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

Distt. Solan Himachal Pradesh 113205.lndia
Phone: +91-1795249300 Fax:+91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII43A f OTOBOI O fIPOAyKTA

I of8/Cr I nr8
Name of Product /
HanrvreHosaH ue n Do.trvKrrr.r u

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HauMeHoBaHlre

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Monera:osa cnpefi sata,rsusrfi Aoglrposar+ruft 50 rt{xr/Aosa

Active Ingredients /
fleft crayroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I 4oaa cnper coAepxur: leftcrnyrouee BerqecrBo: Monerasona Qypoara MoHoruApar
5 1,72 uxr B nepecr{ere sa Moueragoua ifypoar 50,00 vxr

Strensth /.llorrpoera 50 mcs/dose / 50 urrfuosa Date of Mfe. / nara npouseoAcrBa 0712023

Dosage form /
JleraocrseHHaq 6onMa

Metered-dose nasal spray I Crrpeia
sa3a,r uH sr fi aoraoosaHHrtfi

Date of Exp. / foaeH Ao 06t202s

Product code / Koa rpoAyKTa sRU030007E04040 I El Date of release I nara Bbrnycrca 25.07.2023

Batch No. / Cepua J\! 12230667 Qty. Released /
Korlaqecrso BbrrrvrueHo

64,000 BoT /
dlnaronos

Batch size / Pasmep cepnn 69,444 BOT / $rar<onon
Mfg.License No. / JlrueHslrq ua
n Dou3BoncrBo ( gorvr eo)

MNB/r0/832

Inspection Lot No. /
Perucroauuosgstil uomeo aHaJIu3a

040000472408
Mfg. License Date / Jlnuen3ufl Ha

nnoussoacrno (aara) 3010412020

Package size / Ynaronra 60 Doses i 60 aos
GMP Compliance certificate Date /
GMP cenrudurar (aara) 1810612020

Market / Psrxor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprr.rdurar (noruep)

GMP.
01556/2o/rN

Reference Specification No. /
Cneqr,r$nrcauus roroBoro
npoayrra.l\l!

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

API name / Haurueuonasue AIDC
Mometasone Furoate Monohydrate/
Moueragona Qypoara MoHorn.qpar

API Batch No / A@C cepun.i\b
MFM-
23405(JM-0r)-
002

Manufactured bv / [Ipollgsoaurerr Aarti Industries Limited" India / Aaoru klstacrous Jluularet.Vgtus

TESTS / TIOKA3ATENI'I OBSERVATIONS /
PE3YJIbTATbI

LIMITS / TPEEOBAHI,Iq

Description / Onlrcanue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro Ao floqrr,r 6enoro rrBera or
lorynpo3paqnofi Ao Henpo3par{Hofi rcoscncreuqun

Off-white thick suspension of
non-transparent consistency. /

Helpo3parrHofi xoHcucrenquu
Tafl cvcneH3ur.

Identification / KAUIIfl
a) Mometasone Furoate /

Mouera:oua $ypoar
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 (refer
to Assay). / Bperraa yAepxr.rBaHu, ocHoBHoro nrrxa
Ha xpoMaTofpaMMe r4crrbrryeMoro pacTBopa

AOJTXHO COOTBeTCTBOBaTb BpeMeHU yAepxr,IBaHrrfl

ocHoBHoro [r,rKa Ha xpoMarorpaMMe cTaHAapTHoro
pacrBopa (cu. pa3Aen (KonFrecrBeHHoe

oupeAereuue>).

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

yAepxHBaHI,If ocHoBHolo II,IKa
Ha xpoMaTorpaMMe

r,rcnbrTyeMoro pacrBopa
coorBercrByer BpeMeHI4

yAepXI,IBaHLIt OCHOBHOIO nI4Ka

HA XpOMaTOrpaMMe

PrepqSpd By / llosrororu.n Checked By / Ilponepu.rr Approved By / Oao6pu.r

Signature / IIoAnucr N-'
Date I fiara L/ollobl tnvl 61\orlq o 7-1 o!\ ?_eu(
Name / IDI{O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
florxuocrr

Officer-QA Officer-QA Sr. Manager - QA

FCIWQA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-l'795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJIT43A f OTOBOI O TIPOAyKTA

ol I'3 E

Name of Product /
HatameHosaHue rrDoayKuuH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HaHMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcgidose
MoueragoHa cnpefi sa:a.nruslI Ao:raposaHnuft 50 Mrr/aosa

Active Ingredients /
{eficreyrcuue BeqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4o:a cuper coAepxrrr: geficrryrculee BeIIIecrBo: Mouera:osa $ypoara MoHorurpar
51,72 unr B nepecr{ere sa Movera:oHa tbypoar 50,00 uxr

Strensth /,1[orHposKa 50 mcg/dose / 50 rrarr/ao:a Date of Mfe. / na'ra nporreoacrBa 07t2023

Dosage form /
JIercapcrseHHas dopua

Metered-dose nasal spray / Cnpefi
gaga,rsgrtfi .rrogunogannttfi

Date of Exp. / foaeu ao 06t2025

Product code / Koa rpo,qyKra sRU030007E04040 I EJ Date of release I nara BbrnYcKa 25.07.2023

Batch No. / Cepun Jl! 12230667 Qty. Released /
Ko.nuqecrno BbrlryueHo

64,000 BoT /
6raroHos

Batch size / Parmep cepur.r 69,444 BOT / ipraroHon
Mfg.License No. / JIuueHsus sa
I no u?Ro/r crBo ( gorvr en'l

MNB/10/832

Inspection Lot No. /
PerucrDauuoHHbrft HoMep aHaJru3a

040000472408
Mfg. License Date / Jluqessr.rs sa
nnorassoacreo (aata) 30t04t2020

Package size / Ynaroera 60 Doses / 60 ao:l
GMP Compliance certificate Date /
GMP ceprrdurcar (aara) 18t0612020

Market / Pslsorc Russia / Poccag
GMP Compliance certificate No. /
GMP cenrudurcar (Horrrep)

GMP-
0t 556/20lIN

Reference Specification No. /
CneuuQuraur4q roroBoro
nnoavrra.l&

sPC-CC-06369r Reference STP No. / CIII4 J\E
STP-CC-
040947

API name / HarrMenosaHue AOC
Mometasone Furoate Monohydrate/
Mouera:oua Qypoara MoHorrr{par

API Batch No / A@C cepun Ne

MFM-
23405(JM-01)-
002

Manufactured by / llpoursoAurers Aarti Industries Limited, India / Aaptra Iduracrpus Jluuurea, Lluruc

J\b TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Beusa.nrconrrfl xJropr.rA

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 (refer to Assay). / Ha xpotr.tarorpaMMe

r,rcrrbrryeMoro pacrBopa AoJrxHbr o6uapyxr.rearucl
nr{Klt, tro BpeMeHaM yAepxuBaHrl
coorBercrByloul[e nrrKaM roMoJlofoB 6eHsanxoHHg
xJIOpLIAa Cn u Cv Ha xpoMaTorpaMMe
craH.uaprHofo pacrBopa (cu. pa3Aen
(Kor[qecrBeHHoe oflpeAeleuue>).

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
xpoMaTofpaMMe IacnblTyeMoro
pacrBopa o6Hapyxl,IBalorc,
[II,|KI,I, flO BpeMeHaM

yAepxI,IBaHlIfl
cooTBeTcTByIouIrIe II,IKaM

roMoJloroB 6ensarxoHru
xJIoplIAa Cn u Cru Ha

xpoMaTorpaMMe cTaHAaprHoro

DACTBODA.

3. DH From 4.30 to 4.90 I Or 4.30 no 4,90 4.69 14,69

4. Density / fl.nornocrs From0.950to 1.050 glcmr I
Or 0,950 ao 1,050 r/crrl3

1.014 g/cm3 I 1,014 r lcu3

5. Viscosity / Bqrxocrs From 30 to 130 cPs / Or 30 lo 130 cII: 51.0 cPs / 51,0 cll:

Checked By / Ilpoeepu.nBy / Ilogroronu,r

tr \oa1rl c9\trL1otlovl ut4
Name / @I{O Yogesh Kumar Mehta

FCr\,4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh 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
CEPTLIOI,IKAT AHAJII,I3A f OTOBOI O IPOAyKTA

H3ol
Name of Product /
HauueHonauue nDoayrurrl,l

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HaI,rMeHoBaH r{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:rosa cnpefi sa:a,rsHrrfi ro:ripoeaHnrrfi 50 N.rrr/Aosa

Active Ingredients /
[efi crayrcurr.re BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I goaa cnper coAepxr4r: neficreyrcuee Ber[ecrBo: Moueragoua $ypoara MoHorl4apar

5 I,72 rr.co B nepecrlere ua Moueragoua Sypoar 50,00 urr
Strength /.lloruposra 50 mcg/dose / 50 Mxn/aosa Date of Mfe. /,llara noolrseoacrBa 0712023

Dosage form /
JlerapcrseHHas 6opma

Metered-dose nasal spray I Cnpeit
Ha:a-r ru urfi ao:r.r posaH H urfi

Date of Exp. / Ioaen Ao 0612025

Product code / Koa [Do.rrvKTa sRU03 0007E04040 I EJ Date of releas e I nara Bbrrycrca 25.07.2023

Batch No. / Cepnn J\b r2230667 Qty. Released /
Korl,lqecreo BbrrryuleHo

64,000 Bor /
dr laronon

Batch size / Parrvrep ceplnr 69,444 BOT / S,raxouoe
Mfg,License No. / JlrqeHruq Ha

n Do u3BoacrBo (sorrr ep)
MNB/10/832

Inspection Lot No. /
PerucrpaqlroHnsrfi souep aHaJru3a

040000472408
Mfg. License Date / Jft.ruen3rq Ha
nnnureoncrno lnare) 30t0412020

Package size / Ynanonxa 60 Doses / 60 aor
GMP Compliance certificateDate I
GMP ceprudurca'r (rara) 18t06/2020

Market / Purnorc Russia / Poccnq
GMP Compliance certificate No. /
GMP cepru0urcar (noruep)

GMP-
0 l 556/20lrN

Reference Specification No. /
f, nsqlrQurcauufl roroBoro
nnoavrra.Il!

sPC-CC-063691 Reference STP No. / CIII{ m STP-CC-
040947

API name / Harr[renosaHue A(DC
Mometasone Furoate Monohydrate/
Mouerasoua rlypoara MoHorrupar

API Batch No / AOC cepua Jt{b

MFM-
23405(JM-01)-
002

Manufactured bv / IIoor.r:eorurers Aarti Industries Limited. India / Aaoru I4H-uac'rofls Iluv,plnet.ldl1'nus

LIMITS / TPEEOBAHI{fl OBSERVATIONS /
PE3YNbTATbI

TESTS / TIOKA3ATENI4

293 mOsm/Kg
293 uOcrvr/xr

From 250 to 350 mOsm/Kg
Or 250 ao 350 naOcu/rr

9.3g19,3rNet content / Macca
coAepxrrMoro oraKoHa

Not less than 9 g / He uenee 9 r

Not less than 60 doses (discard the first pumping) /
He ueuee 60 aos (ue cuuraa EepBI,Ir{HyIo

nporaury)

72 doses I 72 l.osNumber of deliveries per
container / Koruqecreo
A03

Minimum / MnHuuytrt: 92.5%
Maximum / Maxcnuyu: 107 .5%
Average / Cpe.4Hee: 101.9%

Pump delivery /
Macca Aosur

'610 
""-u4'

(l -'(t )1^'":9 (-ao '' ;
)^ 0'' \,

Q*^. ,.,.il

Individual dose mass: from 85% to 1 l5% of the
theoretical dose mass /
l{ll,leuryanbHafl Macca Ao3br: or 85 % to ll5 oh

or reoperr,rqecrofi ruaccu 4osrr;

Average mass of the dose: from 90%oto ll0% of
the theoretical mass of the dose /
Cpegura Macca Ao3br: or 90 %oao I 10 %o or
Teoperur{ecKoii naaccrr Aosrr

Prepared py / lloArorosur Checked By / Ilporepu.rI Alproved By / Oao6pu,,r

Signature / lloanucr, /v-, ('
Date I (ara " otl" 8l hl.: p1\P"?\'L3 6lrlt?lt-out,
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
{o.nxuocrs

Officer-QA Officer-QA Sr. Manager - QA

00
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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 FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJII{3A f OTOBOIO IPOAyKTA

ol rri tl
Name of Product /
HauMeHosan ue rrDoayKurrll

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHlle

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mortera:oHa cnpefi na:alrnsrfi aogupoeaHnuil 50 Mxrhosa

Active Ingredients /
fleilcreyrcutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper coAepxnr: 4eficrayrcu1ee Ber{ecrBo: Mouera:osa Qypoara MoHorl4Apar
51,72 urr B nepecrrere ua Mouera:osa dypoar 50,00 nrr

Strensth / -lloruoosKa 50 mcg/dose / 50 vxrhora Date of Mfe. /,I[ara nporrsoAcrBa 07t2023
Dosage form /
JlerancrseHHac dooma

Metered-dose nasal spray / Cnpefi
uasa,rt,nrtfi -uo:unogasnrrfi

Date of Exp. / foAes Ao 06/2025

Product code / Koa nDoavKTa sRU030007E04040r EJ Date of release I nara Bbrrrycra 25.07.2023

Batch No. / Cepnn N! 12230667 Qty. Released /
KorHqecrso BbrrrvureHo

64,000 BoT /
&raroHos

Batch size / Parnep cepr.ru 69,444 BOT / Qaarouon
Mfg.License No. / Jhaqensuq Ha

npou3BoAcrBo (noruep) MNB/10/832

Inspection Lot No. /
Perlrcrpaquouusrft uo*rep aHaJru3a

040000472408
Mfg. License Date / Jft.ruen3uq Ha

nnor.rgeoncrso (nera) 3010412020

Package size / Ynaronxa 60 Doses / 60 ao:
GMP Compliance certificate Date /
GMP cepruduxar (aara) 18t06/2020

Market / Purxorc Russia / Poccns GMP Compliance certificate No. /
GMP ceorlrdu rcar (soruen)

GMP.
01556/20lIN

Reference Specification No. /
Cneur.rQnrcaqufl roroBoro
nnoavrcra J\t

sPC-CC-06369r Reference STP No. / CIII4 J\&
STP-CC-
040947

API name / Ha[naenoeaHue A(DC
Mometasone Furoate Monohydrate/
Mouera:osa $ypoara rraonorragpar

API Batch No / A<DC cepur Ne

MFM-
23405(JM-or)
002

Manufactured bv / IlpoursoArreJrr Aarti Industries Limited. India / Aapru Wsracrpuz Jluuuret,kfiil.us

Jrlb TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHTIfl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pasnaep qacrrrrl

Particles < 10pm in size: Not less than90Yo
9acruu pa3MepoM < 10 rurc*r - ne rueuee 90 7o;

Particles < 30pm in size: 100%
tlacuru pa3MepoM < 30 *rrcn - 100 %

Particles > 30pm in size: Should be absent
rlacruqsr pa3MepoM > 30 rur*r - AoJrxHbr
oTcyTcTBoBarr,

100.0% /100,0Yo

100.0% / t00,0yo

Absent / Orcyrcrnyrcr

11 Sedimentation Stability
CeAlruenrauuoHHaq
ycTorqr{BocTb.

Not less than 5 min / He naeuee 5 uraH.

ar,'i-AGb)
/.) /-

t:
..'t (

I 1t1u-',

J
b

Complies /
Coornercrnyer

Prepared B;z/)[Ioaroronu.n Checked By / [Iponepu.rr \Approved By / Oqo6prur

Signature / floqnucr l{-
Date / fiara c-5.t l" Bl ?pU) o1\,'?\',.L1 ct\t8\?rLl
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
.(oaxuocrs

Officer-QA Officer-QA Sr. Manager - QA

00
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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: +9 I - 1 79 5 24931 0 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJII,I3A f OTOBOTO IPOAyKTA

5 of8 / Crn. 5 ur

Name of Product /
Hal,tN{eHoeaH rre nDo.[vKuH I,l

MOMAT RINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHne

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMerasoHa cnDefi sa:a,rsurrfi ao:ilposaHncril 50 uxr/aosa

Active Ingredients /
[efi crayrour.re BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,qora cnper coAepxur: aeficrnyroruee BeulecrBo: Movera,:oua Qypoara MoHorl{npar
5 1,72 ur<r B nepecqere ua Mol,tera;oHa Sypoat 50,00 urr

Sfrensth / Ilorunonrca 50 mce/dose / 50 Mrr/aoga Date of Mfe. / nara npoussoacrBa 07t2023

Dosage form /
JIercaocrseHHas dooma

Metered-dose nasal spray / Cnpefi
ua:a,rsu srft ro:ilpoeaHH rril

Date of Exp. / I-oaeH ao 06t2025

Product code / Koa nporyKTa sRU030007E040401 EJ Date of release I nara B['InYcKa 2s_07.2023

Batch No. / Cepun J\! 12230667 Qty. Released /
Korilqect:so BbIrlvttreHo

64,000 BoT /
ihraxonoc

Batch size / Parruep cepun 69,444 BOT / Qrarouon
Mfg.License No. / Jlrueuruq Ha

nnoutBotrcrBo ( gorr.r eo)
MNB/t0/832

Inspection Lot No. /
Perucroauuongulfi gorueo aHaJILr3a

040000472408
Mfg. License Date / Jft.rqeHrrq Ha

nnor.rseoacrno (aara) 30t0412020

Package size / YnaKosrca 60 Doses / 60 aor
GMP Compliance certificateDate I
GMP cenrudurcar (aara) t8t06/2020

Market / Puruox Russia / Poccus
GMP Compliance certificate No. /
GMP ceorudurcar (noruep)

GMP-
0 I 556/20lIN

Reference Specification No. /
Cneuu0nrautlfl roroBoro
nDorvKra Jl!

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

API name / HaurreHoeaHne A@C
Mometasone Furoate Monohydrate/
Moveragosa t[ypoara MoHornrpar

API Batch No / AIDC cepun.ll!
MFM-
23405(JM-01)
002

Manufactured bv / llpor.rssoaurerr Aarti Industries Limited. India / Aapru Ll:g.lacrpuz Jluuurel,I,{wus

J\t TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YNbTATbI

t2. Impurities / Ilpunrecu

Impurity 8 DM /
Ilpurrrecra 8 DM

Impurity DMC /
Ilpunaecu DMC

Impurity D /
Ilpuuecn D

Any individual unspecified
impurity IE4wuwttroit
ne ra4euruQ nurrpoBaHHo fr

rrprrMecr.r

Total impurities /
Cyuuu [pr,rMecefi

Not more than 0. l5 Yo I He 6onee 0,15 7o

Not more than 0. I 5 %o / He 6o.rree 0,1 5 7o

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

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

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

0.03%10,03yo

Not Detected/ He o6napyxeno

0.01%/0,01yo

0.04%10,04%

0.19Yo / 0,l9Yo

l--l()
',x

..' lr
4{t'

rl:d
1)"rJ'h" e'-l

Prepareffi y / IloAroro sr.ur Checked By / Ilponepu.n Aflproved By / Oao6pu.n

Signature / [IoAnucr H-- -'+-
Date I fiara - 6t lo9lt->Z .-z{t"a \'.-r c}1 o*\wty
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
fio.nxHocru

Officer-QA Officer-QA Sr. Manager - QA

00



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

Distt. Solan Himachal Pradesh 173205.lndia

*Leffmapk 
Phone: +91-1795 249300 Fax: +91-l195 249310 email: glenmark@bom2.vsnl.net.in
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOUKAT AHAII,I3A IOTOBOI O IIPOAyKTA

6H3Eof

Name of Product /
Haurrlegonag ue lr DotrvKur, [l

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Moue'ra:oua cnpefi sagarsur,tfi aost ponaHirsrft 50 Mxr/.qosa

Active Ingredients /
lefi crayrcutue BeurecrBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5 I .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnper conepxr,IT: leficrnyoulee BelrlecrBo: Mottera:osa $ypoara MoHon{.qpar

51,72 rranr B nepecqere sa Mouera:ona Sypoar 50,00 rrarr

Strensth /.llorupoaKa 50 mcs/dose / 50 Mrcrhosa Date of Mfe. / nara npouseoAcrBa 07t2023

Dosage form /
JlerancreeHHaq donrua

Metered-dose nasal spray / Cnpefi
Ha3a.rsu urfi ao:lrposaHHslfi

Date of Exp. / foaeu ao 06t2025

Product code / Koa nDoaYKTa sRUo30007E04040 I EJ Date of release I llara BbIrIvcKa 25.07.2023

Batch No. / Cepun Jlb 12230667 Qty. Released /
Kofluqecrso BbrnYuego

64,000 BoT /
ibraKoHos

Batch size / Parnaep cepuu 69,444 BOT / tp:raxoHon
Mfg.License No. / JIuqeHrrq Ha

nnoulRoncrBo (so*ren) MNB/10/832

Inspection Lot No. /
PerncrpauuonHsrft nonaep aHaJIu3a

040000472408
Mfg. License Date / Jluuensuq Ha

nnoursoacrso (aara) 30t0412020

Package size / Ynaxoera 60 Doses / 60 rog
GMP Compliance certificate Date /
GMP cenrndxxar (aara) tgt06/2020

Market / Psruorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudurar (uonep)

GMP-
01556/20lIN

Reference Specification No. /
CnequQuraulrfl roroBoro
nnolvrra.llb

sPC-CC-063691 Reference STP No. / CIII4 J\b
STP-CC-
040947

API name / HaurreHoeaHue A<DC
Mometasone Furoate Monohydrate/
Mouera:oua rf ypoara MoHorlrrpar

API Batch No / AOC cepua Il!
MFM-
2340s(JM-01)-
002

Manufactured bv / Ilpor.tsoaurerr Aarti Industries Limited. India / Aaprpr Id.Hllacrpus Jluuurel, Vttrus

Jtb TESTS / TIOKA3ATEJII'I LIMITS / TPEEOBAHI,I.g OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpegura
AOCTaBJIfeMaq AO3a II
oAHOpOAHOCTb

AOCTaBrqeMOft AO3br

lcj t

u ffi":,?u^, 
o . 

.,;t/
'.Q'hrr* acery

Not more than 2 of20 doses (10 initial doses and 10 final doses

from 10 vials) can deviate more than + 20oh from the average

value and not any dose can deviate more than +25o/o fromlhe
average value. The mean should not exceed + 15 % of label
claim
If 3 to 6 doses deviate more than + 20o/o bul not more than +
25%o,test another 20 vials.
Not more than 6 of60 doses can deviate more than + 20 7o from
the average value, and not any dose can deviate more than
+25yofrom the average value. The mean of each determination
should not exceed + 15 yo oflabel claim.
He 6olee 2 az20 loz (10 uava,rlHrrx aos n l0 roseqnurx ao:)
Mor),T uMer6 orKrroHeHr4e or cpeAHero 3HarieHlt, 6olee qeu

+20oh, u Hu oaHa Ao3a He aoDttHa uMerl orMoHeHI{e or
cpe.qHerc 3HaqeHlur 6onee qeu +25oA. CpeAHee 3HaqeHI,Ie He

AOJTXHO npeBl,rmar6 + 15 %o or:a.ssreHHoro.
Ecln o'r 3 ao 6 aos HMercT orKJIoHeHti[ 6oree qevt, t20o/o, uo
MeHge rteM + 25 "/o, to Hcn6rT6tBiuoT clreAyloqne 20 $lamoHoa.
He 6oree 6 uz 60 ao3 Mor)'r LMerb orKroHeHrIe or cpe.u,Hero

3HaqeHufl 6Oree qeM + 20 o/o, u Hu oLHa Ao3a He AonxHa I4MeTb

orKlroHeHue or cpeaHero 3HaqeHlL 6oree qen +25 oh. Cpeatee
3HarreHr.re Kar{aoro ofipeaeneHlu He aoJDI(Ho nperuruars + l5 7o

OT 3'UlBJIEHHOTO.

Beg / Hava.no:
Minimum / Muunuyru: 96.7%
Maximum / Marcnrvryu :l0l.5o/o
Mean / Cpe4nee:100.0%

END / Koueu:
Minimum / MuHutuyu: 97.2%
Maximum / Maxcuuyr',r :102.8o

Mean / Cpeauee: 100.0%

Prepared B,l/ lloAroroeur Checked By / Ilponepu.n Apploved By / O,so6pLUr

Signature / llornucs /{.- d
Date I Aa'ra gllogll^7,3 611'3\.t,1 c*1as [t-r11
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
florxuocru

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII43A f OTOBOI O IPOAyKTA

1of8l 1 uz8
Name of Product /
HaurueHoganNe rrDoavKur{u

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe Hat,lMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnoefi ua:a,rrHbril rogrzDoeaHusrfi 50 urr/ao:a

Active Ingredients /
flefi crnyrouqr.re BeurecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I losa cnpel coAepxr4T: reilcrnyrculee BeurecrBo: Motuera:osa tpypoara MoHorLIApar

51.72 naxr B rrepecqere sa Movera:oHa dyDoar 50.00 urr
Strensth / llorr.rnosra 50 mcddose / 50 uxriaoaa Date of Mfs. / nara noonssorrcrBa 07t2023
Dosage form /
JIeKaDcrseHHas doorua

Metered-dose nasal spray / Cnpefi
nagalrnufi ao:luposaHHrrfi

Date of Exp. / l-oaeH Ao 0612025

Product code / Koa npoayrTa sRU030007E040401 EJ Date of release I Lara BbrnvcKa 25.07.2023

Batch No. / Cepun J\! 12230667 Qty. Released /
Konuqecrao BbrrryureHo

64,000 BoT /
drnannnon

Batch size / Pasuep ceplrlr 69,444 BOT i rlraronoe
Mfg.License No. / JIuueHrng sa
nDo[3Bo,[crBo (somep) MNB/10/832

Inspection Lot No. /
PerucrDauuoxsurfi HonaeD aHafl r,r3a

040000472408
Mfg. License Date / JluueHrus na
nnouqnoncrno (nara'l 30/04/2020

Package size / Ynaxonxa 60 Doses I 60 toz
GMP Compliance certificate Date I
GMP cenrudurar (aara) 18t06t2020

Market / Pusox Russia / Poccu.s
GMP Compliance certificate No. /
GMP ceorr.rdurcar (uonep)

GMP-
01556/20lrN

Reference Specification No. /
Cneqr.rQurauur roroBoro
nooavrra.I&

sPC-CC-063691 Reference STP No. / CIIII J$
STP-CC-
040947

API name / HanMeHosaHue A<DC
Mometasone Furoate Monohydrate/
Morr.re,rasoua Qypoara rraouorugpar

API Batch No / A@C cepur.l\!
MFM-
23405(JM-01)-
002

Manufactured bv / llpournoaure.nr Aarti Industries Limited. India / Aaorr.r IrIgllacroug Jluuuret, Vutgs

TESTS / IIOKA3ATEJII,I LTMITS / TPEEOBAHI,Ifl OBSERVATIONS /
PE3YJIbTATbI

Microbiological Pu rity / Muxpo6uoJrorrqecKar r{r{crora

Total aerobic microbial
count / O6uree qucno

a3po6HbIx
Mr{KpoopraHr.r3MoB

Total yeast and moulds
count / O6uee qraclo

ApoxxeBbrx r,r rrJrecHeBbrx

rpn6on

P seudomonas aeruginos a

Staplrylococcus aureus

Not more than 102 cfu per lml of the product / He
6onee 102 KOE e I ul lpeuapara

Not more than l0r cfu per I ml of the product / He
6oree 10lKOE s I nan npenapara

Absence per I ml ofthe product / Orcyrcrnue n I
Mn rrpe[apaTa

Absence per I ml of the product / Orcy'rcreue a 1

MJr flpeflapara

Less than 10 cfu/ml /
Meuee l0 KOE/rran

Less than l0 cftr/ml /
Menee l0 KOE/un

Absent / Orcyrcreyer

Absent / Orc .y Ass)

Assay / Koru.recrseuHoe orrpeAeJreHr.re

From 85,0 % to I I 5,0 Yo of the labeled content / Or
o/o ro 115,0% or 3aflBJreHHoro coAepxaHrur

a) Mometasone Furoate /

b) Benzalkonium chloride /
B eH:a-[xou[q x;roDrr/I

From 80,0 o/o to 120,0 %o of the labeled content / Or
80,0 yo Ao 120,0 o/o or zasste[Horo coAepxaHH,

Signature / [oAnlrcr

u'r loB | ?nt> o9 \ 2r t-\
Atul KumarName / OI{O Yogesh Kumar Mehta
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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: +91-1195 249310 email: glenmark@.bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJII43A f OTOBOTO IPOAyKTA

8 of 8 / 8ur8
Name of Product /
Hal,lrueHoaaH rle rr Do.trvKrrHr.l

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosaHHoe HarlMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoueragoHa cnpefi HasansHHil Ao:r.rposaHnufi 50 MKrfuosa

Active Ingredients /
flefi crnyroulre BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnper coAepxur: Aeficrsylouee BerrlecrBo: Mouera:oua rlypoara MoHorl4npar

51,72 nrn B nepecqere ua Moueraroua thypoar 50,00 urr
Strensth /.llorrpoera 50 mce/dose / 50 Mxr/aosa Date of Mfe. / nara npoureoAcrBa 0712023

Dosage form /
JIercancreeHHaq 6onMa

Metered-dose nasal spray I Cnpei,r

na.ga,r sH urfi -no:HoosaHH srfi
Date of Exp. / foAeu ao 0612025

Product code / Koa npoayrcTa sRU030007E040401 EJ Date of releas e I Lara BbrnycKa 25.07.2023

Batch No. / Cepun J\b 12230667 Qty. Released /
Ko.nuqecrso Bbrny[IeHo

64,000 Bor /
rbraxoHos

Batch size / Parruep cepr.ru 69,444 BOT / $raxoHoe
Mfg.License No. / Jluuenruq Ha

n Do r.r3BoacrBo ( Horu ep)
MNB/10/832

Inspection Lot No. /
Perr,rcroaur.ronnr,rfi norreo auarura 040000472408

Mfg. License Date / JluuenrNq Ha

noouraorcrso (aara) 30t04t2020

Package size / Ynarcoerca 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP ceprnduxar (Aara)

t810612020

Market / Pursorc Russia / Poccnq
GMP Compliance certificate No. /
GMP cenrndlrrar (soruep)

GMP-
01556/20/IN

Reference Speci{ication No. /
CneuuQuraullr roroBoro
npoavrra )l!

sPC-CC-063691 Reference STP No. / CILI JA
STP-CC-
040947

API name / HauneHosaHue AOC
Mometasone Furoate Monohydrate/
Mouera-:oua fr ypoara uouorugpar

API Batch No / AIDC cepnn .Il!
MFM-
23405(JM-01)-
002

Manufactured bv / Ilooursoallrenu Aarti Industries Limited, India / Aapru Vuracrpus Jluuvrea, I4w\us

-lrlb TESTS / fIOKA3ATEJII4 LIMITS / TPEEOBAHII.g OBSERVATTONS /
PE3YJIbTATbI

16. Package Size / YnaKoarca 60 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial information leaflet in a carton pack. /

HA BbICOKOft IUIOTHOCTI{ C

Ha BbrcoKoft [[orHocrr{. flo I
eHeHlrro B flaqKe KapToHHofi.

Any deviation/Incident/OOS: Non-applicable
OrK.[onenlaq/necooreercre[q/OOC : He rrpr{MeHr.lMo

'/)

Declaration of certification: "I hereby certify that the above informat%n is authentiq'tind accurate. This batch of product has

been manufactured including packaging and quality control at the abovementiotied site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-I',1!(001710)-(P|-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP."
3arc.nroqenue o coorBercrBHr{: Hacroflurr,rM noATBepxAaro, qro npeAcraBneHHafl BbIIIre un$oprraauua ,BJlflercfl

AocroBepHoft lr roqHoft. fiattuat ceprar 6sura nporr3BeAeHa (exlrouar ynaroery/rr,rapxrrpoBxy rI KoHTponb KaqecrBa) Ha

yKa3aHHoii Bbrrrre [po]r3BoAcrBeHHofi trnoulaAKe B rroJrHoM coorBercrBur.r c lpe6oBaHI,IrMIa HaAlexauleft
flpouarogcrreunofi flparrraxra (GMP) JroK€rrrbHbrx perynflropHbrx opraHoB rr rpe6oBaHr.rflMl,I HopMarI,IBHofi IoKyMeHraqrII4
nn-l\!(001710)-(Pf-RU) or 23.01.2023 Nq pbrHKa Poccuu r{ yrBepxAeHHofi creuuQurauueft Ns SPC-CC-063691.

Ilpororolu [porl3BoAcrBa, y[aKoBKr{ r,r rroKa3areJr[ KaqecrBa AaHHofi cepnr4 6bur.{ [poaHiInLI3I,IpoBaHbI u cAenaHo

3axJrroqeHrre, qro oHrr coorBercrByror rpe6oBaHr4ru Ha4lexauefi flpou3BoAcrBeHHofi llpaxruru (GMP).

d6",;

Signature / Iloanlrcu

ot lo|l'ld?z) o1\"? \'rrl cHog\trLE
Name / tDllO Atul KumarYogesh Kumar Mehta

Sr. Manager - QA


