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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
CEPTU®HUKAT AHAJIU3A TOTOBOI'O IIPOJIYKTA

Page 1 of 8 /Crp. 1 13 8

Name of Product /
HaumeHoBaHHe npoaykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarentoBanHoe naumeHoBanue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momera3zona cripeii HasanbHbIH 103upoRanHbIit 50 MKIY 1032

Active Ingredients /
JeficTByoiune BewecTsa

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

Furoate Monohydrate 51.72 mcg as

1 103a cripest conepiut: AeiicTByrouice BelecTeo: Momerasona dypoara MOHOTrMapat

51,72 mkr B mepecuere Ha Momerasona dypoat 50,00 Mkr

Strength / To3uposka 50 meg/dose / 50 Mkr/no3a Date of Mfg. / Jlata 07/2024
NpoU3BOACTBA
Dosage form / Metered-dvose nasal spray i Cripeit Date of Exp. / Foaen 10 06/2026
JlekapcrBeHHas ¢gopma Ha3aIbHLIH 103U pOBaHHbI
Product code / Koa npoaykra SRUO030007E040401E] Date of release / JaTa Bbinycka 26.06.2024
Batch No. / Cepus Ne 12240763 Qty. Released / 64,520 BOT /
KoauuecTBo Bhinymieno (nakoHon
Batch size / Pa3mep cepuu 69,444 BOT / dpnakonos Mig.License No. / Jluuensus na MNB/10/832
NMpoM3BOACTBO (HoMep)
Inspection Lot No.u/ 040000537106 Mfg. License Date / Jlunensus na 30/04/2020
Perucrpaumonustii Homep anaau3a Npou3BOACTBO (naTa)
GMP Compliance certificate Date
Package size / Ynakobka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukart (nata)
. GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccus GMP ceprudmicar (somep) 01556/20/IN
Reference Specification No. /
Cneuudukauus rovosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanne A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MEM-23425(M-
MowmeTasona pypoara MoHoruapaT 01)-001
Manufactured by / Ilpoussoantens | Aarti Pharmalabs Limited, India/ Aapru @apmanabe Jlumuren, Muans
Ne | TESTS/TMIOKA3ATEJH LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATHI
1. | Description / Ouncanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Or oGenoro po0 nourd Gemoro usera ot | INoutu 6estoro uBeTa
HOJTYIPO3PauHON N0 HEMPO3pauHOli KOHCUCTEHLUNM | HENpPO3PAauyHON  KOHCHCTEHLHUH

rycTas CyCHeH3us.

TYCTas CyCHEeH3Hs.

Identification / Hpentuduka

HHsA

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). / Bpemst yaepxuBaHUs OCHOBHOTO IHKa
Ha  XpoMarorpaMme  HCMbLITYeMOrO  pacTBopa
AOIKHO COOTBETCTBOBATh BPEMEHU yAEPKUBAHMUSA
OCHOBHOTO I1MKa Ha XpOMAaTOrpamMMe CTAHAAPTHOTO
pactBopa  (cM.  pasmen  «KonmdecTBeHHOe
OnpefeneHuey ).

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
YAEPXKHBaHUSI OCHOBHOIO MHKa
Ha XpoMaTorpamme
HCTBITYEMOTO pacTBopa |
COOTBETCTBYET BpPEMEHH
YAEPXKHMBAHHA OCHOBHOTO NHUKA
Ha XpoMaTorpamme
CTaHJApPTHOTO PacTBOpA.

Prepared /ﬂy\l Hoarorosun

Checked By / IIposepua

Approved By ,Ono6pun

Signature / Mognucn

[y

e B

Date / lata — N

A LA\ Lay vt 27 )67[n0ny
Name / DHO Yogesh Kumar Mehta Atul Kumar Kamal Kish'ore
Designation / Officer-QA Sr. Officer-QA

JlonKHoCTH

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOTI'O NIPOAYKTA

Page2of 8 /Crp.2u3 8

Name of Product /
HanmeHoBaHue npoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTewTOBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmeraszona cnpeit Ha3anbHbIN 1031poBaHHbIH 50 MKr/103a

Active Ingredients /
HeiicTByolMe BewecTsa

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

calculated for Mometasone Furoate 50.00 mecg

1 103a cnpes coAePKUT: [eficTBYIOLICE BelecTBO: MoMeTasoHa (ypoara MOHOTHAPAT

51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / TosupoBka 50 mcg/dose / 50 MKf/no3a Date of Mfg. / Jlata 07/2024
NpOH3BOACTBA
Dosage form / Metered—d?se nasal spray { Crpeii Date of Exp. / Fonen 10 06/2026
JlekapcTBexnnas ¢popma Ha3a/ILHbIA 103MPOBAHHbIA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /lata Bbinycka 26.06.2024
Batch No. / Cepus Ne 12240763 Qty. Released / 64,520 BOT/
KoaunuecTBo BhINyieHO ¢akoHoB
Batch size / Pazmep cepun 69,444 BOT / ¢pnakoHos Mg License No. / Jluuensus na MNB/10/832
‘ NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000537106 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHbIi HOMep aHaIu3a NpOM3BOACTBO (IaTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (1ata)

: - GMP Compliance certificate No./ | GMP-
Market / Peinok Russia / Poccus GMP ceprudmkar (Homep) 01556/20/IN
Reference Specification No. /

Cnenudukauus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
API name / HaumenoBanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepun Ne MFM-23425(M-
MowmeTtasoHa gypoara MOHOTHApPAT 01)-001
Manufactured by / [Ipoussoautenn | Aarti Pharmalabs Limited, India/ Aapru ®@apmanabe Jiumuren, Muaus
Ne | TESTS /TTIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

b) Benzalkonium chloride
/ beH3aJIKOHMS XJIOpHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ca
and C;s in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTorpamme
HCTIBITYEMOTO PacTBOpa JOJDKHbBI OGHApYKMBATHCS
NHUKH, no BpeMeHaM yAEpXKUBaHHSA
COOTBETCTBYIOLLYME MUKAM FOMOJIOrOB OeH3alIKOHHS
xaopuga Ciz u  Cyi4 Ha  XpoMmaTrorpamme
CTAQHJAPTHOTO pacTsopa (cMm. pasaen
«KoJM4ecTBEHHOE OIpeaeNieHue»).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Ci4 in the chromatogram of the
standard  solution. / Ha
XpOMAaToOrpaMMe HCHbITYEMOro
pacTBopa 0o0HapyXUBalOTCA
TMUKH, no BpeMeHaM
yIep>XKHBaHU
COOTBETCTBYIOLIHE IHKaM
FOMOJIOrOB OGeH3IKOHUA
xiopumza Ciz u Cu4 Ha
XpoMarorpaMMe CTaHIapTHOTO
pacTBopa.

3. |pH

From 4.30 t0 4.90 / Ot 4,30 no 4,90

4.61/4,61

4. | Density / ILtoTHOCTB

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

1.014 g/cm*/ 1,014 r /em?

5. | Viscosity / BsiakocTn

From 30 to 130 ¢cPs/ Ot 30 g0 130 cII3

45.0 cPs /45,0 cll3

Prepared By / Iloarotosun Checked By / IIposepna Approved By / OnoGpun
Signature / MMoanuck : M d—“
Date / lata e :
Aar YN\ ) o 2Te?)an 27| v Tnedn
Name / PO Yogesh Kumar Mehta Atul Kumar !

Kamal Kishore

Designation /
Jlo/KHOCTh

Officer-QA

Sr. Officer-QA-

Deputy General Manager — QA

. FCM/QA054/08.00




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

CEPTUOHUKAT AHAJIU3A TOTOBOI'O ITIPOAYKTA
Page30of8/Crp.3u38

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

HenateHTOBaHHOE HAMMEHOBAHNE MomeTaszoHa cnipeii Hasalbebld 103MpoBaHHbIi SO 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 mecg - |
JeiicTByloune BellecTBa 1 n03a cipes conepxuT: AelicTBYIONICE BeecTBO:-MoMeTazoHa dypoara MOHOrHApaT |
51.72 mkr B nepecuere Ha MomerasoHa gypoar 50,00 Mkr

Strength / lo3uposka 50 meg/dose / 50 mkr/n03a Date of Mfg. / Jlata 07/2024
NPOH3BOACTBA

Dosage form / Metered-df)se nasal spray i Cnpeit Date of Exp. / Conen 10 06/2026

JlexapcTaennas dpopma Ha3aJbHbIH 103UPOBAHHBIN

Product code / Koa npoaykra SRUG30007E040401EJ Date of release / JlaTa Boinycka 26.06.2024

Batch No. / Cepus Ne 12240763 Qty. Released / 64,520 BOT/
Koan4ecTBO BINYEHO ¢nakoHoB

Batch size / Pasmep cepuu 69,444 BOT / dnaxoros Mfg.License No. / Jluuensusi va |\ p/10/83)
NpPOH3BOACTBO (HoMep)

Inspection Lot NO'.,/ 040000537106 Mfg. License Date / JIuuen3us na 30/04/2020

PervcTpauuoHHblil HOMep aHaJM3a NMPOU3BOACTBO (naTa)

) GMP Compliance certificate Date

Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020

GMP ceprudukar (aara)
- GMP Compliance certificate No. / | GMP-

Market / PoiHok Russia / Poccust GMP ceprudmxar (Homep) 01556/20/IN

Reference Specification No. / v

Cneundukauus rorosoro SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947

npoaykra Ne

API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MEM-23425(1M-

Mowmeraszona ¢ypoara MOHOrHapaT 01)-001
Manufactured by / [Ipon3soantenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Muaus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHHUA | OBSERVATIONS /
PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcmonanbHOCTD Ot 250 mo 350 MOcm/kr 293 MOcM/kr
7. | Net content / Macca Not less than 9 g / He menee 9 1 95g/95r

COAEPNKUMOro (l)J'laKOHa

8. | Number of deliveries per | Not less than 60 doses (discard the first pumping) / | 76 doses / 76 no3

container / KosinuectBo He menee 60 no3 (He cunTas nepBUYHYIO
03 MpOKavKy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / MuaumyMm: 93.9%
Macca nosbl theoretical dose mass / Maximum / Makcumym:107.9%

HuauBunyanbsHas Macca 103bl: oT 85 % 1o 115 % Average / Cpeanee: 105.0%
OT TEOPETUIECKOI MaCChl IO3bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose / '
Cpennas macca no3s1: ot 90 % 10 110 % ot
TEOPETUYECKO MacChl A03bI

Preparc;xﬂ}y / TloaroroBu Checked By / Hposepua Approved By / OnoGpua

. . - T
Signature/ Ioanuce Z/(j/ d,_—e \ﬁ()w
Date / JlaTa M\ Lo 1M 7 t57)n L I | /IVOW
Name / ®HO Yogesh Kumar Mehta Atul Kumar . K ‘

Kamal Kishore

Designation / o "
Ilom%cnocn,' Officer-QA Sr. Officer-QA 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 I'OTOBOI'O ITIPOAYKTA

Page 4 of 8§ /Crp. 4 u3 8

Name of Product /

MOMAT RINO
MOMAT PHHO

HauMeHoBaHMe npoayKunu
Generic name /
HenarenToBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmeraszona cripeii HazaibHbli 103WpoBaHHbI 50 MxI/1032a

Active Ingredients /
JleiicTBy101IlHE BelLlecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cripest coaepxuT: AHCTBYIOWEE BellecTBO: MoMeTazoHa (ypoata MOHOrHApaT

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

Strength / Jo3uposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / llara 07/2024
NPOM3BOACTBA
Dosage form / Metered-df)se Tlasal spray i Cnpeit Date of Exp. / Foaen 10 06/2026
JlexapcTBeHnas ¢popma Ha3anbHBINA 103UpPOBAHHBIN
Product code / Koa npoayxra SRUG30007E040401EJ Date of release / lata Buinycka 26.06.2024
Batch No. / Cepusi Ne 12240763 Qty. Released / 64,520 BOT/
Ko/in4ecTBO BBINYIIEHO ¢nakoHOB
Batch size / Pazmep cepun 69,444 BOT / dpnakoHos MfgLicense No. / JIuuensus na MNB/10/832
MpOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000537106 Mfg. License Date / JIunensus na 30/04/2020
PervcrpauuoHnblii HOMep aHaaH3a Mpou3BoACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (nara)
: GMP Compliance certificate No. / | GMP-
Market / PuiHok Russia / Poccus GMP cepTHmKaT (Homep) 01556/20/IN
Reference Specification No. /
Cneundykauus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
API name / Hanmenosanne AQC | “ometasone Furoate Monohydrate/ |\ oy g oh No / ADC cepua e | MEM-234250M-
Mowmera3ona ¢ypoara MOHOrHpaT 01)-001
Manufactured by / IpousBoautenns | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, MHaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDI

10. | Particle size /
Pazmep wacTuu

Particles < 10pm in size: Not less than 90%
Yactuu pasmepom < 10 mxm — He MeHee 90 %o;

Particles < 30pm in size: 100%

Yactuu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTuuebl pazMepom > 30 MKM — JTOJKHBI

OTCYTCTBOBATH

100.0% 7 100,0%
100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability / Not less than 5 min / He MeHee 5 MUH. Complies /

CeanmMeHTaHOHHAS CooOTBETCTBYET

YCTOHYHBOCTDH

Prepayey By / [loaroTosua Checked By / ITposepu Approved By 4 OnoGpua
Signature / Tloanuck : ~ Y
e £ K,,&Ly;,

Date/Ilafa 2\ o\ Lol Y EETETERN l‘llp"l]mw
Name / PUO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / - _
I[omiuocn, 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, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CEPTU®UKAT AHAJIU3A T'OTOBOI'O IIPOAYKTA

Page Sof 8/ Crp.Su3 8

Name of Product /
HanmeHnoBaHue npoayKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenatentoBaHHOEe HAHMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeraszoHa cnipeit HazanbHbli A0o3upoBaHHbli 50 MKI/n03a

Active Ingredients /
JeitcTByomne pemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cnipes coaepkut: AeHCTBYOLIEE BelilecTBo: MoMeTazoHa (hypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona gypoar 50,00 mxr

Date of Mfg. / lata

Strength / {o3upoBka 50 meg/dose / 50 Mmkr/n03a 07/2024
NpoM3BOACTBA

Dosage form / Me’tered-duose nasal spray { Cnpei Date of Exp. / Fonen 10 06/2026

JlekapcTBeHHas dpopma Ha3aJbHbIA 103MPOBaHHBII

Product code / Koa npoaykra SRU030007E040401E) Date of release / lata Bbinycka 26.06.2024

Batch No. / Cepus Ne 12240763 Qty. Released / 64,520 BOT/
Ko/in4ecTBO BbINYIIEHO (nakoHoB

Batch size / Pasmep cepun 69,444 BOT / draxonon Mfg.License No. / Jlnuensusi ua |y yp/10/83;
NPOH3BOACTBO (HOMep)

Inspection Lot NOL/ 040000537106 Mfg. License Date / JInuensun na 30/04/2020

PerscTpauMoHHbIil HOMep aHaan3a NPOU3BOACTBO (aTa)
GMP Compliance certificate Date

Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP cepTuduxar (nara)

: . GMP Compliance certificate No./ | GMP-

Market / PoiHok Russia / Poccus GMP cepTudmKaT (Homep) 01556/20/IN

Reference Specification No. /
Cnemnduxanus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIU Ne

STP-CC-040947

API name / Haumenosauune ADOC

Mometasone Furoate Monohydrate/
MowmeTtasona ¢ypoara MOHOTHApAT

API Batch No / ADC cepusi Ne

MFM-23425(JM-
01)-001

Manufactured by / lIpon3sogurenn

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6dc Jlumuren, Huaus

Ne | TESTS/HNOKA3ATEJIA

LIMITS / TPEBOBAHHUA

OBSERVATIONS /
PE3YJIBTATbBI

12. | Impurities / [Ipumecn

Impurity 8 DM /
IIpumecu § DM

Impurity DMC /
ITpumecu DMC

Impurity D /
IIpumecu D

Any individual unspecified
impurity / EnuHu4yHOM!
HeHIeHTH(GUIMPOBaHHOI
npuMecH

Total impurities /
CymMmbl npumMeceit

Not more than 0.15 % / He 6o1nee 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 6onee 0,20 %

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

0.01%/ 0,01%

0.02%/ 0,02%

0.11%/0,11%

Not Detected/ He oGnapyxeHo

Below LOQ /Huxe ITKO

Prepareyﬂw / TloaroToBuJ Checked By / IIpoBepua Approved By / OnoGpua
Signature / Iloanuce ,—5———
Date / [ @J -
ate  Jara OV Lot e 29(1m7)ne?M
Name / DHO Yogesh Kumar Mehta Atul Kumar [ ”

Kamal Kishore

Designation /
JoKHOCTE

Officer-QA

Sr. Officer-QA

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
CEPTUOUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 6 of 8§/ Ctp. 6 u3 8

Name of Product /
HauMeHOBAHME NPOAYKUUH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTteHToBaAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoMeTa3oHa cripeil Ha3abHBIN £03MpoBaHHbLH 50 MK/ 1032

Active lngredienté /
JeficTBylomue 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 cnipes coaepxuT: aeiicTByomee BeuecTBo: MoMeTasoHa ¢yypoaTta MoHOrMaApar
51,72 Mxr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / losupoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata 07/2024
Npou3BOACTBA
Dosage form / Metered-duose nasal spray i Crpeit Date of Exp. / FoaeH 10 06/2026
JlexapcTBeHHan dopma Ha3aJIbHBIA 103UPOBaHHBINA
Product code / Kox npoaykra SRU030007E040401E] Date of release / /laTta Boinycka 26.06.2024
Batch No. / Cepusi Ne 12240763 Qty. Released / 64,520 BOT/
Ko/u4ecTBO BbINYIEHO ¢nakoHoB
Batch size / Pasmep cepuu 69,444 BOT / hakoHos Mfg License No. / Jluuensun na | \nip/10/832
' NpoM3BOACTBO (HOMeEp)
Inspection Lot No.v/ 040000537106 Mfg. License Date / JInuensus Ha 30/04/2020
PerucrpaunoHHbIN HOMep aHaJin3a NMpou3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxobka 60 Doses / 60 103 / 18/06/2020
GMP ceprudukar (aata) '
: GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccus GMP cepTdHKaT (Homep) 01556/20/IN
Reference Specification No. /
Cneuuduxauus roroporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoayKkTa Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ API Batch No / ADC cepusa Ne MFM-23425(]M-
MomeTa3oHa ¢ypoaTa MOHOrHIpaT 01)-001
Manufactured by / Ilpoussoautenn | Aarti Pharmalabs Limited, India/ Aaptu ®@apmanabe Jlumuren, Uaaus ,
Ne | TESTS/TNOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havyano:

and Uniformity of
Delivered Dose / Cpeansst
AOCTaBJisieMasi 1032 U
O0JHOPOJHOCTB
JAOCTaBJAsEMOTi 103bl

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 HauanbHbIX 203 ¥ 10 KOHEHHBIX [103)
MOTYT MMETh OTKJIOHEHWE OT CPENHEro 3HauyeHHs Oonee 4yem
+20%, ¥ HM OIHA [03a HE JO/DKHA MMETh OTKJIOHEHHE OT
cpeaHero 3HaueHus Gonee ueMm + 25 %. CpeaHee 3Ha4Y€HHE HE
JIOJDKHO NMpPeEBBIaTh + 15 % OT 3asB1€HHOTO.

Ecnu ot 3 10 6 103 UMEIOT OTKIOHEHHS Gosee yem + 20 %, HO
MeHee uem = 25 %, To ucnbTEIBAOT creaytotue 20 dnakoHos.
He 6onee 6 u3 60 103 MOTyT HMETh OTKJIOHEHHE OT CPELHETO
3Ha4YeHua 6onee yeM + 20 %, ¥ HU OJIHA 032 HE AO/DKHA UMETH
OTKJIOHEHHE OT cpeaHero 3HaueHus onee ueM + 25 %. Cpennee
3HAYEHUE KKIOTO OMNPEAESICHUs He AODKHO NpeBbiuath £ 15 %
OT 3asBJICHHOIO. : )

Minimum / Muaumym: 97%
Maximum / Makcumym:105%
Mean / Cpennee:100%

END / Koneu:

Minimum / Muanmym: 97%
Maximum / Makcumym:102%
Mean / Cpennee: 100%

Prepargd By / Hoarorosua Checked By / Ilposepua Approved By / Ono6pua
Signature / oanucs /% (_/)___ W
: ' -
Date / lara 2\ M\] 414 Ha ts in 219 w7)pery
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
JoAmnoCTS 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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA

Page 70f8/Crp. 7n3 8

Name of Product /
HaumMeHoBaHue npoayKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHToBaHHOE HANMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3zoHa cripei HasanbHBIN 103UpoBaHHbli 50 MKr/no3a

Active Ingredients /
JeficTBylomue BellecTsa

calculated for Mometasone Furoate 50.00 mcg

51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr

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

1 no3a cnipest coaepxuT: AedcTBYIOLIee BelecTBo: MoMeTa3oHa (ypoarta MOHOTHApPAT

Strength / lo3upoBka 50 mcg/dose / 50 mkr/nosza Date of Mfg. / lata 07/2024
NpPOU3BOACTBA
Jl_)losage form / Metered-df)se nasal spray i Cnpeit Date of Exp. / Fonen 10 06/2026
exapcTBeHHan popma Ha3a/lbHbIH J03UPOBAHHbBIN
Product code / Koa npoaykra SRU030007E040401E)J Date of release / /lata Boinycka 26.06.2024
Batch No. / Cepun Ne 12240763 Qty. Released / 64,520 BOT/
KosanvecTBo BbINyIEHO (pnakoHOB
Batch size / Pasmep cepun 69,444 BOT / axomos Mfg.License No. / Jluuensun na | \vpy10/832
: IpOU3BOACTBO (HOMep)
Inspection Lot No.u/ 040000537106 Mfg. License Date / JInnensus na 30/04/2020
PerncrpaunoHHblil HOMeD aHAIH32 NPOU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (nata)
: GMP Compliance certificate No./ | GMP-
Market / Puitok Russia./ Poccust GMP cepruxat (Homep) 01556/20/IN
Reference Specification No. / '
Crenudukauns rotosoro SPC-CC-063691 Reference STP No. / CTIH Ne STP-CC-040947
npoaykra Ne
API name / Hanumenoanune A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MFM-23425(1M-
Mowmerasona ¢rypoara MOHOrHApaT 01)-001
Manufactured by / llpousBoanTens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Muaus
Ne | TESTS/TMOKA3ATEJIA LIMITS / TPEBOBAHHUA OBSERVATIONS/
' PE3YJIBTATDBI
14 | Microbiological Purity / Muxpo6uosioruueckasi 4HCTOTa

Total aerobic microbial
count / O01uee YnuCIO
a3po6HBIX
MHUKpPOOPTaHH3MOB

Total yeast and moulds
count / Obmee 4ucno
JPOKEBBIX U IIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10? cfu per 1ml of the product / He
6onee 107 KOE B 1 mu1 npenapata

Not more than 10" cfu per 1 ml of the product / He
6onee 10! KOE B | M1 npenapata

Absence per 1 ml of the product / Orcyrcreue B 1
MJI MipenapaTa

Absence per 1 ml of the product / OtcyTcTBHUE B 1
MII npenapatra

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

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

Absent / OTcyTCTBYET

Absent / OtcyTcTBYeT

15.

Assay / KonuuecTBeHHOE On

peneneHue

a) Mometasone Furoate /
MowmertazoHa ¢ypoar

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % 1o 115,0 % oT 3a4BJIEHHOTO COJEPKaHHUS

102.2%/102,2%

b) Benzalkonium chloride /
beHzankoHus xnopua

From 80,0 % to 120,0 % of the labeled content / Ot

80,0 % 1o 120,0 % oT 3as4BJIEHHOTO COJEPKaHHUA

88.7% / 88,7%

Prepated By / [loarotosua Checked By / [Iposepun Approved By / OnoGpun
Signature / ITloanucs ' '
g k@ (/T——’
Date / Jlata 1O\ Loty 1 2710 7)ne>y
Name / ®HO Yogesh Kumar Mehta Atul Kumar '

Kamal Kishore

Designation /
HosKHOCTD

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A I'OTOBOI'O IPOAYKTA
Page 8 of 8§/ C1p.8 3 8

Name of Product / MOMAT RINO
HaumeHoBaHUWe NpoayKUHHU MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTteHTOBaHHOE HAMMEHOBAKHE Momera3ona cipeii HazalbHbIA 103MpoBaHHbIi 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
JeiicTBy011IMe BelecTBa 1 103a cnpest COACPKUT: AcHCTRYIOLICE BellecTBO: MoMeTaszoHa (ypoara MOHOTUApaT
51,72 Mkr B nepecuere Ha MomerazoHa dypoar 50,00 Mkr
Strength / osuposka 50 meg/dose / 50 Mkr/103a Date of Mfg. / llata 07/2024
. NPOH3BOACTBA
Dosage form / . Metered-duose nasal spray f Cnpeit Date of Exp. / Fonen 10 06/2026
JlekapcTBeHHas popma Ha3allLHBINA 103UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Brinycka 26.06.2024
Batch No. / Cepus Ne 12240763 - | Qty. Released/ 64,520 BOT/
KoJH4ecTBO BbINylIEeHO ¢$naxoHoB
Batch size / Pasmep cepun 69,444 BOT / pnakonos Mfg.License No. / Jluueusus na MNB/10/832
NpPOM3BOACTBO (HOMep)
Inspection Lot No;/ 040000537106 Mfg. License Date / JInuensus na 30/04/2020
PerucTpauMoHHblii HOMep aHAIM3a NPOM3BOACTBO (1aTA) .
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (1ara)
- GMP Compliance certificate No./ | GMP-
Market / Poinok, , Russia / Poccus GMP ceprudukaT (Homep) 01556/20/IN
Reference Specification No. /
CrneunpuKauus roToporo SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne
API name / HaumeHnoBanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MEM-23425(IM-
Mowmera3ona ¢ypoara MOHOTHApAT 01)-001
Manufactured by / lIponssogutenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c¢ Jlumuren, Mnaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIbTATBI

16. | Package Size / YnakoBka | 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. /
[To 60 pmo3 cycneHsuu BO ¢IakoHe M3 MONUITUICHA BBICOKOH IUIOTHOCTH C
JO3UPYIOLIAM YCTPOHCTBOM M KOJIAYKOM U3 MOJNH3THISHA BBICOKOH noTHocTH. [lo 1
¢1axoHy BMecCTe ¢ MHCTPYKLMEH N0 MeIUIMHCKOMY MPHMEHEHHIO B Ma4YKe KapTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OtkaonreHns/HecooTBeTeTBUSI/QOOC: He NpUMeEHNMO

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. JIII-Ne(001710)-(PI-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”

3aknl0UeHHe O COOTBETCTBHM: HACTOALIMM MOATBEPXKIAI0, YTO TNpelCTaBICHHAas Bblle HHpOPMALMA SABJIACTCA
JDOCTOBepHOW W TouHOM. JlaHHas cepus Obuta MpousBesieHa (BKIIOYAs YNIAKOBKY/MapKUPOBKY H KOHTPOIb KayeCTBa) Ha
YKa3aHHOM BbIllle [POU3BOACTBEHHON IUIOLIAAKE B TMOJHOM COOTBETCTBMH ¢ TpeboBanmamu Hamnexaiei
IMpousBoacteennoit Ilpaktuku (GMP) noKkadbHBIX PeEryasTOPHLIX OPraHOB M TpeOOBaHMSIMU HOPMATHBHON NOKYMEHTALUM
JI1-Ne(001710)-(PT-RU)-230123 nns peiika Poccun U yTeepxkaeHHoi cneumduxaumein No SPC-CC-063691. IlpoTtokonst
TIPOU3BOJCTBA, YAKOBKH W ITOKa3aTeJIM KauecTBa JaHHOM cepu ObUIN MPOaHATH3UPOBAHbI H CAENAHO 3aKII0UEHHE, YTO OHU
COOTBETCTRYIOT TpeboBanuaM Hannesxameii [Tpoussoncreentoit Ipaktuky (GMP).

: Prepargt By / Iloarorosun Checked By / IIpoBepua Approved By / Ono6pua

Signature / Hoanuce '
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D t / i [ s (=3

ate  Nlara oML o1 2] 99 p1In 0>
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / - -
Jlo niu 0CTh Officer-QA Sr. Officer-QA Deputy General Manager — QA
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