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

Distt. Solan Himachal Pradesh 1732Q5,lndia
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glennrO*@bSuz'yst!.n91.iq

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJII,I3A TOTOBOTO IPOAyKTA

ll|3lot
Name of Product /
Hau ueHoeaH ue n DolYKur,rl,r

MOMATRINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHtre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.tsra3oHa dvooar:a MoHorr{.lrDara cnoefi sa:a.nrsuft aosI,IDosauHufi 50 rurr

Active Ingredients /
lefi creyrourue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:la cnper coaepxr4T: 4eficrnyroutee BeulecrBo: Morr,rerasoHa @ypoara MoHorx.(par
51.72 uxr B nepecqere ua Moprera3osa dvpoar 50.00 rr,trr'

Strength /,llorupoera 50 mcg / 50 N,rrn Date of Mfg. /,I[ara npormoacrBa 09/2022

Dosage form /
JlercapcraenHar Qopma

Metered-dose nasal spray /
Cnpefi na:a.nsHufi
aoll.roosaHHrrft

Date of Exp. / Ioaen ao 08/2024

Product code / Koa npoavrra sRU030007E04040 l EJ Date ofrelease I Aara Bbrnycra t6.10.2022

Batch No. / Cepua J\il 12220609 Qty. Released / Ko.nuqecrno
BbtnvuleHo

65,280 BOT /
drnanonon

Batch size / Parruep cepNu 69,444 BOT / <[aaxonor Mfg.License No. /
Jluuexgug Ha nlrorr3Boacrso (HoMep) MNB/10/832

Inspection Lot No. /
PerucrpauuoHuulfi uoueo aHaJr l,r3a

0400004 r 8397 Mfg. License Date /
Jlxuexrus Ha nDor.r3Boncreo (aara) 30t04t2020

Package size / YnaroaKa 60 Doses / 60 tos GMP Compliance certificate Date /
GMP cepru0urar (aara) t8/06/2020

Market / Psrnor Russia / Poccur GMP Compliance certificate No. /
GMP ceorudnrar (uomeo) GMP-O1556/20ltN

Reference Specification No. /
CneulrQuxauus roroBoro
npoavrcra J\t

sPC-CC-063691 Reference STP No. / Cm,I J\t srP-cc-040947

J\& TESTS / IIOKA3ATEJII{ LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
I Description / Onncanne White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eroro Ao [ortrr4 6eloro uBera or
norrynpospavuoil ao Henpo3paqHoft
XOHCI{CTeHULIU ry CTAfl CyCIIeH3ltr.

Off-white thick suspension of non-
transparent consistency. /
uo.{r[ 6eroro UBera or nenpo:pauuofi
KOHCT4CTeHUl4U ry CTAfl CyC [eH3I,Ifl .

2. Identification / [f oaluuHocr ,b

a) Mometasone Fuorate /
Moueragoua Qypoar

,dli-e;;\../ .)'

'(J 
j ).

+. I 'r\

-,,_ (-/n 1!r,\ z'z- ; i

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. / Bperraa yAepxr.rBaur.rfl
ocHoBHofo nlrKa Ha xpoMaTorpaMMe
r,rcrrbrTyeMoro pacTBopa .(oJrxHo
cooTBeTcTBoBaTb BpeMeHr.r yAep>KWBaHUfl

ocHoBHoro rr,rKa Ha xpoMaTorpaMMe
cTaHAaprHoro 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.
/ Bpeua yAepxrrBaHr4, ocHoBHoro

nr,rKa Ha xpoMaTofpaMMe r{cflblTyeMoro
pacrBopa coorBercrByer BpeMeHx

yAepxl{BaHl,rfl ocHoBHoro nl,IKa Ha

xpoMaTorpaMMe cTaHAaprHoro
DACTBODA

Y&r,:y'

itll"l Yv [11t" 1a'e-

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone : +g l - 17 g 5 24g3OO Fax: +9 I - I 79 5 2493 lO email : ejgnmark@ bom2.vsn l.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IiDPIKAT AHAJIPI3A IOTOBOIO IIPOAYKTA

of9 I u3

Name ofProduct /
HauueHonaHue n Do;rYKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroeaHHoe HataMeHoBaHl,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragosa tbvpoa'ra MoHot'HADara cnpefi sagalrnrtfi aoslrposaHsufi 50 urr

Active Ingredients /
[efi crnyrourue BeuecrBa

@Activeingredient:MometesoneFuroateMonohydrate5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpea co/Iepxl4r: .qeEc, syrculee BeuecrBo: Monasra3oHa Oypoara Monorgrpar
51.72 wxr B neDecqere na Molteragoua dvpoar 50,00 r',trr

Strensth / nosNnosra 50 mce / 50 I\.{xr Date of Mfe. /.llara nporreoacrBa 0912022

Dosage form /
JlerapcrneHHan Qopua

Metered-dose nasal spray /
Cnpefi nasa:umrfi
noqunonasgxlfi

Date of Exp. / Foaen Ao 08/2024

Product code / Koa rDotrYKTa sRU030007E04040 l EJ Date of release /,[,ara nurnycra 16.10.2022

Batch No. / Cepur I& 12220609 Qty. Released / Koruqecrao
BbrnyuleHo

65,280 BOT /
rblaronog

Batch size / Pasruep cepur.r 69,444 BOT / r[aaronor
Mfg.License No. /
JIl,tueHlnq Ha lrDotr3Boacrso (noMep)

MNBi l0/832

Inspection Lot No. /
Perucrpauuoxnrlfi uorueD aHaJr tl34

040000418397
Mfg. License Date /
JIuueHrus Ha npor3BoAcreo (aara)

3010412020

Package size / Vnarosra 60 Doses I 60 rlz GMP Compliance certificate Date /
GMP ceprn0urar (aara)

18t06t2020

Market / Puuox Russia / Poccn-fl
GMP Compliance certificate No. /
GMP ceprnOurar (noruep)

GMP-o1556/20llN

Reference Specification No. /
CneuuQurauufl roroBoro
npoayrra J\!

sPC-CC-06369r Reference STP No. / CtlI,I J\! srP-cc-040947

J{b TESTS / IIOKA3ATEJIT4 LIMITS / TPEEOBAHIq OBSERVAT IONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ EensarroHun xJroprrA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cu in the

chromatogram of the standard solution. / Ha
xpoMaror-paMMe r,rcrrbrryeMoro pacTBopa

AOJrxHbr o6Hapyx[Barbc, [I.IKI,I, nO

BpeMeHaM yAepxlllBaHr.rr coorBeTcTByrolu[e
nnKaM roMoJloroB 6egaalxoHur xJlopl,IAa

CD u Crc Ha xpOMaTOrpaMMe CTaHAapTHOTO

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 xporrrarorpaMMe

r,rc[blryeMoro pacTBopa

o6HapyxunaK)rct nuKlr, I]o BpeMeHaM

yAepxr.rBaHHfl coorBeTcTByIOIII{e
rrlrKaM roMoJloroB 6eHealroaua
xJIopHAa CD u Crq Ha xpoMarorpaMMe
craHAaprHoro pacrBopa.

3. pH From 4.3 to 4.9 I Or 4,3 to 4,9 4.68 /4-68
4. Density / fl.norHocrr From 0.950 to 1.050 g/cm3 I

Or 0,950 ao 1,050 r/q',r3

1.020 glcm3 I 1,020 r/cu3

5. Viscositv / BqsKocrr From 30 to I 30 cPs / Or 30 ao 130 cfis 39.2 cPs I 39,2 cllz
6. Osmolality /

Ocnro.ns.nsnocrs
From 250 to 350 mOsm/Kg
Or 250 ao 350 rraOcrra/rr

313 mOsm/Kg
3 l3 uOcr',r/rr

1 Leakage check /
llponepra QlaroHa ua
TEDMETTIqHOCTb

Absence ofany traces ofleaks / Orcyrcreue
cneAoB npoTeqKrr

No traces of leaks / CleAu rporeqrl4
orcyrcrBytor

8. Net content / Macca
co,rleDxrrMoro 6,ra roua

Not less than 9.0 g / He ueuee 9,0 r 9.3 g/9,3 r

Prepared By f lloaroroau.n Checked By / Ilpoaepnr Apptoved By / 0ao6pr.n

Signature / [IoAnr.rcs WM-. ---f= 6Y
Da& I nara w'n lr"l1,av> -\ 

.l I t,l:-t- rthalvryt-
Name / IDI{O Yogesh Kumar Mehta Atul Kumar Ajaykumar Garg

Designation /

lonxnocrr
Officer-QA Officer-QA Asst. Manager - QA

FCI!,I/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan HimachalPradesh 173205, India

Phone: +gl-1795249300 Fax: +91-1795249310 email:glenmark@bom2'vsrrl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII,I3A TOTOBOTO IPOAyKTA

t{3of9

Name of Product /
Hau meHosaH lre n poaYKulu.l

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHl,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oHa dvpoara MoHot'I4apara cnpefi uagalrurtft AoslaposaHHufi 50 ux!

Active Ingredients /
.(efi c'rsyroutl.re BeIrIecrBa

t Oose otttre spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper corepxl4T: Aeficrsylouee BeurecrBo: Monae, agoua Oypoa'ra MoHortalpar

5 1.72 rrlxr B neDecqere ua MoueT aroua dypoar 50,00 rr'rrr

Streneth /,llosrposra 50 mcs / 50 rr,trr Date of Mfe. /,llara npousso.qcrBa 0912022

Dosage form /
Jlerapcrneuxaa Qopma

Metered-dose nasal spray /
Cnpefi ua:aruuurfi
.[03I,IPOBAHH6Ift

Date of Exp. / foAer ao 08/2024

Product code / Koa npoAyKra sRU030007E04040 I EJ Date of release I ]Iara BbtnycKa 16.10.2022

Batch No. / Cepua Ne t2220609 Qty. Released / Korrqecrso
BbrnvtueHo

65,280 BOT /
6naxoHos

Batch size / Pasruep cepur.r 69,444 BOT / QnaroHor
Mfg.License No. /
Jluueslus Ha npou3BoAcrso (xoDtep)

MNB/10/832

Inspection Lot No. /
PerucrnauuonHuril sorr.reo aHaJru3a

0400004 1 8397
Mfg. License Date /
Jluuensus Ha nDo[3BoAcrso (aara) 30t0412020

Package size / Vnaroera 60 Doses / 60 los
GMP Compliance certificateDate I
GMP cepru0urcar (Aara)

t8/0612020

Market / Psrsolc Russia / Poccn.q
GMP Compliance certificate No. /
GMP ceprndurar (xomep)

GMP-O1556/20llN

Reference Specification No. /
CneurQuxauus roroBoro
nnoavrra J\b

sPC-CC-06369r Reference STP No. / C[I4.llb srP-cc-040947

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

container / Ko.nuqecrno
A03

Not less than 60 doses / He ueuee 60 aos 9l doses / 9l aor

10. Pump delivery /
Macca,qo:ur

Individual dose mass: from 85% to I l5%
of the theoretical dose mass /
I,luguaugyanbHaq Macca Aolbl: or 85 o/o

Ao I I 5 %o or reoperuqecKofi Maccbl Ao3bI;

Average mass of the dose: from 90Yoto
I l0% of the theoretical mass of the dose /
CpeaHaa Macca ao3br: or90Yo to ll0%o
or reoperr,rqecKofi Maccbl Ao3br

Minimum / Mrauuuyu: 96.0%
Maximum / Maxcnuyu: 110.5%

Average / Cpe.unee: 105.9%

11. Particle size /
Pasuep qacrllu

;r\
\*.i

I

q

l' '9/
,r-^","9/

Particles < 10pm in size: Not less than90Yo
tlacruu pa3MepoM < 10 vrxru - He MeHee

90 o/o;

Particles < 30pm in size: 100%
tlacruu pa3MepoM < 30 mxr'r - 100 %

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 urcna - AoJIxHbI
oTcyrcTBoBarb

99.8Yo 199,8%

100.0% / 100,00

Absent / Orcyrcrryor

11llo\)arv It I t' )'''_-
Ajay Kumar GargAtul KumarYogesh Kumar MehtaName / <DI,IO

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: +91-1795249310 email: glsnmark(Pbom2.vsrrl.nef in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJILI3A TOTOBOTO IPOAyKTA

4oI9l t{3

Name of Product /
Hal,tmeHosaxue nDonvKuur-r

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mor4era3oHa dvpoara MoHorunDara cnpefi ualalrurtfi rosuposaHnufi 50 rr'rrn

Active Ingredients /
.(efi creyrouue BerrrecrBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51 .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
1 .{osa cnpea co.(epxxr: Aeficrsylouee BeulecrBo: Motrlsragoua @ypoa, a MoHonHrpar

51.72 ruxr B Irepecqere ua Mouerasoua Oypoar 50'00 rrarr

Strength / Aorupoexa 50 mcs / 50 r'rrr Date of Mfs. /.Ilara npournoacrBa 09/2022

Dosage form /
Jlexa pcrneH uaa Soprvra

Metered-dose nasal spray /
Cnpefi Haransnsrft
.[o3taDosaHHsrfi

Date of Exp. / foaen ao 08/2024'

Product code / Koa nponvKra sRU030007E04040 l EJ Date of release /,llara BbrnycKa 16.10.2022

Batch No. / Cepun J\b t2220609 Qty. Released / Ko.ttuqecrao
BbINYIUEHO

65,280 BOT I
6raxoHos

Batch size / Parnrep cepur 69,444 BOT / tfrarouou Mfg.License No. /
JIuuengus Ha npol,r3BoAcreo (Holtep)

MNB/10/832

Inspection Lot No. /
PerucroauuoHuufi goruen aHan u3a

0400004 I 8397
Mfg. License Date /
JIuueH:rs Ha rlDol.r3Botrcrao (aara) 30t04/2020

Package size / Ynarosra 60 Doses / 60 aog
GMP Compliance certificate Date I
GMP ceprrdurar (aara)

18t06t2020

Market / Psrsox Russia / PoccHq
GMP Compliance certificate No. /
GMP ceorudr.rrcar (nomep)

GMP-01556/20llN

Reference Specification No, /
CneuuQurauue roroBoro
nooavrra.l\!

sPC-CC-063691 Reference STP No. / CIII4 ]l} sTP-CC-040947

.trlb TESTS / TIOKA3ATENI4 LIMITS / TPEEOBAHIIfl OBSERVATIONS / PE3YJIbTATbI
t2. Related Su bsta nces / llocropoHur{e r pr,rMecrr

Impurity 8DM /
llpurrtecu 8DM

Impurity DMC /
Ilpr,ruecu DMC

Impurity D /
IlputrlecH D

Any individual unspecified
impurity / E.quHr.rHoft
HeUAeHTI,I$HUIIpOBaHHO f
IIprrMecr4

Total impurity /
Cyrrrrrla npunaecefi

Not more than 0. I 5 Yo I He 6oree 0,1 5 7o

Not more than 0. l5 o/o I He 6oree 0,15 0Z

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

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

Not more than 0.60 oh I He 6orce 0,60 Yo

Not detected/ He o6uapyxeuo

Not detected/ He o6Hapyxeno

0.03% 10.03%

0.01% / 0,01%

0.10% / 0.10%

13. Spray content uniformity
(Uniformity of delivery
dose) / OAHopoAuocru
ssrcso6oxtraeMofi n03br

Not more than 2 of 20 doses (10 initial doses

and 10 final doses from l0 vials) can deviate
more than + 25% from the average value and

not any dose can deviate more than + 35oh
from the average value.
If 3 to 6 doses deviate more than + 25Yo but
not more than x 350/0, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Havalo: \a
ux*uiy,:;:#*i$&ff,*r
Mean lCpe.uuee: 100.0%

Prepared By / flparoronlr.n Checked By / llpoaepu.rl Approved By / 0ao6pu.n

Signature / IIoAnucr qqy4
Date /.(ara I 6l llol"l,oLv l11u f z'u l?lpl>'v
Name / <DI{O Yogesh Kumar Mehta Atul Kumar {ay kurar Ga.g

Designation /
!,o.nxuocrs

Officer-QA Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +gl-1795 249300 Fax: +9t-1795249310 email: slenmark@bom2.vsrrl.net.irr

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPT[r@r,rKAT AHAJIII3A TOTOBOI O TIPOAyKTA

I'3ol

Name of Product /
HauMenosaHr.re nDotrYKuut{

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HarrMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MonerasoHa tbvooara MoHorurDara cnoefi Hagaltnuft aogltDoaaguuil 50 rr'rrr

Active Ingredients /
.[eficrayrcuue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I rora cnper coaepxr,rr: Aeficrsylouee BelrlecrBo: MoMeT asoHa @ypoara MoHol'I4rpar

5 I,72 uxr B nepecqere ua Mousraloua Oypoar 50,00 urr
Strensth / -lIosHnosKa 50 mcs / 50 rurn Date of Mfg. / Aara npoursoacrBa 09/2022

Dosage form /
JIerapcreenuan Qopnra

Metered-dose nasal spray /
Cnpeft naramnsril
.nogunogaHnstfi

Date of Exp. / foAen ao 08/2024

Product code / Koa npoAyKTa sRU030007E04040 1 EJ Date ofrelease I [ara BbrrycKa 16.10.2022

Batch No. / Cepua Jl! 12220609 Qty, Released / Xoruqecrso
Bbt]IvtueHo

65,280 BOr /
rb-naxosog

Batch size / Parruep cepuu 69,444 BOT / gaaroHon Mfg.License No. /
Jlxueulus Ha nDon3Bo,qcrao (HoMep)

MNB/10/832

Inspection Lot No. /
Perucrpauuonuulfi Horueo aHaJr r.r3a

0400004 l 8397
Mfg. License Date /
Jlruengrs Ha nDor.t3Boacreo (rara) 30t04t2020

Package size / Ynarosrca 60 Doses / 60 aog
GMP Compliance certificate Date /
GMP cep'rn0r.rrar (aara) 18/06/2020

Market / PrrHor Russia / Poccur GMP Compliance certificate No. /
GMP ceprudurar (noruep)

GMP-or556/204N

Reference Specification No. /
CneunQunauuf roroBoro
nooavrcra.l\b

sPC-CC-063691 Reference STP No. / C[[I J\t srP-cc-040947

i\t TESTS / IIOKA3ATEJTII LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI

/{;j As;DX
.r't '-'t' '?\'
rl '.) ,,

;r I *\
11) ;

Y., (4n)tolt-r'- :t'!'\'^ ,41
\', .s /

more than +25 yo from the average value,
and not any dose can deviate more than
+ 35Yo from the average value.
He 6oree 2-xuz20 Ao3 (10 HaqaJrbHbrx Ao3
n l0 KoHe.rHbrx ao3 r.r3 l0 QnaKoHon) rvroryr
IrMeTb oTKJIOHeHUe OT CpeAHerO 3HaqeHB'
6olee qeu + 25 o , r,r Hr4 oaHa ,4o3a He

AOTXHa UMeTb OTKJTOHeHIe OT CpeAHerO

3HaqeHuf, 6oree qeu ua+35Yo.
Eclu or 3 m 6 Ao3 r,rMelor orKJroHeHr.rrr

6olee qen,t + 25 o , Ho MeHee 9.eu + 35 oh,To

r4crrbrrbrBaror cne[yloque 20 Snaxouon.
He 6oree 6 nz 60 Ao3 Moryr LrMerb

oTKJrOHeHr,re oT cpeAHero 3HaqeHr,rf, 6oJlee
qeM + 25 o/o, u HI,I OAHa AO3a He AOJIXHa
r.rMeTb oTKJroHeHr4e oT cpeAHero 3Har{eHLL

6oree qeN{ + 35 oh.

END / KoHeu:
Minimum / Muuutrryu: 965%
Maximum / Marcnuyu: 101.9%
Mean lCpenxee: 100.0%

Qi,rrrrogjP

Approved By / Oao6punPrepared By //Ioaroroau.n Checked By / flpooepu.l

i1 f )u lz-z-it ll"l1zt,v
Ajay Kumar GargAtul KumarYogesh Kumar Mehta
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Glenmark pharmaceuticals Ltd
Village: Kishanpura. BaddiNalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@IKAT AHAJIII3A TOTOBOTO IIPOAyKTA

lr3of

Name of Product /
HalrmeHoeaHHe nDotrvKtluu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Hall MeHoBa Hr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morraera3ona dypoa, a MoHorlrApara cnpefi Ha:alrHufi losrponaunsrfi 50 ruxn

Active Ingredients /
!,efi crayrourue BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5L72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .qora cnper coAepxxr: .leftcrsyrcqee BeurectBo: MoMsrasoHa @ypoara MoHorruIpar
51.72 r'rrr B nepecqere ua Moneragosa dypoar 50,00 r,rrr

Strensth /.llorupoarca 50 mcs / 50 rrarr Date of Mfg. / [ara npousnoacrBa 0912022

Dosage form /
Jlerapcrneunar $oprua

Metered-dose nasal spray /
Cnpefi Ha:arsusrE
,&ogilposaHHrIfi

Date of Exp. / Ioaes ao 0812024

Product code / Koa nDorrvKTa sRU030007E04040 IEJ Date of release I Lara BbtnycKa 16.10.2022

Batch No. / Cepua J\! 12220609 Qty. Released / Koruqecrso
BbtnvureHo

65,280 BOT /
drraronog

Batch size / Pasnrep cepur.r 69,444 BOT / i[aaxouon
Mfg.License No. /
JIuueHluq Ha npolr3Boacrao (roruep) MNB/10/832

Inspection Lot No. /
PerlrcrDauuoHnslfi HonaeD aHafl r{3a

0400004 1 8397
Mfg. License Date /
Jluuenlus Ha npou3BoAcreo (aara) 30t04t2020

Package size / YnaKosra 60 Doses I 60 nog
GMP Compliance certificateDate I
GMP ceprnOurar (aara) t8/06/2020

Market / PurHor Russia / Poccfiq
GMP Compliance certificate No. /
GMP ceprndurar (nonrep)

GMP-O1556/20lrN

Reference Specification No. /
CneuuQlrrauuq roroBoro
nooavrra Ng

sPC-CC-06369r Reference STP No. / ClI4 Jt! srP-cc-040947

.l& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4.g OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OanopoaHocru
A03I|pOBaHUq

/r)"

lo lo"---

,t i.)

lo'
lc)
\q ^i/

tv7Yu,a)*, i,o'/

"Qnar*acjP.\_',qtIt..
L-f

Not more than I value from l0
measurements can deviate from the average
value more than+25%o and none can deviate
by more than + 35Y0.

lf 2 to 3 values deviate more than+25%obut
not more than r 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25oh and none can deviate
more than + 35Yo.

He 6o,ree I :Ha,{eHltr r.r: l0 oupegeresufi
MOXeT OTKJTOHTTCfl OT CpeAHerO 3Har{eHI,L

6olee, rreM Ha + 25 o/o, r,r Hr,r OAHOTO, 6olee
qeM Ha +.35 %.
Ettu aBa vr,u rpvr 3HaqeHI,t, r,rMelor

oTKJIoHeHut 6oree.reNa +25yo, Ho MeHbuIe,
qeM + 35 %o, ro r4crrbrrbrBaK)T cJreAyouue
20 Qnaxouon.
He 6oree rpex gHa.{eHr.rfi u3 30
onpeAereHuft MoryT oTKJroHflrbct or
cpeAHeFo 3HaqeHwr 6oree, r{eM Ha t25 Yo, n
Hr,r oAHoro, 6oree qeN4 l/.ar 35 Yo.

Minimum / Mr,rnnrr,ryrr,r 96.7%
Maximum / Marcuvyu: 101.9%
Mean lCpeanee: 100.0%

Checked By / flpooepu.r

Signature / Iloanncs

i1l\v\zz-ll'l'lnt v
Ajay Kumar GargYogesh Kumar Mehta

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

Distt. Solan Himachal Pradesh 173205, lndia
Phone:+9l-l7952493ooFax:+9l-l7952493l0email:@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJITI3A f OTOBOI O IIPOAyKTA

t3ol
Name of Product /
Haurrreuoeasue n DotrYKuHH

MOMAT RINO
MOMAT PI4HO

Generic name /
HenlrenronaHHoe HauMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monera:oHa dvooara MoHorn-nDara cnoefi sagaruurIfi rogttDosaHHuft 50 nrrr

Active Ingredients /
.(eilcreyrourue BeuIecrBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper corepxnT: leftcrryrcuee BerlecrBo: MolaerasoHa @ypoara MoHonurpar
51,72 uxr B nepecqere Ha Movcra3oHa Oypoar 50,00 rurr

Strensth / -llorunoera 50 mce / 50 rrrrcr' Date of Mfg. /,Ilara npousnoAcrBa 09t2022

Dosage form /
JlerapcrneuHan Qoprua

Metered-dose nasal spray /
Cnpeii xasanrnsrft
aosaooeaHHslfi

Date of Exp. / foaeH ao 08/2024

Product code / Koa rponyKTa sRU030007E04040 I EJ Date ofrelease I llara Bbrnvcra t6.r0.2022

Batch No. / Cepun J\! 12220609 Qty. Released / Konnqecrso
BbINYUICHO

65,280 BOT /
ihraroHon

Batch size / Pasnaep ceprar.r 69,444 BOT / <[nar<onou
Mfg.License No. /
Jluuexrus Ha npon3Boacrao (Horuep)

MNB/10/832

lnspection Lot No. /
Perucrnauuosuufi uomeo aHaJrt,l3a

04000041 8397
Mfg. License Date /
JluueHluq Ha npor3BoAcrso (aara) 30t0412020

Package size / Ynaronra 60 Doses / 60 aos
GMP Compliance certificate Date I
GMP ceprrdrrar (,qara)

18t0612020

Market / Prrxor Russia / Poccr,u
GMP Compliance certificate No. /
GMP ceprudurcar (Homep) GMP-01556/20llN

Reference Specification No. /
CneuuQuxaultr roroBoro
npoavrcra J\!

sPC-CC-06369r Reference STP No. / CIIII J\t sTP-CC-040947

.Nb TESTS / ITOKA3ATEJIPI LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
l5 Microbiological Purity / Murpo6uoJrorrqecKafl qrcrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qlrcno

a3po6Hbrx 6arrepufi u
ApoxxeBbrx r,r [JlecHeBbrx
npra6oa (cyrrluapHo)

Not more than 102 cfu per lg (ml) of the
product / He 6olee 102 KOE a I r (un)
IIpeIIapara

Less than l0 cfu/ml /
Menee l0 KOE/rral

/ifr-A;;\
\

it i

Test for Absence of
Specified M icroorganism /
Tecr sa cneqnQuvecrcue
Mrrr(poopfaHr{3Mbr:
P s eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xenveycrofrvunure
3Hrepo6aKTeplllr

Absence per I g (ml) of the product /
Orcyrcrnrae n I r (ul) npenapara

Absence per I g (ml) of the product /
Orcyrcmue n I r (rran) npenapara

Absence per lg (ml) of the product /
Orcyrcrnre a 1 r (run) nperapara

\q 41,u,- .-

A bse nt, "*r,j;{O*,.-'irf
Absent / Orcyrcrayer

Absent / Orcyrcrnyer

rt lblTouv to? z'u--

Yogesh Kumar Mehta Atul Kumar

Asst. Manager - QA



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

ElgA,***X phone: +st-t7ssr.?i'3 Fllliii#1iliif:Jli:lrs.#,X11@to*z,o,rn,, i,r

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTlrorrKAT AHAJIII3A TOTOBOTO IPOAyKTA

8 of9 / Cro. 8 u:9H3

Name of Product /
HaunaeHosaxue n DorvKur.tn

MOMATRINO
MOMAT PI4HO

Generic name /
HenarexroaaHHoe HauMeHoBaHl,re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol,rerasoHa OypoaT a MoHorr4.{para cnpefi Hasalrsuft .uosxpoeauHuft 50 rvr<r

Active Ingredients /
,(efi creyrouue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper corepxxr: .{eEcrayrcuee BellecrBo: MoMera3oHa @ypoata MoHorruIpar
5l-72 ruxr B nenecr{ere na Movera:osa dvooar 50.00 urr

Streneth /,llorupoera 50 mcs / 50 uxr Date of Mfs. / Aara nporreoacrBa 0912022

Dosage form /
JlerapcrnenHan Qopma

Metered-dose nasal spray /
Cnpeft HasaarHuft
logunogaHgrtil

Date of Exp. / IoAeu ao 0812024

Product code / Koa nDo.nYKTa sRU030007E04040 I EJ Date of releas e I Aata Bbtnycra 16.10.2022

Batch No. / Ceplra J\E 12220609 Qty. Released / Koruqecrso
BbINYIUCHO

65,280 BOT /
6raxonon

Batch size / Pasmep cepulr 69,444 BOT / Qaaxouoa
Mfg.License No. /
Jluuexsun Ha nDon3BoAcreo (xoMep)

MNB/10/832

Inspection Lot No. /
PerucrDauuosusrft uouep aHaJr t-l3a

0400004 r 8397
Mfg. License Date /
Jluueslxg Ha nDou3Bo.qcrso (aara) 30t0412020

Package size / Ynarosra 60 Doses / 60 aoe
GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06t2020

Market / Pslsox Russia / Poccns
GMP Compliance certilicate No. /
GMP ceorudurcar (sonrep) GMP-01556/20llN

Reference Specification No. /
CneuuQuraulrfl roroBoro
nnoavxra l\E

sPC-CC-063691 Reference STP No. / CIII4 J\t srP-cc-040947

J\& TESTS / IIOKA3ATEJII4 LIMITS / TPE6OBAHI,I' OBSERVATIONS / PE3YJIbTATbI
t6. Assay / KornqecrseHHoe onpeae.IIeHIIe

a) Mometasone Furoate /
Morvreragona r[ypoara

From 85 Yo to I I 5 Yo of the labeled content /
Or 85 % no I l5 %o or saqeaeHHoro
coaeDxaHxfl

104.2% I t04,2yo

b) Benzalkonium chloride /
BeHgaJxoHus xJropr.rAa

From 80 %o to 120 Yo of the labeled content /
Or 80 % Lo 120 %o or saflnreHHoro
co,IleDxaHlrfl

96.2% /96,2%

17. Package Size / Ynaroera

,1:,:|\';. .'
11,).., ";/25.,

,.-i "r 
''1.1

i,: [__- 
r. \

l r,l --{r., L/11"\t*.il
':., 

- . :;r)/

"'u{Irn:tP

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. / IIo 60 unu 120 .uos

cycneH3r,[r ao Qlaxoue r43 [oJrr,rSTIrJIeHa

nucor<ofi rurorHocrr,r c Ao3r4pyrour,rM
ycrpoflcraou lr Kpbuuer{Koft v3
noJrr.r3Tl,rJreHa srrcoxoft ulorsocru. flo I

Qnaxouy BMecre c uHcrpyxurefi tto
MeAr,rur.{HcKoMy npl4MeHeHr,rrc B flaqKe
xaorounoft.

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.
I 60 tot cycIIeH3I,II4 Bo QraKoHe I43

IIOJII{3TTIJIEHA SUTCOXOfi TIJIOTHOCTI4 C

Ao3r.rpyoutl,IM ycrpoficrnorrl 11

KpbrrueqKoft I{3 IIoJII,ISTI4JIeHa ArtCOxOfi

nJrorHocrr.r. llo I QnaroHy BMecre c
uxcrpyxuuefi flo MeII4ULIHCKOMy

IDI4MEHEHI,ITO B NAqKC KAPTOHHOT.

18. Labelins / Maprrnosrca Accordins to ND / B coorsercrsuy cHIT
19. Storage conditions /

Xpauenue
Protected from light, at temperature from l5 'C to 25 'C. Do not freeze. /
B sauuueHHoM or cBera Mecre rlprl reMneparype or l5.uo 25 oC. He 3aMopaxl'IBarb.

Prepared By / [Iparoronr.n Checked By / flponepnr Apprqved By / Oao6pu.n

Signature / [Ioanncu ww 4- +-
Date / [ara {/ r<tllol,bl/V 1. I lritr-- t4to 1o"Y-
Name / <Dl4O Yogesh Kumar Mehta Atul Kumar Ajaf Idrmar Garg

Designation /
.ll,o.lxHocru

Of{icer-QA Officer-QA Asst. Manager - QA

,00



qLenmank
A neu, wav tbr a new rvoild

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@I,IKAT AHAJIII3A f OTOBOI O IIPOAYKTA

Any deviation/Incident/OOS : OOT/I I 0 1 120221 0048
OrrcroHeHrq/llnuuAeurs/OOC: OOT/I I 0 I /202210048

Declaration ofcertification: "I hereby certif,/ 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 with the GMP
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."
3arrlrc.IeHlle o coorBercrBlrr,r: Hacro{ulr,rM noATBepxA€rro, qro rrpeAcraBJreHHafl Bbrrue uH$opuauur sBJlflerc,
Aoc'roeepuofi u toqHofi. ,(aHHax cepr,rr 6rrla npor43BeAeHa (nxlro.raa ynaxonxy/nrapxr,rpoBKy H KoHTponL xavecrea) Ha

yxasaHnofi BbIIIre rpousaoAcrneHuofi rrJrorqaAKe B rroJrHoM coorBercTBr,r[ c rpe6onaHlraulr HaAnexaueI
flpousnoAcrneHHofi flpaxruxn (GMP) Jrox€urbHbrx perynrropHbrx opraHoB u rpe6orauuflMr,r HopMarr.rnuofi AoxyueHrauuu
JIII-003870-221221 uts pbIHKa Poccr.rr.r. Ilporoxonlr npor,r3BoAcrBa, yraKoBxr.r u noxa3areJra KaqecrBa AaHHofi cepun 6rt.nu
npoaHanr.I3xpoBanbr r,r cAeJraHo 3aKJrrc)qeHue, qro oHrr coorBercrByror rpe6onaHuru HaAlexauleft-lp_otaaoAcreeHHofi
nparrurcu (GMP). 

,.,6;C ^"* )): .
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Name of Product /
HaunaeHoaaHue n DoayKuuu

MOMATRINO
MOMAT PHHO

Generic name /
HenareuronaHHoe HauMeHoBaHt.le

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrera.roua dypoara MoHorriaDara cnpeft Hala.nusrtfi Ao:rponausufi 50 urn

Active Ingredients /
fleft crnyroullre BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper co.qepxur: aeficrsylouee BexrecrBo: Morrreragoua @ypoara MoHoru.(par
51,72 uw B rreDecqere Ha MoN,rsra3oHa dypoar 50,00 uxr

Strength /,n[orupoaxa 50 mce / 50 urcr Date of Mfg. /.llara npoursoAcrBa 09/2022

Dosage form /
Jlexapcrnennan Qopma

Metered-dose nasal spray /
Cnpefi nasansnrrft
Aosl4ponaHHrrfi

Date of Exp. / foaeH ao 0812024

Product code / I(oa nDotrYKra sRU030007E04040 1 EJ Date ofrelease I llara BbtnycKa 16.t0.2022

Batch No. / Cepun J\I 12220609 Qty. Released / Koruqecreo
BbrnYuleHo

65,2808OT I
dlraroHos

Batch size / Pasmep cepuu 69,444 BOT / Qaar<onor
Mfg.License No. /
Jh.rueugus Ha npolr3Boacrso (Horuep)

MNB/10/832

lnspection Lot No. /
Perucrpaquouuufi gouep aHaJr r.r3a

040000418397 Mfg. License Date /
Jluuexlus Ha nDou3Boncreo (aara) 30t04t2020

Package size / Ynaroara 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceprudurar (aara) t8/06/2020

Market / Puruorc Russia / Poccur GMP Compliance certificate No. /
GMP ceprudurar (uomep) GMP-ot556/20ltN

Reference Specification No. /
CneuuQurauuq roroBoro
npoavrra J\ir

sPC-CC-06369r Reference STP No. / C[I,I J\! srP-cc-040947

J\b TESTS / IIOKA3ATEJII,I LIMITS/TPEEOBAHHfl I OBSERVATIONS/PE3YJIbTATbI
20 Shelf-life / Cpor roAHocrrr 2years/2rota

Signature / [Ioanucu

il I t^l'l,.t,u tlllolL2-
Name / @lIO Yogesh Kumar Mehta


