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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
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA
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Name of Product /
HanmenoBaHMe npoayKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBAHHOE HAMMEHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona (ypoara MoHOrM/para cnpeil Ha3anbHblH 103MpoBaHHbIH 50 MKr

Active Ingredients /
JleiicTByromme BewecTea

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg

1 nosa cripes coaepsuT: AeiicTBytollee beulecTso: Momerasona ®ypoara MoHoruapar

51,72 mxkr B nepecuere Ha Momerasona Qypoar 50,00 Mkr

Strength / Jo3uposka 50 meg / 50 mxr Date of Mfg. / lara npoussoacrsa 08/2022
Dosa éform/ Metered-dose nasal spray /
£ Cnpeii HasansHbli Date of Exp. / l'oaen a0 07/2024
JlekapcrBeHHan dopma -
JLO3UPOBAHHbIH
Product code / Kox npoaykra SRU030007E040401E)J Date of release / JlaTa soinycka 27.08.2022
Batch No. / Cepust Ne 12220487 Qty. Released / Koanuectso 63,600 BOT/
BbINYLIEHO (1akoHoB
Batch size / Pazmep cepun 69,444 BOT / Jnakonos Mig. License No. / MNB/10/832
JInuensuna Ha npousBoacTBO (HOMep)
Inspection Lot No. / 040000408495 Mfg. License Date / 30/04/2020
Peructpaunonnsiii Homep anaaunsa JInueH3us Ha npou3BoacTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmnkar (nara)
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneunduxauus rorosoro SPC-CC-063691 Reference STP No./ C[TH Ne STP-CC-040947
npoaykra Ne

TESTS / TIOKA3ATEJIH

Ne LIMITS / TPEBOBAHHU S OBSERVATIONS / PE3YJIbTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
) semitransparent to non-transparent | transparent consistency. /

consistency. /| nouTH Genoro LBeTa OT HEMpO3pauHoil
Ot Genoro a0 noutu Genoro wusera OT | KOHCHCTEHUMM IyCTast CyCMEH3Hs.
A0y NPO3payHO I no HENpOo3pavHOi

KOHCUCTEHLIUM I'yCTas CYCINEeH3us.

Identification / MognnuHocTL

a) Mometasone Fuorate /
Mometasona ¢ypoar

The retention time of the main peak in the | The retention time of the main peak in
chromatogram of sample preparation should | the ~ chromatogram  of  sample
corresponds to the retention time of the main | preparation  corresponds to  the
peak in the chromatogram of standard | retention time of the main peak in the

preparation. /  Bpems  yaepxusanus | chromatogram of standard preparation.

OCHOBHOTO  nHWKAa Ha  xpomatorpamme |/ Bpemsi ynepuBaHMs OCHOBHOIO

HCIBITYEMOTO pacTBopa JOJKHO | MHKA Ha XPOMaTOrpamMMe HCIbITYEMOro

COOTBETCTBOBATH BPEMEHM YNEPKMBAHMSA | PacCTBOpPa  COOTBETCTBYET  BPEMEHH

OCHOBHOIO  NMKa Ha  XpOMAarorpamMMme | yOepKHBaHMA OCHOBHOTO MNHKA Ha

CTaHAapTHOTO pacTBoOpa Xpomarorpamme CTaHIapTHOTO
pacTsopa

Prepared By / Ioarorosui

Chegked By / Iposepua

Approved By / Opo6pua

Signature / Moanuce

J/

(B—

Date / Jlata o7 g2 OS‘OQW"/ qu Rl
Name / ®PHO Atul Kumar Akshit Bhardwaj Ajay K&mar Garg
Designation / Officer-QA Sr, Officer-QA Asst. Manager - QA

JoamHocrs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A I'OTOBOI'O ITPOJAYKTA
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Name of Product /
HanmeHoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOE HAUMEHOBAKHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmeraszona dypoara MOHOIHpaTa Clipeii HasaibHbli J103MpOBaHHbIH 50 MKkr

Active Ingredients /
[eficTayloline BewecTsa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
I no3a cnipes coaepxuT: AeiicTsyionlee BelecTso: Momerasona ®@ypoara MOHOTHApAT
51,72 mkr B nepecuere ka Momerasona dypoar 50,00 Mkr

Strength / {lo3upoeka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTea 08/2022
Dosage form / Metered-dose nasal spray /
g Cripeli Ha3aNbHBINA Date of Exp. / I'oaen no 07/2024
JlekapcTBeHHasn ¢opma o
JIO3UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lata Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220487 Qty. Released / Kotuuectso 63,600 BOT/
BLINY IEHO ({nakoHOB
Batch size / Pazmep cepuu 69,444 BOT / gnaxonos Mig. License No. / MNB/10/832
Jlnuen3us Ha Npou3BoACTBO (HoMep)
Inspection Lot No. / 040000408495 Mg, License Date / 30/04/2020
PerucTpaunoHnbiil HOMep aHaNH3A Jluuen3us Ha Mpon3BoacTBoO (AaTa)
S . ) GMP Compliance certificate Date /
Package size / Ynakopka 60 Doses / 60 no3 GMP ceprndurat (1a7a) 18/06/2020
Market / Puitok Russia / Pocns GMP Compliance certificate No./ | y1p_g1556/20/1N
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947
npoaykta Ne

Ne | TESTS /TIOKA3ATEJIH

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIBTATDI

b) Benzalkonium chloride
/ beH3ankoHus XJa0pua

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci; and Ci4 in the
chromatogram of the standard solution. / Ha
L, XpOMaTorpaMMe  UCIBITYEMOro  pacTBopa
JONKHBI  OOHApYXKWBATLCS  NHUKH, MO
.| {(BPEMEHAM YAEPKUBAHUS COOTBETCTBYHOLIUE
/HHKaM rOMOJIOrOB OCH3AJIKOHMST  XJlopuaa
Ci2 u Ci5 Ha XpoMaTOrpaMMe CTaHAapTHOFO
pacTeopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci»
and Cys in the chromatogram of the
standard solution. / Ha xpomarorpamme
MCTLITYEMOrO pactBopa
00HapyUBAtOTCS MUKW, NO BPEMEHaM
yaepKUBAHUA COOTBETCTBYIOLLHE
nuKaM  TroMoJoros  OeH3anKoHHUs
xjopuaa Ci2 u Ci4 Ha XpomaTorpamme
CTaHJapTHOTO pacTBopa.

From4.3t049/0t14,3 104,9

4.727/ 4,727

4. | Density / [LnoTHOCTL

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

1.013 g/cm®/ 1,013 r/cm®

S. | Viscosity / Bsazkocrb

From 30 to 130 ¢cPs /Ot 30 no 130 cl13

452 cPs /45,2 cll3

6. | Osmolality /
OcMONAABLHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 mOcwm/kr

291 mOsm/Kg
291 mOcm/kr

7. | Leakage check/
Iposepka paakona Ha
repMeTHYHOCTD

Absence of any traces of leaks / OTcyTcTBUE
CIIE/10B MPOTEUKH

No traces of leaks / Cnenst nporeuku
OTCYTCTBYHOT

8. Net content / Macca
coaepKkumMoro ¢uiaKona

Not less than 9.0 g / He menee 9,0 r

92g/92r

Prepared By / oarotosua

Checked By / llposepua

Approved By / Onobpua

Signature / Moanuce

=

(E—

Date / dara

Lgi’? Jr

0a\v¢horn—

ps[ed ho-

Name / ®UO

Atul Kumar

Akshit Bhardwaj

Ajay Kl'lmar Garg

Designation /
JoskHocTb

Officer-QA

Sr. Officer-QA

Asst, Manager - QA

FCM/QA054/08.00
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Village: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIN3A 'OTOBOI'O IIPOAYKTA
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Name of Product /
Hanumenosanue npoaykuum

MOMAT RINO
MOMAT PHUHO

Generic name /
HenartentoBanuoe HaHMeHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 meg
Mowmeraszona dypoara MOHOIHApPaTa ClIPSH Ha3aIbHBIN 1031MpoBanHbIN 50 MKT

Active Ingredients /
JeficTByomne Bewmecrsa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpes conepxut: Aekicrsytowee seiecrso: Momerasona dypoara MoHoruapar

51,72 mkr B nepecuere Ha Momerasona gypoar 50,00 mMkr

Strength / losnposka 50 mcg / 50 mxr Date of Mfg. / laTa npoussoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
0sag Cnpeit HaszanbHBIH Date of Exp. / I'oaen o 07/2024
Jlekapcreentas dopma ) o )
JI03UPOBARMBIA
Product code / Koa npoayxra SRUOQ30007E040401EJ Date of release / laTa Boinycka 27.08.2022
Batch No. / Ceps Ne 12220487 Qty. Released / Koanvectso 63,600 BOT/
B BhINYILEHO (paakoHoB

Batch size / Pasmep cepun 69,444 BO'I' / ¢pnakonos Mg, License No. / MNB/10/832
JlMuensus Ha npoussoacTso (Homep)

Inspection Lot No. / 040000408495 Mfg. License Date / 30/04/2020

Perucrpaumonnbliit Homep ananuza JluueH3us Ha npoussoacTBO (aara)

Package size / ¥ naxoska 60 Doses / 60 103 GMP Compliance certificate Date /| 1¢/,150)
GMP ceprudukar (aara)

Market / Poitok Russia / Poccits GMP Compliance certificate No./ | Gy1p_g1556/20/IN
GMP ceprugukar (Homep)

Reference Specification No. /

Crneundurauus rorosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /NOKA3ATEJHN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIBTATDI

9. | Number of deliveries per
container / Konunuecrso
103

Not less than 60 doses / He menee 60 103

87 doses / 87 no3

10. | Pump delivery /
Macca no3bt

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

Huausuayanshas macca n1o3nt: o1 85 %
1o 115 % oT TeopeTHUHECKON MACChI A03bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansas macca 203b1: o1 90 % 10 110 %
OT TEOPETUUECKOH MACChl A03bl

Minimum / Munumym: 97.9%
Maximum / Makcumym: 110.3%
Average / Cpeanxee: 105.1%

11. | Particle size /
Pasmep uactuu

Particles < 10pum in size: Not less than 90%
Yactuu pasmepom < 10 Mkm - He mMenee
90 %;

Particles < 30pm in size: 100%

Yacetuu pasmepom < 30 mrm — 100 %
Particles > 30pm in size: Should be absent
Yactuu pazmepom > 30 MKM - 10/DKHbI
OTCYTCTBOBATD '

100.0%/ 100,0% | & ﬁ nE
5 Lt/ L

\Z

-
100.0% / 100,0% %—g i

Absent / OtcyTcTBytoT

Prepared By / Noarorosu Checked By / INposepuan Approved By / Ono6pua
Signature / Illoanuck C/Al/
Date / lata 07 )oq Jro_ 0% ' ¢ }'VW DS\OG\, oV
- ¥
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JlosmHocts Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIU3A T'OTOBOI'O ITIPOJAYKTA
Page 40f 9/ Crp. 4139

Name of Product / MOMAT RINO
HaumeHoBaHMHe NPOAYKLHH MOMAT PMHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenareHToBanHoe HaUMeHOBAHUE Momerasona (ypoara MOHOPHAPaTa ClIpei HasalibHbIA 103MpOBaHHbIH 50 MK
I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByomue Beiecrsa 1 no3a crpest CoAepkuT: AeicTByIOlICe BewecTso: MomeTazoHa Pypoarta MOHOTHAPAT
51,72 mkr B niepecuere Ha MomeTasona (ypoar 50,00 mkr
Strength / Josuposika 50 meg / 50 mkr Date of Mfg. / lata npousBoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
g Cnpelt HasaibHbli Date of Exp. / Toaen a0 07/2024
JlexapcersenHas popma . .
JIO3HPOBAHHbIA
Product code / Koa npoaykra SRUO30007E040401EJ Date of release / laTa Bbinycka 27.08.2022
Batch No. / Cepusi Ne 12220487 Qty. Released / Kosinuectso 63,600 BOT /
BhINYLIEHO ¢nakonos
Batch size / Pasmep cepuu 69,444 BOT / ¢pnakonos Mig.License No. / MNB/10/832
JluueH3us HA NPOU3BOACTBO (HOMEp)
Inspection Lot No.v/ 040000408495 Mfg. Lvlcense Date / 30/04/2020
PerucTpaunoHHbIil HOMep aHaau3a JlvueH3ns Ha NpoM3BOACTBO (aaTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (aata)

GMP Compliance certificate No. / GMP-01556/20/IN

Mark Russia / Poce
larket / Poinok ussia / Poceus GMP ceprudurar (somep)

Reference Specification No. /
Creunukauus roTosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/MOKA3ATEJIU | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTAThI
12. | Related Substances / [locTopoHHne npumecu

Impurity 8DM / Not more than 0.15 % / He 6oaee 0,15 % 0.04% / 0,04%

[Mpumecu §DM

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He oGHapyxeHo

[Tpumecn DMC

{mpurity D / Not more than 0.20 % / He 6osee 0,20 % 0.01%/0,01% \j /u¢>(/,

pumecn D P o

/ k3 e

*

D

Any individual unspecified | Not more than 0.20 % / He Gosiee 0,20 % 0.01%/0,01% [ [ .
impurity / EauHn4HOM :
o5/ |3

ApUMECH 5

. . @ \fr
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.13%/0,13% Vp/ ‘\(.vr,'ﬁ Y/
Cymma npumeceii "“)i”lace -

HEHACHTUPULIMPOBAHHOM } N

A

13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauano:

(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / MuHumym: 98.8%
dose) / OanopoaxocTb more than + 25% from the average value and | Maximum / Makcumym: 100.8%
BbICBOGOXKAAEMO#T 103b1 not any dose can deviate more than + 35% | Mean / Cpennee: 100.0%

from the average value.

If' 3 to 6 doses deviate more than + 25% but
not more than & 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate

Prepared By / IToarorosusn Checked By / I1posepua Approved By / Onopua
Signature / Noanucs d’/ C@)\/
Date / Nara e} [og r o ) '}Loq l—v«h’"” \951OQ|\‘WW
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kulmat Garg
Designation /
JP—— Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHME NPOAYKUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTazoHa Qypoara MOHOFHpaTa Crpeii Hasa bHbIN J03MpOBaHHLIH 50 MKF

Active Ingredients /
JleficTBY101LHE BeLLeCTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1 11032 cripes coaepkuT: AekicTryiowee peulectBo: Momerasona QDypoara MOHOrHApAT
51.72 mkr B niepecuere Ha Momerasona (ypoar 50,00 Mkr

Strength / losuposka 50 meg / 50 mkr Date of Mfg. / JlaTa npou3BoacTea 08/2022
Dosage form / Metered-dose nasal spray /
I 8 Cripeii HasansHbii Date of Exp. / T'oaen ao 07/2024
ekapcTBeHHas gopma . o
JIO3UPOBAHHbBIN
Product code / Kox npoaykra SRU030007E040401EJ Date of release / laTa sbInycka 27.08.2022
Batch No. / Cepun Ne 12220487 Qty. Released / Konuuectso 63,600 BOT/
BbINyU1EHO ¢nakoHOB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakonos Mfg.License No. / MNB/10/832
JIMueH3us HA NPOU3BOACTBO (HomMep)
Inspection Lot No.y/ | 040000408495 Mfg. License Date / 30/04/2020
PerucrpauoHHbIA HOMEpP aHAIU3A JIMueH3usi HA NPOHU3BOACTBO (1aTAa)
Package size / ¥ nakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTuduxat (aata)
Market / Phinok Russia / Pocens GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauns rotoBoro SPC-CC-063691 Reference STP No./ CIHU Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/IMOKA3ATEJIN

LIMITS / TPEBOBAHHA

OBSERVATIONS / PE3YJIbTATBI

more than +£25 % from the average value, | END / Konen:

and not any dose can deviate more than
+ 35% from the average value.

He 6onee 2-x u3 20 no3 (10 HayanbHbX 103 | Mean / Cpeanee:

1 10 koHeuHbIX 103 3 10 pakoHOB) MOTyT
MMETh OTKJIOHCHHE OT CPEAHEro 3HaueHHs
Oonee yeM £ 25%, ¥ HW OdHA 1034 HE
JIOJKHe WMETh OTKJIOHEHWE OT CpPEeaHero
3HaueHHa Oosiee uem Ha = 35 %. ’

Minimum / Munumym: 98.8%
Maximum / Makcumym: 102.3%

100.0%

Ecnu ot 3 mo 6 103 MMEIOT OTKIOHCHUSA o ASg
Gonee uem % 25 %, HO MeHee ueM + 35 %, To é\\ J SURN
MCTIBITLIBAIOT Cllenytowme 20 GakoHos. i~ “
He Gonee 6 w3 60 n03 MOryT MMeTb [+ ©\
OTKJIOHEHHE OT CPEJIHEro 3HaueHus Gosee O * }
ueM + 25%, 1 HM 0OHA 1033 He J0/KHA 5 T
HMETb OTKIOHEHHE OT CPEAHErO 3HAueHHs! \5 /»7/% ~
\>., 2 N

ooJiee yeM £ 35 %,

o Prepared ﬁy / TloareToBnA Checked By / posepus Approved By / Onobpua
Signature / [loanuce (J/ Cﬁ-\/‘ /AA/

Date / AaTta 67)09 |2 08‘ vg ‘f\«m"-/ o 0“\\’)6’\/\/
1

Name/®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg

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

J10IKHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
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Name of Product /
HaumveHOBAHKME NPOAYKUHU

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

Momerazona (pypoata MOHOTHIPATA CPEH HA3ANLHbIA 103HPOBAHHBIA 50 mkr

Active Ingredients /
JleiicTBylouine BEIECTBA

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

1 1038 CrApes COACPRUT: AelicTRyIONEE BeliecTBo: Momerasona MypoaTa MOHOrMApaT

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

Strength / o3upoBka 50 meg / 50 mkr Date of Mfg. / lata nponssoacrsa 08/2022
Dosage form / Metered-dose nasal spray /
18 Cripeii nasansHbiil Date of Exp. / l'ogen a0 07/2024
JlexapcreeHHan (popma ) o
JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /laTa BbInycKa 27.08.2022
Batch No. / Cepus Ne 12220487 Qty. Released / Konnuecvso 63,600 BOT/
BbINYHIEHO (h1akoHOB
Batch size / Pazmep cepun 69,444 BOT / nakoHos Mig.License No. / MNB/10/832
JliieH3Ms Ha NPOM3BOACTBO (Homep)
:)nspectlon Lot No.“/ 040000408495 Mfg. License Date / 30/04/2020
€rHCTPALIMOHHBIN HOMED AHAAK3A Jlnuen3us HA POU3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
Market / Poinok Russia / Poceus GMP Compliance certificate No. / GMP-01556/20/IN
: GMP ceprudukar (Homep)
Reference Specification No. /
Cneuundmkauns rotoBoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne

" Ne | TESTS/TMOKA3ATEJHU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATDI

14 | Uniformity of dosage units
/ OaHOPOAHOCTH
A03NPOBAHHS

Not more than [ value from 10
measurements can deviate from the average
value more than + 25% and none can deviate
by more than + 35%.

If 2 to 3 values deviate more than £ 25% but
not more than = 35%, test another 20 bottles.
Not more than 3 wvalues from 30
measurements can deviate from the average
value more than = 25% and none can deviate
more than + 35%.

He Gonee | 3nauenus w3 10 onpeneneHunii
MOMKET OTKJOHSTCS OT CPEIHEro 3HaveHHs
Gonee, yeM Ha + 25 %, u Hu oaHoro, Gosee
yeM Ha + 35 %,

Enn npBa wniam  Tpu 3HAYEHUs MMEIOT
OTKIIOHEHUS Bonee yeM £ 25 Yo, HO MEHbLUIE,
yem = 35 %, TO MCTIBLITHIBAIOT CHEIYIOLINE
20 ¢axoHOB.

He ©Gonee 7Tpex 3Hauenuit w3z 30
onpeAeneHnii  MOryT  OTKIOHATBCS — OT
cpeaHero 3HavyeHus Gonee, uem Ha + 25 %, U
HU 0HOrO, Bosee yem Ha £ 35 %,

Minimum / Munumym 98.8%
Maximum / Makcumym: 100.8%
Mean / Cpennee: 100.0%

AR L NN
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Approveq By / Oxobpun
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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
CEPTHOUKAT AHAJIU3A I'OTOBOTI'O ITIPOAYKTA

Page 70f9/Ctp. Tu3 9

Name of Product /
HaumeHosanue npoayKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 meg
MomerasoHa (ypoara MOHOTHAPATA CIPCH HA3ANBHBIA J03MpOBaHHbHA 5O MKr

Active Ingredients /
JeiicTByowpe BeLLECTBA

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

calculated for Mometasone Furoate 50.00 meg

I nosa crpes conepxkur: Aekicrayloulee Bellectso: Momerasona @ypoara MOHOrHApaT
51,72 mkr B nepecuere Ha Momerasona ypoar 50,00 mxr

Strength / lo3upoBka 50 meg / 50 mkr Date of Mfg. / Jlata npoussoacTea 08/2022
Dosage form / Metered-dose nasal spray /
ge form Cripe#t HasasbHbBIA Date of Exp. / lCoaen o 07/2024
JlexapceTeeHnas popma ) L
JA03UMPOBAHHLIU
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / laTa Bpinycka 27.08.2022
Batch No. / Cepus Ne 12220487 Qty. Released / Koauwecrso 63,600 BOT/
BbITYLIEHO (hnakoHoB
Batch size / Pasmep cepun 69,444 BOT / pnaxoros Mig.License No. / MNB/10/832
Jlnuensua Ha npous3soacTso (Homep)
Inspection Lot No.“/ 040000408495 Mfg. License Date / 30/04/2020
PerucTpaunonnbii HOMep aHaTIU3a JlvueH3usi HA NMPOU3BOACTBO (AaTAa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukaT (aarta)
Market / PoiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmkat (Homep)
Reference Specification No. /
Cneuudukauns rorosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykTa Ne

Ne | TESTS /IOKA3ATEJIH |

LIMITS / TPEBOBAHUA

| OBSERVATIONS / PE3YJIbTAThI

15 | Microbiological Purity / Mukpo6unosiornueckas yncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / Obuiee uncno
a’pobHbIX GakTepuii U
JPOAOKEBBIX Y MIIECHEBbIX
rpudoB (CyMMapHoO)

Not more than 10? ¢fu per 1g (ml) of the
product / He 6onee 10° KOE 8 1 r (M)
npenapara

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

)

Test for Absence of
Specified Microorganism /
TecT Ha cneunguyeckue
MUKPOOPraHU3MbI:
Pseudomonas aeruginosa

Staphylococcus aureus
Bile-Tolerant
Enterobacteria /
Kenueycroitumnebie
3HTEpPODAKTEPUM

Absence per lg (ml) of the product /
Otcyrcrteue B | r (M0) npenapara

Absence per 1g (ml) of the product /
OtcyrcTtue B | r (Mn) npenapara

Absence per 1g (ml) of the product /
OrcyTteTeue B | 1 (Ma1) npenapata

R :
\g%g” - 3

N
"‘(’ ph 0‘:\(?/
Absent / OtcyTeTBye~_8/M ace/

Absent / OtcyTrcTByer

Absent / OTcyTcTBYET

S e
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Checked By / [1posepun
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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
CEPTUD®UKAT AHAJIU3A 'OTOBOTI'O ITPOJAYKTA

Page 8 of 9/ Crp. 8 u3 9

Name of Product /
HaumeHoBaHHe NpoayKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAMMEHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona gypoara MOHOIHApaTa cripel HasalbHLI J103MpOBAHHBIA 50 MKF

Active Ingredients /
Jeiicreyromme BelecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 ;1033 CIIpEs COACPMMUT: ACHCTBYIONIEE BEILIECTBO:
51,72 mxr 8 nepecuere Ha Momerasona (pypoar 50,00 mkr

Mowmerazona @ypoata MOHOPKAPAT

Strength / lozuposka 50 meg / 50 mkr Date of Mfg. / laTa npousBoacTea 08/2022
Dosage form / Metered-dose nasal spray /
& Cripelt vazanbHbii Date of Exp. / F'open po 07/2024
JlekapcrBennaa gopma . -
JIO3UPOBAHBbIH
Product code / Koa npoaykra SRUQ30007E040401E) Date of release / /laTa Bpinycka 27.08.2022
Batch No. / Cepus Ne 12220487 Qty. Released / Konuuecrso 63,600 BOT/
BbINYWEHO (pnakoHoB
Batch size / Pazmep cepuu 69,444 BOT / ¢paakonon Mig. License No. / MNB/10/832
JInueH3ns Ha NPOH3BOACTBO (HOmMep)
Inspection Lot NOL/ 040000408495 Mfg. License Date / 30/04/2020
PerncrpauuoHHblii HoMep aHanM3a JlnneH3us Ha npou3BoOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (aara)
Market / Pbraok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. / .
Cneundukauus roToBOro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /MOKA3ATEJIN | LIMITS / TPEGOBAHUSI | OBSERVATIONS / PE3YJIbTAThI
16. | Assay / KonnuecTBeHHOe onipeejieHHe
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 101.9%/101,9%
MowmetazoHa gypoata Ot 85 % no 115 % ot 3asB8neHHOTO
COAEPIKAHHS
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 94.8% /94,8%
beH3ankoHuns xnopuaa Ot 80 % a0 120 % ot 3asBreHHOrO
COAEPKAHUS
17. | Package Size / Ynakoeka | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
W ASs made  from  high-density polyethylene | from high-density polyethylene
N Yo | equipped with a metering device and a cap | equipped with a metering device and a
“;| made from high-density polyethylene. One | cap made from high-density
% bottle together with the package insert per a | polyethylene. One bottle together with
*cardboard box. / o 60 wumm 120 no3 | the package insert per a cardboard box.
) FcycneHsun Bo Quakone u3 noawdTwieHa | / 60 o3 cycneHsunm BO (uiakoHe M3
D{?“’ a"-’ﬁblCOKOﬁ MJIOTHOCTH € AO3MPYIOIIHUM | MONMITHAEHA BbICOKOH MIOTHOCTH C
w@‘/yc*rpoﬁcmom " KpPbILLIEYKO# W3 | ZO3MPYHOLLIUM YCTPOACTBOM v
GrmaCe/u\)/ NOJIM3TUIEHA BbLICOKOH muoTHocTH. [lo | | KpblileuKOH M3 MOAM3TUNIEHA BbICOKOH
e ¢QuakoHy BMecTe ¢ MHCTpykuued no | nnotHoctv. Ilo 1 ¢nakoHy Bmecre ¢
MEAHLHMHCKOMY TIPUMCHEHHIO B  TAuKe | MHCTPYKUMEH Mo MEAMUMHCKOMY
KapTOHHOM. NIPUMEHEHHUIO B NAYKE KAPTOHHOA.
18. | Labeling / MapkupoBka According to ND / B cooreerctuu ¢ HJ|
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

Xpanenue

B 3awmiieHdom ot ceera mecte npu temneparype ot 15 1o 25 °C. He 3aMopaxuBathb.
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Checked By / Ilposepua

Approvgd By / OnoGpun
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
Page 90f9/Crp.9u3 9

Name of Product / MOMAT RINO
HaumenoBanune npoaykuuu MOMAT PHHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
_HenaTeHToBaHHOE HAHMEHOBAHUE Mowmerazona Jypoara MOHOTHPATA CIIPEH Ha3albHbIN A03UPOBaHHLIH 50 MKr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByromue BeulecTsa 1 nosa cripes cogepxuT: Aciicrayiolee Beuectso: Momerasona ®@ypoara MoHOTHApaT
51,72 mkr B nepecere Ha Momerasona (pypoar 50,00 Mkr
| Strength / losuporka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
1 g Cnpeit 11a3anbHbli Date of Exp. / T'oaen a0 07/2024
ekapcTBeHHas Gopma 9
JO3HPOBAHHBIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220487 Qty. Released / KosinvecTso 63,600 BOT/
BbINYLEHO (hnakoHOB
Batch size / Pa3mep cepum 69,444 BOT / ¢nakonos Mfg. License No. / MNB/10/832
JlnueH3us Ha NPoU3BOACTBO (HoMep)
nspection Lot No. / 040000408495 Mfg. License Date / 30/04/2020
PerncrpaunonHbiii Homep anajansa JluueH3usi HA NPOU3BOACTBO (1aTa)

GMP Compliance certificate Date /

GMP ceprudmkar (aata) 18/06/2020

Package size / ¥Ynaxkosxa 60 Doses / 60 no3

GMP Compliance certificate No. / GMP-01556/20/IN

M P Russia / Poce
arket / Puinok ussia / Poceus GMP ceprudmxar (somep)

Reference Specification No. /
Cneuudunkauuns roTosoro SPC-CC-063691 Reference STP No./ CIU Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /NIOKA3ATEJIN LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3VJIBTATDI

20 | Shelf-life / Cpok roanoctu | 2 years/ 2 roja

Any deviation/Incident/OOS: Not applicable
Orknonenust/ Mnumpentol/O0C: 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. JI[1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3ak/0ueHne 0 COOTBETCTBHM: HACTOALUMM TOATBEPXKAAID, 4TO TNpeicTaBlieHHas Bbllle HHOOPMAUMUA ABJSETCA
AOCTOBepHOI ¥ TouHOW. JlaHHas cepust Oblia NpoW3BeldeHA (BKJIOUAs YNakOBKY/MapkUPOBKY M KOHTPOJb KauecTsa) Ha
yKazaHHO} Bbill€ MPOM3BOACTBEHHOW TJOL@AKe B MOJHOM COOTBEeTCTBUM ¢  TpeboBanuamu Hamnexaiued
TTpoussoacTeenHoil [Tpaktikyu (GMP) nokasbHbIX PeryjisTOpHbiX OPraHOB U TPEOOBAHMAMM HOPMATHBHOH AOKYMEHTaLUH
JIT-003870-221221 ans puinka Poccnu. [poTokonbl NPpOoU3BOACTBA, YIIAKOBKH H MTOKA3aTe/H KauecTBa AaHHOH cepuH Obliu
NpOAHAIU3WPOBaHbl U CIENAHO 3aK/IOUEHHe, YTO OHM COOTBETCTBYIOT TpeboBanuam Hannexawer ﬂpomBOIICTBeHHou
[lpakTuku (GMP). \

Prepared By / IloaroToBua Checked By / IlpoBephs- Approved By / Ono6pua
Signature / Moanuck <é____, &
Date / Jlata 02109 12— A e os’\o W
Name/®N0O Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
ToARHOCT Officer-QA Sr. Officer-QA Asst. Manager - QA
FCM/QA054/08.00



