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Distt.'Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA

Pagf 1of8/Crp. 1138

Name of Product /
HaunmeHnoBanue npoayKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenartenToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momerazona cripel HasalbHbli 103upoBaHHbLI 50 MKI/1032

Active Ingredients /
HeiicTByiouine BemecTsa

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

calculated for Mometasone Furoate:50.00 meg

1-703a cipest coaepxut: aelcTyiomee sewecrso: MoneTtasona ¢gypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona gypoar 50,00 mxr

Strength / AozupoBka 50 mceg/dose / 50 mxr/no3a Date of Mg, / lata 06/2024
NIPOU3BOACTBA
gosage form / Metered-df)se nasal spray { Cripeit Date of Exp. / Tonen 0 052026
ekapcTBeHHas Gopma HazalLHbIH 1031POBaHHbIiL
Product code / Koa npoayxra SRUO30007E040401EJ Date of release / /lata Bhinycka 24.06.2024
Batch No. / Cepusi Ne 12240636 Qty. Released / 44,960 BOT/
KoanvecTso BbINynieHo (paaxoHoB
Batch size / Pasmep cepun 48,610 BOT / raxoHos Mig.License No. / Jluuensusi va |\ p 107837
NPOU3BOACTBO (HOMep)
- - -
Inspection Lot 1\0.“/ 040000531303 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHubiii HoMep aHaau3a NPOH3BOACTBO (AaTa)
‘ GMP. Compliance certificate Date
Package size / ¥Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No. /.| GMP-
Market / Poisox ; Russia/ Pocecust GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / ' '
Crnenuduxanys roroporo SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanue AOPC Momet\asone Furoat’c‘ Monchydrate/ API Batch No / ADC cepus Ne MEM.-23423(M-
MomeraszoHa ¢yypoara MOHOTHIpAT 01)-001
Manufactured by / HHpoussoaureas | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e JTumuren, Muaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbLTATSBI
1. | Description / Onucanue White to off white thick = suspension of | .Off-white thick “suspension of

semitransparent ‘to non-transparent consistency. /
Ot “6enoro-  mo - moutw .- O6ejoro. 1UBeTa OT
NIy IPO3payHOil 10 HeNpOo3payHoH KOHCUCTEHIINN
rycTas CyCreH3us.

non-transparent consistency. /
Tloutn benoro uBeTa
HETPO3payHoi . - KOHCHUCTEHLUH
IycTas CyCreHsus.

2. | Identification / UnenTuduxanus

a) Mometasone Furoate /
MomeTtaszona ¢pypoart

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 ynepKuUBaHus OCHOBHOTO HHKa
Ha. = XpoMaTOrpaMMe - HCIBITYEMOro  PacTBOpa
JIOJDKHO - COOTBETCTBOBAThL  BPEMEHHM yISPKUBAHKA

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
YIEPKUBAHUA OCHOBHOTO ITHKa

OCHOBHOTO NMHMKa H3 XpOMAaTOrpamMme CTaHIapTHOTO | Ha XpomaTorpaMmme
pacTtBOpa (cm. paznen «KOIMUECTBEHHOE | UCTILITYEMOTO pacTBopa
OTIpEIENEHUEN ). COOTBETCTBYET BpeMeHU
: | YIep>XXUBaHUs - OCHOBHOTO THKa
Ha XpoMaTorpaMMme
CTaHapTHOTO pacTBOPA.
. Prepared By / IloarotoBua Checked By / Iposepun Approved By / OL(oﬁppm
Signature / Tloanucs ‘ ,,,,5%”**"‘““‘“”” “"}§w'“”w Lﬂ&‘\r“ -
Date / laTa 3 e Ll
T LR RN 1alo bl ke
Name / ©HO Atul Kumar Akshit Bhardwaj Kamal Kishore
Designati
esignation./ Officer-QA Sr. Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Litd

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.vsninet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOPHUKAT AHAJIM3A TOTOBOI'O INPOJIYKTA
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Name of Product /
HauMenoBanue npoaykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBARIIE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmeraszona crpel HasabHbIH j103upoBaHHbIi 50 MKI/ 1034

Active Ingredients./
HeiicTByromue BeecTea

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

calculated for Mometasone Furoate 50.00.mcg

1 no3a cnpes coaepxuT: JieficTByioniee Beuiectsd: MoMerasona (ypoara MOHOTHAPAT

51,72 Mxr B nepecuere Ha Mosmetasona gypoar 50,00 mxr

Strength / lo3uposka 50 meg/dose / 50 MKr/no3a | Date of Mig. / llara 06/2024
NPOU3BOACTBA
Dosage form / Mf:tered—dvose 'nasal spray / Cripeit Date of Exp. / Fonen 10 05/2026
JlekapcTBenHast gopma HasaibHBIA 103MPOBAHHBIN :
Product code / Kox npoaykra SRU030007E040401E) Date of release / Jlara Bpinycka 24.06.2024
Batch No. / Cepus Ne 12240636 Qty: Released / 44,960 BOT/
Koanyecrso BbinyumeHo (itakoHoB
Batch size / Pazmep cepun 48,610 BOT / naxonos Mig.License No../ Jlauensun na MNB/10/832
npoH3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000531303 Mfg. License Date / JIuuensust na 30/04/2020
Peructpaumonnslii Homep anaansa NpOM3IBOACTBO (AaTa) 4
GMP Compliance certificate Date
Package size / Y naxoBka 60 Doses / 60 103 / ' 18/06/2020
GMP cepruduxar (aara)
: GMP.Compliance certificate No./ | GMP-
Market / Peinok Russia/ Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Crienudukauns roTosoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoaykra Ne 7
APl name / Haumenosanune AOC Mometasone Furoate Monohydrate/ API Batch No / ADC cepust Ne MFM-23423(1M-
Mowmerazona ypoara MOHOTHApAT 01)-001
Manufactured by / Hpoussoaurens | Aarti Pharmalabs Limited, India/ Aaprn ®apmana6c Jlumuren, Unaus
Ne 't TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
‘ PE3YJIbTATDI

b) Benzalkonium chloride
/ beHn3anxkoHus XJI0pua

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Cis in ‘the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCOBITYEMOTO PACTBOpPA AOJDKHBL O0HAPYKUBATHCA
TIHKH, no BpEMEHaM YIAEPXKUBAHHS
COOTBETCTBYIOLIHE TUKAM TOMOJIOTOB OeH3aIKOHUS

The chromatogram - of . the
sample -solution -contain peaks
corresponding to- the -retention
times of peaks of benzalkonium
chloride -homologues -Ci2 and
Cis in the chromatogram of the
standard - solution.  */ Ha
XpOMaTOrpaMMe HCIIBITYEMOrO

xiaopupa  Ciz m Ci Ha xXpomarorpamMme | pactBopa 0oOHapyKUBAIOTCA
CTaHAaPTHOTO pacTBopa (cm. paszmen | muku, - o BpeMeHaM
«KonnuecTseHHOe onpesiesnenues). YAEPXKUBAHUS
COOTBETCTBYIOIHE TTUKaM
TOMOJIOTOB OeH3aNKOHUS
xnopuga  Cr2 u  Cu  Ha
XpoMaTorpaMMe CTaHIapTHOro
pacTaopa.
3. | pH From 4.30 10 4.90 / 014,30 yi0 4,90 4.7714,77

4. | Density / IlnoTHocTh

From 0.950 to 1.050 g/cm?/
Ot 0,950 g0 1,050 r/cm®

1.011 g/cm? /1,011 r /em®

5. | Viscosity / BaszkocTsb

From 30 to 130 ¢Ps/ Ot 30 no 130 cII3

43.7 cPs /43,7 clls

Prepared By / Iloarorosua

Checked By / llposepusa

ApprovedBy / Opobpun

Signature / Iloanuce
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Name / ®HO Atul Kumar Akshit Bhardwaj Kamal Kishore
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd

Viliaﬂe‘ Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi

Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumenoBanue npoaykunu

MOMAT RINO
MOMAT PUHO

Generic. name /
HenareHToBaAHHOE HAHMENOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTaszoHa cnpelt HazaabHbli Ao3uposanbbiii 50 Mxr/103a

Active Ingredients /
| HeificTByI01Ne BelnecTBa

1 dose of the spray contains: Active ingredient: Mometasone F uroate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg :
1 no3a cnpes copepxuT: felicTyoniee selilecTso: Momerazona (gypoara monoryapar
51,72 mxr B nepecyere Ha Momertazona Qypoar 30,00 mxr

Date of Mfg. / dara

Strength / {e3upoBka 50 meg/dose / 50 mxr/no3a NPOMIBOACTBA 06/2024
Bosage form / M@ered-dgse flasal spray / Cnpeii Date of Exp. / Foaen 10 05/2026
eKkapcTBeHHas opma HA3aaLUBLIH JO3MPOBAHHLIN
Product code / Koa npoaykra SRUO030007E040401EJ] Date of release / lata Bbinycka 24.06.2024
Batch No. / Cepus No 12240636 Qty. Released / 44,960 BOT /
. Koau4uecTBO BBINYIEHO draxoHoB

Mfg.License No. / JIuuensus Ha

Batch size / Pasmep cepun 48,610 BOT / ¢pnaxonon MNB/10/832
NpPoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000531303 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpauMoHHbIi HOMep aHAJU3a NPOU3BOACTBO (1aTa)
_ GMP Compliance certificate Date
Package size / Ynakoska 60 Doses/ 60 no3 / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / | GMP-
Market / Prinox Russia / Pocons GMP cepruduiart (omep) 01556/20/IN

Reference Specification No. /
Cneuuduianus roroporo
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

API name / Haumenopanne A®C

Mometasone Furoate Monohydrate/
Momeraszona (hypoara MOHOIHIpAT

API Batch No / ADC cepus Ne

MFM-23423(JM-
01)-001

Manufactured by Hpoussoaurens

Aarti Pharmalabs Limited, India/ Aapru ®apmanabce Jlumuren, Unaus

Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
’ PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg

OcMOaATBLHOCTD Ot 250 1o 350 MOcm/kr 293 MmOcwm/kr

7. | Net content / Macca Not less than 9 g/ He Menee 9 r 93g/93r
coaepxumoro GJiakoHa

8. | Number of deliveries per | Not less than 60 doses (discard the first pumping) / | 79 doses /79 no3

container / Koanyecrno
03

He menee 60 103 (He cuuTas NepPBUYHYIO

MPOKAYKY)

9. | Pump delivery/
Macca a03b1

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

theoretical dose mass /

WnnusunyansHas Macca 103b1: 0T 85 % no 115 %

oT Teopemqecxoﬁ MAacCChl O35,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss macca o3l 0190 % 1o 110 % ot

TEOPETHYECKOH MACCHI I03BI

Minimum / Munumym: 100.2%
Maximum / Maxcumym:106.7%
Average / Cpensee: 104.0%

Prepared By / Iloarorosua

Approved By / Opo6pun

Signature / Iloanucy

Checked By / Ilposepua

Date / daTa 2 (06 / T - \uiﬂ iwf M i) %M ALY
Name / ®HO Atul Kumar Akshit Bhardwaj Kamal Kishore
Designation / Officer-QA - Sr. Officer-QA Sr. Manager - QA

JI0JKHOCTE
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Name of Product /
HaumeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenroBannoe HaHMeHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTazona crped HasILHBIA 1031poBaHLIi 50 MKr/no3a

Active Ingredients /
HelicTBylolue gemecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1:no3a cpes conepxxuT: Aciicrayionee seliectso: Momerasona ¢ypoara MoHorHapaT
51,72 mxr B nepecuere Ha Momerazona gypoar 50,00 Mxr ‘

Strength / losuposka 50 mcg/dose / 50 mxi/no3a Date of Mig. / Jlaa 06/2024
NPOH3BOACTBA
Dosage form / _ M'etered-dvose 'nasal spray / Cnpeit Date of Exp. / Toaett a0 05/2026
JlekapcreenHas dpopma Ha3adbHLIA 103UPOBAHHLIA
Product code / Kon npoayxra SRUO030007E040401E) Date of release / laTa soinycka 24.06.2024
Batch No. / Cepus Ne 12240636 Qty. Released / 44,960 BOT/
KosinuecTBo BHIIYIIEHO (nakoHoB
3 \J
Batch size / Pasmep cepuun 48.610 BOT / ¢raxonon Mig License No. / Jluuensus Ha MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000531303 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHblii HOMep aHaHu3a NpOM3BOACTBO (naTa)
GMP Compliance certificate Date
Package size / ¥ nakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nara)
. R GMP Compliance certificate No. /| GMP-
Market/ Peimox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxauus roToBoro SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947
npoaykra Ne ‘
API name / Hanmenosanme ADC | vometasone Furoate Monohydrate/ | gy g b NG/ ADC copua o | MEM-23423(M-
Mowmerazona ¢ypoata Motormipar 01)-001
Manufactured by / Ilpoussonureas | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e JIumuren, Mnnus
Ne | TESTS /TIOKA3ATEJM LIMITS / TPEGOBAHUSI OBSERVATIONS /
PE3YJbTATHI

10. | Particle size / 100.0% / 100,0%

Paszmep yacTun

Particles < 10pm in size: Not less than 90%
Yacruu pazmepom < 10 MKkM — e MeHee 90 %;

Particles <30pm in size: 100%
Yactuy pasmepom < 30 mxm — 100 %

100.0% / 100,0%

Particles > 30pm in size: Should be absent
YacTuus! pasmepom > 30 MKM — HOJDKHB
OTCYTCTBOBATH

Absent / OtcytcTByIOT

11. | Sedimentation Stability / Not less than 5 min / He Menee 5 Mun. Complies /
CeanmMeHTANHOHHAS CooTBeTCTBYET
YCTOHYHBOCTDL

Prepared By / Iloarorosua

Checked By / Ilposepu Approved Byy/.OnoGpua

i 3 o

Signature / Iloanucsn

Date/ Jlara 2 7104] A 291 bb\narwy
Name/ ®HO Atul Kumar Akshit Bhardwaj Kamal Kishore
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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FCM/QA054/08.00




-~ Glenmark:-pharmaceuticals Ltd
Village: Kishanpura; Baddi Nalagarh Road.: Tehsil: Baddi

Distt: Solan‘Himachal Pradesh 173205, India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIN3A 'OTOBOI'O IIPOAYKTA

Phone: 911795 249300 Fax: +91-1795 249310 email; slenmark@bom?2.vsnl.nei.in

Page Sof 8/ Crp.5u3 8

Name of Product/
HanMeHOBAHHE NPOAYKIUMH

MOMAT RINO
MOMAT PUHO

Generic name’/
HenarenToBanyoe HAMMEHOBAHUE

Mometasone Metered-dose Nasal S

pray-50 mcg/dose

MomMerazona Lll])el/l HazalbHLIHA ﬂOSMpOBaHHbIH 50 MKI/)IO}&

Active Ingredients /-
HelicTByronine BenecTa

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

calcnlated for Mometasone Furoate

50:00 meg

1'103a cliped coaepxuT: AeHCTBYIOLICE BetiecTB0; MoMeTazona Gypoara MOHOTHAPaT
51,72 Mxr B niepecyere 1a Mouuasoua dypoar 50,00 mkr

Date of Mfg. / laTa

Strength / lo3npoBka 50 mcg/dose /50 MKr/}103a NpOH3BOACTBA 06/2024
Dosage form / l\/'I'e?ered—dvose ﬁasal spray / Cnpeit Date of Exp. / Tonien 110 052026
Jlexapersennas popma Ha3JILHBIH T03UpOBAHHBIH
Product code / Koa npoaykra SRUO30007E040401E]) Date of release / lata Bbinycka 24.06.2024
Batch No./ Cepun Ne 12240636 Qty. Released / 44,960 BOT/
KojinuecTBo BbINYILIEHO ({aaxoHoB
Batch size / Pasmep cepun 48,610 BOT / dnaxoros Mig License No. / Jluuensus na | \ np/j /837
POU3BOACTBO (HOMep)
Inspection Lot NOL/ | 040000531303 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaumoHHbIil HOMep aHAAN3A NpoH3BOACTBO (AaTa)
: : GMP Compliance certificate Date
Package size / Ynakopka 60 -Doses /.60 no3 / 18/06/2020
GMP cepruduxar (nara)
- ; GMP Compliance certificate No./ /| GMP-
Market / Poinox Russia/ Pocens GMP ceprudusar (somep) 01556/20/IN

Reference Specification No. /
Cneunduxaunus roTosoro
npoayxra Ne

SPC-CC-063691

Reference STP-No, / CII1 Ne

STP-CC-040947

API name / Haumenopanne AOC

Mometasone Furoate Monohydrate/

MomerasoHa ypoara MOHOIWIpAT

APIL Batch No / A®C cepusi Ne

MFM-23423(JM-
01)-001

Manufactured by / ﬂpou3i§oumen5

Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, MHaus

Ne | TESTS/TIOKA3ATEJIN

LIMITS / TPEBOBAH S

OBSERVATIONS /
PE3YJIbTATbDI

12.".| Impurities / Ilpumecn

Impurity 8§ DM/
Tlpumecu 8§ DM

Impurity DMC/
[pumecu DMC

Impurity D /
IIpumecu D

Any-individual unspecified
impurity / EquHu4YHOM
HeuIeHTHOUIMPOBAHHOM -
npuMecy

Total impurities /
CyMMBI IpuMeceii

Not more than 0.15 %/ He 6oxaee 0,15 %
Not more than 0.15 % / He 6osee 0,15 %

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

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

Not more than 0.60 % / He 6oaee 0,60 %

0.1%/.0,1%

0.01%/.0,01%

0.02%/ 0,02%

Not Detected/ He o6HapyskeHo

Not Detected/ He obHapyxeno

Prepared By /Iloarorosuna

Checkgd By /HpoBepua

Approved By / Ono6pun

Signature / Ilognuce

4\
SRR PSS

Date/ Jlata e b ]’1'“\ 2,, 3% \(} (:lf“x/ﬁ“?-ﬁ"’\ ,,z\; 3 / a4 f R
Name / G110 Atul Kumar Akshit Bhardwaj Kamal Kishore
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh.Road, Tehsi}: Baddi,

Distt.:Solan Himachal Pradesh 173205, India
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Name of Product /
HanmenoBaHue NPOAYKUHH

MOMAT RINO
MOMAT PHMHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmeraszona crpeil HazaibHb1i 103upoBanmbiit 50 MKr/no3a

HenatentoBanHoe HanMeHOBaHne

Active Ingredients /
HeiicTByrowue BeiecTBa

1 dose of'the spray contains; Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1" no3a cupes conepykut: aeficTpylommee Belectso: Momerazona Qypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momeraszona dypoar 50,00 mkr

Strength / lo3nposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / llara 06/2024
HPOH3BOACTBA

Dosage form / M.etered-df)se nasal spray { Cnpeit Date of Exp. / Fosten 10 05/2026

Jlexapcersennasn popma Ha3aJILHBIH JO3UPOBARNLIN

Product code / Koa npoaykra SRUO030007E040401E] Date of release / laTa Brinycka 24.06.2024

o Qty. Released / 44,960 BOT/

Batch No./ Cepun N 12240636 KonuuecTBo BhinyuieHo (nakoHoB

Batch size / Pazmep cepun 48,610 BOT / dnaxonor Mfg.License No. / Iunensus na MNB/10/832
DPOM3BOACTBO (HOMep)

Inspection Lot NO'../ 040000531303 Mfg. License Date / JInuensusi ua 30/04/2020

Peructpanmonsslii Homep aHajiusa APOM3BOACYBO (aaTa)

~ GMP.Compliance certificate Date

Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020

GMP ceprudurar (aara)
: GMP Compliance certificate No. / | GMP-

Market / Puinok Russia / Poccus GMP cepruduicar (somep) 01556/20/IN

Reference Specification No. / ,

Cneunduxanus roroporo SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947

npoaykra Ne : :

API'name / Haumenosanue A®C Mometasone Furoate Monohydra’te/ API Batch No / ADC cepus Ne MFM-23423(M-

MowmeTazoHa ypoaTa MOHOTUAPAT 01)-001

Manufactured by / Ilponssoguress

Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jiumuren, Unans

Ne | TESTS /IOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
: PE3YJbBTATbDI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havauio:

and Uniformity of
Delivered Dose / Cpeaunsis
JocTaBasiemasi 403a B
OJHOPOJHOCTD
J0CTaB/1AeMOI 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 Gonee 2 u3 20 103 (10 HauanbHpix 1103 # 10 KOHEYHBIX J03)
MOTYT ‘MMETh OTKJIOHEHHE -OT CpeJIHEro 3HadeHus Oosiee uem
+20%, M HM OAHA 032 ‘HC AO/HKHA HMMETh OTKIOHEHHE OT
CpeliHero 3Hauenus Gonee uem +25 %. CpeaHee 3Ha4YCHUE He
JIOJKHO NIpeBRILLaTh + 15 % oT 3asBaeHHOrO.

Ecau ot 3 o 6 no3 umMerot otknoneHmns 6onee yem + 20 %, Ho
Menee YeM + 25 %, To HCIBITHIBAIOT creaytoiue 20 ¢rakoHOB,
He Gosee 6 u3 60 103 MOTYT MMETh OTKJIOHEHHE OT CPEAHErO
3naueHus Gonee ueM + 20 %, W HI OJHA 1033 HE JODKHA UMETh
OTKJIOHEHHE OT CPEAHEro 3HaueHus Gonee ueM +25 %, Cpeanee
3HAYCHUE KOKAOTO ONpPeaeieHNA HE JOJDKHO IPEBRILAThL £ 15 %
0T 3aABJICHHOTO.

Minimum / Munumym: 98%
Maximum / Makcumym:101%
Mean / Cpeanee:100%

END / Koneu:

Minimum / Munumym: 99%
Maximum / Makcumym: 102%
Mean / Cpeauee: 100%

Prepared By / Iloarorosus Checked By / Ilposepua Approved Byy Omoopua
Signature / Hoanuck . /3/M | ( I \7& Ziiii
Date / ilaw SR N E RN 2o bl R W
Name/ ®HO Atul Kumar Akshit Bhardwaj Kamal Kishore
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
~JlommHoCTH

FCM/QA054/08.00




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

Distt. Solan Himachal Pradesh 173205, India
Phone: 9121795 249300 Fax: +91-1795:249310 email: glenmark@bom?2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIM3A TOTOBOTI'O ITPOJIYKTA

Page 7 of 8/ Crp. 713 8

Name of Product/ MOMAT RINO
HaumeHoBanHe npoayKuuu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenatenToBannoe HauMeHosaHne | MomerasoHa clpeil HasailbHBIH 103UPOBanKLI 50 MKI/103a
T 1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for-Mometasone Furoate 50.00:meg
JeficTByIoie BewecTBa 1 o3 crpes cogepxut: AcHcTByIONIEe BellecTBO: MoMeTazona (ypoara MOHOIMApaT
‘ ‘ 51,72 mxrs nepecyere Ha M0\1ua3oud dypoar 50,00 mxr

Strength / [losuposka 50 meg/dose / 50 MKI/103a Date of Mfg. / llara 06/2024
NpouM3BOACTBA
Dosage form / M'etercd~dvose Vnasal spray / Crpeit Date of Exp. / Fozen 20 052026
JlexkapcTaeHHan dopma Ha3aNbHLIH JO3MPORAHHEIH
Product code / Koa npoaykra SRU030007E040401E] Date of release / Jlara Bpinycka 24.06.2024
Batch No. / Cepun Ne 12240636 Qty. Released / 44,960 BOT/
‘ Konnuecrso BoinyuieHo daakoHoB
Batch size / Paswep cepun 48,610 BOT / iaxonon Mfg.License No. / Jluuetsus ua |\ (yp 107835
NpOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000531303 Mfg. License Date / JInuensus na 30/04/2020
Peructpaunonnbiii Homep aHajau3a TNPOU3BOACTBO (AaTA)
‘GMP Compliance certificate Date
Package size / Ynakoska 60 Doses /.60 no3 / 18/06/2020
: GMP cepruduicar (nara)
. : GMP Compliance certificate No. / | GMP-
Market / Puinox Russia /Poccui GMP ceprugmrar (Homep) 01556/20/IN
Reference Specification No. /
Crcuuduxaums roToBoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoayKTa No ]
API name / Haumenopanne A®C Mometasone Furoate Monohydrate/ API Batch No / ADC cepus Ne MFM-23,423 (M-
. MonwmerasoHa ypoara MOHOIHIpaT 01)-001
Manufactured by / llpoussoguress | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Vnmns
Ne | TESTS /TIOKA3ATEJIMN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATHI
14 | Microbiological Purity / MukpoGuonorudeckas 4ucToTa
Total aerobic microbial Not more than 102 cfu per Iml of the product / He Less than 10 cfu/ml /
count / Odiuee yucno 6osnee 102 KOE 8 1 M1 npenapata Menee 10 KOE/mn
a3pOOHBIX
MHUKPOOPraHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He - | Less than 10 cfu/ml/
count./ O0wee uncio 6osee 10" KOE B 1 Mit npenapara Menee 10 KOE/mn
JIPONGKEBBIX U TIIECHEBBIX
rpubor
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyTeTBue B 1 Absent / OrcyrtcrByer
MJI fpenapara
Staphylococcus aureus Absence per 1 ml of the product /-O1cyTersue B | Absent / OTcyTcTBYET
MJI Tipefiaparta '
15, | Assay / KonnyecTBeHHOe onipejiesienue :
a) ‘Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 98.2% / 98,2%
Mowmerazona dypoat 85,0 % 5o 115,0 % ot 3agBieHHOr0 cofep)atus
b) Benzalkonium chloride /| From 80,0 % to 120,0 % of the labeled content / Ot | 90.1% /90,1%
BeHszaskonus xnopun 80,0 % 5o 120,0 % ot 3agBNEHHOrO colepKaHus
Prepared By / Iloarorosun Checked By / TIposepua Approved By / OnoGpun
. i ) & 3 ‘;
Signature / Hoanucs e ( /A:l fEaman 7{)»%“&%;%»:»“
Date / RN T - 5 T Y s ¢ H o
e/ Jlara s ol 2 0 b v i : g I ;gﬁg ;M il
Name / ®HO _ Atul Kumar ' Akshit Bhardwaj Kamal Kishore
Designation / ;
TonmHocTs Qfﬁcer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QAD54/08.00



~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: sz]enmarld@bom?.ﬂsnl.net_in‘ '

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIU3A TOTOBOI'O IPOAYKTA

Page 8 of 8§/ Crp. 813 8

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

HenateHToBaHHOE HANMEHOBAHIE Mowmerazona cnipeil HasaibHbIA A03MPOBAHHBINH 50 MKI/103a
[ dose of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for-Mometasone Furoate 50.00 meg :
JeiicTRyoOMmME BellecTBA 1'71032 cnpes conepkuT: AeHerByioliee BelilecTBO: MoMmeTazona (ypoara MOHOTHAPAT
51,72 ymxr B nepecuere na Momerasona ¢ypoar 50,00 Mxr

Strength / lo3uposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / llata 06/2024
NpPOU3BOACTBA
Dosage form / M'etered-dvose 'nasal spray { Crpeit Date of Exp. / Foen 10 052026
Jexapersennas dpopma HA3aJIbHbI J03UPOBAHHBINA
Product code / Kox npoaykra SRUO030007E040401E] Date of release / JlaTa Boinycka 24.06.2024
Batch No. / Cepus Ne 12240636 ' Qty. Released / 44,960 BOT/
KoanyecTBo BhInywieHo daaxoHos
Batch size / Pasmep cepun’ 48,610 BOT / dpaaxonos Mfg.License No./ Jlnensus na MNB/10/832
TPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000531303 ' Mfg. License Date / JInuensus Ha 30/04/2020
Perncrpanuonnblii HOMep aHAJN3A NPOM3BOACTBO (AaTa)
‘ . GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / | GMP-
Market/ Prinox Russia/Pocons GMP cepTugHkar (Homep) 01556/20/IN
Reference Specification No. /
Creundukalms roroBoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoayxra Ne
API name / Hanwenosanue ADC | Mometasone Furoate Monohydrate/ |y g No / AdC cepun e | MEM-23423(IM-
MomerasoHa ypoara MOHOTHPAT 01)-001
Manufactured by / HIpousBoaurenn | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Haaus
Ne | TESTS/TIOKA3ATEJIN ; LIMITS / TPEBOBAHUS OBSERVATIONS /
) ‘ PE3YJIBTATHI

16. | Package Size / Ynakoska | 60 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. 60 'no3 cycneHsuu ~Bo  (UIaKOHE U3 TIOJMITWICHA BLICOKOH . TUIOTHOCTH . €
JO3UPYIONIUM YCTPOHCTBOM Y KOANAYKOM U3 NOJMITHUIEHA BHICOKOH mioTHocTH. [1o 1
(raxoHy BMeCTE ¢ MHCTPYKLIMEH 110 MEAMLMHCKOMY NPUMEHEHHUIO B TIAYKE KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OtrJjionennsi/HecooTBeTcTBU/OO0C: He IPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch 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 no. JIII-Ne(001710)-(PI'-RU)-230123 in
- market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”
3axuiroyeHse 0 COOTBETCTBHM: HAaCTOAIIMM TIOATBEPXKAAIO, 4YTO TpEJACTaBleHHas Bhime MHGOPMALUsS  ARJIACTCA
JOCTOBEpHON U -TouHoH. Jlanuas cepus OwiIa npou3BefeHa (BXJHOYAs YIAKOBKY/MApKUPOBKY ‘M KOHTPOJb KauecTBa) Ha
YKa3aHHOM  BbIINE  TPOM3BOJCTBEHHON  ILIOWAJKE B  TIONHOM COOTBETCTBHM ¢  TpeGoBanmsmy — Hamnexareii
[Ipoussoactaenroii ITpaktuxu (GMP) jI0kanbHBIX PerynsSTOPHBIX OPraHoB M TpeGOBaHMAMYU HOPMATUBHOMN AOKYMEHTALUM
JHI-Ne(001710)-(PI'-RU)-230123 nns peinka Poccuy n yTBep)KAeHHON crenudukanuein Ne SPC-CC-063691. TIpoToxomsl
[POU3BOACTBA, YIIAKOBKU U NOKa3aTeNny KayecTRa JaHHON cepuy ObLIM MPOAHaN3UpOBaHD] M CAEIAHO 3aKII0YEHNIE, UTO OHH
COOTBETCTBYIOT TpeboBanusam Hamnexamel I1poussoncreennoit Hpaxtuku (GMP).

Prepared By / Ilonrorosus Checked By / Tlposepun Approved By / Ono6pua
Signature / Hoanuck H,W / A% C %a\ (;;ivw\
B e
Dot s I sl | Alknew
Name / ®UO Atul Kumar Akshit Bhardwaj Kamal Kishore
) Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
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