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Global Marketing Access for Medical Devices
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Bringing Innovative Medical Devices to Global Markets

EREM - REARR - MERINE - TIEAN —ih LIRSS
Regulatory Registration « Quality Systems ¢ Testing & Certification « Market Access One stop Services
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Compliance, certification support and testing
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EVERBIZ Company Profile
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EVERBIZ is a professional compliance service platform specializing in medical product testing, certification support, consulting and training. We
help leading medical R&D enterprises in China and abroad to help strengthen their compliance capabilities and competitiveness. Across product
development, regulatory submissions and market access, we bring together legislative, quality-system testing resources to provide one-stop
support, from needs assessment and technical documentation to project execution, integrating compliance throughout development and launch.

SQABATEMER, BRATRHENMERZAATHRITHBE Y. BERSRMH%E.

Beyond interpreting regulations, we turn requirements into practical project plans, timelines and delivery solutions.
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Integrated Services for Global Market Access
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Compliance

FmaRSENBREON, EMMREEEITE, RAXGSEMERES
BERKIRR,TEREITMN I Fo

Classification, market access strategy, regulatory gap assessment, documentation, quality systems and
clinical or performance evaluation support.
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Certification Support
FERINEHSOEMITTE 25, hiRRADR,. ZEESSPERE, RiHHIE
B EMRIEEREIREI,

Certification and registration support: technical coordination, documentation, query responses,
application tracking and post-certification maintenance.
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Testing
BEnBREARTS, HRERRENR, RENEZEERS. BTN,
MEIRERHAINIE. Bk5EM,

Safety, performance and software testing, including cybersecurity and data security, with laboratory
coordination for verification, remediation and retesting.
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Serving 25+ Industry Sectors
Efredi. IVD. AR, . HBEA. M. ZREMNR. TE&TakEERRe%,

Medical devices, IVD, new energy, appliances, lighting, machinery, laboratory equipment, wireless products and information security.
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We coordinate local resources worldwide to deliver efficient market access solutions for your products.

RIMARS ST

Authorized Representation and Local Support
PE + BRHE. XE. R=E. HNK. . SREL. PERAHIE. FE- -
China + EU, USA, Thailand, Singapore, Vietham, Malaysia, Indonesia and Hong Kong...

M. XHBE. BEEER ETHEHF.

Registration coordination, document retention, regulatory communication and post-market support.
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Our Core Strengths

1
SIEHEZE
Global Regulatory Know-how

BEETSEMS IVD B2
HENRRZ,

Coverage of major market-access
pathways for medical devices and IVD.

EVERBIZ
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Experienced Practitioners

HEHIERE. AR,
NENMREEELRSEZR,
Hands on experience from manufactory ,

Certification bodies, notified bodies and
industry roles.
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One-stop Delivery

< India

MEBHERIHF. Wi, F

i Y S

End-to-end support from gap

assessment to documentation, testing

and registration.

@ China
° Vietnam

&= Thailand
% Malaysia
£ Singapore

B | jonesia

@ Australia

4
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Resource Network

BXThIRINE. HHMARRERX
R AR,

Coordination with labs, local
representatives and technical partners
across regions.
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Key Project Categories

BE&AR. EX. IVD. EARBURAGARRENRATRSBirhg, #HHEM. INESKNSE.

Compliance, certification and testing support tailored to active, aesthetic, IVD, implantable devices and standalone software.

01 BRI

Active Devices

05 JNITER{YF

Standalone Software

02 EERW

Medical Aesthetics

04 HENZZMW

Implantable Devices

03 IVD 28#%

In Vitro Diag. Devices

RiFZEi

Active Devices

BRI

Patient Monitors

MERRRS

Endoscopy Systems

BRSNS

Ultrasound Systems

EVERBIZ

37201

Medical Aesthetics

5433 | BinE

RF & Laser Devices

IKIEEFHY

Mesotherapy Injectors

EARE

Recombinant Collagen

IVD 2&H

In Vitro Diagnostic Devices

&SMSERIRE

IVD Instruments

S Fismis

Molecular Diagnostics

£ | Reriti

Chemistry & Immunoassay

BN

Implantable Devices

BEMESTSIEEIR
Bone Screws & Plates
AIXT

Joint Replacements

ABEFiEE

Dental Implants

IRITER{F

Standalone Software (SaMD)

RARMBNISERIR I

AI Imaglng Diagnosis

G PR ST 53R 1

Clinical Decision Support

BaET App

Mobile Health Apps
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Partners and Certification Scope

SIFIZNAELS

Testing and Certification Collaborators
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Precisely Right.

Tuve

THURINGEN CHINA

Arplus®

EIXANIES EMIRSS SEE

Global Certification & Registration Services

€ FDA

%£E FDA ifip

US FDA Registration

C

%E FCC &t

US FCC Compliance

EX%8 CE &#1

EU CE Compliance
®I-

L€ UL AE

North America UL Certification

bsi.

EPINTGK

NMPA

thE NMPA Efp

China NMPA Registration

UK
CA

HE UKCA &t

UK UKCA Compliance

WU EARIEZBGNES LSS, BESEUSmTEER .

Services listed are indicative; the final scope depends on product assessment.

EVERBIZ
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EFE ANVISA Efp

Brazil ANVISA Registration

#=E TISI IAE

Thailand TISI Certification

DNV

D DEKRA

thE cCC AL

China CCC Certification

b

HALAL

INDONESIA

Elf2 HALAL jAE

Indonesia Halal Certification
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Discuss Your Medical Product with Us

SIFENTmARE. BRERMALNE, FATFERINICENRE. WIEEKRSHEZHE.

Tell us the products intended use, target countries and development stage of your product so we can discuss regulatory pathways,

verification needs and project planning.

RS :

contact@everbiz.de

MiE: www.everbiz.com.ch / www.everbiz.de
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ISR F WhatsApp B %
WeChat WhatsApp WecChat Official Account
hE - EiE hE - 8

Shanghai, China

EiEmRILXFEFNR 111 F 6 S# 705 =
Room 705, Building 6, Lane 111, Luxiang Road, Baoshan District, Shanghai

ZE - RER

Munich, Germany
Landsberger Str.155, 80687 Minchen, Germany

BthF - FERRE

Salzburg, Austria
Rosa-Hofmann-StraRe 33, 5020 Salzburg, Austria

e - SAEAT

Ho Chi Minh City, Vietnam

No. 8L, Phu Lam D Residential Area, Street 32B, Binh Phu Ward, Ho Chi Minh
(GIYAVEIGED

EVERBIZ

Hong Kong, China
Room A1, 11/F Winner Building, 36 Man Yue Street, Hung Hom, Kowloon

| = AN
=E - 88
Bangkok, Thailand
No.850 Soi Lat Krabang 30/5, Lat Krabang Subdistrict, Bangkok 10520

N

Singapore
133 New Bridge Road, #8-1, Chinatown Point, Singapore 059413

SRAELT - FER

Kuala Lumpur, Malaysia
Unit No.92A, Jalan 13/142, Taman Orkid Desa, 56000 Kuala Lumpur, Malaysia
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