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body’s physiological functions includingnished drug products, pharmaceutical
raw materials, vaccines, medical bim@ucts, excluding functional foodstuff.

3. Vaccineis a product containing antigens to enable the human bodies be
immunized, used for the purposf diseaserevention.

4. Medical bio-productsare products having biological origins used for
prevention, treatment and diagr®sei diseases for human beings.

5. Pharmaceutical raw materialare substances whietne presented in the
composition of drug products and involvedthe manufacturing process of the
drug products.

6. Pharmaceutical substance®r also called acte ingredients) are
substances or combinations of substesnehich are presented in the composition
of drug products in the manufacturing process.

7. Finished drug productare drug forms whichhave been passed all
stages of production, includirfgpal package and labeling.

8. Herbal medicinesare drugs made of pharmaceutical materials which
originate directly from animals, ghts or minerals in the nature.

Drugs containing pure active ingredts extracted from pharmaceutical
materials, drugs having the combinatiof pharmaceutical materials and pure
active ingredients shall not lsalled as herbal medicines.

9. Traditional medicinesare herbal medicinegshat have been processed
based on theory and processingmoet of traditional health care.

10. Prescription-only drugsre drugs unless beingaasin conformity with
prescriptions can cause dangers to lifd health of drug users; prescription-only
drugs are dispended, sold and usedy adcording to the prescriptions; and



precursors issued by the Minister of Hbain conformity with international
treaties to which the SocialiRepublic of Vietham is a member.

15. Radioactive drugsare drugs that contain one or more than one
radioactive substances intendedd@gnosis or treatment of diseases.

16. Essential drugsare drugs satisfying thhealth care needs of the
majority of the population as provided forthe list of essential drugs issued by
the Minister of Health.

17. Main drugs are drugs satisfying the medical treatment needs at
establishments of medical examinatiamd treatment, compatible with the
structure of diseases in Vietm as provided for in thestiof main drugs used at
establishments of medical examinatiardareatment issued by the Minister of
Health.

18. New drugsare drugs which contain nepharmaceutical substances or
are new combinations of exisg pharmaceutical substances.

19. A brand nameis the name of a drug which is given by the
manufacturer and is different to thengeic name or the international non -
proprietary name (INN).

20. Adverse drug reactionsre noxious, unintendexffects that may occur
at normal doses.

21. Drug shelf-lifeis a duration of drug use fiteed for a specific kind of
drug and once this duration ex@relrug use shatiot be allowed.

22. Drug quality standardsinclude provisions on norms, technical
requirements, methods of drug quality cohtpackaging, laldag, transporting,
storage and other requirements tedbto drug quality standards.

Drug quality standardshall be written in the form of technical
documents.

23. A substandard drugs a drug that has failed to meet the quality
standards registered withe competent authorities.

24. A counterfeit drugs a product deliberatend fraudulently made in
drug forms, including the followings:

- containing no pharmaceutical substances;

- containing pharmaceutical substandegferent from those stated on the
label;

- counterfeiting product names, industrial designs of drugs which have
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3. To encourage doing researchds,imheriting therapies and experience
of traditional medicines, harmoniouslgombining traditional medicines and



competent authorities, ensuring that dqugces are not higher than the drug
prices in the regional countries vmag similar medical and commercial
conditions with Vietnam.

b) Establishments of drug manufaetuimport shall be responsible to the
law for the declared prices.

c) Wholesale prices adrugs and retail prices of drugs shall be publicly
and clearly posted up.

d) State competent authorities shalake public the drug prices which
have been reported; regularly disclose thaximum prices afirugs paid by the
State budget and health insurance.

d) The Ministry of Health shall asme the prime responsibility to
coordinate with the Ministry of Financtie Ministry of Industries, the Ministry
of Trade, the Ministry ofPlanning and Investmergnd other relevant State
bodies in the exercise of the State manag@ of drug prices as assigned by the
Government.

Article 6. State bodies fo pharmaceutical management.

1. The Government shall exerciseniform State management of
pharmaceuticals



Article 8. Pharmaceutical associdbns and unions of pharmaceutical
associations



13. Other strictly forbidden acts in @tmaceutical activities as stipulated
by law provisions.

Chapter 2
Drug trade

Section 1
Drug trading conditions

Article 10. Forms of drug trade.

Drug trade includes forms of mafacturing, exporting, importing,
wholesaling, and retailinglrugs, providing drug stage services and drug
guality control services.

Article 11. Conditions, competence to @nt certificates of satisfaction of
drug trading conditions.

1. Drug trade is a line of buss® subject to conditions. Organs,
organizations, individuals trading in drug®e(&inafter referred to as drug trading
establishments) shall have Certificatesatisfaction of drugrading conditions.

2. Drug trading establishments to dgianted Certificates of satisfaction of
drug trading conditions shalllfy have the following conditions:

a) Having sufficient technicafacilities and personnel of required
gualifications appropriate faach form of drug trade;

b) Having a manager of pharmateal practice who is granted a
Certificate of pharmaceutical practice apggiate for each form of drug trade.

3. Competence to grant certifieat of satisfaction of drug trading
conditions is prescribed as follows:

a) The Ministry of Health shall grarCertificates of satisfaction of drug
trading conditions to establishmenaghich manufacture drugs, provide drug
storage services, and provide drug quality control services;

b) Departments of Health of prioees, centrally-run cities shall grant
Certificates of satisfaction of drugatting conditions to ésblishments which
conduct other forms of drug trade, excludoasges stipulated in the subparagraph
(a) of this Paragraph.

4. The State competent bodies éputated in the Pagraph 3 of this
Article shall be responsible for gramginCertificates of satisfaction of drug
trading conditions within 30 days froitme receipt of the lawful application
dossiers, and in cases where certificaes not granted, responses in writing
which clearly state the reasahereof shall be required.



5. The Government shall stipulateesgic conditionsfor each form of



a) The Minister of Health shalgrant Certificates of pharmaceutical
practice to individuals applying for fleign-invested pharmaceutical practice;

b) The Directors of Department of He&abf provinces, centrally-run cities
shall grant Certificates of pharmaceutigahctice to individuals applying for
pharmaceutical practice other than thasentioned in the ubparagraph (a) of
this Paragraph;

4. The Government shall set forth oetail diplomas, certificates of
professions, durations of practice atwilal pharmaceutical establishments
compatible with each form of drug texdapplication dossiers, procedures to
grant, changeextend, and withdraw Certificzt of pharmaceutical practice.

Article 14. Fees to gram Certificates of satisfaction of drug trading
conditions and Certificatesof pharmaceutical practice.

Drug trading establishments applyifigr Certificates of satisfaction of
drug trading conditions an individuals applying for Certificates of
pharmaceutical practice shall pag$eaccording to law provisions.

Section 2
Drug manufacture

Article 15. Rights of drug manufacturing establishments

1. To be entitled to preferentialeaitments of capital, land, taxation and
others when manufacturing drugs inetipharmaceutical fids stipulated in
Article 3 of this Law and other relevant law provisions;

2. To inform, advertise drugs iaccordance with law provisions on
advertising with the purpose to introdygromote consumption of products of
manufacturing establishments;

3. Other rights acconag to law provisions.

Article 16. Obligations of drug manufacturing establishments

1. To comply with provisionson good practices in manufacture,
distribution, storage, quality contrabf drugs and relevant provisions on
pharmaceutical professions.

2. To manufacture drugs in full compliance with the registered
manufacturing processes and the registetaddards of drug quality; to report to
the State competent bodies abouwdrgdes in manufagting processes.

3. To be responsible for the quality of drugs produced by the
establishments and only supply drugschisatisfy the registered standards.
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4. To have sufficient technical didities and professional staffs fully
meeting the requirements of the drug lguacontrol and management of drugs
manufactured by the establishments.

5. To keep drug samples of eactichaat least one year since its expiry
date; to keep manufacturing documents and other relevant documents which are
needed for the examination and assessnoé the whole drug manufacturing
process according to law provisions;

6. To monitor the quality of thedrugs on the market and recall drugs in
compliance with provisns of this Law;

7. To register drugs; to report drpgces prior to marketing the drugs.

8. To compensate for damage ofiglrusers in casewhere damage is
caused at fault of drug manufacturing establishments;

9. Other obligations aocding to law provisions.

Article 17. Drugs prepared at drug stores, establishments of medical
examination and treatment.

1. Drugs prepared according to prgsoons at drug st@s, drugs prepared
at establishments of meadil examination and treatntewhich do not have to
apply for drug registration shall onlype dispensed or retailed at such
establishments. Documents of drug pregian shall be kept for one year from
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Establishments of dg wholesale include:

1. Drug trading enterprises;

2. Cooperatives, individual busindssuseholds manufacturing, trading in
pharmaceutical materials, traditidmaedicines, herbal medicines.

3. Sale agents of vaoss, medical bio-products.

Article 22. Rights of estabishments of drug wholesale

1. Buying pharmaceutical raw matesiafinished drug products, vaccines,
medical bio-products from establishmentgddrug manufacture or establishments
of drug wholesale.

2. Selling pharmaceutical raw matesialinished drug products, vaccines,
medical bio-products to drug tradingstablishments anestablishments of
medical examination and treatment.

Article 23. Obligations of estabishments of drug wholesale.

1. To ensure storage of drugs styicdomplying with conditions written on
drug labels;

2. To keep drug packages intattake no changes to drug packages and
drug labels. No modifications to drugbels or packages which have been
registered shall be made unless othsewauthorized to do so by the concerned
drug manufacturing establishments apgroved by the Ministry of Health.

3. To ensure that delivery, stoea@f drugs shall b&onducted by the
pharmaceutical professional persons.

4. To keep relevant documents aadaipts of each drugatch for at least
one year from thexpiry date of drugs.

5. To post up wholesale pricesarugs and comply with other provisions
concerning the management of drug prices.

6. To compensate drug usersr fany damage caused at fault of
establishments of drug wholesale.

7. To comply with provisions ofgood practices regarding storage,
distribution of drugs, drug recall and other relevant law provisions.

Section 5
Drug retail

Article 24. Establishments of drug retalil
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1. Establishments of drug retail include:

a) Drug stores;

b) Drug counters;

c) Drug sale agents of enterprises;

d) Drug chests of health stations;

2. Establishments of medicalexamination and treatment and
establishments of drug wholesale shing to retail drugs shall set up
establishments of drug retail.

3. The Minister of Health prescribes locations where drug counters, drug
sale agents of enterprises, and drug tshet health stations are allowed to be
opened, compatible withsocio-economic conditionssituations of medical
professionals, and the health care ne#dse population in each period.

Article 25. Professional conditions of owers of establishments of drug retail
and drug retailers.

1. Professional conditions of ownarkestablishments of drug retail shall
be stipulated as follows:

a) The persons who are named as the owners of drug stores shall be
university pharmacists;

b) The persons who are named asaweers of drug counters shall be at
least pharmacists graduating from setary technical schools or higher.

c) The persons who are named as twners of drug sale agents of
enterprises shall be at leastpimacist assistants or higher.

d) The persons who are named as diners of drug chests of health
stations shall be at least phracist assistants or higher.

d) The persons who are named as dlaers of establishments of drug
retail specializing in traditional mediciseherbal medicines shall be at least
pharmacists graduating from secondagghhical schools or higher or persons
who have diplomas, certificates of traditional medicines.

2. Drug retailers at establiskms of drug retail mentioned in
subparagraphs (a), (b), (c) and) of Paragraph (1) of this Article shall have
medical, pharmaceutical professional expertise.

Article 26. Activity scope ofestablishments of drug retail

1. Activity scope of establishments dfug retail shallbe stipulated as
follows:
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a) Drug stores are entitled to retéimished drug prodcts; to prepare
medicines in accordance with prescriptions of physicians.

b) Drug counters are entitledretail finished drug products;

c) Drug sale agents of enterprises emnétled to retail drgs in the list of
essential drugs;

d) Drug chests of healtktations are entitled tsell drugs in the list of
essential drugs used for the chanmélsommune-level medical care.

d
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a) To check prescriptiorizefore selling drugs;

b) To write clearly drug names aodntents on drug jgaages if retailed
drugs are not contained in thater packages of the drugs.

c) To sell exactly the prescribddugs, excluding cases stipulated in
subparagraph (c) of Paragraph (1) of Article 27 of this Law;

d) In the case of substituting ethprescribed drugs mentioned
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1. To keep drugs in full complianedth storage requirements written on
the drug label and the coatt between the two parties.

2. To compensate for damage caubgdviolations of regulations in the
process of storage and transportation of drug.

Section 7
Drug quality control services

Article 32. Conditions for enterprises to provide drug quality control
services

Enterprises providing drug quality control services shall meet the
standards of good practices in drug quality control. In cases where drug quality
control divisions of drug trading enterpes wish to provide drug quality control
services, the enterprises shall apply sopplementing functions of providing
drug quality control serviceis their Certificates of $esfaction of drug trading
conditions in accordanceith law provisions.

Article 33. Rights of enterprises poviding drug quality control services

1. To test pharmaceutical raw madés, semi-finished drug products,
finished drug products;

2. To reply the results of drug quslcontrol of tested drug samples.

3. To be entitled téees of providing druguality control services.
Article 34. Obligations of enterprises providing drug quality control services

1. To be respongie for the results of drug glity control of tested drug

samples.
2. To compensate for damage su
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1. Labels of drugs on the markega8Hully contain the following contents:

- Drug name,

- Dosage form;

- Compositions;

- Package specifications;

- Name, address of manufacturing establishments;

-Registration number, number of pration batch, date of manufacture,
drug shelf-life;

- Drug storage conditions fand other necessary information.

In cases where a brand name drug sngle substance, the generic name
or the INN shall be written below the brand name.

2. Drugs shall have use instructiomstten in Vietnamese language.

Article 38. Drug recall

1. Drugs on the market shall be recalled in the following circumstances:
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Article 43. Registration and marketing of traditional medicines and herbal
medicines.

1. Registration of traditional memines and herbal medicines shall be
carried out in accordance withe provisions of Article85 of this Law and the
following provisions:

a) All traditional medicines and tmal medicines domestically produced
or imported from foreign countries shab registered pridio being marketed.

b) Drugs of traditional recipes weigh@ccording to th@rescriptions at
establishments of traditional medica&xamination and treatment, raw
pharmaceutical materials, small plank dieines. Owners of establishments of
drug retail, owners of establishmentroédical examination and treatment shall
be responsible for the diitst of the said drugs.

2. Marketing, recall of traditional rdecines and herbal medicines shall be
carried out in accordance withe provisions of Articlé86 and Article 38 of this
Law.

3. Drugs having the combination lnétween pharmaceutical materials and
pure active ingredients refined fromtaal origins or complex chemical active
ingredients shall comply with this Law @drshall not be registered as traditional
medicines and herbal medicines.

Article 44. Production of traditional medicines and herbal medicines

1. Establishments of producing tradlital medicines and herbal medicines
from the stage of processing finishpobducts to the stage of packaging shall
comply with provisions of good pracéis regarding prodtion of traditional
medicines, herbal medicines and shall cympith the provisims of Section Il
of Chapter Il of this Law.

2. For traditional medicinesand herbal medicines containing
pharmaceutical materials having poiears substances, narcotic substances,
psychotropic substances, pre-substantes,content, concémtion, standards
and methods of testing of those pharmécalmaterials shall be clearly written
in the technical dossier.

3. The Minister of Health shalprescribe the list and regulation of
management of pharmaceutical matariadontaining poisonous substances,
narcotic substances, psychotimpubstances, pre-substances.

Article 45. Export, import, wholesale, retail of traditio nal medicines and
herbal medicines.
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2. The Minister of Health shall gscribe standards, conditions on drug
preparation in establishmentsrmédical examination and treatment.

Chapter VII

Drug information and drug advertising

Article 51. Drug information
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Article 52. Drug advertising

1. Drug advertising is conducted bydrtrading establishments or persons
trading in advertising services and s$ha conducted in compliance with law
provisions on advertising.

2. It is prohibited to make use of teaal interests, to make use of names
or reputations of organizatis, individuals, or any kds of correspondence, or
results of clinical trialghat have not been approveg the Ministry of Health
and similar forms to advertise drugs.

Article 53. Scope of drug advertising

1. Prescription-only drugs shall nbe advertised tahe public in any
forms.

2. Non-prescription drugs are allosvéo be advertised on advertising
facilities; in cases of being advertised radios or televisions, non-prescription
drugs shall fully satisfy the following conditions:

a) Containing active ingredients belamg to the approved list of active
ingredients to be advertised on raditslevisions issued by the Ministry of
Health.

b) Having registration numbers igsliin Vietham wikth are currently
valid.

Chapter VIII

Clinical trial of drug
Article 54. Drugs usedfor clinical trial

1. All new drugs shall bsubject to clinical trial;

2. Drugs used for clinical trial ah meet the following requirements:

a) Having been studied the pre-clinical stage;

b) Being in stable dosage forms;

c) Satisfying quality standards statedhe application doss's for clinical
trial registration.

3. The statement “Products used fdinical trial — other purposes
prohibited” shall be written on the label of drugs used for clinical trial.

Article 55. Drugs exempted from clinical trials or some steps of clinical
trials.

25






1. To select organizations satisfyimprovisions regarding facilities and
professional staff to conduct clinical trials.
2. To own all resultsf clinical trials.
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Article 63. Drugs subject to the lis of strictly controlled drugs

1. Narcotic drugs, psychotropic drugsecursors usefbr making drugs,
and radioactive drugs adeugs in the list of stctly controlled drugs.

2. The Ministry of Health shall issuke list of strictlycontrolled drugs in
conformity with international treaties tohich the SocialisRepublic of Vietham
IS a signatory.

Article 64. Conditions for trading in, using drugs subject to the list of
strictly controlled drugs.

1. Establishments of trading in, pegmg, dispensing digs subject to the
list of strictly controlleddrugs shall fully satisfy anditions of drug trade as
prescribed by the Government.

2. Export, import and transportation drfugs subject to thkst of strictly
controlled drugs shall be carried antaccordance withaw provisions;

3. Drugs subject to thiest of strictly controlled drugs are allowed to be
used in prevention, treatment and diagja®f diseases, regulation of the body’s
physiological functions and scientifiesearch, and not for other purposes.

Article 65. Responsibilitiesof establishments of maufacturing, preparing,
dispensing drugs subject to thdist of strictly controlled drugs

1. Establishments of trading in,gmaring and dispensing drugs subject to
the list of strictly controlled drugghave the following responsibilities:

a) To report to State pharmaceuticahnagement authorities at regular
intervals or at request.

b) To keep relevant receipts and dlments of each type of drugs for at
least two years from the expiry date.

2. The destruction of drugs subjectthe list of strictly controlled drugs
shall be carried out properly in complianegh the stipulated procedures, orders
and law provisions.

Chapter X

Drug quality standards and drug quality control

Article 66. Drug quality standards
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1. Drug quality standards of Vietnam inde the national standards and
manufacturers’ standards;

2. National standards of drug qualdnd methods of druguality control
are set forth in Viethamese Pharmacopeias.

Manufacturers’ standards are issued disclosed by drug manufacturers.
Manufacturers’ standards shall not bewer than the respective national
standards of drug quality.

3. The Government stipulates the sxf Viethamese Pharmacopeias, the
application of foreign and international pharmacopeias in Vietnam.

Article 67. Drug quality control

1. Drug quality control shall be de exactly in compliance with the
registered drug quality standards ofigirmanufacturers. When applying other
methods rather than the methods statedhe registered standards, the prior
approval of the Ministry oHealth shall be required.

2. When there is doubt about themgbsitions or quality of a drug, State-
run establishments of drug qualityntmol are entitled to apply other methods
rather than the methods sdtin the registered stards to examine and give
conclusions about the results of drug quality control.

3. The Minister of Healtlshall prescribe in detadrders and procedures to
take, keep drug samples and cotgesf drug quality control.

Article 68. Establishmentsof drug quality control

Establishments of druguality control include Statrun establishments of
drug quality control, enterprises prov
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Article 70. Settlement of claims aginst conclusions on drug quality.

1. Drug trading establishments agatitled to make @ims against the
conclusions on drug quality issued kHye State pharmaceutical management
authorities.

2. The Government shall prescribe osj@rocedures, thsodies in charge
of settling claims against nolusions on drug quality.

Chapter XI

Implementation provisions

Article 71. Transitional provisions

Organizations, individuals who haveeddy been grandecertificates of
satisfaction of pharmaceutical practice dtinds prior to theeffective date of
this Law are not required to re-apply foew ones if those certificates remain
effective.

Article 72. Effectiveness

This Law shall take effe@s from October 1, 2005.
All previous provisionsvhich are inconsistent with this Law are hereby
repealed.

Article 73. Detailing provisions and implementing guidance
The Government shall détand guide the implemeation of this Law.

This Law was passed by the Xlthtidaal Assembly of the Socialist
Republic of Vietna at its 7th sessioon June 14, 2005.

Chairman of National Assembly
(Signed)

Nguyen Van An
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