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Glenmark pharmaceuticals Ltd

Village: Kishanpura. Baddi Nalagarh Road. Tehst . Baddi.

Distt. Solan Himachal Pradesh 173205. Inc a

Phone: =91-1795 249300 Fax: +91-1795 249310 email: glenmaerki@bom2.vsnl.netin

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A T'OTOBOI'O NPOJAYKTA

Page 1 of 8/Crp. 1 us 8

Name of Product /
Haumenosanie npoaywunn

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroranHoe HAHVEHORAHNE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MoxeTasona cnpeit nazanL il i so3upoBannblii 30 Mxi/1o3a

Active Ingredients /
JeiicTeyounie BeutecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 1032 cnpes conepskuT: nelieTyiontee Bemectso: Moverasona dypoara MOHOTHApaT

51.72 wmxr B nepecyere #a Momerazona dypoar 50.00 skr

Strength /,[[03111}03}:; 30 meg/dose / 50 mxr/aosa Date of Mfg. / Jara npoussoncrea 06/2023
Dosage form / ;\'h.:u:.rcd-duos."c ‘nasaf sprav itnpeu Date of Exp, / Tozen 10 05/2075
Jlekapersennas Gopya HAZZIBLHBLIH JTO3UDOBAHU LI
Product code / Koa npoayxra SRUO30007040401 1 Date of release / JaTta Buinycka 12.07.2023
Batch No. / Cepua Ne 12230618 Oty Relsasail slllGE
Koumuecrso ssinymeno aaxonos
- —
Batch size / Paszmep cepun 69.444 BOT / (aakonon Mfg.License No. / Jlnueusus na MNB/10/832
NpoH3BOACTRO (HOMep)
Inspection Lot }\'o.vl 040000471992 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauiorHbIT HOvVIep anam3a APON3IBOACTEO (1aTA)
. GMP Compliance certificate Date /
¢ : ; : 202
Package size / ¥Ynakosxa 60 Doses / 60 103 GMP cepruduiat (zava) 18/06/2020
R P GMP Compliance certificate No. / GMP-
AisieL ] Py KussinfPocous GMP cepTidurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurauns rorosoro SPC-CC-063691 Reference STP No./ CITH Ne 64094.,
npoaykra Ne )
Mometasone Furoate Monohydrate/ ; plvd-
API name / Haumenosanue A®C : i - API Batch No / ADC cepusn Ne 23403(IM-01)-
Mowverazona dypoara MoHoOrHIAPaT L oon

Manufactured by / [pon3soanTeds

Aarti Industries Limited. India / Aaptu Muaactpns Tusimres. Huaus

Ne | TESTS/TIOKA3ZATEAA |

LIMITS / TPEGOBAHUA

OBSERVATIONS /
PE3YJIbTATDI

1. | Description / Onucaune

White  to  off white thick suspension of
semitransparent to non-transparent consistency,
Ot OGenoro 1o nmodtH  Benoro  useta  oT

NO.T} NPO3pav 1Ol 10 HENpO3pauHOi KOHCHCTEHLH i
rYCTas CVCHCHIHA.

White thick suspension of non-
transparent consistency. /
Oesnoro  uUBeTa  HenmpoipauHoil
KOHCHCTEHLHH rycras
CYCNEH3HA.

Identification / Mneutudnranns

a) Mometasone Furoate /
Momeraszona dgypoar

.-—f! [ “ "

"" i \u[//v.
l / - A"/:;\
[ 3,

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yJep:KUBaHIA OCHOBHOTO IMHKA
Ha  XPOMATOIpasmme  MCBITYEMOTO  pacTBopa
JOTKHO COOTBETCTBOBAaTH BpeEMEHH YAEPAKIBAHUR
OCHOBHOTIO Miika Ha xpoma"rorpamme CTﬁHﬂapTHOFO
pacteopa  (eMm.  pasaen  «KomnyectBeHHoe
onpeleneunen).

The retention time of the main
peak in the chromatogram of
sample preparation corresponds
to the retention time ol the main
peak in the chromatogram of
standard preparation / Bpems
YOEPXHBAHIA OCHOBHOTO NHKA

Ha XpoaarorpaMme
HCMIBLITYEMOro pacTeopa
COOTBETCTBYET BpeMeHH
YASPKHMBAHHA OCHOBHOIO NHKA
Ha NPOMATOrpanmme

CTaHUapTHOI'O pacrsopa.

Prepared/By / [Moarorosin

Checked By / Mposepitn

Signature / [Toanuce

s

A[\fproved By / Onobpitn

-

Date / Jara

15101\ L2 1<y

Name/ OGHO

Yogesh Kumar Mehi{a

Atul Kumar

LS aoy 20y

Sandeep Semwal

Designation /
Jo/eRHoCTL

Officer-QA Officer-QA

Sr. Manager - QA

FCMOAGSL 0800
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Glenmark pharmaceuticals Ltd
Village: Ki-hanpura, Baddi Nalagarh Road, Tehsil: Baddi.
Disu. Solan Himachal Pradesh 173205. India

N Phone: +91-1795 24930¢- Fax: +~91-1793 249310 email: glenmark@@bom?2.vsnl.net.in
lenmark ’ ’

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®HKAT AHAJIM3A T'OTOBOI'O TIPOJIYKTA

Page2of 8/C1p.2u3 8

[ 'Name of Product /
Haumenosanue npoayxunn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHToBAHHOE HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Moxerasona ciipeii nasainini 103uposasksii 50 Mxri03a

| Active Ingredients /
Heitcreyrowmne BemecTsa

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

1 2033 cnpes coacpaur: Aciicrayioniee ewecrno: Moserasoua gypoara MONOTHIpAT

5172 mxr 8 ucpecuere na Moserasona dypoar 50.00 skr

Strength / Ho3iposxa

50 meg/dose . 50 mrr/ao3a Date of Mfg. / Jlata nponssoacrea 06/2023

Dosage form /

Metered-dose nasal spray / Cnpeii

) S 5 Date of Exp. / Tomen no 03/2025
JlekapcTBenHan dopma HA3ATBILIA 10 3UpOBAlK LI ]
Produet code / Koa npoaykra SRUO30007E040401F) Date of release / lata Brinycka 12.07.2023
Batch No. / Cepus Ne 12230618 Qty. Released ¢ C&IROTY
KonuvecTso BpinyweHo haakoHoB
Batch size / Paznmep cepun 69.444 BOT duakonon Mfg.License No. / JInueusus ua MNB/10/832
: APON3BOACTBO (HOMep)
i Inspection Lot No.ul 04000047199 Mfg. License Date / JTuueusus Ha 30/04/°020
i_Perucrpaunonublii HOMep anamnsa NPOM3BOACTEO (A4Ta)
| Package size / ¥naxosxa 60 Doses / 60 103 GMP Compliance certificate Date/ | 100000

GMP ceprudpukar (aara)

, Market / Poinok

¥ H : ~ i
Russia/ Pocciis GMP Compliance certificate No. / GMP

! GMP cepruduxar (nomep) 01556.20/IN
. Reference Specification No. / STP-CC-
" Coneuntpuxauns roToBoro SPC-CC-063691 Reference STP No./ CITH e 04094~
npoaykra Ne
: Mometasone Furoate Monohydrate’ 4 . MEM-
- APl name / Haumeunosauue ADC I ————— API Batch No / ADC cepus Ne 23403¢0M-01)-
MET? DypoaTa MoHOrHIpaT 002
Manufactured by / Npoussoaureas | Aarti Industries Limited. India Aapri Muaacrpus Jnoirea, Muans ]
~No | TESTS/NOKA3ATEJH LIMITS / TPEGOBAHMNS OBSERVATIONS /
PE3YJBLTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bensankodus xnopua | contain peaks corresponding to the retention times sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy2 | corresponding to the retention
and Ciy in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). ' Ha xpomatorpasse | chloride homologues €2 and
HCMLITYEMOTO pacTBOpa 10T#Hbl odHapyxHeateca | Ciy in the chromatogram of the
. NMHKN. no BpeMeHamM viepxusauig | standard  solution. Ha
) AN COOTBETCTB) IOLHE MHKAM FOMONOroB SeH3ANKORHA | XPOMATOTPAMME  HCTIBITYEMOro
£ © 0 | Xmopwaa  Cip ow Cu Ha  XpomaTorpaae pacrsopa oBHapyA&HBAIOTCA
f’ h% <7\ | cTaHnapTHoro pacTsopa (e, pasaen | nuxm, no BPCMEHAM
. _ <3| | «KomtuecTeeHHoe onpenencwiien), YAEPKHBAHNA
%’l’} b y COOTBETCTB)!IOIHHEF THKaM
3, 1 gu/) o rOMOJNIOTOR GeH3ankoH s
N7t 5 Y, xjopuna Ciz u Cy Ha
~J Qii':i“ﬁ/ XPOMaTOrpaMMe CTaH2apTHOrO
: pacTBopa.
i3. | pH From 4.30 10 4.90 / O1 4,30 20 4.90 4.62 /4,62
i 4. | Density / [laoTHocTs From 0.950 10 1.050 g/cm®/ 1.020 g/em?®/ 1,020 rfea’
i Ot 0,950 no 1,050 /e’
i 5, Viscosity / BaskocTn From 30 to 130 ¢Ps/ Ot 30 no 130 cll3 54.1 cPs/ 54,1 ¢z
(
Prepared By / IoaroTosin Checked By / Ilposepsa App\oved By / Q106pian
Signature / [Moanuce 7/ f__ﬂg,_,——» ] ,
Date / ata “1510 713 1§t )23 (e 202 )
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
 Hesighation./ Officer-Q A Officer-QA Sr. Manager - QA

i Joa#HOCTD

FOM/CA034/08.00




G

glenmark

il
= wigded

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticais Ltd
Village: Kishanpura. Baddi Nalagarh R »ad. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1793 249300 Fax: +91-1795 249310 email: glenmarkéibom?. vsni.net.in

CEPTUDPHKAT AHAJIU3A T'OTOBOT'O NNPOJYKTA

Pape3 ol 8/Crp.31u3 8

Name of Product /
HanmeHoBanHe npoayrLn

MOMAT RINO
MOMAT PUHO

Generic name /

HenaTteHToBAHHOE HAIMEHOBAHNHE

Momctasone Metered-dose Nasal Spray 50 meg/dose
MoneTasona crpeli HasapliLii a03npoBabti 50 Mxr/1o3a

Active Ingredients /
HeitcTeyromue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
caleulated for Mometasone Furoate 50.00 meg
1 Z1o3a enpes coepsnt: aeficTyIolee BeweeTRo: MoseTazona dypoara MoHorBapar
51.72 mkr  nepecuere na Momerazona fypoar 50.00 skr

Strength / Josuposka 50 meg/dose / 50 mxatz1o3a - Date of Mfg. / laTa npoussoacTea 06/2023
Dosage form / Metered-dose nasal spray / Cnpeit e

v 9 ’)
JlexapcTBenHas dopma HA3ANGH LIH 1031POBAHN LI Date of Exp. / Fonen a0 i
Product code / Koa npoayxra SRU030007E040401E] Date of release / Jata sbinvcia 12.07.2023

Batch No. / Cepua No

12230618

Qty. Released /
KoIH4eCTBO BEINYIEHO

62.900 BOT/
(aakonon

Batch size / Pa3amep cepun

69444 BOT / uaronos

Mfg.License No. / Jluuenius na
NPOKH3IBOACTBO (HOMep)

MNB/10/832

Inspection Lot No./

Mig. License Date / JInuen3ns ua

040000471992 30/04/2020
PerHcTpauHoHHbIl HOMED aHANI3A APOH3IBOACTBO (3aTA)
Package size / Ynakoska 60 Doses / 60 ;103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)

: . GMP Compliance certificate No. / GMP-
Market / Pranok Bussia/ Feecun GMP ceptidikar (Homep) (G1556/20/IN
Reference Specification No. / STP-CC-
Creundrrauus rorosoro SPC-CC-063691 Reference STP No./ CITH Ne é4094l7
npoavera Me

MFM-

API name : Haumenosauue ADC

Mometasone Furoate Monohydrate!
Moserazona (hvpoarta MoHOMHApAT

API Batch No / ADC cepun Ne

23405(1M-01)-
002

Manufactured by / Mponssoanreas

Aarti Industries Limited. India / Aapti Hiaserpns Jlnsier, HuTims

Ne |

TESTS / TIOKA3ATEJIM

LIMITS / TPEBOBAHUS i

OBSERVATIONS/
PE3YJITATbI

6. Osmolality /
OcMoOaanbHOCT

From 250 to 350 mOsn/Kg
OT 250 80 350 MOcM/xT

293 MOcm/kr

293 mOsm/‘Kg

7. Net content / Macea
conepxRuMOro gpaakona

Not less than 9 g / He Mmenee 9 r

97¢/97r¢

8. | Number of deliveries per
container / Koandeerso
o3

NpoKauKy)

Not less than 60 doses (discard the first pumping) /
He smenee 60 103 (ne cuuTas nepBHYHYIO

72 doses 7 72 103

9. | Pump delivery /
Macca 1193,5}»«—-: o

R - lc?r ?‘\
}./"\ : /c'S '\‘
{(\ - = 'x \

theoretical dose mass /

TEOPETHYECKOIT MacChl NO3bI

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

Muausuayanbuan macca A03sl: oT 85 % 10 115 %
OT TEOPETHYECKOIT MACCHI JO3bI;

Average mass of the dose: from 90% to | 10% of
=1 | the theoretical mass of the dose /
Cpennsa Macca 103b1: 0T 90 % 30 110 % o1

Minimum / Munxumym: 94.6%
Maximum / Makcumym: 106.3%
Average / Cpennee: 103.3%

Prepared By / Moarotosin

Checked By / [Tposepiin

Signature / Moanucs

e N -

Ap}‘n-;pved By / Ono6pnn
>

Date/ laTa

T 16107 e 3

\-T\S' )y

Name / 110

Yogesh Kumar Mehta

Atul Kumar

@;\J\_MLE

Sandeep Semwal

Designation /
JonkHocTh

Officer-QA

Officer-QA

Sr. Manager - QA

FCM/QADF4708.00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India

91-1795 249300 Fax: =91-1795 249310 email: elenmark(@bom2.vsnl.net.in

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

Page 4 of 8/ Crp. 413 8

Name of Product /
HaumenoBaHie npoayKunu

MOMAT RINO
MOMAT PHIHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mea/dose

HenarteurosanHOe HANMEHOBAHKIE Moxmerasona cipeli nazaiannbii Aozuposanbiid 50 Mkr/ioza

Active Ingredients /
JeiicTByowHe BEWECTBA

caleulated for Mometasone Furoate 50.00 meg

51.72 mkr B nepecuere wa Moserasona gypoat 50.00 mxr

I dose of the spray contains: Active ingredient: Mometasane Furoate Monohsdrate 51.72 meg as

1 1032 enpest CoeparKT: TefCTYIONICE BetecTso: MoMeTaona dypoata MONOrHIpaT

Strength / Josnposka 50 meg/dose / 50 mxr/a03a Date of Mfg. / lata npoussoacrea 06/2023

se hasal s/ Cripedt s &
Dosage form / M_gtucd dmL .m al spray thpm Date of Exp. / Fogen 20 052025
JlexapcTeeHHan opma Ha3dablLIA Jo3KrpoRanubiH
Product code / Koa npoayxra SRUO030007E0404011) Date of release / Jata Buinycka 12.07.2023

Batch No. / Cepusn Ne

12230618 Qty. Released /

Koniuecrso Bsinyimeno (paakotios

62.900 BOT/

Mfg.License No. / Juuensnn na

Batch size / Pasmep cepun 69.444 BOT / raxouos MNB/10/832
APOH3IBOACTBO {HoMep)

Inspection Lot No.ul 040000471992 Mfg. License Date / Jluuensns na 30/04/2020

PerucrpautoHHbIl HOMep anaxH3a NpPOHIBOACTBO (NATA)

Package size / ¥naxoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020

GMP cepruduikar (nata)

Market / Peixox

Russia / Poccus

GMP Compliance certificate No. / GMDP-

GMP cepriduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
i Cneundurkanusa roToBoroe SPC-CC-063691 Reference STP No. / CITH Ne 640947
NPOAYKRTA Ne
1 Mometasone Furoate Monohydrate! 3 MFM_'
AlIname / Hanmenosanne A®OC - o 2 API Batch No / ADC cepusa Ne 23405(IM-01)-
MoxeTazona by poara MoHOTIpar 002
_Manufactured by / MNpoussoaireass | Aarti Industries Limited. India / Aaprs HMuzacrpus Jinivrea. Muaus
Ne | TESTS/ITTOKA3ATEJH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJBTATHI

- 1. | Particle size /

Pa3zsep yacTuu

Particles < 10pm in size: Not less than 90%
Yactuu passepont € 10 MM — He menee 90 %;

Particles < 30pm in size: 100%

Hacruu pasmepost < 30 s — 100 %
Particles > 30um in size: Should be absent
HacTnue! passtepost > 30 ausM — 10MKHbI
OTCYTCTBOBATh

100.0% / 100.0%

100.0% / 100.0%

Absent / Orey TeTeYIOT

11. | Sedimentation Stability /

CeaMyeHTalHOHHAN
YCTOMYHBOCTE

Mot less than 5 min / He MeHee 5 MuH.

S

Complies /
CooTseTCTBY T

L] [y %
9 ¢ \\
[+ L
: 0 é/ =
L Galv
| ) g/
i V}p “; ‘-!
T PNy
| s’
]
Prepgred By / Tlonrotosin Checked By / Mposepun ; Appr\gvcd By / Onobpun
Signature / Moanucs : o
y t’dﬂ -1 |
Date [ JlaTa 1410112,1.3 1K1 Ths e 1oL 3
Name /®HO Yogesh Kumar Mehta - Atul Kumar Sandeep Semawal
Designation / Officer-QA Olficér-GA Sr. Manager - QA

CJLOAKHOCTE

FOM/QAOS4/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi \alagarh Road. Tehsil: Baddi.
Distt. Solan Himachai Pradesh 173205. India

CEPTUOUKAT AHAJIU3A T'OTOBOI'O IPOJAYKTA

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

Name of Product /
Haumenosauue npoayrumy

MOMAT RINO
MOMAT PHUHO

Page Sof8/Crp. 5138

Generic name /
HenaTeHTOBAHHOE HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 30 mep/dose
Mowerasona cripeit HazansHbii 0sKposanieii 30 M/ 103a

Active Ingredients /
AeficTByHOUIe BelecTBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mceg as
calculated for Mometasone Furoate 50.00 meg
1 1032 cnpes coaepauT: AckcTavioulee BetweeTso: MoaeTasona (ypoara MoHorHapar
51.72 mkr B viepecyere Ha Mosetazona diypoar 50.00 kr

Strength / To3uposka 50 mcg/dose / 50 mxr/i03a Date of Mfg. / lava npon3iseacrea 0672023
. - ol SE 11454 C ,/ o 7]
Dosage form / M(I:}en.d d..DbL .naxdl &’,pl ay/ Cnpedi DitEoT Eiip. 4 Tole i 0512025
exaperBennas gopma | nazanuLusii go03upoBannLi
Product code / Koa npoaykra SRUO030007E040401E) Date of release / lata Bbinycka 12.07.2023

Batch No. / Cepun Ne

12230618

Qty. Released /
KonnuecTeo Bpinywmexo

62,900 BOT/
(nakonos

Mfg.License No. / JInuen3ns ua

Batch size / Pasnsep cepun 69.444 BOT / {aakonos MNB/10/832
TPOHIBOACTBO (HOMep)
Inspection Lot f\-o:l 040000471992 Mfg. License Date / Jluuensusn na 30/04/2020
Peructpaunolubiii HoMep ananuia npou3BoAcTBO (AaTa)
Package size / ¥Ynakosxa 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)
X . - R GMP Compliance certificate No. / GMP-
Market/ Peor Bssin/ Hocons GMP cepTudurar (Homep) 01356/20/IN
Reference Specification No. / STP-CC
Creunduxauns rotosoro SPC-CC-063691 Reference STP No. / CITH Ne 640947 )
. npoaywnra Ne
MEM-

: APl name / Hansenosaune ADC

Mometasone Furoate Monohvdrate/
Moaterazona gypoara Mosoripar

API Batch No / ADC cepua Ne

23405(IM-01)-
002

. Manufactured by / Mpo3BoanTens

Aanti [ndustries Limited. India © Aaptv Mizactpis Jinorrer. Mo

"' Ne | TESTS/MOKA3ATEM | LIMITS / TPEGOBAHMS ! OBSERVATIONS /|
i 1 PE3VJILTATHI

£ 12, | Impurities / Tpinvecy

Impurity § DM / Not more than 0.15 % / He 6oee 0.15 % 0.04%/ 0.04%

Mpusecn § DM
: Impurity DMC Not more than 0.15 %o/ He Goaee 0.15 % Not Detected’ He obnapyxero
Mpinecis DMC
; e Not more than 0.20 % / He 6oaee 0.20 % 0.02%/ 0.02%
i Impurity D
' TMpunec D
' Any individual unspecified | Not more than 0.20 % / He 6o3ee 0.20 % 0.03%/ 0.03%
impurity / EAHHHYHOI
E HeUNEHTHPILIPOBAHHOIT
npuaecH
Total impurities / Not more than 0.60 % / He 6oaee 0.60 % 0.23%/0.23%
! ; St e
B Cymnbt npiiseceii SSUmN

SN,
L.;‘; X

\

Prepared. By / IoaroTosu

Checked By / ITposepua

Apprﬁ.\fed By / OnoGpua
A

Signature / Mognucs

-

Date/ Jara

“Ts1011 113

1$7%7) 17

(e 1913

Name / GHO

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
Jomsuocts

Offtcer-QA

Officer-QA

Sr. Manager - QA

FON/QAU34/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil; Baddi,
Distt. Solan Himachal Pradesh 173203. India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AHAIU3A TOTOBOI'O IIPOAYKTA

Page 6 of 8/ Crp. 6 143 8

Name of Product /
Haumenosauie npoaykunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenavteHToBanHOE HAUMEHOBANHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MonieTazona cripeii Basalisislit 103upopannbii 50 Mxr/103a

Active Ingredients /
HeficTayroluMe BeuiecTea

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

1 a03a cripes couepxnT: Aeficrryioniee BeuecTso: MosmeTazona (ypoata MOHOTH AT

31,72 mxr 5 nepecyere na Moserazona gpypoar 50.00 mxr

Strength / No3suposka

50 meg/dose / 50 Mxr/aosa Date of Mfg. / lara npoussoacrea | (06/2023

Dosage form /

Metered-dose nasal spray / Cnpei

o s % Date of Exp./ loaen ao 05/2025
Jlexapersennan dopma HA3AbHLIA LOIHPOBAHH LI
Product code / Koa npoayxra SRUO30007E040401E) Date of release / lata suinycka 12.07.2023
Batch No. / Cepua Ne 12230618 Qty. Released / 62.900 BOT /
Koan4ecTso suinyeno ({naxonos

Mfg.License No. / Jluuensus na

Batch size / Pasmep cepuu 69.444 BOT / dhaakonos MNB/10/832
MPOH3IBOACTBO (HOMeEp)

Inspection Lot NOL/ 040000471992 Mfg. License Date / luuewsus ua 30/04/2020

PerncTpaunoHHbIii HOMep aHanusa NpoM3BOACTBO (NATA)

Package size / Ynakoska 60 Doses / 60 a03 GME Complixnice certificate Date / 18/06/2020

GMP cepruduxar (nara)

GMP Compliance certificate No. / GMP-

Market/ Prsok Russia / Poccus GMP ceptudurar (Homep) 01556/20/IN
Reference Specification No. / 7 STP-CC-
Creundukauns rorosoroe SPC-CC-063691 Reference STP No./ CITH Ne 040947
npoayKTa Ne
> MFM-
API name / Hanmenosare AGC ;té"m“_“_s""" Puroale: Monotdratel § oo baes s A0 cepust Ne 23405(JM-01)-
MaoweTaszona vpoara MoHOrILIpaY 002

Manufactured by / Mpon3soaurens

Aarti Industries Limited. India / Aapti Muaacrpus Tivmres Mnaus

Ne | TESTS/NNOKA3ZATEJIN

LIMITS / TPEBOBAHWA OBSERVATIONS /
: PE3YJIbTATHI

¢ 13. | Average Delivered Dose

i and Uniformity of
Delivered Dose / Cpeausist
AoCTaBJIACMAN 0034 H
OAHOPOAHOCTL
JocTaBAAMOMN N03bI

Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauano:

from 10 vials) can deviaie more than + 20% from the average | agioioi / MmmM)‘M' 91.8%
value and not any dose can deviate more than = 23% from the » g Pl
average value. The mean should not exceed = 15 % of label Maximum / Maxciintym:103.2%
claim Mean / Cpeanee:99.4%

I3 to 6 doses deviate more than = 20% but not more than +
23%. test another 20 vials,

Not more than 6 ol 60 doses can deviate more than = 20 2, from
the average value. and not any dose can deviate more than
= 25% from the average value. The mean of cach determination
should not exceed = 135 % of label claim, END / Konenw:

He Soaee 2113 20 203 {10 savanskbix 103 1 10 Koueddsiy 103) Minimum / Mussisiva: 97.0%
MOPYT HMeTh OTKIOHEHHC OT CPCAHCro 3HAMCHNA O0ACe vea o , B i s
£20%. 0 Hn 0AMA 03 He 0LAMA MNMCTh oTsiouckre or | MEXIMUM/ Makcimya:102.3%

Cpeanero umuenng domee yem # 23 % Cpeance snavennie ne | Mean / Cpennee: 99.5%

JOUEACHO npeskImaTh £ 13 % o 3a88ae11010. e

Ecut o7 3 10 6 203 sveior oTKI0uSHIS Golee uew = 20 %6, 1o ,«f\ A\ AS S
MeHee YoM = 23 %. T0 NCnLITLBaIoT creayioulie 20 haKkoHos. Pt o
He Goiee 6 13 60 103 MOCYT 1MeTh OTKAOHCHUE OT Cpeanero sy

3HAYCHIA Goaee ves =20 %, 1t HIt 0HA /1033 He JJOGKHE HMETh '

OTKIIOHEREC OT CPEIHEro 3HaveHna foace vesm = 23 %, Cpeanee . -

HAYCHIE RAAIOTO ONPeISASHIA He 010 DPesuwaTs = 15 % ‘ ?9/; ?153
OT 3a4B1CHIION0. ]5‘

\

Signature / Iloanucs

Prepared By / MoaroTosua Checked By / Mposepun Appro\*cd By / Onobpun

A i et

Date/ JlaTa C-/Tg\q N Lol? lf,q}?j \&/‘ ﬁ'}'\ el
\ ;

Name/ ®HO Yogesh Kumar Mchta Atul Kumar Sandeep Semwal

Designation / Officer-QA Officer-QA Sr, Manager - QA

JBonxkuocts

FCM/QAOSI/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173203, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIM3A I'OTOBOI'O INPOJAYKTA

Page 70f8/Crp. Tus8

Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 30 meg/dose
MoseTazona cupeli nasanbubiii 103upoBanibIl 50 MK 1034

Active Ingredients /
HeficTByuiie Beu1eCTRS

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

1 2033 cripes cozepRuT: JICHCTRYIONICe BenIecTBO: MoMeTas0oMa (hypoata MoHorHApaT

51.72 Mxr B nepecuete va Moserazona dypoar 50,00 mxr

Strength / Josuposka 50 meg/dose / 50 akraoza .| Date of Mfg. / lata npoussogctsa 06/2023
. WIS P
Dosage form / Mleel ed duo:_.e .nzm] ?pra} ! Cnpeii Date st Exp, | Cozen s 05/2025
JlekapeTBenuas dopma HA3aALHLI JIO3HPOBAHIILIN
Product code / Koa npoaykra SRUO30007E040401E) Date of release / [lata suinycka 12.07.2023
Batch No. / Cepts Ne 12230618 Qty. Released / 62,900 BOT/
Kosnuuecrso Beinymeno (aaxonon
G H J
Batch size / Pasmep cepun 69.444 BOT / daakoHon Mfg.License No. / JInuensins ua MNB/10/832
NpoH3IBoACTBO (HoMep)
Inspection Lot i\o.“/ 040000471992 Mig. License Date / JIuuen3ina ua 30/04/2020
PerucTpauiodHLIii HOMED aHAAU3A NpoH3IBOACTBO (AaTa)
; GMP Compliance certificate Date /
il . Te Y o % o)
Package size / ¥ nakoBKka 60 Doses /7 60 103 GMP cepruduxar (1a7a) 18/06/2020
. GMP Compliance certificate No. / GMP-
-1 - R B}
Market / Poirox Russia / Poccus GMP cepriduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundikaus rotosoro SPC-CC-003691 Reference STP No./ CITH Ne 640947
. apoaveTa No
Mometasone Furoate Monohvdrate/ Ak -
APl name / Haumenosauite AGC ) ki T | APIBatch No/A®C cepus Ne 23405(JM-01 -
Momerazona (rpoara MoHOrICIpaT 002

i Manufactured by / lponisoznTens

Aarti Industries Limited. India / Aapri Wiaacrpis Mivere s, Mians

I' No | TESTS/ MOKA3ATENU LIMITS / TPEBOBAHHMA OBSERVATIONS /
| PE3YJIbTATHI
{4 | Microbiological Purity / Mukpo6itosornueckas yucroTa

Total acrobic microbial Not more than 10~ cfu per Iml of the product ' He Less than 10 cfu/ml /
count / Odiee unciio Sonee 10° KOE B | ma npenapata Menee 10 KOE/Mma

i aypodHbIN

MIIKPOOPTaHi3MOR )

' Total veast and moulids Not more than 10" ¢fu per I ml of the product “He | Less than 10 cfu/ihi -
count - Odutee uncio 6onee 10' KOE 8 | mn npenapara Menee 10 KOE/Mil:

; JAPOATKEBBIX M MIECHEBBIX 1

i rpréos ‘\
Pseudontonus aeruginosa Absence per I ml of the product / OreyreTeie B | Absent / OtcyrcTryer

MJL [IpenapaTa
Staphylococeus aureus Absence per 1 ml of the product / OteyTeTsie B | Absent / OtcyTeTByer
MJT penapara
5. | Assay / KomudecTBeHHOe OnpenencHiie
a) Mometasone Furoate / From 85.0 % to 115,0 % of the labeled content / Or | 101.5%/ 101,5%
Mowmetasona pypoar 85,0 % 10 115.0 ® 0T 32BIEHHOTO COACPHKAKIS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / OT | 96.8% /96.8%
Benszaikouus Xiopuia 80,0 % 20 120,0 %5 o7 338sIBAEHHOrO COAEPKAHIS

.ag‘:i\ 7

s Ligx

|

Prepared By / llogrorosia

Checked By / Iposepna

Signature / [Toanuce

oy %

P

Ap;n\gved By / OnoGpia
—

Date/ llara

15100 1y 2,

1871119 ($lex ony

Name /®@HO

Yogesh Kumar Mehta

Atul Kumar Sandeep Semwal

Designation /
JoawuocTn

Officer-QA

Officer-QA Sr. Manager - QA

FOMIOADSH(% .00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AHAJIHU3A TOTOBOI'O ITPOJAYVKTA

Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road. T ehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India

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

Page 8 of 8/ Crp. 813 8

Name of Product / MOMAT RINO
Haumenosanne npoayrxunn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenartenTosanuoe HanMenoBanue Mosterazona cupeit Ha3aabHELIE 03MpoBaHHLIH 50 MKIY 1032

I dosc of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTpyroue BemecTra 1 1032 ciipes coaepaut: AciicTrylonee seutecTso: MoseTazona (ypoara Mouoruapar

31,72 aMkr 8 nepecuere Ha Momerazona pypoar 50.00 M1
Strength / Jo3nuposka 50 mep/dose / 50 mxr/ao3a ] Date of Mfg. / lara npoussoacrsa 06/2023
Dosage form / M?IC—IEL‘I-C[(’L‘:E ‘ﬂasul spray { Cnpeit Bitéaf B FT nen o 0512025
Jlexapcreennas hopma Ha3A LU L03HpOBan bl
Product code / Koa npoaykra SRUN30007E040401E] Date of release / Jarta Brinycka 12.07.2023
Batch No. / Cepusi Ne 12230618 3 S Ketcastals SEJDN BOLy

0JHYECTBO BbIIYLIEHO (aakonon
Batch size / Pasmep cepun 69444 BOT / gnakonon Mfg.License No. / Jutiensn ua MNB/10/832
npoH3IBOACTEO (HOMep)
Inspection Lot No.“i 040000471997 Mfg. License Date / Jluuensns ua 30/04/2020
PerucTpaunosHbiii HoMep aBanM3A NPoHIBOACTRO (OATA)
Package size / Ynakoska 60 Doses 60 103 GMP Compliance certificate Date/ [ o0 000
GMP ceprudiskar (aaTa)
. GMP Compliance certificate No. / GMP-

MikketJ Puiog Rusain /ooy GMP CepTlI:q:iliKﬂT (somep) 01336/20/IN
Reference Specification No. / _ STP-CC-
Creundurauus rorosoro SPC-CC-063691 Reference STP No./ CITH Ne EHU‘}-W
Tipoiyrsra Ne )

Mometasone Furoate Monohydrate/ : MF'\.J“

i APIname/Haumenosanne ADC Movetatona dhom S| API Batch No / A®C cepus Ne 23405(IM-01)-
' Moxserazona grvpoara Monorivipar 002

i Manufactured by / Mponssoantes

Aarti Industries Limited. India / Aapra Hugacypis Tinmrea. Hicans

{ No | TESTS/NOKA3ATENH | LIMITS / TPEBOBAHHA OBSERVATIONS /

P PE3YJIBTATEI

: 16. | Package Size/ Ynarkoska | 60 doses of suspension in a high density pohvethylene vial with a dosing device and a
; high density polyethylene cap. | vial and patient information leaflet in a carton pack. /

Mo 60 103 cycneHsnu Bo dQmakoHe H3 nomusTHNEHA BhICOKOIl. _N:oTHOCTH C
i JO3HPYIOLLHMM VCTPOHCTBOM M KOANAYKOM 143 noAUITHAEHA BHicoroity jornacti. Tlo |
! | daakouy BumecTe ¢ HHCTPYKUHETT T0 MEMILIHCKOMY TPHMEHEHITIO B nay ke -KAPTOHHOIA.

Declaration of certification: " hereby certifi that the above information is authensic 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. JIM-Ne(001710)-(PI-RU) dt.
23.01.2023 in marker Authorization of Russia and submited specification ne. SPC-CC-063691, The batch processing.
packaging and analysis reviewed and found to be in compliance with GMP.™

3akaodeHne O COOTBETCTBII: HACTONLIHM NOATBEPAKAAID, 4TO NPEACTARISHHAR BhlLUe
HOCTOBEPHOIT # TouHoit. [auuas cepus Geina npoussenena (BKAIOUAT YNAKOBK: MAPKHPOBRY N KOHTpOAL kauecTsa) Ha
YKalaHHOH  Bbllle MPOM3BOICTBEHHON  MJAOWAIKE B  MOMHOM COOTBETCTBIH ¢ TpedosanmaMi  Hajxaewaulei
[ponseoacTeexroii NpakTiiky (GMP) 10KanblIbIX PETYIATOPHLIX OPTaHOB H TPeSOBAHUAMH HOPMATHBHON A0KYMEHTALMH
JITT-Ne(001710)<PI-RU) oT 23.01.2023 ang pbiixa PocchH M yTteepkaenHol cneundukauseii No SPC-CC-063691.
TTpoTOKOABI TPON3BOACTBA. YMAKOBKH M MOKA3aTeNl KauyecTsa AalHof cepitit Gl NPOAHANHIHPOBAHB! H CACTAHO
3aKMOUEHIIC, 4TD OHH COOTBETCTBYIOT TpeGoBanusam Hannexawed [IpoussoacTaenHoil Mpakturu (GMP).

Any deviation/Incident/OOS: Non-applicable
OTrionenna/vecooTreTeTBa/Q0C: He NPHMEHIIMO

uHdopmauna  gBAfETCH

[

Apkm\'ad By / Onodpuan

e

?repared,&y / Moarerosua Checked By / [1posepun

i

Signature / [Toanues

Date/ llata “76107) le)3 \_}}7’*7}13

\SVEM 900y
Name / ®HO Sandeep Semwal

Yogesh Kumar Mehta Atul Kumar

_D—esignation !

fficer-
JonxuocTts Officer-QA

Officer-QA Sr. Manager - QA

FOMIQAN34/08.00



