (0)151 350-6666 f +44 (0)151 350-6600 www.sgs.com

AUEAS S B n) 75 [E FAGE A o] B B2 51 &5 7 I v www.cnca.gov.cn b ifi)

HC SGS 9001 2015 0118

T 3t1 90

UKAS

MANAGEMENT
SYSTEMS

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK 0005

t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

The certification information can be verified on the web site of Certification and Accreditation
Administration of the People’s Republic of China www.cnca.gov.cn

A g A< 2 )RR 2 A7 F JE R0 %% www.sgs.com/terms_and_conditions.htm
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This document is issued by the Company subject to its General Conditions of
Certification Services ible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of kability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at

hitp://www.sgs.com/en/certified-clients-and-products/certified-client-directory. Any
unauthorized alteration, Mmawmdum«wd
this d is unlawful and to the fullest extent

of the law.
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Our Services — Off Line
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Our Services — Submission Support on Innovation

(04

(Bl ETr=smisalEE
B2013f "8Ifi" BEFEES, E831631MF=mmkIERit, FRIRE RS 1ER )

HHIBS 5 348, MIREHE464, B%x86.7%. @ somEs 00128 A

20185128120 &Lt

(EUFhErsmiss R E RIS E
EIRIEE)

2021E# (FH1) XelFR=StmMERRH o CMDE&52018655118
)\ ERHIEET S IEGE, BETEMTMASRES, 1O 20185115 29B R O 8Ee I 05 B @
RIS BT SR T A AE e, 5 AU B SR R I _ "

T

HETr s SREAE. ESkAmnEEER NS EES

BXE, RUSCEERET S LIRS S, (R ESr fe i B B ERE )
0} -

BNE ERSEETENANAR, T ETEMS R ET,

R BT RARRE TR, ERETIR, . (5. IR,

EFRREFETUES, TReLSTRER SRR, S @ A 2018 8 83

USEESR, R, EFISa TR SRR S, £ 2016 £ 12 B 1 BAESEHE

NNaaEETrssmElR = FRF, REET=mmE X eIFEET].

(CUFr =TT seiis Bl R EAE 7 )

www.normalline.com 10



ElFTBRIRIMER R

Our Services — Key points of innovation value declaration
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Our Services — Submission Support on Innovation
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Our Services — Submission Support on Product Registration
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Submission Support on Product Registration — Standardization Total Solution
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Our Services — Clinical Trial Support
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Our Services — Clinical Trial Support
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Emergency Support on the Supplementary Submission — Exclusive 11-year Service
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Our Services — Online RA Box
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Our Services — Online RA Box
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Our Services — Online RA Box
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Our Services — Online RA Box
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GSP Software Service — characteristics
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GSP Software Service — Concept
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