
This certiticate conforms to the tormat recomrnended by the wortd Health organization

(Generalrnsfructjons and explanatoly notes attached)' 
- -

certificateNo,:NEW-WHO-GMP/CER1,KD/74700I2018/11/25368 :

the inspe ed out on 16/08/?01 a' 17to8tzo18 and 06/09/2018 ''we

siteincithisCertificatecomptieswithGoodt'J|anufacfuring
e dcs-':go tegories and activities listed in Tabie 1

Office of The Commissioner'
Food & Drugs Administratiqn M:$'

Bandra - Kurla Compiex'
Bandra (E)"

Mumbai - 400 051

Dare:z 
g ocT 2018

Authorlty
Food & Orug Administration, ll'S'
aanctra {El, lllumbai
tlaharaBhtra Strte, I ndiE

Dsie:16 oct 2018

AARTI DRUGS LTMITED

8.22, ${lDc, TIRAPUR) TAt*PALGtllR. DlsT'
rsalte 4ol5oe ITAHARASHTRA srATE'
INDIA
ND68z In Forrn 25'
XO4O8 In Form 28/..

Table 1

Address of certiVin! authority :

Food & Orug Administration. M'S'

Bandra-kurla Gomplex.
Bandn (E), Mumbai -
Maharashlrs,lNDlA
Tel: +91-

Fax: +9'1-22-2659
lFAA?St t4?0c2016

Nante of lhe Firm

Address

Licence frlo.

The responsibility for the quality of the indwidual batches of the pharmaceutical products

rnanufactured through this process lies with the manufacturer'

.fhis 
certiftcate remains vatid until 15 Oct 2021 . tt becomes invalid if the activities and / or

caiE-qories c.:;tifie<j iia:euih are ch=ngec cr lf the site is ne icnger considered ta be in

compliance with GMP

NamE of rho Authorlsed person : A. T' HIKHAOE

:l:.., Signature :

gtamp and Oate : Joint Corflmlsslonar (HOl & C

jr,Nq, Dosrrgc Form(s) Categor(ies) ;\otivitY(ies)

a

\ctive Pharmaerutical
ngredienls ( Bulk Drugs)

Seneral ( Other than
SephalosPorins, Penicillin'

Dvtotoxic, Hormones )

syilnesls. Punrlcauqn.

Packing, Labelling. QualitY

Control. QualilY Assurgn@

,- ,r ii.}*il tO



Exolanatory notes

l. 'Ihis cerrificatc which is in the format reconnrended by WHO, certifies the sratus of the sitc list,.rl

Example - 2.

Pharmaccutical Produc.t ( s) r Cate!,orv (ics) Activitv ( ics )

Startinq material (s)r
Paracetamol Analgesic Synthesis, Purifi cation.

Packine. Labellins.

Use. wherrever availablc. lnternational Nonproprietary Nanrcs (lNNs) or utherwi.sc nation;rl

nonproprietalv names.

5. Tlre certitlc:rte remains valid until the specificd date. The certificate beuonres invalid if the
activities and/or categories cenified are chnnge'd or if the site is no longer considered to be in

. compliance with CVIP.

6. Thc requiromcnts f<rr good practiccs the man ol tfi'ugs refcrred to in
the certiticate are those included in Quality ; l compendium of
guidelines and related materials . Cood
1999, World Health Organizrtion, Ceneva

:tion. Volume 2.

j l.r

t-,$

Production, Packaging. Qualitl'
control.
Repackasins & Labelli
Aseptic pr€paration, Packagi n g.

<lf Pharmac
ng practices



I,IST OF PRODUCT APPROVED UNDER WIIO G.\{PI
No. of .cr.lncnlr : NEW-WHO-GMP/CERTIKD/74700/20l Ul l \ALlt' lrPTo: 15 Oct 202t

/25168

Nrmc of llenufrctring Firm : AARI'| DRTJOS LIN'll't liD
E-22. MtDC. TARAPIJR. TA[.PAI,(;}IAR. D'ST.
THANE 40I50.6 ]\,IAI IAIIASH'TRA SIATE. INDIA

Drug License J\o : KDl82 In Form lJ.
XDl0t h fonfl ?8

ir.No, Nanrs <rf lhe Product Composition j
t

llopiciogrel Hydrogen Sullate EP

2 lelecoxib EP

1 :€lecoxib USP

4 3fProfloxacin HCL BP

&ry"
5 liprofloxacin HCL lP

6 liprofloxacin HCt UsP
'k"t".-=d;:#

7 liprofloxacin HCP EP

I )iclofenac Epolamine

1 -t
I

Addra3s of cerlifying authotity .

Food E Drug Admlnisiration, M S
Banori-kurla Cornplex,

I

I

_)

3ancra (E). i.'lu$3si -,4CC C5

tdah€rashva.lNOlA.
Tel: +01 -22-26592363164

Fax: +91-22-26591959
rtAA)gtt.:0020tB lo t5

Siamp ancj Daic : ioitti goinm;ssignsl lliQi & .Cc,\iroll:n3 As:hcrity

Food li orug Adrnlnlstrataon, M.s'

Bandre lE), i[umbai
Mah.rathlra State, lndia
Oate:l8 Oqt 20lE

.l o i:tci zBtg



.!io' of crrlificttc

Nimc of Manuf*ctring firm

Drug Licenre No

BBndr+turla ComPBx,
Bandn (E), hlumbsi - {$6 051

Maharashtra,lNDlA.
Tel. +91.22-23592363/6'l
Fax: +e192-26531959
! nta]8 t 7{7 0O20l g lB: 6

LIST OF. PRODUCT APFROV!')I) UNDER WHO GMPI
; NE\\'-VH0-Ci$PiCgRTftD44700/201811 | \:.'l,LrD (:P lo:15 Oct 2021

t2s168
: AARfiDI{UCiSLllvll'lED

8.22, MIDC, IARAPLIII. TAI.-PAI,GHAR. O'S'I:
THANE 40I5'X MAHARASH RA STATE, INDIA
KD582 In slnn 25,

KD4Olt ln Form 38

Signature . v 
i

Starflp and Dale :Joint dommissiail€r (iiQl S Con!-oiliftg Authctlty

Food & Drug Adminlstrallon, il.S.
Eandra (E), MumbEi
[itshe.sshtra Statg, I ndla
Dale:i6 Oct2018

Na Name of the Product Composition

9 SatiJloxacin Sesquihydrate

10 vletoprolol Succinai€ BP

il Vletoprolol Succlnate EP

=.4ffiu- --
LZ vletoprolol Succinate usP

13 !lacin USP

l4 laloxifene HCI EP

15 laloxifene HCI usP

16 lRivastigmine HYdrogen Tart rate
I

I

t23
euthority : Nsrne of lhe Authonseo person : A' l' Nr^rlA us I

strttion' M.s. t

rl 0 0cr 2018



\a |)f ("rlilicrrc

i\rnrc el ltrnufeclring Firrn

Drug l.lccnrc No

l.rsl'or pRorrucT ApPRovgD UNDER wlto cfttpl
: NEU'-1V!l,J-(ililPi('ERl'I(D/?{100,20 tE.'l | !..u.11, r p I o : t-t ocl !0! I

,]5 Jftt
: A,'\l( li DRt jGS r.t!v|l-t ]: t r

H-23. N.l I l)(, 1A Rn Ptiri. IAL-|'AL(;I{AR. DlS', | -
1'l r AN H do | 5(yt SlAttA lr.\s FllllA s1 ArE. ri\ Dl.\

. liD5tl In torm ll.
KD{otl In l:rrrrrr ?8

ir.No, Itame of tbc Prulucl Compositi0n
r7 Ierbinafine Hcl BP

l8 lerbinafine Hcl EP

t9 Tinidaroie 8P

20 linidarote EP ffi-.31*
a^ Tinidrzole lP

ffi \3u
)? finidarole USP T\, , sffi

\ )-. .!

23 lolprdem Tartr3te BP

7n m TartratF EP

tlj4
Addre$ otcerlilyiog Suthor'ty: Ni
Food. & Drug Admin6tration. Fl S
Ssndte-kurla Compler
Bsndrg (E) Mun$ai -.100 051

rme of th€ Authorise{t pe.son : A. T, HIKHAOE

I Frr- r. .l
Srgnaturo -rJt- f-

Slamr and Dalo Jolnt Commlre ionor lHQl E Condotiine Authoritv
liiqhsoshtra.iNOlA,
ler +91-2?.?6592363,€4
Fax: r91.22.26591959
I r|f /8: 'a;(rt.,(| | e r! t 5

Food & Dru[ Admlnl8t(ation. M.S.
geddr. (El, Uunrbai
MaharrchtE Stato, India
Oate:J6 Ocl 2018

l6 2u18OC.I



J

No. ofscrlilicrtc

Nrmr ol l\llnufrctrinB Firnr

Drug l..ic:nse No

Addre6s ot certitYing duthority
Food & Drug Administtation, M S
Bandra{urla Comglax,
Band6 (E), Mumbal - 400 05 .

Meh.rashlta.INDIA
Tel: +9.| -22-25592363/64
Fsr: +<fi-22-26591959

LIST OF PRODUCT APPROVED UNDER WIIO GilIPI
:NEW.WHQ.(;MP/CERr/KD'4?00I20|8/|l!;lI.lt}liPl(l:|5oct202|

/25.16t
: r\ARII DRUCS Llt\tl l'l:D

622. y; p(:,'. l.{ RA Pl-l ll, T.4 I"-PALOI| A R' Dl sI"
THANE 40I506 MAHARASIITRA S]"ATE. INDIA

KDSll2 tn Fom 25,

KD4Olt In Fornr 28

sition

H"r* ot tne euUtorised petson : A. T. NIKHADE

Srgnature : I

StamD and Date :Jolnt Commissionot (HQ) & Controlllng Aulhority

ll--^^i

Food I Drug Admlnisttation, l,l.S.

Bandr. (E), ilumbal.
Mah8rt!htra Stato, Indla
oate:15 oct 20'18

Name of llre Product

ttt(
\

+

i
)

A copy of thls document /

iiil;; reccrd€d. with the Chamber

a_

ilH:fft$'r:ff#:i:'T 
^o'd;i/ 

z o to

Authorised SignatorY

FF'ATIK RALE
6UT$V6



TESTEB TRUE fiffiF'V

n tJ gFJ,
f 5^ d le rb'' _ AI

N ^ffi ;; 
" 

fo e'x;tr rn-g :Ir",*j,--T;;:;;" Ground Floor'
Ja r nu,'Ar PgflJa 

'-Lootuo 
Pard;

fiartpatrao K 
n.4de

folUtii'lEnr - ctrtr 0'13'

3 0 itov 2018

v,
'Jf

G)


