








DCA 
D RU G S  CO NTR O L  AD M I N ISTRATIO N  

Government of Tela ngana 

DRUGS CONTROL ADMINISTRATION 
TELANGANA 

L.Dis .No . 735/E 1/2019 

To 
M /s. He tero Labs L im ited Un it-V 
Sy .No . 439 ,  440, 441 & 458 

T SII C Formulation SEZ 
Pole pally Village , Jadcherla Manda i 
Mahaboobn agar District 

Telangana State , India 

Sirs, 

Dated: \l . 07. 2019 

Sub: Drugs and Cosmetics Act , 19 40 and Rules made thereunder-Issue of World Health 

Organi zation Good Manufacturing Practice Certi ficate -Regarding. 

Ref: 1. Your a pplication dated: 1 4. 02. 2019 .  

2. Joint Ins pection Re port dated: 24.06. 2019 to 26.06.2019 . 

@@@ 
I forward herewith WORLD HEALTH ORGANISATION GOOD MANUFACTURING 

PRACTIC E CERTIF ICATE for the products recommended by the Joint Ins pection Team 

consisting of of ficers of CD SCO Zonal Of fice , Hyderabad and Drugs Control Administration , 

Telangana State , India for Ex port pur pose . 

This Certi ficate is valid for a period of Three years from the date of issue . This certi ficate is 

meant for Ex port of drugs only. 

Yours faith fully 

���9 
Dr.B.VENKA TESWARLU 

Jo in t  D irec tor (FAC) & L icens ing A uthor ity 



CA 
D RUGS CONTRO L  ADMIN ISTRATION 

Govern me nt of Tela nga na 

ORUOS CONTROL ADMINISTRATION 
TELANCANA 

L.Dis.No. 735/El/2019- Gra nt of WHO GMP Certificate to M/s.Hetero Labs Li mited, Unit-Y, Sv.No.439. 440. 441 & 58, 
TSlJC Formu lation S.EZ. J'olepaUy Villae.e, Jadcherh1 Mandai, Mahaboobn ae;ar Oi!>trict, Tehmgana State, I ndia in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt; J 9.J2.2009. 

LI ST OF PRODUCT S APPROVED UNDER WHO GMP 
CERTIFICATION SCHEME FOR EXPORT PURPOSE 

1. CLOPIDOGREL TABLET S 75mg 
DE CLOT 

Each film coated tabl et contains: 
Clo pidogrel Hydrogen Sulfate Ph .Eur 
Equivalent to Clo pidogrel 75mg 

2. CLOPIDOG REL TABLET S 75mg 
CLOPID 75 

Each film coated tablet contains: 
Clo pidogrel Hydrogen Sulfate Ph .Eur 
Equivalent to Clo pidogrel 75mg 

3. CLOPIDOGREL TABLET S 75mg 
CLOPIGEN 75 

Each film coated tablet contains: 
Clo pidogrel Hydrogen Sulfate Ph.Eur 
Equivalent to Clo pidogrel 75mg 

4.  FEXOFENADINE HYDROCHLORIDE TABLET S 120 mg 
Each film coated tablet contains: 
Fexofenadine Hydrochlor ide Ph .Eur 120mg 

5. FEXOFENADINE HYDROCHLORIDE TABLE T S  120 mg 
RHINEX 120 

Each film coated tablet contains: 
Fexofenadine Hydrochloride Ph.Eur 120mg 

6.  FEXOFENADINE HYDROCHLORIDE TABLE T S  120 mg 
FEXOFIN 120 

Each film coated tablet contains: 
F exofenadine Hydrochloride Ph .Eur 

7. SILDENAFIL CITRATE TABLET S 20 mg 
Each film coated tablet contains: 
Sildena fil Citrate 

Equivalent to Sildena fil 

8. SILDENAFIL CITRATE TABLET S 20 mg 
SIFE 20 

Each film coated tablet contains: 
Sildenafil Citrate 

qttivalent to Sildena fil 

120mg 

20mg 

20mg 



DCA 
D RUGS CONTROL AD M I N ISTRATIO N  

Govern ment of Telan gana 

DRUOS CONTROL ADMINISTRATION 
TELANOANA 

L.Dis.No. 735/El/20 1 9  - Grant of WHO GMP Certificate to M/s.Retcro Labs imited, Unit-V, Sv.No.439, 440, 441 & 58, 
TSIIC Formu lation SEZ, Polepnllv Villngc, J adcherla Mandai, Mahaboobn.agar District, Tclangana Stnte, India in Form-25 
bearing No.SO/M'N/AP/2009/F/Jt dt: I 9. 1 2.2009. 

9. ABACA VIR SULFAT E AND LA MIVUDINE TABLET S 600 mg I 300 mg 
Each film coated tablet contains: 

Abacavir Sulfate U SP 
Equivalent to Abacavir 

Lamivudine U SP 
600mg 
300mg 

10. ABACA VIR SULFATE AND LA MIVUDIN E TABLET S 600 mg I 300 mg 
ABA VIR-L 600 I 300 
Each film coated tablet contains: 

Abacavir Sulfate U SP 
Equ ivalent to Abacavir 

Lamivudine U SP 
600mg 
300mg 

11. ABACA VIR SULFATE AND LA MIVUDINE TABLET S 600 mg I 300 mg 
HE PT A VIR-AB 600 I 300 
Each film coated tablet contains: 

Abacav ir Sulfate U SP 
Equivalent to Abacavir 
Lamivudine U SP 

600mg 
300mg 

12 . IRBE SARTAN AND HYDROCHLOROTHIAZIDE TABLET S 300 mg I 12.5 mg 
Each film coated tablet contains: 
Irbesartan 
Hydrochlorothia zide 

Ph.Eur 
Ph .Eur 

300mg 
12. 5  mg 

13. IRB E SARTAN AND HYDROCHLOROTHIAZIDE TABLET S 300 mg I 25 mg 
Each film coated tablet contains: 
Irbesartan 
Hydrochlorothia zide 

Ph .Eur 
Ph.Eur 

300mg 
25mg 

14. IRBE SARTAN AND HYDROCHLOROTHIAZIDE TABLET S 300 mg I 12. 5  mg 
IRBIGEN-H 300 / 12.5 

Each film coated tablet contains: 
Irbesartan 
Hydrochlorothia zide 

Ph .Eur 
Ph.Eur 

300mg 
12. 5  mg 

15. IRBE SARTAN AND HYDROCHLOROTHIAZID E TABLET S 300 mgl 25 mg 
IRBIGEN- H 300 I 25 
Each film coated tablet contains: 

Ph.Eur 
Ph .Eur 

300mg 
25mg 

�.� tM "' ' 



D RUGS CO NTRO L  ADMIN ISTRATIO N  

C A Government of Telangana � 
�-�� � TELAN GANA 1.\u • 

J 

L.Dis.No. 7�5/El/2019 - Gmnt of WHO GMP Certificate (o M/s.Hetcro Labs Limited, Unif'-V, Sy.No.439, 440, 441 & 458, 
TSUC Formulation SEZ. J,olepally Village, Jadchcrla Mond a!, M ahaboobnagar District, Tclaogana State, I ndia i n  Form-25 
bcoring No.SO/MN/AP/2009/F/R, dt:19. 1 2.2009. 

16. IRBESARTAN AND HYDROCHLOROTHIAZIDE TABLETS 300 mg /12. 5 mg 
IRBIS -HT 300 / 12.5 

1 7. 

18. 

1 9. 

20. 

21. 

22. 

23. 

24. 

Each film coated tablet contains: 
Irbesartan 
Hydrochlorothiazide 

Ph .Eur 
Ph .Eur 

300mg 
12. 5 mg 

IRBESARTAN AND HYDROCHLOROTHIAZIDE TABLETS 300 mg /25 mg 
IRBIS -HT 300 I 25 

Each film coated tablet contains: 
Irbesartan Ph .Eur 300mg 
Hydrochlorothiazide Ph.Eur 25mg 

ESZOPICLONE TABLETS 1 mg 
Each film coated tablet contains: 
Eszopiclone 1 mg 

ESZOPICLONE TABLETS 1 mg 
ESZOP 1 

Each film coated tablet contains: 
Eszopiclone 1 mg 

ESZOPICLONE TABLETS 2 mg 
Each film coated tablet contains: 
Eszopiclone 2mg 

ESZOPICLONE TABLETS 2 mg 
ESZOP 2 

Each film coated tablet contains: 
Eszopiclone 2mg 

ESZOPICLONE TABLETS 3 mg 
Each film coated tablet contains: 
Eszopiclone 3mg 

ESZOPICLONE TABLETS 3 mg 
ESZOP 3 

Each film coated tablet contains: 
Eszopiclone 3mg 

LACOSAMIDE TABLETS 50 mg 
Each film coated tablet contains: 

50mg 

Rr �r\2')1\c{ 



DCA 
DRUGS CONTRO L A D M I N ISTRATION 

Government of Tel a nga na 

DRUGS CONTROL ADMINISTRATION 
TELANGANA 

25. LACOSAMIDE TABLETS 100 mg 
Each film coated tablet contains: 
Lacosamide 

26. LACOSAMIDE TABLETS 150 mg 
Each film coated tablet contains: 
Lacosamide 

27. LACOSAMIDE TABLETS 200 mg 
Each film coated tablet contains: 
Lacosamide 

28. LACOSAMIDE TABLETS 50 mg 
LAMIDE SO 

Each film coated tablet contains: 
Lacosamide 

29. LACOSAMIDE TABLETS 100 mg 
LAMIDE 100 

Each film coated tablet contains: 
Lacosamide 

30. LACOSAMIDE TABLETS 150 mg 
LAMIDE 150 

Each film coated tablet contains: 
Lacosamide 

31. LACOSAMIDE TABLETS 200 mg 
LAMIDE 200 

Each film coated tablet contains: 
Lacosamide 

32. ZIPRASIDONE CAPSULES 20 mg 
Each Capsule contains: 
Ziprasidone Hydrochloride 
Equivalent to Ziprasidone 

33. 

lOO mg 

150mg 

200mg 

50mg 

100mg 

150mg 

200mg 

20mg 

40mg 
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DRUDS CONTROL ADMINISTRATION 

TELANGANA 

'DRUGS CON TROL ADMIN ISTRATIO N  
Govern ment of Tel a ngana 

L.Dis.No. 735/El/2019 - Grant of WHO GMP Certificate to M/s.Hctero Labs Limited, Unit�V, Sv.No.439, 440, 441 & 458, 
TSJIC Formulation SEZ. Polepally Village, J'adchcrla M11ndal, Mahaboobnaear Distritt, 'T'elangana State, India in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt:l9.12.2009. 

34. ZIPRASIDONE CAPSULES 60 mg 
Each Capsule contains: 
Ziprasidone Hydrochloride 
Equivalent to Ziprasidone 

35. ZIPRASIDONE CAPSULES 80 mg 
Each Capsule contains: 

36. 

37. 

38. 

39. 

40. 

Ziprasidone Hydrochloride 
Equivalent to Ziprasidone 

ZIPRASIDONE CAPSULES 20 mg 
ZIP RA20 

Each Capsule contains: 
Ziprasidone Hydrochloride Monohydrate 
Equivalent to Ziprasidone 

ZIPRASIDONE CAPSULES 40 mg 
ZIP RA40 

Each Capsule contains: 
Ziprasidone Hydrochloride Monohydrate 
Equivalent to Ziprasidone 

ZIPRASIDONE CAPSULES 60 mg 
ZIP RA60 

Each Capsule contains: 
Ziprasidone Hydrochloride Monohydrate 
Equivalent to Ziprasidone 

ZIPRASIDONE CAPSULES 80 mg 
ZIP RA80 

Each Capsule contains: 
Ziprasidone Hydrochloride Monohydrate 
Equivalent to Ziprasidone 

CLOPIDOGREL TABLETS 300 mg 
Each film coated tablet contains: 

Ph.Eur 

Ph .Eur 

Ph .Eur 

Ph.Eur 

Clopidogrel Hydrogen Sulfate Ph.Eur 
Equivalent to Clopidogrel 

41. CLOPIDOGREL TABLETS 300 mg 
CLOPID 300 

Ph .Eur 

60mg 

'80mg 

20mg 

40mg 

60mg 

80mg 

300mg 

300mg 
f1 .. 

\� 



DRUG S CO NTROL AD M I NISTRATION 
Govern ment of Tela ngana 

TSIJC Formulation S.EZ, Polepallv Village, Jadcherla Mandai, Mahaboobnae-ar District, Tclanga.oa State, India in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt:l9.12.2009. 

42. CLOPIDOGREL TABLETS 300 mg 
CLOPIGEN 300 

Each film coated tablet contains: 
Clopidogrel Hydrogen Sulfate 
Equivalent to Clopidogrel 

Ph.Eur 

43. OLMESARTAN MEDOXOMIL TABLETS 5 mg 
Each film coated tablet contains: 

300mg 

Olmesartan Medomoxil Ph .Eur 5 mg 

44. OLMESARTAN MEDOXOMIL TABLETS 10 mg 
Each film coated tablet contains: 
Olmesartan Medoxomil Ph .Eur 

45. OLMESARTAN MEDOXOMIL TABLETS 20 mg 
Each film coated tablet contains: 
Olmesartan Medoxomil Ph .Eur 

46. OLMESARTAN MEDOXOMIL TABLETS 40 mg 
Each film coated tablet contains: 
Olmesartan Medoxomil Ph .Eur 

47. OLMESARTAN MEDOXOMIL TABLETS 5 mg 
OLMESAR S 

Each film coated tablet contains: 
Olmesartan Medoxomil Ph .Eur 

48. OLMESARTAN MEDOXOMIL TABLETS 10 mg 
OLMESAR lO 

Each film coated tablet contains: 
Olmesartan Medoxomil Ph .Eur 

49. OLMESARTAN MEDOXOMIL TABLETS 20 mg 
OLMESAR 20 

Each film coated tablet contains: 
Olmesarttan Medoxomil Ph .Eur 

50. OLMESARTAN MEDOXOMIL TABLETS 40 mg 
OLMESAR 40 

Each film coated tablet contains: 
Olmesarttan Medoxomil Ph .Eur 

lO mg 

20mg 

40mg 

5mg 

lO mg 

20mg 

40mg 



0 
DRUGS CONTROL ADMINISTRATIO N  

Governmen t  of Tela ngana 

DRUOS CONTROL ADMINISTRATION 
TELANGANA 

L.Dis.No. 735/El/2019 - Gmnl of WHO GMP Certificate to M/s.l1cl'cro Labs Limited, Unit-V. Sy.No.439, 440, 441 & 458, 

TSUC Formulation SEZ, .Polepally ViJiaee, Jadchcrla Mandai, Mahuboobnagar District·, Tclangana tate, India in Form-25 
bearing N o.SO/l\lt:N/ At>/2009/F/R, dt: J 9. I 2.2009. 

51. OLMESARTAN MEDOXOMIL TABLETS 20 mg 
OLMETER 020 

Each film coated tablet contains: 
Olmesarttan Medoxomil Ph.Eur 

52. OLMESARTAN MEDOXOMIL TABLETS 40 mg 
OLMETER 040 

Each film coated tablet contains: 
Olmesarttan Medoxomil Ph .Eur 

53. ATORVASTATIN CALCIUM TABLETS 10 mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

USP 

54. ATORVASTATIN CALCIUM TABLETS 20 mg 
Each film coated tablet contains 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

USP 

55. ATORVASTATIN CALCIUM TABLETS 40 mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

USP 

56. ATORVASTATIN CALCIUM TABLETS 80mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

USP 

57. ATORVASTATIN TABLETS lO mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph.Eur 

58. ATORVASTATIN TABLETS 20 mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph.Eur 

59. ATORVASTATIN TABLETS 40 mg 
Each film coated tablet contains: 

Ph.Eur 

20mg 

40mg 

lO mg 

20mg 

40mg 

80mg 

lO mg 

20mg 

40mg 



CA 
DRUGS CONTROL AD M I N ISTRATIO N 

Government of Te langana 

OAUOS CONTROL "OMINISTRATION 
TELANGANA 

L.Dis.No. 735/EI/2019 - Grant of WHO GMP Certificate to M/s.Hctcro Labs Limited, Unit- , Sv.No.439, 440, 441 & 458, 
TSII Formulation SEZ, Polepallv VJllage, Jadcherla Manda i, Mahaboobnagar District, Tclangana State, lndia in Form-2" 
bearing No.SO/MN/AP/2009/F/R, dt:19.12.2009. 

60. 

61. 

62. 

63. 

64. 

ATORVASTATIN TABLETS 80mg 
Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate Ph .Eur 
Equivalent to Atorvastatin 

ATORVASTATIN CALCIUM TABLETS 10 mg 
ATOR lO 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate USP 
Equivalent to Atorvastatin 

ATORVASTATIN CALCIUM TABLETS 20 mg 
ATOR 20 
Each film coated tablet contains: 

Atorvastatin Calcium Trihydrate USP 
Equivalent to Atorvastatin 

ATORVASTATIN CALCIUM TABLETS 40 mg 
ATOR 40 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate USP 
Equivalent to Atorvastatin 

ATORVASTATIN CALCIUM TABLETS 80 mg 
ATOR SO 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

USP 

65. ATORVASTATIN TABLETS lO mg 
ATOR lO 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph.Eur 

66. ATORVASTATIN TABLETS 20 mg 
ATOR 20 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph .Eur 

80mg 

IO mg 

20mg 

40mg 

80mg 

lO mg 

20mg 



DRUGS CONTRO L ADM IN ISTRATIO N  
Gover n ment of Telanga na 

L.Dis.No. 735/EI/2019 - Gmnt of WH O  GMP 
TSllC Formulation SEZ. Polepallv Village, Jadc.herla Mandai, Maltaboobnagar District, TeJangann State, ludin in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt:l9.12.2009. 

67. ATORVASTATIN TABLETS 40 mg 
ATOR 40 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph .Eur 

68. ATORVASTATIN TABLETS 80mg 
ATOR 80 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph .Eur 

40mg 

80mg 

69. TELMISARTAN AND HYDROC HLOROT HIAZIDE TABLETS USP 40 mg I 12.5 mg 
Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

USP 
USP 

40mg 
12. 5mg 

70. TELMISARTAN AND HYDROC HLOROT HIAZIDE TABLETS 40 mg I 12.5 mg 
Each tablet contains: 
T elmisartan 
Hydrochlorothiazide 

Ph .Eur 
Ph .Eur 

40mg 
12.5 mg 

71. TELMISARTAN AND HYDROC HLOROT HIAZIDE TABLETS USP 80 mg I 12.5 mg 
Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

USP 
USP 

80mg 
12. 5 mg 

72. TELMISARTAN AND HYDROC HLOROT HIAZIDE TABLETS 80 mg I 12. 5 mg 
Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

Ph.Eur 
Ph .Eur 

80mg 
12. 5 mg 

73. TELMISARTAN AND HYDROC HLOROT HIAZIDE TABLETS USP 40 I 12. 5 mg 
TELSAR-H 40 I 12.5 

Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

USP 
USP 

40mg 
12.5 mg 

74. TELMISARTAN AND HYDROC HLOROTHIAZIDE TABLETS 40 I 12. 5 mg 
TELSAR-H 40 I 12.5 

Each tablet contains: 
Ph .Eur 
Ph .Eur 

40mg 
12. 5 mg 



DCA 
D RUGS CONTROL AD'M INISTRATION 

Government of Telangana 

DRUGS CONTROL ADMINISTRATION 
TELANGANA 

L.Dis.No. 735/El/2019 - CranL of WHO GMP Certificntc t"o M/s.Hetero Labs Limited, Unit-V, Sv.No.4�9. 440, 441 & 458, 
TSIIC Formulation SEZ, PolepaUv Village, Jndcherla Manda.!, Mnhaboobnngn District, TeJangana tntc. India in Form-25 
benrinl!. No.SO/MN/AP/2009/F/R, dt:l9.12.2009. 

75. TELMISARTAN AND HYDROCHLOROTHIAZIDE TABLETS USP 80 I 12.5 mg 
TELSAR -H 80 I 12.5 

Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

USP 
USP 

80mg 
12.5 mg 

76. TELMISARTAN AND HYDROCHLOROTHIAZIDE TABLETS 80 I 12.5 mg 
TELSAR -H 80 I 12.5 

Each tablet contains: 
Telmisartan Ph .Eur 80 mg 
Hydrochlorothiazide Ph .Eur 12.5 mg 

77. LAMIVUDINE AND ZIDOVUDINE TABLETS USP 150 mg I 300 mg 
Each film coated tablet contains: 
Lamivudine 
Zidovudine 

USP 
USP 

150mg 
300mg 

78. LAMIVUDINE AND ZIDOVUDINE TABLETS USP 150 mg I 300 mg 
ZIDOLAM 

Each film coated tablet contains: 
Lamivudine 
Zidovudine 

USP 
USP 

150mg 
300mg 

79. EFAVIRENZ, EMTRICITABINE AND TENOFOVIR DISPROXIL FUMARATE 
TABLETS 600 mg I 200 mg I 300 mg 
Each film coated tablet contains: 
Efavirenz 
Emtricitabine 
Tenofovir Disproxil Fumarate 
Equivalent to Tenofovir Disoproxil 

80. EFAVIRENZ TABLETS 600 mg 
HEVAZ 600 

Each film coated tablet contains: 
Efavirenz 

USP 
USP 

USP 

600mg 
200mg 
300mg 
245mg 

600mg 

81. TENOFOVIR DISOPROXIL FUMARATE AND LAMIVUDINE TABLETS 
300 mg I 300 mg 

Each film coated tablet contains: 
Tenofovir Disoproxil Fumarate 
Equivalent to Tenofovir Disoproxil 
Lamivudine USP 

300mg 
245mg 
300mg 



DRUGS CO NTROL ADM I N ISTRA ION 
Govern ment of Tel angana 

82. TENOFOVIR DISOPROXIL FUMARATE AND LAMIVUDINE TABLETS 
300 mg I 300 mg 
TENOLAM 

Each film coated tablet contains: 
Tenofovir Disoproxil Fumarate 
Equivalent to Tenofovir Disoproxil 
Lamivudine USP 

83. CELECOXID CAPSULE 100 mg 
CELOFIN 100 

Each capsules contains: 
Celecoxib 

84. CELECOXIB CAPSULE 200 mg 
CELOFIN 200 

Each capsule contains: 
Celecoxib 

Ph.Eur 

Ph.Eur 

85. VALGANCICLOVIR TABLETS 450 mg 
Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

86. V ALGANCICLOVIR TABLETS 450 mg 
VALGOVIR 450 

Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

87. VALGANCICLOVIR TABLETS 450 mg 
VALVIR-450 

Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

88. V ALGANCICLOVIR TABLETS 450 mg 
VALGAN-450 

Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

300mg 
245mg 
300mg 

lOO mg 

200mg 

496. 3 mg 
450mg 

496.43 mg 
450mg 

496.43 mg 
450mg 

496. 43 mg 
450mg 



CA 
DRUGS CO'NTRO L AOM I'N!STRATIO N  

Government of Telangana 

DRUGS CONTROL ADMINISTRATION 
TEL.ANGANA 

L.Dis.No. 735/EJf2019- Grant of WHO GMP Certificote to M/s.J.l tero Labs Limited, Unit-Y, Sv.No.439. 440, 441 & 458. 

l'SllC Fm·mulation SEZ. Polcpallv Village, Jadcherla Mnndal, Mahaboobnngnr District, Tclangana StMe, India in Form-25 
bearing No.SOIMN/AP/2009/1!'/R, dt: 19.l2.2009. 

89. A TORVAS TA TIN TABLE TS l O mg 
HYPOLIP IO 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph.Eur 

90. A TORVAS TA TIN TABLE TS 20 mg 
HYPOLIP 20 

Each film coated tablet contains: 
Atorvastatin Calcium Trihydrate 
Equivalent to Atorvastatin 

Ph.Eur 

10mg 

20mg 

91. EFA VIRENZ, EM TRICI TABINE AND TENOFOVIR DISOPROXIL FUMARA TE 
TABLE TS 600 mg I 200 mg I 300 mg 
EFTEM 

Each film coated tablet contains: 
Efavirenz 
Emtricitabine 
Tenofovir Disoproxil Fumarate 

Equivalent to Tenofovir Disoproxil 

USP 
USP 

600mg 
200mg 
300mg 
245mg 

92. VALACYCLOVIR HYDROC HLORIDE TABLE TS 1000 mg 
Each film coated tablet contains: 
Valacyclovir Hydrochloride 1112 mg 
Equivalent to Valacyclovir 1000 mg 

93. VALACYCLOVIR HYDROC HLORIDE TABLE TS 500 mg 
Each film coated tablet contains: 
Valacyclovir Hydrochloride 556 mg 
Equivalent to Valacyclovir 500 mg 

94. EF A VIRENZ TABLE TS 600 mg 
Each film coated tablet contains: 
Efavirenz 

95. EFAVIRENZ TABLE TS 600 mg 
ESVITA 600 

Each film coated tablet contains: 
Efavirenz 

96. LEVOFLOXACIN TABLE TS 250 mg 
Each film coated tablet contains: 

600mg 

600mg 

256. 24 mg 
250 mg fl., 



CA 
DRUGS CO NTROL ADMINISTRATION 

Govern ment of Telangana 

DRUGS CONTROL ADMINISTRATION 
TELANGANA 

L.Dis.No. 735/El/2019 - Gnnt of WHO GMP Certificate to Mls.Hctcro Labs Limited, Unit-V, Sv.No.439, 440, 44'1 & 458, 
TSUC Formulation SEZ, .Polepnlly VUJae;(!, Jndcherln Mandai, Mahaboobnagnr District. Tclnngonn tal,e, India in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt:l9.12.2009. 

97. LEVOFLOXACIN TABLETS 500 mg 
Each film coated tablet contains: 
Levofloxacin Hemihydrate 
Equivalent to Levofloxacin 

98. IRBESARTAN TABLETS 75 mg 
Each uncoated tablet contains: 
Irbesartan 

99. IRBESARTAN TABLETS 150 mg 
Each uncoated tablet contains: 
Irbesartan 

100. IRBESARTAN TABLETS 300 mg 
Each uncoated tablet contains: 
Irbesartan 

512.47 mg 
500mg 

75mg 

150mg 

300mg 

101. MONTELUKAST SODIUM C HEWABLE TABLETS 4 mg 
Each tablet contains: 
Montelukast Sodium 
Equivalent to Montelukast 4 mg 

102. MONTELUKAST SODIUM CHEWABLE TABLETS 5 mg 
Each tablet contains: 
Montelukast Sodium 
Equivalent to Montelukast 

103. MONTELUKAST SODIUM TABLETS 10 mg 
Each film coated tablet contains: 
Montelukast Sodium 
Equivalent to Montelukast 

5mg 

10mg 

104. PANTOPRAZOLE GASTRO RESISTANT TABLETS 20 mg 
Each Gastro Resistance Tablets contains: 
Pantoprazole Sodium Sesquihydrate 
Equivalent to Pantoprazole 20 mg 

105. PANTOPRAZOLE GASTRO RESISTANT TABLETS 40 mg 
Each Gastro Resistance Tablets contains: 
Pantoprazole Sodium Sesquihydrate 
Equivalent to Pantoprazole 40 mg 



DCA 
DRUGS CONTROL ADM IN ISTRATION 
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DRUGS CONTROL �OMHUliTRAIUON 
TEl.AJlGAt.l"' 
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106. SA QUINA VIR MESILA TE TABLETS 5{)0 mg 
Each film -coated Tablets contains · 

Saquinavir Mesilate 
Equivalent to Saquinavir 

Ph .Eur 

107. SILDENAFIL CI TRA TE TABLE TS 25 mg 
GIAG RA25 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

108. SILDENAFIL CI TRA TE TABLE TS 50 mg 
GIAGRA SO 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

109. SILDENAFIL CI TRA TE TABLE TS 100 mg 
GIAGRA 100 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

110. AMLODIPINE TABLE TS 5 mg 
AMLO S 

Each uncoated taplet contains: 
Amlodipine 
Equivalent to Amlodipine Besilate 

111. AMLODI PINE TABLE TS 10 mg 
AMLO 10 

Each uncoated tablet contains: 
Amlodipine 
Equivalent to Amlodipine Besilate 

500mg 

35. 12mg 
25mg 

70. 24mg 
50mg 

140. 48 mg 
100mg 

5mg 
6.934mg 

10mg 
13.868 mg 

112. MEMAN TINE HYDROCHLORIDE TABLE TS 5 mg 
MENTINE S 

Each film coated tablet contains: 
Memantine Hydrochloride 5mg 

113. MEMAN TINE HYDROCHLORIDE TABLE TS 10 mg 
MENTINE 10 

0 4 �; cb film coated tablet contains: 
mantine Hydrochloride 10mg 
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L.Dis.No. 735/El/2019- Grant of WRO GMP Certific.ate to M/s.lletero Labs Limiled, Unit-V, Sy.No.439, 440, 441 & 458, 
TSliC Formulation SEZ, PolepaiJy Village� Jadchcrlu Mandai. M11haboobnagar District, Tcbmgana State, India in l'o•·m-25 
bearing No.SO/MN/AP/2009/F/R, dt:19.12.2009. 

1 14. EFAVIRENZ 600 mg, EMTRICITABINE 200 mg and TENOFOVIR DISOPROXIL 
FUMARATE 300 mg TABLETS 
RIZENE 

Each film coated tablet contains: 
Efavirenz 
Emtricitabine 
Tenofovir Disoproxil Fumarate 
Equivalent to Tenofovir Disoproxil 

USP 
USP 

1 15. SILDENAFIL CITRATE TABLETS 50 mg 
SILDENAMED 50 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur 
Equivalent to Sildena fil 

1 16. SILDENAFIL CITRATE TABLETS 100 mg 
SILDENAMED 100 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

117. PERINDOPRIL TABLETS 8 mg 
DOPRIL 8 

Each uncoated tablet contains: 
Perindopril Tert-Butylamine Ph.Eur 
Equivalent to Perindopril 

Ph.Eur 

8mg 

1 18. PERINDOPRIL ERBUMINE TABLETS 8 mg 
DOPRIL 8 

Each uncoated tablet contains: 
Perindopril Erbumine 

11 9. ENTECAVIR TABLETS 0. 5 mg 
ENTECA VIR SANDOZ TABLET 0.5 mg 

Each film coated tablet contains: 
Entecavir (as Monohydrate) 

120. ENTECAVIR TABLETS 1 mg 
ENTECA VIR SANDOZ TAB LET 1 mg 

Each film coated tablet contains: 
Entecavir (as Monohydrate) 

600mg 
200mg 
300mg 
245mg 

70.24mg 
SO mg 

140. 48 mg 
100mg 

6. 676mg 

8mg 

0.5mg 

1 mg 
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bearing No.SO/MN/AP/2009/F/R, dt:l9.1.2.2009. 

121. SA QUINA VIR MESILA TE TABLETS 500 mg 
SAQUINA VIR SANDOZ 500 mg 

Each film coated tablet contains: 
Saquinavir Mesilate 
Equivalent to Saquinavir 

Ph .Eur 

1 22. SA QUINAVIR MESILATE TABLETS 500 mg 
SAQUINA VIR FARMOZ 500 mg 

Each film coated tablet contains: 
Saquinavir Mesilate 
Equivalent to Saquinavir 

123. ARIPIPRAZOLE TABLETS 10 mg 

Ph .Eur 

500mg 

500mg 

ARIPIPRAZOL ALPHA 10 mg [ARIPIPRAZOLUM ] 
Each tablet contains: 
Aripiprazole 10 mg 

124. ARIPIPRAZOLE TABLETS 15 mg 
ARIPIPRAZOL ALPHA 15 mg [ARIPIPRAZOLUM ] 

Each tablet contains: 
Aripiprazole 15 mg 

125. SILDENAFIL CITRATE TABLETS 50 mg 
SILDENAFIL L YFIS 50 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur 
Equivalent to Sildena fil Ph .Eur 

126. ABIRATERONE ACETATE TABLETS 250 mg 
Each tablet contains: 
Abiraterone Acetate 

127. SILDENAFIL CITRATE TABLETS 100 mg 
SILDENAFIL LYFIS 100 mg 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

Ph .Eur 
Ph .Eur 

70. 24mg 
50mg 

250mg 

140. 48 mg 
l OO mg 

128. QUETIAPINE FUMARATE TABLETS USP 25 mg 
Each film coated tablet contains: 

USP 
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l.Dis.No. 73SfEl/2019 - Grant of WHO GM.J> ertificatc to M/s.Hetero Labs Limited, Unit-V. Sy.No.439, 440, 441 & 458, 
TSHC Formulation SEZ. Polepnlly Village, Jadchcrla Mandai, Mahaboolmagar Districl, Telunsrana State, lndia in Form-25 
bearing No.SO/MN/AP/2009/F/R, dt:J9.12.2009. 

129. QUETIAPINE FUMARATE TABLETS USP 50 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 
USP 

50mg 

130. QUETIAPINE FUMARATE TABLETS USP 100 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 
USP 

100mg 

131. QUETIAPINE FUMARATE TABLETS USP 200 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 
USP 

200mg 

132. QUETIAPINE FUMARATE TABLETS USP 300 mg 
Each film coated tablet contains: 
Quetiapine Fumarate USP 

Equivalent to Quetiapine 

133. ARIPIPRAZOLE TABLETS 10 mg 
Each tablet contains: 
Aripiprazole Ph.Eur 

134. ARIPIPRAZOLE TABLETS 15 mg 
Each tablet contains: 
Aripiprazole Ph .Eur 

135. ARIPIPRAZOLE TABLETS 20 mg 
Each tablet contains: 
Aripiprazole Ph .Eur 

136. ARIPIPRAZOLE TABLETS 30 mg 
Each tablet contains: 
Aripiprazole Ph .Eur 

300mg 

IO mg 

15mg 

20mg 

30mg 

137. LEDIPASVIR AND SOFOSBUVIR TABLETS 90 mg / 400 mg 
Each film coated tablet contains: 
Ledipasvir 
Sofosbuvir 

90mg 
400mg 

90mg 
400mg 

�r 
' "" 
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L.Dis.No. 735/El/2019 - Cnml· of WHO GMP Certificate to M'/s.Hetcro Lab· Limited, Unit-V, Sy.No.439, 440, 441 & 58, 
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be.aring No.SO/MN/AP/2009/F/R. dt:l9.12.2009. 

139. TELMISARTAN AND HYDROCHLOROTHIAZIDE 80 mg I 12.5 mg 
TELIDURIEV 80 mgl12.5 mg 

Each tablet contains: 
Telmisartan 
Hydrochlorothiazide 

Ph .Eur 
Ph.Eur 

80mg 
12. 5 mg 

140. TELMISARTAN AND HYDROCHLOROTHIAZIDE 80 mg I 12.5 mg 
TEPRECOM 80 mg /12.5 mg 

Each tablet contains: 
Telmisartan 

Hydrochlorothiazide 
Ph .Eur 
Ph.Eur 

80mg 
12. 5 mg 

141 . TELMISARTAN AND HYDROCHLOROTHIAZIDE 80 mg I 12. 5 mg 
FREPADAN -PRO 80 mg /12.5 mg 

Each tablet contains: 
T elmisartan 

Hydrochlorothiazide 
Ph.Eur 
Ph .Eur 

80mg 
12.5 mg 

142. TELMISARTAN AND HYDROCHLOROTHIAZIDE 80mgl 12. 5 mg 
ARMILARE -HOS 80 mg I 12.5 mg 

Each tablet contains: 
Telmisartan 

Hydrochlorothiazide 

143. LAMIVUDINE TABLETS 100 mg 
LAMIVIR 100 mg 

Each film coated tablet contains: 
Lamivudine 

Ph .Eur 
Ph.Eur 

Ph .Eur 

80mg 
12.5 mg 

l OO mg 

144. ABACA VIR AND LAMIVUDINE TABLETS 600 mg I 300 mg 
Each film coated tablet contains: 
Abaca vir (As Sulfate) 
Lamivudine 

Ph .Eur 
Ph .Eur 

1 45. SILDENAFIL CITRATE TABLETS 100 mg 
ZED 100 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur 
Equivalent to Sildena fil 

146. VALGANCICLOVIR TABLETS 450 mg 
VALGANCICLOVIR ACCORD 

600mg 
300mg 

140. 48 mg 
l OO mg 

496. 3 mg 
450mg r1,

.
� 

. 11/tl}]lc::; 
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147. LEDIPASVIR AND SOFOSBUVIR TABLETS 90mgl 400 mg 
SOFOVI R-L 

Each film coated tablet contains: 
Ledipasvir 90 mg 
Sofosbuvir 400 mg 

148. LEDIPASVIR AND SO FOSBUVIR TABLETS 90 mg I 400 mg 
SO SVIR-L 

Each film coated tablet contains: 
Ledipasvir 
Sofosbuvir 

90mg 
400mg 

149. LEDIP ASVIR AND SOFOSBUVIR TABLETS 90 mg I 400 mg 
SOFGEN-L 

Each film coated tablet con tains: 
Ledipasvir 
Sofosbuvir 

150. LINEZOLID TABLETS 600 mg 
LINEZOLIDE KABI 600 mg 

Each film coated tablet contains: 
Linezolid 

151. CELECOXIB CAPSULES 200 mg 
CELECOXIB 200 mg CAP SULE S HA RD 

Each capsule contains: 
Celecoxib Ph.Eur 

152. SOFOSBUVIR TABLETS 400 mg 
CAPRIBUVIR 

Each film coated tablet contains: 
Sofosbuvir 

153. SOFOSBUVIR TABLETS 400 mg 
CAPRI SOFO S 

Each film coated tablet contains: 
Sofosbuvir 

90mg 
400mg 

600mg 

200mg 

400mg 

400mg 

154. MYCOP HENOLATE MOFETIL CAPSULES 250 mg 
MYCO PE 250 

Each capsule contains: 
Mycophenolate Mofetil Ph .Eur 250mg 

ft, 
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155. MYCOPHENOLATE MOFETIL CAPSULES 500 mg 
MYCOPE SOO 

Each Tablet contains: 
Mycophenolate Mofetil Ph .Eur 

156. ABIRATERONE ACETATE TABLETS 250mg 
ABI RAT 

Each tablet contains: 
Abiraterone Acetate 

157. QUETIAPINE FUMARATE TABLETS 1 00 mg 
TIAQUEL 100 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

158. QUETIAPINE FUMARATE TABLETS 200 mg 
TIAQUEL 200 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

159. QUETIAPINE FUMARATE TABLETS 300 mg 
TIAQUEL 300 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

500mg 

250mg 

100mg 

200mg 

300mg 

160. MYCOP HENOLATE MOFETIL CAPSULES USP 250 mg 
T RANSTERO 

Each capsule contains 
Mycophenolate Mofetil USP 

161. TOLTERODINE TARTRATE TABLETS 1mg 
Each film coated tablet contains 

250mg 

Tolterodine Tartrate USP 1 mg 

162. TOLTERODINE TARTRATE TABLETS 2 mg 
Each film coated tablet contains 
Tolterodine Tartrate USP 2mg 
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163. VALACYCLOVIR TABLETS USP 1000 mg 
VALTERO ® 1000 mg 

Each film coated tablets contains: 
Valacyclovir Hydrochloride USP 
Equivalent to Valacyclovir 

164. VALACYCLOVIR TABLETS USP 500 mg 
V ALTERO ® 500 mg 

Each film coated tablets contains: 
Valacyclovir Hydrochloride USP 
Equivalent to Valacyclovir 

165. ERLOTINIB TABLETS 25 mg 
Each film coated tablet contains: 
Erlotinib Hydrochloride 
Equivalent to Erlotinib 
Colour: Titanium Dioxide 

166. ERLOTINIB TABLETS 100 mg 
Each film coated tablet contains: 
Erlotinib Hydrochloride 
Equivalent to Erlotinib 
Colour: Titanium Dioxide 

167 .  ERLOTINIB TABLETS 150 mg 
Each film coated tablet contains: 
Erlotinib Hydrochloride 
Equivalent to Erlotinib 
Colour: Titanium Dioxide 

168. ESCITALOPRAM TABLETS I 0 mg 
ESOLEX lO mg 

Each film coated tablet contains: 
Escitalopram Oxalate 
Equivalent to Escitalopram 

169. ESCITALOPRAM TABLETS 20 mg 
ESOLEX 20 mg 

Each film coated tablet contains: 
Escitalopram Oxalate 
Equivalent to Escitalopram 

11 12 mg 
1000 mg 

556mg 
500mg 

25mg 

100mg 

150mg 

1 0mg 

20mg 

f!.� . -...1-,-t (01---t-, '\ 

Roberto C
Comentario en el texto
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170. QUETIAPINE FUMARATE TABLETS 25 mg 
TI QUE PIN ® 25 mg 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

171. QUETIAPINE FUMARATE TABLETS 100 mg 
TIQUE PIN ® 100 mg 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

172. QUETIAPINE FUMARATE TABLETS 200 mg 
TIQUE PIN ® 200 mg 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

173. QUETIAPINE FUMARATE TAB LETS 300 mg 
TIQUE PIN ® 300 mg 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

174. IRBESARTAN TABLETS 75 mg 
I RMEGLOL 75 mg 

Each film coated tablet contains 
Irbesartan 

175. IRBESARTAN TABLETS 150 mg 
IRMEGLOL 150 mg 

Each film coated tablet contains 
Irbesartan 

176. IRBESARTAN TABLETS 300 mg 
IRMEGLOL 300 mg 

Each film coated tablet contains 
Irbesartan 

Ph .Eur 

Ph .Eur 

Ph.Eur 

177. ABIRATERONE ACETATE TABLETS 250 mg 
ATERON 

28. 78 mg 
25mg 

115. 12 mg 
l OO mg 

2 30. 4  mg 
200mg 

345.6 mg 
300mg 

75mg 

150mg 

300mg 
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1 78. QUETIAPINE FUMARATE TABLETS 25 mg 
APEG 025 mg 

Each film coated tablet contains 
Quetiapine Fumarate 
Equivalent to Quetiapine 

179. QUETIAPINE FUMARATE TABLETS 100 mg 
APEGO lOO mg 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

25mg 

100mg 

180. PANTOPRAZOLE GASTRO-RESISTAN T TABLETS 20 mg 
PANTOZYN 20 mg 

Each Gastro-resistant tablet contains 
Pantoprazole Sodium Sesquihydrate Ph.Eur 
Equivalent to Pantoprazole 20 mg 

181 . PANTOPRAZOLE GASTRO-RESISTANT TABLETS 40 mg 
PANTOZYN 40 mg 

Each Gastro-resistant tablet contains 
Pantoprazole Sodium Sesqihydrate Ph .Eur 
Equivalent to Pantoprazole 40 mg 

182. V ALGANCICLOVIR TABLETS 450 mg 
VIREXAN 450 mg 

Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to V alganciclovir 

183. VALGANCICLOVIR TABLETS 450 mg 
V ALHIT 450 mg 

Each film coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

184. LAMIVUDINE TABLETS 1 00 mg 
RIVIRON-100 

Each film coated tablet contains: 
Lamivudine Ph .Eur 

185. LEVOFLOXACIN TABLETS 250 mg 

, �� OLAn '·h Each film coated tablet contains: 
' .. ,. Levofloxacin Hemihydrate 

quivalent to Levofloxacin 

496. 3 mg 
450mg 

496.3 mg 
450mg 

l OO mg 

256.24mg 
250mg fl� 

.... _,.1-+d�CM ...... ,� 
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186. LEVOFLOXACI N TABLETS 500 mg 
Each film coated tablet contains : 
Levofloxacin Hemihydrate 
Equivalent to Levofloxacin 

187. LEVOFLOXACI N TABLETS USP 250 mg 
Each film coated tablet contains: 
Levofloxacin Hemihydrate 
Equivalent to Levofloxacin 

USP 

188. LEVOFLOXACIN TABLETS USP 500 mg 
Each film coated tablet contains: 
Levofloxacin Hemihydrate 
Equivalent to Levofloxacin 

189. IRBESAR TA N  TABLE TS 75 mg 
Each film coated tablet contains : 
Irbesartan 

1 90. IRBESARTA N TABLETS 150 mg 
Each film coated tablet contains: 
Irbesa rtan 

191. IRBESARTA N TABLETS 300 mg 
Each film coated tablet contains: 
Irbesartan 

1 92. AF A TI NIB TABLETS 40 mg 
Each film coated tablet contains: 
Afatinib Dimaleate 
Equivalent to Afatinib 

193. AFATI NIB TABLETS 30 mg 
Each film coated tablet contains: 
Afatinib Dimaleate 
Equivalent to Afatinib 

194. AFATI NIB TABLETS 20 mg 
Each film coated tablet contains: 
Afatinib Dimaleate 
Equivalent to Afatinib 

USP 

512.47 mg 
500mg 

256.24mg 
250mg 

512 . 47 mg 
500mg 

75mg 

150mg 

300mg 

59.12 mg 
40mg 

44.34mg 
30mg 

29.56 mg 
20mg 
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195. TEMOZOLO MIDE CAPSULES 20 m g  
TEMOZ 20 mg 

Each Hard Gelatin capsule contains 
T emozolomide USP 20m g 

196. TEMOZOLOMIDE CAPSULES 100 m g  
TEMOZ lOO mg 

Each Hard Gelatin capsule contains 
Temozolomide USP 100m g 

197. TEMOZOLOMIDE CAPSULES 250 m g  
TEMOZ 250 mg 
Each Ha rd Gelatin capsule contains 

Temozolomide USP 250m g 

198. ROSUVASTATIN TABLETS 5 m g  
ROST S mg 

Each film coated tablet contains 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

199. ROSUVASTATIN TABLETS 40 m g  
ROST 40 mg 

5m g 

Each film coat ed tablet contains 
Rosuvastatin 40m g 
(As Rosuvastatin Calcium) 

200. GLIPIZIDE EXTENDED RELEASE TABLETS 5 m g  
Each e xtended release tablet contains: 
Glipizide 5 m g  

201. OSELTAMIVIR FOR ORAL SUSPENSION 6 m g/ mL 
Each mL contains: 
Oselt amivir Phosphate USP 7 . 882 m g  
Equivalent to Oseltamivir 6 m g  

202. LINEZOLID FOR ORAL SUSPENSION 100 m g/ 5 mL 
Each 5mL contains: 
Linezolid 100m g 

203. 

r reconstitution 40m g 

t1 
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204. LENALIDOMID E CAPSULES 5 mg 
Each hard gelatin ca psule contains 
Lenalidomide 

205. LENALIDOMIDE CAPSULES 10 mg 
Each hard gelatin ca psule contains 
Lenalidomide 

206. LENALIDOMIDE CAPSULES 25 mg 
Each ha rd gelatin ca psule contains 
Lenalidomide 

5mg 

10mg 

25mg 

207. MEMANTINE HYDROC HLORIDE TABLETS 5 mg 
Each film coated tablet contains: 
Memantine Hydrochloride 5mg 

208. MEMANTINE HYDROC HLORIDE TABLETS 10mg 
Each film coated tablet contains: 
Memantine Hydrochloride 10mg 

209. MEMANTINE HYDROC HLORIDE TABLETS 15 mg 
Each film coated tablet contains: 
Memantine Hydrochloride 15mg 

210. MEMANTINE HYDROC HLORIDE TABLETS 20 mg 
Each film coated tablet contains: 
Memantine Hydrochloride 20 mg 

211. ATOVA QUONE 62.5 mg + PROGUANIL HYDROC HLORIDE 25 mg TABLETS 
Each film coated tablet contains 
Atovaquone 
Proguanil Hydrochloride Ph.Eur . 

62.5 mg 
25mg 

212. ATOVA QUONE 250 mg + PROGUANIL HYDROC HLORIDE 100 mg TABLETS 
Each film coated tablet contains 
Atovaquone 
Proguanil Hydrochloride Ph.Eur . 

213. POMALIDOMIDE CAPSULES 1 mg 
Each hard gelatin ca psule con tains 
Pomalidomide 

250mg 
100mg 

1 mg 
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214. POMALIDOMIDE CAPSULES 2 mg 
Each hard gelatin capsule contains 
Pomalidomide 

215. POMALIDOMIDE CAPSULES 3 mg 
Each hard gelatin capsule contains 
Pomalidomide 

216. POMALIDOMIDE CAPSULES 4 mg 
Each hard gelatin capsule contains 
Pomalidomide 

217. DACLATASVIR TABLETS 30 mg 
DACLAHEP 

Each film coated tab let contains 
Daclatasv ir Dihydrochloride 
Equivalent to Daclatasvir 

218. SITAGLIPTIN FILM COATED TABLETS 25 mg 
Each film coated tablet contains: 

2mg 

3mg 

4mg 

30mg 

Sitagliptin 25 mg 
(as Hydrochloride Monohydrate) 

219. SITAGLIPTIN FILM COATED TABLETS 50 mg 
Each film coated tablet contains: 
S itagliptin 50 mg 
(as Hydrochloride Monohydrate) 

220. SITAGLIPTIN FILM COATED TABLETS 100 mg 
Each film coated tablet contains: 
Sitagliptin 100 mg 
(as Hydrochloride Monohydrate) 

221. SITAGLIPTIN AND METFORMIN HYDROCHLORIDE 50 mg/ 850 mg FILM COATED 
TABLETS 
Each film coated tablet contains: 
Sitagliptin (as Hydrochloride 
Metfo rmin Hydrochloride 

50mg 
850mg 

222. SITAGLIPTIN AND METFORMIN HYDROCHLORIDE 50 mg/ 1000 mg FILM 
COATED TABLETS 

50mg 
1000 II).� 

��� 
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bearing No.SO/MN/ AP/2009/F/R. dt:  1 �.1 Z .2009. 

2 23. IBRUTINIB CAPSU LES 140 mg 
Each hard gelatin capsule contains : 
Ibr utinib 

224. CINA CALCET T ABLETS 30 mg 
Each film coated tablet contains: 
Cinacalcet Hydrochloride 

Equivalent to Cinacalcet 

225. AR IPIPRAZOLE T ABLETS 5mg 
Each un coated tablet contains : 
Aripiprazole 

226. TENOFOVIR ALAFENAMIDE TABLETS 2 5  mg 
Each film coated tablet contains: 

140mg 

30mg 

Smg 

Teno fovir Ala fenamide 25 mg 
Equivalent to Teno fovir Ala fen amide Hemi fumarate 28. 043 mg 

227. GEFITINIB T ABLETS 250 mg 
Each film coated tablet contains: 
Ge fitinib 250mg 

228. EFA VIRENZ, LAMIVUDINE AND TENOFOVIR DISOPROXIL FUM AR ATE 
TABLETS 600/300/300 mg 
Each film coated tablet contains: 
E fav irenz USP 
L amivudine USP 
Teno fovir Disoproxil Fumarate 
Equivalent to Teno fovir Disoproxil 

600mg 
300mg 
300mg 
245mg 

229. Olmesartan Medoxomil and Hydrochlorothiazide Tablets 20mg/12.5mg 
Each film coated tablet contains: 
Olmesartan Medoxomil USP 20 mg 
Hydrochlorothiazide USP 12. 5 mg 

230. Olmesartan Medoxomil and Hydrochlorothiazide Tablets 40mg/12. 5mg 
Each film coated tablet contains: 
Olmesartan Medoxomil USP 40 mg 
Hydrochlorothiazide USP 12. 5 mg 

231 . Olmesartan Medoxomil and Hydrochlorothiazide Tablets 40mg/25mg 
Each film coated tablet contains: 

USP 
USP 

40mg 
25 mg 

1 · V-L � .. ..-, '  '""' ' 
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_L. Ois.No. 735/EI/201 9  - Grant of WHO GM P Certificate to M/s. Hctero .La bs Lim ited, Unit-Y, Sv.No.439, 440, 44 1 & 458, 
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bearing No.SO/M N/AP/2009fFIR. dt: 1 9. 1 2.2009. 

232. Olmesartan Medoxomil and Hydrochlorot hiazide Tablets 20mg/12.5mg 
Each film coated tablet contains: 
Olmesart an Medoxomil 
Hydrochlorothiazide 

Ph .Eur 
Ph .Eur 

20mg 
12. 5 mg 

2 33. Olmesartan Medoxomil and Hydrochlorothi azide Tablets 40mg/12. 5mg 
Each film coated tablet contains : 
Olmesartan Medoxomil Ph .Eur . 40 mg 
Hydrochlorothi azide Ph .Eur . 12.5 mg 

2 34. Olmesartan Medoxomil and Hydrochlorothiazide T ablets 40mg/25mg 
Each film coated tablet contains : 
Olmesartan Medoxomil 
Hydrochlorothiazide 

Ph.Eur . 
Ph .Eur . 

2 35. ROSUV ASTATIN CAL CIU M  TABLETS 5 mg 
Each film coated tablet contains: 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

236. ROSUVASTATIN CAL CIU MTABLETS 10mg 
Each film coated tablet contains : 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

2 37. ROSUV ASTATIN TABLETS 10 mg 
RO ST 10 

Each film coated tablet contains: 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

2 38. ROSUVASTATIN CAL CIU M TABLETS 20 mg 
Each film coated tablet contains : 
Rosuvastatin Calcium . 
Equivalent to Rosuvastatin 

2 39. ROSUV ASTATIN TABLETS 20 mg 
RO ST 20 

Each film coated tablet contains : 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

40mg 
2Smg 

5mg 

10mg 

10mg 

20mg 

20mg 

� (� . 'ft l tiYl t' 
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240. ROSU V ASTATIN CA LCIUM TABL ETS 40 mg 
Each film coated tablet contains: 

Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

241. PRASU GR EL TABL ETS 5mg 
Each Film -Coated tablet contains : 

Prasugrel H ydrochloride 
Equivalent to Prasugrel 

242. PRASU GR EL TABL ETS l Omg 
Each Film -Coated tablet contains: 

Prasu grel hydrochloride 
Equivalent to Prasugrel 

243. Mycophenolate Mofetil Capsules 250mg 
Each capsule contains 

Mycophenolate Mo fetil Ph .Eur 

244. Mycophenolate Mofetil Tablets 500mg 
Each Tablets contains 

Mycophenolate Mofetil, Ph. Eur 

245. ABACA VIR TABL ETS 300mg 
Each Film Coated tablet contains 

Abaca vir 

40mg 

5mg 

lOm g 

2 50mg 

SOOmg 

300mg 

246. EFAVIR ENZ, EMTRICITABIN E AND T ENOFOVIR DISOPROXIL FUMARAT E 
TABL ETS 600 mg/200 mg/300 mg 
TRU STIVA 
Each film coated tablet contains: 
Efavirenz 
Emtricitabine 

Tenofovir Disoproxil Fumarate 
Equivalent to Tenofovir Disoproxil 

USP 
USP 

600mg 
200mg 
300mg 
245mg 

247. F EXOF ENADIN E HYDROC HLORID E TABL ETS 180 mg 
FEXOGEN 180 
Each film coated tablet contains: 

Fexofenadine Hydrochloride Ph .Eur . 180mg 
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248. IRBESARTAN AND HYDROCHLOROTHIAZIDE TABLETS 150mg/12.5mg 
IRBIGEN-H 150mg /12.5 mg 

Each film coated tablet contains: 
Irbesa rtan Ph .Eur . 
Hydrochlorothiazide Ph .Eur . 

249. ARIPIPRAZOLE TABLE TS 1 Omg 
DERIPEX 10 

Each tablet contains: 
Aripip razole 

250. ARIPIPRAZOLE TABLETS 15mg 
DERIPEX 15 

Each tablet contains: 
Aripiprazole 

251. TELMISRATAN TABLETS 40mg 
TELCARD 40 

Each tablet contains: 
T elmisartan Ph .Eur. 

252. TELMISRA TAN TABLETS 80mg 
TELCARD 80 

Each tablet contains: 
Telmisartan Ph.Eur . 

253. OLMESARTAN MEDOXOMIL TABLETS 20mg 
OLMICARD 20 

Each film coated tablet contains: 
Olmesartan Medoxomil Ph.Eur . 

254. OLMESARTAN MEDOXOMIL TABLETS 40mg 
OLMICARD 40 

Each film coated tablet contains: 
Olmesartan Medoxomil Ph.Eur . 

255. VALGANCICLOVIR TABLETS 450 mg 
GANCIL 450 

Each Film -Coated tablet contains: 
Valganciclovir Hydrochloride 
Equivalent to Valganciclovir 

150mg 
1 2.5 mg 

10mg 

15mg 

40mg 

80mg 

20mg 

40mg 

496. 3 mg 
450mg 

f\ .� 
.--'fltl')1, � 
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256. 

257. 

258. 

259. 

260. 

261.  

262. 

263. 

OLA NZAPI NE TABLETS Smg 
OLANZA 5 mg 

Each film coated tablet contains: 
Olanzapine Ph.Eur 5mg 

OLA NZAPI NE TABLETS IOmg 
OLANZA lO mg 

Each film coated tablet contains: 
Olanzapine Ph.Eur lO mg 

MO NTELU KAST SODIUM TABLETS lOmg 
MONTIKAR lO 

Each film coated tablet contains: 
Montelukast Sodium Ph .Eur . 
Equivalent to Montelukast lO mg 

LEVOFLOXA CI N  TABLETS 250mg 
LIVA 250 

Each film coated tablet contains: 
Levoflo xacin Hemihydrate 2 56. 24mg 
Equivalent to Levoflo xacin 250mg 

LEVOFLOXA CI N  TABLETS 500mg 
LIVA SOO 

Each film coated tablet contains: 
Levoflo xacin Hemihydrate 512. 47 mg 
Equivalent to Levoflo xacin 500mg 

CLOPIDOGREL TABLETS 75mg 
THINRIN 75 

Each film coated tablet contains: 
Clopidogrel Hydrogen Sulfate Ph.Eur . 

Equivalent to Clopidogrel 75mg 

AMLODIPI NE TABLETS lOmg 
ACT IO 

Each uncoated tablet contains: 
Amlodipine Besilate Ph.Eur 13. 868 mg 
Equivalent to Amlodipine lOmg 

P A NTOPRAZOLE GASTRO RESISTA NT TABLETS 20mg 
PAN 20 

20mg a . � 
. ,-\\1 U'}),-, 
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264. P ANTOP RAZOLE GASTRO RESIST ANT TABLETS 40mg 
PAN 40 

Each gastro resistant tablet contains : 
Pantop razole Sodium Sesquih ydrate Ph .Eur . 
Equivalent to Pantopr azole 40mg 

265. AMLODIPINE TABLETS 5 mg 
CA RZODINE 5 

Each uncoated tablet contains: 
Amlodpine Besilate Ph .Eur . 6. 934mg 
Equiva lent to Amlodipine 5mg 

266. AMLODIPINE TABLETS lOmg 
CARZODINE 10 

Amlodpine Besilate Ph.Eur . 13. 869mg 
Equivalent to Amlodpine l Omg 

267. IRBESARTAN TABLETS 150 mg 
WIN SART AN 150 

Each film coated tablet contains: 
Irbesartan Ph .Eur 150mg 

268. IRBESARTAN TABLETS 300 mg 
WIN SARTAN 300 

Each film coated tablet contains: 
Irbesartan Ph.Eur 300mg 

269. Clopidogrel Tablets 75 mg 
CLOVAX 75 

Each film coated tablet contains: 
Clopidogrel H ydrogen Sulfate Ph .Eur 
Equivalent to Clopidogrel 75mg 

270. SILDENAFIL CITRATE TABLETS 25 mg 
HETAGRA-25 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equiva lent to Sildena fil 25mg 

271. SILDENAFIL CITRATE TABLETS 50 mg 
HETAGRA-50 

E ach film coated tablet contains: 
Ph .Eur . 
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L.Ois.No. 735/El/20 1 9  - Grant or WHO GM P Certificale to M/s. H etero Lnbs Limited, Uoit-V, Sv.No.439, 440, 441 & 458, 
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272. SILDENAFIL CITRATE TABLETS 100 mg 
HETAGRA-100 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

273. SI LDENAFIL CITRATE TABLETS 25 mg 
SILDENAFILORIFARM 25 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

Ph.Eur . 

274. SILDENAFIL CITRATE TABLETS 50 mg 
SILDENAFILORIFARM 50 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

Ph .Eu r. 

275. SILDENAFIL CITRATE TABLETS 100 mg 
SILDENAFILORIFA RM 100 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

276. SILDENAFIL CITRATE TABLETS 25 mg 
SILDENOVA 25 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equivalen t to Sildena fil 

277. SILDENAFIL CITRATE TABLETS 50 mg 
SILDENOV A 50 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

278. SILDENAFIL CITRATE TABLETS 100 mg 
SILDENOV A 100 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

100mg 

35. 12 mg 
2Smg 

70.24mg 
50mg 

140. 48mg 
100mg 

35. 12 mg 
25mg 

70. 24mg 
50mg 

140.48mg 
100mg 

1\ .�, 
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279. SILDENAFIL CITRATE TABLETS 25 mg 
SIFE 25 mg 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

280. SILDENAFIL CITRATE TABLETS 50 mg 
SIFE 50 

Each film coated tablet contains: 
Sildena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

281. SILDENAFIL CITRATE TABLETS 100 mg 
SIFE 100 

Each film coated tablet contains: 
Sild ena fil Citrate 
Equivalent to Sildena fil 

Ph .Eur . 

282. SILDENAFIL CITRATE TABLETS 25 mg 
GIAGRA 25 

Each film coated tablet contains: 
Sildena fil Citrate 
Equivalent to Sildena fil 

Ph .Eur. 

283. SILDENAFIL CITRATE TABLETS 50 mg 
GIAGRA SO 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

284. SILDENAFIL CITRATE TABLETS 100 mg 
GIAGRA lOO 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

285. SILDENAFIL CITRATE TABLETS 25 mg 
CAMA STIL 25 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

35.12 mg 
25mg 

70. 24mg 
50mg 

140. 4 8mg 
100mg 

35. 12 mg 
25mg 

70.24mg 
50mg 

140. 48mg 
l OO mg 

35. 12 mg 
25mg 
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286. SILDENAFIL CITRATE TA BLETS 50 mg 
CAMA STIL SO 

Each film coated tablet contains : 
Si ldena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

287. SILDE NAFIL CITRATE TABLETS 100 mg 
CAMA STIL 100 

Each film coated tablet contains: 
Sildena fil C itrate 
Equivalent to Sildena fil 

Ph.Eur. 

70.24mg 
SO mg 

140.48mg 
lOO mg 

288. ABACA VIR AND LAMIVUDI NE TABLETS 600/300 mg 
Each film coated tablet contains: 
Abaca vir 
Lamivudine Ph.Eur .  

600mg 
300mg 

289. LAMIVUDI NE AND ZIDOVUDINE TABLETS USP 150/300 mg 
LAVUZID 

Each film coated tablet contains 
Lamivudine 
Zidov udine 

USP 
USP 

150mg 
300mg 

290. LAMIVUDI NE AND ZIDOVUDI NE TABLETS 150/300 mg 
LAZID 150/300 mg 

Each film coated tablet contains: 
Lamivudine 
Zidovudine 

Ph .Eur.  
Ph .Eur .  

lSOmg 
300mg 

291. ABACA VIR SULFATE & LAMIVUDI NE TABLETS 600mg/300 mg 
ABCAR-L 600/300 

Each film coated tablet contains: 
Abacavir Sulfate 
Equivalent to Abacavir 
Lamivudine 

292. ARIPIPRA ZOLE TABLETS 10 mg 
ARIPIFY 10 

Each tablet contains: 
Aripiprazole 

USP 

USP 
600mg 
300mg 

10mg 

10mg 

n,� . r-'f\1 ifr h 
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294.  ESCI TALOPRAM TABLE TS 10 mg 
E SILEX 10 

Each film coate d tablet s contain s: 
E scitalopram Oxalate 
Equivalent to E scitalopram 

295. CELECOXIB CAPSULES 200 mg 
Each cap sule contain s: 
Celecoxib Ph .Eur 

296. CELECOXIB CAPSULES 200 mg 
SIBREX 200 

Each c apsule contain s: 
Celecoxib Ph .Eur 

lOmg 

200mg 

200mg 

297. ABACA VIR SULFA TE & L AMI VUDI NE TABL ETS 600/300 mg 
ABALAM 

Each film coated tablet contain s: 
Abacavir Sul fate 
Equivalent to Abacavir 
Lamivu dine 

USP 

USP 
600mg 
300mg 

298. MYCOPHENOLATE MOFETIL CAP SULE S U SP 250 mg 
Each cap sule contain s 
Mycophenolate Mo fetil USP 250 mg 

299. MYCOPHENOLATE MOFETIL TABLET S U SP so_o mg 
Each tablet contain s 
Mycophenolate Mo fetil USP 500 mg 

300. RO SUVA STATIN CALCIUM TABLET S 5 mg 
Each film coate d tablet contain s: 
Ro suva statin Calcium 
Equivalent to Ro suva statin 

301. RO SUVA STATIN CALCIUM TABLET S 10 mg 
Each film coate d tablet contain s: 
Ro suva statin Calcium 
Equivalent to Ro suva statin 

302. RO SUVA STATIN CALCIUM TABLET S 20 mg 

5mg 

lO mg 

Each film coate d tablet contain s: �'1\,JLAr '' �� suva sta ti n  Calcium 

ifi.�Y., E�ivalent to Ro suva statin 

\ 
' 

HtDER/\DA,D � 
JD(FAC) • 

NTOi \� 

20mg 

�· � �\.lf/'}-t\� 
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303. ROSUVA STATIN CALCIUM TABLET S 40 mg 
Each film coated tablet contains : 
Rosuvastatin Calcium 
Equivalent to Rosuvastatin 

304. EP RO SA RT AN TABLET S 400 mg 
Each film coated tablet contains: 
Eprosartan Mesylate 
Equivalent to Eprosartan 

305. EPRO SARTAN TABLET S 600 mg 
Each film coat ed tablet contains: 
Eprosartan Mesylate 
Equivalent to E prosart an  

306. QUETIAPINE FUMARATE TABLET S 25 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 

307. QUETIAPINE FUMARATE TABLET S 100 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 

308. QUETIAPINE FUMARATE TABLET S 200 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 

309. QUETIAPINE FUMARATE TABLET S 300 mg 
Each film coated tablet contains: 
Quetiapine Fumarate 

Equivalent to Quetiapine 

310. OLANZAPINE TABLET S 5 mg 
Each film coated tablet contains 
Olanzapine Ph .Eur . 

311.  OLANZA PINE TABLET S 7.5 mg 
Each film coated tablet contains 

Ph .Eur . 

40mg 

400mg 

600mg 

2 8.78mg 
25mg 

115. 12mg 
lOOmg 

230. 24mg 
200mg 

345. 36 mg 
300mg 

Smg 

7. 5mg 
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312. OLANZA PINE TABLET S 15 mg 
Each film coated tablet contains 
Olanzapine Ph .Eur . 15mg 

313. FEXOFENADINE HYDROCHLORIDE TABLET S 180 mg 
Each film coated tablet contains: 
Fexofenadine H ydrochloride Ph.Eur . 180 mg 

314. SILDENAFIL CITRATE TABLET S 25 mg 
Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

315. SILDENAFIL CITRATE TABLET S 50 mg 
Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 
Equivalent to Sildena fil 

316. SILDENAFIL CITRATE TABLET S 100 mg 
Each film coated table t contains: 

Sildena fil Citrate Ph .Eur . 
Equivalent to Sildena fil 

317. SILDENAFIL CITRATE TABLET S 20 mg 
Each film coated table t contains 
Sildena fil Citrate 
Equ ivalent to Sildena fil 

318. CLO PIDOGREL TABLET S 75mg 
Each film coated tablet con tains: 
Clopidogrel H ydrogen Sulfate Ph.Eur . 

Equivalent to Clopidogrel 

35. 12 mg 
25m g 

70. 24mg 
50mg 

140. 48 mg 
l OO mg 

20mg 

75mg 

319. RABEPRAZOLE SODIUM DELAYED RELEASE TABLETS 10 mg 
Each Dela yed Release tablet contains 
Rabeprazole Sodium 1 0 mg 

320. RABEPRAZOLE SODIUM DELAYED RELEASE TABLETS 20 mg 
Each Dela yed Release tablet contains 
Rabeprazole Sodium 20 mg 
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322. ENTECA VIR TABLETS 1 mg 
Each film coated tablet contains 
Ent ecavir (as monohydrate) 

323. OLMESARTAN MEDOXOMIL TABLETS 5 mg 
Each Film -Coated tablet contains: 

Ol mesartan Medoxomil USP 

324. OLMESARTAN MEDOXOMIL TABLETS 20 mg 
Each Film -Coated tablet contains: 
Olmes artan Medoxomil USP 

325. OLMESARTAN MEDOXOMIL TABLETS 40 mg 
Each Film - Coated tablet contains: 
Olmesartan Medoxomil USP 

326. CELECOXIB CAPSULES 100 mg 
Each capsule contains: 
Celecoxib 

327. PERINDOPRIL TABLETS 8 mg 
Each tablet contains : 
Perindopril tert -Butyl amine 
Equivalent to Perindopril 

Ph .Eur . 

Ph .Eur 

1 mg 

5mg 

20mg 

40mg 

100mg 

8mg 
6.676mg 

328. VALACYCLOVIR HYDROCHLORIDE TABLETS USP 500 mg 
Each film coated tablet contains : 

Valacyclovir Hydrochloride USP 556 mg 
Equivalent to Valacyclovir 500 mg 

329. VALACYCLOVIR HYDROCHLORIDE TABLETS USP 1000 mg 
Each film coated tablet contains 
Valacyclovir Hydrochloride USP 1112 mg 
Equivalent to Valacyclovir 1000 mg 

330. EFA VIRENZ TABLETS USP 600 mg 
Each film coated tablet contains 
Efavirenz USP 600mg 

331. DONEPEZIL HYDROCHLORIDE TABLETS USP 5 mg 
Each film coated tablet contains: 
Done pezil Hydrochloride USP 5 mg 

· c;  
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332. DONEPEZIL HYDROCHLORIDE TABLETS USP 10 mg 
Each film coated tablet contains: 
Donepezil Hydrochloride USP 10 mg 

333. ENTECAVIR TABLETS 0.5 mg 
TECAVIR O.S 

Each film coated tablet contains: 
En tecavir 

334. ENTECAVIR TABLETS 1 mg 
TECAVIR l 

Each film coa ted tablet contains: 
Entecavir 

335. ABALAM 
(Abacavir Sulfate & Lamivudine Ta blets 600m g/300 mg) 

Each film coated tablet contains: 
Abacavir Sulfate 
Equivalent to Abacav ir 
Lamivudine 

USP 

USP 

0. 5mg 

1 mg 

600mg 
300mg 

336. MONTELUKAST SODIUM PAEDIATRIC C HEW AB LE TABLETS 4 mg 
WINMON 

Each tablet contains: 
Montelukast Sod ium 
Equivalent to Montelukast 

Ph .Eur 
4mg 

337. MONTELUKAST SODIUM PAEDIATRIC C HEWABLE TABLETS 5 mg 
WINMON 

Each Che wable tablet contains: 
Montelukast Sodium 
Equivalent to Montelukast 

Ph .Eur 

338. MONTELUKAST SODIUM TABLETS 10mg 
WINMON 

Each film coated tablets contains 
Montelukast sodium 
Equivalent to Montelukast 

339. ENTECAVIR TABLETS 0. 5 mg 
BENVIR Film Coated tablets O.Smg 

Each film coated tablet contains: 

Ph .Eur 

5mg 

10mg 

0.5mg 
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340. ENTECA VIR TABLETS 1 mg 
BENVIR Film Coated tablets lmg 

Each film coated tablet conta ins: 
Entecav ir 1mg 

341. V ALGANCICLOVIR TABLETS 450 mg 
XANVOR Film coated tablets 450 mg 

Each film coated tablet conta ins: 
V alganc iclov ir Hydrochlor ide USP 496.3mg 
Equ ivalent to Valganc iclov ir 450mg 

342. ABACA VIR SULFATE & LAMIVUDINE TAB LETS 600 m g/300 mg 
ABCAR-L 600/300 

Each film coated tablet contains: 
Abacav ir Sulfate USP 
Equ ivalent to Abacav ir 600mg 
Lam ivud ine USP 300mg 

343. OLANZAPINE TABLETS 2.5 mg 
OLANTERO 2.5 mg 

Each film coated tablet conta ins: 
Olanzap ine Ph.Eur. 2 .5mg 

344. OLANZ APINE TABLETS 5 mg 
OLANTERO 5 mg 

Each film coated tablet conta ins: 
Olanzap ine Ph.Eur. 5mg 

345. OLANZAPINE TABLETS 10 mg 
OLANTERO lO 

Each film coated tablet conta ins: 
Olanzap ine Ph .Eur . 10mg 

346. OLANZAPINE TABLETS 15 mg 
OLANTERO 15 mg 

Each film coated tablet conta ins: 
Olanzap ine Ph .Eur . 15mg 

347. Donepez il Hydrochlor ide Tablets 5 mg 
DEMIZEPT S 

Each film coated tablet conta ins 
Donepez il Hydrochlor ide USP 5mg 

rt · 
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348. Donepezil Hydrochlo ride Tablets 10 m g  
DEMIZEPT 10 

Each film coated tablet contains 
Donepezil Hydrochlo ride U SP 

349. Escitalopram Tablets 10 m g  
ALVODEP 10 

Each film coated tablet contains: 
Escitalopram Oxa late 
Equivalent to Escitalopram 

350. Escitalopram Tablets 20 m g  
ALVODEP 20 

Each film coated tablet contains: 
Escitalopram Oxalate 
Equivalent to Escitalopram 

351. Aripiprazole Tablets 10 m g  
ALVOPIP 10 

Each tablet contains 
Aripiprazole 

352. Aripiprazole Tablets 15 m g  
ALVOPIP 15 

Each tablet contains 
Aripiprazole 

10m g 

10m g 

20m g 

10mg 

15m g 

353. Al fuzosin Hydrochloride Extended Release Tablets 10 m g  
UROZEEN 10 

Each tablet contains: 
Al fuzosin Hyd rochlo ride 

354. Levofloxacin Tablets 500 m g  
CIDIQUIN 500 

Each film coated tablet contains: 
Levo floxacin Hemihydrate 
Equivalent to Levo floxacin 

Ph .Eur . 

355. SILDENAFIL CITRATE TABLET S 50 m g  
FREEXA 50 

Each film coated tablet contains: 
Sildena fil Citrate Ph.Eur . 

10m g 

512.47 m g  
500m g 

70.24m g 
50m g 

(!,�� 
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356. SILDE NAFIL CITRATE TABLETS 100 mg 
FREEXA 100 

Each film coated tablet contains: 
Sildena fil citrate 
Eq . to 'Sildena fil 

357. LAMIVUDIN E TABL ETS 100 mg 
Each film coated tablet contains: 

L amivudine 

Ph .Eur . 

Ph .Eur 

1 40. 48 mg 
100mg 

100mg 

358. P A NTOPRAZOLE SODIUM DELAYED RELASE TABLE TS US P 20 mg 
PANTIN 20 

Each delayed release tablet contains: 
Pa ntoprazole sodium Sesquihydrate USP 
Equivalent to Pantoprazole 20mg 

359. PANTOP RAZOLE SODIUM DELAYED RELAS E TABLETS US P 40 mg 
PANTIN 40 

Each delayed rele ase tablet contain: 
P antoprazole sodium Sesquihydrate USP 
Equivalent to Pantoprazole 

360. QUETIAPINE FUMARATE TABL ETS 150 mg 
QUTERO 150 

Each film coated tablet contains 
Quetiapine Fumarate 

Equivalent to Quetiapine 

361. LI NEZOLID TABLETS 600 mg 
LINEZOLE 600 mg 

Each film coated tablet contains: 
Linezolid 

362. ROSUVASTATIN TABLETS 5mg 
CAROZA 5 

Each film coated tablet contains: 
Rosuvastatin 
(As Rosuvastatin Calcium) 

363. ROSUVASTATIN TABLETS 10mg 
CAROZA 10 

Each film coated tablet contains: 
Ro suvas tat in 

s Rosuvastatin Calcium) 

40mg 

172. 68 mg 
150mg 

600mg 

5mg 

l Omg 

'l �, �  
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364. ROS UVASTATIN TABLETS 20 mg 
CAROZA 20 

Each film coat ed tablet contains: 
Rosuvastatin 20mg 
(As Rosuvastatin Calcium) 

365. ROSUV ASTATIN TABLETS 40 mg 
CAROZA 40 

Each film coated tablet contains: 
Rosuvastatin 40mg 
(As Rosuvastatin Calcium) 

366. LACOSAMID E TABLETS 50 mg 
LACOX SO 

Each film coated tablet contains: 
Lacosamide 50mg 

367. LACOSAMIDE TABLETS lO Omg 
LACOX lOO 
Each film coated tablet contains : 

Lacosamide lOOmg 

368. LACOS AMIDE TABLETS 150mg 
LACOX lSO · 
Each film coated tablet contains: 

Lacosamide 150mg 

369. LACOSAMIDE TABLETS 200mg 
LACOX 200 · 

Each film coated tablet contains : 
Lacosamide 200mg 

370. PIOGLITAZONE HYDROCHLORIDE TABLETS 15 mg 
Each tablet contains: 
Pioglitazone Hydrochloride 
Equivalent to Pioglitazone 15 mg 

371. PIOGLITAZONE HYDROCHLORIDE TABLETS 30 mg 
Each tablet contains: 
Pioglitazone Hydrochloride 
Equivalent to Pioglitazone 30 mg 
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372. PIOGLITAZONE HYDROCHLORIDE TABLETS 45 mg 
Each tablet contains: 
Pioglita zone Hydrochloride 
Equiva lent to Pioglita zone 45 mg 

373. ACYCLOVIR TABLETS USP 400 mg 
Each tablet contains: 
Acyclovir USP 

374. ACYCLOVIR TABLETS USP 800 mg 
Each tablet contains: 
Acyclovir 

375. CELECOXIB CAPSULES 100 mg 
Each capsule contains: 

USP 

400mg 

800 mg 

Celecoxib 100 mg 

376. CELECOXIB CAPSULES 200 mg 
Each capsule contains: 
Celecoxib 200 mg 

377. PERINDOPRIL ERBUMINE TABLETS 8 mg 
Each tablet contains: 
Perindopril Erbumine 8 mg 

378. DONEPEZIL HYDROCHLORIDE TABLETS 5 mg 
Each film coated tablet contains: 
Donepe zil Hydrochloride USP 5 mg 

379. DONEPEZIL HYDROCHLORIDE TABLETS 10 mg 
Each film coated tablet contains : 
Donepe zil l O mg 

380. Efavirenz, Emtricitabine & Tenofovir Disoproxil Fumarate Tablets 600mgl 

200 mg/ 300 mg 
Each film coated tablet contains: 
Efaviren z 
Emtricitabine 
Tenofovir Disoproxil fumarate 

Equivalent to Tenofovir Disoproxi l 

USP 600mg 
200mg 
300mg 
245mg 

Roberto C
Comentario en el texto
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388. Famcic lovir Tablets 250 mg 
PENVIR 250 

Each film coated tablet contains 
Famciclovir 

389. Famciclovir Tablets 500 mg 
PENVIR 500 

Each fi lm coated tablet contains 
Famciclovir 

390. Famciclovir Tablets 750 mg 
PENVIR 750 

Each film coated tablet contains 
Famciclovir 

391. Montelu kast Sodium Paedia tric Che wable Tablets 4 mg 
MONTE-H 4 

Each tablet contains 
Montelu kast Sodium 
Equivalent to Montelu kast 

392. Montelu kast Sodium Paediatric Che wable Tablets 5 mg 
MONTE-H 5 

Each tablet contains 
Montelu kast Sodium 
Equivalent to Montelu kast 

393. Montelu kast Sodium Tablets 10 mg 
MONTE-H lO 

Each film coated tablet contains 
Montelu kast Sodium 
Equivalent to Montelu kast 

250mg 

500mg 

750mg 

4mg 

5mg 

10mg 

394. Zidov udine , Lamivudine and Nevirapine Tablets 300mg/150mg/200mg 
ZIDOLAM-N 

Each film coated tablet contains: 
Zido vudine 
Lamivudine 
Nevirapine 

USP 
USP 
USP 

395. LEVOFLOX ACIN TABLETS 500 mg 
HETLOX-500 

Each film coated tablet contains: 
\IP lL AD.:· L fl. . H 'h d ·\ ; I , . e vo · o xac tn em t y rate 

300mg 
150mg 
200mg 

512. 47 mg 

fl uivalent to Levoflo xacin 500mg 
( 
,, 
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396. LET ROZOLE TABLETS USP 2.5 mg 
Each film coated tablet conta ins: 
Letrozole USP 

Manufac turer 

When applicable 

2. 5 mg 

Mls. Hetero Labs Limited Unit-V 
Sy.No . 439, 440, 441 & 458 
TSII C Fo rmula tion SEZ , Polepally Village ,  
Jadcherla Manda i, M ahaboobn agar Dis tric t ,  

Telangana State , India . 

Placing the p roduc t on the marke t as 
de tailed above . 

I t  is cert ified tha t these products has been au tho rized to be placed on the marke t for use in 
the coun try and export ing countr ies . 

Dr ug Licence No . 50/MN/AP/2009/F� dt: 19.12.2009 
in Form- 25. 

The firm M/s. Hetero Labs Limited Unit-V, Sy .No .439, 440, 441 & 458, TSII C 
Fo rmula tion SEZ , Polepally Village , Jadche rla Manda i, Mahaboobn agar District , Telangana S tate , 
India was jointly inspec ted by Mr . V .  An janeya Mi t hra , Dr ugs Inspec tor , CDS CO Zonal Of fice , 
S .R .Nagar , Hydera :bad and Dr . B .  Laks hmi Narayana , Dr ugs Inspector , Dr ugs Con trol 
Administra tion , Telangana , Hyderabad from 24.06.2019 to 26.06. 2019. 

The manufac turer confo rms to requiremen t for Good Manufacturing Practices in the 
manufac turing and qual ity control (As recommended by the World Health Organization) in 
respect of the produc ts men tioned above (Three Hundred and Ninety Six) for Export in the 
in te rna tional market . 

This Certi ficate is valid for a period of Three years from the da te of issue. 

To 
Mls. HETERO LABS LIMITED Unit-V 

Sy . No .439, 440, 441 & 458 
TSII C Fo rmulation SEZ , Pole pally Village 
Jadcherla Manda i, M ahaboobnagar D is tr ict 

Telangana S ta te ,  India 

[1 . �, 
Dr.B.VENKATESWARL 

Joint Director (FAC) & Licensing Authority 




