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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJILI3A TOTOBOTO IPOIyKTA

u3ofE

Name of Product /
HaumenosaHue nDo.trYKuutl

MOMATRINO
MOMATPHHO

Generic name /
HenareHroeaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMcra3ona cnoefi na:artrssrft logr,roosasurrfi 50 urrr/ao:a

Active Ingredients /
fieftcrnyrcuue BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
1 Aora cnper coaepxlrr: AeficrByrouee BeuecrBo: MorrrsrasoHa $ypoam MoHorullpar
5 1.72 urr B neDecqere sa Mousra:oua dvooa, 50.00 urr

Strength //lorunonra 50 mcs/dose / 50 rvrmhora Date of Mfs. / nara noouraorcrBa 06t2023

Dosage form /
-If erencrneHrrcs rhonire

Metered-dose nasal spray I Cnpeir
uataarurrfi .{osr.rDosaHH urfi

Date of Exp. / foAen Ao 05/2025

Product code / Koa npoAyrcra sRU030007E04040 r DK Date of release I lfara BbrnYcrca 17.07.2023

Batch No. / Cepua J\!r 12230631 Qty. Released /
Koruqecrso BHnvuIeHo

32,640B,0T /
ihraronon

Batch size / Paruep cepuu 34,722 BOT / t[rarouon Mfg.License No. / JlrueHsus Ha

nnor,r1no/rcrgo (gouen) MNB/10/832

Inspection Lot No. /
Perucrnauuonnrrfi norreo aHaJrlt3a

040000470959
Mfg. License Date / Jluues3us Ha
nnournnncrno /nerel 3010412020

Package size / YnaKosra 120 Doses I 120 l.os
GMP Compliance certificate Date I
GMP ceprn6nrcar (Aara) t8t06t2020

Market / PsIHor Russia / Poccur
GMP Compliance certificate No. /
GMP cepru0urar (nouep)

GMP-
01556/20lrN

Reference Specification No. /
CnequSurau[fl roroBoro
nooavrra J{!

sPC-CC-063688 Reference STP No. / CIIII.ll! STP.CC-
040944

API name / HauMenosague A@C
Mometasone Furoate Monohydrate/
Moucra:oua r[]poara MoHonrgpar

API Batch No /A@C cep*ra J\!r

MFM.
2340s(JM-01)-
002

Manufactured by / llpoucsoAlrreur Aarti Industries Limited" India/ Aaprr IlmacrT,us Jluuwet,I4true

OBSERVATIONS i
PE3YJIbTATbI

LIMITS /TPEEOBAHI4tr

Off-white thick suspension of
non-transparent consistency. /
floqua 6eroro IIBera
He[po3parlHofi roncracren[nu

Description / Onncasue White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6enoro ao [oqrr,r 6enoro LEera or
norynpo3parrHoft Ao Henpo3parrHofi roncr,rcrenuuu

IdenfiIication /
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 / Bpeur
y,u,epxrIBaHl4f, ocHoBHOrO nI4Ka

Ha xpoMaTorpaMMe

LICIIbITyeMOTO paCTBoPa

cooTBeTcrByeT BpeMeHLI

yAepXIIBaHI4, OCHOBHOIO nLIKa

rm xpoMaTorpaMMe

a) Mometasone Furoate /
MolrerasoHa 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). / Bperrrr yAepxI4BaHI4, ocHoBHoro rLIKa

HA XpOMaTOrpaMMe ncflblTyeMofo pacrBopa

AOJTXHO COOTBeTgTBOBaTb BpeMeHu yAepXI,IBaHI4'

ocHoBHoro nr4Ka Ha xpoMaTorpaMMe cTaH,{aprHofo
pacTBopa (cu. pa3AeJI (Korl,rqecrBeHHoe

oupegelerue>).

do"%t
tf)"g

Prepa red,8y / [Ioaroro suJr Checked By / Ilpoaepu.n Approved By / Oao6pu.n

Signature / [IoAnucu I -I- n1
Date / [ara %y\ o1 \ tat ) -v6 Lq\n-3 t%v*lM>e
Name / IDIIO Yogesh Kumar Mehta Atul Kumar {aykumar Garg

Designation /
!,o.nxnocru

Officer-QA OIIicer-QA Asst Manager - QA

FCIWQA054/08.oo
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GIen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil:

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
C EPTI,I O I,IKAT AHAJII,I3 A I OT O B O f O IIP OA)rKTA

2of8 I 2 ur.8

Name of Product /
Ha raMeHosaH ue tl oo-trYKIru u

MOMATRINO
MOMATPHHO

Generic name /
HenarenrosaHHoe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMgrasoHa cnpefi sa:aarurrfi nosrrDosannrrft 50 NIrcrhosa

Active Ingredients /
leficrnyrcque BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ro:a cnper coAepxltr: AeftcrBylouee BeulesrBo: Moruera.:ona ip)?ozma Mouol-t{.&par

5 I "72 rurcr B nepecqere ua Mousraroua tbypoa'r 50'00 rrlrr
Streneth /.lloruposra 50 mcs/dose / 50 nar<rhoga Date of Mfe. / nara npoursoacrBa 06D023

Dosage form /
Jlercancraesnaq 6onna

Metered-dose nasal spray / Cnpefi
nagarurufi rosuDoaaHHuft

Date of Exp. / foaeH ao 0st2025

Product code / Koa nDo,rIyKTa sRU030007E04040 I DK Date of releas e I Ilara BbtnvcKa t7.07.2023

Batch No. / Cepr.ra J\!r 12230631 Qty. Released /
Koirraqectso BblnvureHo

32,64080T /
6raroHos

Batch size / Parnep cepuu 34,722 BOT / tpaarouor
Mfg.License No. / JluqenrIaq Ha

noolr3Bo-trgrBo (gomeo) MNB/10/832

Inspection Lot No. /
PerucroanraoHnufi Horreo aH nul 040000470959

Mfg. License Date / Jlruensrg Ha

nnnr,nnoncrgo (aa'ra) 3010412020

Package size / Ynaroslca 120 Doses / 120 tos
GMP Compliance certificate Date /
GMP ceprndurcar (aara) t8/06t2020

Market / PsrHor Russia / Poccus
GMP Compliance certificate No. /
GMP cenrudurar (uomep)

GMP.
015s6/20/tN

Reference Specification No. /
CneuuQnraqlrs roroBoro
nooaYtcra Ng

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

API name / Haramenosasue A@C
Mometasone Furoate Monohydrate/
MoNlsrasoHa $ypoara MoHort4rpar

API Batch No / AIDC cepur J\!
MFM-
23405(JM-01)-
002

Manufactured bv / llnollrso]rr,rreJrb Aarti Industries Limited" India / Aapru Irlglacraus Jluuvnet,Ilgruc

Il! TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHI4fl OBSERVATIONS/
PE3YJIbTATbI

b) Benzalkonium chloride
/ EeHsa.nnou[s xJIop[rA

/N%\'d- q,

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

and Cra in the chromatogram of the standard
solution (refer to Assay). / Ha xpouarorpaMMe

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,IcnblTyeMofo

pacrBopa o6napytNunatorcx
frHKI,I, nO BpeMeHaM

yAepxI,rBaHI,L

coorBeTcTByrcrrlHe nI4KaM

ToMoJIOTOB 6ensa:lxoHug
xJIopI,IAa Co U Cru Ha

xpoMaTorpaMMe craH,[apTHoro
DACTBODA.

r.rcrrbrryeMofo pacrBopa AoJrxHbI o6napyxuraEcx
ttvKl,j, IIo BpeMeHaM yAepxI4BaHI,L

cooTBeTcTByrouue nr,rKaM f oMoJIoroB 6engalro uur
xJtopl,rAa Cv u Crq Ha xpoMarorpaMMe
craH,[aprHoro pacrBopa (cu. pa3,{eJl

(Korr,rqecrBeHnoe o[peAeJreHue>).

3. oH From 4.30 to 4.90 / Or 4,30 ao 4,90 4.63 /4,63
4. Density / fhorsocrr From 0.950 to 1.050 glcm3 I

Or 0.950 ao 1.050 r/cru3

I .0 18 g/cm3 / I ,0 I 8 r/cn3

5. Viscosity / Bsrrocrr From 30 to 130 cPs / Or 30 ao 130 cfl: 43.4 cPs I 43,4 cns

Preparg{By / IloArorosrar Checked By / flporepu.n Approved By / Oao6pu.l

Signature / [IoAnucs N_-- x
Date / !,ar:a \fi\ot\ t^u) t5b1\1--\ IE orl)o)&
Name/ @[IO Yogesh Kumar Mehta Atul Kumar {ay kumar carg

Designation /
flo.nxnocrr

Oflicer-QA Ofricer-QA Asst Manager - QA

FC}WQA054/08.00
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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:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJrlr3A f OTOBOTO [POnrrKTA

u3ot

Name of Product /
HaumeHosaHue nDo.lrvKul{u

MOMATRINO
MOMATPHHO

Generic name /
HenarenronaHHoe HaI{MeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoN{srasoHa cnpefi Hasa,'IrHr,Ifi rosupoBaHnuft 5 0 Na rr/Aosa

Active Ingredients /
lefi crryrcurue 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 coAepxur: geficrnyrculee BelqesrBo: Monasra:osa ipypoa, a uononlApar
51"72 vxr g neDecqere sa Mousrasoua tbypoar: 50,00 rurcr

Streneth /.Ilosrposra 50 mce/dose / 50 Nmr/aosa Date of Mfs. / llara nooussoacrBa 06/2023

Dosage form /
JlerancrsesHas 6onMa

Metered-dose nasal spray I Cnpeir
Hasar rrr rrfi notlrDosaHx srfi

Date of Exp. / foaes ao 0512025

Product code / Koa npoAyKTa sRU030007E04040 I DK Date of release I llara BbInYcKa 17.07.2023

Batch No. / Cepua JIE t2230631 Qty. Released /
Ko.nuqecrgo BbtflvureHo

32,6408OT /
ibraxoson

Batch size / Pa3Mep cepun 34,722 BOT li[aarouor Mfg.License No. / Jlnueurrq Ha

nDo[3BoncrBo (nomen) MNB/10/832

Inspection Lot No. /
Perucroauuosnuft xomeD agaJr[3a

040000470959
Mfg. License Date / JIuueHBuq Ha

nno rarso-rrcrso (lara) 30t04t2020

Package size / Ynaroara 120 Doses / 120 glos
GMP Compliance certificate Date /
GMP cenrudurcar (aara) t8to62020

Market / Punorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorudurar (uonep)

GMP-
01556/20lIN

Reference Specification No. /
CneunQurcauuq roroBoro
rrDonvKra Jlil

SPC-CC-063688 Reference STP No. / CIIII J\t
STP-CC.
040944

API name / HaumeHonanue AIDC
Mometasone Furoate Monohydrate/
Mol,reraeoHa t[ypoara Monor]rrpar

API Batch No / A@C cepnn J\ir

MFM-
2340s(JM-o1)-
002

Manufactured bv / llnoursoaurenu Aarti Industries Limited. India / Aapru llrg.tacrons lluuure[' I"lurus

OBSERVATIONS/
PE3YJIbTATbI

LIMITS /TPEEOBAHI4'TESTS /IIOKA3ATEJII4

292mOsm/Kg
292uOctrlrc

From 250 to 350 mOsm/Kg
Or 250 Ao 350 uOcna/xr

Not less than l8 g / He rraenee 18 r 18.l g/ l8,l rNet content / Macca
coAep)Kr{ Moro Q.ua noua

168 doses / 168 ao:Not less than 120 doses (discard the first pumping)
/ He uenee 120 ao: (He cuuraa repB[quylo
npoxaury)

Number of deliveries per
container / Kor[.recrso
A03

Minimum / MraHnuyrra: 93.8Yo

Maximum / Marc nyu:|O8.3Yo
Average / Cpe4tee: 102.8%

Pump delivery /
Macca Aogur

Individual dose mass: from 85% to 115% of the
theoretical dose mass /
l{uautuayastbHrur Macca Ao3Lr: or 85 % lo ll5 Yo

or reoperlrqecKofi Maccbl Ao3bI;

Average mass of the dose: from 90Yo to l10o/o of
the theoretical mass of the dose /
Cpeanra Macca Ao3br: or 90 Yoao 1 l0 % or
Teoperl,Frecrof Maccbl Ao3br

6,6*%
*-{o

3% A,'^\'F,

PreparedrBv / lloarororu.n Checked By / [tponepu.n Approved By / Oao6pn.n

Signature / IloAnucr M-. (- { V
Date I fiara U/t 9l o't \ LL) \g trlLa-q \b o? hP>S
Name / O}IO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
!,orxnocru

Officer-QA Oflicer-QA AssL 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: +91-1795249300Fax:+91-1795249310 email: -i,:ir r.,r ' r iroi.trl ' .r,i il-l i

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII,I3A IOTOBOIO IPOIyKTA

4of 4v3
Name ofProduct/
HanmeHoaaulre nDo.trvKurru

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenrosaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mou sra:oua cnpefi sa-:a,rrsHfi nosr4poBaHnrrfi 5 0 trd Kr/,4osa

Active Ingredients /
flefi crnyrcutue BerqecrBa

I dose of the spray contains: Active ingredienl Mometasone Furoate Monohydrate 51.72 mcgas
calculated for Mometasone Furoate 50.00 mcg
I go:a cnper coAepxrtT: aeftcrsyrcuee BeulesrBo: Motrlsra.gosa rpypoam Mouon Apar
51.72 urr B neDectrere Ha Moiaera3oHa iblnoar:50.00 urr

Streneth /.Ilorrposrca 50 mcs/dose / 50 lrrrhora Date of Mfs. / -llara noofirsolrcrBa 06/2023

Dosage form /
Jleraocrsennaq dooMa

Metered-dose nasal spray / Cnpefi
Ha.ga.nru srfi Ao:HposaHH rrfi Date ofExp. / FoAeH Ao 0512025

Product code / Koa nDo.rrvKra sRU030007E04040 I DK Date of releas e I Ilara BbrrIYcKa 17.07.2023

Batch No. / Cepua J\! 12230631 Qty. Released /
Ko.nuqecrno BbInYIueHo

32,6408OT /
6raronos

Batch size / Parmep cepur.r 34,722 BOT /t[,rarouon
Mfg.License No. / "lluqeHruq Ha

trDorr3BorrcrBo (Honep) MNB/10/832

Inspection Lot No. /
PerncroauuoHnstft norren aHaJruta

040000470959
Mfg. License Date / Jlnueu3r,tr Ha

nnoraesolcrao (lara) 30/04/2020

Package size / Vnarcosrca 120 Doses I 120 l'os
GMP Compliance certificateDate I
GMP ceorudurar (aara) 18t06n020

Market / Pusorc Russia / Poccuq
GMP Compliance certificate No. /
GMP cenrudnrar (sonep)

GMP-
01556/20lIN

Reference Specification No. /
CnequQuraqur roroBoro
nponvrcra.l\E

SPC-CC-063688 Reference STP No. / CnI4 J\&
STP-CC.
040944

API name / HaunenonaHue A@C
Mometasone Furoate Monohydrate/
Movvra.sona r[ypoara MoHorlupar

API Batch No / AOC cepur.Illt
MFM-
2340s(JM-or)-
002

Manufactured bv / llnorseorrr{TeJrb Aarti Industries Limited. India / Aamu V:g.tacrr,uz Jluuvnet, Ilr:p,us

OBSERVATIONS/
PE3YJIbTATbI

LIMITS / TPEEOBAHI,I,g

100.0% /100,0Yo

100.0% 1100,lyo

Absent / Orcyrcrayor

Particle size /
Parrrep qacrrru

Particles < 1Opm in size: Not less than90%o
rlacruq pa3MepoM < 10 nru - He uesee 90 oZ;

Particles < 30pm in size: 100%
rlacruu pa3MepoM < 30 uru - 100 Yo

Particles > 30pm in size: Should be absent
r{acruqu pa3MepoM > 30 rrrrr -.{oJrxHbI
oTcyTcTBoBaTb

Not less than 5 min / He uenee 5 uzH.Sedimentation Stability /
CeAuneuraqrroHHar
ycrofiuunocrs .

Preparediv / [Ioaroro sr4n Checked By / flponepu.tt Approved By / Oao6pu.tr

Signature / [IoAnucr fi{-' /y
Date I [ara tglo 1 l t-uz \ab1,I-l 'c 

loeilapA
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Ajly Klmar Garg

Designation /
flolxnocru

Officer-QA Officer-QA AssL Manager - QA

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

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795249300Fax:.+91-1795249310 email: .' ir,)r i, . ri ,iirr .,

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

5of8/ 5ur8
Name of Product /
Haurrenonag ue nDolrvKut{tt

MOMAT RINO
MOMATPI4HO

Generic name /
HenareHro gaHHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoueT a:oHa cnoefi HasanrHuft noguooBaHHrtfi 50 Mrcr/aosa

Active lngredients /
{eft crnyrcurne BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Ao:a cnpea coAepxr4T: Aeficrsyrcuee BelqesrBo: Mousra:oua r[ypoata MoHon,qpar
51.72 Mr<r s neDecqere sa Mouera:ona tblpoar 50,00 urr

Streneth / no:unoarca 50 mce/dose / 50 vr<r/ao:a Date of Mfe. /,Ilara npoussoAcrga o6/2023

Dosage form /
JlercancrseHHac 6onMa

Metered-dose nasal spray /Cnpett
nasanrHltfi .nogl4oo gaHH uft

Date of Exp. / foaes ao 05D025

Product code / Koa npoayrcra sRU030007E040401DK Date of releas e I llara BbrnYcKa 17.07.2023

Batch No. / Cepun Jllr 12230631 Qty. Released /
Ko.nuqecrao BHnvruego

32,64080T I
drnaronon

Batch size / Pasrvrep cepuu 34,722 BOT / $narouor
Mfg.License No. / Jluqenrus na
nnor,fiRorrcrBo (nouen) MNB/10/832

Inspection Lot No. /
Perucrnaur.lonnsrfi Homen aHarrt3a

040000470959
Mfg. License Date / Jluueu3rs Ha
nnnmnonmno (nara) 30t04/2020

Package size / Ynaronrca 120 Doses / 120 aos
GMP Compliance certificateDate I
GMP ceprudlrrcar (aara) 18/06/2020

Market / Punorc Russia / Poccnq
GMP Comptiance certificate No. /
GMP cepru6urcar (sorvrep)

GMP-
01556/20lrN

Reference Specification No. /
CnequQnrau[s roroBoro
nooavrra Jt&

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

API name / HaumenosaHue A@C
Mometasone Furoate Monohydrate/
Morraeraroua t[ypoara MoHorruIpar

API Batch No / A@C cepr.rr J\ir

MFM.
23405(JM-ol)-
002

Manufactured bv / floournorurqnr Aarti Industries Limited, India / Aapra Llqracrpug Iluvpneq, lItlp,us

Jt! TESTS /IIOKA3ATEJIU LIMITS /TPEEOBAHI4fl OBSERVATIONS/
PE3YJIbTATbI

12. Impurities / Ilpnuecn
Impurity 8 DM /
Ilprurecu 8 DM

Impurity DMC /
Ilpruecu DMC

Impurity D /
Ilpuuecu D

Any individual unspecified
impurity lEgluuw*roir
Her.rAeHTr,ribuul4poBaHHo ft
IIpI4MeCLI

Total impurities /
Cynauur rrp]rMecefi

^

Not more than 0.15 o/o / He 6oree 0,15 7o

Not more than 0.15 Yo /He 6onee 0,15 oZ

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

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

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

0.003o/o/0.003%

Below LOQ iHraxe IIKO

0.01o/o/ 0,0lYo

0.04%/0,04yo

0.14% / 0,t4yo

,"i i\
/' $'"
\. tl

"r/rG)r' frl\" '(

k".1f

'r1 \(t) I

F
-al /

;'97

Prepdled By / lloAroroeu.n Checked. By / llpoeepu.n Apprfived By / Oao6prr.n

Signature / [Io4nucr /w., ) P
Date I Lara -r ts\ o 1\ 1,ou) \ 3l"1le-j 6\ozl?ow
Name / @lIO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
fl,o.nxnocru

Officer-QA Officer-QA AssL Manager - QA

00



Glenma rk pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia

qgefn*mamk Phone: +91-1795249300 Fax:+91-1795249310 email: -1,-'rrr r i r,'r,r ,,; ',,: .,,:r l
Anervwa'rirraqervsodd 

.ERTTFICATE oF ANAL''IS FoR FINISHED *R0DUCT
CEPTI,IOIKAT AHAJIIT3A TOTOBOIO TIPOAYKTA

ofE / CrD.6 I{3

Name of Product /
HauueHonanue nDolrvKttllu

MOMATRTNO
MOMATPI4HO

Generic name /
HenatenroaaHHoe HalrMeHoBaHr.re

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoN{srasoHa cnDefi ua-samsufi .uosr,rDoBauHrrfi 5 0 n4 rr/aosa

Active Ingredients /
!,eft crnyroune BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnper co.qepxr,rr:.4eficrsyouee Bel{esrBo: Mousra-:oua $lpoara MoHorl4Apar

5 1.72 rurr B neDecqere Ha MoMsrasoHa 6vpoar 50"00 urr
Strensth /.lloruposra 50 mce/dose / 50 r.,rrrhosa Date of Mfg. / ,llara nporcsoAcrBa 06D023
Dosage form /
JleraocrseHgaq 6opma

Metered-dose nasal spray / Cnpefi
uasalrurtfi roguDoaaHHr,rfi

Date ofExp. / foaeH ao 051202s

Product code / Koa [DorrvKTa sRU030007E04040 l DK Date of release I Ilara BbrnYcKa 17.07.2023

Batch No. / Cepua Jl! t223063t Qty. Released /
Ko.lrlrqeclso BbInvtueuo

32,64080T I
6raxonos

Batch size / Parruep cepura 34,722 BOT / Qnarconoa
Mfg.License No. / JlrqeHrrc Ha

nDou3BorrsrBo (noueo) MNB/10/832

Inspection Lot No. /
Perucrnauuonnsrfi nomen aHaJIlr3a

040000470959
Mfg. License Date / Jlrueuuq Ha

nnoursoncrno (nara) 30/04/2020

Package size / YnarosKa 120 Doses I 120 llos
GMP Compliance certificate Date /
GMP ceorudurcar (aara) t810612020

Market / PurHorc Russia / Poccras
GMP Compliance certificate No. /
GMP ceorudurcar (nouep)

GMP-
01556/20lN

Reference Specilication No. /
CneuuQraraqufl roroBoro
nno-nvrra.Il!

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

API name / Ha[Menosanue A(DC
Mometasone Furoate Monohydrate/
MouerasoHa Qypoara MoHonrApar

API Batch No / AIDC cepran JIir

MFM-
23405(JM-o1)-
002

Manufactured bv / llpoureoaureru Aarti Industries Limited, India / Aaprr Llnracrpug Jluuvnet, Ilnl'vts

J\t TESTS / TIOKA3ATEJIU LIMITS / TPEEOBAHI4fl OBSERVATIONS /
PE3YJIbTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeguaa
AOCraBJrfleMAfl AO}A V

oAHOpOAHOCTb

,IIOCTABIIfl CMOfi .{O3bI

Not more than 2 of20 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% from the
average value. The mean should not exceed + 15 % of label
claim
If 3 to 6 doses deviate more than + 20zo but not more than +
25%o,tesl another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 7o from
the average value, and not any dose can deviate more than
+25Yo from the average value. The mean of each determination
should not exceed + l5 % oflabel claim.
He 6o.nee 2 w 20 lios ( 10 Havamunx aos 14 10 KoHeqHbIx ao3)
Moryr aMerb orKltoHeHne m cpeaHero 3HaqeHl,rt 6olee qett
t20yo, vt HI,r OAHa .I,O3a He AOJDKHa nMeTb OTKIOHeHI4e OT

cpeAHero 3HaqeHr.u 6oree ,reM *25o/o. Cpewee 3Haqenl.te He

AOJDKHO [peBHrXarb+ 15 %o Or:arSreHHOrO.
Eclu or 3 ao 6 ao: nMeror orKJroHeuur 6olee qeu +20oh, tto
MeHee qeM *25 Yo,'to HcnbrrbrBaror cJreayroulr,re 20 $larouon.
He 6oaee 6 uz 60 ao3 Moryr uMerb orKloHeHue or cpeAneto
3HaqeH[.f, 6oaee qeN,t +20 yo, vt Ht-r oaHa ao3a He aoJD(Ha rrMerb
orKlroHenne or cpeaHero 3HaqeH[, 6oree qeM + 25 %. CpeAHee

3HaqeHlae Kalr(Aoro onpereJreH[, He AoJDKHo npesmuarr + 15 %o

oT 3atB.]IeHHOr0.

Beg / Hava.no:
Minimum / Mnuuuytu: 95.5%
Maximum / Maxcmryu : I 04.6Yo

Mean / Cpeanee:100.0%

END / Koueu:
Minimum / Mznnrrayu: 90.5%
Maximum / Marcuruyu :l 09.2Yo

Mean / CpesHee: 100.0%

Prepared By / lloarotosur Checked By / Ilporepu.n Apptroved By / Oao6pu.n

Signature / [IoAnucr /Y- I k
Date / [ara "l g lu 1l t^L) , qre'llnJ r(\oRlbPl>
Name / @I,IO Yogesh Kumar Mehta Atul Kumar ajJy KLmar Garg

Designation /
,(,o;rxnocrr

Officer-QA OIficer-QA AssL Manager - QA

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

Distt. Solan Himachal Pradesh 173205, lndia

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrro[KAT AHAJTI,I3A IOTOBOIO IPOAyKTA

7of8/ 7 ut8
Name of Product /
HanMenosaH r.re n poayKut{u

MOMAT RINO
MOMATPI,IHO

Generic name /
HenareH'rosaHHoe HanMeHoBaHrre

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Morrlcra3ona cnpefi Ha-sanrHutil Aosr4posannuft 5 0 v rr/aora

Active Ingredients /
fieficrnyrcune BeuresrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,[ora cnpea coAepxur: leficrnyrouqee BeulecrBo: MoMsra3oHa rfypoara MoHoru,(par

51,72 uxr B nepecqere ua Morugra.:oua $ypoat 50,00 urr
Strensth / -Ilosunosra 50 mcey'dose / 50 Mrr/aosa Date of Mfe. / Aara npoltssoAcrBa 06/2023

Dosage form /
JleraocrseHHas 6opma

Metered-dose nasal spray I Cnpefi
Hasanrurtfi -no:uoogaHur,lil

Date of Exp. / foaen Ao 0st2025

Product code / Koa npoaYrsra sRU030007E04040 r DK Dateof releasel llara BbIrYcKa 17.07.2023

Batch No. / Cepua J\!r 12230631 Qty. Released /
Koruqecrso BbrnYuleHo

32,64080T I
rbraxoHos

Batch size / Pa3Mep ceprr 34,722 BOT / SnaroHon
Mfg.License No. / Jluqensuq Ha

nnolf3RorrcrBo (gorren) MNB/10/832

Inspection Lot No. /
Peructpauuonusrfi nomep aHaJru3a

040000470959
Mfg. License Date / Jluuent!{r Ha

noo[rsoacrso (aara) 30/04t2020

Package size / Ynarosrca 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceorndurar (aara) t8/06/2020

Market / Punorc Russia / Poccus
GMP Compliance certificate No. /
GMP ceoruduxar (uomeo)

GMP-
01556/20lIN

Reference Specification No. /
CneuuQurauufl roroBoro
nooavrra.l\E

SPC-CC-063688 Reference STP No. / C[I{ J\!
STP.CC-
040944

API name / HarnenosaHue A@C
Mometasone Furoate Monohydrate/
Mortr era:ona $ypoara MoHoru.[par

API Batch No / AIDC cepua .ltlir

MFM.
23405(JM-01)-
002

Manufactured by / IlpoursoAr,rreJrb Aarti Industries Limited" India / Aapru Iyl.unacmuz Jluvvrre!' Llsrus

OBSERVATIONS /
PE3YJIbTATbI

LIMITS /TPEEOBAHI4'TESTS / TIOKA3ATEJI}I

Microbiological Purity / Murcpo6uo.norrr{ecKar qrcrora

Not more than 102 cfu per lml of the product / He
6olee 102 KOE s I Mr upenapara

Not more than l0r cfu per I ml of the product / He
6olee l0r KOE s I ran npenapara

Absence per I ml of the product / Orcyrcraue r I
MJr rrpe[apaTa

Absence per I ml of the product / Orcyrcraue a I
MJr [pe[apara

Less than 10 cfi:/ml /
Mesee 10 KOE/ul

d,tl nt
-v

Less than l0 cfi:/tifl /
M;;i, KdET"it .f-\ Yr,?"

\-4,\rr'r\,
Absent I ot yt.t"y"\'ft.'^'^'

Absent / Otcyrcrnyer

Total aerobic microbial
count / O6Uee .rlrcro
aepo6nrx
MrrKpoopraHr{3MoB

Total yeast and moulds
count / O6uee qucro

ApoxxeBblx I4 IrJIecHeBbIx

rpu6oa

Ps eudomonas aeruginos a

St ap lty I o co c cu s aur eus

Assay / Kofl nqecraeHHoe o[peAeJreH[re

101.2% I l0l,2yoa) Mometasone Furoate / From 85.0 % to 1 1 5,0 Yo of the labeled content / Or
85,0oh ao 115,0 oZ oT saf,sreHHoro

97.7% I 97,7yoFrom 80,0 Yoto 120,0 % of the labeled content / or
Yo no 120.0 o/o or :asueHnoro

b) Benzalkonium chloride /

PreparefllBy / [IoArorosuJt Checked By / [Iporepu.n Approved By / Oao6ptt.tt

Signature / IloAnncr I /., M
Date I Lara (/

|lo"tl t u) 1$ts1\41 $\o%apY>
Namel @LIO Yogesh Kumar Mehta Atul Kumar AjayKu#ar Garg

Designation /
flo.nxHocru

Officer-QA Officer-QA Asst Manager - QA

FCIWQA054/08.00
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A ncv wav ltor a res, uorlci

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: il,.'ri,r,L ! i,')\,i';l',':t,l lr'', ,t.r

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTTIOI,IKAT AHAJItrr3A TOTOBOTO IIPOAyKTA

Ir3ol

Name of Product /
Hailnrenosau tle rroo,(yKuuu

MOMAT RINO
MOMATPHHO

Generic name /
HenareHrosaHHoe HarrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMerasoHa cnpefi sa:amuLrfi AosupoBaHsrr[ 50 urr/.[o:a

Active Ingredients /
.(eft crayrcuue BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qo:a cnper coAepxr.rr: Aeficrnyrouee BeIIIecrBo: Mougra:oua Qypoara MoHorx,upar

51.72 r'arr B reDecqere ua MoN4flasoHa ibl,troa'r 50,00 urr
Strenoth / -llorunosra 50 mce/dose / 50 uxr/aora Date of Mfg. / .llara nporraoacrBa 06/2023

Dosage form /
JlerapcrseHnas doprra

Metered-dose nasal spray / Cnpefi
nasanrHrrfi aosnoosarrnrrfi

Date of Exp. / foAeH Ao 05D025

Product code / Koa nDorYrcra sRU03 0007E04040 I DK Date of releas e I Ilara BbrnYcKa 17.07.2023

Batch No. / Cepur llr 12230631 Qty. Released /
Koruqecrso BbtrIYIueHo

32,64080T I
dr naronon

Batch size / Parrvrep cepuu 34,722 BOT / t[aaronor
Mfg.License No. / Jhaueucrq Ha

nDougBo.rcrBo (Houep) MNB/10/832

Inspection Lot No. /
Perucrpauuonnufi nomep aHaJIu3a

040000470959
Mfg. License Date /Jluues3lrt Ha

nnoussolcreo (aara) 30t04t2020

Package size / Ynaroera 120 Doses I 120 rot GMP Compliance certificate Date /
GMP cenrudurcar (aara) t810612020

Market / PuHorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceprudurar (Homep)

GMP-
01556/20iIN

Reference Specification No. /
Cneuu0urcaulrq roroBoro
nooavrra J\!r

SPC-CC-063688 Reference STP No. / CIII4 JI!
STP-CC-
040944

API name / Ha[MeHosanue AIDC
Mometasone Furoate Monohydrate/
Monera:ona t[ypoara MoHonrApar

API Batch No / AIDC cepur IIE

MFM-
23405(JM-01)-
002

Manufactured by / llpou:soar.rre.tlr Aarti Industries Limited. India / Aamu I4nAasrpus Jluuurel' Vl:rus

J\t TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHI4fl OBSERVATIONS i
PE3YJIbTATbI

16. Package Size / Ynarosra 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. /
flo 120 tos cyc[eH3l,ru Bo (braKoHe !I3 [onrzgTI4JIeHa BblcoKofi uorHocrn c

Ao3}rpyou.tr,tM ycrpoficrBoM il KorraqKoM \g.#mmqa BblcoKofi rnorHocrl,I. flo 1

dlarouy BMecre c HHcrDyKlprefi no rraelul2$i$&MYttd&rqDHeurro B raqKe KaproHHofi.

Any deviation/IncidenVOOS: Nor
OrKiIoHeHIaq,/HecoorBercr s,us I Ot

Declaration of certification: "I hel

been manufactured including pack
requirements of the local Reguli

r-applicable
)C: ne [puMeHr4Mo Y-6^ *,

E

rtory Authority and with the normative doc 4III-Ne(001710)-(Pr-RU) d

23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The
packaging and analysis reviewed and found to be in compliance with GMP."

batch processing,

3anflrc.reHlre o coorBercTBnll: Hacrorr[r,rM noATBepxAaro, r{To rrpeAcraBneHHaf, Bbtlue un0opuaqrar flBilflercfl

AocroBepHofi u ToqHofr. flawuat ceput 6uta npolr3BeAeHa (orurrcuar yuaronry/rr,rapKl4poBKy I,I KoHTpoJIb rauecrna) na

yxasanuoft Bbrrrre [por,r3BoAcrBenuoft rrJrou{aAKe B rroJrHoM coorBercrBlzl,I c Tpe6oaanuauu HaAlexauefi
IlpousnoAcrBeunofi llpaxruru (GMP) JroKzrJrbHbrx peryJrflropHbrx opraHoB n rpe6oeanuflMl,I HopMarl,Iottoft gorcyueHTalllla

n[-.]l!(001710)-(Pf-RU) or 23.01.2023 ttrs pbrHKa Poccur.r r{ yrBepxAeHHofi creunSurauuefi Ns SPC-CC-063688.

flpororolu qpor,r3BoAcrBa, yrraKoBKlr r{ rroKrrareJrr4 KaqecrBa AanHofi cepnu 6ulu [poaHiIJII,I3I4poBaHbI rl cAeJIaHo

3aKrrorreH[e, qro oHlI coorBercrByror rpe60eanuau HaAnexauefi llpousaogcrseHHoft llparruxu (GMP).

Preparedz$y / lloArorosnr Checked By / [Iposepnr Approyed By / Oao6pu.n

Signature / [IoAnucr /Y-. CX
Dat'r,lnara 4 *lotlL,t,1 19l"1Id ietoo/Dr)>
Name / IDI4O Yogesh Kumar Mehta Atul Kumar Ajay dumar Garg

Designation /
.(,o.lrxHocrs

Officer-QA OIIicer-QA AssL Manager - QA

FCI\i{/QA054/08.00


