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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Badd1

Distt.'Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 2493 10 email: 0kmmark()bomZ vsil.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT ;

CEPTUOUKAT AHAJIM3A T'OTOBOI'O ITIPOJYKTA

Page 1 of 8 / Crp. 1138

Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenroBanHoe naumenosanue

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTasoHa cripeli HasaIbHbII J03UPOBAHHBILH 50 MKI/103a

Active Ingredients /
JeiicTByioline BewlecTBA

1 dose of the spray contains: Active ingredient: Mometasone
calculated for Mometasone Furoate 50.00 mcg

1 ;n032 cnipes ComepxuT: AcHCTBYIOMEE BElIeCTBO: MoMeTasoHa (ypoara MOHOFHI{paT

51,72 mxr B nepecuere Ha Momerazona §ypoar 50,00 Mxr

Furoate Monohydrdte 51.72 meg as

Strength / Jo3uposka 50 meg/dose / 50 Mxr/nosza Date of Mfg. / laTa npoussoacTba 05/2024
Dosage form / Metered-dPse nasal spray { Cripeit Date of Exp. / Conen 0 04/2026
Jlekapcrsennas dpopma Ha3a/1bHbIH JO3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / /lata Buinycka 13.06.2024
Batch No. / Cepust No 12240591 Qty. Released / 32,340 BOT/
KoanuecTso BolymeHo (uaxkoHoB
Batch size / Pasmep cepun 34,722 BOT/ naxonos Mig.License No. /.Jltiensns na MNB/10/832
NpoM3BOACTBO (HoMep)
Inspection Lot No.“/ 040000529383 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpanuoHubiii HOMep aHa U3 NpPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynaxosxa 120 Doses / 120 nos GMP ceprudnkar (1a12) 18/06/2020
P GMP Compliance certificate No. / GMP-
Market / Ppinox Russia / Poccus GMP ceprudukar (Hovep) 01556/20/IN
Reference Specification No. / STP-CC-
Crenndukauus roroporo SPC-CC-063688 Reference STP No. / CITU N 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ v MEM-
API name / Hanmenosanue AOC Y API Batch No / A®C cepus Ne 23423(IM-01)-
Mowmerasona typoara MOHOTHIpaT 001
Manufactured by / Hpoussoaureas | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Muaus
Ne | - TESTS /TIOKA3ATEJIH LIMITS / TPEBOBAHHS OBSERVATIONS /
: PE3YJbBTATHI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Gemoro ;o moutu -~ Oeyoro . usera ot | Iloutu 6esioro LBeTa
NIOJIYIPO3PAYHOH X0 HENPO3PaYHOH KOHCHCTEHIMY | HENPO3PaYHOM . KOHCHCTEHIUY

TyCTast CyCIIEH3HA,

2. | Identification / UenTudnxanus

rycTtas CyCHeH3Hs.

a) Mometasone Furoate /
Mometasona ¢ypoar

The retention time of the main peak in the
chromatogram —of ‘sample preparation - should
corresponds ‘1o the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). /' BpeMms yaep»KuBaHus OCHOBHOIO THKA

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

Hd © - XpoMarorpaMMe - UCHBITYeMOIo - pactBopa | standard ‘preparation /. Bpewms
JLOJXKHO COOTBETCTBOBATh BPEMEHM YICP)KUBAHUA | YACDPKMBAHMSA OCHOBHOIO TIHMKA
OCHOBHOTI'0 TIMKA Ha XpOMATOTpaMMe CTaHIAPTHOrO | Ha XpomaTrorpamme
pactBopa. - (cM, paszgen «KOJH4eCTBEHHOE | HCTIBITYEMOTO pacieopa
ONIpEJIENCHIEN). COOTBETCTBYET BPEMEHHU
o YACPKHUBAHMA OCHOBHOTO THKA
Ha XpomaTrorpamme
CTaHJIAPTHOTO pacTBOpa.
{
Prepared By / IoaroroBua Checked By / Ilposepua Ap;\roved By / Oao6pua
. 5 e J
Signature / Moanuce {“N%ww ( i’\flwﬂ o
Date / lata 1718 [ ™o b\«w%m\ 1oy e ¢} 202
! !
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation /
ﬂzj:f:{icl:: Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QAD54/08.00
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: CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIN3A T'OTOBOI'O ITIPOAYKTA
Page2of 8 /Crp.2u3 8

Name of Product / MOMAT RINO
HaumeHoBanue npogykuuun MOMAT PHHO
Generic name / ; Mometasone Metered-dose Nasal Spray 50 mcgdose

HenaTenToBaHHOe HauMeHoBaHue | MomerasoHa ciipedl Ha3anbHbIA A03MPOBAHHRIH 50 MKI/H032

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTpyroniue Bemecrsa: " 1 no3a cipes conepxuT; IelcTByIOlIee BellecTBO: MoMeTazona Qypoara MOBOTHAPAT
: , 51,72 Mkr B nepecyere Ha Momerasona ¢ypoat 50,00 Mkr
Strength / 1o3nposka 50 mcg/dose /50 Mxr/nosa Date of Mfg./ lata npounssoacrsa 05/2024
Dosage form / M?tered-dvose 'nasal spray / Crpett Date of Exp. / Tonen 1o ' 04/2026
JlekapcTBeHnas ¢gopma Ha3aJIbHBIH JO3HPOBAHHEIA
Product code / Koa nipoaykra SRU030007E040401DK Date of release / /laTa Boinycka 13.06.2024
Batch No./ Cepusi o 12240591 Qty. Released / 32,240 BOT/
KoanuecrBo BLINYLIEHO (haaxoHOB
Batch size / Pasmep cepuu | 34,722 BOT/ garonos Mfg.License No. / Jlutierisua na MNB/10/832
MPOU3BOACTBO (HoMep)
Inspection. Lot NOL/ 040000529383 | ‘Mfg. License Date / JInuensus na 30/04/2020
PerucrpanyoHHe1ii HoMep aHaau3a TIPOM3BOACTBO (1aTa)
Package size / Vnaxoska 120 Doses / 120 z103 GMP Compliance certificate Date/ | g/005 05
GMP ceprudnkar (nara)
: GMP:Compliance certificate No./ | GMP-
Market / Poinox Russia /Poceus GMP ceprudmicar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenunduxanus roroBoro SPC-CC-063688 | Reference STP.No. / CITIH Ne 040944
npoaykra Ne :
Mometasone Furoate Monohydrate/ ~ MEM-
API'name / Haumenopanne AQC NS API Batch No / A®C cepns Ne 23423(IM-01)-
Mowmeraszona Gypoara MOHOTHApaT 001
Manufactured by /Ilpounssoantein. | Aarti Pharmalabs Limited, India/ Aapts ®apmana6e Jiumuren, Munus
Ne | TESTS/TOKA3ATEJIN LIMITS / TPEBOBAHUSA ~ OBSERVATIONS /
PE3YJBTATBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | Te chromatogram of the sample

/ benzankoHus xjaopun | contain peaks corresponding to the retention times | solution contain peaks

_ of peaks of benzalkonjum chloride homologues Ci, | corresponding ‘to the retention
and Cyg in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomartorpamme | chloride homologues Ci» and
UCITBITYEMOTO. PACTBOPA - IOJKHBL 00HapyxkuBaThes | Cia in the chromatogram of the
TIUKH, o BpeMeHaM yaepxusanus | standard © solution. ./ ‘Ha
COOTBETCTBYHOLIME TIMKAM T'OMOJIOTOB OEH3aJIKOHHS *| XPOMATOIPaMMe = UCHBITYEMOTO

nopuga - Cia u Cig ' Ha - XpoMaTtorpamMme | pacrsopa 00HapyKUBAKOTCH

CTAHJapPTHOTO pactBopa (cM. paszgen. | nuky, o BpeMeHaM
«KonuuecTBeHHOE OnpeieNicHue). yAep)KYBaHHA

: COOTBETCTBYIOILHC IUKaM

TOMOJIOTOB OeH3aJIKOHHUS
xaopuga. - Cppom - Cyy Ha
XpOMaTOrpamMMe - CTAHHApTHOIO

pacTeopa.
3. I pH From 4.30.t04:90 /014,30 1n0.4,90 4717471
4, | Density./IL10THOCTD From.0.950 t0.1.050 g/cm?/ 271,000 g/em?® /1,000 r/cm?
' 010,950 110:1,050 /cm? ,

5. | Viscosity / BsizakocTh From 30 10130 ¢Ps/ OT.30 10 130 ¢cIl3 43,5¢cPs /43,5 ¢clls

Prepared By / Iloarorosua Checked By / I1poBepua Appr(ived By /. Ono6pui
Signature / Hognuce w»3~ ( NM"“’"” ;’;’w
Date/ lata e bl \"%\0 \y\r\fv‘mm\ i *f{““\ a ‘ VEs zl\
Name / @O » Atul Kumar : " Akshit Bhardwaj " Sandeep Semawal !
Designation / : : -
TomHoeTs Officer-QA Sr. Ofﬁcer-QA Sr. Manager - QA

FCM/QAD54/08,00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road; Tehsil: Baddi,
Distt:'SolanHimachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91- 1795 249310 email:

glenmal k{@bom?2.vsnl.net.in

CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page3of8/Crp.3u3 8

Name of Product /
HaumenoBanue npoaykumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa cripedl HasabHbIH No3upoBanHBIH 50 MKI/ 1032

Active Ingredients /
JHeiicTByrolne Bewecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 mcg as
calculated for Mometasone Furoate 50.00 meg
1:103a cnipes comepxur: AeficTBYIOLIEE BeluecTBo: MomeTazona dypoara 'MOHOTHApaT
51,72:MxrB n1epecuere Ha Momerasona {ypoar 30,00 Mxr

Strength / osuposka 50 mcg/dose / S0 mxr/nosza Date of Mfg. / llaTta npoussoactia | 05/2024
Dosage form / Metered-duose nasal spray { Crnpett Date of Ex'p. / Toen 0 04/2026
JlexapeTseHnas gpopma HA3aJILHBIA RO3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / ara Boinycka 13.06.2024
Batch No. / Cepun No 12240591 Qty. Released / 32,540 BOT /
KonnyecTBo BhinymeHo (nakoHoB
Batch size / Pasmep cepun 34,722 BOT/ duaxoros Mg License No. / Jluneirssa wa MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000529383 Mfg. License Date / JIuueHsus: na 30/04/2020
PeructpaunonHslit HoMep aHaan3a NpPOM3BOACTBO (naTa)
Package size / Ynaxopxa 120 Doses / 120 no3 GMP Compliance cerfificate Date / 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poivox Russia / Poccust GMP cepruduxar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
MFM-

API name / Haumenosanne AQC

Mometasone Furoate Monohydrate/
MowmetaszoHa hypoara MOHOTHAPAT

AP1 Batch No / A®C cepusa Ne

23423(JM-01)-
001

Manufactured by / Ipoussoaurenn

Aarti Pharmalabs Limited, India/ Aaprun ®@apmana6e Jlumuren, Muaus

No | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VJIbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMmonsibHoCTD Ot 250 o 350 MOcM/kr 291 MOcMm/kr

7. | Net content/ Macca
COAEPIKHMOro dJIaKoHa

Not less than 18 g / He menee 18-

184 ¢/ 18,4r

8. | Number of deliveries per
container / Koniyectno
403

Not less than 120 doses (discard the first pumping)
/ He meHee 120 103 (He cunTas NEpBUYHYIO

HOPOKAUKY)

157 doses /. 157 no3

9. | Pump delivery/
Macca g03n!

Individual dose mass: from 85% to 115% of the

theoretical dose mass /

WnnueunyaneHas Macca 10368 oT 85 % mo 115 %

oT Teope"mqecxoﬁ MacChl 10351,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss Macca 103pL; 01 90 % 50 110 % ot

TEOPCTUY €CKOI1 Macchl JI03bl

Minimum / Muaumym: 94.2%
Maximum / MaxcumyMm: 105.9%
Average / Cpengee: 103.2%

Prepared By / Hoarorosua

Checked By / Ilposepnn

|
Approked By / Opobpun

Signature / Hloanucs

(o — =

Date / laTa Ve d i%’f\ '\W\Ob“m’\ U \ b ( .8 \
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

JoyKHoCTH

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt."Solan Himachal Pradesh 173205, Indja" "~

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A I'OTOBOI'O ITPOJIYKTA

Phone +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

Page 4 of 8/ Crp. 4 u3 8

Name of Product /
HaumenoBanue npoaykumnn

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroBaHHOe HAMMEHOBAHHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa crpeil HasaNnbHLIH £031poBaHHbH 50 MKr/n03a

Active Ingredients /
JeiicTBY0LHE BewecTEA"

1 dose of'the spray.contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1.no03a CHPEA CONCPKUT. ﬂeuchy;oLuee BeIECTBO; MoMeid30Ha (bypoaTa MOHOFI/IZXpdT

51,72:MKr'B niepecuete Ha Momerasona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 meg/dose /.50 Mxr/no3a Date of Mfg. / Iara npoussoacrsa 05/2024
Dosage form / M’ctered-duose flasal spray { Cnpeit Date of Exp. / Toaen 10 042026
JlekapcTeHHas Gopma Ha3aabHbIA JO3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata sbinycka 13.06.2024
Batch No. / Cepust Ne 12240591 Qty. Released / 32,540 BOT/
KoanuecTBo Boinyuieno (naxonos
Batch size / Pasmep cepun 34,722 BOT / {raxonos Mig License No./ lutiensus Ha MNB/10/832
TIPOM3BOJACTBO (HOMep)
Inspection Lot NO'./ 040000529383 Mfg. License Date / JIuuensus na 30/04/2020
PeructpalmoHHbIR HOMep aHAIM3A : NPOU3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
‘ . GMP Compliance certificate No. / GMP-
Market / Prinox Russia/ Pocens GMP cepruduxar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukanus rorosoro SPC-CC-063688 Reference STP No./ CHHH Ne 040944
npoaykra Ne
MFM-

API name / Haumenopanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona (ypoara MOHOIMIPAT

API Batch No / A®C cepnst Ne

23423(IM-01)-
001

Manufactured by / Ilpoussoaurensn

Aarti Pharmalabs Limited, India/ Aapti @apmana6e Jlumuren, Unaus

Ne. | ' TESTS /TIOKA3ATEJIH LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
10. /| Particle size / Particles < 10pm in size: Not less than 90% 99.9% / 99,9%

Pasmep wacTun

Yacruy pasmepom < 10 mrm — He Meree 90 %;

: 100.0% / 100,0%
YacTuu pasmeépom < 30 mxm — 100 %

Particles < 30pm in size: 100%

Particles > 30um in size: Should be absent
YacTuusl pasmepoM > 30 MKM — KOJIKHBI

OTCYTCTBOBATh

Absent / OTcyTcTBYIOT

11. | Sedimentation Stability /
CenumenTannonyas
YCTOHYHNBOCTE

Not less than 5 min / He MeHee 5 MuH.

Complies /
CooteetcTByeT

Prepared By / lloaroTesua

Checked By / IIposepua

Appro&ed By / OnoGpua

Signature / Tloanucn

L =

Date / lata Vb e \"3\‘\\? tokm“%’“\ ‘\3‘”\ Ll \ 25 1,&\
Name ./ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation / Officer-QA Sr. Manager - QA

JlosHoCcTh

Sr. Officer-QA

FCM/QA054/08:00
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Glenmark pharmaceuticals Litd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
‘Distt. Solan Himachal Pradesh 173205, India’

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A T'OTOBOI'O ITIPOJAYKTA

Phone: +91-1795 249300 Fax: +91-1795 249310 email; glenmark@bom2.vsnl.net.in
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Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTenToBanHoe HAMMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTasoHa cnpeit HasalbHbLHA 103UpoBanHbIHA 50 MKI/ 1032

Active Ingredients /
HeficTByloniye BeuecTea

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpest copepxut: AelicTByIomee BeiectTso: MoMerasona (pypoaTa MOHOTUAPAT

51.72-mMxkr B nepecuere-ga MoMerasona fypoar-50,00 mMxr

Strength / Jo3uposka 50.mcg/dose / 50 mMxr/noza Date of Mfg. / lata npoussoacTsa 05/2024
J]?losage form/ Metered-df)se nasal spray { Crnpeii Date of Exp. / Cogten 10 04/2026
exapcTeeHnas gopma Has3albHbIA JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 13.06.2024
Batch No. / Cepusi Ne 12240591 Qty. Released / 32,340 BOT/
KosinuecTBo BhINyHIeHO ({rnaxoHOB
Batch size / Pasvep cepun 34,722 BOT / praxonos Mg License No. / Jluuensus ua MNB/10/832
TIPOU3BOACTBO (HOMep)
Inspection Lot No.“/ ’ 040000529383 Mfg. License Date / Jluuensus na 30/04/2020
Perncrpauuonnnlii Homep ananusa TMPOU3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 203 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
: ‘GMP Compliance certificate No. / GMP-
Market / Poisok Russia/ Poccus GMP ceptnduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus rorosoro SPC-CC-063688 Reference STP No. / CITA Ne 040944
npoayxra Ne .
‘MFM-

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerazona ¢ypoara MoHOrHApAT

API Batch No / A®C cepun Ne

23423(IM-01)-
001

Manufactured by / Ilpoussoaurenn

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jumuren, Munus

Ne || TESTS/IOKA3SATEJIA

LIMITS / TPEBOBAHUSL

OBSERVATIONS /
PE3YJIbTATBI

12. | Impurities / Ilpumecn

Impurity 8 DM /
ITpumecu 8 DM *

Impurity DMC /
Hpumecu DMC

Impurity D/
Hpumecu D

Any individual unspecified
impurity / Equnuunoi
HEeUIeHTUDULMPOBAHHON
npuMecu.

Total impurities /
Cymmbl npumece

Not more than 0.15 % / He 6oxnee 0,15 %
Not more than 0.15 % / He Gonee 0,15%

Not more than 0.20 % / He Gouee 0,20 %

Not more than 0.20 % / He Goee 0,20 %

Not more than 0‘60 % / He 6onee 0,60 % .

1 0.01%/0.01%

0.02%/ 0,02%

Not Detected/ He obHapysxeHo

Below LOQ /Hwmxe ITKO

0.07%/0,07%"

Prepared By / Hoarorosua

Checked. By / Hposepua

{
Appr&\ved By / OnoGpua

Signature / Hoanuco

I~

Date / HaTta 1= 10 4 J=i '\"’;\\@ ig\evﬁ“‘"‘pw\ \T’:’T\ 8.4 \i’f "‘\
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

JIoJIKHOC T

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Klshanpura Baddi Nalagarh Road, Tehsil: Baddi,
‘Distt. Solan Himachal Pradesh 173205, India

CEPTHOHUKAT AHAJIU3A TOTOBOI'O ITPOJIYKTA

Phone: +91-1795 249300 Fax: 4911795249310 email: glenmark@bom2.vsnl.net.in
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Name of Product/
HaumeHoBaHHe npoayKuuu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHToBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTasona cripeif HazanbHBIA J03MPOBAHHLIH 50 MKI/103a

Active Ingredients /
HeificTBylomue Bemecisa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa cnpes cofepxuT: AeficrByloliee Belectso; Momerasona Qypoara MOHOTH/paT

51,72 mxr B nepecuere Ha Momerasona Qypoar-50,00 mxr

Strength / Mosuposka 50 mecg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacrsa 05/2024
Dosage form / Mctered-dvose nasal spray { Copeit Date of E‘xp. / Toen 1o 04/2026
JlekapcTeeHHas gopma Ha3aJbHbIH JO3MPOBAHHEIA »
Product code / Ko npoaykra SRU030007E040401DK Date of release / lara Bpinycka 13.06.2024
Batch No. / Cepus Ne 12240591 Qty. Released / 32,540 BOT/
: KoJjingecTBo BoiynieHo (itakoHoB
Batch size / Pasmep cepru 34,722 BOT / axonos Mg License No. / Jlutiensust ua MNB/10/832
: NpOM3BOACTBO (HOMep) :
Inspection Lot NOL/ 040000529383 Mfg. License Date / Jluuensust na 30/04/2020
PerucTpaunoHHbLIH HOMep AHAAM3A NIPOU3BOACTEO (AaTA)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poivok Russia/ Pocens GMP ceprudusar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauns roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
MFM-

API name / Haumenosanne AGC

Mometasone Furoate Monohydrate/
MowmerasoHa dypoara MOHOIHIAPAT

API Batch No / A®C cepus Ne’

23423(JM-01)-
001

Manufactured by / Ilpoussoanrens

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jumuren, Unaus

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATIONS /
: PE3YJIbTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hawajo:

and Uniformity of
Delivered Dose / Cpexusist
JocTag/isiemas 103a H
OJHOPOAHOCTH
N0CTaBIAEeMOH X03b1

from 10 vials) can deviate more than + 20% 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 £ 20% but not more than +

25%, test 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% from the average value. The mean of each determination
should not exceed + 15 % of label claim.

He tonee 2 13 20 103 (10 HauansHBIX 103 ¥ 10 KOHEUHBIX 7103)
MOTYT MMETh. OTKIOHEHHE .OT CPEIHEro 3HaueHus Oosee ueM
+20%, » Bu ofHA 1033 HE HODKHA WMETH OTKIOHEHME OT
cpenHero 3nadeHus Oonee uem £ 23 %. Cpejnee 3uaucHue He
JODKHO npesbliuath £ 15 % o1 3asaBiaeHHOr0,

Ecnu o1 3 10 6 #o3 uMeioT orkinoHeHns Gonee yem * 20 %, Ho
MeHee ueM & 25 %, TO UCHBITHIBAIOT ceayromHe 20 dbrakoHos.
He Gonee 6 n3 60 7103 MOIYT MMETh OTKJIOHEHHE OT CPEAHErO
3HaueHus Gonee YeM £ 20 %, ¥ HY OAHA [103@ HE AO/DKHA HUMETh
OTKJIOHEHHE OT CPelHEro 3HaueHua oonee ueM £ 25 %, Cpeauee
3HAYCHHUE KAKIOTO OMPEAENICHNs He JOIDKHO ApeBbuuath £ 15 %

OT 3a8BJECHHOTO.

Minimum / MusumyMm: 96%
Maximum / Makcumym: 104%
Mean / Cpennee:100%

END / Koneu:

Minimum / MusuMyM: 96%
Maximum / Makcumym:105%
Mean / Cpenuee: 100%

Prepared By / Iloarorosu

Checked By / IIposepu

“Signature / Iloanucy

[, —

St

Approvk\d By / OnoGpua
T

Date / JlaTa

:é,'

Name / ®HO I it i ! !
Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

JlomxHocTs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Badd1
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300.Fax: +91-1795 249310 email: glenmark@bom?2.vsnl. net m

CEPTUO®UKAT AHAJIM3A TOTOBOI'O TIPOJIYKTA

Page 7of 8 /Ctp. 7u3 8

Name of Product /
HaumenoBanye NpoAyKiHHK

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHToBanHoe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 30 mcg/dose
MowmeTasona cripeil HasaJbHbIH 103upoBaHHbIH SO Mx1/103a

Active Ingredients /
JeiicTByomue BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cpes co/iepkut: JelicTByiomiee selecTo: Momerazona gypoara » wonomnpaT

51,72 mxr-8 nepecuere Ha Momerasond dypoar 50,00 mxr

Strength / lo3uposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacrea | 05/2024
Dosage form / Metered-dvose Vnasal spray { Crpe#t Date of Exp. / Tonen 10 : 04/2026
JlexapcTBeHHas opma HA3aJIbHELE NO3UPOBAHHLIN
Product code / Ko npoaykra SRU030007E040401 DK Date of release / laTa Bbinycxa 13.06.2024
Batch No. / Cepust Ne 12240591 Qty. Released / 32,540 BOT/
‘ KosinyecTso BpinyieHo (naxoHOB
Batch size / Pasvep cepun 34,722 BOT / dnaxosion Mig:License No. / Jlunensun ua MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot No. / 040000529383 Mfg. License Date / JInuensun na 30/04/2020
PerucrpaunoHnsiii HoMep anajusa TIPOM3BOACTBO (AaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP.Compliance certificate Date / 18/06/2020
: GMP ceprudurar (1ara)
; GMP Compliance certificate No. / GMP-
Market / Prinox Russia/ Poceus GMP ceprudnkar (Homep) 01556/20/IN
Reference Specification No. / : STP-CC-
Creunduxanys rorosoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AO®C Y API Batch No / A®C cepun Ne 23423(JM-01)-
MowmerazoHa Gypoara MOHOTHAPAT 001

Manufactured by / Hpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jlnmuren, Unnus
Ne | TESTS /TIOKA3SATEJIN LIMITS / TPEBOBAHN S OBSERVATIONS /

PE3YJbBTATHI

14 | Microbiological Purity / MuxpoGuonoruyeckas Y4ucToTa

Total acrobic microbial
count?/ Ob1ee YMcIo
a>poOHBIX
MUKPOOPTaHU3MOB

Total yeast and moulds
count / O6uiee uucao
JPOMOKEBBIX U IIECHEBbIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10? cfu per 1ml of the product / He

Sose¢ 102 KOE B 1 mui nipenapara

Not more than 10! cfu per 1 ml of the product /He

Gonee 10 KOE & 1 M1 npenapara

Absence per 1 ml of the product / Otcyrcraue B 1

MJI TIpenapata

Absence per 1 ml of the product / Otcyrcreue B 1

MJI TIpeliapata

Less than 10 cfu/ml/
Menee 10 KOE/mn

Less than 10 cfu/ml/
Meuee 10 KOE/mn

Absent / OtcyTcTBYeET

Absent / OrcyTeT

15. | Assay /KonuecTBeHHoOe onpeesieHne

a) Mometasone Furoate /
MowmerazoHa ¢dypoar

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % 50 115,0 % ot 3asBAECHHOTO CONEPKAHUS

97.9% /.97,9%

b) Benzalkonium chloride /
benzajikonus Xaopun

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % no 120,0 % oT 3agBJIEHHOTO COACPKAHUS

91.0% -91,0%

: |
Prepared By / IloarotroBus Checked By / TIposepun Approve& By / Onotpuan

Signature / Iloanucey o AL R

8 f“"“ ’) L*N - fnanii
Date/ Jlata T i) Ao bww\ T 6 ney
Name / @HO Atul Kumar Akshit Bhardwaj Sandeep Semawal
Designation / :
TomkHocTs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O ITIPOJYKTA
Page 8 of 8 /CTp.8uz 8

Name of Product / MOMAT RINO.
HaumeHoBaHue NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenareHToBaHHOE HaumeHoBaHue | MoMeTasoHa crpeil Ha3albHbIH A03UpoBaHHEIA 50 MKI/03a

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

Active Ingredients/ calculated for Mometasone Furoate 50.00 mcg
| AeiicTByromme BeiecTBa 1 71032 CHpEst COAEPHHT: AEHCTBYIOMIES BEIECTBO" MiuMETA30HA d)ypoaTa MOHOTHAPAT
i 51,72 Mkr.B nepecuere Ha Momerasona dypoar SO 00 MKT
Strength / Jo3suposka 50 .mcg/dose /50 mxr/no3a : Date of Mfg. / JIaTa npousBoAcTBa 052024
Jl;osage form / ‘ M'etered-dvose 'nasal spray { Cnpeit Date of Exp. / Fones 10 0412026
exapcTBeHHas Gopma Ha3abHbIH J03HPOBAHHBIN
Product code / Kox npoaykra SRU030007E040401DK Date of release / /lara spmycka 13.06.2024
Batch No. / Cepun Ne 12240591 ' Qty: Released / 32,340 BOT/
. » KoJinuecTso BhINyIEHo haaxoHoB
Batch size / Pazmep cepun 34,722 BOT:/ dnaxoHos Mfg dicense No. / Jluuensus na MNB/10/832

NpOH3BOACTBO (HOMEP)

Inspection Lot No. / Mfg. License Date / JInuensns na 30/04/2020

L 040000529383
PerucrpaumoHHbiii HOMep aHAJaM3a NPOH3BOACTBO (AaTa)
Package size / Ynakoska 1120 Doses / 120 J03 - GMPF Compliance certificate Date / 18/06/2020
GMP.ceprudukar (1ara)
i GMP.Compliance certificate No./ | GMP- »
Market / Prinox , Russia/ Pocow GMP cepruduiar (Homep) 01556/20/IN
Reference SpecificationNo. / . STP-CC-
Cneundukanus roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne.
Mometasone Furoate Monohydrate/ MEM- '
APl name / HanmenoBanue A®C API Batch No / A®C cepust Ne 23423(JM-01)-
Momeraszona dypoara MOHOFHAPAT 001 ;
Manufactured by /IIpoussoauTtens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uuums ’
Ne | TESTS /TIOKA3ATEJN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATH]

16. | Package Size / Ynakoska | 120 doses of suspension in a hlgh density polyethylene vial with a dosing device and a
‘high density. polyethylene cap. 1 vial and ‘patient information leaflet in a carton pack. /
Tlo /120 103 cycnen3uy BO- (IakOHe: M3 - NOJUITUIEHA BBRICOKOH IIOTHOCTH 'C
JO3UPYIOLHM YCTPOUCTBOM ¥ KOJINAYKOM U3 TIOMMITHICHA BHICO : . Tlo 1
(hJaKOHY BMECTe C HHCTPYKUHMEH 110 MeIMUHHCKOMY TIPUMEHEHH %

Any deviation/Incident/O0S: Non-applicable
OTtknoHenua/HecooTBeTcTBUT/OQOC: HE IPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic arid accurate, "It
been manufactured including packaging and quality control-at the abovementioned site in full pliat rith the’'GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(0017 103( 179230123 in
market Authorization of Russia and submitted specification: no. SPC-CC-063688. Thebatch processing, packagingand
analysis reviewed and found to be in compliance with GMP.”

3akioueHue 0 COOTBETCTBMM: HACTOAUM MOATBEPXK/AK0, HTO NpEJCTABICHHAS BhIIE MHQOpMALys sBJsETCH
A0CTOBEPHOH u TouHOM: [laHHas cepus ObUla TPOH3BeNeHa (BKIHOYAS YIAKOBKY/MAPKUPOBKY M KOHTPOJL XayecTsa) Ha
YKa3aHHOH - BbllLE . [IPOU3BOACTBEHHON = ILIOIIAAKE B TIOJHOM - COOTBETCTBUMN € - Tpedosanmsamu - Hamexarei
[poussoacreenHoii [paktuku (GMP) JOKaNbHBIX PETYJIATOPHBIX OPTaHOB U TPeOOBAHMAMU HOPMATUBHOM TOKYMEHTAIMK
JI1-Ne(001710)-(PI-RU)-230123 nns peiHka Poccuy u.yTBepxneHHOH crieuudukaniei Ne SPC-CC-063688.. [IpoToK0B!
IIPOX3BO/ICTRA, YIIAKOBKHY U TIOKA3aTeJIM KAUeCTBa JAHHON cepyu ObLIN HpOaHaIH3NPOBaHbl U CHEIaHO 3aKTI0YeHNe, YTO OHH
cO0TBeTCTBYIOT- TpeboBanuam Hamexameit [Ipouseoacteento Ipaktuxu (GMP).

: i
Prepared By /IloaroToBnn Checked By / Ilposepna Approﬁed By /Onobpuan
Signature / Tlognuce e s 3
Date A A bl oot Lot e g2ty
Name [ DHO ' k Atul Kumar Akshit Bhardwayj Sandeep Semawal
Designation / : o
TlomkHOCTS Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00




