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Global Comparison

Y Apply Filters

Medical Device Post-Marketing

Medical Device Post-Marketing

Medical Device Post-Marketing

My Regions ,‘

Medical Device Post-Marketing

Country/Region Authorization Procedures Renewal Procedures and Authorization Authorities Authorization Applicable Regulatory ¢
including Device Changes Timelines involved Classes
Algeria « Registration Certification « Re-Certification: Yes, 5 Mational Laboratory for » Re-Certification: All » Re- Medical De
is not mandatory yet years renewal of Quality Control of registration/Listing: All Framework
Techni registration certifi Pharmaceutical Products e
Argentina « Variation registration « « Re-Certification: Yes, 5 Technical Commissions of « Re-Certification: Class | Medical De
Technical evaluation years renewal of Medical Device Mational (sterile or with Framework
during reg registration certifi Administration for M measurement functio
Australia « Reassessment of « Re-Certification: Mo, Australian Conformity « Re-Certification: Is, Im Medical De
Confarmity « Re- annual fee must be paid » Assessment Body lia, lib 11l « Re- Framework
registration notification e Re-regist Therapeutic Goods registration/L
Austria » Re-assessment of « Re-Certification: Yes, 5 Motified Body Gesundheit « Re-Certification: Is, Im, Ir Medical De
Conformitv (CF vears renewal of CF Osterreich GmbH (GOG! lia lib 1ll « Re-resistrati ass Framework

2 Clarivate”

© 2026 Clarivate. All rights reserved.

3



T TIFRES SUERRICE T 3EEMORMBHLBRO—BERRT STELBNUET . TTUTORBTRRS

NJzLabeling and Promotion®5 U I(CJ& 9 D Medical Device Labeling Requirementsz/2Uw o UET,

Al Comparison Tables !

Browse

»

v

v

Ld

& Medical Devices and IVDs

Authorities and Organizations

IVD Regulatory Agency Directory

Medical Device Re

gulatory Agency Directory

Legal Definitions and Product Classification

IVD Classification Summary
IVD Laws and Regulations Summary

Medical Device Classification Summary

Medical Device Laws and Regulations Summary

Market Clearance

IVD Marketing Application Procedures

IVD Post-Marketing Procedures

Medical Device Marketing Application Procedures

Medical Device Post-Marketing Procedures

Labeling and Promotion
IVD Labeling Requirements
Medical Device Advertising Requirements

Medical Device Labeling Requirements

2 Clarivate”

Intelligence Reports

Regulatory Summaries

Source Documents

4
© 2026 Clarivate. All rights reserved.



ZDOT—TIUFE. ERESEOBES SURREHONEZIRH TSI EZBENELTVET,
HU. FEDEDEHFCDVNTIFBERITZERRNAD

EIIERIXESIUHA RSAADYSTEZATNET, )

Labeling and Promotion
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Y Apply Filters

regulatory
Country/Region :Labeling of

Alperia
Argentina
Australia

able to

of B
Austria ider

nces -

Are there any language
requirements applying to
Medical Device Labeling?

English or Arabic or French

Spanish

English

German

2 Clarivate”

Are Medical Device

manufacturer/authorized
representative name and
contact details required?

fes

Is there any

submission /approval required
for Medical Devices Labeling
and Packaging?

‘Yes, as part of the registration

procedure.

As part of the
procedure

gistration

As part of the
procedure for de vices
requiring applicati -

Labeling information will
be assessed by the
Notified Body (NB} for C w.

Are there any identification

and/or traceability procedures

for Medical Devices or
Labelers?

Mandatory traceability
requirements

Mandatory traceability
system for spe
products: Cardiowerter, EL

Mandatory traceability
requirements.

Permanently implantable +

Mandatory traceability
requirements

bt*’&xLTHSléE&JODJ >—h%&
BERIAEC T,

Is UDI (Unigue Device
Identification) mandatory for
Medical Devices?

o

Only for Cardioverter,
Electrical stimulators for
hearing in the coch

Yes, for: |Class Is (supplied
sterile) ||from 01-Jul-2028)

Class lla e

Assignment of UDI will be
mandatary as of 26 May
2020. Application of s

Are there any special
requirements/exemptions for
Labeling specific Medical
Devices?

Depending on the
intended use and
ns for use |

Sales conditions and
license number.
Depending on the

Depending on the
intended use and

tions for use |

CE Mark {including NB
number as applicable).
Depending on ti tende ..

Regulatory Summary

Medical Devices Regulatory

Framewark

Medical Devices Regulatory

Framewark

Medical Devices Regulatory

Framewark

Medical Devices Regulatory

Framewark
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What is the regulatory basis of
Medical Device Packaging and
Labeling?

ANFF Announcement No.
35/MIPH/ANPP/DG/NOTE/25:
Naote to Pharmaceutical

Repulation 64,/2025:
Incorporates the
MERCOSUR

Therapeutic Goods Act 1983,
consolidated version as of 21-

Mar-2025Regulations:

Regulation (EU) 2017/745 of
the European Parliament and
of the Council on Medical

[«

My Regions

Reference Document(s) for
Labeling Requirements
applying to Medical Devices

Order Mo. 25 of 12-Oct-
2025 Establizhing the
Technical Conditions for ..

Disposition 2303/2014:
Establishes Tr: bility
Requirements for the Medical

IMDRF Consultation: Unigue
Device |dentification System,
13-Aug-2018Guideline:

Medical Devices Act 2021
(Medizinproduktegesetz 2021
- MPG 2021) {Consolidated

»
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Country/Region

Are there any Packaging and Labeling
standards applying to Medical
Devices?

Is there an existing regulatory basis for
electronic Labeling of Medical
Devices?

Are Medical Device

| Device Lab ? |repr

9

manufacturer/authorized

p ere any language requirements
o Modi i .
details required?

name and contact

« ERESGICERSNIBEE SURROEEL?

« EREBOEFIRRCE T DEIFOMRGIRE S ?
EFKEGOFRRICERASNDSE/BEMFIL?

« EREBRORIEERE/FRENIEEDZING JOEREIBREHED ?
EFEHEIEEDORTS JOBEICE T DR/ FERIVEN ?

« ERESFIZEARREEBCHITDIFHRIES LU/ Fe@ L —BEYUST < FlEG ?
- EEESRICHIDUDI (BRI F&EFBHITSNTHDIN?

« BEDEFKIBRDRRNCE T DIFRIEMS /RIR(EIFET DH ?

« EREBOEED KURTROMRFIRILE ?

- RRBEMFICHET IERYE

China The NMPA issued regulations pertinent to medical |No Simplified Chinese Yes. The name, residence, manufacturing address,
device instructions for use and labeling. Regarding contacts and production license number or filing °
the detailed requirements for medical device number of medical device manufacturer are
instructions for use and labeling, please see the required. For contract manufacturing, name,

CFDA Order No. 6: Regulations for Labels and address, manufacturing address, production
Instructions for Use (IFU) for Medical Devices, 30- license number or filing number of contracted
Jul-2014 (IDRAC 200661) and Regulations on manufacturer shall be also specified [ ]
Supervision and Administration of Medical Devices
(Revised Version), 08-Dec-2024 (IDRAC 388008)
Indonesia es, refer to ASEAN labeling standards. No Indonesian and English Yes
India Symbols recognised by the Bureau of Indian CDSCO accepts electronic instructions to use as

Standards or ISO Standards
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well as paper instructions.

English

Last Update Date 05-Feb-2026
Added Date 17-Dec-2018
Date Country/Region |New/Updated Section
What is the regulatory basis of Medical
07-Jan-2026 Hong Kong Updated Device Packaging and Labeling?
Reference Document(s) for Labeling
07-Jan-2026 Hong Kong Updated Requirements applying to Medical
Devices
07-Jan-2026 Hong Kong Updated Regulatory Summary
i i ; Is UDI (Unigue Device Identification)
25-Nov-2025 Indonesia Updated mandatory for Medical Devices?
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Clarivate is a leading global provider of transformative intelligence. We offer enriched data,

v

insights & analytics, workflow solutions and expert services in the areas of Academia & Governn
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