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CERTIFICATE OF ANALYSIS FOR F INISHED PRODUCT
CEPTUOUKAT AHAJIM3A T'OTOBOI'O ITPOAYKTA

Page 1 0f8/Crp. 1 1138
MOMAT RINO '
MOMAT PHHO

Name of Product /
HaumeHoBaHHE NPOAYKUHH

Generic name /
HenarenroBaHHoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 30 mcg/dose
Monmerasona cnpeil HazanbHbIH 103MpoBarLi 50 MK/ 1034

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 mcg as
calculated for Mometasone Furoate 50.00 mcg :

1 7033 cnpes COAEPXKUT: JICHCTRYIOIICE BetlecTBO: MomeTazoHa (hypoaTa MOHOrHAPAT

51,72 Mkr:B nepecuere. Ha Mometasona ypoar 50,00 mxr

Active Ingredients /
JleficTBYIOL1HE BelnecTBA

Strength / No3nposka 50 meg/dose /.50 Mxr/no3a Date of Mfg. / Jlata npoussogersa | 04/2024
Dosage form / Metered-df)se ?1asa] spray { Cripeit Date of Exp. / Fonen 0 03/2026
JlekapcTBenHan popma Ha3aJbHBIN 103U POBaHHbBIA
Product code / Kon npoayxra SRU030007E040401DK Date of release / lara Bpinycka 25.04.2024
Batch No. / Cepusi No 12240389 Qty, Released / 32,100 BOT/
KoJyinuecTBo BLINYiEHO ({nakoHOB
Batch size / Pa3mep.cepuu 34,722 BOT / ¢naxosos Mg License No. / Jluensus ua MNB/10/832
1pou3B0ACTRO (HOMep)
Inspection Lot No.“/ 040000520975 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpalHoHHbIi HOMep aHan3a Opou3BoACTBO (daTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;¢/00 090
GMP cepTudukar (nata)
o GMP Compliance certificate No. / GMP-
Market / Priuox Russia/Poccus GMP ceprudukat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxalus roToporoe SPC-CC-063688 Reference STP No. / CITN Ne 040944
npoayKra Ne
: Mometasone Furoate Monohydrate/ MEM- :
API name / Haumenosanue ADC API Batch No / A®C cepus Ne 23422(JM-01)-
Mowmerazona ypoara MoHOrUpaT 001
Manufactured by / Ilponssoaurtens | Aarti Pharmalabs Limited, India/ Aaptu @apmasnabe JTumuren, Muaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
‘ ‘ ) PE3VYJIbTATHI
1. - | Description / Onucanne White . to. off - white thick suspension - of | Off-white thick suspension of
semitransparent "to non-transparent consistency. /.| non-transparent consistency. /
Ot .- 0esioro - #0 mo4Td. .~ Gesoro - usera ot | Iloutu 6esioro LBETA
T10JIYIPO3PaYHOH [0 HENPO3PauHOi KOHCUCTEHLMY | HENpPO3PauHOH - KOHCUCTEHUHH
, rycTag CyCHeH3Us. ' rycias CycleHsus.
2. Identification / MnenTuduxauus

The retention time of -the -main
peak -in -the - chromatogram of

The retention - time ‘of ‘the main peak - in the
chromatogram ~of . sample ' preparation should

a) ‘Mometasone Furoate /
MomeTazona ¢pypoart

corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). /-Bpems ynep>KUBaHUsS OCHOBHOIO TIHKa

Ha XpomaTorpamme - HUCIBITyeMoro - pactsopa | standard preparation /- Bpems
JIOJIKHO -COOTBETCTBOBATh BPEMEHU YACPXKUBAHUA | YACPKUBAHUA OCHOBHOT'O THKa
OCHOBHOTO NHKA Ha XpoMaTorpaMMme CTaHNapTHOro | Ha Xpomarorpamme
pacTeopa . (cM. " -pasgen - «KonuyecTBEHHOE | MCHIBITYEMOrO pacTBopa
omnpeieNIeHUE)). ' COOTBETCTBYET BpEMEHH

YAEPXKUBaHUA OCHOBHOI'O "[IMKa

Ha XpOMATOrpamMme

sample preparation corresponds
to the rctention time of thc main
peak in ‘the chromatogram of

CTAHJAPTHOrO PacTBopa.

Prepared.By / Hoarorosua Checked By / HHposepua Approved By / Ono6pua
Signature / Hoanuce /J . IR S i
Date / lata T »{ loul lor Y =Y Jo ]~ ‘
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
Tomxnocts Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIN3A I'OTOBOI'O ITIPOJAYKTA
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Name of Product/ MOMAT RINO
HanmeHoBanue npoayKuuu MOMAT PHHO }
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenToBaHHOe HAUMEHOBAHHE Mowmerazona Cﬂpeﬁ Ha3aJIbHBIHA )IOSHPOBHHHb[ﬁ 50 mxr/nosa

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JleiicTBYOIIME BeilecTBA 1 1032 cpes COAEPKUT: AeHCTBYIOLIEE BeecTBO: MoMeTasona (ypoara MOHOrAPaT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTsa 04/2024
Dosage form / . Mfatered-df)se 'nasal spray f Crpeit Date of Exp. / Foset 210 03/2026
JlekaperBennas gopma Ha3IbHBIN JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 25.04.2024
Batch No. / Cepusi Ne 12240389 Qty. Released / 32,100 BOT/
KosinuecTBo BbINYIIEHO (pakoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢nakouos Mig.License No. / Jluuensus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000520975 Mfg. License Date / Jlunenzus na 30/04/2020
Peructpausonubiii HoMep aHaau3a NpoU3BOACTBO (AaTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia/ Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneungukauus rotoporo SPC-CC-063688 Reference STP No. / CITU Ne b40944
npoaykra Ne
Mometasone Furoate Monohydrate/ MIM-
APl name / Haumenosanne A@C . ‘ API Batch No / A®C cepus Ne 23422(IM-01)-
Mowmera3soHa (pypoaTa MOHOrHIPAT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6ce Jlumuren, Muaus
Ne | TESTS /IOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATHI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ Benzanxonus xjgopun | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cj, | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomatorpamme | chloride homologues Ci» and
HCIBITYEMOrO PacTBopa HOJKHBI oOHapyxuBarhes | Ciy in the chromatogram of the
\TIMKH, 110 BpeMEHaM yaepkuBanus | standard  solution. / Ha

OOTBETCTBYIOLIME HKAM I'OMOJIOrOB OEH3ANKOHHS | XpOMATOrPaMMe  UCIIBITYEMOIo
jgopuaa  Ci; u Ciy  Ha  XpoMmaTtorpaMmme | pacrsopa 00HapyxuBalTCA
TaHOAPTHOIO pacTBopa (cm. paszen | IMKH, 1O BpeMeHaM

‘ }«Konnqecrseunoe OnpeseeHUEY). YIAEPXKUBaHUA
 COOTBETCTBYIOLUE nIKaM
TOMOJIOTOB OeH3aNKOHMS

xnmopuaa Ciz v Ciy  Ha
XpoMaTorpamMMe CTaHJapTHOTO

i : pacteopa.
3. | pH From 4.30 t0 4.90/ Ot 4,30 5o 4,90 ’ 4.68 /4,68
4. | Density / llnoTHOCTH From 0.950 to 1.050 g/cm?/ 1.009 g/em?® / 1,009 r/em?
Ot 0,950 no 1,050 r/em®

5. | Viscosity / BsizkocTh From 30 to 130 cPs/ Ot 30 o 130 cI13 49.9 cPs /49,9 cIl3

Prepared By,/ Hoarotosua { Checked By / IIposepua Approved By / OnoSpua
Signature / Iloanucs (2/ ) K?"“i i
Date / lata Lé \‘0\,‘ }2/0 ™ 4 1 ? ol %\/&,”“t;
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
Noxnocts Officer-QA ~ Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUPUKAT AHAJIM3A I'OTOBOI'O IPOIYKTA
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Name of Product / MOMAT RINO

HaumeHoBaHne npoayKunu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenatenToBaHHOe HAUMEHOBAHUE MomeTazoHa Cl'lpeﬁ Haszanbubi JIOSI/IpOB'dHHbIFI 50 Mkr/n03a

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByolmue BemecTsa 1 nosa cnpes coaepxkut: JeficTByomee BeecTro: MoMerasoHa (pypoata MOHOTHAPAT
51,72 mxr B nepecuere Ha Momertasona dypoar 50,00 mxr
Strength / lozuposka 50 meg/dose / 50 Mkr/noza Date of Mfg. / Jlata npousBoacTBa 04/2024
Dosage form / Metered—df)se Tlasal spray / Cripeit Date of Exp. / Foer 110 03/2026
JlekapcrBennas dopma Ha3a/bHbIA 103HpOBaHHbIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Bbinycka 25.04.2024
Batch No. / Cepus Ne 12240389 Qty. Released / 32,100 BOT/
KoJinuecTBo BbINYIEHO (h1akoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢naxonon Mig.License No. / Jluuensusn na MNB/10/832
NPOU3BOACTBO (HOMEp)
Inspection Lot NOL/ 040000520975 Mfg. License Date / Jlunensus Ha 30/04/2020
Perucrpauuonuniii HoMep aHajau3a NpoOU3BOACTBO (AaTa)
Package size / ¥Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aarTa)
: GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poccust GMP ceprudusar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauust roroporo SPC-CC-063688 Reference STP No./ CTTH Ne '
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ , MFM-
API name / Haumenosanue ADC API Batch No / A®C cepust Ne 23422(JM-01)-
MowmerasoHna ¢pypoaTra MOHOTHApAT 001
Manufactured by / Ilpoussoautennr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Munus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcMoNsIILHOCTD Ot 250 no 350 mOcm/kr 293 mOcm/xr
7. | Net content / Macca Not less than 18 g/ He menee 181 _ 184g/184r

cofepRumMoro ¢gpiakoHa

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 148 doses / 148 no3

container / KonnuyectBo / He meree 120 103 (He cuuTas nepsuyHyro
403 ApOKavKy)
9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Munumym: 97.7%

Macca 10351 theoretical dose mass / Maximum / Makcumym:104.8%
Unpusnnyansnas Macca 10361 oT 85 % no 115 % i ‘
OT TEOPETUYECKOH MAcChl O3kI;

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

Cpenusis Macca 5o3bl: oT 90 % 10 110 % or
TEOPETHUECKOM MACCh JO3bI

Prepared By\lloarorosun Checked By / IlpoBepua Approved By / Ono6pun
Signature / Illoannck /%j {i}“"”’ (P4 f .
W 7 — L —— $ L ‘V““ o -
Date / lata ) 4 lov |y AT 9 [T@ Wl
Name / ®110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Desi .
esignation / Officer-QA Officer-QA Sr. Manager - QA
Jlo/KHOCTD i
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

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

CEPTUOUKAT AHAJIM3A TOTOBOTI'O IIPOAYKTA

Page 4 of 8/ Crp.4u3 8

Name of Product /
HaumeHoBaHMe NPOAYKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenroBaHHoe HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cripedl HazalbHbIA go3upoBadubii SO Mxr/n03a

Active Ingredients /
HeiicTByromue Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa Crpest COACPKUT: IICFICTB}’IOIL(CC BeecTBO: MomerazoHa (])ypoaTa MOHOruApar

51.72 mxr B nepecuere Ha Momeraszona dypoar 50,00 mxr

Strength / Josnpoeka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTta npoussoacrsa 04/2024
Dosage form / Metered-dvose Inasal spray { Cnpeit Date of Exp. / Fonen 10 03/2026
JlekapcTBeHHast popma Ha3aJIbHbIH JIO3HPOBAHH bIN
Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Bbinycka 25.04.2024
Batch No. / Cepusi Ne 12240389 Qty. Released / 32,100 BOT/
KoanuecTBo BHINYUIEHO (rakoHoB
Batch size / Pazmep cepuu 34,722 BOT / pnakonos Mig.License No. / Jiuuensust na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000520975 Mfg. License Date / Jlnuensus na 30/04/2020
PeructpaunoHublii Homep aHaan3a NPON3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| 1¢/,¢0y
GMP cepruduxar (nara)
: GMP Compliance certificate No. / GMP-
>y
Market / Poinox Russia/ Poccus GMP cepruduat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne
' Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenopanue AOC v API Batch No / ADC cepus Ne 23422(JM-01)-
Momeraszona yypoaTta MOHOTHAPAT 001

Manufactured by / Ilponssoautenn

Aarti Pharmalabs Limited, India/ Aaptu ®@apmanadce Jlumuren, Muaus

Ne | TESTS/IOKA3ATEJIN LIMITS / TPEBOBAHNS OBSERVATIONS /
PE3YJbTATBI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%

Pasmep uactun

Yacrun pasmepom < 10 MxMm ~ He MeHee 90 %o;

Particles < 30pm in size: 100%

Yactuu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuub! pasmepom > 30 MKM — JOJDKHBI

OTCYTCTBOBATH

100.0% / 100,0%

Absent / OtcyTcTBYIOT

11. | Sedimentation Stability /
CeanMeHTalUMOHHAs
YCTOHYHNBOCTL

Not less than 5 min / He menee 5 MuH.

Complies /

CooTBeTCTBYET

Prepared By / lloarorosua

T Approved By / Ono6pus

Signature / Ilonnucey

Checked By / IlposepuJ

',), ........ -
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Date / lata 36 ot 20 24 24 T s, 94 ‘t;i; \mygxﬁ

Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation / Officer-QA Officer-QA Sr. Manager - QA

HomxHocTs
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A T'OTOBOT'O ITIPOAYKTA
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Name of Product/ MOMAT RINO
HaunmeHosanue npoayxuuu MOMAT PMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTenToBaHHoe HAUMEHOBAHUE Mowmeraszona cnpeil HazajbHbIE A03HPOBAHHBIH 50 MKI/03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByomue BeulecTsa 1 no3a cipes coaepxut: AcHcTBYIOLEE BeLleCcTBO: MoMeTa30Ha Qypoara MOHOTWAPAT
51,72 mxr B nepecuere Ha Momerasoua Qypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 Mkr/no3a Date of Mfg. / lata nponsBoacTea 04/2024
Dosage form / Métered-duose 'nasal spray {Cnpeu Date of Exp. / Toe 10 03/2026
JlexapcrsenHast popma Ha3anbHbiA J03HPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK. Date of release / lata Bpinycka 25.04.2024
Batch No. / Cepus Ne 12240389 Qty. Released / 32,100 BOT/
KosuyecTBO BHINYLEHO ¢rakonos
Batch size / Pazmep cepuu 34,722 BOT / jpnaxonos Mfg.License No. / Jluuensus Ha MNB/10/832
fApou3BoACTBO (HOMep)
Inspection Lot NOL/ 040000520975 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHplii HoMep aHaJH3a NPou3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aata)
"y GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus _ GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudnkanus rotoporo SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykTa Ne
: Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C API Batch No / A®C cepusi Ne 23422(JM-01)-
Mowmeraszona ¢ypoara MOHOTHApAT 001
Manufactured by / TIpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jumuren, Muaus
Ne | TESTS/IIOKA3ATEJIU , LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATHI
12. | Impurities / IIpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napysxeHo
IIpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LOQ /Huxe IIKO
Hpumecu DMC
- 0 o 0.01% /0.01%
Impurity D / Not more than 0.20 % / He 6onee 0,20 % °
Ilpumecu D
Any individual unspecified | Not more than 0.20 % / He Gosnee 0,20 % 0.03%/ 0,03%
impurity / ExunuuHoi
HEeUJCHTHPHUIPOBAHHOM
NpUMECH
Total impurities / Not more than 0.60 % / He 6onee 0,60 %
CyMMBI puMeceit

Prepared By / HoaroTosun Checked By / Ilposepua
Signature / lloanucs g I — )
Date / lata D 6lov) Lory g A 201 nulneny
Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
JloJKHOCTh
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddji,
Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIU3A I'OTOBOT'O ITPOJAYKTA

Page 6 of 8/ C1p. 613 8

Name of Product/ MOMAT RINO
HanmeHoBaHue npoaykuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareHTroBaHHoe HauMeHoBaHue Monmerazona cnpeﬁ Ha3anbHbIH IIO3I/lp0B‘dl'll>Ibll\'i 50 mxr/no3a

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByoune BemecTsa I no3a cnpest copepxut: AcHCTRYOLICE BelecTBo: MoMeTasona (ypoara MOHOTHApPAT
51,72 mxr B nepecuere Ha Momeraszona Qypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npouspoacTBa 04/2024
Dosage form / Meﬁered—dgse ’nasal spray / Cnpeii Date of Exp. / Fonet 10 03/2026
JlexapcTsenHas dopma Ha3aJ1bHBIA JO3HPOBAHHbIH
Product code / Kon npoayxra SRU030007E040401DK Date of release / lara Boinycka 25.04.2024
Batch No. / Cepust Ne 12240389 Qty. Released / 32,100 BOT/
KoqnyecTso BhIymeHo ¢JiakoHoB
Batch size / Pasmep cepun 34,722 BOT / dnaxomos Mig.License No. / JIuuensus na MNB/10/832
1POU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520975 Mfg. License Date / JIuuensust Ha 30/04/2020
PerncrpaunoHHbiil HoMep aHaIH3a NPOU3BOACTBO (AaTA)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (narta)
. GMP Compliance certificate No. / GMP-
D e
Market / Putiox Russia / Poccus GMP ceprudmiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns roroBoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenoanue AOC ; Y API Batch No / A®DC cepust Ne 23422(JM-01)-
MowmeTa3zoHa dypoara MOHOTHAPAT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuten, Unaus
Ne | TESTS / ITOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDHI

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

and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Musumym: 94.0%
A value and not any dose can deviate more than £+ 25% from the . : o
Delivered Dose / Cpennsisi | ayerage value. The mean should not exceed & 15 % of label | Maximum / Makcumym:102.0%
AocTaBiasgeMast 103a 4 claim - Mean / Cpennee:100.0%
OAHMOPOAHOCTD ,12r503/ to 6 dosels d;\gat.e lmore than £ 20% but not more than +
o o, test another 20 vials.
AOCTABISIEMOM N03BI 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. END / Konen:
He tonee 2 u3 20 no3 (10 nHauanbHeIx 103 ¥ 10 KOHEUHBIX 103) Minimum / Munnmym: 98.0%
MOIYT MMETh OTKJIOHEHHE OT CPEAHEro 3HaueHus Gonee 4em . . 0
+£20%, u HH OnHa f03a HE JOMKHA uMeTh oTkionense or | Maximum / Maxcumym:107.0%
cpenHero sHaueHus Gonee ueM =25 %. Cpemwee 3nauenne we | Mean / Cpe :
JO/KHO NpessiuaTh = 15 % 0T 3asBeHHOTO. .
Ecnu ot 3 10 6 103 MMeroT OTKIOHEHUs Gonee yeM + 20 %, HO
MeHee 4eM = 25 %, To HCTIBITHIBAIOT cienytomue 20 GpruakoHoB.
He Gonee 6 13 60 103 MOTYT UMETH OTKJIOHEHHE OT CPEIHETO
3HadeHus Gosee yeM + 20 %, ¥ HY OJHa A03a He JO/DKHA BMETh
OTKJIOHGHHE OT CPEHEro 3HaueHus Cosniee yem + 25 %. Cpennee
3HauEHHE KaXKAOTr0 ONPEAesICHHs He JOJDKHO Npesbinath + 15 %
OT 3a1BREHHOTO.
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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
CEPTHOUKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 70f8/Crp. 7u3 8

Name of Product / MOMAT-RINO
HaumMenoBaHue NpoAyKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
Henatentosannoe nauvenosanue | Mowmerasona cripeil HazanbHbIH 103MpoBanibIi 50 Mxr/nosa
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50,00 meg
JleiicTByIOIME BelecTBA 1 1033 cnpest COAePAHUT: ASHCTRYIOLICE BeillecTBO: MomMeTasona QypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona dpypoar 50,00.-mxr
Strength / Jo3nposka 50 meg/dose /-50.Mxr/no3a Date of Mfg, / /lata npou3BoacTBa 04/2024
Dosage form / M’etered-dvose flasal spray / Cnpeii Date of Exp. / Fopen 10 03/2026
JlekapcTBeHHas gopma HasaJIbHBLA 103UPOBaHIbIA 8
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 25.04.2024
Batch No. / Cepust Ne | 12240389 Qty: Released / 32,100 BOT/
o KoaunuecTBo BhINYyIEHO ({aakoHoB
Batch size / Pa3mep cepuu 34,722 BOT / {pnakoHoB Mfg License No. / Jlntiensun ua MNB/10/832
NIPOM3BOACTBO. (HOMEp)
Inspection Lot NOL/ . 040000520975 Mfg. License Date / Jlutensus na 30/04/2020
PeructpauuyoHnbiii HOMEP aHAIU3A : NpoU3BOACTBO (aTa)
Package size / Yrakosia 120 Doses / 120 103 GMP. Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
ey GMP Compliance certificate No. / GMP-
Market / Poitok Russia/ Poceus GMP cepruduat (somep) 01556/20/IN
Reference Specification No. / ‘ STP-CC-
Crenupukaius roroporo ’ SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C T API Batch No / A®DC cepust Ne 23422(JM-01)-
Mowmeraszona ¢pypoara MOHOTHAPAT 001
Manufactured by / Tlpoussoaurtens | Aarti Pharmalabs Limited, India/ Aaptu ©@apmanabe Jlumuresn, Unuus
Ne .| TESTS / ITOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
14 | Microbiological Purity / Mukpoomnosioruyeckast 4ucTora :
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count /- Obmee uncio Gonee 102 KOE B 1 Mn ipenapata Menee 10 KOE/mi
a’pOOHLIX '
MUKPOOPIaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 mi of the product / He | Less than 10 cfu/ml/
count /- OBwee gucyio Gosee 10 KOE B 1 M npenapata Menee 10 KOE/mn
JPOKEBBIX U ILISCHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBue B 1 Absent / OrcyTcTBYET
MJI TIperiapaTa
Staphylococcus aureus Absence-per. 1. ml of the product / OrcyrcTBue B 1 Absent / OTCyTCTBYE’
MJI Ipenapara
15. | Assay /Ko/juuecTBeHHOE onpeaesieHHe
a)  Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.0% / 99,0%:
Mowmetazona ¢ypoat 85,0 % 10 115,0 % oT 3asBJISHHOTO COACPKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 96.3% 96,3%
Ben3ankonust Xxaopun 80,0 % 10 120,0 % oT 3as1BJICHHOTO COAEPIKAHUS
Prepared By / lloarorosus Checked By / Iposepua Approved-By,/ Onobpua
Signature / Tloanucey ' : i o E\u, g g |
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Date / JlaTta ) (: /.:) 4 Loty g 1 ;a,ﬁ ’“j ’ ;{% lrend;
Name / @110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 1732035, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A TOTOBOI'O IIPOAYKTA
_Page8of8/Crp.8u38

Name of Product / MOMA’I‘ RINO

HaumeHoBanue NpoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarentoBanHoe HaumeHoBaHue | Momerasona cnpeit HasaisHbIH Jo3uposaHubIi 50 Mkr/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
JeiicTBy1IOLIME BeleCTBA 1 n03a cnpes cCOREPKUT: IeHcTByOLee BelecTso: MomerasoHa dyypoaTta MOHOTHAPAT
51,72 mxr B nepecuere na Momerasona Qypoar 50,00 mxr
Strength / lo3nposka 50 meg/dose/ 50 mxr/nosa Date of Mfg. / lata npousBoacTBa 04/2024
Dosage form / Mf:tered-dvose 'nasa] spray / Crpeit Date of Exp. / Tosen 10 03/2026
JlekapcTennas popma Ha3aJLHbIA JO3KPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bpinycka 25.04.2024
Batch No. / Cepus Ne 12240389 Qty. Released / 32,100 BOT/
KoJinuecTBO BbINYILEHO (pnaxoHOB
Batch size / Pasmep cepan 34,722 BOT/ drraioron Mfg,License Ne. / Jluuensns ua MNB/10/832
NPOU3BOACTBO (HOMEP)
Inspection Lot No.“/ 040000520975 _ Mfg. License Date / Jinuensus na 30/04/2020
PerucTpauuoHHblii HOMep aHAJIU3A ~ NPOU3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 z103 GMP Compliance certificate Date/ | 14/,6705
GMP ceptudukar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepTuduscar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudpurauns roTosoro SPC-CC-063688 Reference STP No./ CIIM Ne
040944
fipoaykra Ne
Mometasone Furoate Monohydrate/ : MFM-
API name / Haumenopanne AOC API Batch No / A®C cepusi Ne 23422(IJM-01)-
Mowmeraszona dypoara MOHOrUIpaT 001
Manufactured by / IlpousBoauteas | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumuren, Mnaus
Ne | TESTS/IHHOKA3ATEJH LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJILTATDBI

16. | Package Size / Ymaxoska | 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 i in a carton pack. /
Ilo 120 nos CyCneHsun  Bo (rakoHe M3 MOJNMITHICHA BBICOKO

Any deviation/Incident/OOS: Non-applicable
Otkionenusi/necooTBeTcTBUsI/QOC: He MPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accura ‘ Thls batch of product has
been manufactured including packaging and quality control at the abovementioned site in full *@nghance with:<the GMP
requirements of the local Regulatory Authority and with the normative document no. HH—NO(OOWTO:‘)L{P]”&BIJT) <230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” DU

3axiIlo4eHHe O COOTBETCTBHMM: HACTOSLIMM IOATBEP)KAA0, YTO NpEACTaBACHHAA Bbllle MHQOpMaLud ABIAETCA
nocToBepHoH M TouHOH. [laHHag cepus Oblia npousBeleHa (BKJIOUas YNAaKOBKY/MapKMpOBKY M KOHIPOJIb Ka4eCTBa) Ha
YKa3aHHOM  Bbllie DNPOU3BOACTBEHHOM Imjowagxe B IOJHOM CcooTBeTcTBMM ¢  Tpeboanuamu Hapnexawmed
IMpouzsoncreenHoit Ilpaktuxu (GMP) noxanbHbIX pETyJISITOPHBIX OPraHOB U TpeOOBaHUAMHI HOPMATHUBHON NOKYMEHTaUHU
JII-Ne(001710)-(PT-RU)-230123 nnst peinka Poccum u yreepxkneHHo# cnenuduxanueii No SPC-CC-063688. TIpotoxons
[IPOM3BOJCTBA, YIIAKOBKH U II0Ka3aTelIM KayecTBa JaHHOU cepru ObLIM NPOaHaIM3UPOBAHbl U CAENAHO 3aKII0YEHNUE, YTO OHH
COOTRETCTRYIOT TpeGoBaHusM Hamnexaweil Ilponssoacteennoit Ipaxruxu (GMP).
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