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RNA—BRERELAH A

We are the team members have a common goal.

KA1 A —2 80 k& 90 fg &y @ AL -

We are entrepreneurs in 80s and 90s.

HNA-BHEEREH O F8A

We are a group of vigorous young pcople passions .

FNAZRL e FHFFDEH 7SN T E

We hope your products can launch into Chinese market through our productive works.
RNAFLELE CORAE REDCRBANE 2

We hope to help you break if the barriers of regulations through our experienced techiques.
RMNAF LR g Y BEWIAD G he iRt Wk A2

We hope to save time and cost for you through communication and coordination.

KAt e, BFBA BMEM, IVD 7 & M LK & EAt;

We are dedicated to the registration imported and domestic for the device, IVD product and cosmeric.
KN KET ZMRERERFEN LI AT ER E 5K

We are specialize in clinical trials of medical devices and IVD products.

KMTABHFE. 6F. KM 28 E7F 3HMEM;

We can registrate medical devices for the client of Korea, Taiwan, the United Srtates,

Europe and so on.

EERMNHTEHFEA AL, KOEYEHRF -

As we get learning and growthing, continuously we can do much more for you---

M 2008 58 2 A, FIRE ST 100 A, HOFR4E, KOTABE LG E4F-
Since two people in 2008, nowadays we have over 100 employees, so that we have more confidence that we

can do better than what we said.

we love maris /
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"There are so much to do in life, and now we’ve chosen this one, let’s insist

on making it as a classic. "

—HEREHNERE, MIMAEFNEETX—4, BBHILIIHE SR
——Steve Jobs ( S R=FF




ABOUT MARIS:

. °

aris Group members
Mconsist of Beijing
Maris Medical Technology
Co., Ltd(CRO), Beijing Maris
Trading, Beijing Shanpeng
(SMO), Maris (Hong
Kong),Maris (Taiwan),Maris
(Korea) .Maris Group 1is
dedicated to Regulatory Affairs
consulting and registration
business related to NMPA
(National Medical Products) ,
formerly CFDA.Maris Group
was founded in 2008 and
its main business scope is
tocused on medical devices

registration, medical devices

clinical trials which also
indude SMO service .and
cosmetics registration. The
key members of the firm have
excellent personal capabilities,
rich experiences in
registration who are familiar
with the NMPA regulatory
system and application
procedure. Besides, Maris
has a fully mature and
professional quality system
(ISO9001&ISO13485) for
registration task, which
demonstrates more
productive and efficient

among the RA field.

MARIS GROUP
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QXE)RREHE

2008 5 12 B plitmiBinE EARHRAR AT (CRO)

2012 4 3 B BT REss <

2013 F 3 B ATIRESE Brazil
20142 6 B BTRE (B) RITERAT By
2014 % 7 B FxAt BB RARAT ANVISA

2015 F 10 B pinBimt SFFE
2017 £ 6 B B AtREARHARBIRAT (SMO)
2018 £ 5 B M bt ER &5 B

China REISZHE (EERGHEX)

A =V . FEHAT
. FishEg . GiEhEgt
. saebhELt

. HthEg

Korea &E#t
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Medical Devices Registration
Imported/Domestic
Active medical Device/Non-Active medical Device

The Whole Category Registration Services

M2 izt iR
BRARERRS
ESIIYSE S5 any
BB m

Clinical Trial/Clinical Evaluation

Clinical Trial Exemption Evaluation

Clinical Protocol Drafting
CRO&SMO

elhemiEnt

W EMEERS
ikam EHXB SRS
I mFEREARS
W mBRBRIRSS
ikmmEtrEMARSS
L mEF-EFIIRSS
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as been one of the I8ading providers in \
ices of regulatory affairs, testing and for medical
vices and cosmetics. Our company has established
a good and stable cooperation relationship with a
ber of testing institutions, and has become a
reliable RA partner for a large amount of imported

and domestic manufacturers of medical device

d cosmetics, assisted in launching products into

M, IGFRIEIRERS . ARESS MRS
RENAIEXR, HANERIRSESTEH
A ERNERAEALE, AETFRE
T RAFHOER,




10 3k, AR 1000 RMBERIELR, SEL—ERATSENEEMNEREAR, YT
EOFEFErSMIM. RN EERINSENNTEE, WHELRS SR
2 SOP, MMEERFRILINE LREMAITM. BRETIURAMFZHHEEECS SMO
IRSSHI CRO RF), AEFEIMEREH GRS,

Detail-oriented: In the past 10 years, we have accumulated more than 1000 project experiences, and
summarized a set of excellent and perfect quality system for operating and managing. We have unique
management and execution experience for imported and domestic medical devices registration

clinical trials, and assisted with the our strict quality control SOP, in order to ensure the high quality and
high efficiency for completing the projects. It is also one of the only CRO companys who has its own

SMO in order to provide one-stop service to customers in the inidustry.

/L- RABBEEEN, AFBAITERERNEN, T T ARESERMAITNF. 5%
]: EEr miIEIRER, BEEWEARLIRIT, EEREE RILK. REJRIEMTE.
Implement: Based on precise understanding of regulation and executing it, at the meantime according
to the trend and the diversity of products of the industry, combined with the strategic design for

enterprises, we can offer the most accurate, optimized and efficient registration and clinical proposal.



THEEE. BHAE. KRS

A decade of focusing on consultation of CFDA r
with high quality and high efficiency. Experts C
problem frequently. And we won't stop until reach th

Experts: Top experts in the industry work

> % together to think out the perfect solutions.
):] FEHLERIN, EIAEEBRB T AR ATRIAT,
ICRAE—REA ISR,

Ploughing: Focus on high efficiency. In the industry, it has been established a good cooperative
relationship with supervision department, laboratory, and a large amount clinical trial sites, which
can effectively prejudge, avoid and solve problems that may occur during the product testing,

registering, conducting clinical trial and other process.

WELE, FaEe. ETWR, STIEERR]. wieiis. DURASIRARIWSRY T RIFIIGIERR, JLE
HFRF, MUERORRARS AN, EA. IRRES U R BE L EIAY IR,



Beijing Maris Medical Te ' , Ltd. is a complex of professio: RAO (Contract

Regulatory Affairs Organization J (Contract Research O ation). For most

appointment ta mpany is an
for mature companies due to specialism, so that it becomes more professional,

e medical device companies can be divided into five types: 1. strong R&D

ation, 2. strong R&D weak registratio-%. weak R&D strong registration, 4.

- 20%, or even higher. Some of medical
device companies may not have R & D
team members, or weak R&D abilities,
besides may be lacking of sufficient R & D experienced company.

15 just why the CRO

talents, awareness, idea and experien and CRAO which born for their missions.

Perhaps no good facilities and con 1t10n$. CRO is specialized in clinical research. CRAO
In aspei:tl of registration ability, a large dedicated to register medical device and
majority of medical device manufacturer
has less RA specialist, furthermore, who
are not good at the updated regulations
and guidance. Without registration
experience and successful practice, it

cannot provide sufficient support to R&D




. IRBIREEDRHRBIRATZT I CRAO (2
"Contract Regulatory Affairs Organization” A9 #4g
5, BIEEEMAR, BEWNESHERENMG
BESHRSYME) 5 CRO 5REIATALR (CRO,

Contract Research Organization) RU%Z&K,

WTREHESHERMABMS, BoskE

HEIE CRO REIRMA T UL D TRILRERE, X
BL, BEN. BHEER. ESMINFIRREAA.
ERFEHGATNARSEMEDTS, SHA
DN SRITARSRIEM. SRR SSIEM . SStARSRIEM.
SSERARSSEM. THAFIEMFLIHSIE, He,

Sy 20100 < SRR AEREE,
2J05%-75%, SHhi AITHAFITIEMBEDHIR

[~

B, £915%-20%,

7
=

5, EASHEDNES
WA EHAEN RAEEs, SRiAeEE
HRIOAS, SERRPROBRIES, REH

BHRL RETIRINRIEANEL. M5,

x5 MER IR SEOEHEN, WEHAR

SHEMAISRNER T RA S, FRSE
b REEHER, BERTREAE
LISMO ﬁ-;ii;tﬂ% lemmnmin, BiE
A E R AL, AT

SHATE. — T REBRRERART

M AT ZEMER. SRARY, BEEFE

BelY, EREXMEBERT, CRO S5 CRAO

ROz, aiE, TUNES[HR BE,
TWNERMEM R BHEMFSES.
CRO 5 CRAC BB ET, BETIHEBA.

BlisE, fULl. TWHR, FJUS

>

WEAHEFER, #THADIE,




SMO COMPANY INTRODUCTION
SMO A SN2

The SMO (Site Management Organization) Operating Department of Beijing Shanpeng Technology
Development Co., Ltd. was formally established in June 2017. It is dedicated to introduce the advanced
international clinical trial management system and assisting researchers and research institutes in non-medical
judgment affairs by providing high quality and efficient services for the growing number of clinical trials from
clients around the world, improve the quality and promote the standardization process of clinical trials. Main
Business: Responsible for the management of clinical CRC personnel throughout the country, providing
coordination services for clinical trials and research, hospital research reports, questionnaires and other services.

The Shanpeng SMO is dedicated to provide the best CRC service with a professional, solid and honest attitude.

Jtm=EA SMO (site management organization) AEIE 2017 FIERALIZ, AT 5 HEREHNIGRTIGETE
HR, BEREIRKRLRBXNOETWRS, HERREMAREIRRFPIEEFZFIMENESMTIE, HEEIGIKA.
kE2ENIRAGREAERSHRS, RelRRARRENHE, EalRLEIerE, 2SS hkeE
l&PR CRC ARETE, RHIBRRIGHRINBRS. ERBRS. B FEERS.

JEREA SMO RSUEFFIZE NS, AEYEFRRNSE, Tk FLL O EMIRE, AEuEFIS I IRERASR,
HAOTFRHEFH CRC TR OIHEEIRIRS.
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CRC PERSONNEL QUALIFICATIONS
CRC AL\ ER

M57RIE / haerbin o

K&/ Changchuno

@ ILFA / Shenyang
794t / Hebei Q Q-7 / Beijing
KR/ Taiyuan @ Q X% / Tianjin

FE / Jinan
% / Xian ° o;‘éﬁi)‘i / Weifang
B/ Nanjing

7&PFH/ Luoyang ° o
BIE / Hefei @ Q-

1M/ Hangzhou °

B & K5/ Urumai o

# / Shanghai
F#/ Chengdu @

) / Changsha 9
E B / Kunming

MARIS CRC gEiH_j: ° T/ Guangzhou°
Bh4sEd 18 oh

OEH / Xiamen
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NMPA REGISTRATION WORKFLOW
NMPA JE it

MARIS GROUP

i

FEREAREKEE
Product Technical
Requiements(PTR)drafting

v

FERAMERER. FREAERTE
Testing following-up and modification
of PTR acording to the testing results

v

BERNIRE
Obtain product testing report

l

REBBWFAR
Is clinical trial
required

£y
LEZ T

Clinical protocol
preparation

I R EE
Clinical site
selection

s Rt B

Clincal trials

v

[ESise=

Clinical trials report

l

FHRIGE (AR, FFRTRL
BRMER. £/~T2.

EZE =R ITR PSR RIE)
Data collection (company information,
R&D data,raw material
information,production of
process,product information of
predicate devices,standards,document
literatures,etc.)

'

AMARRS. S, BIE
Registration data edit , guide and
correction

]
2

.
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CLINICAL TRIAL PROCESS
_UMLEE

Wk

clinical trial preparation

st

start-up clinical trial

EESES

Close clinical trial

27 BREBRFN - 20 HRGIT RIRE
Data compilation and —> : = —> Data statistics —>
° Data Q & A
collection and reports

33, FAAF fh K Im R FT R E]
Data archiving and
sample recovery

 BEREETFES
Valldatmg conclusion report

_y M TIRBMIHAMER
Shutting Down Sites

30. /5 BERE
Drafting the —>
conclusion report

ﬁm E JEN, fl:l K
Conclu5|on meeting

35. B2
Preparing Dossier for
Submission to CFDA



MARIS GROUP

CLINICAL ASSESSM ENT PROCESS

\

FPRARIR~RIREAARRER
Customers provide information about
clinical use of declared products

Y.
IR PRI TR &
Clinical evaluation feasibility report
v
SCRRERER ) 52

Literature search and reading

SRSV
Literature analysis and statistics

IEPRIFER &

Clinical evaluation report
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Cosmetics

v

v

AR L
Imported cosmetics

v

v

=t

Domestic

cosmetics

v

v

v v

v

R AR R AR R B TR RO R
Cosmetics for special Cosmetics for non special Cosmetics for special Cosmetics for non special
purposes purposes purposes purposes
| ¢ | | |
EEFELENA EERIERIRIM

Designation of responsible

institutions in China

Designated agency declaring

agency

v

v
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Et Submit
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ﬁ ‘z% permission
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TEHZERBT
BARTEEH
Technological
evaluation

v
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v v

WIREAAGRE (MED / DANS / SIBY / NAZREHRE)

Permission inspection institution inspection

=38

\ v

(Microorganism/ sanitary chemistry/ toxicology/ Human security test)

EEE AT
FUEFTE POy iR
Submit Submit
approval administrative
application permission

v v

FOREBATBIF Y RIRRERFIERTE, NIRARIHITEZ

and examines the submitted information.

v

Technol

v Y

The receiving center accepts the application for administrative license and record voucher,

IHERHEST
BATFH

ogical

evaluation

NMPA BB T & AR TBUF I & R FUE

Issuing administrative license or filing certificate for cosmetics

AR MSEL KA,

PIlmsE. BRRE. EREHBER.
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CLIENTS LIRS
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We are Maris!






