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Content includes several topics, as follows:

1. Introduction

This regulatory guideline explains the rules and procedures for registration of pesticides, whether
those related to public health or household use. It also explains how to submit registration and re-
registration files, starting from the method of submission and the documents required for
registration. including all registration or re-registration procedures until the issuance of the final
registration license. It also includes decisions related to the registration of pesticides issued by
the specialized committee for registration of household, public health pesticides and antiseptics

2. Scope

The regulatory guideline is applied to public health and household pesticide products submitted
for registration or re-registration whether they are manufactured locally, manufactured locally by
a third party (Toll manufacturing), manufactured locally under license from abroad, or imported
products.

3. Abbreviations

GA-Biocide-R: General Administration of Biocides Registration
CAPP: Central Administration of Pharmaceutical Products
CADC: Central Administration of Drug Control

EDA: Egyptian Drug Authority

RIME: Research Institute of Medical Entomology

GOEIC: General Organization for Export and Import Control
WHO: World Health Organization

GMP: Good Manufacturing Practice

TC: Technical Concentration

MSDS: Material Safety Data Sheet

4. Definitions

Pesticides are products containing active substances that Kill, repel, or stop the growth of harmful
insects or rodents that affect human health and transmit infectious diseases, whether for
household use or public health purposes (Ant Killers are excluded because ants do not transmit
diseases).
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Household pesticides

These are products that kill or repel harmful insects or rodents that transmit infectious diseases
and are used in homes or directly on the skin. They are ready for direct use without the need for
dilution, and the package cannot be reused. These include aerosols, sprays, mosquito coils, and
powders.

Public health pesticides

These are products that Kill, repel, or stop the growth of harmful insects or rodents that transmit
infectious diseases that affect public health. They are used by specialists only, such as pest
control companies and the Pest Control Department at the Ministry of Health. They also include
the control of Schistosoma snails.

5. Main topic

The requirements, conditions, and procedures of registration at the General Administration of
Biocides Registration (GA-biocide-R) are subjected to the decisions of the specialized committee
for registration of housechold, public health pesticides and antiseptics according to Ministerial
Resolution No. 479/2016, which states: “The Scientific Committee for Evaluation of
Disinfectants and Sterilizers and the Scientific Committee for Registration of Household and
Public Health Pesticides shall become one committee named the specialized committee for
registration of household, public health pesticides and antiseptics.

General rules for registration of public health and household pesticides

- To register a pesticide product, the active substance must be listed in the WHO scientific
reference for the target pest.

- It is not permitted to combine flying insects and crawling insects (multi-insect Killers) in locally
marketed household pesticides. This regulation is according to the decision of the committee
established by Ministerial Resolution No. 8/2018.

-The registration of more than two active ingredients in one product is prohibited for flying
insects. However, for crawling insects, the addition of a third active ingredient that acts as a
repellent for insects from their hiding places (flushing agent) is allowed.

-Pesticides effectiveness and toxicity studies are being conducted at the Research Institute of
Medical Entomology (RIME). If the target pest is Schistosoma snails, studies should be
conducted at Theodor Schistosoma Institute.

-In case of Pesticides products imported from a reference country, the product should be
registered and marketed in the country of origin or in one of the approved reference countries
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-In case of Pesticides products imported from a non-reference country and marketed in one of the
reference countries, the certificate of free sale of the product in an approved reference country
should be presented.

-In case of Pesticides products imported from a non-reference country and not marketed in one
of the reference countries, the product shall be evaluated by the specialized committee for
registration of household, public health pesticides and antiseptics in order to take a decision to
accept or reject.

-The validity period of a pesticide registration license is 5 (five) years, according to the
Ministerial Resolution No. 93 of 1963.

-Pesticides products undergo re-registration every five years. The product owner is required to
submit a re-registration request to the GA-Biocide-R in the last year of the validity of the
registration license. The company must fulfil the re-registration requirements within a maximum
of 3 (three) years from the preliminary approval. During this period, the product is allowed to be
marketed. However, if the re-registration requirements are not met within the specified
timeframe, the product registration will be considered expired.

Procedures of submitting the registration file:

e The fulfilled registration file should be uploaded to the electronic link of pesticides
registration according to the form prepared for reviewing the reception file (checklist)
(attached) according to the WHO reference, with a scanned copy of the payment receipt
attached. The file will be reviewed within 15 (fifteen) working days, and the applicant
will be informed by any required documents via email. In case of the required documents
are essential (major), the file shall be rejected and the company shall be informed then the
file shall be re-uploaded again after fulfilling the required documents. If the required
documents are unessential (minor), the file shall be received and the company shall be

informed of the required documents.
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Essential requirements (major)

Non-essential requirements (minor)

1. Absence of a document from the checklist or the
expiration of a document.

2. Submitting an incompatible reference with the product
or from a non-competent authority or whose data is
incomplete.

3. The business activity of the company mentioned in the
commercial register approval is not suitable for
registering pesticides products

4. Not authenticating contracts in the Legal Affairs
Department or not authenticating the documents of the
imported products by the Chamber of Commerce and the
Egyptian Embassy in the country of origin.

5. Absence of the raw material supplier I1ISO 9001
certificate or Good Manufacturing Practice GMP of
quality manufacturing.

6. Absence of CADC analysis approval or Acute toxicity
or effectiveness study or Stability approval (in the case of
final files).

7. The company submitting the registration application is
not registered in the electronic company's registration.
(company profile)

1.Correction or fulfilling data contained in the
submitted application.

2.Correcting or clarifying the functions and
concentrations of the inactive ingredients in
the composition form.

3. fulfilling or correcting Information required
on the product label & package according to
the reference provided

4. Amending data or results in the certificate
of analysis.

The file shall be revised initially and technically then the company shall be informed by

the requirements, if any, via the e-mail. In case that registration file is not fulfilled for a
period exceeding one year from the date of submitting the file on the electronic link of
pesticides registration, the registration application is considered invalid according to the
decision of the specialized committee for registration of household, public health

pesticides and antiseptics on Feb. 11, 2025.

The file shall be presented to the specialized committee for registration of household,

public health pesticides and antiseptics within 15 working days from the date of file
fulfillment. In case that the committee asked to amend some data of the product, the

Applicant shall be informed by the decisions of

the specialized committee for registration

of household, public health pesticides and antiseptics

In case of rejection by the specialized committee for registration of household, public

health pesticides and antiseptics, the applicant may submit an appeal within 3 months

from the issuance date of the
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committee’s decision of rejection.

e In case of approval by the specialized committee for registration of household, public
health pesticides and antiseptics, the General Administration of biocides Registration
shall issue a preliminary approval to proceed with the registration procedures. The
validity period of the preliminary approval shall be two years (renewable for another year
at most in case of the company failure to complete the essential requirements in
accordance with the decision of the specialized committee for registration of household,
public health pesticides and antiseptics on December 29", 2020). However, the company
is obligated to:

A. In the case of local products, or those manufactured by third part (toll
manufacturing products), or products manufactured under license from
abroad (new registration), the applicant is obligated to:

- Conduct an analysis for an R&D batch at Central Administration of Drug Control
(Administration of Evaluation and Approval)

- Conduct a study on the effectiveness and toxicity of the pesticide product at RIME.

- Submitting an accelerated stability study in accordance with the applied rules by the Stability
administration

B. In the case of products imported from abroad, the applicant is obligated to:

- Conduct an analysis for samples at Central Administration of Drug Control (Administration of
Evaluation and Approval)

- Conduct a study on the effectiveness and toxicity of the pesticide at the RIME,

N.B. Considering the imported products from reference countries, the applicant company
has the option to follow either the normal pathway or the following mentioned pathway
which is the possibility to postpone the analysis step and effectiveness & toxicity study
conduction step until after the issuance of the final registration license, which is conditional
on the analysis of the first incoming consignment by the Administration of Evaluation and
Approval in addition to Conducting the effectiveness and toxicity study

- Submit a long-term stability study in accordance with the applied rules by the Stability
Department,

C. In the case of re-registration of products, the applicant is obligated to:
- Conduct an analysis for an R&D batch at the Central Administration of Drug Control (required
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only in case that a variation occurred from the previously registered one).

- Conduct a study on the effectiveness and toxicity of the pesticide at the RIME.

- Submitting a long-term stability study in accordance with the rules applied by the Stability
administration (in addition to accelerated stability study only in case that a variation occurred
from the previously registered one)

If the target pest is Schistosoma snails, effectiveness and toxicity studies should be
conducted at the Theodor Schistosoma Institute.

If the validity period of the preliminary approval to proceed with the registration
procedures (two-year) expired before fulfilling the necessary requirements, a request to
extend the validity period should be submitted along with the payment for the service
fees. The request should include the status of the product regarding the fulfilment of
requirements in order for it to be revised and to issue the approval of extending the
preliminary approval period for another year.

In case that the deadline for submitting the final file is exceeded by a maximum of one
year from the date of expiry of the deadline for submitting the file, the file is allowed to
be accepted (fulfilling the studies), provided that the prescribed service fee shall be paid.

After fulfilling the requirements required in the preliminary approval of proceeding with
the registration/re-registration procedures, the applicant shall upload the final registration
file entirely on the electronic link of pesticides registration. The file shall be revised
within 15 working days and the applicant shall be informed by any required documents.
In case of the requirements are essential, the file shall be rejected, the company shall be
informed and the file shall be re-uploaded after fulfilling the required documents. In case
of the requirements are unessential, the file shall be received and the company shall be
informed by the requirements via the e-mail.

I case of fulfilling it, it shall be presented to the specialized committee for registration of
household, public health pesticides and antiseptics then the product is given a registration
number and a final registration license shall be issued which is valid for 5 (five) years

In the event that a production line is not recorded in the industrial registry, a temporary
registration license will be issued for a period of one year (during which production is not
permitted), Provided that a final registration license will be issued after adding and
licensing the production line to the industrial registry, in accordance with the decision of
the specialized committee for registration of household, public health pesticides and
antiseptics on January 12, 2021.

Pesticides are re-registered every 5 (five) years based on a request submitted by the
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product owner to the administration of biocides registration during the last year of the
registration license validity, provided that the company shall fulfill the requirements of
re-registration. The product is permitted to be marketed during the validity of the
preliminary approval to proceed with the procedures of re-registration.

6. References:

- Decisions of the specialized committee for registration of household, public health
pesticides and antiseptics in its session on:

18/2/2020, 29/12/2020, 12/1/2021, 21/5/2024 & 11/2/2025
- Accreditations of the president of Egyptian Drug Authority on:
20/9/2021 & 25/9/2022
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Checklist for Application of Pesticides Registration

Documents required for all Registration types.

1-Application form with detailed Information
with the mail of the company owner

(Signed from Chairman and sealed)

e slaa) g Sl Lay bl JalS QAL gd s

2-Submission fees.
3000 L.E for Local products New reg. or Re -reg
4000 L.E for Imported products New or Re —reg

+ 1000 LE for labeling
+ 1000 LE for naming (in case of new reg. only)

: éé.\.“ Sl

Bale) o) duan Juaed Adaall el planioual) s b
4xia 3000 Jeadd)

Bae) g) aun Juaed 53, sianal) &) poantoall Dla 3
daia 4000 s

Aty A8ual o) cSla daal e 1000 +
saad) Jaaadl) s 8) ol aud) 422l 2 1000 +
(ki

3- Syndicate fees 100 LE +7 LE Stamps

Clgia 7 daidy al sh g Aia 100 ey dpa diad Jlay)

4-Letter of Attorney of authorized person-Bank
signature Approval.

- daliall o Jgimall adEll AS JAL) (ha (o8 el
A Al pada pliaay (Sh ad gl daua dnle

5-Composition sheet on Manufacturer Paper

(authenticated in case of imported)

Slas¥) jude slaaly aluaall 3,9 Ao Qs 8l Gla
Ll A3 AN G (Figa ) gL e o) gkl
(Qusimad) a8 Lada) b 4 paad) 3 jliudl g

6-Layout: State product type o ( TC%) o
antidote O

If Public health (not be used in houses except by
qualified and licensed labor and not to be used for
agricultural purposes) o

O Active and inactive ingredient 0 acute toxicity
(Colour band, Hazard symbol & Signal word)
according to WHO pictogram

-Application rate o Usage O

BaLall 5 gl Ay )3 L g g puaaiwall 43 A 48Uy
daall clapall Ala 3 canall £ gicaliaall jlial) calil)
Ulee dda) g3 W) JJlall B asiin ¥) Alay 440 dalal)
(@s\gjx\uz&;\zagéemwumfja»y
Aadl) p& g Aladl) 31 gall 4y gria ga paaiwal) o 53 G
Wada 4y piastl) dalsl g canbiad) ¢ gllL Balal) draw s o
WHO pictogram

Jlaaiad) 48yl g CadATl) Jana g
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7-WHO Reference sheet with Active Ingredients O
- Conc. o0 -Target org.0 Pharmaceutical form.

& Chronic toxicity Reference.

pddiaial) a8 5l g Alladl) 3alall 43 i g0 WHO 22 0
(Aal) JLEN g Adagriaal) 48Y) 4

Baling dga (e Adajall dpandl a2 10

8- Reference for mixture if present

2 g o) ludddl aa sa

9-Calculation of Application rate-Matched WHO.

AN Jara o A3y 5k

10-Commercial Register Approval

Q@deMM\gShLﬁA :\Sﬂﬂd‘)@w
LLa o) (tolld) Ala &yl sal ) cilasee el oL
had 3 ) gial) Ala B e ) i

11-Tax Card

12-Certificate of Analysis of finished products on
Manufacture paper

Name of Product O TC % o

Assay of Active ingredients O

skl @u‘ﬂ "3 G-\ZJA u-ll.g_m é’.’\.’mﬂ Jalad algd
o Adladl) el AaS (JulaTg L&Y Balal 5l
i el

13-MSDS of Active ingredient on manufacturer
paper (in case of imported products: MSDS of
finished product)

Al il Balged ) Alladl) Balall dadla iy Balgds
(Qusimadl Ala 8 gl jaaicial)

14- Copy of all papers of last license
(For Re-reg only)

) saaieall Jiawd JUad) A1 (3l ared (pe Al
(add ) Bale) Al

15- CADC Analysis Approval with the product
composition Approved from CADC (For Re-Reg
only).

Jalra (o daizall quS A1 (il W (384 Jalrall dilaa
o) 3ale ) Ala B) Al gl 408 1 4, 3€ al) 3104
(ki

IN CASE OF Local, Toll

& F-Toll Products

1-Letter of Authorization from the supplier of
active raw materials to the local company for
registration and distribution of active material
declaring o(TC) of active ingredient
oManufacturer name csupplier name craw
material name o Name of local company and its
address O authenticated & legalized o Original is
seen.

@u\as)tzﬂe&\ Salall 3 ) ga AS ) (pa an oi il
5 9!l Aa 43 g g ga alAd) Balall J glaill g Joamilly
il g alAd) Balall anal g 3y gall g lucall anal g alad) Balal)
Bl g 4y latl) 48 311 (ha (3 5a L) gl g Anlanal) A8 )
Ladal) Aty 4y puaal)

£ Jual) adiy
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2- Certificate of Impurities of active ingredient
Legalized & authenticated

0 Original is seen.

4 lail) 48 2l (ye 4TS ga alAd) Balall cuil g Balg
Ladall aly & puaall 5 il g
&”bm dm‘f\ aﬁ-ﬁ,D

3- Free sale certificate of active ingredient
Legalized & authenticated o - from Government
Authority

o Original is seen.

da gSal) dgaldl cha aldd) alall jall J ghaill Balg
3Ll g Ag jladl) 48 2l e ARE ga Ldial) aly A3 i)
Liial) Aty &y puaall

&ﬂhm &AY\ @ﬁ;ﬂ]

4-Valid ISO Certificate or GMP for Manufacturer
of active ingredient oScope including Active

Ingredient

5% b Ala)) 5alal) adaal GMP 5! ISO 19001534
Aadl) 3alal) Balgul) (gldad oy o Y

5-Industrial Company Register Production line
required.

- dgaiill dalad) digd) (e Aaal) piaall ol Jau
.Gmy‘kj&@eﬁy\, 6w dslial)

6-Manufacturing Agreement between Applicant
and Manufacturer (Toll &F-Toll only) Valid o
Bank Signature Approval o Authenticated from
EDA legal Affairs

NG ) gead) 5 Sl b atia o il i
toll and f toll) (#5se 5 (Sh a5 daua 4de g (5l
4 paall o) 9al) dingy A IAY (0 gl (1

7-Manufacturing Agreement Attachment. Trade
name of Product o Authenticated from EDA legal
Affairs O

Qsill O (3 ga &y il placd) 4y g ga 2B (3ala
Ay paall o galf Aigs 4 5iLAY)

8-Storage Agreement (Toll &F-Toll only)/If not
stated in Man. agreement Valid o Bank Signature
Approval o Authenticated from EDA legal Affairs

O Fisag s by (S 8 6 daua dle (A3 e
A yaall ) gall dings A oI ¢y gl

IN CASE OF Imported & Under license Products

1-Copy of Free sale certificate of final Product in
Exporting Country Valid o Legalized and
authenticated from competent authority

dga O Laid) aly (e Al plaaiceall o J gl Balgd
4 atl) 4 i) (he AR5 ga g Ay sl A gisa Apa g8
Ladal) Al 4y puaal) 5 il g

2-Packing Letter from Exporting Country with full
pack details.

8 gandl Clilay g g g B jdeaal) AS i) (e At Gildad
alals

3-Agency Agreement (Sole Agency or Product
Agency) or authorization letter Valid o Legalized

A8 il plantieal) ASILall AS JEl) fpa (lan ofS g) LS g dBe
9, A8 4l (a (Figa g (s b Jil) il dadia
Ladal) Aty 45 juaal) 5l
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4-Copy of EDA Record Importing Register (If it is
not the first product) Valid o Including Name of
Exporting Company

3 ) & paal o) gl A () Fsal) Janu 18 2l i
B ya Jo¥ Jonell) s 8 JUadl) J g aSlie) ) 68 o jliaaly
SJM\;\SJ&\M\@@'A&AJGJM

5- GMP or ISO certificate for the manufacture of
finished product

) il el GMP o) g3l 5

6- Local company registration card in the Agent
Register (Register 14) from the General
Organization for Export & Import Control

Ga " 140 " Sl Jan ddaal) A4Syl 28 ABlay
gl g ol jobal) o Aot 30 ddadl Aigg)

7-- Local company registration card in the
Importers Register (Register 4) from the General
Organization for Export & Import Control

Ga MO ) sl Janesy dslaal) 48 ) b ABUs,g
CA\.\JUSU C'_ab.\hd\ u-‘“— L&Jﬂ Aalall ;\-‘\:\@\

IN CASE OF HARD FILE

1-Preliminary Approval

o) Cile) ) B yaead) 488) ga

2- Stability Approval

L) 50 A38) ga

3- CADC Analysis Approval attached to the
approved composition with EDA stamp

Lgaa (38 e A gal) A8 )1 4 38 sal) 3 10Y) Jalae dBiUaa
Jalaall cpe daimall (s il i

4-Acute toxicity results from RIME

Aal) cl pdad) gy dgaay Baladl Apand) A o il

5- Effectiveness results from RIME indicating
Application rate as previously approved in
preliminary approval o

W e 9a Al Gl pdad) & gay dgaay Alladl) gilis

Clp i) B aead) 4831 ga B jeS1a g LaS pilall Cadaiil)
o) ALYl Alenal) ol JLAY) guilil) Jaaudl)

(Galad) daal) cilase A A 4 t8a) <) jlady)

6- Import permit

40 i) 438 gal)

Kindly submit your file arranged according to Check list requirements

E-mail: Biocides@edaeqgypt.gov.eq
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Document History

Version number

Release Date

Summary of Change

1

02/2020

2

11/2023

Accepting the final file after exceeding a maximum of one year
from the date of expiry of the deadline for its submission (fulfilling
the studies), provided that the prescribed service fee shall be paid
Capability of issuance temporary registration license for a period of
one year in case that a production line is not recorded in the
industrial registry (during which production is not permitted),
Provided that a final registration license will be issued after adding
and licensing the production line to the industrial registry
Extending the validity period of the preliminary approval from one
year to two-year

02/2025

Modifying the time frame for file presentation to the committee
from its fulfillment from 14 to 15 working days

Modifying the decision to invalidate registration application if the
file isn't fulfilled within one year from the date of the last follow-up
into: within one year from the date of file submission on the
electronic link of pesticides registration

Requirement for the acceptance of pesticide products imported from
reference countries or possessing a free sale certificate from one of
the reference countries
Another pathway approval considering the imported products from
reference countries, the applicant company has the option to follow
either the normal pathway or the following mentioned pathway
which is the possibility to postpone the analysis step and
effectiveness & toxicity study conduction step until after the
issuance of the final registration license, which is conditional on the
analysis of the first incoming consignment by the Administration of
Evaluation and Approval in addition to Conducting the
effectiveness and toxicity study

Checklist update
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