No: WHO-GMP/ZZS(?JLSZI
Commissioner

Food & Drugs Control Administratior
Gujarat State, Dr. Jivraj Mehta Bhavaf,
Block No.8, ]:‘ floor, Gandhinagar

Date v '
O3FEB 208\

To,

M/s. MACLEODS PHARMACEUTICALS LTD.,

\_/I}QT NO 2209, G.LD.C. INDUSTRIAL ESTATE,
AT & POST: SARIGAM, TAL- UMBERGAON

SARIGAM -396 155

DIST.- VALSAD

Sub +- Drugs & Cosmetics Act, 1940 & Rules thereunder.,
- Issue of copies of WHO-GMP Certificate

_'rewith World Health 5rgamsation Good Mmmfacturmg ’Pract:ces Certn“ cate (WHO-GMP) in ONE copy

;as 'desnred by you

Yours faithfully,

Food & Drugs Control Adiinimaon
. No: WHO-GMPP3O13852 /B Gandhinagar Date
Administration
BRATIK RALE
o v«(m CUTIVE
o ; & Au*hqri-md Signatory
RAMESH CHA RATIWARI \ “iim'rw chepy ergandinduslyy
ADVOCATE & NOTARY = Date. ? ...... 08607 | AE
; e o NOT Bl “'8 FEB 2023 RAT\K R
3. 129, AWing, Apph Ekta Hsg. Soc. W

Nav Pada M urf" Maka, A. K. {”rs*f
Andhen {£), N umbal 400 059
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Jfood & Brugs Control dministration
BLOCK NO. 3,13 FLOOR, Dr.JIVRAJ MEHTA BHAVAN,
GANDHINAGAR, GUJARAT STATE. INDIA .FPIN: 382010

ficate No. : 230'!3852

. 7 .
!/ |
i the basis of the inspection carriec

} _#that the site indicated on this c:ert%e

_fo*r the dosage forms, categorit

1/2022 & 06/01/2023 we certify
Good Manufacturing Practices

MACL DS PHARMACEUiIé&QSfLib._

I Name & Address of sito:
-,c"i ;_@;ﬂ;'g;“

2 Manufacturer’s

- number ;

Activity (ies)

‘Manufacturer

g

The responsibility for the quality of the . md’wwfua[ batches of the pﬁm‘maceuﬁc‘a!’
products manufactured through this process lies with the manufacturer.

This certificate remains valid until 22/01/2028.1t becomes invalid if the activities and
/or categories certified fierewith are changed or 1f the site is 1o [onger considered to be
in compliance with GMP

?
Format of this certiﬁcate is asi:er Ws{o TRS No. 5908 of 2003.

; %
& : : %g § i*:%n“
Hl| No. 8, 15T floor, Dr. Jivra; Meh: ,- e .
- B} Gandhinagar, Gujarat btate, India “ Pm  Name & _ﬁmctwn of : (Dr, 3 JC()SMA)
;.‘382010 rewomlﬁfe?ersm : Cq, issioner:

' '_;'Emazf .%%gomfdba@gzyamtn

Phone 91%9-2325@4@?}‘ ax : Wg1~79»~232—53490

Date  : 23/01/2023..




Licence in Form No.: 25 & 28

1. Amino Salicylate Sodium
2. Aripiprazole
3 Atazanavir Sulphate
4, Atomoxetine Hydrochloride
5 Atorvastatin Caleium
6. Atorvastatin Calcium Trihydrate
7. Canagliflozin
8. Candesartan Cilexetil
9, Carbimazole :
10, Carve ;_:tam.sahc%rihate

o :Celecomb
12.  Chlorthalidone
13.  Cinacalcet Hydrochloride

14.  Clofazimine

16.  Cycloserine
17.  Dapagliflozin Premix
18.  Dapsone

Liga6 %

VALIDFROM: 2 3 JAN 2023

15.  Clopidogrel Bisulfate —

riA ﬂEER_) (:.

| .
For Macleods Pharmaceuticals Lin "LWNA“ ) IF,
‘()‘Q\f]/' ‘ 09*_,‘,...«‘ >

I

T

22 JAN 22

Licence No.: G/25/1759 & G/28/1405

USp

USP, Ph.Eur, IP
In-house, IP
USP, Ph.Eu, IP
USP, IP, In-house

Ph.Eur

In-house

In-house, USP, Ph.Eur, JP
Ph.Eur, IP

In-house

In-house, USP, Ph. Eur i
USP, Ph.Eur, [P/
In-house

USP

USP, Ph.Eur, IP

<
%]

Fnod;gllrugsmt‘,o ol Admlnlslrauua
Gujarat State, Gandhinagar.

LIMITED Andheri (East), Mumbai-400 059, India.

Website: wwwimacleodsphar
CIN 2 U24230MH1989PLCO5204%

Authorized Signatory
Page 1 of 6
ice : Phone . 91 - 929 - 6676 2800 Works :
MACLEODS x%iﬁme Church Road, Fax 91 - 22 - 9995 6599 Plot No. 2209, GIDC,
PHARMACEUTICALS  Near Leela Hotel, Ancheri-Kurla Road,  Email - customercare@macleodspharma.com  Sarigam, Dist - \aised,

méa.com

State : Gujarat - 396155, India
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VALID FROM :

2

i Licence in Fom No.: 25 & 28

19.

3 UAN 2023 O 22 JAN 2026

Licence No.: G/25/1759 & G/28/1405

Darifenacin Hydrobromide In-house
20.  Desvenlafaxine Succinate In-house
21, Dimethyl Fumarate In-house
22.  Donepezil Hydrochloride IP, USP
= 23.  Dolutegravir Sodium In-house
24.  Duloxetine Hydrochloride In-house, USP, Ph.Eur
25.  Efavirenz IP, In-house
26.  Empagliflozin In-house
27.  Emtricitabine In-house
28. Entacapone Ph.Eur, USP, IP
29.  Escitalopram Oxalate IP, In-house, USP
30.  Esomeprazole Magnesium USP
31.  Esomeprazole Magnesium Trihydrate IP
32.  Eszopiclone In-house, USP
- 33.  Ethionamide BP, Ph.Eur, USP
" 34.  Ezetimibe ___ In-house, IP
35.  Famcicloyir I’ = COMY SN\ USP, IP
36.  Febuxostat /f £ e -phichouse
' Tt TRE
For Macleods Pharmaceuticals L Kot ] f A d/
Eihm M For, issioner
; AROMBRTERES Food & Drags Controy Administratigy
h\ %\,\N.ﬂ Gujarat State, Gandhinaga;
Y7836 %
L Authorized Signatory e
Ew Page 2 of 6
| MACLEODS Regd. Office - , e gD 9005 tos Plox N 9506, GIK,
| PHARMACEUTICALS Qﬁ?mﬁg@ﬂﬁﬂ;ﬁma Road, E?Txlai! ; ztlstomercare@nmﬁeodsawma.r:om Sarigam, Dist - valsadi,
| LIMITED Andheri (East), Mumbai-400 059, Incla,  Website: wwwimacleodspharma.com State : Gujarat - 396155, Indiia

QN : UR4939MH1989PLCO52049
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'VALID FROM :

Licence in Form No.: 25 & 28

Hydralazine Hydrochloride

2.3 JAN 2093

10522 JAN 2028

Licence No.: G/25/1759 & G/28/ 1405

USP, Ph.Eur, IP
Hydrochlorothiazide USP,Ph.Eur,Ip
Indomethacin BP, Ph.Eur, USP
Irbesartan USP, Ph.Eur, IP
Lacosamide In-house
Lansoprazole BP, Ph.Eur, USP
Levofloxacin Hemihydrate USP, IP
Levothyroxine Sodium USP, BP, Ph.Eur
Linezolid : In-house, IP
Linagliptin In-house
| Losartan Potassium USP, Ph.Eur, IP
48.  Memantine Hydrochloride In-house, USP
49.  Metformin Hydrochloride USP, Ph.Eur, [P
50.  Methimazole usp
51. Metoprolol Succinate USP, Ip
» 52.  Milnacipran Hydrochloride In-house ; :
B MonshkestSodim . ysppnm RS
54, Moxifloxasiis Hydrochlgn'aé 753 X\ Ph-Bur, USP, Ip
: ; 0,
For Macleods Phaa.rnmceutlca]s1 ?l’.ixmted : : ’“h.i }é\% For. ﬁ;‘
He u ' \m ﬁ\f i )& Food & Drugs Centrol Administration
‘@W \\\ norm"" ““‘”"“‘”%’ Gujarat State, Gandhinagar,
Authorized Signatory ‘
Page 3 of 6
MACLEODS Regd. Office : e ¢ 51-28-etto i :Uc?trﬁo 2909, GILC,

CIN UQ¢939MH‘I QB‘)PI LG 05904‘)



VALID FROM :

Licence in Form No.: 25 & 28

23 JAN 2023

To: 2 2 JAN 202

Licence No.: G/25/1759 & G/28/1405

aN UR4239MH1589PL C()-sQ{MQ

55.  Nebivolol Hydrochloride In-house, IP
56.  Nitrofurantoin Anhydrous macrocrystals USP
5%, Ni‘ti'ofurar;toin Monohydrate USP, IP
58.  Olanzapine IP, USP
39.  Olmesartan Medoxomil In-house, USP, Ph.Eur, IP
60.  Oseltamivir Phosphate Usp
61.  Pantoprazole Sodium USP, IP
62.  Pantoprazole Sodium Sesquihydrate Ph.Eur
63. Pioglita‘zongl’-lydroch_lorido IP, USP
______ - 64, Pirfenidone : In-House, Ph.Eur, IP
65.  Pramipexole Dihydrochloride Monohydrate USP, Ph.Eur
66.  Prasugrel Hydrochloride In-house
67.  Praziquantel Ph.Eur, IP @
68.  Pregabalin In-house, IP, Ph.Eur -
; 69.  Propylthiouracil USP, BP, Ph.Eur, IP
d 70.  Pyrazinamide USP, Ph.Eur, BP, [P
71.  Pyrimethamine ‘ S "”"‘7:«;3.\ Ph.Eur
72, Quetiapine Fumarate / \ \:‘\\USP Ph. Eur, IP
For Macleods Phé.tgnaceuticalsi i :g/
: .l For, ;
g‘ M _ Fo?;i ;!; ?;::gé S&ntr{gg ;;?ni;zg'{f tioe
Authorized Signatory o Handhinagar
Page 4 of 6
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Licence in Form No.: 25 & 28

73.  Rabeprazole Sodium

LIST OF PRODUCTS APPROVED UNDER WHO GMP CERTIFICATE

VAUDFROM: 2 9 jan 9099

T0:°2°2 JAN 2026

Licence No.: G/25/1759 & G/28/140_5

In-house, IP

74.  Rasagiline Mesylate In-house
75.  Rebamipide In-house
76.  Repaglinide USP, BP, Ph.Eur, IP
77.  Risedronate Sodium USP, In-house
78.  Rivaroxaban Inhouse
79. Rivastigm.ine Tartrate USP
80.  Rizatriptan Benzoate USP, Ph.Eur, IP
81.  Rosuvastatin Calcium IP, In-house, Ph.Eur
82.  Sildenafil Citrate IP, USP, Ph.Eur
83.  Silodosin In-House
84.  Sitagliptin Phosphate USP, IP
85. Sitagliptir; Phosphate Monohydrate Ph.Eur
86.  Sodium Amino Salicylate P
87.  Sulfadoxine Ph.Eur
- 88.  Tadalafil o
89.  Tamsulosin Hydrochloride :
%.  Telmisartan o5 ek 7
For s st | 11} 12 oo hmdorer
| _ "*;L&Q;omm GRS S mqﬁlaial State, Gandhinagar.
R 163
Authorized Signatory
Page 5 of 6
Regd. Office : Phone. : 91 - 92 - 6676 2800 Works . "

CIN : U24239MH1989PLC052049
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LIST OF PRODUCTS APPROVED UNDER WHO GMP CERTIFICATE
.

VALIDFROM: 2 3 JAN 2023 To: 2 2 JAN 2026

96.  Tramadol Hydrochloride USP, IP
97.  Trospium Chloride USP

98.  Valacyclovir Hydrochloride USP

99.  Valsartan _ USP, Ph.Eur, IP
100.  Vardenafil Hydrochloride USP

101, Vildagliptine In-house

102.  Ziprasidone Hydrochloride Monohydrate USP, Ph.Eur, IP

103.  Zolmitriptan In-house, IP

......
e

For Macleods Pharmaceuticals Eiri

Licence in Form No.: 25 & 28 Licence No.: G/25/1759 & G/28/1405
91.  Tenofovir Alafenamide Fumarate In-house o 5;_ Y
92.  Tenofovir Disoproxil Fumarate In-house, IP // "&/ _
93.  Terizidone In-house , | '
1 dnee | ¥ T
94.  Thyroxine Sodium IP \ Ry
95.  Tolterodine Tartrate In-house, IP, Ph Eut\ N L AL

s i d, ) 2,,_‘ For, Cmmigsioner
9. jﬁ;*,;: P )03 | Food & Drugs ControPdministratior
Q'fx, o oy )$, Gujarat State, Gandhinagar
St ORTE%. 2
Authorized Signatory —

Page 6 of 6

Phone : 91 - 99 - 6676 2800 Works :
MACLEODS b el & CHurch Row, Fie W . 9199 - 9995 6500 Pl No. 9809, GIOC,
PHARMACEUTICALS Near Leela Hotel, Andheri-Kurla Road, Emal . customercare@macleodspharma.com  Sarigam, Dist - Vialsadl, )
LIMITED Anclheri (East), Mumbai-400 059, india.  Website: www.macleodspharma.com State : Gujarat - 396155, Inclia

CIN U24239MH1989PLCO52049



. DANIELA CONSTANZA Firmado digitalmente por DANIELA

CONSTANZA PAREDES NEIRA

PAREDES NEIRA Fecha: 2024.11.12 09:39:28 -03'00'

-

No: WHO-GMP/23013852/ /B
Comisionado

Administracion de Control de Alimentos
Estado de Gujarat, Dr. Jivraj Mehta Bhavan,
Block No. 8, 1% floor, Gandhinagar

"% 03 FEB 2023

- MANUEL Firmado digitalmente
FRANCISCO Feinaico sawvez

Para:
M/s. MACLEODS PHARMACEUTICALS LTD., GALVEZ RODRIUEZ

PLOT NO 2209, G.I.D.C. INDUSTRIAL ESTATE,  RODRIGUEZ 1744 0300
\_AT-&POST: SARIGAM, TAL- UMBERGAON

SARIGAM - 396 155

DIST.- VALSAD

Asunto: - Acta de Medicamentos y Cosméticos de 1940 y
Reglas subsecuentes.
Emisidn de copias de Certificado OMS-BPM

Senor:

Ref:- Su carta con fecha: 17/10/2022

Envio en el presente el Certificado de la Organizacién Mundial de la Salud - Buenas Practicas de Manufactura (OMS-

BPM) en UNA copia, como usted lo pidid.

Atentamente,

e
para éﬁ%{;ﬂdo -

Administracién de Control de Alimentos & Medicamentos

- No: WHO-GMP/23013852/ ' /B Gandhinagar Fecha:
! :
’

i Copia reenviada a:-

5 1. Comisionado Asistente, VALSAD R
53 2. C.opi'ar al Centrolador Adjunto de Medicamentos, CDSCO, Air Cargo Complex, Ahmedabad

3. G—Brang G

para Comisionado
Administracion de Control de Afimentos & Medicamentos

TR Akl
T L cooy of this document [ E«R‘Q\ "
TRUE COPY VAR \\ has bl e il Chamber MENECUTIVE
s 5 - i : -
'\ : N %.’ﬂ "ﬁ? :.‘P“iv' ‘,‘; - \' S Autharised r‘;lgﬂf’f"ry
RAMESH CHA”&T' .\; '“ ; ',/ ::‘l:‘YL'.' Chagaer af Cammercaand Indoesiy .
AD%OCATE&NOTAV;%R' \rrars/ Rl No [Liel2-Col6072 | i
32T, OF INDIA s o iy ” T\
(°3. 129, A-Wing, Appli Exta Hsz, Sao. | BFEB 2023 pPRA NE

| NavPada, Maro! Naka, A. K. Roag,
Andheri (£), Numbai-400 059






Aoministracion de Control de Alimentos & Medicamentos
BLOCK NO. 8, 15t FLOOR, Dr. JIVRAJ MEHTABHAVAN,
GANDHINAGAR, GUJARAT STATE, INDIA. PIN: 382010

ertificado cumple con las Buenas Prdcticas de Manufactura para las formas de dosis, categorias y actividades
listadas en la Tabla 1.

1. Nombre & Direccion del Sitio: MACLEODS PHARMACEUTICALS LTD.

PLOT NO 2209, G.I1.D.C. INDUSTRIAL ESTATE,
MANUEL Firmado

HNE L e AT & POST: SARIGAM, TAL- UMBERGAON
FRANCISCO GALVEZ
GALVEZ  ropriGUEz CIUDAD: SARIGAM - 396 155, DIST.- VALSAD

Fecha: 2023.02.20

RODRIGUEZ 374531 -0300
GUJARAT STATE, INDIA

2. Numero de Licencia del

Fabricante: G/25/1759 G/28/1405
3. Tabla: 1
Forma(s) de Dosis Categoria(s) Actividad(es)
Medicamentos a Granel (API) General Fabricante

La responsabilidad por la calidad de los lotes individuales de productos farmacéuticos fabricados a través de este
proceso recae en el fabricante.

Este certificado es vdlido hasta el 22/01/2026. Queda invalidado si las actividades y/o categorias certificadas en
el mismo son cambiadas o si el sitio deja de ser considerado como en cumplimiento con las BPM.

El formato de este certificado estd segun OMS TRS No. 908 del 2003.

Direccidn de la autoridad certificadora ,\’_/J)

Administracion de Control de Alimentos &

Medicamentos, Block No. 8, 1%t floor, Dr. Jivraj Mehta Nombre & funcién de : (Dr. H. _Q((KOSH/A)
Bhavan, Gandhinagar, Gujarat State, India. — Pin : la persona responsable Camisionado
382010
R . 3 —
Email : comfdca@gujarat.gov.in Z NS
s ~TEN
Teléfono  : 91-79-23253417, Fax : 91-79-232-53400 O ] A\

el

Fecha :23/01/2023
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“LISTA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM

VALIDO DESDE: 23 ENERO 2023 HASTA: 22 ENERO 2026
Licencia en la Forma No.: 25 & 28 Licencia No. G/25/1759 & G/28/1405
1. Amino Salicilato de Sodio usp
2. Aripiprazol USP, Ph.Eur, IP
3. Atazanavir Sulfato Interno, IP
4, Atomoxetina Clorhidrato USP, Ph.Eur, IP
5. Atorvastatina Calcica USP, IP, Interno
6. Atorvastatina Calcica Trihidrato Ph.Eur
7. Canagliflozina Interno
8. Candesartan Cilexetilo Interno, USP, Ph.Eur, JP
9. Carbimazol Ph.Eur, IP
10. Carvedilol Fosfato Interno
11. Celecoxib Interno, USP, Ph.Eur
12. Clortalidona USP, Ph.Eur, IP
13. Cinacalcet Clorhidrato Interno
14. Clofazimina usp
15. Clopidogrel Bisulfato USP, Ph.Eur, IP
16. Cicloserina —— IP, USP
17. Premezcla de Dapagliflozina /
18. Dapsona Eur

&)
A Paralel Camisionado
nistracién de Control limentos y Medicamentos

Estado de Gujarat, Gandhinagar.
Firmante Autorizado

Paginalde®6

d OMce Phone 21 -99 - 6676 2800 Works '
MACLEODS w.xp arta Ascade. Ohurch Boad, Fax Q1 - 99 - 2995 6599 Flot Now 2808, Gild
PHARMACEUTICALS Near Lesls Hotel Anchern-una Boad Emai cstomercorei@mocieccsphamacom Sanda n Ost -\ ".u_sou, .
LIMITED Anches (Esst), Mumba400 059, incha.  Website; wwwmaciendspharma.com Stete - Guijerat - 396153, Incla
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MACLEO

\MA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM

| |

>

VALIDO DESDE: 23 ENERO 2023

Li.cencia en la Forma No.: 25 & 28
19. Darifenacina Bromhidrato
20. Desvenlafaxina Succinato
21. Dimetilo Fumarato
22. Donepezilo Clorhidrato

23. Dolutegravir Sédico

HASTA: 22 ENERO 2026

Licencia No. G/25/1759 & G/28/1405
Interno
Interno
Interno
IP, USP

Interno

L 24. Duloxetina Clorhidrato Interno, USP, Ph.Eur
25. Efavirenz IP, Interno
26. Empaglifiozina Interno
27. Emtricitabina Interno
28. Entacapona Ph.Eur, USP, IP
29. Escitalopram Oxalato IP, Interno, USP
30. Esomeprazol Magnésico usp
31. Esomeprazol Magnésico Trihidrato IP
32. Eszopiclona Interno, USP
33. Etionamida BP, Ph.Eur, USP
34. Ezetimiba Interno, IP
- 35. Famciclovir USP, IP
36. Febuxostat ” Interno
/ \'T_\
Para Macleods Pharmaceuticals ﬁmﬁed R ,,' § 53".‘ il
%, :3@!:‘. »f"l- NS e'*c‘\g/d .
‘ V . k E _ ,{.ﬁﬁ stracion de COntro! de Allment?s y Medicamentos
N 7() G VIR / -b\’ Estado de Gujarat, Gandhinagar.
Firmante Autorizado 4 * 1936 /
Pagln'a 2 de 6
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MACLEO

ALY —

\MA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM

|
] ]

% & ) : VALIDO DESDE: 23 ENERO 2023 HASTA: 22 ENERO 2026
» Licencia en la Forma No.: 25 & 28 Licencia No. G/25/1759 & G/28/1405
37. Hidralazina Clorhidrato USP, Ph.Eur, IP
38. Hidroclorotiazida USP, Ph.Eur, IP
39. Indometacina BP, Ph.Eur, USP
40. Irbesartan USP, Ph.Eur, IP
41. Lacosamida Interno
L 42. lansoprazol BP, Ph.Eur, USP
43. Levofloxacino Hemihidrato USP, IP
44. Levotiroxina Sodica USP, BP, Ph.Eur
45, Linezolid Interno, IP
46. Linagliptina Interno
47. Losartan Potasico USP, Ph.Eur, IP
48. Memantina Clorhidrato Interno, USP
4 49. Metformina Clorhidrato USP, Ph.Eur, IP
|
50. Metimazol usP
51. Metoprolol Succinato USP, IP
.' 52. Milnacipran Clorhidrato Interno
B - 53. Montelukast S6dico USP, Ph.Eur, IP
54. Moxifloxacina Clorhidrato - — Ph.Eur, USP, IP
i \‘T.\
N
- : s 2 ‘nx -
Para Macleods Pharmaceuticals Limited. F it (2 0 -~
a X * 1 f“’ ] - ‘ -
'._'t ‘é‘m" ?‘!' '.3 = ! /
Ay By 2/} Para el.Comisionado

g\/’ { -‘,| "v Wamese)
Y V : -\‘({5'}\3"”'""‘ - A stracion de Control de Alimentos y Medicamentos
‘\\?”()f‘\.“\_.h /gy Estado de Gujarat, Gandhinagar.

Firmante Autorizado

MACLEODS Regd Office Bt _99 ‘
Atlarits Arcac rch By _ >
PHARMACEUTICALS s ook, Church Road, 1 - 95 Mot No. 9908
a *—gd. Hotel, Anchen-Kurb Roea Eimes CUSIO T : o -
LIMITED Andheri (East), Mumbel-400 059, hdla.  Webste: wwwimockecdsahs ms. com " - T, Dt -y

N URAL30MH 1980R COS204Y



MACLEOQ
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"\?’QEA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM

VALIDO DESDE: 23 ENERO 2023 HASTA: 22 ENERO 2026
Licencia en la Forma No.: 25 & 28 Licencia No. G/25/1759 & G/28/1405
| 55. Nebivolol clorhidrato Interno, IP
56. Macrocristales de Nitrofurantoina Anhidro usp
57. Nitrofurantoina Monohidrato USP, IP
58. Olanzapina IP, USP
59. Olmesartan Medoxomilo Interno, USP, Ph.Eur, IP
~— 60. Oseltamivir Fosfato usp
61. Pantoprazol sédico USP, IP
62. Pantoprazol Sddico Sesquihidrato Ph.Eur
63. Pioglitazona Clorhidrato IP, USP
64. Pirfenidona Interno, Ph.Eur, IP
65. Pramipexol Diclorhidrato Monohidrato USP, Ph.Eur
66. Prasugrel Clorhidrato Interno
p 67. Praziquantel Ph.Eur, IP
' 68. Pregabalina Interno, IP, Ph.Eur
69. Propiltiouracilo USP, BP, Ph.Eur, IP
.' 70. Pirazinamida USP, Ph.Eur, BP, IP
| - 71. Pirimetamina Ph.Eur
72. Quetiapina Fumarato - . USP, Ph.Eur, IP
i .\"7.\.
.‘jt}.\

o

Para Macleods Pharmaceuticals Limited. = (s § 3'1 D)~
Yyl l‘ Al rx,

Para e1 Comisionado

\f MBAY CHAMEER |
Y W - \ :5'} LSOMBATCH d; stracion de Control de Alimentos y Medicamentos
\\?’() < N /—/ y Estado de Gujarat, Gandhinagar.
Firmante Autorizado ¢' 7’" ’}» 35 'l
Paglna 4 de 6
MACLEODS Regd Office Phoe '+ O < S0 AT 2oe <3 ——
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\MA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM
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VALIDO DESDE: 23 ENERO 2023

Licencia en la Forma No.: 25 & 28

HASTA: 22 ENERO 2026

Licencia No. G/25/1759 & G/28/1405

73. Rabeprazol Sédico Interno, IP
74. Rasagilina Mesilato Interno
75. Rebamipida Interno
76. Repaglinida USP, BP, Ph.Eur, IP
77. Risedronato Sédico USP, Interno
- 78. Rivaroxaban Interno
79. Rivastigmina Tartrato USP
80. Rizatriptan Benzoato USP, Ph.Eur, IP
81. Rosuvastatina Calcica IP, Interno, Ph.Eur
82. Sildenafilo Citrato IP, USP, Ph.Eur
83. Silodosina Interno
84. Sitagliptina Fosfato USP, IP
85. Sitagliptina Fosfato Monohidrato Ph.Eur
86. Aminosalicilato Sédico IP
87. Sulfadoxina Ph.Eur
88. Tadalafilo USP, Ph.Eur, BP, IP
- 89. Tamsulosina Clorhidrato USP, Ph.Eur, IP
90. Telmisartdn e USP, Ph.Eur, IP
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21 LISTA DE PRODUCTOS APROBADOS BAJO EL CERTIFICADO OMS BPM
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’_\;,:'/ Licencia en la Forma No.: 25 & 28 Licencia No. G/25/1759 & G/28/1405

e 91. Tenofovir Alafenamida Fumarato Interno aidins
92. Tenofovir Disoproxil Fumarato Interno, IP . ‘ﬁ:\ N
93. Terizidona Interno : r’&/ - —,- §\
94. Tiroxina Sodica IP o \_d'—\
95. Tolterodina Tartrato Interno, IP, Ph.Eur "I?‘m \ —:E/ 'f

e 96. Tramadol Clorhidrato USP, IP g :

97. Cloruro de Trospio usp W Vs
98. Valaciclovir Clorhidrato usp 2 CI-'—\
99. Valsartan USP, Ph.Eur, IP
100. Vardenafilo Clorhidrato uspP
101. Vildagliptina Interno
102. Ziprasidona Clorhidrato Monohidrato USP, Ph.Eur, IP
103. Zolmitriptan Interno, IP
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