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Office: 505, Unique Tower, Behind Patel petrol Pump, Off. S.V. Road, Goregaon (w) Mumbai-400 062 India.

Manufacturing Facility : J-73, MIDC, Tarapur, Boisar- 401 506 , Maharashtra, India.



Melody Healthcare Pvt Ltd. (MHPL) is one of the leading manufacturer of Active 
Pharmaceutical Ingredients and intermediates with multidimensional business activities. 
MHPL is equipped with process capabilities in the areas of product research, 
Manufacturing and Marketing. Our focus is specialty therapeutic segments and are 
expanding not only in the domestic markets, but in the process of carving a niche in the 
overseas markets.

Our primary objective to provide our 
partners with seamless transition 
through early stage of the product 
delivery pipeline. This objective will 
continue to be fulfilled through the 
application of our core business 
strategy, a strategy for growth which 
increases our competitive 
advantages, product discovery and 
development.

We are committed to develop new technologies. We are able to launch products with 
enhanced release profiles to ensure better treatment compliance and dosage convenience.
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MISSION STATEMENT

Melody Healthcare is committed to serving the pharmaceutical industries with the production of cost 

effective and high quality Active Ingredients, based on close and long term relationships with the 

customers. Melody Healthcare continuously improves its scientific and technical expertise and its 

organization, in order to develop the best possible commercial production of APIs. Melody Healthcare 

aims at reducing the production costs of APIs while minimizing the impact of production processes on the 

environment by adhering to the applicable environmental standards.
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Product Profile 

TDP under preparationAnti-AsthamaticTerbutaline Sulphate

TDP Ready Anti AsthamaticSalmetrol Xinafoate

TDP ReadyAnti AsthamaticSalbutamol Sulphate

EU CTD DMFAnti AsthamaticR-Salbutamol Levalbutrol

EU CTD DMFAnti- HypertensiveRamipril

EU CTD DMFAnti-AsthamaticMontelukast Sodium

Regulatory StatusTherapeutic 
Category

Product

Manufacturing Plant : GMP Approved, EU GMP to be audited June/ July 08.

Under Development : Lisinopril, Mesna, Artesunate, Lumifanrtrine, Vanlafaxine Hcl,
Nalidixic Acid, Rosuvastation, Cilazapril, Banzepril Hcl, Gemcitabine, Capecitabine, 
Vinorelbine, Biclutamid, Anastrozole, Bipiridine , Perindopril, Trandolapril
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Product Profile 

INTERMEDIATES

1. MONTELUKAST SODIUM

I. Methyl 2-(3-(3-(2-(7-Chloro-2-quinolinyl)-ethenyl)phenyl)-3-oxopropyl)benzoate

II. 2-(3(S)-(3-(2-(7-Chloro-2-quinolinyl)-ethenyl)phenyl)-3-hydroxypropyl)benzoate hydrate

III. 2-(2-(3(S)-(3-(2-(7-Chloro-2-quinolinyl)-ethenyl)phenyl-3-hydroxy-propyl)phenyl)-2-propanol

IV. 1-(Mercaptomethyl)-cyclopropane acetic acid

2. 3,5 DIHYDROXY ACETOPHENONE

3. 5 – BROMOPTHALIDE

4. 5 – CYANOPHTALIDE

5. O – BENZYL SALBUTAMOL



STATE OF THE ART MANUFACTURING FACILITY AS PER USFD A STANDARDS

� TOTAL AREA : 5700 SQ. METER

� TOTAL BUILT UP AREA : 3420 SQ. METER

� Size of Rooms as per Schedule ‘M’ ( WHO Guidelines ) and as per requirements of unit process.

� Automatic Operations to control critical parameters / operations.

� Minimum cupboards, ledges, shelves, mails, fixtures in manufacturing area.

� Absence of area that is difficult to clean.

� Unidirectional Material Flow.

� Well Equipped Effluent Treatment Facility.
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WELL DESIGNATED and SAPERATE AREA FOR DIFFERENT 
PROCESSES

� MANUFACTURING 

� PROCESSING 

� CONTROLLING 

� WASHING 

� PACKING

� LABELING

� STORAGE

� UTILITY

� MAINTENANCE

���	
�������
��������� ��




TRAINING OF PERSONNEL

We have SOP for workmen & staff training which includes

� Identification of training mode.

� On Job Training 

� Classroom Training.

� Personality Development etc.

� Evaluation of Training
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WAREHOUSING AND STORAGE

Air Handling Systems 

� Ventilation blowers provided for all Storage Area with separate supply (3 

micron filter) and exhaust as per requirement.

� Air Conditioned (Storage at 22 � 2oc) room provided for finished product 

storage where there is product storage requirement at cool condition.
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� FINISHED PRODUCT STORAGE ROOM - 1

Finished API’s storage at Room Temperature provided with Ventilation 
Blowers, Separate Supply (3 micron filter) and exhaust (10 micron) as per 
requirement

� FINISHED PRODUCT STORAGE ROOM - 2 

� Temperature / Humidity control Temperature – 22 + 2oc RH below 60%.

� SERVICE FLOOR 

� Dedicated Floor for placing AHU / Ventilation Blowers.
� Air Handling Systems designed as per product requirement.
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� SS Reactors / Glass Lined Reactors with 
primary and secondary heat exchanger.

� All Structures with Stainless Steel.

� No MS direct exposure inside the room.

� Smooth & Hard Floor with Acid / Alkali Proof 
Bosh Profile Tiles with Epoxy Joints. 

� Epoxy Coving where Floor & Wall meets.

� Separate supply & exhaust ventilation system for Air Handling with 10 micron primary 
and 3 micron filters in supply blower and 10 micron filter in exhaust blower.

MANUFACTURING FACILITIESMANUFACTURING FACILITIES
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� Process Flow well defined by proper arrow markings & labeling.

� Adequate Illumination in the area.

� All Equipments Quality ensured by design 
& capacity matching.

� All Equipments parts which are in contact 
with product is non-reactive not absorptive.

� All Equipments GMP models with surface 
finish above 180 grit mirror finish.

� Concealed Electrical Fixtures.

� Dedicated room for Final Crystallization and Final Centrifuging with Air Handling 
System (0.3 micron filter).
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� Air Handling System with 
Temperature and Humidity control 
class 100000 area.

� Temperature Condition 22oc + 2oc

� Relative humidity below 60%

� Final Powder processing area with self leveled epoxy floor, coving at 
corners; where floor and wall meets, wall to wall meets, wall & ceiling 

meets"
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� All Equipments designed to easy clean / easy operation. 

Final  Powder processing area includes 

� Final FBD Drying

� Final VTD Drying 

� Cone Mill / Sifter

� Jet Mill

� Final Weighing & Packing Room

���	
�������
��������� ��




QUALITY CONTROL 
GAS CHROMATOGRAPHY WITH AUTO SAMPLER & HEAD SPACES, HPLC WITH AUTO 

SAMPLER & PDA   DETECTOR,  AUTOTITRATOR , UV-VIS SPECTROMETER, FTIR , 
POLARIMETER
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� POLARIZED MICROSCOPE

� MICROANALYTICAL BALANCES

� KARL FISHER TITRATORS 

� STABILITY CHAMBERS

� WELL EQUIPED MICRO LAB

� ROOM FOR REAGENT STORAGE

� ROOM FOR CONTROL SAMPLE STORAGE



QUALITY ASSURANCE

� Separate Quality Assurance Department.

� QA Head reports to the Director of the company.

� Finished products are released after reviewing of b atch manufacturing records and analysis 
reports, complying to International Pharmacopieal St andard, In-house Limits and Clients desired 
specifications.

� Requirement of GMP & GLP are maintained by QA Depar tment through documentation / 
validation, self inspections. Quality audits are co nducted to appraise effectiveness of QA System.

� QA has also documented a vendor approval mechanism to ensure the right quality of inputs. QA 
handles release of final dispatches, Record of QC a nd plants, Stability Data review and any 
exception to the Standard Specification.
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GMP HIGHLIGHTS GMP HIGHLIGHTS 

� GMP TRAINING 

� PERSONNEL HYGIENE

� AIR HANDLING SYSTEM

� WATER SYSTEM VALIDATION

� PROCESS VALIDATION

� METHOD VALIDATION

� EQUIPMENT VALIDATION

� WELL DEFINED ‘STANDARD OPERATING BY PROCEDURE’
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SAFETY HIGHLIGHTS SAFETY HIGHLIGHTS 

� Fire Extinguishers provided in all areas as per req uirement.

� Well equipped Fire Hydrant System 

� Safety Policy is designed & approved by Managing Di rector

� On Site Emergency Plan is designed & practical 

� Well defined work permit procedures

� Material Safety Data Sheets of Chemicals are availa ble 

� Training programs conducted on regular basis (e.g. First Aid, Use of Personnel Protective 
Equipments, Accident Analysis, Chemical Hazards Ana lysis etc.)
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Export Partners for EU and Latin America

Batavia Exports International,
5-6 Commerce Avenue Paud, Road, Pune 411029 India

Tel : +91-20-25460181 / 25431631
Fax: +91-20-25434766

Email: info@bataviaexports.com


