GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

L.Dis. No. 4797/P&B/2019 Dated: 3] -p822019

From: To

M B R Prasad, M.Pharm, M.Phill, A.IC. Dr.Reddy’s Laboratories Ltd,
Director & Licensing Authority, CTO-V],

O/o. The Director General, APIIC Industrial Estate,
Drugs Control Administration, Pydibhimavaram,
Chuttugunta, : Ranasthalam Mandal,
Guntur-522 004. Srikakulam District,

Andhra Pradesh-532 409,

Sir,
Sub:-  Drugs and Cosmetics Act, 1940 and Rules made thereunder — Issue of World Health
Organization Good Manufacturing Practice Certificate — Reg.

Ref:- 1. Your applications dated: 26.1 1.2018, 03.01.2019, 25.02.2019 and 23.05.2019,
2. Joint Inspection dated 20.08.2019 and 21.08.2019.
3. Ltr.No 5-6(031-A4)/2019/3536 dt 28.08.2019 of the Deputy
Drug Controller (India) CDSCO, Zonal Office Hyderabad.

sekok

I forward herewith W.H.O. Good Manufacturing Practice Certificate for the products mentioned
by the Joint Inspection team consisting of Officers of Drugs Control Administration, Andhra Pradesh,

INDIA for Export purpose.

This certificate is valid for a period of Three years from the date of issue.
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GOVERNMENT OF ANDHRA PRADESH
DRUGS CONTROL ADMINISTRATION

Office of the Director General,
Drugs control Administration,
Chuttugunta,

Guntur-522 004.

L.Dis. N0.4797/P&B/2019 Date:)_l -p8-2019
CERTIFICATE OF PHARMACEUTICALS PRODUCTS FOR EXPORT
S.No Name of the product

I Eshcarbalepme Acetate 1H - —

2. Sugammadex Sodium IH
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3. ' Mu-abegron Amorphous [H

-
: 4, b]taglxptm Hydrochlorlde monohydrate TH
|
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55 ' Sertraline Hydrochloride [H

6. Sertraline Hydrochloride Ph.Eur

7. Sertraline Hydrochloride USP

|
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8. T()lterodmc Tartrate TH

9, Nuatldme USP

10. Nizatidine Ph.Eur.

11. Olmesartan Medoxomil IH

12, Olmesartan Medoxomll USP

13, Irbesaltan USP

14. | _Irbesartan IH [

N

15, | Irbesartan Ph Eur.
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16, | Divalproex Sodium IH !

17, | Divalproex Sodnum USP

|

18, |P10g,11tazone Hydrochlondc III
| |
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19. Ploglltazone Hydrochlorlde usP

l‘ Quetiapine Fumarate TH
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1..Dis. No. 4797/P&1B/2019
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I 22 [Lansoprazole USP

23. | Slld(.naﬁl citrate IH

24, | S]Idenafl Citrate USP

25. Sildenaﬁl Citrate Ph.Eur.

26, Amtolmetm Guacil [H

27. [Levetu'acetam IH

28. ’ Levetiracetam Ph.Eur. [

pe——————— = i

29. | Levetiracetam USP 5

30, Voriconazole TH

— === =

31z Voriconazole USP

|32, Vorlconazolc Ph.Eur.

33, Lelrozole USP

34, |1, ctrozo]e Ph Eur

36_. ValsartanUSP

37. Valsartan Ph.Eur,

.38, Esomeprazole Magnesmm Amorphous IH

i 39. Esomeprazole Magnesium Trlhydrate Ph.Eur,

| 40, IPa]onosetron Hydrochloride IH

41, Candesartan Cilexetil IH

42, Candesartan C11exet11 Ph Eur

43, | Candesartan Cilexetil USP

44, i Oxaprozin [H

45. | Oxaprozin USP

”g, (;Jrc‘zfr,-_\ | Ritonavir USP
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L.Dis. No. 4797/P&1B/2019

W GMIP CERTIEICA T APTRI WWETDEOE L1 PRODICES PO N O ey s Uitbioraories Liniled, CT0-V1L APHC Industrial Bstate,

Pydibhunpyatn. Ragistholys Maodol, Scikokutong Distier, Andben Peadlesh
Form-25 dated 14111991 Vi :Ihl!w up to 31,12.2022.

48, ! Valganciclovir Hydrochloride IH
49, | Valganciclovir Hydrochloride USP
50. Abacavnr IH

51, | Lscxtalopram Oxalate [H

52. | Esutalopram Oxalate USP

53, Eszoplclone IH
54, Lenalidomide TH

55, Fluconazole USP

S6. Huconazole Ph.Eur,

57. Fluconazole IH

58. Desloratadine IH

| 59 || Naratnptan Hydrochlorlde USP

I[ e

60. Naratnptdn Hydrochlorlde TH

61. Bendamustine Hydrochlor1de IH

‘ e —

62. !Dec1tabme IH

|63, |Ranolazine IH

64. ‘ Pallperldone Palmitate IH

‘ 65. | Cinacalcet Hyd1 ochlorlde IH

| r

66. Rasagllme Mesylate IH

| — 1 - — il

| 67. | Ibandronate Sodium Monohydrate IH

68. ' Febuxostat IH

69. Quetlapme Fumarate Ph. ELll

70, Quetxapme Fumarate USP

71. Capecnabme IH

5%& Capecitabine USP
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L Dis. No. 4797/P&B/2019

VP U AT ‘F[]'I\I.IJIHJ [ PROCHCTS TO NG 1 Reddy

74. ! Granisetron IH

75. Glatiramer Acetate TH

76. ! Sitagliptin Hydrochloride IH
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75 Dablgatran Etexilate Mesylate IH

78. l icagrelor IH

79. | Pemetrexed Ditromethamine IH
— 1

80. iVllazodone Hydrochlorlde IH

81. ‘ Bivalirudin IH
—- =
82. | I:nzalutamlde IH

83. ]i Lsomeprwolc Magnesmm Trihydrate IH

|
84. Esomeprazolc Magnes1um USP

85, Prasugrel (Base) IH

86. Mmbegron IH

87.  Agomelatin Phosphorxc a01d H—I

88. .| Rivaroxaban IH

89, Cabazitaxel IH

90. | Lmaghptm IH
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91. :Anastrozole USP

92. | Anastrozole Ph.Eur

e

93. 'Anaslrozole IH

94.  Duloxetine Hydrochloride USP

95. Duloxetme Hydroch]orlde IH

96. ‘Udenaﬁl IH

L 97, ‘Nategllmde IH

98. Pdllpcndone IH

P *1,'1. ' Olmesartan Medoxomll Ph.Eur
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101. | Prasugrel IIydlochlorlde IIl

|
102 | Ezetimibe 1H

- 103. Ibandronate Sodium 11

104, Metaraminol Bitartrate [H

[ 105 Rlvasllgmmc TH

; 106. | Sitagliptin Phosphate IH
: 107. | Solifenacin SLICC:I’;;C I_I‘-I
| 108. | I urasidoripe. I-I-ydr-oclii-ol.r-i-de IH
109, Fmgollmod Hyd1ochlor1de IH

110. /\senapme Malcate [H

Rdsagllme Hemi Tartrate IH .

(111 Products Only)

M/s Dr Reddy’s Laboratories Limited.,
CTO-VI,

APIIC Industrial Estate,
Pydibhimavaram,

Ranasthalam Mandal

Srikakulam District,

Andhra Pradesh-532 409,

INDIA.

Manufacturer

Placing the product on the market as detail
below :

When applicable

It is certified that the above products have been authorized 10 be placed on the market (or
usc in the Country. '

Drug Licence Nos.

—
-r -

Validity up to 31.12.2022. =

It is also certified that (a) the manufacturing plant in which the products arc
subject 1o inspection at suitable intervals,

The Unit M/s.Dr Reddy’s Laboratories Lid., at the premises situated at M/s Dr RedNy
Laboratories Limited, CTO-V], APIIC Industrial Estalc JLydibhimavaram,Ranasthalam Mand®s
Srikakulam District, Andhra Pradesh-532 409, NDIA., was inspecled jointly by

o, < Mu.R.Srinivasan, ADC(I),CDSCO, Visakhapatnam, Mr A.Lavanya , Drugs Inspector, Diugs

< ol Administration, Srikakulam of this Department.
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L.Dis. No. 4797/P&B/2019

WO GAL CLRIPFC AT APPRONVED FOR L] PROIEICTS
Jredilbinmy o, Rapasthidina Maodul, Sekikalom Enstoen, A
Fuorm 35 dited VLTTT990 Valitily up 1o 31.12.2022,

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 (111 Products) for export in the international market.

This certificate is valid for a period of Three years from the date of issue.

P Yours faithfully
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M/s Dr Reddy’s Laboratories Limited.,
CTO-V],

APIIC Industrial Estate,
Pydibhimavaram,

Ranasthalam Mandal

Srikakulam District,

Andhra Pradesh-532 409,

INDIA.
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