KINGDOM OF CAMBODIA
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Law adopted by the
Naticnal Assembly, on
9 May 1996, during the

6th Session, 1st legislature.
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GEWERAL PROVISIOHNS

Article 1:

This law has an cobljective to govern all pharmaceutical in the
Kingdom of Cambodia.

ticle 2:

A pharmaceutical is cone or many XKl
primarily from chenicals, bio-prod
combined in order to:

- use in the preventicn or treatm
diseases,

— use in the redical or pharmaceutical research or
diagnosis,

- change or support the functioning cf the organs.

ds of substances which are
cts, microbes, plants

f human o©r animal
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Article 3:

Shall be also censidered as pharmaceuticals:

1- serum and vaccines,

2- blocd or blood preoducts,

3- traditional medicines,

4~ products which are conposed of polisonous ubstances,
which are included in a list determined by Sub—Decree.

article 4:



Who may have right to engage in the production, import, export
and trade of pharmaceutical, are those pharmacists who
fulfilled the following qualifications:

- have khmer nationality,

- have a pharmaceutical Diploma recognized by the
Ministry of Health,

- have never been found guilty for any criminal offence,
- have sufficiently good health to acccmplish the job.

As regards to the production, import, export and trading of
the traditional medicines, shall be determined by Sub-Decree.

CHAPTER II

MAMAGEMENT OF PCISONOUS SUBSTANCES FOR HEALTH FIELD

Article 5:

Poisonous substances refer tc these pharmaceutical or
substances or compounds of substances or plants which ray
cause danger to health cor lead to the addiction, of humans or
animals.

These poisonous substances, shall be determined by Sub-Decree.

Article 6:

The formalities and conditions for the production, import,
export and trade of poisoncus substances, shall be determined
by Sub-decree.

CHEAPTER III

PRODUCTION, TRADE, IMPORT AND EXPORT OF PHARMACEUTICALS

Article 7:

Technical procedure and conditions for the production and the
functioning of the pharmaceutical manufacturin
establishments, shall be determined by Sub-Decree.

A Prakas (Proclamation) of the Ministry of Health, shall
deternine of:

- the formality and conditions to apply for authorization
to open or close or change of location of the pharmacies,
establishments for producing pharmaceutical or companies for
importing, exporting pharmaceutical,

-~ the formality and conditions for application for a visa
on the pharmaceutical log-book,

- the formality and technical conditicns for the
ranagenent and preservation of pharmaceutical,

558



- the formality and conditions for advertising cof
pharmaceutical, and

~ procedure for the producticn, import, export and trade
of pharmaceutical.

The determination of the number of pharmacies for each
comnune/sangkat, shall be done by the Ministry of alth,
basing on the nL‘ber of citizens in each respectlvD commune or
sangkat.

Article 8:

1- Authorization frem the Ministry of Health is reguired for:

“h
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pharmacies, pharmaceutical import-export ccmuan'
pharmaceutical manufacturing establishnents,

- the businesses of importing, exporting of

ph *m M"ical

- importaticn, exportaticn and ster
raceutical and raw materials for th

- the opening, closing or changing cf location of
o
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pharmaceuticeal,

- the advertisement of pharmaceutical.
2—- The production, 1mpo t, export and trade of pharmaceutical
for the veterinary, shall be determined bv a join Prakas (
join Proclamation) of the Ministry of Health and the Ministry
of Agriculture, Fishery and Forestry.
3-In each pharmacies, there must be the presence cf a
pharmacist. In case when in the absence cf the pharmacist,
there must be a replacenment who shall acguire appropriate
gqualification, in acceordance with what determined by the

Ministry of H lt“.

CHAPTER IV

AUTHORITY TO SUPERVISE

Article 9:
The instruction and contrel on what are concerning with the

ctivities of pharmaceutical, shall be the competence cf the
Ministry of Health.

For what are concerning the instruction and control on the
kinds of pharmaceutvcal for the veterinary, shall be the
competence of the Nlnlctry of Agriculture, Fishery and
Forestry.

CHAPTER X

PENALTIES
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Article 1C:

Shall be penalized to a fine from 1,000,000 (one million) to
10,000,000 (ten million) riels and to a suspension of (
activity) production or import, export or trade of
pharmaceutical for a period from one (1) month to three (3)
months, or to either one cf the above two punishment terms,
without yet taking into account cf due punishment for cother
offenses, for any perscn who:

1- zdvertised pharmaceutical withcut authorization from the
Ministry of Health.

2- who violated the procedure and conditions for the
producticn, import, export and trade of pharmaceutical.

£

3- cpened or chang locaticons c¢f the pharmacies
estazblishments of precduction of pharmaceutical cor carried cut
businesses of impcort-export of pharmaceutical, without
aubhcrizaticn from the Ministry cf Health.

4- produced or impecrted or exported or stored of
pharmaceutical or pharmaceutical raw materials, without
authorization from the Ministry cf Health.

5- so0ld of pharmaceutical without
book or sold of those pharmaceutica
the Ministry of Health.

ould the offence be repeated, the offender shall be
pe“allzed a fine a““ a suspensxor of activities of producticn
cr import , export or business of pharmaceutical in double of
the above stated- te-ms or be subjected to either one of the

two punishment terms.

Pharmaceutical, raw materials, eguipments and other materials

which are relating tc the offenses as stated in the sub-
para.(4) and (5), shall be confiscated as State’s property or
be destroyed.

The Ministry of Health has rights to immediately suspense for
temporary cf the of :eAdlng advertisement of pharmaceutical,
production, import-export and business cf pharmaceutical then
to prepare a file to be feorwarded teo the courts.

1cle 11:

Shall be subjected to penalize a fine of from 1,000,000 (one
Mllllon) to 5,000,000 (five million) riels cor to punishment to
inprisonment fro“ six (6) days to one (1) menth or, to both of
these two punishments, for any person who obstructed the
competent agents as stated in the article ¢ above, to prevent
ther from accomplishing their inspection duties.

Article 12:



Shall be subjected to penalty to a fine from 20,000,000
(twenty million) to 50,000,000 (fifty million) riels or to
punishment to imprisonment from five (5) years to ten (10)
years or, to both of the punishments, for any person who
deliberately engaged in producing, importing, exporting or
trading of pharmaceutical containing addictive substances
without authorization, counterfeit pharmaceutical,
pharmaceutical of damaged quality or out cf delay which
affected to the health or lives of the consuners.

Article 13:
shall also be punished with the same terms as set forth in the
rticles 10, 11 and 12, for any public servant who is '
complicity cr who commits an abuse cf his/her cwn duties when
during the implementation c¢f the articles 10, 11 and 12.

CHAPTER VI

TRANSITIONAL PRCVISIONS

Article 14:

From the date this law is entering intc effect until the year
2005, the Ministry of Eealth has the right to issue Prakas (
Proclamations) authorizing these retired health cfficials who
have capacity, to open pharmacies in the khuns (comnunes) or
sangkats( guarters) which do not yet have proper pharmacies
following what specified in the articles 4 and 7 of this law.

CHAPTER VII

FINAL PROVISIONRS

Article 15:

All provisions contrary to this law , shall be hereby
repealed./.

*

THIS LAW HEAS BEEN PASSED BY THE NATIONAL
ASSEMBLY OF THE KINGDOM OF CAMBODIA, ON
9 MAY 1996, DURING THE 6th SESSION oF
ITS 1st LEGISLATURE.

Phnon Perh, 9 May 1996,

The Acting President of the National Assembly,
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