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ANUH PHARMA LTD.

3-A Shivsagar Estate, North Wing,
Dr. Annie Besant Road, Worli, Mumbai 400 018
Phone: +91 22 6622 7575; Fax: +91 22 6622 7600

Email: anuh@sk1932.com; CIN: L24230MH1960PLC011586

FAMILIARISATION PROGRAM FOR INDEPENDENT DIRECTORS FOR

THE FINANCIAL YEAR 2017-18

A. PREAMBLE:

Pursuant to the Regulation 25(7) of the Securities and Exchange Board of India (Listing
Obligations and Disclosure Requirements) Regulations, 2015 the listed entity shall
familiarise the Independent Directors through various programs about the listed entity,
including the following:

(2)
(b)
(©
(d)

nature of the industry in which the listed entity operates;
business model of the listed entity;

roles, rights, responsibilities of independent directors; and
any other relevant information.

B. FAMILIARIZATION PROCESS:

All Independent Directors of the Company are made aware of their role,
responsibilities and liabilities at the time of appointment/re-appointment through
formal letter of appointment, which also stipulates various terms and conditions
of their engagement.

Each Member of the Board, including the Independent Director have been given
complete access to any information relating to the Company, whenever they so
request.

The Company shall conduct periodical meetings and visits of Independent
Directors and make presentations to the Independent Directors to familiarize
them with the strategy, operations and functions of the Company;

The Company conducts quarterly review meetings and where Independent
Directors shall be invited in one of the meetings to interact with the team of
senior management of the Company;

The programs and presentations will give them insight into the Company’s
strategy, business model, operations, markets, organization structure, finance,
technology, quality, facilities and risk management and such other areas of
relevance;

The Company may conduct an introductory familiarization program /presentation
whenever a new Independent Director comes on the Board.
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7. The Company provides specific regulatory updates, from time to time, and
circulates news and articles related to the industry.

C. PROGRAMME AND DISCLOSURE:

1. Presentation was made regarding role & responsibilities of Independent Directors
and regarding factory activities and operations of the factory to familarise the
Independent Directors of the Company’s business model and how the factory runs
as & with their roles and responsibilities; (copy of the presentation is enclosed
herewith as Annexure - 1);

2. Visit to Company’s plant was organized for the Independent Directors, where plant
heads appraised them of the operational and sustainability aspects of the plants to
enabled them to have full understanding on the activities of the Company and
initiatives taken on safety, quality, Sustainability etc.;

3. Periodical presentations on operations made to the Board include information on
business performance, operations, market share, financial parameters, working
capital management, fund flows, senior management change, major litigation,
compliances, CSR donations, regulatory scenario etc.;

4. Familiarization program will be conducted on “as needed” basis during the year; and

S. As and when familiarization program is conducted, the same will be disclosed on
the website of the Company.

D. REVIEW OF THE PROGRAM:

The Board will review this program and make such revisions as may be required or
deemed necessary from time to time.

By order of the Board
For Anuh Pharma Limited

Sd/-
Bipin Shah

Managing Director
(DIN: 00083244)

Date: 27tk February, 2018






FAMILARISATION PROVISIONS

Pursuant to Regulation 25(7) of the SEBI (Listing Obligations and
Disclosure Requirements) Regulations, 2015 the listed entity shall
familiarise the Independent Directors through various program
about the listed entity, including the following:

Nature of the industry in which the listed entity operates;
Business model of the listed entity;
Roles, rights, responsibilities of Independent Directors; and

Any other relevant information.
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KEY INITIATIVES

» Presentation shall be made regarding role & responsibilities of Independent
Directors and regarding factory activities and operations of the factory to
familiarize the Independent Directors of the Company’s business model and
how the factory runs as & with their roles and responsibilities.

» Visit to Company’s plant shall be organized for all the Independent Directors,
where plant Heads appraise them of the operational and sustainability aspects
of the plants to enable them to have full understanding on the activities of the
Company and initiatives taken on safety, quality, Sustainability etc.

» Periodical presentations on operations shall be made to the Board which shall
include information on business performance, operations, market share,
financial parameters, working capital management, fund flows, senior
management change, major litigation, compliances, CSR donations, regulatory
scenario etc.
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ROLES, RIGHTS, RESPONSIBILITIES
OF INDEPENDENT DIRECTORS

Section 149, 150 and Schedule IV of the Companies Act, 2013
governs the rules, regulations, duties, role and functions of
Independent Directors:

The Independent Directors shall:

v" help in bringing an independent judgment to bear on the Board’s
deliberations especially on issues of strategy, performance, risk
management, resources, key appointments and standards of
conduct;

v bring an objective view in the evaluation of the performance of
board and management;

v’ participate constructively and actively in the committees of the
Board in which they are chairpersons or members& strive to
attend the general meetings of the company.
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ROLES, RIGHTS, RESPONSIBILITIES
OF INDEPENDENT DIRECTORS

v

determine appropriate levels of remuneration of executive directors, key
managerial personnel and senior management and have a prime role in
appointing and where necessary recommend removal of executive directors,
key managerial personnel and senior management;

scrutinize the performance of management in meeting agreed goals and
objectives and monitor the reporting of performance

seek appropriate clarification or amplification of information and, where
necessary, take and follow appropriate professional advice and opinion of
outside experts at the expense of the company

not disclose confidential information, including commercial secrets,
technologies, advertising and sales promotion plans, unpublished price
sensitive information, unless such disclosure is expressly approved by the Board
or required by law

ANUH
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« Anuh Pharma’s manufacturing
ANUH

activities are carried out under
PHARMA LTD.

Licence from the Food & Drug
Administration, Maharashtra

A public limited company listed on
the Bombay Stock Exchange.

State, India and covered by
manufacturing Licence No. 28
KD-990 & 25 KD 1194

* Global presence in 57 countries as
exporter.

e Government recognised export
house for last ten years.
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PHARMA LTD.



ABOUT US

Top line of more
than 50 million USD

Exports to over 57
countries

Facility Approved by
Maharashtra FDA
and granted Local
GMP certification

Facility approved by
EDQM, ANSM
(France), WHO — PQ

The Plant has been
designed to meet
cGMP guidelines

ANUH
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FDA MAHARASHTRA
FOOD AND DRUG
ADMINISTRATION

aANUH PHARMA LTD.

License No:
28 KD-990 & 25 KD 1194

GMP Certificate No:
6070374



FACTORY LAYOUT

¥
,t'.-
Change Rooms 37 -
Production Area 1367

Warehouse 514

Quality Control 105

Quality Assurance 41

ETP 15

AHU Area 181

Total 2154
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MANUFACTURING FACILITY

e Manufacturing * Total reactor capacity is 50,000 L
Capacity Sto | Nome ofproduct__| Copactr ?A__
1 Macrolides & Intermediates 1000 Metric Ton
2 Pyrazinamide 500 Metric Ton
3 Chloramphenicol 100 Metric Ton
4 Ambroxol Hydrochloride 100 Metric Ton
5 Sulphadoxine 100 Metric Ton

ANUH
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MANUFACTURING FACILITY

 Well equipped quality control lab to make sure that
our products adhere to the standards of quality
prescribed by various pharmacopoeias.

e Quality Control Lab
e 7 HPLGCs, 2 GC, 1 UV Spectrophotometer, 1 FTIR and

4 Stability Chambers

 Microbiology section which has separate primary
and secondary change rooms, and different rooms
for Autoclave, Incubators and Laminar Air Flow
units

ANUH
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MANUFACTURING FACILITY

Ground Floor:

*6 dedicated powder processing areas with change
room and clean corridor

eSeparate passages for man and material movement
e Dedicated supplied with forced draft ventilation system.

*All powder processing areas have separate and
dedicated HVAC Systems.

«Temperature is maintained below 27~ C

manufacturing
facility

*The air changes in the Centrifuge Area is NLT 30 per
hour while other areas are maintained at NLT 20
changes per hour.

All areas are supplied with air filtered through 0.3
micron terminal HEPA filters.

eAfter packing, the material is transferred to the
quarantine area which opens into the material corridor.
From here the material is taken to finish

product store.
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MANUFACTURING FACILITY

First & Second Floor:
* The first and second floor houses the synthesis area.

e Both the floors are accessible from inside the
e Dedicated synthesis area.

manufacturing e Both the synthesis area are supplied with air from
faC|I|ty forced draft ventilation system with 3 micron filters.
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‘ * The synthesis area houses Reactors with
Condensers, Charging Vessels, Sparkler Filters,
Pumps etc.
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MANUFACTURING FACILITY

Warehouse:

e Raw Material, Packing Material & Finished Goods
are stored here.

e 2 Lifts for the movement of Raw Materials, Packing
Materials and Finished Products between levels are
provided.

* Dedicated temperature controlled areas for specific
Raw Materials and Finished Goods are provided.

e Warehouse

e The entire passage area is provided with Forced
Draft Ventilation.

e Separate dispensing and sampling rooms with
Reverse Laminar Airflow are provided.

ANUH
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MANUFACTURING FACILITY

Warehouse
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APPROVALS

m Approval Certificate No. _

Products manufactured by this facility has been granted WC-0086 01/03/2017
with written confirmation for export to European union by
CDSCO (Govt. Of India)

02 The facility has been approved by COFEPRIS (Mexico) for 153300ER020181 11/07/2015
Chloramphenicol & Chloramphenicol palmitate

03 The facility has been approved by Indian FDA & has been 6061290 20/06/2016
granted local GMP Certificate.

04 The facility has been approved by COFEPRIS (Mexico) for 143300CI1110152 28/04/2014

Erythromycin Base, Erythromycin Ethyl Succinate,
Erythromycin Stearate.

05 The facility has been approved by EDQM for Erythromycin 16 MPP064HPTO1 16/12/2016
Ethyl Succinate, Pyrazinamide and Erythromycin and has
been granted EUGMP by ANSM — France.

06 The facility has been approved by WHO — Prequalification APIMF-234 & APIMF -158 14/12/2016
for Sulfadoxine and Pyrazinamide.

ANUH
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LIST OF KEY PERSONNEL

ANL

PHARMA

02

03

04

05

06

07

08

09

09

Bipin Shah

Dr. Rajendra
Agrawal

Girish Mandlekar
Nilesh Mohare
Surendra Rai
Prashant Patil
Chandrakant Pate
Sanjay Godambe
Babu Moghaveera

Bhavesh Mudliyar

Ganesh Vachakal

Managing Director

V.P. Technical

General Manager
Works

AGM QA

AGM QC

Assistant QA Manager
Assistant QC Manager
AGM Admin

AGM Technical

Production In-charge

Maintenance In-

B.E. Chemcial

PhD.
Pharmacy

B.E. Chemcial

B.Sc.
Chemistry

M.Sc.
Chemistry

B.Sc.
Chemistry

B.Sc.
Chemistry

B.Com
Accounts

B.Sc.
Chemistry

B.Sc.
Chemistry

B.E.

33 Years

4 Years

1 Year

3 Years

3 Years

5 Years

10 Years

18 Years

21 Years

14 Years

9 Years

40 Years
30 Years

20 Years

19 Years

20 Years

20 Years

17 Years

23 Years

23 Years

20 Years

9 Years



ORGANOGRAM

BIPIN SHAH (MANAGING

DIRECTOR)

|

l

Dr. Rajendra Agrawal

Direct Reporting
______ Administrative Reporting

: (V.P. Technical)
Nilesh Mohare | _ __ _________ I I
(AGM Q.A) .
! |
Assistant QA Mr. Girish Mandlekar Surendra Rai
Manager
(General Manager - Works) (AGM -Q.C))
QA Officers (5) I
Chandrakant Pate
Asst. QC - In-charge
Babu Moghaveera Sanjay Godambe G(a'\r/llzsi:t;/na::;(eal Dh:ﬁaDW de Nilesh Jadhav I
(AGM Tech) (AGM Admin) Incharge) (EHS Officen) (HRD Incharge)
I I l Chemists (24)
Bhavesh Mu_dallar Warehouse Jr. Engg (1) H.R. (2)
(Production
Clerks (7)
Incharge)
] | |
Shift I(nZ(;harge I\S/Iﬁgl)rt]atr?/qggfse Mechanic/Fitters
@) ®)
Shift Chemists
ANUH (18)

PHARMA LTD.




DEPARTMENTWISE MANPOWER DETAILS

Quality Control 25 People 18 %
02 Quality Assurance 7 People 5 o
03 Production 22 People 16 %
04 Stores 8 People 6%
05 Administration 7 People 59
06 Maintenance 4 People 39
07 Skilled Workers 39 People 28 %
08 Unskilled Workers 16 People 12 %
09 EHS Department 1 Person 1%
10 Housekeeping 9 People 79

Total 138 People

ANUH
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PRODUCT LIST

* MACROLIDES

25 Kg

Erythromycin Base IP/BP/USP/CP/EP HDPE/Fiber Drum 114-07-8
Erythomycin Estolate IP/BP/USP/EP o e fiber Drurm 3521-62-8l
EL‘;Z?;Z:;VCM St BP/USP/EP e iber Drum 41342-53-4
Erythromycin Propionate FP ilngg/Fiber Drum 134-36-1
Erythromycin Phosphate IN HOUSE TESTING /> °€ iber Drum 4501-00-2
Erythromycin Stearate IP/BP/USP/EP e Fiber Drum 643-22-1
E;‘;Lhc:r?;?:d” 11,12 IN HOUSE TESTING > °€ iber Drum 55224-05-0

* HIGHER MACROLIDES

25 Kg

-01-
HDPE/Fiber Drum 83905-01-5

Azithromycin BP/USP

ANUH
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PRODUCT LIST

* INTERMEDIATES

25 Kg

Erythromycin Oxime Base In House HDPE /Fiber Drum 13127-18-9

. e 25 Kg
Erythromycin Silyl Ester In House HDPE /Fiber Drum 119665-76-8
Erythromycin Imino Ether In House 2> Kg 99290-97-8

HDPE/Fiber Drum

* CHLORAMPHENICOL

. 25 Kg
Chloramphenicol IP/BP/USP/EP HDPE/Fiber Drum 56-75-1
Chloramphenicol Palmitate IP/BP/USP/EP 2> Kg 530-43-8

HDPE/Fiber Drum

ANUH
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PRODUCT LIST

* OTHERS

Pyrazinamide

Sulfadoxine

Ambroxol
Hydrochloride

Losartan
Potassium

Moxifloxacin
Hydrochloride

Pyrimethamine

ANUH

PHARMA LTD.

IP/BP/USP/EP

|P/BP/EP

|P/BP/EP

IP/BP/USP

BP/EP/USO

BP/EP

25 Kg
HDPE/Fiber Drum

25 Kg
HDPE/Fiber Drum

25 Kg
HDPE/Fiber Drum

25 Kg
HDPE/Fiber Drum

25 Kg
HDPE/Fiber Drum

25 Kg
HDPE/Fiber Drum

98-96-4

2447-57-6

23828-92-4

124750-99-8

354812-41-2

58-14-0

Antituberculousis

Antimalarial

Mucolytic Agent

Anti-Hypertensive

Anti-Bacterial

Antimalarial



PURIFIED WATER SYSTEM

e Purified Loop Water ° In its effort to provide good quality medicines Anuh
System Pharma Ltd. has commissioned a Loop System for
ys distribution of Purified Water IP/BP/EP in the
manufacturing facility.
e The Loop System continuously circulates the Purified
Water IP/BP/EP in the plant through SS 316 mirror
polished pipelines and zero dead-lag valves so as to
completely avoid stagnant water hold up and
related growth of micro-organisms.
e The Loop System has been setup as per cGMP
Guidelines.

ANUH
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PURIFIED WATER SYSTEM

PURIFIED WATER IP/BP/EP SYSTEM : GENERATION

Water Collected in
Storage Tank
T e {
s1 (Underground) 82 85
Note:-
[+]
sz suspanded solids ?nTilenC‘dmnukm Total Systems Points :- 16 Nos.
Total User points :- 26 Nos.
p = Anion Cation
Uv-1 Resin Rasin Abbraviat
D v X x Jom X Calum X Calum e
umping $1o Raduction of b 58 u s7 6
Valve Microbial Load 5 prFitter U - User Polint
Valve mm G.F :- Ground Floor
1P} - A
Slorage Tark . i F.F - First Floor
e | [ X SF - Sond o
s Sob. %2 -If Canducthvity 21,5 Sfem
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PURIFIED WATER SYSTEM

PURIFIED WATER IP/BP/EP SYSTEM : DISTRIBUTION

To Storage Tank From Generation
Sump) WASHING N
(Underground) —2 AREA NP-3 NP-2 TiTT NP-2 NP3
{U11]GF ¢ {U10 | GF ¢ 3N u7| FF| Us [ FF |
NP4
u1NP§1F i U4NP: F a0 | BF
X vz sF U] er] 'lus SF WL
Y A4
Note:-
Qc Total Systems Points :- 16 Nos.
-4 U-19. EF — Total User points :- 26 Nos.
{} 4 U5 FFohuio el ¢ {u-14Termace (For Regeneration Purpose) |——
Vent Dumping - AB-3 AB-4
. Fiter =2 Abroviglons
o Yo [u2s] sF [ue] eF
w3 ]—x—|u1aL°, el —{Uas [ FF U7 P AP
IPRPIEP o Reduchon of o 24| GF (ute]| SF § - Sampling Point
sm"r;t Microwel Load G.F :- Ground Floor
For -7/ F.F - First Floor
Pﬁ’; 8.F :- Second Floor
£ :-If Conductivity 21.5 pSicm
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OVERVIEW ON SUPPLY CHAIN

ANUH

PHARMA LTD.

Product packing at Anuh Pharma Ltd.
(E-17/3 & 17/4, MIDC, Boisar, Tarapur)

Road Route

From Site to Depot

Sea Route Air Route
v
From Site to INPT From Site to Mumbai
Mumbai Airport
From JNPT to From Mumbai Airport
Customer to Customer

From Depot to
Customer




QUALITY POLICY

e Consistency of
Product in Quality,
Reliability and Safety

e Ensure the basic
principles of cGMP
are followed

ANUH
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ANUH Quality PO!R

PHARMA LTD. Format No.: QS/F/1

The company’s policy is to ensure that all products
are manufactured to the appropriate Quality and
the buyer can trust the product as being consistent
in Quality, Reliability and Safety for the purpose for
which it is intended.

To achieve this objective, a Quality Assurance
System has been developed and installed to which
Management will give their full support.

We are also committed to continually improve
effectiveness of our quality management system &
ensure that the basic principles of ¢cGMP shall
always be adhered to during manufacturing &
distribution activities.

Eranoh

I\B;;l)::gi?'ng?)':rector 2 5’ s ° 2'0' 6




EHS POLICY

e Commitment to
3 Environment, Health

Environment, Health ANUH & Safety Policy
PHARMA LTD. Format No.: PA/F/032-00
and Safety.

- &
We the management of Anuh Pharma Limited engaged in the Business of

o Sa fety a u d itS a n d Manufacturing Active Pharmaceutical Ingredient (API) declare our intention and

commitment to Environment, Health and Safety and compliance with all relevant
statutory requirements.

p e r I O d I C r I S k We shall make all necessary arrangements to have organization set-up to carry

out the declared policy by clearly assigning the responsibility at different levels to

assessments Sha” be make the policy effective.

We shall strive for the involvement of entire workforce with honest intention of
taking into account the health and safety performance of individuals at different

CO n d u Cte d . levels while considering their career advancement and fixing the responsibility of

the contractor ,sub contractors, transporters and other agencies entering
premises for continual improvement towards our commitment.

o I nte ratl n We shall adopt relevant techniques and methods, such as safety audits and
)

periodic risk assessment status of environment, health and safety and shall take

E nvi ro n m e nt’ H e a It h all the required remedial measures.

We further reiterate our intention to integrate health and safety in all decisions
including those dealing with purchase of Plant, Equipments, Machinery and

a n d Safety I n a I I Material as well as selection and placement of personnel and make necessary
arrangement of informing, educating, training and retraining of our own
decision making.

employees at different levels and the public, wherever required.

This policy shall be made widely known by making copies available to all
workers including contract workers, apprentices, transport workers, suppliers, etc
and by displaying the copies of the policy at conspicuous places in the language
understood by majority of workers.

/'{,'E_ol 6
Bipin Shah 4~

Managing Director

ANUH
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CERTIFICATIONS

Eu-GMP

WHO - PQ

TR A—

Ageace ot
s o

French National Agency for Medicines and Health Products Safety
TIFICATE NUMBER: 16MPPO6IHPTO!

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'

Part
Issucd Following an inspection in aceordance with
At 11(3) of Directive 2001/83/EC as amended

The campetent authotity of France confirms the following:
The manuiacturer: ANUH PHARMA LTD
Site address: £-1 773 & E17/4 MALD.C. Tarapur, Taluka Paighar, District Thane, BOISAR, Maharashtra,

401 506, India
Is an active substance manufeeturer that has been inspeeted in accordance with Art. 111(1) of Directive
2001/83EC .

From the knowledge gained during inspection of this manufaciurer, the latest of which was conducted on
2016-69-16 , it is considered that it complies with :

« The principles of GMP for active substances * referved to in Asticle 47 of Directive 2001/83/EC .

This cerlificate refleets the staws of the manuiucturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than thiee years have elapsed since the date
of that inspeetion. Flowever, this period of validity may be reduced or extended using regulatory risk
wanagement principles by an entry in the Restrictions or Clarifying vemarks ficld. This certificate is valid
only when presented with all pages and both Parts [ and 2. The authenticity of this certificate may be veriticd
in EudraGMDP. If it does not appear, please contact the issuing authority.

e i pareegruph 1 11(5) of Directive 2001/83KE wrd SH(5) of Direcve 200BYEC. sbak ukss be ropadod fo igponds
iox it Meibser St
Guitharsce om thee intexpretation of this teopluie eun be found in the Hel arciie af ExdraGHDP dulnixese.

# Thuse vequirenens fuifi she GMP recommemdnions of WO,

Orlioe LovreGDP. Fet kay; 39113 ssusnca Date: 2016-12:18 gy Wi, Jacquos Morenas, Page 101 0

VLR bstirepon 6 Sl 4 vancr: - 93285 Sainb-Deiy Cedbess + 61+ 330} 5% 57 30 00 - wwerramm

g@ World Health
Organization

?ﬂ,wwsm = GH-1211 GENEVA 27 = SWITZERLAND = TEL CERTRAL +41 22 791 2111~ FaxcenTRi. +41 22 791 311 —wior i, KT

::e‘:, :i':c:; ':} ';’g _7,3: ::;; Mr Bipin Shah
ax direct + P )
[RST——— Meneging Directo

I rcply plesse E-17/3 & E 174 M.LD.C. Tarapur
rofer to: P5da7-3XCCS/1 Taluka Palghar, Distriet Thane
Your reference; 401 506 Boisar, Maharashira

Tnde

14 December 2016
Dear Mr Shah,

WHO T ion Team —1 ion Services
Closing of Inspection

Trefer to the joint inspection with EDQM that was performed by Ms Xingyu Chen,
Mr Daniel Roque and Mr Arpad Temieilner inspection the details of which are cutlined below:

Sitename:  Anuh Pharma Lid.
Block: AB-3 plant of Block 1, NP-1 plant of Block 2 and AB building
Address: E-17/3 & E 17/4 M.LD.C. Tarapur
Taluka Palghar, District Thane
India-401 506 Boisar, Maharashira
Date: 14 10 16 September 2016

“Thank you for your email dated 10 November 2016 and the corrective actions ta the observalions
listed in the inspection report. The actions taken or proposed fo h: taken in relation to the observations have
been reviewed by the inspectors. In general, they are ble and their sati 24
implementution will be verified during future inspections.

On the basis of the findings of the inspection and these sul the have
recormmended that the APls:

e  Pyrazinamide APIMF158
v Sulfadoxine APIMF234

are idered to be [ d i with WIIO GMPs for Active Pharmaceutical Ingredients
published by WHO for the scope a:l)vmes listed below

) of Active F i ients by chemical synthesis and the packaging.

Furthermore the inspection findings and your response zllow us to recommend to the
Prequalification Assessment Group that the site inspected to be named as APl manufacturing site in dossiers
assessed within the WHO-PQT.

A W el dodans « ST 4R ER
Organisation mondiale de la Santé » CpraKKsaus izagio L{d@@ Salud

ANUH
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CERTIFICATIONS

CEP - PYRAZINAMIDE

CEP - ERYTHROMYCIN

[

~ o u sw

17

18

19
20

21
22
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Certification of Substances Department

Certificate of suitability
No. R1-CEP 2005-059-Rev 02

Name of the substance:
PYRAZINAMIDE

Narme of holder:

ANUH PHARMA LTD

3-A, Shivsagar Estate, North Wing
Dr Annie Besant Road, Worli
India-400 018 Mumbal, Maharashtra

Site(s) of production:
SEE ANNEX 1

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2005-059-REV 01

After examination of the information provided on the manufacturing method and subsequent
pracesses (including purification) for this substance on the site(s) of production listed In annex, we
certify that the quality of the substance Is suitably contralled by the current version of the
monograph PYRAZINAMIDE no. B5S of the European Pharmacopoeia, current edition including
supplements.

In the last steps of the synthesis water is used as solvent.
The substanca is packed in double polyethylene bags placed In 3 polyethylene drum.

The holder of the certificate has declared the absence of use of material of human or animal
origin In the manufacture of the substance.

The submitted dossier must be updated after any significant change that may alter the quality,
safety or efficacy of the substance.

Manufacture of the substance shall take place in accordance with the Good Manufacturing Practice
and in accordance with the dossier submitted.

Failure to comply with these provisions will render this certificate void.

Adaress: 7 Allée Kastrer, C§ 30025
F-67081 Strasbourg (France)
Tel; 433 (0) 3 85 4130 30 - Fax: +33 (C) 3 88 41 27 71 - e-mall: cep@ecqm.eu
Internetz https/jwww.edgm.eu
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COUNCIL OF RO

3 Cer!:’ ication of Substances Department

Certificate of suitability
No. R1-CEP 2005-205-Rev 01

Narnéof the s:ubsfance:
ERYTHROMYCIN

Name of holder. -~

ANUH PHARMA LTD

3-p, Shivsagar Estate, North Wing
Dr Annie Besant Road, Worli:
India-400 ¢18 Mumbal, Maharashtra

Sttes) of prodction:
SEE ANMEX 1

THIS car&ﬁﬂéﬁ_é SUPERSEDES THE PREVIOUS CERTIFICATE
- R1-CEP 2005-205-REV 00

After examination of the information pi ed on the manufacturing method and subsequent
processes (induding purification) for this substance on the site(s) of production listed in annex, we
certify that the quality of the substance is suitably controlled by the current version of the
monograph ERYTHROMYCIN no. 179 of the Eunqpéan Pharmacopoeia, current edition including
supplements, only if it is supplemented by the test(s) mentioned below, based on the analytical
procedure(s) given in annex. SEIMAECR

~ Test for residual sclvents by gas chromatography - i Firas (Annex 2)

Methylene chloride not more than 600 ppm
In the last steps of the synthesis water is used as solvent, W g

The re-test period of the substance is 3 years if stored In double ;5@)1)/_@\11ylene bags placed in a
polyethylene drum. ey EE

The holder of the certificate has declared the absence of use of material of human cr animal
origin in the manufacture of the substance. S

The submitted dossier must be updated after any significant chiange that may aiter. the quality,
safety or efficacy of the substance. |

Manufacture of the substance shall teke place in with the Good Manufacturing Practice

and In accordance with the dossier submitted.

Address: 7 Allée Kestner, C5 30026

F-67061 Strashourg (France)
Teiz +33 (0) 3 88 41 30 30 ~ Fa: +33 (€) 3 88 4127 71 - e-mail: cep@edam.eu Q’O
Tntermet: hitp://fvwav.edgm.eu

ANUH
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CERTIFICATIONS

CEP — ERYTHROMYCIN ETHYL SUCCINATE

CPQ - PYRAZINAMIDE

e Certification of Substances Department

Certificate of suitability
R1-CEP 2007-235-Rev 01

1 Name ofthe bstance:

2 ER‘!THROMYCIN ETHYLSUCCINATE

3 Abme of bof

4 ANUH I"HARMA LD

5 3-A, Shivsagar Estaté; North Wing .
6 Dr Annie Besant Road, Worli

7 India-400 018 Mumbai, Maharashtra

s Site(s) of production: -

9 SEE ANNEX 1
10 ERSEDES THE PREVIOUS CERTIFICATE
11 EP'2007-235-REV 00

12 After examination of the information- on the manufacturing method and subsequent
13 processes (including purification) for thi on the site(s) of production listed in annex, we
14 cortify that the quality of the substance is: sl bly controlled by the current version of the
15 monograph ERYTHROMYCIN ETHYLSUCCINATE no. 274 of the European Pharmacopoeia,
16 current edition including supplements, only i supplemented by the test(s) mentioned below,
17 based cn the analytical procedure(s) given In annex. L

18 Any unspecified Impurity detected by the test for (alated ‘substances of the menograph is

19 limited to not mare than 0.2%.
20 - Test for residual solvents by gas chromatography i '”' (Annex 2}
21 Acelone not more than 5000 ppm

22 In the fast steps of the synthesis water is used as sclvent.

23 The substance is packed in a double polyetiyiene bag placed in 3 mtyéthylehé drum.

24 The helder of the certificate has dedlared the absence of use of materia! uf human or animal
25 origin in the manufacture of the substance.

26  The submitted dossier must be updated after any significant change that may alter the quality,

27 safety or efficacy of the substance.
Address: 7 Allée Kastner, €5 30026

F-67081 Strasbourg (France) N "
Tel: 433 (0) 385 41 30 30 - Faxc +3 (0) 3 88 4127 71 - e-mial: copibocam.ay AN
Internet: htip:ffveves edgm.cu ey

Xy, World Health
Organization

20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND — TEL CENTRAL +41 22 781 2111 — FAX CENTRAL +41 22 781 3111 — WWW.WHO.INT

Confirmation of WHO
Active Pharmaceutical Ingredient Prequalification (CPQ)

Date: 10 June 2016

‘WHO prequalification number: WHOAPI-158

Active pharmaceutical ingredient (API): Pyrazinamide

API specification number: FPS/136-01 version 01

Re-test Period: 60 months

Storage conditions Do not store above 30°C, protect from light
API Manufacturers:

Anuh Pharma. Limited
Manufacturing Block - NP-1
E17/3 & 17/4 MIDC

Tarapur. Biosar Thane — 401506
Maharashtra

India

API Intermediate manufacturers: (in addition fo the API facturers above)
Not applicable.

This is to confirm that Pyrazinamide, manufactured by Anuh Pharma Ltd, has been prequalified by the
World Health Organization (WHO). Further information on the API prequalification procedure can be
located on the Prequalification Team - Medicines Assessment web page:
hetp://www.who.int/prequal/info_applicants/API_info_applicants.htm.

A.'P[ prequallﬁcanon provides an assumnce that the supplied API is of good quality. The comprehensive

p dure has two 1t of the API master file (APIMF) to verify
compliance with WHO norms and standards, and assessment of the sites of API manufacture to verify
compliance with WHO GMP requirements.

The decision to prequalify Pyrazinamide, manufactured by Anuh Pharma Ltd, is particular to the specific
details assessed during evaluation, such as sites of manufacture. method of manufacture. control of the
API and retest period.

Al Aol doliis « HRTEAHN
Organisation mondiale de la Santé « BeemupHas opraxusaLua 3fpasooxpanenus « Organizacion Mundial de la Salud

ANUH

PHARMA LTD.




CERTIFICATIONS

CPQ - SULFADOXINE WRITTEN CONFIRMATION

GOVERNME NT OF INDIA ST .
RY OF HEALTH & FAMILY WELI'AHI: T .
(@ World Health [Vﬁj::f_f‘ Driigs Standard, honlmlﬂrﬂ’mizatlnn 2 'CERTIFICATE NO. : WGC-0056
Organllatlon wmlen confirmation for active substances unponéd into the European Union {E4) rQI.IHF'(|ILiH-'\|
20, AVENUE APPIA — CH-1211 GENEVA 27 — SWITZERLAND - TEL CENTRAL +41 22791 2111 — FAXCENTRAL +41 22 791 3111 — wWwrw. WHO.INT products for human use, in accordance with Arlicio 46L(2)(h) of Directive 2001/83/EC
X 1. Name and address of siie; Mis. Anuh Pharma Ltd.,
Confirmation of WHO . E-17-3& 1744, Opp. Brij lce factory,
i . . & s - M.L.D.C., Tarapur, Boisar, Dist- Thane,
Active Pharmaceutical Ingredient Prequalification (CPQ) . Maharashira. 401 506
List of APis:
Date: 12 July 2017 » = .
S —— R ‘
‘'WHO prequalification number: WHOAPI-234 Chloramph’enicol F‘almitéle (BP}EE’L)SP) 1 M fing & Pac J
hloramphenlc I - h)anumc!unng & Pacl kmg
Active pharmaceutical ingredient (API): Sulfadoxine | Azithromycr Manuiaullgrirng &P g E
_____ F‘yraﬂn amide {BF .‘
API specification number: FPS/130-03, Version 03 | Sulfadoxine {BP/ EP) 1
- Erythromycin {BP/E PJ‘USP) |
Re-test Period: 36 months . I Erylhromycin Slearate (BR/EPIUSP)
. | Erythromycin Propicnate (FP) C
Storage conditions Do not store above 30°C, protect from moisture, §. | Erylhromycin Estolate (BPIEP/USP) Manufaciuring & Packing
protect from light i o :
1 ATEM(S) NINE (09) ONLY
API Manufacturers: | )
The Written Confirmation remains valid until: 03 years from the date of fssu
‘Anuh Pharma Ltd | e Ca | g 5 B
Manufacturing Block AB-3 i i ( J
E-17/3&E17/4 M.1D.C. Boisar i i Staup ¢
Tarapur, Taluka —Palghar. Dist: Thane-401 506 " Signature \| fo.s R
Maharashtra state | -
India i
API Intermedi facturers: (in addition to the API facturers above)
Not applicable.

This is to confirm that Sulfadoxine, manufactured by Anuh Pharma Ltd, has been prequalified by the
World Health Organization (WHO). Further mformancn on the API prequalification procedure can be
located on the Pr lification Team - Medi web page:
ImpJ}www,whu.um'prequn]!mfo_npphmmslAPI_mfo_appllcsmts htm.

API prequalification provides an assurance that the supplied API is of good quality. The comprehensive
evaluation procedure has two components: assessment of the API master file (APIMF) to verify
compliance with WHO norms and standards. and assessment of the sites of APT manufacture to verify
compliance with WHO GMP requirements.

The decision to prequalify Sulfadoxine, manufactured by Anuh Pharma Ltd. is particular to the specific
details assessed during evaluation. such as sites of manufacture. method of manufacture. control of the
API and retest period.
walen
AWl dmall dodans « HHETEAR

< ot jiale de la Santé « BeoMpHaA OpraHH3aLIA 3RPABOOX o ( izacion Mundial de la Salud
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CERTIFICATIONS

LOCAL - GMP

[Rest.AD 1 By and Detney | Food & Drugs Administration (Maharashtra State)
Letter No: ME/TZ4/GMP/6070374
Food & Drugs Adnunistration, KONKAN Division
OFFICE OF JOINT COMMISSIONER [K D]
4TH FL ESIC BLD WAGLE ESTATE
Thane - 400604

CERTIFICATE No : 6070374
Issue & Valid Upto Dt: 05/07/2016 - 04/07/2017

GMP CERTIFICATE

This is to certify that ANUH PHARMA LTD..(705315), E-17/3 & E-17/4, MIDC
TARAPUR, BOISAR - 401506 , Dist - THANE-ZONEA4 is holding valid Drugs
Manufacturing License in

Form 25, Licence No. KD|1194 , Iss Dr: 10/04/1989, Val Dt:31/12/2017, Ren Dt: 20/05/2013
Form 28, Licence No. KD/990 , Iss Ds: 10/04/1989, Val Di: 31/12/2017, Ren Dr: 01/03/2013,

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

The firm has employed hnical persons in ing 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.

i i s + purpose of Purpose of Business and Customer Requirement, .
(RENEWAL OF GMP CERTIFICATE)
This Certificate is Valid for a period: 05/07/2016 - 04/07/2017

o

Digitally Sgn veith Andhasr

VIRAJ TUKARAM PAUNIKAR Licensing Authority
e-Signed on 05-07-2016 12:56 ¥ & Drugs Administration
wrgamc.mmdcaﬁnnmmmm BRL Serves KONKANDxmm,\\-hhnshm State

PAV # TVV29SEH3R

Applicant :

ANUH PHARMA LTD.,(705315)

E-17/3 & E-174, MIDC TARAPUR, BOISAR - 401506
Taluka: PALGHAR District: THANE-ZONE4

FDA MA}MRASHYRA

Fee Payment(s) : DB-Id: 141977 - 14/06/2016 (Ami: 3500) Baiance : 1250
This License/Certificate is eSIGNED with Seeding from AADHAR via UIDAI Server. Physical Signature is NOT Requimrl

Division [ MEGIDNo |  Type:GMP Certificate CERTIFICATE No [ Tssue Dt / Validity
KONKAN (TZ4) | 705315 |  GMP-46086-14/062016 | 6070374 |0s/07/2016 - 04/0710017
For online Third Party Approval Verification:Go to xInindia.gov.in & Click TPAVbutton. Pg:1/1 (05/0716)

ANUH

PHARMA LTD.



R&D DIVISION

e State of the art facility spread across 10,000 Sg. Ft in Navi Mumbai.

 The Chemical Synthesis Lab conducts lab scale reactions to develop processes and
products.

* The Analytical Development Lab consists of equipment and utilities to facilitate
activities that lead to characterization and profiling of products.

e "Research & Experience" these two values form the foundation of our growth and
success. With Experience comes Expertise and Knowledge, but in an industry that has
one of the fastest rates of innovation and technological advances it is Research that
differentiates leaders in our industry. Experience needs to be Empowered by Research.

Chemical Synthesis Lab Analytical Development Lab Kilo Lab

ANUH

PHARMA LTD.



SK Balmandir

We conduct a SK Balmandir
wherein nearly 300 students are
given training every vyear for
instilling the fundamentals of
basic education.

SK School of Business
Management

Our trust has established SK
School of Business Management
under the aegis of North Gujarat
University.

SK Blood Bank

We assisted in establishing SK
Blood Bank in Patan, North
Gujarat. We continue to assist by
providing financial support and if
required personal involvement.

ANUH

PHARMA LTD.



AWARDS

RGANISATIONS

EREN OF
Al 'G)Hl‘ \u\k"_ -
| ¥
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Best Exporter’ s Award (2002 - 2003)
By Commerce Minister, Govt. of India

Best Exporter’ s Award
By Vice Presedent of India

Best Exporter’ s Award (2003 - 2004)

B . . ] .
ANUH y Commerce Minister, Govt. of India

PHARMA LTD.
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