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(e el dzadl o) (toll manufacturing )osad) ol Llss Axiadll gl Llss Axiasll
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Lia yaall 4880l S gai il g3 g i85 Al ) juaniad) Gl o B gdaall il puandioal)
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Liey) o Adall e e ge il al 6 A5 jedaall Ol jastiuall o :Antiseptics
() () el 5 Aplalaall
e Personal domestic use Antiseptics:

& axdd il G el J a8 oY) Leeading ) Al 5 jgdaall il sl
Al () eUaely (adlill a6 Ledie s Adagud) & g jall 8 440 0¥ i)
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e Professional Healthcare use Antiseptics:
e el dnlhll dle I Jlawe (8 ppaidall J8 (e 222508 Sl 3 jedaall ) pantiill

il g Calalaal) g lLadtuallS dasiall Gl gall 8 Alall e dasiall g 458 gal) 4380l i)

Claleal J Gyl tla ugat] 405 il jelan s ol il Qi (pe 08505 il jglaa
Al el

) Akl cle HlealS Adall mhu 3yl @l pasiudl o :Disinfectants
ge daladll L 25 ) (SLY) ) clalall ) cladiudlS Al (Sl el Jasis
e Laalaie] 5 &l jelaall anil daalel) Zaalll ) jal lada &l jedaaS Leliand o 43l Gl sl
23331 2017/10/10 Gt A ydall Glandl 5 & jedaall 5 e Hivual) Joasal didl) dall
oY Jeain¥) S o) e dphll @l 3l 32a 5 e borderline products

() i g aira (g jedae ) juaaiiall

e High Level Disinfectants:

sl 5,30 L Loyl 5 (ial paD L) by g pSaall IS (g il e 550800 L) <l jedas
AT 330 Jsh e aiadll aa I Jiad (bacterial spores) LSl ol ja sy Ji#
Tallaal) L5 Y15 lad) a5 15 3eaY) el aaiiady o ekt 3 sall mhadl e
skl Loagl 5 dal jadl ulalidll 5 daaljal) G oIS anall 8 ddizal) hlall ) Y sa
Janall 3 3ealS (Sl QL) 5 aall Jie ) anadl Qi ga pe piilae Jlucal Lgd 3 5 3¢ Y]
Jusl s, sha of Cus (critical devices) siea¥! oo gl s e Gl (5K

CAaaa je S A laa e Led (5 gaall
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e Intermediate Level Disinfectants:

Sl Ll G -1 al pa3 Al il g sSaall JS (g paliill e 350800 Ll il yeda
L Gl dnlall &l ga¥) jehat A 23585 (bacterial spores) LosSill adl e
oary ekl axiis of Ll (Kars (non — critical devices) adud) alall e Juadl
ek 3 Lealadii) ey plull e Al ae il W 05 o oS S5 il aY)
e alall ae Jlail Ll sl anad) Jals k) 4086 ae Juail Lgd il 5 dall <l saY!
(Semi- (oansis auall & dadzall Blliall (3 345 Y Lisly  (non- intact skin) el

o4 da gl adl) gyl e Jaa i) udaliall i se il Jie critical devices)

e Low Level Disinfectants:
bl mhud) e (ol a0l Ayl A38a) SN (e palaill e b il ) il jedas
LosSll adiloa ey (TB) dudl LS o ali Lleoal pad o815 dpdbiall e
alod)h Alall e Juail Ld ) 5 5ea¥y <l 5oV pedail aadiisis (bacterial spores)
. cwhll cilelaw Jis (non — critical devices)

Vet. use disinfectants: e

ek ey Lgy Blaa¥) of il gall o g L oy Al shaliall 8 Lgaladin &5 <l jedas
G Sl s cadsall 5 il gl £ ) ey o) sed) nedais coluall Jua s dadail 5 oyl olia
zaall ead Skl 5 Gl iy ¢l gall 2V Sl g Gl ey (Slal g L aadi
¢ ol sall Slaay clizalally s Sl G s s AY LS pally clialill s il s adbdll

Apaal) daUail) Gl 2 Y il gall als e ol Glall day g S8 Aadal) pelai
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5 Apiall lapal 5 il jehaall Jiaisy Laiiall Lialll e acaje &b ol s iy =
s 10 32 (5 e et i Jlad) laal 5 diadi a8 ) jeasiiall i

Cala (e a2y il e ol Glgin die JS 6 edaall ol pmaiiall Jaas sile) 3 =
e (e a8 & jdall Glanddl 5 Gl jedaall Jaaad 35000 (I jastiual)
raniual Jglay many 5 Jpensil) sale) lllie iy 48530 o 6 o e il jUas)
ol 33le ) Cilel jal & ) 480 o by s 330 J) sk Jaansil) 30le ) oL

UigsS dal DA Lgdilaadi) a8 Al Jeall 32) g8 m

3 Jaleay Lelidad o5y Al Alpdi UL mand 40U oo 480 g0 laaly Zleudl -
D) Jlaal oy dAglaally Jiladll dais saa )85 8 ae Jhaiy 400 all 446 1 4, S )
Alaadl LA A 5 6l sl dag phe Silgill Qi
O Agra e Lgd ) ABLW G yeaniionall () sed 6 Aladla) Sl Cige jlad] laal -
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s gl o S A0 g2l Al 500 A S 5all 5 1Y) Jabaas Runlil Sl 3 sl il iy of e
bl 3 5)al Aaiad) ac ) 8l ada Alasoll il Al j3 ) s
Aen 2 IS e el el 28y aa 3 p0 JSI ) 568 6 el Al ) e 3 i gall Uad) 2 (S
Sl Gllla 288 elirial amy () siw 10 B2al (5 )l) Sl Jadl () il jUadV) Jysa o
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Checklist for Application OF ANTISEPTICS

& DISINFECTANTSREGISTRATION

Requirements for Soft and Hard File Submission

1-Application form with detailed
Information.

(Signed from Chairman and sealed)

ida pldaal g ASAN ik i) JalS GESl g3 el
A i)

2-Submussion fees.

3000 L.E for 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)

: @bl Juayl

4in 30003 Jaaaad dglaal) &) pantisal) Alla &
dzia 4000 53, giwall i paaival) D B

i 4000 2 siwall g Aaall Jrandl) sale) Ala B
B g Sl dxa) 1 1000 +

(8 ) el Al ) 5 Jaih acdl) daal ya 1000 +

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

Cilgia 7 daidy gl sh g Auia 100 4asdy Aud d3ad Jlay)

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

dle Aaylial) o Jgial) Qaddll AS JEN (e Gl i el
Adl) pda sliaay S5 adgi daua

5-Composition sheet (authenticated in
case of imported) On Manufacturer
Paper

skl 5 SV jute plaaly plaall (o5 Ao S A Gl
4 puaal) 3Ll 9 4 i) 4d Al e (Fige ) ZUNI ada gl
(Qusimad) a8 Ladd) by

6-Layout Comply with the refrence

saniuall ga athal) g yall ae 488) gia plaaiical) ABUay

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

(Gl 8 gaally aga g Alla B Jakd ) 5 s

8-Reference copy.

Aamall JLA g Alladl) 3 gal) (udly el 2 ya
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9-Certificate of Analysis of finished
products. (signed with QC manager and
With Manufacturer specifications)

ﬁM;WQM\JJJ&MMSJW
@M‘Q&m\y%@bghﬂ\u}e%ﬁj\

10-Commercial Register Approval

s bt Jnedil) s dadia A8 A (g jlad o

11-Tax Card

12- Copy of last Updated product

registeration license ( in case of Re-reg) (i Jaaudl)
13-product composition Approved Bale) s 3) o) gal) Aid Jalaa (e daineall S i) (il
from EDA labs (For Re-Reg) (dadd Jaaisl)

Certificates m case of local & toll :

1-Declaration of source of active raw
materials.

- Adladlf el&“ salall juaa @43’5 dad

2-Certificate of Analysis of active raw

(Aladl) 3alall aduaa) 3 gal) (po Alladl) alall Judas Salgds

material from Manufacturers.

3-GMP or ISO certificate for ) 3alal) piuaal GMP 83 51 19001 90 3algd

Manufacturer of active ingredient

5-Naming List arranged with Applicant paniuall pla Aaild

Priorty.

6-Pharmaceutical Plant License. pl oA ZUN) Jad gy a9 Aaal) liaal) dad
Al aialll

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

toll &F J) Adla 3) paaivwal) il g phiaal) ( gial Sie
O] (e (Figa 9 Sl a5 daa 4le g 5 toll)

4 poialll Mo gala e Aasall 4, 3 jall 3 1aYL 4 g51AY
yaniual) aul

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

daa 4o g 5 b toll & F toll( A ) o jas S
4338 sall 3100 435 gAY ¢ gl e (Figa 9 Sy adgl
Dauall
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Certificates in 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 "

Jolail) Balgd o) panibesall Juad Salg (pa Al
Al 4 paal) 3 i) g Ay il 48 al) (pe 48 ga g piiaall
Lol

2-Agency Agreement (Sole Agency or
Product Agency)

UALBSJA( ymmﬂ i 3.“53.\393\‘5”45:39);\3153439
M\M%M\SJ&J\\;L&&$&J§\

3-GMP or ISO certificate for
Manufacturer of fimished product

taall 931 3l GMP salgs

3-Copy of CAPA Record Importing
Register(If it is not the first product)
(Gt osimal) Jay 28 (2l )

o 30 Adanall 4338 pall 31000 (i giasa Jow 38 Bl
hhéuJ\MQ@@#)SJw‘kﬂ\w\Lﬁ
(Bn dg¥ Joedl)

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

E5 Y g Bodaall AS AN G pdaaiuall diad Gidad
9 Al Al e dige Lluall lgalaa) g &gl
Ladal) Aty 4 juaal) 5_jiud)

o Joaeadl) alla dadfa Aolaalf A8 Hdf a8 A8Uay
Ao A 0 Aalad) Aisgd) e " 140 " £DS Y
<) gl g el jalual)

MAQ" (1) giaal) Janny Aslaall A pl) 28 A8y
) sl g i jalall e A6 1 dalall Aisgd) (ya

In case of hard file:

1-Preliminary Approval( for Hard File
Submission only)

Soamill gl ) B saad) 433} ga

2- Stability Approval( for Hard File
Submission only)

Ll 50 A38) ga

3-EDA labs Analysis Approval attached to
the approved composition with EDA stamp
(For Hard File Submission only)

Cra dairal) cuS ) (s Lgaa (38 0 o) gal) Aid Jalaa diitae
Jalaal)

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

Mail for Appointments: Biocides@edaegypt.gov.eg

< pedaall Q] Aadaiall e a1 5 il sl pandaill Jdall ) sie
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