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CEPTU®UKAT AHAJIM3A I'OTOBOI'O TIPOAYKTA

Page1of 11/ Crp.1m311

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 mo3a cripest cofepKUT: NelCTByIOMIee BemecTBO: MoMeTa3oHa (ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepust Ne 12260597A Qty. Released / KontnuecTBo 32,400 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB JI\;[fg.Llcense No./ MNB/10/832
HIIeH3Ms1 Ha IPOU3BOACTBO (HOMep)
})nspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
erHCTPALMOHHBII HOMep aHAIH3a JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 gxg Compliance certificate Date / 18/06/2020
ceprudukar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cep"I:quaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne
MPOAYKTa Ne 043425
Monohydrsie/ MEM-
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VYJIBTATBI
1. | Appearance / Onucanue White to off-white, semi-clear to opaque, thick | Off-white, opaque, thick
suspension. /| suspension. /
Or Oenmoro g0 moutd Oenoro mBera oT | [lourn 6eoro 1[BETa
MOJIYTIPO3PAYHOM 710 HEMPO3PaYHON KOHCUCTCHIIUM | HEMPO3PauyHOW KOHCHCTCHITHH

rycTasi CyCleH3usl.

rycras CyCIleH3HsI

Identification / UnenTudpunkanus

a) Mometasone Furoate /
MomeTa3zona ¢pypoar
HPLC / BOXXX

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 ynepuBaHHs OCHOBHOTO IMKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO PacTBOpa JOJKHO
COOTBETCTBOBATh BpEMEHH yIEePIKUBaHUS

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
yICpKUBaHHUS OCHOBHOTO ITHKa

OCHOBHOTO ITHKa Ha XpOMaTOTpaMMe€ CTaHAApTHOTO | Ha XpoMaTrorpamme
pactBOpa (cm. paszaen «Konn4yecTBeHHOE | UCIBITYEMOIO pactBOpa
OTIpE/ICIICHHUEY ). COOTBETCTBYET BpPEMEHHU
YACP)KUBAHUSA OCHOBHOTO ITMKA
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
lS_[lgnature / %ﬂ é Yogesh Mehta /4 P ﬁ gArun Patyal /4 -g z W Anil Kumar
ONMHNCH }u{“
10 Jun 2026 12:10:29 IST 52 1.
Date / Jlata 10Jun 2026 12:52:06 IST 10Jun 2026 13:18:25IST
aabdbe4c-6¢64-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 53a644be-3232-4528-9a1d-d59e35ff36d3
Name / ®UO Yogesh Kumar Mehta Arun Patyal Anil Kumar
Designation / Sr. Officer -QA Sr. Officer -QA Senior Manager -QA
JIo/EKHOCTH
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
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Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 mo3a cripest cofepKUT: NelCTByIOMIee BemecTBO: MoMeTa3oHa (ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepust Ne 12260597A Qty. Released / KontnuecTBo 32,400 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB JI\;[fg.Llcense No./ MNB/10/832
HIIeH3Ms1 Ha IPOU3BOACTBO (HOMep)
})nspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
erHCTPALMOHHBII HOMep aHAIH3a JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 gxg Compliance certificate Date / 18/06/2020
ceprudukar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cep"I:quaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne
MPOAYKTa Ne 043425
Monohydrsie/ MEM-
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VYJIBTATBI
Ha XpoMarorpamme
CTaHAaPTHOT'O PacTBOpA.
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BeH3aJIkoHHs XJIOpU | contain peaks corresponding to the retention times of | sample solution contain peaks
HPLC / BO)XKX peaks of benzalkonium chloride homologues Ci; and | corresponding to the retention
Ci4 in the chromatogram of the standard solution | times of peaks of benzalkonium
(refer to Assay). / Ha xpomaTorpamme ucnsityemoro | chloride homologues Ci, and
pacTBopa JOJDKHBI OOHapyxuBaThcs THMKH, MO | Ci4 in the chromatogram of the
BpEMEHaM YIEp>KUBaHUsI COOTBETCTBYlomMe nmukaMm | standard  solution. / Ha
romosioroB Oenzankonusi xyopuga Ciz u Cis4 Ha | XpoMaTorpaMMe HCIBITYEMOTO
XpoMaTorpaMMe CTaHAAPTHOTO pacTBopa (CM. | pacTBopa OOHapYKUBAIOTCS
paszen «KonnuecTBeHHOE Ope/ie/ieHHEY ). MTUKH, o BpeMeHaM
yIAepKUBAHHS
COOTBETCTBYIOIINE MTHUKaM
TOMOJIOTOB OeH3aIKOHUS
xmopupga  Cip mw Ci4 Ha
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta /4 P Arun Patyal ) Anil Kumar
Monmucs, W 10 Jun 2026 12:10:29 IST m Wiomn2026 12:52:06 IST ”M WlOJ 2026 13:18:
Date /I[aTa 152 un 613:18:25IST
aabdbed4c-6cé4-4aad-b9b9-55de88c2aa37 c8185c2c-ae86-4590-9d65-3d03424bcall 53a644be-3232-4528-9a1d-d59e35ff36d3
Name / ®UO Yogesh Kumar Mehta Arun Patyal Anil Kumar
Designation / Sr. Officer -QA Sr. Officer -QA Senior Manager -QA
JL0JIZKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page3 of 11/ Crp.3 m3 11

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepust Ne 12260597A Qty. Released / KontnuecTBo 32,400 BOT /
BLINTYIIEHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN

Reference Specification No. /

CrenuguKanus roToBoro SPC-CC-075363 Reference STP No. / CITH Ne (S)I3Pz;§5c-
MPOAYKTa Ne
Namsene .
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOIruapar
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
XpOMaTOrpaMMe CTaHAapTHOIO
pacTBopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 10 4,90 4.613/4,613
4. | Density / ILioTHOCTE From 0.950 to 1.050 g/cm? / 1.01 g/cm?/ 1,01 r/em?
Ot 0,950 mo 1,050 r/em?
5. | Viscosity / BsazkocTb From 30 to 130 cPs / Ot 30 g0 130 cll3 42.4 cPs /42,4 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOJIAIbHOCTD Ot 250 o 350 MmOcm/kr 292 mOcwm/kr
7. | Weight of vial contents / For 120 doses filling: NLT 18 g/ 182¢g/182r
Macca coaep:KUMoOro s pacosku 120 103: He MeHee 18 T
(¢aakona
8. | Number of doses / For 120 doses filling: NLT 120 doses (disregard the | 165 doses / 165 103
KoauuecTBo 103 first pumping) /
s pacosku 120 no3: vHe meHee 120 103 (He
cUHTas IePBUYHYIO MIPOKAYKY)
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta /4 P Arun Patyal ) Anil Kumar
Monmucs, 10 Jun 2026 12:10:29 IST m M 10 Jun 2026 12:52:06 IST ”M W 10 Jun 2026 13:18:
Date / Jlata 521 un 2026 13:18:25 IST
aabdbedc-6¢64-4aad-b9b9-55de88c2aa37 8185c2c-ae86-4590-9d65-3d03424bcall 53a644be-3232-4528-9a1d-d59e35ff36d3
Name / ®UO Yogesh Kumar Mehta Arun Patyal Anil Kumar
Designation / Sr. Officer -QA Sr. Officer -QA Senior Manager -QA
JL0JIZKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page4 of 11/ Crp. 4 m3 11

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose

HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JeiicTBy0LIHe BeleCTBa 1 103a cripest COIepIKUT: ASHCTBYIOIIEe BelecTBO: MoMeTa3zoHa (ypoata MOHOTHIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne
N e .
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmera3ona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust
Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
9. | Dose weight / Individual dose weight: 85 % to 115 % of Minimum / Munumym: 96%/
Macca 1035l theoretical dose weight; / 96%
WunuBuayansHas Macca qo3bl: ot 85 % mo 115 % Maximum / Makcumym: 107%/
OT TEOPETUIECKOI MacCHI 103BI; 107%
. . Average / Cpennee: 105%/
Mean dose weight: 90 % to 110 % of theoretical v o £ peas ¢
. 105%
dose weight. /
Cpenansist Macca 103bl: 0T 90 % 1o 110 % ot
TEOPETUYECKON MACCHI JO3bI
10. | Particle size / Particles < 10um in size: Not less than 90% 100%
Pasmep wactuig UYacrur pazmepom < 10 Mkm — He MeHee 90 %;
Particles < 30um in size: 100% 100%
Yacrur pazmepom < 30 mxm — 100 %;
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTuusl pazmepoM > 30 MKM — JOJKHBL
OTCYTCTBOBAaTb
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta Arun Patyal , Anil Kumar
THoanuce. 10 Jun 2026 12:10:29 IST m M
Date / I[aTa un :10: 10 Jun 2026 12:52:06 IST 10 Jun 2026 13:18:25 IST
aabdbe4c-6c64-4aad-b9b9-55de88c2aa37 €8185c2c-2e86-4590-9d65-3d03424bcall 53a644be-3232-4528-9a1d-d59e35ff36d3
Name / ®UO Yogesh Kumar Mehta Arun Patyal Anil Kumar
Designation / Sr. Officer -QA Sr. Officer -QA Senior Manager -QA
JonKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
PageSof 11/ Crp.5u3 11

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne
Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

401506, mtat Maxapamrpa, Maaust

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VYJIBTATBI
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mMuH. Smin/ 5 mun.
CeanMeHTAMOHHAS
YCTOH4YUBOCTH
12. | Impurities / Ilpumecnu

Impurity 8§ DM /
[Ipumecu § DM

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

Not Detetced/

Eﬂpumy DMC/ Not more than 0.15 % / He 6omnee 0,15 % 0.002%(Below LOQ)/0,002%
pumecu DMC
Huxe TTKO
Impurity D / Not more than 0.20 % / He 6onee 0,20 %
[pumecu D 0.01%/0,01%
Single unidentified impuri/ | Not more than 0.20 % / He 6onee 0,20 % 0.04%/0,04%
Enunnunon
HEUJICHTU(OUITUPOBAHHOM
NIpUMECH
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / %ﬂ é Yogesh Mehta /4 P Arun Patyal /4”% z ua Anil Kumar
I m
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 6 of 11/ Ctp. 6 m3 11

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

calculated for Mometasone Furoate 50.00 pg

51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

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

1 no3a CIIpEs COACPIKUT: Z[eﬁCTByIOIlICe BelecTBo: MomMeTa3oHa (bypoaTa MOHOruapar

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne
Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

401506, mtat Maxapamrpa, Maaust

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS /TTOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBI
Total impurities / Not more than 0.60 % / He 6oiee 0,60 % 0.14%/ 0,14%
CyMmMBI TpuMeceit
13. | Mean delivered dose and Not more than 2 of 20 doses (10 initial doses and 10 final | Beg / HauaJio:

uniformity of delivered
dose / Cpennsist
JIocTaBJisieMas 103a U
OTHOPOTHOCTH
J0CTaBJISIeMOM 103bI

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 6omnee 2 u3 20 103 (10 HavanbHbIX 703 U 10 KOHEYHBIX
J103) MOTYT HUMETh OTKJIOHGHHE OT CPEIHEro 3HaueHHs
oonee yeM + 20 %, ¥ HM OJHA 1032 HE JOJDKHA UMETh

END / Konemn:

OTKJIOHEHHE OT CpeAHero 3HaueHus Oonee uyeM * 25 %.

Minimum / Munumywm: 99%
Maximum / Makcumym: 102%
Mean / Cpennee: 100%

Minimum / Murumywm: 97%
Maximum / Makcumym: 103%
Mean / Cpennee: 100%

Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
lS_[ignature/ W Yogesh Mehta /‘4@% P Arun Patyal /4”% z Anil Kumar
oANuCch
Date / lata 10 Jun 2026 12:10:29 IST 10 Jun 2026 12:52:07 IST 10 Jun 2026 13:18:25 IST
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 7 of 11/ Ctp. 7m3 11

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 mo3a cripest cofepKUT: NelCTByIOMIee BemecTBO: MoMeTa3oHa (ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepust Ne 12260597A Qty. Released / KontnuecTBo 32,400 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB JI\;[fg.Llcense No./ MNB/10/832
HIIeH3Ms1 Ha IPOU3BOACTBO (HOMep)
})nspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
erHCTPALMOHHBII HOMep aHAIH3a JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 gxg Compliance certificate Date / 18/06/2020
ceprudukar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cep"I:quaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne
MPOAYKTa Ne 043425
Monohydrsie/ MEM-
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust

Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHBI
CpenHee 3HaueHHE He JOJDKHO IpeBblmath + 15 % ot
3asBJICHHOTI'O.
Ecau ot 3 10 6 103 uMeroT OTKI0HEeHHs Oosee yeM £+ 20 %,
HO MeHee 4eM + 25 %, To HCTBITBIBAIOT ciexyromue 20
(J1aKoHOB.
He Gomee 6 w3 60 1no3 MOryT UMETh OTKJIOHCHHE OT
cpenHero 3HaueHus 6onee ueM + 20 %, 1 H1 OJHA 1032 HE
JO0JDKHA UMETH OTKJIOHEHUE OT CPEAHEr0 3HAYCHUA bosee
yeM + 25 %. CpeHee 3HaUCHHE KaX10T0 ONpPE/ICIECHHs He
JIOJDKHO TIPeBBIMATh £+ 15 % OT 3asBIeHHOTO.
14 | Microbiological Purity / MukpoOuonoruieckasi Y4ucTora
Total aerobic microbial Not more than 10% cfu per 1ml of the product / Less than 10 cfu/ml/
count / Obmee gucio He Gonee 10? KOE B 1 M npenapara Menee 10 KOE/mn
a’pOOHBIX
MHKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / Less than 10 cfu/ml/
count / Obmiee gucio He 6omnee 10! KOE B 1 Mt mpenapara Mesnee 10 KOE/mMn
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta /4 P Arun Patyal , K Anil Kumar
Mopmct, 10 Jun 2026 12:10:30 IST m M 10 Jun 2026 12:52:07 IST ”M 10)J :18:
Date / Jlata :10: 52: un 2026 13:18:25 IST
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Name / ®UO Yogesh Kumar Mehta Arun Patyal Anil Kumar
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 8 of 11/ Crp. 8 m3 11

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

401506, mtat Maxapamrpa, Maaust

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
JPOACGKEBBIX U IIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OtcyreTByeT
OtcyrctBue B | M npemnapata
Staphylococcus aureus Absence per 1 ml of the product / Absent / OtcyrcTByer
OtcytcrBre B 1 Mil ipenapaTa
15. | Assay / KoanuyecTBeHHOe onpesaeeHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of label claim / Ot 85,0 % | 102.6%/102,6%
Mowmetazona ¢ypoar 70 115,0 % oT 3asiBIEHHOTO COAepKaHus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of label claim / Ot 80,0 % | 97.3%/97,3%
benszankonus xaopug 10 120,0 % oT 3asBICHHOTO COAEpIKaHuUs
16. | Packaging / YnmakoBka 60 or 120 doses of suspension in a high density | 120 doses of suspension in a
polyethylene vial with a dosing device and a high | high density polyethylene vial
density polyethylene cap. 1 vial and patient | with a dosing device and a high
information leaflet in a carton pack. / ITo 60 mnu 120 | density polyethylene cap. 1 vial

Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
lS_[ignature/ W Yogesh Mehta /‘4@% P Arun Patyal /4”% z Anil Kumar
oANuCch
Date / lata 10 Jun 2026 12:10:30 IST 10 Jun 2026 12:52:07 IST 10 Jun 2026 13:18:25 IST
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 9 of 11/ Crp. 9 m3 11

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

401506, mtat Maxapamrpa, Maaust

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI
no3 cycmemsuu BO (uiakoHe w3 mojmdTHieHa | and patient information leaflet in
BBICOKO# IZIOTHOCTH C I03UPYIOIIUM ycTpoiictBoM U | a carton pack. / Ilo 120 no3
KOJIA4YKOM M3 MOJIMATHIICHA BBICOKOH TNIOTHOCTH. cycneHsun Bo (akoHe U3
I[lo 1 ¢nakoHy BMeCTe C WHCTPYKIHCH IO | TONHUITHIICHA BBICOKOU
MEAUIIUHCKOMY IIPUMEHEHHUIO B IayKe KapTOHHOM. IUIOTHOCTH C  JIO3UPYIOIIUM
YCTPOUCTBOM M KOJIIAYKOM M3
MOJIMATUIIEHA BBICOKOM
IJIOTHOCTH.
[lo 1 d¢nakony Bmecre ¢
HUHCTPYKLUEH 1o
MEIULIUHCKOMY NPHUMEHEHHUIO B
Ma4yKe KapTOHHOM
17. | Labeling / MapkupoBKka In accordance with section 1.3.2 of Module 1. / B | Complies / CooTBeTcTBYET
COOTBETCTBHUH ¢ paznenom 1.3.2 momyns 1.
18. | Storage conditions / At temperature of 15 to 25 °C. Do not freeze. / Ilpu Temmeparype ot 15 mo 25 °C. He
YcioBus XpaHeHHs 3aMOpaXKUBATh.
Prepared by / IloarorosJjieHo Checked by / IlpoBepeno Approved by / Ogo6peno
Signature / Yogesh Mehta /4 P Arun Patyal ) Anil Kumar
Monmucs, W 10 Jun 2026 12:10:30 IST m Wiomn2026 12:52:07 IST ”M WlOJ 2026 13:18:
Date / Jlata 52 un 2026 13:18:25 1ST
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 10 of 11/ Ctp. 10 w3 11

Name of Product /
HaumeHoBaHHe MPOTYKIHHA

MOMATE RHINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 pg/dose
MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a

Active Ingredients /
JeiicTBylouue BemecTa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
calculated for Mometasone Furoate 50.00 pg
1 no3a cripest CoepKUT: AeHCTBYIOMIEe BelecTBO: MoMeTa3zoHa ypoaTa MOHOTHUIPAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepnst Ne 12260597 A Qty. Released / KoanuecTBo 32,400 BOT/
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mig.License No. / MNB/10/832
JluneH3usi Ha NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
PerncrpanuoHHbIii HOMep aHAJIN3A JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
. GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduxar (1ara)
. GMP Compliance certificate No. / GMP-

Market / Poinok Russia / Poccust GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CnenuuKanus roroporo SPC-CC-075363 Reference STP No. / CITA Ne 043425
MPOAYKTa Ne

Monohydrsie/ MEM-
API name / HaumenoBanne A®C Y API Batch No / A®C cepusi Ne 25415(JM-01)-

Mowmera3ona ¢ypoara 001

MOHOTHAPAT

Manufactured by & address /
IpousBonuTesn u aapec

401506, mtat Maxapamrpa, Maaust

Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIBTATBI

19. | Shelf-life (storage period) /
Cpok rognocTu
(xpaHeHmus)

2 years. / 2 rona.

Any deviation/Incident/QOS: IN/1101/2026/0143
Otkaonenusi/necoorsercTusas/O0C: IN/1101/2026/0143

Artworks of primary package approved: / MakeTbl NepBHYHON YIaKOBKH yTBep:kaeHbI: 23.01.2023
Artworks of secondary package approved: MakeTbl BTOPHYHOM yIaKOBKH yTBep:kaeHbl: 23.01.2023
PIL approved: / UMII yrBep:kaen: 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)-(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.”
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®OUKAT AHAJIN3A T'OTOBOT'O MPOAYKTA
Page 11 of 11/ Crp. 11 w3 11

Name of Product / MOMATE RHINO
HaumeHoBaHue NpogyKIMH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 pg/dose
HenareHToBaHHOE HAUMEHOBaHUE MoMeTa30H cnpeil Ha3aubHBIH J03UpoBaHHBIN 50 MKT/m03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 pg as
Active Ingredients / calculated for Mometasone Furoate 50.00 pg
JleiicTByomue BemecTBa 1 mo3a cripest cofepKUT: NelCTByIOMIee BemecTBO: MoMeTa3oHa (ypoaTa MOHOTHIpAT
51,72 mxr B iepecyere Ha MomerasoHa ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 pg/dose / 50 Mxr/mo3a Date of Mfg. / laTa npousBoacTBa 05/2026
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Toaen 0 04/2028
JlekapcTBeHHas popma Ha3aJIbHbIN 103UPOBaHHBIN
Product code / Kox mpoaykra SRU0300071260401 DK Date of release / J/laTa Boinycka 08.06.2026
Batch No. / Cepust Ne 12260597A Qty. Released / KontnuecTBo 32,400 BOT /
BBINYIICHO (I1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB JI\;[fg.Llcense No./ MNB/10/832
HIIeH3Ms1 Ha IPOU3BOACTBO (HOMep)
})nspection Lot NO'.,/ 040000663060 Mfg. License Date / 30/04/2020
erHCTPALMOHHBII HOMep aHAIH3a JIMueH3Hsi Ha MPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 gxg Compliance certificate Date / 18/06/2020
ceprudukar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cep"I:quaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnennduxanus roroBoro SPC-CC-075363 Reference STP No. / CITH Ne
MPOAYKTa Ne 043425
Monohydrsie/ MEM-
API name / HaumenoBanne A®C API Batch No / A®C cepusi Ne 25415(JM-01)-
Mowmerasona ¢ypoara 001
MOHOTHAPAT
Aarti Pharmalabs Limited, Unit-1V, Plot No. E-50, 50/1, & 59/1 M.L.D.C., Tarapur, Taluka &
Manufactured by & address / District: Palghar, 401506, Maharashtra State, India / Aaptu ®apmiabe Jlumuren,
IIpousBoauTe b U agpec Monpasnenenue 1V, ygactok Ne E-50, 50/1 u 59/1 M.I.D.C. Tapanyp, Tanyka u okpyr: [lanrxap,
401506, mtat Maxapamrpa, Maaust

3akJIl0ueHne 0 COOTBeTCTBHM: HACTOSIINM ITOTBEPKAAI0, UTO MPECTABICHHAS BbIlle HH(POPMAIUS SBISIETCS] JOCTOBEPHOU
u ToyHOU. JlaHHas cepusi ObuIa Mpou3BeeHa (BKIIOYask YIaKOBKY/MapKUPOBKY M KOHTPOJIb KauecTBa) Ha YKa3aHHOW BBIILIE
MPOU3BOJICTBEHHOM ILIOIIAIKE B [TOJTHOM COOTBETCTBHU ¢ TpeboBanusmu Hamnexaeit [IpousBoacreennoii [Ipaktuku (GMP)
JIOKJIBHBIX PETrYJISITOPHBIX OPraHoB M TpeOoBaHMsIMH HopMmaTuBHOW nokymeHrtaruu JIIT-Ne(001710)-(PI'-RU)-230123 mis
priHKa Poccnu m yrBepxnennoi cnemudukanueid No SPC-CC-075363. ITpoTokosbl MPOM3BOACTBA, YIIAKOBKH M TI0Ka3aTeln
Ka4yecTBa JaHHOW cepuH ObLIM NPOAHAJIM3MPOBAHBI W CHEJAHO 3aKIIOYEHHE, YTO OHH COOTBETCTBYIOT TpPEOOBaHHAM
Hannexameit [Tpoussoncreennoit [Ipaktuku (GMP).
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