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Registration of Medicinal Product Form in
The Syrian Ministry of Health
( Local production , Importation )
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Pharmaceutical Dosage Form Strength, Potency or Concentration
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The file must be divided by dividers and numbered according to the index
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All the copies(2copies) must be complete and original, in good quality papers (A4)
and approved from the responsible& authorized person from the company, one of
those copies will be kept in the directorate of pharmaceutical affairs or directorate of
drug studies and the second complete copy will be kept in the directorate of national
drug quality assurance and research laboratories.
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The file must be in both languages, English and Arabic
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Reqgistration of Medicinal Product in the Ministry of Health
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Trade Name
et (223 5 ) JbeD Aailall AS 55 A
License provided Company
Origin
.................................................................................................................... Yauall Jall
Pharmaceutical Dosage Form
Concentration & Package 8 guall 5 38 il
Product Composition
Period of Validity Ladlall 5ae
Storage Condition oAl Ja gyl
Product Type s paaiudl g 5
Al Glatia >l e e
Others Biological Chemical Product

Pharmacological Classifications:
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Information about the Pharmaceutical Company and its
Production Lines and its Products
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Company Name\ Place

NUMDbEr of PRarmaciStS....cuvveeeeeeeeeeeee e eee ] Aluall xe
....................................................................................................................... OlaSl) 2ae
Number of Chemists

Number of Technicians

WY (A Jlaadl 22

................................................................................................................
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Number of Pharm. Dosage Forms in each Production Line
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Date of Submitting the file
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File 1 General Information

ettt ettt ettt te st e st se et etenesessssesssesesnssesesnesessssesessenesesesenesseses (et 20 Camall o)
Company Name

Product Name
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Pharmacopoeia

Aniall salall (3 3y 5 o) 0 3s0 5 ake Al sall Ao jall o Bas gl Alladll o) gall f5okall AeS 5 S 3

Excipients and its quantities used in the product

Application Type

Ui i sl W e S
Renewal Registration New Registration
OO OORRORRRRRINER EWOS\ | 35 [ PR (PP B\ L SR\ JPEF gk

:_).\.'aaim.d\ d); cldaaa
General Observation about the Product
................................................................................................................................. aalal)

Background

Registration number and date in the country of origin Laad) aly & Qi) g )i 5 0
List of countries where the product is — :le (3 suall 5 paniuall e Jasall Jsall landy dails
registered and marketed their

Y geal d8riaa g claledl sda Jis jlaal e A e dnia dga (e 5 0la ( C.P.P) sl

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

Local manufacturing PACOF I |
for exporation only underlicence Normal

Lﬁ.ﬁ\)ﬁﬁu‘ -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
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Trade Name
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File 3; Leaflet

Pharmaceutical Dosage Form.

Chemical Composition\Doses

Pharmacological Classifications

Chemical and Pharmacological Properties

Pharm. Effect
Mechanism of action

Pharmacodynamics

Indications
Contra Indications

Side Effects

Drug Bioavailability

Clinical Observations
Precautions

Drug and Food Interactions
Doses\Indications
Overdoses\Toxicity\

Storage Conditions

Other Observations
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File 4: Internal Container

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 Cup

Others Materials
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File 5: Manufacturing Processes

Product Formulation

Manufacturing Process el ke
Instruments and Devices used Faaiiosall Gl jagaill 5l 5oy
In-Process control sgpiail) ¢ 4) pal)
Tests Applied dadadll a gadl)
Stages Where the Tests are Applied Lead (3akai I ) yall
Method Validation& Statistical Evaluation Alasy) dallaall g dadlall (e sl
Coating process (solvents and material used) . .....:(Aexxieal) 3 sall 5 Jllaall) (ulil) didec

Documentation for Releasing The Batch

Observations claad
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File 6: Analytical File

Analytical File sdallatl cala
1-Raw Material Control 1Al g1 ) gal) A8 pa -

Active Ingredients Aladl) 3 gal) -
Material Name salall aul
Molecular Weight sl o)

Name and Origin of the Suplier ‘ bl 5 sall and

Name of the manufacturer of the raw material A ¥ 3ol picaall Jasall ol

Physical and Chemical Properties Al 5 4l hall Slaal)
Information about the Synthesis of the material Baldl g lilaial e Cila slaa

Solubility I3 4w
................................................................................................ (Purification) s st

Impurities <3 s&ll
Humidity 4 skl 4 5o
............................................................................ Residual Solvents 4l Jalaall

Identification 4513l e =4l
Assay 5 laall 33k
Storage héall 44, Hla

Pk /P1l 4ad

................................................................................. Pharmacopogia ;s  siwe
................................................................................ Other References s Al g2l
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In Case of In House Method

Specific Optical Rotation (e sill (i suall sl

........................................................................................................... AT (asad
Other Tests
............................................................. Stability of the Substances 4ltadll salall L

) 5 48 5o Ay plall ) Julatll 5 481 5all (3 k Aadla (30 Gl
Method Validation and Validation Results Assay, Related Substances and Impurities

5kl Ja shadll g bl maeny 488 o jumaivsall (oS 5 A0 Alladll o) sall maead Jalaill Cilalgs
ol e silal jall
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 aul
Molecular Weight ) ¢

................................................... Name of the Original Supplier La¥! 5 sall au
Name of the manufacturer of the inactive materialdltdl e 32l pivadl Jorall ausl
......................................................................................................... Origin Jyadll

Function of the Excipient salall aladiul ¢y caagl)

Physical and Chemical Properties bl 54l 3l ciliall
........................................................................ (Synthesis) salall g lilaial e il slas

Solubility JM=3Y) 4
................................................................................................ (Purification) s s\aill

Impurities <3 s&ll
Humidity 4 skl s 5
............................................................................ Residual Solvents 4agall Jillasl)

Identification 4513 a =4l

Assay s_iaal 5k
Storage Laéall 48 31
Pk /PIl 4as

L) o ladll g llia) aeny A8 ya juastisall (i A1 Aladl) pe o) gall wand Jilaill sl
Gl e lall

Certificate of analysis for all the inactive material included in the composition of the
product with the Calculations, Calibration Curves and Diagrams

L@}\Mdﬁ}u\omy\u\qmj&.guu\ys\m
Amount of Added Preservatives and Antioxidants, Methods of Assay and Validation
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File 8: Control of Finished Product

:Physico- Chemical Control &slusSll 5 454 Hdll Cla gadll -]

Appearance.................... PENGIENI V=N

e ) gl g4 lall g Adadlall ol gl g Alladl) ol gall AN ya gad
Identifications: Active ingredients, Preservatives, Coloring Agents, Excipients

Addlal) o) sall 5 Alledll o) gall 5 yilaall 45y ,ha
Assay: Active Ingredients, Preservatives

:Biological Control 4 5l sl 481 ) 2
................................................................ Microbiological Tests 4w sijall a sadll

ot silal all 5 dplul) Ja ghadll 5 cllall mues 488 yo (Galall Yauall jasiuall Qs siles
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 Alxil) salall 3 s

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

cila) & gilal jad) g Auilud) Ja ghadl) g Jalail) cualgdy (3kal) (38 5

Analysis Certificate of Finished Product and the Spectra and Chromatograms
should be added
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File 10 5l 484l
Stability Studies <l cibal )

tl) pumaiaal) 5 Alladll o all i

Stability of Active Ingredients and the Finished Product
Real time Stability 4l b5 15

Stress Conditions s a5 i

Accelerated Studies de e Cilf Sl

........................................................... Number of Studied Batches 4w syl &l juzaaill sae
..................................................................................................... Batch Size 3 jsaaill aas
...................................................................................... Storage Conditions ¢l <ok
............................................................................................. Period of Studies 4wl _all (3 )
............................................................................................................... Packaging «adaill
......................................................................................... Analytical Methods Jdaill 3,k
............................................................. Validation of the Methods k!l 4adua (e (38l
Accelerated Studies ds el cilu) all -
................................................ Study Conditions (fsh 55,0 a) dul yall ok
....................................................................................................... Period sl
................................................................. Studied Parameters 4w s el Lall
Real Time Stability Studies 4muh hgpd A cild il -
................................................ Study Conditions (fsh 55,0 a) dul yall ok
....................................................................................................... Period 3l
................................................................. Studied Parameters 4w s_aall el

Ll dpalel) Ji¥all W g on going stability studies 5 et il clud 33 apsliy Jazall a il
Ao gal) G gad) 9 A8 Y1 suldia A juae — Aaual) 5 ) 59 ) @lldg ¢ A gal) Jalzall
( International Conference on Harmonization ICH (s (38 53l jaisa 8 adinall )
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File 11 e dyaal) 43,4l

Pre-clinical Documents: 140 0 ) 3B La (3305 910

Pharmacodynamics:

- S sall LAl S1-10

Mechanism of action:

ol 40
Pharmacokinetics: - Al sall il il 2210
Absorption : : sabaiayl
Distribution: £ 55
Metabolism: ekEYy)
Excretion: kY
Toxicity: s dgad) -3-10

Acute toxicity (toxicity after single application): :(3xsde ja e dandl) salal) dpandl

Chronically toxicity (toxicity 2 ooSEa AR day Lpandl) dia yall dand)
after repeated application):

File 12 s ailil) 43, o)
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Clinical documentation: 2 g pead) LG 11

Bioavailability: sl sl

Bioequivalence D sl sk
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