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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOTI'O ITPOAYKTA

Page1 of9/Crp. 1139

Name of Product /
HanveHnoBanne npogyKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HEHaTeHTOBaHHOC HANMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3oHa cripeii Ha3aIbHblIi 103UpoBaHHbIH 50 MKT/03a

Active Ingredients /
JleiicTByIOIHE 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 cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT

51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Oesoro o mourn Oenoro uBera ot | [Tourn Gesoro LBera
[IOJIyIPO3PAaYHOi JI0 HEIPO3paYyHON KOHCUCTEHLUU | HENPO3PAUYHOM  KOHCUCTEHLMU

rycrast CyCleH3usl.

rycrast CycCleH3Hsl.

2. | Identification / UnenTnpuxanus

a) Mometasone Furoate /

Mometa3zona ¢pypoar

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). / BpeMsi yjiep>KUBaHUSI OCHOBHOTO MHKa

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  XpoMmarorpamme  HCHbITyeMoro  pactBopa | standard preparation / Bpewms
JIOJDKHO COOTBETCTBOBATH BPEMEHHU YAEPKUBAHUS | yIEPKUBAHUS OCHOBHOIO IHUKA
OCHOBHOI'O MHMKa Ha XpOMATOrpaMMe CTaHAAPTHOIO | Ha Xpomarorpamme
pactBopa (c™. paszznen «KonnuecTBeHHOE | HCHBITYEMOTO pacTtBopa
OrpeieNICHUe» ). COOTBETCTBYET BpEMEHU
YAEpPKUBAaHUSI OCHOBHOTO IHKa
Ha Xpomarorpamme
CTaHIapPTHOIO pacTBOPA.
Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
Signature / Yogesh Mehta ,4 p Arun Patyal 54! ‘63 m I S' Shailendra Singh
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Name of Product /
HanveHnoBanne npogyKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HEHaTeHTOBaHHOC HANMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTa3oHa cripeii Ha3aIbHblIi 103UpoBaHHbIH 50 MKT/03a

Active Ingredients /
JleiicTByIOIHE 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 cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT

51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026

Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028

JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN

Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026

Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/

Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001

Manufactured by / IlpousBoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unans

Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI

b) Benzalkonium chloride
/ BeH3aIKOHHUSI XJIOPHI

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Cys in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCIIBITYEMOT0 PAcTBOPa JOJKHBI OOHAPYKUBATHCS
IIMKH, o BpeMeHaM yIepKUBAHUS
COOTBETCTBYIOLINE MMUKaM TOMOJIOTOB OEH3aIKOHUSI
xmopuna Ci wum  Ci4 Ha  XpomMaTorpamme
CTaHaPTHOTO pacTBOpa (M. paznen
«KonuvecTBeHHOE OTpEIeIeHHEN ).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;; and
Ci4 in the chromatogram of the
standard  solution. / Ha
XpOMAaTorpaMme  HCIHBITYEeMOTro
pacTtBopa 00HapyKHUBAIOTCS
MHKY, no BpeMeHaM
yIepKUBaHUS
COOTBETCTBYOLL1E HHKaM
rOMOJIOrOB OeH3aIKOHU S
xmopuga  Cpp m Cis Ha
XpoMaTorpaMme CTaHJIapTHOrO
pacrBopa.

w

pH

From 4.30 t0 4.90 / Ot 4,30 10 4,90

4.634 /4,634

4. | Density / [lnoTHOCTB

From 0.950 to 1.050 g/cm? /
Ot 0,950 10 1,050 r/cm®

1.007 g/cm?3 / 1,007 r/em®

Prepared By / [loarorosu. Checked By / Ilposepu

Approved By / Oxo6pua

Signature / Yogesh Mehta Arun Patyal
Tloanucen W
11 Mar 2026 16:08:10 IST 11Mar 2026 16:12:09 IST

Date / JlaTta
REASON: Prepared By

REASON: Checked By

54 ;a 6 S. Shailendra Singh
12 Mar 2026 09:38:48 IST

REASON: Approved By
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Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / . .
s Senior Officer- QA Senior Officer- QA Manager- QA
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Name of Product /
HanveHnoBanne npogyKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HEHaTeHTOBaHHOC HANMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTa3oHa cripeii Ha3aIbHblIi 103UpoBaHHbIH 50 MKT/03a

Active Ingredients /
JleiicTByIOIHE 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 cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT

51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)

Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)

. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020

. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
5. | Viscosity / Bsazkoctb From 30 to 130 ¢Ps / Ot 30 no 130 cll3 50.0 cPs /50,0 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOISNILHOCTD Ot 250 10 350 MOcMm/kr 292 MOcM/kr

7. | Net content / Macca Not less than 18 g/ He menee 18 r 182¢g/182r

COAEePKUMOTO0 (l)J'laKOHa

8. | Number of deliveries per
container / KosnuecTBoO
03

Not less than 120 doses (discard the first pumping)
/ He meHee 120 103 (He cuuTas NepBUIHYIO
IPOKAUKY)

174 doses / 174 no3

9. | Pump delivery /
Macca n03b1

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

WHuBuyanbHast Macca 103bl: 0T 85 % 10 115 %
OT TEOPETUUYECKOM Macchl J103bl;

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

Cpennss macca 1036l oT 90 % 1o 110 % ot
TEOPETUYECKOM MACChl A03bl

Minimum / Munumym: 92 %
Maximum / Makcumym: 105 %
Average / Cpeanee: 100 %

10. | Particle size /
Pazmep yacTun

Particles < 10pm in size: Not less than 90%
Yactun pasmepoM < 10 mxm — He MeHee 90 %;

100 %/ 100 %

Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
Signature / Yogesh Mehta Arun Patyal , + ./ Shailendra Singh
Hoanucen W
11 Mar 2026 16:08:10 IST 11 Mar 2026 16:12:09 IST 12 Mar 2026 09:38:48 IST
Date / JlaTta
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / . .
JlotKHOCTE Senior Officer- QA Senior Officer- QA Manager- QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOTI'O ITPOAYKTA

Page4 of9/Crp.4m3 9

Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKINH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOE HAHMEHOBAHHE MowmeTasoHa crpeii Ha3albHbIH 103upoBaHHbIil 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIOIHE BelecTBa 1 103a cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT
51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr
Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlekapcTBennas gopma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
Particles < 30pm in size: 100% 100 % /100 %
Yactuy pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTuusl pa3MmepoM > 30 MKM — JI0JIXKHbI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CeauMeHTALIMOHHAS CooTBeTcTByET
YCTOHYHMBOCTH
12. | Impurities / IIpumecu
Impurity 8 DM / Not more than 0.15 % / He 6oxee 0,15 % Below LOD/ Huxe LOD
ITpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He 6ozee 0,15 % 0.002% Below LOQ/
HpI/IMECI/I DMC 0,002% Hwuxe LOQ
I . Not more than 0.20 % / He 6oaee 0,20 % 0.01% /0,01%
mpurity D /
ITpumecu D
Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
Signature / Yogesh Mehta Arun Patyal ) 1./ Shailendra Singh
Hoanucen W
11 Mar 2026 16:08:10 IST 11 Mar 2026 16:12:09 IST 12 Mar 2026 09:38:48 IST
Date / JlaTta
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / . .
Jomknocts Senior Officer- QA Senior Officer- QA Manager- QA

FCM/QA054/08.00

DocUUID : 04bedd8d-77f6-492a-8f6¢-fc7b019570ed




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
G Distt. Solan Himachal Pradesh 173205, India
Glenmank Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
A new way for a2 new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
PageS5of9/Crp.5u3 9

Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKINH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOE HAHMEHOBAHHE MowmeTasoHa crpeii Ha3albHbIH 103upoBaHHbIil 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIOIHE BelecTBa 1 103a cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT
51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr
Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepun Ne 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
Any individual unspecified | Not more than 0.20 % / He 6oxee 0,20 % 0.03%/ 0,03%
impurity / Exuau4noit
HeuJeHTUGUUMPOBAHHOI
[IpUMECH
Total impurities / Not more than 0.60 % / He 6oxee 0,60 % 0.13%/0,13%
CyMMBI IpUMecei
Prepared By / [loarorosu. Checked By / Ilposepu Approved By / Oxo6pua
Signature / Yogesh Mehta Arun Patyal ) 1./ Shailendra Singh
Hoanucen W
11 Mar 2026 16:08:10 IST 11 Mar 2026 16:12:09 IST 12 Mar 2026 09:38:48 IST
Date / JlaTta
REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / . .
JlotKHOCTE Senior Officer- QA Senior Officer- QA Manager- QA

FCM/QA054/08.00
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Name of Product /
HanveHnoBanne npogyKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HEHaTeHTOBaHHOC HANMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3oHa cripeii Ha3aIbHblIi 103UpoBaHHbIH 50 MKT/03a

Active Ingredients /
JleiicTByIOIHE 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 cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT

51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026

Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028

JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN

Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026

Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/

Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC M Y API Batch No / A®C cepusi Ne 25409(JM-01)-
oMmerasoHa (ypoara MOHOrHpaT 001

Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus

Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses | Beg / HauaJo:

and Uniformity of
Delivered Dose / Cpeanss
JaocTaBJsieMasi 1032 H
OTHOPOIHOCTH
A0CTABJIIEMOMH 103bI

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 6osiee 2 u3 20 no3 (10 HavanbHbIX 103 U 10 KOHEUHBIX J103)
MOTYT MMETb OTKJOHEHHE OT CPEIHEro 3HaueHus Oosee 4yeM
+20%, ¥ HA OOHA 103a HE JO0/DKHA MMETh OTKJIOHEHHE OT
cpenHero 3Hauenus 6onee yem * 25 %. CpenHee 3HaueHWe He
JIOJDKHO TIPEBBIMIATH + 15 % 0T 3asiBJICHHOTO.

Ecnu ot 3 n0 6 103 uMeroT oTkioneHus oonee uem = 20 %, HO
MeHee 4eM £ 25 %, To UCTIBITBIBAIOT crieaytommue 20 GIakoHOB.
He 6osee 6 u3 60 103 MOTYT MUMETh OTKJIOHEHHE OT CPEIHEro
3HauyeHus Oosiee yeM + 20 %, ¥ HH OJIHA 103 HE J0JDKHA UMETh
OTKJIOHEHHE OT Cpe/iHero 3HaueHus Oosee ueM + 25 %. Cpennee
3HAUEHUE KaK/I0T0 ONPECICHNS He JOHKHO MPeBbImaTh £ 15 %
OT 3as1BJICHHOTO.

Minimum / Munumym: 92%
Maximum / Makcumym: 100%
Mean / Cpennee:97%

END / Koneu:

Minimum / Muaumym: 95%
Maximum / Makcumym:99%
Mean / Cpennee: 97%
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CEPTUOUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
Page7 of 9/ Ctp. 7u3 9

Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKINH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOE HAHMEHOBAHHE MowmeTasoHa crpeii Ha3albHbIH 103upoBaHHbIil 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIOIHE BelecTBa 1 103a cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT
51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr
Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlekapcTBennas gopma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-
MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
14 | Microbiological Purity / MukpoOuoaorudyeckasi 4McToTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml /
count / O6uiee uuciio tonee 10> KOE B 1 M1 npenapara Menee 10 KOE/mn
a’pOOHBIX
MUKPOOPIaHU3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Ob1iee 4nciio Gosee 10! KOE B 1 Mxt npenapara Metee 10 KOE/mi
JIPOKYKEBBIX U MJIECHEBBIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OTcyTcTBYeT
MJI Ipenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OTcyTcrByer
MJI ITpenapara
15. | Assay / KosimuecTBeHHOe onpeeieHUe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 98.3% /98,3%
Mowmeta3zoHa ¢ypoar 85,0 % 1o 115,0 % oT 3asBIEHHOrO COAEpKAHUS
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Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKINH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOE HAHMEHOBAHHE MowmeTasoHa crpeii Ha3albHbIH 103upoBaHHbIil 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIOIHE BelecTBa 1 103a cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT
51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr
Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/
Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
Package size / Vnaxonka 120 Doses / 120 7103 gmg i;?ggii;ii;?;gfate Date/ | 1¢/06/2020
. GMP Compliance certificate No. / GMP-
Market / Primox Russia / Poccus GMP cepnl:quaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC M API Batch No / A®C cepusi Ne 25409(JM-01)-
oMmerasoHa (ypoara MOHOrHpaT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus
Ne [ TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 90.4% 90,4%
benzankonus xiopuja 80,0 % 510 120,0 % OT 3asiBJIEHHOTO COJIEPIKAHUS
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. /
ITo 120 no3 cycrneHsud BO (uUIakOHE M3 MOJHMITHICHA BBICOKOH IUIOTHOCTH C
JIO3UPYIOIIUM yCTPOUCTBOM U KOJITAUYKOM M3 MOJHMITUIIEHA BBICOKOH mioTHOCTH. 1o 1
(h1akoHy BMECTE C MHCTPYKIHMEH 110 MEIMIIMHCKOMY IPUMEHEHHMIO B MA4YKe KAPTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OtkoHeHusi/HecooTBeTcTBHsA/QOOC: HE NpUMEHHMO

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. JIIT-Ne(001710)-(PI"-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-075363. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3ak/i04eHHe 0 COOTBETCTBHH: HACTOSIIMM INOATBEP)KIAl0, 4YTO MpeAcTaBieHHas Bbllle HHGOpMauus sBiseTcs
JIOCTOBEpHOH M TO4HOM. JlaHHasi cepus Oblna mpousBeleHa (BKIOYAs YMAaKOBKY/MapKHPOBKY W KOHTPOJIb KadecTBa) Ha
yKa3aHHOW BBIIIE MPOW3BOJICTBEHHOM IUIOIIAAKE B TOJHOM COOTBETCTBMM ¢ TpeboBanmsaMu Hamexareit
[TpousBoacteennoi Ilpaktukn (GMP) nokadbHBIX PEryIsSTOPHBIX OPraHOB M TPeOOBaHUSMH HOPMAaTHBHON JTOKYMEHTAIMH

JlokHOCTH
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Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKINH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHOE HAHMEHOBAHHE MowmeTasoHa crpeii Ha3albHbIH 103upoBaHHbIil 50 MKT/m03a

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIOIHE BelecTBa 1 103a cripest coaeprKuT: IeiicTByromee BemecTBo: MoMeTasoHa (pypoara MOHOIHAPAT

51,72 Mkr B niepecuere Ha MomeTaszona ¢ypoar 50,00 Mxr
Strength / Jlo3upoBka 50 mcg/dose / 50 mkr/mo3a Date of Mfg. / lata npou3BoacTea 02/2026
Dosage form / Metered—dj)se nasal spray i Cnpeii Date of Exp. / Toxen 110 01/2028
JlexkapcTBeHHas popma Ha3aJIbHBIN T03UPOBAHHBIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Bbinycka 21.02.2026
Batch No. / Cepust No 12260180A Qty. Released / 32,800 BOT/

Kosin4ecTBO BHINYIIEHO (riakoHOB
Batch size / Pa3mep cepun 34,722 BOT / ¢nakoHoB Mig. License No. / Tuuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000647771 Mfg. License Date / JIuuen3ns na 30/04/2020
PerucrpaunoHuslii HoMep aHajn3a NPOH3BOJACTBO (IaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurar (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Primox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITU Ne 043425
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue ADC Y API Batch No / A®C cepusi Ne 25409(JM-01)-

MowmerasoHa (ypoara MOHOrHIpAT 001
Manufactured by / llponsBoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlnmuren, Unaus

JITT-Ne(001710)-(PT-RU)-230123 nnst peinka Poccun W yTBepyacHHOM crnenudukanueir Ne SPC-CC-075363. TIpoTOKOIBI
[POU3BO/CTBA, YIIAKOBKU U I10KA3aTe/M KauecTBa JaHHON cepuu ObLIM NPOaHaIU3UPOBAHbl U CIEIAHO 3aK/IIOYEHUE, YTO OHU
COOTBETCTBYIOT TpeboBanusaM Hannexawelt [pousBoacrsennoit [Ipakruku (GMP).
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