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The REPUBLIC OF THE SUDAN
FEDERAL MINISTRY OF HEALTH
DIRECTORATE GENERAL OF
PHARMACY

Aapall Lalall 50y

Jaaud Cldal ga \).,_.,-\-\a:\ alla 5 jlatin)
APPLICATION FOR CHANGE OF REGISTRATION SPECIFICATIONS
lhal) atie Adacil g3 Say
TO BE FILLED IN BY APPLICANT

1 Date of Application Gllall andi 5 )
2 Name of Product (Brand) Al g ol any) Y
3 Non Proprietary Name Soledl e oyl ¥
4  Dosage Form Yaall Jal ¢
5  Strength/ Dose de all/ Sl o
VA gnd ol sl
7  Presentation Al 3 guall Ciny Y
3 Registration number in Sy Jiall B, A
Sudan
9 Date of Registration donudill 5 4
10 Committee No. Lalll a8, e

11 Composition sl Y)Y




16- Name and address of Agent in Sudan

O edl JS 6l Gl g3 g a) VT

17- Name, official Professional Status of Applicant :4ia §lhll axia o) VY

Signature selaa)
Stamp sl
s el Jlenin
For Official Use Only

Applicant No. bl a8
Date of receipt llal) a5 ey
Decision )l
No. & Date of Aalll 7,8 5 88
Committee Meeting

Registration No. Jaaatll 8
Registration Date Jaaadl) 2 5
Signature of authority sliaqy!

Date

@JU\




dasaall g dayadl) Bguad) (Cy ilhg i) -V ¥

12- Differences between new and old Pack

sayaall 5 gul) dagadl) 5 gunl) .
Farameters New P::li Previousj;zick i
Product Name aniosall o
Company Name A 8l Al
Manufacture g o
Price 3 gl jaus
Shelf Life Faadlall 5
Storage Condition oAl Cag yla

Specification of Active

Z\J;:lsl\ EJLAJ\ :\&A\)A

Ingredient
Packaging adalall 3yl
No of Sample Clial)

Other Major Differences

LS,).;\ :\,)ul.u\ & jaxia &)




13- Differences on Quter Pack

daa ) 5 gual) o clBg Al VY

Parameters New Pack  3aadl 5 gaad) Previous Pack 4aill 3 gl il jiial)
Pack size & Shape 3 puall S5 5 ana
Material of outer Pack 3 gaal) 3ala
Information on outer 5 gl dalua e ila gladll
pack Container daa A
Specification lial gall
Other Differences G A Gl e )

14- Differences on Primary Pack

A8l 5 gal) o by i) -4 ¢

Parameters New Pack 33321 3 gad) Previous Pack 4wl 3 gl i jiial)
Pack size & Shape 3 puall S5 5 ana
Material of outer Pack 3 gaal) 3ala
Information on outer 5 gl dalua e e glaall
pack Container daa )
Specification Glaal gall
Closure of the Primary i

Container sl &5l ol
Other Differences A Gl et o




