
FOOD & DRUG ADMINISTRATION I,I,4,HARASHTR,{ STATE. MUMBAI 4OO 051
CERTIFICATE OF A PIIARMACEUTICAL PRODUCT I

'I his certiricate conforms to the fornrat recommendcd by the worrd Hearth organisation
(G€neral instructions and explanatory notes a$ached)

No. ofcerti{icrte : COpp/CERT/KDtg6273t2O;O/ru32itgn614B4 \,arid r pro:20 Jut 2023 .
Exporting ( ountry : INDIA
Inporting Country : AS per Annexure
l. Name and dosage fo.m ofpft)duct : Ethambutol Tablets Bp400mg
Ll Active ingredien(s): and amount (s) perunitdose3: Each fablel Contains

Forcomplelequalnarivecomposrnon inctudrngexcipi€nls :,1As per Annexurc
1,2 Is this producr ljcens€d ro be ptaced on rhe marter for use rn rhc.\ponrn8 coun,o ., r* X 

"" 
n

l.J ls rh,' r,odu( r J,,uatiy on rh( mi.t<r ,n ,hr e\pon,ng *rn,a " v* E l" ! r 
"r** n

3.2 Has Ihe manulacrure of 1his type ot dosage ibrm been inspectca : Ves X r.ro tr
3.3 Do the laciI t rcs and operalrons con ibrm to cMp as recommended b) Wortd Hcaltb Organisation , 1 

j
Y". X N" n ruot applcaare ra fl

4. Does lhc rniurmalron submrilcJ b! fte,nnJ,.,nt saristt th€ cerlrfymg aulhonrr- on alt aspects ofihe nanufacrurc ot.rhc produd rt6
Y".E ",,I

Erhamhulol I lvdrochlonde Bp.100 m-e

Ifno, explain

Address of certiting authorjty :

Food & Drug Administration, tr.S.
Bandra-kurla Complex,
Bandra (E), ldumbai- 400 051.
Maharashtra,lNDlA.
Tel: +91 -22-26592363t64 t65
Fax: +9'1-22-26591959
5tvs27 4962J 320200J 2at6a

Name ofthe Authorised person :J. B. MANTRI

signature : Jr.),.f-
Stamp and Date Joint Co;missioner (He) & Contro ing

Aulhority
Food & Drug Administration, M.S.
Bandra {E), Mumbai.
Maharashtra State, lndia
Date:28 Jul 2020

l2A.l 
l\unhfl ur producr lcens( - 

Ko428 tn Form 25
rnd date ofissde 03lan 2ml

2A.2 Product I ({nsehold(r r\rm<Jnd rddr(sl
WIZERA LABS PRIVATE I-IMITED PIOT NO. D.15/5, TJ.C.
INDUSTRIAL AREA, M.I.D.C., TURBHE, THANE 4OoTO3
MAHARASHTRA SIATE. INDIA

2A.3 Slatus ofproducrlicense llotdcr 8

oE o[] "n2A.3.1 For carcgoaes b and c lhe namcand addrcss oflhe ma.ufacrurer
producrng rhedosage ibrm is 

q

2A.4 I\ summar! i'asrs ofAppn^atapprndcd 'rov*! r"8
2A.5ls the alrached, officiauy appro\ed produci informalion completc and
consonani Nrth the license ?ll

v", n r"fl No, p,o'ia"aX
2,{.6 Applicint fbr certificale rtdifTerenr from t.icense holder l:

NotApplicable

l2A.l Applrcanr fo' cenrfrcdr< !nam< anJ ddd.<,./

t8..2 SIarus of appl(ant :

oE un.E
28.2.1 For calegories b and c the mnrc and addrcss oJ lhe mlnulacrurer
p.oducrng the dosag€ fo.m rse

28.1. r h\ is markehn! aulhunzar,on lactin,, .nnnn
Not required Nol requesled

28.,1Remarks :13

\i?
)
)

67
7(
(
(
(

z-^^-iT

R
l. Does the cenrl!ing aurhonl! arrange for penodic rnspecron of lhe mrnutarturing ptanr rn $hrch lhe

,rno or nor app,(dh.c proced ro ru. n,on J. r.X r"Ll \or .rpptiehtera LJ

l.l Pe.iodrcily ofroulrne inspecrions(vears) Once a yea.



GENERAL INS'TRUCTION ;

Please refer to the guidelrnes for full instruction on hou to conrplete this fomr and information on the
rmplerrentation ofthe scheme.The forms are suitable for generation by computer. Thel should always be submitled
as hard copy. u/lrh responses printed in type rarher than hand writtcn.Additronal shccts shorrld be appended. as

necessary. to accommodale renrarks and explanations

EXPI-ANATORY NOI'I]S :

I This cenrficarc. which is in the ibrmar rccommcndcd by WHO. establishes the slatus of thc pharmaceutical
product and of the appllcanl lor the certillcatc in thc exponing country It rs lor a single producl only sinLc

rnanufacrunng arrangements and approved rntormation for different dosage lorms and drfferenl strenglhs can

vaq
2 Llsc. uhenever possiblc. Internalronal Nonpropnetary Names (INNS)or nalronal nonpropnelar) namcs

3 The fbrmula (complete composllion) of the dosage lonr should be given on the certificate or be appended.

4. Dclails of quantitative composition are prefencd. but thclr provision is sub-tect to the atreemenl of the product-

Lrccnce holder
5. when applicable. append detarls of any restrictron applied to the sale. distrjbution. or admrnistration of the

producl thal is specified in the producl Lrcence
6 Sections 2A and 28 are mutually exclusrvc
I. Indicatc. u,hen appiicable. ifthe Licence is provrsional, or the producl has nol yel been approved
8 Specrfy whether the person responsrhle for placing the producl on lhe markcl

(a) manufactures the dosagcs form
(b) packages and / or labels a dosagc forn manufaclured by an independent company : or
(c) rs involvcd rlr none ofthe above

9 This information can be provided on ly wilh the consent o f the prod uct - Licence holder or, rn the case oInon-
registered products. th€ applicanl Non-completion ofthis sectron indicates thal th€ part) conccrncd has not

agreed to inclusion ofthis information.lt should be noted thal information conceming the site ofproduction is

pan oflhe product Licencc. Ifthe producrron sile rs changed the Licence must be updated or it will ceasetobc
valid

l0 This refers 10 the docurnent, prepared by some national regulatory authorilies. that summarizes theon which
the producl has been lrcensed.

ll This refers 10 producl infirrmation approved by the compelenl narlonal regulalory authority. such as a summary
of product characteristrcs (SPC')

l2 ln this clrcunmtance, permission lor issuing the cenificate is required fiom the product Licence holder l'his
permission must be provided 1o lhe authorjly by lhe appllcant.

ll Please indicate the reasonlhatlhe applicant has provided fcrr not reqLresting regrslralion
(a) thc product has bccn developcd cxclusrvcll, for the treatmenl of conditions panrcularly tropical

diseases not endemic rn the country ofcxpon:
(b) the product has been reformulated wilh a vre\," to rmproving its stabilir)- under troprcal conditions:
(c) lhe producl has becn reformulaled 10 exclude excrprents not approved for use rn pharmaceutical products

in the countr) of imporl:
(d) the prodL.rcl has been reformulated to meer a different maximum dosage lrmrt for an active rngredient
(e) any other rcason- plcasc spccrll

l4 Nol applrcable means thal lhe manufaclure rs takrng place rn a counry other than thar rssuing the product
cerlrficatc and lnspeclion is conducled under the aegts ofthe country ofmanufaclure

I 5 The reqlrjremcnts for good pracliccs ln thc manufacfure and qualrty conrrol of dnrgs referred 10 lhc certrficale
arc tbosc included ln tlie lhrny second reporl ofthe Expcrt Conrnrltee on spccillt:ti<lns for Phannaccutical
Preparatrons (WHO l-echnrcal Repon Series. No.823 . 1992 Annex l) Recommendalions specifically
applrcable to biological producls havc bcen iormulated by the \1lJO [:xpen Corrnrittee on Biologrcal
Standardrzalron (WIIO lcclurrcal Repon Serres. No 822. 1992, Annex l)

't' lhc \r.tiurr i' tl ht t,'mi.l"t<J \^hrn ll. frL'Ju. I. ltrr'n.t hoiriet ut stalus lb) (n (c) as

dcscnbcd rn notc I{ abovc ll rs ol partrcular rnlporlance uhe volred rn lh.
maDui'aclura ofthc product In lhcsc cLlcumslances thc app
rnfirrrnalron to rdentrft lhe contraclrng partrc. responsrble for

\^ ltll

lolnr and thc rxlcnl and nature o1 an\'controls exercrscd over

7ht iutour l,,r rhtt r'/otki { etrt/irtrt t\ u\.ttldbl. rn,ltsktttt tn 14

l\tl (ft,t I'toril lltulth Orplntltt&n l)l! OnLru )' S\\tt2.\!anil

dosage



FOOD & DRUC ADMINISTRATION MAHARASHTRA STATE. MUMBAI ,IOO O5I
CERTIFICATE OF A PHARMACEUTICAL PRODUCT I

No. ofcertificrte
Nam€ ofthe
Comprny
Nrm€ end dosage
form ofproduct

Annexure of Excipients.

: coPP/cERTiKD/96273D020/tI/32'.1t9t16M84 VALID UP ro:20 Jul 2023
I SVIZERA LABS PRIVATE LII{ITED PLOT NO. 0.16'6, T.IC. II{DUSTRIAL

AREA, ttl.l.D.C., TURBHE, THAI{E,[00703 iIAHAMSHTRA STATE, lt{DtA
: 

Ethambutol Tablet! BP 4OOmg

Sr.No,Ingredients
1 Dicalcium Phosphate
2 Aerosil
3 Gelatin

4 Talcum (purified)

5 Magnesium Stearate
6 Sodium Starch Glycollate
7 MicrocrystallineCellulose
I Maize Starch

9 Hydroxy Propyl Methyl Cellulose
10 lsopropyl Alcohol
11 PEG 6000
12 Methylene Chloride
13 PolyvinylPynolidone
14 Talcum (purified)

15 Titanium Dioxide

Specification Qtyrunits
BP 75.00 mg
BP 7.50 mg
BP 8.00 m9
BP 9.00 mg
BP 5.00 mg

BP 10.00 mg

BP 9.00 mg

BP 74.198 mg
BP 3.307 mg

BP 77.715 mg
BP 0.553 mg
BP 130.68 mg
BP 0.436 mg
BP 3.267 mg
BP 2.614 mg

Address of certifying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai- 400 051.
Maharashtra,lNDlA.
Iel: +91 -22-265923631U
Fax: +91-22-26591959
51vs274962732020072816a

Name of the Authorised person : J. B. MANTRT

Signature'
Stamp and Date :Joint Conimissioner (He) & Controlling

Authodty
Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, lndia
Date:28 Jul 2020
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Food & Drugs Administration, Maharashtra State, Mumbai 400051, lndia
Annexure to the Certificate of a Pharmaceutical Product

No. ol c€ditic€te : coPPTERT/KD19627!2020t11132719t164a1 Vatid up to:20 Jut2023
SVIZERA LAAS PRIVATE LIMITED PLOT NO. D-16/6,IIC.
TNDUSTRTAL AREA, M.t.D.C., TURAHE, THANE 2t00703

Nan|a of the Producl License Holder : MAHARASHTRA STATE,INDIA
Name of lhe Producl : ErhambutolTiblot aP400m9

List of Countries For

Address ofcedrfyrng ofthe Authorised person :J. B. MANTRI
Food & Drug
Bendra-kuda s,snarure. J\/-

Slamp ano Date Joint Comfiissioner (HO) & Controtting Authority
Food & D.ug Administration, M.S.
Bandra (E), Mumbai.
Meharashtra State, lndia
Dater23 Jul 2020

Bandra (E)

Tel:
Fax: +91-
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