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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795249300 Fax: +91-1795249310 email: glgnmark(Obom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJTLI3A TOTOBOTO IPOIyKTA

Name of Product /
Ha uMeH osaHr,re n Do.rrvKUr,rx

MOMATRINO
MOMATPI,IHO

Generic name /
Hen ateHro ga HHoe H ari MeHoR, rrue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgra3oHa tbypoara MoHorr,rrpara cnDefi uaga,rrsHfi aoguoosaHurrfi 50 uxn

Active Ingredients /
[eft crryrcurre BerrrecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5lJ2 rncg as
calculated for Mometasone Furoate 50.00 mcg
I Aora cnpes coAepxnr: aeficrnyroulee Ber[ecrBo: Morrrsra3oHa <Dypoara MoHonulpar
51,72 urr B repecqere ua Mousra:oua <bypoa.r 50,00 uxr

Strength / flosnpoara 50 mce / 50 Mrr Date of Mfg. I fl,ara npournolcrBa 1012021

Dosage form /
Jlerapcraexnaa Qopma

Metered-dose nasal spray /
Cnpefi Hasaarurrfi
.[03t4DoBaHHErfi

Date of Exp. / fo4eH 4o 09/2023

Product code / Koa nDo.lrvrcra sRU030007s470401DK Date of release / flara Bbrflycra 13.11.2021

Batch No. / Cepur r\E 12210636 Qty. Released / Koulrqecrso
BbtnvuleHo

32,640BOT1
6laroson

Batch size / Pa:rvrep cepur.r 34,722 BOT/ Qraronon
Mfg.License No. /
JIl,lueHrltq Ha npon3Bo.rlcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perucrpaquouu srfi HomeD aHaJr r{3a

0400003s7 t77 Mfg. License Date /
JIuueHsuq Ha nnor,r3Roncrso (nsrq) 30t04t2020

Package size / Ynarosra I 20 Doses / I 20 aog
GMP Compliance certificate Date /
GMP ceprr.lOurar (aara) 18t06t2020

Market / Puuor Russia / Poccr,u GMP Compliance certilicate No. /
GMP ceoruOurcar (uoueo) GMP-o1556i20/rN

Reference Specification No. /
Cneur.rQuraulrfl roroBoro
npoavrra.llb

sPC-CC-040424 Reference STP No. / CIII4.l& slP-CC-030230

Jrb TESTS /IIOKA3ATENI,I LIMITS I TPEEOBAHI4q OBSERVATIONS / PE3YJIbTATbI
I Description / Onucanne White to off

semitransparent
thick suspension of

non-transparent
white

to
consistency. /
Or 6eloro Ao noqrr4 6eloro uBera or
nolynpo:pavuofi Ao uenporpauHofi
KOHCr,rCTeHrIr,ru ry cTafl cyc[eH3lI,I.

Off white thick suspension of non-
transparent consistency. /
floqrz 6eaoro uBera or neupospauHofi
KOHCT4CTeHUUv ry cTafl, cyc[eH3r4f, .

) ldentifi cation / [IoA.nnHuocru
a) Mometasone Fuorate /

Monera:ona Qypoar
The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpena y1eplruBalufl
ocHoBHoro nHKa Ha xpoMaTorpaMMe
r,rcflbrTyeMoto pacTBopa AoJrxHo
cooTBeTcTBoBaTb BpeMeHr,r yaepxlrBaHtu
ocHoBHOrO [r4Ka Ha xpoMaTorpaMMe
craHnaprHofo pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation corresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bperraa yAep>KuBaHVa ocHoBHoro
rrr,rKa Ha xpoMaTor-paMMe uclbrTyeMoro
pacTBopa cooTBeTcTByeT BpeMeHr4

yAepxaBaHr.rf, ocHoBHoro nr4Ka Ha

xpoMarorpaMMe CTaHIapTHOTO
paTBopa
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Prepared By / Iloarorosrrr Checke6Bv / lkiosenur Aoprovetl Bv I.O.t odousr
Sisnature / lloanucs - -)- Y Atf
Date / [ara ozl t:- h,r o, tvko-' oL >l",r)1
Name/ @LIO Atul Kumar Akshit Bhardwai Aiav ltumhr Gero
Designation /
.llo.nxuocrr

Officer- QA Officer -QA Asst. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 17 3205, lndia
Phone: +91-1795 249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEprIroI,IKAT AHAJII,I3A IOTOB OrO IIPOAyIff A

u3ot
Name of Product /
Ha[meHosan]re nporyKllrlu

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenroeaHHoe HaI{MeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrlsra-:oHa tbvDoara MoHorrdrDara cnoefi Ha:aarHufi rosuoosaHHufi 50 rrarn

Active Ingredients I
.{efi croyrcurue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxur: aeficrayoruee BeruecrBo: Movcra3oHa <Dypoata MoHoilrrpar
51,72 rurcr B nepecqere na MousragoHa dypoar 50.00 rrrrr

Streneth /.Ilosrrponra 50 mce / 50 Mrr Date of Mfg. / ,llara npourao,qcrBa 10t2021

Dosage form /
JlerapcrreuHaa Qoprvra

Metered-dose nasal spray /
Cupefi nasaarnrrtr
lotrznonansnrfi

Date of Exp. / foaeH ao 09/2023

Product code / Koa nporyrcra sRU030007547040 I DK Date of releas e I Lara Bbrnycra 13.11.2021

Batch No. / Cepr.rr .I1!l 12210636 Qty. Released / Konnqecrso
BbtIIYureH0

32,6408OT/
ih.naronon

Batch size / Paruep cepur 34,722 BOT/ Qrarcouor
Mfg.License No. /
Jluuenrug Ha rrDor{3go,[crno (uonep) MNB/10/832

Inspection Lot No. /
PerucrpauuoHu ulfi someo auaJr rr3a

0400003s7177 Mfg. License Date /
Jluuexrus Ha npon3Bonsrso (aara) 3010412020

Package size / Ynarosra 120 Doses / 120 tos
GMP Compliance certificate Date /
GMP cenrudurar (aara) t8/06t2020

Market / Pusor Russia / Poccns
GMP Compliance certilicate No. /
GMP ceprudr.rrar (soueo) GMP-ot556/20irN

Reference Specification No. /
CneuuQuraullq roroBoro
nnoavrra.lt{b

sPC-CC-040424 Reference STP No. / CII]I Nb STP-CC-030230

J\b TESTS / TIOKA3ATEJIIT LIMITS / TPEEOBAHII' OBSERVATIONS / PE3YJIbTAT T

b) Benzalkonium chloride
/ Eeura.nrour,tr xJropnA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cr+ in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r4crrbrlyeMofo pacTBopa

AOJIXHbT O6HapyXUaarrCr ilvrKr4, IIo
BpeMeHaM yAepxr,rBaHaf, cooTBeroTByloq[e
nr4xaM roMoJroroB 6eggalrouua xJropr4Aa

Ce u Cv Ha xpoMarorpaMMe craHAaprHoro
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz

and Cra in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
r4cnhrTyeMoro pacTBopa

o6napyNuaarcTcfl [r,rKr4, tro BpeMeHaM
y\ep)KuBaHll,{ cooTBercTByloulr4e
rruKaM roMoJroroB 6eHsarroHr4s
xJlopl4Aa Co u Ct+ Ha xpoMarorpaMMe
CTAH.4ADTHOTO DACTBODA.

3. DH From 4.3 to 4.9 I Or 4,3 to 4,9 4.669 14,669
4. Density / flrornocrr From 0.950 to 1.050 !cm3 I

Or 0"950 ao 1.050 r/cvr3

0.993 !cm3 10,993 rlcms

5. Viscositv / Bsrrocru From 30 to 130 cPs / Or 30 ao 130 cfls 55.4 cPs 155,4 ctls
6. Osmolality /

Ocuongnsnocrr
From 250 to 350 mOsm/I(g
Or 250 Ao 350 nrOcrialrr

297 mOsmlKg
297 rvrOcv/xr

1 Leakage check /
llponepra S.naroua na
rellMeTLtrtHocrb

Absence of any traces of leaks / Orcyrcrane
cJIe.4OB [pOTer{Kr4

No traces of leaks I Caetu nporeqKn
oTcyTcTByloT

8. Net content / Macca
coaepxr,rMofo onarcoHa

Not less than 18.0 g / He rraenee 18,0 r 18.3 g/ 18,3 r

Prepared By / lloaroroann Checked Bv / flnosenun Aoproripd Bv / Oao6pu,n
Sisnature / [Iornucu I F>- +'
Date I fiara Yr lnt-'. ,{r'rtw e\.\{lpu
Name/ OIIO Atul Kumar Akshit Bhardwai Aiav KLmhr Gare
Designation /
rlo-nncrrnt"rx

Officer - QA Officer -QA Asst. Manager -QA

FCI\4/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

qlenmapk Distt. Solan Himachal Pradesh 173205'lndia

An*waytoranervwortd Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOKIKAT AHAJII,I3A IOTOBOTO IPOAYKTA

u3of
Name of Product /
Haupregosaune rr Dorvrrrr,!rl

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HaI{MeHoBaHl.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoN.rEra.soHa iblooara MouoruurDara cnoefi Haga.nruufi aosnooBaHHsrfi 50 rvrrr

Active Ingredients /
[eficrnyrcque BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoaie 50.00 mcg
I .rosa cnper coAepxr4T: 4eficrsyrorqee BerrlecrBo: Morr{sra3ona @ypoara MoHon4Apar
5 1.72 rurr B neDecqere Ha MoNrgrasoHa dvooar 50.00 narr

Streneth /.llounosra 50 mcs / 50 Mrr Date of Mfe. /,Ilara nporrsoacrBa t0/2021

Dosage form /
Jlerapcrnexnaa Sopma

Metered-dose nasal spray /
Cnpefi uasamHufi
noguposaHHHfi

Date of Exp. I Foaen ao 09/2023

Product code / Koa nDolryKTa sRU0300075470401DK Date of releas e I llara BbrnycKa t3.11.2021

Batch No. / Cepun Ne t2210636 Qty. Released / Koruqecrno
BbINYUIEHO

32,640BOT1
6,raroHos

Batch size / Pasmep cepr.ru 34,722 BOT/ g,rarouon Mfg.License No. /
Jluueusrs Ha nDolr3Borrcrno (sorren) MNB/r0/832

Inspection Lot No. /
Perusrpauuosuufi noueD aHaJr t,t3a

040000357177 Mfg. License Date /
Jluuenrus Ha rrpotr3Bo,rlcrso (aara) 30t04/2020

Package size / Ynarosrca 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceprudurar (aara) 1810612020

Market / Punorc Russia / Poccar GMP Compliance certificate No. /
GMP ceprudurar (nonep) GMP-01556/20lrN

Reference Specification No. /
CneuuSurau[s roroBoro
noonvrra Jlb

sPC-CC-040424 Reference STP No. / CIII4 trl! STP-CC-030230

.t\lb TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHLIS OBSERVATIONS / PE3YJIbTATbI

r \';

\l
,i

9. Number of deliveries per
container / Ko.IIuqecrso
.Il03

Not less than 120 doses / He uesee 120 toz 173 doses I 173 toz

10. Pump delivery I
Macca Aoru

Individual dose mass: from 85% to 115Yo
of the theoretical dose mass /
Ill.tt[wsu[yanbHas Macca Ao3bt: or 85 0/o

Ao I 15 0Z orreoperuqecKoft Maccbr no3br;

Average mass of the dose: from 90%to
I l0% of the theoretical mass of the dose /
CpeAHsg Macca Ao3br: or 90 Yo Ao 110 o/o

or reoperr.rqecroft Naaccrr AosLr

Minimum / MuHnnryu: 86.2%
Maximum / Marcunayr'a: 109.3 o/o

Average / Cpeanee: 105.0 %

ll Particle size /
Parnaep qacrnu

Particles < l0pm in size: Not less than90%o
gacruu pa3MepoM < l0 urm - He MeHee

90 Yo;

Particles < 30pm in size: 100%
9acrnu pa3MepoM < 30 unm - 100 %

Particles > 30pm in size: Should be absent
rlacrnq pasMepoM > 30 mrm - AoJrxHbr
oTcyTcTBoBaTb

99.91%199.91o/o i ;
' l!-

I

tn
,_j

.t

t00.0% I too,oyo
\

Absent / Orcyrcrnyror *&r'll'9
/1nt-

i\
.' I

;'l

Prepared By / [Ioarotonu.n Checltsd By / Ilnoeeor.ur Anprofoed Bv / Oao6ou.n
Sisnature / Ilornucr _--+- / fc,,,' ffi
Date / nara azlla lq "r,\rnlf- rs>\tr.lrpx
Name/ @}IO AtulKumar Akshit Bhardwai Aiav l&rmhr Gare
Designation /
no.nxnocrr,

Officer- QA Officer -QA Asst. Manager -QA

FCN,I/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

qlgnmank Distt. Solan Himachal Pradesh 173205,India

Anwwayroranewworld Phone: +91-1795249300Fax:+91-1795249310email:glenmark@bom2.vsul.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLTOTTKAT AHAJrlr3A TOTOBOTO IPOAyKTA

4of9 I 4uz
Name of Product /
HauMeHosaHlle rIDo]IYKrruu

MOMATRTNO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HarMeHoBaHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrqra.gosa 0ypoa'ra uosoruqpara cnpefi Hasa,rrHufi Ao3r4poB{ruurrfi 50 vrr

Active Ingredients /
{efi croyrcuue BerrlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aora cnpeg coAepxr4r: Aeficrnylouee BsuteerBo: MoMsra3oHa (Dypoara MoHonr4Apar
51,72 urr B nepecqere Ha MoMgrasoHa Oypoar 50,00 rurr

Strensth / nornnosra 50 mcg / 50 Nam Date of Mfg. / {ara npor.rsaoAcrBa t0/2021

Dosage form /
Jlerapcrnennan Qopua

Metered-dose nasal spray /
Cnpefi nasa.nruufi
,4oguDoaaHHHfi

Date of Exp. / Foaeu ao 09t2023

Product code / Koa nDorvrcra sRU0300075470401DK Date of release I nara BbrnycKa t3.11.2021

Batch No. / Cepna J\!r 12210636 Qty. Released / Kouuqecrso
BbIIIYUIEHO

32,6408OT/
6.naxoHon

Batch size / Parrvrep cepuu 34,722 BOT/ r[raronor Mfg.License No. /
Jluuenrnn Ha flpor,r3Bolrsrso (Homep) MNBi l0/832

Inspection Lot No. /
PerucrDauuonnufi uorueD aHaJr u3a

040000357 177
Mfg. License Date /
Jluuexlus Ha nlron3Boacrao (aara) 3At04t2020

Package size / Ynarosra 120 Doses I 720 l.os
GMP Compliance certificateDate I
GMP cepru0urar (aara) t8/06t2020

Market / Purorc Russia / Poccra-,
GMP Compliance certificate No. /
GMP ceorudurar (sorren) GMP-o1556/20ltN

Reference Specification No. /
Cneqra$urauufl roroBoro
npoavrra.ltllr

SPC-CC-040424 Reference STP No. / CIII4 J1! sTP-CC-030230

.I\E TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI

ti

.:.

o(4

12. Related Substances / Ilocroponune rpr,rMeclr

Impurity 8DM /
llpurraecn 8DM

Not more than 0.15 % I He 6onee 0.15 % Not detected/ He o6napyxeuo

Impurity DMC /
Ilprueca DMC

Impurity D /
llpunaecra D

Any individual unspecified
impurity lE1ulav"e:aofr
HE I,IAEHTUOI4UI{POBAHHOfi

IIpr,rMecrI

Total impurity /
cyrraua flpr,rMecefi

Not more than 0.15 % I He 6oaee 0,15 o/o

Not more than 0.20 Yo /He 6orce 0,20 Yo

Not more than 0,20 %o lHe 6orce 0,20 %o

Not more than 0.60 Yo lHe 6onee 0"60 %

Not detected/ He o6napyxeuo

0.02%/0,02yo

0.06 % I 0,060/o j

li:
Ilo
\q #"^

Pn-"*^"'aS

0.23% I 0,230/0

13. Spray content uniformity
(Uniformity of delivery
dose) / OAHopoAuocrr
srrcso6orMaeruoft ,losur

Not more than2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate
more than +,25o/o from the average value and
not any dose can deviate more than + 35o/o

from the average value.
If 3 to 6 doses deviate more than *25Yobut
not more than+ 35%o, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 o/o from the averase value-

Beg / Hava.no:
Minimum / Muuwvryta: 98.1 %
Maximum / Marcrzrr,rynr : 1 02.8Yo
Mean / Cpeanee:100.6%

END / Koueu:
Minimum I Mwwwttryvt: 9 5.5%
Maximum / Marcnuw: 103.8%o

Prepared Bv / lloarorosrrr Checked Bv / Ilnosenrrn Appror&d Bv / Oao6oua
Signature / Iloanucr ,.11- ( E,' /#'-
Date I [a'ra A> ltr o+\t'r'tvo* oq\r'rlr,ou
Name/ @}IO Atul Kurirar Akshit Bhardwai Aiav Klimdr Gars
Designation /
.llo.[xHocru

Officer - QA Officer -QA Asst. Manager -QA

,00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

gteqnnan( phone: +st-t7ssr.?i'rt Fll:U'ii[i"lfiiif:J]i:!r5.nr,l,Xlt@uo,z.uo,r n., in
A new rvay for a new mrld

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTITOUKAT AHAJIII3A TOTOBOI O IIPOATTKTA

5 ot9 / u3

Name of Product /
Ha[MenosaHlle n Do.trvKrrrru

MOMATRINO
MOMATPI4HO

Generic name /
HenaresronaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Movgra.goua tbypoara MoHor[npara cnpefi uaga,rruHi nosflposaHnufi 50 rr,rr<r

Active Ingredients /
{eilcrayrcurue BeruecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnper coaepriur: Aeficrayrouee BerrlecrBo: Mor{sra3oHa (Dypoara MoHonr4.qpar
51.72 um B neDecqere Ha Mollgra3oga dvooar 50.00 vrrcr

Streneth / norrnosrca 50 mcs / 50 Mrr Date of Mfg. / Aara npoursoacrBa t0/2021

Dosage form /
JlerapcreeHHaa Sopua

Metered-dose nasal spray /
Cnpefi ua:a;rruufi
nolHnonannr,rfi

Date of Exp. / Ioaes ao 09/2023

Product code / Koa nDorrvKTa sRU0300075470401DK Date of release I llara Brrrrycna 13.11.2021

Batch No. / Cepua J\! 12210636 Qty. Released / Ko.nrqecrao
BbtnvrueHo

32,6408OT/
dlraronos

Batch size / Pasnaep cepnu 34,722 BOT/ $narcouon
Mfg.License No. /
JI[neHsIaq Ha nDou3Boncrso (HoMen) MNB/10/832

Inspection Lot No. /
PerucrDaulroHHuft somep aHaJr u3a

040000357177
Mfg. License Date /
Jluuensns Ha rr pou3Bo.rlcrso (aara) 30/04/2020

Package size / Ynarosra 120 Doses / 120 aos
GMP Compliance certificateDate I
GMP cenrudurar (aara) t\t06/2020

Market / Pursor Russia / Poccras
GMP Compliance certificate No. /
GMP cenrradurar (uonep) GMP-o1556/20lrN

Reference Specification No. /
CneuuQr.r raut,tfl roroBoro
npoavrra J\!r

sPC-CC-040424 Reference STP No. / CIII{ J{b STP-CC-030230

J\t TESTS / TIOKA3ATEJII LIMITS / TPEEOBAHIIS OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
t 35%o from the average value.
He 6oree 2-x us 20 aos (10 nauanrnurx Aos
u l0 xoHe.rHbrx Ao3 r,r3 l0 Qnaxonor) uoryr
LIMeTb OTKIOHeHT4e OT CpeAHerO 3HAq9HUA

6olee qeu * 25 o/o, r{ HrI oAHa lo3a He

AOJIXHA IMETb OTKJIOHEHI'IE OT CPEAHETO

3HarreHr,rfl 6onee .{eM Ha* 35 yo,

Eclu or 3 ao 6 Ao3 r{Meror orrJroHeHr,rt
6oree .{eM +25 o/o, Ho MeHee qeM + 35 02, ro
[cnbrTbrBaror cJreAylour4e 20 Qnaronon.
He 6oree 6 us 60 Ao3 Moryr r4Merb

oTKJrOHeHLre OT CpeAHerO 3HaqeHr,rx 6onee
rleM + 25 %o, U HI4 OAHa AO3a He AOJIXHa
[MeTb oTKJrOHeHr4e OT CpeAHerO 3HAI{eHUfl
6oree .{eM * 35 o/o.

Mean / Cpeauee: 101.3%

Prepared Bv / lloarorosufl Checked Bv / Ilnosenrrr Approv I Bv / Oao6nu.n
Sienature / lloanucu -+- t#)..'
Date / lara oz'lh-ll...r ,tlr u&'o- d orAn-loa>\
Name/ OIIO Atul Kumar Akshit Bhardwai Aiav KumaY Ghre
Designation /
-llo.nxnocru

Oflicer- QA Olficer -QA Asst Manager -QA

FCIWQA0s4/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

glenman( phone: +st-t7ssr.?]'ot il,l1il'ii?!i'1fiifi'3Jli:E,l*1lt@uo,,z.,,,rn,t.inA new way tbr a new mild

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEprI,IorrKAT AHAJII,I3A TOTOBOTO IPOIyKTA

6of 6u3
Name of Product /
Hat,tMeHosaxue nDoavrurr[

MOMATRINO
MOMAT PI,IHO

Generic name /
HenarexrosaHHoe HauMeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra.soHa dypoara MoHorrulpara cnDefi sagarssuril aogl,rposaHurrfi 50 rr,rrr

Active Ingredients /
fleficrnyrcuue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoaie Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnper corepxr4T: Aeficr:nyrouee BeruecrBo: MoMgra3oHa @ypoara MoHorr4Apar
5 I,72 Mrr s neDecqere Ha MoMsra3oHa ibypoar' 50"00 urr

Streneth / -Ilornoonra 50 mcs / 50 Nrrr Date of Mfg. /,llara nporrsoacrBa 10/2021

Dosage form /
Jlercapcrrennar Qopma

Metered-dose nasal spray /
Cnpefi ua:aau*rfi
nolunonannrrfi

Date of Exp. / FoAen ao 09/2023

Product code / Koa nporyrcra sRU030007547040 1 DK Date of releas e I ftara Bbrnycra 13.11.2021

Batch No. / Cepun J\b 12210636 Qty. Released / Ko.nuqecreo
BbrnyuleHo

32,640BOT1
duaroson

Batch size / Pasrvrep cepur.r 34,722 BOT/ rf,raroHon
Mfg.License No. /
JIl,tueHsr,rq Ha rrDou3Borcrso (Ho[,reo) MNB/r0/832

Inspection Lot No. /
Perucrpauuougufi xoruep aHaJr?r3a

040000357177 Mfg. License Date /
Jluuen:llq Ha nnolt3Boncrso (rara) 30/04/2020

Package size / Vnaroera 120 Doses I 120 l.os
GMP Compliance certificateDate I
GMP cenrr.rdurar (aara) 1810612020

Market / Pusor Russia / Poccrzs
GMP Compliance certificate No. /
GMP ceprndurcar (xorueo) GMP.OI556/20lIN

Reference Specification No. /
CneuuQr.rrcauuc roroBoro
npoavrra.N'!r

sPC-CC-040424 Reference STP No. / Cru,I ]1! sTP-CC-030230

J\& TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHZ.g OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OnHopoAuocrr
A03r{pOBaH}rf

Not more than I value from l0
measurements can deviate from the average
value more than*25Yo and none can deviate
by more than+ 35%o.

If 2 to 3 values deviate more than + 25Yo but
not more than + 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than+21Yo and none can deviate
more than +35Yu
He 6olee I gua.reurdq r.r: 10 onpeaelenrzfi
MOXeT OTKJTOHTTCTT OT CpeAHefO 3HaqeHr4f,

6olee, qeM Ha +25yo, r,r Hr4 oAHoro,6olee
rreM Ha + 35 %.
Elu EBa ultu rpr,r 3HaqeHr4tr r,IMeror

orKrroHeHu.fl 6oree qeu +25 oA" Ho MeHbrxe,
qeM + 35 %o, ro ucrrbrTbrB€troT cneAyrpuxe
20 Snaronon.
He 6oree rpex zua\eHu\r v3 30
oupeAeleHzfi MoryT orKJroH.flTbcfl or
cpeAHerc 3HaqeHr,rq 6oree, qeM Ha *25 %o, tt
HI,I oAHoro, 6oree qeu lHa+35 Yo.

Minimum lMutrrug&.l%
Maximum / Mancnrvryu : 102.8o/o

Mean / Cpeanee:100.6%

Prepared Bv / lloaroronua CherRQd By/Ilpoaepur Annroved BY / Oao6pru
Signature / [Ioanucr +- ( tr---' c T

Date /[ara ozlrr l* or.{tvbr- n1r\\Unpl{
Name/ @I4O Atul Kumar Akshit Bhardwai Aiav KuiharGars
Designation /
no,nxuocrs

Officer - QA Officer -QA Asst. Manager -QA

FCt\,1/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

ptgf,n**h phone: +s1.17ss,4?i?f; F*$'ii*"1fiifi':Jlillr?,l,l,1ii@uo*z u,,rn,,in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOtrIKAT AHAJII,I3A TOTOBOI O TIPOT)TKTA

I{3ol9
Name of Product /
Ha unenoBan ue n ponyKur.!t{

MOMAT RINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe Hau MeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mongra.gosa tbypoara MoHor[rDara cnpefi HasamHlrfi aost,tpoBaHnufi 50 rrrrr

Active Ingredienfs /
lefi crryroull.re BetrlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes corepxr,rr: Aeficrnyroulee BeulecrBo: Monsra3oHa @ypoara MoHorr4rpar
5 I,72 Nrrr s neDecqere Ha Mol{gra3oHa 6yooat 50.00 rrarn

Streneth / -Iloruoosra 50 mce / 50 Mrr Date of Mfg. / Aara nporraoAsrBa t0/2021

Dosage form /
JlenapcrneHnar Qopma

Metered-dose nasal spray /
Cnpeil uaranrusrfi
rosnpoBaHHufi

Date of Exp. / Ioaen ao 09/2023

Product code / Koa [Do]rvrcra sRU0300075470401DK Date of release I llala Bbrnycra 13.11.2021

Batch No. / Cepun JYb 12210636 Qty. Released / Kotuqecrpo
BbINYIUEHO

32,6408OT/
6naroHos

Batch size / Parruep cepuu 34,722 BOT/ r[aarcouoa
Mfg.License No. /
JIl,tuenrtlq Ha nDorr3Botrcrno (souen) MNB/10/832

Inspection Lot No. /
Perucrpauuonuufi ltomeo aHaJrr{3a

040000357 177 Mfg. License Date /
JlnueH:ug Ha nDolr3Borrcrso (aara) 30/04/2020

Package size / Ynarosrca 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorudurcar (aara) t8/06t2020

Market / Pusor Russia / Poccu.s
GMP Compliance certificate No. /
GMP cenrudurar (somen) GMP-o1556/20lrN

Reference Specification No. /
CneuuQurautlq roroBoro
npoavrra J\E

sPC-CC-040424 Reference STP No. / CIIII.ltlb STP-CC-030230

J\U TESTS / TIOKA3ATEJTI LIMITS / TPEEOBAHIS OBSERVATIONS / PE3YJIbTATbI
t5 Microbiological Purity / Mnrpo6uo.noruqecKafl qrcrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6qee .rucro
a3po6nbrx 6axrepnfi u
apoxxeBbrx I4 rurecHeBbrx
rpu6oa (cyuuapHo)

Test for Absence of
Specified Microorganism
Tecr ua cleul,t0uqecKne
Mr.rKpoopraHr,r3Mbr:
Ps eudomonas aeruginos a

Staplrylococcas qureuE

Bile-Tolerant
Enterobacteria /
Xelueycrofi'vurue
3Hrepo6aKrepllu

Not more than 102 cfu per lg (ml) of the
product / He 6onee 102 KOE r I r (rran)

rperapaTa

Absence per lg (rnl) of the product /
Orcyrcrane n I r (larI) rperapara

Absence per lg (ml) of the product /
Orcyrcrnne a I r (un) nperapara

Absence per 1g (ml) of the product /
Orcyrcraue u I r (rrrr) rperapara

Less than l0 cfu/ml /
Meuee l0 KOE/un ----\. Assrr\' .tJ- -*r,o\

,.c
,i -,{

.)
iri." ,1

Absent / Orcyrcreyer"'

Absent / Orcyrcrayer

Absent / Orcyrcrayer

Prepared Bv I lloaroroer.!,r Checked Bv / flnosenu,! Aporovdd Bv / Oao6or.r.n
Sisnature / floanracr --f u>' 4F
Date I fiara tt)l>1.,t on.\tul'w^^ D?-\\'\,F\pv{
Name/ @LIO Atul Kumar Akshit Bhardwai Aiav l(Lrmlr Gars
Designation /
.lIo.nxnocrr,

Officer- QA Olficer -QA Asst. Manager -QA

FCrWQA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

gteqman( phone: +et-t,e.r4Blif i*$'iifii1ilit':#i1ll,T,1',?@'"-r 
",,,,.,A nw way fot a new mdd

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPT}IO}IKAT AHAJIKI3A TOTOBOIO IPONYKTA

t{3Eof
Name of Product /
HaumeHosaHtle npoayKuun

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHroraHHoe HauMeHoBa Hrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morvrsra3oHa ibvDoara MoHorwrDara cnoefi sasaruurrfi -uoguoosaHHufi 50 rrarr

Active Ingredients /
Aefi crsyrorqfle BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aoga cupes co.qepxr4T: Aefturayrouee BeruecrBo: Mougra.gosa (Dypoa'ra vrouon4lpar
51,72 NIrr s repecqere ua Mousragoua abypoar 50,00 rvrrcr

Streneth /.ILosnposra 50 mce / 50 urr Date of Mfg. /,[ara npousnoAcrBa t0/2021

Dosage form /
JlerapcraeHnan Qopna

Metered-dose nasal spray /
Cnpefi nasaaruufi
lotanonagqrtfi

Date of Exp. / Ioaex Ao 09/2023

Product code / Koa nporvrTa sRU0300075470401DK Date of release I La'ra BbrnycKa 13.11.2021

Batch No. / Cepr.rn Ne t2210636 Qty. Released / Korrqecrao
BbtnvlueHo

32,6408OT/
dr,raronon

Batch size / Parrvrep cepru 34,722 BOT/ gaaroHor Mfg.License No. /
JIuueHsns Ha nporr3Boncrgo (Horreo) MNB/10/832

Inspection Lot No. /
Peructoaunoxuufi nomeo aHaJru3a

040000357177 Mfg. License Date /
Jluuexrug Ha rr Dor.t3Bo.rlcrso (aara) 30104/2020

Package size / Ynarosra I 20 Doses / I 20 aog
GMP Compliance certificate Date /
GMP cenrudnrar (aara) t8/06t2020

Market / Psrnorc Russia / Poccm GMP Compliance certificate No. /
GMP cenrradurcar (nomen) GMP-o1556/20lrN

Reference Specification No. /
CneuuQuraut,rfl roroBoro
nporyKTa J\b

sPC-CC-040424 Reference STP No. / C[II4 J\t STP-CC-030230

.N! TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHII.fl OBSERVATIONS / PE3YJIbTATbI
16. Assay / KolllqecrrerrHoe onpeAerreHr.re

a) Mometasone Furoate /
Morr{era3ona $ypoara

From 85 Yo to 115 Yo of the labeled content /
Or 85 Yo Ao 1 l5 %o or:agnaennoro
COIEDXAHI'I'

103j% I 103,50/o

b) Benzalkonium chloride /
Eeugalro uur xJrop r4.4a

From 80 %o to 120 Yo of the labeled content /
Or 80 % N 120 oZ or:assreHHoro
COIEDXAHI,Ifl

87.6% l87,6yo

17. Package Size / Ynaronra

/<::\
/1.{ l\sssg;'.

,"tr$"" *,) 
\, r"a

1\ x\

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / llo 60 z.rrra 120 aos
cycrreH3r,rfl no SlaroHe r,t3 [oJrIl3TuJreHa
BbrcoKoft rurorHocrr,I c Ao3llpyrouluM
ycrpoftcrnou u rpuurevroft Hs

[oJrl,Igrr4JreHa srrcoroil moraocru. IIo I

Qnarony sN,recrb c aucrpyruuefi ro
MeAI4IILIHCKOMy nplMeHeHI4IO B laqKe
KAPTOIIHOfi.

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap made from high-density
polyethylene. One bottle together with
the package inseft per a cardboard box.
I 120 los cycreH3ur,r no rfuaroHe us
loJrr,r3TuJreHa Bbrcorofi rurorHocrr4 c

Ao3t4pyloulr4M ycrpoficrnou u
rpurueurofi I,r3 rroJragrurJrena aHcorofi
rurorHocrr4. llo I Sraxony BMecre c
zucrpyxuuefi ro MeAuur4Hcr(oMy

[DI4MeHeHI4Io B naqKe KaDToHHofi.

t8. Labelinp / ManruooeKa According to ND / B coornercrnuu c Hil
19. Storage conditions /

XoaneHne
Protected from light, at temperature from 15 oC to 25 oC. Do not freeze. /
B :aquulenHoM or cBera Mecre npu reMleparype or 15 ao 25 oC. He 3aMopaxxBarb.

2A Shelf-life / Cpor roaHocrlr 2years/2rota

Preoared Bv / IloarorosrrJ Cheeled By / [Ipoaeprfl Appror d Bv / Ono6nul
Sisnature / Ilornucr ---af (p-' I
Date I [ara ol-ltul:,. oulyuh"'- b),hVTIah
Name/ @[IO Atul Kumar Akshit Bhardwai Aiav Kdmai Gars
Designation /
no.nxHocrr

Officer- QA Olficer -QA Asst Manager -QA

FCMiQA054/08.00



gLenrnank
A nw way for a nerv rrcdd

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi'

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOIIKAT AHAJII,I3A IOTOBOIO IPOAyKTA

Any deviation/IncidenUOOS: Not applicable
Orrc.no u eH uslllH uuAenru/OOC : ne npraMeHr,rMo

Declaration of certification: o'I hereby certifr that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP."
3aKllo.reHue o coorBercrBt{r.r: Hacrof,[ILIM [oATBepx,4arc, r{To [peAcraBJreHHarl Bbrrlre un0opuauur flBlrflercfl
Aocrorepuofi z roquofi. fiauaaa cepua 6rrra [por.BBeAeHa (nurovaa yuaroaxy/naapKr4poBKy I,l KoHTpoJrb rauecma) Ha
yxa:aHuofi Bbrrrre npousnoAcrneuuofi nJlorrlaAxe B rroJrHoM coorBercrBur.r c rpe6oaaHu.run HaaleNarqefi
IlpoutsoAcrneuuoft llparruxu (GMP) JloKairbHbrx peryJrrrropHbrx opraHoB u rpe6orauuflMrr HopMarr,rnuofi AoxyrueHTaw:a
JIII-003870-280916, I4:rra. J\rs I or 15.04.2019, I4:u. Ns 2 or 05.02.2020 AJrg pbrHxa Poccur,r. llpororolu npolr3BoAcrBa,
ynaKoBrr4 14 rIoKtBareJIU KaqecrBa Aanuofi cepuu 6amn [poaHzlJrr43r,rpoBaHbt rr cAeJraHo 3arJrr)qeHr,re, r{To onu
coorBercrByr,or r:pe6oraauru Ha,urexaqefi llponsnoAcrneuuoff flpamzrra (GMP).

ll3of9
Name ofProduct /
HauueHonanue nDotrvKtruu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenrosauHoe HaltMeHoBaHt,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoueT aroua tbypoa'ra MoHorr4rpara cnpefi Ha.sarrHrtfi AoguposaHHrtft 50 rrlrr

Active Ingredients /
.I[,efi crnyrcutue BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I lora cnpea corepxhr: Aeficrnyrouee BerqesrBo: Morr{srasoua <Dypoara MoHorr{Jlpar
51,72 Mrr s repecqere Ha Molrsra3ona Oypoar 50,00 urr

Strensth / llosnoosra 50 mce / 50 Mrr Date of Mfs. / -llara noouseoJrcrBa t0/2021

Dosage form /
JlerapcrneuHaa Qopua

Metered-dose nasal spray /
Cnpefi nasaarHnfi
aogroosaHHrlfi

Date of Exp. / Ioaen ao 09/2023

Product code / Koa npoAytcra sRU0300075470401DK Date of release / Aara Bbrnycra 13.fi.2021

Batch No. / Cepua j\!r t2210636 Qty. Released / Ko.nlrqecroo
BLTIIY[ICHO

32,6408OT/
ihlaroHos

Batch size / Parnrep cepuu 34,722 BOT/ QnaroHor
Mfg.License No. /
Jluuenrug Ha noorrtBoncrao (HoMep) MNB/10i832

Inspection Lot No. /
Perucroauuousrtfi uomeo aHaJrIl3a

0400003s7 177
Mfg. License Date /
Jluuensns Ha npolr3Borgrso (aara) 30/04/?020

Package size / YnanosKa 120 Doses I 120 l.os
GMP Compliance certilicate Date /
GMP ceorndurcar (aara) t8/06/2020

Market / Psrnorc Russia / Poccur
GMP Compliance certificate No. /
GMP ceprudurcar (souep) GMP-01556/20lIN

Reference Specification No. /
Cnequ0uraur.s roroBoro
npoavrra J\b

sPC-CC-040424 Reference STP No. / C[I4.]\& sTP-CC-030230

Prepared Bv / Iloarorosur Check6B Bv / [Iooseouu Anorovetf,Bv lOto6onll
Sisnature / [Ioanucr -*- (8.-' lx
Date / !,ara tt tll. lt^ "Jrv[r'- ,DD.\\,tqA
Name / IDIIO Atul Kumar Akshit Bhardwai Aiav Kunlar (Ears

Designation /
Ilnlxpnmr

Officer - QA Officer -QA Asst. Manager -QA

FCIWQAo54/08.00


