Health & Family Welfare Department
Himachal Pradesh
Baddi, Dist. Solan

Certificate of Good Manufacturing Practices

This one page certificate conforms to the format recommended by the World Health Organization [General
Instructions and Explanatory Notes attached].

Certificate No. HFW-H(Drugs) 56/98

On the basis of the inspection carried out on 19" & 20™ Dec. 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 I:

1. Names and Address of Site: M/s Morepen Laboratories Ltd. Unit-IV,
(Morepen Village), Malkumajra,
Baddi-Nalagarh Road,

Baddi, Distt. Solan (H.P.) INDIA

2. Manufacturer’s License No:  NB/98/05
B/98/06 valid upto 31.12.2021

3. Table-I:
Pharmaceutical Product [s]1 Category|ies] Activity[ies]

~Starting Material [s] Synthesis, Purification, Packing, Labeling
Rosuvastatin Calcium IP/EP/IH/BP/USP Antilipemic Synthesis, Purification, Packing, Labeling
Atorvasjmtin Caleium USP/IP/JP/IH Antihyperlipidemic | Synthesis, Purification, Packing, Labeling
Fexofenadine Hydrochloride USP/EP/BP/JP/IP Antihistaminic Synthesis, Purification, Packing, Labeling
Loratadi;lc USP/EP/BP/IP Antihistaminic Synthesis, Purification, Packing, Labeling
Olme:e:u'tam Medoxomil USP/EP/JP/TH/IP - Antihypertensive Synthesis, Purification, Packing, Labeling
Sitagliptin Phosphate USP/EP/IP/IH Antidiabetic Synthesis, Purification, Packing, Labeling
Montelukast Sodium USP/EP/BP/IP Antiasthmatics Synthesis, Purification, Packing, Labeling

Atorvastatin Calcium Amorphous

Artihyperlipidemic

Synthesis, Purification, Packing, Labeling

Atorvastatin Calcium Trihydrate EP

Antihyperlipidemic

Synthesis, Purification, Packing, Labeling

Saxagliptin Hydrochloride T Antidiabetic Synthesis, Purification, Packing, Labeling
Empaglifiozin TH Antidiabetic Synthesis, Purification, Packing, Labeling
Linagliptin 11 Antidiabetic Synthesis, Purification, Packing, Labeling
Dapagliflozin Propanediol Monohydrate IH Antidiabetic S)'nthesis, Purification, Packing, Labeling
Candesartan Cilexetin TH/USP/BP/EP Antihypertensive Synthesis, Purification, Packing, Labeling

Address of Certifying Authority:

Name & Function of
Responsible person:

Telephone/Fax No:
Date: ]9 /02/2020

The responsibility for the quality of the individual batches of the pharmaceutical products manufactured
through this process lies with the manufacturer.

This certificate remains valid until 31-12-2021. 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.

Dy. Drugs Controller,
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