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CERTIFICATE OF
CEPTI,I(DI,IKAT

ANALYSIS FOR FINISHED PRODUCT
AHAJII43A TOTOBOI O TIPOAyKTA

P lof8/Cro.lurE

Name of Product /
HalanreHosaHLte n poayKqu ]I

MOMAT RINO

Generic name /
HenaresronaHHoe HaIlMeHoBaHue

Mometasone Metered-dose Nasal Spray 5U mcg/dose
tr r^.,a-oonrro nnnai-r uoao nrulr; tr^aunnR2Hsr,rfi 50 lrxr/-uOga

Active Ingredients /
flefi crayrcutue BeulecrBa

I dose of the spray contains: Actlve lngredlent: Nlometasonc ruIUatE rvrurrurrJur

calculated for Mometasone Furoate 50.00 mcg

I nosa cnper coaepxllr: leficrryrouee BeulecrBo: Mouera:osa Sypoara MoHorl4Apar

51.72 urcr B nepecr{ere sa Movera-roua Qypoar 50,00 uxr 
,

Strensth / norunoeKa 50 mcg/dose / 50 vnr/aora Date of Mfe. /.llara nPoursoAqg4 0712023

Dosage form /
JIercaDcreeHHaq OoPMa

Metered-dose nasal spray / CnPefi

sa:a.rsttulil ao:uposaHHstil
Date of Exp. / I-oAeu Ao 0612025

Product code / Koa nPoAYKTa sRrJ030007E04040 I DK Date ofrelease I lata BbrnycKa 17.07.2023

Batch No. / CePun Jl! 12230656
Qty. Released /
Korn.{ecreo Bbrnyu(eHo

32,160 BOT /
6raroHos

Batch size / ParmeP cePnu 34,'722 BOT / $naronou
Mfg.License No. / JIuuenrus ua
nnon3Bo-trcrBo (gonaep)

MNB/10/832

Inspection Lot No. /
PenacrnauuoHuulfi HorvIeD aHaJrIr3a

04000047 I 673
Mfg. License Date / JluueHruq xa

nnot,tssoacrso (aara)
30t0412020

Package size / YnaKoera 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP cepru$urcar (aara)- 18t0612020

Market / PsIHorc Russia / Pocots
GMP Compliance certificate No. /
GMP ceprn$urar (nomeP)

GMP-
01556/20/lN

Reference Specilication No. /
Cnequ0urcaufis roroBoro
noorvrta J\t

sPC-CC-063688 Reference STP No. / Cm'I J\!
STP-CC-
040944

API name / HanrueuosaHr're A<DC
Mometasone Furoate MonohYdrate/
Monera,:oua dlypoara MoHorl'upar

API Batch No / AIDC cePua J\i
MFM-
23405(JM-01)-
002

Manufactured bv / llpoussoAl{rerrb Aarti Industries Limited, India / Aapt 'Lll4Yusrc[pM3JlxMMtr

OBSERVATIONS /
PE3YJTbTATbI

LIMTTS / TPEEOBAHI,I'TESTS / TIOKA3ATEJII,I

Off-white thick susPension of
non-transparent consistencY. /
floqru 6eloro UBeTa

Herlpo3paqHoft xoscucreHuu]r

Wlite to "ff white thick suspension of
semitransparent to non-transparent consistency. /

Or 6eloro Ao noqrll 6eloro uBera or
noJryrrpo3paqsofi Ao He[po3par{Hofi roscucresuuu

f cYcneH3l4r.

Description / Onucarure

Identification l[/.tes

peak in the chromatogram of
sample PreParation corresponds

to the retention time of the main

peak in the chromatogram of
standard preparation / BPeua
yAepxlIBaHI4JI OCHOBHOTo [I{Ka

Ha xpoMaTorpaMMe

r4crrblTyeMofo pacrBopa

cooTBeTCTByeT BpeMeHI4

yAepxI,IBaHI4f, OCHOBHOIO III4Ka

Ha xpoMarorpaMMe

The retention time of the main

chromatogram of sample preparation should

corresponds to the retention time of the main peak

in the chromatogram of standard preparation (refer

to Assay). / Bpeur yAepxI'IBaHI'L ocHoBHoro nI4Ka

Ha xpoMarorpaMMe I{C[bITyeMolo pacTBopa

AOJIXHO COOTBeTCTBOBaTb BpeMeHU yAepxllBaHufl

ocHoBHoro nI,IKa Ha XpoMaTorpaMMe CTaHAapTHoro

pacrBopa (crur. pa3Aen <<Korr'tqectseHHoe

onpe4eleune>).

the retention time of the main peak in thea) Mometasone Furoate /
MoNrerasoua QYPoar

Prepape{ By / llogroroeu,'t Checked By / IIPoeePnl Approvld By / Oao6Pu"tr

Signature / [Io,qnuct ru_ J- 0:
Date / Aara agp-l ILL) \:1"t lt1 $\o7ll)2
Name / @I{O Yogesh Kumar Mehta Atul Kumar alay xJmafl Garg

Designation /
!,orxuocru

Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPtI4OI,IKAT AHAJII,I3A f OTOBOTO IPOAyKTA

ui tlof

Name of Product /
Hal,trileuoeaH r,re tr poayKuutl

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHIre

Mometasone Metered-dose Nasal Spray 50 mcgidose

Mouera:oua cnpefi ua:artsrli no:HpoeaHssIil 50 Mrr/nosa

Active Ingredients /
[efi crnyroutue 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 corepxur: .qeficrayroulee BeulecrBo: Morr'terasoHa r[ypoara MoHorlzapar

51.72 urn B nepecqere ua Monaeralosa Sypoar 50,00 urr
Strensth / -llosnoosxa 50 mcg/dose / 50 vrr/aora Date of Mfe. /,ll,a'ra npoilssoAcrBa 07t2023

Dosage form /
JlerapcrseHHaq 6opDra

Metered-dose nasal spray I Cnpert
ga:a.nrnsril noeuposaHusrfi

Date of Exp. / foaen ao 06t2025

Product code / Koa nporyKra sRU030007E04040 r DK Date of release I llara BbrnYcKa 17.07.2023

Batch No. / Cepnn J\! 12230656 Qty. Released /
Ito.[u qecrso BbI nYuIeHo

32,160 BOT /
rbiraxoHos

Batch size / Parnaep cepuu 34,722 BOT / QnaxoHos
Mfg.License No. / Jluuenrnq lra
n Dorr3BoacrBo (sorrr ep)

MNB/10/832

Inspection Lot No. /
PerucrDauuosurrfi Honep aHaJIu3a

040000471673
Mfg. License Date / Jluueu3lts Ha

npournoAcrso (aara)
30t0412020

Package size / YnarosKa 120 Doses I 120 toz
GMP Compliance certificateDate I
GMP ceprudurcat (aara)

18106/2020

Market / PurHor Russia / Poccur
GMP Compliance certificate No. /
GMP cepruduxar (nomep)

GMP-
01556/20lrN

Reference Specilication No. /
CneuuQurcaqur roroBoro
nnoavrcra.ili

sPC-CC-063688 Reference STP No. / Cru'I .ltl!
STP-CC-
040944

API name / Hann.renosaHlre A(DC
Mometasone Furoate Monohydrate/
Monaeragosa Qypoara MoHonlulpar

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

Man ufactured by / Ilpor.rssoaurers Aarti Industries Limited. India / Aapru HHAacrpug llvv.urel, Vuz.us

J\b TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHI,Ifl OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ EensarxoHrrfl xJroptrA

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
r,rcnbrryeMoro pacrBopa AoJIxHbI o6HapyxuBaTbc,
rrr4r(r{, tlo BpeMeHaM yAepxI,IBaHI'If

cooTBeTcTByloxII4e nr,lKaM roMoJloloB 6eusalxosnx
xJloplr,(a Co u Ctt Ha xPoMaToIPaMMe

craHAaprHoro pacrBopa (cu. pa3Aen

(KoluqecrBeHHoe oflpe,AeneHLre>).

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
xpoMaTofpaMMe ucrIbITyeMofo
pacrBopa o6Hapyx[Balorc,
nr,rKr,r, IIo BpeMeHaM

yAepxLIBaHI,Ifl

coorBercrBylou[e II{KaM
roMoJroloB 6eusalronul
xJIopLIAa Co u Cru Ha

xpoMarorpaMMe craHAaprHolo

DACTBODA.

3. pH _Y/61mry/ From 4.30 to 4.90 I Or 4,30 Ao 4,90 4.68 /4,68
4- Density / llnornocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/or3
1.017 !cm3 I 7,017 rlcu3

5. Viscositv / Bcsrcocrs From 30 to 130 cPs / Or 30 ao 130 cfls 48.7 cPs I 48,7 ctlz

Prepared-By / [IoAroroeHfl Checked $y / flponeptr.n Approved By / Oao6pu.rI

Signature / [Ioanucr /y O- ry
Date I [ara vl Nlo.) | ?-v= t? 1.11,t- ttlo\llpf L>

Name / <Dtr{O Yogesh Kumar Mehta Atul Kumar llay KuLnar/Garg

Designation /
,(o.nxHocrs

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

Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795249300 Fax: +91-1795249310 email: , , . , :, : ,

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTtrTOUKAT AHAJIT{3A TOTOBOIO TIPOAyKTA

rl3ofE

Name of Product /
HauMeHoaaHue npoAyKuIrr.l

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenareHroeaHHoe HaHMeHoBaH14e

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mol,rera:ona cnpeil na:aarHrlfi Ao:upoeaHnrrfi 50 t'lrr/aosa

Active Ingredients /
fiefi crayrouttte BeurecrBa

t Oose of tne spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper coAepxlir: leficrsyroulee BelrlecrBo: Mor,rtera:oua Sypoara MoHon{'[par

51.72 rrrrr B flepecrrere ua Mouerasoua t[ypoar 50,00 uxr
Strensth / nosunosra 50 mcs/dose / 50 uxr/ao:a Date of Mfe. /.Ilara npolrseoacrBa 0712023

Dosage form /
-Ilercencrsessac 6onMa

Metered-dose nasal spray I Cnpei,r

Ha:alusuril ro:upouauHstil
Date of Exp. / foaeu ao 06t2025

Product code / Koa nDoavrTa sRU030007804040 I DK Date of releas e I Aara Bbtrlycra 17.07.2023

Batch No. / Cepur J\! 12230656
Qty. Released /
KoJuqecrno BblnvtueHo

32,160 BOT /
6raroHos

Batch size / Parnaep cepun 34,722 BOT i Snar<onos
Mfg.License No. / JIuueHruq Ha

n nor,r3 Botr crBo (nou ep)
MNB/t0/832

Inspection Lot No. /
Perucroauuougslfi somep aHaJru3a

04000047 I 673
Mfg. License Date / Jlr'ruenrus ua

nnonqeoncreo (aara) 3010412020

Package size / Vnarcosxa 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceprudr.r rcar (rara)

t8t06t2020

Market / Ptrsor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudurar (uoueP)

GMP-
01556/20lrN

Reference Specification No. /
CnequQurauuq roroBoro
nnonvrra }lb

sPC-CC-063688 Reference STP No. / Cru'I Jlb
STP-CC.
040944

API name / HaunreHoaaHue AOC
Mometasone Furoate MonohYdrate/
Moneragoua Sypoara MoHorLLIIpar

API Batch No / A@C cePr'rn Jl!
MFM.
23405(JM-O1)-
002

Manufactured bv / llpo[reoAureJrs Aarti Industries Limited, India / Aapru kluryacrpus lluv,urer,, Vtutus

J\& TESTS / fIOKA3ATEJII4 LIMITS /TPEEOBAHI4fl OBSERVATTONS /
PE3YJIbTATbI

6. Osmolality /
Ocnro.nqll snocru

From 250 to 350 mosm/Kg
Or 250 ao 350 r'tOctr/xr

292mOsm/Kg
292 v.Ocv./xr

1 Net content / Macca
coAepxr{Moro Qlarcona

Not less than l8 g / He ueHee l8 r l8.2gll8,2r

8. Number of deliveries per
container / Kofl n.recrso
AO3

Not less than 120 doses (discard the first pumping)

/ He rueuee 120 aos (ne c'rurat [epB[tIHyIo
upoxauxy)

169 doses I 169 tos

9. Pump delivery /
Macca aorsl

Individual dose mass: from 85%o to I 15% of the

theoretical dose mass /
l4ul'utsu\yanbHa, Macca Ao3bI: or 85 oh lo 115 Yo

or reoperl,IqecKofi Maccbl Ao3LI;

Average mass of the dose: from 90%oto 110% of
the theoretical mass of the dose /
Cpe4uaaMaccaAo3bI: or90ohao 110 %or 

i

Teoperr{rrecKoii Maccbl Ao3bI i

Minimum / MuHr,rrr,tYrra: 94.4Yo

Maximum / MaxcuuYt',t : I 08.0%
Average / Cpeanee: 105.3%

rl i t" 'i r..,, . \.
- ,.-.i i\:.

(xt')'t

(r ,

(rJ' 
,

,(1 ,'

." -"'./

4en ,aco)

Prepared $y / lloaroronu.n Checked By / flponePul Appro*d By / Oao6pur

Signature / Iloanucs /y- *- ry
Date I 4zra "lglo-tlt >> \?l'1\Ll rslo?PxD
Name / OI{O Yogesh Kumar Mehta Atul Kumar Ajay lkum6r Garg

Designation /
florxHocrr

Officer-QA Officer-QA Asst. Manager - QA



q*-*nmareE<
.\ ncri' u*i' Iirr r rr:ry vrrlrl

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1195249300 Fax:+91-1795249310 email: ,. : ;,,. : .": . I

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI,IKAT AHAJITT3A TOTOBOTO IPOAyKTA

Pase 4 of8 / Cro. 4 ut 8

Name of Product /
HaurueHosaHue nDoavKuurl

MOMAT RINO
MOMAT PHI'IO

Generic name /
HenarenroeaHHoe Har{MeHoBaHrle

Mometasone Metered-dose Nasal Spray 50 mcgidose
Mouera:oua cnpefi Ha:a,rlnufi .[ogr.rpogauuslfi 50 Mrr/aosa

Active Ingredients /
[efi crnyrcutue BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gosa cnper coaepxuT: leficruyrollee Ber[ecrBo: Mouera-:oHa Qypoara MoHorI,IApar

51.72 nrr B nepecLrere sa Moueraaoua dypoar 50,00 urr
Strength / Aosrposrca 50 mcddose / 50 Mr<r/aosa Date of Mfs. / nara nooureolrcrBa 07t2023

Dosage form /
JIercaocreeHHaq dooMa

Metered-dose nasal spray I Cnpei.r

na:aarHrtil ao:r,rposaHHrrfi
Date of Exp. / foaen Ao 061202s

Product code / Koa nDorrvKra sRU030007E04040 I DK Date ofrelease I l\ara BbrnYcrca 17.07.2023

Batch No. / Cepun.l\! 122306s6 Qty. Released /
Ko.nr.r qec,reo BLrnvt-treHo

32,160 BOT I
0:raroHoe

Batch size / Pasruep cepuu 34,722 BOT / Q,rarouon
Mfg.License No. / JIuueHrnq Ha

nno[3BorrcrBo (soueo) MNB/t0/832

Inspection Lot No. /
Perncrpaquonnuil uorrep aHaJrr.r3a

0400004't1673
Mfg. License Date / Jluueguq Ha
nnoursoncrso (nat.a'l 3010412020

Package size / YnarosKa 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceoruduxar (aara) 1810612020

Market / Pursorc Russia / Poccilq
GMP Compliance certificate No. /
GMP cenruduxar (uoruep)

GMP.
01556/20lIN

Reference Specification No. /
CneuuQurcaqur roroBoro
NDO,UYKTA.IE

sPC-CC-063688 Reference STP No. / Cru,I JA
STP-CC-
040944

API name / HaNMeuoeauue AIDC
Mometasone Furoate Monohydrate/
Mouera-goua ipypoara MoHornrpar

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

Manufactured by / llpor.rseoallrers Aarti Industries Limited. India / Aaprr.r Vtttacrpvtg Jltrv,utet. Vruus

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

10. Particle size /
Paruep qacrrru

Particles < lOpm in size: Not less than90Yo
rlacrlru pa3MepoM < 10 rurclr - He ueuee 90 %o;

Particles 5 30pm in size: 100%
rlacruu pa3MepoM < 30 nrrru - 100 %

Particles > 30pm in size: Should be absent
rlacrl|qsr pa3MepoM > 30 rrxr}r - AonxHbl
orcyTcTBoBaTb

100.0% I t00,Uyo

100.0% /100,00h

Absent / Orcyrcrnyrcr

ll Sedimentation Stability /
CeAunrenraquoHHaq
ycrorqHBocrb

Not less than 5 min / He rr,resee 5 uuu.

:, ' .'|

-yjst

Complies /
Coornercrnyer

w.lldtT\law/

PreparedrBy / [I oaroroeu,.r Checked By / Ilponepn.n Approvtd By / Oao6pu.rr

Signature / IIoAnucu /y -, <- N
Date I fiara a tf or I L.r-) I'e l"'1 l'tl 'g\67ldpt'>
Name/ @tr{O Yogesh Kumar Mehta Atul Kumar Ajay Kulnar'Garg

Designation /
fl,o.nxxocru

Officer-QA OIficer-QA Asst. Manager - QA

FCI\.4/QA054/08.00
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Clenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +9t-17952493t0 email: : : :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A f OTOBO| O TIPOAyKTA

Name of Product /
Har.rNreH oaaH r.re n no,,rvKnu tr

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenroeaHHoe HauMeHoBaHI{€

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oHa cnpefi ua:a,rrHuil AosupogaHHr,rfi 50 rr.rxr/aora

Active Ingredients /
[efi 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 aosa cnpeq coaepxr4T: geficreyrculee BeulecrBo: Mouera-:oua t[ypoara MoHol r4apal
51,72 urc B nepecqere Ha Mouera:osa tbypoar 50,00 uxr

Strensth / norunonma 50 mcg/dose / 50 narcrhoga Date of Mfq. / Aara nporreoAcrBa 0712023
Dosage form /
JlercapcrseHuaq dopMa

Metered-dose nasal spray / Cnpefi
Ha:a,tsHrrfi Io:upogaHuslfi Date of Exp. / fosen qo 06t202s

Product code / Koa [DonvKTa sRU030007804040 I DK Date of release I Lara B[,r[vcKa 17.07.2023

Batch No. / Cepur Jlt 122306s6 Qty. Released /
Koruqecreo Bbrnv[reHo

32,160 BOT /
6raronog

Batch size / Parmep cepuu 34,722 BOT / Qrar<ouon
Mfg.License No. / JIuueHruq Ha

npolr3BoAcrBo (Honr eo)
MNB/10/832

Inspection Lot No. /
PerucrpaunouHulfi uouep aHaJrla3a

040000471673 Mfg. License Date / JlurleHsus sa
npoursoacreo (aara) 3010412020

Package size / Ynarconrca 120 Doses I 120 Ns GMP Compliance certificate Date /
GMP ceprudurcar (aara) t810612020

Market / Punor Russia / Poccrq GMP Compliance certificate No. /
GMP ceprudurar (uouep)

GMP.
01556/20/IN

Reference Specification No. /
CneuuQnxauufl roroBoro
nooavrra.llb

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

API name / Hau[reHoeaHue A@C
Mometasone Furoate Monohydrate/
Mouera-:oua Qypoara rr.rouoruapar

API Batch No / A@C cepua Jlb

MFM-
23405(JM-01)
002

Manufactured by / IlporssoaureJrr Aarti Industries Limited, India / Aaprn I4Hracrpr4 s Jluuurer, Vurus
J\b TESTS / IIOKA3ATENI,I LIMITS / TPEEOBAHI4q OBSERVATIONS /

PE3YJIbTATbI
12. lmpurities / Ilpurvreclr

Impurity 8 DM /
Ilpuuecu 8 DM

lmpurity DMC /
flpurvrecu DMC

Impurity D /
flpurraecu D

Any individual unspecifi ed
impurity I E1u*r*r,tuoit
HE IIAEHTI4O V IIHPOBAHHOT

IIpr.rMecr.r

Total impurities /
Cyuuu rrpraMecefi

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

Not more than 0.15 oh I He 6onee 0,15 %

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

Not more than 0.20 Yo I He 6orce 0-20 %o

Not more than 0.60 Yo / He 6orce 0,60 %o, ., Li .. j
, :.- i 'r.'".r:!

Not Detected/ He o6Hapyxeuo

Not Detected/ He o6uapyxeuo

0.01%10,01%

0.04%10,04yo

0.16% 10.16%

q*M,,,?/

'Q@'*
Prepare{,$y / [Iogroroen.n Checked By / flporepn.n Approved [y / Oao6pr.r.n

Signature / lloqnr.rcs /Y- d- d
Date I [ara l9lolltoL) llFl lnl \t lr{}PY>
Name / @I{O Yogesh Kumar Mehta Atul Kumar Ajay Kunlar Carg

Designation /

.{o.nxnocrs
Officer-QA Officer-QA Asst. Manager - QA

FCIVI/QA054/08.00



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

Distt. Solan Himachal Pradesh 173205.lndia

qflmftmap}< Phone: +91-179s 249300 Fax: +91-179s 249310 email: ', : , I - ,,

,\ ;41, 1i;2f iir a tci.,nrld

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@r4KAT AHAJrr43A TOTOBOIO IPOAyKTA

Name ofProduct/
Hal,trrrenosaH r,re n poayKuHu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoNaerasoHa cnpeE Ha-ra,rursrfr goslrponaunufi 50 urr/aosa

Active Ingredients /
{efi crnyroutre BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 4ora cnper coAepxlrr: leficrnyrcl1ee BerlecrBo: MouerasoHa r[ypoara MoHoruApar
51,72 rtrcr B nepecqere ua Molrera:osa Sypoar 50,00 urr

Strensth /.llosunonra 50 mcg/dose / 50 narrhosa Date of Mfs. / nara noolrrsotrcrBa 0712023
Dosage form /
JlerapcrsenHaq doprua

Metered-dose nasal spray I Cnpeir
sa:aluHsrfi no:!rnosaHuufi

Date of Exp. / foaen ao 0612025

Product code / Koa rrooavKTa sRU030007E04040 I DK Date of release I nara BbrnycKa 17.07.2023

Batch No. / Cepnn Jl! 12230656 Qty. Released /
Korll.{ecreo BbrrrvtrreHo

32,160 BOT /
draroHos

Batch size / Pasnrep cepuu 34,722 BOT / gnaxoHon Mfg.License No. / JIrueHslrq Ha
noorr3BoacrBo (Houen) MNB/10/832

Inspection Lot No. /
Perucrpaquousrrfi uomep aHaJrr.t3a

040000471673 Mfg. License Date / Jluuex3r.rfl Ha

nnournoacreo (aara) 30/04t2020

Package size / Ynarcosrca 120 Doses I 120 toz
GMP Compliance certificate Date I
GMP ceprndr.rrar (aara) t8/06t2020

Market / Psrnor Russia / Pocclls GMP Compliance certificate No. /
GMP ceprrdurar (uorrep)

GMP-
0 l 556/20lIN

Reference Specification No. /
Cnequ$nrcaqnq roroBoro
rIDO.IIYKTA J{}

sPC-CC-063688 Reference STP No. / C[[I .l&
STP-CC-
040944

API name / HarilreHosaHue A@C
Mometasone Furoate Monohydrate/
Morraeralosa tlypoara MoHorlrApar

API Batch No / A@C cepun Jl!
MFM-
23405(JM-0r)-
002

Manufactu red bv / llnoureorr{TeJrb Aani Industries Limited. lndia / Aaoru I4naacrnug llul,z.uren. Vstus

J\& TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Iq OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpegnna
AOCTaBrqeMAfl ilO3A Lt

oAHopoAHocTb
aocTaBJrfleMofi no3bt

Not more lhan2 of 20 doses (10 initial doses and l0 final doses
from l0 vials) can deviate more than + 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
lf 3 to 6 doses deviate more than + 2}ohbut not more than +
25Yo,test another 20 vials.
Not more than 6 of60 doses can deviate more than + 20 % 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 + l5 % oflabel claim.
He 6oree 2 uz20 a.oz (10 navalsurrx ao: u l0 roHeuusrx ao:)
Morlr HMer6 orKroHeHr4e or cpelHefo 3HaqeHH, 6olee qerr.r

+20yo, u Hl.l OAHa .[O3a He AOnxHa HMeTb oTKJIoHeHHe oT
cpeAHero 3HaqeHH, 6oree .reN.r +25yo. CpeAHee 3HaqeHue He

.4OJrxHo nDeBbrrlaTb * l5 7o or :aqereHHom.

Beg / Haua.no:
Minimum / MuHuuyrr,r: 93.4%
Maximum / Maxcuruyrr,t : I 05.5%
Mean /CpesHee:100.0%

END / KoHeu:
Minimum / Muuur,,ryu: 97.9%
Maximum / Maxcnrrayu i 1 0l .9Yo

Mean lCpegnee: 100.0%

Eclu or 3 ao 6 aos uMercT orx;roHesu-r 6olee qeu +20%o, go
MeHee qeM + 25 o/o, ro uc[LrTbtBilroT cnea],routrae 20 Slaxouoa.
He 6o.nee 6 rar 60 ao3 Mory"r rrMsrr, oruoHeHue or cpeaHero
3HaqeHur 6oree qeN., r 20 yo, u HH o.4Ha .4o3a He aolxHa [MeTb
oruoHeHtie or cpelHero 3Har{eHH, 6olee qelr +25 o/o. Cpegaee
3HaqeHHe Kaxaoro ofipe.ueneHr.rlt He aojDr(Ho flpeBslrxarb + 15 7o
OT 3A-f BJIEHHOfO

Preparefl,{y / [IoIroroaur Checked By / flponepn.n Approv{ By / Oao6pu.n
Signature / IIoAnucr /Y-. (-r M
Date I [ara | 8l o-t | Z-us lf trr\n-1 r(\g?hp&
Name / @I{O Yogesh Kumar Mehta Atul Kumar Ajay Kulnal Garg

Designation /
norxsocrs

Officer-QA Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00



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

Distt. Solan Himachal Pradesh 173205-lndia

qlenmean[* Phone: +91-179s249300 Fax:+91-l795249310email: -r : : :: ,: ,r r,.,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CBPTr4Or4KAT AHAJrlr3A f OTOBOI O rrpOAyKTA

rr3of
Name of Product /
HalrrrleHosaH ue n DolrvKuu H

MOMAT RINO
MOMAT PI4HO

Generic name /
Henarenrosa HHoe HaI4 MeHoBaHr{e

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:oua cnpefi nata,rsHtrfi nosriposaHxsl[ 50 MKr/aosa

Active Ingredients /
[eft crayroutr.re BerrlecrBa

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 co.uepxur: 4eficrnyrcu1ee BerrlecrBo: MoMerasoHa rfypoara MoHorrlApar
51,72 rraxr B nepecqere ua MouerasoHa abypoar 50.00 lrrr

Sfrenpth / Ilolanoaxa 50 mcg/dose / 50 n,rrcr/aoga Date of Mfe. / Aara npoursoacrBa 07t2023
Dosage form /
JleraocrseHHas 6onnaa

Metered-dose nasal spray I Cnpei
na3a,rruufi IoglrposaHlrrtfi

Date of Exp. / IoAen Ao 06t2025

Product code / Koa nDoayKra sRU030007E04040 I DK Date of release I Ilara BbrnvcKa 17.07.2023

Batch No. / Cepr.rr.I& 12230656 Qty. Released /
Koruqecreo BbrrryureHo

32,160 BOT /
6raroHos

Batch size / Parmep cepur.r 34,722 BOT / Qnaronon
Mfg.License No. / Jluqesrus na
n nor{iBo/rcrgo (nouen) MNB/r0/832

Inspection Lot No. /
Perucrpaur.roxuufi Honaep aH Jtv?a

040000471673
Mfg. License Date / Jluuenrrq Ha
nnournoncrno (nnre) 30t04t2020

Package size / Ynarcoerca 120 Doses / 120 z.os
GMP Compliance certificateDate I
GMP ceorlrdurcar (aara) 18t0612020

Market / Psrsor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprndurcar (somep)

GMP-
01556/20/rN

Reference Specification No. /
CneulrQlr raqlls roroBoro
npoayrcra.l{}

sPC-CC-063688 Reference STP No. / C[I,I Jl!
STP-CC-
040944

API name / HarrrenoeaHue A<DC
Mometasone Furoate Monohydrate/
MorraeragoHa Sypoara uoHorugpar

API Batch No / A<DC cepua .l\!
MFM-
23405(JM-01)-
002

Manufactured bv / IIoolrssoarrrefl s Aarti Industries Limited, India / Aapru I4Hlacrprs Iluuurel.Vultrs

J\b TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI4{ OBSERVATIONS /
PE3YJIbTATbI

t4 Microbiological Purity / Mnrcpo6uonorrrrecKaq qrrcrora

Total aerobic microbial
count / Ooulee qucno

a3po6Hbrx
Mr,rKpoopfaHr43MoB

Total yeast and moulds
count / O6uee qucno

ApoxxeBbrx r,r rrJrecHeBbrx

rpu6oB

P s eudomonas aeruginos q

St ap lry lo co c cus au r eu s

Not more than 102 cfu per lml of the product / He
6onee 102 KOE s 1 lrl npenapara

Not more than l0r cfu per I ml of the product / He
6onee l0lKOE s I ul npenapara

Absence per 1 ml ofthe product / Orcyrcrrue n I
Mn flpenapara

Absence per I ml ofthe product / Orcyrcreue n I
Mn npe[apara

Less than l0 cftr/ml /
Meuee l0 KOE/rrar

._r{- 
-': -. .-

Lessthan fOcffii/,;'''' -
MeHee l0 l(O.Q/NriI t.

i,l
Absent / Orc\i

Absent / Orc

15. Assay / KorlrqecrseHHoe o[peAeJreHlle

a) Mometasone Furoate /
Mouera-soua dvooar

From 85,0 %o to 115,0 Yo of the labeled content / Or
85,0o/o Ao 115,0 %o or sasgleHHoro coAepxaHll

103.1% / t03,tyo

b) Benzalkonium chloride /
EeHgaaxonuq x;roDrrn

From 80,0 Yo to 120,0 Yo of the labeled content / Or
80,0 % Ao 120,0 %o or sassreHHoro coAepxaHrfi

l0l.4Yo / 101,4%

T]

tl

PreparadlBv / lloAroroelur Checked By / llponepur Approve{ By / Oao6pu.n
Signature / [IoAnucr /v-, a^'
Date I [a"ra lkl01 lt*l I y r"'r lt1 t<LloTlNY>
Name / IDI{O

Yogesh Kumar Mehta Atul Kumar Ajay Kurhar'Garg

Designation /
{o.rxHocrr

Officer-QA Officer-QA Asst. Manager - QA

54108.00
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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 2493 10 email: : ,. , ,. : ' :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOflKAT AHAJII,I3A IOTOBOTO IPOAYKTA

ofE / t{3

Name of Product /
HaurvrenoaaH r,re n poayKurlr.l

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenarenrosaHHoe HauMeHoBaHl,le

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Monera,:osa clpeil uagarsnsril noguDoeaHnuft 50 urr/ao:a

Active lngredients /
flefi 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 .uosa cnper coaepxilT: 4eficrnyroutee Be[IecrBo: MoMerasoHa Sypoata MoHort4rpar
5 1,72 uxr B repecrrere ua Molrerarosa tbypoar 50,00 :r.trr

Strensth / nosuooera 50 mcg/dose / 50 Mxr/aosa Date of Mfs. / nara npournoncrBa 07t2023

Dosage form /
JlercapcrnenHaq 6oprua

Metered-dose nasal spray / Cnpefi
Ha:a,r sHr,rfi lo:uoosaHHr,rfi

Date of Exp. / foAeu ao 06/2025

Product code / Koa nDonvKTa sRU030007E040401 DK Date ofrelease I Aara BbInYcKa 17.07.2023

Batch No. / Cepua J\! 122306s6 Qty. Released /
Ko.nrrqecrso BbrnvureHo

32,160 BOT I
drlaxonos

Batch size / Parnaep cepr.ru 34,722 BOT / t[,raroHon
Mfg.License No. / JIuueHrus ua
nnorl3BoncrBo (nonreo) MNB/10/832

Inspection Lot No. /
PerucrpauuouHurfi sonaep aHaru3a

040000471673
Mfg. License Date / JluueHruq Ha

nnouqnoncrno (nara) 30t0412020

Package size / Ynarosra 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceorudurcar (aa'ra) 18t06t2020

Market / Pursorc Russia / Poccilq
GMP Compliance certificate No. /
GMP ceorr.rdurcar (Horr,reo)

GMP-
0 I 556/20lIN

Reference Specification No. /
CnequQr,rraqrrfl roroBoro
nnoavrra.Il!

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

API name / Har.rMenosaHue A<DC
Mometasone Furoate Monohydrate/
Mouera-:oHa Qypoara MoHorr.Lqpar

API Batch No / AIDC cepun Jlb

MFM.
23405(JM-0r)-
002

Manufactured by / llporrsoaurefls Aarti lndustries Limited, India / Aapru klnnaerpuz Jluuuret, Vurus

J\} TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,Lfl OBSERVATIONS /
PE3YJIbTATbI

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

high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
llo 120 ao: cycfleH3rrr.r Bo abnaKoHe r43 noJrr43Tr,rJrena ertcoxgE-rlJlerHocrl'I c

Ao3r4pyloruhM ycrpoiicrBoM 14 KonnaqKoM H3 noJlr,r3ruJreHa eurgx6ip,rcrgg,p\no t

draroHy BMecre c r,lHcrpyKur4eil no ueAuquHcKoMy npuMeHebfi{o.d riaure xapfoAuofi.
(i
IJAny deviation/Incident/OOS: Non-applicable

Orrcfl oHenuq/necooreercreuq/OOC : He npr,rMeHr.rMo iP *,)q E{l %il'")
:e\This batch o

requirements of the local Regulatory Authority and with the normative document no. JIII-J,{b(00t7tO).€f-nq dt.
23.01.2023 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."
3arc.nrc.renue o coorBercrBrrr{: HacroflurrzM noATBepxAaro, qro npeAcraBneHHa, BbIIIIe nH$opnaaqua ,Brtercq
4ocroaepnofi u rorrHofi. flauuar cepur 6rua nporr3BeAeHa (nxnrouar ynaxonxy/nrapKr.rpoBKy 14 KoHTponb xauecraa) na

yrasaunofi Bbr[re flpor,r3BoAcrBennofi nnoulaAKe B rroJrHoM coorBercrB]ru c rpe6onaHurtvru HaAlexaulefi
flpoureo4crrenHofi flpaxrurn (GMP) ,'roK.rJr[,Hbtx perynrropHbrx opmHoB t,r rpe6oBaHnflMr{ HopMarusHofi AorylaeHraul'Irl
nII-Xb(001710)-(Pf-RU) or 23.01.2023 urs pr,rHKa Poccun rr yrBepxAessoit cnequQuxauuefi Ne SPC-CC-063688.

llpororo.nrr npor,r3BoAcrBa, ylaKoBxu rr noxa3areJrr,r KaqecrBa AaHHofi cepun 6rrlu [poaHiuIr.I3I4poBaH6I I,I cAeJIaHo

3aKJrroqeHrre, qro ogr,r coorBercrByror rpe6onauuqNa HaArexauef llpor.r3BoAcrnenuoft flparruxu (GMP).

Prepa rgd\By / [I oAroroeur Checked By / llponepur Ap provedlBy / Oao6plr.n

Signature / [IoAnlrcu ,/Y-, (r .F,
Date I nara "t|)o-tIt u> RFllnj tvlo4N>>
Name / <DtrIO Yogesh Kumar Mehta Atul Kumar Ajay Kunfiar'Garg

Designation /
[o.rxHocrr

Officer-QA Officer-QA Asst. Manager - QA

FCI\,I/QA054/08.00


