UY BAN TIEU CHUAN CONG HOA XA HQI CHU NGHIA VIET NAM
PO LUONG CHAT LUONG QUOC GIA Péc lap - Tw do - Hanh phiic
VAN PHONG TBT VIET NAM

S6: 398 /TBT-NV ‘ Ha Noi, ngay gsthang 7¢ham 2025
VIV canh l?éo du thao quy dinh cua EU vé
chat hoat tinh thuoc trir sdu

Kinh gui:
- B0 Nong nghi¢p va Moi truong;
- Lién doan Thuong mai va Cong nghi¢p Viét Nam (VCCI);
- Hiép hoi hd tiéu — Gia vi - Duoc lidu (VSPA);
- Hiép hoi ché bién va xuat khau thuy san Viét Nam (VASEP);
- Hiép hoi rau qua Viét Nam (Vinafruit);
- Hiép hdi ca phé-ca cao Viét Nam (VICOFA);
- Hiép hoi Diéu Viét Nam (VINACAS);
- Hiép hoi Luong thuc Viét Nam (VFA);
- Tap doan Nafoods;
- Téap doan Lavifood;
- Tap doan PAN Group;
- Cong ty TNHH Vina T&T Group;
- Tap doan Intimex Group;
- Simexco Dak Lak;
- Téap doan Loc Troi;
- Tap doan Trung An Hi-tech Farming;
- Ho6i Khoa hoc va cong ngh¢ lvong thuc thuc phém Viét Nam;
- Hi¢p hoi doanh nghiép vira va nhé Viét Nam.

Nhim thuc hién canh bao sém cho Hi¢p hoi, doanh nghiép va cac co quan lién
quan vé cac hang rao k¥ thuat trong thwong mai (TBT) clia cac nuéc thanh vién
WTO, Vin phong TBT Viét Nam xin gti thong tin lién quan téi Dy thao stra d6i
Quy dinh s6 283/2013 cta Lién minh Chau Au (EU) lién quan t&i thong tin vé chat
hoat tinh phai ndp cu thé nhu sau:

1. Ngay 1/10/2025, EU da giri thong bao TBT (m& G/TBT/N/EU/1162) 13y v
kién cta cac nude thanh vién WTO vé viéc nude nay dang sira d6i Quy dinh s6
283/2013 ciia EU lién quan t6i thong tin vé chét hoat tinh phai ndp. EU cho biét Dy
thao lan nay s bao gém cac stra d6i ddi v6i Phu luc cua Quy dinh s6 283/2013 va
dua ra cac yéu cau veé dit liéu dbi voi chit hoat tinh trong cac san phém bao vé thuc
vat.

Dy thao Quy dinh ndy ctia EU nham muc dich sira doi yéu cau dir liéu ddi véi
don xin phé duyét cac hoat chit theo Quy dinh cua Uy ban (EU) 283/2013 dé phu
hop véi tién bo khoa hoc va k¥ thuat va véi cac yéu cau thir nghiém trong céac luat



2

khac (vi du: REACH). Theo d6, Du thdo yéu cau bd sung bao co thir nghiém dbi
v6i qua trinh xt 1y nudce.

Vian ban didy do cia du thao Quy dinh d& nghi xem tai
https://members.wto.org/crnattachments/2025/TBT/EEC/25 06509 01 e.pdf hoac
Phu luc giri kém cong van. Thoi gian dong gop v kién ddi véi Du thao s& két thic
vao ngay 30/11/2025.

2. Van phong TBT Viét Nam tran trong gui Quy Co quan, don vi thong tin va
dé nghi phan hoi cho Vian phong TBT Viét Nam trude ngay 30/10/2025 néu c6 gop
y d6i voi Du théao néu trén ciia EU. Y kién ctiia Quy co quan s& duoc tong hop gui
cho co quan lién quan ctiia EU dé xem xét, tiép thu.

Moi thong tin phan hoi xin giri vé Van phong TBT Viét Nam, s6 8 Hoang
Qudc Viét, Cau Gidy, Ha Noi, dién thoai 024.37912145, email: tbtvn@tcvn.gov.vn./.

Noi nhan:

- Nhu trén;

- CTUB; Ph6 CTUB (dé b/c);

- Piém TBT Pia phuong (dé p/h);
- Luu: VT, NV.

Q. GIAM bOC

\ PO LUGNG
CHAT LUGNG

Ton Nir Thuc Uyén


https://members.wto.org/crnattachments/2025/TBT/EEC/25_06509_01_e.pdf
mailto:tbtvn@tcvn.gov.vn

Phu luc
DU THAO QUY PINH SO 283/2013 CUA EU LIEN QUAN TOI
THONG TIN VE CHAT HOAT TiNH PHAI NQP
(Kém theo Céng vain sé6 398/ TBT-NV ngay 06thdng 10ndm 2025
cua Van phong TBT Viét Nam)
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COMMISSION REGULATION (EU) .../ ...

of XXX

amending Commission Regulation (EU) No 283/2013 as regards the information to be

submitted for active substances

{Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection products on the market
and repealing Council Directives 79117/EEC and 91/414/EEC', and in particular
Article 78(1). point (b), thereof,

Whereas:

(1)

Commission Regulation (EU) No 283/2013% lays down data requirements for active
substances. For active substances that are chemicals, the data requirements are laid
down in Part A of the Annex to that Regulation, and for active substances that are
micro-organisms, the data requirements are laid down in Part B of that Annex, while
the general requirements are sct out in the introductory part of that Annex.

Available methodologies for conducting regulatory studies and risk assessments have
evolved. In particular, new approaches for conducting risk assessments and new study
protocols that may include alternatives to animal testing have become available while
certain others have become obsolete. In addition, new approaches for conducting nsk
assessments have been developed for active substances of biological origin. In
particular, the European Food Safety Authonty (EFSA)'s Guidance Documents on
conducting risk assessments for birds and mammals’ and bees* were revised referring
to different or additional tests. Morcover, EFSA, together with the European
Chemicals Agency (ECHA), developed and published a new Guidance Document on
the impact of water treatment processes on residues of active substances or their

OJ L339, 24.11.2008 p. 1, ELL: hup:idata europa ew' ely nep! 20091 1070,

Commission Regulation (EU ) No 2832013 of | March 2013 setting out the data requiresnents for sctive
substances. in accordance with Regulation (EC) No 11072004 of the Buropean Parlument and of the
Counci! concernmng the placing of plant protecton products on the market (OJ L 93, 342013, p. 1,
ELL hupodats europa.ew'elirep 201 3283/04).
EFSA (European Feod Safety Authority), Aagaard A, Bemy I, Chaton PF, Antia AL, McVey E, Arena
M, Faut G, Ippohito A, Linguaxdoca A, Sharp R, Theobald A and Broek T, 2023, Gudance on the nsk
assessment for Birds and Mammals, EFSA Joumal 2023.21(2):7760,

EFSA (European Food Safety Authonty), Adraanse P, Arce A, Focks A, Ingels B, Jolh D. Lambin S,
Rundlof M, Sublenbach D, Del Aguila M, Ercoluno V, Fenlii F, Ippolito A, Szentes Cs, Nen M,
Padovani L, Rortais A, Wassenberg J and Autent D, 2023, Revised gusdance on the risk assessment of
plant peotection products on bees (Apis mellifers, Bombux spp. and solitary bees). EFSA Journal
2023.21(5):7989




metabolites in water abstracted for the production of drinking water’, requiring
applicants to perform additional tests.

(3)  Itis therefore necessary to update the data requirements laid down in Regulation (EU)
No 283/2013, mn order 1o take mto account the current scientific and technical
knowledge.

(4)  Regarding procedures for the approval or renewal of approval of active substances, in
order to leave applicants sufficient ime to meet the new requirements introduced by
this Regulation, while taking into account that certain applicants may be able to meet
these new requirements carlier than others, it is appropnate to lay down a transitional
period during which the new requirements introduced by this Regulation will be
optional.

(5)  Regarding procedures related to the authorisation of plant protection products, it is
also appropriate to lay down transitional measures for data concermning the active
substances contained in those plant protection products in order to allow applicants to
submit data according to the requirements that applied at the time of the approval or
the latest renewal of the approval of the active substances concerned and which hence
underpin their approval. However, as certain applicants may be able to meet the new
requirements set out 1n this Regulation, they should be allowed to submit data based
on the new requirements.

(6)  The measures provided for in this Regulation are in accordance with the opinion of the
Standing Committee, on Plants, Animals, Food and Feed,

HAS ADOPTED THIS REGULATION:

Article |
Amendments to Regulation (EU) No 283/2013

The Annex to Regulation (EU) No 2832013 is amended as set out in the Annex to this
Regulation.

Article 2
Transitional measures as regards certain procedures concerning active substances

l. For applications submitted before [Office of Publications, please insert date = 24
maonths after the date of entry into force of this Regulation]. applicants may choose to
submit the following data 1in accordance with the Annex to Commission Regulation
(EU) No 283/2013 as 1t stood before being amended by this Regulation:

(a) data required pursuant to Article 8(1) of Regulation (EC) No 1107/2009,
except the data provided for in point (a) thercof, and pursuant to Article 8(2) of
that Regulation;

(b) data required pursuant to Article 6(2) of Commission Implementing Regulation
(EL) 202071740, except the data referred to in point (¢) thereof.

ECHA and EFSA (European Chemucals Agency and European Food Satety Authonty), Hotman-Carnis,
R, Dingemans, M., Reus, A, Shakh, S. M., Munoz Swrra, )., Karges, U, aus der Beek, T.. Noguerro,
E.. Lythgo, C., Parra Morte, J, M., Bastaks, M., Serafimova. R., Friel, A, Court Marques, ., UpbofT,
Al Brelska, L, Putzu, C.. Papadaki, P. (2023). Guidance document on the smpact of water treatrment
processes on ressdues of active substances or therr metabolites in water abnr.mad tm lhe pmduc.uun of
drmkmg water. EFSA Journal, 21(8), 1-108. Avalable online: ! fefea 202
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Applicants that decide to use the possibility provided for in paragraph | shall specify
that choice in writing when submitting the application concerned. That decision shall
be irrevocable for the procedure concerned.

Article 3
Transitional measures as regards certain procedures concerning plant protection
products

L. Where, for the latest approval or renewal of the approval of an active substance, data
on that active substance was submitted in accordance with the Annex to Regulation
(EU) No 283/2013 as it stood before being amended by this Regulation, applicants
may choose to submit the data that is required on that active substance in the
application for the authorisation of a plant protection product containing that active
substance in accordance with the Annex to Regulation (EU) No 283/2013 as 1t stood
before being amended by this Regulation.

2. Applicants that decide to use the possibility provided for in paragraph | shall specify
that choice in writing when submatting the application concerned. That decision shall
be irrevocable for the procedure concerned.

Article 4
Entry into force and application

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the Commission
The President
Ursila VON DER LEYEN
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