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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 1 of §/Crp. 1138

Name of Product/
Haumenosanue npoaykumu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosanHoe HaHMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cripeit Ha3aibHbI Jo3upoBarnbiil 50 MKI/03a

Active Ingredients /
JleficTBylouine Belecrea

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

1 103a cripest COAEPXUT: ACHCTBYIOHIEE BellecTBO: MoMeTazoHa (ypoaTa MOHOTHAPAT

51,72 mxr B nepecuere Ha Mometazona grypoar 50,00 mxr

Furoate Monohydrate 51.72 meg as

Strength / losuposka 50 mcg/dose / 50 mxr/noza Date of Mfg. / laTta npousBoactea | 06/2023
Dosage form / Metered-dj)se ,nasal spray { Cripeit Date of Exp. / Fonen 10 05/2025
JlekaperBeHHas gopma Ha3aJIbHbIH JIO3UPOBAHHbIN
Product code / Koa npoayxra SRU030007E040401 DK Date of release / laTa Bbinycka 26.07.2023
Batch No. / Cepusi Ne 12230625 Qty. Released / 32,740 BOT/
KoJinyecTBO BbINYEHO ¢naxoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢uiakoHoB Mig.License No. / Jluuensus na MNB/10/832
NpoM3BOACTBO (HOMeD)
Inspection Lot NOL/ 040000472358 Mfg. License Date / Jlunensus Ha 30/04/2020
PerucTpaunoHHbIH HOMep aHAJIU3a NPOU3BOACTBO (naTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poriiox Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauns roToporo SPC-CC-063688 Reference STP No. / CIIU Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenobanue A®C Y API Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerazona ¢ypoara MOHOTHIpAT 002
Manufactured by / Hpoussoauress | Aarti Industries Limited, India / Aaptu Mupacrpus Jiumuren, Maaus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGenoro go moutn Oenoro usera ot | [loutn besoro uBeTa
NOAYNPO3PaYHOH A0 HEMPO3PAYHON KOHCHUCTEHLIMH | HENPO3PAuYHON  KOHCUCTEHLMH

rycrast CyCieH3us.

rycTtas CyCIICH3Us.

2. | Identification / MUnenTudnxauns

a) Mometasone Furoate /
Mometasona gpypoat

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). / Bpems yaepKHBaHHS OCHOBHOI'O MHKa
Ha  XpoMmarorpaMMe HCIBITYEMOro  pacTBopa
OOJKHO COOTBETCTBOBATL BPEMEHH YIECpP)KHBaHUSA
OCHOBHOTO ITHKa Ha XpOMAaTor aMM'g;;fCT;é;HaapTHoro
pactBopa  (cM.  pasmen 7 «KomnueCTBeHHOe
OTpeseNIEHHEY ). ¢

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 / Bpewms
YAEPKUBAHUSI OCHOBHOTO IMHKa

Ha XpoMarorpamMme
HCTILITYEMOTO pacTeopa
COOTBETCTBYET BpeMeHHU

Ha XpoMarorpamme
CTAHAAPTHOTO PacTBOpa.

(
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Page 2 of 8§ /Ctp. 2138

Name of Product /
HaumeHoBaHue npoayKuuu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTenToBaHHOEe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTaszoHa cnpeit HazalbHbIH 103UpoBaHHbIN 50 MK/ 032

Active Ingredients /
JeiicTBy011Ue BelecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 crpes coAePxUT: aefcTRyIoLlee BelecTso: MoMeTrazona dypoara MOHOTHIpAT

51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npousBoacTea 06/2023
Dosage form / Metel'ed-df)se nasal spray {Cnpem Date of Exp. / Foaet 10 05/2025
JlexkapcrBenHas gopma Ha3anbHbIH JO3UPOBaHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Beinycka 26.07.2023
Batch No. / Cepust No 12230625 Qty. Released / 32,740 BOT/
Kosin4ecTso BbInyLieHo (p1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakoHoB Mig.License No. / Jluuensus 1a MNB/10/832
fIPOU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000472358 Mfg. License Date / JIuuensust Ha 30/04/2020
PernctpauyoHHbIil HOMEp aHAJIN3A NpoU3BOACTBO (1aTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
- GMP Compliance certificate No. / GMP-
o D ~
Market / Poinok Russia / Poccus GMP ceprudmicat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roreBoro SPC-CC-063688 Reference STP No./ CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC AP1 Batch No / A®C cepus Ne 23405(JM-01)-
Mowmeraszona (ypoara MOHOTHUIPaT 002
Manufactured by / llponssogurenn | Aarti Industries Limited, India / Aaptu Mupactpus Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VYJIBTATBI

b) Benzalkonium chloride
/ beH3aaKoHUS XJIOPHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Cy4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomartorpamme
UCHBITYEMOTO PacTBOPa JOJDKHBI OOHAPYKUBATHCS
TIMKY, 1o BpEMeHaM yIepKUBaHUA
COOTBETCTBYIOLIME NIMKAM T'OMOJIOTOB GSH3aIKOHUA

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Cy4 in the chromatogram of the
standard  solution. / Ha
XpomaTorpaMMe HUCIBITYEMOro

xamopuga Cpz m Cig  Ha  XpomarorpammMe | pacTsopa oGHapyKuBalTCA

CTaHAApPTHOTO pacTBOpa (cm paszen | nux, 1o BpeMeHaM

«Konu4uecTBeHHOE OTIPENenegueN):] yIAepPXKUBAHUS
COOTBETCTBYIOLLHE IIMKaM
TOMOJIOFOB GeH3aNKOHUA
xpopura Cip u  Cyy  Ha
XpoMaTorpaMMe CTaHAapTHOIo
pacTBoOpa.

Bl+pH From4:30:t04:90:/014;3 4:69:/-4,69

4. | Density / [1noTHoCTH

From 0.950 to 1.050 g/cm
Ot 0,950 mo 1,050 r/em?®

1.011 g/em?/ 1,011 r/em?®

5. | Viscosity / Bsaskocth

From 30 to 130 ¢cPs/ Ot 30 0 130 cI13

51.8 ¢cPs/ 51,8 cll3

C

Prepared By / llonrorosun

Checked By / Ilposepun

Approved\gy / OpoGpna

Signature / IToanuesn

Date/Jdata | LAy NE O\ e e g 2.2 \c M b 3
Name / ®UO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation /

esignation Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A I'OTOBOT'O IPOJAYKTA

Page 3 of 8 /Ctp.3 3 8

Name of Product / MOMAT RINO
HaumeHoBanue NpoayKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenatentoBanuoe HanMeHoBaHue Mowmerazona copeii HazaibHbi Jo3uposanusii 50 MKI/H03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBy0LME BEllECTBA 1 1032 crIpest COACPKUT: ACHCTBYIOLIEE BEICCTRO: MoMeTa30Ha (PypoaTa MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 Mxr
Strength / Josuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTa npousBoacTBa 06/2023
Dosage form / Metered-di)se flasal spray { Crpeit Date of Exp. / Foxet 10 05/2025
JlekapcTBeHHas gopma Ha3aJ1bHBIA NO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 26.07.2023
Batch No. / Cepus Ne 12230625 Qty. Released / 32,740 BOT/
Ko/inuecTBo BbINYIIEHO (axoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonosn Mg License No. / JIuuensus na MNB/10/832
HPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472358 Mfg. License Date / JInuensus na 30/04/2020
PerucrpaunoHHbIil HOMep aHau3a NPOM3BOACTBO (AaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
>
Market / PoiHok Russia / Poccus GMP ceprudmicar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CTTH Ne 04094'4
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune A®C API Batch No / A®C cepus Ne 23405(JM-01)-
Mowmertasona ¢ypoara MOHOTHIpAT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Mnaacrpus Jlumuren, Munus
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJILTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOJISIILHOCTD Ot 250 no 350 MOcm/xr 292 mOcm/kr
7. | Net content / Macca Not less than 18 g/ He menee 18 ¢ 192g/192r

cofep:xuMoro ¢gaaxkoHa

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 168 doses/ 168 no3

container / KosinuecTro / He Menee 120 103 (He cuuTas NepPBUIHYIO
203 NPOKAYKYy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 97.0%
Macca po3bt theoretical dose mass / Maximum / Makcumym:105.0%

HNuauerayansHast Mmacca 10356l 0T 85 % no 115 % Average / Cpenanee: 103.0%
OT TEOPETHUESCKOH MACChI A03bI; : . -

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennsist Macca 036t 0T 90 % no 110 % or
TEOPETHYECKOH MacChl TO3bI

Prepared By / [loarotouna Checked By / Ilposepun Approved Ey / Opobpua
Signature / Tloanuce {_,,ws ....... - @i N
Date / dara REE AT NN S O b Ao »\ Z}»\ g% ),.”Z,;
Name / @HO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation /
fficer- g ive- . -
Tonmmocts Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

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

CEPTHO®UKAT AHAJIN3A T'OTOBOI'O IPOJIYKTA
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Name of Product /
HaumeHoBanue npoayxkumn

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenToBanHoe HauMeHOBaHNe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripeit HazanpHplil 103upoBaHHBIN 50 MK/ 032

Active Ingredients /
JeficTByomue selecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 1032 cripest COAEPXKMUT: IeHCTBYIOIIEE BeluecTBO: MoMmerasoHa dypoara MOHOrApaT
51,72 mxr B niepecuere Ha Momeraszona ¢ypoat 50,00 mkr

Strength / Jo3snposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoacrsa 06/2023
Dosage form / Metered—dvose nasal spray / Cnpeit Date of Exp. / Tonten 10 052025
JlekapcTBeHHasi dopma Ha3aJ1bHBIHA 103UpOBaHHbIT
Product code / Ko npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 26.07.2023
Batch No. / Cepust Ne 12230625 Qty. Released / 32,740 BOT/
KoaunyecTso BbIMyIEHO (1aKoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢nakonos Mig.License No. / Jluuensus na MNB/10/832
npou3BoACTBO (HoMep)
Inspection Lot NOL/ 040000472358 Mfg. License Date / JIuueHsust Ha 30/04/2020
PeructpaunoHHbiii Homep aHaJH3a TIpOM3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 n03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aata)
. X GMP Compliance certificate No. / GMP-
Market / Privok Russia / Poccus GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauusn rorosoro SPC-CC-063688 Reference STP No. / CTIH Ne 640944
NpOAYKTa Ne
MFM-

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
MowmerasoHa Qrypoara MoOHOrHApaT

API Batch No / A®C cepus Ne

23405(JM-01)-
002

Manufactured by / Illpoussoautens

Aarti Industries Limited, India / Aaptu Unpacrpus Jumuren, Maaus

MNe | TESTS/TIOKA3ATEJIAU

LIMITS / TPEBOBAHUMS

OBSERVATIONS /
PE3YJIBTATBI

10. | Particle size /
Pa3smep yacTun

Particles < 10pum in size: Not less than 90%
Yactuu pasmepom < 10 mxm — He MeHee 90 %;

Particles < 30pm in size: 100%

Yacruy pasmepom < 30 MM — 100 %

Particles > 30pm in size: Should be absent
YacTuusl pazMepom > 30 MKM —

OTCYTCTBOBaTh

JOJIKHBI

100.0%/100,0%

100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeanMeHTALHOHHAS
YCTOHYHBOCTH

Not less than 5 min / He Menee 5 mun.

Complies /

CooTBeTcTBYET

Prepared By / Hoarorosua Checked By / Ilposepun Approved Ey / Onobpun
Signature / Tlonnuce o I (};Si? =)
Date / Jara R ACAN A S € O re v 1o \ ). % 24
Name / ®1O Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / ]
JI0JIRHOCTS Officer-QA Executive-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA

PageSof 8 /Crp.5us §

Name of Product /
HaumeHoBaHue npoayKkumu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenrosanHoe HaUMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cnpell HasajibHbIi J03UPOBAHHLIH 50 MK/ 1038

Active Ingredients /
Jeficrsyomue Beulectsa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa cripest conepxut: AeHicTBylolee BeniectBo: MomerazoHa dypoara MOHOTHIAPAT

51,72 mxr B nepecuere Ha Momerasona dgypoar 50,00 mMxr

Strength / Josuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npousBoacTBa 06/2023
Dosage form / Metered-dvose 'nasal spray { Cnpeif Date of Exp. / Conen 10 05/2025
JlexapcTBeHHas popma HA3/IBHbIA JI03MPOBaHHbIN
Product code / Kon npoaykra SRU030007E040401DK Date of release / laTa Bpinycka 26.07.2023
Batch No. / Cepus Ne 12230625 Qty. Released / 32,740 BOT/
KoaudecTBo BhInymeHo (nakoHOB
Batch size / Pasmep cepuu 34,722 BOT / paakonos Mg License No. / Jluuensusn na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472358 Mfg. License Date / JIuuensust Ha 30/04/2020
Perucrpauuonnptii Homep anajusa NpPOHU3BOACTBO (NaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rotoporo SPC-CC-063688 Reference STP No. / CIIA Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanne A®C API Batch No / A®C cepust Ne 23405(JM-01)-
Mowerasona ¢rypoaTa MOHOTHAPAT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Munacrpus Jlumuren, Unnust
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbLTATDI
12. | Impurities / IIpumecn

Impurity 8 DM /
Ipumecr 8 DM

Impurity DMC /
[Tpumecu DMC

Impurity D /
IMpumecn D

Any individual unspecified
impurity / EnnHuuHOM
HEUJEHTHUPHLIHPOBAHHO
npuMecH

Total impurities /
Cymmebl npuMeceit

Not more than 0.15 % / He 6onee 0,15 %
Not more than 0.15 % / He 6oJee 0,15 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6ostee 0,20 %

10.18%/0,18%

0.004%/ 0,004%

Not Detected/ He obuapyxeHo

0.01%/ 0,01%

0.03%/ 0,03%

\

Prepared By / IHoarorosua

Checked By‘/ Ilposepun

Approved Ry / OpoGpna
vy

Signature / Hoanuce
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Name / ®HO Atul Kumar Ravinder Ravi Sandeep Semwal

: ion /
Designation Officer-QA Executive-QA Sr. Manager - QA

JoJkHOCTH

FCM/QA054/08.00




glenmark

A new way Jor s new would
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173203, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIM3A T'OTOBOI'O ITPOJAYKTA

Page 6 of 8/ Crp. 6 13 8

Name of Product /
HaumenoBanue npoaykunu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenroBanHoe HAMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmeraszona cripel HazabHblH 103MpoBaHHbIA 50 MKI/1032

Active Ingredients /
JleficTByromue BeuiecTsa

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

calculated for Mometasone Furoate 50.00 mcg

I no3a Cripesd COUCPKUT! E{CﬁCTByIOUICC BellecTBo: MoMerazona (])ypoaTa MOHOTHApAT

51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 mxr

Strength / Josuposka 50 mecg/dose / 50 Mxr/no3a Date of Mfg. / lara nponssoacrtsa 06/2023
Dosage form / Metered-d?se 'nasal spray {Cnpeu Date of Exp. / Fosen 0 05/2005
JlexapcTBenHasi popma HasaJIbHBIA J103MPOBAHHBIN
Product code / Koa npoayxra SRU030007E040401 DK Date of release / /lata BeInycka 26.07.2023
Batch No. / Cepus Ne 12230625 Qty. Released / 32,740 BOT/
KosinyecTBO BbINYIIEHO (naxoHOB
Batch size / Pasvep cepnn 34,722 BOT / dnakoron Mfg.License No. / Jlnuensus ua MNB/10/832
npousBoacTBO (HOMep)
Inspection Lot NOL/ 040000472358 Mfg. License Date / Jlnuensus na 30/04/2020
PerucrpaunoHHbI HOMep aHaIH32 NpOU3BOJACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuundukauus rorosoro SPC-CC-063688 Reference STP No. / CITN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y API Batch No / A®C cepusn Ne 23405(JM-01)-
Mowmerasona (pypoara MOHOTHAPAT 002
Manufactured by / IlpousBoaureanr | Aarti Industries Limited, India / Aaptu Unpactpus Jlumuren, Unaus
Ne | TESTS /INIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJILTATDHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauno:

and Uniformity of
Delivered Dose / Cpennsis
JocTapjsieMas A03a U
OJHOPOAHOCTH
A0CTABASAEMOIl J03bI

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 6onee 2 u3 20 103 (10 HavansHeix 403 B 10 KOHEUHBIX j03)
MOTYT WMCTh OTKIOHEGHHE OT CPEAHEro 3HaucHusi Gosee uem
+20%, u HU OAHA A03a HE JNO/DKHA MMETh OTKJIOMEHHE OT
cpeadero 3HaueHus Oosee yeM 25 %. CpelHee 3HaUEHHE He
JIOJDKHO NpeBuIuath £ 15 % oT 3aaBieHHOr0.

Ecau o1 3 1o 6 103 UMEIOT OTKJAOHeHUs Gonee uem + 20 %, HO
Menee deM = 25 %, TO UCTILITHIBAIOT clieaylonme 20 (akoHoB.
He Goaee 6 u3 60 n03 MOTyT MMETh OTKIOHEHHE OT CPEAHErc
3HaueHns Gonee uem + 20 %, 1 HH OfIHA 1033 HC JOJDKHA MMETH
OTKIOHEHME: 0T CPEAHETO.3HaHeHUA-Donee ueM.+.25.9

CpenHee
1

Minimum / MuaumMyMm: 97.0%
Maximum / Maxcumym:101.8%
Mean / Cpennee:100.0%

END / Konei:

Minimum / MurumyM: 96.0%
Maximum / Maxcumym:102.2%
Mean / Cpeanee: 100.0%

3HAYCHHME KKA0TO ONnpEACHCHHs HE NOMHKHO NPEBLIMATD + 15%
OT 3asABJACHHOIO.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

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

CEPTUOUKAT AHAJIU3A T'OTOBOTI'O NIPOAYKTA

Page 7 0f 8/ Crp. 713 8

Name of Product /
HaumeHoBanue NpoaAyKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoneTazona cupeli HasanbHLIH Jo3upoBaHHbId SO Mxr/no3a

Active Ingredients /
JleiicTBy1oune Beulecrpa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 1o3a cripest copepsxuT: AeHCTBYIOIEE BelecTBO: MoMerasoHa (ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha MoMerasona dypoar 50,00 mkr

Strength / losuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / Jlata npoussoacTsa 06/2023
Dosage form / Metered-df)se nasal spray i Cripeit Date of Exp. / Toxen 10 05/2025
JlekapcTBeHHas gopma HA3AILHBIA J03UPOBAHHIA
Product code / Koa nponykra SRU030007E040401DK Date of release / laTa Bpinycka 26.07.2023
Batch No. / Cepusi Ne 12230625 Qty. Released / 32,740 BOT/
KosnyecTBo BbINyLieHo (axoHoB
Batch size / Pazmep cepuu 34,722 BOT / ¢nakonos Mfg.License No. / Jlnuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472358 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauroHHblil HOMep aHAdU3A NPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudurar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukals roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune A®C Y API Batch No / A®C cepus Ne 23405(JM-01)-
Mowneraszona ¢ypoara MOHOFHAPAT 002
Manufactured by / Ilpoussoaurenas | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumures, Unaus
Ne | TESTS /INOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATDI
14 | Microbiological Purity / Muxpo6uoJiornyeckasi 4ucToTa
Total aerobic microbial Not more than 10? ¢fu per 1ml of the product / He Less than 10 cfu/ml/
count / Obwee uucno Gosee 10?2 KOE B 1 mi npenapata Menee 10 KOE/mn
a9POOHBIX
MUKPOOPTaHU3MOB
Total yeast and moulds Not more than 10’ cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Obiee yucnao Gonee 10' KOE B I Mt npenapara Menee 10 KOE/mn
JPO>KKEBBIX U MJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 m!l of the product / OrcyrcrBue B 1 Absent / OtcyTcTByer
MJI Iipeniapata
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OtcyTcTBYyeT
MJI Iperapara
15. | Assay/ KonnuecTBeHHoe onpeeseHue
a)“Mometasone Furoate™” From 85,0%to 115,0 % of the labeled content 7Ot "100.5% 7 100,5%% o
MowmerazoHa dypoat 85,0 % no 115,0 % oT 3asBJIEHHOTO COAEPKAHUS o A .
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 97.3% /97,3% - < J a
BeH3aIKOHuUs XJ10pU 80,0 % no 120,0 % oT 3asgBICHHOTO CONECPIKAHUS ] U
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A TTOTOBOI'O ITIPOAYKTA
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Name of Product / MOMAT RINO
Haumenosanue npoayKumu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenToBaHHOe HAMMEHOBAHUE Mowmera3oua cnpeii HasasbHbi 1031poBadHblii S0 MKr/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByronire BelecTsa 1 103a cripest COAEPIKUT: AclicTBY1OLIEE BellecTBO: MoMeTazoHa ¢yypoata MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona dgypoar 50,00 Mxr
Strength / Jlosuposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTta npousBoacTBa 06/2023
Dosage form / Mf:tered-dvose ?msal spray { Copeii Date of Exp. / Foen 0 05/2025
JlekapcrBennas gpopma Ha3aJIBHBIA 103UPOBAHHBLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Beinycka 26.07.2023
Batch No. / Cepus Ne 12230625 Qty. Released / 32,740 BOT/
KosanyecTso BLHIYLIEHO (nakoHoOB
Batch size / Pasmep cepuu 34,722 BOT / ¢makonoB Mfg.License No. / Jlunensus 1a MNB/10/832
NIPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472358 Mfg. License Date / JInuensus ua 30/04/2020
Perucrpaumontblii Homep anain3a NPOU3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (nara)
- GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccns GMP cepudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauua rorosoro SPC-CC-063688 Reference STP No. / CITH Ne p
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ) API Batch No / ADC cepus Ne 23405(JM-01)-
Mownmerazona ypoaTa MOHOTHAPAT 002
Manufactured by / Ilpoussoanreas | Aarti Industries Limited, India / Aapru Unnacrpus Jlumuren, Munus
Ne | TESTS/HOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbLTATDBI

16. | Package Size / YnaxoBka 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. /
ITo 120 po3 cycnensuu Bo ¢uakoHe U3 TONHATHIIEH]. ”@Ik TINOTHOCTH C
AO3UPYIOIUMM YCTPOHCTBOM M KOJINAUKOM U3 TTOJIMITUIIEHA.- ﬁ’mcokon nnottocu. Mo 1
(dnakoHy BMecTe ¢ HHCTPYKUMEH M0 MENHUHHCKOMY NPUMEHEHHUIO B MTayke KapTOHHOM.

e

Any deviation/Incident/OOS: IN/1101/2023/0153
OrxJioHenusi/HecooTBeTcTBHS/OOC: IN/1101/2023/0153 : 03‘ (/j \ 73
?? ?ZD,\ o
Declaration of certification: “I hereby certify that the above information is authentic and acc\%aig This batch of 'fé)duct has
been manufactured including packaging and quality control at the abovementioned site in fu cb“’mp}}anq 5 WL
requirements of the local Regulatory Authority and with the normative document no. HFI\—Nn(G()l?lO) -(PT-RU) 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.”
3ak04yeHHe O COOTBETCTBHM: HACTOALIMM IIOATBEPXKIAI0, 4TO TIPENCTAaB/EHHAss Bbllle WHPOPMAUWs SBJISETCA
joctoBepHO#l M TouHOH. [lanHas cepus Obina npomsBeleHa (BKIKOUAs YITAaKOBKY/MapKHPOBKY. M KOHTPOJIb KauecTBa) Ha
.~ YKa3aHHOW  BblNE, . TIDOM3BONCTBEHHOM, B JOJTHOM. . COOTBETCTBUN, . .C .
IMpouseonctBeHHOM TTpakTiku ( ) JIOKAIBHBIX PETYJATOPHBIX OPTaHOB U Tpe60BaHl/lﬂMl/I HOPMAaTUBHOM HOKyMeHTaLlI/II/I
JIII-Ne(001710)-(PI™-RU) ot 23.01.2023 nna poiHka Poccum W yreepxueHHON crenndukammeii Ne SPC-CC-063688.
ITpoToxosbl IPOW3BOACTBA, YNAKOBKM M IOKa3aTellM KkayecTBa JAHHOH cepuu OblM MPOaHAIH3UPOBAaHBl W CHENAHO
3aKJIl0YEeHHE, YTO OHY COOTBETCTBYIOT TpeboBanuaM Haanexaieit INponssoncreenHoit [1paktuku (GMP).
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