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The contents address several topics, including:

1 - Introduction

This regulatory guideline is concerned with clarifying rules and procedures of
Antiseptics/Disinfectants registration and how to submit registration and re-registration files of
Antiseptics/Disinfectants, starting from method of submission and the required documents for
registration (including all registration or re-registration procedures) until final registration license
issuance.

2 — Scope

This regulatory guideline shall be applied to Antiseptics/Disinfectants products submitted for
registration or re-registration whether they were locally manufactured products, locally
manufactured products by third party (toll manufacturing), locally manufactured products 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

GMP: Good Manufacturing Practice

4 — Definitions

Antiseptic/Disinfectant products: They are those products that kill or stop the growth of
pathogenic microorganisms, whether they are bacteria, viruses, fungi or yeasts for the purpose of
reducing or preventing the appearance of a disease without having any other therapeutic purpose
and do not have a medicinal effect. They are divided into:

Antiseptics: They are products that have a topical antiseptic effect on the skin or mucous
membranes. They are divided into the following:

* Personal domestic use Antiseptics:

Antiseptic products that are used by the individuals at home, such as those antiseptics that are
used in first aid for minor wounds or when an individual take an injection by himself.

e Personal commercial use Antiseptics:
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Antiseptic products that are available to the public which used to reduce the number of
microorganisms temporarily found on the skin in the commercial institutions or at work.

e Professional Healthcare use Antiseptics:

Antiseptic products which are used by healthcare professionals to reduce the number of
microorganisms that temporarily found on or reside in the skin in health institutions such as
hospitals and clinics. They are divided into:

Antiseptics used by medical staff, and Antiseptics used to prepare the patient’s skin before the
surgical operations.

Disinfectants: They are products applied on hard surfaces, such as medical devices or applied
to disinfect medical places such as hospitals, clinics or places where animals are handled. These
products are registered as disinfectants in accordance with the decision of the Scientific
Committee for Evaluating Disinfectants which was approved by the Technical Committee for
Registration of Medical devices, Disinfectants and Insecticides on 10/10/2017 to determine the
borderline products in cooperation with the Medical devices Unit, provided that the initial use of
the products shall be Disinfection and not sterilization. They are divided into:

e High Level Disinfectants:

They are disinfectants having the ability to get rid of all disease-causing microbes and also to kill
some bacterial spores. They reach to the point of sterilization in case of using them for a long
period on the surface to be disinfected. They are used to disinfect devices that penetrate the skin
or mucous membranes down to sterile areas of the body, such as surgical instruments and
surgical endoscopes, and also to disinfect devices that have direct contact with body fluids (such
as blood or spinal fluid), such as dialysis devices. This type of device is called critical devices, so
that the risk of infection transmission is very high in case that these devices are not sterilized.

e Intermediate Level Disinfectants:

They are Disinfectants having the ability to get rid of all disease-causing microbes, but they have
no effect on bacterial spores. They are used to disinfect medical instruments that have contact
with intact skin. They may also be used to disinfect some instruments that have contact with non-
intact skin and they also may be used to disinfect medical instruments that have contact with
mucous membranes inside the body or have contact with non-intact skin, but they do not
penetrate sterile areas in the body. They are called (semi-critical devices) such as thermometers

or endoscopes inserted through the mouth or anus.

e Low Level Disinfectants:

They are disinfectants having the ability to eliminate disease-causing microorganisms on hard,
non-porous surfaces, but they have no effect on tuberculosis (TB) bacteria and bacterial spores.
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They are used to disinfect instruments and devices that have contact with intact skin (non-critical
devices) such as stethoscopes.

e \et. use disinfectants:

Disinfectants that are used in areas where animals are housed or kept. They include disinfection
of drinking water, water delivery systems, air disinfection, animal and poultry farms and the
equipment used in them, egg-laying areas, animal production areas, hatcheries, chicken
processing places, slaughterhouses, trucks and other vehicles, hatching rooms, incubators, and
livestock buildings, and disinfecting the teat before and after milking or on the skin of animals
for hygiene purposes.

5 - The main topic

The requirements, conditions and procedures of registration in the General Administration of
Biocides Registration are subjected to the specialized committee for registration of household,
public health pesticides and antiseptics according to the Ministerial Resolution No. (479) of
2016, which stipulates merging of both the Scientific Committee for the Evaluation of
Disinfectants and Sterilizers and the Scientific Committee for the Registration of Household and
public health Insecticides to become a single committee under the name (the specialized
committee for registration of household, public health pesticides and antiseptics).

General rules for registration of antiseptics/disinfectants:

= To register a product as an antiseptic/disinfectant, it is required that its active ingredients
shall have antiseptic/disinfectant properties only without having any other therapeutic
effects, it should be used topically on the skin, mucous membranes, or hard surfaces in
accordance with the decision of the committee concerned with the disinfectants and
insecticides registration dated on April 13", 2016.

= |tis required to be one of the following pharmaceutical forms approved by the committee
responsible for registering antiseptics and pesticides: (antiseptic solution, surgical
antiseptic, antiseptic spray, antiseptic mouthwash, antiseptic gargle, antiseptic vaginal
douche, antiseptic shampoo, ointment, cream, gel, lotion, antiseptic liquid soap, antiseptic
medical swabs, antiseptic wet wipes, antiseptic gauze, antiseptic eye drops, antiseptic
lozenges, antiseptic dry powder for spraying, disinfectant surface powder, disinfectant
tablets for surfaces and disinfectant fumigation trays).

In case of new pharmaceutical forms emerging, they shall be presented to the specialized
committee for registration of household, public health pesticides and antiseptics.

= The production line on which the production shall take place shall be available in order to
register the antiseptic/disinfectant products in accordance with the technical requirements
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of the factories and production lines of antiseptics/disinfectants.

In case of manufacturing a product, whose active ingredient is "Povidone lodine" it is
required to have a separate production line.

Each company shall be committed to use one trade name for each active ingredient. In
case that the company wishes to have multiple trade names for the same active substance,
it shall submit its justifications before proceeding with the registration procedures to be
presented to the specialized committee for registration of household, public health
pesticides and antiseptics in accordance with its decision promulgated on September 18",
2018.

In case of antiseptic/disinfectant 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 or be approved by the World Health Organization, the Food and Drug
Administration or the US Environmental Protection Agency.

In case of antiseptic/disinfectant 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 antiseptic/disinfectant products imported from a non-reference country and not
marketed in one of the reference countries, it requires the presence of a similar reference
product with the same pharmaceutical form and active ingredient concentration. That
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.

Antiseptic/Disinfectant products shall be re-registered every 10 years based on an
application submitted by the product owner to the general administration of biocides
registration in the last year of the validity of the registration license (the validity of the
registration license is 10 years), provided that the company shall fulfill the requirements
of re-registration. The product shall be allowed to be marketed during the period of re-
registration and during of the approval validity to proceed with the re-registration
procedures.

In case that the preliminary approval of re-registration procedures expired before
completing the required studies, it is permitted to extend the validity of preliminary
approval provided that the financial consideration shall be paid.

Procedures of submitting the reqistration file:

The fulfilled registration file shall be uploaded to the electronic link of
antiseptics/disinfectants registration according to the form prepared for reviewing the
reception file (checklist) (attached) in accordance with the references FDA, WHO, EPA,
ECHA, USP, BP, BNF,
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= The registration file shall be accompanied with a scanned copy of the payment receipt.
The file shall be revised within 15 working days and the applicant shall be informed by
any required documents via the e-mail. 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.

Essential requirements (major)

Unessential requirements (minor)

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

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

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

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

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

3. Correction and completing the information
required on the label and packaging of the
product according to the provided reference.

4. Absence of a production line in the factory license.

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

5. The factory license is not suitable for registering of
antiseptic/disinfectant products.

6. 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.

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

8. Absence of CADC analysis approval or Stability
administration approval (in the case of final files).

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

= 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
antiseptics/disinfectants registration, the registration application is considered invalid
according to the decision of the specialized committee for registration of household,
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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 within 7 working days from the
date of committee’s decision in order to fulfill the file.

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 committee’s decision of rejection.

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 decisions of the committee concerned with registering medical
devices, disinfectants and insecticides on March 17", 2016 and the specialized committee
for registration of household, public health pesticides and antiseptics on December 26,
2017 provided that the company shall be committed to do the following:

A- In the case of local antiseptic/disinfectant products or those manufactured by

third part (toll manufacturing) or manufactured under license from abroad (new

registration), the Applicant shall be obligated to carry out the following:

Analyzing of an R&D batch in Central Administration of Drug Control (Administration
of Evaluation and Approval)

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

B- In the case of antiseptic/disinfectant products imported from abroad, the
applicant shall be obligated to carry out the following:

Analyzing samples in Central Administration of Drug Control (Administration of
Evaluation and Approval)

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 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
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Providing a long-term stability study in accordance with the applied rules by the Stability
administration.

C - In the case of antiseptic/ disinfectant products (re-reqistration), the applicant
shall be obligated to carry out the following:

Analyzing a production batch in Central Administration of Drug Control (required only
in case that a variation occurred from the previously registered one).

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).

In case of expiry of the validity period of the preliminary approval to proceed with the
registration procedures (two years) before fulfilling the required requirements, a request
to extend the validity period of the approval to proceed with the registration procedures
shall be submitted, provided that the prescribed service fee shall be paid and that request
shall include the product status in term of fulfilling the requirements in order 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 antiseptics/disinfectants 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.

In 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 10 years

Antiseptic/Disinfectant products shall be re-registered every ten years based on a request
submitted by the 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.
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Work rules developed during the Corona crisis:

It is permitted to issue an exceptional preliminary approval to proceed with the
registration procedures that allows the manufacturing of a production batch which shall
be analyzed in the laboratories of the Central Administration of Drug Control, provided
that it shall remained sealed. After issuance of the conformity analysis result, a final
registration license shall be issued immediately conditioned by conducting an accelerated
stability study.

An exceptional temporary license (valid for 6 months) shall be issued for the liquid
products referenced by the FDA in accordance with the temporary policy for preparation
of certain alcohol-based hand sanitizer products during the public health emergency,
provided that the first three production batches shall be analyzed in the laboratories of the
Central Administration of Drug Control as a condition for releasing of the batches. An
accelerated stability study shall be conducted in accordance with the applied rules by the
Stability Administration.

The temporary license can be extended 3 consecutive times for a period of 6 months each
time, provided that the prescribed service fee shall be paid for each extension. The
temporary license is converted into a final license (valid for a period of 10 years) after
fulfilling all registration requirements.

6-References:

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

18/2/2020, 21/5/2024 & 11/2/2025
- Accreditations of the president of Egyptian Drug Authority on:
20/9/2021
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7-Appendixes

CHECKLIST FOR APPLICATION OF ANTISEPTICS & DISINFECTANTS

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 ;MA\J&SJ&S\#&*QUQ,\S‘ Jals ol GAJ.AA
kﬂ\@@@g&\@ﬁ\%ya&jﬂ\

2-Submission fees.

3000 L.E for local products New reg.

4000 L.E for New imported

4000 L.E for Re-reg File (local and imported)

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

: 28 Jlayl

4 300042 Jiaad dlaall &l puaaional) Ao A
4ia 4000 33 ghewall &) plaaional) A

4 4000 2, 5iwal) g Aaall Joaaadl) 3ale) Aa A
By g Sl dzal 1 1000 +

(Radd aad) Jaawdl) s L3) (o jlal) and) A2 10 1000 +

3- Syndicate fees 100 LE +7 LE Stamps

Cilgia 7 daddy gl sh g Aia 100 dasby ks daad Jluay)

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

agle dagliall oo J gial) (adill A8 Al (e (da o ildad
kﬂ\ﬁh}@‘}éﬁg&éﬂ:\aﬂa

5-Composition certificate on Manufacturer Paper
(authenticated in case of imported)

Note: In case of soft file submitted for new product,
the Composition certificate can be submitted on
company’s paper signed by the company’s owner
and stamped by the company’s stamp

skl s Clag¥) juaa sldaaly pdaall (3,5 Ao qus A Ol
4 paal) B ) g 4y il 48 31 (e (Figa ) U e )
(Qusiaall Ala 3 Ladal) aly

A ey Bda il Aaall cilal) A B A gala
pida 9 Al calua sl ASHdl) (55 Ao S 5 Ol
FESRANRER

6-Layout Comply with the reference

saniuall ga adial) g sall aa 488 gia paaioval) Ay

7-Leaflet (If only it will be inserted in commercial
packs)

(K.JJL@SS\ SMQ&A&J&J\A@E’E)SJ&S

8-Copy of approved Reference for the same active
ingredients with the same concentration and dosage
form

Amal) JSAY gL 38 i g Adladl) 3) gall (udly Ading g 0
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9-Certificate of Analysis of finished products.
(signed with QC manager and with Manufacturer
specifications)

Note: In case of soft file submitted for new product,
the COA can be submitted on company’s paper
signed by the company’s owner and stamped by the
company’s stamp

2 sladly alaall JJJ&MM;SAW
thaal) liia) ga Lgs e ga Bagadl o 448 )0

A (Say Ada pdanical Adsal) cilal) Al B ;AL gala
%M;MAQ&S)&S‘JJJUJQMMSAW
AS ) 233, p gida g AS il

10- Valid Commercial Register Approval

4 ) ke diedl) Gl Aadia AS Al (5 JlaS Jaas
(toll I Al b ) sl pyiea JaLiki

11-Valid Tax Card

12- Copy of all papers of last Updated product
registration license (in case of Re-reg)

) paaiaall Giawd JUad) JA1 (3) 0l aren (pe Al

13-CADC Analysis Approval with the product
composition Approved from CADC (For Re-Reg)
attached to it.

Jalza (o dainall quS A (il W (380 Jalaal) Adjlhaa
(fadd Jaaedl) Bale) Ala B) L) gal) 4408 L1 43 sal) B Y)

IN CASE OF Local, Toll & F-Toll Products

1-Declaration of source of active raw material(s).

- Qi) Alid) Balall jluan i g Gilad

2-Certificate of Analysis of active raw material from
Manufacturer.

(Alnl) 3alal) piuan) 3 gall (pa Adladl) Balall Jalasi Balgds

3-GMP or ISO 9001 certificate for Manufacturer of
active ingredient

Lladl) saklall piaal GMP 24 31 9001 334l Salges

4-Naming List arranged with Applicant Priority.

M elaw) Aaild

5-Pharmaceutical Plant License with antiseptics
manufacturing line ( separate line for manufacturing
of povidone iodine is a must in case the active
ingredient of the product is povidone iodine)

) i pgdaal) U Jod L i ga aall pliaal) 4ad
13) AN 8 cpa gl O 9d o) LY Jaalia Jad 392 93 )9
(Cns) 98 g9 puaaiiauall Alladl) Balal) cuils

6-Manufacturing Agreement between Applicant
and Manufacturer (Toll &F-Toll only) including
attachments Trade name of Product, Valid o
Bank Signature Approval, Authenticated from
EDA legal Affairs

Toll & J) Alla B) yanieall dlila 5 il (i paieal 23
QSR Cra (Figay Sy g g5 daua 4l 9 (s F toll)

4y porinal) i (Bale e Alamall iy S sall 511y il g3
il ol

7-Storage Agreement (Toll &F-Toll only)/ If not
stated iIn Man. agreement

OR Warehouse license if the company has its own
warehouse

Laa 4o g s u( Toll & F toll Dla jB) (35 sie

L paall o) gal) gy LA 08N 50l (0 (Fga Sh 1l 5
Cr AN ala g ¢ e Ll A8 i) cills 131 () Jae Al g
L A
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IN CASE OF Imported & Under license Products

1-Copy of CPP or Free sale certificate of final Product
in Exporting Country (Imported, Bulk, Under License)
Legalized and authenticated from competent authority

(In case of Non-Reference Exporting country, submit a
document proves Marketing in a Reference country )

Jgail) Balgdi o) aniiewal) Jamd Balgudi (o Al
paniual) dlla Ly il g Lidal) aly (e paaiiall
A%%JM\BJM\J@JM\&Q}J\QA&JA}MU

Ll
a\,\;uﬁm%‘&u‘f}SJM\ﬂjﬁ\o\M&g&)
(Ara 2 U g3 b Jglail

2-Agency Agreement (Sole Agency or Product

&néﬁy(MM&\gﬁﬁjgﬁ;ﬁs)Ml{gﬁs

Agency) Lddall aly & juaal) 3 i) 9 4y lacl) 48 21
3-Valid GMP or ISO certificate for Manufacturer 4w guaall 5500 o) GMP 3algd
of finished product Aadl) Balal) Balgdd) gl Jady o A
oScope including Active Ingredient

4-Copy of EDA Record Importing Register (If it is
not the first product)

A paall o) 9al) ddagy () g Jos 18 (il S5 Balgds
(A W laualy g (58 ) 5 oaeaall AS ) pusd g 34

5-Packing Letter from Exporting Country with full
pack details (Only if not present in CPP)

£ .55 W g b duaall AS AN (pa paaiuiall g Gillad
Btuall g Aol 42 3) ¢y AES 9o Libinall Lgalaal g &) gl
1:«. “J&ﬁaﬁ n

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

" eS¢l Jaw Jaadtl) alla dadia Alaal) A5 i) A48 48U,
il ol g <l jalial) Ao 4 A ddlad) Asgd) (e " 14

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

vy Jaall) alds datia Adaal) A< i) 48 48Uy
il gaball o 400 0 dalad) Aig) Cpa M A" (i gienal)
<Al edh g

IN CASE OF

HARD FILE

1-Preliminary Approval

o) il ) (B sl A83) 5o

2- Stability Approval with finished product
specification & Composition certificates attached

raaiual) Cilia) ga Salgdi L (38 pa LN B )a) 438 ga
S AN Glus

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

Ol Lgaa (32 pa Aol al) 40l 510 4,38 sall 5,129 Jalas Ayl

Jalaall (e dadnall quS Al

Kindly submit your file arranged according to Check list requirements

Frmail : Biocides@edaegypt.gov.eg
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Version number

Release Date

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

- Addition of work rules developed during the
Corona crisis

02/2025

- Modifying the time frame for preliminary file
revision and its 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
antiseptics/disinfectants registration

- 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 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

- Checklist update
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