Glenmark pharmaceuticals Ltd
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
CEPTUOUKAT AHAJIU3A T'OTOBOI'O INTPOAYKTA

Page 1 of 9/ Crp. 1139

Name of Product / MOMAT RINO
Haumenosanue npoaykuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenToBaHHoe HauMeHOBaHUe Momeraszona cripeii HasanpHbIH 103upoBatbii 50 mxr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByromne BemecTsa 1 no3a cripest conepxuT: AeHcTaylowlee BemecTso: MoMeTasona (pypoara MOHOTHAPAT
51,72 mxr B nepecdere Ha Momerasona dypoar 50,00 mkr
Strength / Jlosuposka 50 meg / 50 mMxr Date of Mfg. / lata npousBoacTsa 06/2023
Dosage form / Metered-dose nasal spray /
Crnipeli HasabHBIH Date of Exp. / I'onen no 05/2025
JlekapcTeenHas gopma N
JIO3MPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa seinycka 30.06.2023
Batch No. / Cepusi Mo 12230607 Qty. Released / Konnuecrso 32,320 BOT/
BbINYHIEHO (akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnaxonos Mig.License No. / MNB/10/832
JInueHsus Ha npou3BOACTBO (HoMep)
Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
PernctpanyoHHbI HOMeD aHAJH3A JluneH3Hsl Ha NPOU3BOACTBO (1arTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
Market / Poiox Russia / Poccns GMP Compliance certificate No- /| Gy p 1556/20/1N
GMP ceprudurar (Homep)
Reference Specification No. /
Crneunduxauus rotosoro SPC-CC-063688 Reference STP No./ CIIU Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-
Haumenosanune AOC Mowmeraszona dypoata MOHOTHAPAT ADC cepus Ne 01)-002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India/ Aapru Unnactpus Jlumuren, Muaus

Ne TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJbTATDI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| Moutn Genoro uBeTa HEMPO3pPAYHON
Ot Genoro mo nouty Oenoro UBeTa OT | KOHCHCTEHUMH TYCTasi CycreHsust.
TOJTY [TPO3pauHOMN o Henpo3payHoii

KOHCUCTCHUMHU I'yCcTasd CyCIICH3 sl

2. | Identification / IlopnunHocTs
a) Mometasone Furoate / The retention time of the peak of | The retention time of the peak of

MomeTazoHa ¢pypoar Mometasone Furoate in the chromatogram | Mometasone  Furoate  in  the
of sample preparation should corresponds to | chromatogram of sample preparation
the retention time of the main peak in the | corresponds to the retention time of
chromatogram of standard preparation (refer | the main peak in the chromatogram
to Assay). / Bpemsa ynepxusaums nuka | of standard preparation / Bpems
OMETa30Ha (ypoaTa HA XPOMATOTPaMMe | YAEP)KMBAHHS  [MKA  MOMETa3oHa
HCTIBITYEMOTO pacTeopa JOKHO | ypoara Ha XpoMarorpamMme
OOTBETCTBOBAaTb BPEMEHH YACPXUBAHUA | MCTILITYEMOTrO pactBopa
'/ OCHOBHOrO ~ MMKa HAa  XpPOMAaTorpamMme | COOTBETCTBYET BPEMEHH
| crangaprtHoro  pactBopa  (CM.  pasjen | YAEPKMBAHMS OCHOBHOIO NHKA Ha

«KomuecTBeHHOE onpenesieHue). Xpomarorpamme CTaHJAPTHOTO
pacTeopa.
Prepared By / [loarorosua Checked By / Ilposepua Approved By / Ono6pun
Signature / Hoanuce /é// C:fﬁww C/A\// r
Date / lara ’ 16107 Lol 3 e e\ '\’1) s [}‘.}/}a‘),g
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay/Kumar Garg
Designation /
 P— Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3A 'OTOBOI'O IIPOJAYKTA
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Name of Product/ MOMAT RINO
HaumeHoBaHue npoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBAHHOE HANMEHOBAHME Mowmerazona crnpel HazanbHbIM J103UpoBaHHBIHA 50 MKI/n03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTeylomue Bemecrsa 1 nosa copes conepxut: AeiicTByolee BemiecTBO: MoMerasona Qypoata MOHOrHAPAT
51,72 mxr B niepecyere Ha Momerasona Qypoar 50,00 mMxr
Strength / lo3nposka 50 meg / 50 mkr Date of Mfg. / lata npoussoactsa 06/2023
Dosage form / Metered-dose nasal spray /
Cripelt HazanLHbLH Date of Exp. / I'ogen oo 05/2025
JlexapcTeenHnas gpopma o
JIO3UPOBaHHBI
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lara Boinycka 30.06.2023
Batch No. / Cepus Ne 12230607 Qty. Released / Kosinuecrso 32,320 BOT/
BbHIYHIEHO (rakoHoOB
Batch size / Pazmep cepuu 34,722 BOT / {naxoHos Mg License No. / MNB/10/832
JInueH3usi HA MPOU3BOACTBO (HoMep)
Inspection Lot No.“/ 040000468187 Mfg. License Date / 30/04/2020
Perucrpaunonusiii Homep aHaJjiu3a JInuen3usa Ha npou3BoACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (narta)
Market / Pottose Russia / Poccus GMP Compliance certificate No. /| b 1556/20/1N
GMP cepruduxat (Homep)
Reference Specification No. /
Cnenudukauus rorosoro SPC-CC-063688 Reference STP No./ CIIH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HaumenoBanne AOC Mowmerazona Qypoara MOHOTHApAT ADC cepust Ne 01)-002
Manufactured by / Ilpoussoautear | Aarti Industries Limited, India/ Aapra Unnactpus Jlumuren, Menus

MNe | TESTS/NOKA3ATEJIN LIMITS / TPEBOBAHUWSA OBSERVATIONS /
PE3VJIBTATHI
b) Benzalkonium chloride / | The chromatogram of the sample solution | The chromatogram of the sample
Benszankonus xuopu should contain peaks corresponding to the | solution contain peaks corresponding

retention times of peaks of benzalkonium | to the retention times of peaks of
chloride homologues Ci; and Cys in the | benzalkonium chloride homologues
chromatogram of the standard solution (refer | Ci» and Cy in the chromatogram of
to Assay). / Ha xpomarorpamme | the standard solution. / Ha

UCHBITYEMOr0 pacTBopa JOJDKHBI | XpOMarorpamme HCTILITYEMOTO
O0HapyXHMBAaTbCA MUKW, IO  BpeMeHaM | pacTsopa 00HAPYXMBAKOTCS MHKH, 10
YOEPXKUBAHMSL  COOTBETCTBYIOILME IIMKaM | BpeMeHam yIaepKUBaHUA

romosioros 6ensankonus xnopuna Ciz 1 Ciq | COOTBETCTBYIOLINE [IHKAM TOMOJIOTOB
Ha XpOMaTorpamMme CTaHAapTHOIo pacTBopa | Oemsankonus xjopuiaa Cpp u Ciy Ha

(eMm. pazzen «KonunyectBeHHoe | XpoMaTorpamMme CTaHIAPTHOrO
onpesieieHue). pacTBopa.
3. pH From 4.30 t0 4.90/ Ot 4,30 no 4,90 4.67/4,67
4. | Density / IlnorHoCTH From 0.950 to 1.050 g/cm3 / 1.007 g/em®/ 1,007 r/em
Ot 0,950 mo 1,050 r/cm®
5. | Viscosity / BsazkocThb From 30 to 130 ¢Ps/ Ot 30 no 130 cIl3 55.0 cPs/ 55,0 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcMoONaabHOCTD Ot 250 no 350 MOcMm/xr 293 MOcm/kr
Prepaped By / lloprotosua Checked By / Ilposepua Approved By / Onobpun
Signature / Hoanuce /(:9‘/ C:%Jw,,w
Date / Jlata W'M’" 0711012 w / ) I,} /:DJ) 7
7
Name / ®11O Yogesh Kumar Mehta Atul Kumar Ajayé(umar Garg

Designation /

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIU3A TTOTOBOI'O IIPOAYKTA
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Name of Product /
HaumeHoBaHHe NpoayKuuM

MOMAT RINO
MOMAT PHHO

Generic name /
HenarentoBanHoe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTasoHa cnpeli HazaIbHbIH 03MPOBaHHEI 50 MK/ K034

Active Ingredients /
JeficTByrouiue BemiecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpes conepxut: AeficTByIoLIee BelecTBO: MoMeTazona diypoara MOHOTHApAT

51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mMkr

Strength / Jlosupoeka 50 meg / 50 Mxr Date of Mfg. / lara npousBoactsa 06/2023
D P / Metered-dose nasal spray /
osage form Cripeli HazanpHbIH Date of Exp. / Foaen no 05/2025
JlekapcTeeHHasn dpopma ) N
JO3UPOBAHHBIN
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Bbinycka 30.06.2023
Batch No. / Cepusi Ne 12230607 Qty. Released / Koanuecrso 32,320 BOT/
BBINYLIEHO (hakoHoB
Batch size / Pazmep cepun 34,722 BOT / uaxonos Mig.License No. / MNB/10/832
Jinuensus Ha npoussoacTBo (Homep)
Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
Perucrpauuonnbtii HoMep anajgn3a JIMueH3Hst Ha MPoU3BOACTBO (1aTa)
Package size / Ynakosia 120 Doses / 120 03 GMP Compliance certificate Date /| 1 ¢/00
GMP cepruduxar (1ata)

Market / Poinox

GMP Compliance certificate No. /

Russia / Poccus GMP ceprudukar (Homep)

GMP-01556/20/IN

Reference Specification No. /

Cneunduxauus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(1M-
Haumenosanne ADC MonmeTtazona pypoara MoHoruapar ADC cepust Ne 01)-002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aaptu Munacrpus Jlumuren, Muaus

Ne TESTS / TOKA3ATEJHN LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJIBTATHI
7. | Net content / Macca Not less than 18 g / He menee 18 1 183¢g/183r
COAePKUMOro (pjiakoHa
8. | Number of deliveries per Not less than 120 doses (exclude the first 163 doses / 163 no3
container / Konuuectso 103 | pumping) / He menee 120 103 (He cuuras
TIEPBUYHYIO MTPOKAUKY)
9. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / MunuMym: 95.6%

Macca a03b1

1o 115 % ot TeopeTnyeckoii Macchl 103bi;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsist macca 103b1: 0T 90 % m0 110 %
OT TEOPETUUECKOH MACChI HO3bI

of the theoretical dose mass / Maximum / Maxcumym:107.7%
Unmueuayansnast macea xo3nbl: ot 85 % Average / Cpennee: 103.7%

Prepared By / Homrotosun Checked By / Iposepua Approved By / OaoGpun

Signature / IToanucey

W..ﬁ,}-._ﬂ_w.__

a?«{“?

[

: - AT
Date / llata bo“ 371 ')/{)L:E 7 Tt f“ 3 ”‘Z/‘)) 0(}/0/)/‘?)'}
/
Name / @O Yogesh Kumar Mehta Atul Kumar Ajay Kémar Garg
—rp—
Designation Officer-QA Officer-QA Asst. Manager - QA

JloKHOCTE
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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
CEPTUOHKAT AHAJIU3A I'OTOBOI'O ITPOJAYKTA
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBanHoe HauMeHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomerasoHa cpeil HasaibHbIH 103KpoBaltbIi 50 MK/ 103a

Active Ingredients /
HeiicrByiomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

I noza CIIPEst COUCPKUT! IICFICTB)’IOIHC@ BemEecTBO: MoMerasona (])ypoaTa MoHoruapar

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / losuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 06/2023
Dosage form / Metered-dose nasal spray /
g Cripeii Ha3aspHbIH Date of Exp. / I'oaen no 052025
JlekapcTennas popma .
JIO3MPOBAHHBIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / J/laTa Boinycka 30.06.2023

Batch No. / Cepus Ne 12230607 Qty. Released / KosmuectBo 32,320 BOT/
BbIMYIEHO ()1akoHOB

Batch size / Pasvep cepun 34,722 BOT / pnaxomon Mig.License No. / MNB/10/832
Jluuensus Ha Npou3BOACTBO (HoMep)

Inspection Lot No. / 040000468187 Mfg. License Date / 30/04/2020

PervcTpauHoHHbIHi HOMEp aAHAJAN3A JluueH3nsi Ha NPOU3BOACTBO (AaTA)

Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)

Market / Poisiox Russia / Poccus GMP Compliance certificate No./ | Gyp 155620/
GMP ceprudukar (nomep)

Reference Specification No. /

Creuuduranus roTosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

Hanmenosanue A®C Mowmerazona dypoata MOHOTHAPAT ADC cepusi Ne 01)-002

Manufactured by / Hpoussoaurens | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Muaus

Ne TESTS / TTIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /

PE3YJbTATHI

10. | Particle size /
Pasmep yacTuu

90 %;

OTCYTCTBOBATH

Particles < 10pm in size: Not less than 90%
Yactun pasmepom < 10 MKM — He MeHee

Particles < 30pum in size: 100%
Yacrau pasmepom < 30 mxm — 100 %

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

100.0% / 100,0%

100.0% / 100,0%

Absent / OrcyteTsyior

11. | Sedimentation Stability /
CenmeHTaAlIHOHHAS
YCTOHYHBOCTD

Not less than 5 min / He MeHee 5 MuH.

Complies /
Cootgercryet

Prepaged By / llonrotosua

Checked By / IIposepna

Signature / Iloanucs

Approved By / Ono6pua
(?“zé.L«/

_ .
[ 5 = A Y 4440
Date / lata yol ol 12> R 2] DS
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay K/umar Garg
ignation /
Designation Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIN3A T'OTOBOI'O IIPOJAYKTA

Page5of9/Crp.5u39

Name of Product / MOMAT RINO
HaumeHoBaHHe npoayKumuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOE HAUMEHOBAHUE Momerazona cipel HasaLHBI 103upoBanHblii 50 MKI/103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByromue Bemecrea 1 no3a cnipest conepxuT: ACHCTBYIOMIECE BEIECTBO: MoMeTa30Ha (ypoara MOHOIMAPAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mxr
Strength / lozuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacrea 06/2023
D P / Metered-dose nasal spray /
osage form Cnpelt Hazanbubli Date of Exp. / Fogen no 05/2025
Jlexapcreennast hopma ) .
JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2023
Batch No. / Cepust Ne 12230607 Qty. Released / Koanuecrso 32,320 BOT/
BbINYIUEHO (yiakoHOB
. Mfg.License No. /
Batch size / Pazmep cepuu 34,722 BOT / dnaxonos MNB/10/832
JIMueHsusi Ha NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
PerucTpanuonnblii HoMep anajgu3a Jluuensns Ha npousBoACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
Market / Poistok Russia / Poccus GMP Compliance certificate No./ | 515 01556/20/1N
GMP ceptuduxar (nomep)
Reference Specification No, /
Cneuuduxanust roToBoro SPC-CC-063688 Reference STP No./ CIIN Ne STP-CC-040944
NpoayKTa Ne
API name/ Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haunmenosanue ADC MowmeTazona Qypoara MOHOTHApAT ADC cepus Ne 01)-002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Mnnactpus Jluvuren, Uaans
No TESTS / HIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATHI
12. | Related Substances / Poacrsennbie npamecu
Impurity 8 DM / Not more than 0.15 % / 0.04%/ 0,04%
Hpumecu § DM He 6onee 0,15 %
Impurity DMC / Not more than 0.15 % / Below LOQ /Huxe TTKO
Ipumecu DMC He 6onee 0,15 %
Impurity D / Not more than 0.20 % / o 0
pumecn D He 6onee 0,20 % 0.02%/0,02%
Any ir_ldividual unspegiﬁed Not more than 0.20 % / 0.06%/ 0,06%
impurity / EanHnunoi He donee 0,20 %
HEUJEHTH(PUIIHPOBAHHO I
IpUMeEcH
Total impurities / Not more than 0.60 % / 0.24% / 0.24%
CyMMBI ipuMeceii He 6onee 0,60 %
Prepaped By / lloarotosua Checked By / Ilposepua Approved B\q’/ Opno6pun
Signature / ITonnues ﬁ Qj """" - C%;:;JT
Date / lata Lo ’ 0717013 N \*\} ».7};‘{ b ',7/)@)3
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kuélar Gérg
Designation /
TommHocTs 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 1732035, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A T'OTOBOI'O ITPOJIYKTA

Page 6 of 9 / Crp. 6 139

Name of Product /
HaumMeHoBaHHE NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBanHoe HAMMEHOBAHHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cipelf HazanpHbii Ho3upoBannbii 50 Mxr/no3a

Active Ingredients /
JeiicTBylomue BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cripes COAepKUT: JeHicTBYIOnIee BEwECTBO: MoMerasona ypoata MOHOIMAPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mrr

Strength / Jo3zuposka 50 meg / 50 Mkr Date of Mfg. / lata npousBojcrsa 06/2023
D ¢ form / Metered-dose nasal spray /

osag Cnpeit nazanbHbLH Date of Exp. / I'onen no 05/2025
JlekapcTBenHas popma ) o

JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Beinycka 30.06.2023
Batch No. / Cepust No 12230607 Qty. Released / Koanuecrso 32,320 BOT/
BLINYLUEHO (hJ1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢urakoHon Mfg.License No. / MNB/10/832
: JlnueHsust Ha NpousBoACTBO (HOMep)

Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
PerucrpaunoHHbiii HOMep aHaJIH3a JInuen3usi Ha NPoU3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (nara)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudukar (somep)

GMP-01556/20/IN

Reference Specification No. /
Crneundukaums rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

API name /
Haumenosanue AOC

Mometasone Furoate Monohydrate /
MowmeraszoHa (ypoara MOHOTHIpAT

API Batch No /
ADC cepus Ne

MFM-23405(JM-
01)-002

Manufactured by / IlpousBoauresn

Aarti Industries Limited, India / Aaptu Hugacrpus Jlumuaren, Unaus

Ne TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHMU S OBSERVATIONS /
PE3YJIBTATDBI
13. Spray content uniformity Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauaino:

(Uniformity of delivery
dose) / OaHopoaHOCTH
J03HPOBAHUSI
(OnnopoanocTs
BOCTABAAEMOI 103b1)

from 10 vials) can deviate more than = 20% fiom 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 Gonee 2 3 20 103 (10 Havansusix 103 1 10 KoHEUHbIX 003)
MOTYT MMCTh OTKJIOHEHHE OT CPEHEro 3HAuYcHus Gonee yeM =+
20 %, ¥ HH OAHA MO33 HE OAOJDKHA MMETh OTKIOHEHHE OT
cpeanero 3nauenus Oosiee ueM Ha * 25 %. Cpennee 3HaueHHe
He JO/DKHO npepbiats + 15 %.

Ecnn ot 3 10 6 103 #MeI0T oTKNOHeHHA Gonee yeMm £ 20 %, Ho
Menee yeM = 25 %, TO NenBITHIBAIOT caeayowme 20 QnakoHos.
He Gonee 6 u3 60 103 MOryT HMETb OTKJIOHEHHE OT CPEAHEro
3Hauenua donee ueM + 20 %, 1 H{ OJIHA 4033 HE AOJHKHA HMETh
OTKJIOHECHHE OT CpeaHero s3HaueHus Oosiee uem + 25 %.
CpesHee 3HAaYeHHE KAKAOIO ONPEAC/ISHHA HE  JOJIKHO

Minimum / Munumym: 98.4%
Maximum / Makcumym:102.5%
Mean / Cpenydee:100.0%

END / Kouneu:
Minimum / Munumym: 98.2%

Maximum / Makcumym:104.2%
Mean / Cpentee; .09

npepbiarh + 15 %.

Prepared By / Iloarorosusn

Checked By / Ilposepua Approved ﬁy / Onobpua

Signature / Iloanucy

(1~

H

e

Date / laTa 10 [67) { Lal/,f? ‘ém 707 , 173 20 5{9 /90 9’}

Name / ®NO Yogesh Kumar Mehta Atul Kumar Ajay léuma{ Garg
rp——

Designation / 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 1732035, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIN3A IT'OTOBOI'O ITPOJAYKTA

Page 7 of 9/ Crp. 7139

Name of Product /
Haumenosanne npoayxuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Monmerazona cripelf HasanbHbIH 103upoBanHbii 50 MKr/Ko3a

Active Ingredients /
JleficTByroLne BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cnipes comepyxut: AcHcTByIOLIEE BellecTBO: MoMeTasoHa ¢ypoata MOHOIMApPAT

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

Strength / Jlosuposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrsa 06/2023
D f / Metered-dose nasal spray /
osage 1orm Capeli HazanbHBIN Date of Exp. / I'ogen no 05/2025
JexapcrBenHas popma ) . N
JIO3UPOBAHHBIM
Product code / Kog npoaykra SRU030007E040401DK Date of release / lara Beinycka 30.06.2023
Batch No. / Cepus Ne 12230607 Qty. Released / Kosinuecreo 32,320 BOT/
BbINYIEHO (rakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mig.License No. / MNB/10/832
JluueH3ust HAa NPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
PeructpainoHHblii HoMep anaju3a JIuneH3usi Ha NPOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudurat (nata)

Market / Poinok

Russia / Poccust

GMP Compliance certificate No. /
GMP ceprugukat (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creunduraiisi roToBoro
npoaykra Ne

SPC-CC-063688

Reference STP No./ CIIN Ne

STP-CC-040944

API name /

Mometasone Furoate Monohydrate /

API Batch No /

MFM-23405(JM-

Haumenosanue AQC Mowmerazona ypoara MOHOTHApAT ADC cepusi Ne 01)-002
Manufactured by / Ilpoussoaurennr | Aarti Industries Limited, India / Aaptu Munactpus Jiumuren, Muaus
Ne TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbLTATHI
14 | Microbiological Purity / Mukpo6uosorndeckast 4ucTora
Total aerobic microbial count | Not more than 10% cfu per 1ml of the Less than 10 cfu/ml/
/ Ob1mee uucio a3podHbIX product / He Gonee 10> KOE B 1 ma Menee 10 KOE/mn
MHUKPOOPTraHU3MOB npenapara
Total yeast and moulds count | Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/
/ ObLiee YUCHO APOXKIKEBBIX product / He Gonee 10" KOE B 1 mn Menee 10 KOE/mn
W MJIeCHEBBIX TpUboB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OrcytcrByer
Ortcyrersue B 1 Ml npenapara
Staphylococcus aureus Absence per 1 ml of the product / Absent / OrcytcrByeT
OtcytcTBue B | M nipenapara
15. | Assay / KosmndecTBenHoe onpejenenue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled 102.1% / 102,1%
Mowmertaszona ¢ypoat content / Ot 85,0 % no 115,0 % ot
3a4BJEHHOTO COIEPIKaHUs
b) Benzalkonium chloride / From 80,0 % to 120,0 % of the labeled 97.6% /97,6%
beHzankonus xaopun content / Ot 80,0 % nmo 120,0 % ot
3aABJAEHHOTO COACPIKaHUS

Prepared, By / Honrotosua

Checked By / IIposepua

Signature / Tloanucs

/Y A

i
[ -y 7 , N 7
Date / JlaTa 'Vr‘)’d "} ) 101’:) VA LY \’\'3 24//5}’)/&649&
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay K‘{mar/Garg
Desi P
esignation / Officer-QA Officer-QA Asst. Manager - QA

JOoJKHOCTE

FCM/QA054/08.00



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

@%@ m&%{zé{ Distt. Solan Himachal Pradesh 173205, India
A \/f.,‘}, PR Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIU3A T'OTOBOTI'O ITPOAYKTA
Page 8 of 9/ Ctp. 8 13 9

Name of Product / MOMAT RINO
HaumenoBanue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOE HANMEHOBAHHE MomerazoHa crpeit HasanbHbIi Bo3upoBaHHbi 50 MxI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JleificTByioire BewecTsa 1 n03a cipes comepxuT: AcicTryoNIee BEIECTBO: MOMeTa30Ha (pypoaTa MOHOTHAPAT
51,72 mxr B niepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / lo3uposka 50 meg / 50 mkr Date of Mfg. / lara npoussoacrea 06/2023
Dosage form / Metered-dose nasal spray /
Cnpell HazanbHBLIH Date of Exp. / Tonen no 05/2025
Jlexapcteennas popma ) -
JAO3UPOBANHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 30.06.2023
Batch No. / Cepust No 12230607 Qty. Released / Koanuecrso 32.320 BOT/
BhINYLIEHO (itakoHOB
Batch size / Pazmep cepun 34,722 BOT / dpnaxonos Mig.License No. / MNB/10/832
Jluuensusi Ha NPoU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020
Perncrpaunonuplii HoMep aHaau3a JInuens3usi HA NPON3BOACTBO (AaTA)
Package size / ¥ naxoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,
GMP ceptuduxar (nara)
Market / Poitok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTuduxar (Homep)
Reference Specification No. /
Cneunduxauus roTosoro SPC-CC-063688 Reference STP No. / CTIH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenopanue AOC MownerazoHa §ypoara MOHOTHUAPAT A®C cepus Ne 01)-002
Manufactured by / Hpoussoaurens | Aarti Industries Limited, India / Aapru Wugacrpus Jlumuren, Unaus
No TESTS / IOKA3SATEJIHA LIMITS / TPEGOBAHMS OBSERVATIONS /
PE3YJIBTATHI
16. | Package Size / Ynakoska 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle

made from high-density polyethylene | made from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and
made from high-density polyethylene. One | a cap made from high-density
bottle together with the package insert per a | polyethylene. One bottle together
cardboard box. / ITo 60 unu 120 go3 | with the package insert per a
cycnensun Bo (akoHe M3 monmdtunena | cardboard box. / 120 no3 cycnenzuu
BLICOKOH  MJIOTHOCTH €  JO3UPYIOLUMM | BO  (IakOHE M3  IOJUITUIEHA
YCTPOHCTBOM U KOJIMAYKOM M3 HOAMITHIIEHA | BBICOKOH MIOTHOCTH C AOZUPYIOILMM
BBICOKOH mnoTHocTH. [1o 1 dmakoHy BMecTe | yCTPOMCTBOM M KOJIIAYKOM M3
C  UHCTpYKUMEH 10  MEOUUUHCKOMY | MOJM3THIEHA BBICOKOH TUIOTHOCTH.
IPUMEHEHHMIO B NIAYKe KAPTOHHOIA. [lo 1  dmakony BMecte ¢
UHCTPYKLUCH 10  MEJUUMHCKOMY
NPUMEHEHUIO B 1134

17. | Labeling / MapxupoBka According to ND / B cooteetcrun ¢ HIT
18. | Storage conditions / Store at 15 °C to 25 °C. Do not freeze. /
Xpanenue ITpu Temnepatype ot 15 ao 25 °C. He 3aMopaxuBaTs.

19 | Shelf-life / Cpox rognocTn 2 years / 2 rona

Prepared By / IloaroTosun Checked By / lIposepua Approve(i By / OnoGpun
Signature / Hoanucs /g/ , ijw —
Date/ lara [ 7/{)’ 97 } Lot 3 (”""7;»»’)‘v‘”\"\r’l‘_;l \) P / 09 /OLLQ@
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kléma{Garg
Designation / )
JoJoKHOCTD Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIN3A TOTOBOT'O IPOAYKTA
Page 9 of 9/ Crp. 9139

Name of Product/ MOMAT RINO
HaumenoBanue npoaykumuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTeHToBaHHOE HAUMEHOBAHHE MomerasoHa crpeii HasaIbHbIH A03UpoBaHHbIA 50 MKI/1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByrouue seliecTsa 1 nosa cripes COAePIUT: AeHcTRYIOMEE BellecTBo: MoMeTaszona ypoara MOHOTHApPAT
51,72 mxr B nepecuere Ha Momerazona gypoat 50,00 mxr
Strength / losuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacrsa 06/2023
D form / Metered-dose nasal spray /
osage lor Crpeit Ha3abHBLH} Date of Exp. / I'ogen no 05/2025
JlexapcTBeHHas popma N
JIO3MPOBAHHbIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Boinycka 30.06.2023

Batch No. / Cepusi Ne 12230607 Qty. Released / Kosinuecrso 32,320 BOT/
BbINYLLEHO (nakonos

. Mfg.License No. /

Batch size / Pazmep cepun 34,722 BOT / dnakonos MNB/10/832
Jluuensus Ha npon3soacTBO (HOMep)

Inspection Lot NOL/ 040000468187 Mfg. License Date / 30/04/2020

Perucrpauuonstblii Homep aHaJiu3a Jlnuensusi Ha npon3poacTBo (naTa)

Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmiar (aata)

Market / Peinox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (nomep)

Reference Specification No. /

Cneunduxauus rotooro SPC-CC-063688 Reference STP No. / CIIN Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

HaumenoBanune AQC MowmeTazoHa Qrypoara MOHOrHApaT ADC cepust Ne 01)-002

Manufactured by / Ilpoussoauresns | Aarti Industries Limited, India / Aapru Unnacrpus Mumuren, Unnus

Any deviation/Incident/OOS: IN/1101/2023/0064
Otkionenust/necoorBercreusa/O0C: IN/1101/2023/0064

Declaration of certification: ““1 hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-003870-221221 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.”

3akiIoueHHe O COOTBETCTBMM: HACTOSIUMM TOATBEPXAAIO, UTO NpPEeICTABIEHHAas Bbille HH(OPMALU ABALETCS
nocToBepHO# W TouHON. Hannas cepusa Obula npouspeieHa (BKNIOYAs YIAKOBKY/MapKMPOBKY M KOHTPOIL KauecTBa) Ha
YKa3aHHOM Bbllle MNPOW3BOACTBEHHONM MIOINAZKE B [OJHOM  COOTBETCTBUM ¢ TpeboBaHMamu Hanexaineit
IlpoussoncreenHo# [paktiku (GMP) nOKanbHBIX PETyAATOPHBIX OPraHOB W TpeGOBAHMAMH HOPMATHBHOMN JOKYMEHTAILUM
JII1-003870-221221 nas puinka Poccun u yTepxkaenHol cneuudukaiuu Ne SPC-CC-063688. TIpoTOKONIBI NPOM3BONCTBA,
YNaKoBKM M YlOKa3aTeNM KauyecTBa JAaHHOH cepHy ObUIM NPOAHANM3HPOBAHLI M CHENAHO 3aKIOYEHHE, 4TO OHH
cooTBeTCTBYIOT Tpebobanusam Haanexame [poussopcreentoit [paktukn (GMP).

Prepaved By / HoaroTosun Checked By / Iposepus Approved By / OnoGpus
Signature / Hoanuce /{& ij__.? A
Date / lata 20 Jo) | Lo L3 sl \\gy ~o /“C) /&/6‘ A
Name / ©UO Yogesh Kumar Mehta Atul Kumar Ajay K({m?{Garg
Designation /
JlosKHoCTD Officer-QA Officer-QA Asst. Manager - QA
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