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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA
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Name of Product /
HauMenoBaHue npoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cripeii HazaibHbli 103upoBaHHbIH 50 MKI/ 1033

Active Ingredients /
JeficTBylomine BeLuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a crpest coepxkuUT: AelCTBYOLIEE BElECTBO: MoMeTa3oHa dypoaTa MOHOTHAPAT

51,72 mkr B nepecyere Ha MomerasoHa ¢gypoar 50,00 mxr

Strength / Jo3npoBka 50 mcg/dose / 50 Mxr/n03a Date of Mfg. / lata npon3soacTea 04/2024

Dosage form / Metered-df)se nasal spray { Cripeit Date of Exp. / Conen 20 03/2026

JlekapcTBeHHan dopma HazaJlbHbIH 103UPOBAHHBI

Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbimycka 28.04.2024

Batch No. / Cepust No 12240396 Qty. Released / 32,160 BOT/

Kosiu4ecTBO BhINMYIEHO ¢nakoHOB
Batch size / Pasmep cepun 34,722 BOT / utaxonos Mig.License No. / Jluuensust Ha MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.v/ 040000521396 Mfg. License Date / JInuensust Ha 30/04/2020
PerncrpauuoHHblil HoMep aHAIM3a NPOH3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprdukat (1a12) 18/06/2020
: GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduicat (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 / Haumenosanune A®C uroate Vionohydrate API Batch No / A®C cepua Ne 23422(IM-01)-
MowmerazoHa ¢ypoara MoHoruapar 001

Manufactured by / IlpoussoauTens | Aarti Pharmalabs Limited, India/ Aaptu ®@apmanabe Jlumuren, Uuaus

Ne | TESTS /TTOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

1. | Description / Onncanue White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Ot OGenoro 10 T1outd Oenoro LBeTa OT
MOy TIPO3payHOi 10 HENpO3payHOil KOHCUCTEHLIUH
rycTas CyCHeH3us.

non-transparent consistency. /
IouTtn 6esoro oBeTa
HEMpOo3payHOi  KOHCHCTEHIHH
rycTas CyCIIEH3HA.

2. | Identification / MUnenTudurxanus

a) Mometasone Furoate /
MomeTazoHa ¢pypoaTt

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 ynep>kuBaHMsI OCHOBHOTO IHUKa
Ha XpoMaTorpaMMe€ MCMBITYEMOTO  pacTBOpa
JO/KHO COOTBETCTBOBATh BPEMEHM YAEPKHUBaHMA

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
yAEpKUBAHHS OCHOBHOTO MHKa

Signature / Iloanucs,

ﬁ 1 A

OCHOBHOTO WK HAd XPOMATOrpaMme CTAHAAPTHOIO | Ha XpoMaTorpaMmme
pacTBOpa (cMm. paszaen «KOJ‘II/I%GTB&HHO\G UCTIBITYEMOTO pacTBOpa
| onpenenenue). . 2.\ COOTBETCTBYET BpEMEHH
; '*i \ynepmuBaHm OCHOBHOTO TIHKa
-ha XpOMatorpamme
[« 7 * drangapTHOrO pacTaopa.
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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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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIU3A I'OTOBOI'O IIPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHUe MPOAYKLMH MOMAT PHUHO

Generic name /
HenarentoBaHHoe HAHMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmerasoHa cripeil HasanbHbIi 103upoBaHHbIit 50 MKI/no3a

Active Ingredients /
JeiicTBylomMe BelecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest conepkurt: AeHcTByIOlLICe BelecTBO: MoMeTazoHa ¢ypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha Momeraszoxa ypoar 50,00 mxr

Strength / lo3upoBka 50 meg/dose / 50 mkr/no3a Date of Mfg. / lata npon3BoacTea 04/2024
J];osage form / Metered-dvose nasal spray { Cupeit Date of Exp. / Coxen 0 03/2026
exapcTBeHHasi popma Ha3aJIBHBIA 031 POBAHHBIA
Product code / Koa npoaykra SRU0300607E040401DK Date of release / /lata Boinmycka 28.04.2024
Batch No. / Cepusi Ne 12240396 Qty. Released / 32,160 BOT/
Kostu4yecTBO BBINMYIIEHO ¢akoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢nakonos Mg License No. / Jluuensus na MNB/10/832
} NpoH3BOACTBO (HOMep)
Inspection Lot NO'../ 040000521396 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHblil HOMep aHaaAU3a 1pOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / | ;¢/,¢/5079
GMP cepTudukar (nata)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP ceprauiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauns roroBoro SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate VIOnOhYyCratel | s py gateh No / A®C cepus Ne 23422(JM-01)-
Mowmera3zoHa ¢ypoara MOHOTHIpAT 001

Manufactured by / llpoussoauTens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHHA OBSERVATIONS /

' PE3VYJIBTATbDI

b) Benzalkonium chloride
/ BeH3aJIKOHHS XJI0pHL

The chromatogram of the sampie solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci2
and Cy4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCIBITYEMOFO pacTBOpa HOJDKHBI OOHAPY>KHUBAaTBHCA

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Ci4 in the chromatogram of the

NHKH, o BpeMeHaM yaepxupanus | standard  solution. / Ha
COOTBETCTBYIOLIME ITHKAM TOMOJIOrOB OEH3AIKOHUSI | XpOMATOrpaMMe  HCIILITYEMOIO
xiopugza Ciz m  Cis Ha XpoMmaTorpamMe | pacTBopa 00HapyKHBaIOTCS
CTaHJAPTHOTO pactBopa (éﬁ{,_\i_\fpguen TTHKH, 0o BpeMeHaM
«KonnyecTBe HHOE ONpeleneHue)). RS yIepXHBaHHs
"){,\ COOTBETCTBYIOLIHE MTUKaM
, (» || romMonoros GeH3aIKOH A
" s xnoppmia Ci2 u Cis Ha
l‘% )a"\' 72/ Xxpomatorpamme CTaHAApPTHOTO
‘ Z :
N »/ | pacTsopa.
pH From 4.30 t0 4.90 / Ot 4,30\16.4,90 &/ 14.76/4,76

@

Density / [lnoTHOCTH

From 0.950 to 1.050 g/em’ / W
Ot 0,950 1o 1,050 r/cm?

1.013 g/fcm?/ 1,013 r/cm?

45.1 ¢cPs /45,1 cll3

5. | Viscosity / BsskocTh

From 30 to 130 ¢Ps/ OT 3«(7)7110 130 cIz

Prepared By / Iloarotosun

Checked By / Ilposepna

Signéture / HHoanucew

i
Approv&{l By / Onobpua
2
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Date / lata 2o Jou L Looy ‘3«\»\\\“«'\ lo\ol\\ U‘l/\\
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Destonati
esignation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O NIPOAYKTA
Page 3 of 8 /Ctp.3 138
Name of Product / MOMAT RINO
HaumeHnoBaHuUe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBAHHOE HANMEHOBAHUE MowMeTa3oHa crpeit Ha3aIbHBIN 103UpoBaHHbIR 50 MKI/103a

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

Glenmark pharmaceuticals Ltd

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeilcTByOMe BeltecTBa 1 1032 cnpest coiepxuT: AckcTBYIOlIEe BellecTBO: MomerasoHa ¢rypoaTa MOHOrHApar
51,72 mkr B nepecyere Ha Momeraszona gypoar 50,00 mMxr
Strength / lo3suposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoacTba 04/2024
Dosage form / Metered-dj)se nasal spray { Cripeit Date of Exp. / Fonen 10 03/2026
JlekapcTBeHHas dpopma Ha3albHBI A03MPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Boinycka 28.04.2024
Batch No. / Cepust Ne 12240396 Qty. Released / 32,160 BOT/
Kosn4ecTBO BbINYIIEHO ¢riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakoHoB Mg License No. / Jluuensus na MNB/10/832
’ NPOU3BOACTBO (HoMep) _
Inspection Lot No.v/ 040000521396 Mfg. License Date / JInuensusi Ha 30/04/2020
PerucTpauuoHHblil HOMep aHAJIH3A MpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudusar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / : STP-CC-
CneundHKaums rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C oate MONOyaratel | 5 pr Batch No / A®C cepust Ne 23422(JM-01)-
Mowmerasona ¢ypoara MoHOrHApaT 001
Manufactured by / IlpousBoautess | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Muaus
Ne [ TESTS /IHIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMoONANILHOCTD Ot 250 no 350 MOcm/kr 291 mOcMm/kr

COACPKUMOro (lma KOHA

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 173 doses /173 no3

container / KonnuectBo / He menee 120 103 (He cuuTas NepBUYHYIO
103 MPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 93.8%
Macca 10361 theoretical dose mass / Maximum / Makcumym:109.3%

|
7. | Net content / Macca Not less than 18 g/ He menee 18 r 185¢g/18,5r l
|
\
|

WunuBuayansHas Macca 103bl: oT 85 % g0 115 % Average / Epeﬁégflf%@%
OT TEOPETUUECKOUA MACChl JO3bI; . :

N ‘--:) A

Average mass of the dose: from 90% to 110% of [ ‘
the theoretical mass of the dose / s b |
Cpennssa macca go3sl: o1 90 % 1o 110 % or (ﬁ:) :
TEOPETUYECKONH Macchl O3B ) ) A }
\\?’l‘ 30’ o™ |
\$ﬁ+ ) \)\r’\(’
{
Prepared By / Iloarotosun Checked By / IIposepuan “““Appro\ed By / Ono6pun
Signature / Hoanuck /a/ Kﬁ/— d
Date / IaTa " ¢
3ofloullary Lo\~ el el Uy
Name/ ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
_ - Sr. -QA
TomKHOCTS Officer-QA Officer-QA r. Manager - Q

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A TOTOBOI'O INPOAYKTA
Page 4 of 8 /CTp.4u3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NPoAYyKLUMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenatenToBannoe HaumenoBanue | MowmerasoHa cripeil HazalbHblit 103MpoBakHbli 50 Mxr/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByiolline BelllecTBa 1 no3a cripes coaepxuT: AeHCTBYIOIIEe BellecTBO: MomeTasona dypoara MOHOTHAPAT
51,72 Mk B nepecyere Ha MomeraszoHa ¢ypoar 50,00 Mxr
Strength / {o3upoBka 50 mcg/dose / 50 mxr/nosza Date of Mfg. / laTta npousBoacTBa 04/2024
Dosage form / Metered-df)se 'nasal spray { Cripeii Date of Exp. / [ozen 10 03/2026
JlekapcTBeHHas Gpopma HasabHbIM 103MPOBaHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata BeInycka 28.04.2024
Batch No. / Cepus Ne 12240396 Qty. Released / 32,160 BOT/
KoJsinuecTBO BLINYHIEHO ¢a1akoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mg, License No. / Jluuensus ua MNB/10/832
npou3BoACTBO (HOMep)
Inspection Lot No.“ / 040000521396 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpannoHubiii HOMep aHaJu3a NPOH3BOACTBO (AaTA)
. : GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 nos' GMP ceprdukat (1a7a) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poisok Russia / Poccus GMP cepThbukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No./ CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ' | MEM-
API name / Haumenosanue ADC yaratel - s p1'Bateh No / A®C cepus Ne 23422(IM-01)-
Momeraszona ¢ypoara MOHOTHApAT 001
Manufactured by / Ilpoussoautean | Aarti Pharmalabs Limited, India/ Aaptn ®@apmana6e Jiumuren, Unnus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3zmep yactun Yacruy pazmepom < 10 mxm — He MeHee 90 %;
Particles < 30um in size: 100% : 100.0% / 100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTcyTCTBYIOT
YacTuusl pasmepom > 30 MKM — JOIDKHEL
OTCYTCTBOBaTh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH. Complies /
CeauMeHTaALIMOHHASI CooTtBeTCTBYET
YCTOHYHBOCTDL
- : .
L . s }
vz o
<“ ) gy ,)"’AV\ /
N &
o, o
T rr'!‘} a\a
. |
Prepared By [Hlonrorosun Checked By / Ilposepun | Approvc{d By / On06pun ‘
Signature / Iloanucs . B |
4 ‘C%// ¢ U
Date / laTa 0’0‘4/20&"/ 3\,\0\,\\“ 'S‘\'R\UL—\ .
1
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
JomxHoeTh Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaunmenoBaHnHe npoayKu1u MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTesToBaHHOe HauMeHoBaHue | Momeraszona cnpeil HasanbHblii 1o3upoBanubli 50 MKI/ 1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBYIOMIMe BeLIecTBA 1 103a Chpes COAEPXKUT: ASHCTBYIONIEE BEILecTBO: MoMeTa3oHa (ypoata MOHOTHAPAT
51,72 mxkr B nepecuere Ha Momerazona gypoart 50,00 Mxr
Strength / losupoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoacTsa 04/2024
J];osage form / Metered-dvose nasal spray { Cnpeit Date of Exp. / Fonen 10 03/2026
eKkapcTBeHHas Gopma Ha3IbHbIA 103MPOBaHHBII
Product code / Kox npoaykra SRU030007E040401DK Date of release / Jlata Boinycka 28.04.2024
Batch No. / Cepus Ne 12240396 Qty. Released / 32,160 BOT/
KoJinuecTBO BbINYIIEHO ¢)1aKOHOB
Batch size / Pazmep cepun 34,722 BOT / ¢naxkonos Mfg.License No. / Jluuensust na MNB/10/832
NpoKU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000521396 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpauMonHblii HOMEp aHAIH3A Npou3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprnmiar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ’ MFM-
API name / Hanmenosanue A®C N onohydratel |, py Batch No / A®C cepus Ne 23422(JM-01)-
MowmeraszoHa ¢ypoaTa MOHOTHApAT 001
Manufactured by / llpoussoauteas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jiumuren, Muans
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJBbTATDBI
12. | Impurities / IIpumecnu
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napyxeno
[Tpumecu § DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe IIKO
pumecun DMC »
o o 0.01% /0.01%
Impurity D / Not more than 0.20 % / He 6onee 0,20 % o
IMpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / EquamiHO#
HeuAeHTH(GHLHUPOBAaHHOH
HNpUMECH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.10%/0,10%
Cymmbl ipaMeceit T T
’
B )
ftd ‘
S X3
/:{"D L‘OO‘\/
Prepared By Alloarotosu Checked By / TIposepus Appromwfun
Signature / lloanuch 0,/ d——v :_’__
Date / Jlata Qelou) o1y RIS TG Ly vty
N Y
Name/ ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / :
ToskHOCTS Officer-QA Officer-QA Sr. Manager - QA ;
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 6 of 8 / C1p. 6 u3 8

Name of Product /
HaumeHnoBaHue NpoayKiUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHTOBaHHOE HANMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa cripeil HasaibHbl 103UpoBaHHbIA 50 MKI/103a

Active Ingredients /
JlelicTBYIOIIHE BeulecTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monchydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg

1 1032 cripess COMEPKUT: AelicTByonIee BewiecTBo: MoMerasona ¢ypoara MOHOTHApPAT

51,72 MK B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lozuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npon3sojcTBa 04/2024
Dosage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Conen 20 032026
JlekapcTBennas opma Ha3aJIbHBIH J103UPOBaHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bhinycka 28.04.2024
Batch No. / Cepus No 12240396 Qty. Released / 32,160 BOT/
KonnyecTBO BbINYILEHO ¢pnakoHOB
Batch size / Pasmep cepuu 34,722 BOT / daxomos Mg License No. / Jluuensus na MNB/10/832
NPOM3BOACTBO (HOMEP)
Inspection Lot No.“/ 040000521396 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpauyoHHblii HOMeEp aHAJAM3A NMPOU3BOACTBO (AaTA)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ,4/0¢ 500
GMP cepruduxat (1ata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepTugurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudpukalusa rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne ADC ¢+ uroa NOYATates | A pr Batch No / A®C cepust Ne 23422(JM-01)-
Mowmertazona ¢ypoaTa MOHOTHAPAT 001
Manufactured by / lpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabc Jiumuren, Unaus
Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATHI!

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeansis
aocTaBJisieMasi 1032 H
OAHOPOIHOCTb
JIOCTABJIAEMOIl 03I

Not more than 2 of 20 doses (10 initial doses and 10 final doses
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 HavambHbix 403 U 10 KOHEUHBIX 103)
MOFYT UMETh OTKJIOHEHME OT CpeJHEro 3HadeHuA Oonee uem
+20%, M HE OAHA J03a HE AODKHA HMMETh OTKIAOHEHHE OT

CpenHero 3HaueHus Gonee yeM + 25 %. Cpemsee anauenne we | Mean / Cpenunee:-180.0%
JIOJDKHO TpeBLINaTh £ 15 % 0T 3asBNeHHOTO. PO T
Ecnu o1 3 10 6 103 UMEIOT OTKJIOHEHHA Gonee ueM + 20 %, HO ; ! !’;‘/,)
MeHee ueM £ 25 %, To UCOBITBIBAIOT clieaytomue 20 $hnakoHoB. { e

He 6onee 6 u3 60 no3 MOTYT MMETh OTKIOHEHHE OT CPEIHETO
3Ha4yeHus Gonee yem £ 20 %, ¥ HU OIHA /1034 HE JODKHA HMETh
OTKJIOHEHHE OT CPE/IHETO 3HaueHus Gonee yeM 25 %. Cpeanee
3HAYCHHE KOK/IOTO ONPEAENeHHA He JOIDKHO NpeBbImars + 15 %
OT 3asABJICHHOTO.

Beg / Hauano:

Minimum / Munumym: 98.0%
Maximum / MakcumyM:103.0%
Mean / Cpennee:100.0%

END / Konen:
Minimum / MunumyMm: 95.0%
Maximum / Makcumym: 105.0%

3”0"‘,)'\/\
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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@bomZ.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA

Page 7 of 8/ C1p. 713 8

Name of Product /
HanmeHoBaHHE NPOAYKLIUY

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenTOBaHHOE HAWMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasoHa cripeii HazajibHbli 1031MpoBakHblil 50 MKI/103a

Active Ingredients /
JleiicTByI01IME BElECTBA

calculated for Mometasone Furoate 50.00 mcg

51,72 mkr B nepecyere Ha Momerazona ¢ypoart 50,00 Mkr

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

1 D03a crIpes coAEPKUT: AcHCTByIONIEE BelecTBo: MoMeTasona ¢rypoata MOHOTHAPAT

Strength / losuposka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / lata npoussoacTsa 04/2024
J];osage form / Metered-df)se nasal spray i Cnpeii Date of Exp. / Fonen 10 03/2026
eKApCTBEHHAA q)opma Ha3aNbHBIY JO3UPOBAHHLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 28.04.2024
Batch No. / Cepust Ne 12240396 Qty. Released / 32,160 BOT/
Ko/in4ecTBO BbINYLIEHO ($akoHOB
Batch size / Pasmep cepun 34,722 BOT / aaxonos Mfg.License No. / JInueHsus na MNB/10/832
npou3BoOACTBO (HoMep)
Inspection Lot No.“/ 040000521396 Mfg. License Date / JIuneusus Ha 30/04/2020
PerucTpauMoHHbIii HOMep aHATH32 NPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,¢/702¢
GMP cepruduxar (aara)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepaguiat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenupurauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
’ Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C roate VIononycaralel | s py Batch No / A®C cepus Ne 23422(IM-01)-
MowmerasoHa ¢ypoara MOHOTHAPAT 001
Manufactured by / [Ipoussoautenn | Aarti Pharmalabs Limited, India/ Aaptn ®apmanaGe Jiumuren, Unmus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATBI
14 | Microbiological Purity / MukpoOuonoruyeckasi 4HCTOTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O61ee 9ucIo Gonee 107 KOE B 1 mn npenapata Mewnee 10 KOE/mn
a’poOHBIX
MUKPOOPTaHH3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / O6miee 4ucno Gonee 10! KOE & 1 mx npenapata Menee 10 KOE/mn
JPOMXOKEBBIX U MIIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OTcyTcTBHE B | Absent / OTcyTcTBYET
MJI Ipenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcytcTeue B 1 Absent / OTcyTCTBYET
MJ1 penaparta
15. | Assay / KosimyecTBeHHOeE onpeesieHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 100.1%/100,1%
MowmeTazoHa pypoat 85,0 % 10 115,0 % oT 3asBNEHHOTO COREPIKAHUS L ,
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 933% 93,3%: 2, v/ -
BenzankoHus xnopua 80,0 % no 120,0 % oT 3asBICHHOIO COAEPKAHUA 2,
o .
4
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A TOTOBOI'O [TIPOAYKTA ,
Page 8§ of 8§ / CTp.8 3 8

Name of Product / MOMAT RINO
HaumeHoBaHue NpoayKuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTenToBaHHoe HaMMeHOBaHue | MoMerasona crpeil Hasa/lbHblHA 1031poBaHHbIH 50 MxT/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByl0H1HEe BewecTBa 1 no3a crpes conepxut: AeiicTRyOlIEE BellecTBO: MoMeTasoHa (ypoata MOHOTHApAT
51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / lo3nposka 50 mcg/dose / 50 Mkr/nosza Date of Mfg. / lata npou3soacTsa 04/2024
Dosage form / Metered-dj)se nasal spray { Cnpeii Date of Exp. / Toen 10 03/2026
JlekapcTBeHHan dopma Ha3aJIbHbIA JO3HPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 28.04.2024
Batch No. / Cepus Ne 12240396 Qty. Released / 32,160 BOT/
KosnuecTso BbIMYUIEHO ($hnaxkoHOB
Batch size / Pasmep cepun 34,722 BOT / dnakoHos Mfg.License No. / Jluuensusn ua MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000521396 Mfg. License Date / JInuensun na 30/04/2020
PerucTpauHoHHbIH HOMep aHAJH3A MPOM3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 gxg cCe(;r::l)(ll::lr:ccaeTc(;r;;f:;ate Date/ 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poitok Russia / Poccus GMP cepTlEl) buKat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudpukanus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumeHosanue AQC API Batch No / A®C cepua Ne 23422(IM-01)-
Mowmera3zona ¢pypoaTa MOHOTUApAT 001
Manufactured by / [Ipoussoantean | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jinmuren, Unmms
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VYJIbTATbDI
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. /
Ilo 120 mo3 cycneHsuu Bo (akOHe U3 MONMITHICHA BHICOKOH MIOTHOCTH €
JMO3MPYIOIIMM YCTPOUCTBOM M KOJIIAYKOM M3 MOJIMTHIIEHA BHICOKOH mnotHOCTH. TTo 1
1aKoHy BMECTE C HHCTPYKIIHEH M0 MEIULHHCKOMY MPUMEHEHHIO B NaYKe KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable .
Orkionenusi/necoorBercTBust/Q0C: HE NPUMEHNMO L« ; i
9)0‘*)”\ =y

Declaration of certification: “I hereby certify that the above information is authentic and accur
been manufactured including packaging and quality control at the abovementioned site in full &gy
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001
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/ll04eHne O COOTBETCTBMM: HACTOSIOMM MOATBEPXKAAI0, YTO TNpEJCTABJCHHAs BbIlIE MHMOpMAnuA SBIAETCS
JOCTOBepHOM M Tounoi. JlaHHas cepus Gbula MpousBeldeHa (BKIKOYas YMAKOBKY/MapKHpOBKY M KOHTPOJIb KauyecTsa) Ha
yKa3aHHOW BbilIe TNPOM3BOACTBEHHOM [UIOLIAJKE B MOJHOM COOTBETCTBHMM C TpeOosanusamu Haanexamei
IMpoussoncteenHoii [Tpaktku (GMP) NOKaNbHBEIX PEryNATOPHEIX OPTaHOB U TPeOOBAHHMAMM HOPMATHBHON IOKyMEHTALUH
JITI-Ne(001710)-(PI'-RU)-230123 nns peinka Poccun W yTBepxaeHHOH creundukaimeii No SPC-CC-063688. I1poToxonsl
[POU3BOJICTBA, YIAKOBKH U IOKa3aTe| KayecTBa AaHHON cepuH ObLIM NMPOaHATM3UPOBaHbI M ClIeJ1aHO 3aKIIOYCHHE, YTO OHH
COOTBETCTBYIOT TpeGoranuaM Hannexameit [Ipoussoacteennoi Ipaxtiku (GMP).
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