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(Checklist-)

ASSESSMENT REPORT OF REQUIREMENTS FOR o
APPLICATION OF ANTISEPTICS & DISINFECTANTS

REGISTRATION
First: Requirements for Soft and Hard File Submission )
NOTES
1-Application form with e slaal g ASAl ik clibed) JalS GdSl i gad
detailed Information. B3I B ga (e Adpanl Ay AS Al
(Signed from Chairman and
sealed)
2-Submission fees. : &2 Juay)
3000 L.E for for local Asia 30004 Jiaa Aglaal) &) puaaioal) Al L
products New reg. ) .
daia 4000 53 giewal) il panioeal) Ala
4000 L.E for New imported ) .
Aia 4000 2 sal) 5 laall Joaeadl) ale) Alla
4000 L.E for Re-reg
File.(local and imported
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3-Letter of Attorney of
authorized person -Bank
signature Approval

dgde daylial) cp J sinnal) (addll A8 &N (ha G i idad
kﬂ\ﬁ&n;b&a‘iéﬁg@éﬂ&m

4-Composition sheet
(authenticated m case of

skl g A pae sldaaly pliaal) (3,9 Ao oS Al Gl
%JAAAS‘SJM‘J%JM‘Mﬂ‘&AéﬁJﬂ)G&Y‘#MJ‘

mmported) On (Qusimal) a8 Ladal) aly
Manufacturer Paper
5-Layout Comply with the saaiual) g adhal) g sal) pa 483) gia paaiial) A8y
reference
6-Leaflet (If only it will be (Gl 3 5l LA ga g Alla & ek ) 3

mserted in commercial

packs)

7-Reference copy.

imall JSal) g Aladl) o) gal) (udly Maina 2 0

8-Certificate of Analysis of
finished products. (signed
with QC manager and With
Manufacturer specifications)

e sldaaly phaad) 39 o pdaiall Julal Balgd
uaall Ciliua) ga gy i ga Bagall o 48 )

9-Commercial Register
Approval

s S Jaaaatll) cals dadla AS HALY (6 e Janw

10-Tax Card

11- Copy of last Updated
product registeration license (
in case of Re-reg)

Bale) Adla 8) pdaaiewall Juad jlad) A cpe ddid
(add Jaaedl)

12-product composition
Approved from Nodcar(For
Re-Reg)

Bale) s B) o) gal) Aid Jalaa (e dainal) S i) (il

Certificates 1 case of local & toll :
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1-Declaration of source of
active raw materials.

2-Certificate of Analysis of (Aladl) 3alall adiaa) 3 al) (po Adladl) Salall Judai Balgds
active raw material from

Manufacturers.

3-GMP or ISO certificate for Aladl) 3alalf tiuaal GMP 834 51 9001 90 Balgd
Manufacturer of active

mgredient

5-Naming List arranged with il glaw) daild
Applicant Priority.

6-Pharmaceutical Plant Al o) ZUN) Jad gy a9 Aaal) dliaal) dad
License. Ao auiail)
76-Manufacturing Agreement | toll &F J) Ala 8) yaaiuall dlila g adaal) (s pieas Sic
between Applicant and Osdl) Cra (Biga 9 S adgi daua e 5 5 b toll)
Manufacturer (Toll &F-Toll 4 aiall) die gale pa Aasall 43S pal) 5 1AW 4 gilal)
only) including attachments aniioal) ad
9-Storage Agreement(Toll &F- daa ale 5 5 toll & F toll( A ) 0 3as sie
Toll only)/If not stated in Man. 43S ) 31Vl A gIAl ¢y ghd) ha (Biga g S gl
agreement 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”)

Jslail) g o) paniiewal) Jaaad Balgad (o Al

5 paaiual) dile L g ga Ladal) Al (e paainiall
aliy 4y puaall 3 M) g 4y jlail) 43 al) cpe 480 ga g piiaal)
il
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2-Agency Agreement (Sole g (pmdaaiwall AS g she g) (5 pman dic ) ALS 9 Sic
Agency or Product Ladall aly & puaall 5 L) 9 4 jladl) 48 1) (e
Agency)

3-GMP or ISO certificate tiaall g3 o GMP 834l
for Manufacturer of

finished product

4-Copy of EDA Record W el se 4 paall o) gall dingy (3 gienn Jow 18 Balg
Importing Register(If it is o) a8 W jlaualy gt (38 13 ) 3 jduaall 4S Jid) o
not the first product) (3 dsY
(Ol Sy 18 2k )

5-Packing Letter from el ga paniicual) ASia AS i) (pa pudaaieual) Adsad cildad
Exporting Country with 4l 48 30) (e AR5 ga Lilualll Lgalaa) g &) gaadl € 63 g

full pack details (Only if
not present in CPP)

Lital) aly 4y puaaall 5 ,ud)

datia dglaal) 4 Had) A8 48Uy
" £ 3IS ol Jaa i) ulln
48,0 dalad) Aigd) (o " 14
il ) gl g il jaball o

Jay lanal) 48 ) 8 ABlday
dalad) Agl) cpa M4 (el
@y gl g @l jabal) e A48 0

In case of hard file:

1-Preliminary Approval( for Soalll gl ) B saad) 4331 ga
Hard File Submission only)

2- Stability Approval( for LAY 5 A38) ga
Hard File Submission only)

3-Nodcar Analysis Approval | (s dalrall quS 8l ol Lgna (38 pa o gall A Jalaa A83Uaa
attached to the approved Jalaall
composition with NODCAR

stamp (For Hard File
Submission only)

4-Syndicate Fees (For hard
file Submission File) 100 LE
+7 LE Stamps

Cilgia 7 Aaddy ol sh g Aia 100 Aasdy A diad Jlay)

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

Mail for Appointments: Biocides@edaegypt.gov.eg o
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