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DEPARTMENT OF HEALTH
DRUG OFFICE

DRUG REGISTRATION

AND IMPORT/EXPORT CONTROL DIVISION

Guidelines on the Labelling of Pharmaceutical Products

Introduction

for the purpose of registration.

and the intended uses of such products.

These guidelines set out the labelling requirements in respect of pharmaceutical products
The requirements should not be treated as exhaustive.
supplementary labelling may be required for particular products taking into consideration the nature
In case of any doubt, the Pharmacy and Poisons Ordinance

and Regulations, Cap.138 should be consulted.

A. General Labelling Requirements

Nooaswd e

Name of the product.

Name and quantity of each active ingredient.
Name and address of the manufacturer.

Hong Kong registration number of the product.
Batch Number.

Expiry date.

Specific storage conditions, if any.

B. Additional Labelling Requirements for Sterile Products

1.
2.

C. Additional Labelling Requirements for Certain Classes of Products

Name of preservatives, if any.

Batch number and expiry date (on sales pack and on each ampoule/vial).

1.
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For embrocations, liniments, lotions, liquid antiseptics or other liquid medicines for

external application -
“For external use only. [l 5] -7

For veterinary products -

“For animal treatment only. EJI@%?F",%?F; Hlo™
For mouthwashes -

“Not to be swallowed. 1" 51 <

For eye-drops -

|

“Not to be used one month after opening.  FflZ— " | i T ffuH] e ”

Other
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D. Additional Labelling Requirements for Non-poisons and Part |l Poisons

1. Dosage, route and frequency of administration in both English and Chinese.
(For injectable products, words such as “To be used only as directed by a medical practitioner
IR 43 ff 7] - may be used instead).

E. Additional Labelling Requirements for Poisons

1. Poisons except Part I, First Schedule (P1 S1) and Part I, First and Third Schedules (P1 S1
S3) Poisons made up ready for the internal treatment of human ailments (see Note)

Caution. It is dangerous to exceed the stated dose.
L AR T I -

2. Medicines made up ready for the internal treatment of human ailments (see Note) and
containing an antihistamine (except Astemizole, Cetirizine, Desloratadine, Fexofenadine,
Loratadine and Terfenadine) -

Caution. This may cause drowsiness. If affected, do not drive or operate machinery.

BT PR I R Y T B i

3. Medicines containing insulin -

Caution. It is dangerous to take this preparation except under medical supervision.
B IR i AT e -

4. Medicines made up ready for the treatment of animals -

Poison. For animal treatment only. =3k : Elﬁﬂﬁif‘,ﬁlﬁf H] o

wn

Poisons (except P1 S1 and P1 S1 S3 Poisons) not made up ready for the internal treatment
of human ailments -

| Poison# 3t |

6. P1S1andP1S1S3Poisons -

| Poison#Z | inred

Note - As a general rule, medicines “made up ready for the internal
treatment of human ailments” refer to such medicines of a package
size of 500 tablets/capsules or below (for solid dosage forms), 500
millilitres or below (for liquid medicines) and medicines which are
injectable products regardless of package size.
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3 Appendix 2

F. Additional Labelling Requirements for Certain Drugs

l.

Sep 2011

For Angiotensin - Converting Enzyme Inhibitors (ACEI) -

“Caution. Contraindicated in pregnancy. =&t @ Z9tel &2 o 7

For oral contraceptives -

“Caution. While you are receiving this medication, you should see a doctor at least once
a year for advice on suitability of continued use. =i & ™ o R P BRI ] E=p
55— *[ﬂ?i 2 WP Lk L I

A package msert in bOtL English and Chinese must also be made available in which
information in dosage instructions and side effects should be included.

For medicines containing Phenylpropanolamine -

The maximum daily dose should not exceed 100mg and on the label or in the package

insert :-

(i) “If you are under the care of your doctor or receiving continual prescribed
medication or are pregnant then consult your doctor.

IR 5L B UL -2 A 2 - T o gL -

(i)  "Patients with high blood pressure, hyperthyroidism, heart disease or who are
receiving monoamine oxidase inhibitors should not take the product. ELU?J e

I PRSP RO P R T

o

(iii) "The product may aggravate conditions such as diabetes, glaucoma, or prostatic

enlargement. [P35 Fi” A 7J~Uff ﬁEEL%LI (R = ’ﬁ”ﬁ%’fﬂﬁ‘i‘ﬁiﬁi%o

(iv) "The product should not be used as appetite suppressant.]*=5% 7 fi* (B4 Q”i‘ﬂfiﬂ’?”i i

o

For medicines containing Salicylamide -

The following is required on the label and/or package insert -

“Keep out of reach of children. This medicine should not be given to children under 16

except on medical advice. HER I FEIV o Jlf?f?fff‘[ c A AR P E TR R

o™

For medicines containing Aspirin -
The following is required on the label and/or package insert -
“Keep out of reach of children This medicine should not be given to children under 16

except on medical advice. HERHIEFEIV - ZEER S #F’ﬁ o ARl pEEh TH ﬁﬁ

B o
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The following are required on the label or in a package insert -

“Consult your physician before taking aspirin during pregnancy or when nursing. 7 g
JJPyPF”L’A“HF lﬁ;{ -+ liq&’” l‘{ﬁl fl U‘L :E IJ%:E[E?E@?:E ﬁLFI ” and

“Aspirin irritates the stomach and can cause bleeding. It should not be taken by patlents
with stomach ulcers, persistent indigestion or liver disease. II“ ﬁﬂyﬁﬁf Sﬂg p

IES R A EF'J"?EP% ﬁ%@lf&iﬁ[ ) iiﬁ‘/ﬁﬂff ﬂﬂff T ﬁﬁ” o
For oral medicines containing Tetracycline -

“To avoid dental disfigurement and discolouration, tetracycline should not be given to
children under 12 years. leﬁiiﬁﬁ_fv’ ﬁi?ﬁjﬁﬁ@ﬁ'l oA DRl A AR e

For medicines containing Vitamin A at a daily dose of 10,000 iu or above -

“For the treatment of severe Vitamin A deficiency only. For pregnant women and
children, medical advice should be sought before use. F,JBEL?IQ?F",%}QL—[ 77$'”§|'“JF?HAJ§Q

SR e ZElE AT ,iquﬂ %:f BBt di bl o

For medicines containing Phenylbutazone -

In the package insert -
Indications: — Active ankylosing spondylitis.
— Attacks of gout and pseudo-gout.
— Acute severe inflammation due to major surgery.

The following conditions, when no adequate response to other non-steroidal
anti-inflammatory drugs:

— Acute exacerbations of rheumatoid arthritis and osteoarthritis.
— Acute states of non-articular rheumatic disease

Duration of treatment: 7 days; when a longer period of treatment is unavoidable, special
precautions should be taken.

Age Limit: — Not for patients below 14 years of age.

For medicines containing Chlormezanone -

An appropriate statement highlighting the product’s potential to cause serious cutaneous
reactions must be included in the package insert or label, e.g. “Severe cutaneous reactions
such as Stevens-Johnson syndrome and toxic epidermal necrolysis have occurred
infrequently. If skin reaction occurs, the drug should be stopped immediately”.

For medicines containing Eluoroguinolones for systemic use -

A warning concerning the product’s potential to cause tendinitis or tendon rupture must
be included in the package insert or label.
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14.

15.

16.
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For medicines containing Allopurinol -

An appropriate statement concerning the product’s potential to cause serious cutaneous
reactions must be included in the package insert or label, e.g. “Allopurinol should be
discontinued at the first appearance of skin rash or other signs which may indicate an
allergic reaction. In some instances, a skin rash may be followed by more severe
reactions such as exfoliative, urticarial and purpuric lesions as well as Stevens-Johnson
syndrome”.

For medicines containing Sulfonamides -

An appropriate statement concerning the product’s potential to cause serious cutaneous
reactions must be included in the package insert or label, e.g. “Fatalities associated with
the administration of sulfonamides, although rare, have occurred due to severe reactions
including Stevens-Johnson syndrome and toxic epidermal necrolysis”.

For medicines containing Astemizole -

An appropriate statement related to cardiovascular adverse events, drug interactions and
rare reports of anaphylaxis must be included in the package insert or label.

For medicines containing Terfenadine -

An appropriate statement related to the serious cardiovascular adverse events and drug
interaction must be included in the package insert or label.

For medicines containing Ticlopidine -

An appropriate statement, is required on the label or package insert to the effect that this
drug can cause life-threatening hematological adverse reactions, including
neutropenia/agranulocytosis and thrombotic thrombocytopenic purpura.

For medicines containing topical Minoxidil for alopecia -

An appropriate statement is required on the label and / or in the package insert to the effect
that this product is not effective for all types of alopecia.

For medicines containing Miconazole :-

The following statement must be included in the package insert and/or label for
preparations intended for oral or vaginal use.

“Caution : Ask a doctor or pharmacist before use if you are taking the prescription blood
thinning medicine warfarin, because bleeding or bruising may occur. = #i: v 4k
B PRI S R o R R R
BLo
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For medicines containing Benzbromarone —

An appropriate statement concerning the product’s potential to cause severe hepatic lesions
must be included in the package insert or label.

“Caution : Severe hepatic lesions have been associated with the use of Benzbromarone.
Patients who have hepatic disorders should avoid taking this product. = : ﬁﬁE'J%ii,Eu

i (Benzbromarone) =Bl - TE R U & Testerd T 7 -

For medicines containing Loratadine or Desloratadine —
An appropriate warning statement must be included in the package insert and/or label
e.g. “Caution : Safe use of this product during pregnancy has not been established.”

For cough medicines containing Codeine —

The dosage instructions should be compatible with the following recommendations (given
in respect of codeine phosphate) :

Adults and children above 12 years 15 - 30mg three or four times daily
Children aged 6 to 12 years : 7.5 - 15mg three or four times daily

The administration of cough preparations containing codeine to children under 6 years old
should be avoided.

For medicines containing Lindane :-

“The product should only be used in patients who cannot tolerate, or have failed first-line
treatment with safer medications. It must not be used on broken skin. It should not be
used in infants, children under 6 years of age, pregnant women or nursing mothers, or the
elderly with a history of seizure activity except on the advice of a physician. [F=&% FE[![ =
HIES TSRO 2 SO £ L 2 S IR AR (R o ST
P PR AT  TRIHRE I o B TR AR B )
TR SIS o LT R (R -

G. Undesirable Medical Advertisements Ordinance

Any labelling should not contravene the provisions of the Undesirable Medical Advertisements
Ordinance, Cap. 231.
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