Arab Republic of Egypt
Egyptian Drug Authority
Central Administration

for Pharmaceutical Products

A pl) paa iy sear
QJ.AAJ\ s gadl Al
4038 pall 300y
ddavall @l puaatiuall

4 pdal) clapall g @ jgdaal) Jaaedt 5130 (e datial) ciladdl) -

(External Service) & dal) claall 5 < jghall Joawadl) i) o) B paew BBl ga sl @ Yol

s Ay pdal) Glaual) g @l jedaall e d88) ga jlaal A glaall cililil)

s Al Bl )l e Sals calal) ad ;) gk oo 4 pdiall Cilasall g Gl pghaall el Juadl) Cila agaii aly
O o Janeill Gl datia AS i) pa Ailla daglia g L Cilal) dag) pa Lday ol £ gansd JS (e sUDEN 5 Condl)
Cilall g il pgdaal) Joads Aaidal) Liall) o plaaival) G2 e Wy ol 4y gthall (31,001 88 A gy

M\Q‘;\ﬁ\uéﬁu;\ﬁl\yj\u\um&gﬁﬂm@‘g@}iﬂ)

:soft file < gdaall il Juad cilill daild

ASSESSMENT REPORT OF REQUIREMENTS FOR APPLICATION OF

ANTISEPTICS &DISINFECTANTS REGISTRATION

Requirements for Soft File Submission NOTES

1-Application form with
detailed Information.

(Signed from Chairman
and sealed)

e sldaal g ASAl Aidy clibyd) JalS GaSl zdgal
SJ\JY\éJACyAM?ﬁ:\;&)ﬁ\

2-Submission fees.

3000 L.E for for local
products New reg.

4000 L.E for New
imported

: @) Juay)

dzia 30004 Jiaad dlaal) &) plaaiceal) s B
dzia 4000 53, gbwall i paaival) s

4ia 4000 2 siwall 5 Aaall il sale) Ala B
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4000 L.E for Re-reg
File.(local and imported

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

dgle daylial) cp J sinnal) (addll A8 L&Y (ha G i idad
kﬂ\#u;m‘iuﬁ\,\@'ﬁﬂ&

4-Composition
sheet (authenticated
m case of mnported)
On Manufacturer
Paper

Sashl) g Sl pda sliaals gheaall (@59 (Ao S A gl
%JAAAS‘SJM‘J%JM‘MJ“\QA&:’A)G&Y‘#MJ‘
(Qusimal) a8 Ladal) aly

5-Layout Comply with the
reference

saaiual) g adhal) g sal) pa 483) gia paaiial] dBUay

6-Leaflet (If only it will
be mserted
commercial packs)

(%J@\swgudﬁjuhuéhﬁ)'éﬁ

7-Reference copy.

Aamal) JLA g Alladl) 3 gal) (udly el 2 ya

8-Certificate of Analysis e sliaaly ghaal) (3,9 o il Julasd Balgd
of finished products. gl Ciliua) ga gy g ga Bagall o 448 )
(signed with QC

manager and With

Manufacturer

specifications)

9-Commercial Register
Approval

6 S Jaaadll) ks Aadla AS 3 (6 e Jaw
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Arab Republic of Egypt
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for Pharmaceutical Products

11- Copy of last Updated paniuwall Bl jUadl A e i

product registeration .. e .

license (1n case of Re-reg) (B8 Jaaudl) Bale) Alls )
12-product composition ) gal) Al Jalaa (pa dadeal) cuS il Gl
Approved from .. e .
Nodcar(For Re-Reg) (B8 Joul) Bale) Aa 9)

Certificates 1 case of local & toll :

1-Declaration of source of ) ali) 3alall jlaa g gi ad
active raw materials.

2-Certificate of Analysis of (Aladl) 3alall aduan) 3 9all (pa Alladl) Balall Judas 3algds
active raw material from

Manufacturers.

3-GMP or ISO certificate i) 3Ll gisasl GMP 3344 9) 9001 90 33
for Manufacturer of active

ingredient

5-Naming List arranged paniuall glaw Aaild
with Applicant Priority.

6-Pharmaceutical Plant Al oAl ZUN) Jad g a9 Aaal) dlaal) dad
License. dle aianl)

Tel.: +202 — 23684288 +202 — 23640368 +202 —23640368 Ext.:1201 Fax: +202 — 23684194
Website: edaegypt.gov.eg e-mail. biocides@edaegypt.gov.eg



Arab Republic of Egypt
Egyptian Drug Authority
Central Administration

for Pharmaceutical Products

A ) pas dy ) g4
aﬁ)-ﬁdad\ Q\JAJ\ L_“\A
4038 pall 300y
ddavall @l puaatiuall

76-Manufacturing
Agreement between
Applicant and
Manufacturer (Toll &F-
Toll only) including
attachments

toll &F J) Ala | 3) puaaiall dllla g abuaall (s poviuali Sic
Ol (e (s 9 Ah 2 5 daua adle 9 g b toll)

4 aall) e gala aa Aasall 43 ) 5 0 4 gilal)
panlual \@u\

9-Storage Agreement(Toll

&F-Toll only)/If not stated

m Man. agreement

dava 4le g (s lu toll & F toll( s B) (345 ske
6 a0 81490 1) ) o (i 3 (1S3 5
Uaall

Certificates 1 case of imported:

1-Copy of CPP or Free
sale certificate of final
Product in Exporting
Country (Imported,
Bulk, Under

License)/(In case of Non

Reference Exporting
Company, submit a
document proves

Marketing in a Reference

country "If Present")

il g o) aaiieeal) Juaadt Balgdi (e Al

5 i) dllla gy g o Laial) Al (e paaieaal!
%%J‘M‘SJM‘JL,J&‘XA)“‘C“&J‘JM‘
Lol

2-Agency Agreement g (paaiuall LS g i o) (5 puan dic ) AS g i
(Sole Agency or Ladall aly & puaall 5 M) g 4 jlaill 48 1) (e
Product Agency)

3-GMP or ISO aiaall 330 o) GMP 3¢
certificate for

Manufacturer of

finished product
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4-Copy of EDA 2 fea g0 A el £ gal) Ay (3 ga oo 28 BALGE
Record Importing o) a8 W jlaualy gt (38 3 ) 3 jduaall 4S id) o
Register(If it is not the (3 dsY
first product)

Jas 328 Lo )

(O sinal)

5-Packing Letter from el ga paalicual) ASIa AS i) (pa pudaaieual) ddsad Gildad
Exporting Country 4l 4 3l (e A5 ga Liluadl Lgalaal 9 ) gl £ 53 g
with full pack detals Ladal) aly 4 jaal) 5 Eudl
(Only 1f not present in

CPP)

dglaall 48 ) A8 48Uy
Jaa el cth dadia
Z\_“*J\ S 140" 935\93‘
@ jalal) e 4l6 0 dalal)
<l el g

Jay lanal) 48 i) 8 ABlday
Aingd) a4 () sesall
il jball e 6 1 alad)
<Ay el g

Kindly submit your file arranged according to Check list requirements with separators.
Mail for Appointments: Biocides@edaegypt.gov.eg

+ daadl) 481
it Sl s Cila 03388 0 g ) 43ia 3000
3 sia Gl ygdaa Cila asdi 2 g 4xia 4000

Qe gl Aaa Juaud Bale) Cila andll o g 4xia 4000
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https://forms.ale/ AVNoonhGOPTTXIKO76 : <l jdaal) cila ady Jas)

: soft file lawal) cila Juawd clills daild

ASSESSMENT REPORT OF REQUIREMENTS FOR APPLICATION

OF PESTICIDES REGISTRATION

Documents submitted for all Registration types.

NOTES

1-Application form with

it sldaa) g Al iy bl JalS Sl 73 gl

detailed Information. Ayl
(Signed from Chairman and

sealed)
2-Submission fees. : @Al Juay)

3000 L.E for for local products.

dzia 3000 Adaall il paaival) s B

4000 L.E for imported dzia 4000 53, giwall i paaival) D B
3-Letter of Attorney of daglial) (o J gimsall (addill 48 HAl) Cpa i lad -
authorized person-Bank Al pada pliaay Shy ad gl daua 4yl
signature Approval.

4-Composition sheet (4copies)
On Manufacturer Paper O

( Authenticated in case of
imported)

5 Gyl pda pldaaly plaal) (39 Ao Sl Ol
3%)&\&?1\@&3A)Gﬁﬂ\ﬁu‘g\#ghm
(Qosiead) a8 Ladal) Al 4 paal) 3 i)
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5-Layout (4copies) State product
type 0 (TC%) o0 antidote O
If Public health (not be used in
houses unless by certified &
trained personnel and not to be
used for agricultural purposes) O
Active and mactive ingredient O
(Colour band, O acute toxicity
Hazard symbol & Signal word)
-Applicaion rate 0  Storage
conditions O

BaLal) 3) 481 da 43 g fra g _paantiasall dga A 48Uy
Lalall dauall ciagal) Al 8 | slaal) jliall | TIC96 alidl
A ‘g0 Alles a9 ) JMal L adding ) Aday 43S
@f—b}‘ Rl Y (B addien Vg duad jag

b yal) g Aladll 3 gall 4y grda ga puaational) cuS 55
Wk 4 jail) daldl) g ualial) ¢ sl Balall dacs 4 o
WHO pictogram

Juaxina) 48 sk 9 CidAl) Jara

6-WHO Reference sheet with
0 Active Ingredients o - Conc.
-Target org. O

-Pharmaceutical form. & Chronic
toxicity Reference.

9 addieeal) 38l g Alladl) Balall 4y pa g0 WHO 22 4
O sl JSa) g Adagrinal) 48Y)

dia 3al) MPJ‘ sl

7- Reference for mixture if
present

a9 O JalAll 2 ja

8-Calculation of Application rate-
Matched WHO.

pladiud) Jara Gl 43y ya

9-Commercial Register Approval

4 e ga (5 b Joaail) calla datia AS HEN (5 et Ja
LLi o) (tolld A Byl sal) Ciliusa ariual Lol
b 3 ) gieal) Ala B e ) i

10-Tax Card
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11-Certificate of Analysis of
finished products on
Manufacture paper Name of
Product o TC% o

Assay of Active ingredients

9 il ad) s i ga Al gidal) Julali Balgdi
& Aladl) Balal) dsaS Julas g Alad) Balal) B glas da
Al idall

12-MSDS of Active ingredient on
manufacturer paper (in case of
mported products: MSDS of

Al il Balgd ) Aladl) Balal) dadba by Balgds
(sl Dla B Jlgdll i)

finished product)
13- Copy of last license i) Adla 8) paaiewall Juad jUad) A) cpe ddid
(i Jaaudl)
( For Re-reg only)
14-Composition Approved from Bale) s 3) o) gal) Aid Jalaa (e daineal) S i) (il
Nodcar (For Re-Reg only). (i Jaaudl)

Documents submitted in case of Local & Toll Manufacturers :

1-Letter of Authorization from
the supplier of active raw
materials Manufacturer name 0
product name (T'C) o

If Supplier name Tinked with
Manufacturer 0 authenticated &
legalized o Original is seen.

A3 g e g plAd) Balall Jglail) g Jameailly dlaall
:\éﬂ\@éﬁy.uﬂ\‘gw\w“ge&‘ dalall 3‘9&-’\-“
Ladal) Aty 4 jaall 5 jlad) g 4 jladl)

2- Certificate of Impurities
Legalized & authenticated

4l 48 3l (pe ARG ga alAd) BaLal) Guil g Balgd
O Laial) aly & paal) 5 Ll g
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3- Free sale certificate of active

Tpa gSal) Agall (e A1) ALY ) gl Balgd

mgredient Legalized & Bl g Ay jlail) 48 2l (e ARS ga Lidal) aly 43 gicual)
authenticated 0 - from O Ladal) Ay & paal)
Government Authority

4-ISO Certificate for 0 A s ali) 3alall aduaal 19001 ISO 3

Manufacturer of active ingredient
Vahd 0 Annex including Active
Ingredient O

6-Industrial Company Register
Production line required.

Anaiil! Aalad) gl (e Aaal) puaall olia Jou-
O .U laghd 4 mdsa g 6w dslial)

7-Manufacturing Agreement
between Applicant and
Manufacturer (Toll &F-Toll
only) Valid o Bank Signature
Approval 0 Authenticated from
CAPA legal Affairs

s ) plaal) g Jaadl) b adia G aniuall) die
Fisa 9 oS g5 daa 4o 5 s b toll and f toll)
9 paal) £l gal) dings A gAY () i) (pa

8-Manufacturing Agreement
Attachment. Trade name of
Product o Authenticated from
CAPA legal Affairs O

Qsill (s (Figa &y ) plandd) 4y g ga 2o (ala
& paall o) galf disgs 43 5ila)

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

O Fisa 9 b (Sl 5 daa dle (A3 e
e pall o1 gal) dingey 4 g3l oy gicil

Documents submitted in case of Imported/Bulk/Under license Products.

Tel.: +202 — 23684288 +202 — 23640368 +202 — 23640368 Ext.:1201

Website: edaegypt.gov.eg
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1-Copy of Free sale certificate of
final Product in Exporting Country
Valid o Legalized and
authenticatedo from competent
authority

dga O Laid) aly (e Al paaticiall a9l Balgds
94l 48 2) cra A8 ga g 4y s A g 43a g8
Liiall aly 43 ‘gaall 3_Laudd)

8 gand) Cililyy g g ga B juaall AS i) (e At il
Ll

2-Packing Letter from Exporting

Country with full pack details.

3-Agency Agreement (Sole A8 Al piaatieal) ASilal) A4S &) Cha (g sl g) NS 9 NEe
Agency or Product Agency) or Sl 4d 2l e (#iga g 5 bu Jaammil) calla dadia
authorization letter Valid O ldiall Ay 4y paall 5 laud)
Legalized

4-Copy of EDA Record
Importing Register(If it is not the
first product) Valid o Including
Name of Exporting Company
(G usial) Jaws 28 (2l )

o buaaly agad ) (3 giesal) Jaw 38 il i (e Add O
9 b b Jo¥ Joadll Ala 3 jUad) Jg) aDldu) g8
SJA«AAS\;\.SJJJ‘@M‘Q@'A}A

5- GMP or ISO certificate for the
manufacture of fimished product
Valid

e @"\.’\A\ Luaa-d GMP ' s salgdn

" e S ol o Audaal) AS ) A8 A3Uay
5 Al Aalad) Al (e M 140
<) gl g el jalall

O ganal) Janesy dglanal) AS pl) 28 A8y
o 4 daladl Aigd) (e 404"
3 sl g bl

Kindly submit your file arranged according to Check list requirements with separators.

Mail for Appointments: Biocides@edaegypt.gov.eg

;3.4451\44&5.'"' “
e e ile 4085 481 43ia 3000
3 gisa daa cila o085 441ST 44 4000

Tel.: +202 — 23684288 +202 — 23640368 +202 —23640368 Ext.:1201 Fax: +202 — 23684194
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hitps://forms.gle/EaCoVSDndPzridiF6 : auall cila ad ) oyl
( External Service) 4 pdall el 5 ol jehaall Juaad ale ) [ Jopaad il Ul ) Ll

s Ay pdal) clawal) gl yedaall  Jled Jaand JUad) Y A gllaal) cbilul)

25 ) o ) e SLalS Calal) ad gk op A pdal) cilaual) 5 @l pgdaall gl Jaaadl) Cile anall oy
O o Jaeall Gl datia A8 i) pa Alla daglia g L Cilal) dag) pe Lday ol £ ganed JS (e sUDEN 5 Condl)
Cilaall g i pgdaal) Jaads Aaidal) Liall) o pdaaiual) (a o Warg sl 4y gllaall (3) oY) 43S 8 giny

i i )l Wy oy L dayll 5 4y pdal)

1hbe AL A soft file cibilh Aaild ) ABLQYL 1 il ghaall kgl cilal) cidhs dald v/
ASSESSMENT REPORT OF REQUIREMENTS FOR APPLICATION OF
ANTISEPTICS &DISINFECTANTS REGISTRATION

NOTES
Documents submitted in case of hard file:

1-Preliminary Approval( for Soaill Gl ) B saad) 433} g

Hard File Submission only)

2- Stability Approval( for <Ll 50 A38) ga

Hard File Submission only)

8-Nodcar Analysis Approval | (s dalrall quS ) ¢l Lgna (38 pa o gall A Jalae A83Uaa

attached to the approved Jalaal)
composition with NODCAR

stamp (For Hard File
Submission only)

4-Syndicate Fees (For hard Cilgia 7 Aaddy ol sh g Auia 100 Aasdy A d3ad Jlay)
file Submission File) 100 LE
+7 LE Stamps

https://forms.gle/ AV NoanhGOPTTXKOT76 : i yhaal) cila a8, Ja

1 obibe Al Al soft file clalh Aaild ) ABLaYL 1 Glamall Al dilal) cilith daild v/

Tel.: +202 — 23684288 +202 — 23640368 +202 —23640368 Ext.:1201 Fax: +202 — 23684194
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ASSESSMENT REPORT OF REQUIREMENTS FOR APPLICATION

OF PESTICIDES REGISTRATION
Documents submitted in case of Hard files:

1-Preliminary Approval Soaeil) Cilg ) B aead) 488) ga
2- Stability Approval L) 513l A88) ga
3-Nodcar Analysis Approval Jaladl) Jalaa d83Uaa
4-Syndicate Fees 100 LE + 7 LE &lsh clgaia 7 g dnk diad 442 100

stamps
5-Acute toxicity results Aal) ) pdial) & gy dgaas Balad) dand) Ay il
6- RIME approval Application W e 9a Al Gl pdad) & gay dgaay Alladl) il
rate as previously approved in | lslja) B jaud) 488) ga B sS3a o8 LS iiall casdanl)
preliminary approval O Saail)

Ag3) i) AB8) gal)7-

https://forms.gle/EaCoVSDNdPzrjdiF6 ; asall cila ad, Jasl

(External Service) 4 pdad) cilasall g &l gdaall ol puaaiosal) Ao ) e o) o) 2 WG
s dadd (<8 4 glhaall clild)
O A pdall claall g @ phaall paaiuall o o) ) o sthaall pial) Gl Cila agali oty
danl ja any ol £ gand JS e s UDAN 9 i) pagy (38 sal) Jaal )11 Ao Slals Calal) ad ) 3 )b

Tel.: +202 — 23684288 +202 — 23640368 +202 —23640368 Ext.:1201 Fax: +202 — 23684194
Website: edaegypt.gov.eg e-mail. biocides@edaegypt.gov.eg
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Cilasall g @l jgdaal) Jaay daidial) Liplll Jo (0 ) Lgia i s La 2 e 5 Lid Calal)
slhal) el Aaldl) ciBd yall jlua) ol (e g 4y piad)
https://forms.gle/ AVNognhGIPFTXKIT76 : i ghaal) cila ad, Jay)

https://forms.gle/EaCgVSDndPzridiF6 ; sl cila ad ), Jayl

499 il e iy Baalnal) 30 gAl Wi Jaall paaiieall o 05l o) qigllaall piially calbs ad) Ay
85 o) ALl Sl cath adia ) (e £ 9 ] gl (e JA [ ASla Jii ) 2019 ddead 4y )
(35 aaa Al [ 5 gmll £ o puii [ QS Al (Gl B &) gaall Jlga s [ Adladl) plAY) Balal) jluca

s A pdal) clasall g & jedaall Juads Aalidall Adall dakalal) ) ) A Wida ) ) AdLYL

(technical concentration ) TC lasall Afladl) 3alall 3 gl da o s -1
Colasal) ) Aty ddagrioiad) A8Y) AL g) s -2
MSJ&J/&*@J&E%JW‘ -3

4 pdald) clanall Adladl) 3alall (TC) 39l A ya s

A8 ) Gl 4y Lada ga Ll (1 o giia g daie pudaaionall ASHal) AS i) (35 0 Qlad -1

4> 1000 daghy adal) Juay) -2

G s A AN a5 ga -3

ol yiial) ABS Jady adbal) Cilad) (5 Al U fa pdantieall jaa i) AT g4 adiall JUadY) ol 3ad -4
raaiall 5 jalall 88| gall g

A A A giana o g dasaia Cilally Aediall Clatiol) asen ol 323 -5
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) Ay eSta aiiall A dediiceal) Alladl) Al 3 gall 0 jgan AS AN (o p gida g Maina g2 -6

0 3S iy paaiuual) aml-

i) A daddiciall alAd) 3alall anl-

slida Alig 3 gall anil oliiia alyg plaall aul-
ALA) Balal) ) piuy adiil) die @lld g i) Balally Aaldd) Juladl) Clalgdig GMP J) Clalgds agally agas -7
O o sdill el g free sale Ladal) aly Aadl) salall Jgla Balgd g il gudd) Balgdi (pa FEOR ﬁﬁi -8
A0 4y sShe Uladl) 5alaly Lalill  quthorization letter dslaal) 48 )il daiaaall ) § jaaall 4 i)
Liial) by 4y pumal) 3 i) g 4 jlasil) 48 a0l (8 ga ) 5398 o Ao 3 Juall g TC 5 glal)

4 pdal) clanall ddagial) 48Y) yuas

Al Gl 4y Lo ga gl (1 ik g dalina paaiesall ASal) SN (359 o qlad -]

43ia 1000 daily adal) Juay -2

G il A} AN e B s -3

i padial) ABIS Jady adhal) Cilal) 0 g Al U a pdaatiuall jia jad) AT g4 adiall JUadY) ol 32 4
antiuall 5 jaleall cul8d) gal) g

_kﬂ\@M&JWMQLM\Q\M\@A@Q@J@ -5

saniall Aladl) salal) g ddaginwall 48Y) 4y pda g0 WHO (alall 22 ) (1 3 9@ -6
Sanaall Vi) ddta) 7

Tel.: +202 — 23684288 +202 — 23640368 +202 —23640368 Ext.:1201 Fax: +202 — 23684194
Website: edaegypt.gov.eg e-mail. biocides@edaegypt.gov.eg
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