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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HanmeHoBaHHe NPOAYKIHMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBannoe HAaHMeHOBAHHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momera3zoHa cripeii HazalabHbii 103upoBaHHBIH 50 MKI/1032

Active Ingredients /
JeiicTByI01He BeLIecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a Cripest COAEPXKUT: AeiiCTBYIOWEe BElecTBO: MomeTa3oHa ¢gypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mMxr

Strength / Jo3upoBka 50 mcg/dose / 50 mxr/n03a Date of Mfg. / lata npoussoactea | 07/2023
Dosage form / Metered—duose nasal spray { Cnpeii Date of Exp. / Conen 10 06/2025
JlexapcTBeHHas gpopma Ha3aJIbHBIA JO3MPOBAaHHBIN
Product code / Koa npoaykra SRUO30007E040401EJ Date of release / [laTa Boinycka 24.07.2023
Batch No. / Ceprst Ne 12230666 Qty. Released / 64,160 BOT/
Kosin4uecTBO BBINYIIEHO ¢nakoHoB
Batch size / Pasmep cepun 69,444 BOT / dsrakonos Mfg.License No. / Jluuensust ta MNB/10/832
MPOU3BOACTBO (HOMep)
Inspection Lot NO'../ 040000472142 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpannoHHbIid HOMEp aHAAH3a Npou3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 o3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (aara)
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccus GMP ceprudmkar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenudukaluus roroporo SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C u onolydralel | s py Batch No / A®C cepus Ne 23405(JM-01)-
Mowmera3zona ¢pypoara MOHOTUIpaT 002
Manufactured by / llpoussoaureas | Aarti Industries Limited, India / Aapru Uugactpus Jinmuren, Huaus
Ne | TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIbTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Gemoro mo nmnouytd Oenoro nBera ot | [loutn 6esioro LBETA
Oy IPO3PAYHOM A0 HEMpO3padHOil KOHCUCTEHUMHU | HENpPO3pavyHOi  KOHCUCTEHLMH

ryctas CyCrneH3us.

ryctas CyCleH3us.

2. | Identification / UpenTndnkauns

a) Mometasone Furoate /
Mowmertasona ¢pypoat

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yaep>xuaHusi OCHOBHOIO IHKa

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 XpOMaTorpaMMe  MCIbITYeMoro pacteopa | standard preparation / Bpewms
JIOJDKHO COOTBETCTBOBAThH BPEMEHM YACPXKHBAHHUSA | yICPKMBaHWA OCHOBHOIO IHMKa
OCHOBHOI'O NKKa Ha XpOMaTorpaMMme CTaHAApTHOTO | Ha XpoMarorpamme
pactBOpa (cMm. pazzien «KonuuecTBEHHOE | UCTIBITYEMOTO pactBopa
{ | ONpeneneHue»). COOTBETCTBYET BpEMEHHU
YIEPKUBAHUS OCHOBHOTO ITHKa
Ha XpoMarorpaMmme
CTaHAAPTHOr'O pacTBOpa.
\
Preparﬂy / HoaroToBua Checked By / [Iposepun Appl\ved By / Onoopua
—

Signature / Tloanucn

=

[
Date / lata 21108 ) Li3 N\ 3\ 6D 63\ ULl
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designati
esignation / Officer-QA Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHoBaHHe npoayKIUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHroBaHHOe HAUMEHOBaHNe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTa30Ha cipeit Ha3albHbIM 103upoBaHHbIH S0 MKI/R03a

Active Ingredients /
JeiicTBylomue BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest conepkuT: AciicTBYOIIEE BelecTBo: MoMeta3oHa ¢yypoaTa MOHOTHApAT

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

Strength / Jo3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTta npoussoacTBa 07/2023
gosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Tonet 210 06/2025
eKapcTBeHHan opma Ha3albHBIN 103MPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / Jara Beinycka 24.07.2023
Batch No. / Cepusi Ne 12230666 Qty. Released / 64,160 BOT/
KoaunuecTBo BhInylIeHO $aakoHOB
Batch size / Pasmep cephu 69,444 BOT / praxomos Mfg.License No. / Jluuensus na MNB/10/832
MPOH3BOACTBO (HOMeD)
Inspection Lot NO'.,/ 040000472142 Mfg. License Date / JInuen3us na 30/04/2020
PerucTpaunoHnblii HOMep aHanu3a HpPOM3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / Puitok Russia / Pocens GMP cepradukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurkaumns roroBoro SPC-CC-063691 Reference STP No./ CIIA Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue ADC uroate VIOnOhydrater 1 s py gateh No / A®C cepust Ne 23405(JM-01)-
MowmerazoHa ¢pypoara MOHOTHIpAT 002
Manufactured by / Ilpoussoautennr | Aarti Industries Limited, India / Aaptu MUngactpu3 Jlumuren, Muanus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBI

b) Benzalkonium chloride
/ BeH3aIKOHMS XJIOPUJ

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomartorpamme

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

/,/, 25\ | HCTIBITYEMOTO PACTBOPA JIOJHKHbI obHapyxuBatbca | Cis in the chromatogram of the
/O’ c(‘)D \ THKH, o BpEMeHaM ynepxkuBanus | standard  solution. / Ha
/ * . || COOTBETCTBYIOWINE MHKAM FOMOJIOTOB OeH3aTIKOHUA | XpOMaTOTpaMMe  UCIbITYEMOrO
19 xaopupa Cp2 u Ci4  Ha  XpomaTorpaMme | pacTBopa o0 HapyKUBAIOTCS
; % %)’L’} I |/ cranpaprHoro pacTeopa (cm. pasgen | NHUKH, o BpeMeHaM

2 6,4\ o:’ «KonniecTBeHHOE ONpeseneHUe»). yIoep>KUBaHHA

\ S COOTBETCTBYIOLLIUE HHKaM
roMOJIOTOB 6eH3anKOHNA
xmopugza C;2 mw Ciz Ha
XpoMaTorpamMMe CTaHAapTHOTO
pacTsopa.

3. [pH From 4.30 t0 4.90/ Ot 4,30 no 4,90 4.71/4,71

4. | Density / IlnoTHOCTB

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

1.016 g/cm*®/ 1,0161 /cm®

5. | Viscosity / BszskocThb

From 30 to 130 ¢cPs/ Ot 30 no 130 cII3

45.8 cPs /45,8 cll3

\

Prepare}ifl}y / NoaroToBHA Checked By / IIposepu Appr()yed By / Ono6pua
Signature / Iloanucs, ’A//v —
Date / Jlata VO" o g\ 113 o BN Gx\ew \ 111}
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
= — . -QA
JloaaHoCTb Officer-QA Officer-QA Sr. Manager - Q
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumMeHoBaHUe NPOAYKLUHNH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTazoHa crpeil Ha3aibHbli 103UpoBaHHbIA 50 MKI/A03a

Active Ingredients /
JleiicTByI0i1e BellecTBA

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

1 no3a crpes conepkHuT: AekicTBYONICE BeulecTBo: MoMeTazona gypoara MOHOTHApaT

51,72 MKT B nepeciere Ha MomerasoHa dypoar 50,00 Mxr

Furoate Monohydrate 51.72 mcg as

Strength / losupoBka 50 mcg/dose / 50 mxr/mo3a Date of Mfg. / lata npou3sBoacTBa 07/2023
Dosage form / Metered-df)se nasal spray iCl‘lpBVI Date of Exp. / Conex 10 06/2025
JlekapcTBeHHas popma Ha3a/IbHBIH IO3UPOBaHHBIA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bpinycka 24.07.2023
Batch No. / Cepnsi Ne 12230666 Qty. Released / 64,160 BOT/
Ko/iH4€eCTBO BbINYILEHO ¢1akoHOB
Batch size / Pasmep cepun 69,444 BOT / dnakonos Mfg.License No. / Jlnueksus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472142 Mfg. License Date / JInueHsus Ha 30/04/2020
PervcrpauMoHHblii HOMep aHajaM3a NpoU3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepTudukar (aarTa)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxauusa rorosoro SPC-CC-063691 Reference STP No. / CITH Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C one ruroate Monohydratel |\ py pateh No / A®C cepusi Ne 23405(JM-01)-
Mowmeta3ona ¢pypoata MOHOTUAPAT 002
Manufactured by / IIlpoussoaurens | Aarti Industries Limited, India / Aapru Uunacrpus Jinmuren, Unnus
Ne | TESTS/IIOKA3ATEJI LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OcMOIAIBHOCTD Ot 250 g0 350 MOcMm/kr 295 mOcm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 r 93g/93r
coaepknMoro qiakoHa
8. | Number of deliveries per | Not less than 60 doses (discard the first pumping)/ | 70 doses / 70 no3

container / KonuuyectBo
103

He menee 60 103 (He cunTas NepBUUHYIO
MPOKayKy)

9. | Pump delivery /
Macca a03pt——r

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

HunusuayansHas Macca no3sl: oT 85 % o 115 %
oT TeOpeTPI‘IeCKOﬁ MacChl 103bI;

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

Cpenssisa macca qo3sl: o1 90 % no 110 % ot
TEOPETHUECKOH MAcChl TO3bI

Minimum / Muaumym: 93.6%
Maximum / Makcuamym:105.8%
Average / Cpeanee: 103.3%

¢
Prepareg’By / IloaroTosua Checked By / IIposepua Appro\ed By / Ono6pun
Signature / Tloanucn /ﬁ/f/ d//-' —

Date/ /lata [,/0_,|o $\ 113 AP\ et ARELSS
Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Desionati

esignation / Officer-QA Officer-QA Sr. Manager - QA

JonmHocTs
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Name of Product /
HaumeHoBaH#e NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenartentoBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTasoHa cripei Ha3albHBINA J03UpOBaHHbIH 50 MKI/a03a

Active Ingredients /
JeficTBylomne seilecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a crpes COAEPKHUT: AeCTRYIOMIEE BelecTBO: MoMeTa3oHa ¢ypoata MOHOTHApaT

51,72 mkr B nepecyere Ha MoMertasona ¢ypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npoussoacrsa | 07/2023
Dosage form / Metered-df)se nasal spray { Copeit Date of Exp. / Fosiest 110 06/2025
JlexapcTBenHas gopma Ha3a/bHBI 1I03MPOBAHHBIN
Product code / Koa npoaykra SRUG30007E040401E) Date of release / /lata BbInycKa 24.07.2023
Batch No. / Cepus Ne 12230666 Qty. Released / 64,160 BOT/
KoJiH4uecTBO BLIMYINEHO ¢nakoHOB
Batch size / Pasmep cepun 69,444 BOT / dpraxoros Mifg.License No. / luuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472142 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpauHoHHbIii HOMep aHAJIH3A MPOM3BOACTBO (AaTa)
Package size / Ynaioska 60 Doses / 60 1103 GMP Compliance certificate Date/ | g/,¢07¢
GMP ceprudukar (aata)
: GMP Compliance certificate No. / GMP-
Market / Poitox Russia/ Poccus GMP ceprudukat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauusi roroporo SPC-CC-063691 Reference STP No. / CIIH Ne
040947
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanuune A®C sone Furoate Monohyaratel |, py gatch No / A®C cepust Ne 23405(JM-01)-
Mowmertazona Gpypoara MOHOrHAPAT 002
Manufactured by / IIponssoautens | Aarti Industries Limited, India / Aapru Wumactpus Jlumuren, Muaud
Ne | TESTS /TTIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI

10. | Particle size /
Pa3zmep wactun

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pm in size: 100%

Yacrun pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

Yactuupl pazMepom > 30 MKM — JOJDKHbI
OTCYTCTBOBATh

100.0% / 100,0%
100.0% / 100,0%

Absent / OTCYTCTBYIOT

11. | Sedimentation Stability /
CeaumeHTaLMOHHAS
YCTOHYUBOCTL

Not less than 5 min / He MeHee 5 MUH.

Complies /
CoOTBETCTBYET

‘
L
TG ‘_?/U}’

Checked By / TIpoBepua

Appro\ed By / Ono6pua
——

Signature / loanucs

o

S
Date / Iara =3V 2\ 63\ Loy}
Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designati
esignation / Officer-QA Officer-QA Sr. Manager - QA

JHoaxHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHMe NMpogyKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenToBannoe naumeHoBanue | MoMmeras3oHa cipeii HazaibHbIA A03MpoBaHHBIH 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeitcTByomue Bemecrsa 1 no3a cripes COaePXHT: ASHCTBYIONICE BelecTBO: MoMeTa3oHa (yypoata MOHOTHApPAT
51,72 mxr B nepecuere Ha MoMerasona ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 mcg/dose / 50 Mmxr/no3a Date of Mfg. / laTta nponsBoacrsa 07/2023
Dosage form / Metered-df)se nasal spray f Cnpeit Date of Exp. / Tonen 10 06/2025
JlekapcTBeHHast popma Ha3a/IbHBI A03UPOBAHHbIN
Product code / Kox npoaykra SRU030007E040401EJ Date of release / JlaTta Brinycka 24.07.2023
Batch No. / Cepusi Ne 12230666 Qty. Released / 64,160 BOT /
KouuecTBO BBIMYIIEHO ¢nakoHoB
Batch size / Pasmep cepuu 69,444 BOT / iakoHoB Mig.License No. / JInuetsus na MNB/10/832
Mpou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000472142 Mfg. License Date / Jlnnensus Ha 30/04/2020
PerucTpailMoHHbIil HOMep aHAIU3A NpoU3BOACTBO (AaTa)
. GMP Compliance certificate Date /
: 1
Package size / YnakoBka 60 Doses / 60 103 GMP ceprudmxar (1a1a) 8/06/2020
. GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poccia GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuupukauusi roToBoro SPC-CC-063691 Reference STP No. / CITH Ne
040947
npoaykta Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanne ADC ometasone Furoate Monohydrate API Batch No / A®C cepus Ne 23405(IM-01)-
MomeTazona (pypoara MOHOTHIPAT 002

Manufactured by / [IpousBoaurtean | Aarti Industries Limited, India / Aapru Unmacrpus JIumuren, Mnaus

Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIBTATHBI
12. | Impurities / Ilpumecnu
Impurity 8§ DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napyxeHo
[Mpumecu 8 DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6Hapyxeno
IMpumecu DMC
0, 0,
Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
IIpumecu D
Any individual unspecified | Not more than 0.20 % / He 6oxnee 0,20 % 0.04%/ 0,04%

impurity / EnuHu4HoOi1
HEUJICHTU()UIHPOBAHHON

MIPUMECH
Total impurities / Not more than 0.60 % / He 6oaee 0,60 %._ 0.18%/0,18%
CyMMBI ipuMeceit Y N
B &0
o
(O]
n L
AT
r'&E 0} K
SA L AN
“LPhy  cev \
Prepared By / Iloarorosu Checked By / Iposepua Appr\pved By / Ono6pun
Signature / Ioanucs /j/ A/ —
—
Date / lata (/yo/”‘)glz,o?/:} b«\\\-.ﬁ\’l'} 03\ 638} 1928
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
JTlomkHOCTS Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumeHoBaHHe NpoayKIUH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAHMEHOBaAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monwmera3zona crpeil HazalbHbIH 103MpoBaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTBy101Me BellecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpes coaepxut: AekicTBYIONEE BEecTBO: MoMmeTasoHa ¢ypoaTa MOHOruapar

51,72 Mkr B nepecyere Ha Momeraszona ¢ypoat 50,00 Mkr

Strength / To3uposxka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npousBoacTsa 07/2023
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Cozen 10 06/2025
JlexapcTBenHast popma Ha3aldbHbII J03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / Jlata Bbimycka 24.07.2023
Batch No. / Cepus Ne 12230666 Qty. Released / 64,160 BOT/
KoJu4ecTB0 BbINYIEHO ($1akoHOB
Batch size / Pasmep cepun 69,444 BOT / praxoros Mig.License No. / luuexsus na MNB/10/832
NMpou3BOACTBO (HoMep)
Inspection Lot NoL/ 040000472142 Mfg. License Date / JInuensus na 30/04/2020
PerucrpanoHHbIil HOMEp aHAIH3A NPOM3BOACTBO (naTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudmkar (1ata) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / PeiHok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauus roroporo SPC-CC-063691 Reference STP No. / CIIN Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C ¢ buroate VIONOhydralcl |, py patch No / A®C cepus Ne 23405(M-01)-
Mowmertasona pypoara MOHOrHAPAT 002

Manufactured by / lponssoauteanr | Aarti Industries Limited, India / Aapru Wnnactpu3s Jiumures, Munus
Ne | TESTS /ITIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /

PE3YJIBTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeausist
AocTaBJisieMasi 103a U

OAHOPOAHOCTH
JA0OCTaBJIIEMOI 103bI

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than + 20% from the average
value and not any dose can deviate more than + 25% from the
average value. The mean should not exceed + 15 % of label
claim

If 3 to 6 doses deviate more than + 20% but not more than £
25%, test another 20 vials.

Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed £ 15 % of label claim.

He 6onee 2 u3 20 103 (10 HauaneHBIX 103 1 10 KOHEUHBIX J103)
MOIYT UMETh OTKJIOHEHHE OT CPEJHEro 3HauyeHus Oosiee uyem
+20%, ¥ HA ojHa [03a He JODKHA MMETh OTKIOHEHHE OT
cpeaHero 3HaueHus Oosee ueM £ 25 %. CpenHee 3HaueHHE HE
JI0JDKHO MPEBBIATL = 15 % OT 3a4BIEHHOTO.

Ecnm oT 3 g0 6 103 UMEIOT OTKIOHEHUS Oosee ueM + 20 %, Ho
MeHee YeM £ 25 %, To UCTIBITBIBAIOT crieaytore 20 ¢rakoHoB.
He 6onee 6 n3 60 103 MOTYT MMETh OTKJIOHEHME OT CPEAHEro
3HaueHuna 6onee ueM £ 20 %, ¥ HU OJHA 1032 HE AODKHA UMETh
OTKJIOHEHHE OT CpeHero 3HaueHus Honee yem £ 25 %. Cpennee
3HAUEHME KAKIOIO ONpeAeNeHHs He J0DKHO npessimarts £ 15 %
OT 3as1BJIEHHOTO.

Beg / Hauano:

Minimum / Muaumym: 99.1%
Maximum / Makcumym:101.7%
Mean / Cpennee:100.0%

END / Konen:

Minimum / MuaumyM: 98.4%
Maximum / Makcumym:101.6%
Mean / Cpennee: 100.0%

\

Prepared ByAlloarorosua

Checked By / Ilposepua

Apprﬁed By / Onoopua

Signature / Iloanuce /lj/ -
Date / lata (/0’] lo %\ Lol 3 W\ D ODALF\ e LY
Name / ®H1O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Desionati

esignation / Officer-QA Officer-QA Sr. Manager - QA

HoaxmHocTs

FCM/QA054/08.00



G

glenmark

A pew way [or a new wold

Glenmark pharmaceuticals Litd
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
CEPTUDUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page 7 of 8 / Ctp. 73 8

Name of Product /
HaumeHoBanue npoaykumu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBaHHOE HAHNMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3oHa cripeii HazaabHblH J03upoBaHHbli 50 Mkr/n03a

Active Ingredients /
JeiicTBylomue BewmecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpest cosepuT: AciCTBYIONEE BelecTo: MoMerasoHa (ypoara MOHOTHApaT
51,72 mkr B nepecuete Ha MoMmerasoHa gypoar 50,00 Mxr

Strength / TozupoBka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTa nponsBoacTBa 07/2023
Dosage form / ‘ Metered—dvose nasal spray { Copelii Date of Exp. / Tozen 10 06/2025
JlekapcTBenHas gopma Ha3aJIbHBbIi A03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata BbInycka 24.07.2023
Batch No. / Cepun No 12230666 Qty. Released / 64,160 BOT/

KoJsinyecTBO BbINyllIEHO ¢dnakoHoB
Batch size / Pasmep cepun 69,444 BOT / hraxonos Mfg.License No. / JInuensus na MNB/10/832

NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000472142 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunoHHbI HOMEp aHAJIH3A MPOH3BOACTBO (aaTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukat (aaTa)

- GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukanus rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosatue A®C neturoate VIONonydralel | , py Batch No / A®C cepust Ne 23405(JM-01)-
Momera3zona ¢ypoara MOHOTHApAT 002

Manufactured by / IIpousBoauTean

Aarti Industries Limited, India / Aapru Maaactpus Jlumuten, Muaus

Ne | TESTS/IOKA3ATEJIX

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATBI

14 | Microbiological Purity / Mu

Kpoﬁuo.nornqecxaﬂ YHUCTOTA

Total aerobic microbial
count / O01ee uucio
a3po0HBIX
MHUKPOOPTraHH3MOB

Total yeast and moulds
count / O6uiee yucio
APOMOKEBBIX U TUIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

6onee 10° KOE & 1 M npenapata

Gonee 10! KOE B 1 mn npenapara

MJI Ipenapara

MJI MIpenapara

Not more than 10? cfu per 1ml of the product / He

Not more than 10' cfu per 1 ml of the product / He

Absence per 1 ml of the product / OtcyrcTBHE B |

Absence per 1 ml of the product / OtcytcTBue B 1

Absent X Qrcy

N

Less than 10 cfu/ml /
Menee 10 KOE/mn

P
Less tha @Q'éfu/ml/
Menee _()’-KOE/MJI

Tt

4’ 3 \‘L ’
Absent/ O \q‘lr:\émmﬁ ”"Z‘_,

i
-

TCTBYET

15. | Assay / KonnuecTBeHHOE Ol

peneseHue

a) Mometasone Furoate /
Mowmerazona dypoar

From 85,0 % to 115,0 % of the labeled content / OT
85,0 % no 115,0 % oT 3adBjI€HHOI0 COACPKAHUSA

97.3%/97,3%

b) Benzalkonium chloride /
beHsankonus xaopun

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % 10 120,0 % oT 3asBNEHHOrO COJAECPIKaHus

98.5% /98,5%

\
Prepared By+/\loaroToBun Checked By / Ilposepna Apb(oved By / Ono6pua

Signature / oanucs / Lj/ =

[ .
Date / daTa 0"”"}’/2/02 3 s\ \’LK 6\ 6B\ e S
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
Nommocrs Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A T'OTOBOIO INPOAYKTA
Page 8 of 8§ / C1p.8 u3 8

Name of Product / MOMAT RINO
HaumeHnoBaHue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHToBaHHOE HAKMEHOBaHHE MowmeTazona cripeit HazalbHbL 103UpoBaHHbIHi 50 MKI/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBylomue BelecTBa 1 no3a cipest coaepKuT: AelcTByioNee BewecTso: Momerasona pypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MoMerasona ¢ypoar 50,00 Mxr
Strength / lo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoactBa | 07/2023
Dosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Toen 10 06/2025
JlekapcTeeHHas dropma Ha3aJIbHBIH JI03UPOBAHHbII
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Bbinycka 24.07.2023
Batch No. / Cepus Ne 12230666 Qty. Released / 64,160 BOT/
KosinuecTBo BbINyiEHO ¢nakoHOB
Batch size / Pasmep cepun 69,444 BOT / daxomos Mig.License No. / Jluuensus na MNB/10/832
NpOH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000472142 Mfg. License Date / JIuuensust Ha 30/04/2020
PerucTpauuoHHbtii HoMep aHaan3a NpoM3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 103 GMP cepruduiar (1ata) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP ceprugukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuundukauus rorosoro SPC-CC-063691 Reference STP No. / CIIA Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C Hroa OyCIatel | A pI Batch No / A®C cepusi Ne 23405(JM-01)-
Momera3zoHa §ypoara MOHOrMapaT 002
Manufactured by / Ipoussoautear | Aarti Industries Limited, India / Aapru Munacrpus Jlumuresn, Muaus
Ne | TESTS / TIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBI

16. | Package Size / Ynakopka | 60 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. /
Mo 60 no3 cycneHsuu Bo (UiakoHe U3 HOJNMITHIEHa BBICOKOH IUIOTHOCTH €
AO3UPYIOIIMM YCTPOKCTBOM H KOJIIAYKOM U3 HONMITHIEHA BhICOKOH moTHoCTH. o 1

- . 3 .
Cl)JIaKOHy BMECTE ¢ MHCTPYKLMEH MO MEAHUIIMHCKOMY HPUMCHCHHIO B ITAYKE KapTOHHOH.

Any deviation/Incident/QOOS: Non-applicable
OTkiicHeHHs1/Hec00TBeTcTBHA/QOOC: He NpUMeEHUMO &/1 410
el

Declaration of certification: “I hereby certify that the above informatian is authentic and a\e;:urate. This batch of product has

been manufactured including packaging and quality control at the ab% entioned sitg i full compliance with the GMP
requirements of the local Regulatory Authority and with the normati \g@mdqcum:e)‘}t/no. JITI-Ne(001710)-(PT-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification 6. SPC-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akuilo4eHne 0 COOTBETCTBHHM: HACTOSIINM [OATBEPIKAAI0, YTO TPEJACTABJIEHHas Bbille HHbOpPMAIWA SBIAETCS
IOocToBepHOU M TOYHOM. JlaHHas cepust OblLla Npor3BedeHa (BKIOUas YMaKOBKY/MapKHPOBKY H KOHTPOJb KauecTBa) Ha
YKa3saHHOH BLIIE MPOW3BOACTBEHHOM IUIOMIAJKE B TOJHOM COOTBEeTCTBHHM ¢ TpeGoBaHusaMu Haanexaweii
ITpoussoacteennoil [Ipaktuky (GMP) okanbHBIX peryisTOpHBIX OpPraHoB U TpeGOBaHUAMH HOPMATHBHOH JOKYMEHTAIUH
JII-Ne(001710)-(PT-RU) ot 23.01.2023 mns peika Poccun u ytBepkaeHHod creunudpmkanuein Ne SPC-CC-063691.
IIpoToKONbLI MPOU3BOJACTBA, YMAKOBKM U MOKa3aTejM KA4YeCTBA JAHHOW cepud OBbUIM MNPOAHANUIUPOBAHBI M CHENAHO
3aKJIFOYEHHE, UTO OHU COOTBETCTBYIOT TpeboBanusam Hanexaiueit [pouspoacreenHoi [Tpaktuku (GMP).

\

Prepared By-Alloarorosun Checked By / Ilposepua Agbroved By / Onobpua
Signature / Tlognucs /% d/ﬂ ——
Date / Jata L/vaﬂggfzoLB oM\ '\v’z’\'L} 03‘\&9-\ 017
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
ToamHOCTS Officer-QA Officer-QA Sr. Manager - QA
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