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This Certificate conforms to .thé:"fo'r"r'*na? fecommended by the World Health C-ganzaticn.
" (General instructions and explanatory notes attached).
Sertificate No.: WHO-GMP/CERT/ND/50642/2016/11/16820

19n the basis of the inspection cairied out on 26-02-2014 AND 27-02-2014 we cerify that
| ne site indicated on this Certificate complies with Good Manufacturing Practices for the
iosage forms, categories and activities listed in Table 1.

1 Name of the Firm : NITIKA PHARMACEUTICAL SPECIALITIES
PVT. LTD.
& Address ; PLOT NO. 85, WANJARA LAY-OUT, PILI NADI

INDL. AREA, KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE,
INDIA

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

| sxtendad for the period of six months and the certificate was valic upto 01 Oct 201€. Now
| the validity of this ceggficate has been further extended for the periad of six months and

| 70w the validity of thmgmig‘g:téﬁrmainsﬂo‘“-\pr 2017 . It becomes invalid if the activities

| and / or categories cegtified, herewith-are changed orif the site is no longer considered tc
oe In compliance with-&MP ' O
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Explanatory notes

=

LPF]

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 ) 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.

L

Use. whenever available. International Nonproprietary Names (INNs) or otherwise rational

nonproprietary names.

P 6‘ nr S
The certificate remains valid until the specit) ~The n.‘emf'l te becomes invalid 1f the
activities and/or categories certitied are c,hn /dr if Ihe site is n\j\ g\er considered to pe in

compliance with GMP. y e{

The requirements for good practice

the r{ﬁni\fauture and quallt) controlS(jf drugs referred to i
I

the cerificate are those include i;v 1ality®Assurance offharmacet:fl ©a compendium of
guidelites and related m \e_{”hﬂl od ifacturing ~practices ¢ f;&spectlon Volume 2.
1999. World Health Orgqn va an a&n‘b\s\equent updates. d /
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No.of eertificate
Name of VMlanuinetring Firm

Drug License No

= > — e e M

LIST OF PRODUCT APPROVED UNDER WHO GMP!

WHO-GMP/CERT/ND/30642/2016/11/16820
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

VALID UPTO:01 Apr 2017

Sr.No.| Name of the Product

Composition

T

1
Aluminum Hydroxide Gel USP

[ 2
|
! Aluminum Monostearate USP
3
Calcium Carbonate IJSP .
4
iCaJ-:mm Citrate USP/NF
5
[ JCalfium Glycerophosphate BP/EP
' |Calcium Stearate BP
!
‘ ‘Caluum Stearate USP
|8
‘Driec Aluminium Hydroxide BP
S
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
+81-22

26591958

Fax

Name of the Authorised person : O S SADHWANI

sgnateAZSBNNNVNN K,

-

Stamp and Daw= Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S,
Bandra (E}, Mumbai

Maharashtra State, India
Date:03 Oct 2016

03077 2016




— "__—_—_'——-_——_________——_-—___—_____‘___

LIST OF PRODUCT APPROVED UNDER WHO GMP!

No.of certilicate . C WHO-GMP/CERT/ND/30642/2016/11/16820  vALID UP TO :01 Apr 2017

Name of Manufactring Firm ) NITTRA 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 NDI3 In Form 23
|
Sr.No. Name of the Product Composition '
9 i
' Dried Ferrous Sulfate USP | |
| | |
| 10
|
‘ |Fe-"0us Fumarate USP ;
|' | J
[ 11 ]
| [Magaldrate USP i '
| |
| -2 |
IMagnesium Glycerophosphate EP !
|
| |
13 J ‘
Magnesium Hydroxide BP
14 | 1
IMagnesium Hydroxide Paste USP [
15 | I
! Polyethylene Glycol USP |
|
i
6 |
Simethicon Emulsion USP
||
Address of certifying authority Name of the Authorised person : O S SADHWANI g
Food & Drug Administration, M. S (-—Mmf: E |
Bandra-kurla Complex Slgnan.ne,,a%"'a — '
Bandra (E). Mumba)| - 400 051 Stamp an@amsioner (HQ) & Controlling Authority J‘

Maharashtra INDIA
Tel +91-22-26592363/64
Fax +81-22-2659195¢

Food & Drug Administration, M.S.

Bandra (E). Mumbai

Maharashtra State, India

Date:03 Oct 2016 \




— ————— S —— ————e——————— T E=—————
LIST OF PRODUCT APPROVED UNDER WHO GMP!
| Mool eertificate : i WHO-GMP/CERT/ND/50642/2016/11/16820  vALID UP TO:01 Apr 2017
' Name of Manufactring Firm : NITIKA PHARMACEUTICAL
I SPECIALITIES PVT. LTD.
PLOT NO. 83. WANJARA LAY-OUT, PILI NADI
INDL. AREA, KAMPTEE ROAD NAGPUR
NAGPUR 440026 MAHARASHTRA STATE. INDIA

Drug License No : NDI5 In Form 23
Sr.No. Name of the Product [ Composition
17 | ;’
[Simethicone USP '
| :
|
—— 1 [
18 [ |
{Sodium Stearyl Fumarate USP | |
| I 19 y |
i Sucralfate USP (
20
Zinc Stearate EP
l
' 21 [aciuse " !
Stearic Acid USP l
22 [cAPSEEDS |

|Sugar Spriere USP 1

23 |Cellacefate
Celiulose Acetate Pthalate BR/EP

24 |Magnesium Carbonate USP

; 1
(1234 |
! |
Address of certifying authority Name of the Authorised person : 0 S SADHWANI |
Food & Drug Administration, M.S |
Bandra-kurle Complex Signature -——*‘J\}M |
Eandra (E), Mumba — 400 051 . . - :
am
| Maharashtra INDIA Stamp e Joint Commissioner (HQ) & Controlling Authority

| Tel +91-22.26592363/64
| Fax -+91-22-26591955

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

Maharashtra State, India
Date:03 Oct 2016
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
Mool certificate | . : WHO-GMP CERTND/S06422016/ 117116820 varip veTo:01 Apr 2017
Name of Manufactring Firm : NITIRA 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 : NDIS In Form 23

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

26 |NEUTRA Almagate BP

| | 27 |STANPURE
CALAMINE BP

28 ;TABFH.D
|Dibasic Calcium Phosphate USP

29 [TABFILT
Tribasic Calcium Phosphate USP
| 30 |TABGLIDE
| Talc EP
31 [TABLUBE
Magnesium Stearate USP |
It =t
Address of certifying authority Name of the Authorised person : O S SADHWANI
Food & Drug Administration M S |
Eandra-kurlz Complex Slgnalﬁ_’ﬁm '
:I:.‘ar:‘cra { it' r,.?;:rs:;:. =400 051 Stamp.andDate Joint Commissioner (HQ) & Controlling Authority
FlEaE Food & Drug Administration, M.S. i

Tai +91-22-26592263/64 ]
Fax +91-22-26591959 Bandra (E), Mumbai

| Maharashtra State, India
| Date:03 Oct 2016

030CT 2016




