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AERIAL VIEW OF MANUFACTURING FACILITYATRANOLI – VADODARA_ GUJARAT ( INDIA )



MANUFACTURING FACILITY AT RANOLI – VADODARA _ GUJARAT ( INDIA )



MANUFACTURING FACILITY AT RANOLI – VADODARA _ GUJARAT ( INDIA )



Major Features Of Own API Manufacturing Facility
At Ranoli – Vadodara

Commissioned in June 2023

 This Site Consists Two Manufacturing Blocks ( One for Oncology & 
another for General Synthetic APIs ), Separate Block for High Value 
Low Volume ( Solid & Liquid ) Products , Utility Block , Solvent Yard ,
Full-fledged Q.C. Lab , PD Lab and Two separate Warehouse
( One for Oncology & another for General Synthetic APIs) complying 
with cGMP and other regulatory authorities’ requirement.

 Facility will have National & International Accreditation Like WHO ,
USFDA , EDQM , PMDA Etc…

 Spare Capacity for Contract Manufacturing is available in Both The
Blocks .

 Plant is now operative for Crotamiton ( API ) & Hydroxy Urea ( 
Oncology API ) .



Ranoli Manufacturing Site Block Diagram



Sr. No. Block Area in Sq Mt

1 Manufacturing , Quality Dept & Process Development Lab 6000

2 Warehouse 870

3 Utility 500

4 ETP 200

5 Spare Area Available For Additional

Oncology Product Manufacturing

General APIs Manufacturing

400

220

Ranoli Manufacturing Site Size



Major Manufacturing Equipment

Sr. No. Equipment Capacity
Range

Total

1 S.S. 316 Reactors with Condenser & 
Receiver

0.5 KL - 5 KL 15

2 G.L. Reactors with Condenser & Receiver 0.5 KL - 5 KL 04

3 Centrifuges SS 316 36” 05

4 FBD SS 316 120 kg 02

5 RCVD SS 316 0.1 KL - 1 KL 04



Active Pharmaceutical Ingredients

 Crotamiton BP/EP/USP/JP
Status – Operative & Process Validation is 
Completed

 Acenocoumarol BP
Process Validation – NOV-DEC 2024

 Bupivacaine HCL USP/BP/EP
Process Validation – JAN-MAR 2025

 Ropivacaine HCL USP/BP/EP
Process Validation – MAR-APR 2025

 Fluconazole USP/EP

Products to Manufacture 
At

Manufacturing Site – Ranoli – Vadodara , Gujarat

Dedicated Manufacturing Plant For 
Oncology Product

 Hydroxy Urea
Status – Operative & Process Validation is 
Completed

 Methotrexate

 Gemcitabine



ONCOLOGY PRODUCT MANUFACTURING BLOCK



Oncology Product Manufacturing Block

Hydroxycarbamide



Manufacturing Plant View



Entry Corridor For Oncology Products Manufacturing Block



Intermediate Stage Mfg. Area



Clean Zone ( GMP ) Area Corridor



Final Crystallization Area



Centrifuge Rotocone Vacuum Dryer



Utilities Status

Sr. No. Major Utilities Total Cap.

1 Boiler 4 MT

2 HVAC System 
Refrigeration Load
AHUs

180TR
31

3 Purified Water System 10 M3/Hr

4 Cooling Water System 250 TR

5 High Therm Unit 2 lacs KCal

6 High Vacuum System Up to 760mmHg

7 ETP 40 KLPD



OTHER THAN ONCOLOGY PRODUCT 
MANUFACTURING BLOCK



Other Than Oncology Products Manufacturing Block

Liquid Product

Solid Product



Intermediate Stage Mfg. Area (First Floor & Ground Floor)



Liquid Product Mfg. Area



Liquid Product Mfg. Area



Warehouse Corridor



Purified Water System - CSRO



Purified Water System – HSRO



Fire Hydrant System



(MEE)Multi Effect Evaporation Plant

(MEE)Multi Effect Evaporation Plant



HIGH VALUE LOW VOLUME 
PRODUCTS MANUFACTURING BLOCK



Solid Products Liquid Products

High Value Low Volume Products Manufacturing Block



Major Manufacturing Equipment For High Value Low Volume Products

Sr. No. Equipment Capacity
Range

Total

1 S.S.Reactor 0.5 KL 02

2 Glass Assembly 0.020 KL- 0.2KL 05

3 RCVD ( For Solid Product Drying ) 0.1 KL 01

4 Nutch Filter 0.050 KL 03



 Fluphenazine Decanoate USP/BP/EP
Status - Process Validation – JAN-MAR 2025

 Ascorbyl Palmitate BP/EP/USP
Status - Process Validation – MAR-APR 2025

Spare Capacity Is also Available.

Choice of products to Manufacture in
High Value Low Volume Products Manufacturing Block



Liquid Product Mfg. Area Glass assembly



Solid Product Mfg. Area RCVD



Process Development Lab



Sr. No. Major Laboratory Instruments

1 High Performance Liquid Chromatograph ( HPLC )
2 Gas Chromatograph With Head Space (GC )
3 Fourier Transform Infrared Spectroscopy ( FTIR )
4 U.V. Spectrophotometer
5 Potentiometer
6 Analytical Balances
7 Stability Chambers
8 Laminar Air Flow
9 Other Indigenous Equipment

Quality Control Laboratory



Q.C. Lab Corridor



Wet Analysis Lab with Indigenous Equipment & Reagents



Instrument Room – HPLC , Potentiometer



Gas Chromatograph RoomInstrument Room –
U.V. & FTIR



Stability Chambers



Media Preparation Incubation Room

Microbiological Lab



Laminar Flow in Microbiological Lab





Quality Management System ( QMS )

Sr. No. Document
01 Facility Qualification
02 Equipment & Systems Qualification
03 URS of Equipment & Instruments
04 Design Qualification
05 Installation Qualification
06 Statutory Licenses

Quality Management System ( QMS )
Sr. No. Document
07 Standard Operating Procedures

08 Training
09 Specifications & Test Procedures

10 Validations
11 Vendor Qualification
12 Site Master File



Statutory Licences



Manufacturing License From National FDA for Oncology Products



Manufacturing License From National FDA For 
General APIs Other Than Oncology Products



Environmental Clearance from Gujarat pollution control Board



WHO GMP Certificate For Hydroxyurea



Applied For Written Confirmation for EU GMP Certificate 
For Hydroxyurea/ Hydroxycarbamide



WHO GMP Certificate For General APIs



Applied For Written Confirmation for EU GMP Certificate 
For Crotamiton



asence inc.

• Registered Office : Asence Pharma Pvt.Ltd 
Asence House , Gorwa Road 
Vadodara – 390 023.
Gujarat ( INDIA )
Phone : +91 265 2283178

: Survey No 543, 603, Sarabhai Campus, 
Opp. Ranoli Railway Station, Ranoli,
Vadodara - 391350. , Gujarat ( INDIA )

• Manufacturing Facility

 Contact person : Ms. Trupti Shah-----tshah@asence.com ( Export Mkt. ) 
Mr. Sunil Pandya -- spandya@asence.com ( Quality )

 Web site : www.asence.com

CONTACT DETAIL

mailto:tshah@asence.com
mailto:spandya@asence.com
http://www.asence.com/


Thank You…
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