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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI/I(I)I/IKAT AHAJIM3A IT'OQTOBOI'O IMPOAYKTA

agelof9{C1'p.1m9

g

Name of Product/
HauMenoBaHue NPOAYKUHHU

MOMAT RINO
MOMAT PHHO

g

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHME,

| Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momera3oHa (bypoa‘ra MOHoruapara cnpen Ha3a)15m>m J03MPOBaHHbIH 50 MKr

Active Ingredients /
JleiicTBYyI0INME BEMIECTBA

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

calculated for Mometasone Furoate 50.00 mcg

' 1 032 cripest COAEPIKHT: EHCTBYIONIEE BEIECTBO! Mowmerazona @ypoaTta MOHOTHAPAT
51, 72 MKT B Hiepecuere Ha Mome'rasona d)ypoaT 50,00 MK

Strength / Iloshponxa 50 mog / 50 mKr ' Date of Mfg / llara NpOH3BOACTBA 07/2021
‘ T Metered-dose nasal spray / '

D form / o VR

: . _|.mosmpoBamHb_______ i | ‘
Product code / Kou NpPOAyKTa ‘SRU03 09075470401}3]‘ Date of release / ,lIa'ra Bbmyclca | l?.QS.ZOZl
Batch No. / Cepun Ne 12210423 T Qty. Released / Komuecrso 63,360 BOT /

_ BbINYIIEH) _ ({1akoHOB
. ‘Mifg.License No./ .
Batch size / Pa3mep oepnu 69,444 BOT / (l)HaKOHOB JIHUeH3HS HA MPOU3BOICTBO (hovep) MNB/10/832
Inspection Lot No. / i “| Mfg. License Date/ T
Perdc;pauuonnui_fx HOMep aHAIH3A 040000340575 JIMien3us HA NPON3BOACTBO (1aTa) 30/04/2020
. ' T | GMP Compliance certificate Date/ | '

Package size / Ynascosxa 60 Doses / 60 no3 ‘ GMP ceprn tbmcar (aaTa) ‘ 18/06}/202(‘)-
Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
» _ _ GMP cepruduiart (HoMep) .
Reference Specification No. / ’ """
CneuuuKauus roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoayxTa Ne

LIMITS / TPEBQBAHUS

Ne | TESTS /TIOKA3ATEJIN LIV /] _ v OBSERVATIONS / PE3YJIbTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot 6emoro o moutd OGenoro 1BeTa OT
MOJTYTPO3PayHOH Io Henpo3payHol
KOHCHCTEHIIMH I'yCTas CYCIeH3HsI.

ouTH GENoro LBeTa OT HEMpO3payHoi
KOHCHCTEHIIMH ['yCTas CyCNEH3Hs.

2. | Identification / MopnuanoCT

b

a) Mometasone Fuorate /
Momertasona ¢pypoar

% Y ASSU,

T 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. / Bpems  yaepxuBaHHUA

| ocnoBHOr0 mHka Ha  Xpomarorpamme
| ucneiryemoro

pacTBoOpa JOJDKHO
COOQTBETCTBOBATH BPEMEHH YACPKHBAHMA

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 yAepKMBaHHs OCHOBHOrO
MHKa Ha XpOMaTOrpaMMe HCIIBITYeMOTro
pacTBopa  COOTBETCTBYET  BPEMEHH

(@] Oo OCHOBHOrO IHMKAa Ha  XpOMAaTorpaMme | yA€pKHBAaHHS OCHOBHOrO IHKa Ha
* @ CTaHAApPTHOrO pacTBopa XpoMaTorpamme CTaHIapTHOO
) h/ * _pactsopa
5 ) gm E
Rl by
) ‘0")\
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pharm ace\f‘
Prepared By / Iloarorosu Checked By / IIposepus \Approved By / Ono6pun
Signature / Tloanuc T F i T \ - i ' '
: i i | (P 2
Date’ — - 5
Date/Mara RN ’l“/oq/vou 2 ‘-\\0°\\ 204
Name / PHO Atui Kumar Arun Patyal Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JIOTKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHMKAT AHAJIM3A T'OTOBOI'Q MMPOAYKTA

MOMAT RINO
MOMAT PHHO
“Mometasone Furoate Monohydrate Nasal Spray 50'mcg
Mowmera3oHa (ypoaTa MOHOTHApaTa cnpei Ha3abHBIHA J03MpoBaHHbIH 50 MKD
1 dose of the Spray contains: Active ingredient: Mormetesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a crIpest COAEPIKUT: AEHCTBYIOMIEE BEWECTBO: MoMeTa3oHa @ypoaTa MOHOTHAPAT
51,72 MKr B niepecyeTe Ha MoMeTasoHa ¢ypoar 50,00 MKkr

m?20f9/C‘l‘p.2ll39

Name of Product /
HaumeHoBaHHe NPOAYKUHH

" Generic name / N
HenaTenToBaHHOE HAUMEHOBAHNE

Active Ingredients /
JleiicTBY10LIME BEWIECTBA

| Strength / losuposka 50 meg / 50 Mxkr Date of Mfg. / lata npou3BoACTBa 07/2021
4 Metered-dose nasal spray / T T
Dosage form / .
Jexapcraentan dopma Cnpeit Haza,nstmﬁ Date of Exp. / T'oaen xo 06/2023
; HO3MPOBAHHBIR . .
Product code / Koa npoaykra SRU0300075470401EJ . Date of release / JlaTa Bbinycka 10.08.__2021
Batch No. / Cepun Ne 12210423 Qty. Released / Konnuectso 63,360 BOT/
BBINYIIEHO ()y1aKOHOB
. ' : . - Mfg. License No. /
Batch size / Pa3mep cepun 69,444 BOT / ¢naxoHoB TTumensus Ha MPOH3BOACTBO (HOMED) MNB/10/832
Inspection Lot No. / i ’ | Mfg. License Date /
PerncTpanuoHHblii HoMep anammsa | 040000340575 JIunen3ns Ha NPOM3BOACTBO (1aTa) 30/04/20_20
. ' GMP Compliance certificate Date / ’
Package size / Ynakoska 60 Doses / 60 no3 QMl’ cepru gucar QlaTa') 18{06/2020
Market / Prinok Russia / Poccns GMP Compliance certificate No./ | G\ip.01556/20/IN
, ) . § GMP ceprudukar (nomep)
Reference Specification No. / T T
Crnenndukanus roroporo SPC-CC-040446 Reference STP No. / CITA \e STP-CC-030247
npoaykra Ne .
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATbDI

b) Benzalkonium chloride
/ BeH3aJIKOHHSA XJIOPHA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci2 and Cis in the
chromatogram of the standard solution. / Ha
XpOMAaTOrpamMMe  HCIBITYEMOTO  pacTBOpa
JOKHEl  OOHapyXuBaThCi MUKW, 1O
BpEMEHAM YAEP)KHBAHHS COOTBETCTBYIOIIME
[HKaM TOMOJIOroB OEH3AJKOHHA XJIOpHAa
Ci2 u Ci4 Ha XpOMaTOrpamMMe CTaHIAPTHOTO
pacTBopa.

"solution contain peaks corresponding

The chromatogram of the sample

to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cis in the chromatogram of the
standard solution. / Ha xpomaTtorpamme
HCIBITYEMOTO pacTBopa
06HApPyXHBAIOTCA MHKH, [0 BPEMEHaM
yAepXKHBaHHS COOTBETCTBYIOILHE
MMKaM  TOMOJIOTOB  O€H3aJKOHHA
xaopuaa Ciz u Cis4 Ha XpomMaTorpaMme
CTaHJapTHOTO PacTBOpa.

| From 4.3t04.9/014,3 n0 4,9

4.75/4,75

4. _| Density / IlsoTHOCTB

From 0.950 to 1.050 g/em?® /
Ot 0,950 m0 1,050 r/cm®

1.0 g/cm® / 1,0 r/em®

5. | Viscosity / BaskocTb

T From 30 to 130 cPs / Ot 30 a9 130 cIT3

61.9 cPs /61,9 cIl3

6. | Osmolality /
OcMOJISIJILHOCTD

T From 250 to 350 mOsm/Kg

Ot 250 mo 350 MOcMm/kr

294 mQsm/Kg
294 MQcM/kr

7. | Leakage check /
ITpoBepka ¢iakoHa Ha .
repMeTH4YHOCTh

| Absence of any traces of leaks / OTcyTcTBUE

Cl1E10B POTEUKH

No traces of leaks / Cneapl mpoTeukH
OTCYTCTBYIOT

8. | Net content / Macca " Not less than 9.0 g/ He menee 9,0t 92g/92r
cojiepKUMOro (uiakona
Prepared By / TloaroroBua Checked By / Iposepu Kpproved By / Ono6pun
" Signature / Tloanuch T BV '
4
Date / Mara oy W) oA 2u\6q} 2
Name / ®1O Atul Kumar Arun Patyal Sandeep Semwal
Designation / ' Officer-QA " Officer-QA Sr. Manager - QA
JomKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHU®HUKAT AHAJIM3A T'OTOBOI'O IPOAYKTA

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:

lenmark@bom2.vsnl.net.in

l_’gge_éof9/CTp.3m9

Name of Product /
HaumenoBanue nPOAYKIHU

MOMAT RINO
MOMAT PHUHOQ

Generic name /

~Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTa3oHa (ypoaTa MOHOrMApaTa cripeii Ha3a/bHbIHA JO3MPOBAHHBIH 50 MKT

HenareHTOBaHHOE HAMMEHOBaAHUE
" = T

Active Ingredients /
JleiicTByl0IIHE BENIECTBA

T dose of the spray contains: Active ingredient: Mometesonie Furoate Monohydrate 51.72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 103 cTIpes COAGPIKHT: AeficTBYIOLIEE BewecTso: Momerasona @ypoara MOHOTHAPAT

51,72 mxr B nepecyere Ha MomeTa3oHa ¢dypoar 50,00 MKF

Strength / o3uposka 50 mcg / 50 Mxr Date of Mfg. / JlaTa npou3BoacTBa 07/2021
Metered-dose nasal spray / o

Dosage form / o

Jexapcrnennan $popma Cripeit Ha3abHbIi Date of Exp. / Toxen o 06/2023
_ i J:lO3MpOBal-§H§lﬁ ]

Pro@uct code / Kon npoaykra SRU0300075470401E] Date of release / laTa Bpinycka 10.08.2021
Batch No. / Cepun Ne 12210423 Qty. Released / Koiuecrso 63,360 BOT /
’ BbINYLIEHO (h1aKoHOB
. ) Mfg.License No. /

Batch size / Pasmep cepun 69,444 BOT / ¢pnakoHOB JTniteHsns Ha NPOH3BOACTBO (HOMEp) MNB/10/832
Inspection Lot No. / Mfg. License Date / ’

PerncTpaunonusiii Homep ananm3a 040000340575 JIHuyen3us Ha MPOU3BOACTBO (1ATA) 30/04/2020

. N GMP Compiiance certificate Date /

Package size / YnakoBka 60 Doses / 60 ,[10'3‘ | GMP cepruguxar (nava) ‘ 18/06/2020
Market / PhisoK GMP Compliance certificate No. / GMP-01556/20/IN

Russia / Poccus

GMP ceprugpuicar (omep)

Reference Specification No. /
Crneundukauus roroporo
npoayxra Nz

SPC-CC-040446

Reference STP No. / CITH Ne

STP-CC-030247

v

Ne | TESTS /HOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbTATBI

9. | Number of deliveries per:
container / KonnuyectBo
03

Not less than 60 doses / He menee 60 103

83 doses / 83 103

10. | Pump delivery /
Macca a03b1

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

MuauMBUAYyaIbHAs Macca A03bi: oT 85 %
110 115 % oT TeopeTn4ecKoH MacChl A03bI;

Average mass of the dose: from 90% to
110% of the thegretical mass of the dose /
Cpenusisi Macca 203b1: 0T 90 % 10 110 %
OT TEOPETHYECKOH MACChI 03B

Minimum / Musamym: 93.3%
Maximum / Makcumym: 109.1%
Average / Cpennee: 104.5%

11. | Particle size /
Pazmep wacTun

"Particles < 10pm in size: Not less than 90%
Yacruy pasmepom < 10 MKM - HE MEHES

90 %,

100.0/100,0

Particles < 30pum in size: 100% 100.0/100,0
@] Yactuu pasmepom < 30 mkm — 100 %

* Particles > 30pum in size: Should be absent | Absent/ OTCcyTCTBYIOT

Q Yacruy pasmepom > 30 MKM - JOIKHBI

% OTCYTCTBOBATh

o |

<IN PRTAL
r
- Prepared By / Ilogrotosua Checked By / TIposepuut (Approved By / Ono6pua
Signature / Iloanucs - ' | T -
: : cé” . . _ , =

ate/ ne EENBTIEN VTP P R T
Name / ®PHO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JI0IKHOCTD
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Glenmark pharmaceuticals Ltd
@ Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A T'OTOBOT'O IIPQI[YKTA
_Page 4‘_101‘ 9/Crp.4m3 9

Name of Product/ | MOMAT RINO
Haumenosanue npoayKuunn _MOMAT PHHO .
Generic name / ’ Mometasone Furgate Monohydrate Nasal Spray 50 mcg
Ilenngngqnqupg HaHMeHOBaHHE MowmeTazona (l)ypoa'ra MOHOTHIpaTa cnpen Ha3abHBIA noanpoaam-mm 50 Mxr
T 1 dose of the spray contains: Active ‘ingredient: "Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByl0IIHE BeEeCTBA 1 no3a cripest cofiepuT: AeficTBytowee BellecTo: MomeTasona Pypoata Monomnpa-r
_ 51,72 mxr B nepecyere Ha MOMCT&?OHa (I)ypoaT 50, 00 MKL _
| Strength / losuposka | 50mcg /50 Mxr Date of Mfg / Ila'ra npousnouc'rna 07/2021
‘ Metered-dose nasal spray /| T
Dosage form / o .
Bt exagpcm ennan gopma Cripeii nasansHblit Date of Exp. / T'onen o 06/2023
. .| A03MpOBAHHBIA__ i
Product code / Koa npoaykra SRUO30007_5‘4704QIE_J Date of release /Ila'ra BLINYCKA_ 10.08.2021
Batch No. / Cepun Ne 12210423 Qty. Released / KomuecTso 63,360 BOT/
: BbINYLIEHO ¢akoHoB

. ' ] ' Mfg.License No. / ‘ '
B.oatch S|'ze / Pasmep cfpuu 69,444 BOT / ¢nakonos Jluuemml Ha npoUsBOACTRO (Homep) MNB/10/832
Inspection Lot No. / i ) " 'Mfg. License Date/
:Pern‘crpaulgopublﬁ HOMeEp aHaH3a 040000340575 JIuyensus ya NpPOH3BOACTEO (uaTa) ?0/04/2029

. ‘ [ GMP Compiiance certificate Date/ |
Package s‘lze / YnakoBka 60 Doses /60-n03 GMP cepru gbmcaT (nara) 18/06/20%0
Market / Poisok Russm / Poccml GMP Compliance certificate No. / GMP-01556/20/IN
] ] ] GMP cepruguxar (u ,l

Reference Specification No. / i N
Crneuuduxauus roroporo SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykra Ne ]
Ne | TESTS/TOKA3BATEIM |~ LIMITS / TPEBOBAHMS [ OBSERVATIONS / PE3YJIbTATBI
12. | Related Substances / Hocropouﬂne npumecn ' ‘

Impurity 8DM / o Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6HapyxeHO

Ipumecu 8DM

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % 0.005% / 0,005%

IMpumecu DMC

Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.07% / 0,07%

Ipumecu D

Any individual unspecified | Not more than 0.20 % / He 6one¢ 0,20 % 0.05% / 0,05%
impurity / ExvaMYHOR
HeuJeHTU(PULIMPOBAHHOI
NpUMECH '
Total impurity / Not more than 0.60 % / He Gonee 0,60 % 0.26% / 0,26%
CymMa npumecei

13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Ha4ano:

(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Muaumym:-95.5%
dose) / OpnopoaHocTh more than + 25% from the average valye and | Maximum / Makcumym: 103.3%
BbICBO0OKAAEMOMH 103b1 not any dose can deviate more than + 35% | Mean / Cpenuee: 100.9%

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 / loaroTosua " Checked By / lIpoepun \Approved By / QnoGpun__
Signature / Ioanuch - %k—-—a - 1 49& o :>) ) ' )
| Date / lata | . ‘lM\o‘ﬂ'va\ » » W,oq,w)/‘ ' LY| a‘]\"\p‘l& i
Name / ®HO Atul Ku.r;la'r. ) "I ArunPatyal T7 " Sandeep Semwal
Designation / " Officer-QA 1 Officer-QA Sr. Manager - QA
JIO/IKHOCTD

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
& Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

, Distt. Solan Himachal Pradesh 173205, India
2!;,6\,,21? ,,?Bo!ﬁ Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark bom?2.vsnl.net.in
. CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A T'OTOBOI'O IMPOAYKTA
Page 5 of 9/Crp. Su3 9
Name of Product / MOMAT RINO '
HaumeHnoBaHue NPOAYKUHH MOMAT PUHO :

"Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomerTa3oHa ()ypoaTa MOHOTHApATa CTIpeit Ha3a/IbHBIA J03MPOBAHHbIH 50 Mxr
T T dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 1103a clIpest COAEPIHT: IeHCTBYIoNIEE BewecTso: MomeTa3ona Pypoara MOHOTHApPAT

51,72 mxr B niepecyere Ha Momera3oHa gypoar 50,00 mxr

Generic name /
HenaTeHTOBAHHOE HAUMEHOBaHHNE

Active Ingredients /
JleiicTBYIOUIME BELECTBA

Strength / [{o3uposka 50 mcg / 50 Mxr Date of Mfg. / lata npou3BOACTBA 07/2021
' Metered-dose nasal spray / T T ’
D form / o M
ﬂzls;gpeﬂ(:::“aﬂ bopma Cripeit HasaIbHbIi Date of Exp. / T'onen 1o 06/2023
JI03MPOBAHHbI
Product code / Koa npoaykra SRU03 00075470401EJ Date of release / Jlara BbImycKa 10.08.2021
Batch No. / Cepun Ne 12210423 ’Qty. Released / KonmuecTso 63,360 BOT/
BLINYLIEHO (1akOHOB
. Mfg.License No. /
Batch size / Pazmep cepun 69,444 BOT / ¢pakoHOB JTHmensHs HA NPOU3BOLCTBO (HOMEP) MNB/10/832
Inspection Lot No. / O, Mfg. License Date / '
i Peruc'rpauuonguii HOMep aHa/iu3a 040000340575 JInueH3us Ha NPON3BOACTBO (maTa) 30/04/2020
: T "GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP cepru pucar (aara) _ 18/06/2020
Market / Poinok Russia / Poceus GMP Compliance certificate No./ | Grp.01556/20/IN
] GMP ceprudukar (Homep)
Reference Specification No. / T o
Cneunduxauus rorooro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoayKTa Ne .
LIMITS / TPEBOBAHUS OBSERVATIONS / PE3VJIbTATBI

Ne | TESTS/IMOKA3ATEJIN
. ‘ more than + 25 % from the average value, | END / Koneu:
and not any dose can deviate more than | Minimum / Munumym: 94.2%
+ 35% from the average value. Maximum / Maxcumym: 106.9%
He 6onee 2-x u3 20 g03 (10 HavaneHbx 103 | Mean/ Cpenee: 102.1%
u 10 xoHeuHBIX 103 U3 10 GI1aKOHOB) MOTYT
HUMETh OTKJIOHEHHE OT CPENHEr0 3HAuYEHUs
6osnee yeM * 25%, U HU O4HA 032 HE
JODKHA HMMETh OTKJIOHEHHE OT CpelHero
3HaueHus Gonee yeM Ha + 35 %. )
Ecin ot 3 10 6 [O3 MMEIOT OTKJIOHEHHS
Gostee ueM + 25 %, HO MeHee YeM % 35 %, TO
MCHBITHIBAIOT Cieaytouie 20 GIakoHOB.
He 6omge 6 u3 60 103 MOTryT HMETh
OTKJIOHEHHE OT CpeAHero 3HaueHus Goinee
yeM + 25 %, ¥ HM OAHA J03a HE JOJDKHA
HUMETh OTKJIOHEHHE OT CPEAHEr0 3HAuYCHHs
6onee ueM + 35 %.

l .
Checked By / Tlposepun | | Approved By / OnoGpun

Prepared By / Iloarorosusn
Signature / Iloanuch ‘ Kl_./— /,&}é o/
>
Date / laTa wq\egJn rn %ioq)w')/l l\-\\‘ﬁ'i\ VU
Name / ®HO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JonxkuocTb

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHU®UKAT AHAJIV3A TOTOBOI'O INIPOAYKTA

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

Page 6 of 9/ Crp. 6 M3 9

Name of Product /
HaumeHnoBaHnue NpoaAyKUHH

| MOMAT RINO

MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAHMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MomeTasoHa dypoaTa MOHOTHAPATA CIIpeil Ha3a/IbHbIH JI03MpOBaHHbIN 50 MK

Active Ingredients /
JleiicTBy10111€ BE1ECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripes COACPIKUT: neﬁcmylomee BEIIECTBO: MowmeTta3oHa d)ypoaTa MOHOruapart

51,72 MKr B niepecyere Ha MowmerasoHa dypoar 50,00 Mxr

Strength / [lo3nposka [ 50 meg / 50 MKr Date of Mfg. / JiaTa npou3BoacTBa 07/2021
Metered-dose nasal spray / - | T ’
g:i:gpec_f:?:"/” bopma Crpeit Hasanujmﬁ P Date of Exp. / Fonen g0 06/2023
JIO3UPOBAHHLIN
Product code / Kog npoayxra SRU0300075470401EJ Date of release / JlaTa Bbinycka 10.08.2021
Batch No. / Cepw;n Ne 122 1‘0 423 T Qty. Released / Konnuectso 63,360 BOT /
BbINYLIEHO (h1akoHOB
Batch size / Pazmep cepun 69,444 BOT / QnakoHoB thzﬁ':dl::::s:f:;)(/)mmncmo (Homep) MNB/10/832
Inspection Lot No. / 040000340575 Mfg. License Date / 30/04/2020
PerucrpaunonHblii HoMep aHaIu3a ) Jluuen3ua Ha MPOM3BOACTBO (1aTa)
Package size / YnakoBka 60 Doses / 60 o3 gxﬁ i;?::;:i;ic(;;tﬁ; ate Date / 18/06/2020
Market / Priok Russia / Poccus GMP Compliance certificate No./ | Grp.01556/20/IN
. i ] GMP cepruduxar (Homep)
Reference Specification No. / T T T T
Cneundukauus roroporo SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
_mpoaykra Ne i
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEEOBAHUS OBSERVATIONS / PE3VJIbTATBI
14 | Uniformity of dosage units | Not more  than 1 value from 10 [ Minimum/Munumym 95.5% o
/ OpHopoaAHOCTH measurements can deviate from the average | Maximum / Maxcumym: 103.3%
d03HPOBAHHSA value more than + 25% and none can deviate | Mean / Cpennee: 100.9%
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 values from 30
measurements can deviate from the average
value more than = 25% and none can deviate
more than + 35%.
He 6onee 1 3Havenus u3z 10 ompeneneHui
MOXET OTKJIOHATCSI OT CPEAHETO 3HAYCHHUS
Gornee, ueM Ha * 25 %, U HM OQHOrO, Hosee
yeM Ha + 35 %.
Enmu [1aBa MM TPU 3HAUEHUS HMMEIOT
OTKJIOHEHHUs Goiee ueM = 25 %, HO MEHBIIE,
yeM * 35 %, TO HCHOBITBIBAIOT ClEAYIOIIHE
20 ¢nakoHOB. .
He Gomee Tpex 3Hawenmit u3 30 _ -
ONpeneNeHnii  MOTYT  OTKJIOHATBCS — OT
cpemHero 3sHaueHus Gonee, ueM Ha = 25 %, U
HH OoJHOro, 6osee yeM Ha £ 35 %.
, i ,
Prepared By / Iloaroroua Checked By / IIposepu \Approved By / OnoGpun
Signature / Iloanucy h @$ ’ ) \ '
Date/ Jrs EETETNEN w/o4fon | 2NNV
Name_/ (4 (0] Atul Kumar Arun Patyal Sandeep Semwal
Designation / Ofﬁcer-QA Ofﬁcer—QA Sr. Manager - QA
JlosIKHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA

Page 7 of 9/ Crp. 7 u3 9

Name of Product /
HanmenoBaHue NPOAYKIHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTazona (yypoaTa MOHOTMApATA CrIpeH Ha3aJIbHbIA T03UPOBaHHbIH 50 MKT

Active Ingredients /
JleiicTByI0I1ME BEIECTBA

"1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as |

P E

calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest COAEPIKUT: JEACTBYIOLIEE BEIECTBO: Mowmera3zona PypoaTa MOHOTHApAT
51,72 mkr B nepecdere Ha MomeTasoHa ¢ypoar 50,00 Mkr

07/2021

Strength / [lo3uposka ) Sb meg / 50 Mkr Date of Mfg / IIara NpOM3BOJCTBA
Dosage form / Metered-dose nasal spray / ’ T
JIeKachsenuaﬁ popva Crnpeit Hasa,nbfmﬁ Date of Exp. / Tonen o 06/2023
JI03MPOBAHHbIN i _
Product code / Koa npoaykra SRUQ3 OO()_75470401EJ Date of release / Jlara BbImycKa 10.08.2021
Batch No. / Cepus Ne | 12210423 Qty. Released / Koauuectso 63,360 BOT /
BBINYLIEHO (h1akOHOB
. ' Mifg.License No. /
Batch size / Pasmep cepun 69,444 BOT / ¢naxoHoB JTueH3Ms HA NPOH3BOACTBO (HOMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucrpauuoHHblii HOMep aHAIH3A 040000340575 . JInueH3usa Ha NPOU3BOACTBO (XaTa) 30/04/2020
; A GMP Compliance certificate Date /
Package size / YnakoBka , 60 Doses / 60 no3 GMP ceptn puicar (aaTa) 18/06/2020
Market / Poinok Russia / Poccus (?MP Compliance certificate No. / GMP-01556/20/IN
_ . _ GMP ceprudukar (nogep) _
Reference Specification No. / - ' T i .
Cneuundukauus roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoayKTa Ne ‘ . i
Ne | TESTS /TIOKA3ATEJM | LIMITS / TPEBOBAHUS [ OBSERVATIONS / PE3YJIbTATDI
15 | Microbiological Purity / MukpoGuooruuecKas YMCTOTa '

Total aerobic microbial

' count and total combined
yeast and moulds count
(combined) / O6wee yucno
a3poOHBIX OakTepuil U
JPOXOKEBBIX U MIECHEBBIX
rpu6oB (CyMMapHO)

Less than 10 cfu/ml/

Not more than 10 cfu per 1g (ml) of the
product / He 6onee 10> KOE B 1 r (M)
npenapara

Test for Absence of
Specified Microorganism /
Tect Ha cneuupUUECKHE
MHKPOOPraHH3MbI:

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / QTcyTCTBYET
Staphylococcus aureus Orcyrctaue B 1 r (Mi1) npenapara —_— -
Bile-Tolerant Absence per 1g (ml) of the product / Absent / QTcyTCTBYET
Enterobacteria / Orcyrtctaue B 1 r (M) npenapara
KenueycroiiuuBble Absence per 1g (ml) of the product /
3HTepOOGaKTEPUH Orcyrcreue B 1 r (M) npenapara Absent / OteyTeTayer
Prepared By / Iloarorosun Checked By / IIposepua \ Approved By / OnoGpun
| Signature / loanucs (4_,__. ’ o @5 - &/
=
Date/ Aura ALt 2 )pQfrep | TA\E\ DR
Name / ®HO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
J0/IKHOCTD

FCM/QA054/08.00




glenmark

A new way for a 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 bom?2.vsnl.net

t.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJM3A T'OTOBOI'O ITIPOAYKTA

Page 8 of 9/ Crp. 83 9

Name of Product /
HanmeHoBaHue NpoayKuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenToBaHHOE HAUMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTa3oHa ypoaTa MOHOTHADATA Cpeif Ha3aIbHBIH JI03MpOBaHHBIH 50 MKT

Active Ingredients /
JeiicTByI0OIHE BEMECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cIIpes conepKuT: AelicTByIoIee BelecTso: MomeTasoHa PypoaTa MOHOTH/paT

51,72 MKr B niepecyete Ha MoMerasona ¢ypoar 50,00 Mkr

Strength / [loanposka 50 meg / 50 MKT Date of Mfg. / Jlata npomsoncmé 107/2021
Metered-dose nasal spray /| o T

D f / o M

ngus;iea:::uan bopma Cripeit HasanbHbI Date of Exp. / Toaen ao 06/2023
J03MPOBAHHBLH

Product code / Kon npoaykra SRU0300075470401EJ Date of release / lata Bbinycka 10.08.2021

Batch No. / Cepun Ne 12210423 Qty. Released / Konnuecrso 63,360 BOT/

_ |_BLINYLEHO (1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxonoB Mfg License No. / MNB/10/832
- JInueH3us Ha NPOU3BOACTBO (HOMeD)
Inspection Lot No. / Mfg. License Date /
PerncTpauuoHHblii HOMEp aHAIN3a 040000340575 JIuuen3us Ha NPOU3BOACTBO (1aTa) 30/04/2020
. ' ) GMP Compliance certificate Date /
Package size / YnakoBka , 60 Doses / 60 o3 QMP cepti !bmcar (ana) 18/06/2020
Market / Poinok Russia / Poceis GMP Compliance certificate No./ | Gyp.01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. / ’ T
Crneuudukauus rorooro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
_nmpoaykTa Ne

LIMITS/TPEBO]?AHI/!H | OBSERVATIONS / PE3YJIbTATBI

Ne | TESTS/IOKA3ATEJM |
16. | Assay / KonuecTBeHHOe onpeaesieHne
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 101.3%/101,3%
MowmerasoHa ¢ypoara Ot 85 % 10 115 % OT 3a4BJIEHHOTO :
ColepXXaHus
b) Benzalkonium chloride/ | From 80 % to 120 % of.the labeled content/ | 86.4% /86,4%
BeH3aJIkoHHUs XJI0pHIa Ot 80 % 10 120 % oT 3asBJEHHOr0
COflepIKaHus '
17. 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polyethylene | from high-density polyethylene
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. / Tlo 60 uam 120 mo3 | the package insert per a cardboard box.
cycneH3ud BO (aKoHE H3 MONMITHIIEHA / 60 mo3 cycneHsuu BO (akoHe u3
BBICOKOM TUIOTHOCTH C  AO3HPYIOUIMM | MOJNMOTHJIEHA BBICOKOH ILIOTHOCTH C
yCTpOMCTBOM " KPBILIEYKOH U3 | ZO3UPYIOLIMM YCTPOHCTBOM H
HOJMSTHIEHA BHICOKON IIOTHOCTH. 10 1 | KpBIIEYKOH U3 MONMITHUIIEHA BBLICOKOM
bnakoHy BMeCTE C HHCTpyKLMeH IO | MIIOTHOCTH. Ilo 1 ¢aakoHy BMecTe C
MEUUMHCKOMY TpPHUMEHEHMI0 B [auke | MHCTPYKUMEH 1O  MEAHUHMHCKOMY
—— - KapTOHHOM. IPMMEHEHHIO B 11a4Ke KAPTOHHOH.
18. | Labeling / MapkupoBka According to ND / B coorserctsuu ¢ HIl T ’
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeHue B salMIIEHHOM OT CBETa MecTe pH Temneparype ot 15 g0 25 °C. He 3amopaxuBars.
Prepared By / IloaroroBus Checked By / Hposebnn Approved By / Ono6puna
Signature / Iloanucs - | {8}% “ . 7
Date / laTa W\ frenn, wloqlwu 7/\;\\«1\ Y
Name / ®HO Atul Kumar ‘Arun Patyal Sandeep Semwal
Designation / Officer-QA “Officer-QA Sr. Manager - QA
JlonKHOCTD

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
% Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
. ‘ Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIM3A IT'OTOBOI'O INIPOAYKTA
Page9 of 9/ Crp. 9139

Name of Product / MOMAT RINO
HaumMeHoBaHHE TPOAYKUHH MOMAT PHUHO
Generic name / | Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHTOBaHHOE HAUMEHOBAHHE. MowmeTa3soHa ¢ypoaTta MOHOIHpaTa cripeit Haza IbHBIH JIO3UpOBaHHbIH 50 MKT
) 1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByI01IHE BeMECTBA 1 1103 CIIpest COIEPIKUT: AeiicTBYlolee BemecTBo: MomeTa3ona @dypoaTa MOHOTHIPAT
51,72 Mkr B nepeceTe Ha MowmerasoHa ('l)ypo?"r 50,00 MKr
Strength / [lo3upoBka 50 mcg / 50 Mkr Date of Mfg. / laTa npou3BoACTBa 07/2021
’ " Metered-dose nasal spray /. '
D f .
JI(e)f:zgpecT?;reTn/an dopma Cupeit Hasanmvmﬁ Date of Exp. / T'onen 1o 06/2023.
JI03UPOBaHHBIA
Product code / Koa npoaykra SRU0300075470401E] Date of release / Jlara BbImycKa 10.08.2021
Batch No. / Cepun Ne 12210423 Qty. Released / KosmuecTBo 63,360 BOT /
) BbINYLIEHO (J1aKOHOB
Batch size / Pasmep cepun 69,444 BOT / draxonos Mifg License No. / MNB/10/832
JIMueH3us Ha NPOM3BOACTBO (HOMep)
Inspection Lot No. / ' Mfg. License Date /
PerncrpaunoHHbiii HOMEp aHAIH3A 040000340575 JIuuensus HA NPOU3BOACTBO (aara) 30/04/2020
; GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 o3 GMP ceprduicar (1a1a) 18/06/2020
Market / Paok Russia / Poccus GMP Compliance certificate No. /| Gyvp.01556/20/IN
_ GMP cepruduxar (Homep)
Reference Specification No. / T
Cneuudukanus roroporo - | SPC-CC-040446 : Reference STP No. / CITH Ne STP-CC-030247
npoaykra Ne
Ne | TESTS/ HOKA3ATEJ1_I{I LIMITS / TPEBOBAHUSI | OBSERVATIONS / PE3YJBTATBI
20 | Shelf-life / Cpox roanoctu | 2 years /2 roga

Any deviation/Incident/OOS: IN/1101/2021/0202.
Orxnonenns/Munuaente/O0C: IN/1101/2021/0202.
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 above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JITT-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3aK0ueHHe 0 COOTBETCTBHHM: HACTOAIIMM TMOATBEPXKAAI0, YTO MNPEACTAaB/ICHHAA BBIIE uHdopManua  SBJSETCA
JOCTOBEpHO# M TOuHOH. JlaHHas cepus Gbuta MpoM3BefeHa (BKIKOUAs YNMakoBKY/MapKHPOBKY W KOHTPONb KayecTBa) Ha
yKa3aHHOM BBIIE NPOM3BOACTBEHHOH IUIOWIAAKE B IOJHOM  COOTBETCTBHM  C tpe6oBanuamu  Hannexawei
TpoussonctaenHoi [TpakTuku (GMP) nOKanbHbIX PEryJIATOPHBIX OpraHoB U Tpe6GOBaHUAMH HOPMATHUBHON JOKYMEHTALMK
JIT1-003870-280916, Mam. Ne 1 ot 15.04.2019, Uam. Ne 2 ot 05.02.2020 mnst peiaka Poccun. IpoToKOIBI MPOU3BOACTBA,
YNakoBKM M TOKa3aTeM KadyecTBa JAHHOH cepud OBLIM MPOAHATM3MPOBAHBI M CAE ) YTO OHH
cooTBeTcTBYIOT TpeGopanusam Hannexaueit ITponssoacTBeHHoR T1pakThky (GMP).

Prepared By / Iloarorosna Checked By / IIposepu {Approved By / OnoGpun
Signat II
Dlgna/ ure / Iloanuce 4 _ @;’z >/
at
e/ Jlata A9 rann ‘ 7)”/ 0?")0 M L4y 65| U
Name / ®PHO Atul Kumar ' Arun Patyal ‘Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
Jlo12kHOCTD
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