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Food & Brugs Control Fdministration
BLOCK NO. s, 1ZFLOOR, Dr. JIVRALS MEHTABHAVAN,

GANDHINAGAR, GUJARAT STATL, INDIAFIN:382010
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Cerlificate No. : 1708289
On he busts of the tmspection carvried out 07/?19&20/06/20,1'7 & 08/08/2017 we certify that

the site indicated on this certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

1 9}“’."6 & Address GLENMARK PHARMACEUTICALS LTD..
of site:
PLOT NO 3109, GIDC, INDUSTRIAL ESTATE, ANKLESHWAR
City : ANKLESHWAR - 393 002, Dist : BHARUCH,

CHEIARAT SPATE, INDILA;,

2 _Manufactu'rer’s G/25/1629 G/28/1170
Licence number :
(IARE
Dosage F ../-( (o ‘\F%\ % Category (ies) Activity (ies)
Bulk Drugs (APIs) z“ G"“T‘\?ﬁgﬁ E‘<‘ < General Manufacturer
L noA%
\ b T § \/

products manufactured through this process lies with the manufacturer.

This certificate remains valid wntil 18/08/2019. 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

Format of this certificate is as per WHO TRS No. 908 of 2003. -

(77

(Dr.3.GHKOSHIA)

Address of certifying authority

Food & Drugs Control Administration,
Block No. 8, 15T floor, Dr. Jivraj Mehta
Bhavan, Gandhinagar, Gujarat State,
India. — Pin : 382010

Name & function of :
responsible Person

Commissioner

Email : comfdca@gujarat.gov.in
Phone : 91-79-23253417, Fax : 91-79-232-53400
Date  : 19/08/2017

A copy of this document / CERTIFICATE
N\, has been ragsrded with the Chamber
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Authoriged Signatory EXECUTIVE
Bombay Chambar of Commaice and industry

Regn. No&p-4p3-Date _ 9 oD 201
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ivii'o GUIDELINES (FOR EXPORT ONLY)
Licence in Form No. 25 Bearingi\lo. G/25/1629

"alid I'orm 1 201 1 2

[ Sr. No. | PRODUCT NAME
f. Adapalene PliFar., BP, TSP

2, Adapalene Microsphere | 0% w/w

3. Alfuzorin Hydrachlorido I.R., R.P,, Ph.Fur,, ISP
1. Amsivdarone ydioslitoride TR, BR, Fli.Fu, USP
5. Apixaban

6. Aprepitant Ph.Eur., USP

i Artormoterol ‘l'artrate

8. Atovaquone USP

9. Bosentan Monohydrate

10. Bupropion Hydrochloride USP

11. Butenafine Hydrochloride

12. Choline Fenofibrate

13. Cilazapril Ph.Eur.

14. Cilostazol 1.P., USP

15. Darifenacin Hydrobromide

16. Desloratadine Ph.Eur., USP

17. Deferasirox

For Glenmark Pharmaceuticals Limited

/

(Vinay Agarwal)
Authorised Signatory

For CoYnmissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar
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Glenmark Pharmaceuticals Ltd.

Plot No, 3109, GIDC Industrial Esfate, Ankleshwar - 393 002, India

T: 91 2646 222265/69:E: 91 02646-222191 CIN No: L24299MH1977PLC019982 W: www.glenmarkpharma.com

Registered office: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficer@glenmarkpharma.com
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OF PRODUCTS FOR GRAN COPP AS PER WHO GUIDELINES (FOR EXPORT ONLY)
Licence in Form No. 25 Bearing No. G/25/1629
Valid Form 19/08/2017 to 18/08/2019
| Sr.No. | PRODUCT NAME
18. Dronedarone Hydrochloride USP
19. Esomeprazole Base
20. Esomeprazole Magnesium Dihydrate Ph.Eur., USP
21. Esomeprazole Potassium
22, Esomeprazole Sodium
23, Eszopiclone USP
24. Etoricoxib
25. Ezetimibe USP
26. Fingolimod Hydrochloride
27. | Fluconazole IP, BP, Ph.Eur,, USP ZQ:
28. Fosaprepitant Dimeglumine 1’7,3"
29, Frovatriptan Succinate ﬂ% et
b ot L b |

30. Glatiramer Acetate \%—b GUIARAT sm%\v /
31. Gliq]_e_piride 1P, BP, Ph.Eur., USP wf 'N”C‘
32. Imiquimod USP
33. Itraconazole Ph.Eur., BP, USP
34. Ivacaftor

For Glenmark Pharmaceuticals Limited

LY

(Vinay Agarwal)
Authorised Signatory

20f5

Glenmark Pharmaceuticals Lid.

Plot No, 3109, GIDC Industrial Estate, Ankleshwar - 393 002, India
T: 91 2646 222265169 F: 91 02646-222191 CIN No: 1L24299MH1977PLC019982 W: www.glenmarkpharma.com

Registercd office: B/2, Mahalexmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficer@glenmarkpharma.com

(\k\r
For Commissioner
Food & Drugs Control Administration

Gujarat State, Gandhinagar
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@E COPP: As PER WHO GUIDELINES (FOR EXPORT ONLY)

Licence in Ferin Na. 25 Bearing No. G/25/1629

Valid Form 19/08/2017 to 18/08/2019

| Sr.No. | PRODUCT NAME

35. Lacosamide
36. Lercanidipine Hydrochloride
37. Levocetirizine Dihydrochloride Ph.Eur.
38. Linagliptin
39. Linczolid
490. Loratadinc Ph.Eur., BP, USP
41. Lormoxicam
112, Luliconazole
-43_ " Lurasidone Hydrochloride
44. Milnacipran Hydrochloride
45. Moexipril Hydrochloride Gl
46. Olmesartan Medoxoimnil Ph.Eur., B.P., USP \ {
47. | Oxcarbazepine LP., B.P., USP ‘@@’“&;‘fm /s
48. [l Patiperidone 2 \
49. Paliperidone Palmitate
50, Paleonosetron Hydrochloride

For Glenmark Pharmaceuticals Limited

A=

(Vinay Agarwal)
Authorised Signatory

Glenmark Pharmaceuticals Ltd.
Plot No, 3109, GIDC Industrial Estate, Ankleshwar - 393 002, India

For C\JQ mmissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar
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T: 91 2646 222265/69 F: 91 02646-222191 CIN No: L24299MH1977PLC019982 W: www.glenmarkpharma.com
Registered office: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficer@glenmarkpharma.com
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OR GRANT OF COPP AS PER 'R WHO GUIDELINES (FOR FXPORT ONLY)

—'-"’ Licence in ¥orm No. 25 Bearing No. (/25/162Y

Valid Form 19/08/2017 to 18/08/2019

Sr. No. | PRODUCT NAME

51, Perindopril Arginine g
52. Perindopril Erbumine Ph.Eur., B.P, USP 2~ ;‘"5‘-;‘1_5}if{:;’\‘¢{??
53, Penndopnl Tert-Butylamine Ph.Eur. l
_:1. - Prasugrel Hydrachloride
5S. Rasagiline Mesylate
56. Rasagiline Tartrate

57. Riluzole USP

58, Rizatriptan Benzoate IP, Ph.Eur., USP

59. Ropinirole Hydrochloride Ph.Eur., USP

60. Rosuvastatin Calcium Ph.Eur.

61. Rufinamide

62. Sitagliptin Phosphate

63. Sitagliptin Phosphate Anhydrous

64. Sitagliptin Phosphate Monohydrate Ph.Eur.
65S. Saxagliptin Monohydrate

66. Solifenacin Succinate Ph.Eur.

67. Strontium Ranelate

For Glenmark Pharmaceuticals Limited

) /may Agarwal) For

Authorised Signatory
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Glenmark Pharmaceuticals Ltd.
Plot No, 3109, GIDC Industrial Estare, Ankleshwar - 393 002, India
T: 91 2646 222265/69 F: 91 02646-222191 CIN No: L24299MH1977PLC019982 W: www.glenmarkpharma.com

“ommissioner
Food & Drugs Control Administration
Gujarat State, Gandhinagar

Registered office: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficer@glenmarkpharma.com
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ODUCTS FOR GRANT OF COPFA:S PERWHO GUIDELINES (FOR EXPORT ONLY)
Licence in Form No. 25 Bearing No. G/25/1629

Valid Form 19/08/2017 to 18/08/2019

| Sr.No. | PRODUCT NAME B
68. Tadalafil Ph.Eur., B.P. USP
69. Tazarotene
70. Telaprevir
71. Telmisartan I.P., BP, Ph.Eur., USP

72, Terbinafine Hydrochloride Ph.Eur., B.P., USP

73. Tofacitinib Citrate
74. Topiramate USP
75. Trandolapril I.P., B.P., Ph.Eur,, USP

76. Trospium Chloride Ph.Eur., B.P., USP

77. Vilazodone Hydrochloride

78. Vildagliptin

79. Voriconazole Ph.Eur., USP

iz 2
80. | Zolmitriptan USP ‘\ww sry /f

81. Zolpidem Tartrate IP, BP, Ph.Eur,, USP RRDHINASE = p -""" —

82. Zonisamide USP

For Glenmark Pharmaceuticals Limited

— For Corfiimissioner
inay Agarwal) .

Authorised Signatory Food & Drugs Control Administration
‘ Gujarat State, Gandhinagar
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Glenmark Pharmaceunticals Ltd.

Plot No, 3109, GIDC Industrial Estate, Ankleshwar - 393 002, India

T: 91 2646 222265/69 F: 91 02646-222191 CIN No: L24299MH1977PLC019982 W: www.glenmarkpharma.com

Registered office: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficcr@glenmarkpharma.com
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LIST OF PRODUCTS FOR GRANT OF COPP AS?ERWHG GUIDELINES (FOR EXPORT ONLY)
‘Licence in Form No. 25 Bearing No. G/28/1170

Valid Form 19/08/2017 to 18/08/2019

| Sr.No. | PRODUCT NAME
L

COLISTTMETHA'TE SODIUM L.P.

COLISTIMETHATE SODIUM B.P.

COLISTIMETHATE SODIUM Ph.Eur.

ff &
COLISTIMETHATE SODIUM USP ~ |/3

Y Beier ot
 GUIARAT STATR

For Glenmark Pharmaceutical

For &ansswn er

od & Drugs Control Administration
Gujarat State, Gandhinagar

inay Agarwal)
Authorised Signatory
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SANJAY KUMAR PANDEY
Advocate & Notary Govt. Of India
Room No.7 Swami Krishna Nand Chawi
Swami Compound Near Marathi School
Opp Highway Caves Road Jogeshwari [E}

Glenmark Pharmaceuticals Ltd. HUMEEIS0010%0.

Plor No, 3109, GIDC Industrial Estate, Ankleshwar - 393 002, India

T: 91 2646 222265/69 F: 91 02646-222191 CIN No: L24299MH1977PLC019982 'W: www.glenmarkpharma.com
Registered office: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai 400 026 E: complianceofficer@glenmarkpharma.com
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