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T : +44(0)1924 493861

F :+44(0)1924 490972
www.drreddys.com

Date: July 12, 2018

TO WHOMSOEVER IT MAY CONCERN

We, Dr. Reddy’s Laboratories (EU) Limited, located at Steanard Lane, Mirfield, West
Yorkshire, WF14 8HZ, UK, as a manufacturer of active substance, Travoprost (“Active
Substance”), hereby declare that “no outstanding regulatory actions” in the past three years for

the Active Substance manufactured at the below manufacturing facility (“Facility™):

Dr. Reddy’s Laboratories (EU) Limited,
Steanard Lane, Mirfield, West Yorkshire, WF14 8HZ
United Kingdom

and this Facility

i) is subjected to official periodic inspection by Medicines and Healthcare products Regulatory
Agency (MHRAY} and official periodic inspection by US Food and Drug Administration
(USFDA);

ii) the latest inspection was performed by USFDA during the period of September 11, 2017 to
September 15, 2017, and the agency concluded that an inspection is “closed” and a formal
EIR has been issued; and

iii) Date of next inspection by MHRA has not yet been scheduled. However, the GMP

certificate can be provided upon being available after inspection.

For, Dr. Reddy’s Laboratories (EU) Limited

BT

Quality Assurance

Registered Oifice: Dr Reddy's Loboratories (EU) Ltd, & Riverview Road, Beverley, East Yorkshire, HU17 OLD  Cornpany Reg Na: 2177715, VAT Ne: GB 500 654190
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Dr. Reddy's 3002807544 215583916  ANALYSIS; Steanard Lane, 12/31/2019
Laboratories API MANUFACTURE;  Mirfield, West
(EV) Ltd. PACK; Yorkshire WF14
8HZ, United
Kingdom (GBR)
DR. REDDY'S 3002806664 918607727  ANALYSIS; Plot No. 9/A, 12/31/2019
LABORATORIES APl MANUFACTURE; Phase Ill, IDA,
LIMITED PACK; Jeedimetla,
Hyderabad,
Telangana 500
055, India (IND)
DR. REDDY'S 3002806851 915718626  ANALYSIS; Plot No. 12/31/2019
LABORATORIES API MANUFACTURE; 137,138,145
LIMITED PACK; &146, Sri
Venkateswara
Co-Operative
Industrial Estate,
IDA Bollaram,
Jinnaram
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DR. REDDY'S
LABORATORIES
LIMITED

DR. REDDY'S
LABORATORIES
LIMITED

DR. REDDY'S
LABORATORIES
LIMITED

DR. REDDY'S
LABORATORIES
LIMITED

3009193040

3009483004

3011171511

3002949085

860037244

676240577

650891380

650443430

ANALYSIS;
MANUFACTURE;
PACK;

ANALYSIS;

ANALYSIS;
MANUFACTURE;
PACK;

ANALYSIS;
APl MANUFACTURE;
PACK;

Mandal, Medak,
Telangana 502
325, India (IND)

FTO-SEZ -
Process Unit -
01, Survey No 57
to 59,60,62&72,
Sector No 9 to 14
& 17 to 20,
Devunipalavalasa
Village,
Ranasthalam(M),
Srikakulam,
Andhra Pradesh
532 409, India
(IND)

Survey Nos 42,
45, 46 & 54,
Innovation Plaza,
Bachupally,
Quthbullapur
Mandal,
Rangareddy,
Telangana
500090, India
(IND)

FTO-SEZ -
Process-Unit -
02, Survey No.
70,71 & 73,
Devunipalavalasa
(V), Ranasthalam
Mandal,,
Srikakulam,
Andhra Pradesh
532409, India
(IND)

APIIC Industrial
Estate,
Pydibhimavaram,
Ranasthalam
Mandal,
Srikakulam,
Andhra Pradesh

12/31/2019

12/31/2019

12/31/2019

12/31/2019




532409, India

(IND)
DR. REDDY'S 3002949099 918608162  ANALYSIS; Survey No. 41, 12/31/2019
LABORATORIES MANUFACTURE; Bachupally
LIMITED PACK; Village,

Bachupally

Mandal,, Medchal
Malkajgiri District,
Telangana
500090, India
(IND)

DR. REDDY'S 3003184497 918607722  ANALYSIS; Plot No. 116, Sri 12/31/2019
LABORATORIES APl MANUFACTURE; Venkateswara
LIMITED PACK; Co-Operative

Industrial Estate,

IDA Bollaram,

Jinnaram

Mandal, Medak,

Telangana 502

325, India (IND)

DR. REDDY'S 3005336882 858971115 ANALYSIS; Chemical Tech 12/31/2019

LABORATORIES APl MANUFACTURE; Operations-SEZ-

LIMITED PACK; Process, Unit-01,
Sector No 28 &
34,
Devunipalavalasa
Village,
Ransthalam
Mandal,
Srikakulam,
Andhra Pradesh
532 409, India
(IND)
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