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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA
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Name of Product /
HauMeHoBaHHe NpPOaYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momera3zoHa cripeil HazanbHbLH 103MpoBaHHbIi 50 MkT/1032

Active Ingredients /
JelicTByIomHe BelllecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpEs COACPIKUT: I[GF[CTBy}OL[lCC BelecTBO: MoMeTasoHa q)ypoaTa MOHOTIMApar

51,72 mxr B nepecyere Ha MomerazoHa gypoar 50,00 Mxkr

Strength / JlosnpoBka 50 mecg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoAcTBa 07/2023
Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Tonen 110 06/2025
JlekapcTBeHHas gopma Ha3aJIbHBIN J03MPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / Jlata Beinycka 25.07.2023
Batch No. / Cepus Ne 12230667 Qty. Released / 64,000 BOT/
KosinuecTBO BBIMYMWIEHO ¢akoHoB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakoHoB Mig.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472408 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpauuoHHbIi HOMeEp aHAJIM3A Npou3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (nata)
: GMP Compliance certificate No. / GMP-
Market / PuitHok Russia / Poccus GMP cepruduxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauusi roroBoro SPC-CC-063691 Reference STP No. / CIIU Ne 040947
npoaykra Ne
Mometasone F te Monohydrate/ MFM-
API name / Hanmenobanue ADC uroate VONONyarater |, py Batch No / A®C cepus Ne 23405(JM-01)-
MowmeraszoHa ¢gypoara MOHOrHIpaT 002
Manufactured by / Illpoussoaurens | Aarti Industries Limited, India / Aapts Unnacrpus Jlumures, Haaus
Ne | TESTS/TTIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATHI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or ©Gemoro pmo moutH Oemoro 1uBera OT
NOJIyNPO3pavHOd 10 HENPO3PaYyHOH KOHCUCTEHLHH
rycTas CYCIeH3HA.

Off-white thick suspension of
non-transparent consistency. /
IToutn 6enoro LBETa
HEMpO3pauyHo#l  KOHCUCTEHLMH
ryctas cycrneH3Hs.

2. | Identification / UnenTndnranust

a) Mometasone Furoate /
MowmeTasona pypoat

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 yaepkuBaHUsA OCHOBHOTO TNHKa

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

Ha XpOMarorpaMMme HCObITyeMOro pactBopa | standard preparation / Bpems
JODKHO COOTBETCTBOBATH BPEMEHHM YIACPKHBAHMA | yIEPXKHMBAaHUA OCHOBHOIO IIMKa
OCHOBHOTO KA Ha XpOMaTorpaMMe CTaHAApTHOIO | Ha XpoMaTorpamme
pactBopa  (cM.  pasgmen  «KonudecTBEHHOE | MCTIBITYEMOTO pacTBopa
OnpeneNICHUE) ). COOTBETCTBYET BpeMEHH
yIEpKUBaHUA OCHOBHOTO TIHMKa
Ha XpoMaTorpamme
CTaHAAPTHOTO pacTBOPA.
i
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Name of Product /
HaumeHoBaHue NpoagyKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOBaHHOE HAMMeHOBAHHE

Mometasone Metered-dose Nasal Spray S0 mecg/dose

MoMeTa3oHa Cripeii HasasbHbIH J03UPOBaHHbIA 50 MKI/n03a

Active Ingredients /
JeiicTByI0LIHe BellecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 mo3a cripest COAEPXKUT: AeUCTBYIONICE BellecTBO: MoMeTa3oHa ¢ypoaTta MOHOTMApAT
51,72 mkr B nepecuere Ha Momeraszona dypoar 50,00 mxr

Strength / Josupoeka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / lata npon3BoacTBa 07/2023
Dosage form / Metered-df)se nasal spray i Cripeit Date of Exp. / Tozen 10 06/2025
JlekapcrBenHasi popma Ha3aJIbHBL JO3HPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / Jlata Bbinycka 25.07.2023
Batch No. / Cepun N 12230667 Qty. Released / 64,000 BOT/
KoJjiuecTBO BbINYMIEHO ¢ akoHOB
Batch size / Pasmep cepuu 69.444 BOT / hriaxomos Mfg.License No. / Jluuensnst ua MNB/10/832
NPOH3BOACTBO (HoMep)
Inspection Lot No.v/ 040000472408 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpauyoHHbIA HOMep aHAJIH3a MPOM3BOACTBO (AaTA)
Package size / Ynakosxa 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aata)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Pocena GMP cepTudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rotoBoro 'SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosauune AOPC 0 uroate Monohydra API Batch No / ADC cepusi Ne 23405(JM-01)-
Mowmertazona ¢pypoara MOHOrHIPAT 002
Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aapri Uugactpus Jinmuten, Muaus
Ne [ TESTS/MOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

b) Benzalkonium chloride
/ BeH3anKkoHHS XI10pHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCMBITYEMOTO PacTBOpa JIOMKHBI OOHAPYKUBAThCH
THKH, no BpeMeHaM yaepKUBaHHs
COOTBETCTRBYIOLIUE TUKAM FOMOJIOTOB OEH3aJIKOHHUS
xpopuna Ci2 u  Cus  Ha  XpoMarorpamme
CTaHJAPTHOIO pacTBOpa (cm. pasznen
«KosimuecTBe HHOE ONpeleeHHEY).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Cy4 in the chromatogram of the

standard  solution. / Ha
XpOMaTorpaMme HCIBITYEMOro
pactBopa 00OHapYXHBaOTCA
MUKH, 110 BpeMeHaM
yIep)KUBaHUSA

COOTBETCTBYIOLIHE UKam
TOMOJIOTOB OeH3AIKOHHSA

xnopuma Ci2 u Ci4 Ha
XpOMaTorpamMMe CTaHAApTHOro
pacTBOpa.

From 4.30t0 4.90/ Ot 4,30 no 4,90

4.69 /4,69

4. | Density / [InoTHoCTL

From 0.950 to 1.050 g/cm3 /
Ot 0,950 10 1,050 r/em®

1.014 g/cm*/ 1,014 r /cm®

5. | Viscosity / BszkocTh

From 30 to 130 ¢cPs/ Ot 30 mo 130 clIz

51.0 cPs/ 51,0 cll3

{
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Glenmark pharmaceuticals Ltd
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CEPTU®UKAT AHAJIN3A I'OTOBOT'O NPOJAYKTA
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Name of Product /
HaumenoBanne npoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOEe HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerazoHa cripeli HazaibHbI 103upoBaHHbIH 50 MkI/103a

Active Ingredients /
JeficTBy0IHe BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1034 cripest COAEPKUT: ASHCTBYIONIEE BEECTBO: MoMeTa30Ha (ypoaTa MOHOTHAPAT
51,72 Mkr B niepecyeTe Ha Momeraszona ¢ypoart 50,00 mMxr

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona dpypoara MOHOTHAPAT

API Batch No / A®C cepus Ne

Strength / Jo3uposka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npousBoacTBa 07/2023
Dosage form / Metered—duose nasal spray { Crpeit Date of Exp. / Fonen 10 06/2025
JlekapcrBennast gopma Ha3aJIbHBIA 1O3WPOBAHHBIN
Product code / Koa npoaykra SRUG30007E040401EJ Date of release / Jlata Beinycka 25.07.2023
Batch No. / Cepus No 12230667 Qty. Released / 64,000 BOT/
KoJjnuecTBO BLINYIEHO dakoHOB
Batch size / Pasmep cepuu 69,444 BOT / dpnaxoHoB Mig.License No. / Jluuexsus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000472408 Mfg. License Date / JInuensns Ha 30/04/2020
PeructpaHoHHblil HOMEp aHAJIH3A MpOU3BOACTBO (AaTA)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepTupukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenndukanuust roToBoro SPC-CC-063691 Reference STP No. / CITN Ne 040947
npoaykra Ne
MFM-

23405(JM-01)-
002

Manufactured by / IIpoussogurens

Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Munus

Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcMONISLIBHOCTS Ot 250 mo 350 MOcM/Kr 293 MOcM/kr

7. | Net content / Macca
cogepkuMoro gpiakoHa

Not less than 9 g / He menee 9 r

93g/93r

8. | Number of deliveries per
container / KoanyecTBo
103

IPOKauKy)

Not less than 60 doses (discard the first pumping) /
He menee 60 o3 (He cyuTas NepBUUHYIO

72 doses / 72 103

9. | Pump delivery/
Macca a03b1

oW P,

> -

theoretical dose mass /

OT TCOpGTH‘IECKOﬁ MaccChI 103bI,

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

WunusunyansHas macca 10361 oT 85 % 10 115 %

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

Minimum / Munumym: 92.5%
Maximum / Makcumym:107.5%
Average / Cpennee: 101.9%

/\,{) * | the theoretical mass of the dose /
oA T Cpeanss Macca 103bL; 0T 90 % no 110 % ot
o ; /| TeopeTHueckoil Macchl NO3bI
& @\/
to, S
"Tarmacey

{
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A T'OTOBOI'O ITPOAYKTA

Page 4 of 8 /Crp. 413 8

Name of Product / MOMAT RINO
Haumenosanue npoaykuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOEe HAUMEHOBAHHE MoMeTa3zoHa cnpeii HazanbHbIH fo3upoBaHHbIH 50 Mxr/03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy01LIME BeecTBa 1 no3a cnpest COMEPKHT: ACHCTBYIOILEE BelecTBo: MomeTasoHa ¢dypoara MOHOrUApaT
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 Mkr
Strength / 1o3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoacTBa 07/2023
JI;osage form / Metered-df)se nasal spray f Cripeit Date of Exp. / Toxen o0 06/2025
exapcTBeHHnast popma HA3aJIbHBIH TO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lara Bbimycka 25.07.2023
Batch No. / Cepus Ne 12230667 Qty. Released / 64,000 BOT/
KoanyecTBo BeINyHIEHO (pakoHos
Batch size / Pazmep cepun 69.444 BOT / ¢pnakonos Mig.License No. / Jluueusus ua MNB/10/832
NpPOH3BOACTBO (HOMep)
Inspection Lot No.v/ 040000472408 Mfg. License Date / JInuensus na 30/04/2020
PervcrpalMoHHbIil HOMep aHAJIH3A MpoOU3BOACTBO (aaTa)
Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
- GMP Compliance certificate No. / GMP-
Market / PoiHok Russia/ Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauys roroBoro SPC-CC-063691 Reference STP No. / CITU Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue ADC uroate MOnonyaralel -, py gatch No / A®C cepust Ne 23405(JM-01)-
MowmertasoHa Gypoara MOHOTHIpAT 002
Manufactured by / Ilpoussoaurenb | Aarti Industries Limited, India / Aaptu Hunactpus Jlumuren, Muaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbBTATBI
10. | Particle size / Particles < 10um in size: Not less than 90% 100.0% / 100,0%
Pa3mep yacTun YacTuu pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pum in size: 100% 100.0% / 100,0%
YacTuu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTCYTCTBYIOT
YacTuup! pazmepom > 30 MKM — J0JDKHBI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He Menee 5 mMus. Complies /
CeaumeHTallMOHHASA e COOTBETCTBYET
YCTOHUHBOCTD: AN %
¢ L,?f\‘ i 6/)
/oy “
R «
e L >
L \ :
\‘)//:,) v N
Ny, . \\,,‘3\1'?{’
Charmace’”
{
Prepared B)ﬂ)HoamToaym Checked By / Ilposepua \(\pproved By / OnoGpua
Signature / I1 -
ignature / [ognucn /v% ,/,ﬁ/' = _
Date / lata (/0//”0 g’?ﬂl) A3\ 3 u"a—-\c LAY ZARN
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
TlosmHocTs Officer-QA Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHOBaHHe NPOAYKUHUH

MOMAT RINO
MOMAT PUHO

Generic name /
HeﬂaTeHTOBaﬂﬂoe HAUMEHOBAHHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTazoHa cripeit HazalbHbli 103MpoBaHHbIi 50 MKI/n03a

Active Ingredients /
JleficTBy0OIIHE BelecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 103a copest coepxUT: AcicTByIONIEeEe BelecTBO: MoMeTasoHa ¢yypoaTa MOHOTHAPAT

51,72 mxr B nepecyere Ha MoMerazoHa ¢ypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npou3BoAcTBa 07/2023
JI;osage form / Metered—df)se nasal spray { Crpeit Date of Exp. / Fonen 10 06/2025
exapcTrBeHHas ¢popma Ha3aJIbHBIA 103UPOBAHHBIA
Product code / Kog npoaykra SRUO030007E040401EJ Date of release / Jlata Beimycka 25.07.2023
Batch No. / Cepusi Ne 12230667 Qty. Released / 64,000 BOT/
Ko/inuecTBO BLINYLIEHO ¢J1akoHOB
Batch size / Pasmep cepun 69,444 BOT / daaxoros Mig.License No. / Jluuensus na MNB/10/832
NMPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472408 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpaunoHHblii HoMep aHaJH3a Mpou3BOACTBO (AaTa)
Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date / |, ¢/,¢/070
GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepradbiiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunpukanusi rorosoro SPC-CC-063691 Reference STP No. / CITU Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanne A®C uroate YAralel | A p1 Batch No / ADC cepusi Ne 23405(JM-01)-
MomerazoHa pypoara MOHOTHIpAT 002
Manufactured by / [lpoussoaurtesns | Aarti Industries Limited, India / Aaptu Munacrpus Jlumures, Maaus
Ne | TESTS/HNOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATHBI

.12. | Impurities / Ilpumecnu

Impurity 8 DM /
[Mpumecn 8 DM

Impurity DMC /
IMpumecu DMC

Impurity D /
IIpumecu D

Any individual unspecified
impurity / Enuumgnoit
HEUACHTUHIMPOBAHHOM
MPUMECH

Total impurities /
CyMMBI ipumeceit

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

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

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

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

15 S

0.03%/ 0,03%
Not Detected/ He obnapyxeHo

0.01%/ 0,01%

0.04%/ 0,04%

0.19%/0,19%

Y /
e ad
‘( & 1;1 ]
\,\Lj} 04 i
D \
O a
\\"/f /)h . , S\ & \
‘armace
Prepares]/ﬁy / IloaroToBua Checked By / Ilposepna Aﬁproved By / OnoGpua
-

Signature / [lognuen
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Name of Product /
HaumeHoBaHWe NPOAYKLMUHK

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mecg/dose

MomMeTasoHa cripell HasalbHBI 103upoBaHHbIHA 50 Mxr/103a

Active Ingredients /
JelicTBylolHe BeL1eCTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 crpest COAEPKHUT: AeHCTBYIONIEE BemecTBo: MoMeTa3oHa (ypoara MOHOruapar

51,72 mxrT B nepecyere Ha Momeraszona ¢rypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTa npou3BoACTBa 07/2023
Dosage form / Metered-d?se nasal spray i Cnpeit Date of Exp. / Conen 10 06/2025
JlekapcTBeHHas gopma Ha3aJIbHBIA JO3MPOBAHHbIH
Product code / Koa npoaykTa SRU030007E040401EJ Date of release / /lata BbInycka 25.07.2023
Batch No. / Cepust No 12230667 Qty. Released / 64,000 BOT/

KoJiH4ecTBO BbINyIEHO (1aKoHOB
Batch size / Pasmep cepumu 69,444 BOT / pnakonos Mfg.License No. / JInuensus 1a MNB/10/832

NpoU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000472408 Mfg. License Date / JIuuensus na 30/04/2020
PerncTpauvoHHbI HOMep aHAJIH3A Npou3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 go3 GMP Compliance certificate Date / 18/06/2020

GMP ceptudmukar (1ata)

- GMP Compliance certificate No. / GMP-
Market / Poinok Russia/ Poccus GMP ceprudmkat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukaums rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanune AQC etasone turoate VIononydaraler | 4 py gatch No / A®C cepus Ne 23405(JM-01)-
MomerazoHa dypoara MOHOrHApAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaprn Uupacrpus Jiumuren, Unnus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeausis
JaocTapisieMasi 1032
OHOPOAHOCTDH
JNOCTABIAAEMOM A03bI

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 6onee 2 u3 20 103 (10 HauansHeix 103 n 10 KOHEUHBIX 103)
MOTYT HUMETb OTKJIOHEHHE OT CPEJHETro 3HaueHus Ooyiee YeM
+20%, U HU OfIHA /1033 HE AOJDKHa UMETH OTKJIOHEHHME OT
cpeaHero 3HadeHus Gonee uyem * 25 %. Cpennee 3HauyeHME He
JIOIKHO MpeBBIATh + 15 % OT 3as4B1€HHOTO.

Ecim ot 3 10 6 103 UMEIOT OTKIoHeHus Gonee dem £ 20 %, HO
MeHee 4eM = 25 %, To MCNIBITHIBAIOT clieAytomHe 20 (rakoHoB.
He Gonee 6 uz 60 103 MOTYT UMETH OTKJIOHEHHE OT CPEIHEero
3HaueHus Oonee yem £ 20 %, U HY O/lHA 1034 HE JOJPKHA UMETD
OTKJIOHEHHE OT CpeHero 3HaueHus Gonee deM £ 25 %. Cpenxee
3HAUEHHE KAKI0r0 ONMpeACNCHUs He OJDKHO npeBbiath = 15 %
OT 3ajBJICHHOTO.

Beg / Hauano:

Minimum / MuanmyMm: 96.7%
Maximum / Makcumym:101.5%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / MusumyM: 97.2%
Maximum / Makcumym: 102.8%
Mean / Cpeanee: 100.0%

Prepared By/ IlearoTosua Checked By / IIposepua Appxoved By / Opo6pun
Signature / [loanucn /3// é/’* —
Date / JlaTa oI\ o A’\ 8\ 1L
0 U98(,13 b\ 3
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Desi :
esignation / Officer-QA Officer-QA Sr. Manager - QA

JomxHocTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CEPTHO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page 7 of 8/ Crp. 73 8

Name of Product /
HaumeHoBaHHe npoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAUMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MoMeTazoHa cripeit Ha3abHbLA 1031poBaHHbIH 50 MKT/A03a

Active Ingredients /
JleiicTByroiue BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a copes conepxuT: AeiicTByoLIee BewecTBo: MoMeraszoHa (ypoaTa MOHOTUAPAT
51,72 mkr B nepecyere Ha MoMerazona dypoar 50,00 mxr

Strength / lozuposka 50 mcg/dose / 50 mkr/n03a Date of Mfg. / lata npon3soacTsa 07/2023
JI;osage form / Metered-dvose nasal spray f Cnpeii Date of Exp. / Fonen 10 06/2025
ekapcrBeHHas gopma Ha3aIbHbIM 103UPOBAaHHBIH
Product code / Kox npoaykra SRUO30007E040401EJ Date of release / /lata Boinycka 25.07.2023
Batch No. / Cepust No 12230667 Qty. Released / 64,000 BOT/
KosiuecTBO BRIMYH1EHO (1akoHOB
Batch size / Pazmep cepun 69,444 BOT / pnakonor Mfg.License No. / Jluuensisi ua MNB/10/832
NMPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472408 Mfg. License Date / JIuueH3us Ha 30/04/2020
PerucrpalHoHHbI HOMED aHA/IN3a NMpon3BOACTBO (1aTa)
Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date/ | ;4/,61505
GMP ceprudukar (nara)
; GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepudukat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuundukauus rotoBoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®GC uroate MOnohyaraler |- 4 pr atch No / ADC cepus Ne 23405(JM-01)-
MomertazoHa ¢hypoara MOHOTHAPAT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Manactpus Jlumuten, Unnus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIBTATHI
14 | Microbiological Purity / MUKpPOOHOI0THUEeCKasaA YHCTOTA
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obuiee yucio Gonee 102 KOE B 1 mn npenapara Menee 10 KOE/ma
a3poOHBIX
MHKPOOPraHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / O6uiee uucio Gonee 10" KOE B 1 mn npenapara Menee 10 KOE/mn
JPOMIKEBBIX K IIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcytcTBHe B | Absent / OTCyTCTBYET
M1 TIpenapara
Staphylococcus aureus Absence per 1 ml of the product / OtcytcTBue B 1 Absent / OTcyTCTB Ry Ass 0
MJT nperiapaTa \\,'b /%.
15. | Assay / Konn4ecTBeHHO€ onpenesieHue %‘\
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 100.4% / 100. 4%,{ d/ *
Mowmertazona ¢ypoar 85,0 % no 115,0 % ot 3asBNeHHOTO COACPKAHUS / pi -
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 99.7% /99, 7%3 0" N,
Bensankonus xjopua 80,0 % nmo 120,0 % oT 3as4BJICHHOTO COACPIKAHUS %@ ‘
\ /7 rrea (j‘.’:—‘i\*, ’

\
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CEPTU®UKAT AHAJIN3A TTOTOBOI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHToBaHHOE¢ HAMMEHOBaHHE MomerazoHa cripeit HazaabpHbIH J03MpoBaHHbIH SO MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTByolume BeulecTBa 1 mo3a cnpest CoAePXKUT: ieicTRYIOLIeE BellecTBO: MoMeTazoHa §ypoara MOHOTHApAT
51,72 mkr B niepecuere Ha MomerazoHa dypoar 50,00 Mkr
Strength / lo3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoactea | 07/2023
Jliosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Fonen 10 06/2025
€KapCcTBEHHAA q)opma Ha3aJJbHBIA TO3UPOBaHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Boinycka 25.07.2023
Batch No. / Cepust No 12230667 Qty. Released / 64,000 BOT/
KoandecTBo BoinyiieHo ¢1akoHOB
Batch size / Pasmep cepun 69,444 BOT / dnakoHoB Mfg.License No. / Jiuuensus na MNB/10/832
NpPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472408 Mfg. License Date / JInuensust Ha 30/04/2020
PerucrpaunoHHbIi HOMeEpP aHAJIH3A Npou3BOACTBO (naTa)
Package size / YnakoBka 60 Doses / 60 r03 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepﬂf dbukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuukauus roTosoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoayxkra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C API Batch No / A®C cepust Ne 23405(JM-01)-
MowmeTtazoHa ¢hypoaTa MOHOTHIPAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaptu Unaacrpus Jlumuren, Mnaus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATBI
16. | Package Size / YnakoBka | 60 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial 1nformat10n leaflet in a carton pack. /
Ilo 60 po3 cycneHsuu BO aKoHe I/I3 THJICHA BbICOKOH IUIOTHOCTH C
JO3UPYIOLLUM YCTPOHCTBOM H j}ﬂ NayKoM H3 Honu%nq;ma BBICOKO#H mnotHOCTH. 1o 1
(hrakoHy BMmecTe ¢ MHCprKLme no MEIAIHUHCKOM ﬁp MEHEHHIO B N1a4KE KAPTOHHOM.

x

Any deviation/Incident/OOS: Non-applicable A d/ -
OtkaoHeHusi/HecooTBeTcTBUA/QOOC: He 1T ; 0“7%3 N
PUMEHHMO a"\ o
3 Dy
Declaration of certification: “I hereby certify that the above 1nf0rmaffon is authentig.énd 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. JIIT-Ne(001710)-(PI-RU) dt.
23.01.2023 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.”
3aK/04eHHe O COOTBETCTBMM: HACTOSUIMM [OATBEPXKIAKD, YTO MNpeJCTaBAECHHAsd BHIIIE HHPOPMALHS ABICTCA
JDOCTOBEpHOH W TouHOW. JlaHHas cepust Osbina NMpousBejieHa (BKIIOYAS YNaKOBKY/MapKHUPOBKY M KOHTPOJNB KauecTBA) Ha
yKa3aHHOM Bbllle MPOU3BOJACTBEHHOW IUIOMAJKE B TONHOM COOTBETCTBUM ¢ TpeboBanusamu Hannexawmei
IpouseoacteenHoii [IpakTuku (GMP) okanbHbIX PeryJsSTOPHBIX OPraHOB U TPeOOBaHUAMHU HODMATUBHOM JOKYMEHTAUNM
JIIT-Ne(001710)-(PT-RU) or 23.01.2023 ans poivka Poccud W yTBepxiaeHHoW creuuduxauuedt Ne SPC-CC-063691.
[IpoTokonbl NPOU3BOACTBA, YNAKOBKM H MOKazaTeNin KadecTBa NaHHOM cepud ObliM MpOAHAIM3UPOBAHBE M CHENAHO
3aKJII0YeHre, YTO OHH COOTBETCTBYIOT TpeboBauusam Hamnexaweit [poussoacreenHoit [Tpaxruku (GMP).

\
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