
VEJ'EHINARY UHUGS 

'THE MINISTER OF AQUATIC RESOURCES 

Pursua~?f /o the Government's Der:rt?e No.SO/CP 
of .lutlc? 2-1, -1994 defining lt?e tasks, powers and 
organizatior~al apparatirs of the Mintstry of Aquatic 
Resources, 

Pursuant the Govemn7ent's Decree No.93/CP 
of November 2i:  -1 993 g~iidit ly the implementation uf 
the Veterinary Ordmance; 

Pursuant to the Government's Decree No. 30.0001 
#D-CP of August Y f ,  2000 on the at~nrllrnent of a 
,?umber of pomifs stld iicenses and conversion of 
sot17e others into Ousiness co~~d~l ions:  

Pursuant to the Government's Decree No.86P;?001/ 
#D-CP of November I 6 >  2dO1 ot? the co,~ditions for 
ille ei~gagemcnt in aquatic bu&?sss lines; 

Pursuant to Circular No. 02- 7:SflT of June 25, 1994 
of the Ministry of Aquatic ic;~c?s:durc~s guiding the 
impimentation of the ~or/et;rherlf's Decree No. 93/ 
CP of November 27, 1993 dh r/et6rinary work for 
aquati . animals and ptocluots themot 

At the pro$osa/ of the direct& of the Aquatic 
Resoirrce Frot~ctfon DepattmenY, ' 

DECIDES: 

Artick f .-To issue iogetber with this Decision the 
Regulation on management of aquatic veterinay 
drugs. 

Adicle 2; This Decision takes effect 15 days after 
its signing. 

The Regulation issucd together with this Decision 
shall replace the provisions of Section IV, Circular 
No.02-.-lSITT of June 25, 1994 of the Ministry of 
Aquatic Resources. 

Article 3.- The dir'cctors of the Office and 
THE MlNlSTRY OF AQUATIC REsQUmEs Ucpartrnents and the cllicf inspector of the Ministry; 

the d~rector of the Aquai~c Kcsource Protection 
Oepar tltient, the dn'cctot aE the Center for' Aquat~c 

DECISION No. 03128021QD-BTS OF JANIJARY Product Quality and I-lyg~enc Inspectton, thr! directors 
23,2002 PROMULGATING THE REGUL,BTIOIV of fflc prc)viricial/~nrtniclpalAquabc I<csource Servrces 
ON MANAGEMENT OF AQUATIC i i s  well as Agricrrllrl~-t-! and Rural 1)evolopmerlt 



Setvices r,in\rak.uecl in the manaycrrrer-rt ol aquatic 
resources) shall have to implement this DCC~SIUI~. 

For the Minister of Aquatic Rpsoisrces 
Vice Minis tor 

NGUYEN VIE7 THANG 

REGULATION ON MANAGEMENT OF 
AQUATIC VETERiNARY DRUGS 

(issued together clcr?/l Docisrbn No. 030002/r3D-B TSJ 

Article 7.- This ~egblation prescribes uniform 
procedures and condlfipns for the production, trading, 
import and test qf aquatic veterinary drugs on the 
Vietnamese territory. 

Artlcle 2.. Organizations and individuals 
(hereinafter called establlshrnents) invglved in aquatic 
veterinary drug activities must strictly abide by the 
provrsions of this Reguiation. 

Article 3.- In this Regulation, the following words 
and phrases shall bb construed as follows: 

1. Aquatic veterinary drugs are prociucls (including 
finished products, semi-flnished products and raw 
materials) originating from animals, plants, minerals, 
pharmaceutical chemistry or biology, used in 
aquaculture for: 

a/ Disease prevention and treatment, 

b/ Diagnosis of diseases. 

c/ Regulation of the reproductiorl, growth and 
development processes. 

d l  Environmsntal improvement an4 ',. 2atment. 

2. Test of aquatic veterinary d r u g s  rnearls 
determination uf the efficier~cy arid safety of those 
drugs when they are put to use in aquaculture (their 
efficacy in epidemic prevention and treatrnenl- for 
aquatic animals, their safety for rncn and dorrlestic 
animals, rleither tausitlg environmental pollution nor  
destroying the ecological envirunmcnt). 

3. Aquatic, vetethat y bnig -reYh'ri+d af.Itviti~s cuve~ 
the marragetnent, production, trading, irriport and 
exparirnantatiori of aquatic veterinary drugs. 

Article 4.. State t'rIanagement nycncies in chargc 
nf aquatic veterinary drugs: 

1. At the central level: The Aquat~c Resource 
Protection Department shall assist the Minister of 
Aquatic Resources in performing the function of State 
nranagernent over aquatic veterinary drugs throughout 
tha ciountry. 

2. At the local level. The Aquatic Resource 
Protection Sub-Departments shall assist the directors 
of the provinciallmunicipal Aquatic Resource Services 
or Agriculture and Rura! psveloprnet~t Services 
it?volved in aquatic resource management in 
performing the function of State management over 
aquetic yeterinay drugs. 

In localities where Aquatic Resource Protection 
Sub-Dspartments are not available, the agencies 
performing the above-mentioned task shall be 
designated by the provinciallrnunicipat Agr i&It,ure and 
Rural Development Services, 

Chapter I1 

PRW!%\ONS ON AQUATK VETERINARY 
DRUG-RELATED ACfVITtES 

Article 5- Conditibns for aquafic veterinary drug 
production 

Establishments producing aquatic veterinary drugs 
nlust meet all the following conditrons: 

1. Their locations, workshops, warehouses and 
waste treatment systems must satisfy the 
environmental protection and veterinary hygiene 
criteria prescribed by the Ministry of Aquatic 
Resources. 

2. Their facilities and equipment must meet the 
requirements of production and preservation of raw 
materials and products. 

3. 'They have techrlicians and specialized technicat 
workers. The persons in charge of technical matters 
regarding aquatic veterinary drug production must be 
vetcrinarians, aquacultuw engineers, bacl~elors of 
biology or biological chemistry, or pharmacists. 



4. They have means to inspect the quality of drugs 
before they are released from f:~ctaries. 

5. The products released from factories must 
ensure the announced quality and stuck with goods 
labels. The contents inscribed on goods labels shall 
comply with Circular No. 03120001TT-BTS of 
September 22, 2000 of the Ministry of Aquatic 
Resources guiding the implementation of the Prime 
Minister's Circular No.178119991QD-TTg of August 
30, 1999, which promulgated the Regulation on the 
fabeling of domestically circulated goods as weil as 
import and export goods, 

6 They have registration certificates for aquatic 
veterinary drug production granted by the Aquatic 
Resource Protection Department. 

7. They are-allowed to produce only those kinds 
of aquatfc veterinary drug, which have been inscribed 
in the'registratibn certificates for aquatic veterinary 
drug production. c 

Artlcfo 6.- ~anditlons for aquatic veterinary drug 
trading 

Establishments trading in aquatic veterinary drugs 
must meet all the following conditions: 

l. Their business locations must ensure the 
veterinary hygiene criteria prescribed by the M~nistry 
of Aquatlc Resources. 

2. They have facilities ahd equipment for aquatic 
veterinary drug 'preservation. 

3. The persons who manage aquatic veterinary 
drug stores must obtain, at least, diplomas of 
intermediate veterinary or aquacultural schools. 

4. They are allowed to trade in only those kinds of 
aquafic veterinary drug, which are on the list of those 
permitted for use promulgated by the Ministry of 
Aquatic Resources. 

Article 7.- Test of aquatic, veterinary drugs 

4 .  The aquatic veterinary drugs outside the list of 
those permitted for use prumulgafed by the Ministry 
of Aquatic Resources must be tested before beir~g 
imported into Vietnam or produced in the country for 
the first time. 

2. 'the test of aquatic veterirlary drugs shall cornply 

with the stipulations of the Ministry of Aquatic 
Resources. 

Article 8.- Import of aquatic veterinary drugs 

TIie import of aquatic veterinary drugs shall comply 
with the Ministry of Aquatic Resources' regulations 
on the nianagement of specialized aquatic goods 
import and export, 

Chapter III 

CONTENTS AND PROCEDURES FOR THE 
GRANTING OF AQUATIC VETERINARY 
DRUG PRODUCTION REGISTRATION 

Article 9.- Dossier for registration of aquatic 
veterinary drug production 

1. An application for registfation of aquatic 
veterinary drug production, enclosed with a list of 
drugs to be produced. 

2. A disposition on the conditions for aquatic 
veterinary drug production. 

3. Copies of diplomas of the persons in charge of 
technical matters 

4, Technical dossier, including: 

a/ The production process and product quality 
standards for each kind of registered drugs, drug 
labels registered f ~ r  cirGulation. 

bl  The inspection result card certifying the 
satisfaction of the already registered quality standards, 
granted by the State inspection agency. 

5. Copies of papers related to the founding of the 
production establishment such as founding decision, 
business registration certificate, investment license. 

Article IQ.- Procedures far consideration and 
granting of registration certificates for aquatic 
veterinary drug production 

j. When receiving dossiers, the rey ishation- 
granting agencies shall base thc~nselves on Article 9 
to consider the dossiers and guide the establishmerlts 
to supplenient incomplete contents. 

2. Wrthin 7 0  worltiny days after rccclvlny the valid 
dossiers, the Aquatic Kesource Prutectiorl 



Department sl-tall have to eval~ratc the pt oduct~on 
conditions If  all cijnditions arc n ~ ~ t ,  the Aql~atir: 
Resource Protection rlcpartnient sl~atl  gr;lnt the 
registratron certif~cates for aquatic veterinary drug 
production to product~on cslablishments. if the 
evallrdtion conclus~ons show that the productron 
estaklishme~'lts fall to meet the condrtions for aquatic 
veterinary drug production, such establishmetlts tnay 
request the reevaluat~on after overcoming the 
shorfcomings reveajed in t h e  first evaluation. 

Article 71,- Inspection of conditions for aquatic 
veterinary drug production 

The inspection of conditions for aquatic veterinary 
drug production shall be corlducted in the following 
cases: 

1. The first-time inspection shalt apply to 
establishments that have just begun to participate in 
production and -6st$biiqhrrlents that have been 
registered for prclductron'but change their production 
locations. 

2. The re-ins$ection $ha11 apply to establishments 
that have been inspected 'but fail to meet the 
production conditions and &tabljshmehfs that expand 
their production location$ and production chains. 

3. The perrodioal inspectran shall be conducted 
once a year, aiming to supervise the maintenance of 
production cond~tiona, 

4. The extraordinary in$pection shall be conducted 
when the managing agencies deem it necessary. 

Artic/e 12.- Agencies inspecting conditions for 
aqiratic veterinary drug production 

1, The Aquatic Resource Department 
shall be the agency inspectlrlg the production 
cot~dit iotx for establishments producrny aquatic 
vetenna~y drugs throuyhaul the counlry. 

2, 'The provincial Aquatic Resource Protection Sub- 
Departments shall be tht? agencies i~~spcc t ing  
production conditions tor establishments producing 
aquatic veterir~ary druys under the Aquatic Rescjurce 
Protectinn Department's autt~orization. 

Atticto 13.- T'he eftet;tivt:: dur'alrun of rr-!yistr;~tiot~ 
ccrttf~c;~les ior aquidlic vetcl-irlery drug pwrluctic>rr shall 
hc? ni,!r-: y(!:~r (Cl'om the data of ir;~;u;lnr:e). l.ly):;~r the 

expiry thereot, cstat~lishmerl'rs shall have to apply for 
registration extan:;ion i f  wishing to continire the 
production af tlic~st! aquatic veterinary drugs. The 
exterlsior~ of I eglstration certificates shall be valid for 
one year. 

Arficlo 14.- F:xtc~-tsion of production registration 
certificates 

1. Dossier of application for extensior~. 

a/ The extension application. 

bl The report on the establishment's production 
activities in the effective duration of the granted 
producfion registration certificate. 

c l  The granted product~on registration certificate. 

2 Extensloo consideration procedures: 

Within 7 working days after receiving the valid 
dossiers, the Aquatic Resource Protection 
Department must consider them and notify the 
consideration results. 

Chapter IV 

RESPONSIBILITIES AND POWERS OF 
STATE MANAGEMENT AGENCIES AND 

REI-EUANT ESTABLfSHMEMTS ENGAGED 
IN AQUATIC VETERINARY DRUG 

ACTlVlTlES 

Article 75.- Responsibil~ties and powers of the 
Aquatic Resource Protection Department 

1. Responsrbilities, 

a/ 7-0 elaborate and submit to the Ministry for 
promulgation legal docurnerlts otl the tnanagement 
of aquatic veterinary drugs 

bl Annually ur periodically, to draw up lists of 
aquatic veterinary drugs perrniited for use, restricted 
or banned from use ~n Vietrlarn and submit them to 
the Ministry's leaders fur dcoslon on the promulgation 
thereof. 

cl To settle d~spittcr;, compla~nls and denunoations 
related to the rnanagcmeilt: of syuatrc veterinary drugs 
of establishments, whlch t alr ur~(fcr ~ts  corr\pctent;e. 

2.  Powers: 

nl Tn grant a ~ l d  witl,dr-;rl!~ rcgi!;tration certificates 



far aquatic veterirlary rlrclg procluction frorr-1 ir,sptx;tio~,, re-it~!;pet:tion and periodical itlspection 
organizations and individuals throirytlout the country 

Atficlo 19.- -1'hu cllarge rates as well as charge 
W-To examine and irlspect aquatic veterinary drug-. 

manage~nent and use sllalI comply with the Finance 
related activities. 

Minl:;tryls stipulation:; and guidance. 
c l  To request organizations and individuals 

producing and trading in aquatic veterinary drugs to 
supply relevant documents and materials. 

d l  To collect charges as prescribed. COMPLAINTS, DENUNCIATIONS AND 
HANDLING OF VIOLATIONS 

Adicle 76.- Responsibil~ties and powers of Aquatic 
Resource Protection Sub-Departments or agencies Article 20.- Organizations and individuals engaged 
designated by the provinciaYrnuni~jpal Agricultcrre and in aquafrc veferinary drug-related actjvifies shall have 
Rural Development Services to assist the Service the right to complain about or denounce conclusions 
directors in exercising the State management over and handling measures of agencies inspecting and 
aquatic veterinary drugs examrnrng aquatic veterinary drugs in thelr respective 

establishments according to the provisions of the Law 
1. Responsiblllties4 on Conrplaints arid Denurr&i$tfohs, 
a/ To Grganize the management of aquatic 

veterinary drug-rebted activities in localities. 

bl To receive and settle proposals, complaints and 
denunciatlbns r~gafding the management of aquatic 
veterinary .drugs within the ambit bf their vested 
powers or transfer them tm other competent agencies 
for settlement. 

2. Powers: 

at To inspect productbn conditions for authorized 
establishments, examine and handle law violations 
on aquatic veterinary dru$s In lacalitres, 

Article 21.- Organ~zatione and,ibdividuals engaged 
in aquatic veterinary drug-related activities that fail to 
observe or breach the provisions of thrs Regulation 
shall be admmistratively sandioned:aecocding to law 
provisions. 

Article 22.. Persons responsible for exercising the 
State management aver aquatic veterinary drugs, who 
commit acts of ,viofating the provisrons of this 
Regulation, shall, depending on the seriousness of 
their violations, he disciplined, administratively 
sanctioned or examined for penal liabilities according 

bl  To request organizations a n d  individuals to law' provisione. 

producing and trading in aquatic veterinary drugs in 
localities to supply relevant documents and materials. Chapter V11 

cl To collect and use charges as prescribed. 
IMPLEMENTATION PROVISIONS 

Article f7.- Kesponsibillties of establishments 
Article 23.- All arner~dments atldlor supplements 

To abide by all the provisions of this Regulatiotl 
to the cvntents uf this Regulatlorr shall be corlsidered 

and submit to superv~s!on.and inspectron by the State 
ancl decided 117 writing by the Mrrilster of Aquatic 

agericies managing aquatic veterinary drugs 
Resources 

Chapter V Article 24.- 7-he Aquatic Resource F1rotection 
Ilcpartment shall have to guide, inspect and organize 

CHARGES AND THE USE THEREOF thc ~rnplementation of this Rc:gi~lation. 

A~ticlt! 78.- Irispectic~r'~ ngcrlcics ::Ire allowed to For the #i~lj:jt~t' of Aquxtic RC?SQU~CCS 
collc!ct charges for inspection of aquatic veterinary 
drug production conrliticrnl; cases of fiist-time 

Vice Mir~istur 
MGIJYEN VlET TIiANG 




