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Jll  Your benefit — our expertise AEAT AL EAR NGRS knoell
Q

Think alobally, aet.locally
IARTRSR, AL
r go-to partner for
registration —worldwide
B0 S BR EHLAR % S HAN £

> 25 ycars, privately owned
B 25F Tl a IR ER

......

Leading provider of regulatory services af
risk assessments

EBRUTST RO B0 AR 55 A0 XS P B B S

Global regulatory compliance :ange of critical regulatory areas covered
EIREINERAE F AFTA XS

> 500 experts#Bit 50001 % R

Experts from a varie > 30 languagesiZ#30% #if S k55

disciplines : : = —

e > 20 locations on 3 continents20% &K 4 22 7],
FEHERBARZEFR B3N

In-country registration and fi Own companies plus network of cooperation

A X AR : B iC FOHE 85 partners & ith 5343 8]+ 7] SE B & E (KR AL HI
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Il knoell worldwide® FE£¥K 5N knoell

Our experts are located in North

:. America, Europe and Asia with

Y partners worldwide.

= BRLRAMELE. BN
BEIREF B EBK

'r __ If a country is not covered by your
ST 4 interest, please contact us. We
\ can make many things possible
and are continuously expanding.
L MBEREMNBHOERRAIEEN,
< T THERREA BMNBKREREKE
prRBN R AT,

[ knoell puriners "-II. e :;}"

O knoell componies ;}; ’J!a f"_}’-')h

knoell coverage [thraugh !;,_;' > =
knoell companies) ’%_\f ii‘ - .

service coverage can vary per country due to resources and
Credted with mapchart.net expertise

HATFRRM L LANMTR, Ry ESCHATREREERMS.

(11 1
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Regulatory solutions for your key market it

iR RHEABRTHRHEBRAE knoell

h)}.‘

CHEMICALS CROP PROTECTION
=R 1R

ANIMAL HEALTH
iR

CROP NUTRITION COSMETICS FOOD & FOOD CONTACT MATERIALS MEDICAL DEVICES
fErES iz REFEREMAR EXhg- 1
(11 1
| Author: knoellGROUP | Classification: public | Document status: released © 2023 Property of the knoell group 4
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Il OQualifications of our Experts® &% ZRHB\

worldwide
registration

knoell

Engineers
Ti2m

Document name: CAC 2024

Food chemists
BmiLER

Biologists
EMFR

| Author: knoellGROUP

Software
developers

KA RE

1
| Classification: public

More than 500 scientists work
globally on projects for substance
and product registration. Tailored,
multidisciplinary and multilingual
teams of experts with years of
experience will move your projects
forward.

Z£IXA 500 ZEBARALRMNEFMN
R mGEM O HEER S
FLEENTRARMNESESH . %
FHRAZE S FI K EH R0
B

| Document status: released © 2023 Property of the knoell group 5
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knoell

Il 'ntroductions it

™
Qv

(ﬂ/Prot on, Nutrition &

» Over 25 years’ experience gained in consul government sectors.
Working in multiple legislative areas includi , fértilizers, and biocides.
Has a proven track record in the strategi
them to the market.

» Dr Knoell Consult Ltd, Head of Division Regulatory Affairs C
Biologicals

MEREYRY . ERMEYE 2KENESMTA
» Head of Division: Sean McCarthy

TRINT& W, TAABRFERT] TAE i 8 1 ST T 2 D ALAUIR T, S 1E1E
PRI ESRRIEYR K5, TS IR i ; Y 73 E A I

prersity of Sussex. And continued onto

post-doctoral research st oligue De Louvain, Belgium.

ARBKRFE(EREBB
Z LRI &R EH

1 7
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Registratio 61%3
Agriculturg North Africa

— MoroggaG \‘\ pria, Tunisia and Egypt
% P2 NN Ik (BE& 3, /R R AL
22 e 0 3% 3P i it

ticide Products for

s Il Agrochemical Conference — CAC 2024
$ S EE KR Em R ERE R
(BP0

L4 3 P
N an McCarthy

oell Consult Ltd
ead of Division Regulatory Affairs Crop Protection, Nutrition & Biologicals -
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Il Market Overview in North Africadt ez R ™ knoell

b Morocco, Algeria, Tunisia and Egypt key markets in the North African region for pesticid@kts ‘gricultural use
FEE& S /R R AL, ZREHTFE R 2AL e R A RA L - R EET T, ‘

b Agriculture is driven by the topographic characteristics of the land and climatic
AV E S 52 0 RS AFE FI SR S A4 O 2R 50

b Average contribution of the agricultural sector to their total gross dome
ANV ER T TN EEE R A S H (GDP) I 51BN 13%,

b Up to 50% of the population involved in agriculture
=1R50%B A O MR A 78R TR

b Pesticide demand highly dependent on imports
RAF RS ERBLED,

b National plans to support agriculture
Irrigation Water Saving (PNEEI), etc)

XERO R BR L RSO RN

b Egypt is the largest agrochemical m ption, valued at US$350 million, followed by Morocco with $220 million, Algeria with

$90 million, and Tunisia with $50 million

FARZGHENAE, RREBRAMLICTS, M E5t, HRZERF2.2{¢%5T, F/RKRFII90005%TT, EEHS500075 KT

*SOURCE: Christina Xie (2019).Observation of North African Market: Morocco moves towards environment friendly agrochemicals to support ‘Green Moroccan Plan’ https://news.agropages.com/News/Detail-32431.htm

14 ”
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Il Varket Overview in North AfricadtJEmi3 8N knoell

Key Agriculture Figures Morocco Tunisia Algeria

FERIHIE EE& S EJELE o] 7R R | I 3

Agricultural Land - o - 0 - o

Kl B 9 million Ha (15%) 5.5 million Ha (32%) 8.5 million Ha (3.6%)
Irrigated Area - - -

EHEM 1.5 million Ha 0.42 million Ha 0.987 million Ha

Number of Farms - - .
R 1.8 million 0.516 million 1.198 million

Average Farm Size
RipIE 5 Ha 10.2 Ha 8.6 Ha
Farm smaller than 10 Ha
INF 0GR 0% 5%
% of GDP (2017) 0 0
GDPEE% (2017) 17% 12%
% of employment (2017) 38.8 % 16% 1 from Ministry of agriculture Morocco, ONCA
FhlE % (2017) ' & B A0 ER, ONCA
2 from Ministry of agriculture Tunisia, National Statistical Institute (INS)
Cereals B\ ERFIEI R 4 1 HREE AT (INS)
Vegetablés 3 from Ministry of agriculture Algeria, Office National des statistiques ALGERIE
crops, (ONS) ‘
W Strawberries, heat, Rice, FAl R B R AN EBFIEIR Gi 1T /0 2 = (ONS)
ifg& 12?@5 Grapes, Citrus, Maize, 4 from Ministry of agriculture Egypt, Egypt Data portal
Fruit trees Cereals TR ARV ER AR B SR ] - i

a1, RN,
85, A%, A,

HiE, %, 1%,
AR, K, &4

R SOURCE: Christina Xie (2019).Observation of North African Market: Morocco
moves towards environment friendly agrochemicals to support ‘Green Moroccan
Plan’ https://news.agropages.com/News/Detail-32431.htm
Output value of the
agricultural 15,370 3,356 14,314 27,127

industry in million Euro

Rl =& (BRHET)

1 7
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Il Market Size — Moroccomi3gliE-E &

worldwide
registration

knoell

Crop Q I/ Cultivated area (ha) ProWn ®
£ ‘ HE@R (A5 FEE (M)
. Other Hfth Cereals (durum wheat, s
Leguminous o % . P 5.300.000 8.000.000
[CATEGORY 2% ﬁ"-‘r@ (ﬁﬁ*ﬁ’]‘i\ iAE/J\
NAME]
3% Pulses (broad bea 385.000 280.000
Vegetables )
if ke
3% 70.600 376.000
Fodder Zif 44.000 48.000
5%
ans, other)
Fallow fkit 260.000 7.700.000
12%
7.166 203.000
- d, apple, apricot, plum, peach
Fruit t
! ;;T’es x 265.000 884.000
= 7 Jk RS Ak
16% :F%\ [=]RN ?\ HHH/HEIHI:)
85.000 13.000.000
680.000 2.500.000
Date Palm #f=& 48.000 90.000
Rice X% 6.500 50.000
SOURCE: R. Harbouze, J.-P. Pellissier, J.-P. Rolland, W. Khechimi (2
Rapport de synthése sur I'agriculture au Maroc. [Rapport de recherche] Perfume rose ZF7KILIR 80 2.000
CIHEAM-IAMM. 2019, pp.104. fthal-02137637v2
Saffron E4L1E 60 3

Document name: CAC 2024 | Author: knoellGROUP | Classification: public

| Document status: released
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Il Market Size — AlgeriatigHiAE- /R B FI T knoell

Alfatiere soils

Forest land #iith 5 Unproductive land
[PERCENTAGE] Alfag_e(;;)i ' e 4 i+ i
=\ N 6.0%
\\ Herbaceous crops
BEXE
Unproductive land Toal 29 aEI- —
\ =1 H
not used for e ZES. o Restmgiliznd i
agriculture JER
= 6.5%
78.8% Natural meadows
RAER
0.1%

Fruit trees B#¢ | Vine BRA1EY)
2.1% 0.2%

SOURCE: Statistique Agricole 2019.
I'Agriculture et du Développement Rur:

B”. July 2021. République Algérienne Démocratique et Populaire, Ministére de
5 Agricoles et des Systemes d'Information

13 1
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Il Market size — Algeriafi 4% -FI/R R FIE

Production (t)

Crop Cultlvat r&
/,_}

1E49 8 (M)
Winter cereals (durum wheat, barley, soft wheat, oat, triticale)
LERY BRIE, KAE. RE 5. BhE) 16500 5625990
Spring cereals (maize, sorghum) =&Y (XK, &) 7.295
Industrial crops (tomatoes, peanuts, tobacco, other) 5514 (Fan. L4, HES) 1.717.818
Pulses (dry broad beans, chickpeas, lentils, dried peas, dry beans, other) 136.229
2% (F&E. BEE. I\RE. THE., TE2F) )
Vegetables (potatoes, melons, watermelons, onions, peas, fresh broad beans, to
peppers, carrots, zucchinis, garlic, fresh beans, cauliflowers, turnips, eggplants, ar,
cabbages, other) 14.670.041
sk (L85, K. AL, FRL B85, EERT. Fn. #wl. #E N BES F S
;g\ %*HK%\ % |\\ %Hﬁ'?\ EEﬁ'J\ ’L,\;E:—F.F)
Forage crops {aHRHMES) 959.841 5.260.891
Citrus (oranges, clementines, lemons, tangerines, pomelos)

= 744 1.583.4
B GET. IHE. 51 BT, BT 63 °83.493
Vines (table grapes, wine grapes, raisins) fE A &4 (] 61.676 549.833
Stone fruits and pome fruits (almonds, apples, ap
cherries, medlars, quinces, carobs, other) 117.681 1.646.053

BREMBRIEAR (BZ, ER &F ¥ #

Number of trees B AKE =

Production (t) =& ()

Date palms #}7=& 16.508.912 1.136.025
Olives 15 43.474.114 868.754
Figs Fcfb5R 4.855.726 114.092
(11 1
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SOURCE:
Statistique
Agricole 2019.
Superficies et
Productions
Serie “B". July
2021. République
Algérienne
Démocratique et
Populaire,
Ministere de
I'Agriculture et du
Développement
Rural, Direction
des Statistiques
Agricoles et des
Systemes
d'Information
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Il Market size — Algeriarfi3z i -B /R B I ”\/b‘ knoell

Herbicides f&

= 83
0 ..

30% Fungicides % 69.5
= 77
40%

Insecticides 0
FREF
0 .
30% egetable crops Arboriculture Cereals
RRAEY RIS 7“1
® Fungicides &E | ®Insecticides 3#15| mHerbicides FREF
SOURCE: Merabet C. & Bouguetaya M.(2022). Rapp sanitaire sur les Pesticides Commercialisés en Algérie. Mémoire en vue de 'obtention du

Document name: CAC 2024

Dipléme de Master. Université Mohamed El Bachi

imi B.B.A. Faculté des Sciences de la Nature et de la Vie et des Sciences de la Terre et de I'Univers.

(11 1
| Author: knoellGROUP | Classification: public | Document status: released © 2023 Property of the knoell group 13



worldwide
registration

] Market Size — TunisiafigHl4E-REH ™ knoell
@

-
,19

Pulses Z#} 75.000
Citrus #H#% 528.400
Fruit trees (except Citrus) S (FH#EFRIMN) 3.136.000
Olives ##fs 2.000.000
Dates #H& 332.000
Vegetable crops (tomatoes, melons, wat:

onions, peppers, artichokes) 4.052.000
m(EH (Fan, MK, A, F&

Industrial crops 255 {E4 18.470 -
Fodder E#} 416.950 5.163.800

SOURCE: Ministéere de I'Agriculture. Institut National de la Statistique

14 ”
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Il Market Size — TunisiafiigiE-EEHT ™ knoell
Number of products
=]
Famd R Fungicides
Fungicides & 462 REF
.. N 47.1%
Herbicides [& &5 226
Insecticides % 5 5| 228
Others EH b
Total =1t 0
SOURCE: Guidephytosanitaire.tn
Herbicides
PREEF
23.1%
14 ”
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Il Pesticide Registration Overview R Z5 &R

worldwide
registration

N knoell

nd organisation)

bl‘h specificities at national level

» Separate procedure for each North African country (different |

BT ILEEREE B S IRIMIZICRIE (FREMARIIE B

» Registration process and data requirements in general
(specific guidelines and forms)

ZWREMBEER LA LAY, EETERMEE
» Registration process and data requirements also
PRE R E LTI EZE K AL

- Regqistration of same/similar pesticide products
registration in these countries

AR ESEMERE ICHE B SR

U or oth

coygtries facilitates preparation of application for

e pccupied Palestinian nm.u.  (0PT) - 3/ .
Document name: CAC 2024 | Author: knoellGROUP | LlassHicauon. puni S bocunient swws. reledsey \W'2U43 PTOperty O e KNnoel group 16
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Main Basic Requirements for Registration&ic i RE R AR ER knoell

@
a‘country of origin.

yETERT (AS) T4 E B R R R/IR

y Wazardous AS can be problematic)

» Valid registration of the pesticide product in an OECD co
R AL S ML (OECD)ER M/ A EMA K&

» Active substance (AS) is not banned/restricted |
* Authorisation in EU does not guarantee the
FREE RIIR M F TR RIEASR A VT (B E

* Tunisia: AS must be approved at least in o
ZEHT: AS Wi EDERREE.

U, USA, Canada, Australia or Japan
KN (Epz—) ks,

» Registration holder: a legal gntity

distributor

ZUUFA AN BXERN HiZ AU OB o a5

Documen t name: CAC 2024 | Author: knoellGROUP | Classification: public | Document status: released © 2023 Property of the knoell group 17
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Jlll Other Important Requirements HiEEER

b Registration of the AS: not necessary
SEMEMR (AS) B0 £ F
* Information on the AS is supplied with the registration dossier of the pesticide
AX AS MER G R mAFILEE—ERRMY,
*  The source of AS must be declared and a Letter of Supply (LoS) (and L
R AS BOSKRIR, FFIRHBEHETTER (LoS) (RO AE, LoA),

knoell

equired

b Efficacy trials (1 season for Morocco & Algeria, 2 seasons for T
carried out locally in the specific country
20K (B FMFUR R FT—F, REHMERARE)M
«  Efficacy trials from other countries only as supportive info
H th E R84 24 30 AR A BE B
*  Product samples and analytical standards will be required
= ERM S AR S AT AR (U A VFRT

hem/ PHI (Egypt) determinations to be

s EER S HHET,

b Studies for Registration Dossier:

GLPE LA BIRER . GLP

b Legalisation of documents: neces
™ & 5kt GAER/EAHIE) B X
* Registration Certificate in the co
Rr=E/4 & 4141 (OECD)
*  Authorisation Letter
=R
*  Quality Warranty Certificate
J5i 2 RAET

14 ”
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knoell

Jlll Other Important Requirements HiEEER

» Submission of application FHiE123z:
«  Specific periods for each country (not fixed, may depend on the ty
BTERMAEANER (FEE, sTREBUR T AL ™ ;i
« Physically by local distributor/local company

FR 2 Hh 5541 7/ 2 #h 48 B 1 ST BLARIRAE

» Communication with CAE F&# % f358:

« Through local distributors or local contacts, dire
not possible

o) 24 0 53 P B 2 M R AT

mmunicatign of fogeign company with the CA is

MR ITHE,

D Registration renewal &0 2EH1:
« Complete dossier for Algeria, for Morocco

Bl /R Be FIINIV. . 38 JE Hir #1105 ST 1LY B R R R IR MMERNEICEE,;

< Valid registration in OECD g

##ABHZ (OECD) E

14 ”
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] Main Competent AuthoritiesEEEEHLX F\}b‘ knoell
dﬁ co‘dered as biocides in

» Pesticides for agricultural use (PPPs, fertilizers, some pro

EV)
RN R (RELR™ &, ABH, BRESAILAE YR KR ‘
Morocco: Ministry  of  Agriculture,  Fisheries, ment, Water and Forests

(http://www.agriculture.gov.ma/en) and National Office
(https://www.onssa.gov.ma)

BES B A, il RFR R IKFIFIFRAAAR

« Algeria: Ministry of Agriculture and Rural Devel

of Food Products (ONSSA)

(ONSSA)
.dz/), Directorate for the Protection

of Plants and Technical Inspection (DPVCT), Sub igtrations and Authorisations

//\ f //" s
4 i
/

"/
/

«  Egypt: Ministry of Agric
(http://lwww.apc.gov.eq/EN/

BB RN E R EHIATS

agency Agricultural Pesticide Committee (AP
4

{ ’

v
W
\ 5

r

14 ”
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worldwide
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Il General Registration Process— & it f2 knoell

N\

Submission of Application
(Registration Dossier)
RIZHIFE (BiglR)

I
( Completeness Check & Pre- )
study of Dossier

. ERTEMwEERmIEYE

>

s
=

HRRET

Registration
Procedure Stops
gt

[ Dossier Not Admitted

r Dossier Evaluation
L BRI
|

Dossier Acceptable
EREHE

Conformity of Samples &
Efficacy Trials Approved

HRFamE/HHAEE

(Js H & VO H¥3F) 4 € ~i

Overall procedure — 3 years (depends on CA workload)

MR FFEirEZ Iy UR=E 1A
AR B HED) I
Overall Evaluatjon of
Registration Data$f{#& & A1 T44
Procedure Stops
Bic&iE Registration granted for Refusal for Registration
10 years (6 years in BE &I
Egypt) B i BXHAA 104 =
(KRB AR6%E)

11] 1
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Technical DossierBiARRYZE

I, Active Ingredient Dossier;&E R 71 E

Documen t name: CAC 2024

Identity of the AS
ETE R T I TE

Studies on Physical & Chemical Properties (may r.
SEEY R EERE M PN (FTRESR

Other information (mode of action, classific
Hin{E R (ERAER ., 2K%F)

Analytical Methods
DA IE

Studies on Mammalian Toxicology
EEL S RN (

Studies on Residues
VE 2 2RIRRY

WIRAT il
Studies on Ecotoxicology
EAEEZNNR

(11 1
| Author: knoellGROUP | Classification: public

knoell

g-term, metabolism)

worldwide

registration

GLP studies GLP izt

Summary + Full report

BEHREEX

to be provided

| Document status: released

© 2023 Property of the knoell group
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Il Technical DossierBIARIEZE

worldwide

knoell

II. Formulated Product Dossier

Documen t name: CAC 2024

HFI= AR

Identity of the FP
il 71 SR B % T

Studies on Physical and Chemical Properties
MIRFE 4 It

Data concerning application/use & classificat
X FiERMER T LR EEE

Analytical Methods
SHAE

Efficacy data (data from oth
ZIREE (kR B H it

Studies on Toxicology a operator, worker, bystander)

registration

SEFMERZIHE G
Studies on Ecotoxicology
EAEESIR (ERT,

GLP studies GLP iz
assessment for Morocco)

L ANmIEY 1O N SRR o) Summary + Full report to be provided
WME+HREEX

(11 1
| Author: knoellGROUP | Classification: public | Document status: released © 2023 Property of the knoell group 23
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Il Administrative Dossier{TEU#4E ™ knoell

1. Administrative Dossier and Additional DatafTE#4 = E fth & iE
«  Authorisation LetteriZ {13
« Valid Certificate of Registration of FP in OECD country/co

RIR BB RFPEidiE 5

- Manufacturing license4: /= V1] i
- LoS for the AS and LoA (if applicable);& 4 il 43
- Composition Certificate 53 iiF 5
- Certificate of Analysis from independent (GLP) y FIGLPsLIG =g it) — o
+  Product Specifications” & ##&

< Storage stability study (pref

- SDSEEFAUAT Legalization of some documents may be
required (Tunisia, Egypt)

. e BEEEXN KL HiHITE AN GAUER/ZL A UE)
other countriesE i EFIiZHEE T%E§T§&¥1 ikt GAUERIER

« Information on authorisations gran

14 ”
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Jll Administrative Fees (example of Morocco)ﬂ&ﬁ%@l&lﬁé%ﬁ@l) I(noeII

Concept Units WAD)‘ Fee (CNY)
5l BT (M A (CNY)
Evaluation of Registration Dossier Product 0 7160
JEMAES RIS =i
Samples import Product 360
MmO =i
Efficacy trials Trial 716
PRy s 158
Analysis for import control of oot
registered product b ! 00-2 500 143-1792
FiemmiFE OB S o
Renewal
=T 5000 3584
Use extension
Mgl R 2 000 1434
Extension to minor use

500 360
¥ REIRERIZ

National Office for Sanitary Safety of Food Products (ONSSA) (Jan 2024)
ERBMm PERELIIME(ONSSA) (2024%F18)

Document name: CAC 2024 | Classification: public

| Author: knoellGROUP

| Document status: released © 2023 Property of the knoell group 25



knoell servicesF ZRIRS

worldwide
registration

knoell

- knoell does not provide registration holding services (only list of local distributors

*  Overview of the data requirements
«  Overview of the regulatory proce
«  Comparison of list of data from nd identify missing data% /" 11 5 #iE Z R b5
* ldentify and recommended majo

istration holders based on public informatien).

™
@F(lﬁvti

MEFREZICEFARS (URIEATERRERM S MR P VBB ﬁ(

General Global Regulatory Support for specific product/s and specific cou
FAHE " AR E B R R A2 BGE SRS (Q &A)

Consultancy Support to contact CA and check if a specific product/s
BHRS KREENXFARILR/E " MEETRESIL, UKkE

Registrability Analysis for specific product/s and country (g
remarks, suggested registration pathway)

BE T AR E BRI IS T (R T EICRIZMN—MRIE 934 AL, P AREREI, BMEFILEE)

DGA in support of registration of product/s in a spe

HARGRO AT (DGA): #RIERF E E K HIEM, K
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D Dossier Preparationf =2 il

Preparation of the necessary technical and administrative
N7 BRI 3 W BRI BROR FNAT B S 44

Compilation of all other necessary documents/lett e supplied by the client
RS EXHMEERAE TR YR

Communication and coordination with CA (
X ENXHEDBEMPME B HithE 4

Submission to CA (through local p
FMEEVNRRRZICHEE B

Post-submission support
IR E RSB ER T

Preparation of product |
77 BRI B i il
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knoell global contact

Dr. Sean McCarthy

Head of Division-Crop Protectig
Nutrition & Biologicals

E-mail: smccarthy@kngell.com
Tel: +44 (0)7423

www.knoell.com
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