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FUTURE BEACON EST. - HASHEMITE KINGDOM OF JORDAN

www.futurebeacon.co

1- Introduction:

Future Beacon is a Pharmaceutical Establishment which was founded at 2006 in Amman /
Jordan.

Future Beacon presents 19 years of experience within the manufacturing pharmaceutical
industry through its services to clients.

We provide consulting services and products in the areas of pharmaceutical plant design
and construction, production machinery and raw material, in addition to pharmaceutical
development services in pre-formulation, formulation, manufacturing, product testing,
and documentation.

Our aim is to help pharmaceutical companies to fulfill the requirement of cGMP and
overcome the challenges within the highly growing and competitive market.
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2- Our Services:

Future Beacon Future Beacon takes pleasure in introducing itself as a company
who offers scientific and technical support to Arabic pharmaceutical industry through the
experience of its team and knowledge and professionalism of its agents.

Future Beacon is able to offer its services in many fields of pharmaceutical industry like:

1. Pharma Plant — Turnkey Projects :

Preparation of schematic diagrams for Production Area, Laboratories and Stores: We can offer
diagrams through our agents who are specialized in Pharmaceutical plant design, construction and
execution in accordance with ¢ GMP and GLP and WHO requirements These diagrams will cover in

frustration requirements of plant (Electrical, Water System, HVAC System, Material and Person flow

...etc).

IDM — ALEPPO / SYRIA

PLEASE VISIT www.futurebeacon.co for more photos
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AYA PHARMA ALEPPO /SYRIA

PLEASE VISIT www.futurebeacon.co for more photos
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PIONEER PHARMA — KURDISTAN/ IRAQ

Phase:1,2,3and 4
2008-2016

PLEASE VISIT www.futurebeacon.co for more photos
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2. Set Machines and Instrument specification according to production capacity and local market
requirement. Discuss with suppliers the specifications and documents that should be supplied with

instruments and machines.

3. Preparation and Revision of documents like 1Q, OQ, PQ, DQ, Validation protocol, Calibration

Protocol and Standard operating procedures. (SOP's).

4, Offer high quality pharmaceutical raw material (Active and Inactive) with competitive prices .All

documents required for analysis and follow up will be available with materials.

5. Provide competitive offers for many lab-instruments and production machinery including dust

free production lines.

6. Preparation of proposal registration files that are required to register the pharmaceutical product
at different Arabic countries like Algeria , Sudan, Yemen, Syria, UAE, Jordan , and others

Finally, we would like to assure that our concern is to provide the best for Arabic Pharmaceutical

Industry.
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3-Especial Pharmaceutical services

1-Pre-formulation:

Development of appropriate dosage form is an integral process where preformulation is
considered as its first step.
We give a hand to our clients to accelerate this step by providing them with full data about:
¢ Physical characteristics of Active ingredients such as particle size, analysis bulk

and tap density, compressibility, degree of hygroscopy, solubility and solid state stability.
e Active/ inactive compatibility and stability studies including the optimum levels of

selected excipients to be used to get the proper dosage form.
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2- Formulation:
Formulation is the main step in product development process, as it is known, the

variables in formulation optimization are the levels of excipients.

Formulation studies of dosage forms which are conducted at our firm include; flow
behavior of powder mix, compressibility, physical appearance of product (capping,
sticking), hardness, friability, viscosity of mix, clarity, pH and many other
characteristics .

In order to reduce the number of trials within formulation step, we offer our long
experience in this field via suggesting optimized formulas which have been fully
studied and tested by our team.

As formulation data is transferred to clients, we work together with their formulation

team to ensure that formula is efficient and applicable at their labs.

3- Manufacturing

Manufacturing is a critical stage where the formula is transferred from lab scale to
production scale; there are many factors which affect the success of this stage such
as production environment, machines, skills of production operators,...etc.

We know the importance of all these factors and their effect on the consistency of
production process and the quality of products; therefore we present our
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theoretical and practical experience to clients and aid them till the production
formula and manufacturing instructions are set and validated through
manufacturing of three consecutive production batches in accordance with cGMP
regulations and international standards.

Our services go beyond validation stage; we cooperate with our clients to overcome

productions troubles and difficulties which may face them throughout regular work.

4-Product testing:

Product testing is a stage where the product is tested for compliance with product
specifications which are set according to international pharmacopeias.

Our analytical team lends a hand to our clients in this field by providing validated
methods for physical and chemical tests of the pharmaceutical products, these tests
include weight variation, content uniformity, hardness, friability, disintegration,
dissolution, assay, related substances and stability.

We refer to international pharmacopeias such as USP, BP and EP and dedicated
references in development and validation of analytical methods.

We collaborate with analytical team of our client to ensure the applicability and

validity of the transferred analytical method in their labs.
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5-Documentation:

At Future beacon we believe that solid documentation system reflects the sincerity
and consistency of a technical work.

We help our clients to put their own documentation system which represents their
identity and complies with cGMP and GLP regulations.

We share our experience with our clients to set the templates and numbering
systems for different types of documents like SOPs, forms, quality manuals, training
reports, internal audit reports, manufacturing procedures, batch master records and
many other documents, which cover all technical departments of the company.

As the documentation system of a company is created and is ready to be put on
work, a member of client’s team should be assigned to be a documentation officer;
this person is trained on control of documentation system, he will organize creation,

review, approval, distribution and deletion of any official document.
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1- Ready Files for Registration / PENICILLINS

DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Dry Suspension Penicillin V 400.000 IU / 5ml 60,100,125ml 36M
Tablets Penicillin V 500.000 1U 20, 1000 36M
Tablets Penicillin V 1000.000 IU 20, 1000 36M
Tablets Penicillin V 1500.000 IU 20, 1000 36M
Capsules Ampicillin / Cloxacillin (250/250)mg 20, 250 36M
Dry Suspension Ampicillin / Cloxacillin 125mg / 5ml 60,100,125 ml |36M
Dry Suspension Cloxacillin 125mg / 5ml 60,100,125 ml |36M
FC Tablets Amoxicillin / Clavulanic acids | (250/125)mg 10/20 FC 24M
FC Tablets Amoxicillin / Clavulanic acids | (500/125)mg 10/20 FC 24M
FC Tablets Amoxicillin / Clavulanic acids  |[(875/125)mg 10/20 FC 24M
Dry Suspension Amoxicillin / Clavulanic acids  |[(125/31.25)mg /5ml | 60/100 ml 24M
Dry Suspension Amoxicillin / Clavulanic acids  |[(250/62.5)mg / 5ml 60/100 ml 24M
Dry Suspension Amoxicillin / Clavulanic acids  |[(400/57)mg / 5ml 60/100 ml 24M
Capsules Amoxicillin / Flucloxacillin (250/250)mg 12/20 36M
Dry Suspension Amoxicillin / Flucloxacillin (125/125)mg / 5ml 60/100 ml 36M
Powder For Injection |Ampicillin Sodium 0.250g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin Sodium 0.500g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin Sodium 1.000g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Sulbactam (0.500/0.250)g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Sulbactam (1.000/0.500)g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Sulbactam (2.000/1.000)g 1,5,20,100 vials |24M
Powder For Injection |Piperacillin 1.00g 1,5,20,100 vials |24M
Powder For Injection |Piperacillin 2.00g 1,5,20,100 vials |24M
Powder For Injection |Piperacillin 4.00g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Cloxacillin (0.250/0.250)g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Cloxacillin (0.500/0.500)g 1,5,20,100 vials |24M
Powder For Injection |Ampicillin / Cloxacillin (1.000/1.000)g 1,5,20,100 vials |24M
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Tablets Amlodipine 2.5/10,5/10, 5/20, 10/20 mg 30 36M
Benazepril
Tablets Amlodipine 5/160, 10/160, 5/320, 10/320 mg |30
Valsartan
Tablets 325,mg, Acetyl Salicylic Acid 100 36 M
150 mg, Magnesium Hydroxide
150 mg Aluminum Hydroxide
Tablets 10 mg Astemizole 10 36 M
S.R. Capsules 4 mg, Chlorpheniramine Maleate 10 36 M
50 mg Phenylpropanolamine HCI 500
Gel 0.75% Metronidazole 25g 36 M
Tablets 10 mg Isosorbide Dinitrate 100 36 M
Sublingual Tablets 5mg Isosorbide Dinitrate 100 36 M
Tablets 100 mg Captopril 20 36 M
Tablets 200 mg Sparfloxacin 6 24 M
Capsules 5mg Amlodipine Besylate 30 24 M
Capsules 10 mg Amlodipine Besylate 30 24 M
Tablets 40 mg Valsartan 30 24 M
Tablets 80 mg Valsartan 30 24 M
Tablets 160 mg Valsartan 30 24 M
Cream 20% Azelaic Acid 30g 36 M
Capsules 250 mg Azithromycin Dihydrate 6 24 M
Dry Suspension 200 mg /5 ml Azithromycin Dihydrate 15ml 24 M
Dry Suspension 300 mg/ 7.5 ml Azithromycin Dihydrate 22.5ml |24 M
Tablets 135 mg Mebeverine HCI 50 48M
1000
Tablets 5mg Bisoprolol Fumarate 30 36 M
10 Tablets 10 mg Bisoprolol Fumarate 30 36 M
50 Tablets 50 mg Sildenafil Citrate 4 24 M
Cream 2% Miconazole Nitrate 30g 36 M
15¢g
Candizol’ Oral Gel 2% Miconazole Nitrate 40¢g 36 M
Tablets 200 mg Carbamazepine 30 36 M
Tablets 10 mg Simvastatin 30 24 M

337 Queen Rania Alabdullah St,

Office 302 PO Box 1354 Amman 11941 Jordan
Tel.: +962 (79) 6292187

Fax: +962 (789) 990990
info@futurebeacon.co

()

SGS

Al 2l L, ALl ¢ )i 337

Y1 11941 Glee 1354 .= -302 : a8 ke
+962 (79) 6292187 ;s

+962 (789) 990990: »Sl
www.futurebeacon.co


http://www.futurebeacon.co/

Future Beacon Est.

For Trading Agencies

Raw Materials — Studies - Ind. & Pharma Machines

3 “
C

0 Ladal) B)lia duvs 34
Al edlsall
Lilgy Lelis N1 — cilade — Ay alge

DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Tablets 20 mg Simvastatin 30 24 M
Tablets 40 mg Simvastatin 30 24 M
Tablets 20mg Citalopram Hydrobromide |30 36 M
Tablets 40 mg Citalopram Hydrobromide |30 36 M
Capsules 150 mg Clindamycin HCI 16 48 M
800

Gel 1% Clindamycin Phosphate 30g 24 M

Topical solution 10 mg/1ml Clindamycin Phosphate 50 ml 24 M
30 ml

Cream 0.05% Clobetasol Propionate 25g 24 M
15¢g

Ointment 0.05% Clobetasol Propionate 25g 24 M
15g

Tablets 50 mg Clomiphene Citrate 10 36 M
1000

Tablets 0.5mg Clonazepam 50 24 M

Tablets 2mg Clonazepam 30 36 M

Tablets 60 mg Diltiazem HCI 30 36 M
50
1000

Tablets 1mg Doxazosin Mesylate 20 48 M

Tablets 4mg Doxazosin Mesylate 20 48 M

Oral Solution 100 mg/1ml Ciclosporin 50ml 24 M

Shampoo 2% Ketoconazole 100ml |36 M

Tablets 500 mg Metformin Hydrochloride |50 48 M
1000

Tablets 850 mg Metformin Hydrochloride |30 48 M
1000

Suppositories 12.5mg Diclofenac Sodium 10 36 M
250

Suppositories 25mg Diclofenac Sodium 10 36 M
250

Tablets 25mg Diclofenac Sodium 20 36 M
1000

Suppositories 50 mg Diclofenac Sodium 10 36 M
250
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Tablets 50 mg Diclofenac Sodium 20 36 M
1000
100 Suppositories 100 mg Diclofenac Sodium 5 36 M
250
Retard Tablets 100 mg Diclofenac Sodium 10 36 M
1000
Cremogel 1.16% Diclofenac Diethylamine 30g 36 M
50¢g
Capsules 4 mg, Chlorpheniramine Maleate |10 24 M
60 mg Pseudoephedrine HCI
D.S. Capsules 8 mg, Chlorpheniramine Maleate |10 24 M
120 mg Pseudoephedrine HCI
Tablets 150 mg Sodium Valproate 50 24 M
Tablets 200 mg Sodium Valproate 50 36 M
Tablets 300 mg Sodium Valproate 50 24 M
Tablets 500 mg Sodium Valproate 50 36 M
Syrup 200 mg/5ml Sodium Valproate 100ml |36 M
Tablets 120 mg Fexofenadine 15 24 M
Tablets 180 mg Fexofenadine 15 24 M
Cream 2% & 0.1 % Fusidic acid & 15g 36 M
Betamethasone
Spansule Capsules 150 mg Dried Ferrous Sulphate 30 60 M
500 ug Folic acid 250
Tablets 200 mg Metronidazole 20 36 M
Tablets 250 mg Metronidazole 30 48 M
1000
Tablets 500 mg Metronidazole 20 36 M
30
1000
Tablets 250 mg Ciprofloxacin 10 24 M
Tablets 500 mg Ciprofloxacin 10 24 M
Tablets 750 mg Ciprofloxacin 10 36 M
Tablets 25mg Pirenzepine Dihydrochloride |20 36 M
1000
Tablets 50 mg Pirenzepine Dihydrochloride |10 36 M
1000
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life

Tablets 5mg Glibenclamide 30 36 M
1000

Tablets 1mg Glimepiride 30 36 M

Tablets 2mg Glimepiride 30 36 M

Tablets 3mg Glimepiride 30 36 M

Tablets 4 mg Glimepiride 30 24 M

Syrup 5 mg/5ml Promethazine HCI 125ml |36 M

Tablets 25 mg Promethazine HCI 20 36 M
1000

Syrup 5 mg/5ml Loratadine 60 ml 36 M
100 ml

Tablets 10 mg Loratadine 10 36 M
20
30

Tablets 250 mg Clarithromycin 14 36 M

Tablets 500 mg Clarithromycin 14 36 M

Tablets 1.5mg Bromazepam 30 48 M
1000

Tablets 3mg Bromazepam 30 48 M
1000

Tablets 6 mg Bromazepam 30 36 M
1000

Tablets 600 mg Gemfibrozil 30 36 M
500

Tablets 10 mg Pravastatin 30 24 M

Tablets 20 mg Pravastatin 30 24 M

Tablets 40 mg Pravastatin 30 24 M

Tablets 25mg Captopril 20 36 M
1000

Tablets 50 mg Captopril 20 36 M
1000

Tablets 25mg Hydrochlorothiazide 20 36 M
1000

Tablets 20 mg Nifedipine 30 36 M
1000
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Tablets 200 mg vitamin B1 (Thiamine 20 36 M
200 mg mononitrate)
200 pg vitamin B6 (Pyridoxine
hydrochloride)
vitamin B12
(Cyanocobalamin)
Tablets 400 mg Norfloxacin 14 36 M
Tablets 200 mg Ofloxacin 10 36 M
1000
Tablets 400 mg Ofloxacin 10 36 M
Capsules 20 mg Omeprazole 10 24 M
14
700
350
Tablets 250 mg Calcium Carbonate 100 36 M
Tablets 500 mg Calcium Carbonate 60 36 M
Tablets 500 mg Calcium Carbonate 60 36 M
200 1U Vitamin D3
Tablets 40 mg Pantoprazole 14 24 M
Tablets 10 mg Famotidine 10 36 M
Tablets 20 mg Famotidine 20 48 M
1000
Tablets 40 mg Famotidine 10 48 M
1000
Paediatric Continus |100 mg Aminophylline Hydrate 50 36 M
Tablets 1000
Continus Tablets 225 mg Aminophylline Hydrate 60 36 M
1000
Forte Continus 350 mg Aminophylline Hydrate 60 36 M
1000
Tablets 75 mg Clopidogrel Bisulphate 30 24 M
Tablets 1mg Risperidone 20 24 M
30
Tablets 2mg Risperidone 20 24 M
30
Tablets 3mg Risperidone 20 24 M
30
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DOSAGE FORM | STRENGTH ACTIVE INGREDIENT PACK Shelf Life

Tablets 4 mg Risperidone 20 24 M
30

Tablets 1mg Ketotifen Fumarate 30 36 M
1000

Syrup 1 mg/5ml Ketotifen Fumarate 120ml |36 M

Cream 10% Diethylamine Salicylate 50g 36 M
100 g

Capsules 20 mg Fluoxetine HCI 7 24 M
14
28

Capsules 20 mg Isotretinoin 30 24 M

Tablets 100 mg Roxithromycin 10 36 M

Tablets 150 mg Roxithromycin 10 48 M
20

Tablets 300 mg Roxithromycin 10 48 M
7
14

Tablets 100 mg Acetyl Salicylic Acid 90 24 M

Plus Tablets 325mg Acetyl Salicylic Acid 100 24 M

75 mg Aluminum Hydroxide 20
150 mg Magnesium Hydroxide

Tablets 5mg Nicergoline 30 24 M
1000

Tablets 10 mg Nicergoline 30 24 M
1000

Tablets 10 mg Cetirizine Dihydrochloride |10 36 M

Tablets 10 mg Fosinopril Sodium 28 24 M

Tablets 20 mg Fosinopril Sodium 14 24 M

Syrup 4 mg/5ml Bromhexine HCI 100ml |36 M

Tablets 400 mg Ibuprofen 30 36 M

Tablets 600 mg Ibuprofen 30 36 M

Tablets 50 mg Atenolol 28 36 M
700

Tablets 100 mg Atenolol 14 36 M
700

Capsules 200 mg Theophylline anhydrous 20 36 M
500
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Capsules 300 mg Theophylline anhydrous 20 36 M
500
Capsules 10 mg Piroxicam 20 36 M
1000
Capsules 20 mg Piroxicam 10 36 M
1000
Suppositories 20 mg Piroxicam 5 36 M
10
250
Gel 0.5% Piroxicam 50g 48 M
Capsules 100 mg Doxycycline Hyclate 10 48 M
1000
Tablets 100 mg Doxycycline Hyclate 10 36 M
1000
D.M.Syrup [1.25 mg, Triprolidine HCI 120ml |36 M
30 mg, Pseudoephedrine HCI
10 mg]/5ml Dextromethorphan HBr
Expectorant Syrup |[1.25 mg, Triprolidine HCI 120ml |36 M
30 mg, Pseudoephedrine HCI
100 mg]/5ml Guaiphenesin
Extra Syrup [1.25 mg, Triprolidine HCI 120ml |24 M
10 mg, Pseudoephedrine HCI
7.5 mg, Dextromethorphan HBr
50mg]/5ml Guaiphenesin
Syrup [1.25 mg, Triprolidine HCI 120ml |24 M
30 mg]/5ml Pseudoephedrine HCI
Tablets 2.5 mg, Triprolidine HCI 20 36 M
60 mg Pseudoephedrine HCI 1000
Tablets 25mg Spironolactone 20 36 M
1000
Tablets 50 mg Spironolactone 20 36 M
1000
Tablets 100 mg Spironolactone 10 36 M
1000
Tablets 5 mg, Amiloride HCI 20 36 M
50 mg Hydrochlorothiazide 1000
Tablets 500 mg Diflunisal 10 36 M
500

337 Queen Rania Alabdullah St,

Office 302 PO Box 1354 Amman 11941 Jordan
Tel.: +962 (79) 6292187

Fax: +962 (789) 990990
info@futurebeacon.co

A el Ll 3L g LG 337

Y1 11941 lee 1354 .= -302 @ 43 e

+962 (79) 6292187 ;s
+962 (789) 990990: »Sl
www.futurebeacon.co


http://www.futurebeacon.co/

Future Beacon Est.

For Trading Agencies

Raw Materials — Studies - Ind. & Pharma Machines

C

= Jeinal Bl dussja

Auylaal) Sl

Afleny delua cVT — cluhn — adsl dse

DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Capsules 150 mg Fluconazole 1 24 M
Tablets 37.5mg Venlafaxine HCI 30 24 M
Tablets 75 mg Venlafaxine HCI 30 24 M
Chewable Tablets 100 mg Mebendazole 6 36 M

600
Tablets 25mg Sildenafil Citrate 4 36 M
Capsules 120 mg Orlistate 30 36 M
Chewable Tablets 4dmg Montelukast 30 36 M
Chewable Tablets 5mg Montelukast 30 36 M
Tablets 10 mg Montelukast 30 36 M
Tablets 20 mg Paroxetine 30 36 M
Tablets 250 mg Levofloxacin 7 36 M
Tablets 500 mg Levofloxacin 7 36 M
Tablets 10 mg Atorvastatin 30 36 M
Tablets 20 mg Atorvastatin 30 36 M
Tablets 40 mg Atorvastatin 30 36 M
Tablets 80 mg Atorvastatin 30 36 M
Tablets 70 mg Alendronate Sodium 4 36 M
Trihydrate
Tablets 80mg Gliclazide 20 36 M
Tablets 2.5mg Indapamide 30 36 M
Tablets 500mg Flavonoids 30 36 M
Tablets 50mg Piribedil 30 36 M
Tablets 200mg Amiodarone HCI 20 36 M
Tablets 5mg Selegiline HCI 40 36 M
Tablets img Lorazepam 20 36 M
Tablets 2mg Lorazepam 20 36 M
Tablets 25mg Losartan Potassium 30 36 M
Tablets 50mg Losartan Potassium 30 36 M
Tablets 100mg Losartan Potassium 30 36 M
Tablets 200mg Sulindac 20 36 M
Tablets 5mg Warfarin sodium 100 36 M
Tablets 500mg Metformin HCI 30 36 M
Tablets 850mg Metformin HCI 30 36 M
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DOSAGE FORM STRENGTH ACTIVE INGREDIENT PACK Shelf Life
Tablets 1000mg Metformin HCI 30 36 M
Tablets 250mg/1.25mg Metformin HCI /Gliburide |30 36 M
Tablets 500/2.5mg Metformin HCI /Gliburide |30 36 M
Tablets 500/5mg Metformin HCl /Gliburide |30 36 M
Tablets 15mg Mirtazapine 10 36 M
Tablets 30mg Mirtazapine 10 36 M
Tablets 45mg Mirtazapine 10 36 M
Tablets 2.5/6.25 Bisoprolol /HCI 30 36 M
Tablets 5/6.25 Bisoprolol /HCI 30 36 M
Tablets 10/6.25 Bisoprolol /HCI 30 36 M
Tablets 250mg Gatifloxacin 30 36 M
Tablets 500mg Gatifloxacin 20 36 M
Tablets 10mg Enalapril maleate 30 36 M

25mg Hydrochlorothiazide
Tablets 4dmg Prindopril 20 36 M
Tablets 5mg Prochlorperazine 20 36 M
Capsules 20mg Esomeprazole 30 36 M
Capsules 40mg Esomeprazole 30 36 M
Capsules 100mg Gabapentin 20 36 M
Capsules 300mg Gabapentin 20 36 M
Capsules 400mg Gabapentin 20 36 M
Tablets 600mg Gabapentin 20 36 M
Tablets 800mg Gabapentin 20 36 M
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2- Content of CTD Registration file Prepared By Our Company

Number Content Responsibility
Future Beacon CUSTOMER

3.1. Table of Contents of Module 3. Index of file content

3.2. Body of Data Introduction summarizes the
content of product

3.2.S Drug substance (Name, Manufacturer).

3.28.1 General information All information will be extracted

3.2S5.1.1 Nomenclature from DMF and International

3.2.5.1.2 Structure references like USP, BP,EP and

3.2.5.1.3 General Properties Chemical Abstract.

3.25.2 Manufacturer

3.2.5.2.1 Manufacturer Full name, address, contact persons
and their functions &
responsibilities to be provided by
the drug substance manufacturer.

3.2.5.2.2 Description of manufacturing process Information will be obtained from

and process controls DMF and written down in the CTD

file by FB staff.

3.2.5.2.3 Control of materials Information will be obtained from
DMF and written down in the CTD
file by FB staff.

3.25.2.4 Control of critical steps and Information will be obtained from

intermediates DMF and written down in the CTD

file by FB staff.

3.2.5.2.5 Process validation and/or evaluation Information will be obtained from
DMF and written down in the CTD
file by FB staff.

3.2.5.2.6 Manufacturing process development Information will be obtained from
DMF and written down in the CTD
file by FB staff.
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Number Content Responsibility
Future Beacon CUSTOMER
3.2.5.3 Characterization
3.25.3.1 Elucidation of Structure and other Information will be obtained
Characteristics from DMF and written down
in the CTD file by FB staff.
3.2.5.3.2 Impurities Information will be obtained
-Structure & origin of each impurity. from DMF and written down
in the CTD file by FB staff.
3.254 Control of drug substance
3.25.4.1 Specification Testing Specification will be
acquired from international
compendia and/or drug
substance manufacturer.
3.2.5.4.2 Analytical Procedures Analytical methods for
testing the drug subatance
will be acquired from
international compendia
and/or drug substance
manufacturer
3.2.5.4.3 Validation of procedures Validation or verification CUSTOMER should
report for each analytical perform verification for
method should be provided each analytical method
by drug manufacturer. in their labs by their staff
and add their data and
results to the CTD file.
3.25.4.4 Batch Analysis COA and test result from CUSTOMER should
drug manufacturer should be | analyze the drug
provided substance batch and
provide their own COA.
3.2.5.4.5 Justification of Specification Rationalization of
specifications will be
discussed briefly by FB staff.
3.2.5.5 Reference standard of materials COA of reference standards If CUSTOMER uses
from manufacturer should be | working standards in
provided. analysis of drug
substance, results of
analysis of working
standard against
reference standards
should be provided
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Number Content Responsibility
Future Beacon CUSTOMER
3.2.5.6 Container closure system Information will be obtained
from DMF and written down
in the CTD file by FB staff
3.2.5.7 Stability Information will be obtained
from DMF and written down
in the CTD file by FB staff
3.258.7.1 Stability summary and conclusions Information will be obtained
from DMF and written down
in the CTD file by FB staff
3.2.5.7.2 Post-approval stability protocol and Information will be obtained
stability commitment from DMF and written down
in the CTD file by FB staff
3.2.5.7.3 Stability Data Information will be obtained
from DMF and written down
in the CTD file by FB staff
3.2.P Drug product
3.2.P.1 Description and Composition of the Drug | Product Formula and
product composition is to provided in
details.
3.2.p.2 Pharmaceutical Development All pharmaceutical Testing and results of
development studies development studies which
including excipients will be conducted in
selection, their percentage, CUSTOMER R&D labs in
drug-excipients mix, physical | cooperation with FB should
properties of drug product be provided by Biopharm to
....etc will be provided by FB. | be included in CTD file.
3.2.P.3 Manufacture
3.2.P.3.1 Manufacturer Full name and address of
company, contact persons
and their functions to be
provided by CUSTOMER.
3.2.p.3.2 Batch Formula Batch formula including Format of Master
the actual contents of raw | production records and
materials and packaging master packaging records
materials and the steps of | to be provided by
manufacturing and CUSTOMER.
packaging.
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Number Content Responsibility
Future Beacon CUSTOMER
3.2.P.3.3 Description of manufacturing | Flow diagram and narrative
process and process controls explanation of
manufacturing process plus
indication of critical steps
and control of process.
3.2.p.34 Control of critical steps and Description of steps and Results of tests performed
intermediates tests to be carried out to during manufacturing to assure
assure control of critical control of process, critical steps
steps and intermediates. and intermediates should be
provided by CUSTOMER and
included in the CTD file.
3.2.P.4.5 Process validation and/or Procedure of Process Data and results that prove the
Evaluation validation and/or validation of process should be
evaluation will be set and provided by CUSTOMER and
described. included in the CTD file. .
3.2.P.4 Control of Excipients
3.2.P4.1 Specification Testing Specification will be
acquired from international
compendia and/or
excipients manufacturers.
3.2.p.4.2 Analytical Procedures Analytical methods for
testing excipients will be
acquired from international
compendia and/or
manufacturers
3.2.P.4.3 Validation of Analytical Verification of analytical
procedures procedures is to be performed
by CUSTOMER staff in their labs
and results included in the CTD
file.
3.2.P4.4 Justification of Specification COA of manufacturer to be | COA for each excipient
included in the file. generated by CUSTOMER to be
included in the file.
3.2.P.5 Control of drug product
3.2.P.5.1 | Specification Testing Specification will be
acquired from international
compendia or set in house.
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Number Content Responsibility
Future Beacon CUSTOMER
3.2.P.5.2 | Analytical Procedures Analytical methods for testing
excipients will be acquired
from international compendia.
3.2.P.5.3 | Validation of Analytical Verification of analytical
procedures procedures is to be
performed by CUSTOMER
staff in their labs and results
included in the CTD file
3.2.P.5.4 | Batch Analysis Testing of batch is to be
performed and Certificate of
analysis COA to be generated
and included in CTD file.
3.2.P.5.5 | Justification of Specification Rationalization of
specifications will be discussed
briefly by FB staff.
3.2.P.6 Reference standard of materials
3.2.P.7 Container closure system Specifications and methods of | Data of testing packaging
testing packaging materials to | materials to be provided by
be provided by FB. CUSTOMER and included in
the file.
3.2.P.8 Stability
3.2.P.8.1 | Stability summary and Protocol of accelerated Testing of stability samples
conclusions stability studies will be (accelerated studies) should
provided by FB. be performed by CUSTOMER
staff.
3.2.P.8.2 | Post-approval stability protocol Protocol will be provided by Testing of stability samples
and stability commitment FB. (on going studies) should be
performed by CUSTOMER
staff.
3.2.P.8.3 | Stability Data Results and conclusions
(stability report) to be
provided by CUSTOMER and
included in the CTD file.
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OUR TURNKEY BROJECTS

Project

Year

City Country

Company Name

Sr.

Complete Hormones Plant

2006

Aleppo Syria

International Drug Manufacturing

—_

Complete Generics Plant,
including QC/QA/RD labs

2007

Aleppo Syria

AYA for Pharmaceutical Industries

Complete Generics Plant,
including QC/QA/RD labs / supply
complete machinery system for
production and packaging and for
QC labs / Total area 5400sgm

2008

Sulaimaniyah Iraq

Pioneer Co. For Pharmaceutical Industries

Complete IV and Oral Liquid
Plant, including QC/QA/Micro lab
supply complete machinery
system for production and
packaging and for QC labs

2010

Sulaimaniyah Iraq

Pioneer Co. For Pharmaceutical Industries

Complete Sterile Plant (
Inhalers/Eye Drops/Eye ointment/
water for injection / Rommelag
line), including QC/QA/Micro lab

2010

Aleppo Syria

Delta For Pharmaceutical Industries

Supply of Packaging lines

2010

Amman Jordan

Ram For Pharmaceutical Industries

Design and Supply complete clean
room system for Pilot/R&D Plant

2012

Amman Jordan

Ram For Pharmaceutical Industries

New Expansion for Generics
production ( 1100sgm, with BMS
and EMS

2013

Sulaimaniyah Iraq

Pioneer Co. For Pharmaceutical Industries

New Expansion for Sterile area,
adding 2 Rommelag lines and one
Glass ampoule line , complete
supply of Clean room system

-2013
2015

Sulaimaniyah Iraq

Pioneer Co. For Pharmaceutical Industries

Complete Pharma Design for
Cephalosporins

2016

Khartoum Sudan

Mahdi For Pharmaceutical Industries

10

Renovation for Complete
packaging area with clean room
structure

2017

Amman Jordan

United Co. For Pharmaceutical Industries

11

Complete Turnkey Projects for
Penicillin Powders

2017

Zarqga Jordan

Vapco Co For Veterinary Industries

12
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