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Thailand submitted Instrument of Ratification on 19" January 2021

Instruments of Ratification

No. Member State Date Document Type
1. Cambaodia 27 March 2019 Instrument of Acceptance

28 Indonesia 26 December 2018 Instrument of Ratification

£k Lao PDR 04 December 2015 Instrument of Acceptance

4. Malaysia 24 July 2020 Instrument of Ratification

5. Myanmar 06 September 2018 Instrument of Ratification

6. Singapore 02 November 2015 Instrument of Ratification

7. Thailand 19 January 2021 Instrument of Ratification

8. Viet Mam 23 March 2016 Instrument of Acceptance
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01 Labeling and Instructions for use
Effective date on 315t October 2021

ARTICLE 10
LABELLING

(1) A medical device shall be labelled in accordance with
the requirements of the Member State prior to placing on
the market in that Member State.

(2)  Member States may set the labelling requirements for a
medical device in accordance with Annex 7 (Labelling
Requirements) or as deemed appropriate by the Member
States.

(3) Member States may set the requirement for having the
label of a medical device in their national languages.

02

Complaint channel and its record

Effective date is 4" May 2021

ANNEX 7

Labelling Requirements

1. DEFINITIONS

CLINICAL INVESTIGATION: Any systematic investigation or study in
or on one or more human subjects, undertaken to assess the safety
and/or performance of a medical device

Explanation: This term is synonymous with ‘clinical trial’ and “clinical
study’. Clinical Investigations Include feasibility studies and those
conducted for the purpose of gaining market approval, as well
as nvestigations conducted following marketing approval

Routine post market surveillanoe may not constitute a olinical
investigation (e.g. investigation of complaints, individual vigilance
reports, literature reviews)

Labeling

Home use medical device :

Must have Thai Language

Professional use medical device:

Thai or English Language

Thai FDA
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ARTICLE 12
POST-MARKETING ALERT SYSTEM

Member States shall take the necessary steps to
ensure that any information brought to their knowledge,
in accordance with the provisions of this Agreement,
regarding the incidents involving a medical device
as mentioned below is recorded and evaluated when
appropriate:

(@) any malfunction or deterioration in the
characteristics or performance of a medical
device, as well as any inadequacy in the labelling
or the instructions for use which might lead to or
might have led to the death of a patient or user or
to a serious deterioration in his state of health;

(b) any technical or medical reason in relation to the
characteristics or performance of a medical
device for the reasons referred to in subparagraph
(a), leading to product recall of medical devices
of the same type by the product owner, authorised
representative, authorised distributor or person
responsible for placing medical device into the
market.

Establish
Complaint channel
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ANNEX 5

Post Marketing Alert System (PMAS) Requirements

3. COMPLAINT RECORDS

The records on complaints related to a medical device may include

the following information:

e the medical device brand name, medical device registration
number, model/catalogue number or bar code, control/serial/
lot number and any other means of identification of the medical
device;

¢ the name(s) and address(es) of the dealer;

* records pertaining to the problem investigation.

All actions taken by dealers in response to the problems and
complaints must be kept on record. These actions include any
communications with the reporter/complainant, the evaluation of
the problem/complaint, and any steps taken to correct the problem
or prevent the recurrence of the problem. Such steps might include
increased post-market surveillance of the medical device, corrective
and preventive action with respect to the design and manufacture of

- Collect complaint records and
effective handling system

A Evaluation & Correct problem
A Document Retention



03 Exemption of some advertising approval 04 Prohibiting distribution of
Powder medical gloves

) Effective date is 5" November 2020
A Direct advertising to healthcare professional are

Digital © &
exempted from approval s ;’@ 3
N “ a = /
Video \l’ ’n‘ ® Sound <
Effective date is 2"d November 2020 2% 3 ﬂ
Publication
A Advertisement characteristic Powder medical gloves areprohibited to
which do not require approval manufacture, import or distribute in Thailand.

A Trade name or Manufacturing for exportation are allowed.

A Trademark or However, the specification and standards must meet

A Trade logo requirement of the customer

Effective date is 5™ November 2020 Note: USFDA banned powder medical gloves since 18t

@ Thai FDA Medical device regulation in Thailand )



Increasing number of importer

‘ Covid -19 related medical equipment announcements
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Surgical Mask 11 590
N95 Respirator 12 131 119 Standard of Single-use Medical Mask Standard of Medical Gown and Coverall
Gown/ Coverall 4 190 186 Effective date is 13t October 2020 Effective date is 215t December 2020

Increasing number of manufacturer

Surgical Mask

N95 Respirator

Gown/ Coverall

13 74 61
6 Standard of Single-use
5 45 N95 Medical Mask

&) Thai FDA

Effective date is 1st December 2020
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