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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

CEPTH®UKAT AHAJIU3A IT'OTOBOI'O INIPOAYKTA

Page 1 of § /Ctp. 1 u3 8

Name of Product /
HaumeHoBaHKe NpolyKLIUU

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3ona cnpeii HazaabHblH f0o3vpoBaHHbli 5O MK/ 1032

Active Ingredients /
JeiicTBylomye BemecTea

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes coaepxut: ASHCTBYIOLIEE BelecTBO: MoMerasoHa ¢gypoaTa MOHOrMapar

51,72 mxr B nepecyere Ha MomertazoHa ¢ypoat 50,00 Mkr

Strength / Josuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npousBoacTBa 07/2024
gosage form / Metered-dvose nasal spray f Cnpeit Date of Exp. / Fonen 10 06/2026
ekapcTBeHHast popma Ha3aJIbHbIA JO3WPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa BoIinycka 26.07.2024
Batch No. / Cepus Ne 12240756 Qty. Released / 19,360 BOT /
KoJin4ecTBO BbINYLEHO ¢1akoHOB
Batch size / Pasmep cepun 20,833 BOT / dnakoHos Mfg.License No. / Jluuensus ua MNB/10/832
- APOU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000536808 Mfg. License Date / JInuensun Ha 30/04/2020
PerucrpaunoHHbIii HOMep aHAIH32 NpoMU3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudpukat (nara)
: GMP Compliance certificate No. / GMP-
Market / Poitok Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoayxkta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune A®C uroate VIononyaratel | s py gatch No / A®C cepun Ne 23425(JM-01)-
Mowmera3zona ¢pypoara MOHOrMApaT 001

Manufactured by / TIpoussoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Maaus
Ne | TESTS/HTOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /

' PE3YJIBTATBI
1. | Description / Onucanue White to off white thick suspension - of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Or Oenoro mo noutd Oejloro 1Bera oOT
TIOJTYIPO3paYHOl 10 HENPO3pauHOit KOHCHCTEHLIMU
rycras cycreHsus.

non-transparent consistency. /
IToutn 6enoro LBETA
HENPO3pauyHOll  KOHCHCTEHLHUH
rycTast CyCleH3usl.

2. | Identification / MpenTnukanus

a) Mometasone Furoate /
Mowmetasona ¢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). / BpeMsi yaep>XHBaHHS OCHOBHOIO NHKa
Ha  XpOMaTorpamMme HCIBLITYEMOrO  pacTBOpa
JOJKHO COOTBETCTBOBATb BPEMEHM YAESPIKHBaHMA
OCHOBHOI0 NMHKa Ha XpOMaTorpaMMe CTaHAapTHOro
pacteopa  (cM.  pazmen  «KonudyecTBeHHOE
OTIPEICJIEHUEN).

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
yIEPKUBAHUS OCHOBHOTO ITHKA
Ha XpoMaTorpamme
HCTIBITYEMOTO pacTeopa
COOTBETCTBYET BpEMEHH
yIOEeP)XUBaHUA OCHOBHOTO MMKa
Ha XpoMaTorpamme
CTaHJAPTHOTO pacTBopa.

PreparﬁABy / IloaroToBuUJI Checked By / IIposepun ApprovegyBy / OnoGpun
Signature / Moanucs L¥38)
e [ & o
ate / JlaTa SARCIARY Lal/L( 1 ) .Q(}fp(]} e
Name / ®HO Yogesh Kumar Mehta Atul Kumar -

Kamal Kishore

Designation /
JomkHOCTH

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page 2 of 8 /Ctp.2u3 8

Name of Product /
HaumeHoBaHue npoayKuuH

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenToBaHHoe HAMMeHOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTasoHa cripeii HasaIbHBIH 103MpoBaHHLIA 50 MKI/a03a

Active Ingredients /
JelicTBylowmme BeulecTsa

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 coaepxuT: AeficTBylollee selectso: MoMerasoHa ¢ypoaTta MoHOTHIApAT

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

Strength / Jo3npoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTta npousBoacTea 07/2024
Dosage form / Metered—duose nasal spray { Cnpeit Date of Exp. / [onen 10 06/2026
JlekapcTBeHHan dopma Ha3aJ1bHBIM 103UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTta Boinycka 26.07.2024
Batch No. / Cepust No 12240756 Qty. Released / 19,360 BOT/
KoJnuecTBO BLINYMEHO (1akoHOB
Batch size / Pasmep cepun 20,833 BOT / dnaxomos Mfg.License No. / Jluuewsust na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.u/ 040000536808 Mfg. License Date / Jinuensus na 30/04/2020
PerucTpaunouHeiit HoMep aHajin3a NMpOoH3IBOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aava)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roToBoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C troate VIONOWCIAer | s p1 Batch No / A®C cepusi Ne 23425M-01)-
Mowmerta3oHa ¢ypoara MOHOTUAPAT 001
Manufactured by / Iponssoaurtean | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe JInmuren, Mnaus
Ne | TESTS/TNIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBHI

b) Benzalkonium chloride
/ BEH3AJIKOHHUSI XJI0PUA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C)»
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTorpamme
HCIBITYEMOTO pacTBOpa AOJKHB! OOHApYKUBaThCA
TIVKH, no BpEMEHaM yIAep>KMBaHUs

, COOTBETCTBYIOUIHUE TMKAM I'OMOJIOTOB OeH3aIKOHUS

xiopuga Cp» u Ci4  Ha  XpoMmaTorpamme
CTaHAapTHOTO pacTtBOpa (cm. pasnen
«KonuiecTBeHHOE OnpeneaeHue»).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;; and
Cy4 in the chromatogram of the

standard  solution. / Ha
XpOMAaTorpaMMe HCIBITYEMOTO
pacTtBopa obGHapyxuBalTcs
[THUKH, no BpEMEHaM
yAEPKUBAHUA

COOTBETCTBYIOHIHE MYMKaM
TOMOJIOT'OB OeH3aJIKOHUs

xnmopupga Ci2 u Cuu Ha
XpOMAaTorpaMMe CTaHAapTHOrO
pacTBOpa.

w

pH

From 4.30 t0 4.90 / O1 4,30 10 4,90

4.604 /4,604

4. | Density / ILnoTHOCTB

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

1.013 g/cm®/ 1,013 r/em®

5. Viscosity / BsaskocTh

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

43.7 cPs /43,7 clI3

Prepared By4 Iloarotosua Checked By / IIpoBepua Approved, By / Onobpua
Signature / Iloanucey (ﬁ} \K)\S_ﬂ/
Date / lata altA \ Lo) Y SNl PN &(”Q(),M'M'L
Name / ®DUO Yogesh Kumar Mehta Atul Kumar .

Kamal Kishore

Designation /
Jo/KHOCTD

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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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, [ndia

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

CEPTH®UKAT AHAJIU3A TOTOBOT'O INIPOAYKTA

Page3of 8 /Crp.3u38

Name of Product /
HaumeHnoBaHue NpoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3oHa cripeii Ha3abHbIH 1031MpOBaHHbIN 50 MKI/103a

Active Ingredients /
JeiicTByrouine Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpest cozepxuT: JAeHCTRYIONIeE BellecTBO: MoMeTazoHa (ypoara MOHOrHApaT

51,72 mkr B nepecuere Ha MoMerazona dypoar 50,00 mxr

Strength / Jozuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacta | 07/2024
Dosage form / Metered-dyose nasal spray i Cripeit Date of Exp. / TConen 10 06/2026
JlexapcTBenHas popma Ha3QIbHBIN 103UPOBAHHBII
Product code / Koa npoaykra SRU030007E040401 DK Date of release / /laTa Bbinycka 26.07.2024
Batch No. / Cepus Ne 12240756 Qty. Released / 19,360 BOT/
Ko./iu4ecTBO BBINYLIEHO (1akoroB
Batch size / Pasmep cepuu 20,833 BOT / dnakonos Mfg.License No. / Jluuensust ua MNB/10/832
pou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000536808 Mfg. License Date / JInuen3us Ha 30/04/2020
PerucTpaunoHHbiii HOMep aHaJIn3a NPOM3BOACTBO (1aTa)
Package size / Ynakobka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudnkar (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus roToBoro SPC-CC-063688 Reference STP No./ CIIN Ne i
040944
npoaykra Ne
MFM-

API name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
Mowmera3zoHa ¢pypoara MOHOTHAPAT

API Batch No / A®C cepusa Ne

23425(JM-01)-
001

Manufactured by / [lpoussoaurtens

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Mnaus

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
] PE3YJbTATDBI
6. | Osmolality / From 250 to 350 mOsm/Kg 290 mOsm/Kg
OcMOAIBLHOCTD Ot 250 mo 350 MOcm/kr 290 MmOcm/kr

7. Net content / Macca
cogepRuMoro JyraKkoHa

Not less than 18 g/ He menee 18

183 g/18,3r

8. | Number of deliveries per
container / Konuyecrso
103

Not less than 120 doses (discard the first pumping)
/ He meHee 120 no3 (He cunTas NepBUYHYIO

NIPOKAUKY)

154 doses / 154 no3

9. | Pump delivery /
Macca 103b1

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

theoretical dose mass /

WHauBnayanbHas Macca g03bl: o1 85 % 1o 115 %

oT TeOpeTquCKOﬁ MaccChl A035bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpeanss mMacca 103bl: 0T 90 % 10 110 % ot

Teopemqecxoﬁ MaccChl AO3LbI

Minimum / Munumym: 98.6%
Maximum / Makcumym:106.4%
Average / Cpennee: 103.5%

Approved By / Opo6pua

Prepared By / Iloarorosua Checked By / [Iposepun
Signature / [Toanuce (——)——’ %UW
i
Date / laTa L "\ Lol\ = |
21\ o\ Lolly ~ate7 N 29187 | Ny
Name / ®HO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
JoJskHoCTh

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A TOTOBOT'O ITPOAYKTA

Page40of8/Crp.4u38

Name of Product / MOMAT RINO
HaumeHoBaHHe NpoayKUHYU MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHToBaHHOe HanMeHoBasne | MowmerasoHa cnipeil HazaibHbIH 1031poBaHHbli 50 Mxr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTByioine BelecTBa 1 1032 cripes COAEePUT: NEHCTBYIoMIEe BelecTBo: MoMeTaszoHa (yypoaTa MOHOIUAPAT
- 51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npou3BoacTBa 07/2024
gosage form / Metered-df)se nasal spray i Crpei Date of Exp. / Tonen 10 06/2026
ekapcTBeHHasi popma Ha3aJIbHBIA AO3MPOBAHHBINA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata BoInmycka 26.07.2024
Batch No. / Cepus Ne 12240756 Qty. Released / 19,360 BOT /
Koan4ecTBo BLINYIIEHO ($1aKOHOB
Batch size / Pasmep cepun 20,833 BOT / dnakoHoB Mig.License No. / Jluuen3ust ta MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536808 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauyoHHbIil HOMep aHaJIH3a NpoU3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptndukat (aata)
. GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccus GMP cepruduiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxauns rorosoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue ADC & Onydratel 4 s py Batch No / ADC cepus Ne 23425(1IM-01)-
Mowmerazona dypoara MOHOTHApaT 001
Manufactured by / Ipoussoautens | Aarti Pharmalabs Limited, India/ Aapta ®apmana6e Jlamuren, Uuaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
] PE3YJbTATHI
10. | Particle size / Particles < 10pum in size: Not less than 90% 100.0% / 100,0%
Pa3zmep uacTHL YacTuy pasmepom < 10 Mxm — He MeHee 90 %;
Particles < 30um in size: 100% 100.0% / 100,0%
Yactuu pazmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTuust pazMepoM > 30 MKM — JOJIKHBI
OTCYTCTBOBAThb
11. | Sedimentation Stability / Not less than 5 min / He Menee 5 MuH. Complies /
CeauMeHTalHOHHAS CooTBeTCTBYET
YCTOHUHBOCTD
Prepared By / Iloarorosua Checked By / IIposepua Approved By,/ OnoGpun
Signature / Iloanuck ﬁ.—-—- _ \M(}’)w
[ g
Date / lata 21 g\ 7/01/\,] . Id"""\ Z(, ' \’J(‘ ‘)M
Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
JoKHOCTE Deputy General Manager — QA

FCM/QA054/08.00
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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: glenmark@bom?2.vsnl.net.in

CEPTHOUKAT AHAJIU3A T'OTOBOI'O ITIPOAYKTA

Page 5 of 8 /Crp. 513 8

Name of Product /
HauMeHoBaHUe npogyKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
| HenaTeHTOBAHHOE HAWMEHOBaHHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momera3oHa cripeit HasallbHbIH 103MpoBaHHbIH 50 MKI/1032

Active Ingredients /
JleficTByI0UIHE BellleCTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3za CIIpCs COACPKHUT: Zlel‘//lCTBy}OLUCC BeLIECTBO: MoMeTa30Ha (bypoaTa MOHOTrHApar

51,72 mxr B niepecyere Ha MomerasoHa dypoar 50,00 Mxr

Strength / To3upoBka 50 mcg/dose / 50 mkr/go3a Date of Mfg. / lata npousBoacTea 07/2024
Dosage form / Metered-df)se nasal spray i Cnpeii Date of Exp. / Fonen 10 06/2026
JlekapcTBeHHasi popma Ha3abHbIH 103UPOBAHHBIN
Product code / Koa npoayxra SRU030007E040401DK Date of release / [laTta Bbinycka 26.07.2024
Batch No. / Cepusi Ne 12240756 Qty. Released / 19,360 BOT/
KosnuecTBo BbinyuieHo (haakoHOB
Batch size / Pasmep cepun 20,833 BOT / dnakoHos Mg.License No. / Jluueusust na MNB/10/832
NPoU3BOACTBO (HOMep)
Inspection Lot No.u/ 040000536808 Mfg. License Date / JInuen3us na 30/04/2020
Perucrpaunotnblii HoMep aHaju3a NpOoU3BOACTBO (1aTa)
Package size / Ynaxosxa 120 Doses / 120 5103 GMP Compliance certificate Date / |, ¢/,c07q
GMP cepruduxar (nata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudmicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
MFM-

API name / HaumenoBanne AD®C

Mometasone Furoate Monohydrate/
Mowmera3zona ¢pypoara MoHoruapar

API Batch No / AD®C cepus Ne

23425(IM-01)-
001

Manufactured by / IIpoussoauTtenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Huaus

Ne | TESTS /TIOKA3ATEJIM

LIMITS / TPEBOBAHHA

OBSERVATIONS /
PE3YJIbTATBI

12. | Impurities / Ilpumecu

Impurity 8 DM /
Ipumecu § DM

Impurity DMC /
Ipumecu DMC

Impurity D /
IMpumecu D

Any individual unspecified
impurity / Enusu4roM
HeUAeHTH)ULHPOBAHHO
IpUMecH

Total impurities /.
CyMMBI TpuMeceit

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

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

Not more than 0.20 % / He Gonee 0,20 %

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

Not more than 0.60 % / He 6ousee 0,60 %

0.01% /0.01%

0.05%/ 0,05%

Not Detected/ He obHapyxeHo

Below LOQ /Huxe ITIKO

0.14%/0,14%

'Prepar/eﬁ‘?ay / IMoaroToBua Checked By / IIpoBepua Approved By, Ogo6pua
Signature / loanuce ' /
: 5 r P
Date / Mlara 2000\ Lo L7 ) 172v1lneny
Name / ®PHO Yogesh Kumar Mehta Atul Kumar .
Kamal Kishore

Designation / Officer-QA Sr. Officer-QA

JoAKHOCTS Deputy General Manager — QA

FCM/QA054/08.00
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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
CEPTUD®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page 6 of 8 / C1p. 6u3 8

Name of Product /
HaumeHoBaHHe NPoayKUUH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa cripeil HasalbHBIN J03HpoBaHHbIH 50 MKI/1032

Active Ingredients /
JeiicTByromue semecTa

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

1 1033 cTIpest COAEPIHUT: AcHCTBYOMEE BelecTBo: MomeTrazona ¢ypoara MoHOrHapaT

51,72 Mkr B nepecuete na Momerasona ¢ypoar 50,00 Mkr

Furoate Monohydrate 51.72 mcg as

Strength / losnpoBka 50 mcg/dose / 50 mkr/103a Date of Mfg. / lata npon3soacrea 07/2024

Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Foner 10 06/2026

JlekapcTBeHHast popma Ha3aJibHbIA J103UPOBaHHbIH

Product code / Koa npoaykTta SRU030007E040401DK Date of release / /lata Bbinycka 26.07.2024

Batch No. / Cepust Ne 12240756 Qty. Released / 119,360 BOT/

Kosin4yecTBO BbINYIEHO ¢$nakoHoB
Batch size / Pasmep cepun 20,833 BOT / drakonos Mifg.License No. / Jluuensus Ha MNB/10/832
npou3BOACTBO (Homep)
Inspection Lot No.“/ 040000536808 Mfg. License Date / JInuenzust Ha 30/04/2020
PerucrpauyoHsblil HoMep aHaIM3a nNpou3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnaxoBka 120 Doses / 120 no3 GMP ceprudukar (1ata) 18/06/2020
: GMP Compliance certificate No. / GMP-

Market / Poinok . Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cneuudukauus roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate ) onofiydra API Batch No./ A®C cepus Ne 23425(JM-01)-
Mowmertazona ypoara MOHOTHAPAT 001

Manufactured by / Ilpouspoautens | Aarti Pharmalabs Limited, India/ Aapru Papmaiabe Jlnvuren, Huaus

Ne | TESTS/IIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATbHI

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

and Uniformity of
Delivered Dose / Cpeanss
aocTapisiemasi 103a H
OTHOPOJHOCTL
JAOCTaBJIsSIeMOii N03b1

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 w3 20 103 (10 HavanbHBIX 103 ¥ 10 KOHEUHBIX 103)
MOTYT MMETb OTKJIOHEHHE OT CpeAHero 3HaueHua Gonee ueM
+20%, ¥ HM OIHA 1032 HE JO/DKHA MMETh OTK/IIOHCHHE OT
cpenHero 3HaueHus Goiee uem + 25 %. CpeaHee 3HaYCHUE HE
JIOJDKHO nipeBblmath = 15 % oT 3asBeHHOrO.

Ecau ot 3 10 6 103 UMEIOT OTKJIOHEHHUs Oonee yeM £ 20 %, HO
MeHee ueM = 25 %, TO HCTBITBIBAIOT crieaytonie 20 GprakoHoB.
He Gonee 6 n3 60 103 MOTYT UMETh OTK/IIOHEHHE OT CPCAHETO
3rayeHHsA Gosee yeM £ 20 %, 1 HY 0JHA J03a HEe JO/DKHA UMETH
OTKJIOHEHHE OT CpeaHero 3HadeHus Gonee yem + 25 %. Cpennee
3HAYEHHE KDKAOTO ONpeeNeHus He J0JDKHO NpeBblmath + 15 %
OT 3asBJIEHHOTO.

Minimum / Muaumym: 96%
Maximum / Makcumym: 104%
Mean / Cpennee:100%

END / Koneu:

Minimum / MunumymM: 98%
Maximum / Makcumym:103%
Mean / Cpennee: 100%

Prepared By / Iloarotosua

Checked By / IIposepun

Signature / Iloanuce

o

Approved By / OnoGpna
1

Date / Jarta NN \)/ﬂ/\,\ -2 101/4/-\ ,2(]‘“‘7’{}/0/\/\4
Name / ®DUO Yogesh Kumar Mehta Atul Kumar Kamal i(ish(;re
Designation / Officer-QA Sr. Officer-QA

JonxkHOCTL

Deputy General Manager — QA

FCM/QA054/08.00




glenmark

A new sy for a new wodd

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: glenmark @bom?2.vsnl.net.in

CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page 7 of 8 / C1p. 7u3 8

Name of Product /
HauMeHoBaHHe NnpoayKuUuu

MOMAT RINO
MOMAT PHHO

Generic name /

HenatentoBanHoe HaUMeHoBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTaszoHa cripeii HasanbHbli 103upoBaHHbIi 50 MKi/no3a

Active Ingredients /
JelicTBylouine BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripes coaepkuT: AcicTRyIoliee BellecTso: MoMeTasoHa hypoara MOHOTMApaT
51,72 mxr B nepecyere Ha Momerasona §ypoat 50,00 Mkr

Strength / lozupoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / laTa ﬁpomnoucma 07/2024
Dosage form / Metered-dvose Tlasal spray i Copeti Date of Exp. / Cosen 10 06/2026
JlekapcTBeHHas opma Ha3aJIbHBIHA 1O3UPOBAHHBIN :
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 26.07.2024
Batch No. / Cepus Ne 12240756 Qty. Released / 19,360 BOT/
KonnuecTBo BbINYyILEHO ¢nakoHOB
Batch size / Pasmep cepun 20,833 BOT / raxoHos Mfg.License No. / Jlnuensust ua MNB/10/832
MpOU3BOACTBO (HOMeEP)
Inspection Lot NO'_./ 040000536808 Mfg. License Date / JInuensun na 30/04/2020
PerucrpauMonHHblii HoMep aHaJU3a NPOU3BOACTBO (aaTa)
. y GMP Compliance certificate Date /
18/06/2020
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprudukar (1a1a)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneundpHkalus roroBoro SPC-CC-063688 Reference STP No./ CIIU Ne 040944
npoaykra Ne
MFM-

API name / Haumenosanne A®C

Mometasone Furoate Monohydrate/
Mowmerasona dypoara MoHornapar

API Batch No /‘A(I)C cepust Ne

23425(JM-01)-
001

Manufactured by / Ilpoussoanrennb

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaus

Ne | TESTS/IMOKA3ATEJIM

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATBI

14 | Microbiological Purity / MukpoGuosiornueckast YHCTOTA

count / O01ee YUCIO
adpoOHBIX
MHKpPOOPTraHH3MOB

Total yeast and moulds
count / Ob1ee uncio

Total aerobic microbial

APOXIKEBLIX U IUVICCHEBBIX

Not more than 107 cfu per 1ml of the product / He
Gonee 10 KOE B 1 mn npenapara

Not more than 10! cfu per | ml of the product / He
Gonee 10! KOE B 1 M1 npenapara

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

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

rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBue B 1 Absent / OtcyTcTBYET
MJI ipenapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTBHE B 1 Absent / OtcyTcTBYET
MJI Mpenapara
15. | Assay / Konn4ecTBeHHOe onpejeneHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.8% /99,8%

Mowmerasona dypoar

85,0 % no 115,0 % oT 3aABJICHHOTO CONEPKAHUA

b) Benzalkonium chloride /
BeH3aIKOHHs XJIopHI

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % no 120,0 % ot 3agBACHHOTO CONEPMKAHUsA

91.5% 91,5%

Prepape’(T\By / I[ouro-ros;m Checked By / IIposepun Approved By / Ono6pun
Signature / Tloanuce / ‘y (ﬁ/ ‘Z& b‘w/
Date / Mara NNV ng187)on 271wl on
Name / PHO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
JlokHOCTB

Officer-QA

Sr. Officer-QA

Deputy General Manager ~ QA

FCM/QA054/08.00

- ]
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 8 of 8/ Crp.8m3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe npoayKUKHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenarenToBaHHOE HAMMEHOBAHUE MowmeTazona cnpeif Ha3anbHbli 103WpoBaHHbIH 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
JeiicTByomme BemecrBa 1 no3a cnpest conepxur: aeiicTByiollee BelectBo: MoMerasoHa (ypoara MOHOrUApaT
51,72 mkr B nepecuere na Momerazona ¢gypoar 50,00 mMxr
Strength / Jo3uposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npousBoacTBa 07/2024
ﬁosage form / Metered-dvose nasal spray i Cnpeit Date of Exp. / Tonen 10 06/2026
exapcTBeHHast ¢opma Ha3aJibHbIN 103U pOBaHHbIH
Product code / Kon npoaykra SRU030007E040401DK Date of release / /lata shinycka 26.07.2024
Batch No. / Cepus Ne 12240756 Qty. Released / ' 19,360 BOT/
KosinuecTBO BbIMYyLIEHO ¢1akoHOB
Batch size / Pasmep cepun 20,833 BOT / dnaxoros Mg, License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000536808 Mfg. License Date / JInuensns na 30/04/2020
PerucTpaunoHHbIii HOMep aHAIN3A Npou3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
i GMP ceprugpuxar (nara)
; GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP cepn[: duKar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C M API Batch No / ADC cepus Ne 23425(JM-01)-
omeTasoHa (pypoara MOHOTHAPAT 001
Manufactured by / IIpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®@apmana6ce Jiumuren, Unaus
Ne | TESTS/ITIOKA3ATEJIM LIMITS / TPEBOBAHUS] OBSERVATIONS /
PE3YJbLTATHI
16. | Package Size / YnakoBka 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
ITo 120 nmo3 cycneHsud BO (phakoHE U3 MOJNMITHICHA BBHICOKOH NJOTHOCTH €
JO3UPYIOIUMM YCTPOHCTBOM M KOJIIIa4KOM M3 MMOJIUATHIIEHA BBICOKOH miuoTHocTH. [lo 1
(y1aKoHy BMeCTe C MHCTPYKIMell o MeMLIMHCKOMY NPUMEHEHHUIO B NTAUYKe KAPTOHHOI.

Any deviation/Incident/QOS: Ndn—applicable
OTkaoHeHus/Heco0TBeTcTBUSI/QOOC: HE NPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PT’-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3aKnoueHue O COOTBETCTBMH: HACTOSINMM HOATBEPXKIAl, YTO MNpeACTaBJieHHas Bbllle UHGOpPMalLMs SABIAETCA
IOCTOBEpHOM M TouHOMH. JlaHHadA cepus Oblia Npou3BeneHa (BKJIOYAs YMAKOBKY/MapKHPOBKY M KOHTpOJb KadecTBa) Ha
YKa3aHHOW BbllI€ NPOW3BOACTBEHHOH IUIOLAAKE B TMOJIHOM COOTBETCTBUM ¢ TpeGopanuamH Hapnexamei
IMpoussoacreennoii Ipaktukn (GMP) NOKaNBHBIX PETYJIATOPHBIX OPTraHOB U TPeOOBaHUAMH HOPMAaTHBHOI HOKYMEHTAUUH
JITT-Ne(001710)«(PT-RU)-230123 mns pelHka Poccun u yTBepkaeHHO#M cneuupukanmeii Ne SPC-CC-063688. IIpoTokossl
NpOU3BOJCTBA, YNAKOBKH H MOKA3aTe]IM KaueCTBa AaHHOW CEpUM ObIIM NPOaHATM3UPOBAHbI U CAEIaHO 3aKIIOYCHHUE, YTO OHU
COOTBETCTBYIOT TpeGoBanusaM Hannexameii [Mpoussoacreennoit [paktuku (GMP).

. Prepargd By / Ilogrotosun Checked By / [Iposepua Approved Ry / Onobpua
Signature / Moanuce /%j *_, '
Date / Jlara L/L"\ \ 8\ 1y TAn o7 )1m 19 ,b'“l\ﬂ/o%
‘Name / ®HO Yogesh Kumar Mehta Atul Kumar .
. Kamal Kishore
Designation / - —
I[omiuocn Officer-QA Sr. Officer-QA Deputy General Manager — QA

FCM/QA054/08.00




