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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: ... o coon®

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A TOTOBOI'O IPOAYKTA

Page 1 of 8§/ Ctp. 1 13 8

Name of Product /
HaumeHoBaHue NPOAYKHMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBAHHOE HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MoMeTasoHa cpeli HazallbHbIH J03MpOBaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTBYIOLIHE BellecTBA

calculated for Mometasone Furoate 50.00 meg

51,72 Mkr B mepecuete Ha Momerasosa ¢ypoar 50,00 Mkr

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

1 mo3a cIipest ConepXUT: AeHCTBYIOlIee BelecTBO: MoMeTa3oHa ¢ypoara MOHOTHAPAT

Strength / lo3npoBKa 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / Jlata npou3BoAcTBA 07/2023
Dosage form / Metered-df)se nasal spray { Cripeit Date of Exp. / F'onen 10 06/2025
JlexkapcTBeHHasn dopma Ha3JILHBL 103UPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 17.07.2023
Batch No. / Cepusi Ne 12230656 Qty. Released / 32,160 BOT/
Kosu4ecTBo BbiNyeHo (1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakonor Mfg.License No. / luuersus na MNB/10/832
npoOM3BOACTBO (HoMep)
Inspection Lot No.u/ 040000471673 Mfg. License Date / JInueHsns Ha 30/04/2020
PerncTpanMoHHbI HOMED aHAIH32 NpPoU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (1aTa)
: GMP Compliance certificate No. / GMP-
Market / Petuox Russia / Poccia GMP cepraukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenuduxauis roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoayKra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenobanue ADC one Furoate MonohyCrale/ | s py patch No / A®C cepun Ne 23405(JM-01)-
MomerazoHa (ypoaTa MOHOTHAPAT 002
W\’Ianufactured by / Tllpoussoautens | Aarti Industrics Limited, India / Aaptu MUupacrpus Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VYJbTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or 6enoro no rnoutu Oenoro 1useta ot | [loutn 6esoro uBeTa
TOJIyNPO3PauHOM 10 Hempo3payHoNl KOHCUCTEHLMH Henpo3payHoil  KOHCHCTEHIUH

rycTas CyCIiCH3MA.

rycrast CyCleH3ss.

2. | Identification / MnenTuduranns

a) Mometasone Furoate /
MomertazoHa ¢pypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems ynepxuBaHUs OCHOBHOTO THKa

Ha  XpoMaTorpamme  HCIBITYEMOTO  pacTBopa standard preparation / Bpems
JOKHO COOTBETCTBOBATh BPEMEHH YNEPKUBAHMS | YACPKUBAHHMA OCHOBHOIO IHKa
OCHOBHOTO NUKa Ha XpOMaTOrpaMMe CTaHAapTHOTO | Ha XpOMaTorpamme
pacteopa  (cm.  pasgen  «KONMYECTBEHHOE | HCTIBITYEMOTO pacTBopa
OTIpe/IENICHUEY ). COOTBETCTBYET BpeMeHH
yIE€PKUBAHUS OCHOBHOTO NHUKa
Ha XpOMaTorpamMmme
CTaHIapTHOTO pacTBOpA.

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
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

Glenm&Rk Phone: +91-1795 249300 Fax: +91-1795 249310 email: . : .
A new way for a new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O ITIPOAYKTA
Page 2 of 8 /Ctp. 2138
Name of Product / MOMAT RINO
HaumeHoBaHue NPOAYKUMM MOMAT PHUHO

Generic name /
HenateHTOBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowMeTa3zoHa cnpeii HasalbHbIA 103UpoBaHHKIH 50 MKI/103a

Active Ingredients /
JleficTByOLIME BelllecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 11032 CrIpest CONEPXKHT: JIEHCTByIOLIeE BEIECTBO: MomeTazoHa (ypoara MOHOTHIpaT

51,72 mxr B nepecuere Ha MomertaszoHa ¢rypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / Jlata npoussoactBa | 07/2023
JIéosage form / Metered-d?se nasal spray i Crpei Date of Exp. / Fogen 10 06/2025
exapcTBeHHast gopma Ha3aJbHBIA 103MPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Bpinycka 17.07.2023
Batch No. / Cepus Ne 12230656 Qty. Released / 32,160 BOT/
KosiMuecTBO BbINYyUIEHO ¢iakoHOB
Batch size / Pazmep cepun 34,722 BOT / paakonos Mfg.License No. / Jluuensus ua MNB/10/832
Npou3BOACTBO (HomMep)
Inspection Lot NOL/ 040000471673 Mfg. License Date / JInuenszusi Ha 30/04/2020
PerucTpauMoHHbIi HOMep aHAAu3a NpoU3BOACTBO (AATA)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTudukar (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia/ Poccus GMP cepradurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C one Furoale Monohyaralel | s py patch No / ADC cepusi Ne 23405(IM-01)-
Mowmera3oHa ypoara MOHOrWIpar 002
Manufactured by / lIpoussoautens | Aarti Industries Limited, India / Aapru Unnacrpus Jlnmurex, Haans
Ne | TESTS/IIOKA3ATEJIHA LIMITS / TPEBOBAHMHSA OBSERVATIONS /
PE3YJIBTATDBI

b) Benzalkonium chloride
/ BeH3aJIKOHHA XA0pH]

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci.
and Cis in the chromatogram of the standard
solution (refer to Assay). / Ha Xpomarorpamme
HCTIBITYEMOTO PacTBOPa JOJDKHbL OOHAPYKMBATHCA
NUKHY, 1o BpeMEHaM yIOepKUBaHHUA
COOTBETCTRYIOLIME MHKaM FOMOJIOTOB OCH3AIKOHUS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci2 and
Cy4 in the chromatogram of the
standard  solution. / Ha
XpOMaTorpaMMe HUCHBITYEMOTO

xnmopuma C;p u Ciu Ha  XpoMaTorpamMme | pacteopa o6Hapy>XHBaIOTCA
CTaHaapTHOTO pacTBopa (CM. pasznen NHUKH, 1o BpeME€HaM
«KonuuecTBeHHOE onpeﬂeneﬂue»). yaepxKuBaHusa
COOTBCTCTBYIOLIME MHUKaM
roMOJIOTOB OeH3aIKOHUA
xmopuga Ciz u  Ciy  Ha
) LB XpoMarorpamMme CTaHaapTHOTO
’9’&’ £ p;:)“\““ ; pacTBopa.
3. | pH ~Jname 2~ From 4.30 to 4.90 / Ot 4,30 110 4,90 4.68/4,68

4. | Density / IlnoTHocTb

From 0.950 to 1.050 g/cm® /
Ot 0,950 no 1,050 r/cm?

1.017 g/em® / 1,017 r/em?

5. | Viscosity / Bsazkoctb

From 30 to 130 ¢cPs/ Ot 30 go 130 cIlz

48.7 cPs /48,7 cll3

Prepared By / loarorosun Checked By / Tlposepus Approved By / Ono6pun
Signature / Illoanucs é'—» 4
!
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A pew 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: . . 3. :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A T'OTOBOI'O HPOAYKTA

Page 3 0f 8 /Crp.3m3 8

Name of Product /
HauMeHOBAHNE NPOAYKLHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTa3oHa cnpeii HazalbHBIN [103MpoBaHHbIH 50 MKI/1032

Active Ingredients /
JielicTByOLIIHE BelleCTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 032 crpest CONEPKHUT: AeiicTRyIOmEe BelecTBo: MoMeTasoHa ¢ypoara MOHOTHADAT

51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / Jo3upoBKa 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npou3BoacTBa 07/2023
Dosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / [oien 20 06/2025
JlekapcTBenHasi opma HA3AIBHBIA 103UPOBaHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Boinycka 17.07.2023
Batch No. / Cepnsi Ne 12230656 Qty. Released / 32,160 BOT/
KosinuecTBO BBITYIIEHO (akoHOB
Batch size / Pazmep cepun 34,722 BOT / dnakonos Mfg.License No. / Jluuensns ta MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471673 Mfg. License Date / JIuuensust ua 30/04/2020
PerncrpaunoHHbIil HOMEP AHAJAU3A NpOU3BOACTBO (1aTa)
Package size / Y nakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aaTa)
: GMP Compliance certificate No. / GMP-
Market / Peisok Russia / Poccus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C one b uroate VONOWyCratel | s py Batch No / A®C cepus Ne 23405(JM-01)-
Momera3zoHa (pypoara MOHOTHAPAT 002
Manufactured by / Tipoussoautens | Aarti Industries Limited, India / Aaptu Hunactpns Jlumuren, Unnus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg

OcMOASJILHOCTD

Ot 250 no 350 MOcm/kr

292 MOcM/Kr

7. Net content / Macca
coaepxumMoro ¢giaxkona

Not less than 18 g/ He menee 18 1

182g/182¢

8. | Number of deliveries per
container / KonndgectBo
03

Not less than 120 doses (discard the first pumping)
/ He menee 120 no3 (He cuuTas NEpBUIHYIO
NPOKa4Ky)

169 doses / 169 no3

9. | Pump delivery /
Macca 10361

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

WuauBuayanbHas Macca ao3bl: ot 85 % no 115 %
oT TCOPETH‘IGCKOﬁ MACChI JO3bI;

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

Cpenuss Macca 1035l 0T 90 % 10 110 % ot
TEOPETHUECKOM MacChl 1O3bI

Minimum / MunumymMm: 94.4%
Maximum / Makcumym:108.0%
Average / Cpennee: 105.3%

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

Phone: +91-1795 249300 Fax: +91-1795249310 email: ;o0 oo Covm it

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 4 of 8/ C1p. 413 8

Name of Product /
HaumeHoBaHHe NpoaAYKLUUH

MOMAT RINO
MOMAT PUHO

Generic name /
HeﬂaTeHTOBaHHOC HaAaHMEHOBaAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cnpeii HazaibHbIN 103upoBaHHbIA 50 MKI/ 1032

Active Ingredients /
HeiicTByrolne BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cnipes COACPKUT: AekCTBYIONIEE BellecTBO: MoMeTa3oHa ¢ypoaTa MOHOTUIpAT
51,72 mkr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / Jo3upoBka 50 meg/dose / 50 mkr/noza Date of Mfg. / laTa npoussoacTsa 07/2023
Dosage form / Metered—dvose nasal spray i Crpeit Date of Exp. / Cones 110 06/2025
JlekapcTBeHHasi popma HasaJIbHbIA J03UPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTra BbImycka 17.07.2023
Batch No. / Cepust Ne 12230656 Qty. Released / 32,160 BOT/
KonuuecTBO BBINYIIEHO (1akoHOB
Batch size / Pasmep cepun 34722 BOT/ praxonos Mfg.License No. / Jluuensust ua MNB/10/832
NMpou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471673 Mfg. License Date / JIuuensust Ha 30/04/2020
PerucrpaliMoHHbIH HOMep aHAJHM3A NMPOU3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduiar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunudukauus rorosoro SPC-CC-063688 Reference STP No. / CTIN Ne 040944
npoaykra Ne
MFM-

API name / Haumenoanue A®C

Mometasone Furoate Monohydrate/
Mowmeraszona ¢ypoara MOHOTHApAT

API Batch No / ADQC cepua Ne

23405(JM-01)-
002

Manufactured by / [lpousBoauTenn

Aarti Industries Limited, India / Aaptu MUnnactpus Jlumuren, Mnaus

Ne | TESTS/IIOKA3ATEJIA

LIMITS / TPEBOBAHHUAA

OBSERVATIONS /
PE3YJIBTATDI

10. | Particle size /
Pasmep yactun

Particles < 10um in size: Not less than 90%
Yactun pazmepom < 10 mxM — He Menee 90 %;

Particles < 30pm in size: 100%

Yactuu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuusl pazmepom > 30 MKM — JOTKHBI

OTCYTCTBOBATH

100.0% / 100,0%

100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeanMeHTALlHOHHAS
YCTOHYHBOCTD

Not less than 5 min / He MeHdee 5 MuH.

Complies /
CoOTBeTCTBYET

Prepared By / MoaroTosus

Checked By / Ilposepua

Approvigd By / Ogo6pua

Signature / Iloanucy
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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: © -

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O IIPOJAYKTA

Page Sof 8 /Crp.5u3 8

Name of Product /
HaumeHoBaHnue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
Hel’laTeHTOBaHHOC HauMEHOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerasoHa cipeit HasanbHbIM 103MpOBaHHLIA 50 MKI/103a

Active Ingredients /
JeficTByloliMe BellecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cripest CoepKuUT: ZEHCTBYIOUIECE BeLecTBO: MoMeTazoHa (lypoaTa MOHOTUAPAT

51,72 mxr B nepecuere Ha Momeraszona ¢gypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npou3ssoacTea 07/2023
Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Coxen 10 06/2025
JlekapcTBennas dopma HA3a/IbHBIH 103UPOBAHHbI
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara sbinycka 17.07.2023
Batch No. / Cepus Ne 12230656 Qty. Released / 32,160 BOT/
KosnuecTBO BbINylieHO ¢rakoHOB
Batch size / Pasmep cepun 34,722 BOT / drakoHos Mig.License No. / Jlauensusi ua MNB/10/832
NpPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000471673 Mfg. License Date / JIuuensusn na 30/04/2020
PerucTpauyoHHbIi HOMEP aHAIM32 MPOH3BOACTBO (JaTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruuicar (1ata) 18/06/2020
- GMP Compliance certificate No. / GMP-
Market / PuiHok Russia / Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauusi roreBoro SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoaykra Ne
MFM-

API name / Haumenosanne A®C

Mometasone Furoate Monohydrate/
MowmetaszoHa gypoara MoHorMApar

API Batch No / A®DC cepusi Ne

23405(JM-01)-
002

Manufactured by / Hpoussoaurenn

Aarti Industries Limited, India / Aapru Unnacrpus Jlumures, Uuaus

Ne | TESTS/IIOKA3BATEJIA

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJBbTATBI

12. | Impurities / Ilpumecu

Impurity 8 DM /
[Ipumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / Equnmanoii
HEeUAEHTUULIMPOBAHHOM
IpUMecH

Total impurities /
CymMbl ipuMeceii

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

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6osee 0,20 %

0.01%/ 0,01%

0.04%/ 0,04%

Not Detected/ He o6Hapy»xeHo

Not Detected/ He o6unapyxeno

0.16%/0,16%

Prepared By / lloarorosua Checked By / [IpoBepua Approved By / OnoGpua
Signature / loanucn df——v éﬁ(
Date / JlaTa /S’/a?/lolj iy‘}»’\\n] \%‘Mwﬂb
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kun‘!ar (‘Jarg
Designation /
JlomKHOCTS Officer-QA Officer-QA Asst. Manager - QA
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, Indla

Phone: +91-1795 249300 Fax: +91-1795 249310 email:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIN3A 'OTOBOI'O ITPOAYKTA

Page 6 of 8/ Ctp. 6 3 8

Name of Product /
HaunmeHoBanune npogykumnu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBaHHOE HAMMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerazoHa clipeli Ha3aIbHBIA 103MpOBaHHbIHA 50 MKI/1032

Active Ingredients /
JeiicTBylomne BewecTBa

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

1 no3a cnipes conepxur: gelicTeyoulee Beectso: Momerasona ¢ypoara MOHOTHAPAT

51,72 mkr B nepecyere Ha Momerasona dypoar 50,00 Mxr

Furoate Monohydrate 51.72 mcg as

Strength / Jo3uposka 50 mcg/dose / 50 mkr/no3za Date of Mfg. / laTa npousBoacTBa 07/2023
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Foxen a0 06/2025
JlekapcTBenHas gpopma Ha3aIbHbIH IO3MPOBAHHAIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 17.07.2023
Batch No. / Cepus Ne 12230656 Qty. Released / 32,160 BOT/
Kosin4ecTBO BbIiyi1eHO (1akoHOB
Batch size / Pasmep cepu 34,722 BOT/ draxonos Mig.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMeP)
Inspection Lot No.“/ 040000471673 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpaunoHHbIi HOMep aHAAM32 NpPOM3BOACTBO (1aTa)
: GMP Compliance certificate Date /
18/06/202
Package size / YnakoBka 120 Doses / 120 no3 GMP cepruukat (1a1a) 6/2020
: GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccust GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune A®GC jroate M ONONYCIAh | API Batch No / ADC cepus Ne 23405(JM-01)-
Mowmera3zona dypoara MOHOTHApAT 002
Manufactured by / IlpoussoauTens | Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Unaus
Ne | TESTS/HOKA3ATEJIH LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbBTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauajio:

and Uniformity of
Delivered Dose / Cpexusis
AocTaB/siemast 103a U
OJHOPOIHOCTH
ROCTABJASIEMOIi A03bI

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 shouid 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 Gonee 2 u3 20 103 (10 HavansHbIX 103 ¥ 10 KOHEUHBIX 103)
MOryT MMETb OTKJOHEHHE OT CPEJHEro 3HadeHus Oonee yem
+20%, v HM oAHA 1033 HE IODKHA MMETh OTKAOHEHUE OT
CpeaHero 3Hauenns Gonee yem + 25 %. CpenHee 3HaucHue He
JOKHO MIPEBBINIATh + 15 % OT 3aABIEHHOTO.

Ecam ot 3 no 6 103 umeror otknoneHus Gonee yeM + 20 %, HO
MeHEe 4eM £ 25 %, To ucTIBIThIBAIOT crieaytotue 20 (GakoHoB.,
He 6onee 6 13 60 103 MOTYT HMETb OTKJIOHEHHE OT CPEAHEro
3HaueHus 6osiee eM = 20 %, ¥ HU OZIHA 7034 HE JOKHA UMETh

OTKJIOHEHHE OT CpeaHero 3HaveHus 6onee yem + 25 %. Cpennee | oy
3HAYEHHME KAKI0ro ONpeae/ieHUst HE AODKHO NpeBsiuaTs + 15 %

OT 3aABACHHOIO.

Minimum / MunumyMm: 93.4%
Maximum / Maxcumym:105.5%
Mean / Cpeanee:100.0%

END / Konen:

Minimum / MuanMyMm: 97.9%
Maximum / Makcumym:101.9%
Mean / Cpeanee: 100.0%

Prepareg-By / Hoarotosuna Checked By / [1posepus Approved By / Oao6pua
Signature / Tloanuce /y/ (_,9/ Cﬁ/
[ § [
Date / Jlata 1 &)07 1 2013 | 7\ N \9‘7/9/’%
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Ku al Garg
Desi :
esignation / Officer-QA Officer-QA Asst. Manager - QA
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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: ;... .

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHHe NpoayKUU

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenTtoBanHoe HAUMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa cipeil HazalbHbIH 103upoBanKbii S0 MK/ no03a

Active Ingredients /
JelicTByloize BellecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cripest conepkuT: AeHCTRYIOLIEE BelnecTBo: MoMerasoHa dypoara MOHOrHApaT
51,72 mxr B niepecyere Ha Momerasona ¢ypoar 50,00 mxr

Strength / Jo3upoBka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / laTa npousBoacTsa 07/2023
Dosage form / Metered-dvose nasal spray { Crpeii Date of Exp. / Conen 0 062025
JlexapcTBenHast dpopma Ha3allbHbIA 103UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata Boinycka 17.07.2023
Batch No. / Cepust Ne 12230656 Qty. Released / 32,160 BOT/
KoanyecTBo BhInyiexo ($nakoHoB
Batch size / Pasmep cepun 34,722 BOT/ draxonos Mig.License No. / JIuuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471673 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpauuoHHbiil HOMep aHAIH3A NMPOU3BOACTBO (AaTa)
Package size / Ynakxoska 120 Doses / 120 ao3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (1ata)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP ceprudmicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauus rotoBoro SPC-CC-063688 Reference STP No. / CITN Ne
040944
npoaykra Ne
Momet Furoate Monohydrate/ MFM-
API name / Haumenobanue A®GC ometasone buroate Vlonohydralel |\ py gageh No / A®C cepusi Ne 23405(JM-01)-
Mowmera3zona (bypoaTa MOHOIruapar 002
Manufactured by / IIpoussoaurens | Aarti Industries Limited, India / Aapru Unnactpus Jiumuren, Wunus
Ne | TESTS/TIOKA3ATEJHU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
14 | Microbiological Purity / MukpoGHoloOru4eckas 4ucToTAa
Total aerobic microbial Not more than 10 cfu per Iml of the product / He Less than 10 cfu/ml /
count / O01ee yucno 6osee 102 KOE B 1 ma npenapara Menee 10 KOE/mn
a3po0HbBIX
MHKPOO
KpPOOpPraHHU3MOB L
Total yeast and moulds Not more than 10! cfu per 1 m! of the product / He Less than 10 cfy/@l%ﬂ ! N
count / Oburee 4ucno Gonee 10! KOE B 1 M npenapaTta Menee 10 KOE/mn
JAPOXOKEBBIX U TUICCHEBBIX *
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / Otcyrcteue B 1
MJI mpemnapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTBHe B 1
MJ Iipenapata
15. | Assay / KonndecTBeHHoOe onpeaesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 103.1%/103,1%
MomertasoHa ¢ypoar 85,0 % nmo 115,0 % ot 3asBNneHHOro COAEpIKaHUs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 101.4% /101,4%
bensankoHus xnopun 80,0 % 1o 120,0 % oT 3asBNeHHOr0 COJiepKaHus

Prepared\By / lloarorosua

Checked By / IIposepun

Approve

By / Ono6pun

Signature / Iloanuce,
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T
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kuthar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JLoJIKHOCTD

FCM/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
g Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: -} :
glenmark

A new way for & oew wotld

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AHAJIU3A TTOTOBOI'O IPOJAYKTA

Page8of 8 /Ctp.8u3 8

Name of Product/ MOMAT RINO
HaumeHoBaHue NpoAYKUUHT MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTeHTOBAHHOE HAMMEHOBAHKE Momera3zoHa cripeit Hasa/bHbLH J031poBaHHbIi 50 MKI/ 1032

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByloLIHe BeLIECTBA 1 n03a cripest CoAepXKUT: AeHCTBYIONIEe BEIECTBO: MoMeTa3oHa dypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 Mxr
Strength / losupoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoactea | 07/2023
Dosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Coxet 110 06/2025
JlekapcTBeHHas ¢gopma Ha3aJIbHbIH 103WPOBAHHBIN
Product code / Kog npoaykra SRUO30007E040401DK Date of release / lata Beinycka 17.07.2023
Batch No. / Ceprsi Ne 12230656 Qty. Released / 32,160 BOT/
KoJinuecTBO BbINYLIEHO (naxoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mig.License No. / Tuuetsusi na MNB/10/832
TIPOH3BOACTBO (HoMep)
Inspection Lot No.v/ 040000471673 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauHoHHbIi HOMep aHAJIN3a NPOM3BOACTBO (JaTa)
Package size / Ynakossa 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/,¢ 54
GMP ceptudukar (nata)
: GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepruduar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudpuxanus roroBoro SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne AO®C ¢ ruroate MOnohydratel | s py Batch No / A®C cepusi Ne 23405(JM-01)-
Mowmeraszona ¢ypoara MOHOTHApAT 002
Manufactured by / IlpousBoautens | Aarti Industries Limited, India / Aaptu Unaactpus Jiumuren, Muaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDHI

16. | Package Size / Ynakoska | 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. /
Mo 120 no3 cycneHsud BO (QUakoHe U3 TMOJUITUIECHA Bblcoxgﬁ
JO03UPYIOILMM YCTPOHCTBOM U KOJMAYKOM U3 MOJUITHIEHA Bb:/xon
rakoHy BMeCTe ¢ HHCTPYKLHeH Mo METULMHCKOMY PUMEHEHMIO B

Any deviation/Incident/OOS: Non-applicable
OT1kioHennst/necooTBeTcTBU/QOOC: HE NPUMEHUMO

been manufactured 1nclud1ng packaging and quality control at the abovementioned site in full com BEE)

requirements of the local Regulatory Authority and with the normative document no. JIII- N°(001710) (‘151" -RU) dt.
23.01.2023 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.”

3aKi04eHHe O COOTBETCTBHUHM: HACTOSIIUM TMOATBEPXKIAIO, YTO TMpeJCTaBICHHAas Bbllle HHGPOPMALMA SABJIAETCS
goctoBepHoit U TouHoil. auHas cepus ObUia mpou3sBeaeHa (BKIKOYAA YIAKOBKY/MapKHPOBKY W KOHTPOJb KauecTBa) Ha
yKa3aHHOH Bbliie MPOU3BOJCTBEHHOH IUIOLIafke B MOJHOM COOTBETCTBUM ¢ Tpebosanmsamyu Hannexamen
[MpousBoactenHoi [Ipaktnkn (GMP) JoKalbHBIX PEryisATOPHBIX OPraHoB ¥ TPeOOBAaHUAMH HOPMATHBHOM JTOKYMEHTAlMU
JII-Ne(001710)-(PT-RU) ot 23.01.2023 pna peiHka Poccuu u yTBepkAeHHol cneundukaumeidn Ne SPC-CC-063688.
TIpoTokONEl NMPOM3BOACTBA, YMAKOBKM M TMOKazaTell KadecTBa NaHHON cepuu OBbIIM NpOaHAIM3MPOBAHBEI U ClENaHO
3aKJTIOUEHHE, YTO OHH COOTBETCTRYIOT Tpebopanmsam Hannexameit [poussoacteenHoii [Ipakruku (GMP).
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