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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIN3A 'OTOBOI'O INIPOAYKTA

Page 1 of 8/Crp. L us 8

Name of Product/
HaumcHoBaKHMe NpoAYKUHY

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToOBAHHOE HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momcrasona crpeii HasaabHbli J103upoBannbli SO MKI/103a

Active Ingredients /
JeiicTBylomne BeuecTsa

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

1 nosa Cripest COACPXKHT! JEHCTBYIOUICE BELLECTBO: Momeraszona (]))’]‘)()ﬂTa MOHOTHWApAT

51,72 mxr B nepecuere Ha Momerasona (ypoar 50,00 Mxr

Furoate Monohydrate 51.72 meg as

Strength / Jlosuposika 50 meg/dose / 50 Mir/uo3a Date of Mfg. / laTa npou3BoACTBA 12/2023
Dosage form / Metered-dose nasal spray / Cnpeit ] :
JlekapcTBeHHas gopma HA3a/1bHbIH JOZHPOBAHHLIA Date'of Exp. / Tones xo Il
Product code / Koa npoayxra SRU030007E040401E] Date of release / Jlata BrInycka 30.12.2023
Batch No. / Cepust Ne 12231212 Qty: Relenged / BIEERRAITY
KonuecTso BhINyIIEHO ; (pnaxonon
Batch size / Pazmep cepun 69,444 BOT / (pnaxonon MigLicanse Noy/<lmensnacna MNB/10/832
NPOH3BOACTBO (HoMep)
Inspection Lot No.“/ 040000502050 Mfg. License Date / JIuueusus na 30/04/2020
PerucrpaunoHHblil HOMEp aHAJIK3A NPOH3BOACTBO (AaTa)
Package size / Y naioBka 60 Doses / 60 nos CMP'Complizucecsrdficale Pate] 18/06/2020
GMP ceprudukaTt (nata)
: GMP Compliance certificate No. / GMP-
ar Qe pl \
Mapket Prok BATE SRoce GMP ceptudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundrkauus roTosoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ RPN
API name / Haumenobanue AOC - : API Batch No / A®C cepus Ne 23411(JM-01)-
MomerasoHa (pypoara MOHOTHApPaT 001
Manufactured by / [lpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumuten, Muauns
Ne | TESTS/IOKA3ATEJIHU LIMITS / TPEBOBAHHSI OBSERVATIONS /
PE3YJILTATDI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Genoro po noyrd Oenoro usera ot | IToutH 6enoro BeTa
TI0J1y[IPO3PaYHOll 0 HENpPO3pauHOi KOHCHCTEHUMH | HEMpPO3payHOM  KOHCHCTEHLMH

rycras CyCHeH3Hs.

rycTtas CyCneH3Hsl.

Identification / UpenTnduxanus

a) Mometasone Furoate /
MomeTasona ¢pypoar

. Ha

‘| jocHOBHOTO MHKA Ha XpPOMaTOrpaMMe CTaHIAPTHOrO
-|/ pacreopa

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). / BpeMsl yasp>XuBaHUsI OCHOBHOTO MHKa
XpOMAaTOrpaMMe  HCHBITYEMOrO  PacTBOpa
JOMKHO COOTBETCTLOEITL BPEMEHH YIEP)HBAHHS
(cm. «KosMuecTBeHHOE
ONpeleNieHHEY).

pasnen

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
YIEPXKUBAHHS OCHOBHOTO MHKA
Ha XpOMaTorpamme
UCHBITYEMOTO pacrBopa
COOTBETCTBYET BpPEMEHH
yIOEep)XMBaHUs OCHOBHOTO THKa
Ha XpOMATOrpaMMe
CTaHIapTHOTO PacTBOpA.

Checked By / Tlposepun

Signature / Iloanuce

Prepared ByY Ioarorosua . .

[0~ T

Al\proved By / Onobpuna

e

Date / Jara

CEI T R TN

02 | LILY

Name / ®HO

Yogesh Kumar Mchta-.- .

Atul Kumar

Sandeep Semwal

Designation /
JOJIZKHOCTD

Officer-QA

Officer-QA i

Sr. Manager - QA

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

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOGUKAT AHAJIN3A I'OTOBOI'O IMNPOAYKTA

Page2 of § /Crp. 213 8

Name of Product /
HanmeHoBaHue npoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTentoBaniioe HAUMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerazona cnpeit HasaiLiblii gosupoBanHblii 50 Mkr/a03a

Active Ingredients /
JleficTRyloHiHe BeLIeCTRA

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

calculated for Mometasone Furoate 50.00 meg

1 nosa Crpes COAEPACUT! JICHCTRYI01IEE BEUIECTRO: Monmeraszona (l))’[)OﬂTﬂ MOHOTHApAT

51,72 mxr B nepecuere na Momerasona ypoar 50,00 mxr

Strength / Josuposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTa nponssoacTBa 12/2023
?losage form / I\/'Ietered-duose 3msal spray {aneu Date of Exp. / Tozen a0 11/2025
ekapcTBeHHast popma Ha3aNLHLIA NO3KPOBaNIbIA
Product code / Koa npoaykra SRU030007E040401E) Date of release / lata pbinycka 30.12.2023
Batch No./ Cepun Ne 12231212 L1y Released S
KoJsyecTBo BbINYLIEHO : (pakonoB
Batch size / Pasmep cepun 69,444 BOT / jnakonon Mig:License No. / Juensun-ua MNB/10/832
NpPOU3BOACTBO (Homep)
Inspecflon Lot NOL/ 040000502050 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpauHoHHbI1 HOMED aHAJIN3A NpoH3BOACTBO (naTa)
: . GMP Compliance certificate Date / .
Package size / YnakoBka 60 Doses / 60 103 GMP capwibitir (i) 18/06/2020
) " . GMP Compliance certificate No. / GMP-

Market / Peinok Russia / Poccus GMP ceprupuscar (somep) 01556/20/IN

Reference Specification No. / STP-CC-

CrieuHpHKcaLiisl FOTOBOro SPC-CC-063691 Reference STP No. / CIIN Ne 640947

npoaykra Ne

Mometasone Furoate Monohydrate/ MEM.-
API name / HaumeHoBanue A®C API Batch No / ADC cepus Ne 23411(JM-01)-
MowmerasoHa (hypoaTa MOHOTHApAT 001

Manufactured by / [poussoanTens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jinmuren, Mnaus _

Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJ'I]>TATbI'

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

/ BeH3aJIKoHHS XJIOPH

contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,2
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCIIBITYEMOr0 PacTBOPa NOJDKHEI OOHAPYKHMBATHCSA

sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci2 and.
Cy4 in the chromatogram of the

NIHKH, no EpeMeHaM ynepxusanus | standard  solution. / Ha
COOTBETCTBYIOILYE MHKaM FOMOJIOroB OEH3aNKOHMSA | XpOMarorpamMMe HCIBITYEMOro
xnopupa Cj2 m Cig  Ha  xpomarorpamme | pacTopa 0oOHapy»KHBaKOTCA
CTAaHapPTHOTO pacTBOpa (cm. paszen | MHUKH, no _ BpeMeHaM
«KOJIHUECTBEHHOE ONPEJEIEHHEN). yAEPXKUBAHHS
’ ) COOTBETCTBYIOLLIHE nuKam
roMoJIOroB OeH3aNKOHHS
xmopuga Ci2 um Cys - Ha
XpOMaTorpaMme CTaHIApTHOrO
: ) pacTBopa.
3. | pH From 4.30 t0 4.90 / Ot 4,30 no 4,90 4.67 /4,67

4. | Density / IlnmoTHOCTB

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

1.020 g/cm?®/ 1,020 r /cm?®

5. | Viscosity / BsaskocTh

From 30 to 130 cPs/ Ot 30 no 130 cIl3

41.9 cPs /41,9 cIl3

Prepared By/ Ioarorosin

Checked By / Ilposepun

Signature / IToanucy

/L(y vl <_‘Tj/‘

Appro\ed By / OnoGpua
)

p—— 2
Date/fata C o 19} | 2o 13 a1 0\61) VY
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager QA

JoancHoCThL

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

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

Distt. Solan Fimachal Pradesh 173205, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

Page 3 of 8/ Crp. 33 8

Name of Product /
Haumenosanue npoayKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHIHC

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerazona cnpeil Hasasbiiblii J03MpoBalHbHi 50 MKr/103a

Active Ingredients /
JleiicTByoinie BeuecTsa

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

calculated for Momctasone Furoate 50.00 meg

1 no3za Crpea COACPXUT! llUi’iC'l‘ll)’lOlllCC BewecTro: Momerasona (1))’])0’dT11 Mornoruapar

51,72 mxr B niepecuere 1a Momerasona (ypoar 50,00 mxr

Strength / Jo3uposica 50 meg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoacrsa 12/2023

Dosage form / Metered-dose nasal spray / Cnpeii - -

JlekapcTBeHHas popma HA3aAbHbIA A03HPOBAHHDII Date it Exp./ Fopesiag ].”2025

Product code / Koa npoaykra SRUO030007E040401E] . Date of release / lata Bbinycka 30.12.2023

Batch No. / Cepust Ne 12231212 Qty. Beleased | GLOEI B |

. KoanuecTBo BbINYUIEHO (aakoHoB
Batch size / Pazmep cepun 69,444 BOT / (pnaxoHoB Mig.License No. / Jinuersus Ha MNB/10/832
: NPOU3BOACTEO (HOMED)

Inspection Lot NOL/ 040000502050 Mfg. License Date / JIuuensus Ha 30/04/2020

PerucTpauuoHHbIil HOMED AHATH3A NpPoH3BOACTBO (AaTA)

Package size / Ynasosia &0 Do/ 60008 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-

Market / PriHok Russia / Poceus GMP ceprrbuxaT (somep) 01556/20/IN

Reference Specification No. / STP-CC-

CriecundyKaLns roroBoro SPC-CC-063691 Reference STP No. / CI1H Ne 640947

npoaykra Ne

Mometasone Furoate Monohytdrate/ ) il y
API name / Haumenosanue AOC API Batch No / A®C cepusi Ne 23411(JM-01)-
MomeraszoHa (yypoara MOHOrHAPAT 001

Manufactured by / Mponssoantent | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mnuus

Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHMUAA OBSERVATIONS/
PE3YJIbTATDI

6. | Osmolality /
OcMONATILHOCTD

From 250 to 350 mOsnvKg
Ot 250 o 350 MOcm/kr

291 mOsm/Kg
291 MOcm/kr

7. | Net content / Macca
cofep:kuMoro IakoHa

Not less than 9 g / He menee 9 r

93g/93r

8. | Number of deliveries per
container / KonnuecTso
o3

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuHTas NEPBUYHYIO
npoxauKy)

81 doses / 81 no3

9. | Pump delivery/
Macca 2035l .
#0 Ry Lo =

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

HuavBuayanbHas Macca o3bl: oT 85 % mo 115 %
OT TEOPETHYECKOH MaccChl 035l

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

Cpenusist Macca 103bl: 0T 90 % 10 110 % ot
TEOPETHYECKOH MACCh! A03bl

Minimum / Munumym: 92.4%
Maximum / Makcumym:108.6%
Average / Cpennee: 103.2%

Prepared By HloaroToBiut

Checked By / lposepua

Signature / Ioanucn

L L

Approvet\By / Opobpua
—)

Date / laTa

= 01| o] [ YoM N

oL\ N\ DA

Name / PHO

Yogesh Kumar Mehta '

Atul Kumar

Sandeep Semwal

Designation /
J1oIKHOCTD

Officer-QA Officer-QA

Sr. Manager - QA

FCM/QA054/08.00




P
glenmark

A new way Tora 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: glenmark(@bom2.vsnl.net.in

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

Page d of 8 / Crp. 4 13 8

Name of Product/
HaumenoBanie npoayKurn

MOMAT RINO
MOMAT PUHO

Generic name/
HenaTeHTOBAHHOEC HAHMCHOBAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momeraszona cnpeii HazanbHbli 1o3upoBaHHbIi SO Mxr/no3a

Active Ingredients /
JleiicTRYIOUUE BelllecTBA

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

calculated for Mometasone Furoate 50.00 meg,

1 no3a cnpes couepskiT: Aciicrayioulee peectso: MoMerasoHa (yypoara MOHOrHAPAT

51,72 mxr B nepecyere Ha Momeraszona gypoar 50,00 mxr

Strength / Jlosuposka 50 mcg/dose / 50 Mxr/no3a Date of M{g. / lata npousBoacTBa 12/2023

Dosage form / Metered-dose nasal spray / Cripeii

JlekapcTBeHHas popma Ha3aJILHBLIA JIO3HPOBAHHDII Date of Exp. / Fonen a0 11/2025

Product code / Ko npoaykra SRU030007E040401E] Date of release / laTa Bhinycka 30.12.2023

Batch No. / Cepusi Ne 12231212 Qty. Released / 63,680 BOT /
KonuuectBo BhInymeHo (nakoHoB

Batch size / Pasmep cepun 69,444 BOT / Qpnaxonon MigLicense Now/ Jlutersus ua MNB/10/832
NPOU3BOACTEO (HomMep)

Inspection Lot NOL/ 040000502050 Mfg. License Date / Jluuensns Ha 30/04/2020

PerucTpauioHHbIil HOMep aHAJIH3A NPOH3BOACTBO (AaTA)

Package size / YnakoBka 60 Doses / 60 no3 GME Complimce certificateRinte! 18/06/2020
GMP cepruduxar (aara)

; : GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GNP ceprudimsar fnomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduianus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne

' Mometasone Furoate Monohydrate/ iy
API name / Haumenoaune A®@C - - AP] Batch No / ADC cepusi Ne 23411(JM-01)-
Mowmera3oHa (pypoara MOHOTHAPAT 001
Manufactured by / TIpoussoauTtens | Aarti Pharmalabs Limited, India/ Aapru @apmana6c¢ Jlumuten, Mnaus g
No | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHHWSA OBSERVATIONS /
PE3YJIBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pasmep yacTui Yacrtuu pasmepom < 10 mixm — He MeHee 90 %,
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTHuel pazmepom > 30 MKM — J0JDKHEI
OTCYTCTBOBAThb
11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH, Complies /
CennMeHTaLHMOHHASA CoOTBETCTBYET
YCTOHYHBOCTH

Prepared By,/ IMoarotoBua———

Checked By / ITposepusn

Signature / IToanuck

[l -

Appyoved By / Ono6pua
—

Date / Jara

L/9/;

L’v'gfl J ot [ 2024 IS EIN N

Name / ®HO

Yogesh Kumar Mehta

Atul Kumar

BT By

Sandeep Semwal

Designation /
JosmKHOCTD

Officer-QA Officer-QA

Sr. 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: Baddj,
Distt. Solan Himachal Pradesh 1732035, India

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

CEPTHO®UKAT AHAJIN3A I'OTOBOI'O INIPOAYKTA

Page 5 of 8 /Crp. 5138

Name of Product /
HaimMeHOBaAHHE NPOAYKUHH

MOMAT RINO
MOMAT PHIHO

Generic name /
IHenaTeHTOBAHHOE HAIMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerasona cripel HasalbHLI Ao3nposannbii 50 MKr/j103a

Active Ingredients /
JeitcrByromne BewecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 21038 cnpest couepKUT: ASHCTBYIOLICE BCLICCTBO: MoMeTasona (ypoata MOHOIHAPAT

51,72 mxr B niepecuere Ha Mowmetasona (ypoar 50,00 Mxr

Strength / Jlo3nposka 50 mcg/dose / 50 mkr/nosa Date of Mfg. / laTa npou3BoacTsa 12/2023
Dosage form / Metered-dose nasal spray / Cripeii
JlekapcTBeHHasi dopma HA3WILHBIH 103MPOBAHbIH Dy teitit Eip./ liaei 1 V12025
Product code / Koa npoaykra SRU030007E040401E) Date of release / laTa Bbinycka 30.12.2023
Batch No. / Cepust Ne 12231212 Qty. Released / 63,580 BOT /
KoJsinuecTBo BbIMYLLECHO (pnaxonos
Batch size / Pasmep cepin 69,444 BOT / (nakoHos M Liceiise N/ HNex0s MNB/10/832
MpPoH3BOACTBO (HOmMep)
Inspection Lot NO'.,/ 040000502050 Mfg. License Date / Jluuensun Ha 30/04/2020
PerucrpauuoHHblii HOMep aHAIN3A NMpPOH3IBOACTBO (1ATA)
Package size / Ynakoska 60 Doses / 60 no3 GMP Complance certificate Date / 18/06/2020
GMP ceptudukar (aata)
A GMP Compliance certificate No. / GMP-
RrYel
bl Sl Russia / Faerm GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukalus roroporo SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykTa Ne
MFM-

API name / Haumenosanne AOC

Mometasone Furoate Monohydrate/
Mowmeta3sona yypoara MOHOTHAPAT

API Batch No / A®C cepust Ne

23411(JM-01)-
001

Manufactured by / IIpoussoanrennb

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jiumuren, Muaus

Ne | TESTS/ITOKA3ATEJIH

LIMITS / TPEGOBAHUS

OBSERVATIONS /
PE3YJILTATBI

12. | Impurities / lIpamecu

Impurity 8 DM /
IMpumecu 8 DM

Impurity DMC /
IMpumecu DMC

Impurity D/
[Tpumecu D

Any individual unspecified
impurity / Enunuunoi
HEWZEHTH(HHLHPOBAHHOH
NpUMECH )

Total impurities /
CyMMmbI TpuMecei

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

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

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

Not more than 0.60 % / He 6onee 0;60-%
A PSS i

0.01%/0,01%

0.03%/ 0,03%

/

Not Detected/ He o6napy:xeHo

Below LOQ /Huxe I[TKO

0.14%/0,14%

Prepared Ry / Ioarorosua

Checked By / posepus

Signature / INoanuce

T

Appr\gved By / Ono6pua
)

Date / JaTa

o 101 1 Lo

63 11U

TN

Name / ®HO

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
JL0JI7KHOCTD

Officer-QA

Officer-QA

Sr. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaccuticals 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 AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 6 of 8/ Crp. 613 8

Name of Product /
HaumeHOoBaHIE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Monmeraszona cripeil Hasanbhblii qo3upoBannsiii 50 Mxr/aosa

Active Ingredients /
JeiicTBylome BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone

calculated for Momctasone Furoate 50.00 meg

1 no3a cnpest comepsxut: jeiicTayioliee pewecTso: Momerasona dyypoara Monoruapar

51,72 mxr B nepecyere Ha Momerasona Qypoar 50,00 mxr

Furoate Monohydrate 51.72 mcg as

Strength / Jo3upoBka 50 mcg/dose / 50 Mkr/nosa. Date of Mfg. / laTa npoussoacTsa 12/2023
Dosage form / Metered-dose nasal spray / Cripei :
JlekapcTBeHHas gopma HA3aJIbHbIA 103K POBAHHDIFH Date of Exp. /Tonen 2o 1203
Product code / Kon npoaykra SRUO030007E040401E]J Date of release / Jlata Bbinycka 30.12.2023
Batch No. / Cepus No 12231212 Qty. Released / 63,680 BOT:/
KosiyecTBo BLINYILEHO ()1akoHOB
Batch size / Paamep cepun 69,444 BOT / (naxoHos Mz, icense No./ Auuecnoun un MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No. / 040000502050 Mfg. License Date / JluueHsus ua 30/04/2020
PerucTpauHoHHbIT HOMep aHAIHU3A NPOH3BOACTBO (AaTA)
Package size / Ynakonka 60 Doses / 60 103 GMEComplianss oertilleats Batel | oy
GMP ceprudukar (aata)
: . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus EMb sasmdiss Gomop) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauns roroporo SPC-CC-063691 Reference STP No. / CITU Ne 640947
npoaykra Ne
Mometasone Furoate Monohydrate/ el
APl name / HaumenoBanue A®C o API Batch No / A®C cepust Ne 23411(JM-01)-
Mowmerasona (pypoara MOHOTHApPAT 001
Manufactured by / Dpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e JIumuren, Muaus :
Ne | TESTS/NOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATEI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeanss
AocTaBasemMas 103a H
OAHOPOAHOCTH
AOCTABJISAEMO#H J03bI

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

If 3 to 6 doscs 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% trom the average value. The mean of each determination
should not exceed = 15 % of label claim.

He Gonee 2 13 20 no3 (10 HauansHbiX 103 1 10 KOHEUHBIX A03)
MOTYT MMCTh OTKJOHCHHMC OT CPEAHEro 3HaucHus Gonee uem
+£20%, W H{ OAHA JO3a HC JAOMDKHA HMETb OTKJIOHEHHE OT
cpeaiHero 3Hauenna Gonee yem 25 %. Cpendee 3HaueHue He
JLO/DICHO NPEBLIWATL £ 15 % OT 3aaBA€HHOrO.

Ecni o1 3 10 6 103 MMeIOT OTKoHeHHs Gonee yeM = 20 %, Ho
MeHee HeM £ 25 %, To HCNbITLIBAOT chenyiowue 20 (aakoHoB.
He Gonee 6 u3 60 103 MOryT HMETL OTINIOHEHHE OT CPEAHErO
3HaucHuA Gonee yem = 20 %, ¥ HH OHA 1032 HE J0MKHA MMETh
OTKJIOHEHHE OT CPe/IHEro 3Ha4cHus Gonee uem £ 25 %. Cpeauee
3HAYEHHE KOKAOr0 ONPEACNCHHS HE A0JDKHO NpeBbIath £ 15 %
OT 3asBJICHHOTO.

Beg / Hauano:

Minimum / Munumym: 97.0%
Maximum / Makxcumym:105.6%
Mean / Cpeanee:100.0%

END / Kounen:

Minimum / Munumym: 98.0%
Maximum / Makcumym:103.1%
Mean / Cpennee: 100.0%

[
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A T'OTOBOT'O IMPOJAYKTA

Page 7018 /Crp. 7u3 8

Name of Product / MOMAT RINO
HanmeHoBaHIE NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HANMEHOBAHHE Monmerasona crpeif HasanbHLIH Jo3uposannbii 50 Mkr/po3a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
Heiicreyiowe Bewecrsa 1 ho3a cupest coaepxut: AelicrBylomee sewecTo: Momerasona (hypoara MOHOrHAPAT
51,72 mkr B nepecucre na Momeraszona dypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no03a Date of Mfg. / JlaTa npoussoacTsa 12/2023
Dosage form / Metered-dose nasal spray / Cnipe#t .
JlekapcTBeHnas gopma Ha3albHbIH IO3HPOBAHNbIH Date of Bxp. / Fogei no L2023
Product code / Koa npoaykra SRUO030007E040401E) Date of release / JlaTa Bbinycka 30.12.2023
Batch No. / Cepusi Ne 12231212 OlyRelbnsid 63,650 BO
_ KonnuecTso BuINyL1EHO (naxoHOB
Batch size / Pasmep cepuun 69,444 BOT / gpnaxonon M Ljceimse ia. /| Juliescnn B MNB/10/832
‘ : npou3BoAcTBO (Homep)
Inspection Lot NO'.,/ 040000502050 Mifg. License Date / JInuensus na 30/04/2020
PerucrpaunoHHbIii HOMEp AaHAAHM3A NPOU3BOACTBO (AaTA)
Package size / Ynakoska 60 Doses / 60 no3 GME Compliancs eartitisat Date/ 18/06/2020
GMP ceprudukar (aata)
=i g GMP Compliance certificate No, / GMP-
Marlket / Poinox Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneunduKanns rotoBoro SPC-CC-063691 Reference STP No./ CITH Ne 2)40947
npoaykra Ne 3 .
Mometasone Furoate Monohydrate/ BALN e
API name / Haumenosauue ADC API Batch No / ADC cepust Ne 23411(JM-01)-
Monmera3sona {yypoaTa MOHOrHMAPAT 001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumutesn, Huuus
Ne | TESTS/IMIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATLI
14 | Microbiological Purity / MukpoGuosiornveckas YicTora
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O6wee uucao Gonee 102 KOE B 1 M npenapata Meuee 10 KOE/Mn
a3pOOHLIX .
MUKPOOPraHH3MOB S
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml//@k‘ss
count / O61uee uHca0 6onee 10! KOE B 1 Mn npernapara Menee 10 KOE/m N
JPONOKEBBIX M TUIECHEBBIX «J
rpu6oB ¥
%
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBue B | Absent / OTcyTcTgyer d/
MJ1 Ipenapara \“’9" 1)7]97) Y
D
Staphylococcus aureus Absence per 1 ml of the product / OrcyTcTaue B | Absent / OtcyTcTBY “»4_'p‘
MJI IIpenapara ' ‘ Narmf
15. | Assay / KosinyecTBeHHOE onpeaesieHne A
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 98.1%/98,1% —
Mowmera3oHa dypoat 85,0 % no 115,0 % OT 3a9BIEHHOTO COACPIKaHHA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 98.7% /98,7%
BeH3aJKoHus XJIOpHI 80,0 % mo 120,0 % oT 3asABNEHHOTO CONEPIKAHUA
Prepared-By / IoaroTosui Checked By / IIposepua Appro\ed By / OmoGpun
Signature / Il ) -
ignature / Ioanuce ﬁ// S
I) " | 7 " /
Date / Mara 073 )M\'Lﬂ/\’\ L‘Jl”‘\v\ 0&\‘(1\\ ’UL“\‘
Name / PHO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JLONI2KHOCTL
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIU3A rOTOBOTO IMTPOAYKTA .
Page 8 of 8 /Crp. 8 u3 8

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

HenaTeHTOBAHHOE HAHMEHOBAHHE Momerasona cnpei HasanbHLIA Ao3uposannbi 50 Mkr/no3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeilcTByroLme BewecTsa 1 no3a cipest coAepxcuT: AeiicrByiolce BelecTBo: MomerasoHa (pypoara MOHOrHApaT
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mxr
Strength / Jlo3uposka 50 meg/dose / 50 mxr/j103a Date of Mfg. / lata npon3BoacTBa 12/2023
Dosage form / Metered-dose nasal spray / Cnpe# . ;
JlexapcTBennas ¢popma HasaIbH LI JI03HPOBaHHbIH Pate of Exp, | Fonen a0 i
Product code / Koa npoaykra SRU030007E0404011) Date of release / JlaTa Boinycka . 30.12.2023
Batch No. / Cepua Ne 12231212 QtyiBReleased | i mmans, ad
KoJsiuecTB0 BuINyUIeHo (rakoHoB
Batch size / Pasmep cepun 69,444 BOT / QnaxoHoB Miglicense Nox/dlamensun i MNB/10/832
npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000502050 Mfg. License Date / JInuensus na 30/04/2020
PerncrpauyonHblii HOMep aHaAU3A NpPoOH3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 o3 GMP Unmpltance: certiicate Date ) 18/06/2020
GMP ceprudukar (nara)
Market / Poinoi Russia / Poccust GMP Compliance certificate No. / Ghpe

GMP ceprudukar (Homep) 01556/20/IN -

Reference Specification No, / STP-CC-
Creundurauns roroporo SPC-CC-063691 Reference STP No. / CITH Ne

040947
npoaykra Ne
Mometasone Furoate Monohydrate/ k-
API name / Hanmenosanue AOC ) API Batch No / A®C cepust Ne 23411(JM-01)-
MowmeTa3zoHa (pypoaTa MOHOTHAPAT 001
Manufactured by / ipoussoautesas | Aarti Pharmalabs Limited, India/ Aapru ®apmanabce Jlumnren, Unavs
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHWSA OBSERVATIONS/
PE3YJILTATBI

16." | Package Size / Ynakoska | 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. /
ITo 60 no3 cycncHsuM BO (UIAKOHE M3 TOJMITHIIEHE Bbl 1;054 T “FAQOTHOCTH C
AO03UPYIOLHM YCTPOHCTBOM U KOJITIAUKOM W3 MOJIH3THIIEHA, nmcoxon nﬁf)’r oeTH. TTo 1
(1axoHy BMECTE C MHCTPYKLIUEH 110 MEAWLIMHCKOMY npﬁm’eﬂeﬂmo B mauke l(a‘pr\ounou

lev \

Any deviation/Incident/OOS: Non-applicable p— C\z
Orknonennsi/necoorBercreust/O0C: He npuMeHHMO ( (;) ( . b
\ \\ 1"‘ )’1 wd

Declaration of certification: “I hereby certify that the above information is authentic and ac‘c\urate This batch of:p p duct has
been manufactured including packaging and quality control at the abovementioned site in fuljs cp pllancee\u? th the GMP
requirements of the local Regulatory Authority and -with the normative document no. JI HOOF0)-(PT-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processmg,
packaging and analysis reviewed and found to be in compliance with GMP.” - —

3aknloyeHHe O COOTBETCTBHH: HAcTOSLIMM TOATBEPXKNAIO, YTO INpPEACTABIEHHAsA BhILLE MHpOpMaLUs  ABSAETCA
JOCTOBEpHOH M TouHoM. J{anHaa cepus Gbina nponssefeHa (BKmIOuas ynakoBKY/MapKMpOBKY M KOHTPOJIb KayecTsa) Ha
yKa3saHHO} Bbllle TNPOM3BOACTBEHHON IUIOLIAAKE B IIOJHOM COOTBETCTBMM ¢ TpeGopanusamu Hamnexauei
Tpoussozncreennoit Ipaktuxn (GMP) NOKaNbHBIX PEryJIATOPHBIX OpPraHOB ¥ TpeGOBAaHMAMM HOPMATHBHOH NOKYMEHTALMH
JIT-Ne(001710)-(PT-RU) ot 23.01.2023 st peiHka Poccun u yTeepxaAeHHOH cneuuduxaunmueii Ne SPC-CC-063691,
TIpoTOKO/bI MPOM3BOACTBA, YNAKOBKM M MOKA3aTENH KAauecTBA JAHHOH Cepuy ObUIM NPOAHANU3UPOBAHBI M CHENAHO
3aKNIOYEHHE, UTO OHM COOTBETCTBYIOT TpeboBanuaM Hamnexxaweit ITponssoncraenHol [Tpaktuku (GMP).

Prepared By / [Toarorosni Checked By / lIposepun Appro\(ed By / Onobpun
Signature / Moanuck 7y = == =
: ! s gl —_—
i 70310 19009 A\ a7} s\ B
Ay

Iy ek Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / ’

JlonncnocTh Officer-QA Officer-QA Sr. Manager - QA
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