CENTAUR PHARMACEUTICALS PVT. LTD.
@ API DIVISION

: Centaur House, Near Grand Hyatt, Shanti Nagar, Vakola, Santacruz (E),
[/ Hi
e impet Hesfth iolLe Mumbai - 400 055, INDIA. CIN - U24230MH1980PTC023291
Tel: +91 22 66499100 « Fax: +91 22 66499108/112
Email: export@centaurchem.com . Website: hitp:/fwww.centaurpharma.coro/api

Formuiations ® AP! e Confract Manufacturing e Contract Research

11/01/2021

Marianela Hechem

Regulatory Affairs Manager

Grupo Griinenthal Chile

Av. Quilin 5273, Penalolén, Santiago, Chile.
TEL: +56225948683

Email: Marianela.Hechem@grunenthal.com

Dear Marianela,

Sub: Apostilled GMP Certificate.

As you requested therein, we are sending herewith duly apostilled GMP
Certificate.

Kindly acknowledge receipt.

Yours Faithfully
For Centaur y?ﬂarmaﬁek\icals Pvt. Ltd.
2
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evathi Poojary \
Sr. Manager-Exp

Factory : Plot No. 75, 76 & 76/1, Chikhicli MIDC, Ambemath (W), Dist. Thane-421 501, Maharashtra, INDIA.
Tel: +91 251 2683968/2682968 © Fax : +91 251 2683352 « Email : factory@centaurchem.com



| Address of cerlifying authority : Name of the Authorised person ; A, T. NIKHADE

Office of The Commissioner,
Food & Drugs Administration M.S
Bandra -~ Kurta Complex,

Bandra (E),

Mumbai — 400 051

Date : 14 0cT 92019

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMP/CERT/KD/85796/2019/11/29756

On the basis of the inspection carried out on 05/07/2019,06/07/2019 and 25/07/2019 we
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices tor the dosage forms, categonies and activities listed in lable 1.

1. Name of the Firm : CENTAUR PHARMACEUTICAL.S PRIVATE
LIMITED.
Address . PLOT NO. 75, 76 & 76/1 CHIKHLOLi MIDC,

AMBERNATH (WEST), THANE 421501
MAHARASHTRA STATE, INDIA

2. Licence No. . KD1149 in Form 25,
KDG In Form 25F

Table 1
Sr.No. Dosnge Form(s Untegor(ics Activitylics
g ) gor{ics)
1 Active Pharmaceutical \General ( Other than iProduction, Filling, Packing,
Ingredients Burk Drugs) Cephalosporins, Penicillin, Jabelling, Quality Control,
gredients)( 9% Cyloloxic, Hormones ) 'Quality Assurance

[ . General { Other than Synthesis, Purification,
?ﬁd::ili::tas r?ngsﬁ(ugﬁl s Cephalosporins, Penicillin, Packing, Labelling, Quality
| g gs) Cytotoxic, Hormones ) Control, Quality Assurance

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

This certificate remains valid until 10 Cct 2022 . It becomes invalid if the activities and 4 or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (), Murnbai - 400 05 armp and Date : Joint Commissioner (HQ} & Cohtrolling
Maharashtra, INDIA. Authority

Tel' +91-22-26592363/64 I
Fax: +91-22-26591950 Food & Drug Administration, M.5S.
Bandra (E}, Mumbai

ANEC5558579620191011
CENTAUR PHARMACEUTICALS P Maharashtra State, India
Date:11 Oct 2018

KEW-WHO-GMP/CERT/KD/B57
‘79756
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in point | of the certificate.

S I . C
(é"?\v’ 2. The certification number should be traceable within the regulatory authority issuing the

certificate,

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence

Table 1
List the dosage forms, starting malerials, categories and activities. Examples are given below.

Exampie -1
| Pharmaceutical Product (s)t | Category (ies) | Activity (ies) |
! Dosage form (s) R |
Tablets | Cytotoxic Packaging |
, Hormone Production.  Packaging.  Quality |
{ control. |
Injectables Penicillin | Repackaging & Labelling. !
Cefalosporin | Aseptic preparation, Packaging,
 Labelling.

Example - 2,

Pharmaceutical Product (s)! | Category (ies) | Activity (ies) |

Starting material (s)2 I

Paracetamol Analgesic Synthcsis, Purification, '

| Packing, Labelling.

. the certificate are thosc included in Qual

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

The certificate remains valid until the specified date. The certificate becomes invalid iI" the
activities and/or categories certified are changed or =it o longer considered to be in
:ompli wit . NN~ TRy

compliance with GMP % St <

il R
The requirements for good practices the ifacture and quality coht”‘rf}j\pf' drugs referred 1o in
jiggsAssurance of Pharmaceu?i‘cTa'si' a compendium of
guidelines and related materials . Goo"@mnufactur‘fng"-;tpractices a pection. Volume 2.
o . l Yy o
1999, Wuild Icalth Qrganizatinn, Genev?\anﬂ subsequerif’\pdates.
— P 5- ¢ J

YT :
'\\-s;l ’ J
W A,
\\ 4 J Ry 4
‘\* " i I:'/“
\\Q O """'\_\'(q“z -
> " HARAS
== *—4://1/




e —

LIST OF PRODUCT APPROVED UNDER WHO GMP!
g NEW-WHO-GMP/CERT/KD/BS5796/2019/11  vaLID UP 70 .10 Oct 2022
29756 '
Name of Manufactring Firm g CENTAUR PHARMACEUTICALS !
PRIVATE LIMITED.
PLOT NO. 75. 76 & 76/1 CHIKHLOLI MIDC.

e W !
VT OF | AMBERNATH (WEST). THANE 421501
!

Vo. of certificate

MAMARASHTRA STATE. INDIA j
Drug License No : KDLi49 in Form 25, KD6
In Form 25F
'
1
Sr.No. Name of the Product Composition :
1 ||
ALPRAZOLAM BP §
2
ALPRAZOLAM EP
3
| ALPRAZOLAM IP
4
ALPRAZOLAM JP
5
ALPRAZOLAM USP
' 6
Amnxapine LISP
7
ARIPIPRAZOLE BP
8
Aripiprazole EP

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE "

F' Food & Drug Administration, M.S. 4
; Bandra-kurla Complex, Signature : E
| Bandra (E), Mumbai - 400 051. 9 : ] N
Maharashira,INDIA. Stamp and Date : JoInt Commissioner {HQ) & Contreiling Authority z
| Tel: +91-22-26592363/64 Food & Drug Administration, M.S. E
Fax: +81-22-26591959 ;
| INECSS58575620191031 Bandra {E), Mumbal i
CENTAUR PHARMACEUTICALS PRIVATE LIMITED. Maharashtra State, India
| - HEW-WHO-GMP/CERT/KD/85796/2019/11 Date:11 Oct 2019
129756 e

31 0cT 2019




LIST OF PRODUCT APPROVED UNDER WHO GMP! !
: NEW.WHO-GMP/CERT/KD/85796/2019/11  vALID UP TO : 10 Oct 2022 |
129756
dme of Manufactring Firm : CENTAUR PHARMACEUTICALS
PRIVATE LIMITED.

.Jof certificate

I
PLOT NO. 75, 76 & 76/| CHIKHLOLI MIDC, I
AMBERNATH (WEST), THANE 42150¢ !
MAMHARASHTRA STATE, INDIA i
Drug License No : KD1149 In Form 25, KDG
In Form 25F ‘
Sr.No. Name of the Product Composition g
3 !
I] ARIFIPRAZOLE 1P ] Ik
10 !
ARIPIPRAZOLE USP l
|
i 11
BENZYDAMINE HYDROCHLORIDE BP |
12
BRIMONIDINE TARTRATE BP
i
{ 13
| Brimonidine Tarfrate EP
14
. BRIMONIDINE TARTRATE IP . :
" 1
15 F
BRIMUNIDINE TARTRATE USP :
16 §
BROMAZEPAM BP

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

725756

Liandra (=), Manibiai — 400 051, Signatusn - _
Maharashtra,INDIA. Stamp and Date : Joint Commissioner (HQ) & Controjling Authority l
Tel: +91-22-26592363/64 Food & Drug Administration, M.S. §
Fax: +91-22-26591959 : I
INECSS58579620191011 Bandra (E), Mumbai g
CENTAUR PHARMACEUTICALS PRIVATE LIMITED. Maharashtra State, Indla H
- NEW-WHO -GME/CERT/KD/B5 734/2019/1 1 Date:11 Oct 2019 E
i

11 0CT 2019




LIST OF

PRODUCT APPROVED UNDER WHO GMP'
NEW-WHO-GMP/CERT/KD/85796/2019/11  VALID UP TG :10 Oct 2022

: (A 19756
ai'¢/ of Manufactring Firm CENTAUR PHARMACEUTICALS
PRIVATE LIMITED.
g PLOT NO. 75. 76 & 76/1 CRIKHLOLI MIDC,
iARY AMBERNATH (WEST). THANE 421501
) MAHARASHTRA STATE. INDIA
Drug Licensc No K119 lna Form 25, KDa
In Form 25F
'Sr.No. Name of the Product Composition '
17 i
BROMAZEPAM EP |
= : |
IBROMAZEPAM JP '
l 19
i {BROTIZOLAM EP I
| =20
BROTIZOLAM JP AND
QOOD Gt
{ AT ~ -
&
| 2 S
| CHLORDIAZEPOXIDE BP g;»')‘(-'
7 I
[ 22 0 {
i CHLORDIAZEPOXIDE EP (L
| ¥ \
23 N \
CHLORDIAZEPOXIDE 1P Ao
q
24 —

[ \CHLORDIAZEPOXIDE IP

| 12345678910..

| Addrass of certifying authority :

I Food & Drug Administration, M.S.

i Bandra-kuria Complex,

l Bandra {E), Mumbai — 400 051

| Maharashtra,{NDIA.

o Tel +91-22-26592363/64

Fax: +91.22-26591959
INECSS58579620491011

CENTAUR PHARMACEUTICALS PRIVATE LIMITED.

- NEW WHO-GMP/CERT/KD/357%6/2019/11
129756

Name of the Authorised person : A, T. NIKHADE

Signature

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

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

Maharashtra State, India
Date:11 Oct 2019
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No. of certificate

Name of Manufaetring Firm

Drug License No

LIST OF

129756

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHOQ-GMP/CERT/KD/R5796/201971 1

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75, 76 & 76/1 CHIKHLOLI MIDC.
AMBERNATH (WEST). THANE 421501
MAHARASHTRA STATE, INDIA

KDI1i49 [n Form 25, KD6
In Form 25F

VALID GPTO: 10 Oct 2022

{ Sr.No. Name of the Product Composition
|| 25 !
' CHLORDIAZEPCXIDE USP !
1’ |
26 ,
CHLOROPYRAMINE T
| HYDROCHLORIDE ey
| %7 ‘
CHLORZOXAZONE USP
2 ,_‘E‘i‘-:":_eau%
CLOBAZAM BP el -
_ "? r ‘\\] ;:
= SR "I
: CLOBAZAM EP P Wy 3
o oo I
I O 2% )=
| 30 ¥L ;-,;,',:.: )}é—’
~
CLOBAZAM IP . L% ‘
_ i . i
| 3t %, ;&A\.ﬂuuaﬁg
CLONAZEPAM BP SHTRA

CLONAZEPAM EP

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1NECS558579620191011

CENTAUR PHARMACEUTICALS PRIVATE LIMITED,
- NEW-WHO-GMP/CERT/KD/B5796/2013/11
129756

Name of the Authorised person :

Signature :

Stamp and Date : Joint Commissioner (HQ) & Contrdlling Authority

A.T. NIKHADE

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

Maharashtra State, India
Date:11 Oct 2019
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0. of certilicate

ame of Manufactring Firm

LIST OF

129756

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/K D/85796/2019/11

CENTAUR PHARMACEUTICALS

PRiVATE LIMITED.

PLOT NO. 75, 76 & 76/1 CHIKHLOL! MIDC,
AMBERNATH (WEST). THANE 421501
MAHARASHTRA STATE, INDIA

VALID tte T : 10 et 2022

S tommisbualtiooz)

Drug License No KD¥149 [n fonn 25, KD6
In Form 25F
SrNo  Name of the Product Composition | !
33 ;
CLONAZEPAM iP | {
{
34 b
CLONAZEPAM USP '
35 !
CLOTIAZEPAM JP | i
1
36 AND 1
00,__ Jed; «.\‘*Ug ;
DELORAZEPAM 79%e ~s !
. <> \'\‘YO .
e £ RE 1
37 & ( 4 3 E
- (7 ‘|
DIAZEPAM BP =44 ‘g‘? 2 |;
91 b 3| I
t \ o] > ]
| ! 2 g
[ DIAZEPAM EP 1
39 Moo Tk
DIAZEPAM IP JRASHTRE S'E
|
J 40 :
DIAZEPAM JP E
‘ | 3
112345678910... :
Address of cerlifying authority : Name of the Authorised person : A. T. NIKHADE f
Food & Drug Administration, M.S. :
Bandra-kurla Complex, Sianature :
Bandra (E), Mumbal — 400 051. fgnature : ) o
Maharashtra, INDIA, Stamp and Date : Joint Commissioner (HQ} & Contipblling Authority !,7
Tel: +91-22-26592363/64 Food & Drug Adminlstration, M.S. 1
Fax: +91-22.26591959 i .
: INECSS585796201591011 e SR il
ENTAUR PHARMAC EUTICALS PRIVATE LIMITED. Maharashtra State, India l :
;gf;g;quo-empicsR‘rfkwsswsrzmml Date:11 Oct 2019 i
E
;

11 0CT 2019
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LIST OF

W

PRCDUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/KD/B5796/2019/11  vALID UP TO :10 Oct 2022
129756

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75. 76 & 76/| CHIKHLOL! MIDC.

AMBERNATH (WEST). THANE 42150)

MAHARASHTRA STATE. INDIA

fDIAZEPAM USP

Drug License No KDI149 1n Form 25, KDé6
In Form 25F
Sr.No, Name of the Product Composition
41

52
ESTAZOLAM

43
ES-ZOPICLONE

FLUPENTIXOL DIHYDROCHLORIDE
By

a4
AND
| ESZOPICLONE USP /@9_9,. ,-«%\
* & i >
45 Sr R
ETIZOLAM JP
456
FAMPRININF
47
FLUDIAZEPAM
48

Address of certifvina autharity - Name nf the Anthnrlead parsan <8 T MIKHANF
Foud & Drug Adminlstration, M.S.
Bandra-kurla Complex, . .

Signature :

8andra (E), Mumbai — 400 051.
Maharashtra, INDIA.

Tel: +91-22-26592363/54

Fax: +01.22-26791000
INECS558579620191011

CENTAUR PHARMACELTICALS PRIVATE LIMITED.
- NEW -WHOQ-GMP/CERT/KD/B5796/2019/11

| f29256

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

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

Maharashtra State, India
Date:11 Oct 2018
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No. off certificate

Drug License No

e of Manufactring Firm

LIST OF PRODUCT APPROVED UNDER WHO GMP!
A NEW.-WHO-GMP/CERT/KD/R5796/2019/11
129756
CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOY NO. 75. 76 & 76/ CHIKHLOLI MINC,
AMBLERNATH (WEST). THANE 421501
MAFHARASHTRA STATE. INDIA

KD1149 In Form 25. KD6
In Form 23F

VALID UPTO : 10 Qet 2022

Sr.No.|

Name of the Product '

Composition

49

FLUPENTIXOL DIHYDROCHLORIDE
EP

S0

fFLUPHENAZINE HYDROCHLORIDE
BP

51

FLUPHENAZINE HYDROCHLORIDE
P

52

FLUPHENAZINE HYDROCHLORIDE 1P

33

‘FLUPHENAZINE HYDROCHLORIDE |
usP

54

FLURAZEPAM
MONOHYDROCHLORIDE BP

55

FLURAZEPAM
MONCHYDROCHLORIDE EP

56

LORAZEPAM BP r

12345678910 ...

Address of cerlifying authority :

Fooo & Utug Admintsiration, M.S.
Bandra-kurla Complex,

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

Te: +91-22.26592363/64

Fax: +91-22.26591959
INECS55857962019101 1

CENTAUR PHARMAC EUTICALS PRIVATE LIMITED.
- NEW -RHC-GMP/CERT/KD/5796/2018/11

729756

Name of the Authorised person : A, T. NIKHADE

Signature :
Stamp and Date : Joint Commicsioner

@)} & Gontrplling Authority

Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, India

Dale:1 Oct 2019
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

g NEW-WHO-GMP/CERT/KD/B5796/2016/11 VALID UP 10 :10 Oct 2022
129756
of Manufactring Firm g CENTAUR PHARMACEUTICALS

PRIVATE LIMITED. |
i PLOT NO, 75.76 & 76/t CHIKHLOLI MIDC.
AMBERNATH (WEST). THANE 421501 !
MAHARASHTRA STATE. INDIA :
Drug License No . KD1149 In Form 25. KD6 !
tn Form 23F 1

© Na. of dertificate

ISr.No. Name of the Product Composition

I

|

57 i

| LORAZEFAM EP i

58
LORAZEPAM [P

59 , i
LORAZEPAM JP !

Ieo

LORAZEPAM USP
, J

LORMETAZEPAM BP

LOXAPINE SUCCINATE USP

R

63
MCLITRACCM | IYPROCHLORIDE

' 64 ‘
METHYLPHENIDATE
HYDROCHLORIDE BP

12345678910... .

| Address of certifying authority : Name of the Authorised person :A. T. NIKHADE
| Food & Drug Administration. M.S.

] Bandra-kurla Complex,
]

Bandra (E), Mumbai — 400 051. Signature : _ ' _
1 Maharashira INDIA. Stamp and Date : Joint Commissioner (HQ) & Controlling Authority - {
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
fax: +91-22-26591959 .
INECSSSE579626191011 Bandra (E), Mumbai.
CENTAUR PHARMACEUTICALS PRIVATE LIMITED. Maharashtra State, India t
;;‘g&;g‘;WHU-GMPJCERTIKQIBS?BSIZOIEH1 Da{e:'ﬁ Oct 2049 t
F
2
i
I O a

11 0cT 2019
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

: NEW-WHO-GMP/CERT/KI/85796/2019/11  vALID UP TO:10 Oct 2022

129756 I

e of Manufactring Firm g CENTAUR PHARMACEUTICALS ;
PRIVATE LIMITED.
PLOT NQ. 75. 76 & 76/1 CHIKHLOLI MIDC.
AMBERNATH (WEST). THANE 421501
MAHARASHTRA STATE. INDIA

Drug License No : KDI1149 In Form 25, KD6
In Form 25F

No. ol certificate

R

Sr.No. Name of the Product Composition |
65 l
METHYLPHENIDATE 3

|
|
1

HYDROCHLORIDE £P |'

HYDRCCHLORIDE P

!

i
|
[
|
H
; METHYLPHENIDATE

-

F’ﬂ
METHYLPHENIDATE
: HYDROCHLORIDE USP
| e oo
' METOLAZONE BP

|

(2]
re}

v

METOLAZONE EP

70 I
( MAETOLAZONE IR

;

IMETOLAZONE usp

71

'72|

R R S T iy - LI ] e

METOPIMAZINE

|

o | £
| 112345678910..

' Address of certifying authority © Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051. .
Maharashtra INDIA. Stamp and Date  Joint Commissioner {HQ) & Contjolling Autherity

5
}
% Tek: +91.22-26592363/64 Food & Drug Administration, M.S.
1
i

Signature :
¥

Fax: +91-22-26591959 .
ANECE558579620191011 Bandra (E), Mumbai.
CENTAUR PHARMACEUTICALS PRIVATE LIMITED. Maharashira State, India
;zgﬂE’:;W HO-GMPCERT/KDYBS5796/2019/11 Date:11 Oct 2019

S T R PRV

11 0CT 2019
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No. of certificate

_Name of Manufactring Firm

LIST OF

129756

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/KD/85796/2019/1 |

VALID UP TO :10 Qct 2022

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75. 76 & 76/1 CHIKHLOLI MIDC.
AMBERNATH (WLES1). THANE 4213501
MAHARASHTRA STATE, INDIA

Drug License No KDI149 In Form 25, KD6
in Form 25F
r.No. Name of the Product Composition
73
MIDAZOLAM 8P
74
MIDAZOLAM EP
75

MIDAZOLAM HYDROCHLORIDE

P e BT

NABILONE

76
MIDAZOLAM IP
77 [
MIDAZOLAM MALEATE
78
' \MIDAZOLAM USP
| }
! ‘
79
MILNACIPRAN HCL
80

[
12343678910,

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
INECSS58579620191011

CENTAUR PHARMACEUTICALS PRIVATE LIMITED.
- NEW -WHO-GMP/CERT/KD/85796/2015/11
129756

Name of the Authorised person ;

Signature :
Stamp and Date :

A. T. NIKHADE

\

\/
Jolnt Commissloner {HQ} & Coniro)ing Authority

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

Maharashtra State, India
Date:11 Oct 2019
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11 0CT 2018




© "No. ol eertificate

Nine of Manufactring Firm
Sy

Ditig License No

NEW-WHO-GMP/CERT/KD/85796/2019/11
29756

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75, 76 & 7¢/1 CHIKHLOL! MIDC,
AMBERNATH (WEST), THANE 421501
MAHARASHTRA STATE, INDIA

KD1149 In Form 25, KD6

In Form 25F

VALID UP TO : 10 Qct 2022

Sr.No. Name of the Product

Composition

81
NIMORAZOLE

82

NITRAZEPAM BP

83
NITRAZEPAM EP

84
NITRAZEPAM [P

85
NIiTRAZEPAM JP

86

NORTRIPTYLINE HYDROCHLORIDE
! BP

87

NORTRIPTYEHINF HYDROCHLORIDL
EP

88

NORTRIPTYLINE HYDROCHLORIDE
P

Address of certifying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (C), Mumboi 400 051.
Maharashtra,INDIA.

Tel: +91-22-26522363/64

Fax; +81-22-2659195%3
1MEC5558579620191011

CENTAUR PHARMACEUTICALS PRIVATE LIMITED

- NEW-WHO-GMP/CERT/KD/B5796/2019/11
129756

Name of the Authorised parson : A, T. NIKHADE

N

Signature :

Stamp and Date : Jolnt Commissioner (HQ) & Cur1ln¥|liug Authority

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

Maharashira State, India
Date:11 Oct 2019

m

LIST OF PRODUCT APPROVED UNDER WHO GMP!
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1

NEW-WHO-GMP/CERT/KD/B5796/2019/H  VALID UP TO:10 Oct 2022
129756

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOTNO. 75. 76 & 76/1 CHIKHLOL| MIDC,

AMBERNATH (WEST), THANE 421501

MAHARASHTRA STATE, INDIA

Drug License No : KD114% In Form 25, KD6

In Form 253F

ISr.No. Name of the Product Composition

LIST OF PRODUCT APPROVED UNDER WHO GMP!

85

NORTRIPTYLINE HYDROCHLORIDE
P

90

NORTRIPTYLINE HYDROCHLORIDE
UsP

91

OLOPATADINE HYDROCHLORIDE IP

92

OLOPATADINE HYDROCHLORIDE
use

93

OXAZEPAM BP

94

OXAZEPAM EP

o =

5

Lo —
AR TNE

OXAZEPAM 1P

96

OXAZEPAM USP

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

Narne of the Authorised person : A. T. NIKHADE

Bandra (E), Murmbai — 400 051. Signalure : . _
Maharashira, INDIA. Stamp and Date : Joint Commissioner (HQ) & Cogtrolling Authority
Tel: +61-22-26592363/64 Food & Drug Administration, M.S.

Fax: +91-22-26591959 )

ANEC3558579620191011 Bandra (E), Mumbai.

CENTAUR PHARMACEUTICALS PRIVATE LIMITED,
= NEW -WHO -GMP/CERT/KD/B5796/2019/11

129756

Maharashira State, India
Date:11 Oct 2015

VA I Wan

A

11 0c7 2009




LIST OF

Drug License No

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/KD/85796/2019/11  vALID UP T0 :10 Oct 2022
129756

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75. 76 & 76/1 CHIKHLOL MIDC,

AMBERNATH (WEST). THANE 421501

MAHARASHTRA STATE. INDIA

KO 1149 In Form 25, KDé

In Form 25F

T e

Sr.No. Name of the Product

Composition

97
PINDOLOL BP

98
PINDOLOL EP

99 |
PINDOLOL JP

100
PINDOLOL USP

L

101
|
PITOFENONE HYDROCHLORIDE

02
PRAZEPAM BP

103
, PRAZEPAM EP
E

e o

ey

104 |
PRAZEPAM IP

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

Bandra (E}, Mumbai — 400 031
Maharashtra,INDIA.

Tel: +81-22-26592363/64

Fax: +91-22-2659195%
LMEC555857962015101 §

CENTAUR PHARMACEUTICALS PRIVATE LIMITED.
- NEW-WHO-GMP/CERT/KD/BS796/2019/1 1
129756

Name of the Authorised person : A. T. NIKHADE

ol el

Signature ;

Stamp and Dale - Joint CommissioM{HQ) & Conl}alling Authority

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

Maharashtra Siate, India
Date:11 Oct 2019

ATTE L ST IR TR TG T R T ST W,

T .

11 0CT 2019




Nngge of Manufactring Firm

v

——r — e ————— = —
e
1

No. of certificate

LIST OF PRODUCT APPROVED UNDER WHO GMP!

129756

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED,

PLOT NG. 75, 76 & 76/1 CHIKHLOLI MIDC,
AMBERNATH (WEST). THANE 42]501
MAHARASHTRA STATE, INDIA

NEW-WHO-GMP/CERT/KD/85796/2019/1 1 vALID 0P 7O :10 Oct 2022

RIVASTIGMINE HYDROGEN :
TARTRATE '

Drug License No : KD 1149 In Form 25, KD6
In Forin 25F

Sr.No. Name of the Product Composition

105
i PROPIVERINE HYDROCHLORIDE JP
|
" 106
l REBAMIPIDE IP
‘ | ;

7 1067 |

108

SODIUM OXYBATE (GAMMA
HYDROXY BUTYRATE SODIUM)

109

TEMAZEPAM BP

110

[
'TEMAZEPAM EP

111

iTEN‘IAZEI—"I-\M usp
{
|

112

'TETRABENAZINE

{-891011 121314151617

Fos

S o T T E————

vl

Ay AT =

29756

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

Name of ihe Authorised person : A. T. NIKHADE

7

cd

Bandra (E), Mumbal — 400 051, Signature.: —
Maharashira, INDIA.
Tel: +01-22-26562353/64

Fax: +91-22-26591959
1NEC5558579620191011
CENTAUR PHARMACEUTICALS PRIVATE LIMIVED.
~ NZW-WHO-GMP/CERT/KD/AS796/2019/1 1

Slamp and Date : Joint Commissioner {HQ) & Contr
Food & Drug Administration, M.S.
Bandra (E}, Mumbai.

Maharashtra State, India
Date:11 Oct 2019

(;Iing Autharity

L

O

L

T

A1 0CT 2019




N

LIST OF
fé‘o. of certificate 3

Naine of Manufactring Firm
:

]

Drug License No

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/KD/B5796/2019/11  vALID UPTO:10 Oct 2022
129756 .

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75, 76 & 76/1 CHIKHLOLI MIDC,

AMBERNATH (WEST). THANE 421501

MAHARASHTRA STATE. INDIA

KD1149 In Form 25. KD6

Sr.No. Name of the Product

In Form 25F l

Composition !

113
TIEMONIUM METHYL SULFATE

114
TIMOLOL MALEATE BF

R o TT ST

115
TIMOLOL MALEATE EP

116
TIMOLOL MALEATE IP

117
TIMOLOL MALEATE JP

1

18
TIMOLCL MALEATE USP

119

:TRANYLCYPROMINE SULPHATE 8p
|

|
|
|
|

TRANYLCYPROMINE SULPHATE USP

Address of cenifying aulhorily :
Food & Drug Administration, M.S.
Bandra-kuria Complex,

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

Tel: +91-22-26592363/64

Fax: +31-22-26591959
INECSS58579620191011 .

CENTAUR PHARMACEUTICALS PRIVATE LIMITED.
- NEW-WHQ-GMP/CERT/KD/85795,/2019/11
729758

Name of the Authorised person A, T. NIKIIADC

T ey g vy

Signature :
Stamp and Dale : Joint Commission¥r (HQ) & Conjrolling Authority
Food & Drug Administration, M.5.

Bandra {E), Mumbai.

Maharashtra State, India
Date:11 Oct 20189

— T T AT TTI TR AT I FI

-

11 00T 2009




LIST OF PRODUCT APPROVED UNDER WHO GMP! '
j No. of certificate H NEW-WHO-GMP/CERT/KD/B5796/2019/1 | VALID tiP TO : 10 Oct 2022
/ 129756
Name of Manufactring Firm : CENTAUR PHARMACEUTICALS
PRIVATE LIMITED.,
PLOT NO. 75. 76 & 76/I CHIKHLOLI MIDC, !
" AMBERNATH (WEST). THANE 421501
i MAHARASHTRA STATE. INDIA
| Drug License No : KD1149 In Form 25. KD6
' tn Form 25F i
; i
, Sr.No, Name of the Product Composition f
121 |
TRIAZOLAM USP |
|
122 |
ZALEPLON USP ' i
I |
123 4
ZOLPIDEM TARTRATE BP
124
ZOLPIDEM TARTRATE EP H
f
125 1
ZOLPIDEM TARTRATE IP g
if
126 H
ZOLPIDEM TARTRATE JP §
127
ZOLPIDEM TARTRATE USP i ;
128 i
ZOPICLONE BP
. 891011121314151617 .5
z
:  Address of certifying authority : Name of the Authorised person : A, T. NIKHADE [ 5
Food & Drug Administration, M.S. )
Bandra-kuria Complex, A i
Bandra (E), Mumbai — 400 051, Signature : =4 ) o
H' Maharashtra INDIA. Stamp and Date -Joint Commissioner (HQ) & Contjolling Autharity E
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26501058 e : i
. INEC5SS8S79620191011 Bandra {E}, Mumbal. i
CENTALR PHARMACEUTICALS PRIVATE LIMITED. Maharashtra State, India 5
- NEW-WHO-GMP/CERT/KD/BSTI6/2019/11 A ;]
| 129756 / g L Dale:11 Oct 2019 ;

11 0CT 2019
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No. of certificale

Nafme of Manufactring Firm

§
} %

Dru'é License No

LIST OF

129756

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/K D/B57962019/1 |

CENTAUR PHARMACEUTICALS

PRIVATE LIMITED.

PLOT NO. 75.76 & 76/] CHIKHLOLI MIDC,
AMBERNATH (WEST). THANE 421501
MAHARASHTRA STATE. INDIA

KD1149 In Form 25, KD6
in Form 25F

VALID UPTO:10 Oct 2022

Sr.No, Name of the Product

Composition

129
ZOPICLONE EP

130

! ZOPICLONE IP

131
LUC LOPENTHIXOL ACETATE BP

| Address of certifying authority :

Food & Drug Administralion, M.5.
Daidiashuita Cutniplea,

| Bandra (E}, Mumbai — 400 051.

Mzharashira, INDIA.

Tel: +01-22-26502363/64
Fax: +91-22-26591959
INEC5558579620191011
CENTAUR PHARMACEUTICALS PRIVATE LIMITED

= NEW-WHO-GMP/CERT/KD/85796/2019/11
129156

Name of the Authorised person :

Signature -
Stamp and Date :

A, T. NIKHADE

el

R———

Joint Commlss!cne\r{HQ) & Con.Jrol!ing Authority

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

Maharashtra State, india
Date:11 Oct 2019

T TR T
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11 0CT 2018




