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THE MINISTRY OF AQUATIC RESQURCES

DECISION No. 03!2002!QD~BTS OF JANUARY
23, 2002 PROMULGATING THE REGUILATION
ON MANAGEMENT OF AQUATIC

. the engagement in aqu i

of the Ministry of Aquatic

OFFICIAL GAZETL:

VETERINARY DRUGS

THE MINISTER OF AQUATIC RESOURCES

Pursuant to the Government's Decres No. 50/CP
of June 21, 1994 defining the tasks, powsers and
organizational apparatus of the Ministry of Agquatic
Resources;

Pursuant to the Government's Decree No.93/CP
of Nevember 27, 1993 guiding the implementation of
the Veterinary Ordinance;

Pursuarit to the Government's Decree No.30/2000
ND-CP of August 11;-2000 on the annulment of a
nuimber of permrfs and. licensss and conversion of
50;3?9 others info busmess condftfons

Pu;suanf to the Govemmem‘ s Decree No. 86/2001%
ND-CP of November 1 6 go ‘on the conditions for
iness lines;

S/TTof June 25, 1994
] rcés quiding the
e" §" Decree No.93/

Pursuant to C:mufar_'N 02:

implementation o_\f___tf;e ‘Govet

At the proposal of the directbr of the Aquatic

Resource Protection Department.

DECIDES:

Article 1.-To 1ssue together with this Decision the
Regulation -on management of aquatlc veterlnary
drugs.

Article 2.- This Decision takes effect 15 days after
its signing.
 The Regulation issued together with this Decision
shall replace the provisions of Section v, Circufar
No. 02-TSHTT of June 25, 1994 of the Ministry of
Aguatic Resources. '

Article 3.- The directors of the Office and
Departments and the chief inspector of the Ministry;
the director of the Aquatic Resource Protection
Bepariment, the director of the Cemter for Aguatic
Product Quality and Hygiene Inspection, the directors
of the provingial/imunicipal Aquatic Resource Setvices
as well as Agriculture and Rural Development
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Sewicas {invaived in the management of aguatic
resources) shali have to implement this Decision.

For the Minister of Aguatic Resources
Vice Ministor
NGUYEN VIET THANG

REGULATION ON . MANAGEMENT OF
AQUATIC VETERINARY DRUGS '

(fssted mgefﬁer'mrfr Gecrsron No 03r2002/Q0-87S)

Article 1.- Thig’ Regulatlon prescrtbes uniform
procedures and chdIflon_s for'the- production, trading,
import and test ¢ f-aqi tic vetennary drugs on the

'rgamzahons .ang. md:wd uals

(hereinafter called ¢
veterinary drug: activities - must’ strlct!y ablde by the
provisions of thIS Regufatlon '

Anticle 3.- In thas Regulatlon the f@ilowmg words -

and phrases shall be COnstrued as foilows

1. Aquatic vetermary drugs are producls (mciudlng
finished products, seml:}‘ln;shed products and raw
materials) originating from animals, plants, minerals,
pharmaceuiical chemistty or bmiogy, used in
aquaculture for:

al D|'sease prevention and tréatment;
b/ Diaghosis of diseases.

¢/ Regulation of the reproduction, growth and
daevelopment processes.

d/ Environmental improvement and *-catment,

2. Test of aguatic veterinary drugs means
determination of the efficiency and safety of those
drugs when they are put to use in aguacuitwe (their
efficacy In epidemic prevention and treatment for
aquatic animais, their safety for men and domestic
animals, neither causing environmental pollution nor
desiroying the eculogical environment),

tablfshments) involved in aquatic .
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3. Aguatic veterinary drug-relaied acivites cover
the management, production, trading, import and
experimentation of aquatic veterinary drugs.

Article 4.- State management agencies in charge
of aquatic veterinary drugs:

1. At the central level; The Aquatic Resource
Protection Department shail assist the Minister of
Aquatic Resources in performing the function of State
managemen{ over aquatic vetermary drugs th roughout
the country: :

2. AL the local level - The Aguatic Resource
Protection Sub-Departments shall assist the directors

-ofthe provincial/municipal: Aquatic Resource Services
oF Agr'.cu'.ture and Rural Develonment Services
“involved in aquatic resource managemenr in

performmg the function of State management over
aquatic veterinary drugs. '

In !ocaht:es where Aquatlc ReSOurce F’retechon

- Sub- Departments are not available; the- -agencies

performing the above- ment:oned task ‘shall be
designated by the provmciaifmumcipa% Agncul’ture and
Rueal DeveIOpment Semces s

Ch ) pter H

PRDV!SIONS ON AQUA’HC VETER!NARY
DRUG~RELATEB ACTJVITIES

Article 5.- Condrtmns for aquaflc vetermary drug
pmductron

Establlshments producing aquatlc veterinary drugs
must meet all the fellowing conditions: '

1. Their locations, workshops, warehouses and
waste treatment . systems must satisfy ihe
enviranmental- protection and veterinary hygiene
ctiteria prescribed by the Ministry of Aquatic
Resources.

2. Their facilities and equipment must meet the
requiremients of productlon and preservation of raw
materials and products,

3. They have technicians and specialized technical
workers. The persons in charge of technicat matters
reQarding aquatic veterinary drug production must be
veterinarians, aquaculture engineers, bachelors of
biology or biological chemistry, or pharmacists,
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4, They have means to inspect the quality of drugs
before they are released from factories.

5. The products released from factories must
ensure the announced quality and stuck with goods
labels. The contents inscribed on goods labels shail
comply with Circular No.03/2000/TT-BTS of
September 22, 2000 of the Ministry of Aquatic
Resources guiding the implementation of the Prime

Minister's Circular No.178/1999/QD-TTg of August _
30, 1999, which promulgated the Regulationon the -~
tabeling of domestically circuiated goods as well as -

import and export goods

6. They have reglstration certificates for aquatic
veterinary drug productlon granted by the Aquatlc
Resource- Protectlon Department :

allowed to produce oniy those kIr‘IdS

| _mentstradmg in aquatlcveterlnarydrugs '

must méet all the fo!lowmg conditions:

1. Then’ busmess focatlons must ensure the' B
ary hygiene crlterla prescribed by the Ministry

of Aquatio 'RéSOUrces

» They ha.' :
veterinary drug prese rvatlon

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

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

Article 7.- Test of agqualic veterinary drugs

1. The aquatic veterinary drugs outside the list of
those permitted for use promulgated by the Ministry
of Aquatic Resources must be tested before being
imported inta Vietnam or produced in the country for
the first time.

2. The test of aguatic veterinary drugs shall comply
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with the stipulations of the Ministry of Aquatic
Resources.

Article 8.~ Import of aquatic veterinary drugs

The import of aquatic veterinary drugs shall comply
with the Ministry of Aguatic Resources’ regulations
on the management of specialized aquatic goods
import and expart,

Chapter lli

CONTENTS AND PROCEDURES FOR THE

- GRANTING OF AQUATIC VETERINARY
DRUG PRODUCTION REGISTRATION

Art.'c!e .- D%s;er for reglstratlon of aguatic

Veterlnaf)’ drug prOdUthOﬂ -:_:_ _' .

1. An application for regtstratlon of aquatlc

véterinary drug productlon enoiosed with a list of
.-drugs to be produced :

2. A dsspos:tlon on: t

condltlons for aquatic
vetennarydrug product (R

3. Cop:es lplomas of the persons in charge of

technical matters
4 Techmcal dossmr mcluding
al The productlon prooess and product quality

.standards for. éach: klnd of registered drugs, drug

Iabels reglstered for. carcuiatlon

' bz‘ The mspectlon result card certlfqu the
satisfaction of the already reg;stered quality standards,
granted by the State inspection agency.

5. Copies of papers related to the founding of the

_p_rod_u'ction establisnment such as founding decision,

b'usin_ess registration certificate, investment license.

Article 10.- Procedures for consideration and.
granting of registration certificates for aquatic
veterinary drug production

1. When receiving dossiers, the registration-
granting agencies shall base themselves on Arficle 9
to consider the dossiers and guide the establishments
to supplement incomplete contents.

2. Within 10 working days after raceiving the valid
dossiers, the Aquatic Resource Protection
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Department shall have to evaluate the production
conditions. I all conditions are met, the Aguatic
Resource Protection Department shall grant the
registration certificates for aquatic veterinary drug
production to production establishments. I the
evalugtion conclusions show that the production
establishments fail to meet the canditions for aguatic
veterinary drug production, such establishments may

request the reevaluation after overcoming the

shoricomings revealed in the first evaluation

Article 11.-
veterinary drug production

The inspection of conditions for aquaﬂc vetermary'

drug productlon shali be conducted in the following
cases: :

1. The first- tzme ;nspection ‘shall apply 10

establishments that, have just begun to. participate in '

production and’ estabilshments that have been

registered for productron but change their productlon -

{ocatlons

2. The re- msb CtiOl'l shatl appiy fo establ;shments_-

that have been‘ingpected but fail to' meet the

‘production conditions and estabhshments that expand:

their productlon Iocations and produotlon chains.

3. The penodlcal mspectxon shail be conducted-
once a year, aiming. to. superwse the mamtenance of .

production cond:tlons, -

4.The extraordmary lnspectlon shal be conducted '

when the managlng agenmes deem it neceseary

Article 12.- Agencies mspectmg condftrons for
aquatic veterinary drug production

1. The Aquatic Resource Protection Department
shall be the agency inspecting the production
conditions for establishments producing aquatic
veterinary drugs throughout the country.

2. The provincial Aquatic Resource Protection Sub-
‘Departments shall he the agencies inspecting
production conditions for establishments producing
aquatic veterinary drugs under the Aquatic Resource
Protection Department's authorization.

Article 13.- The effective duration of registration
certificates for aguatic veterinary drug production shafl
ha one year (from the date of issuance). Upan the

-Inspection of condttlons for- aquatlc"__

.'_dossmrs _
Department must consider them ;md notn‘y the
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expiry thereof, establishments shall have o apply for
registration extension if wishing to continue the
production of those aguatic veterinary drugs, The
extension of registration certificates shalt be vatid for
one year.

- Article 14.- Fxtension of production registration
certificates
1. Dossier of application for extension:

a/ The extension application.
" b/ The report on the establishment's producilon

'actlwties in the effective duration of the granted

production registration certificate:
Cf The granted production reg;stratmn certlf;cate

2 EXteﬁal-‘Jﬂ consldeu ation procadures

Wlthln 7 worklng days after- recewlng the valid
the Aguatic Resource Proteohon

conmderatson results

Chapter ! V

ESPONSIBILITIES AND POWERS OF
STATE MANAGEMENT AGENCIES AND

" RELEVANT ESTABLISHMENTS ENGAGED

IN AQUAT!C VETERINARY DRUG
ACTIVITIES B

" Article 15.- Respon'sib_il_i_tles and_--;.p0wers of the

: _A’quatic’: Resource Protection Department

1. Responsibilities:
. al To elaborate and submit to the Ministry for

-.promulgation legal documents on the management
of aquatic veterinary drugs.

b/ Annually or periodically, fo draw up lists of
aquatic veterinary drugs permilted for use, restricted
or banned from use in Vietnam and submit them to
the Ministry's leaders for decision on the promulgation
thereof.

¢f To seltle disputes, complaints and denuncigtions
related to the management of aguatic veterinary drugs
of establishrmants, which fall under its competence.
2. Powers:

al To grant and withdraw registration certificates
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far aguatic veterinary drug production from
organizations and individuais throughout the country.

b/ Tu examine and inspect aguatic veterinary drug-
related activities.,

¢/ To request organizations and individuals
producing and frading in aguatic veterinary drugs to
supply relevant documents and materials,

d/ To collect charges as prescribed. . -

- Article 16.- Responsibiities arid powers of Aqualic
Resource Protection Sub-Departments-or agencies ..
designated by the provingialimunicipal Agriculture and

Rural Development Services to: assist the Service
directors in exermslng the State management over
aguatic vetermary drugs

1. Responmbilihes

al To orgamze the: management of. aquatlc .
vetennary‘ drug rerated actwltles in Iocalitles :

powers orira
for seitiement

2. Powers

al To mspect product o’" condltlons for authonzed

establlshments ‘examing: hd handle Iaw VIO|atIDnS ;

on aquatic: veterlnary drugs in |OGB|Itfes o
bt To request organlzatlons and mdlwduals

localities to suppiy relevant documents and materials.
¢f To coliect and usé charges as prescribed. -
Article 17.- Responsibilities of eStabfféﬁPnenté" :

To abide by all the p_r'_ovi's'ion's' of this R.é:g'ijiat'ien
and submit to supervision-and inspection hy the State
agencies managing aquatic veterinary drugs.

Chapter V

CHARGES AND THE USE THEREOF

Article 18.- Inspection agencies are allowad to
collect charges for inspection of aquatic velerinary
drug production conditions in cases of first-time

'_ 'f.in aguatic veterinary drug-refs
. .-observe or breach the prowe!on_
~ shatl be admlmstratwefy eanctloned:accordlng to faw

f them '%other competent agencaes
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inspection, re-inspection and periodical inspection.
Article 19.- The charge rafes as well as charge

management and use shalt comply with the Finance
Ministry's stipulations and guidance.

Chapter Vi

COMPLAINTS, DENUNCIATIONS AND-
- HANDLING OF VIOLATIONS

. .A"r?_t_'icfe'zﬂ.-.- Organizations and individuals engaged

in aquatic velerinary drug-related activiies shall have

the right to-complain about or denounce conclusions
and handling measures of agencies inspecting and

- examining aquatic veterinary drugs in their respective

establishments according to the provisions of the Law
oft. Compn‘afnts and De n‘unéiétf'one '

: Amcerf Orgam?atleneandlndmdualsengaged
ated activities that fail to
f this Regutation

prowsmns

Arﬂcle 22 K Persons respon5|bie for exercising the

: . State management overaquattcvetermary drugs, who
- ‘commit acts of viofating, the. provisions of this
Regulation “shall, depending:an-the seriousness of

their woiatlone he drsmplmed administratively

- sancttoned or examinecl for penal liabilities according
to law: prowsmns

producing and treding in. aquatie. Vetermary drugs in -

. Chapter Vil

IMPLEMENTATION PROVISIONS

Article 23.~ All amendments and/or supplements
to the contents of this Regulation shall be considered
and decided in writing by the Minister of Aquatlc
Resources.

Article 24.- The Aquatic Resource Protection
Department shall have to guide, inspect and organize
the implementation of this Regulation.

For the Minister of Aquatic Resources
Vice Minister
NGUYEN VIET THANG





