
No. 2,1 (20-4-200JJ 

DECJSION No. 50/2003/QO-BNN Of MARCH 25, 
2003 PROMULGATING THF: REGULATION ON 
EXPERTISE OF QUALITY AND RESIDUES OF 
PLANT PROTECTION DRUGS AND ASSAY OF 
PLANT PROTECTION DRUGS f OR THE 
PURPOSE OF REGISTRATION IN VIETNAM 

THE MINISTER OF AGH!CI.JI . .TUHE AND 
HlJRAL DEVELOPMENT 

Pwsuant to 11,e Govornmonl\ I Jecmr-' No. 73/CP of 



Novomfmr 1, 19fJ6 clf1finin_g tfw funr:tiom, ta.,;k.s, powers 

,md organizational structum of the Ministry nf Agric11//ure 
and f~ural Development; 

Pursuant to t/1(1 .July 25, 2ou·1 Otdinance on Plant 

Protection and Quarantine and the Regulation on 

management of plant protection cfrugs promulgated 

together with the Govemment's Decree No. 5812002/ 
ND• CP of Juno 3, 2002 guiding the implementation of 

the Ordioance on Plant Protection and Quarantine; 

At the proposals of tile director of the Plant Protection 

Department and the director of the Department for 
Science, Technology and Product Quality, 

DECIDES: 

Article 1.- ro promulgate the Regulation on 

expertise of quality and residues of plant protection 

drugs and assay of plant protection drugs tor the 
purpose of registration in Vietnam. 

This Regulation shall apply to organizations and 
individuals at home and abroad, whose activities are 

related to the above-said works in Vietnam. 

Article 2.- This Decision replaces Decision No. 193/ 
·\99B/QO/BNN-BVTV of December 2, 1998 of the 
Minister of Agriculture and Rural Development. 

This Decision takes effect 15 days after it is published 

on the Offir::ial Gazette. 

The previous stipulations which are contrary to this 

Regulation sha\\ al\ be hereby annulled. 

Article 3.- The director of the Office, the director of 
the Plant Protection Department and the director of the 

Department for Science, Technology and Product 

Quality, the heads of the units attached to the Ministry 

of Agriculture and Rural Development, the directors of 
the Services of Agriculture and Rural Development of 

the provinces and centrally-run cities, and the concerned 

organiz:ations and individuals shall have tn lm9lement 

this Decision. 

For the Mir1ister of Agriculture and 
Rural Development 

Vice Minish)r 
£3Ul DA BONG 

REGULATION ON EXPErnlSE OF QUALITY 
AND Hf:SIDUES OF PLANT PROTECTION 
DRUGS AND ASSAY OF PL.ANT PROTECTION 
DRUGS FOR THE PURPOSE OF 
REGISTRATION IN VIETNAM 

(Promutgatoc! together with Decision No. 50/QDJBNN­

BVTV of March 2/5, 2003 of the Minister of Agriculture 

anc/ /~um/ Development) 

I. GENERAL PROVISIONS 

Article 1.-

1. The expertise of plant protection drugs (PPDs) 
sha1\cover: 

a/ The expertise of quality of PPDs, which means 
the determination of contents of active ingredients, drug 

types and contents of impurities which may be toxic to 

plants, human beings or cause environmental po\lut\on 

(if any), contents of additive substances with effect of 

enhancing the safety of products for human beings and 

plants (if any); chemical and physical properties related 

to biological activity and safety of drugs in the course of 
preservation and use, 

bl The expertise of residues of PPDs in agricultural 
and fores.try products, foods and environment {called 
articles for short), which means the determination of 

contents of active ingredients and PPD's toxic metabolic 

products left in articles. 

2. PPD;; :;ubject to the quality expertise include 

export and import PPD raw materials and finished 

products; PPD finished products in storehouses, 

production workshops, or in processing, bot\\ing, 

packaging or trading process. 

3. Assay of PPDs for purpose of registration in 
Vietnam (called the PPD assay for short) means the 

determination of their effect in harmful pest prevention 

and elimination and assessment of their impacts on 

plants, human beings, animals and ecological 
erNi'iOO\'i't,,nt "tW'it\m \l,e icwming crn,t\\t\ons o~ the \l.ey 
production regions in U1e Viet11c1me~e territory. 

For PPDs used on vegetables, fruit trees and tea: 
Apart from testing their l)lo!ug(ca! effects, lt is necessary 

to determine the isolation duration under Vietnamese 

conditions. For p\rn1t wowtll stimulants: Apart from 
ter,li n~J hiulouicc1 I efffict:,;. it is m,c1:.is:;a1y to assess drugs' 



1111p,.1d on product< (p 1:1lity in Vintnrnn. 

4. f)l.)Ds subject to th1; w,say indudr.i. 

a/ r)r_}Dr; applyin9 for official rqJistmtiun 

b/ PPDs w1(h th0i1· trade names not yd included in 
the list of PPDs rennitted for· use in Vietnnm. 

c/ Commercial drugs already permitted for u~,e in 

Vietnam hut with ch;,inged use scope, types, active 

ingredient contents, use doses, or mixtures of one or 

several drugs for use as new drugs. 

di Commer•cial drugs with tl1eir names 8lready 

included in the list of PPDs permlltcd for use or restricted 

use in Vietnam, which, upon the detection that they have 

bc1ci impacts on plants and environment, must be re-­
assayed like new PPDs. 

Article 2.- PPD expertise centers of the Plant 

Protection Department shall have to: 

1 Expertise the quality of export and import PPDs, 

and PPDs in circulation, processing, bottling or 

packaging; 

2. Expertise PPD residues in articles; 

3. Assist the director of the Plant Protection 

Department in organizing, managing and appralslng the 

PPD assays; 

4. Conduct PPD assay; 

5. Manage the results of PPD expertises and assays 

strictly accorcling to reguhtions. 

The PPD expertise centers shall be responsible 

before \aw for their expertise and assay results. 

Article 3.-

1. Ttie PPD expertise centers of the Plant Protection 

Department shall take samples for expertising the quality 

of all lots of export and import PPD raw materials and 

finished products; take samples forexpertisin~l H1e quality 

of finished PPDs at the producing, processinq, bottling 

and packaging establishments once c1 yccn, fur 
enterpris.es a!i-eady 9ranted CMS, !SO, HACCP 
cert1f1cates or certificates of equivalent quality 

rmmagmnent systerns; or nu more than twice a yec1r, for 

the 1·emaining estahlishrnents. 

/. The nxper[1sn of PPD q11c1l1!y and re:,idti("; :;l1nll 
have to comply with the \/1et11drnesn ;,t;:mctml:; (Vl,1(;), 

Hur;-11 ! )r,vd(Jptrn:nt (IJ~;) a11ci grc1ssrr1ots st;:1ndc11d:; (C)'.; ! 
nfthe Pl,mt i 'rotection Dfipartrm:nt(in c;isr-\c; whrm \/NS 
or HS ::1n; 11ot av::iiluble) so <:JS to bf: v,1l1d for expertisf.'d 

qoods lub. In cases where \/NS, BS or c:;:_:; arc-, not 

c1vc1ilabl0, the Plant Protection Derartment ~\hall, 
dcpencl1ni-i on each specific PPD, permit tt1e use of 

rnethocis supplied by international organizations or the 

producers of sud1 PPDs. 

:J. -1 he [Jpl) assay must comply with the bn;inch 

stc1ndanJs of the Ministry of Agriculture and r.:ural 

Development (ElS) for each kind of plant or harmful pest. 

In cases where no 13S of 1he Ministry of Agriculture and 

Hural Development are not available, the Plant Protection 

Oepartme11t sl1atl permit the use of assay process applied 
by international organizations or the producers of such 
PPDs. 

Article 4.- Organizations and individuals that have 

exported, imported, produced, bottled, packaged or 

circulated PPDs or articles which must be or need to be 

expertised or new PPDswhich need to be assayed, shall 

have to pay fees and charges according to the State's 

regulations. 

II. PROVISIONS ON EXPERTISE OF PPD 
QUALITY AND RESIDUES 

Article 5.- The sampling for expertising the PPD 

quality and residues must comply with branch stand2rd 

No 1 0TCN 386-99 of the Ministry of Agriculture and Rural 

Develupr 11c11t. The written records of samplinfJ PP Os for 

expertising their quality and residues shall be made 

according to Appendices 1 and 2 to this Regulation (not 

printc:d herein). 

Article 6.- The samples for expertising the PPD 
quality and resi(lues st1all be preserved for 3 months 

after the date of receiving samples. 

Article 7.- The expe1iise of quality of export and import 

PPDs must comply with the regulations on the Stcite 

control of Pf.JD quality, promulgated together with Decision 

ND. 12'1/?001/QD/DNN fJVTV of December 26, 2001 of 

the Ministry of Agriculture and Rural Development. 

Jlrtido 8.- The analysis of PPD residues (Ot" 

(fot1-0rrni11i11q (h()ir 1i1olcitinn duration'.-; she-ill be rn!'lcfc at 
th() 1w.;oqnimd lnbor~1torie:, of Vietnam or the Ministry 



: ll I iCl/\1. C/\iTTTf 

IIL PROVISIONS ON PPO ASSl\Y 

Articlo !J ... The Plant 1:in)tection Dep211trne11\ sha\\ be 

i11 chrnn,i of State management civet' Pf)D :x;::.c.Jy:; for 
thn purpose of registration in Vietnom. including: 

1 . Management of f) ~") Os which need to be ass,1yed; 

? lclentification of orgfmiz,1tions qunlified for 
particip~1lit1\J in the assay; 

3. Determination of assay forms and processes; 

4. Organization of inspection and appraisal of PPO 

assay results; 

5 _ Organization of training of officials engaged in P PD 
assays. 

Arlie le 10. - Organizations engaged in the flPIJ assay 
must satisfy the following conditions: 

1. Having officials to be in prime charge, who have 
university or higher degrees in plant protection or in 
biology and have been trained in PPD assay courses 
organized by the Plant Protection Department; 

2, Having contingents of officials currently engaged 
in the plant protection work and having been trained in 
PPD assay courses organized by the Plant Protection 
Department; 

3. Having necessary material and technical 
foundations in service of the PPD assay; 

4. Neither directly using their names 1101· bcoi11~ 
authorized to use their names ln the registration of PPD 
products in Vietnam. 

Arlie le 11.- Assay forms and scales for a kind of plant 
or harmful pest: 

1. Narrow,area assay means assay conducted on a 
small scale. The assay area sr1all be 25-50 sq. meters/ 
plot, on which the assay shall be repeated 3 or 4 tirnf~s 
One assay must be conducted at least in two auricultuml 
production reg ions ( Northern and Southern Vietnrnn) with 
two locations in each region and dur·ing two diffutfJ!il 
production crops. For plants or harmful pests avnilable 
or appearini:1 in only one agl'1culturnl production n,9ion, 
,'.1:,:.;ays th1-1reof shall only be concJucted in :;uch pn )(ill ct ion 
1eqic11 but in at least three location:, 

Fm pe renn ia I tref)S c1 nd spE,cia I a'.;,;, 1y ob_icd:; I! 1, "; t,; 

i1,11T11ful to trnm produce in ~~tn1:k, i11:;,;ctfc; '-md ;>,!'~h 

hmrnful lo fore:;! trc,;;;, 1,1l,_; r,w,1ui11!J er-ups, storelmusei, 
and populution qurntcr·:,), the ,;iz,;; of assc1y plots shali 

comply with the specii.lliz.P-d r:11,~,~w procedures. 

2. Wide-area ;,,ssay means assay carried out on a 

larqe scale ill a minirnun, ar·ea of one hectare and must 
be carried out in two aur·icultural production regions (the 
Northern and Southern Vietnam) with at least one location 
in each region, ~ind dutin9 one production crop. For pk-mts 
or harmful pests available or appearing in only one 
agricultural production region, assays thereof shall only 
be carried out on at least two typical locations in such 
production re~Jion. 

For perennial trees and special assay objects (pests 
harmful to farm produce in stock, insects and pests 
harmful to forest trees), the size of assay plots shall 
comply with the specialized assay procedures. 

3. For PPDs subject to the determination of isolation 
durations, the assay thereof shall be carried out in two 
agricultural production regions (Northern and Southern 
Vietnam) with at \east one location '1n each region and 
during one production crop. For plants available in only 
one agricultural production region, the determination of 
their isolation durations shalt be carried out on two 
locations in such production region. 

Article 12.· Responsibilities of organizations anti 
individuals related to the PPD assay: 

1. Organizations and individuals that have PPD 
products which need to be assayed: 

a/ fo abide by the Ordinance on Plant Protection and 
Quarantine, the Regulation on PPD management, 

promutgated together with the Government's Decree No 
58/2002/ND-CP of June 3, 2002 and the regulations of 
the concerned ministries and branches; 

b/To supply tu the Plant Protection Department enough 
information on prodl1cts which need to be assayed 
accordin~J to the f~egulalion on registr·ation; production, 
processing, bottling, packaging; export and import; tmding 
in; presEirvation, transport; use; destruction; labeling; 
packinq and pack,1n ing; seminars and tldvertisements for 
pbntprctcdion dtWJS, pron1uluated toge!/H~rwilh Decisio11 

No '145/'..!002/OD-BNN of December 18, 2002 of the 
M ind,ir of /\qriculture c:1 tKi I~ ur:~I Development, and at the 
sume time to bo r·e!,ponsiblc fm the truthfulness of such 
:nformatiu11. In c,)\;es whc'.1c ds,;aycd products cause 

I 1::11mi_; lo Ii 11n,,m t 11,,inu :;, cn')l' :, , , 11 i m:::i I,; and environmc 11t 

<.l!.:r.' lu ti 1c f:ict ti int ti 1ey wv , ::,1;ayr:,d accordin~ to such 



prod11r::t:,/ tc)chnical inforrnation, the orqanin,1tio11s and 
i ndividu;:ils that have thtir product:, assayed sh-a!I have to 
m Elke r:o m pensations fell" darrwg e acco r-c1 ing lo the 
Vietnamese l.:~ws. 

2. The units conducting the PPD assay: 

r'J/ To renister the F'PD assay; 

b/ fo fully and soriow,ly follow the assay proct,sses 
and procedures; 

cl Not to organize and guide visits to fields for PPD 
assay without consents of the Assay Management Body 
of the Plant Protectton Department. 

d/ To be held responsible before law for the 
truthfulness of assay results. 

The units assaying PPDs shall have to report on the 
assay results according to the set form. 

Atticle 13.~ Use of assay results: 

1. Organizations carrying out the assay shall have to 
report results of PPD assays to the Assay Management 
Body of the Plant Protection Department and must not. 
publicly announce such results in any form. 

2. The Plant Protection Department shall use assay 
results to manage and organize the assessment of PPDs 
subject lo the assay, which shall serve the drug 
registration and use instruction when they are permitted 
for use in Vietnam. 

For the Minister of Agriculture~·;.: 
Rural Development 

Vice Minister 
BUI BA BONG 

Nu. 24 (20-4-2.003') 




