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the second complete copy will be kept in the directorate of national drug quality assurance
and research laboratories.

A ) g Ag 3N il 5 ¥l 0S5 o my

The file must be in both languages, English and Arabic
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Registration of Medicinal Product in the Ministry of Health

Trade Name

Origin
.................................................................................................................... Y anall JA
Pharmaceutical Dosage Form
Concentration & Package B gaall 5 3 yill
Product Composition
Period of Validity Ladlall 3aa
Storage Condition oAl da gyl
Product Type i il g g
Al cladie > shs (asS il
Others Biological Chemical Product
Pharmacological Classifications:
RO UPURTRRROUPRRRRPUURRIRRE & L O i R\ | Iy P DN | JPOW

Company Name\ Place
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Number of Chemists

Number of Technicians

2 b Jlenll 22

................................................................................................................

Date of Submitting the file
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File 1 General Information

Company Name
Product Name
RTINS (TR Y WU L ) Wr E P PR (RSP o
Pharmacopoeia
Al 33l (55 9 el (s B yade 4300 sall A jal) ol Bas Il Aladll o gl f3alal) AaeS 5 S
............................................................................................................................ W jdaas
Product Composition and the Amount/s of Active Ingredients & Its origin
S URUOSPRRPRRRITS Yo-C N NON | TS T U EN R P EVL PR P WA |
Excipients and its quantities used in the product
pdiall allall & 53
Application Type
ol s W gand fi
Renewal Registration New Registration
RPN CWOS -3 | PPN f (PR P - U ST WP F g
Date of submitting the first file to the MOH
ettt ettt nn (AR (8 SR V) Alilaa Lpalle ) pantiia pland
Names of Similar International Products (2 Products)
pantuwall J s cildasda
General Observation about the Product
................................................................................................................................. Al
Background
Registration number and date in the country of origin Ladal) aly B Bl Rl ad)

List of countries where the productis registered :4=8 (3 guall g panicial) Ld Janal) Joal) slandy daild
and marketed their

N geal dBran g il 238 Jia o) e 45 pee dunaa dga (e 3 j0ka ( CP.P)) SV aall paaiiall Balgd( aled

Certificate of the Pharmaceutical Product(C.P.P)

Local manufacturing e gat -1

Tpas paaill el gl
for exportation only underlicence Normal
‘éd\ﬁh\ -2

Importation
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File 2: External Packaging

Product Name

Pharm. Dosage Form

Volume\Amount

Chemical Composition\Dose

Pharmacological Class

Expiry Date

Company Name\Address

Registration Number\Date

Excipients used

Preservatives\Amount

License Provided Company\address
Price

Storage Conditions

Notices on the use of Drug

Precautions

:‘;'NA:MJ\ Ja

AaaSl) 4l aaall

el el S il

3\:\3\}33\ E)AJ'&\

el gl g U giaall g U3

a5 55l Janall and

An)5 5 g il &8

Laritall e ) gud)

Lgilias g Aadiiiocall ddadlall a) gal)
Ll (i o) Sedl dailall 28,20
L)

ol sall da Cag ka

ol sall aladinl Jsa ldaadl

Q\)..g;\;ﬂ\
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File 3: Leaflet

Trade Name Gl pasiiddl aul
Pharmaceutical Dosage Form. SV aall gl
Chemical Composition\Doses Ale jall 5 Shasll s il
Pharmacological Classifications Aif gl B a3l
Chemical and Pharmacological Properties 4 gl gSla Ul 5 dpiliassl) pulanticuall (el A

) gall ¢l Ll
Pharm. Effect

Mechanism of action ot 4l
Pharmacodynamics A gal) bl Al
Indications by
Contra Indications bbbty clalbcas
Side Effects Jailall el
Drug Bioavailability o) sall (g sanll ) gil)
A DL e

Clinical Observations
Jlaxia¥! &) a3
Precautions
Al 5 Al sl elalal)
Drug and Food Interactions
Jlaxin) 43y )l 54 )
Doses\Indications
Lialace & la/adlfie Jal 325 LS
Overdoses\Toxicity\
Ol Loyl
Storage Conditions

Al allaad

Other Observations
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Product Name

Dosage Form

Volume\Amount

Chemical Composition\Dose

Pharmacological Class

Batch Number

Expiry Date

Company Name\address

Registration Number\Date

Storage Conditions

Gauging Mark

Breaking Mark (Ampoules)

Packaging Content
Measuring Spoon
Measuring C

Others 33clue (5 Al 3l saup
Materials

A3 5 gunld) day) ) 43, gl
File 4: Internal Container

oke @S

:‘;':\Jq;ual\ Ja

Al 5l anall

el el S

@U_ﬂ\ BJA).M

'S).ua;.ﬂ“' w‘(ag‘)

Aalleall ol @JU/&LA\ @JU

iS5 sl Janal) aud

43 )18 5 pand il A8

c\jﬂ\.las;g_qj)h

(Al il Ja A) paadl as

(clilal ) il (S ypan

2AGIA0A10 3 gand) e il ya

A ke daala
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File 5: Manufacturing Processes

( w. X ‘ 4 ..~
Product Formulation

Manufacturing Process il lee
Instruments and Devices used daadiaall ¢l Jagaill 5 <l 5aY)
In-Process control sariiail) s 480 yall
Tests Applied ool (ya gadll
Stages Where the Tests are Applied L Gl ) Jal al)
Method Validation& Statistical Evaluation AgibaaVl dsllaall 5 adlall (e (sl
Coating process (solvents and material used) . .....:(Ax2a%wal) 3 gall 5 Jllaall) unlil) dulac

Documentation for Releasing The Batch

Observations Glaadle
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File 6: Analytical File

Analytical File -Jullanl) cala
1-Raw Material Control - oY1 31 gal) AB) e -1
Active Ingredients Adladl) 3 gall -

Material Name salall sl

Molecular Weight sl oo

Name and Origin of the Suplier ) 3 gall anad

Name of the manufacturer of the raw material A g Balall tiaall Jarall ani

Physical and Chemical Properties LSl 5 A0 Hall Sl

Information about the Synthesis of the material aldl glibal e ilaslae

Solubility J3aa¥) A
................................................................................................ (Purification) 3 saill
Impurities <l s&l)

Humidity 45kl 4a )

............................................................................ Residual Solvents diiall Jilaal)

Identification 451l L sxall
Assay & uladl & )l
Storage Léall 44 )l

Pk /PIl 4

................................................................................. Pharmacopoeia 45! sius
................................................................................ Other References s Al gal »

(e S5 Lo ) BLaYL) el ol Tyl a6
In Case of In House Method

41 (< 32 dsiall



Specific Optical Rotation & sl (5 gall 5l

Other Tests
............................................................. Stability of the Substances 4lxdll salall &l

ol A8 g Ay phall ) il 5 A8 jall (5 jha AaSla (e (383
Method Validation and Validation Results Assay, Related Substances and Impurities

540 Jaghadll g clibuad) auany 488 pa puaaticeal) quS yiy L3141 i) 3 gal) aand Jadail) cilalgd

al & silal &)

Certificate of Analysis for all of the Active materials included in the composition of the product with the
Calculations and Calibration Curves, Chromatograms
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File 7: Inactive Ingredients (Excipients)

.......................................................................................... Product Name salall ausl
Molecular Weight sl ¢35l

................................................... Name of the Original Supplier La¥! 3 ) sall aul
Name of the manufacturer of the inactive material dlxdll e 3alall aiiadll Jasall aul
......................................................................................................... Origin Lyl

Function of the Excipient 3Ll alasiul (e Cargll

Physical and Chemical Properties 4sbesSl 5 45l 5l claall
........................................................................ (Synthesis) 82kl g lidaal (e Dl glaa

Solubility J3aa¥) 4w
................................................................................................ (Purification) sl

Impurities < s&l)
Humidity 4 skl 4 )2
............................................................................ Residual Solvents disiall Jiasll

Identification 451l L sxall

Assay 5 ylzall @\)L
Storage ksl 43,k
pka /pll 4at

el el 5 Al o ghaall 5 cililuall waens 48 jo umaiooall oS i AR Aladll ye o) sall and Qs cilalg s
Certificate of analysis for all the inactive material included in the composition of the product with the
Calculations, Calibration Curves and Diagrams

i lae (3b 5 Aeadiined) 520uSY) Cilalizas 5 ddadlall o gall duaS
Amount of Added Preservatives and Antioxidants, Methods of Assay and Validation

Observations <UasSl
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File 8: Control of Finished Product

:Physico- Chemical Control 4l 5 48k jdll clla a8l -1

Identifications: Active ingredients, Preservatives, Coloring Agents, Excipients

dadlall ol gal) g Aladl) o gall 3 plaall 48 4l
Assay: Active Ingredients, Preservatives

:Biological Control 4 s sl 48 yall -2
................................................................ Microbiological Tests 4 s yall (2 gadll

ale silal il 5 Aitall Ja ghadll 5 cilibiaadl aaeny 438 jo (Daladl (SYanall juasioall Jolas saled
Certificate of Analysis of the finished pharmaceutical product with all of the Calculations and
Calibration Curves, Chromatograms.
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File 9: validation of the methods of assay

Assay of Active Ingredients 4ladl) 3alal) 3 s

cilal S gilal jad) g Auilual) Ja ghadl) o Julail) culalgdiy (3 kal) (38 )5

Analysis Certificate of Finished Product and the Spectra and Chromatograms should be added
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File 10 :Stability Studies

ol pmaivaall g Allaill o) gl S
Stability of Active Ingredients and the Finished Product

Real time Stability duauh L 5
Stress Conditions saxdis ha s i

Accelerated Studies 4e _yue il Sl o

........................................................... Number of Studied Batches 4w s_aall <l juaaill axe
..................................................................................................... Batch Size 3_saaill aas
...................................................................................... Storage Conditions ¢x il <ay )l
............................................................................................. Period of Studies 4wyl (43
............................................................................................................... Packaging —adall
......................................................................................... Analytical Methods dalsill (3 )k
............................................................. Validation of the Methods Gkl 4adla (e (38l
Accelerated Studies 4c _juall <l jall -
................................................ Study Conditions (Ash_ 53 )a) Al all o)k
....................................................................................................... Period saall
................................................................. Studied Parameters 4w s 2l u Ll
Real Time Stability Studies dsuh kg d b Gl clal -
................................................ Study Conditions (4:sk 53,0 a) 4wl all cag )l
....................................................................................................... Period 3aall
................................................................. Studied Parameters 4w s 3all u Ll

UJ\ Mig Z\.}:.um Jalzall M\ a,,u]lai\ JiVall 133 g op going stability studies B _palena il clad 4o ﬁ.\fﬂg Jazall t‘%
i) gal) dgal) g A48 1) jilda Ay e — dauall 515
( International Conference on Harmonization ICH s 8 gl paiga A Badinal) )
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File 11
Pre-clinical Documents: =40 3 pead) (8 La (305 g1)-
Pharmacodynamics: 2 omlotl L -7-11
Mechanism of action:

: ).ut’d\ ol

Pharmacokinetics:

Ansall el -2-11

Absorption :  oabaial!
Distribution: o8
Metabolism: qu ]|
Excretion: 7)Y
Toxicity:

DAl -3-11

Acute toxicity (toxicity after single :( a5 de s 2y dpand)) 3alal) dpand)
application):

Chronically toxicity (toxicity after repeated

(oUSial) A3 ay Apanall) Aie el dandl
application):
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File 12 e 40l 43, 4

Clinical documentation: 1 g ) (3G 212
Bioavailability: Dol il gl
Bioequivalence D el skl
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A0 5all & gadl yrs Calicay

s e g5 puill 5 26 53 Sy Cadatl] Jie Cilaaiall yaas Calay

o) gall ) jas J<5 138 g 823l agd) A Calial

&5l 5 LY A4S Lanaia gilil) (5S35 00 YA Ay (bW s o iy
(Hamall san) dexall 7y 5agleall

Grall mll il (385 p ganll Hru anny

bas e JS Aualall Vel x|

NS e NEV N N S

O oo
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o gl g 2l gad AShaY i dniliall
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Ladliall anaill e v, Al

S dalal dglaa g dalle duallia oo DY
Lo 4S5 Ll iy & 5 Al gl ) g0 Ao gaa

A il A8l pall Ll ) 5 Cligall S 5
Lo ole¥) g ALLE (Llas e ol s

v
Cligns (38 )0 Jlans) (a5 yay o)

by gadly )5l S e 23
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v

sl 21l s il

Lali Ll U e dadiall i g el o

| pad Y15 b Juad) sl

5 saaa ol JSU Al 4y i Cilie M4

A 4
Al cle) ay) JlaSiay dadliall

Ailed siuall L) 5 Jezall o sall on
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pans $18 5 ABlaly a ualy Al oY) 3 gall jaa
Sl el fpm ) e Gl

A4

s AY) Clial sall (e la e 5 Lgiadlay

U8 485 51 e Aaleaall 35l ) 351 385
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v

Lyl aladY) 8 (e panilly el

dny5 oL de giie 4y e (a a6l )

e il (e Adlisal) 2L o sall lla
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A

Al lieal gall Jagal £y
Aadiall G pantiiall

e Ao 5l 5S35 e Clilee Gadaly ool
67?3*-43_3 MM@}U}Y\ J‘_}Aj\ Gj:.
45 0 Tk 5 3ala Ol puaniine U Caags 450
s ye JS 2850 2y d3S D) o a8 5

b e el 5 Anial) Ol sl (3 543

A

Tasgeat dauilie i Ja g 5 Auals Cled giane

G smd) i Lea Ll

41 o< 41 dsisall




