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Outline

Drug classification in Taiwan
OTC expansion

I Expansion of monograph

I Rx switch to OTC

OTC accessibility to consumer

I Distribution (internet sale)

I Advertisement regulation

I Promotion for safe use of drugs

Future perspectives
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Distribution Chart of Drug License by Category

Chinese Medicine,
Foods in tablet or
capsule form  (e.g.
vitamin products),
Cosmetics

General
\_Sale Drugs
1%

OTC Drugs

30%\

/

Prescription
Drugs

Total number of 69%

drug licenses
(excluding the
API) ~22,000



Milestones of Non -Prescription Drug Regulation
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Talwan Non -Prescription Drug Market

The nonprescription drug market in Taiwan has a turnover of around 265
million US dollars per year. 50% of the qayascription drugs are

Imported from Japan, Europe, US, and other developed counti$gsne
famous Japanese pharmacies lik@ Y 2drd2Eapan Medical have entered
the market since 2012. Until May 2018, there were 84 stores in.total

Some famous pharmacies in Taiwan are WatsonsGowned Until May
2018, there were 970 stores in total.

|

NENRT

e

T

nexas

o @ O£ B R OB

; =5 5 782 =
EGEYWEEE
C/ FDA Food and Drug Administration



Food and Drug Administration Ministry of Health and Welfare

ERZE > RERD

C

Yo ﬁ @ M B
- EREYEEE

DA Food and Drug Admlnls'rrc‘rlon

http://www.fda.gov.tw/



Expansion of Monograph: 16 Groups

(Announced in Oct. 2018)

Antibiotic and
analgesic disinfectant

o ~ Antipruritic and

Cold remedy Motion sickness _ anti-inflammatory |
Antitussive and e S Anti-acne

Expectorant | )

Ophthalmologic Laxative Diaper rash

Anti-fungal Dry skin
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Antipyretic and

Gastrointestinal

Anti-allergy
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Expansion of Dermatological Medicines Group

(not belong to above 6 groups)

Before After expansion
Monograph| Ingredient Monograph Ingredient
Anti-fungal 23
Antibiotic and disinfectant 23
Antipruritic and antk 40
Inflammatory
Dermato- :
_ Anti-acne 5
logical 28
Diaper rash 13
Dry skin 12
Dermatologicalothers 6




Requirement of Registration

Evaluation NDA ANDA | QTCmonograph
drug application
Reference Not required Required Compliedwith
drug monograph
Safet A Pharm/Tox Bioequivalence
Eﬁicai A PK/PD/BA/BE q(BE) Not required
Y| A Clinicatrials
A Chemistry, Manufacturingnd Controls(CMC)
Quality A PIC/S GMP
A GLPGCP
Labeling |Labeling (direction of use)
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DMF Exemption

(Announced on May 9, 2018)

A According to the Regulations for Registration of Medicinal
Products, technical documents of active pharmaceutical
Ingredients(Drug Master File, DMF) arequired

A Announcement dated May 9, 2018:
A Nonprescription drugs which are not new ingredients or
underpharmacovigilance
A API source complied with GMP
A DMF documents could be surrogateddyoutline of
synthesis route / manufacturingrocesstesting
specificationsmethodsandresultsof active ingredients
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Rx Switch to OTC

(Announcedon Nov. 16, 201y
Checklist for Applicant

A To encourage Rx switch to OTC,

=

TFDA announced a checklist of
switch to OTC application

A Documents for submission: |

A Applicationform

A Drugsafety profile, clinical £
literature, or contents in .

pharmacopoeia V
A Draft of packaging inserts [ L <

6.2

A Education plan for pharmacist:’

Please download from: 8. 17 ( )

http ://www.fda.gov.tw/tc/siteContent.aspx?sid=9593
9. (100,000 )
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Regulations for Different Categories

Prescription OoTC General Sale
Drugs Drugs Drugs

Distribution

Hospital/Clinic vV Y Y

Pharmacy Y \% Y

Supermarket

Grocery shop : : Y

Internet X X v
Advertisement

Pre-approval Y % Y

Academic medical journal Y Y Y

Mass media X Y Vv
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