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Glenma rk pha rmaceuticals Ltd
Villa-se: Kishanpura, Baddi Nalagarh Road,.Tehsil; Baddi.

Distt. Solan Hirnachal Pradesh l73205. India
+91-1195 249300 Fax: +9 I -1795 249310 ernail: glenrnark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OUKAT AHAJrrr3A TOTOBOIO IPOAyKTA

I|3olU

Name of Product /
HaunreHogaH ue fl Do.uvKult tl

MOMATRINo
MOMATPHHO

Generic name /
HenareH-roeaHHoe

Mometasone Metered-dose Nasal Spray 50 mcgidose
Mouera:oua cnDefi sa:a,ruHsr ii .logr.rDosaHnsrfi 50 v rr/ao:a

Active Ingredients /
{eft crnyroutr.re BeruecrBa

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

calculated fbr Mometasone Furoate 50.00 mcg
I losa cnper conepxr4T: neilcrnyrcuree BerrlecrBo: MoNaerasoHa tpypoara MoHorHApar
5 1.72 urcr B repecqere Ha Mor,rera:osa dypoar 50.00 urr

Strensth / noruooera 50 mce/dose / 50 MKr/aosa Date of Mfe. /.lLara npoureo,rlcrBa 07t2024

Dosage form /
JIeKaDcrseHHaq 6opMa

Metered-dose nasal spray I Crryeir
ua:a,rugutil aoluooeaHHsrfi

Date of Exp. / foAen ao 0612026

Product code / Koa npoAyKTa sRU030007E04040 l DK Date of release I I[a'ra BbrnYcKa 26.07.2024

Batch No. / Cepua Ne 12240747 Qty. Released /
Ko.nlrqecreo BbrrryueHo

32,160 BOT /
drnaroqon

Bitch size / Parrrrep cepun 34,722 BOT / tlrarouon
Mfg.License No. / Jluqenrrq xa
nDou3BoacrBo (uomep) MNB/r0/832

Inspection Lot No. /
Perucrnaur.rossufi Honeo aHaJru3a

040000536259
Mfg. License Date / JlnueHsus xa
nnoursoacrso (aara) 30t04/2020

Package size / Ynarcoera 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorNdnrcar (aara) 18t06t2020

Market / Prrnorc Russia / Poco.rc GMP Compliance certificate No. /
GMP ceorlrdurar (uonreo)

GMP-
01556/20ltN

Reference Specilication No. /
Cneuu$urauur roroBoro
nnorvrra.]\b

sPC-CC-063688 Reference STP No. / C[I,l J\]
STP.CC-
040944

API name / Har.rmexoeague AIDC
Mometasone Furoate Monohydrate/
Monaera:oHa Sypoara MoHorr4Apar

API Batch No / A@C cepun J\!
MFM.
23425(JM-0r)-
001

Manufactured bv / llnoursoarrers Aarti Pharmalabs Limited. India/ Aaoru <Daorva,'ra6c Jluuurel* Vr.l.us

.Irtb TESTS / TIOKA3ATEJII,I LIMITS / TPEBOBAHI4.fl OBSERVATIONS /
PE3YJIbTATbI

I Description / OnncaHue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro Ao rroqru 6e,qoro uBera or
roJrynpo3paquoil Ao Helpo3paqHo[ xoucncrenqnn
rycTa, cvcneH3uf.

Off-white thick suspension of
non-transparent consistency. /
floqru 6eroro uBera
Herrpo3paqHoil xoucrcreHIIL{ll
rycTa, cycrleH3Ht.

., Identification / I4aenrra6rKaur{fl
a) Mometasone Furoate /

Moueraloua Qypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bperrar yAepxr4BaHru ocHoBHoro rHKa
Ha xpoMarofpaMMe r{cflbrryeMoro pacrBopa

aoJrxHo cooTBeTcTBoBaTb BpeMeHrr yAepxnBaHlrf,
ocHoBHoro nr,rKa Ha xpoMaTorpaMMe cTaHAaprHoro
pacrBopa (cr"r. pa3Aen <Koru.{ecrBeHHoe
o[peAeneHr.re)).

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 / Bper',ra

yAepxL{BaHI,If, OCHOBHOTO nI4Ka

Ha xpoMarofpaMMe
lrcnbrryeMoro pacrBopa
cooTBeTcTByeT BpeMeHI,I

yAepxr,rBaHx, ocHoBHoro nI,IKa

Ha xpoMarorpaMMe
craHAaprHoro pacTBopa.

Preparg{ By / [Ioaroronu.n Checked By / flponepu.n Approved py / Oao6pu.r

Signature / IIoAnncs / /.- -1(\ Wlt>
Date / Aara (-- )--? lor I Lo b"l ..z-ltG1 '12\ H t-1 lo-.,r,,,r
Name / @I{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
.(ouxuocru

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCI\,|/QA054/08.00
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Yogesh Kumar Mehta

Clenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road, l'ehsil: Baddi,

Distt. Solan Hirnachal Pradesh l73205. lndia
one:+91-1795 249300 Fax:+91-1795 249310 ernail: glenmark@born2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr4@r4KAT AHAJrr43A TOTOBOIO IIPOAyKTA

of E / l{3

Name of Product /
HaurueHoeaH r.re rl ooavKuur.l

MOMAT RINO
MOMAT PHI]O

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MouerasoHa cnpefi sa:a,ruubrfi nogHpoeaHurrfi 50 uxr/nora

Active Ingredients /
[eftcrnyrcutue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I no:a cnper conepxlrr: leficrayrcutee BeuecrBo: Moueragosa $ypoara MoHorunpar
5 I,72 uxr B nepecqere sa Mouerarosa $ypoar 50,00 urr

Strength / Aosupoera 50 mcg/dose / 50 rvxr/aosa Date of Mfs. / -llara nooureoacrBa 0712024

Dosage form /
JIerca ocreeHHaq 6ooi,r a

Metered-dose nasal spray / Cnpefi
naqai LH Ltfi .no:anoganx ltfi Date of Exp. / I-oaen Ao 06t2026

Product code / Koa roonvrTa sRU030007E04040 I DK Date of release I nara B['rnvcKa 26.07.2024

Batch No. / Cepur J\! 12240747 Qty. Released /
Koflrlqecteo Bbrnv[reHo

32,160 BOT /
rbraxoHos

Batch size / Parnrep cepnu 34,722 BOT / $raxonon
Mfg.License No, / JluueHruq xa
n Dorr3BoacrBo (noru ep)

MNB/10/832

Inspection Lot No. /
Perucrnauuonxslfi noueo aHaJru3a

040000s36259
Mfg. License Date / JIuueHsHs xa
nooussoacrso (aara) 30t04t2020

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

18t0612020

Market / Pursorc Russia / Poccur
GMP Compliance certificate No. /
GMP ceorudurcar (Honaep)

GMP-
01s56/20/tN

Reference Specification No. /
CneuuQurcauufl roroBoro
nnoavrra Jlb

sPC-CC-063688 Reference STP No. / Cntl J\!
STP-CC-
040944

API name / HaurueHoeaHue A@C
Mometasone Furoate Monohydrate/
Mouera:loHa Qypoara MoHorr.r,{par

API Batch No / A@C cepur .ll!
MFM-
2342s(tM-01)-
001

Manufactured by / [IpournoAurelu Aarti Pharmalabs Limited, India/ Aapru @apnra,ra6c Jluv.urer, Vu4us

.I& TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHI,I,fl OBSERVATIONS /
PE3YJIbTATbt

b) Benzalkonium chloride
/ Eensafl roHrrfl xJroprrA

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 xpouarorpaMMe
HcrrbrryeMoro pacrBopa AoJrxHbr o6Hapyxl,IBarbcfl
rrr,rKr,r, IIo BpeMeHaM yAepxI.{BaHI,IrI

coorBercrByroulue rrr4 KaM roMoJro roB 6engalro ruu
xJIopI'lAa Crz vt CA Ha xpoMaTOrpaMMe
craHAaprHoro pacrBopa (cu. pa3Aen

<Koru.{ecrBeHHoe oflpeAene Hue))).

The chromatogram of the

sample solution contain peaks

corresponding to the retention
times of peaks of benzalkonium
chloride homologues Crz and

Cra in the chromatogram of the
standard solution. I Ha
xpoMaTorpaMMe I{crIbITyeMoFo
pacrBopa o6napyxunalorcr
IrI,tKH, nO BpeMeHaM

yAepxI,IBaHLL,I

coorBercrByrouue nHKaM

foMoJlofoB 6eHsarxoHuq

xiIopLIAa Cn II Cr+ Ha

xpoMarorpaMMe cTaHAaprHoro

DACTBODA.

3. pH From 4.30 to 4.90 I Or 4,30 Lo 4,90 4.634 / 4,634

4. Density / llnorHocrr From 0.950 to 1.050 {cm3 I
Or 0.950 ao 1.050 r/crvr3

1.012 !cm3 I 1,012 rlcu'

5. Viscositv / Bqsnocrr From 30 to 130 cPs / Or 30 .ao 130 cII: 423 cPs / 42.3 cllz
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Glen mark pha rmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, l'ehsil: Baddi,

Distt. Solan Himachal Pradesh l73205. India
+91- I 795 249300 Fax: +91 -1795 249310 email: slenmark@,bom2.vsnl.net. in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTr4Or4KAT AHAJIT{3A TOTOBOI O IIPOAyKTA

ofE / u,
Name of Product /
HauMeHosaHue noo,[vKut{tl

MOMAI'RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcgidose
M ou erasona cnDefi na3a,'r r H r,r fi .aos rz po saH u ur fi 5 0 N.t Kr/aosa

Active Ingredients /
lefi creyroutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aoga cnpec corepxuT: 1eficreyrcutee BeurecrBo: Monera:oua Qypoata MoHorr4rpar

5 1.72 r'rrcr B nepecqere sa Mone'ra:oua drypoar 50.00 urcr

Strensth / -llosr.rooera 50 mcg/dose / 50 r,rrn/aosa Date of Mfs. / nara nooureorcrBa 07/2024
Dosage form /
JlerancreeHHaq 6oonaa

Metered-dose nasal spray I Cnpeit
ua.galsHrtfi lo:HoosaHHrrfi

Date of Exp. / Foaen ao 0612026

Product code / Koa npotryKra sRU030007804040t DK Date of release I llana BHnycKa 26.07.2024

Batch No. / Cepua Jlir 12240747 Qty. Released /
KorHqecrso BbrrrvureHo

32,160 BOT /
'0raroHos

Batch size / Parnrep cepnu 34,722 BOT / Srar<oHon
Mfg.License No. / Jlnuexrus ua
nnoH.lRo/rcrBo (norren) MNB/10/832

Inspection Lot No. /
PerncrpaulroHusrfr uomep aHaJru3a

040000536259
Mfg. License Date / Jft.rqeurus Ha

nnournoncrso (nara) 30t04/2020

Package size / Vnarcoerca 120 Doses I 120 l.oz
GMP Compliance certificate Date /
GMP cenrudurcar (aara) 18t06t2020

Market / PuHor Russia / Poccus
GMP Compliance certificate No. /
GMP ceorndurcar (sorueo)

GMP.
01556/20/IN

Reference Specification No. /
CneuuQurauuq roroBoro
nooavrra Ns

sPC-CC-063688 Reference STP No. / CIII4 J\!
STP-CC-
040944

API name / HanMeHoeaHue AIDC
Mometasone Furoate Monohydrate/
Morr{era3ona r}ypoara MoHorr.rrpar

API Batch No / A@C cepxn Il!
MFM-
2342s(JM-01)
001

Manufactured bv / Ilnoirssoaurerr Aarti Pharmalabs Limited. India/ Aaoru (Daovaaa6c Jlrrr,rurea. HHauq

J\I TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

6. Osmolality /
OcNroflqrrHocrr

From 250 to 350 mOsm/Kg
Or 250 no 350 nrOcru/xr

291 mOsm/Kg
291 nOqu/xr

7. Net content / Macca
coAepxr{Moro QflaKoHa

Not less than l8 g / He ueuee l8 r 18.4 g I 18,4r

8. Number of deliveries per
container / KorIIqecrso
lIo3

Not less than 120 doses (discard the first pumping)
/ He ueHee 120 ao: (ue cuurar [epBrqHyro
nporavxy)

149 doses / 149 l'oz

9. Pump delivery /
Macca.rorur

Individual dose mass: from 85% to I l5% of the
theoretical dose mass /
}{H&uen^yanbHuur Macca Ao3br: or 85 Yo lo ll5 o/o

oT TeopeTr4qecKor Maccbr Ao3br;

Average mass ofthe dose: from 90Yoto ll0%o of
the theoretical mass of the dose /
Cpegurr Macca Ao3br: or 90 Yo ao I l0 7o or
Teoperr,rqecKofi ruaccrr gosu

Minimum / Munnrvryu: 96.5Yo

Maximum / Maxcuuyrvr: 106.7%
Average / Cpe4uee: 103.8%

I?lo'ltht-Ll 11 t"',1 l^-\
Yogesh Kumar Mehta

Deputy General Manager - QA
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Glenma rk pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI4KAT AHAJITT3A f OTOBOIO TTPOAyKTA

4of 4uz
Name of Product /
HatrmeHosaHue nDoavKulrr4

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe HauMeHoBaHlre

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoueratoHa cnoefi sa:arlHsr fi .no:raoosaHHrrfi 50 Nrrr/aosa

Active Ingredients /
[efi creyrourue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I go:a cnper co,tepxr,rr: neficrnyrcutee BeulecrBo: Mouera:osa Qypoara MoHon4apar
5 1.72 urcr B nepecqere ua Moueragoua dyDoar 50,00 r.t<r

Strensth / norunosra 50 mcg/dose / 50 Mrr/aosa Date of Mfe. /.llara nDorreoacrBa 0712024

Dosage form /
JleraocrseHHaq doorua

Metered-dose nasal spray / Cnpeft
sa3a,rsuuril aolhoosaHliuil

Date of Exp. / foaen ao 06t2026

Product code / Koa nDo.trvKTa sRU030007E04040 r DK Date of release I nara BbtnvcKa 26.07.2024

Batch No. / Cepun Ne t2240747 Qty. Released /
Ko.ttuqecreo BbrrryttteHo

32,t60BOT I
6raronos

Batch size / Pasmep cepur.t 34,722 BOT / $,raroHon
Mfg.License No. / Jft.ruenrrq Ha

nDorl3Bo.ncrBo (sorueo) MNB/10/832

Inspection Lot No. /
Perlrcrpaunosxulft goruep aHafl rl3a

040000536259
Mfg.. License Date / Jlnuenrnn ua
noollraoacrgo (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 l,os
GMP Compliance certificate Date /
GMP ceorudurcar (aara) t810612020

Market / Pusor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudurcar (HorueD)

GMP-
01556/20lrN

Reference Specilication No. /
CneqraQr.r rcauflfl roroBoro
nnoavrra.Ilb

sPC-CC-063688 Reference STP No. / CIII4 Jl!
STP.CC-
040944

API name / Ha[naeHosaHlre A<DC
Mometasone Furoate Monohydrate/
MoM era-soHa Qypoara MoHorr4.qpar

API Batch No / A@C cepua J\!
MFM-
2342s(lM-01)-
001

Manufactured bv / lloourso]rureJrb Aarti Pharmalabs Limited, India/ Aapru @aprraara6c lluuureLI"llrtus

Jr& TESTS /IIOKA3ATENI,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Paruep qacrrru

Particfes < l0pm in size: Not less than90o/o
rlacrrau pa3MepoM < 10 urn - He MeHee 90 9/o;

Particles S 30pm in size: 100%
rlacruq pa3MepoM < 30 wtxtrl - 100 %

Particles > 30pm in size: Should be absent
rlacruqur pa3MepoM > 30 r,lrrvr - AonxHbr
oTcyTcTBoBarb

l00.l%o / 100,00

100.0% lt0D,ayo

Absent / OrcyrcT nyror

ll Sedimentation Stability
Ce.quueuraqlloHHaq
ycrofirrllBocrb

Not less than 5 min / He rvreuee 5 uun. Complies /
Cooraercrnyer

Checked By / Ilporepn.n

1? I o'r lUt,1
Name / @I{O Yogesh Kumar Mehta

Deputy General Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII,I3A f OTOBOI O IIPOAyKTA

tlol
Name of Product /
HauMeHoeaHHe n DoavKuHlt

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Har{MeHoBaHlre

Mometasonc Metered-dose Nasal Spray 50 mcg/dose
MoMerasoua cnoefi ua:a,rruLrfi ao:lr.rposaH Hsrft 50 M Kr/no3a

Active Ingredients /
lefi creyrcutue BeulecrBa

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 cnpea coaepxuT:.[eftcreyrcutee BeurecrBo: Mouera:osa t[ypoara MoHortlrpar
5 1.72 nrr B nepecqere Ha Moueragosa $ypoar 50,00 uxr

Strensth / Ilolanosrca 50 mcs/dose / 50 urriaosa Date of Mfg. / Aara nponreoacrBa 07/2024
Dosage form /
JlerancrseHHaq 6ooMa

Metered-dose nasal spray / Cnpel
Ha3a,r sH srfi aorltpo gaHH utfi

Date of Exp. / foaen ao 06t2026

Product code / Koa rrpoayrTa sRU030007E04040 r DK Date of release I llara BbrnvcKa 26.07.2024

Batch No. / Cepun Il! 12240747 Qty. Released /
Koruqecreo BbrnyuleHo

32,160 BOT /
drnaronon

Batch size / Parmep cepnu 34,722 BOT / {r:raxouor
Mfg.License No. / Jft.rqensnq Ha

nnouiRo/rcrRo (nonlen) MNB/10/832

Inspection Lot No. /
PerucroaunoHuuft xoueo aHaJru3a

040000536259
Mfg. License Date / Jftruensrs xa
nnoureoacreo (aata) 30t04t2020

Package size / Ynaroara 120 Doses I 120 tot GMP Compliance certificateDate I
GMP cepruduxar (aara) r8t0612020

Market / Pusorc Russia / Poccuq
GMP Compliance certificate No. /
GMP cenrildrrar (uonep)

GMP-
0rs56/20lrN

Reference Specification No. /
CnequQuraullfl roroBoro
npo/tYrcra.l\!

sPC-CC-063688 Reference STP No. / C[l.l J\t
STP-CC-
040944

API name / HaumeHoeaHue A@C
Mometasone Furoate Monohydrate/
Moraera3oHa Qypoara MoHorurpar

API Batch No / A<DC cepur .Il!
MFM-
23425(tM-o1)-
001

Manufactured by / llDorrso.ulrrerr Aarti Pharmalabs Limited. India/ Aapru @apmala6c Jlwuu'rer. Vrtl.us

Jr& TESTS / TIOKA3ATEJII4 LIMTTS / TPEBOBAHI,I.g OBSERVATIONS /
PE3YJIbTATbI

12. Imp urities / llpurvrecn

Impurity 8 DM /
Ilpnuecu 8 DM

Impurity DMC /
llpurrrecra DMC

Impurity D /
flpuuecn D

Any individual unspecified
impurity / EAnHlrqHofi
He r,rAe Hrv 0r.rqupoBaHHo fi
npr,rMecr,r

Total impurities /
Cyuuu [pr,rMeceft

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

Not more than 0. l5 %o / He 6orce 0,15 o/o

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

Not more than 0.20 Yo I He 6orce 0.20%;o

Not more than 0.60 o/o lHe 6onee 0,60 %

Not Detected/ He o6HapyxeHo

Below LOQ /Hnxe IIKO

0.01% /0.01%

0.04%/0,04yo

0.12% /0,l2yo

Prepared Byi4flogroroelr.rr Checked By / flposepr.rr Approved p[_/ Oao6pu.n

Signature / IIoAnucu /-y . ( ^{'W
Date I [ara Y'rloll?-,1.q -tl l*1 /--\ l,'tlttlt\^D.l,
Name / OI{O Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
fio.nxHocrs

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCN,{/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205. India
Phone: +9 l-1795 249300 Fax: +9 l-1795 249310 ernail: glenrnark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OUKAT AHAJII{3A IOTOBOTO IPOAyKTA

6 of8 C u\
Name of Product /
HauN.reHoeaH ue npoayKuuu

MOMAI-RINO
MOMAT PHIjO

Generic name /
HenarenrosaHHoe HatrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:loHa cr rDefi ua^larr rHrr fi lo:uposaHnufr 50 M xl-/aosa

Active Ingredients /
flefi creyro urr.re Be qecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnpel co/'Iepxhr: neficreyrcruee BeulecrBo: Moueralona $ypoara MoHont4rpar

51.72 rnrrr B reDecrrere ua Mourera:losa dypoar 50.00 uxr
Strensth /.llorrposra 50 mcg/dose / 50 urn/ao:a Date of Mfs. / nara nooureollcrBa 07t2024

Dosage form /
JleraocrnenHaq dooMa

Metered-dose nasal spray / Cnpeft
Ha:aruu srfi ao:r..rposaHHsrfi

Date of Exp. / foaex ao 06t2026'

Product code / Koa nDorvKra sRU030007E04040 I DK Date of release I La'ra BbrnycKa 26.07.2024

Batch No. / Cepun Jl! t2240747 Qty. Released /
Koruqecrso BbrnyuleHo

32.160 BOT /
daarcoHos

Batch size / Parruep cepuu 34,722 BOT / S,raxouoe
Mfg.License No. / Jh.rueHruq Ha

rrDor{3BoacrBo (Honaep)
MNB/10/832

Inspection Lot No. /
PerucroauuouHuft Honaep aHaJru3a

040000536259
Mfg. License Date / Jlrueurus sa
nooureoacrso (aara) 30t0412020

Package size / YnaroeKa 120 Doses I 120 tot GMP Compliance certificate Date I
GMP ceoruduxar (aara) 18t0612020

Market / Psruor Russia / Poccur
GMP Compliance certificate No. /
GMP ceorudurar (xomep)

GMP-
0r556/20ltN

Reference Specification No. /
Cneuu0urcauufl roroBoro
noonvrra.l\I

sPC-CC-063688 Reference STP No. / CIII4 J$
STP-CC.
040944

API name / HaumeHoeaHue A<DC
Mometasone Furoate Monohydrate/
Mouerarona t[ypoara lrouorrlapar

API Batch No / A<DC cepr.rn J\b

MFM-
23425(JM-01)-
001

Manufactured bv / Ilnouseoa[reJru Aarti Pharmalabs Li mited. India/ Aaprn @aprr.reiira6c Jluuur eL Lls nus

J\I TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI{.ff OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / CpeAHnn
AOCTaBflqeMafl AO3a rr

oAHopoAHocTb
AOCTABJIflEMOT AO3bI

Not more than2 of 20 doses (10 initial doses and l0 final doses

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

value and not any dose can deviate more than * 25o/o from the
average value. The mean should not exceed + 15 % of label
claim
If 3 to 6 doses deviate more than + 20oh but not more than +
25oh,te$ another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+25%ofrom the average value. The mean of each determination
should not exceed + I 5 % of label claim.
He 6onee 2 sz20 loz (10 uavarsurrx ao: r.r l0 xoHeuustx go:)
Mor),T HMerb orKroHeHue or cperHero 3HaqeHHs 6o:ree qeu

+20f;o, n HH o.qHa Ao3a He AOJu(Ha HMeTE oTKIoHeHue OT

cpe.qHero 3HaqeHH, 6oree qeu +25yo CWz.:Hee 3HaqeHHe He

.4OJTXHO npeBbluraTb + I 5 %o o'r :ansreuuofo.
Ecln or 3 ao 6 aos fiMeror orKJroHeutu 6oree qer +20o/o, Ho

MeHee qeM + 25 yo,'to ucnbrrErBalror cJrea),roulue 20 s:raxoHos.
He 6onee 6 uz 60 ao3 Morlr HMerb orMoHeHLIe or cpeAHero
3HaqeHr.I.g 6olee qeu + 20 %o, u HI,r oaHa ao3a He aoJD(Ha [Merb
orr;roHeHne or cpeaHero 3HaqeHr.r, 6oree qeu +25 yo. Cpearee
3HaqeHlre Kil(aoro onpeaeneHfi, He.EoJDr(Ho npenrturarr + l5 o%

OT 3A'BJICHHOlo.

Beg / Havaro:
Minimum / Munnrrayu: 97.4%
Maximum / Maxcnuyrvr : | 03 .2Yo

Mean / Cpeanee:I00.07o

END / Koneu:
Minimum / Muuurrlytvt: 97.1%
Maximum / Marcuuytvt: 103.9%
Mean / Cpeanee: 100.0%

Prepared B2fl lloaroror r.r.n Checked By / flponepu.n Approved DLl Oao6pu.n

Signature / floAnucu /y-. --l- WIy-
Date / fl,ara l'l I of llol,\l ,L"11"112\

111ttitl'i-o^4.
Name / @I{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxuocrs

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FCIWQA054/08.00
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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
CEPTI4OI4KAT AHAJII43A f OTOBOI O TIPOAYKTA

7 of8 / Crp.7 sr 8g3

Name of Product /
HautlreHoeaHtle rtpoavKur,u{

MOMAT RINO
MQMAT PHIIO

Generic name /
HenareHroeaHHoe HarrMeHoBaHlte

Mometasone Mctcred-dose Nasal Spray 50 mcg/dose
MourerzuoHa c npefi ua:a,rsHbr ii rornposaH Hrrii 50 M Kr/aosa

Active Ingredients /
.(efi croyrcutre BeulecrBa

I dose of the spra1, contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I noaa cnper coaepxr.rr: Aeficrsyrcuee BeurecrBo: Mouerasoua Sypoara MoHoruApar

5 1.72 rnrrr B fieDecqere Ha Mouera:loua dvooar 50.00 rtarn

Streneth / AornpoeKa 50 mcs/dose / 50 rrrrr/ao:a Date of Mfs. / nara npoursoAcrBa o7/2024

Dosage form /
JIercapcrseHHaq 6opMa

Metered-dose nasal spray / Cnpefi
Ha:alrrrttfi -no:tanosaHHstfi

Date of Exp. / I-oAeu Ao 06t2026

Product code / Koa noonyKTa sRU030007E040401 DK Date ofrelease I nara BbrnycKa 26.07.2024

Batch No. / Cepr.rr Jl! 12240747 Qty. Released /
Koflnqecreo BbrnyrueHo

32,160 BOT /
6:raxoHos

Batch size / Parruep cepuu 34,722 BOT / QnaroHon
Mfg.License No. / JluueHrun ua
nDo[3BoacrBo (nonreo) MNB/10/832

Inspection Lot No. /
Perucrpauuoxnslfi noruep aHanr.r3a

040000536259
Mfg. License Date / Jlurlensus sa
nnoursoacrso (aara) 3010412020

Package size / Ynarosxa 120 Doses I 120 tot GMP Compliance certificate Date /
GMP ceorudr.ucar (aara) 18t06t2020

Market / Purnox Russia / Poccr.rg
GMP Compliance certificate No. /
GMP ceorndnxar (uorueo)

GMP-
01556/20lrN

Reference Specification No. /
CneuuQurcauuq roroBoro
nooavrra .ll!

sPC-CC-063688 Reference STP No. / Cm,I .l\l!
STP.CC-
040944

API name / HauneHosaHue AOC Mometasone Furoate Monohydrate/
Mouera:oHa Qypoara uouorraapar

API Batch No / AIDC ceplrr .l\!
MFM-
23425(tM-0r)-
001

Manufactured bv / flnonrsoaurers Aarti Pharmalabs Limited. India./ Aaoru Oaomara6c Jluv,uret.LlIJ^,.wn

]lb TESTS / TIOKA3ATEJII,I LTMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

t4 Microbiological Pu rity / Mnrcpo6no.norrqecKaq qrrcrora

Total aerobic microbial
count / O6uee qlrcro
a3p06HLrx

Mr.rKpoopraHr{3MoB

Total yeast and moulds
count / O6uee qr,rcro

ApoxxeBbrx r4 nJrecHeBbrx

rpu6on

P seudomonas aeruginos a

Staphylococcas aureus

Not more than 102 cfu per lml of the product / He
6oree 102 KOE s I nl npenapara

Not more than l0r cfu per I ml of the product / He
6olee 10rKOE e I rra,r npenapara

Absence per I ml ofthe product / Orcyrcrnue n I
Mn rrpenapaTa

Absence per I ml ofthe product / Orcyrcrnue a I
Mn rrpeflapara

Less than l0 cfu/ml /
Meuee l0 KOE/un

Less than l0 cfu/ml /
Mesee l0 KOE/trln

Absent / Orcyrcrnyer

Absent / Orcyrcruyer.

15. Assay / Koau.recrseHHoe o[peAeJreHtle

a) Mometasone Furoate /
Morueragoua dlooar

From 85,0 % to I15,0 % of the labeled content / Or
85,0% Ao I15,0 %o or:aqsreHHoro coAepxaHllt

99.8% 199,80/0

b) Benzalkonium chloride /
EengarxoHtrq xJroptr/I

From 80,0 %oto 120,0 Yo of the labeled content / Or
80.0 % .[o 120.0 o/o or zasste[Horo co.[eDxaHLL

94.3% 94,3yo

Prepared IlfI lloarorosrn Checked By / llpoeeplrfl Approvpd $y / Oao6pu.n

Signature / [IoAnucr t/. {-1 (,{fu
Date I [ara -11l01lLL\ -1.r l'.f hf tllnk>t>ra
Name/ O}IO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
.(o.nxuocrs

Officer-QA Sr. Officer-QA Deputy General Manager - QA

/08.00



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

Distt. Solan Himachal Pradesh 173205. tndia

*t*gtmarulA 
Phone: +91-1195 249300 Fax: +91-l 795 249310 ernail: glenmark@bom2.vsnl.net.in

i r,,t; q,1,, iiri tr rt,:{ *rrdtl

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I4KAT AHAJIU3A IOTOBOTO IPOAyKTA

Any deviation/Incident/OOS: Non-applicable
Orr.[oHent.rq/necoorsercrnnq/OOC : He [pI{MeHIrMo

Declaration ofcertification: "I hereby certify 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;Nr(001710)-(P|-RU)-230123 in

market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and

analysis reviewed and found to be in compliance with GMP."
3aKlrroqeHr.re o coorBercrBr,r[: Hacrof,rrlr4M noATBepxAaro, qro rIpeAcraBJIeHHa, BbIIrIe nnQoprvraUux ,BJlf,erc{

4ocronepuoft n roqsofi. \auruat cepur 6rura lporcBeAeHa (nxlrcvar yuaxosry/uaprl.{poBKy LI KoHTpoJIb xavecrra) ua

yrasaunoft BbrrIIe [por,r3BoAcrBeugoft rrnoulaAKe B [oJrHoM coorBercrBul4 c 'rpe6orauuruu HaAlexaqefi
flpou:no4crnennofi flparruru (GMP) JroxzrrrbHbrx perynflropHbrx opraHoB lt rpe6onauuf,Mn HopMarl,Ianofi 4oxynaeHraIII4I'I

JI[I-NI(O01710)-(P|-RU)-230123 grs pbrHKa Pocoru r{ yrBepxAeHnofi cneuut[uraqnefi }l! SPC-CC-063688. flporororu
[por,r3BoAcrBa, y[aKoBxr,r u noKa3areJrr,r KaqecrBa Aauuofi cepuu 6rrnu [poaHzInH3I,IpoBaHbI I{ cAenaHo 3aKJIIorIeHIne, qro oHI'I

coorBercrByror rpe6onanlr.au HaAreNaule[ flpor.tnoAcrseHHoft flparrlrrr,r (GMP).

il31{oI

Name of Product /
HanmeEoeaHue n poayKuuu

MOMA]'RINO
MOMAI'PHHO

Generic name /
HenareHroaa HHoe HaIrMeHoBaH ue

Mometasone Metered-dose Nasal Spray 50 mcgidose
Mourera:oHa cnDefi Ha:a,rsuutil aorupo saHHulfi 50 uxn/no:la

Active Ingredients /
[eficrsyrcuue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ilOra cnper coAepxur: .qeficrnyroulee BeuIecTBo: MoMerasoHa rlypoara MoHorl{npar

5 1.72 rurn B neDecqere sa Mouera:osa abypoar 50,00 urn
Strensth / noruooera 50 mcs/dose / 50 r,rrrhosa Date of Mfs. /.llara npoursoacrBa 0712024

Dosage form /
JlerapcrseHHaq 6opMa

Metered-dose nasal spray I Cnpei
na:a,r su ufi ,no: t.rooeaHr r rril

Date of Exp. / foaeu so 06t2026

Product code / Koa rpoJIYKra sRrJ030007E04040 I DK Date of release I Ilara BbrIrYcKa 26.07.2024

Batch No. / Cepur J\E 12240747 Qty. Released /
KorHqecreo Bbrrrv[leHo

32,160 BOT /
dr naroson

Batch size / Parnaep cepuu 34,722 BOT / $naxonon
Mfg.License No. / JIt ueuruq Ha

nDou3BorrcrBo (nonreo) MNB/r0/832

Inspection Lot No. /
Perucrnauuonnsrfi noueo aHaJIH3a

040000536259
Mfg. License Date / Jluuesslrs na
nnonssoacrso (aata) 30t04t2020

Package size / YnaroeKa 120 Doses I 120 toz
GMP Compliance certificateDate I
GMP cep-rr0urcar (aara)

t8/06t2020

Market / Purnor Russia / Pocc[q
GMP Compliance certificate No. /
GMP ceorudurar (noruep)

GMP-
01556/20lrN

Reference Specification No. /
CneqlrQurauuq roroBoro
nnonvrra.]\b

sPC-CC-063688 Reference STP No. / CIIL| J\&
STP-CC-
040944

API name / HauMeHoeaHue AIDC
Mometasone Furoate Monohydrate/
Moveragosa Qypoara vouoruapar

API Batch No / A@C cepun III
MFM.
23425(JM-0r)-
001

Manufactured bv / llporrsoArrers Aarti Pharmalabs Li mited. India./ Aapru Oaprr.rala6c Jluuur e A, Idurus

Jr& TESTS /IIOKA3ATEJII,I LIMITS / TPEEOBAHI4q OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Ynarcosra 120 doses of suspension in a high density polyethylene vial with a dosing device and a

high density polyethylene cap. I vial and patient information leaflet in a carton pack. I
fIO 120 AOS cycrreH3llu BO OnaKOHe I,I3 IIoJII,I3TLIJIeHa BbIcOKOft nloruocrn c

Ao3r,pyrour.rM ycrpoficrBoM r,r KoJrrraqKoM r.r3 rroJII43TI,IJIeHa BblcoKofi rlnorHocrll. llo I
$laxorry BMecre c r,rHcrDyKur,refi no rrreAraqr4HcKoMy npI,IMeHeHI,[o B flarlKe xaprouuoft.

PreparedrBy / lloaroroenr Checked By / llporepu.n Approvpd Ey / Oao6pu.n

Signature / lloanucs '"Y- n- UW
Date / flara ,1 llo'lltrrz\ 6< 1"t|.1 llltrlle,{Tn
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
[o.nxuocrs

Officer-QA Sr. Officer-QA Deputy General Manager - QA

FC}WQA054/08


