SMRUTHI

ORGANICS LTD

HIGH QUALITY APl MANUFACTURER FROM INDIA

RELIABLE PARTNER

e HIGH QUALITY API

e COMPETITIVE PRICES

e PROMPT DELIVERY

e DOCUMENTATION
SUPPORT

CHOOSE THE RIGHT API
PARTNER

With experience and expertise of over 3 decades, Smruthi is
a reliable API manufacturing partner for all your current and
future API needs

Smruthi Organics Limited was started as an Active Pharmaceutical

Ingredients (API) and Intermediates manufacturing company in 1989 by
Chairman and Managing Director, Mr. Purushotham Eaga. The company
is a public limited company and is listed on the Bombay Stock Exchange

(BSE).

We manufacture API products in the anti - diabetic, anti - hypertension
and anti - infectives therapeutic categories. We cater to both the Indian
domestic as well as rest of the world (ROW) markets, with clients
spanning across Asia, Americas and Africa. Our client list of large
domestic and international pharma companies is testimony to our high

quality and reliable service.



GMP CERTIFICATE

Office of The Commissioner,
Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :
14 Nov 2019

|
FDA MAHARASHIRA

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization. |
(General instructions and explanatory notes attached). |
Certificate No.: NEW-WHO-GMP/CERT/PD/86368/2019/11/30111

On the basis of the inspection carried out on 09/09/2019 & 10/09/2019 ,we certify that the
site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

1. Name of the Firm SMRUTHI ORGANICS LIMITED

Address £ A-27, N.1.D.C. CHINCHOLI, TAL-MOHOL
SOLAPUR 413255 MAHARASHTRA STATE,
INDIA

PDB2 In Form 25

2. Licence No.

MANUFACTURING

Table 1

Si:No. Dosage Form(s)

Categor(ies)

Activity(ies)

7

Active Pharmaceutical
Ingredients ( Bulk Drugs)

(General ( Other than
(Cephalosporins, Penicilin,
Cytotoxic, Hormones )

Synthesis, Purification,
[Packing, Labelling, Quality
Control, Quality Assurance

The responsibility for the quality of the individual batches of the pharmaceutical products

The company has 2 manufacturing facilities in Solapur,

India. The flagship API facility is spread across 22 acre land

menufactured through this process lies with the manufacturer.

This certificate remains valid untit 13 Nov 2022 . It becomes invalid if the activities and / or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Address of certifying authority Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
|| Bandra-kura Complex, Siapstuge
[ Bandrai(E). Mumbai=400051 Stamp and Date * Joint Commissioner (HQ) & Contholling

Maharashira INDIA. Authority
-26

and is WHO - GMP approved site by FDA India. It has 7
manufacturing workshops and 8 clean rooms equipped with

class 100000 air handling units. The second unit is a smaller

Food & Drug Administration, M.S.
andra (E), Mumbai.
arashtra State, India

& Nov 2019
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facility with one workshop manufacturing intermediates for

captive consumption.
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The company has more than 100 reactors with a mix of glass
ATTESTED
e lined and SS 316 adding to an installed reactor capacity of
SWARN LATA
EXECUTIVEDIRECTOR

OF COMMERCE
NAVIMUMBAL, INDIA
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more than 300 kilo liter. The company’s diverse equipment

allows it to perform a variety of complex chemical reactions

from -50 C to over 250 C and from low vacuum (1 mm) to
high pressure (30 bar). The company is equally adept at
handling both large volume (batch size of 1250 kg) and

INNOVATION DRIVEN
ORGANIZATION

small volume (batch size 10 kg) manufacturing. The facility
is a zero liquid discharge facility with integrated effluent

treatment systems for complete recycling of water.
Our team of over 40 scientist drive innovation at

Smruthi. Our State of the Art R&D Facility based i
fruthl. DUEstate of the Ar el RasEEt The company has fully equipped quality control laboratory

Hyderabad, India, k developi 1 . .
ORI, T, WS B (VIR o to release our products in house. Our qualified and

synthetic routes for API. Our process development . . .
experienced quality assurance personnel ensure strict

laboratory based at the API facility i tantl
IR RIS R O B adherence to global GMP standards. Our strong regulatory

engaged in improving process efficiency and
e . = J affairs team is expert in providing timely documentation

troubleshooting. Our team of scientists is ever ready . .
support to our clients and regulatory authorities across the

to serve our customer's needs in the shortest possible lob
globe.

time.



ACTIVE PHARMA
INGREDIENTS

CARDIOVASCULAR
AMLODIPINE BESILATE
LOSARTAN POTASSIUM
TELMISARTAN
VALSARTAN

S - AMLODIPINE BESILATE
S-AMLODIPINE MALEATE

ANTI DIABETIC
METFORMIN HCL
VILDAGLIPTIN
TENELIGLIPTIN
DAPAGLIFLOZIN

ANTI INFECTIVES
CIPROFLOXACIN HCL
DILOXANIDE FUROATE
NORFLOXACIN
PEFLOXACIN MESYLATE

DRUG INTERMEDIATES
AMLODIPINE BASE

S - AMLODIPINE BASE
PHTHALOYL AMLODIPINE

CONTACT

abhishek @smruthiorganics.com

& +91 91754 49225

+91 98921 99053

UNDER DEVELOPMENT

ANTI DIABETIC
EMPAGLIFLOZIN

ANTI PLATELETS
APIXABAN
RIVAROXABAN
TICAGRELOR

m https://www.linkedin.com/company/smruthi-organics-limited

165 A, Balaji Bhavan, Railway Lines, Solapur, INDIA 413001



