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CHAPTER | —2

PROCEDURAL REQUIREMENTS FOR THE RECOGNITION OF CONTROL
AUTHORITIES AND CONTROL BODIES
BFER, UATEFEVATEFS

Article 1 £ 1

Requirements referred to in point (n) of Article 46(2) of Regulation (EU)
2018/848
(ExBE&H (EU) 2018/848 % 46 (2) HKE (n) WFTRMAER

1. A control authority or control body shall submit the request for recognition
referred in Article 46(4) of Regulation (EU) 2018/848 using the model made available
by the Commission. Only complete requests shall be taken into account.

1. =R EFHREFVEEEAZRSRMENER, BXXT (BRELHF) (EV)
2018/848 £ 46(4) & FrigfVIATIIER. RATEMNIERA SHEIER.

2. The technical dossier referred to in Article 46(4) of Regulation (EU) 2018/848
shall contain the following information in one of the official languages of the Union:

(ERBE%&BI (EU) 2018/848 55 46(4)FKFTEMBRAXMHREEIUTESR, HHAKE
MNEDESEZ—!

(a)

the following information about the control authority or control body:

U X T ERTEs R T ENER:

(i) name; #5%;

(i) mailing address; #3254t

(iii) telephone number; 883550

(iv) email contact point; B FHR{4EX R T T,

(v) for control bodies, the name of their accreditation body;

T EEN, MY BT,

(b) an overview of the intended activities of the control authority or control body in
the third country or third countries concerned, including an indication of the organic
products, together with their Combined Nomenclature (CN) codes according to
Council Regulation (EEC) No 2658/87 (1), distributed per category of products as
set out in Article 35(7) of Regulation (EU) 2018/848, that are intended to be imported
into the Union in accordance with point (b)(i) of Article 45(1) of Regulation (EU)
2018/848 during the first year of activity following the recognition by the Commission;
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1) 2018/848 28 45 &% 1 FE b UE | RAEZARINTENE—FRH O R EK
BV dh

(c) a description of the control authority or control body as regards:

KT EHHA SRS E AR

(i) its structure and size;

HEMFINIR;

(i) its IT management system;

HIT EERE,

(iii) its branch offices, if any;

HoaxH8 (ag) |

(iv) its type of activities, including delegated activities, if any;

HIEERE, SREMERENED

(v) its organisational chart;
HAREME,

(vi) its quality management; X R2&IE;

(d) the certification procedures, in particular for granting or rejecting, suspension or
withdrawal of the certificate referred to in point (b)(i) of Article 45(1) of Regulation
(EVU) 2018/848;

INEREfF, FARRTHRTSIEL. GEfEsE 45(1) &% 0)(0) = AiEEBniE
FF;

(e) the translation of the production rules and control measures set out in Regulation
(EU) 2018/848, and the delegated and implementing acts adopted pursuant to it in
languages that are understandable for the contracted operators in the third countries
for which the control authority or control body requests recognition;

(EREESEI (EU) 2018/848) F#lE M4 =M MANF=HIFEFEAEZE, IARIRIETZEMR
BENZRMITER, UE=EaEEZER JEZNESHTIE

(f) the documents proving that the criteria set out in Article 46(2) of Regulation (EU)
2018/848 are fulfilled, in particular a copy of the accreditation certificate granted by
the accreditation body covering all categories of products for which recognition is

requested;



IR (RRERZBI)  (EU) 2018/848 5 46(2) FAMEMIREC FEAR A, 455!
EHIMEAEMA 698 B P A ERIA T 89~ REALIE B &I

(g) the procedures describing in detail the functioning and the implementation of the
control measures to be set up in accordance with this Regulation, including, where
relevant, control specificities for the group of operators;
FARIERRIEAEZIN R I N FHERN I ENES, 8% (WELE) s
ERFANEFIREN

(h) a catalogue of measures to be taken in cases of established non-compliance as
laid down in Article 22 of this Regulation;
TZEMEE 22 KA ENAETHENEFIELN KRR E X

() »M1 a copy of the most recent assessment report referred to in Article 46(4),
second subparagraph, of Regulation (EU) 2018/848, drawn up by the accreditation
body or, as appropriate, by the competent authority, containing the information
referred to in Part A of Annex | to this Regulation, including a witness audit report on
a witness audit carried out within 2 years preceding the submission of the request for
recognition. By way of derogation, for requests for recognition submitted before
31 December 2024, the witness audit report may be on a witness audit carried out
within 3 years preceding the submission of the request for recognition. The
assessment report shall give the following guarantees: <«

>M1 —%F (BREEER (EU) 2018/848) 55 46 K55 4 FE _RPATIEM&RMN
HEREEAR, HNENMIENNEELSR/RT, SRAENME | 2 A B0A
FB/IELS, BRENAERIATIERIMERNRTHIERTAIERITRE . EAH5
b, XWF7E 2024 F 12 B 31 HZRIRRZMIATIER, WiEFEIHRETUEXTH
EAIANTERBI = F AT ISR T WERERIEHEMTRIE: <

(i) that the control authority or control body has been satisfactorily assessed on its
ability to ensure that products imported from third countries meet the conditions set
out in points (a), (b)(i) and (c) of Article 45(1) and in Article 46(2) of Regulation (EU)
2018/848;

ZEFERHEFVNMENEBRME=ZEHON~RFE (8 45(1)%=@). (b))
)RR (BB %&BI) 2018/848 5 46(2) %K PTALE MK AHEIRE I 1T 7 RIS,

(i) that the control authority or control body has the capacity and the competencies to
implement effectively the control requirements and fulfil the criteria set out in

Article 46(2) of Regulation (EU) 2018/848 and in this Regulation in each third country
for which it requests recognition;

ZEH SRS EFVMEREE RN mERERTFHE (RELKH) (EU) 2018/848
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(i) proof that the control authority or control body has notified its activities to the
relevant authorities of the third country concerned and its undertaking to respect the
legal requirements imposed on it by the authorities of the third country concerned,;
IERREFI S BEEFYME X E =B /BMEEY, HREETFHEXE=EY
A EH MBI EEER,

(k) a website address, with a content available in at least one of the official
languages of the Union and also understandable for the contracted operators, where
the list referred to in point (a) of Article 17 of this Regulation can be found;

— I Mgtbil, HPESES—MRAELTEEHNER, FENGREEFHXKIEY
R, HPoMEBAERSE 17 £%F (a) /FENER,

() an undertaking by the control authority or control body to give access to all its
offices and facilities to independent experts designated by the Commission and keep
available and communicate all information related to its control activities in the third
country concerned;

EH S RS EFAAEERERAREENRL T RREEAA A EMRENES
N, FREFEXEEEYRAFERASHAXE=E

(m) a statement by the control authority or control body that it has not been subject
to withdrawal by the Commission, or withdrawn or suspended by any accreditation
body, in the 24 months preceding their request for recognition for the third country
and/or category of products they request a recognition for. This requirement does not
apply in case of withdrawal pursuant to point (k) of Article 46(2a) of Regulation (EU)
2018/848;

= 4 /s = FIAN A R, THm*ﬁM”"l&HWmX%MMF%%%ZW24
MAR, ERRXIFZRSHEE, BRAEMNEVMEEESEE, KRERTEH
RiE (BREBE&BI) (EU) 2018/848 25 46 %% 2a KEFE (k) TuAfTAIMEME.

(n) any other information deemed relevant by the control authority or control body, or
by the accreditation body.

HEEFHNESEFNAABERNEMBES, SOMENEIASEXRNEMES.

3. The control authority or control body shall provide any further information
requested by the Commission for the purpose of its recognition.

=5 S BEIETYMNE R ZERSRELAYT BNABNETE—DEER.

4. If the Commission finds that the information provided pursuant to paragraph 2 or
3 is incomplete, outdated or unsatisfactory, it shall reject the request for recognition.



MRZRZRIREE 2 RYE 3 BRERNEESR HRNHESCARNHR, E
RZAELEINTIE K,

Article 2 &2 2

Extension of the scope of the recognition

¥ RINTEE

A control authority or control body recognised in accordance with Article 46 of
Regulation (EU) 2018/848 may submit a request for extension of the scope of its
recognition to an additional third country or to an additional category of products
using the model made available by the Commission.

RiE (BREE&BI) (EU) 2018/848 2 46 HZIATTMMENMSILENMY, TR
BR, ERZASRMENENR, BEATHEREEY BEMIMNIE=ERHMIMNY >

LLESS

The request for extension of the scope of recognition shall consist of an update of the
relevant parts of the technical dossier referred to in Article 1(2) with the appropriate
information on the additional third country or the additional category of products
subject to the scope extension.

BERY RINTSEBENRIEN BIEENSE LQFAERABRNEXMBS, FHHLXT
¥ RSEE S RSN E = E RN = mERNNELER

CHAPTER Il ==

SUPERVISION OF THE CONTROL AUTHORITIES AND CONTROL BODIES BY
THE COMMISSION
BREZFRNEEVATMEENMOEE

Article 3 2 3 £

General requirements for the supervision of control authorities and control
bodies

—B EEVMTEEN M EEREXR
1.

The supervisory activities of the Commission in respect of control authorities and
control bodies recognised in accordance with Article 46(1) of Regulation (EU)
2018/848 shall focus on the evaluation of the operational performance of the control
authorities and control bodies, taking into account the results of the work of the
accreditation bodies referred in point (d) of Article 46(2) of that Regulation.



1. |RIBERBFB] (EU) 2018/848 5 46 (1) FIATARLEENMIEEYMHEER
o), RMETHEEEVMMNEEVMNEESN, RBRNERIZFHE 46 (2) FE
(d) BUFFETAIEAMR TIEZER .

2.

The intensity and frequency of the supervisory activities carried out by the
Commission shall be adapted according to the risk of non-compliances in
accordance with Article 46(6) of Regulation (EU) 2018/848.

2. ZREH#ATHEETENRREMIARERYE (BRBEKH) (EU) 2018/848 3
46(6) M E B9 IR - F M pe HEATIFE

3.

Control authorities and control bodies recognised in accordance with Article 46(1) of
Regulation (EU) 2018/848 shall maintain the ability to meet the conditions and criteria
set out in points (a), (b)(i) and (c) of Article 45(1) and Article 46(2) of that Regulation
as set out in the technical dossier at the moment of their recognition. They shall also
maintain the capacity and competencies to implement the control requirements,
conditions and measures set out in Article 46(2) and (6) of Regulation (EU) 2018/848
and in this Regulation.

For that purpose, they shall demonstrate:

AlL, MBI
(a)

that they have effectively implemented their activities according to the conditions and
criteria referred to in the first subparagraph; and

2 AR T ARIESE —BRPTR A SRR~ TRV RSN,
(b)

compliance with their operating procedures and the effectiveness of their control
measures.
%#H&W& TR H IR .

3 £MRIE (BRE£BI) (EU) 2018/848 % 46(1)FKINTT L ENMI L ENMY
REFHEIZEBIE 45(D)KE (@) o (b) () M (c) MAKE 46(QQ)FMEM KM
TARERMNBE S, XERATREERAXGFTFRUER, HFELANTETFUHEE. i
MR RSN (BRBE&BFI) (EU) 2018/848 % 46(2)%F (6) FKMUKRAEKBFIME
FRHIER . F4MERNE NFE R,



VYM1 AM1
3a.

Within 2 years from the initial recognition or from the extension of the scope of
recognition to a new category of products in accordance with Article 2, the control
authority or control body shall provide a new witness audit report on a new witness
audit carried out in accordance with Sections 1 and 2 of Part B of Annex | for the
categories of products for which it has been recognised or for which the scope of

recognition was extended.

3a. BMRIEE 2 FXNMMINTSIATEEY REH~REHNZBE 2 FR, EH
W RAREN ¢ | F2MAE 1 HME 2 PHTHNFNLIERT, A
NI A= @K A SIAEEEY RAY ™ RE AR IIE R IR E .

B

4.

For the purpose of the annual report, the control bodies shall ensure that witness
audits are carried out in accordance with Sections 1 and 2 of Part B of Annex | to this
Regulation and the following rules:

YM1 AM1

(a)

the period between two witness audits shall not exceed 4 years, starting from the
date of the first witness audit carried out after the initial recognition or the initial
extension of scope to a new category of products;

FRIEANR T Z BHRAGED 4 £ BERHETIEAFITHEHESR, ZHitE
HEXIRINT A GY REFH ML ZFHHITH

VB

(b)

the number of witness audits carried out for the initial request for recognition shall not
be considered for the calculation of the total number of witness audits to be carried
out during the 4 years referred to in point (a);

IEARITTHEERNMITAE(Q/EN 4 FRNHTHRIEARTHETES
(€)


https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32023R1686
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32021R1698
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32023R1686
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32021R1698

one additional witness audit shall be carried out:

RO FT—RESMIIEA BT

(i)

every 2 years in those third countries where the high-risk product as referred to in
Article 8 is produced or processed;
EHEEXELEFHEMIE 8 XN~ RHNE=F

(ii)

for every 10 third countries recognised. This additional witness audit shall be carried
out within 4 years;

XTE 10 MUATNE=E, XWFIMIIIERITNE 4 FRHT

(d)

more witness audits shall be performed at the request of the Commission or of the
accreditation body based on a risk analysis of, in particular, the following factors:

NZREFINEVMHNER, REUTERORE DT, MHETELZRIEREZ:
(i)

the number of inspectors;

RERBE;
(ii)

the number of operators;

BIERTE,
(iif)

the type of activities carried out by the operators;

EEBPATHERNRE,
(iv)

the number of witness audits carried out by the accreditation body;
TZINEA A # TR ILIE R 28 E

(v)

the irregularities concerning the control bodies;
RTEEVMERNERITA,

(vi)



the number of certified groups of operators and the size of them;

BEERIMEPNANEE R HEAER
(vii)

the critical findings for the control bodies or the specific inspector or inspectors;

SHEH R EREATRERNERELIR
(viii)

the nature of the products and the risk of fraud;
P R EE XS ;

(ix)

Commission feedback based on the previous annual report of the control body;

ZRASRFEEFL £ —FRRE R
)

suspicions of fraud by operators.

EE B HREOE,

(xi)

the volume of products imported from a third country into the Union and the activity of
the control authority or control body in recognised third countries.

ME=E# O R BN~RBENZINTE=E=FIE07EE.

4. ATRHERERE, BENMEHRIEASTHZRAEAMNG | E2B0E 1 T
ME 2 TR THMHET:

5.

Control authorities and control bodies shall submit documentation on their risk-
analysis procedure at the Commission’s request.

5. =H Y BHAEFIVMNMIREZR RS M ERIZZHRBETHEREFX .
6.

For the purpose of supervision of the control authorities and control bodies
recognised by the Commission, the latter may be assisted by two Member States to
act as co-reporters for the examination of technical dossiers submitted by control
authorities and control bodies for initial recognition or the extension of their scope of



recognition, the management and review of the list of recognised control authorities
and control bodies and the evaluation of the operational performance, including
annual reports, of the control authorities and control bodies.

6. X7 HEZRZINTHEFVALTIEHRR], FETERDILRENE, EHHE
WREANFTEETYVEMNIE I VRIAKAER, NETSZANT ST KIATSEHE,
EIEATEFMMEFEMINRE, NRIHEEHNAMNETIRINEESS, €
BEERE,

7.

The Commission may divide the requests between the Member States proportionally
with the number of votes of each Member State in the Committee on organic
production.

7. ZRAFBRESERAEBEFNEFZRASTTHRER, RILHIKBERDELMRA
=,

s

[

Article 4 22 4 %
Annual report FFERE

By 28 February every year, the control authority or control body shall submit an
annual report to the Commission.

BHESTF 2 B 28 B, BEHYREIEFVNMEEDZEARRIFERS.

That annual report shall set out the activities of the control authority or control body in
the previous year in accordance with Annex Il

ZFERERERAHE 1| 5 I i 6 SR8 £ —F IR

It shall be submitted in one of the official languages of the Union and in English if the
official language chosen is not English.
NRZARBNENEEZ—, NREFNESAREE, NEFHEERZ.

Article 5 Z 7 %

On-the-spot examinations and audits

ipteEME T

1.



The Commission shall regularly organise risk-based on-the-spot examinations and/or
audits of the control authorities and control bodies to evaluate the quality and
effectiveness of the controls carried out by each control authority or control body.
Those examinations and audits may be coordinated with the relevant accreditation
body. The Commission may be accompanied by independent experts during these
on-the-spot examinations and audits.

1. ZRENEHARET NI S e EF/S X EHAEMEFER AR, UG
BMEHIESIESIER R TR RGN REM AN M. XEREMEITTINSHEX
INEVAEIIAE. AXERHRBEMEITERES, ZRETMUHAMI LT KER.

2.

The Commission may request any further information, including the presentation of
one or more ad-hoc on-the-spot examination reports established by independent
experts that it designates.

2. ZRSUBKREEEAH—THNES, BREEERIETREFHN— PSRN
DiIeERERNRT.

3.

On-the-spot examinations and audits may include:

(a)

a visit to the offices or premises of the control authorities and control bodies, their
outsourced services and operators or groups of operators under their control, in the
Union and in third countries;

WIS HIM AR BIVADE A ESIZ A, IMREHRES TN RSRERS
BRIERRE, ERAME=E,

(b)

a document review of the relevant documents describing the structure, functioning
and quality management of the control authorities or control bodies;

AREFS I INAREN . BIETREEEER XX EE
(€)

a document review of staff files, including evidence of their competencies, training
records, conflict of interest statements and records of evaluation and supervision of
staff;



RIXHEEXY, SFMHEEDER. B)HCR. MEARERHMUE R TIHEEE
LK,

(d)

a check of operators’ or groups of operators’ files in order to verify the treatment of
non-compliances and complaints, the minimum control frequency, the use of a risk-
based approach in the conduct of inspections, the implementation of follow-up visits
and visits without prior notice, the sampling policy and the exchange of information
with other control bodies and control authorities;

MWEEWHIEE WA XM HTIRE, MEKLEaRROFNLE, &IRESIIE.
AREIEPXBETNRNRE. KEELIARIMATEBAALE). HFBRM
S HE b =HyaFES L H0NE R Tk,

(e)

a review audit, which is the inspection of operators or groups of operators to verify
compliance with the standard control and risk assessment procedures of the control
authority or control body and to verify its effectiveness, taking into account the
evolution of the operators’ situation from the last inspection of the control authority or
control body;

—XEEEIT, INBRERIRERBEGHETRE, NRIEHESMFSEHAEE
H EENAEEREFIRNE NGRS, FRIEHASN, BENEERERA LXE
TS IR H EE G E ARNELRE,

(f)

a witness audit, which is the evaluation of the performance of the physical on-the-

spot inspection carried out by an inspector of the control authority or control body.
EA®EIT, ARG S EIEGVmesE R TSRS MERITE,

3. MK EMEITURELE:
Article 6 Z v
Traceability checks T[iB#itEie &

The Commission may perform traceability checks on products or consignments
covered by the scope of the recognition of a control authority or control body
recognised in accordance with Article 46(1) of Regulation (EU) 2018/848.



R USIRIE (REKBI) (EU) 2018/848 5 46(L)FINTHEEVIMNEE
AN TSEE AR~ MBIt EM i TE MR E.

For the purpose of tracing the ingredients or production phases of an organic
product, the Commission may ask information from the competent authorities or from
control authorities or control bodies involved in the control of those products falling
under their supervision.

ATEFEENT MR ETER, ZERARUERMNAEEE THEXmEFNE
B L /TS BRI RERER.

The Commission may perform traceability checks based on the annual risk
assessment performed by it, complaints received by the Commission or Member
States, or randomly.

ZRETPRBEATHERENE TG, EREFRERE OROFSBETHTIE S
MRE.

The Commission shall perform traceability checks in a timeframe defined by it, which
shall be communicated in time to the relevant competent authorities, control
authorities and control bodies involved.
ZRENAEEXNNERNHTITERHRSE, FANEEXIELSR. £ L/
EHYIDER

Article 7 Z+£ 45

Ad hoc request by the Commission

BRHZE RS H IR

The Commission may, at any time, based on a substantial analysis proving the
necessity, make ad-hoc requests for information to a control authority or control
body.

authority or control body.

Article 8 2 /(£

List of high-risk products
BB iR

Control authorities and control bodies operating in respect of third countries shall
apply Article 9(8), second subparagraph, and Articles 12(5) and 16(6) of this
Regulation in respect of the high-risk products originating from third countries as
listed in an implementing act adopted pursuant to Article 46(8) of Regulation (EU)
2018/848 on the basis of a selection made after major, critical or repetitive non-
compliances affecting the integrity of organic or in-conversion products or production.



EHYEBME—EZENEFINMNERANENE 9B)FE _RIURE 12(5)%H
16(6)%, $txiR¥E (EREFKBI) (EU) 2018/848 % 46(8)FBII AL AR
1. /ﬁgkk—.lgl]mmgﬁfeznm X EAERVS &L RRE T EMZEE
R, KBS EENATFENEFHITEEN.

CHAPTER Il 5=

CONTROLS IN RESPECT OF OPERATORS AND GROUPS OF OPERATORS BY
THE CONTROL AUTHORITIES AND CONTROL BODIES
EEYAMNZERHIEE HRERNES

Article 9 #Z /1%
General provisions —f#& &

1. Controls performed by control authorities and control bodies for the verification of
compliance with Regulation (EU) 2018/848 by operators and groups of operators in
third countries shall include:

(@)

the verification of the application of preventive and precautionary measures, as
referred to in Article 9(6) and in Article 28 of Regulation (EU) 2018/848, at every
stage of production, preparation and distribution;

XA MERITRRIE e FRAYIZSE, A (%&fBI) (EU) 2018/848 % 9(6)%H%E 28 %
PR, EE. EEMDTHNG IR,

(b)

where the holding includes non-organic or in-conversion production units, the
verification of the records and of the measures or procedures or arrangements in
place to ensure the clear and effective separation between organic, in- conversion
and non-organic production units as well as between the respective products
produced by those units, and of the substances and products used for organic, in-
conversion and non-organic production units. Such verification shall include checks
on parcels for which a previous period was recognised retroactively as part of the
conversion period, and checks on the non-organic production units;
BHEOREAVNRERET RN, NENCRUEBHREN. RRMEFVESR
ALK HIX LB A4 = VRN = mZ B AW B ) B, EFARTH, MERT
B BB AL~ BT E RN R~ M. WERESEN BN Z s RKE
WIAT] AL —B O R HTRE, MENEENESBUNKE,

(€)



where organic, in-conversion and non-organic products are collected simultaneously
by operators, are prepared or stored in the same preparation unit, area or premises,
or are transported to other operators or units, the verification of the records and of
the measures, procedures or arrangements in place to ensure that operations are
carried out separated by place or time, that suitable cleaning measures and
measures to prevent substitution of products are implemented, that organic products
and in-conversion products are identified at all times, that organic, in-conversion and
non-organic products are stored, before and after the preparation operations,
separated by place or time from each other, and that traceability of each lot from the
individual land parcels to the collection centre has been ensured.

Bl BUPNEET”RRRERENEE. £F—H&8T. XESGMAESZH
fEfF, FnHEBEMBRIERSEAN, NESICRMBBREFE(ER R 80 5 0E
fe. EFFERHE, LS HEEERA L mBRER, BRAEVS AL
IR EENRA, AV, BUAFMERN” RES SRR S EHEE
DEEE, FRERMNEDBHRBREFCHE MR TTIER M.

1. EHARTESN EANE=TEREZEFMEEFFEET (RAKG) (EV)
2018/848 HYRIEFTHEITHIIE SR B34

2. Controls by control authorities and control bodies for the verification of
compliance with Regulation (EU) 2018/848 shall be performed on all operators and
groups of operators in third countries regularly, on a risk basis and with appropriate
frequency, throughout the entire process at all stages of production, preparation and
distribution on the basis of the likelihood of non-compliance as defined in point (57) of
Article 3 of Regulation (EU) 2018/848, which shall be determined taking into account
the following elements:

(@)

the type, size, including newly added land parcels, and structure of the operators and
groups of operators, as well as the number of new members joining the group of
operators;

ZIZERWMZEERAHARE, HE (BEMmGHhR) | EMURIIANZERRHAENH
REE;

(b)

location and complexity of the activities or operations of operators and groups of

pali

operators;

ZEEBMEE R ERNENTEE TR ME F it



(€)

the length of time during which operators and groups of operators have been
involved in organic production, preparation and distribution;

BRIERMBRIERBAESSENES . AEMDHOREHKE;
(d)

the results of the controls performed in accordance with this Article, in particular as
regards compliance with Regulation (EU) 2018/848;
RFPARZRHETHEFER, FHHEXTHEREZEN (EU) 2018/848 w1,

(e)

in the case of a group of operators, the results of the internal inspections carried out
in accordance with the documented procedures of the system for internal controls of
the group of operators;

HEEZEEWHENELT, RIBEEEWRHERNBERREN X EFHITHRNRREL
e

(f)

whether the holding includes non-organic or in-conversion production units;

EEEEEE SRR NE B4
()

the type, quantity and value of products;

KR HEMNE
(h)

the risk of commingling of products or contamination with non-authorised products or
substances;

R BB S RN MBI USRI
(i)
the application of derogations or exceptions to the rules by operators and groups of
operators;

ZERIZE BRI 69E S s BiIsh .
)
the critical points for non-compliance at every stage of production, preparation and

distribution;

HE EEMDHEEIHBRNEEHALES



(9]

subcontracting activities;
D EIEE]

0

whether operators or groups of operators have changed their certifying control
authority or control body;

ZERNIEERFERAE EXHIMEERVES R,

(m)

any information indicating the likelihood that consumers might be misled;
HEARBBRETERFRSNER

(n)

any information that might indicate non-compliance with Regulation (EU) 2018/848.
EATERPERGES (RE) 2018/848 SHMMEE.

2. WE-EMATERMEERFE, NRR (REXKG) (EU) 2018/848 % 3
%% 57 REXMAERTEEM, ETREMELHNIR, EEMES. E&NDHE
Wiz, ERETTE (REFKEF) (EU) 2018/848 M EHMMEEYIMAE
B, XERFINERIATERER:

3.

Article 2 of Commission Delegated Regulation (EU) 2021/771 (%) and Articles 4, 5
and 6 of Commission Implementing Regulation (EU) 2021/279 (3) shall
apply mutatis mutandis to controls in respect of groups of operators in third countries.

3. ZASZFEA (EU) 2021/771 MEZFK (2) MERZERASHITEN (EVU)
2021/279 MEM. . A% (3) NMENEATHE=EZEREANET.

4.

The control authority or control body shall carry out a verification of compliance with
Regulation (EU) 2018/848 for all operators and groups of operators at least once a
year. The verification of compliance shall include a physical on-the-spot inspection.

4. FHEBEETVMEEDSEXNFEEERNEZEMEFERT XTae (BREK
B1) (EU) 2018/848 fMitzE. HEMREN BRI LBILE.


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0002
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0003

5.

The control authority or control body shall ensure that it carries out every year at
least 10 % of additional controls to those referred to in paragraph 4. Of all physical
on-the-spot inspections carried out by the control authority or control body, at least
10 % shall be without prior notice.

5. BEHEBRREFVMERHREFELNE 4 BRIFRRFHIT 10%FIMEH . 12
B H BB EHNAHTHAEREYIERES £ 10%NTELBH.

6.

Controls carried out as a follow-up on a suspected or established non-compliance
shall not count towards the additional controls referred to in paragraph 5.

6. XFHHEFWILMAEMTARTHNELEEGREE, FANITAE 5 BRI
?ﬁﬁﬁ Elﬁ'{ﬁ‘:F‘ o

7.

Every year, the control authority or control body shall re-inspect at least 5 % of the
members of a group of operators, but not less than 10 members. Where the group of
operators has 10 members or less, all members shall be re-inspected.

GE, BHYRREENMEE D BEFRESTEREGET S%HIRR, BFRST 10
ZHA. MBTEREGEE 10 ERARED, WFERRABEEFKE.

8.

The physical on-the-spot inspection and the sampling shall be carried out by the
control authority or control body at the most appropriate times in order to verify
compliance on critical control points.

8. MIEIHREMMF A KEVNMILEE TR ERESENNEHETT, MUERIEXE
R EHM,

For the high-risk products referred to in Article 8, the control authority or control body
shall carry out, at least, two physical on-the-spot inspections per year of operators or
groups of operators. One of these physical on-the-spot inspections shall be without
prior notice.



NTEE 8 FARMNEHE™ M, EHMsiEHTHINESSFNEERHEEFE
FHTRRAGeE . HP—RAaeESFREITEH.

9.

Where operators or groups of operators run several production units or premises,
including purchase and collection centres, all production units or premises, including
purchase and collection centres, used for non-organic products shall also be subject
to the control requirements set out in paragraph 4.

BNK MREZEFNSZEFHBEELZNET BB, BREXBTKLESRC,
ARATIEEN”RONESBASS, SRXBEMKES D, hyETHENEAEN
EHIE R,

10.

The delivery or renewal of the certificate referred to in point (b)(i) of Article 45(1) of
Regulation (EU) 2018/848 shall be based on the results of the verification of
compliance referred to in this Article.

Bt%&, T (BREHKEI (EU) 2018/848 5 45(1)7K %8 (b)()HUAIEIE B AIZ A
5%, NETAFHAENENMERILSE

Article 10 28 10 £

Checks for the certification of operators or groups of operators

EEBHHEEHHENIMERE
1.

Before accepting to certify operators or groups of operators, a control authority or
control body shall ensure that the operators or groups of operators have provided the
following:

(a)

a document in the form of a signed declaration, setting out:

—MEZF R, HE:

(i)

a description of the organic and/or in-conversion production unit and, where relevant,

of the non-organic production units and of the activities to be performed in
accordance with Regulation (EU) 2018/848;



B ERREFRTER, NEBXERTEENESBTMREZIN (EV)
2018/848 NNITHYERNTER

(ii)

the relevant measures to be taken at the level of the organic and/or in-conversion
unit and/or premises and/or activities to ensure compliance with Regulation (EU)
2018/848;

HRIEE, NEBYM/S ARG BN RIS RISCENF R, MRRFTE (RX
B3) 2018/848 =3£#K;

(iii)

the precautionary measures to be taken in order to reduce the risk of contamination
by non-authorised products or substances and the cleaning measures to be taken
throughout the stages of production, preparation and distribution;

KIS TR HE R AR IR AR = B BUS RN, UREEFHNEIMER. &
SR AE N R ELHYE TR T

(b)

a confirmation that the operators or groups of operators have not been certified by
another control body in relation to activities carried out in the same third country
regarding the same category of products, including in cases in which operators or
groups of operators operate at different stages of production, preparation or
distribution;
FINRIERSIRERBFERERRE =ZEE — X~ it Ta0E s PR G H AR HIL
MEVIAE, BIFRERSBRIERAFAEETNARMEER. EEHNDHEPHITRIENSE
5L

(€)

a confirmation by the members of a group of operators that they have not been
certified on an individual basis for the same activity for a given product covered by
the certification of the group of operators to which they belong;

ZAEMRBIN, RNARME—m (2FaXHERBEZEREEINE NE—&sh#
I NINIE

(d)

a signed undertaking by which the operators or groups of operators commit
themselves:

—EHEZERNEZERHEEBENRED:



(i)

to give the control authority or control body access to all parts of all production units
and all premises for control purposes, as well as to the accounts and relevant
supporting documents;

AFEES Y B R IR Bt NPT & = BT B BTSN ER TR ), I
B &[5 P AR O S HF XA

(i)
to provide the control authority or control body with any information necessary for the

purposes of the controls;

A B EHTISR N ES B RN EEIER,
(iii)
to submit, when requested by the control authority or control body, the results of its

own quality assurance programmes;

R, HEHLEHEFVNERN, HESREFRETING
(iv)

to inform buyers of the products in writing and without undue delay, and to exchange
relevant information with the control authority or control body, in the event that a
suspicion of non-compliance has been substantiated, that a suspicion of hon-
compliance cannot be eliminated, or that non-compliance that affects the integrity of
the products in question has been established,;

RXTUBEFXALNBEH, FEREATEREFRIESL. RERATFEINELEH
BRI EHEAFEMELMBR=mTEMEMNERLT, S S EREEVIEZHRAE
XEE

(v)

to accept the transfer of the control file in case of a change of control authority or
control body or, in the case of withdrawal from organic production, the keeping of the
control file for 5 years by the last control authority or control body;
XL, ERFINSEFVMTENERLT, IFEFVNESRENER
T, AREEHRESEGREBESXMH 5 F,

(vi)

to inform immediately the control authority or control body in the event of withdrawal
from organic production;

SZEE A G BRI R B VLR EAER



(vii)

in the event that the subcontractors of the operators or of groups of operators are
subject to controls by different control authorities or control bodies, to accept the
exchange of information among those control authorities or control bodies;
HEIZERHNEZEFHEN D EFZEARES L BHREFNEEHNELT, BEXX
L /s = I < 8 195 B 3Tk,

(viii)

to perform the activities in accordance with the organic production rules;

REBAEYEFHNITES,
(ix)
to accept the enforcement of the corrective measures established by the control

authority or control body in the event of non-compliances.

BEXEHIYESIES TEERTEIE B TR EREEANT.

1 AENLZEFHHEERHEZH, SEVNHEEVMNRREERNEER
HAERHEMTREA!

2.

Before certifying operators or groups of operators, the control authority or control
body shall verify:

(a)

that the operators or groups of operators comply with Chapters II, lll and IV of
Regulation (EU) 2018/848 and Article 36 of that Regulation. The verification shall
include at least one physical on-the-spot inspection;
ZEERREEREFETE (BRELKG) (EU) 2018/848 Ry 11 1l #1 IV ZEUR
ZEBINEE 36 K. RENEDEE—RMGIMLE.

(b)

that, where the operators or groups of operators subcontract any of its activities to
third parties, both the operators or groups of operators and the third parties to whom
those activities have been subcontracted, have been certified by recognised control
authorities or control bodies confirming that they comply with Chapters Il, Ill and IV of
Regulation (EU) 2018/848 and Article 36 of that Regulation, unless the operators or
groups of operators inform the relevant control authority or control body that they
remain responsible as regards organic production and that they have not transferred



that responsibility to the subcontractor. In such cases, the control authority or control
body shall verify that the subcontracted activities comply with Chapters II, lll and IV
of Regulation (EU) 2018/848 and Article 36 of that Regulation in the context of the
control activities it carries out in respect of the operators or groups of operators that
have subcontracted their activities.
ZIZERNEERHRNULEENDTEEE=TTNE=7, ERINTHEESRSE
EVMIAE, BIAERTE (RBE&KHF) (EU) 2018/848 MY 1L 1l A IV ZEUKIZ
BINE 36 %, RIGCEFHNZEFHABIEXEELRIEENS, MBI1HX
BMEFRR, HFEMITIAERREEREEH. EXMERLT, KELRIKLEE
VM ZEDEESNEEMNE (BRBELRF) (EU) 2018/848 & II. Il &1 IV ZEY
Riz%&BIMEE 36 & GEEXNBHNOEENNEERNEERFEN R BRI,

2. MNEZERSEERHAZA, =6 L BsEfIaNZs:
3.

Besides any other element that may be considered relevant by the control authority
or control body, before certifying operators or groups of operators that were
previously certified by another control authority or control body, the new control
authority or control body shall assess the following information to be transmitted by
the previous control authority or control body:

(@)

the status and validity of certification, including cases of scope reduction, suspension
and withdrawal as referred to in International Organisation for Standardisation (ISO)
standard ISO/IEC 17065;

INEAPRZSTIAERME, SIFtERR. GENREEER, WEFRTERALR (1SO)
=~ ISO/IEC 17065 ffrit;

(b)

reports of inspection carried out in the preceding 3 years;
B =TI TR E

(€)

the list of non-compliances and the measures put in place to address them, and the
fact that all non-compliances were addressed;
AFEIELRXBNER, URMEAFEIHIEFEMRNESL

(d)



derogations granted or requests for derogation being processed by the previous
control authority or control body;

WRIE TSR T AR R AL EPRFRIEK
(e)

information relating to any ongoing dispute relevant for the certification of the
operators or groups of operators.

SEAEA#HTHNEXRTEEFREEFHHFIMINAXFIUES.

If the previous control authority or control body does not transmit the information as
required in Article 21(5) of this Regulation to the new control authority or control body
or in case of doubts concerning the information transmitted, the new control authority
or control body shall not issue the certificate referred to in point (b)(i) of Article 45(1)
of Regulation (EU) 2018/848 to operators or groups of operators until this new control
authority or control body has eliminated their doubts by other means of control.

IR AR HIVAGS IR FIEB IR IZBACGEINE 21(5) K E KRR FIEFIVAD I 5]
FRER, AEFECENERNESFEREBNERLT, HiEFEsESE IR SER
A= ISR SIER B H iR 6 FROBBREE R Z 01, MIEERNEERRAMA

(EREHKMBI) (EU) 2018/848 & 45(1)% b)()=EriEAIIES.

3. BT BEHAR RS T ETIA DR E AR MB R, ML AT RS
MU SR AL E ST REEREE, FHOR R RIS SRR M T e
ST S RS

4.

The control authority or control body shall not certify operators or groups of operators
that have been withdrawn by their previous control authority or control body in the
last 2 years, unless the recognition of the previous control authority or control body
has been withdrawn by the Commission in accordance with Article 46(2a) of
Regulation (EU) 2018/848 for the specific third country and category of products.

4. 2H L FHFEFVNEAENELSERERNFE LI L BIEFV LB ENEE
BBEEWAAHTIME RIFRE (BRELKHG) (EU) 2018/848 % 46(2a)%, é
REEWEIXNFE S =ZE M mEH AR =S S BB FIIAEAIAT .



Article 11 2 11 #

Methods and techniques for controls

TR HEIRA
1.

Control methods and techniques applied by a control authority or control body shall
include the following:

(a)

a check whether the maps or sketches with cardinal directions and geo-location of
the production units and premises to be physically inspected, as provided by the
operators or groups of operators, is up-to-date;
WEHRERSRERNARENE =B UMD ESER (BFETAMNMIEE

i) EE&RM,
(b)

an inspection of, as appropriate:
BN H#HITIRE:

(i)
the production units, equipment, means of transport, premises and other places
under the control of the operator or group of operators;

EEBRAL RE. BRIE. BMERAMREERSEEHREAERNTT

(i)

animals, plants and goods, including semi-finished goods, raw materials, ingredients,
processing aids and other products used for the preparation and production of goods

or for feeding or treating animals, and substances authorised for use in organic
production;

Y. EYTE G, BE¥RA. FERL Bo. MIBFMEMETE Rt Ene
P AT EARSENDN T MmO, UERBEYES R RITFEANYER

(iii)

traceability, labelling, presentation, advertising and relevant packaging materials;
EWMME. . B I HEURBEXEEMRE,

(c)

an examination of documents, traceability records and other records and practices
and procedures that are relevant for the assessment of compliance with Regulation



(EU) 2018/848. This includes documents accompanying food, feed and any
substance or material entering or leaving an establishment;

N BWIERUREMSTHEE S EREAZEN (EU) 2018/848 HHXAYICFEM
BFHTHEE., XEREERMS. FRh#EASEH SN E D RS X

(d)

interviews with operators and their staff;
S5®REARHERTHER

(e)

sampling and laboratory analysis;

REMELIE DT,
(f)

the examination of the control system that operators and groups of operators have
put in place, including an evaluation of its effectiveness;

SRVERTBERBBSENERH RGHTRE, BIENEBRMENTEME,
(9)

the examination of non-compliances found during previous inspections and the
measures taken by the operators or by the groups of operators to address them;
NZRREREAMNAEMIERHITEE, IAKBRIERSIRVE RBHA A BRIX L o)
P KB B985

(h)

any other action required to identify cases of hon-compliance.

EIHMA BT ORISR,

1. =SS AN R A X T = 67T A IS5
2.

The annual physical on-the-spot inspection referred to in Article 9(4) shall include a
traceability check and a mass balance check of the operators or groups of operators,
carried out by means of checks of documentary accounts and of any other relevant
element deemed necessary by the control authority or control body.

B, BAK (4) RN FEERHREN GIFENFRERKBRIERFENTER MRS
MEERHRE, BidOEXHKAMBET Y EIEETIEIA A BEEEH A
RERHT,



3.

For the purpose of the traceability check and the mass balance check, the selection
of products, groups of products and period under verification shall be based on a risk
assessment by the control authority or control body.

3. ATHTEWMMRENREFEHERE, FREFNT M. FhANBIESENETE
A S IR H E R B EAS

4.

Besides any other relevant element deemed necessary by the control authority or
control body, the traceability check shall cover the following elements justified by
appropriate documents including stock and financial records:

(a)

the name and address of the supplier and, where different, of the owner or the seller,
or the exporter of the products;

My mRMRAIE, W&, MRAE, FEESSET, HSmE O,
(b)

the name and address of the consignee and, where different, of the buyer or importer
of the products;

W ER ARFRANMAE, R mERESH AR BRI (MERE) |
(€)

the certificate of the supplier in accordance with an implementing act adopted
pursuant Article 45(4) of Regulation (EU) 2018/848;
A BREE (BRE&AFI) (EU) 2018/848 % 45(4)FKBLAVMITHRBIMA MIIES,

(d)

the information referred to in the first paragraph of point 2.1 of Annex Ill to Regulation
(EU) 2018/848;
KT (KE&HI) (EU) 2018/848 Kt Il 3 2.1 KRB —RATEMER

(e)

the appropriate lot identification;
18 4 AR AR

(f)



in the case of processors, the necessary information to allow internal traceability and
guarantee the organic status of ingredients.

REROBERT, AFAREBMRIERD BTVRSHVLERER.

4. BRTEFVMEIET EERNNDBOEMBXERS, ERUEREENEREUTH
EYXHERNESR, BREFMYFICK:

5.

The mass balance check shall cover the following elements justified by appropriate
documents including stock and financial records, where relevant:

(a)

the nature and the quantities of products delivered to the unit and, where relevant, of
materials bought and the use of such materials, and, where relevant, the composition
of products;

TG BAN RO EAMEE, UERBXER THIZAMRRXEMRIBER, X
EREXERT = may o

(b)

the nature and the quantities of products held in storage at the premises including at
the time of the physical on-the-spot inspection;
ZFEFEN A RERNSE, SRESYIGIRENNER,

(€)

the nature and quantities of the products that have left the unit of the operators or
groups of operators to the consignee’s premises or storage facilities;

ZEmMNEEREERRERMET R GRS e RN RIS E,
(d)

in case of operators or groups of operators who buy or sell the product(s) without
storing or physically handling the product(s), the nature and the quantities of products
that have been bought and sold;

R ERBUIRE RBFHA M L SSHE = R A FES SRR~ ., TSRS &/~
MRS

(e)

the yield of the products obtained, collected or harvested over the previous year;
F—FERT. WESBIRN> R,



(f)

the estimated or actual yield of the products obtained, collected or harvested over the
current year;

HRFEERE. MRS Rt SsKir~ 8,
(9)

the number and/or weight of livestock managed over the current and previous year;

LRk E—FREEENHEREN/RES,
(h)

any losses, increase or decrease in quantity of products at any stage of production,
preparation and distribution;

EEIEROEERKR. *REBEEMEED,
(i)

the total output of the holding in terms of organic and non-organic products.
ZERASERNNEENSRTENETE.

5. e FHRENBEMNTER, HNAEHENXMHER, SiFEXEFNTEIC
i

Article 12 2 12 %

Sampling, methods used for sampling and selection of laboratories for sample
analysis

R#, ATXEMERESREHTHMDTNTTE
1.

The control authority or control body shall take and analyse samples for detecting the
use of non-authorised products and substances for organic production, for checking
production techniques not in compliance with the organic production rules or for
detecting possible contamination by non-authorised products and substances for
organic production.

1. =28 S RESEHNENEREF oS, DB YA R IERN > mil RasfE
H, MREATEENEFRNAEF A, AN B Y P IER= RN R

AYTTRETS



2.

The control authority or control body shall carry out sampling on at least 5 % of the
number of individual operators under its control. For a group of operators, the control
authority or control body carry out sampling on at least 2 % of the members of each

group.

2. EHEBBEFIVMENERGHTHAED SWRIMRRIERETHE. ST AR
ER, EHEBIERTVMENGHED 2% RFEFTHFE .

3.

The selection of the operators and groups of operators where samples have to be
taken shall be based on risk assessment including the likelihood of non-compliance
with the organic production rules, taking into account all stages of production,
preparation and distribution.

3. MBXENEERMEEHAMNERNET N THE, SREBERAENESRNAT
BEME, BRAEF. AEETREMNBRND .

4.

In addition to the minimum sampling rate set in paragraph 2, the control authority or
control body shall take and analyse samples in each case where the use of non-
authorised products and substances or techniques for organic production is
suspected, unless the control authority or control body considers that sufficient
evidence is available without sampling.

4. % 2 BRERNREMERS, EHVMSIES AR HERRERN
FE M B B VA P AR B R E TN DT, BRIFEFAASIET E AN AT
FEHE R ARG E LR,

5.

For the high-risk products referred to in Article 8, the control authority or control body
shall take, in addition to the sampling rate set in paragraphs 2 and 3 of this Article, at
least one field sample of the crop each year. That sample shall be taken from crops
in the field, at the most appropriate moment to detect potential use of non-authorised
substances according to the assessment of the control authority or control body. For
operators not growing crops, a relevant sample of incoming raw material or
intermediate product or processed product shall be taken.



BhK WTHE/NFFENSME™ R, ZH S R3ETMRAMRRAFE ZBRNE
= RIENHFRS, SEEPNMEYHRE—HBEER. 2R EEEY
FXR&E, EEHYEIEFTSITENRSENTIEHTT, DI IERRY R TR~
Ho NTAMEEMREE, EXEAXEREPE AT R,

6.

The control authority and control body shall ensure that the laboratories used comply
with the following:

(a)

they are accredited laboratories that meet the applicable requirements of ISO
standard ISO/IEC 17025 on ‘General requirements for the competence of testing
and calibration laboratories’;

EAI=fE 1SO #7f ISO/NEC 17025 X F MR AL R =R NN —REKREH
ERIANT LR =,

(b)

their accreditation bodies are signatory of the International Laboratory Accreditation
Cooperation (ILAC) Mutual Recognition Arrangement;
MEIMENMZEREREINT S AR (ILAC) HEKINGHINEETT,

(€)

they have sufficient capacity for analysis and testing and they can ensure that
samples are always tested with relevant methods included in the scope of their
accreditation;

18 BN FNIXEE N1, FFWRFERIBAEEAEINESEE AR X TTEHETN
5

(d)

as regards residue pesticide testing, they are accredited for gas and liquid

spectrometry in order to be able to cover the list of pesticide residues monitored

under the coordinated multi-annual control programme of the Union set out in

Commission Implementing Regulation (EU) 2019/533 (4).

RTFHRBRAKRN, EMNRETEMRECEFZINE NERBEEREAZRS

SKHEEB] (EU) 2019/533 Hl EMTES EERHIT T BN R 5% EES
(4) ©


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0004

6. EH L FMEFINMERHREROLREFEUTEK!
7.

The control authority or control body may delegate sampling tasks to other control
authorities or control bodies recognised by the Commission or bodies accredited in
accordance with ISO standard ISO/IEC 17025 on ‘General requirements for the
competence of testing and calibration laboratories’.

7. BHEBEBEHVAT UERFEESEREZASIATNE MRS L /KRS
¥, HEIRIE 1SO #34& ISO/EC 17025 TAIERINAE.,

Article 13 # 13 %

Documented control procedures

EXRNIEHERF
1.

Control authorities and control bodies shall perform controls on operators and groups
of operators in accordance with documented procedures.

Those documented procedures shall cover:

BEACFKHEFR B

(a)

a statement on the objectives to be achieved;
RTELINBIRNER;

(b)

tasks, responsibilities and duties of staff;
RIMES. TEFMRT

(€)

sampling strategy, procedures and methodology, control methods and techniques,
including laboratory analysis, testing and interpretation and evaluation of results and
consequent decisions;

MR, BFEMIE, BREIREDFT. Wik, ERBEMTEMREERKRNE
BT AT,



(d)

cooperation and communication with other control authorities, other control bodies
and the Commission;

SHMEHYE., AtEFVHNZRENEGHES DR
(e)

a procedure for assessing the risk linked to operators or groups of operators and for
carrying out physical on-the-spot inspections and sampling;

THESEEH NI E WRAAXHNE N ZA T ZYIEREMRFIEF
(®

verification of the appropriateness of methods of sampling and of laboratory analysis,
testing and diagnosis;

AF RSB =04, MR FISE R E M
()

any other activity or information required for the effective functioning of the controls,
including in relation to training of inspectors and evaluation of their competencies;
HAEMNEFHENEELENTHIER, BREERE RIBIREE N THEEXE
IESH

(h)

for groups of operators, the effectiveness of the system for internal controls.

NTRIERBHE, AMEFHRGEHR.

1. BEVMTNSEVMEZERPEREFYEERNE

il

BRI ITIRE.
2.

Control authorities and control bodies shall:

(a)

take corrective measures in all cases where the procedures provided for in
paragraph 1 identify shortcomings; and

XMY LR, AFE—BRAENEFPIRALRENFAEELT,
(b)

update the documented procedures provided for in paragraph 1 as appropriate.

EH® 1 BRFrRAXEREF, NELE



2. BENMMEEYMR:

Article 14 25 14 £

Written records of controls

PHEIEFICE
1.

Control authorities and control bodies shall draw up written records of each control
they perform to verify compliance with Regulation (EU) 2018/848. Those records may
be on paper or in electronic form. The control authorities and control bodies shall
keep these records for 5 years from the day of the decision on certification by the
control authority or control body.

Those records shall contain in particular:

RECFK MR B
(a)

a description of the purpose of the controls;

=5 B R A fiid
(b)

the control methods and techniques applied;

Pit Rz RS BT AT
(c)

the outcome of the controls, in particular the results of verifying the elements listed in
Articles 11 and 12 of this Regulation; and
EHER, HAERIEARZENE 11 FME 12 FAHIBRRNE

(d)

actions that the operator or group of operators concerned is required to take as a
result of the controls carried out by the control authority or control body, with an
indication of the deadline to take action.

#Hé&i%ﬁﬁﬁi“%%‘iﬁ%%ﬁ%ﬂlé’ﬂ“‘JJ PO TS zJJE’JEJthEIH‘H

C BEVMMMEEARNFEBEICE, NRIEENTHENEERSETE (REX
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EVMSEEAREHIMEREZ BERTFXLEILE 5 F.



2.

The written records shall be countersigned by the operator or the inspected member
of the group of operators as confirmation of their receipt of that written record. A copy
of that record shall be kept by the operator or the inspected member of the group of
operators either on paper or in electronic form.

2. PHEHICENERERSILER/NANZEBREZE, DBIAMLIIEREZPEIC
*. BERSIREA/NANZERAANRBIZICEKAEIAR, TUERKEEASBFI
o

Article 15 2 15 &

Specific control requirements for algae and aquaculture animal production

1 E B FK = B 7= B4R I K
1.

For the purpose of determining the start of the conversion period provided in

Article 10(2) of Regulation (EU) 2018/848, the control authority or control body shall
ensure that operators or groups of operators producing algae or aquaculture animals
notify the control authority or control body of the relevant activity.

1. A7THE (REHKH) (EU) 2018/848 5 10 (2) FHEMHHMITH, =HIH
M IR HI R I R PR KK R AN Y NEER SIS E R B AR
EHIER I RIER

2.

The control authority or control body shall ensure that organic production of algae or
aquaculture animals takes place in a location with no risk of contamination in
accordance with point 1.1 of Part 1l of Annex Il to Regulation (EU) 2018/848. In
particular, the control authority or control body shall ensure that adequate separation
measures have been taken in accordance with point 1.2 of that Part 111

2. EHIAAISIRFIER I R B R B BK = F BN B4 A LTS R MBS A9t
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For the purposes of point 3.1.3.1(c) of Part lll of Annex Il to Regulation (EU)
2018/848, the control authority or control body shall ensure that the plant fraction of
feed is organic and the feed fraction derived from aquatic animals originates from
organic aquaculture or from fisheries that have been certified as sustainable in line
with the 2009 FAO's Guidelines for the ecolabelling of fish and fisheries products

from marine capture fisheries.

3. IRIBEEREZM (EU) 2018/848 [+ Il £=&F 3.1.3.1C)MME, =HIHMEI
HEI AR IEREDT 2R, UEMKENY TR ERBIKRTH

K= FIESARIE 2009 F FAO X E Bl & K MK = m A SIREIEEIA
NA:SEIEST=97:R 28

4.

For the purposes of point 3.1.4.2(e) of Part lll of Annex Il to Regulation (EU)
2018/848, the control authority or control body shall ensure that they have
information on all treatments, and they shall check that these treatments are carried
out in accordance with the requirements of that Regulation.

4. 1R3E (REEM) (EU) 2018/848 it | E=&F%n 3.1.4.2()MHE, EHE
SIEHE IR EREMNAEAELETINER, FEREXELETAZENTEIZ
EME K

5.

For the purpose of authorising the use of wild seed within the meaning of point 3.2.1
of Part Il of Annex Il to Regulation (EU) 2018/848, the control authority or control
body shall ensure that points (a), (b) and (c) of that point are respected.

5. ATHEMNE (BREEM (EU) 2018/848) Mt | =825 3.2.1 KEX EMRE
REEMT, EHYFHIEFVNMERRETIZAN@). (b)F(C)T,

Article 16 2 16 %

Verification of consignments intended for import into the Union

Tt O 2B R Y I8E
1.

The relevant control authority or control body shall verify consignments intended for
import into the Union with regard to the compliance with Regulation (EU) 2018/848



and this Regulation. This verification shall include systematic documentary checks
and, as appropriate according to a risk assessment, physical checks, before the
consignment leaves the third country of export or of origin.

1. X6 Y Bk EFVENZER#H O ZKEN TSRS (RELHF) (EU)
2018/848 MAEM. WLV BEAGHXHRE, FREMEIE, ERVBTT
HAOESEFESE=Ezr, #TEINLYRE.

2.

For the purposes of this Article, the relevant control authority or control body shall be:

(@)

the control authority or control body of the producer or the processor of the product

concerned; or

R mEFER N T ENES S BB, =
(b)

where the operator or group of operators carrying out the last operation for the
purpose of preparation is different from the producer or processor of the product, the
control authority or control body of the operator or group of operators carrying out the
last operation for the purpose of preparation as defined in point (44) of Article 3 of
Regulation (EU) 2018/848.

AHTREREMNATESNENT, ZEREERFES T RNESHINIHE
RER, RIE (REKHI) (EU) 2018/848 % 3 £%F 44 mEXMIEHI L /I =H
A5,

The relevant control authority or control body shall be recognised in accordance with
Article 46(1) of Regulation (EU) 2018/848 for the products concerned and for the
third country in which the products have their origin, or, where applicable, in which
the last operation for the purpose of preparation has been carried out.
BXEHEFHSREFIVMRRTE (REZKHFY (EU) 2018/848 5 46(1)%, &KING
BXFMEREFE (R, WEA, #TREREUEEANER) BEXHAESV
R

2. AEFWENET, BXEEVMSIEENMNA:
3. The documentary checks referred to in paragraph 1 shall aim at verifying:

(@)



the traceability of the products and ingredients;

PR R e
(b)

that the volume of the products included in the consignment is in line with the mass
balance checks of the respective operators or groups of operators according to the
assessment carried out by the control authority or control body;

ZH SR P IR S E RIS SR F MR AR E T A H T B T i EAE
7+

(€)

the relevant transport documents and commercial documents (including invoices) of
the products;

BREHE XML (BREAR) 8~
(d)

in case of processed products, that all organic ingredients of such products have
been produced by operators or groups of operators certified in a third country by a
control authority or control body recognised in accordance with Article 46(1) or
referred to in Article 57 of Regulation (EU) 2018/848 or by a third country recognised
in accordance with Articles 47 and 48 of Regulation (EU) 2018/848, or have been
produced and certified in the Union in accordance with that Regulation.

WERINIF f, WK RONEEAS DN BHRE (BREEBIY  (EV)
2018/848 £ 46(1)% = FE 57 FINTMHSRIZEHGINE =EEFIV A= HIHAGIA
IENZEER R ERRHERLES, LERBIZFBIEEERNE~FINLE.

Those documentary checks shall be based on all relevant documents, including the
certificate referred to in point (b)(i) of Article 45(1) of Regulation (EU) 2018/848, the
latest record of the inspections, the production plan for the product concerned and
records kept by the operators or groups of operators, available transport documents,
commercial and financial documents and any other documents deemed relevant by
the control authority or control body.

XEXHEZNETRAERXXE, 815 (RELH) (EU) 2018/848 % 45(1)7K
FO)()RAEMNIER. EFRETICFR. BT RAESITR. BIERSIRIERBEER
FREx. TANEE X, BTSSR ES S B EEVAIA AR E
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4.

In relation to the risk assessment preceding physical checks as referred to in
paragraph 1, the relevant control authority or control body shall take into account the
following criteria:

(a)

the relevant criteria listed in Article 9(2);

£ 9(FF I RIRAE,;
(b)

whether there are several operators involved in the distribution chain of the products
who do not store or physically handle organic products;

EEBRENEF D HET I MEFHLRAERY = RHNEER,
(c)

high-risk products referred to in Article 8;
B/\FFrigaEs MBS = &

(d)

any criteria deemed relevant by the control authority or control body.

AT IEHAAD S HIER 1IN A R AIRRAE

4. XTE 1 BRrd IR ERIN TS, BXEFVESER BN ERIUAT
FRAE:

5.

For consignments made out of bulk organic products, the relevant control authority or
control body shall draw up a travel plan in the Trade Control and Expert System

(TRACES), including all the premises to be used during the travel from the third
country of origin or export to the Union.

5. WTHBRAV™RAMMNEY, HXEFHSFIEFNEMEERZEFHMEXR
4 (TRACES) #HlERTTITR, SFEMNE~EZH B KEARTHEERNAE
L) i

6.

For consignments of high-risk products referred to in Article 8, the relevant control
authority or control body shall carry out systematic physical checks and take at least



one representative sample of each consignment. Moreover, the control authority or
control body shall have complete documentation of the traceability of the operators or
groups of operators and the product, including transport and commercial documents,
including invoices. At the request of the Commission or the competent authority of a
Member State, the control authority or control body shall send this traceability
documentation as well as the results of the sampling analysis to the control authority
or control body of the importer and to the competent authority of the Member State
where the consignment is verified.

BNF X THE/N\FENS XM, BXEFVEESETEENHTRGENYIE
RE, FNEMEDDEDHB—IRKMEER. N, EHYMMERE EERRT
1’EJ\ZSZ?§ST’EJ\E$TZISLX&FEnnE’]—ILlﬁﬁIﬁ’“*ﬁﬁi BB L X, Bf%
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7.

In case of suspicion of non-compliance, the Commission or the competent authority
of a Member State may request the relevant control authority or control body to make
available without delay the list of all operators and all groups of operators in the
organic production chain of which the consignment is part, and of their control
authorities or control bodies.

7. MTREFEAEAEL ZRFFAAENTE L HIUBRRAXES S BB EH
W AR B ZERNMAECERRENEE, NEREEFL/EIIETIN, K&
EEBMMEERAHAM T IZ ST T BB WAL~ S5 —&F 0 .

CHAPTER IV &

OTHER ACTIONS TO BE CARRIED OUT BY THE CONTROL AUTHORITIES AND
CONTROL BODIES
HAthEHIAN AT HIER 1 R R IR 69457

Article 17 Z+£%

List of operators and other relevant information to be publicly available

EEHRAMBXEIATIIER



The control authority or control body shall make the following information available on
its website, in at least one official language of the Union:

2H S BEEFNMEAERENS FRENTES, E0ERKAN—METIES:
(a)

a list of certified operators and certified groups of operators, containing:

—MERNENEEFNLNENZEREARRE, 85
(i)

for operators, their name and address;

XNTIZER, HBRMubLL

(i)

for groups of operators, the name and address of the group and the number of its
members;

XNTFRIERBHA, BHANBIRFMIEINE AR REE,

(iii)

information relating to the certificates, in particular, the certificate number, category of
products covered by the certification, status and validity of certification, including
cases of scope reduction, suspension and withdrawal as referred to in ISO standard
ISO/IEC 17065;

SiIEBAXNER HRIEBRS. INEBEZMN~mER. U\iﬂﬁkﬂﬁ%‘cﬁﬂ, 8
%mﬁﬁm¢wEBWECN%5m*m CE4ER. BEMEE SR

(b)

in the case of control bodies, updated information on their accreditation, including a
link to the latest accreditation certificate issued by its accreditation body.

KT EFNM, SRMIVBELNEIMOE PR ERNIMEERER.

The list referred to in point (a) shall be immediately updated after any change of the
status of the certification. In case of withdrawal, the information referred to in point
(a)(iii) shall be kept in the list for 5 years after the withdrawal;
ZR@FMENFRENEINERSRKEEFEERZAER. ERENERLT, &%=
(@(iFrisfE R ERE/ERE 5 F.

Article 18 #+/( &

Database of operators and groups of operators

ZEERMZE R EREE



The control authority or control body shall keep an updated electronic database of
operators and groups of operators. That database shall include the following

information:
EHE BRI EFVMERFE - INEFENRERMBERFENE FEIEE. 1Z50E
ENBFEUTER:

(a)

name and address of the operators or groups of operators. In case of a group of
operators, the size of the group, name and address of each member of the group;
ZERRZE[HAENBIRAMI, MAZEFRE, WHFREBRENER. SR
fyEZFRFAHBAE

(b)

information concerning the scope of the certification, certificate number, status and
validity of the certificate;

KXTINEEE. EBRS. IEBRESMBHAMNER
(c)

status of the operators or groups of operators, whether in conversion (including
period of conversion) or organic;

ZEMHEERHERT, TREAERRTD (B1R%RY) SIHEINRE
(d)
risk level of the operators or groups of operators in accordance with Article 9;
ZERHZERFERESE 9 FHMEEFR
(e)

in case of subcontracting activities that are under the control of the certified operators
or groups of operators, name and address of the subcontracted third party or third
parties;

WHRZINEFRERTFERAREFND A, PEE=ZTHE=TNEHRNL
3k;

(f)

the geographical coordinates and surface area of all the production units and

premises;

PR & 7= B AL 7 P 3R AR AR AN AR
(9)



inspection reports and the results of sampling analysis, as well as the results of any
other controls performed, including the controls carried out on consignments;
RIEREMXEMMTER, URHTHEOEMGETERENER, SENEHNES
M

=]

(h)

non-compliances and measures applied;
RS RE AT

(i)

notifications via the system referred to in Article 20(1);
RGHETRIEE 20(1) %P RIEA

)

derogations granted and relevant supporting documents in accordance with the
requirements of this Regulation; and

RIEAEM B RKIRT R R AR RAISHF XM
(k)

any other information deemed relevant by the control body or the control authority.

ETEHPESES S FHIAABRRNEMER.

The information shall be kept by the control authority or control body for 5 years. The
control authority or control body shall make that information available to the
Commission upon request.

ZE BN EREFYIMSIEFER1RTF 5 F. EHYMEIEHIRNRBEZREZER

RHfEZERR.

Article 19 2 19 £

Information requirements

fER®mK
VM1 AM1
1.

After its recognition, the control authority or control body shall notify the Commission

in due time, and not later than within 30 calendar days, of the occurrence of changes
to the content of its technical dossier, including the new witness audit reports referred
to in Article 3(3a).


https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32023R1686

1. AEHKFINTE, EHERIETIMEENRT 30 PEHEEBREKNBHNZERS
HERABRARLENEL, BIF% 3Ra)FAMErMEARITRE.

VB

2.

The control authority or control body shall keep available and communicate at the
request of the Commission or the competent authorities of the Member States all
information related to its control activities in the third country.

2. EHLBFEFVMEREZRASINAETELSRNER, REMESHAES=
E= AR RANES TR+ TR,

3.

The supporting documents relating to the request for recognition under Article 46 of
Regulation (EU) 2018/848 and those required under this Regulation shall be kept by
the control authorities or control bodies at the disposal of the Commission and the
Member States for 5 years following the year in which the controls took place or the
certificate referred to in point (b)(i) of Article 45(1) of Regulation (EU) 2018/848 and
documentary evidence were delivered.

3. IRIBEER A KB (EU) 2018/848 5 46 FIZHAVATIERMBR M IARAZBIE
KX, NEEGHSEIIETVERE, HERSMAREER, REHRA 5
F, BEFRESREKRERD (EU) 2018/848 5 45 &% 1 mEE (b) () <7
RIUEBMARERER T ENEITE.

Article 20 & 20 &

Systems and procedures for the exchange of information

RGNE S XROERF
1.

The control authority or control body shall use the Organic Farming Information
System (OFIS) for the exchange of information with the Commission, with other
control authorities and other control bodies, and with the competent authorities of the
Member States and of the third countries concerned.


https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32021R1698

1. BHEFEREFIVNBEERAENRVERRS (OFIS) 5ZR%. HittEd LB
Hhidaes, UERREMNAEXE=ENTERNIIZRER.

2.

The control authority or control body shall take the appropriate measures and
establish documented procedures to ensure timely exchanges of information with the
Commission and with other control authorities and control bodies.

2. EHEBFEFVMERIE L, FRIPEERF, MUHRSZRZUEAM
=6 L BRI RN RER .

3.

Where a document or procedure provided for in Article 46 of Regulation (EU)
2018/848 or in the delegated and implementing acts adopted pursuant to that Article
requires the signature of an authorised person or the approval by a person at one or
more of the stages of that procedure, the computer systems set up for the
communication of those documents shall make it possible to identify each person
and guarantee that the integrity of the content of the documents, including as regards
the stages of the procedure, cannot be altered, in accordance with Union law, and in
particular with Commission Decision 2004/563/EC, Euratom (°).

=% WMiRYE (REELBI) (EU) 2018/848 £ 46 £ HiRIBEIZFZFBIIMRFEAMTI
MERMENXHREFT %&WAJ\E’] FEHIZEF—ANH SN ERHCE, AiX
Y HNBENEMITEN RGN FRBERNGMNAR, FRIEXXEARTHTE
%, BEEFNER, RIBEKEEE, 3 REZRESIAE 2004/563/EC, Euratom
(5) , ABEHX,

Article 21 &2 21

Exchange of information between the Commission, control authorities, control
bodies and competent authorities

REZRS. EEVHS. EEVATMERYMZENESZR
1.

The control authority or control body shall immediately share information with the
Commission, with other control authorities and control bodies, and with the
competent authorities of the Member States and of the third countries concerned on


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0005

any suspicion of non-compliance that affects the integrity of organic or in-conversion
products.

1. EHE R EFVME IS ZERS. RSB EERNLREME =
ENENE /O ZEATRERBINSEN T RTBEENTEER.

2.

Where a control authority or control body is notified by the Commission, after the
Commission has received a notification from a Member State in accordance with
Article 9 of Implementing Regulation (EU) 2021/279 as regards suspected or
established non-compliance affecting the integrity of imported organic or in-
conversion products, it shall carry out an investigation in accordance with Article 22
of this Regulation. The control authority or control body shall inform the Commission
and the Member State that sent the initial notification (notifying Member State), using
the template set out in Annex Il to this Regulation. The control authority or control
body shall reply within 30 calendar days from the date of receiving that notification
and shall inform about the actions and measures taken, including the results of the
investigation and provide any other information when available and/or required by the
notifying Member State.

2. HEFHIMASETVMRZIZRSHNEN, BZRFEMRE (KkEH) (EU)

2021/279 B9 9 FMABLREWREIBA, XTHHHEFHIANE R OBV
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3.

The notified control authority or control body shall provide further necessary
information if requested by the notifying Member State.

3. MRBAMAEER, BRES N B EFNMERAA-—TLENELR.
4.

Where operators or groups of operators and/or their subcontractors are subject to
controls by different control authorities or control bodies, those control authorities or



control bodies shall exchange the relevant information on the operations covered by
their control activities.

4. SEEBNEERHELADBHXE AR ES S BHIEFVMAETR, Xt
B B H AR X R H SRS PR EREENRXER.

5.

Where operators or groups of operators and/or their subcontractors change their
control authority or control body, the new control authority or control body shall
request the control file of the operator or group of operators concerned from the
previous control authority or control body. The previous control authority or control
body shall, within 30 days, provide to the new control authority or control body the
control file of the operator or group of operators concerned and the written records
referred to in Article 14, the status of the certification, the list of non-compliances and
the corresponding measures taken by the previous control authority or control body.

5. HRERBBRERBERED B8 EXNEEFIDRIIZHAADN, FEF=HINR
ISR M SE BT 12 B R SR B IRE RAB R B E RSB RBHE ARSI, &
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The new control authority or control body shall ensure that non-compliances noted in
the report of the previous control authority or control body have been addressed by
the operators or groups of operators.

AV H S BEIEFVIME N R Z BT 6 S B SRR & PisH A EHEN
[BIAE HEZERNEE HAHARRR,

6.

Where operators or groups of operators are subject to a traceability check and a
mass balance check, control authorities and control bodies shall exchange the
relevant information allowing finalisation of these checks.

6. HREAFBREABCRTEEITEPELENREFEHEREN, 2§ L B/HAEH
MY ZHRBEXER MUETHXERE

Article 22 £51 22



Additional rules on actions to be taken in case of non-compliance

MK TAEFHER T H91730N
1.

In addition to the measures referred to in Article 29(1), (2) and (3) of Regulation (EU)
2018/848 and Article 2 of Implementing Regulation (EU) 2021/279, where a control
authority or control body suspects or receives substantiated information, including
information from other control authorities or control bodies, that a product, which may
not be in compliance with Regulation (EU) 2018/848, is intended to be imported from
a third country for the purpose of placing that product on the market within the Union,
but which bears terms referring to the organic production, or where such a control
authority or control body has been informed by an operator of a suspicion of non-
compliance in accordance with Article 27 of that Regulation:

(@)

it shall immediately carry out an investigation with a view to verifying compliance with
Regulation (EU) 2018/848 or with the delegated or implementing acts adopted
pursuant to that Regulation; such investigation shall be completed as soon as
possible, within a reasonable period, and shall take into account the durability of the
product and the complexity of the case;

Rz B#ATIAE, MREREMTE (RBELH) (EU) 2018/848 SHiiRIETZ& BRI
MBS EIER, HRFEFRIRTN, EEHRATHR, N ER™ M A
MFRREE LM,

(b)

it shall prohibit the import from that third country for the purpose of placing the
product concerned on the market within the Union as organic or in-conversion
product pending the results of the investigation referred to in point (a). Before taking
such a provisional decision, the control authority or control body, shall give the
operator or group of operators an opportunity to comment.

MEFMNZE=E#A, BEMNEAERE (a) RFTRNAEERERZE, BHEX>MH
ERBEV BB EGRT MIRRE TS AR RREREZR, EH LB EH
MG TRIERSBRIERBFREARELNNS.
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(EU) 2018/848 M=m¥TEMNE=E#H# A, MEEKBEARH TS, ELIXE
EVMSEEVMRIEIZEOIE 27 FHEREESNTECSAIMEER:

2.

In the event that the results of the investigation referred to in point (a) of paragraph 1
do not show any non-compliance affecting the integrity of organic or in-conversion
products, those products shall be allowed to be used and labelled as organic or in-
conversion products.

2. MRE 1 RE (a) RAMEAENERRETEAEWAENREUTRTEENA
SRER, NAFERIFIREX L M ARV SN .

3.

The control authority or control body shall develop a catalogue of measures to be
taken in case of established non-compliance. That catalogue of measures shall be
based on the elements specified in Annex IV to this Regulation and shall cover at
least:

(a)

a list of non-compliances with reference to the specific rules of Regulation (EU)
2018/848 or of the delegated or implementing acts adopted pursuant to that
Regulation. That list shall include, at least the non-compliances listed in Part B of
Annex IV to this Regulation;

AFE (ERBEEKHI) (EU) 2018/848 YRR NISRIEZZAIBITNEIEHHITH
EHRER ., RERELNBIEALKGIMMA IV B ENAFFERENER.

(b)

the classification of the non-compliances into three categories: minor, major and
critical as set out in Part A of Annex IV to this Regulation, taking into account at least
the following criteria:

ZERKE VA BEOMENEEAMLT A=K B TEM™E, ZPFEMUT
FRAE:

(i)

the application of precautionary measures referred to in Article 28(1) of Regulation
(EU) 2018/848, the practical measures referred in point (a)(ii) of Article 10(1) of this

Regulation and the reliability of own controls carried out by the operator or group of
operators in line with point (f) of Article 11(1) of this Regulation;
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SKHERI B FisHIa T £

(ii)

the impact on the integrity of the organic or in-conversion of products;

Xt A S T E R0,

(iii)

the ability of the traceability system to locate the affected product(s) in the supply
chain and prohibition of importing from a third country for the purpose of placing the
product(s) on the market within the Union with reference to organic production;
EBWRGEMNZZW~m (1) EHNFERNEIMNREIENE=FEHEDOXAKAT
BRI (1)) BEMEFERES

(iv)

the response of the operator or group of operators to previous requests from the
control authority or control body;

BR1E REURIE RBHAR 12 L B = SR S BB R A E
(c)

the measures to be applied for each non-compliance.

HINARE MR REHFETE -

3. EHHF/IEFIVNMEFE—NEREFENENIERAN XA FERER. %I
TEERNETARZINNME IV PRENER, FEL B

4.

The control authority or control body shall document the results of the investigations
referred to in point (a) of Article 29(1) of Regulation (EU) 2018/848.

4. EHEF/REFVMEICFE (BRAFKEF) (EU) 2018/848 5 29(1)FK 58 (a) T Fris
HEMNER.

Article 23 &3 23

Additional rules on measures in the event of non-compliance

RTAEFHERTHRIMEREIL

1.



In the event of non-compliance affecting the integrity of organic or in-conversion
products throughout any of the stages of production, preparation and distribution, for
example as a result of the use of non-authorised products, substances or techniques,
or commingling with non-organic products, the control authority or control body shall
ensure, in addition to the measures to be taken in accordance with paragraphs 2

and 3 of this Article, that no reference is made to organic production as set out in
Chapter IV of Regulation (EU) 2018/848, in the labelling and advertising of the entire
lot or production run of the product intended to be imported from a third country for
the purpose of placing that product on the market within the Union.

1 FEF . ERTMENEENER, URATERER MW 7 BYSEHR™ M —E
P, BB TEAREERNNT M. BREEAR, S5FFIN~RES, EHYAN
EHINHRR, BRRRAFE ZSRME=FRIMAERS AR SHAEERE
RAaRtE (REZBI) (EU) 2018/848 5 IV EMENENAE, NTITEAKED
B EmHER, AERENEZE#ONEMMORSE =R,

2.

Where the non-compliance is established, the control authority or control body shall:

(a)

take any action necessary to determine the origin and extent of the non-compliance
and to establish the responsibilities of the operator or group of operators; and
RBUEA R EREE, MHBEAERNREFEE, HH e NIz ERAHENR
£

(b)

take appropriate measures to ensure that the operator or group of operators
remedies the non-compliance and prevents further occurrences of such non-
compliance.

XEE SRR REEREE WA Y EBNT I L EXERITATREE.

When deciding which measures to take, the control authority or control body shall
take account of the nature of that non-compliance and the past record of the operator
or of the group of operators with regard to compliance.

EREFRBBLEIETRRS, EH L RS E TV ERZA RN RIARFRIERSH
ERBAESITTENEELR.

2. ZEREAMBEFINNBELT, 26 L /IIEFHAR:



3.

When acting in accordance with paragraph 2 of this Article, the control authority or
control body shall take any measure it deems appropriate to ensure compliance with
Regulation (EU) 2018/848 and the delegated and implementing acts adopted
pursuant that Regulation, including:

(a)

applying the catalogue of measures referred to in Article 22(3) of this Regulation;

ERAENE 22(3)FFriafvfart Bx;
(b)

ensuring that the operator or group of operators increases the frequency of own
controls;

HRIRIE REURIE RBHAEIN A FEHIRIRE,
(€)

ensuring that certain activities of the operator or of the group of operators are subject
to increased or systematic controls by the control authority or control body.
HRIZEFSIEE RN R LA Z RIS RSB N RGN
o

3. EM|AKENRITEN, B L BIIEFVAR REEIAGE S (OEETERE, X
HiRET&B (EU) 2018/848 URRIEZFHIBEHNZIEMLEZR, B

4.

In the event of serious, or repetitive or continued non-compliance, the control
authority or control body shall ensure that the operator or group of operators, in
addition to the measures laid down in paragraphs 2 and 3, is prohibited from placing
on the market within the Union for a given period products which refer to organic
production, and that its certificate referred to in point (b)(i) of Article 45(1) of
Regulation (EU) 2018/848 be suspended or withdrawn, as appropriate.

4. EREFE. ERYFEABTUENBRT, EHHEIEFNMEHRREER
SHFEERBE, RE 2 BAE 3 BRAENHERSN, E—EHRANSEIEREILE
PRI E Ty, FENRE (BRBE&EF) (EU) 2018/848 55 45(1)%(b)()
=, BESEEHIES.

5.



The control authority or control body shall provide the operator or group of operators
with a written notification of its decision concerning the action or measure to be taken

in accordance with this Article, together with the reasons for that decision.

Bh% EHERIEFVMEEEERNZERHARMPERN, HPARELALX
BETEhsiER R H R EEA.

Article 24 25 24 £«

Checks to be carried out for the purpose of the retroactive recognition of a
previous period

HITERAIN TR AR E
1.

Before granting retroactive recognition of a previous period as part of the conversion
period for the purposes of point (b) of Article 10(3) of Regulation (EU) 2018/848, the
control authority or control body shall ensure that the operator submits the following
documents proving that the land parcels were natural or agricultural areas that, for a
period of at least 3 years, have not been treated or have not been contaminated with
products or substances that are not authorised for use in organic production in
accordance with Regulation (EU) 2018/848:

(a)

maps identifying clearly each land parcel covered by the request for retroactive
recognition and information on the total surface of those land parcels and, if relevant,
on the nature and the volume of the ongoing production and their geolocation
coordinates;

WEEWRREIEREWANTBENE—REH, MNERXETHNZER, WEH,
HEERERE A RIS E R H IR LR,

(b)

any other relevant documents deemed necessary by the control authority or control
body to assess the request for retroactive recognition.

HIEH S BHIEFVADIANADBOEMBR M, MUIHEXERAIARIER.

1. #RIE (BREKBI) (EU) 2018/848 £ 10(3)% b MM BRI, KeriHAfEA
FHAN - HTEMAT 25, EFTESIEFNMERREEFHREIUTX
f, DOEMR#R A BRI R WX, BEND 3 FRARHTILESIARE (REX
B1) (EU) 2018/848 RIXMNATHYLES MRS/~ maYsE:



2.

In addition, the control authority or control body shall take the following steps:

(a)

it shall carry out a detailed risk analysis based on documentary evidence to assess
whether any land parcel covered by the request for retroactive recognition has been
treated with products or substances that are not authorised for use in organic
production for a period of at least 3 years, taking into account in particular the size of
the total surface to which the request relates and the agronomic practices carried out
during that period on each land parcel subject to the request. The control authority or
control body shall keep documents on the risk analysis;

Rz EF XAEEH TR NG T, DINEEREMATN LR ESEED 3
FHRAEAEREENATEVNESNY RS R, B ERE SIEREXMN
BERUREZPERNENZIERMIR EXEHNRZ LK. =26 S F/HSEfmR R
BB B AT AR R X

(b)

it shall take samples on soil and/or plant from each land parcel in line with the results
of the risk analysis referred to in point (a), including those land parcels identified as
presenting the risk of being contaminated;

RGN R T IJF/SEMHITRE, FEXT (2) RPN ITER, &
FEAEINTE A TS F N 19 ik

(€)

it shall draw up an inspection report in one of the official languages of the Union,
including photographs of the parcels, following a physical inspection of the operator,
including the land parcels covered by the request for retroactive recognition for the
purpose of verifying the consistency of the information collected, but before any
cultivation measures have been taken by the operator.
MEAKBENENESZ—RE—MRERE, SBREENERAN, EXEERHETY
BERER#T, 8IFEREWATH IR, NEIERERINESNERY, B
IZE R RBUE I HHEREEZ AT .

2. ks, =L FEEEHIIE N KB Tl
3.

Based on the information provided by the operator in accordance with paragraph 1
and after having completed the steps set out in paragraph 2, the control authority or



control body shall draw up a final written report. The final written report shall include
a justification why the previous period can be recognised retroactively as part of the
conversion period. This final written report shall also indicate the starting period
considered as organic for each land parcel concerned as well as the total surface of
the land parcels benefiting from this retroactive recognition of a period.

3. MIFRIERRIEE 1 REMNER, HETHE 2 BAENSRE, BEHEREH
BEENMEHEH—DEREPERE. KEPERENBFERAAT AR —REATE
WMHIAE A RPN —BONIEH. XNEREBEREENIERG MR
ABENBEGRE, UERMNX—ERMIAEN R 250 a0 TR 2 ER,

4,

The control authority or control body shall immediately notify the Commission, the
Member States and in case of a control body its accreditation body of any retroactive

recognition granted. For each retroactive recognition granted, the control authority or
control body shall provide the final written report referred to in paragraph 3.

4. EHREFEEFVBEIBNMERS. JRE, FEEFHNMHNELT, BMNHE
INEALSETE TRIEM AT . X TENMETHEMMIAY, EHSEFBEEHY
NMRMHE 3 RPRIMNKRLBERE.

5.

The control authority or control body shall ensure that the operator to whom the
granted retroactive recognition applies keeps documentary evidence relating to that
recognition, as well as documentary evidence on the use of the land parcels covered
by that recognition, for 3 years.

5. 1= Y B FITM N FRX FEB W AIANEE BRTF 5IZAIMER A XTI,
MUK 51Z4AINE &89 Tt B E AR RS, REFHRA 3 F.

Article 25 & 25 %

Authorisations for the use of non-organic plant reproductive material

FHNEMFEEMREEATFT
1.

Before granting authorisations for the use of non-organic plant reproductive material
as set out in point 1.8.5.2 of Part | of Annex Il to Regulation (EU) 2018/848, the



control authority or control body shall assess the following information and draw up a
justification for each derogation granted:

(a)

scientific and common name (common and Latin name);
BEgHLEas (TBEMNTHA) |

(b)

variety; 5t

(c)

total weight of seeds or number of plants concerned;
MY SREENEXEYEE

(d)

the availability of organic or in-conversion plant reproductive material,
BB NEYEEMBIN RGN,

(e)

documentation or a statement from the operator proving that the requirements set out
in point 1.8.5.2 of Part | of Annex Il to Regulation (EU) 2018/848 have been fulfilled.
XHFEERMNER, IEAEHE (BREEM (EVU) 2018/848) B Il EE—EB 5
1.85.2 mHEMBEIMEK,

1. ERYE (BRBE&BF) (EU) 2018/848 [ Il E—NHE 1.8.5.2 SFHERNE
BIEBVEYEEMEZE, BHENMIHERRINIFEMTER, FATIMHAEN
HEHEEA:

2.

For each authorisation for the use of non-organic plant reproductive material as set
out in point 1.8.5.2 of Part | of Annex Il to Regulation (EU) 2018/848, the control

authority or control body shall include the relevant information in the annual report
referred to in Article 4 of this Regulation.

2. 3F (BREEM (EU) 2018/848) Bt Il F—#2 5% 1.8.5.2 KilEMIFAYIE
MEEMEMER Y, EHYIMSIETRIIRBEERERRANRENSE 4 KrENE
EREH .

Article 26 %5 26



Derogations as regards the use of non-organic animals and aquaculture
juveniles

X TR FK>=FELDEREARE
1.

Before granting derogations as regards the use of non-organic livestock species
(bovine, equine, ovine, caprine, porcine and cervine animals, rabbits, and poultry) in
accordance with points 1.3.4.3 and 1.3.4.4 of Part Il of Annex Il to Regulation (EU)
2018/848, the control authority or control body shall assess the following information
and draw up a justification for each derogation:

(a)

scientific and common name (common and Latin name, i.e. species and genus);

RErgMEEg (EBREMTR, BMYfHMnESR) ;
(b)

breeds and strains; &fFHER

(©)

production purposes: meat, milk, eggs, dual purpose or breeding;

£FER AKX, 49 'R NERARHEE
(d)

total number of animals;
Ik PSE
(e)

availability of the relevant organic livestock species;

BRBUESYFE T AN
(f)

documentation or a statement from the operator proving that the requirements set out
in point 1.3.4.3 and 1.3.4.4 of Part Il of Annex Il to Regulation (EU) 2018/848 have
been fulfilled.
XHFEEWMNER, IEAESHE (REZEM (EVU) 2018/848) B¢ Il S5 %H
1.3.4.3 & 1344 SMEMSIMER,

1. 7ERHE (RREE /) (EU) 2018/848 [fifF Il 35 —Ep45 1.3.4.3 Sf1%E 1.34.4



RETERVHEYM (4. B0 F. WF. ¥ BEIY. RTVNERSE) £H
ez n, EFHVMSEFRIIATHEN T ERF A I H e EER:

2.

For each non-organic livestock species (bovine, equine, ovine, caprine, porcine and
cervine animals, rabbits, and poultry), the control authority or control body shall
include the relevant information on the derogations granted in accordance with points
1.3.4.3 and 1.3.4.4 of Part Il of Annex Il to Regulation (EU) 2018/848 in the annual
report referred to in Article 4 of this Regulation.

2. T EMEFIHEDH (4. B, F. WFE B BEIY. FTUERS)
EH YR ETMNAERFERETESRE (REXH) (EU) 2018/848 i+
I £ZEPE 1343 RflE 1344 QB THRENEXES, ZIREWAENE
4 FPmR,

3.

Before granting derogations as regards the use of non-organic aquaculture juveniles
in accordance with point 3.1.2.1 of Part lll of Annex Il to Regulation (EU) 2018/848,
the control authority or control body shall assess the following information and draw
up a justification for each derogation:

(a)

species and genus (common and Latin name);

VAR (EBRIRT R)
(b)

breeds and strains when applicable;

mMAMER (WEH) ;
(c)

life stage (such as eggs, fry, juveniles) as available for sale as organic;

b (W0, &E. 4h&) JENRITRIEE
(d)

guantity available as estimated by the operator;

IHBERGENEE
(e)



total number of juveniles;

BFEE
(f)

availability of the relevant organic aquaculture species;

HEXBYK=FEDFT B
(),

documentation or a statement from the operator proving that the requirements set out
in point 3.1.2.1 of Part Il of Annex Il to Regulation (EU) 2018/848 have been fulfilled.
XHHZEERNER, IERE#E (BRBEXEF) (EU) 2018/848 [t Il E=8n %
3121 sSHEMNRIMEK.

3. HERTE (BREAKHI) (EU) 2018/848 [ Il E=;H% 3.1.2.1 SFTIEFV
KEFEHEERRRZR, EHRVMSEHTIINIHEUATEEFAGINREHE
HH:

4.

For each derogation granted as regards the use of non-organic aquaculture juveniles
in accordance with point 3.1.2.1 of Part Il of Annex Il to Regulation (EU) 2018/848,
the control authority or control body shall include the relevant information in the
annual report referred to in Article 4 of this Regulation.

4. XTRIE (REKBI) (EU) 2018/848 ffifH I =& 5 3.1.2.1 [ TFHIX
THEBIFFHKFREDENE—IFHE, EHTESIREEIRBHEXESRAAR
EME 4 FPTENERRED.

Article 27 £2f 27

Reporting on provisional authorisation for the use of non-organic agricultural
ingredients for processed organic food

XFEAEFNRLES I ITHVR &AIENRIER S

The control authority or control body shall immediately notify the Commission, the
Member States, accreditation bodies and other control authorities and control bodies
recognised in accordance with Article 46(1) of Regulation (EU) 2018/848 of any
provisional authorisation granted for the use of non-organic agricultural ingredients
for processed organic food in accordance with Article 25(4) of that Regulation. That
notification shall include the justification, presented in the dedicated form made



available by the Commission, that such authorisation has been granted in
accordance with Article 25(1) of Regulation (EU) 2018/848.

ER LR EFNMNZAIRAMERS. AR, INEVMFRE (K2 &)
(EU) 2018/848 % 46(1)Z&INT AV A AbizH L /AR, KT REIZFKS
8 25@W)EBETHATIHIBNRANIFFVR AL AIE R 2B B H
ZRERENTAFREH2IMNIESD, BIRYE (BRBEXHF) (EU) 2018/848 2
25(1) ZXE&R T UL KA

CHAPTERV 1 ZE

DEROGATIONS FROM REGULATION (EU) 2018/848 IN CATASTROPHIC
CIRCUMSTANCES
(ERMEME AT (FR8E) 2018/848 SE:FMEE)

Article 28 £z 28

Recognition of catastrophic circumstances

AINRHEMEESR

For the purposes of the exceptional production rules referred to in Articles 22(1)

and 45(3) of Regulation (EU) 2018/848, in order for a situation to qualify as
catastrophic circumstances deriving from an ‘adverse climatic event’, ‘animal
diseases’, an ‘environmental incident’, a ‘natural disaster’ or a ‘catastrophic event’,
as well as any comparable situation, the control authority or control body may
recognise a situation as catastrophic circumstances based on a statement issued by
the relevant authorities of the third country in which the situation occurs, where
available. If such a statement is not available, any such recognition by the control
authority or control body shall be based on data provided by official organisations
justifying the catastrophic circumstances.

ATER (REKBI) (EU) 2018/848 5 22(1)%MEE 45Q3)FKPriRAIEFHI £ M
W, ME—NMERFEHRAFURSEE . PER . HESH . BARER R
MEMEM SN TOEMER, URERERMUER, EHEASETEYAE IXREL
EZERAE=ZERXLEBEMNER, MRENE BZBENNENREEEL. W
RUIEFRAARTH, FEHVMSEFNEIZERNETRRINENETETAHRRE
HEEEE, PUEBRTIEMIER.

Article 29 %2 29

Conditions for derogations

REFMH

1.



Following the recognition referred to in Article 28, a control authority or control body
may, upon identification of the operators affected in the area concerned or upon
request from the individual operator or the member of the group of operators
concerned, grant the relevant derogations set out in Article 3 of Delegated Regulation
(EU) 2020/2146 and the conditions related thereto, provided that those derogations
and conditions apply:

(a)

for a limited period and no longer than necessary, and in no case longer than 12
months, to continue or recommence organic production as carried out before the
date of application of those derogations;

HEERONER, BENBEAENHR, EEEAELTAEL 12 M, REFRE
AL R iaERIEH M AT B IE,

(b)

in relation to specifically affected types of production or, where relevant, land parcels;

and
X TREZZmMAE MK, EH, it
(©)

to the individual operator or the member of the group of operators concerned.
BHEXZEFMASEZERAMRA

1. RIEE 28 KPMIERINT, RHILFFIETVMEREXE MEHANEEHH K
BRZEFIEEFRHERRNIERE, TRT (RAZFEEN (EU) 2020/2146)
8 3 FAEMNARBREUEBRNFZMN, REXEREMEZMHER:

2.

The application of the derogations referred to in paragraph 1 shall be without
prejudice to the validity of the certificates referred to in point (b)(i) of Article 45(1) of
Regulation (EU) 2018/848 during the period where the derogations apply, provided
that the operator or operators concerned fulfil the conditions under which derogations

were granted.

2. HEAFHRHE, WE 1 RIFABRBONA, FERE (RBEXH) (EU)
2018/848 % 45(1)%O)()/RFTRIEBHERM, FREAXEEFHER THENF
14:0



3.

Control authorities and control bodies shall immediately notify the Commission, the
Member States and, in case of a control body their accreditation body, of the
derogations granted by them pursuant to this Regulation via the system referred to in
Article 20(1). In particular, the control authority or control body shall indicate the
name of the operator or operators concerned, the time period for the derogation, the
type of production or, where relevant, land parcels, the justification for the derogation
and include a statement from the relevant authority of the third country as referred to
in Article 28. Where such a statement is not available, the control authority or control
body shall justify the non-inclusion of such a statement and provide the relevant data
on which the recognition is based.

3. FHLR/MEFNMNZABEE 20D)FMARGBMNZRS. MRAEMNE, &
EHAMHELT, BN, REAEARTIRL. FiE, BHHE3EH
PMNIERBEXZERNEEFNER. BRENNER. £FXBHEXELT, £
HhibiR, FMEMIELIEH, FEMEE 28 FARAF=EHEXLFNFEH, MRILES
AT, =2HYFEaEGMME ARSI EERNES, FREETIZATH
UEES 26738

4.

The control authority or control body shall ensure that any operator to whom the
granted derogations apply keep documentary evidence relating to the granted
derogations as well as documentary evidence on the use of those derogations during
the period where those derogations apply. The control authority or control body shall
verify the compliance of the operator or operators with the conditions of the granted
derogations.

4. EFRERREFVENHBREAZRTRENEEFTERRHDRFERRTHL
A SCIRESR I R AL X B S RO SCARIE SR . 126 S Bt M AL E E M RIS E
BEOHERTHRENEMT,

CHAPTER VI X

GENERAL AND FINAL PROVISIONS
— AR K

Article 30 £2f 30



References to competent authorities and Member States in Annex Il to
Regulation (EU) 2018/848
SEXRPRENERLE/MBGAE, EREED (EU) 2018/848 KyFfH4 Il &

1.

References to competent authorities in the following points of Annex Il to Regulation
(EU) 2018/848 shall be read as referring to control authorities and control bodies
recognised in accordance with Article 46(1) of that Regulation:

(a)

point 1.7.2 and the first paragraph of point 1.7.3 of Part I,
%172 sUERE—ERE 173 1 (&)

(b)

points 1.3.4.3,1.3.4.4.3,1.6.7,1.7.5,1.7.8,1.9.3.1,1.9.4.1 and 1.9.4.2 of Part Il;
E I PHE 1343 5. F 13443 5. 5 167 5. £ 175 5. £ 178
B, %1931 5, % 1941 SME 1942 &;

(c)

points 3.1.2.1 and 3.1.3.1 of Part lII.
% 3.1.2.1 #1 3.1.3.1 & (B=&FD) .

The information referred to in point 1.9.4.1 of Part Il shall be sent to the Commission

only.
BREENNAEEZRR.

1. % (REXBI) (EU) 2018/848 K¢t Il AT &ERF, MNEMYMAIRERMIE
MRAIERIBIZZBIE 46(1)F AT EEVMMEEYAL.

2.

The reference to Member States in point 1.9.4.4(c) of Part Il of Annex Il to Regulation
(EU) 2018/848 shall be read as referring to control authorities and control bodies
recognised in accordance with Article 46(1) of that Regulation.

2. ¥ (BREXBI) (EU) 2018/848 it Il EEZE0 % 1.9.4.4(c) KRPREIAIM
REEMAREZEOE 46(1)FINTHEENNMIEENAL.

Article 31 £2f 31



Entry into force and application

HZIE R

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

It shall apply from 1 January 2022.

H 2022 £ 1 B 1 HiELER.

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

States.

REMNAREHART ELXNFERREEEARA, FERERATHERRE.



ANNEX | #7714 1

Content of the assessment report referred to in Article 1(2)(i)

HERENAE, ME 12)>0)%FA
PART A —#4

An assessment report referred to in point (i) of Article 1(2) shall consist of a
document and record review report, an on-site assessment report and a witness
audit report, and may contain any other information deemed necessary by the
accreditation body or competent authority.

£ 1 5% 2 KEOWFAENTHEREN SFE—MXHHICEXHFEERE . WFIHER
EMIIEFITIRE, FUIESINENMEHTE LSRN DENEFEMEE.

1. Document and record review report

1. XHEFNCREEIRE

The document and record review report shall contain the following elements:

XHMC X HEERENEZUTER!
1.1

Assessment of the following:

AT T
(@)

the structure and size;

ZEMFRT,

(b)

IT management system; IT BIER %
(©)

branch offices; 9 #1443

(d)

type of activities, including subcontracting activities other than inspection and
sampling;

AR, BIERARRIHTEING D BIEE,
(e)



organisational chart; 2843 z&#[&]

(f)

quality management; RE&ETE;
1.2.

Assessment of the procedures for the exchanges of information between
headquarter and branch offices, and subcontracted laboratories, as well as with the
Commission, Member States, other control authorities and other control bodies;
XNEMENZWE, PELREUREZRS. HAE. HtEEVMMEMEET
Mz 85 B R AR TR,

1.3.

Assessment of the knowledge and qualification of the staff as regards Union
legislation on organic production rules and controls;

Xf R TR TR B AN AE = MU FI = 61 R R AR R AR 19T
1.4.

Verification that the language regime chosen and the documents issued by the
control authority or control body are understandable for the contracted operators or
groups of operators, in particular internal procedures for the staff involved in the
certification process or in the controls;

WAEFTIE RIS TR IR 126 S B EHME AN XN & EEER s E R R
2 UEEN, B SMEEREEHNR TREREF

1.5.

Assessment of the continuous training programmes, and effective monitoring by the
control authority or control body of the competencies acquired during the trainings;

XFFEERYIT A TG, IARIR BN S=  T A xd 15| HA B 3k S AV 8E 1 MO A R
1.6.

Assessment of the experience and the competency of the staff on the category(ies)
of products as set out in Article 35(7) of Regulation (EU) 2018/848 subject to the
controls and in each third country covered by the recognition, including the
employment status of inspectors concerned and their contractual relationship with the
control body;

RYE (EREH&BI) (EU) 2018/848 5 35(7)FMEM ™~ mER (K3) HIEA
RNZRMENH# TG, IEFERNENZNTE=ZENTW, BFEEXKER
MR LR R H S EFINMNERXE,



1.7.

Assessment of the internal procedures related to the control activities in respect of
operators and groups of operators, if any, and the specific skills and training required
for the inspectors of the control authority or control body controlling the system for
internal controls of groups of operators;
ﬁﬁ%ﬁﬁﬁﬂﬁﬁﬁﬁ%ﬁ%%@%ﬁﬁW%ﬁf(mﬁ),u&@ﬁ%%ﬁﬁﬁ
ZREZREIIEH R ERARANGE RSN E AR

1.8.

A description and an evaluation of the performance of the control system to be put in
place for each third country, including where relevant, control specificities for groups
of operators;

NENEZERELRNES R G M RNERTIE Y, SEAXBERTHYTZERH
R HI B AR

1.9.

Any other information deemed necessary by the accreditation body.

EMENIA A DB HAMES .

2. On-site assessment report

2. YGrFEaIRE

An on-site assessment report by the accreditation body or, as appropriate, by the
competent authority, shall contain the following elements:

Wi THERE N EIMEYAES, NEM, HEELIRRES, NEEMTER!
2.1.

An assessment report of the office(s) where certification decisions are taken,
containing the following information:

PAZE (1) BTMERRNOITHERE, BAUTER:
(a)

result of the checking of files of all categories of products as set out in Article 35(7) of
Regulation (EU) 2018/848 for which recognition is requested, and confirmation that
the control body has correctly implemented the requirements on controls in respect of
operators and groups of operators as set out in Chapter Ill of this Regulation and in
particular Articles 9 and 10;

KREMA XN mXHNER, XE~mXHm (REFKB) (EU) 2018/848 £



357N FPME, BIERFKIN, URBINREVME LHLRAEZNE=FFR, F3=E
89 FME 10 FXTHREEMRIEBTRHEEFER

(b)

evaluation of the catalogue of measures to be taken in case of established non-

compliance;
X EFZIAREMER T N RIS B F 7
(©)

evaluation of the risk analysis procedures for the purpose of the inspections,
including inspections without prior notice;

REGTHERZFFEOE, BREELBHNKRE
(d)

evaluation of the sampling strategy, procedure and methodology;

PHEEE RIS . BRFPATTE
(e)

evaluation of the communication with the Commission and other control authorities
and other control bodies;

X5 &R MEAEEVA IR B A S EVAMR DB 71T,
(f)

conclusions from interviews with control and certification staff regarding their
performance and competency on certification and control tasks;

LR K AR HIFIAEA & X TN EINER TS h R ILAEE S 95K
(9)

confirmation that the control authority or control body has the means to implement
the control system in line with this Regulation in each third country for which it
requests recognition, in particular sufficient inspectors to carry out any physical
checks at any stage of production, preparation and distribution, as appropriate,
based on their risk assessment, additional inspections or samplings and documents
in languages that are understandable by the contracted operators, when these
documents are intended for operators or groups of operators;

FINES L B EFINMEE LEAEAMEBROETRZN TR, SNEIERKIAN
BIE=E, HHIREEBNRERAEEATE. EESTDENRATELNYIER
&, %%Hﬂhﬁﬁ HITFIMEE I, MENEREEFHJERNESHEN
X, EXEXMHRAEEBNEE MR ESHN,



(h)

confirmation of the capacity and competencies of the control authority or control body
to perform its tasks for each third country for which it requests recognition, taking into
account, in particular, the expected number of operators or members of the group of
operators, volume of exported products, nature and origin of products, including
evaluation of operators and inspectors files.

WA HIM AR E AP TERESNRNMER R, HNHBERKANGIE=ZE,
BRI BERTBERBENTINE. HAFRE. FRMRFRE 81
MRER MG E R RN,

2.2.

A witness audit report, resulting from a witness audit carried out in accordance with
Part B, containing the following elements:

IEARIHRE, RIE B MAHTHIEAFITER, BEUTER:
(@)

the name of the operator, the audited inspector and the accreditation body’s

aSSessor;

EEBER. BEERATAMEYAMIGE R,
(b)

general information about the witness audit such as venue, time, audit plan or
parties, and the operator’s or group of operators’ experience with regard to organic
production rules;
RXTUEAFTH—RER, flantb. ME, &HdSEs, MRRERSHRER
HRBENEFANER;

(€)

scope of inspection; & Z&3E El

(d)

inspector preparation and knowledge, such as planning of work, working instructions,
documents and material made available to the inspector, knowledge of the inspector
on the relevant category of products, evaluation of the robustness of the organic
system plan of the operator or the system of internal control of the group of
operators, checking of conflicts of interest, knowledge on Regulation (EU) 2018/848,
knowledge of the internal procedures of its control body as regard the functioning or
the implementation of the control system and certification process;



KERAEEMAIR, FINIETK. THERES. BRHERERNXATME, KER
MR RENNT R, HMEEEREEFHENEVRF IS ABEFREN
fefrr, REMZAR, XEM (EU) 2018/848 AT R, XHIZFIHMNIBIZFHY
TR, RTEFRFENEBES SR M ZINMEEFRFIR,

(e)

A

inspector performance, such as relevance of the duration of the inspection,
evaluation of the interview, verification of previous non-compliances, collection of
relevant information, authority and analytical skills, conversation and questioning
technique, effective language skills, knowledge of the local agricultural conditions
and agricultural practices, processing practices in that country and social skKills;
WERRN, FlaieEREREAEXE. BmRIFE. MFTAEMAZE. WEHAEX
SR MEMMDTREE. MIEFREKIT. AUNWIESHREE. X LR W& A4NR
WK T . 1ZE I TSR M EE,

(f)

quality of the physical inspection of the facility/holding/unit such as methodology and
quality of the inspection check list used, information provided by the operator in the
organic system plan, robustness of the mass balance and traceability checks, the
methodology used for the sampling and the inspection of critical areas;
Rib/FFED/RETHNYIERERE, GINEEFTENTIENRE, BVRSITTERE
REHMESR REFENTERMHRENREN, XENXBXERERXANT
=

(@

findings, status of the non-compliances detected and corrective measures applied;
RUER. REFRAKEKBRNYERETR

(h)

evaluation of the non-compliances identified by the accreditation body’s assessor but

not detected by the inspector;

SHAMEASTHE RIRFMER B E R ZIAIEE AR ITITE;
(i)

guality and completeness of the exit interview conducted;
BRERNREMNTEN

()



overall assessment of the effectiveness of the inspection;

BATHE e ERNB M
(k)

list of non-compliances detected, description and time line for the corrective
measures to be carried out by the control authority or control body to solve them;

MBI IEESFEE, FHIYVI DSRS0 R L o) @ SREXAY 24 IE $5 hE iR F0
SEIEY

()

in the case of a group of operators, a specific section providing a description and
evaluation of the effectiveness of the system for internal controls; and

EEEBWMRANBELT, —MEEMHMHEHN REREH R GH SRR TS,
(m)

an overall assessment of the capacity and reliability of the control authority or control
body for performing the certification activities, taking into account the outcome of the
assessment performed in accordance with section 2.1. Any other information
deemed necessary by the accreditation body or competent authority, including for
instance, reports and conclusions of additional witness audits.

xR HH A S EEFITINERE VR N £ 2ATHE, ZREIRES 2.1
THTIREER . SIMAMETEHERAMAAVENEEIRMER, HlwmssrL
UERRITRYIREMEEIE

PART B £ &%

1. The witness audit referred to in point 2.2 of Part A shall be:
1. A& A 5 2.2 RPEER ISR

(a)

carried out by the accreditation body or, as appropriate, the competent authority;

RINEYIAEEL, iER, EE LN,
(b)

based on a risk analysis and shall document the whole activity under witness;

ETHEETHE, HNEAERIEABERICRENEGS
(€)



carried out physically and may only be carried out remotely if so decided by the
Commission.

MITHERE, HFEARBAEZRZRENER A EIZEHIT

2. In addition to Section 1, the witness audit shall be carried out:
2. BT E 1 B, BNHTIEARIT:

(a)

for each category of products as set out in Article 35(7) of Regulation (EU) 2018/848
for which the recognition is requested. All non-compliances detected by the
accreditation body or competent authority shall be fully addressed by the control
authority or control body respectively, and confirmed by the accreditation body or
competent authority;

xHTRIE (BREKB) (EU) 2018/848 % 35(7)FMEMNE—K~m, XTHINT
BER. NI T E L /BAANE MR EIN HIZHV A= EIER 2 52 H R
R, FFRINEVIMESEE L EHIA.

(b)

for each category of products in a different third country, if the control authority or
control body requests or is already recognised for more than one third country; and
NFARBE=ZENEN~mEH, WREFVNEIEFLEEZRIEHSIE=EIA
o,

(€)

as a matter of priority in groups of operators, in case the control authority or control
body certifies groups of operators.

EARIERBHANML AT, AEHSFHEIEFITMSIAMERERBENERT.

3. For a control authority or control body recognised under Article 33(3) of Council
Regulation (EC) No 834/2007 (®) and included in the list established in accordance
with Article 57(2) of Regulation (EU) 2018/848, the information referred to in point 2.2
of Part A of this Annex shall result from witness audits carried out:

3. MTRFEEESKH (EC) 5 834/2007 55 33 (3) FIANTMKRENMNEE
A, FIIANRIELB] (EU) 2018/848 S5 57 (2) FEUMBERH, KM A
8 22 mPiEERAMREEHETHIIEREIT:

YM1 AM1

(a)


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0006
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32023R1686

during the last 3 years by their accreditation body or competent authority for the
purpose of their recognition under Regulation (EC) No 834/2007 for each category of
products for which the control authority or control body requests recognition in
accordance with Article 46 of Regulation (EU) 2018/848; and

i E 3 R, HEMENMREELBRE (BREXHFY (EC) % 834/2007 =
MME, AN MmEFNRIFAY, BERVSSET EERE (RBEELH1) (EU)
2018/848 S 46 KIERKIAT;

VB

(b)

in a third country for which the control authority or control body is recognised under

Article 33(3) of Regulation (EC) No 834/2007.

HE=E, HEGmsietTaRyE (RELBF) (EC) 5% 834/2007 S5 33
(3) ZFRFIAT,

However, for each of these witness audits, the accreditation body or competent
authority shall confirm that all non-compliances have been fully addressed by the
control authority or control body.

R, NFERMIEARTT, INEVMWRH T ELRBNTHIANTE AT S ENEREE
TEHES Y BB IEFVERR.


https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32021R1698

ANNEX Il fif#—

General and specific requirements for the annual report referred to in Article 4

—BAMRGER, EATSE 4 KAENEERSE

1. The annual report shall update all the elements contained in the technical dossier
as set out in Article 1(2).

1 FERENEHE 1 £%F 2 FHUENRABUEPEENFEEER.

2. The annual report shall contain the information of the control authority or control
body to be updated for the purpose of the annual report and shall include the name
and code number of the control authority or control body, mailing address, telephone
number, email contact point and website address, which shall include a direct link,
with an easy access from the home webpage, to the up-to-date list of operators or
groups of operators.

2. FERENBRANRHEREREMNBFTEFTNEEVMIEELENER, FHEERE
BENMWFEELENBRANRBES. iRt 81555, BFH4EREAR
Msbhit, HPNBFE—EEEE, NETERGREFNZERNIEE TS
o

3. For the purposes of the annual report, the technical dosser shall be completed with

the following:
3. hTRHIEERE, BANENBENTHE:
(a)

the control activities of the control authority or control body in the third country or third
countries in the previous year, per category of products, as set out in Article 35(7) of
Regulation (EU) 2018/848, including the information about the number of operators
and groups of operators as well as the number of their members (including
subcontractors, if the operators or groups of operators do not remain responsible for
the subcontractors) which were subject to their controls on 31 December of the
previous year, broken down by third country and category of products;
F—FEE=EHE=EES Y B EFVENEEIE, R mERNND, 1 (B
BEBIY (EU) 2018/848 % 35(7)%Frid, BFEXTZERFHEZEHAFAHEMNK
HRHE (BR7EH, NRZEFIZEFHEAT D EFHKIERE) NER,
XEFEREL—F 12 A 31 BXHEH, RE=ZEN~REXHNAD,



an undertaking that the control authority or control body has performed the required

updates of the translation of the production rules according to Article 1(2)(e) of this

Regulation or any other relevant documents required for the purposes of Article 46(2)

of Regulation (EU) 2018/848 or this Regulation;

—Iz&yE, BliEG Y REEGMEREAZIE 1(2)(e) KBTI HARIEREZEZN
(EU) 2018/848 %5 46(2)% B AEM BHIFTH AR, XA ~HNEFNLE

EHE T,

(€)

any update of the internal procedures, including the certification and control system
set up by the control authority or control body in compliance with this Regulation;
EEIXTABBEFNEHN, SIEREAENEZNBEZES S B EEVAREIAE
MI=H R G,

(d)

a link to the website of the control authority or control body, with the information
required in accordance with Article 17;
— PRI EENMREELANWNYE, BEREE 17 FMBENER

(e)

an annual assessment report of the office(s) where certification decisions are taken,
as referred to in point 2.1 of Part A of Annex I:

NR=E (1) MEETHERE, W4 1A B2E 2.1 SfR, EXERRE (1)
M IAERE

(i)

ensuring that the control authority or control body has been satisfactorily assessed by
the accreditation body or competent authority in the previous year on its ability to
ensure that products imported from third countries comply with Regulation (EU)
2018/848;

PRE L —FAMNAED, INEVSEERYME S EFIMEES EEHARNE=E
O miTE (REHEF) (EU) 2018/848 RYREAI#TT T MR THE,

(i)
confirming that the control authority or control body still has the capacity and the
competencies to implement the control requirements, conditions and measures set

out in Article 46(2) and (6) of Regulation (EU) 2018/848 and in this Regulation, in
each third country for which it is recognised;



HiAEH S RESEFHNENEELME (BREKH) (EU) 2018/848 £ 46(2)F1(6)%
UEARFZGIMENEFIZR . FHEMERNEDTRR, NTEHEATNENE=F

(iii)
including any updated information of the annual assessment report as regards the

results and an evaluation of:

BREXTIHEERMHENEETHERENETERER:

the checks of the files of the operators or groups of operators;

BRIERFBRIERBONMHeE

the list of non-compliances, as well as the number of non-compliances in relation to
the number of certified operators or groups of operators;

AMFEIUER, UESRINBRERSBRERABAGHERXNIEENEE

the handling of non-compliances and complaints, if any, with an explanation on the
corrective measures implemented by the operators or groups of operators for the
lasting closure of its non-compliances;

FERMFNLE (WH) | HFEPSEFNZEFTHE KA KRAEIEEGNTA
Fir SREREY 24 IE #8568,

the catalogue of measures and its implementation;
SIS SN

the risk analysis procedure;
RGP

the annual risk plan;

R

the sampling strategy, procedure and methodology;
XIEREE. BFMTE,



the changes to any of the procedures;

HEAEFNEE,

the exchange of information with other control authorities, control bodies and the
Commission;

SHMELE. EHNENERSZBNERIR,

the competence of the staff involved in the inspection and certification process;
HERAABRMINERENRA TS,

the training programmes;

Btx;

the knowledge and competence of new staff;
R THYFIRFIEE

the effectiveness and reliability of the activity witnessed and an overall assessment of
the performance of the control authority or control body;

TZOARFR B BN T F 1 AR IR HIAN A i 6 AR B A SO

other elements that the accreditation body or competent authority considers relevant
for the purposes of Regulation (EU) 2018/848;
HAIMEMHEELERBIAAS (BRBALKHIY (EU) 2018/848 BRIHEXMHME
EY

(iv) (iv)

confirming as regards the extensions of the scope of recognition to additional third
countries or categories of products in the previous year, the capacity and
competencies of the control authority or control body to perform controls in
accordance with this Regulation in each new third country or for each new category
of products concerned, if there are active operators or groups of operators.

BIANRT E—FHSEEY REFIMIE=ES /= mEH, =HRVBEIEHEEEESD



FHE = ES XS MR~ R NTRENAENEFINENMA R, WR
FEERNZEHBIZEBHA.

4. The annual report shall include the following information with regard to cases of
non-compliance and the measures taken:

4. FERENBREUTRXTERARMHEXBMNERNESR:
(@)

the number of physical on-the-spot inspections with and without prior notice;

WgkE (FEBME5E) HEE
(b)

the number of the samples collected in inspections with and without prior notice and
where applicable, the actions taken;

KWENHAKE, SRFEBIMKBHNGE, NXERNERTRRER
(€)

the number of samples collected due to suspicion, complaints or during an
investigation as referred to point (a) of Article 22(1) notified through OFIS as referred
to in Article 21(2) (OFIS case);

RREE. BOFSAEHTRAEHERESE 22(0)FQ@QFARRENFEREE, BT
OFIS ®@#1, M2 21(2)%Frk (OFIS =)

(d)

the number of OFIS cases of suspected or established non-compliance;

WIRNE WM AEI OFIS RUAEKE,
(e)

the number of non-compliances found, broken down into minor, major and critical
according to the classifications of non-compliances of organic or in-conversion
products laid down in Annex IV;

RIMAEHNEE, REME IV ARENENHEBRRAERD K, AP AR
M. FENELEN

(f)

measures referred to Annex IV taken in respect of operators or groups of operators in
cases of non-compliances.

HMAFFEMENER, HNEZEFLEEWHEXR. SR IV 195k,



5. When the control authority or control body has certified operators or groups of
operators from another control authority or control body, the annual report of the
receiving control authority or control body shall indicate for each transferred operator
or group of operators:

5. HEFIHF/HEFVMEINEREB B — =6 L BHIIEFVNRIERSRIERRHE
Y, flisdl S /EiEf N EERS NS EBNRIERTIRERBAE
He

(a)

the name of the operator or group of operators, its geographical location and its

previous certificate number;

ZERRZERENGR. HMEBENEREZATNIERRES,;
(b)

the name of its previous control authority or control body;

H2Z aiiEd i A= 6 EEA R R
(c)

the date of transfer of the control file;

SRS B A
(d)

the list and nature of open non-compliances and measures required by the previous
control authority or control body, if any;

ZITMAEEHBFERHMER, MEBIEFASIEFIAME R H R ERE
(e)

the measures put in place by the operator or group of operators to ensure that the
non-compliances will not occur again, and the date(s) of the inspection(s) carried out
by the new control authority or control body to verify that corrective measures have
been correctly implemented;

ZIZERNEERAAXIOER, MARAFRESNITAH, UEHEFINEHE
HSHETIRIRNEY, WESYEREEEEE ETRLE,

(f)

the indication whether the operator or group of operators was involved in any OFIS
case.
BRUERSREARRESS 5L ER OFIS Zif.



6. Concerning high-risk products referred to in Article 8, the following information
shall be provided:
6. XT5 8 ZAMSNR™MR, NREHI{TEE:

(a)

the list of the operators or groups of operators responsible for the high-risk products;

NRERE MR ERNBRERBENRE
(b)

for each operator or group of operators:
NTEMEERHBEERA:

(i)

the inspections carried out, indicating the date of each inspection;
ZRENITIEN, EREARENBE
(ii)

the sampling and analyses carried out;
Pt (TR RAE A 4

(iii)

non-compliances found; ZINiE N 1E R

(iv)

the measures applied; SCiEAYFEIE;

(V)

for each operator or group of operators that changed its control authority or control
body, the corrective measures and/or sanctions applied if non-compliances were
noted in the report of the previous control authority or control body;

NTFEN L EEFINRYEFVNENEEWEE RS, WRAELAEHME
ERVAMOIRE R LIRS, R BB/,

(€)

for each consignment showing a non-compliance:
NTFEHE RGN

(i)



reference to the certificate of inspection for imported consignments;
S O TINRKIES

(ii)
overview of sampling analysis results that indicate the presence of residues of non-

authorised substances;

R R PAFERER Y EIXE R DTS

(iii)

investigations and follow-up measures taken by the control authority or control body
in case of commingling or residues of non-authorised substances found in the
consignment, including the decision concerning the consignment as well as
confirmation that operators have taken corrective measures.

X B EFVMERIA Y T FEIFRRYEUR S 3R BEY N XA NG
SN, BREXTRYHREUEBIAMRERE XY LEHEE.

7. For authorisations for the use of non-organic plant reproductive material in
accordance with point 1.8.5.2 of Part | of Annex Il to Regulation (EU) 2018/848, the
following information shall be provided:

7. RIBEREEI (EU) 2018/848 Mif4 | H—HHE 1852 AXTEENENE
EMRMEREN, NRHEHNTER:

(a)

scientific and common name (common and Latin name);

PEEEEs (TREMATR) |

(b)

variety; it

(©)

number of derogations and total weight of seeds or number of plants derogated;
BRHEENMHFHIEINEEE,

(d)

number of operators and groups of operators which have been granted an
authorisation.
EENNEZERHZERANE.

8. For derogations granted in accordance with points 1.3.4.3 and 1.3.4.4 of Part Il of
Annex Il to Regulation (EU) 2018/848 for each non-organic livestock species (bovine,



equine, ovine, caprine, porcine and cervine animals, rabbits, poultry), the following
information shall be provided:

58 8 & XTRIE (MHEKHBI) (EU) 2018/848 Bifff Il EE_#P5H 1.3.4.3 KA
% 1344 R THHRL, HNEMEENHEDM (£, B F. LFE B B
BT RKB) , NEHENTEER:

(a)

scientific and common name (common and Latin name i.e. species and genus);

BEritay (fHMENSERATR)
(b)

breeds and strains; &fFlHE

(©)

production purposes: meat, milk, eggs, dual purpose or breeding;

£FBEMN R 49 'R WEARNEE
(d)

number of derogations and total number of animals derogated;

BB EMWEAN Y D

(e)

number of operators and groups of operators, which have been granted a derogation.
ERBNGERNEEHMEEWREHE.

9. For authorisations granted for the use of non-organic aquaculture juveniles in
accordance with point 3.1.2.1 of Part lll of Annex Il to Regulation (EU) 2018/848, the
following information shall be provided:

EhF RIE (REHKG) (EU) 2018/848 Fift Il E=# 5 3.1.2.1 KR THITE
BHUKFFRESEEATY, MRENTES:

(a)

species and genus (common and Latin name);

mFE (ERBALT )
(b)

breeds and strains when applicable;

miH@mE (NEA) |
(c)



total number of derogations and number of juveniles for each species;

ERRBENSHIMNRREALE
(d)

number of operators and groups of operators, which have been granted an
authorisation.
ZERMERNNZEREIME.

10. The annual report shall contain any other information deemed relevant to satisfy
a specific requirement of Regulation (EU) 2018/848 by the control authority, the
control body or the accreditation body.

F+% FERENEEEFENM. ERVMSIAMENEIAASHE () 2018/848
SEMNREEREXNEAEMER.



ANNEX Il fiE=

OFIS template as referred to in Article 21(2)
{EUR-Lex - 02021R1698-20230908 - EN - EUR-Lex) ZAXI 21(2)%Frfg OFIS
Rk

Template for a standard reply to a standard international notification on
suspected or established non-compliance

Btk: SIXEEM T E T AT EHH EfrBAILI e B R

A. Investigation A. A&

1) Which control authority(-ies) and/or control body(-ies) are/were in charge of the
investigation?:

1) MAEENM (1) M/EEENE () AFTEE?

2) Describe cooperation between the different operators and competent authority(-
ies) or, where appropriate, control authority(-ies) and/or control body(-ies) involved,
in the different countries involved (if any)?:

2) HRAAREIZEFMEERIH, MEM, KEVWSEEVMZ BT RNAREE
K (F) BNEEER’

3) Which investigation methods/procedures have been used?:
3) AT WMEIRETTEEF?

For instance, have the operators concerned been submitted to a specific control?:
B, HXEEFERCEIIRHEERES"?

Have samples been taken and analysed?:

EXREFOTEHEARTD?

4) What is the outcome of the investigation?:
4) AEERZTAY

What are the results of the inspections/analyses (if any)?:

WEIDTER (7)) 247

Has the origin of the non-compliance/suspicion of non-compliance/other problem
raised been cleared up?:

EBZRAEHFHRA SN H M B BAER T L7




What is your assessment of the seriousness of the non-compliance/suspicion of
non-compliance/other problem raised?:

RN EILTRA S HEAM BB = E TR E?

5) Has the origin of the contamination/non-compliance/suspicion of non-
compliance/other problem raised and the responsibility of the actors been clearly
identified and established?:

) BRINERSHEAGHMRBEEEEREE, BXITHAENTEIEEE B
SRETHHL?

Comment on the origin of the contamination/non-compliance/other problem raised
and the responsibility of the actors:

MRS R A G HAMEBAEFENS 5 ENTEHRTHL:

6) Have the operators identified been involved in other non-compliance/suspicion of
non-compliance/other problem raised cases in the last 3 years?

6) A X 3 £, XEEERFEEEHMASH/ BHRASHHERARGHERHR
NS vl

/’J/&~

Comment on the operators identified in other non-compliance/suspicion of non-
compliance/other problems in the last 3 years:

Mg E 3 FARMIFEAFERIEESH/H M) E P #ENFRIERFTHL:

B. Measures and penalties:
B. AL

1) What preventive and corrective measures have been taken (e.g. as regards the
distribution/circulation of the product on the Union market and third-country
markets)?:

1) EXBT WML FAERMYERRE (flin, X Fr-aERBmHME=EHiHnns
Hhm®) 7

"2) What actions in case of non-compliance/suspicion of non-compliance/other

problem raised were taken on the operators and/or the products concerned? (3):

2) EHIAEM/EMMAR SR/ E RIS, XNEKZEH M/~ MR T WRLEsT5h?
(1) :

(Y)Mode of actions (written form, warning, etc.)?:
(D) AR (BEER. BEEF) °



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0008
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#E0007

Was the certification of the producer/processor limited, suspended or withdrawn?:

HEFEMMIZFENINEREXERSE . GEEEE?

Date of entry into force of the actions (if any) (DD/MM/YYYY):
4 BEE (F) (DD/MM/YYYY)

Duration of the actions (if any) (in months):

AR (#F)  (R) ¢

Control authority and/or control body which adopted and applied the actions (if any):

125 4 B/ REGE LTS (a078) B9

3) Are additional inspections planned at the operators concerned?:
3) BREITNINEXEERHTIIMGE?

4) What other measures are the control authority or control body planning to
prevent the occurrence of similar cases?:

4) =8 L BEIEF VAT REURL E MR IEER B LE R ONBE R KLY

C. Other information C. =&

D. Annexes D. {4

Reply comments: [@ & 112

Contact point BEERZ 7=

@

Mandatory fields. 2 EHZEZ,

@)

Measure pursuant to Article 29(1) and (2) of Regulation (EU) 2018/848 and
Article 22(1), (2) and (3) and Article 23(1) and (4) of this Regulation.

RIE (REKBI) (EU) 2018/848 55 29 5 1 HAE 2 RURAFHIE 22 &
1 E 2 FHWE 3K MUERE 23 £5 1 FME 4 KON ERBRHHERE.




ANNEX IV #1419

Catalogue of measures referred to in Article 22(3)

AR, SRE 223)%
PART A £—B4%

Elements for the development and application of the catalogue of measures

B E RETIFR T B 5

1. Subject to Part B, the control authority or control body may classify cases of non-
compliance as minor, major or critical, on the basis of the classification criteria in
point (b) of Article 22(3) when one or more of the following situations apply:

1. £ B HOMMET, =HE /R MURIESE 22(3)%(b) = Y7 KAR
K, BAHEMENBRANTARM. EAHTE, HEAUT—MKEMHIERN:

(a)

the case of non-compliance is minor when:

RERBHEUATERTERD:

(i)

the precautionary measures put in place by the operator are proportionate and
appropriate, and the controls that the operator has put in place are efficient according
to the assessment by the control authority or control body;

KR IEFNTLEREM LA BB EN, BIEELENE RERRIEEREYIMHN
EREEENIHERE N

(i)
the non-compliance does not affect the integrity of the organic or in-conversion
product;

RNERMAZ BN L R TEME,

(iii)

the traceability system can locate the affected product(s) in the supply chain and the
product can be prevented from being imported from a third country for the purpose of
placing that product on the market within the Union with reference to organic
production;

EBWEST UEMHNEPREZEN~ R, FETMBLEZSmMNE=EHO, BN
ETRZTmalkBATip HEE, SRANES



(b)

the case of non-compliance is major when:

REARGEUTEATRATE:

(i)

the precautionary measures are not proportionate and appropriate and the controls
that the operator has put in place are inefficient according to the assessment by the
control authority or control body;

TR A E Y BRG], EERXNENE REERBEERVMNEERE T ENITEE
&SN

(ii)

the non-compliance affects the integrity of the organic or in-conversion product;

ERTAZMBY SR REYTEM,
(iif)

the operator did not correct in a timely manner a minor non-compliance;

BIERRENUERBNAERITA

(iv)

the traceability can locate the affected product(s) in the supply chain and the product
can be prevented from being imported from a third country for the purpose of placing
that product on the market within the Union with reference to organic production;
e T INEMBERETREZWA~R (1) , FETMUBIEIZ™ mME=E#
A, BRETHZ-maRXATy LHE SRENLES

(c)

the case of non-compliance is critical when:

REREHEUATERATEXEE:

(i)

the precautionary measures are not proportionate and appropriate and the controls

that the operator has put in place are inefficient according to the assessment by the
control authority or control body;

FBHEME TG S B AL, 5 R SEAE A S AR B AR 45 R A
MEET

(ii)



the non-compliance affects the integrity of the organic or in-conversion product;

A BB AT B
(iii)
the operator fails to correct previous major non-compliances or repeatedly fails to

correct other categories of non-compliances; and

BRIERREHUEZRINEANEMSREREYEHMERNNIFEERITA
(iv)

there is no information from the traceability system to locate the affected product(s) in
the supply and the products cannot be prevented from being imported from a third
country for the purpose of placing that product on the market within the Union with
reference to organic production.
RATERMRGRENEEREMBNEP T 5m, BEIXAMIEXE™ R
FZEHA, NERBERRE>RRAENESTS,

2. Measures 2. 2

Control authorities or control bodies may apply one or more of the following

measures in a proportionate manner to the listed categories of cases of non-

compliance:

BEEMSREBEYAT DUIRREEBIRN, XI5 A9E R 4K R R —I Z UL T
Hh:

Category of Measure &

non-

compliance

TEREH

Minor #5/) Submission by the operator of an action plan within a time limit
setting on the correction of the non-compliance(s)
T RREEENEN BARZYUE (REHM) NEiE

Major F 2 No reference to organic production in the labelling and advertising

of the entire lot or production run concerned (crop(s) or animal(s)
affected) according to Article 42(1) of Regulation (EU) 2018/848

TR TEVNEFEREXMRLEFHR (REWNEDSY) 1
REMTEPNRE (RERBEZEM (EU) 2018/848 2 42 (1)

%)




Prohibition of import from a third country for the purpose of placing
that product on the market within the Union as organic production
for a given period according to Article 42(2) of Regulation (EU)
2018/848

BIENE=E#HA, BENETHZ-REABINEFERKETHR
HE, RIE (BRBELRF) (EU) 2018/848 2 42 £% 2 HHM
E, E—EHRAZL#HO

New conversion period required

W REAE K

Limitation of the certificate’s scope
UEB ST BBl A9 PR

Improvement of the implementation of the precautionary measures
and the controls that the operator has put in place to ensure
compliance

B LR TR HE e RIS B AT RS AL M KA = 6 i

Critical %8

No reference to organic production in the labelling and advertising
of the entire lot or production concerned (crop(s) or animal(s)
affected) according to Article 42(1) of Regulation (EU) 2018/848
EXRTEVNEFEREXMRGE (ZLWNIEDS ) RS
fr&PiRE (RIEREER (EU) 2018/848 % 42 (1) %)

Prohibition of import from a third country for the purpose of placing
that product on the market within the Union as organic production
for a given period according to Article 42(2) of Regulation (EU)
2018/848

BIENE=E#HA, BENETHZ-REABINESERKETHR
HE, RiE (BRBELHF) (EU) 2018/848 2 42 £% 2 FHHM
E, E—THRAZIL#HO

New conversion period required

R EAE R

Limitation of the certificate’s scope
UEB ST BBl A9 PR

Suspension of the certificate
EREZ




Withdrawal of the certificate

HIHILB

PART B £ —&%

List of cases of non-compliance and the corresponding classification

mandatory to be included in the catalogue of measures

T EEPEERRFEM AR ST ES I 53

Non-compliance &~&#1 Category %
il
Significant deviation between input and output calculation (mass Major &

balance)
MANRHITE (REYSE) ZBFEEERE

Absence of records and financial records showing the compliance with
Regulation (EU) 2018/848
RN FIEXERTFE (BRHE) 2018/848 SiEMAYERERK

Critical <5

Intentional omission of information leading to incomplete records Critical <&
BRERSBUCEKATEMNESR

Falsification of documents connected with the certification of organic  [Critical <&

products

HES BV~ mINEREXA S

Intentional re-labelling of downgraded products as organic Critical <&

R RBER T~ mEFIRC AB

Intentional mixing organic with in-conversion or non-organic products |Critical <

BRBEAEImEERAPHFERIN~RRE

Intentional use of non-authorised substances or products within the Critical <

scope of the Regulation (EU) 2018/848

A (B (EU) 2018/848) SR MIEAY RS~ S

Intentional use of GMOs Critical <&

HREAEEREY

The operator refuses the control authority or the control body access |Critical <&

to premises subject to controls, or to its book keepings, including




financial records, or refuses to allow the control authority or control
body to take samples

BERBEEE Y BEFVNMHNZIZES A, SUANENKE, S50
FILFK, FIELE VTR L B B

(1) Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical
nomenclature and on the Common Customs Tariff (OJ L 256, 7.9.1987, p. 1).

(1) 1987 £ 7 B 23 BEE=XZEM (EEC) 5 2658/87 SXTRBMGIT KU
RIRIEISH (RAAM L256, 1987 £ 9 57 H 11 .

(%) Commission Delegated Regulation (EU) 2021/771 of 21 January 2021
supplementing Regulation (EU) 2018/848 of the European Parliament and of the
Council by laying down specific criteria and conditions for the checks of documentary
accounts in the framework of official controls in organic production and the official
controls of groups of operators (OJ L 165, 11.5.2021, p. 25).
(2) MBZRRZFXZEM (EU) 2021/771, 2021 £ 1 B 21 H, #HREEMUSHIE
<EM (EU) 2018/848, MEEAN 4B HIEHIFRIEERHAE T IEFIERAX
XHWRPHTRENESIVENEYG (B AR L165 2021 £5 B 11 B, &
25 m) .

() Commission Implementing Regulation (EU) 2021/279 of 22 February 2021 laying
down detailed rules for the implementation of Regulation (EU) 2018/848 of the
European Parliament and of the Council on controls and other measures ensuring
traceability and compliance in organic production and the labelling of organic
products (OJ L 62, 23.2.2021, p. 6).

(3) MBZRALKMEKH (EU) 2021279, F 2021 &£ 2 B 22 HHlE, METK
MR ER X TAVE MBI~ RArE N BRI S IES & EhEEN
%51 (EU) 2018/848 (L4 (BE77/~# L 62, 2021 £ 2 H 23 H, % 6
) .

(*) Commission Implementing Regulation (EU) 2019/533 of 28 March 2019
concerning a coordinated multiannual control programme of the Union for 2020, 2021
and 2022 to ensure compliance with maximum residue levels of pesticides and to
assess the consumer exposure to pesticide residues in and on food of plant and
animal origin (OJ L 88, 29.3.2019, p. 28).

(4) REZR% 2019 F 3 B 28 AMAmHITENSl (EU) 2019/533, XTFHRF
BRARKLEREIT D EEFEMED YRR R RAKEBONRKG KR


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0001
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0002
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0003
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0004

2020 £, 2021 70 2022 FiMEZFERES I (E77/A%k L 88, 2019 & 3 A
29 H, % 28 1) o

(®) Commission Decision 2004/563/EC, Euratom of 7 July 2004 amending its Rules
of Procedure (OJ L 251, 27.7.2004, p. 9).

(5) BRBEBZ % 2004/563/EC, RUMERFHEFHFEIA 2004 &£ 7 A 7 HREBHERE
RN (B75A# L 251, 2004 £ 7 B 27 B, % 9 T1) .

(®) Council Regulation (EC) No 834/2007 of 28 June 2007 on organic production
and labelling of organic products and repealing Regulation (EEC) No 2092/91 (OJ

L 189, 20.7.2007, p. 1).

(6) BRBIEELEM (EC) 25 834/2007 =, 2007 £ 6 A 28 HXTHNE~HE
M= mAin%, FEREM (EEC) 5 2092/91 5 (E75/A#k L 189, 2007 £ 7 H
20 H, #1711 .

Top Tinx


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0005
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#src.E0006
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02021R1698-20230908#document1

