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

Distt. Solan Himachal Pradesh 173205, lndia
Phone: +91-1795 249300 Fax: +91- 179 5 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIoI,IKAT AHAJII,I3A TOTOBOTO IPOAyKTA

Name ofProduct /
Ha rlrue]losaHue n DoryKu]rur

MOMAT RINO
MOMAT PHHO

Generic name /
Henat.enrosaHHoe Hatr MeHoBa Hr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Montsra3oHa {ypoa'ra MoHorr{Apara cnpefi Hara.nrnsrfi aogl.rposaHxufi 50 rrlrr

Active Ingredients /
[efi crayrourue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I rosa cnper co.{epxr4r: ,ueficrayrouee BeuecrBo: Morrlcra3oHa (Dypoara Mouorrrpar
!1,72 uxr B nepecqere sa Mor'aeragoua $ypoar 50,00 r'arr

Strength / Aoruporxa 50 mcg / 50 r'rxr Date of Mfg. /.Ilara npouraoacrBa t0/2022

Dosage form /
Jlerapcraernaa Qopma

Metered-dose nasal spray /
Cnpefi Ha:alsHsrE
,[03I,IDOBAHHhIfi

Date of Exp. / I-oaen ao 09/2024

Product code / Koa nDoryrcTa sRU030007E04040 I EJ Date ofrelease I nara Bbrnycra 29.10.2022

Batch No. / Cepun J\! t2220657 Qty. Released / Konuqecrso
BbtnYueHo

64,320 BOT /
draxoHos

Batch size / Parmep cepuu 69,444 BOT / Qnaronon
Mfg.License No. /
JIuueHluc Ha rlDou3Boncrso (sorreo) MNB/10/832

Inspection Lot No. /
Perrcrpaquouxufi noruep aHaJr u3a

04000042 r 0l 6 Mfg. License Date /
Jllruenluq Ha nDor,r3Borcreo (nara) 30t0412020

Package size / Ynarconra 60 Doses / 60 aog
GMP Compliance certificate Date /
GMP cepru0nrar (aara) l8/06/2020

Market / Punor Russia / Poco.rc GMP Compliance certificate No. /
GMP cenrndxrar (norueo) GMP-o1556/20lrN

Reference Specification No. /
CneuraQuraullfl roroBoro
nnoavrra JYb

sPC-CC-06369t Reference STP No. / CnI{ Jl! sTP-CC-040947

I& TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
I Description / Onucauue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eloro Ao rlottrll 6eloro uBera or
norynpo3parrHofi ao HelpospavHofi
KOHCIICTeHIIHV ry CTafl CyCneH3r,rr.

Off-white thick suspension of non-
transparent consistency. /
noqru 6eloro uBera or Henpoopaunoil
KOHCITCTeHTIHfi ry CTafl CyCrreH3r4r.

) Identifi cation / lloaluHuocru
a) Mometasone Fuorate /

MonleraroHa $ypoar
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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. / Bpervrr yAepxr.rBaHr,r,
ocHoBHOt'O [IlKa Ha xpoMaTorpaMMe
uclbtryeMoro pacTBopa aoJrxHo
cooTBeTcTBOBaTb BpeMeHU yAepxHBaHl.rq
ocHoBHo[o nr,rKa Ha xpoMaTo[paMMe
craHAaprHoI.o pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation coresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpenrr yrepxr,rBaHr4.r{ ocHoBHoro
nr.rKa Ha xpoMaTorpaMMe fi cnbrTyeMoro
pacTBopa cooTBeTcTByer BpeMeHH
y\ep)KVBaHu, ocHoBHoro IIuKa Ha

xpoMaTofpaMMe craHAapTHoro
DACTBODA

1

Prepared By, / llogroronr.rn Checked By / flpoeepr.n Approvpd By / Oao6pr.r.n
Signature / [IoAnucr

WvLil-- a'- 4 7
Date I fiara '-oa \ lr \'lprv o1lil l't-tt- oq trhgru
Name / <DIIO

Yogesh Kumar Mehta Atul Kumar
I

Ajay Kumar Garg
Designation /
[b.nxHoc'ru

Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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G len m a rk ph a rmaceuticals-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
CBPT}IOI,IKAT AHAJI}I3A TOTOBOIO IPOAYKTA

Name ofProduct /
Ha r megooa gue n DorvKrrr,lr.r

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenarenroaaHHoe HaHMeHoBaHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrrera3oHa oypoala MoHorr4lpara cnpefi HaearuHrrfi ,qoupoaaHHrrfi 50 ruxr

Active Ingredients /
.(eft croyrorur.re BeuIecrBa

ldoseofthespraycontains:Activeingredient:tvtometesoneFuroa@
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper corepxr.rr: Aefic'rsytouee BeuecrBo: Morrae.rasoHa @ypoa.ra MoHorr4Apar
5 1,72 ur<r B nepecqere ua Mouer.asosa dypoar 50.00 narr

Strength / [osnponra 50 mcg / 50 rrarr Date of Mfe. /.Ilara noousaolrcrBa t0/2022
Dosage form /
Jlerapcraexxan Qoprua

Metered-dose nasal spray /
Cnpeft uaraaurrrfi
aoenposalrHrrfi

Date of Exp. / Foaex ao 09/2024

Product code / Koa rpotryrra sRU030007E04040 I EJ Date ofrelease I llara BbtnycKa 29.10.2022

Batch No. / Cepun Jl! 12220657 Qty. Released / Kooxqecrso
BbtnYlueHo

64,320 BOT I
&laronos

Batch size / Pasruep ceprlr 69,444 BOT / r[aaroHor Mfg.License No. /
Jluuexlug Ha nDou3Boncrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perr.rcrpqulroxxufi noruep aHaJrrl3a

04000042 I 01 6 Mfg. License Date /
Jluuencug Ha nDolr3Boacrao (aara) 30t04/2020

Package size / Vnaroara 60 Doses I 60 noz GMP Compliance certificate Date /
GMP ceprrdurcar (aara) 18106t2020

Market / Pulrox Russia / Pocclls GMP Compliance certificate No. /
GMP cenrudrrar (someo) GMP-01556/20lrN

Reference Specification No. /
Cnequ0urcauHq roroBoro
rporyr$a ]lb

sPC-CC-063691 Reference STP No. / CIIU "I& sTP-CC-040947

.Itb TESTS / TIOKA3ATEJII' LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
Benzalkonium chloride
/ Eeueal rco_Hxs xJropr{A

/t)
Il--
Ir)
1:)
i1r
't /,

b) 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 r.rcnbrryeMoro pacTBopa
AOJTXHbT o6HapyxIBaTbc, Ityt:f.yt, IIo
BpeMeHaM yAepxr{BaHr,r, cooTBercTBy}outue
rrr.rKaM roMoJroroB 6eHsarxoHr,lr xJropr.rAa
Cn u Cru Ha xpOMaTOrpaMMe cTaHAapTHOr.O
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 chromatogram of the
standard solution. / Ha xpouarorpaMMe
r,rcnbrTyeMoro pacTBopa
ooHapyxHBarorcfl nvKyt, IIo BpeMeHaM
yAepxr4BaHr4, cooTBeTcTByrcUUe
rrr{KaM roMoJloroB 6eHsa.nxogus
xJIOp[Ia Crz u Crq Ha xpOMaTorpaMMe
craH.rlapTHoro pacrBopa.

3. IH From 4.3 to 4.9 I Or 4,3 rc 4.9 4.63 14.63
4. Density / Il.norsocrs From 0.950 to 1.050 glcm3 /

Or 0,950 ao I,050 r/crra3

1.030 g/cmr / 1,030 r/crvr3

5. Viscosity / Bqrrocru From 30 to 130 cPs / Or 30 ao 130 cIIs 6l .6 cPs I 61.6 clls
6. Osmolality /

Ocruo.lalunocru
From 250 to 350 mOsm/Kg
Or 250 .ao 350 uOcna/xr

294mOsmlKg
294 wrOcu/xr

1 Leakage check /
llponepra Q.naroHa ua
repMeTr{qHocTb

Absence ofany traces ofleaks / Orcyrcraue
cneAoB npoTeqKH

No traces of leaks / Crcls rporeqKr.l
orcyrcrByrcT

8. Net content / Macca
cO,lIeDxII MOfO dlarcona

Not less than 9.0 g / He ueHee 9,0 r 9.2 g/9,2 r

Checked By / II
Signature / [Ioanucu

oq I lt ll,ln oq lill'u-rL^
Name / OIIO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Disu. Solan Himachal pradesh 173205,India
Phone: +91-1795 249300 Fax: +9I-I795249310 email: glenmarh@bom2,vs

CTnTmIcATE oF ANALYSIS FoR FINISHED PRoDUCT
CEPTI,IOI,IKAT AHAJII,I3A TOTOBOTO IPOAyKTA

Name of Product /
HaurueHoaaHrle n DorvKUrr]t

MOMAT RINO
MOMAT PI4HO

Generic name /
HqnareuroeaHHoe HauMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mo rr.r gra3oHa oypoara M oHorHApara cnpefi saga.n r u ufi .[o3Hpo BaH Hbr fi 5 0 rrl rr

Active Ingredients /
lefi creyroulle BetuecrBa

ldoseofthespraycontains:Activeingredient:Mon
calculated for Mometasone Furoate 50.00 mcg
I rosa cnpes corepxl4T: aeficrayroutee BeulecrBo: Morr4srasoHa Oypoara MoHorr4rpar
5 1,72 rrrrn B nepecrrere sa Mousragosa dvpoar 50.00 rrlrr

Strength /.(orupoara 50 mcg / 50 rrarn Date of Mfg. / Aara npoursoAcrBa t0/2022
Dosage form /
JlerapcreeuHaa Qoprua

Metered-dose nasal spray /
Cnpeil uaralsuufi
IognposaHnsrfi

Date of Exp. / l'oaeH ao 0912024

Product code / Koa nporyKTa sRU030007E040401 EJ Date of release I na'ra Bbrnycra 29.10.2022
Batch No. / Cepnn J\b t22206s7 Qty. Released / Kornqecrao

BbtrlytueHo
64J20 BOT I
6aaroHos

Batch size / Parruep cepr.rr 69,444 BOT / <[aaronon Mfg.License No. /
Jluueggun Ha nDolr3Roncrno lsouen) MNB/10/832

Inspection Lot No. /
PerucrpauuoHxulfi xouep aHaJru3a

04000042 I 0l 6 Mfg. License Date /
Jluuexruc Ha nDo[3Botrcreo {nere) 30/04/2020

Package size / Ynaroera 60 Doses I 60 tos GMP Compliance certificate Date /
GMP ceprndurar (aara) 18t06/2020

Market / PulHor Russia / Pocclrr GMP Compliance certificate No. /
GMP ceprudurar (ronreo) GMP-or556/2olrN

Reference Specification No. /
CneuuQr.rrauuq roroBoro
npogyrcra J\!

sPC-CC-063691 Reference STP No. / CIII{ J\t sTP-CC-040947

J{b TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Kontlqecrso
ao3

Not less than 60 doses / He ueHee 60 aog 88 doses /88 ao:

10. Pump delivery /
Macca Aogrl

Individual dose mass: from 85% to llsyo
of the theoretical dose mass /
I4HA[a[AyarbHaq Macca Aosur: or 85 oZ

ro I l5 0Z or reoperaqecKofi Maccbr .(o3br;

Average mass of the dose: from 90yoto
I l0% of the theoretical mass of the dose /
Cpeauaa Macca Ao3bt: or 90 Yo Lo l1O yo

or reoperr,rqecxofi Maccbr Ao3bl

Minimum / Muluuyu: 97.7%
Maximum / Maxcwuyu: 109.6%
Average / CpeaHee: 105.2%

[.,, )--
ll Particle size /

Pa:uep qacruu
Particles < lOpm in size: Not less thang0o/o
rlacruu pa3MepoM < l0 mru - He MeHee
90 %;

Particles < 30pm in size: 100%
r{acruu pa3MepoM < 30 uxm - 100 %
Particles > 30pm in size: Should be absent
tlacrau pa3MepoM > 30 urcrrl - aoJrxHbr
orcyTcTBoBaTb

100.0% I 100,0o/o ',.:;., Clq\t l't-t-

t\(

^"e$)t00.0%lt00,0yo -'u"'u/

Absent / Orcyrcraynr

Prepared By / flgaroroer.r.n Checked By / flpoaepu.r Apprgved By / Oao6pu.n
Signature / Iloanr.rcu

4ot/.il-. *
Date / Aara u41ttl lryv oqh\la'L- oQltlw"v
Name / @lIO

Yogesh Kumar Mehta Atul Kumar Ajaj ttumar Garg
Designation /
nonxuocrs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA0s4/08.00
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v,rage:*,,nl"'ffi t"l:lffi ,U":f fjli'{.n,,,,Baddi,
Disft. Solan Himachal pradesh 173205,India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: Clennrark@bom2.v

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJII,I3A IOTOBOIO [pOnyKTA

Name of Product /
Hal,tmeHosaHue lrDoltyruuu

4fi34 ol'
MOMAT RINO
MOMAT PI4HO

Generic name /
HenateH.ro gaHHoe Hat{MeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrasra3oHa 0ypoara raoHor'4apara cnpefi Ha3arbHbrfi ,(o3r,rpoBaHHbrfi 50 rvrrr

Active Ingredients /
,(efi crayroutue BeuIecrBa

I dose ofthe spray contains: Active ingreOient
calculated for Mometasone Furoate 50.00 mcg
I rora cnper corepxuT: aeficraylouee BeuecrBo: Morasra3oHa oypoara MoHorrApar
51,72 rtlr<n B neDeci{ere sa Moureraqosa rhvnoar 5O OO vrr

Strength / florupoara 50 mcg / 50 rrlrn Date of Mfg. /,nlara npoursoacrBa t0/2022
Dosage form /
Jlerapcrneunan Sopnra

Metered-dose nasal spray /
Cnpefi uasalsHuE
.qosnpoeauuufi

Date of Exp. / l'oaen ao 09/2024

Product code / Koa npoavKra sRU030007E04040 1 EJ Date ofrelease /{ata BbtnycKa 29.10.2022
Batch No. / Cepnn J\! 12220657 Qty. Released / Ko.nuqecrao

BbrnytueHo
64,320 BOT /
6raroson

Batch size / Parnrep cepuu 69,444 BOT / Qnaxonoa
Mfg.License No. /
JIlrueHsus Ha npor,t3Bo.qcrso (xoueo) MNB/10/832

lnspection Lot No. /
PerucrpauuouHulft norueD aHarH3a 04000042 I 0l 6 Mfg. License Date /

Jluuexlus Ha npot 3Boncrao (aara) 3010412020 .

Package size / Ynaxoara 60 Doses / 60 l.oz GMP Compliance certificateDate I
GMP ceprudtrar (aara) t8t06t2020

Market / Psruox Russia / Poccur GMP Compliance certificate No. /
GMP cenrrdrrar (Houen) GMP-01556/20lrN

Reference Specification No. /
Cneuu$urcauufl roroBoro
npoayKra Jlb

sPC-CC-06369t Reference STP No. / CIII,I Jlb sTP-CC-040947

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHU' OBSERVATIONS / PE3YJIbTATbI
Related Substances / [IocroporHue nplluecu
Impurity 8DM /
flpnrtrecra 8DM

Impurity DMC /
llpr.rnrecr.r DMC

Impurity D /
Ilpr,rrrlecu D

Any individual unspecified
impurity / EAr.rHr.r.{ Hofi
HeuAeurz0uUlrpoBaHHofi
IrpHMecu

Total impurity /
Cyurr,ta npuuecefi

Not more than 0.15 o/o / He 6orce O,l5 oh

Not more than 0. I 5 o/o / He 6onee 0, I 5 oZ

Not more than 0.20 % I He 6orce 0,20 yo

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

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

0.02yo /0,02%

Not detected/ He o6Hapyxeno

0.06% /o,06yo 
,r/.ii, 

' ;-,

0.l4%o / 0,l4yo

0.02% / 0,02% te4,;

Spray content uniformity
(Uniformity of delivery
dose) / OrHopoAHocrr
arrcno6ox.qaetrroft aosrr

and l0 final doses from l0 vials) can deviate
more than t25% from the average value and
not any dose can deviate more than + 35%
from the average value.
If 3 to 6 doses deviate more than +2lyobut
not more than r 35oh, test another 20 vials.
Not more than 6 of 60 doses can deviate

Not more than 2 of 20 doses ( I 0 initial dosei Beg / Havano:
Minimum / Muuuuyvl 96.7%
Maximum / Maxcnuyrrl: 102.2o/o
Mean / Cpeaxee: 100.0%

Prepared By / floaroroau.n Checked By / llponepr.n Approved By / Oao6pr.n
Signature / [Ioanncs wv/- ,x
Date I [a'ra u*o1lrr llnvtr

-04)rr lt'u- oqltLl\,oaw
Name / OI{O

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
.[o.nxxocru Officer-QA Officer-QA Asst. Manager - QA

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

Disn. Solan Himachal pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-179 5 z4g3l0 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEpTr4or,rKAT AHAJTU3A f OTOBOIO IPOAyKTA

Name of Product /
Ha Hilreno gaH r-te n DoryxlrxH

MOMAT RINO
MOMAT PI4HO

r{3

Generic name /
Henarer!!ooaHHoe HarlMeHoBaHlle

Mometasone Furoate tuto
MoN.t gra3oHa $ypoara M oH onr,[Dara cn oefi ga.ga-n snsr il noq uno na u gxr fi So

Active Ingredients /
!efi creyroutue BeulecrBa

I dose ofthe spray contains: Act
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes coAepxxr: aeficrnyrouee seuec-rso: MouEragoHa @ypoara MoHor,trpar
51,72 rraKr s nepecqsre Ha Mol.reTa3oua Sypoa.r 50,00 rrarr

Strength /{orupoera 50 mcg / 50 rvrr<n Date of Mfe. /,llara nooursoacrBa l0/2022
Dosage form /
JlerapcraeHuaa Qopma

Metered-dose nasal spray /
Cnpeft ua.:aarnurfi

AO:l.rposauHrtfi
Date of Exp. / I-oAen Ao 0912024

Product code / Koa flpoayrcra sRU030007E04040 I EJ Date of releas e I lla'ra BulnycKa 29.10.2022
Batih No. / Cepun JI! 12220657 Qty. Released / Ko.nnqecreo

BblNYUICHO
64,320 BOT /
6raroson

Batch size / Parnaep cepr.ru 69,444 BOT / Qaaronon
Mfg.License No. /
JIuueHtus Ha npou3Boacrso (Homeo) MNB/10/832

Inspection Lot No. /
PerrcrpaunoaHsrft uomep aHaJru3a

040000421016 Mfg. License Date /
Jluuexslrs Ha npolr3Boncreo (aara) 30/04t2020

Package size / Vnaroaxa 60 Doses I 60 tos GMP Compliance certificate Date /
GMP ceorrdurar (lara) 18t06t2020

Market / PulHor Russia / Poccur GMP Compliance certificate No. /
GMP ceorudurar (nomenl GMP-01556/20lrN

Reference Specification No. /
CneuuQuxaul,tfl roroBoro
lpoayrra J\}

sPC-CC-063691 Reference STP No. / CIIU i{} sTP-CC-040947

J\t TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJTbTATbI
I more than + 25 %o from the average value,
I and not any dose can deviate more than
| * 35olo from the average value.

I He 6onee 2-x ut 20 ao3 (10 HaqaJlbHbrx Ao3
H l0 xoHe,{Hbrx ao3 u: l0 QnaroHoa) r,aoryr
HMeTb OTKJrOHeHr.re oT cpeAHero 3HaqeH[,
6oree qeu * 25 o , r.r Hr,r oAHa Ao3a He
AOJTXHa r4MeTb OTKJTOHeHI{e OT CpeAHero
3HaqeHl4fl 6Olee qeu Ha+ 35 o/o.

Eclu or 3 ao 6 Ao3 xMelor orxroHeHuc
6olee qeu +25oh, Ho MeHee ueut35yo,ro
lrcnbrrbtBarcr cJre.{y}otufie 20 @naxoHoa.
He 6olee 6 nz 60 Ao3 Moryr xMerb
oTroloHeHr4e oT cpeAHero 3HatleHx.f ooJlee
qeM + 25 %o, u Hr4 OAHa AO3a He .(OJrxHa
HMETb OTKJIOHEHI4E OT CPEAH€rO 3HAqEHU'
6oaee '{eN,r + 35 yo.

END / Koneu:
Minimum / Munuruyn: 97.6%
Maximum / Maxcurryrvr: l02.\Yo
Mean /Cpe.uuee: 100.0%

h*;
::1;- t1'"")'/

s

Prepared By- / Iloaroroan.n Checked By / llpoeepu.n
Signature / IIoAnlrcu

[] lrr 1pr.r-
Name / <DIIO

Yogesh Kumar Mehta Ajay Kumar Garg
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Glenmark pharmaceuticals Ltd
V i I lage : Kishanpura, Baddi Nalagarh Road,'Iehsil: Baddi,

Distt. Solan Himachal pradesh 173205, India
Phone: +9 l - 17 9 5 249300 Fax: +9 I - I 79 5 24931 0 email : glsnmark(Obom2.vs

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJITBA IOTOBOI O IPOIyKTA

Name of Product /
Hauuexooaxue noo.avKuHu

6 of9 / CTD. 6 il3
MOMAT RINO
MOMATPHHO

Generic name /
HenareHroeaHHoe Har{ MeHoBa Hrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrre, asona Oypoqra MouoruApara cnpefi sa3alrHrrfi.[o3r4poBaHHrrfi 50 ruxr

Active Ingredients /
[eEcreyroruue BeulecrBa

ldoseofthespraycontains:Activeingredient:M;
calculated for Mometasone Furoate 50.00 mcg
I rosa cnper co.qepx[T: aeftcrnyrcuee BeuleqrBo: Morr{sra3oHa @ypoa.ra MoHon4rpar
51,72 rur<r B repecqsre Ha MoMcra3oxa dyDoar 50.00 rnrrr

Strength /.[orupoara 50 mcg / 50 rrarcr Date of Mfg. / Aara npoureoAcrBa t0/2022
Dosage form /
Jlerapcrrexuan Qoprua

Metered-dose nasal spray /
Cnpefi Ha:aarnufi
.{olHposauHrrft

Date of Exp. / l-oaen ao 09/2024

Product code / Koa rpoavKTa sRU030007E04040 I EJ Date ofrelease I [ara BrtnycKa 29,t0.2022
Batch No. / Cepun Jlb t2220657 Qty. Released / Koruqecrso

BbrnyueHo
64,320 BOT /
tbraxonos

Batch size / Parmep ceprlr 69,444 BOT / tlaaxoHoa Mfg.License No. /
JIlluegsfls Ha noou3Bolrcrao (uomeo) MNBi l0/832

Inspection Lot No. /
Perlrcrpaquouxulfi nomeo aHar t,r3a

040000421016 Mfg. License Date /
Jluuexs[s Ha nDou3Boacrso (aara) 30/04t2020

Package size / Ynaronrca 60 Doses / 60 ros GMP Compliance certificate Date /
GMP ceprr.rdurar (aara) 18t06t2020

Market / Puxor Russia / Poccar GMP Compliance certificate No. /
GMP ceorudurcar (Horreo) GMP-o1556/2oltN

Reference Specification No. /
CneuuQurauus roroBoro
npogyrra.l\lb

sPC-CC-063691 Reference STP No. / CnI4 J\t sTP-CC-040947

.r& I TESTS/ rrOKA3ATErr4 LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ 04uopoqnocrs
AO3I{pOBaHl.lq

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

lf 2 to 3 values deviate more than * 25yo but
not more than t 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25yo and none can deviate
more than + 35Yo.

He 6onee I :HaqeHrr u: l0 onpeaeneluh
MOXeT OTKJTOHTTC, oT cpeAHeto 3HaqeHr,r,
6olee, qeM Ha * 25 yo, H Ht4 OAHOTO, 6o.nee
qeM Ha + 35 Yo.

Enu ABa vrqt rpu 3HaqeHr.tf, [Meror
oTKIroHeHI,rfl 6olee qeu +25 yo, Ho MeHblue,
qeM * 35 %o, rO ucrrbrTbrBarcT CJIeAyTUUe
20 QnaxoHoe.
He 6olee rpex 3HaqeHI,tfi u3 30
onpeneleuul Moryr orxJroHrrbc, or
cPeAuero 3HaqeHr4, 6olee, qeM Ha *25 o/0, u
HIt oAHofo, 6oree ,ter\4 Ha + 35 o/o.

Minimum / N.{utruuya 96.7%
Maximum / Maxcuuyu: 102.2%
Mean / Cpeanee: 100.0o/o

\ tt\ lvvv iqntlz -
Yogesh Kumar Mehta

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91- t 79 5 249310 email: glelnrart@bsl&ysll,lgUu

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJIII3A TOTOBOTO IPOAyKTA

Name of Product /
HauDrexoaaHue nDo,lyruurt

Lt3tcol
MOMAT RINO
MOMAT PI4HO

Generic name /
HenarexroaaHHoe HaHMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mousratoua Sypoa.ra MoHorr{apara cnpefi HasalrrHrrfi aoguoosaHHufi 50 rr.rrr

Active Ingredients /
,(efi crayrourr.re BeurecrBa

ldoseofthespraycontains:Activeingredient:tvtome
calculated for Mometasone Furoate 50.00 mcg
I Ao:a cnpea coAepxar: ,(eficrsyrcuee BeuecrBo: Morr4era3oHa <Dypoara MoHor[Apar
51,72 rrlrr B nepecqsre ua Moue'rasoua OyDoar 50.00 rr,rrr

Strength /,llourporra 50 mcg / 50 rvrxr Date of Mfe. /.llara nnourso.trcrBa t0/2022
Dosage form /
"rlerapcraexHaa Qopma

Metered-dose nasal spray /
Cnpeft uasaasHsrI
.no3HDoBaHH6rfi

Date of Exp. / Ioaex ao 09/2024

Product code / Koa nDo,lvrcra sRU030007E04040 I EJ Date ofrelease I llara BbtnvcKa 29.10.2022

Batch No. / Cepua J\! 122206s7 Qty. Released / Koru.{ecrao
BbrnYueHo

64,320B,OT I
tbraroHos

Batch size / Parruep ceprr.r 69,444 BOT / {r,raronoe
Mfg.License No. /
Jluuengllc Ha rrDoH3Borcrao (HoMen) MNB/10/832

Inspection Lot No. /
Perucrpaurouxurfi xonep aHaJr u3a

04000042 I 0l 6 Mfg. License Date /
Jlruerrns Ha nDolt3Boncreo (aara) 30t0412020

Package size / Ynarosra 60 Doses / 60 aot GMP Compliance certilicate Date /
GMP ceorndrxar (nare) 18t06t2020

Market / Puruor Russia / Poccl.rs GMP Compliance certilicate No. /
GMP ceorrdnrar (uomen) GMP-or556/20lrN

Reference Specification No. /
CneuuQlr mauflr roroBoro
npoayrra J\!

sPC-CC-063691 Reference STP No. / CII,I J\b sTP-CC-040947

Ib TESTS / IOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI

-i

l5 Microbiological Purity / Murpo6uo,rorrqecraq qucrora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6ruee qracao

a3po6Hbrx 6arrepufi u
IpoxxeBbrx u nnecHeBbrx
rpu6oe (cyrrauapno)

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

Less than l0 cfu/ml/
Mesee l0 KOE/v-n

i: .41
Test for Absence of
Specified Microorganism /
Tecr na cneuuQrvecxne
Mr.rKpoopraHll3Mbt:
P s eudomonas aeruginos a

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xenveycrofi'vuaue
ourepo6arrepru

Absence per I g (ml) of the product /
Orcyrcraue a I r (ul) npenapara

Absence per I g (ml) of the product /
Orcyrcreue a I r (un) rpenapara

Absence per lg (ml) of the product /
Orcyrcrnue n I r (uu) npenapara

'(; Yqt" '

.-' ar.,C'l'D..,.-, 
- ' .--r'

Absent / Orcyrcrnyer

Absent / Orcyrcrayer

Absent / Orcyrcrayer

.\:,,

Prepared By /.Ilo.qroroau.n Checked By / [poaepu.n Approved By / Oao6pu;r
Signature / [Ioanucs %ul a'
Date / Aara '5lv llvvv -7qulr',-- cqwl"t'^'L-
Name / @ilO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
[o.rxuocru

Officer-QA Officer-QA Asst. Manager - QA

FC



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

qlgnmank Distt. Solan HimachalPradesh l73205,tndia
Aneww.arrbranewwortd Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark(Obom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OI,IKAT AHAJIPI3A IOTOBOTO IPOAYKTA

Name of Product /
HaunaeHonaxue n DoayKuuu

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHroaaHHoe HalrMerroRr HUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.reTaaona Qypoara MoHorr4.(para cnpefi Hasansxurft ,aotlrposanHrrfi 50 ruxr

Active Ingredients /
.{efi croy routlle BeIuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coAepxr4T: .ueficrByrouee Be[IesrBo: Morrasra3ona (Dypoara MoHoru.qpar
51,72 uxr B nepecqere Ha MoMcra3oxa dyDoar 50.00 rrlxr

Strength /.(ornpoara 50 mcg / 50 rraxr Date of Mfs. / -Ilara noouraorcrBe t0/2022

Dosage form /
Jlexapcraenxaa Qoprua

Metered-dose nasal spray /
Cnpefi Hara.nunrrfi
aogl.rposalrurtfi

Date of Exp. / I'oaeu ao 09/2024

Product code / Koa npoAyKTa sRU030007E040401 EJ Date of releas e I llara BbrnycKa 29.10.2022

Batch No. / Cepua J\! t22206s7 Qty. Released / Korr.rqecreo
BbrnYrueHo

64,320 BOT I
rbraroHoe

Batch size / Parruep cepru 69,444 BOT / Qnaronon
Mfg.License No. /
Jluueulug Ha nDou3Boncrao (Holreo) MNB/10/832

Inspection Lot No. /
Pernctpauuonxslft aorueo aHaJrrl3a

04000042 I 0l 6 Mfg. License Date /
Jluuenrug Ha nDoH3Borrcrso (aara) 30/04/2020

Package size / Ynarosra 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP ceorudlrrar (aara) 18t06/2020

Market / Pulxox Russia / Poccl.rg GMP Compliance certificate No. /
GMP ceorudurar (sorueo) GMP-o1556/20lrN

Reference Specification No. /
CneuuQrrauns roroBoro
npoavrra.Jtlb

sPC-CC-063691 Reference STP No. / CIIII "]\t sTP-CC-040947

.l\tb TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
16. Assay / Kofl rqecraeHHoe orrpeAereHHe

a) Mometasone Furoate /
MoNaerasoHa Qypoara

From 85 Yoto 115 Yo of the labeled content /
Or 85 %o.{o I I 5 oZ or saxereHHoro
coAepxaHr,r,I

102.7% I t02,7yo

b) Benzalkonium chloride /
BeHsanxoHr,rg xJlopu,[a

From 80 %oto 120 Yo ofthe labeled content /
Or 80 % Ao 120%o or tasnleusoro
coaepxaHut

92.4% /92,4yo

17. Package Size / Ynaxosxa

N
()
(rJ

,:;

1."

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 rurra 120 .uo:
cycneH3r,r14 no $laxoue r,r3 noJrr,r3TuJreHa
BbrcoKofi rlJrorHocrlI c ao3trpyroulHM
ycrpoficrBoM H KpbnleqKofi u3
[oJII,t3Tr4JIeHa BblcoKofi moruocru. fIo I

QraroNy BMecre c r.rHcrpyxuuefi no
MEAI,IUI,IHCKOMY IIPI,IMEHEHI,I}O B TIAqXE

KaproHHofi.

60 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.
/ 60 aos cycneH3r4r.t ao Qaarone us
IOJIII3TI,IJICHA BbICOI(Ofi IJIOTHOCTII C

Ao3lrpytoutr,rM ycrpoficraou n
KpblueqKofi u3 IIoJItI3TlureHa BbtcoKofi
nJroruocrr,r. flo I SaaxoHy BMecre c
rrHcTpyr(ulefi ro Me.([ur,tHcKoMy
flpr{MeHeHr,rrc B flaqKe r(apToHHofi.

18. Labelins / Maorcrnoera According to ND / B coorsercrsuyt c Hil
19. Storage conditions /

XpaueHue
Protected from light, at temperature from I 5 oC to 25 oC. Do not freeze. /
B eauaqeHHoM or cBera Mecre npfi reMneparype or l5 ao 25 oC. He 3aMopaxtrBarb.

Prepared Byr/ floaroroan.n Checked By / flponepu.r Approved By / Oao6pr.n
Signature / [Ioanucu u)od/- fy'
Date I fiara F-o\lt'l lr'vv o allula-z- o4lrr 1o'vl.
Name / IDIIO

Yogesh Kumar Mehta Atul Kumar Ajay Kunlar Garg

Designation /
,(o;rxHocru

Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00



gtenmank
A ncw wav tirr a new wodd

V, r age : *,, fi ','o #i t"ll l il:,t'"lf iili'N.n,,,, B ad d i,
Distt. Solan Himachal ,Pradesh \73205,lndia

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CBPTI,IOI,IKAT AHAJII,I3A f OTOBOIO IPOAyKTA

Any deviation/IncidenI/OOS: Not applicable
Oruosesug/I,IHuuaenru/OOC: He npr,rMeHHMo

Declaration ofcertification: "I hereby certi0/ that the above information is authentic and accurate. This batch ofproduct has
been manufactured including packaging and quality control at the abovementioned site in full compliance witir ttre Gtrrtp
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMp.',
3affiroqeHLre o coorBercrBull: Hacrorur.rM noATBepxaaro, rrro [peAcraBJreHHa, Bbrrue ,r$opruur, ,BJrrercf,
.4ocroaepHofi u roqsofi. ,(auHar cepua 6ltaa npou3BeaeHa (nxlrc,raa ynaxorxy/nrapKr.rpoBKy ra KoHTpoJrb rauecrna) ua
yxasauuol Bbrrre nponsnoacraeHuoft [JrouaAKe B rronHoM coorBercrBr,ru c rpe6onaunatuu HaAlexauefi
Ilpournoacrneuuofi llpaxruru (GMP) JloxrurbHbrx peryJrrropHbrx opraHoB u rpe6oaaunflMr.r HopMarr.taHofi AoxyMeHraunr.r
JII1-003870-221221 urs pbtHKa Pocctttt. flporoxorrr npon3BoAcrBa, y[aKoBKu r,r rroKa3areJrr{ KaqecrBa Aausoft cepuu damu
npoaHaJrr.Br.rpoBaHEr r.r caeJraHo 3aKJrroqeHr4e, qro oHr,r coorBercrByror rpe6onauuru
Ipaxruru (GMP).

BO]ICTBEHHOII
z('.\- ; ''' I
,L|

Name of Product /
Hauuegoranre n DotrvKruH

MOMAT RINO
MOMAT PHHO

Generic name /
Henarexrona HHoe HalrMeHoBa Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molaera3oua tbypoara MoHorr.L(para cnoefi gaga.nuubrfi .aosuooaaHsufi 50 uxr

Active Ingredients /
{eilcrayrourue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I gosa cnper coAepxnr: reficr.nyoulee BeuecrBo: Moraera3oHa @ypoa,ra MoHorr4.(par
51,72 uxr B nepecqere ua Molrera3oHa $ypoar 50,00 r,arr

Strength /.(ornpoera 50 mcg / 50 rrarr Date of Mfe. / Aara nporreo.rlcrBa t0/2022

Dosage form /
JlerapcreeHuan Qoprua

Metered-dose nasal spray /
Cnpefi Hararsusrfi
.[03HDoBaHHLrF

Date of Exp. / I-oaen ao 09t2024

Product code / Koa flDolrvr(Ta sRUo30007E040401 EJ Date of release /,ll,ara aHnycra 29.10.2022

Batch No. / Cepun J\b t22206s7 Qty. Released / Ko.rrqecreo
BbtIlvuleHo

64,320 BOT /
6raroHos

Batch size / Parnrep cepuu 69,444 BOT / r[raronoe Mfg.License No. /
Jluuexrug Ha nDo[3Bo.trcrno (Houeo) MNB/10/832

Inspection Lot No. /
Perucrpauuonxufi xoueo aHaJrrr3a

04000042 I 0l 6 Mfg. License Date /
Jluuexrug Ha nDorl3Bo.trcrso (aara) 30t04t2020

Package size / Vnarosra 60 Doses I 60 Ns GMP Compliance certificate Date /
GMP ceprudurar (aara) t8/06t2020

Market / PslHor Russia / Poccl.rc GMP Compliance certificate No. /
GMP ceorudurar (rorueo) GMP-01556/20ltN

Reference Specification No. /
CneuuQunauuq roroBoro
npoayrra Jl!

sPC-CC-063691 Reference STP No. / Cntl J\b sTP-CC-040947

Ns TESTS /IIOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
20 Shelf-life / Cnor ro.rrHocru 2years/2rolia

Prepared By / floaroroau.n

lt,l ?nvL
Yogesh Kumar Mehta Ajay Kumar Garg

Asst. Manager - QA


