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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 1 of 10 / Ctp. 1 m3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
1. | Appearance / Onucanue White to off-white, semi-clear to opaque, thick | Off-white, opaque, thick
suspension. / | suspension. /
Ot Oenoro jgo mnoutu Oenoro usera ot | [louru 6es10ro 1BeTa
[OJIyIPO3PayHOi /10 HENPO3PayHOW KOHCUCTEHUMM | HENPO3PayHOW KOHCUCTEHLUHU

IyCTasl CyCIEH3Hsl.

rycTasi CyCreH3us

Identification / UnenTndukanus

a) Mometasone Furoate /
Mometa3zona ¢pypoart
HPLC / BO)XXX

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). / Bpemst yaep)xuBaHusi OCHOBHOTO MHKa Ha
XPOMATOrpaMMe HCIBITYEMOrO PacTBOpa JOJIKHO

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 / Bpewms

COOTBETCTBOBATh BpEMEHU YIAEPKUBAHUS | YJIEPKUBAHUS OCHOBHOIO IHKA
OCHOBHOI'O ITMKa Ha XpOMAaTrorpamMme CTaHJIapTHOTO | Ha XpoMaTrorpamme
pacTtBopa (cm. paszen «KonuuecTBeHHOE | UCHBITYEMOTO pacTtBopa
orpeeNIeHUe» ). COOTBETCTBYET BpEMEHU
YAEPKUBAaHKUsI OCHOBHOI'O IMKA
Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Momnnchb ar 2026 16:56:53 IST 24 Mar 2026 12:23:49 IST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 2 of 10 / Ctp. 2 m3 10

Name of Product /
HaunmenoBaHue npoayKunu

MOMATE RHINO
MOMAT PUHO

Generic name /
HenarenroBanHOe HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MowmeTa3oH crpeii HazalbHbIH 1031poBaHHbIi 50 MKr/n03a

Active Ingredients /
JleiicTByIoImue BelecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr

Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mfg License No. / MNB/10/832
> Jlunen3us Ha npou3BoACTBO (HOMep)
Inspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
PerncrpannonHblii HoMep aHa/IH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-

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

Monohydrate/ MEM-
API name / HaumenoBanne A®C Y API Batch No / ADC cepus Ne 25409(JM-01)-

Mowmerasona ¢ypoara 001

MOHOTHPAT

Manufactured by & address /
IIpousBoauTenn u aapec

401506, mrar Maxapamrpa, Uaans

Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aapti ®apmnatde Jlnmuren,
Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATbBI
Ha XpoMaTorpamMmme
CTaHJIaPTHOTO PacTBOpA.
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ BeH3aIKOHMS XJIOPH
HPLC / BOXKX

contain peaks corresponding to the retention times of
peaks of benzalkonium chloride homologues Cj, and
Cj4 in the chromatogram of the standard solution
(refer to Assay). / Ha Xxpomarorpamme UCIBITYEMOTO
pacTBOpa JIOJKHBEI
BpeMeHaM yIEpKHBaHUSI COOTBETCTBYIOLIME MUKaM
romosioroB Oenzankonusi xiopuga Cip u Cis Ha

00HapyX MBaTbCsl MHKH, IO

sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cj» and
Ci4 in the chromatogram of the
standard  solution. / Ha
XpOMaTorpamMMe HCIBITYEMOro

XpoMarorpamMme CTaHJApPTHOro pactBopa (cM. | pacTBopa 00HApY KUBAIOTCSI
paznein «KosmuecTBeHHOE OIpe/ie/IieHUE» ). [UKH, o BpeMEHaM
yYIAEpP>KUBAHUS
COOTBETCTBYIOLIUE MyuKam
rOMOJIOTOB OCH3TKOHHUS
xmopuga  Ci2 u Ci4  Ha
Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Momnnchb ar 2026 16:56:53 IST 24 Mar 2026 12:23:49 IST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 3 of 10 / Ctp. 3 w3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/INIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
XpoOMaTorpaMMme CTaHJAapTHOrO
pacTBopa.
3. | pH From 4.30 t0 4.90 / Ot 4,30 510 4,90 4.630/4,630

4. Density / [1noTHOCTB

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

1.003 g/cm?®/ 1,003 r/cm?

5. | Viscosity / Bsi3kocthb From 30 to 130 cPs / Ot 30 o 130 cII3 40.2 cPs /40,2 cII3

6. | Osmolality / From 250 to 350 mOsm/Kg 290 mOsm/Kg
OcMOJISIBHOCTD Ot 250 10 350 MOcMm/kr 290 MmOcm/kr

7. | Weight of vial contents / For 120 doses filling: NLT 18 g/ 18.1g/18,1r

Macca coaep:KuMoro
¢akoHa

Jliist pacosku 120 103: He MeHee 18 T

8. Number of doses /
KosmuecTBO 103

For 120 doses filling: NLT 120 doses (disregard the
first pumping) /

Jist pacosku 120 n03: He meHee 120 103 (He
CUUTAs IEPBUYHYIO MPOKAUKY)

174 doses / 174 no3

Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Hoxmnen ar 2026 16:56:53 IST 24 Mar 2026 12:23:50 1ST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By

aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 4 of 10 / Ctp. 4 m3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/IHOKA3ATEJIN

LIMITS / TPEBOBAHUSA OBSERVATIONS /

PE3VJIBTATbI

9. | Dose weight /
Macca 103b1

Individual dose weight: 85 % to 115 % of
theoretical dose weight; /

WnnuBnyansHas Macca Jo3bl: oT 85 % 10 115 %
OT TEOPETUUYECKOM MACChI J103bl;

Minimum / MUHUMY M:
91.1%/91,1%
Maximum / Makcumym:
108.3%/108,3%

Mean dose weight: 90 % to 110 % of theoretical Average / Cpenee:

) 0,

dose weight. / 102%/102%
Cpenusist macca 103b1: 0T 90 % 10 110 % ot
TEOPETUYECKON MaCChl 1035l

10. | Particle size / Particles < 10um in size: Not less than 90% 100%

Pazmep yacTun Yacruy pazmepom < 10 mxm — He meHee 90 %;

Particles < 30um in size: 100% 100%
Yactun pazmepom < 30 MM — 100 %;
Particles > 30pum in size: Should be absent Absent / OTCYyTCTBYIOT

Yacruipl pazMepoM > 30 MKM — JOIDKHBI

OTCYTCTBOBATh
Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Momnnchb ar 2026 16:56:54 IST 24 Mar 2026 12:23:50 1ST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By
aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd
Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 5 of 10 / Ctp. 5 w3 10

Name of Product /
HaunmenoBaHue npoayKunu

MOMATE RHINO
MOMAT PUHO

Generic name /
HenarenroBanHOe HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MowmeTa3oH crpeii HazalbHbIH 1031poBaHHbIi 50 MKr/n03a

Active Ingredients /
JleiicTByIoImue BelecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr

Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mfg License No. / MNB/10/832
> Jlunen3us Ha npou3BoACTBO (HOMep)
Inspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
PerncrpannonHblii HoMep aHa/IH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-

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

Monohydrate/ MEM-
API name / HaumenoBanne A®C Y API Batch No / ADC cepus Ne 25409(JM-01)-

Mowmerasona ¢ypoara 001

MOHOTHPAT

Manufactured by & address /
IIpousBoauTenn u aapec

Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aapti ®apmnatde Jlnmuren,
Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,

401506, mrar Maxapamrpa, Uaans

Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATbBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. 5 min /5 MuH.
CeanMeHTaLlIOHHAS
YCTOHYHBOCTH
12. | Impurities / Ilpumecn

Impurity 8§ DM /
[Ipumecu 8 DM

Impurity DMC /
[Tpumecu DMC

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

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

Below LOD/ Huxke ITKD

0.001%(Below LOQ)/0,001%

EnunnyHoi
HEUJIEHTU(PHUIIUPOBAHHOU

Hwuxe I[TKO
Impurity D / Not more than 0.20 % / He Gozee 0,20 %
[Ipumecu D 0.01%/0,01%
Single unidentified impuri/ | Not more than 0.20 % / He 6oaee 0,20 % 0.05%/0,05%

[IPUMECHU
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 6 of 10 / Ctp. 6 u3 10

Name of Product /
HaunmenoBaHue npoayKunu

MOMATE RHINO
MOMAT PUHO

Generic name /

HenarenToBanHoe HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MowmeTa3oH crpeii HazalbHbIH 1031poBaHHbIi 50 MKr/n03a

Active Ingredients /
JleiicTByIoImue BelecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr

Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mfg License No. / MNB/10/832
> Jlunen3us Ha npou3BoACTBO (HOMep)
Inspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
PerncrpannonHblii HoMep aHa/IH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-

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

Monohydrate/ MEM-
API name / HaumenoBanne A®C Y API Batch No / ADC cepus Ne 25409(JM-01)-

Mowmerasona ¢ypoara 001

MOHOTHPAT

Manufactured by & address /
IIpousBoauTenn u aapec

Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aapti ®apmnatde Jlnmuren,
Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/INIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDI
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.17%/ 0,17%
CyMMBI npuMecei
13. | Mean delivered dose and Not more than 2 of 20 doses (10 initial doses and 10 final Beg / HauaJo:

uniformity of delivered
dose / Cpeansis
JIoCTaBJisieMasi 1032 U
OTHOPOAHOCThH
NOCTABJIsIeMOMH 103bI

exceed = 15 % of label claim

+ 25%, test another 20 vials.

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

If 3 to 6 doses deviate more than + 20% but not more than

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 HaganbHbix 103 1 10 KOHEYHBIX
JI03) MOTYT UMEThb OTKJIOHEHHE OT CPEAHEro 3Ha4eHHUs
6omee yem £ 20 %, ¥ HU OJHA [103a HE JOJDKHA MMETh
OTKJIOHGHHE OT CpeJHero 3HaueHusi Oojee ueM * 25 %.

END / Konen;:

Minimum / Munumym: 96%
Maximum / Makcumym: 100%
Mean / Cpennee: 98%

Minimum / Muaumym: 96%
Maximum / Makcumym: 98%
Mean / Cpennee: 97%
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 7 of 10 / Ctp. 7 w3 10

Name of Product /
HaunmenoBaHue npoayKunu

MOMATE RHINO
MOMAT PUHO

Generic name /
HenarenroBanHOe HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MowmeTa3oH crpeii HazalbHbIH 1031poBaHHbIi 50 MKr/n03a

Active Ingredients /
JleiicTByIoImue BelecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr

Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mfg License No. / MNB/10/832
> Jlunen3us Ha npou3BoACTBO (HOMep)
Inspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
PerncrpannonHblii HoMep aHa/IH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-

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

Monohydrate/ MEM-
API name / HaumenoBanne A®C Y API Batch No / ADC cepus Ne 25409(JM-01)-

Mowmerasona ¢ypoara 001

MOHOTHPAT

Manufactured by & address /
IIpousBoauTenn u aapec

Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aapti ®apmnatde Jlnmuren,
Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/INIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDBI
CpenHee 3HavyeHHE He JODKHO TpeBblmath + 15 % ot
3asIBJICHHOT'0.
Ecnm ot 3 10 6 103 nMeroT oTKII0HEHHS Oosiee yeM + 20 %,
HO MeHee 4eM * 25 %, To WchbIThiBaIOT creayronme 20
(praxoHOB.
He 6onee 6 m3 60 1mo3 MOryT UMETh OTKIIOHEHHE OT
cpenrero 3Hauenus 6osee yeM + 20 %, U H1 O/IHA /1032 He
JIOJDKHA MMETh OTKJIOHEHHE OT CPE/IHero 3HaueHwms Gosee
geM + 25 %. CpeHee 3HaYCHUE KaXXIOT0 OTpE/IeNICHNs He
JIOJDKHO MPEBBIMATh + 15 % OT 3as1BIeHHOrO.
14 | Microbiological Purity / Mukpo6uosiornueckasi 44cTOTa
Total aerobic microbial Not more than 10 cfu per 1ml of the product / Less than 10 cfu/ml /
count / Ob11ee yucIo He Gonee 10? KOE B 1 M1 npenapara Menee 10 KOE/mi
adpOOHBIX
MHUKPOOPTIaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / Less than 10 cfu/ml/
count / Ob1iee YUCIIO He 6osnee 10! KOE B 1 mut npenapara Menee 10 KOE/mn
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A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 8 of 10 / Ctp. 8 w3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/TOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
JIPOMOIKEBBIX U MJIECHEBBIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OTcyTcTBYET
OtcyTerBue B 1 mul mpenapara
Staphylococcus aureus Absence per 1 ml of the product / Absent / OTcyTCcTBYeT

OrcyTterBue B 1 Mul ipenapara

15. | Assay / KonmmuecTrBeHHOe onpeaesieHne

From 85,0 % to 115,0 % of label claim / Ot 85,0 %
710 115.0 % ot 3as1BJIGHHOTO CO/IEP)KAHUS
From 80,0 % to 120,0 % of label claim / Ot 80,0 %
110 120,0 % OT 3asBIEHHOTO COJepKaHHUS

a) Mometasone Furoate / 99.1%/99,1%
MomertaszoHa ¢ypoar
b) Benzalkonium chloride /

benzankonust xnopua

95.1%/95,1%

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 120 103 cycneH3nu Bo

16. | Packaging / YnakoBka 60 or 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. / [To 60 uiu 120

Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Hoxmnen ar 2026 16:56:54 IST 24 Mar 2026 12:23:50 1ST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By

aabdbedc-6c64-4aad-b9b9-55de88c2aa37 8185¢2c-ae86-4590-9d65-3d03424bcall 2f076ebd-9492-4934-9ae6-03e4370283cd

Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH

FCM/QA054/08.00

DocUUID : aa7cacb4-b1ef-4a90-b911-c94cc9a7b505



G

glenmark

A new way for a new world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 9 of 10 / Ctp. 9 m3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATbBI
03 CcycneH3uu BO (JIakoHe |3 MOJUITHIICHA (rakoHe W3 IMONMOTHIEHA BBICOKOIL
BBICOKO# IJIOTHOCTH € J03UPYIOIIUM YCTpoiticTBOM 1 | M1OTHOCTH N A03MPYIOUIIM
o YCTPOUCTBOM n KOJIIMa4yKoOM us3
KOJIITIAYKOM M3 MOJMATHIIEHA BHICOKOW IJIOTHOCTH. IOJH3THIICHE BBICOKOH IIOTHOCTIL
ITo 1 d¢nakoHy BMecCTe C HMHCTPYKUHEH MO | ITo 1 ¢uakoHy BMecTe ¢ MHCTpyKuueil
MEIMIUHCKOMY NIPUMEHEHHIO B ITAYKE KAPTOHHOM. 10 MEIMLMHCKOMY  NIPUMEHCHUIO B
IMAYKS KAPTOHHOU
17. | Labeling / MapkupoBka In accordance with section 1.3.2 of Module 1. / B | Complies / CooTBeTcTBy€ET
COOTBETCTBHU C pazaesioM 1.3.2 moayis 1.
18. | Storage conditions / At temperature of 15 to 25 °C. Do not freeze. / [Ipu Temneparype ot 15 no 25 °C. He
YcaoBusi XpaHeHuUsl 3aMOpaKUBATD.
19. | Shelf-life (storage period) / | 2 years. /2 rojaa.
Cpok rogHocTu
(xpaHeHus)

Any deviation/Incident/OOS: Non-applicable
OtknoHeHusi/HecooTBeTcTBHsI/OOC: HE NPUMEHNMO
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Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A IT'OTOBOI'O ITIPOAYKTA
Page 10 of 10 / Ctp. 10 m3 10

Name of Product / MOMATE RHINO
HaunmeHoBaHHE NPOAYKIHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenarenToBannoe HanmeHoBanue | Momera3oH cripeii HazabHbIH 103upoBaHHblii 50 MKr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByIoImue BelecTBa 1 o3a cripest comepkuT: aeiicTByromiee BerecTBo: MoMeTasoHa (ypoara MOHOTHpaT
51,72 mkr B nepecuyere Ha MomeTtasona dypoar 50,00 Mkr
Strength / /lo3upoBka 50 pg/dose / 50 mxr/no3a Date of Mfg. / lata npon3BoacTBa 03/2026
Dosage form / Metered—df)se nasal spray z Cnpeit Date of Exp. / Toxen 110 02/2028
JlexkapcTBennas ¢gopma Ha3aJIbHBIN JI03UPOBAHHbIIN
Product code / Kox npoaykra SRU0300071260401 DK Date of release / /lara Boinycka 20.03.2026
Batch No. / Cepus Ne 12260303 A Qty. Released / Kosmuecrso 32,640 BOT/
BbINYLIEHO (riakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos JI\I’Ifg.Llcense No./ MNB/10/832
HIleH3HsI HA TPOH3BOICTBO (HOMeEp)
{)nspection Lot No.“ / 040000653142 Mfg. License Date / 30/04/2020
erHCTPALHOHHBIH HOMep aHAIH3a JInneH3ns Ha NPOM3BOACTBO (1aTa)
Package size / Vnakoska 120 Doses / 120 5103 gmll: Compliance certificate Date / 18/06/2020
ceprudukar (xara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepTll: dukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennguranusi roroBoro SPC-CC-075363 Reference STP No. / CITU Ne
npoxykra Ne 043425
Monohydrate/ MEM-
API name / HaumenoBanne A®C M API Batch No / ADC cepus Ne 25409(JM-01)-
omerasoHa (ypoara 001
MOHOTHUJIpAT
Aarti Pharmalabs Limited, Unit-IV, Plot No. E-50, 50/1, & 59/1 M.I.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apma6e Jlumuresn,
IlpousBoaurens u aapec Ionpaznenenue 1V, ygacrok Ne E-50, 50/1 u 59/1 M.1.D.C. Tapamyp, Tanyka u okpyr: [lanrxap,
401506, mrar Maxapamrpa, Uaans

Artworks of primary package approved: / MakeTbl nepBH4HOi YNaKOBKH YTBepskaeHbl: 23.01.2023
Artworks of secondary package approved: MakeTbl BTopu4HOii ynakoBkHu yTBep:kaeHbl: 23.01.2023
PIL approved: / UMII yrBepskaen: 22.02.2024

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)-(PT-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.”

3akJII09eHHe 0 COOTBETCTBHHU: HACTOSIINM TTOJITBEPIXK a0, YTO MPEACTaBICHHAS BhIIE HHGOPMALHS SBISETCS JOCTOBEPHOR
¥ TouHO#. JTaHHas cepus ObLIa MpoM3BeeHa (BKIIOYas yNakoBKY/MapKHUPOBKY M KOHTPOJb KayecTBa) Ha YKa3aHHOH BBIIIeE
[POU3BOACTBEHHOM IJIOIA/KE B IIOJIHOM COOTBETCTBUU ¢ TpedoBanusmu Hapnexaueit [Tpoussoacreennoii [pakruxu (GMP)
JIOKaJIbHBIX PEryJIITOPHBIX OPraHoB M TpeOoBaHUSMM HOpMaTUBHON pokymeHtauuu JIIT-Ne(001710)-(PI'-RU)-230123 s
poiaka Poccun u yrBepxaennol cnenudpukanueit Ne SPC-CC-075363. [TpoTokoibl IpOU3BOJCTBA, YIIAKOBKU U I0KA3aTeIN
KauecTBa JaHHOW cepuM ObLIM IIPOAHAIM3UPOBAHBl U CAEJIAHO 3aK/IOUEHUE, YTO OHU COOTBETCTBYIOT TPeOOBAHMSIM
Hannexartueit I[TpousoncreenHoit I[Tpakruxu (GMP).

Prepa y [ Uoar HO Chggked by /11 HO
Signature / W %% an L ﬁm 2&%2 : / -
Hoxmnen ar 2026 16:56:54 IST 24 Mar 2026 12:23:50 1ST 24 Mar 2026 13:04:56 IST
Date / Jlata REASON: Prepared By REASON: Checked By REASON: Approved By
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Name / ®HO Yogesh Kumar Mehta Arun Patyal Shailendra Singh
Designation / Sr. Officer -QA Sr. Officer -QA Manager -QA
JlokHOCTH
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