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DRUGS CONTROL ADMINISTRATION
B C Government of Telangana

CONIRGL AUMINIGTRATICH
T ANGANA

L.Dis.No: 1184/E(R)/TS/2019 Dated: 0 -07-2019

To o

M/s. MSN Laboratories Private Limited
Sy. No:317, 320, 321, 322, 323, 604 & 605,
Rudraram (Village),

Patancheru (Mandal),

Sangareddy District,Pincode-502 329.
Telangana.

Sirs,
Sub:- Drugs and Cosmetics Act, 1940 and Rules made thereunder -
Issue of World Health Organisation Good Manufacturing Practice
Certificate-Regarding.

Ref:- 1. Your application Dt. 18.03.2019
2. Inspection report Dt, 03.06.2019 & 04.06.2019.

1 forward herewith WORLD HEALTH ORGANISATION GOOD
MANUFACTURING PRACTICE CERTIFICATE for the products recommended by
the Team consisting of officers of Central Drugs Standard Control Organization and
Officers from Drugs Control Administration, Telangana, India for Export purpose.

This Certificate is valid for a‘period 6f Three years from the date of issue This
certificate is meant for Export of drugs only. " ~

4 **. Yours faithfully

i 7 - ' . ?3 x \\k"r"~L~_ R 1
: = )FF, (4

Dr.B. Venkateswarlu -
Joint Director(FAC)&Licensing Authority
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DRUGS CONTROL ADMINISTRATION
Government of Telangana

DCA

DRUGH CONTROL AQMIBMSTRATIO
TELANGANA

L.Dis.No: 1184/E(R)/TS/2019, Issue of WHO GMP Certificate to M/s. MSN Laboratories Private Limited .Sy. No. 317,
320, 321, 322, 323, 604 & 605, Rudraram (Village), Patancheru (Mandal), Sangareddy District, Telangana State-
Pin code: 502 329, India.

LIST OF PRODUCTS APPROVED UNDER WHO GMP

CERTIFICATION SCHEME FOR EXPORT PURPOSE

1. Olopatadine Hydrochloride In-house

2. Prasugrel In-house

3. Azilsartan Kamedoxomil In-house

4. Bazedoxifin Acetate In-house

5. Dabigatran Etexilate Oxalate In-house

6. Netupitant In-house

7. Zileuton In-house

8. Treprostinil In-house

9. Ramelteon In-house
10.Vigabatrin Ph.Eur
11.Clidinium Bromide Usp

12 .Almotriptan Malate Uusp
13.Paliperidone Palmitate In-house
14.Terbinafine Hydrochloride . USP / Ph.Eur
15.Salmeterol Xinafoate USP / Ph.Eur
16.Ketorolac Tromethamine - usp
17.Ketorolac Trometamol : ;. Ph.Eur
18.Pantoprazole Sodium Sesquihydrate -, Ph.Eur
19.Pantoprazole Sodium - . * = usP
20.Finasteride AN e, USP / Ph.Eur
21.Ezetimibe ar i (% In-house/USP
22.Clopidogrel Bisulfate - usp

23.Clopidogrel Hydrogen Sulphate Ph.Eur

24 .Esmolol Hydrochloride In-house/USP A,
25.Eplerenone In-house/Ph.Eur = -
26.Duloxetine Hydrochloride USP / Ph.Eur

27 .Pitavastatin Calcium In-house

28.0lmesartan Medoxomil USP / Ph.Eur
29.Alfuzosin Hydrochloride USP / Ph.Eur
30.Dutasteride In-house/USP/ Ph.Eur
31.Azelastine Hydrochloride Ph.Eur / USP

32.Voriconazole
33.Solifenacin succinate
34.Bosentan Monohydrate
35.Paliperidone

In-House /Ph.Eur / USP
In-house/Ph.Eur
In-house

In-house/USP
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36.Pramipexole di hydro chloride monohydrate Ph.Eur

37.Pramipexole di hydro chloride usp
38.0lopatadine Hydrochloride USP/IP
39.Prasugrel Hydrochloride In-house
40.Clopidogrel Besylate In-house
41.Rosuvastatin Calcium In-house
42.Ambrisentan In-house
43.Deferasirox In-house
44 . Aliskiren Hemifumarate In-house
45 . Terbinafine In-house
46.Dronedarone Hydrochloride In-house
47.Silodosin In-house
48.Almotriptan Malate In-house
49.Trospium Chloride USP / Ph.Eur
50.Rufinamide In House/USP
51.Roflumilast In-house
52.Rivaroxaban In-house
53.Tolvaptan In-house
54.Rifaximin i Ph.Eur
55.Arformoterol Tartrate A a0 In-house
56.Formoterol Fumarate WS IR ISP
57.Apixaban Gileaes SR In-house
58.Vigabatrin o |ide o ookl o USP
59.Tofacitinib Citrate T S " In-house
60.Posaconazole Lt M0 In-house
61.Dexlansoprazole 3 . ' In-house
62.Dabigatran Etexilate Mesylate § In-house
63.Fosaprepitant Dimeglumine In-house
64 .Naftifine Hydrochloride USP
65.Dapagliflozin (Amorphous) In-house
66.Rosuvastatin Calcium USP/Ph.Eur.
67.Formoterol Fumarate Dihydrate Ph.Eur.
68.Avanafil In-house
69.Mirabegron In-house
70.Alcaftadine In-house
71.Alogliptin Benzoate In-house
72.Dapagliflozin Propanediol In-house
73.Eltrombopag Olamine In-house
74 .1Ivacaftor In-house
75.Lorcaserin Hydrochloride Hemihydrate In-house
76.Neostigmine Metilsulfate Ph.Eur
77 Neostigmine Methylsulfate usp
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78.Phytonadione USP

79.Teriflunomide In-house

80.Treprostinil Diethanolamine In-house

81.Zileuton UsP
Manufacturer : M/s. MSN Laboratories Private Limited,

Sy. No. 317, 320, 321, 322, 323, 604 & 605,
Rudraram (Village),

Patancheru (Mandal),

Sangareddy District, Pincode-502 329.
Telangana, India.

When applicable Placing the product on the market as detailed below.
Drug Licence No. : 10/MD/AP/2004/B/CC, Dt. 16/03/2004, In Form-25.
: 04/MD/AP/2014/B/G, Dt. 21/01/2014, In Form-28.

It is also certified that the manufacturing plant in which the products are
produced is subject to inspection at swtable mtervals

The Unit M/s. MSN Laboratorles Prsvate Limited, Sy. No. 317, 320, 321, 322,
323, 604 & 605,, Rudraram (Village), Patancheru (Mandal), Sangareddy District,
Pincode:502 329,Telangana. India was jointly inspected by Mrs. K. Bhuvaneswari,
Drugs Inspector,CDSCO Zonal Office, Hyderabad and Sri.Ch.Karthik Siva Chaitanya,
Drugs Inspector, Drugs Control Administration, Hyderabad, Telangana and on
03.06.2019 & 04.06.2019.

The manufacturer conforms to requirement for Good Manufacturing Practices
in the manufacture and quality control (As recommended by the World Health
Organization) in respect of products mentioned above (Eight One Numbers) for
Export in the International market.

This Certificate is valid for a period of Three years from the date of issue This
certificate is meant for Export of drugs only.

Yours faithfully

fL, YA
RVl

Dr.B. Venkateswar‘u
A Joint Director(FAC)&Licensing Authority
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