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vilage:*,.fJ;,ff $,lllifr ffi'#f fj:i'f .n,,,'Baddi,
Distt. Solan Himachal Pradesh l73205,lndia

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJIII3A TOTOBOTO IIPOAYKTA

l?oIy
Name of Product /
Hat,lDreHosaHue nDo.qyrulrr{

MOMATRINO
MOMATPHHO

Generic name /
HenareHrosaHHoe Har,!MeHoRrHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monaera3oHa $ypoam MoHorurpara cnpeft Hala:ruHsrfi AosrrpoBaHuufi 50 rrarr

Active Ingredients /
[eficrsyrcuue BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpea coAepxur: aeficrsyoqee BerugcrBo: Morr{sra3oHa (Dypoara MoHorr4.{par
51,72 r"rrr s nepecqere Ha MoMsra3oHa dypoar 50.00 rvrrr

Streneth / llosunosrca 50 mce / 50 N{rn Date of Mfe. / .Ilara npouraotrcrBa 1012021

Dosage form /
Jlerapcrreunaa Qopma

Metered-dose nasal spray /
Cnpefi naraarurrfi
.[O3I,IDOBAHHLIfi

Date of Exp. / Ioaeu ao 0912023

Product code / Itoa trDotryrcra sRU030007547040|DK Date ofrelease I llara BBrtrycKa 31.10.202t

Batch No. / Cepun J\! 12210626 Qty. Released / Kourqecrao
BbINYIIIEHO

32,3608OT/
drnar<onon

Batch size / Pa3Mep cepuu 34,722 BOT/ rp.naronoa
Mfg.License No. /
Jluuentug Ha noolr3Borsrso (Homeo) MNB/10i832

Inspection Lot No. /
PerugrpauuoHltulfi uomeo aHaJrlr3a

04000035676s Mfg. License Date /
Jluuexstlq Ha npo[3Bo.lcrao (aara) 30104/2020

Package size / Ynarosra 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceorndurar (aata) t8/06/2020

Market / Pusor Russia / Poccuc GMP Compliance certificate No. /
GMP ceorndrarar (noueo) GMP-0r556/20lrN

Reference Specilication No. /
CneuuQr.rraulrs roroBoro
uporyrra.itlb

sPC-CC-040424 Reference STP No. / CIII4 J{b srP-cc-030230

J\I TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI{fl OBSERYATIONS / PE3YJIbTATbI
I Description / Onucanue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eaoro Ao [oqrr{ 6eloro rsera or
uorrynpospauuofi ,qo nenpospauuoft
KOHCLICTeHUIAI4 ry CTAS CyCneH3U.fl .

Off white thick suspension of non-
transparent consistency. ' /
floqru 6eroro uBera or ueupospauuoff
KOHCT4CTeHTI[r4 ryCTa' CyCIIeH3rAr.

2. ldentification / IloA.nnnuocr b
a) Mometasone Fuorate /

MolrerasoHa Qypoar
The retention time of the main peak in the
chromatogmm of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
prepafation. / Bpeua yteplnwBau:afl.
ocHoBHoro rrr4Ka Ha xpoMaTorpaMMe
,rc[brTyeMofo pacrBopa ,r[oJrxHo
cooTBercTBoBaTb BpeMeHr4 yEepx<u&aHua
ocHoBHoro [r,rKa Ha xpoMaTorpaMMe
cTaH.IIapTHOrO pacTBopa

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.
/ Bpeur yliep>ttilBanwr ocHoBHoro
\uKa Ha xpoMaToIpaMMe r4crrbrTyeMoro
pacrBopa cooTBeTcTByeT BpeMeHr4

y4eprKnBaHua ocHoBHoro [r4Ka Ha

xpoMarorpaMMe cTaHAaprHoro
parBopa .-"1;::-.

!-,. \(u\
' "\kri{rlt,\ *

Prepared By / lloarorosrrr Ch ecjG-tl Bv / Ilnoaeorrr AoorovedBv I Ono6onl
Sienature / lloanucr --t- 1v ,<
Date / flara ot)4,t-ln^ e14v/V,r,^ e74V hPra
Name / TDLIO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
.llo.nxrHosrs

Officer- QA Officer -QA Asst. Manager -QA

00
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Glenmark pharmaceuticals Ltd
. Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205"lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI'IOI4KAT AHAJII,I3A TOTOB OTO MONYKTA

oI9 I lt3
Name ofProduct /
Hauuegoaague nDolrvKrrl.u

MOMATRINO
MOMATPUIHO

Generic name /
HenarenroeaHHoe HauMeHoBaHr.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monrcra3oHa dyDoara MoHorraoara cnoefi sasalrurrfi lro3r,rDomgHBrfi 50 rrarr

Active Ingredients /
fl,eft croyrcuue BeulecrBa

I dose ofthe spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes co.(epxrm: Aeftcreyrouee BerqecrBo: Morvrcra3oHa @ypoara Mouorurrpar
51,72 rurr B [epecqere Ha MoMgrasoHa $ypoar 50,00 r'arr

Strength /.lloupoara 50 mcs / 50 ilmr Date of Mfe. / .Ilara npoursorcrBa t0/2021

Dosage form /
Jlerapcroeuuaa Qopnra

Metered-dose nasal spray /
Cnpefi uasaaruufi
roguoogarrnrrfi

Date ofExp. / Foaen Ao 09i2023

Product code / Koa nDoiryKTa sRU030007547040|DK Date ofrelease I Aara Bbrflycra 31.t0.2021

Batch No. / Cepran Jtb 12210626 Qty. Released / Korrqecrso
BbINYUIEHO

32,360BOT|
rhnaror-ron

Batch size / Paruep cepun 34,722 BOT/ rfaaronoo Mfg.License No. /
Jluuenlus Ha npou3Bollcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perncrpaluons rtfi noueo agaJr u3a

04000035676s Mfg. License Date /
Jluueucus Ha [Dor.r3Borcrso (aara) 3010412020

Package size / Ynaroerca 120 Doses I 120 l.oz
GMP Compliance certilicateDate I
GMP ceprndurcar (aara) t8/06t2020

Market / Pulnor Russia / Poccrs GMP Compliance certificate No. /
GMP ceprudnrar (norrep) GMP-01556/20lrN

Reference Specification No. /
CneuuQurauufl roroBoro
nnoavrra J\b

SPC-CC-040424 Reference STP No. / CIII| J\t STP-CC-030230

.t\tb TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Berralrrcosr.rfl xJropt{A

fn-usD";..',
''i"") 'o"\
; Q'

-J*
i;' r i
\o :
\q %.lr"1* -oi\a 

,$(Y/\& Pn.,muoP

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

\xpoMarorpaMMe r,rc[brryeMoro pacTBopa
'rSolxuu O6uapyxmarrcr fli4Kvt, rIO

PpeMeHaM y.[epx[BaHr,r, cooTBercrByrcrur4e

/nr.rrav roMoJroroB 6eHsaJronra, xJropr{,(a
Cn A Crq Ha xpoMarorpaMMe craH.(aprHoro
pacrBopa,

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Crz
and Cr+ in the chromatogftm of the
standard solution. / Ha xporraarorpaMMe
I/tCIIhITyeMOrO pacTBOpa

o6napyxnrarorcfl flyrnt4, rro BpeMeHaM
yaeplKwBaHilfl cooTBercTByrour4e
[r,rKaM roMoJloroB 6eggalrouur
xJropvAa co u crq Ha xpoMaTorpaMMe
CTAH,IIADTHO|O DACTBODA.

3. pH From 4.3 to 4.9 I Or 4,3 to 4.9 4.6641 4.664
4. Density / f[.norHocru From 0.950 to 1.050 glcm3 /

Or 0,950 4o 1,050 r/crra3

0.992 !cm3 I 0,992 rlcu3

5. Viscosify / Bq:rocru From 30 to 130 cPs / Or 30 ao 130 cfls 58.8 cPs /58.8 cIIs
6. Osmolality /

Ocuo.ng.nsnocrr
From 250 to 350 mOsm/t(g
Or 250 ao 350 uOcu/rr

292mOsmIKg
292uOcvlxr

1 Leakage check /
Ilpoaepra Q.namoua na
fepMeTuqHocTb

Absence ofany traces of leaks / Orcyrcrnne
cneAoB npoTeqKu

No traces of leaks I Crcru,t nporeqKr.r
oTcyTcTByroT

8. Net content / Macca
coAeprcnMoro onaroua

Not less than 18.0 g / He rraenee 18,0 r 18.3gl18,3r

Prepared By / lloaroroauu Checlcd$v / Ilooseorilr Approved By / Oao6pn.n
Sienature / [oanncr <T ( 1Y--
Date I nara ozl,tzl y oMtil'** cAl>lw),/|
Name / TDLIO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
no.rxHocrr

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AIIAJIPI3A IOTOBOIO IIPONYKTA

3ot9 I 3ur9
Name of Product /
HatlMeHosaHue nDo.ayrur{u

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHlte

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morvsra3oHa dypoara MoHornaoa.ra cnpefi HasamHufi ro3r,rDoBagHrrfi 50 narr

Active Ingredients /
,(efi crayrculue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mog
I .uoea cnpex corepxur: aeficmyrouee BeuleqrBo: MoNae,rasona @ypoaxra MoHorrupar
51,72 rrmr B nepecqere sa Monasrasona $ypoar 50.00 nrn

Streneth /.lloruposra 50 mce / 50 N{rr Date of Mfe. / .llara nporrsoncrBa t0l202t
Dosage form /
Jlerapcrnennaa Qoprua

Metered-doss nasal spray /
Cnpefi naranrnrrfi
aoguoosanriHfi

Date of Exp. / foaen Ao 09/2023

Product code / Koa.npoayKTa sRU030007547040|DK Date of release I llara BbrrrvcKa 31.t0.2021

Batch No. / Cepna Jlb 12210626 Qty. Released / Korrqecrso
BbINYIUEHO

32,3608OT/
&raroHos

Batch size / Parmep cepuu 34,722 BOT/ rpnaroHoa Mfg.License No. /
Jluueggug Ha nDorr3Boncrso (HoDreo) MNB/10/832

Inspection Lot No. /
Perucrpaunoxrsrfi xomeo araJrlr3a 0400003s676s Mfg. License Date /

JltlueHluq Ha nDo[rBoncrao (aara) 30t04/2020

Package size / Vnaroera 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceprndrrar (aara) 18t06t2020

Market / PsrHox Russia / Pocczr GMP Compliance certificate No. /
GMP ceorudurar (Homeo) GMP-015s5/20lrN

Reference Specification No. /
CneuuQurcau[q roroBoro
nDoaYrra.lt(b

sPC-CC-040424 Reference STP No. / CIIU.l!b STP-CC-030230

TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
Number of deliveries per
container / Ko.nflqesrso

Not less than 120 doses / He uesee 120 aos 174 doses I 174 tos

Pump delivery /
Macca Aosrl

Individual dose mass: from 85% to ll5o/o
of the theoretical dose mass /
I4HgranngyalbHar Macca Aoru: or 85 oZ

Ao I l5 oZ or rcopeua.recrofi Maccrr Aogru

Average mass ofthe dose: from 90%oto
I l0% of the theoretical mass of the dose /
Cpegnna Macca Ao3br: or 90 o/o Ao ll0 o/o

oT TeopeTr/rqecKor Maccbr Ao3br

Minimum / Mnrunr,ryrrl: 92.1%
Maximum / Marcrruyrra: 108.8 %
Average / CpeaHee: 704.3 o/o

Particle size /
Pasrrep qasrl,ru

Particles < 10pm in size: Not Iess thang0o/o
t{acruu pa3MepoM < l0 uru - He MeHee
90%;

Particles < 30pm in size: 100%
rlacruu pa3MepoMS30 *tcna -100%
Particles > 30pm in size: Should be absent
rlacruu pasMepoM > 30 narcm - AonxHbr
oTc)iTcTBOBaTb

97.93Yo/97.93Yo I ^'tlrJ

100.0% / 100,0%0

Absent / Orcyrcrryror

dlt"l"t
',9(rnr,*

,9

,-'q/
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-1795 249310 email: slenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR F'INISHED PRODUCT
CEPTVOTTKAT AHAJIIT3A TOTOBOTO IIPOAyKTA

4w4of
Name of Product /
HatlmexosaHue trDoltyKu[rr

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HaltMsHoBeHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morracra3oHa dyDoara MoHornaoata cnoefi HasaruHrrfi ro3r4DoBagHgrfi 50 rum

Active Ingredients /
lefi crayroutue BeulecrBa

I dose ofthe spray contains: Active ingredienl Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I 4ora cnper coAepxr,rr: Aefimnyrouee BerlecrBo: Motrcra3oHa @ypoara MoHorruIpar
51,72 urr B nepecqere na MoMcra3oHa dypoar 50,00 rurr

Streneth l.Ilosrnonra 50 mcs / 50 Larr Date of Mfg. /.Ilara npoucnoAcrBa t0/2021

Dosage form /
JlerapcrseHnan Qopma

Metered-dose nasal spray /
Cnpefi Haraaurrrfi
,N03I'DOBAHHI,Tfi

Date of Exp. / Ioaes ao 09t2023

Product code / Koa noorvKTa sRU030007s47040lDK Date of release I nara BbrnycKa 31.10.2021

Batch No. / Cepua JYe 12210626 Qty. Released / Korrqecrso
BbITIYUIEHO

32,3608OT/
ih.raronon

Batch size / Parnrep cepuu 34,722 BOT/ r[:rarouoo Mfg.License No. /
Jl[ueHsuq Ha nDou3Boncrso (HoMeo) MNB/I0/832

Inspection Lot No. /
Perucrpaunonsrrfi nouep aHaJr u3a

0400003s676s Mfg. License Date /
Jf[ueHs[s Ha [Dou3Bo.rrcrso (aara) 30104/2020

Package size / Ynarosra 120 Doses / 120 tos GMP Compliance certificate Date /
GMP ceorudurcar (nara) t8/06/2020

Market / PuHor Russia / Poccras
GMP Compliance certificate No. /
GMP eeprudnrar (Honep) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurauus roroBoro
npoaYrra Jlb

sPC-CC-040424 Reference STP No. / Cm{ }& srP-cc-030230

TESTS / TIOKA3ATEJIII LIMITS / TPEBOBAHI,If, OBSERVATIONS / PE3YJIbTATbI
Related Substances / Ilocropounue rpr,rMeclt

Impurity 8DM /
tlpmuecu 8DM

Not more than 0.15 Yo lHe 6onee 0,15 % Not detected/ He o6napyxeHo

Impurity DMC /
Ilpruecn DMC

Impurity D /
Ilpuuecu D

Any individual unspecified
impurity / Eaunraquofi
nevt aeurnQntryrpoBaHHofi
IIpr.rMecr,t

Total impurity /
Cyrvrua npmuecefi

Not more than 0.15 %o lHe 6onee 0,15 %

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

Not more than0.20 %o lHe 6orce 0,20 Yo

Not more than 0.60 %o / He 6orce 0,60 o/o

Not detected/ He o6Hapyxeno

Below Disregard limit / Hraxe rpeAena
I,rrHopr.{poBaHr4, ,;,'"

0.05 0h / 0,05yo
AsSu

,\L )

i

0.17o/o / 0,l7Yo #
Spray content uniformity
(Uniformity of delivery
dose) / OAuopoAHocrr
srrcso6or(AaeMof Aogbt

Not more than 2 of 20 doses (1 0 initial doses
and l0 final doses from 10 vials) can deviate
more than t25% from the average value and
not any dose can deviate more than t 35%o

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

Beg / Ha.raro: Xnarm
Minimum / Murunryu: 99.2o/o

Maximum I Maxcwuyu: 105.7%
Mean / Cpe4nee: 103.0%
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Glenmark pharmaceuticals Ltd' 
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF' ANALYSIS F'OR FINISHED PRODUCT
CEPTIIOIIKAT AHAJIII3A IOTOBOIO IIPOAYKTA

u3ol9
Name ofProduct /
Hawenosan[e Ir DorvKrrr{}r

MOMATRINO
MOMATPI4HO

Generic name /
HenareHiosaHHoe HauMeHoBaHr.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morucm3oHa dyDoara MoHorraapara cnDefi saga.nrsufi .rlo3r/tDoBagHrtfi 50 nrr

Active Ingredients /
,(eft croyroutne BeulesrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 5l.7?mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpeg coAepxr.l-r: Aeficrayrouee BeulgcrBo: Monacra3ona (Dypoara MoHorwtpar
51,72 Mrr s nepecqere Ha Moltsm3oHa abypoar 50"00 rrar<r

Strength / Aosrposra 50 mce / 50 Mrr Date of Mfe. /.ilara npousnoAcrBa t0t2021

Dosage form /
Jlerapcroenuan Qopma

Metered-dose nasal spray /
Cnpefi uasaarurrfi
aogtEDosagHrrfi

Date of Exp. / IoAen ao 09/2023

Product code / Koa npolryrcra sRU030007s470401DK Date of release I llara Bbrnvcra 31.10.2021

Batch No. / Cepun Jlb 12210626 Qty. Released / Koruqecrao
BbtIlYuleHo

32,3608OTt
rbaaronos

Batch size / Parmep cepuu 34,722 BOT/ r[aarconor Mfg.License No. /
Jluuenlug na nDo[3Bo]rcrso (Ho[reo) MNB/r0/832

Inspection Lot No. /
Perucrpaquonnrrfi nomep aHaJru3a

040000356765 Mfg. License Date /
Jltluenstls Ha [Do[r3Borrcrso (aara) 30/04/2020

Package size / YnarosKa 120 Doses / 120 zlos
GMP Compliance certilicateDate I
GMP ceorudnrar (aara) t8/06t2020

Market / Psrnor Russia / Pocchq GMP Compliance certificate No. /
GMP ceorrdrrcar (nomeo) GMP-01556/20lrN

Reference Specification No. /
CneuraQnraulafl roroBoro
nporyrra Jlll

SPC-CC-040424 Reference STP No. / C[II4 Jlb STP-CC-030230

.Irb TESTS / IOKA3ATEJIU LIMITS / TPEEOBAHI'I.g OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35Yo from the average value.
He 6oaee 2-xuz20 llos (10 naqanrnux Aos
u l0 xoueqnux Ao3 rd3 l0 Qnaronon) naoryr
I4MeTb OTKJIOHeHIIe OT Cpe,(Hero 3Har{eHI4g

6oaee qeu + 25yo, vr Hu oAHa Ao3a He

AOnXHa HMeTb OTKJrOHeHrae OT Cpe.(Hero
3HaqeHr4{ 6oree qen4 sa* 35 o/o.

Ecnra or 3 ao 6 Ao3 r{Meror orKJroHeHr,rrr

6olee qeu +25 yo, HO MeHee qeM + 35 o/0, To
racnhrrbrBaror cJregyroque 20 Snaxonoa,
He 6o,nee 6 us 60 aot Moryr r{Merb
orKrroHeHr4e or cpeAHero 3HaqeHr,r, 6oJlee
qeM + 25 Yo, u Hu otrItA Ao3a He ,rloJrxHa
I,rMeTb oTKJIOHeHIAe OT CpeAHero 3HaqeHV[.
6o.nee qeu *.35 o/o-

END / Koueq:
Minimum / Muuwtryrd: 1 00.8%
Maximum / Marcunap,r : 105.9o/o

Mean / CpeAnee: 103.3%

.r',$r'j
,J

/t -{

l*
Iq
\%'
\a_

ASSUR
C'

\-'rql ll!":rr'

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJII'I3A TOTOBOIO IIPONYKTA

6of9l 6ut9
Name ofProduct /
HarMenosaHue nDoJrvKrrlru

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaH14e

Mometasone.Furoate Monohydrate Nasal Spray 50 mcg
Molaera3oHa rfypoata MoHorr,rrpara cnpefi uasalruufi AosrzpoBaHHuft 50 nrrr

Active Ingredients /
.{,efi crnyroutue BeulecrBa

I dose of ths spray contains: Active ingredienl Mometesone Furoale Monohydrate 5 1172 mcg u
calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper co,aepxrr: aeftqrsyrcuee Ber{eqrBo: Morugra3oHa O)ipoara MoHorr4Apar
51,72 uxr s nepecqere Ha Morucra3oHa tbypoar 50"00 urr

Strensth /.Ilocuoos(a 50 mcg / 50 rrarr Date of Mfg. / .I(ara npoucsorcrBa t0/2021

Dosage form /
Jlerapcrrennaa Qopua

Metered-dose nasal spray /
Cnpefi Haraarnrrfi
.[03IaDoBaHHLrfi

Date ofExp. / IoAen Ao 0912023

Product code / Koa rporvrffa sRU030007547040tDK Date of release I llara BrrrrycKa 3t.10.2021

Batch No. / Cepua J{b 12210626 Qty. Released / Kornqecrro
BbrflyuleHo

32,3608OT/
ibraronos

Batch size / Pasnrep cepur.r 34,722 BOT/ Qaarouou
Mfg.License No. /
Jllruenstas Ha [Dor{3Bo.rcrso (Homeo) MNB/I0/832

Inspection Lot No. /
Perrgrpauuoxurrfi nomeo auaJrr.rsa

0400003s676s Mfg. License Date /
JluueHluq Ha npolr3Borrcrao (aara) 30/04t2020

Package size / Vnaronra 120 Doses / 120 tos GMP Compliance certilicate Date /
GMP ceorndrarar (rara) l8/06/2020

Market / PslHor Russia / Poccug GMP Compliance certificate No. /
GMP cenrudrrar (sonren) GMP-o1556/20lIN

Reference Specification No. /
CneuuSr,rrauus roroBoro
npoayrra J\!

sPC-CC-040424 Reference STP No. / ClI4.Ilb STP-CC-030230

.llt TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHI4f, OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage

/ OAuopoAnocrr
,n03r,rpoBaHr.rs

units Not more than 1 value from l0
measurements can deviate from the average
value more than+25Yo and none can deviate
by more than + 35%.
lf 2 to 3 values deviate more than i 2S%o but
not more than* 35%o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than*25o/o and none can deviate
more than +35yo.
He 6onee I snaqenzs z: l0 onpeaelesufi
MOXeT OTKJIOHTTC' OT Cpe.4Hero 3HarreHI,L
6olee, qeM Ha t 25 yo, t4 Hr,r OAHoro, 6olee
c.eM Ha+ 35 yo.

Eln ABa ulrvt rpz 3Har{eH[f, r,rMelor
oTKJroHeHr4rr 6oree qeM *25yo, Ho MeHb[re,
r{eM * 35 %o, ro r4cflbrrbrBaror cneAyrouue
20 Snaronon.
He 6olee rpex sHa.reHr,rfi kt3 30
oflpeAeneHr{fi Moryr oTKnoHflTbc, oT
cpeAHero 3HaqeHV, 6olee, qeM Ha + 25 o/o, u
HrI oAHoro,6olee qeu Ha*35o/o,

Minimum /Myuwlgg.z%
Maximum / Marcrarrryu: 105.7%o

Mean / Cpe,uuee: I 03.0olo

Name / <DIIO



qLenmank
A new way for a new world

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fwr: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICA.TE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr{OrrKAT AHAJTU3A TOTOBOTO IIPOIyKTA

7oI9l 7 ll.s9
Name ofProduct /
HauMeHosaHue nDotrYRrrlru

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HarrMeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouetarona r[ypoara MoHoru,ipara cnpefi na.laaruHfi Ao:rposaHsufi 50 urr

Active Ingredients /
flefi crnymurrae BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg w
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpea co.[epx[rr: AeficT oyrcuee BeulgcrBo: Morr4sra3oHa (Dypoara MoHorr4Apar
51,72 utcr B [epectrere Ha MoMcra3ona ibypoar 50.00 urrr

Streneth / Jlocuposrca 50 mce / 50 Mrr Date of Mfs. / llara nooursorcrBa t012021

Dosage form /
JlerapcrrenHar Qopma

Metered-dose nasal spray /
Cnpefi nasaarHufi
nogl,rDosaHHHfi

Date of Exp. / foaeH ao 09t2023

Product code / Koa npo,Irvrfla sRU0300075470401DK Date of releas e I lIara BbrrrycKa 31.t0.2021

Batch No. / Cepnn J\b t2210626 Qty. Released / Korrqecrso
BbIIIVUICHO

32,3608OT/
ibraroHos

Batch size / Pasuep cepran 34,722 BOT/ r[naronoa Mfg.License No. /
Jltluencur Ha [Dorr3Borrcrso (Horueo) MNB/10/832

Inspection Lot No. i
Perucrpauuonttufi Houen arrs.trlr3a 0400003s676s Mfg. License Date /

Jltaueusug Ea rrDot{3Bo]rcrso (aara) 30t04t2020

Package size / Ynaroara I 20 Doses / I 20 aos
GMP Compliance certificateDate I
GMP cenrudurar (aara) 18t06/2020

Market / Prruorc Russia / Poccuq GMP Compliance certificate No. /
GMP ceorudnrcar (nopreo) GMP-01556/20lIN

Relerence Specification No. /
Cneur.rQr.r rauufl roroBoro
npoAynra Jl!

SPC-CC-040424 Reference STP No. / C[II4.]Ys STP-CC-030230

TESTS /IIOKA3ATEJII'I LIMITS i TPEBOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
Microbiological Pu rity / Mnrpo6raoJrorrqecKafl qusrora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qucro
a.:po6mx flaxrepufr,u
Apo)rcr(eBhrx r{ [JrecHeBbrx
rpn6oa (cpauapno)

Test for Absence of
Specilied Microorganisrn /
Tecr Ha cnequQu.recrue
Mr{rcpoopraH}r3Mbr:
P s eudomonas aeruginos a

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xerreymoftvmue
eurepo6arreprau

Not more than 102 cfu per lg (ml) of the
product / He 6onee 102 KOE a 1 r (rran)

rperapaTa

Absence per lg (ml) ofthe product /
Orcyrcrnue n I r (un) npenapara

Absence per lg (ml) of the product /
Orcyrcrnze n I r (rran) rperapara
Absence per 1g (ml) of the product /
Orcyrcrnne a 1 r (rrur) rpenapam

6J A'ssub)

Absent,o,"r*k&,Ld

Less than l0 cft/ml /
Mesee l0 KOE/ur

Absent / Orcyrcrayer

Absent / Orcyrcrnyer
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: 191-1795249300 Fa,r: +91-1795249310 email: slenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTTIOI,IKAT AHAJII,I3A TOTOBOTO IPOIyKTA

oI9 I E r{3

Name ofProduct /
HaumeHonague lrDo]rvKuln!

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe HalIMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monaera3oHa 6ypoara MoHorraapa'ra cnpefi uagaarsufi .{o3l,tpoBaHgrtfi 50 urr

Active Ingredients /
{efi croyrourue BetuecrBa

I dose oftlre spray contains: Active ingredienl Mometesone Puroate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I aora cnper corepxrr: reficrnylouee BeulecrBo: MoMsra3oHa @ypoara MoHorr4Apar
5 1.72 rrrrr s fleDecqere Ha Mol,rcra3oHa 6vooa'r 50.00 rrarr

Streneth / Jloruporra 50 mce / 50 Narr Date of Mfs. / llara npoursorcrBa t0l202t
Dosage form /
Jlercapcrneunaa Qopma

Metered-dose nasal spray i
Cnpeft nasaarnuft
logunonaqpxtfi

Date of Exp. / IoAes ao 09t2023

Product code / Koa rpoAyKra sRU0300075470401DK Date of release I llata BHnycKa 31.10.2021

Batch No. / Cepua Ne 12210626 Qty. Released / KoJrrqecrso
BLrflVllteHo

32,360BOTI
ih.naronon

Batch size / Pasmep cepuu 34,722 BOT/ rpnaxonor Mfg.License No. /
Jluuenlus Ha [Dolr3BoncrBo (nomeo) MNB/10/832

Inspection Lot No. /
Perucrpaq[onnufi HomeD anaJru3a

0400003s676s Mfg. License Date /
Jluuenlus Ha nnoI,r3aolrsreo (aara) 30/04/2020

Package size / Ynarosra 120 Doses I 120 toz GMP Compliance certificate Date /
GMP ceprudurar (aara) 1810612020

Market / Prrnor Russia / Poccm GMP Compliance certificate No. /
GMP ceorudrarar (norreo) GMP-0l556i20irN

Reference Specification No. /
Cneur.rQurauufl roroBoro
npoavrga.Itl!

SPC-CC-040424 Reference STP No. / CIII4 J\t STP-CC-030230

J\T TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
16. Assay / KoruqecrseHHoe onpeAerreHne

a) Mometasone Furoate /
Mouerasona Qypoam

From 85 %oto ll5o/oofthe labeled content/
Or 85 % Ao I l5 7o or gagsreHHoro

co.IIeDxaHlIf

l03.lo/o / l03,lo/o

b) Benzalkonium chloride /
BeHsaJrroHuf, xJroprua

From 80 Yoto 120 o/o of the labeled content /
Or 80 % to 120 oZ or gaauenuoro
coAepxaHu.f,

93.2% /93,2yo

t7. Package Size / Ynarosra 60 or 120 doses of suspension per bottle
made fiom 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. i tlo 60 wn 120 aoz
cyc[eH3xr4 no Qlaxoue r43 [oJrr49TWrcHA
sHcorofi [JrorHocrrr c Ao3rdpyroqr 4

ycrpoftcrBoM u rpuueurofi yr3

rroJrrn3Tr{JreHa nrrcorofi uoruocru. IIo 1

$narony BMecre c rncrpyxquefi no
MeMrIr,rHcKQMy rrpr{MeHeHr,uo B [aqKe
KaproHHoft.

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.
/ 120 los cycflemnu ro Qlaroue n:
rloJrtl3Tr4rreHa BblcoKofi rurorHocrr4 c

Ao3r,rpyloulil{ ycrpoficrBoM kI

rprrurevrofi I,I3 tIoJII,IorI4Jrena nucorofi
rurorHocrlr. IIo I SaaroHy BMesre c
rzHcrpyrquefi IIo Me,ru4rlr,rHcKoMy

[pvMeHeHr,[o B flarlKe KaproHHofi.
18. Labeline / Maprunosra According to ND / B coorsercrBnu IHII
19. Storage conditions /

Xoauenue
Protected from light, at temperature from 15 "C to 25 "C. Do not freeze. /
B ranuauesuoM or cBera Mecre nplr reMfleparype or 15 ao 25 oC. He 3aMoDDKrrBarb.

20 ShelfJife / Cpor rorHocrrr 2yearc/2rota

izl1t 1,",
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

Distt. Solan Himachal Pradesh. 17 3205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glennark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI@IIKAT AHAJII,I3A |OTOBOIO IIPOAyKTA

tl3oI9
Name of Product /
Ha[rueHosauue nDo]rvnrr]r[

MOMATRINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe Har.rMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgrasoHa tbypoara MoHorrr,[para cnpefi HasaruHrrfi rosuDoBauHrrfi 50 vrrr

Active Ingredients /
flefi crayrcurue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l,72mcgas
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpea corepxr.rr: Aeficrayrouee BerlecrBo: Morsra:ona @ypoata rraononritApar
51,72 uxr B flepecqere Ha Movera3oHa ftypoar 50"00 r'lrn

Strength /,llosuposra 50 mcg / 50 L.rrr Date of Mfe. /.Ilara npoursorcrBa t0/2021

Dosage form /
Jlenapcroennar Qopnra

Metered-dose nasal spray /
Cnpeft na.:anrnuft
.no3ltoogannrrfi

Date ofExp. / Ioaes ao 09/2023

Product code / Koa rpoJryrcra sRU0300075470401DK Date ofrelease I /[ara BbrnvcKa 3t.10.2021

Batch No. / Cepua J\b t2210626 Qty. Released / Korrqecrso
BHIIVUIeHO

32,360BOT1
6raroHos

Batch size / Pasmep ceprar.l 34,722 BOT/ graronoa Mfg.License No. /
Jluueuruq Ha rrDon3Borrcrno (Homeo) MNB/10/832

Inspection Lot No. /
Perucrpauuouttgrfi Hooreo anan.usa 040000356765 Mfg. License Date /

Jluuengug Ha nDolr3Boncreo (aara) 30t04/2020

Package size / Ynarcosra 120 Doses / 120 toz GMP Compliance certificate Date /
GMP ceprrdurar (aara) t8/06/2020

Market / Psrnor Russia / Poccr'r-, GMP Compliance certificate No. /
GMP ceprr,ldurar (uoueo) GMP-01556/20lrN

Reference Specification No. /
CneuuQurcautls roroBoro
npoavKra Jlb

SPC-CC-040424 Reference STP No. / C[}I.ltlb STP-CC-030230

Any deviation/Incident/OoS: Not applicable
OrruroHen[q/fluuufleuru/OOC: ne npr{MeHlrMo

Declaration of certification: o'I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality contol at the above mentioned site in full compliance witir tle cvp
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-286gl6,Amend. No I 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.,'
3ar.nrcqeuue o coorBercrBlln: HacrorIIII4M [oATBepxraro, rITo [peAcraBJleHHarfl BbrrIIe nnooplaauzg f,BJrrerc,
Aocronepaofi u roqHoft. ,{aunaa cepnr 6uua [poI/BBe.{eHa (rrurrouar ynarorrcy/rrlapKr4poBrcy rr r(oHTponb rauecrra) ua
yra:auuofr Bbrrue upon:roAcraeuHofi rurorrtaAKe B [oJrHoM coorBercrBrar4 e rpi6orar*rrru HaAlexauefi
lqoryaoacrneunofi llparrurz (GMP) JIoKaJrbHbrx peryJuropHlrx opraHoB n rpe6ouannrrn 

"op*arrrHofi 
aoryue Hra\Hu

n[-003870-280916, HsM. Ne I or 15.04.2019, I4srvr. J\! 2 or O5.O2.2O2O.qn pbrHKa Poccr.rr. [poro*on"r npou:eoAcraa,
ylaKoBKI'I tr [oKfflareJll{ KaqecrBa ,[aHHofi cepuu dsttru npoaHaJlu3r4poBaHbr r,r cAeJraHo 3axJrroqeH[e, qro oHV
coorBercrByror rpe6orauuxrr,r Ha.urexaruefi llpousnoAcrseuHofi flparrnrz (GMp).

Prepared Bv / lloarorosrrr ChecffiilBv / floosennfl ADpror d Bv / Oao6oul
Signature / Iloanucs -f ( {Y-- f--
Date / [,ara oz lttl >, oolt4^ D>|lU\D>7
Name / IDIIO Atul Kumar Akshit Bhardwai Aiay Kumar Garg
Designation /
.llo.rxuocru

Officer - QA Officer -QA Asst Manager -QA

FCI\,I/QA054/08.00


