Office of The Commissioner,
Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 081

Pate: 3 6 AUG 2078

DA MAHARASHIRA

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

Thas Certificate conforms to the format recornmended by the Warld Heaith QOrganization.
{General instructions and explanatory notes attached)}.
Certificate No.: NEW—WHO-GMPICERTINKDI? 2512/2018M1/24746

On the basis of the inspection carried out on 28/05/2018 and 29/05/2018 ,we cedify that
the site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities fisted in Table 1.

1. Name of the Firm : SUN PHARMAGEUTICAL INDUSTRIES LTD

Address ' A-TIA-8, M.1.D.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA
STATE, INDIA
2. Licence No. . NKD32 in Form 25,
NKD39 In Form 28

Table 1
Sr.No. Dosage Form(s) Categor(ies) Activity(ies) ]
1 . . . Synthesis, Purification,
;:ft:‘;ziizg?giﬁ? t[t;il % Cytotoxics Packing, Labeliing, Quality
Gredis 9 Control, Quality Assurance
2 ) . General ( Other than Synthesis, Purification,
f;‘ Ct;\;ziz:z?gzie;i gﬁi’ 5) Cephalosporins, Penicitfin, Packing, Labeliing, Quality
9 S Cytotoxic, Hormones ) . lcontrot, Quality Assurance

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This ceriificate remains valid until 29 Aug 2021 . It becomes invalid if the activities and for
categories certified herewith are changed or if the site is no jonger considered to be in
compliance with GMP.

Address of certifying authority : Name of the Authorised person A T, NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, :

@ " ] Signature :
fiandra (), Mumbal - 400 Ogigu;%ﬂmm%fw

Maharashtra INDIA ot 5«{ A ﬁﬁgﬁ%ﬁh Stamp and Date : Joint Commissioner {HQ) & Controlling
’ . P i ;:m_; SN Authori
Tel: 401-22-36592363BA s e T o uthority ) )
Fax: +91.22-26591 & LS Food & Drug Administration, M.S.
1NUS7M?25122013031§££?5 f' Bandra {E}, Mumbai.
pieE f Maharashtra State, india
o g Date:30 Aug 2018
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No. of certifiente

Name of Manufactring Firm

LIST OF PRODUCT APPROVED UNDER WHO GMP?

NEW»WHO-GMPICERTINKDHZS!2
F2018/11/24746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-TIA-8, MID.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

VALID BP TO 129 Aug 2021

INDIA
Drug License No NED32 In Form 25,
MKD39 In Form 28
oe ]
Sr.No. Name of the Product Composition -
1
ABIRATERONE ACETATE P
2
ABIRATERONE ACETATE USP
3
Abiraterone Acetate IH
4
Acitretin BP
5
Ackretin USP
&
Adapaiene BP
.
Adapalene EP
!
Araifostine USP-
12345678910 ...
___________ 2z

Address of certifying authority
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai - 400 051.
fAaharashtra, INDIA.

Tel, +01-22-26592363/64

Fax, +81-22-26591959
INUS7447251 220160830

Name of the Authonsed persontA. T NIKHADE Q 1} &
Signature :

Stamp and Date - Joint Commissioner (HQ} & Controlling Authority
Food & Drug Administration, M.5.
Bandra (€}, Mumbal.
Mmaharashtra State, india
Date:30 Aug 2018
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No. of certificate

‘ Name of Manufactring Firm H

Drog License No

LiST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-CMP/CERT/NKD/72512
1201811724746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-7/A-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA

NKD32 In Form 25,

NKII39 [n Form 28

VALID UP TO :29 Aug 2021

i ISnNo. Name of the Product Composition
g
Amisuipride BP
10
I Amisulpride EP
11
I Amisulpride IP
1z
l Anastrozole EP
13 Fizs
Anastrozole IP . i
14 % 2 b
‘ . JAnastrozole USP %f\l
| = -
' Atorvastatin Calcium [P
Ii 16
Atorvastatin Calcium USP
I 12345678910..

Address of certifying -authority
Food & Drug Administration, M.5.
Bandra-kurla Complex,

Bandra (E}, Mumbai - 400 051,
Maharashira,iINDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26501959

tNUS7447 251220160830

Narne of the Authorised person A, T. NIKHADE

Signature ;

Stamp and Date : Joint Commissioner {HQ) & Controlling Authority

Food & Drug Administration, M.S.
Bandra (E}, Mumbai.

Maharashira State, india

Date:30 Aug 2018

3 {0 AUG 2078




§ No of certiticiie

Name.of Manufactring Firm

i Drug License No

F2018/11/24746

LIST OF PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/NKD/72512

VALID UP TO 29 Aug 2021

SUN PHARMACEUTICAL INDUSTRIES

Lre

A-TIA-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA
NEKD32 In Form 23,
NKD39 in Form 28

Sr.No. Name of the Product

Composition

17

Atosiban Acetate IH

18
Atosiban Acetate 1P

19
Azacitidine iH

207
Azacitidine 1P

21
Bicalutamide P

22
Bicalutamide USP

23
Bivalirudin 1H

24
Bortezomib IH

Address of certifying au{hoﬂty :
Food & Drug Administration, M.5.
Bandra-kurla Complex,

Bandra (B}, Mumbai — 400 051.
Maharashira, INDIA.

Tel +91-22-26502363/64

Fax; +01-22-26591959
1NUS7447251220160830

Name of the Authorised parson

Signature

Stamp and Date : Joint Commissioner (HQ} & Controlling Authonty

1A, T, NIKHADE

Food & Drug Administration, M.8.
Bandra {E), Mumbai.
Maharashtra State, india

Date:30 Aug 2018

A

30 AUG 2078




Name of Manufactring Firm

l LIST OF PRODUCT APPROVED UNDER WHO Gmp!
Ng. of certificate : NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO 29 Aug 2021

F2018/11/24746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-T1A-8, MLLD.C, INDUSTRIAL AREA,

AMMEDNAGAR 414111 MAHARASHTRA STATE,

A N R T SO A T AT OIS I

Calcitonin {Salmon} EP

INDIA
Drug License No NKD32 In Form 25,
NK D39 In Form 28
Sr.No. Name of the Product Composition
" 25
A Bupropion Hydrochloride USP
26
l Calcitonin {Salmon) BP
27

28

Capecitabine IP

28
Capecitabine USP

30
Carhoplatin BP -

3
“iCarboplatin EP

32
Carboplatin IP

Address of certifying authonly :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra {E}, Mumbai — 400 051.
Maharashira INDIA.

Tel: +91-22-26692363/54

Fax: +91.22-26591959
ENUS7447251220180830

Name of the Authorised person 1 A, T. NIKHADE

Signature |

Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.5.

Bandra (B}, Mumbai.

Maharashtra State, India

Date:30 Aug 2018

B

30 AUG 2018

A —



Na. of certifieate :

‘ MName of Manufactring Firm

Drug License Ne

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/INKD/72512 VALID UP FO 129 Aug 2021
f2018/11/24746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-TA-S, MLD.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 In Form 25,

NKD39 In Form 28

I SNo. Name of the Product

Composition

33
Carboptatin USP

34

Chlorathiazide USP

35
Cisplatin 8P -

36
Cisplatin EP

37
Cisplatin IP

38
Cisplatin Us#

38
I Clonazepam BP

40
Clonazepam EP

RIS

Address of certifying authority
Food & Drug Administration, M.S.
‘ Bandra-kurla Complex,

Bandra {E), Mumbsai -~ 400 051,
Maharashtra, INDIA.
Tok +91-22-26502363/84
Fax: +81-22-26591959
1NUS7447253 220180830

e erPPre e e oA aia sl

e A e ———raaas e L L PR B

Name of the Authorised person : A. T. NIKHADE

Signature ;
Stamp and Date - Joint Commissioner {HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E}, Mumbai.

Maharashira State, India
Date:30 Aug 2018

o RO va ek

30 AUG 2078



s SERTCRApLOC MRk IR e aida AL CERTrETIH M
LIST OF PRODUCT APPROVED UNDER WHO GMp!

No. of certificate : NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO 129 Aug 2021
F - : /2018711724746
Mame of Manufactring Firm : SUN PHARMACEUTICAL INDUSTRIES
LD

A-TIA-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
| MDIA
Drueg License No : NKD32 In Form 23,
NED39 in Form 28

! Sr.No, Name of the Product Composition
41

Clonazepam P

42
! Clonazepam USP

" 43

Clopidogret Bisulfate USP

44
Clopidogrel Bisulphate 1P

Dabigatran Etexilate Mesylate (H

46
Decitabine i+

47
Desloratading IH

T wi————rrrr A2

48

Desmopressin Acetate BP

5678910...

Adcfress of centifying aufhority © Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.5. :
fandra-kurls Complex,

i Signature .
az‘;‘i’;;ﬁg;ar":;'g:’:' ~400 051. Stamp and Date : Joint Commissioner (HQ) & Corltrotiing Authority
Tel: $81-29.26502363/64 Food & Drug Admu:ustratmn. M.3.
Fax: +91-22-26581959 Bandra (E), Mumbai. )
IHUST447 251220180830 Iga:m;gs:tra 280?;&. india
) ate; ug

30 AUG 2078



|

L[ST OF PRODUCT APPROVED UNDER WHO GMP!

MNo. of certilicate

Name

of Manufactring Firm :

“ Drug License Ne

NEW-WHQ-GMP/CERT/NKD/72512

/2018/11/24746

VALID UP TO 29 Aug 2021

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-T/A-8, M.ID.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA
MKD32 In Form 25,
NKD39 In Form 28

Sr.No.

Name of the Product

Composition

49

Desmopressin Acetate EP

50

Desmopressin Acetate USP

51

Disodium Pamidronate BP

52

Disodium Pamidronate EP

53

Disodium Pamidronate USP

54

Divalproex Sodiiim USP

55

" \Dobutamine Hydrochioride BP

56

Dobutamine Hydrochioride EP

345678910,

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kura Complex,

Bandra (E), Mumbai ~

400 051,

taharashira INDIA,

Tal: +91-22-26592363/64
Fax +91-22-26591959
TNUST447251220180830

Name of the Authorised person

tA.T. NIKHADE

Signature :

Stamp and Dale : Joint Commissioner {HQ) & Controliing Authority

Food & Drug Administration, M.S.
Bandra (E), Mumbal,

Maharashtra State, india
Date:30 Aug 2018
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—

LIST OF PRODUCT APPROVED UNDER WHO GMP!

Na. of certificnte H NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO :29 Aug 2021
12018/11/24746 F
Name of Manufactring Firm : SUN PHARMACEUTICAL INDUSTRIES
: LTD
' A-TiA-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STAT E.
N INDIA
Drug License No : NKD32 In Form 25,
i NKD3¢ In Form 28
Sr.No. Name of the Product Composition
57
i Dobutamine Hydrachloride JP
58
F Dobutamine Hydrochloride USP
i] 59
Donepezil Hydrochloride iP

60
Donepezil Hydrochloride USP

61
Dothiepin Hydrochloride /
Dasutepin Hydrochloride BP

62
Dothiepin Hydrochloride /
Dosulepin Hydrochloride EP

63

Dothiepin Hydrochloride /
Dosulepin Hydrochloride 1P

64
Eptifibatide 1H

345678910...

Address of cerdifying authotity Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

. Signature :
;Z%f;éﬁz;ﬁ;‘;?: i~ 400 051. Stamp and Date : Joint Commissionar {HQ) & Contfolling Authority
Tel: +01-22-26502363/64 ;2‘;: r&a ?Ef;igm i:’:;:j!sl'aiwn- M.8.
Fax: +81-22-2659195% , i
L NUSTA4T 251220150830 garaggs:tfa zsot:;e, indig
’ ate: ug
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30 AUG 20



[ No. of gerfificate

MName of Manufactring Firm

Drug License No

Tk R TN L T

LJST OF PRODUCT APPROVED UNDER WHO GMF!
NEW-WHO-GMP/CERT/NKDI72512

12018/11/24746

SUN PHARMACEUTICAL INDUSTRIES

LTR

A-TIA-8, MLD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA
NKD32 In Form 25,
NKD39 in Form 28

l

VALID UP TO 129 Aug 2021 §

Sr.No.

Name of thie Product

Composition

6%

Ertotinib Hydrochioride IH

66

Esomeprazole magnesium BP

| =

Esomeprazole magnesium EP

li=

Esomeprazole magnesium IP

|-

Esomeprazale magnesium USP

I 70 -

Eszopiclone IH

71

Eszopicione USP

72

Exenatide iH

i 2345678910,

Address of certifying authorily
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra {E), Mumbai —
Maharashira INDIA.
Tl +81-22-26582363/64
Fax: +91-22-26591950
i 1NUS7447 251220180830

400 051,

Name of the Authorised person

Signature :

Stamp and Date

:A. T. NIKHADE

: Joint Commissioner (HQ) & Controlling Authority
Food & Prug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India
Date:30 Aug 2018
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Ne. of certificate

Name of Manufactring Firm :

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/NKDY72512
12018/11/24746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-7/A-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

VALID UP T0:29 Aug 2021

INDIA
Drug License No NKD32 In Form 25,
- - ' NKD39 In Form 28
b Ise.No. Name of the Product Composition
73
Febuxostat 1H
‘ 74
Finasteride BP

75
Finasteride EP

76
Finasteride USP

77

Flurbiprofen BP

78
Flurbiprofen EP

|

79
Flurbiprofen IP

80

Flurbiprofen JP

Address of cerlifying authority
Food & Drug Administration, M.S.
Bandra-kurla Cormplex, .
Bandra (£}, Mumbai - 400 051.
Maharashira, INDIA.

Tel +91-22-26592363/64

Fax: +81-22-26581959
INUST447251220180830

a— T s teioarrorsmameerrricti
o]
d
I
L
[m)Y
et
oo
O
o]
i

Name of the Authorised person (A, T. NIKHADE

Signature ©
Stamp and Date ;Joint Commissioner {(HQ} & Controlling Authority
Food & Drug Administration, M.5.
Bandra (E}, Mumbal.

Maharashtra State, India
Date:30 Aug 2018

o A

30 AUG 2018




———————

LIST OF PRODUCT APPROVED UNDER WHO GMP!

‘No. of certificate

l Name of Manufactring Firm

! Drug License No

NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO 29 Aug 2021
2018/11724746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-TIA-8, MLD.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

MKD32 In Form 25,

NED39 In Form 28

Sr.No. Name of the Product

Composition

81

Flurbiprofen Sodium BP

B2
Flurbiprofen Sodium 1P

83 :
l Flurbiprofen Sodium USP

84 -
P Flurbiprofen USP

8s
Fhuvoxamine Maleate BP

Fluvoxamine Mateate 1P

87
Fluvoxamine Maleate USP

BB
Fulvestrant EP

L11121314151017 181

Addres&of certifying authority :
Food & Drug Administration, M.5.
Bandra-kurla Complex,

Bandra {E), Mumbai - 400 051.
Maharashtra INDIA.

Tel, +01-22-26592363/64

Fax; +91.22.26591959
1NUS?447251 220180836

Name of the Authorised person (A, T. NIKHADE

Signature :
Stamg and Date : Joint Commissioner (HQ) & Controlling Authority
Foot & Drug Administration, M.S.

Bandra {E}, Mumbal.
Maharashtra State, India
Date: 30 Aug 2018




DA A T T R AT X 3t ST P O T

e et mam il st A ABAAILY
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LIST OF PRODUCT APPROVED UNDER WHO Gmp!

No. of certilficate : NEW-WHO-GMP/CERT/NKD/72512 VALID UP 76:29 Aug 2021
i 12018/11/24746
| Name of Masufactring Firm H SUN PHARMACEUTICAL INDUSTRIES
LTD
i A-7IA-8, M1.D.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA
Drug License No : MNKD32 In Form 25,
i NKD39 in Form 28
Sr.No. Name of the Product Composition
‘B89
l Fulvestrant USP
0
Gabapentin USP
a1
Ganirelix H
92
Gemcitabine Hydrochloride BP
a3
Gemcitabine Hydrochloride EP
I 94
Gemcitabine Hydrochloride IP
395
Gemcitabine Hydrochloride USP
a6
Ibandronic acid monosodium
monghydrate IH
L 11121314151617181920 ..
Address of certifying authority - Name of the Authorised person : A. T. NIKHADE *
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature :
aaﬁdra (E), Mumbai - 408 051, Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Maharashira,INDIA, Food & D Administration, M.S
Tek: +91.22-26592363/64 od & Drug Administration, 1.
Fax: +91-22-26591859 Bandra {E), Mumbai.
1NUET 447251 220180630 Maharashtra State, India

Date:30 Aug 2018

OCA A A —— A s —————

30 AUG 2018



LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO 29 Aug 2021
12018/11/24746
Name of Manufactring Firm : SUN PHARMACEUTICAL INDUSTRIES
' LTD
A-T/AR, MLD.C, INDUSTRIAL AREA,
' i AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA
Drug License No : NMKD32 In Form 25,
MNKD39 In Form 28
I Sr.No. Name of the Product Composition
97
thrutinib iH
98
imatinib Mesylate IP
|
Irinotecan Hydrochloride tribydrate
lis
I [ 100
Isotretinoin BP
l 101
| isotretinoin EP
102
I Isotretinoin USP
103
| {sradipine BP
104
{sradipine USP
121314351617181920 ...

Address of certifying authorily : .Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Signaiure :
Eﬁi@ﬁﬁ'ﬁfﬂﬁgﬁi 400 051. Stamp and Date : Joint Commissioner {HQ) & Controlling Authority
Tel: +1-22-26592363/64 ;‘;‘;‘;é ::E"}“%Af'n'::;‘s‘m“"“- W.s.
Fax: +91.22-26591959 y U .
\NUSP447 251270180830 gatha;gsstl’a ;‘;t?;e, india
aie ug

R LA ——————AL L ————— R e i —

30 AUG 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate H

Name of Manufactring Firm :

Drug Licease No

NEW-WHO-GMP/CERT/NKD/72512 VALID UP TQ 29 Aug 2021
12018/11/24746

SUN PHARMACEUTICAL INDUSTRIES

LTh

AT7A-8, MLLD.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 In Form 25,

MNKD39 in Form 28

Sr.No. Name of the Product Composition
105
tamotrigine BP
106
Lamotrigine EP
107
Lamotrigine [P
108
' Lamotrigine USP ;
87 :
109-- ey
i
Lansoprazole BF §a§§.’
3% £
ﬁg
110 , B
tansoprazole EP -
i1t
Lansoprazole P
112
Lansoprazole USP
101213 14151617 181920 ...

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurta Complex,

Bandra (E), Mumbai — 400 051,
Maharashira INDIA.

Tel +01-22-26532363/64

Fax: +91-22-2659185%

1NLST447 251220460830

Name of the Autharised person [ A. T. NIKHADE

Signature :
Stamp and Date : Joint Commissioner {HQ) & Contrelling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India
Date:30 Aug 2018

30 AUG 2018




LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of cortificate

Name of Manufactring Firm

Drug License No

NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO:29 Aug 2071
201811724746

SUN PHARMACEUTICAL INDUSTRIES

LTh

A-71A-8, M.1.D.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 In Form 23,

NKD39 tn Form 28

Sr.No. Name of the Product

Composition

113
Lenalidomide IH

iil4
Lercanidipine Hydrochloride H

115
Letrozole BP

Letrozole EP

117 _
Letrozole USP

118
Leuprolide acetate BP

119
l Leuprolide acetate USP

120
Linagliptin H

P L11121314151617 181920

Address of cerifying authority :
Food & Drug Administration, M.S,
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051,
Maharashira INDIA.

Tek: +91-22-26592363/64

Fax: +91-22-26591959

1RLIS7447 251720180830

L

Name of the Authorised person : A, T. NIKHADE

Signature :
Stamp and Date : Joint Commissioner (HQ) 8 Controliing Authority
Food & Drug Administration, M.S.

Bandra {E}, Mumbatk.

Maharashtra State, India
Date:30 Aug 2018

A A TR T P I A mm——————————T

30 AUG 2018



LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certifieate NEW-WHO-GMP/CERT/NKD/72512 VALLD GP 10 129 Aug 2021
[2018/11/24746
Name of Manufacetring Firm : SUN PHARMACEUTICAL INDUSTRIES
LTD
A-TIA-8, MLD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA
Drug License No : NKD32 In Form 25,
| NKD39 In Form 28
Sr.No, Name of the Product ' Composition
121 .
I : Meloxicam BP
122

Meloxicam EP

123 .
Meloxicam USP

124
Memantine Hydrochloride 1H

125
l Memantine Hydrochioride USP

126
Maesalamine / Mesalazine BP

127

Mesalamine / Mesalazine EP

l 128
Masalamine / Mesalazine USP

r Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
RBandra-kuria Compiex,

! Signature :
?Aaa?nirraaéﬁz;:::lrlg?: i 400 051. Stamp and Dale :Joint Commissioner {HQ) & Controlitng Authority
|| e v01-22 6502363164 oo ?E')"'?w‘:;“:a":‘“m""“- M.S.
Fax: +81-22.26591959 s \
1NMUS7447 251220180830 g’la:ta;gs:tra ;T;e. india
ate: ug

Ii
|

30 AUG 2018,




No. of ceriificate

Name of Manufactring Firm

Drug License No :

LIST OF PROBUCT APPROVED UNDER WHO GMP!

NEW-WHQ-GMP/CERT/NKL/72512 VALID UP TO 2% Aug 2021
f2018/11724746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-TA-B, MLD.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 In Form 28,

NKD32 Ia Form 28

Metformin Hydrochioride BP

Sr.No, Name of the Product Composition
129
Maesalazine 1P
130

i 131
Metformin Hydrochioride EP

132
metformin Hydrochloride P

133
netformin Hydrochloride USP

134

Metoprolol Succinate BP

135
{Metoproloi Suecinate EP

135
jMetoprotlof Sugcinate USP

11121314 151617181920 ...

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kuria Complex,

Bandra (E), Mumbai ~ 400 051.
Maharashira, INDIA.

Tek +81-22-26592363/64

Fax: +21-22-26591959

INUST447251220180830

Name of the Authorised person : A. T. NIKHADE

Signalure :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Bandra {E}, Mumbai.
Maharashtra State, India
Daie:30 Aug 2018

30 AUG 2078,
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LIST OF PRODUCT APPROVED UNDER WHO GMmp!

No. of certificate

Name of Manufactring Firm

J

NEW-WHO-GMP/CERT/NKD/72512
1201811124746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-TIA-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

VALID UP TO 129 Aug 202§

INDIA
Drug License No NKD32 in Form 25,
“ NK D3¢ {n Form 28
Sr.No. Name of the Product Composition
137
i Metoprolol Tartrate BP

138
Metoprolof Tartrate EP

139

Metoprolol Tartrate 1P

140
Metoprolol Tartrate USP

141
wMitoxantrone Hydrochloride BP

142
_Imitoxantrone Hydrochloride EP

143
Mitoxantrone Hydrochloride USP

144

v o oL
e et e

Naratriptan Hydrochloride USP

2 11121314151617181920 .
Address of certifying autharily : Name of the Authorised person 1 A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature :
aa;?‘izéﬁt};ahﬁ;“n-’::' ~400 051, Stamp and Date : Joint Commissioner (HQ) & Controfling Authority
Tet: +91-22-é6592363!64 Food & Drug Admirftstratlon, M.S.
Fax: +91-22-26591959 Bandra {E}, Mumbai.
1NUS7447251 220180830 Mazharashira State, india
Date:30 Aug 2018
m——— —cm P e——— e O N — W - rw{} —— h— A
50 AUG 208
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No. of certificate

Name of Manufactring Firm

Drug License No

e gndan TR i

LIST OF PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/NKD/72512 VALID UP 7O :29 Aug 20621

f2018/11/24 146

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-T/A-8, M.LD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA
NKD32 in Fomn 25,
NKD39 In Form 28

Sr.No. Name of the Product

Compaosition

145
Octreotide Acetate tH

146
Qctreotide acetate USP

147

“ilanzapine 1P

148
Olanzapine USP

148

Fl .152

Clanzepine EP

150

Olopatadine Hydrochloride USP

151
Omeprazole EP

Omeprazole 1P

Address of certifying authorily :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051,
Maharaghtra INDIA.

Tel +91.22.26592363/64

Fax, +81-22-26591959
14UST447251220180830

Name of the Authorised person

Signature :
Stamp and Date : Joint Commissioner {(HQ) & Controlling Authority

:A. T NIKHADE

Food 8 Druyg Administration, M.5.
Bandra {E), Mumbai.

Maharashtra State, india

Date:30 Aug 2018

TP LA ————— S P

j AUG .s:B'iE%
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LlST OF PROBUCT APPROVED UNDER WHO GmP!

. |Omeprazole Magnesium USP

No. of eertificate NEW-WHO-GMP/CERT/INKD/T72512 VALED UP TO 29 Aug 2021
12018/11/24746
Name of Manufactring Firm SUN PHARMACEUTICAL INDUSTRIES
LD
‘ © A-7/A-8, MLLD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA
Drug License No MNKD32 In Form 23,
NKD39 In Form 28
F Sr.No. Name of the Product Composition
153

154
Omeprazole USP

155
Oxaliplatin BP

(-

e,

\. E \_i
o AN
Oxaliplatin EP %‘i
v: i
‘ 157 %
Oxaliplatin USP 3

Oxpentifylline / Pentoxifylline BP

1597°

Oxpentifylline / Pentoxifylline EP

160

Oxpentifylfine / Pentoxifyliine USP

Address of certifying authority :

Bandra-kurla Complex,

Bandra (F), Mumbai — 400 051.
Maharashira INDIA,

Teb +81-22-26592363/64

Fax: +81-22-26591950
INUS7447251220160830

Food & Drug Administration, M.S.

Name of the Authorised person : A. T. NIKHADE

Signature :

Stamp and Date ; Joint Commissioner {HQ} & Controliing Authority

Food & Drug Administration, M.3,

Bandra (E}, Mumbai.
Maharashtra State, Indla
Date:30 Aug 2018
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No. of certificate

Name of Manufactring Firm

Drug License No

L!ST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERTNK 72512
RO1BA1/24746

SUN PHARMACEUTICAL INDUSTRIES
LTD

A-TA-8, MLD.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA

NKD32 In Form 25,

NKD39 In Form 28

VALID UP 70 :29 Aug 2021

Sr.No. Name of the Product

Composition

161
Patiperidone iH

152
Pantoprazole Sodium BP

163
Pantoprazole Sodium IP

164 .
' Pantoprazole Sodium USP

165. )

Pemetrexed Disodium
Heptahydrate EP

166

Pemetrexed Disodium
Heptahydrate 1H

167
rPhentermine Hydrochloride USP

168
Piroxicam Betacyclodextrin iH

L 1718192021 2223242526

Address of certifying authority :
Eood & Drug Administration, M.S.
Bandra-kurla Compilex,

Bandra (€}, Mumbai — 400 051.
Maharashira, INDIA,

Tel +21-22-26582363/64

Fax: +31-22-26581859
$NUST447251 220180830

B |

Name of the Authorised person : A, T. NIKHADE

Signature :
Stamp and Date : Joint Commissioner (HQ} & Controiling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India
Date:30 Aug 2018

30 AUG 2078
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No. of certificate

Name of Manufaetring Firm

Drug License No

LEST OF PRODUCT APPROVED UNDER WHO GMP!

)

NEW-WHO-GMP/CERT/NKD/ 72512 VALID UP TO 129 Aug 2021
12018/11/24746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-T/A-8, MLED.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 fn Form 25,

NKD39 tn Form 28

Sr.No. Name of the Product

Composition

169 |
Pregabalin EP

170

i Pregabalin IH
171
l Pregabalin IP
172
- JQuetiapine Fumarate IH
I 173

Quetiapine Fumarate P

174
Risedronate Sodium USP

175
I Rivastigmine Tartrate USP

176
Rivastigmine USP

l|:17181920212223242526

Address of certifying authority :
Food & Drug Administration, M.S,
Bandra-kurla Complex,

Bandra (E), Mumbai —~ 400 051.
Maharashira INDIA,

Tek +91-22-26592363/64

Fax: +91-22-26551859

1NUS7447 251220160830

Name of the Authorised person tA. T. NIKHADE

Signature .
Stamp znd Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra {E}, Mumbai.
Maharashtra State, India
Date:30 Aug 2018

ll
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30 AUG 2018
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. LIST OF PRODUCT APPROVED UNDER WHO Gmp!
Ne. of certificate NEW-WHO-GMP/CERT/NKD/72512 VALID UP TG 29 Aug 2021
201811124746
Name of Manufactring Firm : SUN PHARMACEUTICAL INDUSTRIES
LTD
A-TA-8, M1D.C, INDUSTRIAL AREA,
l AHMEDNAGAR 414111 MAHARASHTRA STATE,
INDIA
Drug License No . MKD32 In Form 23,
NKD39 in Form 28
I Sr.No. Name of the Product Composition
177
Saxagliptin tH
178 |}
Sodium Valproate BP
179
Sodium Valproate EP
180
Sodium Valproate 1P
181
Sunitinib malate IH
‘ 182
Tadatafil EP
Q 183
Tadalafil USP
164
Tazarotene (H

L17181920212223242526

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature :
I zﬁiﬁﬁﬁxﬁgﬁ' ~400 051. Stamp and Date : Joint Commissioner {HQ) & Controlling Authority
Tek: +91-22—2'6592363,’8 " Food & Drug Admir.ustratson, Mm.Ss.
Fax: +91-22-2658195% Bandra (E), Mumbai.
1NUSTA67251 220180830 Maharashtra State, India
Date:30 Aug 2018

WW W—— — m——————
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l,,lST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificats

Name of Manufactring Firm

Brug License No

NEW-WHO-GMP/CERT/INKD/{ 72512 VAL UP TO :29 Aug 2021
1201811724746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-71A-8, MI.D.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDHA

NKD32 In Form 25,

NXD3¢ In Form 28

Sr.No. Name of the Product

Composition

185
_ HTemozolomide 1P

186
' Ternozolomide USP

187
Temsirolimus tH

188
Teriparatide 14

189
Terlipressin Acetate {H

190
' Tetrabenazine 1H

191
[Tramadol Hydrochloride EP

192 :
Tramadol Hydrochloride IP

.17181920212223242526

Address of certifying authorily :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra {E), Mumbai — 400 051.
Maharashtra INDIA,

Tel: +91-22-26582363/64

Fax: +81-22-2659195%
INUSTA47251220180830

(-

Name of the Authorised person : A, T. NIKHADE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra {E), Mumbai.
Maharashtra State, india
Date:30 Aug 2018

1 AUG 201&




No, of certificate

Name of Manufactring Firm

Drug License No

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/NKD/72512 VALID UP TO :29 Aug 2021
J2018/11/24746

SUN PHARMACEUTICAL INDUSTRIES

LTD

A-TIA-8, MLLD.C, INDUSTRIAL AREA,

AHMEDNAGAR 414111 MAHARASHTRA STATE,

INDIA

NKD32 in Form 25,

NKD39 s Form 28

Sr.No. Name of the Product

Composition

193

Tramado! Hydrochloride USP

194
' Vaiproic Acid BP

195
Valproic Acid EP

196
Valproic Acid USP

197

Venlafaxine Hydrochloride BP

198

Venlafaxine Hydrochloride EP

199

Veniafaxine Hydrochloride USP

200

Ziprasidone Hydrochloride 1H

.. 1218192021 2223242526

Address of certifying authority :

Bandra-kurla Complex,

Bandra {E£), Mumbai —'400 0581,
Maharashtra, INDIA.

Tel +91-22-26582363/64

Fax: +91-22-26501658
INUS74472512201B0630

Food & Drug Administration, M.8.

Name of the Authorised person 1 A, T. NIKHADE

Signature :
Stamp and Date ; Joint Commissioner {HQJ & Controlling Authority
Food & Drug Administration, M.8.
Bandra {E), Mumbal
Maharashtra State, india
Date:30 Aug 2018




R S P A it

LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO-GMP/CERT/NKD/72512 VALID UPT0 :29 Aug 2021
(2018711724746

Name of Manufactring Firm : SUN PHARMACEUTICAL INDUSTRIES
LTD

A-TIA-8, MIL.D.C, INDUSTRIAL AREA,
AHMEDNAGAR 414111 MAHARASHTRA STATE,

AR L LA e o ot apimimlmiiii i st isreo il

INDHA
Drug License No : NKD32 In Form 25,
. NKD39 In Form 28
St.No. Name of the Product Composition

201 .
Zoledronic Acid P

202 [iMATINIB MESYLATE (in House)

203 |Olopatadine Hydrochloride
Olopatadine Hydrochloride

204 iprasugrel Hydrochloride
Prasugrel Hydrochloride

Address of cerifying autherity Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E}, Mumbai - 400 051.
Maharashtra INDIA.

Tek +§1-22-26592363/64
Fax. +91-22-26591959
1MUGT 447251 220160830

Signature :
Stamp and Date : Joint Commissioner {HQ} & Controlling Authority
Food & Drug Administration, M.5.
Bandra (E}, Mumbai.
Maharashtra State, India
Date:30 Aug 2018

UG 2018,




