i

Health & Family Welfare Department
Him:chal Pradesh
Baddi, Dist. Solan
Certificate of Good Manufacturing Practices

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

Certificate No. HFW-H{Drugs) 56/98
On the basis of the inspection carried out on 19" & 20" Pec. 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:
I. Names and Address of Site: M/s Morepen Laboratories Ltd. Unit-1V,

(Morepen Village), Malkumajra,

Baddi-Nalagarh Road,

Baddi, Distt. Solan (H.P.) INDIA
2. Manufacturer's License No:  NB/98/05

B/98/06 valid upte 31.12.2021

3. Table-1: B o R
Pharmaceutical Product [s]1 Categorylies| Activitylies]
.Smriing Material |s] Synthesis, Purification, Packing, Labeling ]
Rosuvastatin Caleium 1/EPAH/BP/USP o Ant'ilipemic Synthesis, Purification, Packing, Labeling
.-\lon'a;mtin Caleivm USPAPUIPAH “ | Antihvperlipidemic | Synthesis, Purification, Packing, Labcling

Eofcnadinc H_\'dl"ﬂ(‘hml'ide USP/EPBPIPIAP Antihistaminic Synthesis, Purification, Packing, Labeling B
Lm “ml;m USP/EP/BPAP Antihistaminic Synthesis, Purification. Packinﬂ,'i_ﬁm =
Olmes uhm Medoromil USP/EPLIPAIHAP - Autibyperiensive Synthesis, Purification, Packing. Labeling
,,“_lghpml Phosphute USP/EP/IP/AH Antidiabetic Synthesis, Purification, Packing, Labeling
Maontelukast Sodimmn USP/EP/BPAP Antiasthmatics Synthesis, Puritication. Pﬂclxlnﬂmcmu{

P A — Antihyperlipidemic | Synthesis, Purification. Packing, Labeling
Klarvasisiin Calilin Tilvilite L9 Antihyperlipidemic | Synthesis, Purification, Packing, Lubeling
Saxagliptin Hydroehloride 1H Autidiabetic S_\_'nli;é;is. Purification, P;t_lrmmw—
Empaglifiozin 1H : 7 Antidiabetic 'gylyillesis, Purification, Packing, Labeling

[ Cinagiiptinint Antidiabetic Synthesis, Purification, Packing, Labeling
Dapuglillozin Prup:mcd-iui Muiwh_\-';lrme Tt T “Antidiabetic S__vnlhesis. Purification, Packing, Labeling
Candesartan Cilexetin IH/USP/BP/EP Antihyperiensive S_\'mhes'ts, Purification, Paokihﬂgﬁéﬁﬁii

I

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

l. This certificate, which is in the format recommended by WHO certifies the status of the
site, listed in point | of the certificate. ' ' '

The certificate number should be traceable within the regulatory authority issuing the
certificate.

Where the Regulatory Authorily issues a license lor the Site. this number should be
specified. Record ‘Not A

4, Applicable™ in cases where there is no legal framework for the issuing of a license.
5 Table |

List the Dosage Forms, starting materials, categories and activities. Examples are given below:

Example |
Pharmaceutical Category [ies] Activity [ies]
Product(s}1 ]
Dosage Form |s]: i, ptoen (il |
-| Tablets Cytotoxic Packaging ] I
Hormone Production, Packing, Quality Control
Penicillin Repackaging and Labeling
Injectables Cephalosporin Aseptic preparation, Packaging, Labeling
Example 2 IR . 11
Pharmaceutical Category [ies] Activity | = ‘{ ‘””‘f:‘_‘
Product[s]| I
Starting Material [s]
Paracetamol Analgesic Syl
Ve

- s T ) (el it EM0 :
Use, whenever available, Internatio; ‘K{ﬁf”- { IP‘? T
Non proprietary Names il : v il

6. The certific |
the activitie!
considered to

Ipvalid if
4 longer

a compendium of
[nspection. Volum
updates.




