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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A TOTOBOI'Q MPOAYKTA

Page ] of9 /Crp. 1839
Name of Product / MOMAT RINO ‘
Haumenopanue RPoXyKIHN MOMAT PHHO
Generic name / | Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTenToRannoe Haumenonanue | Momerasona fhypoata Moxoruapara copelt HasaNBHEI JO3MpOBARHLIA SO MxT

T dose of the spray contains: Active ingredient: Mometesone Furoate Morohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50,00 meg
JelicTaylomue semecTsa 1 fo3a cnpes cozepuT: NEHCTBYIOMEE BEMIECTRBO: Mowmerazona dypoara MOHOTIpAT
51,72 MxT B mIepecueTe Ha MomerazoHa thypoar 50,00 MxT
Strength / losnposka 50 meg /50 mer Date of Mfg, / JlaTa npon3BoACTRA 07/2021
Metered-dose nasal spray / ) - '
Dosage form /
Copeit HasaTbHELH Date of Exp. / Fopen fio 06/2023
Jlexapceraennan gropma xo3upon " ‘ ‘ ’ '
Product code / Koa npoaykra _SRUD3 00075470401DK _| Date of release / Jlata shmnyexa 31.07.2021
Batch No, / Cepus Ne 12210422 Qty. Released / Komauecrso 31,880 BOT/
BHIYIIEHO (IIAKOHOB
Mfg.License No. /
Batch size / Pazmep cepun 34,722 BOT/ dnaxoros JTveI3Hs KA IPOM3BOACTEO (HOMEp) MNB/.'IO/832
Inspection Lot No. / ' Mfg. License Date / '
Peructpanuonnntii HoMep anATH3A 0400[_)0340191 Jlunensaa HA HPOH3IBOACTBO (XaTa) 30/04/2020
‘ GMP Compliance certificate Date /
Package size / ¥YnakoBka 120 Doses / 120 {103 GMP cepruduxar (nara) 18/06/2020
Market / Prmox Russia / Poccus GMP Compliance certificate No./ | Gvp.0)556720/IN
_ GMP cepruduxar (HomMep)
Reference Specification No. / ' -
Crennauxanns roroporo SPC-CC-040424 Reference STP No. / CITH Nz STP-CC-030230
npoayxra Ni
Ne | TESTS /IIOKA3SATEJIH LIMITS / TPEBOBAHMSA OBSERVATIONS / PE3VJIBTATH
1. | Description / Onmcanne White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | Houtn Genoro uBeTa OT HEIPO3PATIHOH

Or Gemoro o0 nodrH Oeloro 1Bera OT | KOHCHCTEHLMH TyCTas CyCHEH3Ns.
TOYTPO3PAYHOM puls] HENpo3pavHoi

KOHCHCTEHIINH IyCTas CyCICH3MA,
2. | Identification / HoamuaHOCTD o B

a) Mometasone Fuorate/ | The retention time of the main peak in the | The retention time of the main peak in

Momerazona ¢gypoar 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 yaepkwpanus | chromatogram of standard preparation,
OCHOBHOTO TWHKA Ha XpomarorpaMme |/ Bpems yACPXWBaHHA OCHOBHOTO
HCOBITYEMOrQ pacrsopa ZIOIDKHO | MMKa H2 XPOMATOrPaMME HCIIBITYEMOro
COOTBETCTBOBATh BPEMEHM YIEPXHBAHUA | pacTBOp2  COOTBETCTBYET  BPEMCHH
OCHOBHOTC [MHKAa HA  XpOM4TorpaMMe | YACpXKHUBaHuMs OCHOBHOTO THMka Ha

CTEHIAPTHOIO PacTROPA XpoMarorpamme CTAaHAAPTHOTO
pacTsopa
v . : |
Prepared By / Iloarorosun Ch: By / Ilpozepra | Approved By { Qnofpun

Signature / llonmack , p o ' B - ) ol
Date / lara . ’2\&1]’“’.,‘ 2‘4,0(‘/1&2‘ ‘ La\asy Y
Name / OHO Atyl Kumar " Arun Patyal Sandeep Semwal
Designation / Officer - QA Officer -QA Sr. Manager -QA
Jomxcnocts

FCM/QAO054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT AHAJIM3A TOTOBOI'O MIPOAYKTA
Page2 of 9/ Crp. 213 9

Name of Product / MOMAT RINO )

HanmeHoBARAE NPOXYKIMK MOMAT PHHO

Generlc name / Mometasone Euroate Monohydrate Nasal Spray 50 mcg

MoMeTa3oHa $ypoaTa MOHOTHAPATA cipsii HAsRIBHEIA po3uposaHHbii 50 My

HenaTenT0BAHHOE HAMMEHOBAHAE I HOTY [ ‘ 1h1Y
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JellcTByomue BemecTsa 1 7038 CNPes COAEPARMT: AeHcTBYIOmEe BenecTso: MomeTaiona (Bypoata MOHOr/paT
51,72 MKr B TiepecteTe Ha Momerasona dypoar 50,00 mxr
Strength / {osuposka 50 meg / 50 Mxr Date of Mfg, / lara mpon3soncTsa 07/2021
Metered-dose nasal spray / o ‘
Dasage form /
Crpeii naseLHELR Date of Exp. / Tonen 10 06/2023
Jlekaperpennan Gopma JO3HPOR anm.m
Product code / Kox npoaykra SRU0300075470401DK Date of release / lata uimycka 3 1.0?.2021
Batch No. / Cepax N - 12210422 Qty. Released / KonawecTso 31,880 BOT/
BLINYINEHD (axoHOB
i Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ dnaxonos JImmerss B2 NPOUSBOICTSO (HoMep) MNB/10/832
Inspection Lot No. / y ' Mfg. License Date /
PerucTpanOnALIi HOMep aHAIA3A 040000340191 Jlnnen3us Ma NPOUIBOACTBO (NATR) 30/04/2020
o GMP Compliance certifieate Date /
Package size / ¥Ynarxoska 120 Doses / 120 no3 | GMP cepru — (na‘;a) 18/06/2020
Market / Prinok Russia / Pocous GMP Compliance certificate No./ | i\ p_g1556/20/N
GMP ceprudmumar (Romep)
Reference Specification No. / T
CrnenagaKanus reroBoro SPC-CC-040424 Reference STP No. / CITH N STP-CC-030230
upoayKEa Ne
N | TESTS/IIOKA3ZATEJN LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3VJBTAThI

b) Benzalkonium chloride
/ Ben3aIKOHAA XIOPHI

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
XPOMATOIPAMME  HCMEITYEMOro  pacTeopa

The chromatogram of the sample
solution contzin peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cu4 in the chromatogram of the
standard solution. / Ha xpomarorpamme

O/DKHE  OOHApYXHBaThGd  MHUKK, 10 | HCOBITYEMOro pacTBOpa
pEMEHAM YICP UBAHNA COOTRETCTBYIOLME | OOHAPYXUMBAIOTCA IIMKY, MO BpEMEHAM
D jdkaM TOMONOTOB GeH3aTKOHMA XJiopuza | YAepRKHBAHHA COOTBETCTBYIOITAC
12 ¥ Ci4 HA XPOMETOTPAMME CTAHJEPTHOTO | MMKaM  rOMOJIOroB GeH3aIKOHAS
pacTeopa. xnopuga Ci2 u Cia B2 XpoMATOrpaMme
CTaHJapTHOrO PacTBopa.
3 From 4.3t0 4.9/ 01 4,3 10 4,9 14.75/4,75

4. | Density / IlnoTHocTs

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

1.00 g/lem® / 1,00 r/em®

5. | Viscosity / BaskocTs

From 30 to 130 c¢Ps / Ot 30 a0 130 cll3

61.6 cPs /61,6 clls

‘6. | Osmolality / From 250 to 350 mOsm/Kg | 294 mOsm/Kg
OcMOnaILHOCTD Ot 250 1o 350 MOcM/xT 294 MQcm/xr

7. | Leakage check / Absence of any traces of leaks / Otcytereue | No traces of leaks / Creibt mpoTedKy
Iposepxa quiakoHa HA CJICZIOB IIPOTEYKH OTCYTCTBYIOT
FePMETHYHOCTE

8. | Net content / Macca
cofepKEMOTo (aaKoua

Not less than 18.0 g / He menee 18,0 T

183g/183r

{
Prepared By, / oaroTosma Checked By / IIposepnn | Approved By / Oxofpin
Signature / lloanuck i ) @ <
Date / Jama ot hon 2vfo9yon | 2m)ei 20 Y
Name { ®HOQ Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer - QA Officer -QA Sr. Manager -QA
Jomxnocts

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpyra, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
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A now way fot &« new world
CERTIFICATE, OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUAKAT AHAJM3A I'OTOBOI'O MPOJAYKTA
L}ge3of9lCrp.3m9
Name of Product / MOMAT RINO
Haumenaopanue NpoXyKIHA MOMAT PUHO

Generie name /
HenaTeHTOBAHAOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

MoMeTa3082 $ypoaTa MOHOIAIPETA CIIpEli Ha3aNbHEN! 103UPOBAHHLTH 50 Mxr

T dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 mcg as

Active Ingredients / calcuiated for Mometasone Furoate 50.00 mcg
JeflcTBYI0MAE BEMCCTES 1 no3a crpen conepuT: NelicTRylomes BemecTso: MomeTasona Qypoara MOHOTBApAT
51,72 mxr B nepeciete Ha Momerasoa dypoat 50,00 Mxr
Strength / {o3npoBka 50 mcg / 50 Mxr Date of Mfg, / lata npou3ssoAcTsa 07/2021
Metered-dose nasal spray /
J];::a;ge fo:u:ﬂlaa bopma Cripeii HazambEBI% Date of Exp. / T'ogen a0 06/2023
P P JO3APOBAHHEIH

Product code / Kox npopykTa SRU0300075470401DK Date of release / lara Boinycka 31.07.2021
Qty. Released / Konamecrso 31,880 BOT/

Batch No. / Cepaa Ne 12210422 BHAIYTIEHO TERONOS
Mfg. License No. /

Batch size / Paamep cepnn 34,722 BOT/ duraxonon IMBCH3AR HA NPOM3BOACTAO (ROMED) MNB/10/832

Taspection Lot No. / Mfg, License Date /

PerncrpannoHHblil BoMep anannsa 040000340191 JIinunenans Ha NPCeH3BOACTEO (1aT4) 30/04/2020
GMP Compliance certificate Date /

Package size / Ynoaxopxka 120 Doses / 120 noa GMP ceprugpuicar (xaTa) 18/06/2020

Market / Porox Russia / Pocon GMP Compliance certificate No./ | Gyp.01556/720N
GMP ceprudarar (nomep)

Reference Specification No. / ' ‘

Coenadaxanue raToBoero SPC-CC-040424 Reference STP No. / CIIA N2 STP-CC-030230

OpoayKTa Nt

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS / PE3VJIETATBI

9. | Number of deliveries per

Not less than 120 doses / He menee 120 noa

185 doses / 185 po3

HnaupuayansHaas Macea go3er: or 85 %
Ji0 115 % ot TeopeTHyeckod MacCH 1035l

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeamuas macca 10361: o1 90 % n0 110 %
OT TEOPETHYECKOH MACCH 03B

container / Kosmaectso
Ao3

10. | Pump delivery / Individual dose mass: from 85% to 115% | Minimum / Muxemym: 91.2 %
Macea 203b1 of the theoretical dose mass / Maximum / Makcumym: 107.3 %

Average / Cpennee: 104.1 %

WL

P

Yacray pazmepom > 30 MKM - JODKHE!

11. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pasmep wacran Yacrun pasmepom < 10 meMm - He MeHee
. 90 %;
S - Particles < 30um in size: 100% 100.0% / 100,0%
= ¢ Yacrag pasmepom < 30 mxm — 100 %
- Particles > 30pm in size: Should be absent | Absent/ OrcyreTBytoT

\ OTCYTCTBOBATh
&} M . ?}&7
It o 200
harmace®
[
Prepared By / loaroTosmn Cl heclg By / lposepui 1[;7{) Approved By / Onopnn
Signature / Hognucy (B —
Date / Rara e leq frn 23] p8f1021 Yoy 1o
Name /®HO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JoIEKHOCTD

FCM/QAD54/08 00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

G].enm ank Distt. Solan Himachal Pradesh 173205, India
A ‘v veay for a new world Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUG®HUKAT AHAJIM3A I'OTOBOI'0 IPOAYKTA
‘ _ ] - Page4of 9/Crp. 413 8
Name of Preduct / MOMAT RINO ‘
HaumeHoBauae NPoXYKIUM MOMAT PUHO o
Generic name /  Mometasone Furoate Monohydrate Nasal Spray 50 meg
_HenateATOBAHHOS HANMEHOBAHHAC MomeTasona hypoaTa MOHOTHIpaTA cipeit Hase bHE!E noanponamlﬁ 50 mxr
i 1 dose of the spray contains: Active ingredient: Mometesone Furcate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mecg
Jeitcrpyomue BemecTsa 1 G382 CTIpeA CONEPENT; AeHCTBYIOMES BeIecTBo: MoMeTasona @ypoara MOHOTE/PAT
51,72 mxr 8 nepecaere Ha MoMeTa3ona diypoar 50,00 Mxr
Strength / {oInpobka 50meg /50 Mkr | Date of Mifg. / lata npon3soxcTsa 07/2021
Metered-dose nasal spray /
Dosage form /
Nexapcrneunan dopya Copelt Hass Heif Date of Exp. / Toxen a0 06/2023
] Jmanponmmﬂﬁ
Product code / Kog npoxyxra SRU0300075470401DK Date of release / /laTa BHIMyCKa v 31.07.2021
B Qty. Released / Konmaectao 31,880 BOT/
Batch No. / Cepus Na 12210422 u— dnaxoson
Mfg.License No. /
Batch size / Pazmep cepum 34,722 BOT/ pnaxonos JIB{e ANz HA NPOH3BOACTEO (HOMEP) MNB/10/832
Inspection Lot Ne. / | Mfg. License Date/
PeracTpanuoHALI HOMep aHAIN3A 040000340191 JIanensns Ha NPOH3IBOACTBO (1aTa) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduicar (aara) 18/06/2020
Market / Poinok Russia / Pocous GMP Compliance certifieate No./ | Gyip.g1556/20/IN
GMP ceprudurar (nomep)
Reference Specification No. / 1 '
Cnenudpnkanns rorosoro SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoayKTa Ne i
N | TESTS/TOKA3ATEJH | LIMITS / TPEGOBAHHA | OBSERVATIONS / PE3YJBTATBI
12. | Related Substances / IlocTopoHHHE TpAMECH
Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He ofnapyxeno
Tpumecu 8DM
i%ﬂ;’gﬂ%h&%/ Not more than 0.15 %/ He Gonee 0,15 % | 0.005%/ 0,005%
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.092% / 0,092%
Ilpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.04 % / 0,04%
impurity / Expauasoi
HEUACHTHGHIHPOBAHHOMA
NpUMECH
Total impurity / Not more than 0.60 % / He Gonee 0,60 % 021%/021%
Cymma mpumecel
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg /Hawano: _
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / MurumMym:98.5 %
dose) / OgmopogHocTs more than + 25% from the average value and | Maximum / Maxcumym:105.2%
BBLICBOGOENACMOl X03B1 not any dose can deviate more than + 35% | Mean/ Cpennee:101.9%
from the average value.
If 3 to 6 doses deviate more than + 25% but { END / Konen:
not more than =+ 35%, test another 20 vials. Minimum / Muaumym: 102.2%
Not more than 6 of 60 doses can deviate | Maximum / Maxcumym: 107.5%
more than =25 % from the average value, | Mean / Cpennee: 104.1%
i — f :
Prepared By / Moarorosma Chegked By / IIposepmn \ Approved By / OxoGprn
Signature / Honoucn [
Date / Jara DA\t 29lpafro b P2\ L B
Name / DHO Atul Kuymar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JomxngcTh

FCMIQAD34/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

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

A new way for a new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®HKAT AHAJIA3A I'OTOBOI'O INIPOAYKTA
_PageSof9/Crp.5m9
Name of Product / MOMAT RINO '
Hanmenosannue npoAyKUHH MOMAT PHUHO

Generic name /
HenaTenToBannoe HAMMCHOBAHNE

Mometasone Furoatc Monohydrate Nasal Spray 50 meg

MoneTazona dypoaTa MOHOTHAPATA crpeli HASAMLHAIA no3npoBaumsiil 5O vxT

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTaytomue BemecTsa 1 nosa ¢npes cofep:aT: AcHcTByONMEe BemecTsO: MomeTazona OypoaTa MOHOFUAPAT
51?72 MET B niepecteTe Ha MoMeraloHa thypoar 50,00 Mxr
Strength / lo3npoBKa 50 meg / 50 Mkr Date of Mfg. / IaTa npoH3BOACTRA 07/2021
| Metered-dose nasal spray / '
Dosage form /
Cnpeif HazaBHELA Date of Exp. / T'ogen o 06/2023
Jlexapcrsensas gopma OO i
Praduct code / Kog npoayxra SRU0300075470401DK Date of release / Jlata BeInycka 31.07.2021
Qty. Released / Konmraecrso 31,880 BOT/
Batch No, / Cepun Na 12210422 —— daxcoron
' Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos JIRdemsus 1A MPoAIBOACTEO (RoMep) MNB/10/832
Inspection Lot No. / ' Mfg, License Date/ |
PerncTpanuoRmLIli HOMEp ATATIIA 040000340191 JIATeRsUs HA HPORSBOLETEO (1ATA) 30/04/2020
, GMP Compliance certificate Date /
Package size / Yoakonka 120 Doses / 120 )1(.)3. | GMP ceprn gmxcar (nara) 18/06/2020
Market / Prinok Russia / Pocons GMP Compliance certificate No. / GMP-01556/20/IN
. GMP cepragmxar {nomep)
Reference Specification No. / N
CnenndEaxanus rorosoroe SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoaykra Nt

Ne | TESTS /NNIOKA3JATEJIA

LIMITS / TPEBOBAHUA

OBSERVATIONS / PE3YJIbLTATDI

and not any dose can deviate more than
4 35% from the average value.

He 6onee 2-x u3 20 no3 (10 HauanpHBIX 103
¥ 10 xoHeyHEX A03 u3 10 dnakoHOB) MOTYT
EMETh OTKJIOHEHHE OT CPEXHEro 3HA4eHHA
fonee uem + 25%, ¥ HH oAHA J03a HE
JIOIUKHA WMMETh OTKJIOHEHHME OT CPEeIHEro
sHauerus Gonee yem Ha + 35 %.

Ecmz or 3 no 6 103 MMEKT OTKIOHEHHS
Gonee ueM + 25 %, Ho MeHee yeM = 35 %, TO
HCIBITHBAKT cneayiomue 20 drakoHOB.

He Gonmee 6 u3 60 n03 MOryr HMETh
OTKJIOHEHUE OT cpeaHerc 3uavenus Goxee
yeM + 25%, ¥ HH OdHA [033 HE AOKHA
MMETh OTKIOHEHHE OT CpefHEr0 3HAYEHHT
Gonee uem + 35 %.

!
Prepared,By / Hoarorosmn Checked By / TIpoepun | \Approved By / OnoGpan
Signature / [logmuck - @ = '
Date / Aara 2\rfreny rulod1o.1 2Ulea) 204
Name / DUO _ Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer ~QA Sr. Manager -QA
JlomKHOCT

FCM/QAQ54/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
,9,]!;6“? folll nﬁ%‘é Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HKAT AHAJIM3A T'OTOBOI'O IIPOOYKT
_Page60f9/Crp.6m9
Name of Product/ MOMAT RINO ' '
Haumenosase MPpoxyKIUH MOMAT PHHO

Generic name /
HenaTeRTOBAHNOS HAHMCHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 meg

Mowmerajona {yporTa MOHOIHAPAETA CIIPSii HE3aJIbHEIM I03MpOBAHHELE 50 Mxr

Active Ingredients /
JlelicTBYHOIMIME BemeCTRA

calculated for Mometasone Furoate 50.00 mog

1 mo3a ciipen copepamT: KeHcTBYIOIEe BemecTso: MoMeTasona (GypoaTa MOHOrHApaT

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

51,72 mir B Tigpecere Ha MoMeTasoHa dypoar 50,00 MEr

Strength / Noanposka 50 meg / 50 auax ' Date of Mfg, / / JaTA NpoH3BOACTEA 07/2021

Metered-dose nasal spray /
Dasage form / el HazasHIi Date of Exp. / Copen a0 06/2023
Jexapcrsennan Gopma ,g(]):;pnpon — P
Product code / Kox mpoaykTa SRUG30007547040 DK Date of release / Jlata poimycKa 31.07.2021
Batch No. / Cepma No 12210422 Qty. Released / Konnuecrso 31,880 BOT/

BLUIYIIEHO ¢naxouon
Batch size / Paamep ceprn 34,722 BOT/ pnakonon Jnil;ifl:ac:l;s:f;;ﬂmonm (romep) MNB/10/832
Imspection Lot No. / ‘ [ Mfg. License Date /
PerucrpanuoHHBIH AOMep AHATHIA 040000340191 .Jlmglem_n Ba (pOAIBOICTBO (aaTa) 30/04/2020
Package size / Ynaxosxa 120 Doses / 120 no3 gg gﬁgﬁﬁ?};ﬁ? te Date / 18/06/2020
Market / Prmos Russia / Poccus GMP Compliance certificate No./ | Gyp.01556/20/N
GMP ceprudmcar (aomMep)
Reference Specification No. /
Caenndgmicanns reTosore SPC-CC-040424 Reference STP No. / CYIH N STP-CC-030230
upoayKra Ne
Ne | TESTS /! HOKA3ZATEJIU LIMITS / TPEEOBAHUA OBSERVATIONS / PE3YJIBTATBI
14 | Uniformity of dosage units | Not more than 1 value from 10 Minimum / Muszm 98.5% '
/ OnHopoaHOCTE measurements can deviate from the average | Maximum / Maxcrmym: 105.2%
AO3HPOBAHHS value more than + 25% and none can deviate | Mean / Cpennee:101.9%

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 Gonee 1 smauenns w3 10 onpenenenuit

MOXET OTKIOHATCA OT CPERHEre 3HAYEHHA

Gonee, weM Ha * 25 %, & HuM OfHOTO, Gomee

yeMm Ha £ 35 %.

Enmu J1Ba HiId  TPH  3HAYMEHU MMCKOT

OTKJIOHEHHH oJee ueM == 25 %, RO MEHBIIC,

yeM = 35 %, TO HCHOBITHBAIOT CACAYyIOUME

20 ¢naxonos.

He Gonee Tpex s3uaueHuit w3 30

ONpeNeNCHHH  MOTYT  OTKJIOHATRCA  OT

cpenasero snauenus Gonee, ueMm Ha + 25 %, u

HH o7iHOTO, OoNee vemM Ha + 35 %,
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, T ehsil; Baddi,

qlenmank Distt. Solan Himachal Pradesh 173203, India
Aew way for 3 new workd Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIM3A IT'OTOBOI'O ITIPOAYKTA
Me7of9vl(3m7m9
Name of Product / MOMAT RINO
HanumenoBanue NpoAyKIHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTenTOBARAOE HAUMEHOBAHHE Mowmerasona ¢rypoaTa MOHOrHApATA crpeii na3abHEIA AO3UPOBAHHBINA SO mxr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeitcrByiomue BelecTea 1 mo3a cupest cogep T AclicTayiomee seiecTBo: MoMeTasona dypoara MOXOTHIPET
51,72 mxr B mepecueTe Ha Mowmerasona iypoar 50,00 mxr
Strength / losuposka 50 meg / 50 Mxr Date of Mfg. / lara npousBoacTsa 07/2021
Metered-dose nasal spray / ‘
Dosage form /
Cripeli masaysihi Date of Exp. / T'open a0 06/2023
Jlexaperaeanas opma P — |
Product code / Kon npoaykra SRU03000754’_70401DK Date of release / Aava Bumycka 31.07.2021
Batch No, / Cepna N 12210422 Qty. Released / KonnuecTso 31,880 BOT/
BLIGYICHO daxonoB
Mifg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ {umaxonon JIumensun ua NPOR3ROACTBO (HOMER) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PeracrpanuoHHblii HoMEp aHANR3A 040000340191 Jlvmen3un HA NPOU3BOACTRO (1ATA) 301042020
GMP Compliance certificate Date /
Package size / Yoaxoska 120 Doses / 120 noz GMP cepru dpuscar (nava) 18/06/2020
Market / Puinox Russia / Pocerst GMP Compliance certificate No. / GMP-01556/20/IN
_ GMP ceprudmrar (Homep)
Reference Specification No. / ' -
CoenaduKanya roToBoro SPC-CC-040424 Reference STP No, / CTIA N2 STP-CC-030230
npoaykra Ne
M | TESTS /TTOKAIATEJH | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3VJIBTATBI
15 | Microbiological Purity / MuxpoGmonoraseckas 4ucToTa
Total aerobic microbial
count and total combined Not more than 102 cfu per 1g (ml) of the Less than 10 ¢fu/ml/
yeast and moulds count product / He 6onee 102 KOE B 1 1 (M) Menee 10 KOE/Mn
{combined) / Obluee yacno | npenapara
23po0HEIX BakTepuil H
JPOXIKEBEIX. M IICCHEBbIX
rpuboB (CymMMapHO)
Test for Absence of
Specified Micreorganism /
Tecr Ha cnennduyecKue
MHKPOOPTaAA3IMBI:
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTcyTCTBYeT
Staphylococcus aureus Otcyrersne 8 1 T (M) npenapara
Bile-Tolerant Absence per [g (ml) of the product / Absent / OtcyrcTByeT
Enterobacteria / Otcyrersue B 1 r (Mi1) npenapata
XKemeycroliaupkie Absence per 1g (ml) of the product / Absent / OtcyTCTBYyeT
sHTepoGaKTepUn Orcyrereue B | r (M) npenapara
. , —
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HUKAT AHAJIN3A T'OTOBOI'O IMIPOAYKTA
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Name of Product / MOMAT RINO
HapMeH0oBIHEE HPOLYKIH MOMAT PUHO
Generic name / Mometasone Furoate Monchydrate Nasal Spray 50 meg

HenaTenTOBARAOS HAMMEHOBAHNE

MomeTasona dypoaTa MOHOrUApaTa cupelt Hasanbubli no3upoBaunei S0 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
JelicTyomne BemecTBA 1 Ko3a cTIpen coflepiuT: AeHCTBYIONICE REMlecTRO: MOMETa30Ha $ypoaTa MOHOTHIPAT
51,72 mKr B nepecuere Ha MoMeraiona dypoar 50,00 Mxr
Strength / lesuponxka 50 mcg / 50 mxr Date of Mfp. / laTa npou3soacTHA (7/2021
Metered-dose nasal spray /
D fi /
H:zimnan gopma Cnpelt Hasams L Date of Exp. / Tonen no 06/2023
JIO3UPOBAHHEI _
Product code / Kox nponyxra SRU0300075470401DK Date of release / Jlara BrImmycka 31.07.2021
Qty. Released / Kommvecrso 31,880 BOT/
Batch No. / Cepus N 12210422 BBImYmeHO JRECHOB
Mfyg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢inakoson Mamesous 1A NPOUIBOACTED (HoMep) MNB/10/832
Inspection Lot No, / Mig, License Date /
Perucrpannonnstii HoMep AEAIH3A 040000340191 JInnen3us Ha OPON3BOACTBO (AATH) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynakonka 120 Doses / 120 ac3 GMP cepradmiar (1ata) 18/06/2020
Market / Puirox Russia / Pocous GMP Compliance certificate No-/ | Gpp.g1556/201N
GMP ceprudmxar (Homep)
Reference Specification No. /
Cnenuijpnranas reroporo SPC-CC-040424 Reference STP No. / CITH N2 STP-CC-030230
npoaysTa N
N | TESTS /HOKA3ATEJH | LIMITS / TPEBOBAHMSI | OBSERVATIONS / PEYJILTATBI

16. | Assay / KonmtiecTBeHHOE onpeaeeHHe

a) Mometasone Furoate /
Mowmerasona dypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 1o 115 % oT 3aABJIEHHOr0
COZIEpXKAHMS

102.5%/102,5%

b) Benzalkonium chloride /
Benzanxonus xiopuaa

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % OT 3a9BJICHHOTO
CONEPKAHUS

83.6% /83,6%

17. | Package Size / YmaxoBkxa

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One

- | bottle together with the package insert per a
| cardboard box. / ITo 60 mmm 120 nos

CYCIICH3WH BO (MIakOHE M3 MONMITHICHA
BLICOKOH  IIOTHOCTH C  JO3MPYIOIMM
yeTpolcTBoM M KpblineykoH u3
[ONMITHICHA BRICOKOH toTHocTH. [To 1
dnakoy BmecTe ¢ WHCTpYKIMeld mo
MEAMIEHCKOMY DTPUMEHEHHIO B  N3YKe
KApTOHHOMH.

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap made from  high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 nos cycnenssu BO QuakoHe M3
NOJMU3THIIEHA BLICOKOH INICTHOCTH C
JO3UPYHOILHM YCTPOHCTBOM H
KPBILEYKOH U3 TOJU3THICHA BRICOKOH
naordoctd. [lo 1 dnakony BMecte ¢
AHCTpYKIME! N0  MEHMIHHCKOMY
HPHMEHEHHIO B I1aUKe KAPTOHHOH.

18. | Labeling / Mapxuposka

According to ND / B coorsercteuu ¢ HJT

19. | Storage conditions /
Xpaneane

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B 3aUIMINEHHOM OT CBeTa MecTe NpH Temnepatype oT 15 no 25 °C, He 3aMOpaikHBaTh.

20 | Shelf-life / Cpox rogmoctm | 2 years /2 roja
{
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Name of Product / MOMAT RINO
Hanmenosaine NpogyKIHy MOMAT PHHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg

HenaTeHToBARNOe HAnMenoRanue | Momerasona (ypoaTa MoHOTHApATA Clpell HAIILHELH A03MPOBAHHEIH 50 Mxr

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTBylomue BemecTsa 1 nosa cipes copepauT: AckicTRyIOles pemecTso: MoMeTazoHa @ypoara MOHOTHAPAT
51,72 mxr B nepecdere Ha Momeraiona dypoar 50,00 vEr
Strength / Jlosuposka 50 meg / 50 Mkr Date of Mfg. / lara npoH3BoicTBA | 07/2021
' 1 Metered-dose nasal spray / '
Dosage form /
Cnipett Ha3ansHEIH Date of Exp. / T'onen ao 06/2023

Jlexapersennan qopma osupo i

Product code / Kox nponyxra SRU0300075470401DK Date of release / Jlata oimycka 31.07.2021

Batch No. / Cepus Na 12210422 Qty. Released / Kemmaectso 31,880 BOT/
BLINYIIEHO duraxoHoB
Mifg.License No. /

Batch size / Pasmep cepau 34,722 BOT/ ¢naxonos Tlumemas B2 npoussoxcTED (HoMeD) MNB/10/832

Inspection Lot No. / Mfyg, License Date /

PerncrpaiiioHAbI HOMEp AHATA3A 040000340191 JIMTe3AR AA MPOMIBOACTRO (1ATA) 30/04/2020
GMP Compliance certificate Date /

Package size / YmaxoBxa . 120 Doses / 120 ro3 GMP ceprugmuar (1aa) | 18/06/2020

Market / Prmox Russia / Poccus GMP Compliance certificate No./ | Gyp.g1556/20/IN
GMP cepruthuxar (Homep)

Reference Specification No. /

Crnenadaxanusd roroBore SPC-CC-040424 Reference STP No. / CII Ne STP-CC-030230

npogykra Ni

Any deviation/Incident/00S: IN/1101/2021/0202
Otrnonenas/MaouaenTe/0O0C: 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,”

3aKMOUEHHE 0 COOTBETCTBWM: HACTOSIIMM IIOATBEPXIAI, WTO MpEACTABICHRAs BhIUE HHQOpMAUA ABIAETCH
JOCTOBEpHON M TouHOM. JaHHas cepus Obula MpoMsBeleHa (BKMIOUAs YNAKOBKY/MAPKHPOBKY M KOHTPO/IL KavecTsa) Ha
ykasanuoff BhUNE INPOMSBOACTBCHHON MJIOWaAKe B [MONHOM COOTBETCTBHH  C TpeGosanmamy  Haanexauwel
INpomssonctaennoi [Tpaxtaxn (GMP) NOKAABHBIX PErYIATOPHEIX OPTaHoB H TPeOOBAHHAME HOPMATHBHOM JOKYMCHTALMH
JIT1-003870-280916, Mam. Ne 1 ot 15.04.2019, Msm. Ne 2 or 05.02.2020 anx prinka Poccun. TMpoTokoNk HPOU3BOACTEA,
YNaKOBKM ¥ TOKA3aTENA KayecTBa JAaHHOK cepuy GbUlM TPOAHAM3IMPOBAHBL M CAENAHO 32KIMOYUCHME, HTO OHHM
COOTBETCTBYIOT TpeConanusmm Hanrnexaueit [Iponssoacreennoi [pakruxa (GMP).
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