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Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A I'OTOBOI'O ITIPOAYKTA
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Name of Product /
HaumeHnoBaHHe NpoAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmerasoua cripeil HazalbHbIR 1031poBaHHbIA 50 MKkr/nosa

Active Ingredients /
JleiicTByIOLIME BellecTBA

calculated for Mometasone Furoate 50.00 mcg

51,72 mxr B nepecuere na Momerasona ¢ypoar 50,00 Mkr

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

1 103a CIIpest CONEPKHUT: JIeHCTBYIOIIEE BElecTBO: MomeTasoHa dypoaTa MOHOTMApAT

Strength / losuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npou3BoacTBa 02/2024
Dosage form / Metered-dvose nasal spray { Cnpeii Date of Exp. / Foxer 20 01/2026
JlekapcTBenHasi popma Ha3aJbHBbLA 103UPORAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / J/lata Bbinycka 17.02.2024
Batch No. / Cepusi Ne 12240121 Qty. Released / 10,080 BOT/
Koin4ecTBO BbINMYIEHO (1aKOHOB
Batch size / Pasmep cepuu 11,022 BOT / dnakotios Mfg.License No. / Jluuetsus #a MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000509033 .| Mfg. License Date / Jinueusus Ha 30/04/2020
PerucTpauMoHHbIil HOMEP AHAIM3A NpoM3BOACTBO (AaTa)
Package size / Y nakoska 120 Doses / 120 no3 GMP Compliance certificate Date/ 18/06/2020
GMP cepTudukar (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus roTosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoayxkra Ne
' Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC yaralel & ApI Batch No / A®C cepus Ne 23411(JM-01)-
Mowmerasona ¢ypoara MOHOTHApPAT 001
Manufactured by / Tlpoussoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuten, Unaus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHMSA OBSERVATIONS/
PE3YJIBTATHI
1. | Description / Onucaunne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or 6emoro Jo nmoutd Oemoro ngera ot | [lourd 6enoro LBeTa
T0JTy IPO3pa4HON GO HEMPO3pauHOW KOHCHUCTEHLMH HEMpo3payHOH  KOHCHCTCHUMH

TyCcTas CyCrneH3us.

rycTas CyCHeH3us.

2. | Identification / UnenTHOUKAIHSA

a) Mometasone Furoate /
Momerta3ona gypoat

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 ynepkuBaHus OCHOBHOIO IHMKa
Ha XpoMaTorpaMme HCIBITYEMOIO  pacTBopa
JOJKHO COOTBETCTBOBAThL BPEMEHH YAEPKMBaHMA

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 / Bpems
yAEPXKUBAHUA OCHOBHOIO MUKa

OCHOBHOI'0 NMHKa Ha XpoMaTtorpaMme CTaHJApTHOro | Ha Xpomarorpamme
- pactBopa  (cM.  pasmen  «KoNW4eCTBEHHOE | MCTBLITYCMOTO pacTBopa
P ’v\on?e;[enem/le»). COOTBETCTBYET BpPEMEHH
( \o"'"\ , YACPKUBAHHUA OCHOBHOI'0 IIHKa
" » ,’ Ha XpOMarorpamMme
Lo CTaHJapTHOIO pacTBopa.
-
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
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Name of Product /
HaumeHoBaHUE NPOAYKLUH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTasoHa cripeil Ha3aslbHbIH 103MPOBaHHbI 50 Mkr/a032

Active Ingredients /
JeficTBytommue seecTsa

calculated for Mometasone Furoate 50.00 mcg

51,72 mkr B nepecyere Ha MomeraszoHa dypoar 50,00 mkr

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

1 1032 CRApes coAepXkUT: AelicTByloLIee BelecTBo: MoMeTasona (ypoara MOHOrMapar

Strength / lo3uposka 50 mcg/dose / 50 Mkr/103a Date of Mfg. / lata npon3BoacTBa 02/2024
Rosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Fonen 10 01/2026
exapcTBeHHan dopma HaslbHbI 103UpOBaHHbIil
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.02.2024
Batch No. / Cepusi Ne 12240121 Qty. Released / 10,080 BOT/
Koau4ecTBo BbINMYIIEHO (J1aKoHOB
Batch size / Pazmep cepun 11,022 BOT / ¢nakoHos Mig. License No. / Jlauensus na MNB/10/832
NpoM3BOACTBO (HOMED)
Inspection Lot No.v/ 040000509033 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauMoHHbiii HOMEp aHAIU3A NpoU3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukat (aaTa)
: GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP cepn‘: duKaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauusa rorosoro SPC-CC-063688 Reference STP No. / CIIA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumeHosauue ADC API Batch No / A®C cepusa Ne 23411(JM-01)-
Mowmera3osa ¢ypoara MOHOTMAPAT 001
Manufactured by / Ipoussoauteas | Aarti Pharmalabs Limited, India/ Aaptu ®apmanaGe Jinmuren, Unaus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHHUS OBSERVATIONS/
PE3YJIBTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BeH3aaxoHusi XJ0pua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues C1» | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
. solution (refer to Assay). / Ha xpomatorpamme | chloride homologues Ci» and
. ,\ HCTBITYEMOTO PacTBopa JAOJDKHbI O6Hapysxusathes | Ciq in the chromatogram of the
R o i\ KM, no BpeMeHaM ynepxupanysa | standard  solution. / Ha
// ‘7| X0OTBETCTBYIOLIVE NTHKaM TOMOJIOTOB GEH3AJIKOHMs | XpOMaTorpaMMe HCHbLITYeMOro
HET opuma Ci u Cuu Ha XpomarorpamMMe | pacTBopa 0OHapyXHUBaKOTCA
. tTaHAAPTHOTO pactBopa (cm. pasgmen | MUKH, no BpEMEHaM
;} OJIMIECTBEHHOE OTPEACICHUEN). yIaep)KHBaHUA
s COOTBETCTBYIOLIHE MIMKaM
FOMOJIOTOB 6eH3anKoHus
xiopuna Ci2 M Cu Ha
XpOMAaTorpamMMe CTaHAapTHOro
pacTBOpa.
3. |pH From 4.30 to 4.90 / Ot 4,30 510 4,90 4.70 /4,70
4. | Density / ILnoTHOCTB From 0.950 to 1.050 g/cm? / 1.015 g/em®/ 1,015 r/em®
Ot 0,950 no 1,050 t/cm®
5. | Viscosity / Baskoctb From 30 to 130 ¢Ps/ Ot 30 mo 130 cIl3 54.2 cPs/54.2 cll3
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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Name of Product /
HanumenoBanue npogykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBanHoe HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeras3oHa clipel HasanbHbli 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
JeiicTByl0IHE BEMECTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a crIpest COACPKUT: IeHCTBYIOLIEE BEecTBO: MomeTa3oHa dyypoata MOHOrMApAT

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

Strength / losupoBka 50 mcg/dose / 50 Mkr/ao3a Date of Mfg. / laTa npousBoacTsa 02/2024
Dosage form / Metered-dvose 'nasal spray { Crpeii Date of Exp. / Conen 20 01/2026
JlekapcTBeHHas gopma HasaJIbHbII JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Buinycka 17.02.2024
Batch No. / Cepus Ne 12240121 Qty. Released / 10,080 BOT /
KoauuecTBo BbINYIEHO ¢$naxoHos
Batch size / Pazmep cepuu 11,022 BOT / ¢pnakoHos Mifg.License No. / Jluuensus Ha MNB/10/832
NpPOU3BOACTBO (HoMep)
Inspection Lot No.“/ 040000509033 Mfg. License Date / JInuensus na 30/04/2020
Perucrpaunonnbiii Homep aHaau3a NpoOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 z103 GMP Compliance certificate Date/ \ | ¢/,¢570
GMP ceptuduxar (naTa)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduxcat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus rorosoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne-
MFM-

API name / HaumenoBanne A®C

Mometasone Furoate Monohydrate/
MoMerta3oHa $pypoara MOHOTHIPAT

API Batch No / A®C cepus Ne

23411(JM-01)-
001

Manufactured by / Hlpoussoauresin

Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc JInmuren, Unauns

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VJIbTATHI
6. [ Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OcMOISINBHOCTD Ot 250 1o 350 MOcM/kr 294 MOcm/kr
7. | Net content / Macca Not less than 18 g / He menee 18 r 182g/182r

COAEPKUMOro PpJIaKkoHa

8. | Number of deliveries per
container / KommuecTBoO
no03

Not less than 120 doses (discard the first pumping)
/ He menee 120 no3 (He cunrtas NepBUMHYIO

MpoKaukKy)

155 doses / 155 no3

9. | Pump delivery /
Macca AO3BI -~

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

theoretical dose mass /

HunusuayanbHas macca 103bt: oT 85 % 10 115 %

oT Teopeanecxoﬁ MAacCChl 103bI,
5

‘the theoretical mass of the dose /
| Cpenuss Macca no3sl: oT 90 % o 110 % ot
K AeopeTHuecKoi MacChl A03bI

. l‘verage mass of the dose: from 90% to 110% of

Minimum / Munumym: 96.1%
Maximum / MakcumyM:106.2%
Average / Cpennee: 103.5%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOI'O HPOAYKTA
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Name of Product /
HaumeHoBanue npoAyKUMM

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenToBaHHoe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTa3oHa cIipeil Ha3albHbIN J03upoBaHHbiil 50 MKI/103a

Active Ingredients /
JleiicTBy10L1UE BelLkeCTBA

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

calculated for Mometasone Furoate 50.00 mcg

I A03a cipes coaepkuT: AelicTByoUIee BelecTBo: MoMeTasona (ypoara MOHOr1Apar

51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / losuposxa 50 mcg/dose / 50 mkr/no3a Date of Mfg. / JlaTa npoussoacTsa 02/2024
gosage form / Metered-df)se nasal spray i Cnpe#t Date of Exp. / Conex 10 01/2026
exapcTBeHHasn popma HazaIbHBII 103UPOBaHHBII
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Boinycka 17.02.2024
Batch No. / Cepus Ne 12240121 Qty. Released / 10,080 BOT/
KoJiM4ecTBO BbINMYIEHO (iakoHOB
Batch size / Pasmep cepuu 11,022 BOT / gnakoHos Mfg.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000509033 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauMoHKbIil HOMEp aHAJIM3a Npou3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / | 1 4/06/5079
GMP ceprudukart (1ata)
- GMP Compliance certificate No. / GMP-
Market / Privok Russia / Poccus GMP ceprudnicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanne AOC onydra API Batch No / AD®C cepus Ne 23411(JM-01)-
Mowmera3oHa pypoara MOHOTHApAT 001
Manufactured by / llpoussoaurensr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6¢ Jiumuren, Unnus
Ne | TESTS/TNNOKA3ATEJIHA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3mep vacTHll YacTuu pasmepom < 10 mxm — He MeHee 90 %;
Particles <30pm in size: 100% 100.0% / 100,0%
Yacrui pasmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent Absent / OTCYTCTBYIOT
Yactuubl pazmepoM > 30 MKM — JOKHBI
OTCYTCTBOBATh
11. | Sedimentation Stability / | Not less than 5 min / He menee 5 muH. Complies /
CeaumeHTaNMOHHAS CooTtBeTCTBYET
YCTOHYHBOCTDL
. ("'. :
g . “\‘
ﬁ/\“ y
\O\‘\\f\‘ . ’J), /
- Fraren NS
Llarmaks
—— \
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CEPTUH®UKAT AHAJIU3A T'OTOBOT'O IIPOAYKTA
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Name of Product /
HaumeHoBaHUE NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HANMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa cripeid HasaabHbli 103upoBaHHbif 50 MxI/n03a

Active Ingredients /
JeiicTBy0LIHE BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cnipest COIEpsKuUT: ACHCTBYI0IEe BewecTBo: MoMeTa3oHa (ypoara MOHOTMApaT
51,72 mkr B nepecuere Ha MoMeraszona ¢ypoar 50,00 Mxr

Strength / losupoBka 50 mcg/dose / 50 Mxr/n03a Date of Mfg. / laTa npou3BoacTBa 02/2024
Dosage form / Metered-df)se nasal spray iCHpCPI Date of Exp. / Toxen 10 01/2026
JlekapcTBeHHan dopma Ha3a/bHBIA 03U POBaHHbIN
Product code / Koa npoaykTra SRU030007E040401DK Date of release / lata BbInycka 17.02.2024
Batch No. / Cepus Ne 12240121 Qty. Released / 10,080 BOT /

KoJiH4ecTBO BBINYLEHO ¢nakoHOB
Batch size / Pa3mep cepuu 11,022 BOT / ¢pnakonos Mfg License No. / Jluuensust Ha MNB/10/832

NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000509033 Mfg. License Date / JIuuensusi Ha 30/04/2020
PerucrpauuoHHblil HOMep aHaJM3a NMpPOU3BOACTBO (1aTA)
Package size / YnaxkoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP cepTudukar (aara)

- GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP cepradukat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukaums rotoporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AO®C uroate Mononyaratel |\ py gateh No / A®GC cepust Ne 23411(JM-01)-
Momera3zona ¢pypoara MOHOrMApaT 001

Manufactured by / IlpousBoanrtensn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanabc Jlumuresn, Huaus

Ne | TESTS/TNTOKA3ATEJIA

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATHI

12. | Impurities / [Ipumecu

Impurity 8 DM /
[Ipumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
ITpumecu D

Any individual unspecified
impurity / EqunuuHoM
HeUJAeHTH(PULMPOBAHHOH
HIpUMeCH

Total impurities /
CyMMBI ipuMeceit

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

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

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

Not more than 0.60 % / He 6onee 0,60 % .

0.03%/ 0,03%

0.008% /0.008%

10:13%70,13%

Not Detected/ He obHapyxeHo

Not Detected/ He o6HapyxeHo

\'{_}u q {0/1.‘
Vs
"4\’0/7
!
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®PUKAT AHAJIU3A T'OTOBOI'O INTPOAYKTA
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Name of Product /
HaumeHoBaHue NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeuToBaHHoe HAaUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTa3zona cnpeil HasalbHbLi 103upoBaHHbIH 50 MKr/03a

Active Ingredients /
JeitcTByl0UIHe BEHIECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 A03a cripest coslepkuT: AeiicTBYOLIEE BewecTBo: MomeTtasona ¢ypoara MOHOrHApaT

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

Strength / Jo3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTta npon3soacTsa 02/2024
Dosage form / Metered-d?se nasal spray i Crpeit Date of Exp. / Conen 10 01/2026
JlekapcTBeHHas ¢popma Ha3albHbIM 103UPOBaHHbIA
Product code / Kon npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.02.2024
Batch No. / Cepusi Ne 12240121 Qty. Released / 10,080 BOT/
KoanuecTBo BblNyeHo (hnakoHOB
Batch size / Pasmep cepuu 11,022 BOT / paakonos Mfg. License No. / Jlnuensus wa MNB/10/832
NpoM3BOACTBO (HOMeED)
Inspection Lot No.“/ 040000509033 Mfg. License Date / JInuen3us na 30/04/2020
PervcTpauMoHHbIil HOMep aHAH3a NPOM3BOACTBO (1aTA)
Package size / Ynakosxa 120 Doses / 120 103 GMP Compliance certificate Date/ | ;56505
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccust GMP ceprudmicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauns roTosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ' MFM-
API name / Haumenosanne A®C uroa onydralel | A pI Batch No / A®C cepus Ne 23411(IM-01)-
Mowmera3zoHa $pypoaTa MOHOTHAPAT 001
Manufactured by / lpousBogutens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Hnaus
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJILTATDI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / Hauano: -

and Uniformity of
Delivered Dose / Cpeauns
JnocTaBJisieMas 103a U
OAHOPOJHOCTDL
J0CTABNAAEMOIi A03bI

from 10 vials) can deviate more than + 20% from the average
valué 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 u3 20 103 (10 HayanbHBIX 103 ¥ 10 KOHEUHbBIX A03)
MOTYT MMETh OTKJOHCHHE OT CPEAHEro 3HaueHHa Ooyee uem
+20%, U HM OAHA J103a HE JO/DKHA UMETH OTKIOHCHHE OT
cpelHero 3HaueHus 6osec ueM * 25 %. Cpeaxee 3HaYeHUC HE
JIOJDKHO MPEBLIATE + 15 % OT 3as1BIE€HHOTO.
Ecnu oT 3 10 6 03 HMEIOT OTKNOHeHuA Gonee ueM + 20 %, HO
eHee YeM 25 %, TO UCALITLIBAIOT crienyiotye 20 GpriakoHOB.
6onee 6 w3z 60 103 MOTYT MUMETh OTKJIOHCHHE OT CPEIHETO
' 3HaveHHA boiniee ueM = 20 %, M HU OAHA 032 HE AOJDKHA UMETh
OTIKJIOHEHHE OT CPEHEro 3HadeHus Gonee ueM + 25 %. Cpennee
:;?;{‘euue K&K0r0 ONpeaeNeHns He JOJDKHO MpeBhmath £ 15 %

| ;J 3AABJIEHHOTO.

Minimum / Munuamym: 95.1%
Maximum / Makcumym:105.2%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / Munnamym: 95.6%
Maximum / Makcumym:106.3%
Mean / Cpennee: 100.0%

Prepared By / IloarotoBun
]

Checked By / [Iposepua

{
Apprdyed By / Ono6pun
I

Signature / Iloanuce
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Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-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
CEPTU®UKAT AHAJIU3A IT'OTOBOI'O ITPOAYKTA

Page 7 of 8 /Crp. 713 8

Name of Product /
HanmeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTasoHa CTIpeit Ha3albHbli 103MpoBaHHbLi 50 MKT/1032

Active Ingredients /
JeiicTByl01Me BelecTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cnpest coaepxkUT: IeHCTBYOINEe BeluecTRO: MomeTazona ¢ypoara MOHOrUIpaT
51,72 Mkr B nepecuete Ha Momerasona dypoar 50,00 Mxr

Strength / 1o3upoBska 50 mcg/dose / 50 Mxr/ao3a Date of Mfg. / laTa npou3soacTaa 02/2024
Jliosage form / Metered-duose 'nasal spray i Cnpeit Date of Exp. / [oieH 10 01/2026
€KAPCTBEHHAA (bopma Ha3aJ1bHbIW JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / J/laTa BeInycka 17.02.2024
Batch No. / Cepus Ne 12240121 Qty. Released / 10,080 BOT/
Ko114ecTBO BHINYIIEHO ¢1akoHOB
Batch size / Pazmep cepun 11,022 BOT / ¢nakonon Mifg. License No. / Jluuensus wa MNB/10/832
MpOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000509033 Mfg. License Date / JInuensust Ha 30/04/2020
PerucTpauyoHHbIil HOMEpP aHaJIM3a NpoU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (naTa)
: GMP Compliance certificate No. / GMP-
Market / Poiox Russia / Pocous GMP cepTudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No./ CTIU Ne 040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanne ADC uroate Monohyaralel 1 , py atch No / A®C cepust Ne 23411(JM-01)-
MomerazoHa Q)ypoaTa MOHOruapar 001
Manufactured by / Iponspoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumures, Munusa
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS/
PE3YJIbTATBI
14 | Microbiological Purity / MukpoOuosioru4eckas 4ucrora
Total aerobic microbial Not more than 102 ¢fu per 1ml of the product / He Less than 10 cfu/ml/
count / OB1iee yucIo Gosnee 10?2 KOE B 1 mn npenapaTa ' Menee 10 KOE/mn
adpo0OHBIX
MHKPOOPraHu3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Obuiee yucio Gonee 10! KOE B 1 mn npemnapara Menee 10 KOE/mn
JPO3OKEBBIX U TUIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyTcTBHE B 1 Absent / OTcyTcTBYET
MJI penapara ]
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTeHe B 1 Absent / OTcyTCTBYET . MR N
) MJI IIpenapara /o
15. | Assay / KosndecTBeHHOE onpeaesieHne I’i & \
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.8% / 99,8%5,
Momerasona dypoat 85,0 % no 115,0 % OT 3as1BJIECHHOIO COMEPKAHUA \* ) M
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 95.1% 95,1% \z 14" '
Ben3ankoHus xnopuj 80,0 % no 120,0 % OT 3as4BAECHHOIO COAEPIKaHHA I

—
Prepared By AlloaroroBun Checked By / IIposepua Appr\lved By / Ono6pun

Signature / IToanucy )
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Desi .

esignation / Officer-QA Officer-QA Sr. Manager - QA

JlonxHocTh

FCM/QA054/08.00




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@bom2.vsnl.net.in
@E.enmank . 3 €

A pew way 107 @ new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A TOTOBOT'O IIPOAYKTA
Page 8 of 8 /Crp.8u3 8

Name of Product / MOMAT RINO ,
HaumeHoBaHUe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTenToBanHoe HaumenoBanue | Momerasona criped HazaabHbI 103MpoBaHHbIi 50 Mkr/1032a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomne semecrsa 1 no3a cripest COACPXKUT: ASHCTBYIOLIEE BellecTBO: MoMeTasoHa (ypoara MOHOTHApAT
' 51,72 Mkr B nepecyete Ha MoMerasona ¢ypoar 50,00 mxr
Strength / 1o3npoBka 50 mcg/dose / 50 mxr/ao03a Date of Mfg. / laTa npon3soacTsa 02/2024
Jliosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Tonen 0 012026
exapcTBenHast opma Ha3aJIbHBII 103UPOBaHHbIi v
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.02.2024
Batch No. / Cepust Ne 12240121 Qty. Released / 10,080 BOT/,
: Kosin4ecTBO BbINYEHO (1akoHOB
Batch size / Pasmep cepuu 11,022 BOT / pakoros Mifg.License No. / Jluueusus ua MNB/10/832
MPOU3BOACTBO (HoMep)
Inspection Lot No.v/ 040000509033 Mfg. License Date / JIuuensun na 30/04/2020
PerucTpauoHHblil HOMep aHaau3a Npou3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (aara)
. GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poccus GMP cepTlfll)(I)l«lKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundmkauus rotoporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanune ADC API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmera3ona ¢ypoara MOHOFHApPAT 001
Manufactured by / Ilpoussoauteas | Aarti Pharmalabs Limited, India/ Aapti ®@apmana6e Jlumuren, Unans
Ne | TESTS/HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /~
PE3YJBTATHI
16. | Package Size / YnakoBka | 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. /
Mo 120 no3 cycneHsun Bo (piakoHe H3 TOJIU3TUIIEHA BBICOKOH m‘lq OCTH C
JO3HUPYIOIIUM YCTPOMCTBOM U KOJIMAYKOM U3 HOTMITHIICHA BBICOKOM rIJIOTHc)t u. [To 1
q)HaKOHy BMECTE C l/IHC’I‘pyKLll/[eI/I o Me)IHllHHCKOMy l'IpI/IMeHEH[/IlO B NMAYKC Kaj) OHHOH

4.:

Any deviation/Incident/OOS: Non-applicable \ 2 \(
OtknoHeHus/HecooTBeTcTBHA/OOC: HE NPUMEHUMO \\ ""\ c?’
~_F 5

Declaration of certification: “I hereby certify that the above information is authentic and accura /.' % b ch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document—ne. JIII-Ne(001710)-(PI'-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.”

3aK/i0ueRHe O COOTBETCTBHM: HAaCTOAIMM MOATBEPKAAK, YTO NPEACTAaBICHHAs Bblile HHGOpPMAIHS SABJIAETCS
JXOCTOBEPHOH M To4HOW. JlaHHas cepus Obiia Npou3BeneHa (BKJIIOYAA YIAKOBKY/MapKHPOBKY M KOHTPOJb Ka4e€cTBa) Ha
YKa3aHHOM Bbille [POM3BOACTBCHHON IUIOM[AJKe B IIOJHOM COOTBETCTBMM ¢ TpebGopanusamu Hannexamei
IpoussoacTeeHHoM [Ipaktiku (GMP) noxanbHbIX peryisTOPHbIX OPraHOB H TpeOOBaHMAMM HOPMATHUBHOM LOKYMEHTaLHH
JIMT-Ne(001710)-(PT-RU) ot 23.01.2023 ans peiska Poccunm u yreepxkaeHHoM cneunpuxaumeii Ne SPC-CC-063688.
ITpoToKOJbI MPOU3BOACTBA, YMAKOBKW M MOKa3aTesid KavyecTBa JAHHOH cepud ObLIM NpOaHAIM3MPOBAHbBI M CACIAHO
3aKJTIOYEHHME, 9TO OHH COOTBETCTBYIOT TpebGoBanuaM Hamnexawei [TpoussonctenHoi I1paktnkn (GMP).

{
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