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

Distt. Solan Himachal Pradesh 113205,lndia
Phone: +91-1195 249300 Fax: +91-1795 2493 10 email: : : .: 

:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII,I3A TOTOBOTO IIPOAyKTA

iiol
Name of Product /
Haurr.reHosaH ue n poAyKuHr.r

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HaHMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mou era:ou a cnpefi Hasa,rr,Hsr fi .4osuposaH nsr fi 5 0 Na rr/aosa

Active Ingredients /
{efi creyroqr.re BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I losa cnper conepxur: leicreyouee BeqecrBo: Moue'raloua Qypoara MoHorr4Apar

51,72 vrcr B nepecqere sa Monera:osa tbypoar 50,00 rrarr

Sfrenqfh / Ilorunosra 50 mcgidose / 50 unr/ao:a Date of Mfs. / nara nooursolcrBa 0'7/2023

Dosage form /
JIerca ocrseH nac 6onrrra

Metered-dose nasal spray I Cnpeir
sa-:a,r ru uft .(ogzposaHHrrfi

Date of Exp. / I-oaeu Ao 06t2025

Product code / Koa npoayKra sRU030007E04040 I DK Date of release I Lala BbrnycKa 17.07 .2023

Batch No. / Cepua J\! 12230652 Qty. Released /
Korlr qecreo Bbt nvttteHo

32,960 BOT /
drnaronon

Batch size / Pasrrrep cepun 34,722 BOT / graroHon Mfg.License No. / Jluqenrrq Ha

nDou3BoncrBo (gonren) MNB/10/832

Inspection Lot No. /
Perr,lcrnauuonnsrfi norueo aHaJru3a

040000471 1 s2
Mfg. License Date / JIHueurHq xa
npollraoacrso (aara) 30/04t2020

Package size / Ynaroexa 120 Doses / 120 toz
GMP Compliance certificateDate I
GMP cepru0nrcar (aara) 18t06t2020

Market / PuHor Russia / Poccus
GMP Compliance certificate No. /
GMP cenrndnrcar (uomeo)

GMP-
0 I 556/20lIN

Reference Specification No. /
Cneur0uxauufl roroBoro
nnoavrcra.ll!

sPC-CC-063688 Reference STP No. / CIILI JIE
STP-CC-
040944

API name / HarMegoeaHrae AOC Mometasone Furoate Monohydrate/
Mouera:oua $ypoara ruonornapar

API Batch No / AOC cepur.l\I
MFM-
23405(JM-01)-
002

Manufactured by / llpoureorureJrb Aarti Industries Limited. India / Aapru I,Isnacrpus Jluuurer* Vuaus.

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS /
PE3YJIbTATbI

Description / OnucaHne Off-white thick suspension of
non-transparent consistency. /
flo.{u 6eroro qBera

Herrpo3paqHofi xoHcttcreHIII4I,I

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eloro Ao noqrr.r 6eroro uBera or
flofly[po3parruofi Ao Heflpo3parrHofi roucucreuuuu

Identification / nKauI{q
a) Mometasone Furoate /

MoMerasotra $ypoar
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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 / Bperrar

yAepxr4BaHr4f ocHoBHolo nr4Ka

Ha xpoMarorpaMMe
r,rcubrryeMofo pacrBopa
cooTBercTByeT BpeMeHr,r

yAepxr,rBaHllf, ocHoBHoro [l,IKa
Ha xpoMarorpaMMe

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). / Bpert,tr yAepxrrBaHr,rfl ocHoBHoro ttI,IKa

Ha xpoMaTofpaMMe ucrrbrTyeMoro pacTBopa

AOIXHO COOTBeTCTBOBaTb BpeMeHr4 yAepXUBaHI4'
ocHoBHoro flr.rKa Ha xpoMaTorpaMMe cTaH.(apTHoro
pacrBopa (orr. pa3AeJr <KoruqecrseHHoe
onpe4e,reurae>).

Checked By / Ilpoaepu.n
Signature / [IoInr.lcr

i Slot I br, lr[.u'\-]
Name / (DI{O

Yogesh Kumar Mehta Atul Kumar
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
+91-1795249300 Fax: +91-1795249310 email: ,

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTr{OrrKAT AHAJrr43A f OTOBOTO IIPOAyI(TA

I'3 Eol tt

Name ofProduct/
HaltrrlenoeaH ue n poayKut{ l,l

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrogaHHoe HaltMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMera3oHa cnoefi ua:a,rrurrfi .no:fioosaHHufi 50 rt,trrho:a

Active Ingredients /
flefi crnyroutl.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper conepxur: geficrnyrculee BeuecrBo: MoMe'ra.soHa Qypoara MoHorI'IApar

51,72 urcr B repecrrere sa Moueragosa dypoar 50,00 urr
Strensth / nou.rnosrca 50 mce/dose / 50 Mmhosa Date of Mfe. / nara nDoLcsoacrBa 07t2023

Dosage form /
JlerapcrsexHaq doprua

Metered-dose nasal spray / CnpeI
ga.ga,r ss uft .no:uoosaHHrril

Date of Exp. / foAeH so 06t2025

Product code / Koa npoayKra sRU030007E04040 I DK Date ofrelease I nara BbtnycKa 17.07.2023

Batch No. / Cepua Jllr 12230652 Qty. Released /
Ko.nuqecrno Bbrny[IeHo

32,9608OT I
tbraronoe

Batch size / Parnrep cepr.rr.r 34,722 BOT / Qrarouon
Mfg.License No. / JIHqeHruq Ha

nnoulRorcrBo (goruen) MNB/10/832

Inspection Lot No. /
PerucrpaunouHsril xoruep aHaJrr.r3a

040000471 152
Mfg. License Date / Jllruexcrs Ha

noonrsorcreo (aata) 30t04t2020

Package size / Ynaroexa 120 Doses I 120 to: GMP Compliance certificateDate I
GMP ceprudurar (Aara) t8t06/2020

Market / Pslsorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudnrcar (soruep)

GMP.
01556/20lrN

Reference Specification No. /
fnsurlQurcauur roroBoro
noorvrra.Ili

sPC-CC-063688 Reference STP No. / Cm.{ }l! STP-CC-
040944

API name / Harnenosanue A<DC
Mometasone Furoate Monohydrate/
Mouera:oua Sypoara MoHorrupar

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

Manufactured bv / [IDorseoarrers Aarti Industries Limited, India / Aapru HnAacrpu: JluunreLI4r,t\us

J\b TESTS / TIOKA3ATEJII,I LIMITS /TPEEOBAHI4^fl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ Eensarrourrfl xJropr.rA

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 (refer to Assay). / Ha xpouarorpaMMe
r,rcnbrTyeMofo pacTBopa AoJrxHbr o6Hapyxl,IBaTbct
[I'TKI'I, NO BPEMEHAM YAEPX},IBAHII'
cooTBeTcTBytou{I4e rII{ KaM f oMoJro roB 6eHsan xo HHq

xJIOpI{Aa Cn u Ctt Ha xpOMaTolpaMMe
craHAaprHoro pacrBopa (cu. pa3Aen
(KonruecrBeHHoe olpeAene Hr.re))).

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. I Ha
xpoMaTorpaMMe I,IcrIbITyeMoro

pacrBopa o6Hapyxl.IBalorct
rl[rKr4, IIO BpeMeHaM

yAepxHBaHH,
cooTBeTcTByrolu[e flIrKaM

roMoJlofoB 6en:arKonl1f
xJIopLIAa Crz vr Crq Ha

xpoMaTor-paMMe cTaHAapTHoro

DACTBODA.

3. PH From 4.30 to 4.90 I Or 4.30.ro 4,90 4.69 t4,69
4. Density / flnorHocrr From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/crra3

1.017 !cm3 I 7,017 rlcu3

5. Viscosity / Bs:rcocrs From 30 to 130 cPs / Or 30 ao 130 clls 46.8 cPs / 46.8 cII:

Prepaye{ By / llo.qroroeun Checked By / [Iponepu.rI Apprqved By / Oao6pnn

Signature / IIoAnucr /Y-, (- N
Date / flara a $ptl w\ ,a nl{9 ts\fi>oYf
Name / OI{O Yogesh Kumar Mehta Atul Kumar Ajay i(umhr Garg

Designation /
[,o.nxuocrr,

Officer-QA Officer-QA Asst. Manager - QA

FCrU/QA0s4/08.00



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

Distt. Solan Himachal Pradesh 173205,lndia
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CERTIFICATE OF ANALYSIS FOR FINISHBD PRODUCT
CEPTI4OI,IKAT AHAJTI43A f OTOBOI O IPOAyKTA

V3OI

Name of Product /
HalrMeHoeaH ue npoayKuuu

MOMAT RINO
MOMA'T PI,{HO

Generic name /
HenareHroeaHHoe HarrMeHoBaH rre

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:o g a cnDeil na.:la,rrur,rfi -lo: q oosaH nufi 5 0 Na xrfu osa

Active Ingredients /
left crayrcutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper coaepxur: ,qeficrnyroutee BeurecrBo: Mouera-aona r[ypoara MoHonlApar
51,72 uxn B repeclrere Ha MoMera3oHa $ypoar 50,00 rurr

Strensth / Jlorunosra 50 mcs/dose / 50 n,rxr/aora Date of Mfe. /.llara npor.rreoacrBa o7/2023
Dosage form /
JleraDcreeHHaq donMa

Metered-dose nasal spray I Cnpei.r
Ha:a,ruHstfi aolHoosaHHutfi

Date of Exp. / foaeH Ao 06t202s

Product code/ Kofl nDorrvKTa sRU030007E04040 I DK Date of releas e I nara BbrrrycKa 17.07.2023

Batch No. / Cepun J\! 122306s2 Qty. Released /
Koruqecrso Bbrny[IeHo

32,9608OT I
6raxoHos

Batch size / Parnep cepuu 34,722 BOT / Qrarouoe
Mfg.License No. / JluueHsuq Ha
nnourRo/rcrgo (so*ren) MNB/10/832

Inspection Lot No. /
PerucrDaunonnsrfi someD aHaJrt,t3a

040000471 152
Mfg. License Date / Jft.rqesrus xa
nnoursoacreo (aara) 30t0412020

Package size / Ynaroerca 120 Doses I 120 toz
GMP Compliance certificateDate I
GMP ceprudlrrar (aara) 18t06t2020

Market / PulHor Russia / Poccraq
GMP Compliance certificate No. /
GMP ceprudurar (uouep)

GMP.
0t 556/20lIN

Reference Specification No. /
CneuuQurauur roroBoro
nnolvrra J\!

sPC-CC-063688 Reference STP No. / CILI J\]
STP-CC-
040944

API name / HaurueHosaHue A@C
Mometasone Furoate Monohydrate/
Moruera:osa Sypoara rraouorraapar

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

Manufactured bv / [Ipoursoarrerr Aarti lndustries Limited, India / Aapru VH1acrpus lluv,pnet, Vr0.us

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

6. Osmolality /
OcNrorqfluHocrr

From 250 to 350 mOsm/Kg
Or 250 Ao 350 r'.rOcna/rr

291 mOsm/Kg
291 naOcrvr/xr

1 Net content / Macca
coAepxr.rMoro oraKoHa

Not less than I 8 g / He ruenee 18 r 18.2g/18,2r

8. Number of deliveries per
container / Kollrqecrno
I()3

Not less than 120 doses (discard the first pumping)
/ He ueuee 120 ao: (ne cvnraa [epBrqHy]o
npoxa.rxy)

168 doses / 168 aos

9. Pump delivery /
Macca A-o:bl 

"
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C/^.r\n: ;'lf i{ip/r\, ^or}--/

Individual dose mass: from 85% to I l5% of the
theoretical dose mass /
Vtt(usu\yanbHa, Macca Ao3br: or 85 % rc 115 o/o

or reoperr4qecKofi Maccbr Ao3br;

Average mass of the dose: from 90oh to llUYo of
the theoretical mass of the dose /
CpenHrr Macca Ao3r,r: or 90 Yo ao I l0 % or
TeoperurrecKoii ruaccu Ao:rr

Minimum / Muuuuyu: 95.2%
Maximum / Maxcuuyu :108.3o/o

Average / Cpeanee: 105.1%

Preparypd By / lloaroronn.l Checked By / Ilponepu.rr Approyed By / Oao6pur

Signature / [IoAnucr ,4-, ---t- N
Date I [ara 1.1 llo'tll,ov) rg r.1ia1 IL ,'1 EP],\
Name / @tr{O Yogesh Kumar Mehta Atul Kumar ajay kutr Garg

Designation /
Ao.nxsocrs

Officer-QA Officer-QA Asst. Manager - QA

FCt\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: .. , r ' , j

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTr4@I4KAT AHAJIT43A f OTOBOI O TIPOAyKTA

4olU I|3 tl

Name of Product /
Ha[rr.reHoeaH r.te n Dofl vKu]r u

MOMAT RINO
MOMAT P},IHO

Generic name /
HenarenrosaHHoe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera,:oua crDefi Ha:a,rrurril .(osuposaHnrrfi 50 uxr/.(osa

Active Ingredients /
[eft crnyrcutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I losa cnper coAepx[T: qeficreyrcutee BetrlecrBo: Mouerasosa Qypoara MoHorl'rapar

51.72 urr B neDecrrere na Molrera:oua tbypoar 50,00 urr
Streneth /.llorHposKa 50 mcg/dose / 50 urrhora Date of Mfe. /,llara npoureoacrBa 07t2023

Dosage form /
JlerancrsenHaq donMa

Metered-dose nasal spray I Crlpeia
Hasa,r r gufi .qogl.tposaHH uf,

Date of Exp. / foaes ao 0612025

Product code / Koa trDo.lvKTa sRU030007E04040 l DK Date of releas e I nara BblnycKa 17.07.2023

Batch No. / Cepur J\! 12230652 Qty. Released /
KoJHqecrso BbtnYUleHo

32,9608OT I
6naronoe

Batch size / Parruep cepuu 34,722 BOT / t[,raroHon
Mfg.License No. / Jluuexu.rq Ha

n Do lr3 Bon crBo (nonr eo)
MNB/t0/832

Inspection Lot No. /
Perucroaur,ronHsrfi Homeo aHaJIu3a

040000471 1 s2
Mfg. License Date / JluqeHsrg Ha

npouleoacrno (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 l.ot
GMP Compliance certificateDate I
GMP ceorudnrcar (aara) 1810612020

Market / Pusox Russia / Poccns
GMP Compliance certificate No. /
GMP ceorudr.rxar (Homep)

GMP-
0 l 556/20lIN

Reference Specification No. /
QnsquQuKaurrs roroBoro
npoavmra J\!

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

API name / HauMeHoeaune A(DC
Mometasone Furoate Monohydrate/
Moneraaosa Qypoara MoHorr4rpar

API Batch No / AIDC cepun Jl!
MFM-
23405(JM-o1)-
002

Manufactured bv / [Ioorssoanreru Aarti Industries Limited. India / Aapru I4n.(acrpug lluunrea, Vl.\us

nb TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pasrr.rep qacrurl

Particles S 10pm in size: Not less than 90o/o
rlacrnu pa3MepoM < 10 rurru - He MeHee 90 70;

Particles < 30pm in size: 100o%
rlacrrru pa3MepoM < 30 naru - 100 %

Particles > 30pm in size: Should be absent
rlacruqrt pa3MepoM > 30 nnrcru - AoJIxHbI
oTcyTcTBoBaTb

100.0% 1100,0%

100.0% I l00,Uyo

Absent / Orcyrcrayrcr

l1 Sedimentation Stability /
CeAnrueuraquoHHar
ycToftqrrBocTb

Not less than 5,min"/ H€ ruenee 5 uzu.
.,'.: .': ' ' t', ,'. '", .:

ti. 
.

Complies /
Cooreercrnyer

Checked By / llposepu.n

Signature / llornucu

lrlt-1)a\9lc-t | )*Y
Yogesh Kumar Mehta
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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: ,.', ; ; r , :. : .,

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJII43A TOTOBO| O IIPOAyKTA

nfol tJ

Name of Product /
HalrruenoeaH lae n poAyKur, u

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuronaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoNaerasoHa cnpeil na:la,rrubrii no3uDosaHnsrfi 50 nrrr/nosa

Active Ingredients /
[efi creyroutlle 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 co.qepxilr: Aeicrnyrculee BeuecrBo: Mouera:oua $ypoara MoHorurpar
5 1,72 urr B repecr{ere Ha Moveta:ona dlypoar 50.00 uxr

Sfrensfh / Ilorunonrce 50 mcg/dose / 50 rurrhosa Date of Mfe. / Aara npoureoAcrBa 07/2023
Dosage form /
JlerancrseHHac 6ooiila

Metered-dose nasal spray / Cnpefi
Ha:ar sH rrft ,uo:rj poeaHH rrfi

Date of Exp. / I-oaeu Ao 06t2025

Product code / Koa rrDoayKra sRU030007E04040 I DK Date of release I llara Bbrnycrca 17.07.2023

Batch No. / Cepr.rr .Il! 12230652 Qty. Released /
Koiruqecrso BLInv[reHo

32,960 BOT I
drnaroson

Batch size / Parnrep cepuu 34,722 BOT / {r:raxonoa
Mfg.License No. / JIHueHruq Ha

nDou3Bo/rcrRo (norren) MNB/10/832

Inspection Lot No. /
Perrcrpaqr,rouuulfi uorrlep aHaJrr.r3a

040000471 r52
Mfg. License Date / Jft.rueHruq ua
nnnutnoncrso (rara) 30t04t2020

Package size / Ynarcosrca 120 Doses I 120 tos
GMP Compliance certificate Date I
GMP ceorraduxar (aara) 1810612020

Market / Puuox Russia / Poccuc GMP Compliance certificate No. /
GMP cenrndrrcar (somen)

GMP-
01556/20lIN

Reference Specification No. /
Cnequ$urauufl roroBoro
NDOAVKTA J\}

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

API name / HarnrenoeaHue A@C
Mometasone Furoate Monohydratei
Mouerasosa t[ypoara vonorr.r4par

API Batch No / A<DC cepr.rn J\!
MFM-
23405(JM-0r)-
002

Manufactured by / IlporreoAr{TeJrb Aarti Industries Limited, India / Aaprra Ir{l:.aacrung Jluuurel. VgAus.

J{b TESTS / IIOKA3ATEJTI,I LIMITS /TPEEOBAHI{g OBSERVATIONS /
PE3YJIbTATbI

12. Impurities / Ilpr.rnrecu

Impurity 8 DM /
Ilpuuecu 8 DM

Impurity DMC /
Ilpuuecu DMC

Impurity D /
Ilpuuecu D

Any individual unspecified
impurity / E,uusuquoil
He r.raeHrr.r(DuulrpoBaHHofi

[prrMecu

Total impurities /
Cyuurr npr4Mecefi

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

Not more than 0.15 Yo / He 6orce 0,15 %6

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

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

Not more than 0.60 Yo I He 6onee 0,60 o/o

,i' ' q,.

0.003%10.003%

Not Detected/ He o6HapyxeHo

0.02%10,020h

0.04%10,040h

0.16% / 0,16%

PrepgfQd By / llosroroau.n Checked By / Ilporepu.rr Approv(d By / Oao6pu"rr

Signature / llognncr f/,, d-
Date I [ara Vt glcll lttv2 trl.1\aJ 1( \d/D'r)E
Name / IDI{O

Yogesh Kumar Mehta Atul Kumar Ajay KJmar'Garg

Designation /
!o.nxHocrs

Officer-QA Officer-QA Asst. 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,lndia
Phone:+9l-1795249300Fax:+91-l795249310email:,'.,:..,:.':'.''l::l'',',,:..

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

6of8/Crp.6ur8I'3

Name of Product /
HauruenoeaH t,te ltpoAyKulrla

MOMAT RINO
MOMATPHHO

Generic name /
HenareHrosaHHoe Har{MeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mou era:oua cnpeft ua:a.nrurr fi roslr po eau nufi 5 0 t'l xr/Ao:ia

Active Ingredients /
[eft croyrcutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper coAepxuT: neilcrnyroulee Be[]ecrBo: Mouera:oua Sypoata MoHorl'l.qpar

51,72 n,trr B repecLrere ua Mouera-:oua 0ypoar 50,00 urr
Streneth / Aosttposrca 50 mcs/dose / 50 uxr/-nora Date of Mfs. / Aara npoureoAcrBa 07t2023

Dosage form /
JlercapcrseHHaq 6opMa

Metered-dose nasal spray / Cnpefi
Ha.gar ss srfi Aorr posaHH stft

Date of Exp. / foaen ao 061202s

Product code / Koa nporYrcTa sRU030007E04040 I DK Date ofrelease I Lara BbrnvcKa 17.07 .2023

Batch No. / Cepnn J\b 12230652 Qty. Released /
KoJur qecrso BbI [YuIeHo

32,9608OT I
rbraKoHoe

Batch size / Parruep cepuu 34,722 BOT / ipnaxoHos
Mfg.License No. / "rluueHruq Ha

nnoulRorrcrBo (soruen) MNB/10/832

Inspection Lot No. /
Perucrnaunonnuil sorren aHaJIu3a

040000471 I 52
Mfg. License Date / Jluues3lrr Ha

nnolrreoacrso (aara) 30t0412020

Package size / Ynarcosra 120 Doses I 120 llz GMP Compliance certificateDate I
GMP ceprudr.rrar (rara) 1810612020

Market / PurHorc Russia / Poccuq
GMP Compliance certificate No. /
GMP cepru0uxar (Honaep)

GMP-
01556/20lIN

Reference Specification No. /
Cneur.rQurauufl roroBoro
nnoavrra Il!

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

API name / HailMeHosaHue A@C
Mometasone Furoate Monohydrate/
Mouera:osa r[ypoara MoHorl4Apar

API Batch No / A@C cepr'rn.l\lt

MFM.
23405(JM-O1)-
002

Manufactured bv / lloouseoaurerr Aarti Industries Limited, India / Aapru klwlacrpuz Jluv,plner,Vw\us

J\b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeqnan
AOCTaBJIfleMaq AO3a U

oAHOpOAHOCTb

trocraBJqeMoft .rlo3br

Not more than 2 of20 doses (10 initial doses and l0 final doses

from 10 vials) can deviate more lhan + 20%o from the average

value and not any dose can deviate more than + 25%o from the
average value. The mean should not exceed + 15 % of label

claim
If 3 to 6 doses deviate more than + 20yo bul not more than +

25Yo,test another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 o% from
the average value, and not any dose can deviate more than
*25o/ofrom the average value. The mean of each determination
should not exceed + 15 yo of label claim.
He 6o,ree 2 uz20 loz (10 uava,uurtx ao: rz l0 xoue'rustx 5o:)
Mor)'T uMerb orKJloHeHI{e or cpeaHero 3Har{eHu, 6o,ree qeu

+20o/o, u HLI OAHa AO3a He AOnxHa nMeTb OTKIIOHeHIie OT

cpeAHero 3HaqeHu, 6oree .{ervr +25o/o Cpeguee 3HaqeHLe He

aoJIxHo npeB6ruaT6 + l5 7o or:aqs,'IeHHoro.
Ec:rn o'r 3 ao 6 ao: HMetor orKroHeuuq 6o,ree qeu +20yo, tto

MeHee qeM + 25 %o, ro ucnbrTbrBztloT cjlea),rou[e 20 Qiraxouos.
He 6oree 6 n: 60 ao3 Morlr IrMErb orK,roHeHue or cpeaHero

3Ha'leHuf 60:ree qen +20 %o, u HH oaHa ao3a He aoJIxHa I'rMeTL

orKJroHeHHe or cpeaHero 3HaqeHH, 6o:ree qeu +25 oh. Cpeauee
3HarreHr.re Kar(Aoro o[pe,4ereH[.ur He AoJrxHo npeBbl[rarb + l5 o%

or 3zurBreHHor-o.

Beg / Hauano:
Minimum / Muutttuytvt: 98.3%
Maximum / Maxcr.rnayrra : | 02.lYo

Mean / CpegHee:100.0%

END / KoHeu:
Minimum / Muuuuyla: 98.0%

Maximum / Maxcutr,tytnl : | 03 .\Yo
Mean / CpeAuee: 100.0%

Prepa redrBy / IIoAroroslrr

r rl-11?'lS l,r1 | )nL)
Atul KumarYogesh Kumar Mehta

Asst. Manager - QAOfficer-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: +9I -1795 249310 email: . r , , :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,TKAT AHAJTI43A f OTOBOIO IPOAyKTA

ol'8 / u3

Name of Product /
HalarrrenoeaHue nDonvKuuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenrogaHHoe HaHMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Monera:oua cnpefi Ha:a,rrHr,rfi .[o:r.rposaHuufi 50 Nlxr/Aosa

Active Ingredients /
[efi crryrcutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper corepxr.rr: geficruyrorqee BeulecrBo: Moueragoua Qypoara MoHol'u.qpar

51.72 urn B nepecqere ua Mouera:roua tblpoar 50,00 urr
Strensth / nosuoosrca 50 mce/dose / 50 Mrcrhosa Date of Mfe. /.llara npoureorcrBa 07t2023

Dosage form /
Jlexapcrnensas 6oprua

Metered-dose nasal spray I Cnpeir
ua:aal,H urfi -nornoosaHH stfi

Date of Exp. / foaeH ao 0612025

Product code / Koa trDo.rrvKTa sRU030007E04040 l DK Date of releas e I nara BbrnYcKa 17.07.2023

Batch No. / Cepur J\! 12230652 Qty. Released /
Ko.nl,lqecrso BbrrrY[leHo

32,9608OT I
6raroHos

Batch size / Parnaep ceplnr 34,722 BOT / SraroHon
Mfg.License No. / Jltlueuruq Ha

nDo u3Bo.acrBo (norvreo) MNB/10/832

Inspection Lot No. /
PerucrDauuoHusrfi souep aHaJru3a

04000047t I 52
Mfg. License Date / Jluuensuq xa
nnonrsoacreo (aara) 30t04t2020

Package size / Ynaxonra 120 Doses I 120 ros
GMP Compliance certificate Date /
GMP cepru0urar (Aara)

18t0612020

Market / PsrHor Russia / Poccilc
GMP Compliance certificate No. /
GMP ceprudnrcar (uoruep)

GMP-
01556/20lIN

Reference Specification No. /
Cneqr.rQurcaqur roroBoro
nnonvrra Ns

sPC-CC-063688 Reference STP No. / C[I,I J$
STP-CC.
040944

API name / HaunaeHonaxue A@C
Mometasone Furoate Monohydrate/
Moueragona Qypoara MoHorurpar

API Batch No / AIDC cepr.rr Jlb

MFM.
23405(JM-or)-
002

Manufactured by / Ilpoursoaurers Aarti Industries Limited, India / Aapru I4n.qacrpug Jluuure+, Idrlg.tts

J\& TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

7-,\
(';,

*.
-rI
\./

-cl /

t4 Microbiological Purity / Mnrpo6noJrorrrqecKas rrrrcrora

Total aerobic microbial
count / O6uee quclo
a3p06Hbrx
Mr4KpOOpraHr,r3MOB

Total yeast and moulds
count / O6uee .{ucro

ApoxxeBbrx r,r rrJlecHeB!,rx

rpu6on

P s eudom onqs aeruginos a

Staphylococcus aureus

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

Not more than 10r cfu per I ml of the product / He
6onee l0rKOE s I rur upenapara

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

Absence per I ml of the product / Orcyrcrerze r I
MJr npenapara

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

Lessthan f Ocft/mUil,i
Meuee l0 KOE/Mii:5\')

,..\j

/'\Y/r!

Absent /

Absent / OT c

15. Assay / KofllrqecrseHHoe onpeAerreHne

a) Mometasone Furoate /
Monera-eoHa 6vooar

From 85,0 o/oro 115,0 %o of the labeled content / Or
85,0 % Ao 115,0 o/o or zatsreEHoro coAepxaHlrf

103.0% I t03,0yo

b) Benzalkonium chloride /
E ensarxo Hr,r.a x;roo u/t

From 80,0 oh to 120,0 %o of the labeled content / Or
80,0 % Ao 120,0 oZ or:arereHHoro coAepxaHl{.,I

96.4% 196,4%

Preppqed By / flogroronu.n Checked By / flponepur Appro' ed By / Oao6pu.n

Signature / [IoAnucr /Vz {r- c l).

Date I [ara I llol l l-t ) I41'11',1-) \6', ,r}DP)>
Name / @HO Yogesh Kumar Mehta Atul Kumar liay ltum'ar Garg

Designation /
[o.nxnocrr

Officer-QA 0fficer-QA Asst. Manager - QA

FCM/QA054/o8.oo
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +9l-17g5 249300 Fax: +9I-I195 249310 email: ..: , ,,,, : . ,.

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII{3A f OTOBOTO IIPOAyKTA

u3UolE

Name of Product /
HaurrrenosaH ue rI poaYKuI,t u

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HaI{MeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monerasoua cnpeii ua:a,rrurt [ 1o:llponauurlfi 5 0 M rr/aoga

Active Ingredients /
feilcrnyrcutue BeulecrBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.'/2 mcg as

calculated for Mometasone Furoate 50.00 mcg
I losa cnper coAepxtlT: leficrayrcuee BeuecrBo: Mouera:osa Qypoata MoHorl4.qpar

5l-72 uxr B reDecr{ere ua Mouera::oua $ypoar 50,00 vxr
Strenpth / nosrposrca 50 mcg/dose / 50 r',rrriAo:a Date of Mfs. /,llara nponrsoacrBa 0712023

Dosage form /
JlerapcraeHHaq OopMa

Metered-dose nasal spray / Cnpefi
ua:alruurfi aolilDoeaHHutil

Date of Exp. / Ioaen ao 06t2025

Product code / Kot npoAYKTa sRU030007E04040 I DK Date of releas e I nara BbInYcKa 17.07.2023

Batch No. / Cepua J\! 12230652 Qty. Released /
Koruqecrno Bbtny[IeHo

32,960BOT I
6raxoHos

Batch size / Parnaep cepnn 34,722 BOT / $:raxouos
Mfg.License No. / JIuueHruq Ha

n DoI{3Bo,ucrBo (noruep)
MNB/r0/832

lnspection Lot No. /
Penrcrnauuonssrfi HoueD aHaru3a

040000471 152
Mfg. License Date / Jluuenrus na

noorlteoacrso (,uara)
3010412020

Package size / Ynarcosrca 120 Doses I 120 llz GMP Compliance certificate Date /
GMP cep'rnduxar (aara)

t8t0612020

Market / Puuox Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprndurcar (nonaep)

GMP-
0 I 556/20lIN

Reference Specification No. /
CnequQr.rraqufl roroBoro
nnoavrra Il!

sPC-CC-063688 Reference STP No. / CIIII Ng
STP-CC.
040944

API name / HaurreHosauue A<DC
Mometasone Furoate Monohydrate/
Molreragoua tbypoara MoHorl4npar

API Batch No / AIDC cepur .Il!
MFM-
23405(JM-0r)-
002

Manufactured bY / [IportsoAurerr Aarti Industries Limited. lndia / Aapru I4s.qacrpne lluuurel,, Vtlu.us

.Itb TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI{' OBSERVATIONS /
PE3YJIbTATbI

16. Package Size / Yuaxonra y polyethylene vial with a dosing device and a

high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
flo 120 Aot cycrreH3r.rr4 eo QlaxoHe u3 rroJ[r3rr.IJleHa BblcoKof flrorHocrl'I c

Ao3rrpyrorUl4M ycrpoilcreon,r il KoInaLIKoM H3 noJrl4srnJleHa.!+ts,%O,:ryRrHocru. flo-l
6naxonv BMecre c uHcrpyKut4efi no MeAilullHcKoMy npuy€uaa@! rl!1945S3P19!x9x:-

Any deviation/Incident/OOS: Non-applicable
Orrc,ronenuq/necooteercrs[q/OOC: He [pIrMeHI'IMo

Declaration of certification: "I hereby certi8r that the above information is authentic and

been manufactured including packaging and quality control at the abovementioned site

reouirements of the local Reeulatory Authority and with the normative document

.i, j! %\
T.* )-- t-\
,^i Cfrn)tt $l
ac{rate. This batchgP,/roduct has

inViifl comnlianco,$fith the G M P

no.\ffi.aoitm9!ld-(Pr-Ru) dt.req Regulatory Authority
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688.Tfie batch processing,

packaging and analysis reviewed and found to be in compliance with GMP."
3arcnrcqeHne o coorBercrBlllr: Hacroflulr.tM [oATBepxAa]o, tITo [peAcraBJleHHat BbllIIe un$oprvrauua ,BJlflerct

gocronepuoft r,r rotrHoft. [auuaa cepnr 6r,ua [por,r3BeAeHa (etr.ltrcuar ynaxonry/uapKlrpoBKy I'I KoHTponb xauecrsa) Ha

y**unrbfi Bbrrxe npou3BoAcrBe;Hoil nnoqaAKe B IIoJIHoM coorBercrBl{u c rpe6oBaHI'IqMH Haanexauefi

hpor."oa.rreHuoil 1parruxra (GMP) rroKilJrbHr,rx perynrrropHbrx opraHoB u rpe6onaurrflMl4 HopMarl'Ianoft Aorytr,IeHraul4l{

fff-XrlOOtZt0)-(Pf-RU) or 23.01.2023 ;.ls pbrHKa Poculr u yrBepxAeHHoil cneul4Quxauuefi Ne SPC-CC-063688.

Ilpororolsr [por,BBoAcrBa, ynaKoBKr,r rr rroKa3areJ[{ KaqecrBa Aanuofi ceputl 6rtlu [poaHirnI43I'IpoBaHbI 11 cAeJIaHo

3aKJrloqeHr,re, qro oHLr coorBercrByror rpe6onauuqNa HaArexauefi [pousroAcrseHHofi llpaxruxn (GMP).

Prepg4ed By / [Ioqroronu.rl Checked By / [Ipoaepu.rI Approyed By / Oao6pn.n

Signature / [IoAnucu H-. 6r
Date i,{ara t/1{lo1 I L.L) r?1.1\11 rgtrXlAD
Name / @lIO Yogesh Kumar Mehta Atul Kumar llay kuJar Garg

Designation /
[o.nxnocrs

Officer-QA Officer-QA Asst. Manager - QA

00


