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Ll FDA (e da e Ll ) A8 G peasindll (sl 6 4dadla) Slin) Cdge jUad) jlaal -
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Checklist for Application of Antiseptics &Disinfectants Reqgistration

Documents required for all Reqistration types.

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

(Signed from Chairman and sealed)

e slaa) g Sl Liy bl JalS QIS £d e

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)

: @l Juay)

dgin 300042 Juaad Alaall &) pdaatioaal) Alla B
dzia 4000 32 siaal) &) paiowall Alla B

4ia 4000 2 giwal) g Aaall Joal) 3ake) s A
B g ciSla daa) 12 1000 +

(hié Laal) Sl s uﬁ) ol au) dzal e 1000 +

3- Syndicate fees 100 LE +7 LE Stamps

Clgria 7 daidy al sh g Avia 100 ey dpa diad Jlay)

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

ddle daylial) o J gial) Qaddll A LAY (e Gl o el
Al pada pliaay Siy ad i daa

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 g S e pliaaly giaaal) (3,9 S ouS A o
4 paal) B had) g 4 ol 48 3 (e (Figa ) LN 2 g
(2o sisal) Al 3 Laiall aly

Al (S Ada pdaaicial il dila) Al B 1ddd gale
poida 9 AS Hdll cala sl 48 Al (U5 o uS 5 Ol
As ) atdy

6-Layout Comply with the reference

saniuall ga athal) g yall ae 488) gia pudaaiioal) ABUay-

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

(Al 3 gl aga g s 8 Jasd ) 3

8-Copy of approved Reference for the same

(Amal) JAL) g 38 i g Adladl) 3 gall (bl dalina > 0

& pelaall Q] Jaall s 5 53l S5 aslaiill Jial) el Jdall () e

EDREX:GL.CAPP.032 253
2025/3 : &l / aaY)



active ingredients with the same concentration
and dosage form

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

e ;mu&@\é”@swdggf;w
taal) i) ga g g ga B3gall Ao 48

Al (S da pdaatial Adsall dilal) Al b AL gala
Mﬂ\é&ge@\sﬁﬂ\

10- Valid Commercial Register Approval

4 el 94) (5 b Jaaedil) quth dadia A8 Al (5 ot Jaw
(toll ) Ala 3 Ll (sl aiaal Lol

11-Valid Tax Card

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

) raiaall Giad JUad) A1 Bl aran (re Al
(a8 Jaaud) 3ale) A

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

(adé ol Bale) Ala &) 4 gal) 448 11 43S sal) 5 12Y)

Jalas (oa 2inal) S ) (s L (385 Jalacal) Zane

IN CASE OF Local, T

oll & F-Toll Products

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

- Alladl) AlAd) BaLal) e prmda g qillad

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

() 3aLal) pinana) 3 gall pa Alladd) Balall Julasi Balgds

3-GMP or I1SO 9001 certificate for
Manufacturer of active ingredient

Aadl) 33l puaal GMP 33k 9) 9001 0 g

4-Naming List arranged with Applicant
Priority.

paniuall pla Aaild

5-Pharmaceutical Plant License with antiseptics
manufacturing line (separate line for
manufacturing of povidone iodine is a must in

13 A A cpa s (9 gl ZUN Jaalia bod 3909 5 g

case the active ingredient of the product is

) & _sghaal) ZUN) B g daga laall pliadl) sl

(Crasa) O54dsn paaiioeall Al Salal) cuils
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povidone iodine)

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 &) s ) anicsal) dllla 5 phuaal) (i picai i
(e By S pd gl daa dile g ol & F tOI)
die gale ga Adinall 43S yall § )L Ay g8 ¢ gl
anioual) an) 4y asleall)

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

OR Warehouse license if the company has its
own warehouse

iy paal) 51 20 Ay A 1Y) ¢y ghid) o (i gy (oSis 50

daa e y s lu( Toll & F toll Qa 3) ¢3S ke

CrOAL g ¢ 3Aa Lgpal AS ) culS 1Y) ¢ jaa dad
gt b

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)

q@uﬁm%‘%fybmmjmgmugé)

JoIaill 5o 5l danianall Jd 3l (30 Ak
saniual) dlle Ly gl ga Laiall Ay G paniosall
ﬂﬁ%ﬂ\ﬁJ&d\J%Jbﬂ\ﬁﬂ\@iﬁﬁij
R

(A o A g3 B Jglail)

2-Agency Agreement (Sole Agency or Product
Agency)

C}Adﬁy(wzﬁﬁ‘gﬁg‘g\g)mﬁe):ﬁls‘gﬂc
Ladal) Al 4y puaal) 5 i) g 4y ladl) 43 al)

3-Valid GMP or ISO certificate for
Manufacturer of finished product
oScope including Active Ingredient

4l giaaall g3 o) GMP 334
Aladl) Balall Balgdd) glad oty oof A

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

& paal) ) gall Aigy (3 e Janw 38 (a5 Balgd
uAuJ\MQJ@ﬁéﬁﬁ)'&JM\ﬁﬂ\w\L@@%y
(34 Jo¥ Jaawddl) Al

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

B liead) g Ay il A3 211 cpe ABS ga Liluadl Lgalaa g < guad)

£ 55 W 7 g0 B_eaal) AS i) e paaiecal) Adaat cillad
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6- Local company registration card in the
Agent Register (Register 14) from the General
Organization for Export & Import Control

" GMﬂ\MM\&L&w\kﬂ\gﬁﬁh
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7-- Local company registration card in the
Importers Register (Register 4) from the
General Organization for Export & Import
Control

Jaew Joaedtl) alls dadia Aulaal) AS il A8 48U,
i galall Jo L 1 dalad) dig) Cpa M4 () ghuall
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IN CASE OF

HARD FILE

1-Preliminary Approval

Soadil) Cilg) ) B aead) 488) ga

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

raaiuall Cilia) ga dalgadi L (33 e LAY 3 )a) 488 ga
S A Gy

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

Ol Lgaa (38 5 Al gal) 48 51 4, 3 yal) B0V Jalaa dylna
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Kindly submit your file arranged according to Check list requirements

E-mail: Biocides@edaegypt.gov.eq
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mailto:Biocides@eda.mohealth.gov.eg
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