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SD Fine Chem Limited was found in 1978 and takes immense pride in our relationship with our esteemed customers.
Adding value to our customers is our mission statement. It is our careful flow of controlled and gradual organizing of
activities, that leads to the outcome which is customer focused.

s d fine-chem limited has fully integrated Plant (MPP Plant) located at Tarapur MIDC, Maharashtra which is cGMP & local
FDA approved.

It is used for manufacturing pharmaceutical Excipients as per GMP guidelines. Major Infrastructure of the plant
includes SS & GL reactors from 600 L to 2500 L volume with SCADA/PLC system, Manufacturing is following
according to environmental guidelines. Handling process from -10OC to 220OC and pressure from 1 bar to 60 bar. Also
has flexibility for relatively small to bulk scale.

To prevent cross contamination MPP follows strict hygiene and sanitation procedures by providing separate air
handling units (AHU system) having 0.3 micron filtered air under positive pressure, with about 30 air changes per hour.
robust cleaning programs, used dedicated equipments and facilities ,perform quality control tests and QA release activi-
ties throughout the supply chain.

We have In-house R&D lab which is approved by Department of science & Technology (DST),government of India since
1978. Quality control creats safe measures that can be implemented to make sure that quality products should reach
to the customers. Quality control laboratory is well equipped with sophisticated instruments to meet specifications of
regulatory guidelines along with in house microbiology testing facility.

Wide range of reactions like alkylation,amidation,organo metallic, reduction, chiral resolution, aldol condensation,friedel
craft reaction,michel addition,sandmeyer reaction can be handled.

Drug master files registered with USFDA of Type IV is available for 26 products with shelf life data.

We effectively manage changes by consistently registering all changes & deviations. We have documented CAPA
system.

We take all Health related requirements & conduct Health monitoring of our employee regularly.

SDFCL will emphasize on conservation of natural resources and strive for elimination of waste in the process by educat-
ing, training and motivating all persons working for or on behalf of the organization to carry out their task in an environ-
mentally responsible manner.

The most advanced system DAF ( Dissolved Air Flotation Unit) is installed at our Tarapur factory.

Introduction
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FDA Certificate
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Applicant :
S.D.FINE CHEM LIMITED (705527)
MPP BLDG. B2, E-27/28,, MIDC TARAPUR INDL.AREA, B-ROAD,
BOISAR, TARAPUR I A - 401506
Taluka: MIDC TARAPUR BOISAR District: PALGHAR ZONE 3

This is to certify that S.D.FINE CHEM LIMITED (705527), MPP BLDG. B2, E-
27/28,, MIDC TARAPUR INDL.AREA, B-ROAD, BOISAR, TARAPUR I A - 401506 ,
Dist - PALGHAR ZONE 3 is holding valid Drugs Manufacturing License in

The firm has employed competent technical persons in manufacturing and quality
control departments. The said firm observes GOODMANUFACTURING 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 : 6127403
Issue & Valid Upto Dt: 28/05/2025 - 27/05/2028

This Certificate is issued for : purpose of General Purpose., - (Tender)

This Certificate is Valid for a period : 28/05/2025 - 27/05/2028

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 : External Prepn(cream,ointm,pastes,emuls,lotions, soln,dusting powder),
Bulk Drugs / API, Excipient, Disinfectants

Form 25, Licence No. KD/40 , Iss Dt: 01/07/1989, Val Dt: 31/12/2027, Ren Dt: 01/01/2023,

NARENDRA PURUSHOTTAM SUPE
e-Signed on 28-05-2025 18:13

TPAV # 37QGS5RU18

N. P. SUPE
Licensing Authority

Food & Drugs Administration
KONKAN Division,Maharashtra State

N I CPg: 1 / 1 (28/05/25)

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

Division MFG ID No Type:GMP Certificate Issue Dt / Validity DtCERTIFICATE No

KONKAN (PL3) 705527 GMP-296041-17/05/2025 28/05/2025 - 27/05/20286127403

Fee Payment(s) : DB-Id: 723428 - 17/05/2025 (Amt: 3500) Balance : 7010

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

Letter No: MH/PL3/GMP/6127403
Food & Drugs Administration, KONKAN Division

OFFICE OF JOINT COMMISSIONER [K.D]
4TH FL.ESIC BLD,WAGLE ESTATE

Thane - 400604

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

GMP Certificate
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Applicant :
S.D.FINE CHEM LIMITED (705527)
MPP BLDG. B2, E-27/28,, MIDC TARAPUR INDL.AREA, B-ROAD, BOISAR, TARAPUR I A - 401506
Taluka: MIDC TARAPUR BOISAR District: PALGHAR ZONE 3

N. P. SUPE
Licensing Authority

Food & Drugs Administration
KONKAN Division,Maharashtra State

This is to certify that S.D.FINE CHEM LIMITED (705527), MPP BLDG. B2, E-
27/28,, MIDC TARAPUR INDL.AREA, B-ROAD, BOISAR, TARAPUR I A - 401506 ,
Dist - PALGHAR ZONE 3 is holding valid Drug Manufacturing License in

GOOD LABORATORY PRACTICES CERTIFICATE (GLP)

CERTIFICATE No : 6127426
Issue & Valid Upto Dt: 28/05/2025 - 27/05/2026

This Certificate is issued for : purpose of General Purpose., - (Tender)

Form 25, Licence No. KD/40 , Iss Dt: 01/07/1989, Val Dt: 31/12/2027, Ren Dt: 01/01/2023,

The firm has its own Quality Control Laboratories for testing of Drugs approved to them
under above licenses and the firm, by and large, is following GOOD LABORATORY
PRACTICES as stipulated under the provisions of Schedule 'L1' of the Drugs & Cosmetics
Rules 1945. The firm is subjected to periodical inspection by this administration.

The firm should, however, carry out self inspection from time to time, to ensure that the
requirment of Good Laboratory Practices are complied with.

NARENDRA PURUSHOTTAM SUPE
e-Signed on 28-05-2025 22:27

TPAV # 6877143QDH

This Certificate is issued on the request of the firm for the limited purpose of submitting the
same,as a part of dossier to regulatory authorities and tendering authorities.

Issued by this Administration under the provision of Drugs & Cosmetics Act, 1940 and
rules thereunder.

N I CPg: 1 / 1 (28/05/25)

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

Division MFG ID No Type:GLP Certificate Issue Dt / Validity DtCERTIFICATE No

6127426KONKAN (PL3) 705527 GLP-296044-17/05/2025 28/05/2025-27/05/2026

Fee Payment(s) : DB-Id: 723431 - 17/05/2025 (Amt: 1000) Balance : 7010

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

Letter No: MH/PL3/GLP/6127426
Food & Drugs Administration, KONKAN Division

OFFICE OF JOINT COMMISSIONER [K.D]
4TH FL.ESIC BLD,WAGLE ESTATE

Thane - 400604

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

GLP Certificate
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DOCUMENTS SUPPORT

Certificate of analysis for multicom-
pendial product is produced after 
the product is tested as per test 
available in all pharmacopoieas for 
that product.

The Method of Analysis can be 
share with customer upon request

Highly qualified and experienced 
Technical Team address customer 
complaint which is registered as 
per QMS and CAPA is communi-
cated to customer after detailed 
investigation in committed time

We offer our customers VQ 
documentations duly filed as per 
GMP requiremens along with all 
necessary supporting declarations 
and certifications. 

Understanding the need of 
regulatory requirements , we allow 
customers to conduct plant audits 
as per ISO /GMP standards

MSDS are available for all the
listed Products

We provide the declaration 
indicating the product is free from 
TSE/BSE upon request

Certificate of Analysis 
(COA)

Method of Analysis
(MOA)

Complaint 
Management

Vendor Questionnaire
(VQ)

Customer Audit

Material Safety Data
Sheet (MSDS)

TSE/BSE Declaration
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Typical COA  OM GRADE
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The Drug Master  File (DMF Type IV) is submitted to US FDA authorities for the following

Sr. No. Product CAS Number Specification Shelf Life
Stability  

Data

1 Acetone 67-64-1 DMF TYPE-IV USP 

2 Calamine 8011-96-9 DMF TYPE-IV BP 

3 Dextrose anhydrous 50-99-7 DMF TYPE-IV USP 

4 Dibasic potassium phosphate 7758-11-4 DMF TYPE-IV USP 

5 Dibasic sodium phosphate anhydrous 7558-79-4 DMF TYPE-IV USP 

6 Dibasic sodium phosphate dihydrate 10028-24-7 DMF TYPE-IV USP 

7 Dibasic sodium phosphate dodecahydrate 10039-32-4 DMF TYPE-IV USP 

8 Dichloromethane 75-09-02 DMF TYPE-IV BP 

9 Dipotassium hydrogen phosphate 7758-11-4 DMF TYPE-IV BP 

10 Disodium EDTA 6381-92-6 DMF TYPE-IV USP 

11 Disodium hydrogen phosphate dihydrate 10028-24-7 DMF TYPE-IV BP 

12 Disodium hydrogen phosphate dodecahydrate 7782-75-6 DMF TYPE-IV BP 

13 Glacial acetic acid 64-19-7 DMF TYPE-IV BP 

14 Glycerine 56-81-5 DMF TYPE-IV BP 

15 Isopropyl alcohol 67-63-0 DMF TYPE-IV USP 

16 Magnesium sulphate heptahydrate 73-24-52 DMF TYPE-IV BP 

17 Mannitol 69-65-6 DMF TYPE-IV USP 

18 Monobasic potassium phosphate 7778-77-0 DMF TYPE-IV USP 

19 Monobasic sodium phosphate dIhydrate 13472-35-0 DMF TYPE-IV USP 

20 Potassium dihydrogen phosphate 7778-77-0 DMF TYPE-IV BP 

21 Sodium chloride 7676-14-5 DMF TYPE-IV USP 

22 Sodium dihydrogen phosphate dihydrate 13472-35-0 DMF TYPE-IV BP 

23 Sodium hydroxide pellets 1310-73-2 DMF TYPE-IV BP 

24 Sodium lauryl sulphate 151-21-3 DMF TYPE-IV BP 

25 Potato Starch 9005-25-8 DMF TYPE-IV BP 

26 Triacetin 102-76-1 DMF TYPE-IV USP 

US DMF Product List
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FDA Product List
BP/Ph.Eur./USP-NF/IP

CODE PRODUCT DESCRIPTION

20001OM ACETIC ACID GLACIAL
 
20003OM ACETONE
 
52001OM ADENINE
 
20017OM AMMONIUM CHLORIDE
 
87303OM BARIUM SULPHATE
 
87354OM BENZYL ALCOHOL
 
20058OM BORIC ACID
 
37515OM BUTYLATED HYDROXYANISOLE [BUTYLHYDROXYANISOLE]
 
38067OM BUTYLATED HYDROXY TOLUENE [BUTYLHYDROXYTOLUENE]
 
37571OM CALAMINE
 
36048OM CETOSTEARYL ALCOHOL
 
38480OM CETYL ALCOHOL
 
32412OM CHLORHEXIDINE GLUCONATE SOLN 19-21%
 
20077OM CHLOROFORM 
 
87984OM CITRIC ACID ANHYDROUS
 
20081OM CITRIC ACID MONOHYDRATE
 
46063OM CLOVE OIL
 
97049OM CREATININE
 
43218OM CRESOL WITH SOAP SOLUTION (LYSOL)
 
201170OM DEXTROSE [GLUCOSE]
 
20340OM DICHLOROMETHANE 
 
20393OM DIETHANOLAMINE
 
20323OM DIMETHYL SULFOXIDE
 
89619OM DIPOTASSIUM HYDROGEN PHOSPHATE
  DIPOTASSIUM PHOSPHATE
  DIBASIC POTASSIUM PHOSPHATE
 
20249OM DISODIUM PHOSPHATE
  DISODIUM HYDROGEN PHOSPHATE
  DIBASIC SODIUM PHOSPHATE ANHYDROUS
 
20383OM DISODIUM PHOSPHATE DIHYDRATE
  DISODIUM HYDROGEN PHOSPHATE DIHYDRATE
  DIBASIC SODIUM PHOSPHATE DIHYDRATE
 
20248OM DISODIUM PHOSPHATE DODECAHYDRATE
  DISODIUM HYDROGEN PHOSPHATE DODECAHYDRATE
  DIBASIC SODIUM PHOSPHATE DODECAHYDRATE
 
20093OM DISODIUM EDETATE
  EDETATE DISODIUM ( EDTA DISODIUM SALT )
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FDA Product List

CODE PRODUCT DESCRIPTION 

38295OM ERYTHRITOL
 
20325OM ETHANOLAMINE
 
54043OM FOLIC ACID
          
20113OM FORMALDEHYDE SOLUTION (FORMALIN)
 
20367OM FRUCTOSE
 
20118OM GLYCERIN (GLYCEROL)
 
20119OM GLYCINE
 
39243OM HEXYLENE GLYCOL
 
38518OM HYDROGEN PEROXIDE SOLUTION (20 VOL) IP 
  HYDROGEN PEROXIDE SOLUTION 6% BP
  HYDROGEN PEROXIDE SOLUTION 0.5 % W/V
 
26225 & 26226 IODOPHOR
 
20224OM ISOPROPYL ALCOHOL (PROPAN-2-OL)
 
20138OM LACTIC ACID
 
20139OM LACTOSE
 
39437OM LIGHT LIQUID PARAFFIN
 
20149OM MAGNESIUM CHLORIDE HEXAHYDRATE
 
39846OM MAGNESIUM STEARATE
 
39118OM MAGNESIUM SULPHATE DRIED
  MAGNESIUM SULPHATE MONOHYDRATE
 
20151OM MAGNESIUM SULPHATE HEPTAHYDRATE
 
39148OM MANNITOL (D-MANNITOL)
 
39153OM LEVOMENTHOL BP
  MENTHOL BPC  [NATURAL OR SYNTHETIC (-)-MENTHOL]
 
20158OM METHANOL (METHYL ALCOHOL)
 
39256OM METHYL SALICYLATE
 
  MINERAL OIL ( PARAFFIN LIQUID HEAVY)
 
20325OM MONOETHANOLAMINE
 
36264OM OLEIC ACID
 
43223OM OLIVE OIL
  REFINED OLIVE OIL (VIRGIN OLIVE OIL)
 
20188OM PHENOL ( CARBOLIC ACID)
 
76300OM POLYETHYLENE GLYCOL 300
 
39571OM POLYETHYLENE GLYCOL 400
  MACROGOL 400
 
20203OM POTASSIUM DIHYDROGEN PHOSPHATE
  POTASSIUM DIHYDROGEN PHOSPHATE
  MONBASIC POTASSIUM PHOSPHATE
 
20210OM POTASSIUM HYDROXIDE
 

BP/Ph.Eur./USP-NF/IP
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FDA Product List

CODE PRODUCT DESCRIPTION 

20212OM POTASSIUM IODIDE
 
20217OM POTASSIUM PERMANGANATE
 
39659OM POTASSIUM SORBATE
 
39704OM PROPYL GALLATE
 
89673OM PROPYLENE GLYCOL
 
54086OM PYRIDOXINE HYDROCHLORIDE
 
  RACEMENTHOL [RECEMIC MENTHOL]
 
20228OM RESORCINOL
 
20235OM SODIUM ACETATE TRIHYDRATE
 
40112OM SODIUM BENZOATE
 
20247OM SODIUM BICARBONATE
  SODIUM HYDROGEN CARBONATE
 
20267OM SODIUM BORATE
 
20240OM SODIUM CARBONATE 
 
20916OM SODIUM CARBONATE MONOHYDRATE
 
20241OM SODIUM CHLORIDE 
 
20242OM SODIUM CITRATE (TRI-SODIUM CITRATE)
 
20245OM SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE (SODIUM ACID PHOSPHATE)
  SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE
  MONOBASIC SODIUM PHOSPHATE DIHYDRATE
 
20252OM SODIUM HYDROXIDE
 
33040OM SODIUM HYPOCHLORITE SOLUTION
 
40175OM SODIUM LAURYL SULFATE
 
40219OM SODIUM SUCCINATE
 
20264OM SODIUM SULFATE ANHYDROUS
 
  SPIRONOLACTONE
 
20271OM POTATO STARCH
  MODIFIED STARCH (POTATO STARCH)
 
39404OM STEARYL ALCOHOL
 
  STERIFINE 75I1 (ISOPROPYL ALCOHOL BASED HAND SANITISER)   
  STERIFINE 80E1 (ETHANOL BASED HAND SANITISER)
  STERIFINE 80E2  (ALCOHOL BASED HAND SANITISER) 
 
MDSPIRIT SURGICAL SPIRIT
 
88456OM TRIACETIN
  GLYCEROL TRIACETATE
 
20290OM UREA
 
39442OM WHITE SOFT PARAFFIN (WHITE PETROLEUM JELLY)
 
43069OM WOOL FAT (ANHYDROUS LANOLIN) 
 
40617OM ZINC OXIDE

BP/Ph.Eur./USP-NF/IP




