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1 [o1\6 | CERTIFICATE OF GOOD MANUFACTURING PRACTICES

AW ZATAAU T R A

IOATE e D TAAT IR
Trus Certificate conforms to the format recommended by the World Health C-ganzaticn.
| " (General instructions and explanatory notes attached).

' Sertificate No.: WHO-GMP/CERT/ND/50642/2016/11/16820

W On the basis of the inspection cairied out on 26-02-2014 AND 27-02-2014 we cerify that
s o 4] g | ne site indicated on this Certificate complies with Good Manufacturing Practices for the
' ‘“ ;= & | osage forms, categories and activities listed in Table 1.
5.0
z

" - 7l | 1. Name of the Firm : NITIKA PHARMACEUTICAL SPECIALITIES
| ‘é : PVT. LTD.
Be nky 3 Address . PLOT NO. 85, WANJARA LAY-OUT, PILI NADI
, INDL. AREA, KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE,

] INDIA

o Licence No : ND15 In Form 25

|

|

a'r.\'u_i __“_“"‘“i__l;"i"(’” i (':nu;;ﬂr[ies} ) '| Activity(ies) —l

T z;c éha;rnac;.uca!__m EGeneraI ( Other than Synthesis, Purification !

| FigrEdientsi( Bulk Dugs) Cephalosporins. Penicillin, Pack 1g, Lapelling, Qualty |
|Cytotoxic, Hormones ) |Cont-al, Qua Ity Assurance |

The responsibility for the quality of the individual batches of the oharmaceutical products
' nanufactured through this process lies with the manufacturer.

_3,\4_' The Certificate was valid upto 01 Apr 2016. and the validity of tre said certificate was

R i ‘ | sxtendad for the period of six months and the certificate was valic upto 01 Oct 201€. Now

SO B e validity of this cegificate has been further extended for the periad of six months and

. qow the validity of th@,@gﬁf{i@téﬁrmmnsﬁj}\pr 2017 . It becomes invalid if the activities

Qe 2 and / or categories certified, herewith-are chanded orif the site is no longer considered tc
oe in compliance with-GMP ' P

R 5.

Aadrzss of cemifying authanty
| Fcod & Drug Adminstratio
Bznara-kuria complex
Bzndra (E), Mumbai ~
Mazarashtra INDIA, 7
Te! +§°-22-2€592
Fax *w1-22-.-'659]

Name of the Authorised person : O S SADHWAN

Signatare _,@M

Stamp and Datg” Joint Commissioner (HQ) & Controlling
Authority

P ?ﬂ:- g 1 & Drug Auministration, M.S.
7)Y BaddraiE), mumbaily T T B
Wsrﬁi‘é_&itate. Indj
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For Nag. Vidarbha Chamber of Cornmerce
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CONSULADO DE CHILE EN

NUEVA DELHI, INDIA o
El Cénsul de Chile que suscribe, ¢ rtifica la
atentcdod de la fima de don. (SN, Lo

funcionario para asuntos consulares del Ministerio
de Relaciones teriores%g India.

Actuacion No. .S A%, Arancel Art No. 4/10
Derechos percibidos: US $ \Z—
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Explanatory notes

=

s

This certificate which is in the format recommended by WHO. certifies the status of the site listed
in point | of the certificate.

The certification number should be traceable within the regulatory authoritv 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 licerce.

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

Example -1

| Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

| Dosage form (s)

Tablets i Cytotoxic Packaging
Hormone Production, Packaging. Quality |
: control.
~Injectables Penicillin Repackaging & Labelling. |

Cefalosporin Aseptic preparation. Packaging. _
Labelling. |

Example - 2.

Pharmaceutical Product (s)1 | Category (ies) | Activity ( ies)

Starting material (s)2

Paracetamol Analgesic Synthesis. Purification,

Packing. Labelling.

h

Use. whenever available. International Nonproprietary Names (INNsj or otherwise rational
nonproprietary names.

/”'-5’- .‘Rr".“‘ ~ ..
The certificate remains valid until the specity The n.‘e'ruﬁt. te becomes invalid 1t the
activities and/or categories certified are uha 'fdr if Ihe site 15 no | g\er considered to ne n
compliance with GMP. 2{ ¥

The requirements for good practlce

the r{ﬁn facture and quaht) control&jf drugs referred to i
the cer:ificate are those include 15,. ality®\ssurance  of Pharmacet:jal ©a compendium of

guidelites and related m\e_{‘lﬂl od ifacturing -practices ¢ fnspectlon Volume 2.
1999. World Health Orgzmgﬁm va an a&a‘t{s\equent updates. ., / '

g
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
WHO-GMP/CERT/ND/50642/2016/11/16820  VALID UPTO:01 Apr 2017

No.of certificate
Name of Vlanuinetring Firm

Drug License No

NITIKA PHARMACEUTICAL

SPECIALITIES PVT. LTD.

PLOT NO. 85. WANJARA LAY-OUT. PILI NADI
INDL. AREA, KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE. INDIA
NDI5 In Form 25

Sr.No.| Name of the Product

Composition

T
1
Aluminum Hydroxide Gel USP

2
|
Aluminum Monostearate USP
3
H Calcium Carbonate IJSP .
4
iCai-:lum Citrate USP/NF
s
[ ‘Calrium Glycerophosphate BP/EP
|Calcium Steararte BP
R ;
‘ ‘Caltmm Stearate USP
| 8
‘Driec Aluminium Hydroxide BP
-
234

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

Bandra (E1 Mumba - 400 051
Manarasntra INDIA

Tel +81.22-75592363/64

Fax +591-22 26591656

Name of the Authorised person : O S SADHWANI

snateAZSBNNNVNN K,

_ i

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

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

Maharashtra State, India
Date:03 Oct 2016

03077 2016




| Tel +91-22-26592363/64

= ' . _—_—-—_II“
LIST OF PRODUCT APPROVED UNDER WHO GMP! ‘
Nowof certilieate . 3 WHO-GMP/CERT/ND/30642/2016/11/16820  vALID UP TO :01 Apr 2017 '
Name of Manufactring Firm ) NITIKA PHARMACEUTICAL

SPECIALITIES PVT. LTD

PLOTNO. 85. WANJARA LAY-OUT. PILI NADI ‘

INDL, AREA, KAMPTEE ROAD NAGPUR

NAGPLUR 440026 MAHARASHTRA STATE. INDIA ‘

Drug License No NDI3 In Form 23
|
Sr.No. Name of the Product Composition '
9 i

Dried Ferrous Sulfate USP |

|Fe-"ous Fumarate USP

T | 1!
|

\Mzgaldrate USP

|
|
| =2
IMagnesium Glycerophosphate EP -
13 ‘
Magnesium Hydroxide BP
14 ‘
} Magnesium Hydroxide Paste USP [
‘ 15 |
! Polyethylene Glycol USP |
|
i
6 |
Simethicon Emulsion USP
| |
Address of certifying authority Name of the Authorised person : O S SADHWANI I
Food & Drug Administration, M S & WU\ |
Bandra-kurla Complex Slgnatureﬁ e _.r:g -
Bandra (E). Mumba, - 400 051 Stamp anwa@m;n_-l'nﬂssioner (HQ) & Controlling Authority J‘

Maharashtra INDIA :
ol gt Food & Drug Administration, M.S.

Bandra (E). Mumbai
Maharashtra State, India \

Fax +91-22-26591958

Date:03 Oct 2016
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
| N of certificate : i WHO-GMP/CERT/ND/50642/2016/11/16820  vALID UPTO:01 Apr 2017
' Name of Manufactring Firm : NITIKA PHARMACEUTICAL
' SPECIALITIES PVT. LTD.
PLOT NO. 85. WANJARA LAY-OUT, PILI NADI
INDL. AREA, KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE. INDIA

Drug License No : NDI5 In Form 23
S 1 1 .
Sr.No. Name of the Product [ Composition
7 [
! |

{Simethicone USP !

|
!
T T

[

|

'Sodium Stearyl Fumarate USP | |
|

| 19 ] (J
i Sucralfate USP
20

Zinc Stearate EP

l

| 21 [ACILUBE ’ !
Stearic Acid USP ‘
1

22 !CAPSEEDS !
|Sugar Spnere USP 1

23 |Cellacefate
Celiulose Acetate Pthalate BP/EP

24 |Magnesium Carbonate USP

- |
; 1

1234 [
| Adaress of certifying authority Name of the Authorised person : O S SADHWANI |

Food & Drug Administration, M.S |
Bandra-kurla Complex WM |
Bandz(E)-Mdkia -~ 4081051 Stamp e Joint Commissioner (HQ) & Controlling Authority

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

Maharashtra State, India
Date:03 Oct 2016

Tel +91-22.26592363/64
| Fax -+91-22.26591955




M—-————

LI‘~'I OF PRO[)l CT APPROVED UNDER WHO GMP!
Nooof certiticate | - : WHO-GMPCERTND/50642:2016/11716820 vaLi trTo:01 Apr 2017
Name of Manufactring Firm : NITIKA PHARMACEUTICAL
SPECIALITIES PVT. LTD.
PLOT NO. 85. WANJARA LAY-OUT. PILI NADI
INDL, AREA. KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE. INDIA

Drug License No ; NDIES In Farm 23

Sr.No.| Name of the Product Composition
25 |Magnesium Oxide USP

26 |NEUTRA Almagate BP

| | 27 |STANPURE
\CALAMINE BP P

28 |TABFILD
Dibasic Calcium Phosphate USP

29 TABFILT
Tribasic Calcium Phosphate USP

| 30 |TABGLIDE
| Talc EP

31 |TABLUBE
Magnesium Stearate USP

)

o~

Address of certifying authority Name of the Authorised person : O S SADHWANI

Food & Drug Administration M S |

Eandra-kurle Comgplex Slgnatﬁﬁm '

:=1aafr“df5 ( it' "?;g:’:' - 400051 Stamg.and Date Joint Commissioner (HQ) & Controlling Authority

i r - |
aiesis Food & Drug Administration, M.S. [

T2l +91-22-265923263/64
Fax +91-22-26591959 Bandra (E), Mumbal
Maharashtra State, India
‘ Date:03 Oct 2046

030CT 2016




