
Specialized in Manufacturing of……

• GMP Certified
• Parental Micronize API
• Sterile and Non Sterile API

• NICH category API

• Complex chemistry API

• Innovative Chemistry

• High potent API

www.flaxlaboratories.com



Flax Laboratories

Our vision

We, Flax Laboratories, one of the fastest growing R&D driven GMP certified 
API company from India. 
We are Manufacturing and exporting Sterile & Non-Sterile category API since 
last 7 years. Strong presence in Ophthalmic category API with Micronized and 
sterile API.
We always believe in Research and Development with the specific objective to 
develop and produce complex, high value, technology driven bulk drugs and 
intermediates at competitive price. 

To emerge as an innovative, technology driven and cost-effective global
API player.
Assuring consistent quality and timely delivery at competitive price.

Our values

 • Integrity   •Respect   •Transparency   •Collaboration  •Reliability 

We, believe in delivering product best in terms of quality thereby building 
successful partnerships rooted with trust and mutual understanding.
Our cooperative partnering approach ensures that we enjoy shared success 
and sustainable growth.

Our team
With many years of individual experience in pharma industry, this unique 
team has been compiled with success in mind.  
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OPHTHALMIC PRODUCTS

S.NO PRODUCT  PRODUCT BRIEF  

01 LOTEPREDNOL ETABONATE IH 
Micronized & Sterile, PSD- D90<5 µm 
Annual Volume: 300 kg 
DMF eCTD format 

02 BRINZOLAMIDE IP/USP  
Micronized & Sterile, PSD- D90<5 µm 
Annual Volume: 75 kg 
DMF eCTD format 

03 DORZOLAMIDE HCL IP/USP    
Sterile 
Annual Volume: 450 kg 
DMF eCTD format 

04 NEPAFENAC IH  
Micronized & Sterile, PSD- D90<5 µm 
Annual Volume: 60 kg 
DMF eCTD format  

05 NETARSUDIL MESYLATE IH  
New Product 
Annual Volume: 1000 Gm 
DMF eCTD format / DCGI Approved 

06 RIPSUDIL HYDROCHLORIDE IH  
New Product  
Annual Volume: 5.0 kg 
DMF eCTD format / DCGI Approved 

07 ALCAFTADINE IH  
Micronized & Sterile, PSD- D90<5 µm 
Annual Volume: 15.0 kg 
DMF eCTD format 

08 BROMFENAC SODIUM IH/JP  Annual Volume: 30 kg 
DMF Open Part 

09 BEPOTASTINE BESYLATE IH/JP  Annual Volume: 50 kg 
DMF Open Part 

10 OLOPATADINE HCL IP/USP  Annual Volume: 120 kg 
DMF eCTD format 

11 BESIFLOXACIN HCL IH   
Micronized & Sterile, PSD- D90<5 µm 
Annual Volume: 10 kg 
DMF Open Part 

12 T IMOLOL MALEAT IP/USP/EP Annual Volume: 300 kg 
DMF Open Part 

13 TROPICAMIDE IP/USP/EP  Annual Volume: 70 kg 
DMF Open Part 

14 NAPHAZOLINE HCL IP/USP/EP Annual Volume: 100 kg 
DMF Open Part 
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ANTIFUNGAL PRODUCTS

PROSTAGLANDIN PRODUCTS

S.NO PRODUCT  PRODUCT BRIEF  

01 AMOROLFINE HCL IP/BP Annual Volume: 150 kg 
DMF eCTD format 

02 EBERCONAZOLE NITRATE IP/IH Annual Volume: 200 kg 
DMF Open Part 

03 LULICONAZOLE IP/IH 
Micronized, PSD- D90<10 µm 
Annual Volume: 200 kg 
DMF Open part 

04 ANIDULAFUNGIN IH  
(with/without Fructose                  ) 

Annual Volume: 2.0 kg 
DMF Open Part 

 

S.NO PRODUCT  PRODUCT BRIEF  

01 TRAVOPROST IP/USP Annual Volume: 50 Gm 
DMF Open Part 

02 BIMATOPROST IH Annual Volume: 250 Gm 
DMF Open Part 

03 LATANOPROST IP/USP Annual Volume: 150 Gm 
DMF Open Part 

04 LUBIPROSTONE IP/IH Annual Volume: 50 Gm 
DMF Open Part 
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VITAMIN D ANALOGUE PRODUCTS

OTHER CATAGORY PRODUCTS

S.NO PRODUCT  PRODUCT BRIEF  

01 CALCITRIOL IP/USP Annual Volume: 100 Gm 
DMF Open Part 

02 CALCIPOTRIOL MONOHYDRATE
IP/EP/USP

 Annual Volume: 500 Gm 
DMF eCTD format 

 

S.NO PRODUCT  CATAGORY  PRODUCT BRIEF  

01 AZATHIOPRINE IP/USP/BP Immunosuppressive 
Micronized 
Annual Volume: 2 Mt 
DMF eCTD format 

02 SOLIFINACIN SUCCINATE 
IP/USP Overactive bladder Annual Volume: 100 kg 

DMF eCTD format 

03 CAROVERINE HCL IH Tinnitus Annual Volume: 150 kg 
DMF Open Part 

04 FEBUXOSTAT IH Gout 
Form-A & C 
Annual Volume: 1 Mt 
DMF eCTD format 

05 ROSUVASTATIN CALCIUM 
IP/USP/EP Lipid-lowering Annual Volume: 500 kg 

DMF eCTD format 

06 QUETIAPINE FUMARATE 
IP/USP/EP 

Schizophrenia, Bipolar 
disorder 

Annual Volume: 500 kg 
DMF eCTD format 

07 SEVELAMER IP/USP Phosphate binder Annual Volume: 1 Mt 
DMF Open Part 
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OPTHALMIC PRODUCTS – UNDER DEVELOPMENT

UNDER DEVELOPMENT PRODUCTS

S.NO PRODUCT  PRODUCT BRIEF  

01 CYCLOPENTOLATE  Muscarinic antagonist,  

02 LIFITEGRAST Brand name Xiidra,  keratoconjunctivitis sicca 

03 TOBRAMYCINE Aminoglycoside antibiotic,   

04 HOMOTROPINE   Anticholinergic medication 

05 PILOCARPINE Used to manage angle closure glaucoma until 
surgery 

 

S.NO PRODUCT  PRODUCT CATAGORY  

01 DAPAGLIFLOZIN  Anti Diabetic 

02 BEMPEDOIC ACID  Hypercholesterolemia 

03 LOBEGLITAZONE Antidiabetic  

04 VONOPRAZAN Gastroduodenal ulcer 

05 TAGOPRAZAN Gastroduodenal ulcer 

06 MYCOPHENOLATE Immunosuppressant 

07 RIZATRIPTAN Migraine 

08 CLOPERASTINE FENDIZOATE  Antitussive / antihistamine 

09 LEVOCLOPERASTINE FENDIZOATE  Antitussive / antihistamine 

10 CYCLOSPORINE Calcineurin inhibitor, used as an 
immunosuppressant medication 
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GLOBAL CUSTOMERS

Applicant : 
FLAX LABORATORIES (756097)
PLOT NO.: B-29/1, MIDC MAHAD, VILLAGE BIRWADI, MAHAD - 
402301
Taluka: MAHAD District: RAIGAD ZONE 2

         This is to certify that FLAX LABORATORIES (756097), PLOT NO.: B-29/1, 
MIDC MAHAD, VILLAGE BIRWADI, MAHAD - 402301 , Dist - RAIGAD ZONE 2 is
holding  valid Drugs Manufacturing License in

         The firm has employed competent technical persons in manufacturing and quality 
control departments. The said firm  observes GOOD MANUFACTURING PRACTICES 
(GMP) in the manufacturing and testing of the said categories of products by and large as laid 
down in revised Schedule 'M' of the Drugs & Cosmetics Rules 1945.

         The manufacturing plant is subject to regular inspection by the Competent Authority 
under The Act.

GMP CERTIFICATE

CERTIFICATE No : 6107320
Issue  & Valid Upto Dt: 17/06/2022 - 16/06/2023

This Certificate is issued for : purpose of -, - (EXPORT AND DOMESTIC MARKET, API/BULK 
DRUG)
This Certificate is Valid  for a period : 17/06/2022 - 16/06/2023

issued by this administration under the provision of DRUGS & COSMETICS ACT 1940 & 
RULES THERE UNDER. Under the said licenses the firm is permitted to manufacture and 
sell their products covered under the
Categories of :  Bulk Drugs / API

Form 28, Licence No. MH/102853 , Iss Dt: 29/12/2018, Val Dt: 28/12/2023, Ren Dt: 29/12/2018
Form 25, Licence No. MH/102520 , Iss Dt: 08/02/2018, Val Dt: 07/02/2023, Ren Dt: 08/02/2018,

 DUSHYANT BHAMRAY 
e-Signed on 17-06-2022 23:20

TPAV # 9BEAWWW2WC

D. M. BHAMRAY 
Licensing Authority

Food & Drugs Administration
,Maharashtra State

N I C Pg: 1 / 1    (17/06/22)

This License/Certificate is eSIGNED. Physical Signature is NOT Required

Division MFG ID No Type:GMP Certificate Issue Dt / Validity DtCERTIFICATE No
(RZ2) 756097 GMP-190180-29/12/2021 17/06/2022 - 16/06/20236107320

Fee Payment(s) :  DB-Id: 417158 - 29/12/2021 (Amt: 3500) Balance : 3350

For online Third Party Approval Verification;Go to fdamfg.maharashtra.gov.in & Click TPAV
button.

Letter No: MH/RZ2/GMP/6107320
Food & Drugs Administration,

Food & Drugs Administration (Maharashtra State)Regd. AD  |  By Hand Delivery



FLAX LABORATORIES PVT. LTD.

OFFICE AND R&D

FACTORY

B-201, 2nd Floor, Vishal Industrial Estate, Near SP Ultra flex Company,
Ghodbandar Village Road, Mira Road (East), Thane, Maharashtra – 401 107, INDIA

CIN: U24239MH2021PTC359917

B-29/1, MIDC-Mahad, Dist. – Raigad, Maharashtra – 402 301. INDIA
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CELL: +91 9104266878 / +91 9022705021


