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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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDUKAT AHAJIN3A TOTOBOI'O INIPOAYKTA

Page 1 of 8 /Crvp. 1 u3 8

Name of Product /
HaumenoBanue NpoayKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaAHHO0E HAMMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTa3oHa chpeil Ha3albHbIH 103rupoBaHHbH 50 MKI/T03a

Active Ingredients /
JelicTByloLiHe BelecTBa

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

calculated for Mometasone Furoate 50,00 mcg
1 no3a cnipes comepKHT: AelcTByrolee BelecTBo: Momeras
51,72 mkr B nepecyere Ha Momerasona dypoar 50,00 MKr

oHa (ypoara Monorwlpa'r

Strength / {o3npoBka 50 meg/dose / 50 mMxr/no3a Date of Mfg. / lata npousBoacTBa 07/2023
Dosage form / Metered-dose nasal spray / Cripeit
JlexapceTBeHHasn ¢opma HasaJILHEIN J03MPOBAHHBIH Date.of Exp. { Tonen a0 062083
Product code / Kox npoxykra SRU030007E040401DK Date of release / JlaTa Bbimycka 19.07.2023
Batch No. / Cepusn Ne 12230655 Dy Reteased / 32,140 BOT/
KosinuecTBO BbINYIEHO ¢akoHoB
Batch size / Pasmep cepuu 34,722 BOT / ¢pnakoHoB Mig.Liceass No./ Jhuxensna ma MNB/10/832
MpoU3BOACTBO (HOMep) .
:)nspectlon Lot No. / 040000471528 Mfg. License Date / JInuexsus Ha 30/04/2020
erUCTPALIMOHHBIN HOMep aHaIu3a NpoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / ¥YnakoBka 120 Doses / 120 no3 GMP eapridiuicay (i) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Poinoik Russia / Poccus GMP cepruduicar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
CneuunduKanus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ VM~
API name / HaumenoBanue ADC API Batch No / A®C cepus Ne 23405(JM-01)-
MomerasoHa ypoara MOHOTHAPAT 002

Manufactured by / llpoussoaurens | Aarti Industries Limited, India / Aapru Mugactpus Jlumuren, Muaus
Ne | TESTS /IOKA3SATEJIU LIMITS / TPEFOBAHWS OBSERVATIONS /

PE3YJIbTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of

semltransparent to non-transparent consistency. /
Or Gemoro mo oyt Oedoro nsera oOT
HOJTYIPO3Pa4HOM 0 HEMPO3PaTHOH KOHCHCTEHIUH
TycTas CyCHEeH3HsL.

non-transparent consistency. /
[loutu 6emoro LpeTa
HENpo3pauHOl  KOHCHCTEHLMH
rycras CyCrneH3us.

2. | Identification / MpeHTH)UKALUS

a) Mometasone Furoate /
Momera3sona ¢gypoar

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 ynepxuBaHUsA OCHOBHOTO IHKa
Ha XpoMmarorpaMMe MCIILITYeMOro  pacTBopa
JOMKHO COOTBETCTBOBATh BPEMEHM YIEPHKUBAHMUS

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
yAEPKUBAaHAA OCHOBHOTO MHKA

OCHOBHOTrO NHKa Ha XpoMaTorpaMMme CTaHIapTHOro | Ha XpomaTorpamMmme
pactBopa  (cM. UCIBITYEMOTO pactBopa
OTIpEeENIEHHER). COOTBETCTBYET BPEMEHH
yIOEPXKUBAHUA OCHOBHOIO MNHKa
Ha Xpomarorpamme
CTaHJapTHOTO pacreopa.
Prepaped By / Iloarorosun Checked By / IIposeput Approyed By / Ono6pua
Signature / Moanuck / ‘-A//
Date / laTa = \011) LeLd o o\ ) %p'y';
7
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajdy kumar Garg
BRgATa s | Officer-QA Officer-QA Asst, Manager - QA
JomxHOCTE
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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@bomZ.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIA3A IT'OTOBOI'O MPOAYKTA

Page 2 of 8 /Ctp.2u3 8

Name of Product /
HaumenoBauue NPOXYKIMUM

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOe HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MomerasoHa crpeli HazaNnbHbIi J03MPOBaHHEI 50 MKr/103a

Active Ingredients /
JHeiicTByIomue BeumecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a copest coxepskuT; AelicTyowee BemecTBo: MoMerasoHa (ypoaTa MOHOTMIpaT

51,72 mkr B nepecyere Ha MomerasoHa ¢ypoar 50,00 Mkr

Strength / lo3uposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / JlaTa npou3BoACTBA 07/2023
Dosage form / Metered-dose nasal spray / Cripei
JIeKagchBeHHaﬂ ¢dhopma HasaJIbHBIH nosuponagmzm o Date of Exp. / Fonen go Ugjaves
Product code / Koa npoaykra SRU030007E040401DK Date of release / [laTa Bbinmycka 19.07.2023
Batch No. / Cepus Ne 12230655 Qty. Released / A2, 166 BOT /
Koau4ecTso BeIMynieHo ¢akoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢nakoHoB Mfg.Livense No, / Jlauersus #a MNB/10/832
poU3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date / Jiuuensus Ha .
PerucrpauuoHHbIli HOMep aHaJH3a GH0000471528 npoguaso;lc’mo (maTa) 30/04/2020
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccust GMP cepr ;{: sikcsee (osen) 01556/20/IN
Reference Specification No, / STP-CC-
CreuuduKanms roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoayKra Ne j
Mometasone Furoate Monohydrate/ e
API name / Haumexopauue A®C M API Batch No / A®C cepus Ne 23405(JM-01)-
OMCTa30Ha (bypoa'ra MOHOruapar 002
Manufactured by / IIpoussoautens | Aarti Industries Limited, India / Aapru Hugactpus Jlumuren, Uunns
Ne | TESTS/TOKA3ATEJIM LIMITS / TPEFOBAHHS OBSERVATIONS /
PE3YJIbTATbI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bensanouus xsopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci2 | corresponding to the retention
and Cps in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci2 and
HCTIBITYEMOrO PacTBopa OJDKHKI oOHapyxwuBathes | Cig in the chromatogram of the
IHKH, no BpEMEHaM yaepxusanus | standard  solution. / Ha
COOTBETCTBYFOILME MMKaM FOMOJIOroB GEH3ANKOHMA | XpOMATOrpaMMe  MCIILITYEMOro
xaopugza Ciz u Ci4 Ha aMMe | pacTBopa 00HapyXUBAIOTCH
CTaHAApPTHOTO pacTBOpa TUKH, no BpeMEHaM
«KoniecTBEHHOE OIPEAETIe e§§ yAEpPHKHUBAHHA
COOTBETCTBYIONIUE UKaM
roMOJIOroB GeH3aNKOHMs
xmopuma Ciz u Cu Ha
‘9 XpoOMaTrorpaMMe CTaHIapTHOro
Y pacTeopa.
3. | pH From 4.30 to 4.90/ O1 4,30 a0 N@armaoW 4.7174,71
4. | Density / IlnoTHOCTB From 0.950 to 1.050 g/cm3 / 1.019 g/em?/ 1,019 r/em®
Ot 0,950 mo 1,050 r/cm®
5. | Viscosity / BaskocTb From 30 to 130 cPs / Ot 30 a0 130 cII3 45.3 cPs /45,3 cIl3

. Prepyend By / Moarorosua Checked By / Hpuuepitd .\.pp’i‘uwd By/ Q,‘lquuJ
Signature / [loanucs W (,1-—'*’ '
(/ o——
Date / laTa Lo |01 ] ]/07/ b s 13 ‘V’"’MWVB
Name / @UO Yogesh Kumar Mehta Atul Kumar A!ay ku’mar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JlomkHOCTE

FCM/QA054/08.00
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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@bomZ.vsnl,net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 3 of 8/ Ctp. 3 u3 8

Name of Product /
HaumvenosaHnue npoayKIUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoMeTa30Ha crpeil Ha3anbHbIH J03MpoBaHHEIN 50 MKr/A038

Active Ingredients /
JeiicTByloLHe BeLecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 K032 cripess coaepsKuT; AelicTBylomce BemecTBo: MomeTasoHa (ypoaTa MOHOTHAPAT
51,72 mkr B iepecuere Ha MomerasoHa dypoar 50,00 Mkr

Strength / lo3upoBKa- 50 mcg/dose / 50 Mxr/noza Date of Mfg. / JlaTa npou3BOACTBA 07/2023
Dosage form / Metered-dose nasal spray / Crpeit
JlexapcTBeHHas dhopma Ha3aNLHLIA 103HMPOBaHHBIH Date of Exp. / Tonex a0 06/202.5
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa BbINycKa 19.07.2023
Batch No. / Cepus Ne 12230655 Qty. Released / 32,160 BOT/
Ko/1MuecTB0 BhINYLIEHO (hnaxoHoB
Batch size / Pasmep cepuu 34,722 BOT / dsiaxoHos Mfg.License No. / Jluueusus na MNB/10/832
NpoM3BOACTBO (HOMeEp)

Inspection Lot No. / Mfg. License Date / JInuensus Ha
PerucTpaudoHHEI HOMEp aHaaHu3a i NPOK3BOACTBG (AATA) 00200

. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 o3 GMP ceprdukar (1ata) ) 18/06{2020

: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepruduscar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
CreuuduKanus roTosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ S
API name / Haumenosanue A®@C API Batch No / ADC cepusi N 23405(JM-01)-
Momera3ona ¢pypoara MOHOTHAPAT 002
Manufactured by / ipoussoautens | Aarti Industries Limited, India / Aapru Unnacrpus Jlumures, Vnaus
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEGOBAHUMS OBSERVATIONS /
PE3YJIBTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 290 mOsm/Kg
OcMmonsIbHOCTE Ot 250 o 350 MOcm/xr 290 MOcMm/kr
7. | Net content / Macca Not less than 18 g/ He menee 18 ¢ - 18.1g/18,1r
coliepkuMoro raKkona

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 166 doses /166 no3

container / KonmuecTro
03

/ He meHee 120 no3 (He cuuTas NEPBUYHYIO

pOKavKy)

9. | Pump delivery /
Macca 10351

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

theoretical dose mass /

WupuBuayabHas Macca J103l: oT 85 % 0 115 %

oT 'reopem'{ecxoif[ MaccChl O03bI;

Average mass of the dose: from 90% to 110% of

the theoretical mass of the dose /

Cpenusist Macca 103bl: o1 90 % 1o 110 % ot

TCOpCTH‘!CCKOﬁ MaccChl 10361

Minimum / Munumym: 95.2%
Maximum / Makcimym:108.0%
Average / Cpennee: 103.9%

<7 ~;
amace™”

Approyed By / Ono6put

Prepared By / IloaroToBua Checked By / [Tposepua
Signature / loanuces / ‘3/ » CA"
Date / Jlata L/% \o1)1 1oL 3 T p1]23 dolo? QoD
1
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JIonHOCTD

FCM/QA054/08.00
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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 T'OTOBOI'O ITPOAYKTA

Page 4 of 8/ Crp. 413 8

Name of Product / MOMAT RINO

HaumenoBaHue NPOAYKLMH MOMAT PUHO

Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenateHToBaHHOe HauMeHoBaHHe | MoMerasona crpell Ha3aIBHEI! 103upoBaHHbli S0 MKI/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg

JeiicTayonye BeLecTBa 1 K03 cripes COAEPSKHT: AekcTByIowee BemecTo: MoMerasoHa ypoara MOHOTHApaT

51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 Mxr

Strength / losuposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. /. Jlata nponssoactea. | 07/2023

Dosage form / Metered-dose nasal spray / Cripett

JlekapcTBeHHas ¢opmMa Ha3aJIbHBIN J03MpPOBAHHBIH Date of Exp. / Tonen a0 062025

Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 19.07.2023

Batch No. / Cepus Ne 12230655 Qtys Reloased ( S B

Kosin4ecTBO BhINYIEHO (rakoHOB

Batch size / Pasviep cepuu 34,722 BOT / unaxoon Mg Lilcsnse Nu../ Jurensiasa MNB/10/832

MpoM3BOACTBO (Homep)

:)nspectlon Lot No. / 040000471528 Mfg. License Date / JInuensus Ha 30/04/2020

erHCTPALMOHHBIN HOMEp aHAIU3A npoH3BOACTBO (AaTa)

Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | ;4/0¢/2950

GMP cepTuduKaT (1aTa)
; GMP Compliance certificate No. / GMP-

Mt/ By Bussie Pooes GMP cepruduicar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Crnennguxanus roTosoro SPC-CC-063688 Reference STP No. / CITH Ne

040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ey
API name / HaumenoBanue A®C API Batch No / A®C cepusi Na 23405(JM-01)-
Momera3soHa ¢ypoaTa MOHOTHIpPAT 002
Manufactured by / lIpoussoautens | Aarti Industries Limited, India / Aapru Hunacrpus Jiumuren, Hugus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSA - OBSERVATIONS /
; PE3VJIBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pasmep yacTuu YacTuu pasmepom < 10 mxm — He meree 90 %; .
Particles < 30pm in size: 100% 100.0% /100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTCYTCTBYIOT
YacTHis! pasMepom > 30 MKM — JOJKHBI '
OTCYTCTBOBATh -

11. | Sedimentation Stability / | Not less than 5 min / He menee 5 MuH. Complies /
CeauMEHTAaILHOHHAS COOTBETCTBYET
yCTOHYHBOCTH =

Prepgred By / IloaroroBua Checked By / Iposepua Apprpved By / OnoGpua

Signature / loanucs /A/ C#‘/

Date / lata 71071 Lol o\ '\ OF o V2

Name/ ®1O Yogesh Kumar Mehta Atul Kumar Ajﬂ" kuthar Garg

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

JL0JIKHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT AHAJIM3A TOTOBOI'O IPOJIYKTA

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

. Page 50f8 /Crp.5u3 8
Name of Product / MOMAT RINO o
HanmeHoBaHHe NPOAYKUHH " MOMAT PUHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3oHa crpeli HasabHBIH J03UpoBaHHbIH SO MKI/103a -

HenaTenToBaHHOE HaMMeHOBAHUE

Active Ingredients /
JeficTByIomMe BELECTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnpes conepxuT: AelicTByronlee BemecTso: MomeTa3ona (ypoara Monomnpa'r
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / {o3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / ata npoussoactea | 07/2023
Dosage form / Metered-dose nasal spray / Crpeit .
JlexapcTBenHas ¢popma Ha3aJLHBIN JO3UPOBAHHBIN Date of Exp. / T'onen a0 06/2025
Product code / Kog npoaykra SRU030007E040401DK Date of release / JlaTa Bhinycka 19.07.2023
Batch No. / Cepus Ne 12230655 Qty. Released / 32,160 ROT /
KoauyecTso BeInyIileHO (hnakoHOB
Batch size / Pazmep cepuu 34,722 BOT / ¢pnaxoHoB Mig.License No. / Jluuenaust na MNB/10/832
NpPOM3BOACTBO (HOMEp)
Inspection Lot No. / 040000471528 Mfg. License Date / Jluuensusi Ha | 34,54707
PerucTpauoHHbIfi HOMED aHAAU3A NPoU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynakosika 120 Doses / 120 po3 GMP ceprudukat (1aTa) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Prisox Russia / Poccus GMP ceprudurat (Homep) ' 01556/20/IN
Reference Specification No. / STP-CC-
CneunHKaLHs FOTOROTO SPC-CC-063688 Reference STP No. / CITM Ne 040944
npoayKra Ne
Mometasone Furoate Monohydrate/ : R
API name / HaumenoBanue A®C Y API Batch No / A®C cepust Ne 23405(JM-01)-
MomeTtazoHa (ypoara MOHOIHAPAT 002
Manufactured by / Tlpoussoautens | Aarti Industries Limited, India / Aaptu Mnnactpus Jlumuren, Muaus
Ne | TESTS /IMOKA3ATEJIA LIMITS / TPEBOBAHHASA OBSERVATIONS /
PE3YJILTATHI
12. | Impurities / Ilpumecu
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % 0.004% / 0,004%
Mpmmvecu 8§ DM ’
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe [1IKO
Npumecu DMC .
) ) 0.01%/ 0,01%
Impurity D / Not more than 0.20 % / He Gonee 0,20 % : ’
IMpumecu D _
Any individual unspecified | Not more than 0.20 %/ He Goxnee 0,20 % 0.04%/ 0,04%

impurity / EquHuaHo#
HeUJeHTUGHULINPOBAHHOM
NpUMECH

Total impurities /
CyMMEI IpMece

Not more than 0.60 % / He 6onee 0,60 %

0.15%/0,15%

Prepared By / IloaroroBu Checked By / Illposepua Approyed By / OnoGpun
Signature / Ioanucs /uK/ d”'—_
Date / Jata il \o 1\ 2L L3 s\ R“’I’V/.Bz’%
Name / ®11O Yogesh Kumar Mehta Atul Kumar Ajay‘kum’ar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
JI0I3KHOCTD

FCM/QA054/08.00
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A new way for a new word
' CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A IT'OTOBOI'O ITPOAYKTA 3
Page 6 of 8 / CTp. 6 u3 8
Name of Product / MOMAT RINO
HaumeHoBanue NpoAyKIMH MOMAT PUHO

Generic name /
HenaTeHTOBAHHO0E HANMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoHa cnpel HasanbHLIN J1o3upoBaHHbIi 50 MKr/go3a

Active Ingredients /
JeficTyronue BemecTsa

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

1 mo3a cripes coaepuT: AelcTRyIolIee BeluecTBo: MomeTasoHa ypoata MOHOTHADAT

51,72 mkr B nepecyere Ha MoMerasona ¢ypoar 50,00 Mxr

Strength / o3uposka 50 mecg/dose / 50 Mxr/no3a Date of Mfg. / Jlara npoussoacTsa 07/2023

Dosage form / Metered-dose nasal spray / Cripeit

JlexaperBeHHas dopma HasaIbHBIA 103MPOBAHHBII Dt of By / Loppessiao 06/2025

Product code / Koa npoaykra SRU030007E040401DK Date of release / Iara Bbinycka 19.07.2023

Batch No. / Cepus Ne 12230655 Qty. Released / QLIS BOT
KonuyecTBo BbIMYilEeHO (dnaxoHoB

Batch size / Pasvep cepun 34,722 BOT/ dunaxotios Mfg.Licenss Na. / Jaresns o MNB/10/832
npou3BOACTBO (HOMep)

Inspection Lot No. /

Mfg. License Date / JInueH3us Ha 30/04/2020

PerscTpauMoHHbIfi HOMEp aHAJIH3A 040000471528 npou3BOACTBO (AaTa)
Package size/ Vnakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;4062099
GMP cepTudukar (rara)
: GMP Compliance certificate No, / GMP-
Market / Poitok Russia / Poccust GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenupukanusa roToBoro SPC-CC-063688 Reference STP No. / CITA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ : Ly
API name / HaumenoBanue ADC API Batch No / A®C cepua Ne 23405(JM-01)-
_ MowmerasoHa ypoara MOHOTHApPAT . 002
Manufactured by / llpou3sBoauTens | Aarti Industries Limited, India / Aapru Unnacrpus Jlumures, Hunus
N | TESTS/IMOKA3ATEJIA LIMITS / TPEFOBAHUS . OBSERVATIONS /
PE3YJbBTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpennss
AOCTaBJIsfieMast 1032 U
OTHOPOXHOCTH
JOCTaBJsIEMOil 103bI

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

from 10 vials) can deviate more than + 20% from the average Minimum / MﬂHmyM 98 5%
value and not any dose can deviate more than £ 25% from the o
average value, The mean should not exceed * 15 % of label Maximum / Makcumym:102.4%
claim Mean / Cpenuee:100.0%
If 3 to 6 doses deviate more than = 20% but not more than = )
25%, test another 20 vials,

Not more than 6 of 60 doses can deviate more than = 20 % from
the average value, and not any dose can deviate more than
+25% from the average value. The mean of each determination
should not exceed £ 15 % of label claim. END / Koner:

He Gonee 2 u3 20 103 (10 HauansHeIX J03 ¥ 10 KOHEUHBIX J03) Minimum / MusimMym: 98 8%
MOryT UMETh OTIJIOHEHUE OT CPEAHEro 3HaueHus Gosee uem . 2 ' . 0,
£20%, W HM ONHA 038 HE AOJDKHA MMETh OTKIOHEHHE OT Maximum / Maxcumym:101.2%
CpeHero nauenus Gonee uem =25 %. Cpemee snasenue ne | Mean / Cpennee: 100.0%
JIOMKHO MpeBbIATS £ 15 % OT 3asBIEHHOI,

Ecnu ot 3 10 6 [03 UMEIoT OTKIOHEHUs Gonee ueM + 20 %, HO
MeHee ueM = 25 %, To HCMBITHBAIOT Cieayiomue 20 qakoHoB.
He Gonee 6 u3 60 f03 MOryT UMETh OTKIOHEHHE OT CPEXHEro
3uauenns Gonee ueM + 20 %, ¥ HM OJHA /1032 He JIO/DKHA UMETh
OTK/IOHEHHUE OT CpeAHero 3HaycHus Gonee HeM = 25 %. Cpeanee
3HEYEHME KaXcI0r0 ONPEACTEH s He IO/DKHO MPEBLIIATS = 15 %
OT 3asiBJICHHOIO..
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt, Solan Himachal Pradesh 173205, India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A T'OTOBOI'O INIPOAYKTA =
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Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bomZ.vsnl.net.in

Name of Product/
HaumMeHoBaHHe NPoayKIUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazoua cnpelt HazanbHbIA 103UpoBaHHbIR SO MKI/a03a

Active Ingredients /
JHelicTByromue BeleCTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnipes copepsxHT: AeHicTByIOWEe BelecTBo: MoMeTasoHa (ypoara MOHOTHIpAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / Hosuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lara npoussoacTsa 07/2023
Dosage form / Metered-dose nasal spray / Cripet
Jlexapersennas dopma Ha3aILHBIH 103WPOBAHHBIH Date of Exp. / Fonen 20 a0
Product code / Koa npoayxra SRU030007E040401DK Date of release / [laTa Beimycka 19.07.2023
Batch No. / Cepus Ne 12230655 Qty. Released { S50 HOW
KosnuecTBO BhINyieHo (hnakoHOB
Batch size / Pasmep cepun 34,722 BOT/ (axoon Mfg.License No. / Juuewsus ua MNB/10/832
npou3BoACTBO (HOMep)
{)nspecuon Lot No. / 040000471528 Mfg, License Date / Jlunensus ua 30/04/2020
erucTpaioHHbIN HOMeD aHAJU3a NPOU3BOACTBO (1aTA)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP cepraducar (zata) ; 18/06/2020
: GMP Compliance certificate No./ | GMP-
Market / Puinok Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuuduxauusn rorosoroe SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MPM-
API name / Haumenosauue A®@C API Batch No / A®C cepus Ne 23405(JM-01)~
Mowmerasona gyypoara MOHOIHAPAT 002
Manufactured by / Tlpoussoaurens | Aarti Industries Limited, India / Aapru Unnacrpus Jinmuren, Unnus
Ne | TESTS / IIOKA3ATEJIA LIMITS / TPEFOBAHUSA OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / Mukxpo6uonornueckas 4McToTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product/ He | Less than 10 cfw/ml/
count / Ofmee 4yucao 6omnee 102 KOE B 1 M penapaTa Menee 10 KOE/mn
a3po6HBIX
MHKpPOOPraHH3MOB .
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He Less than 10 cfu/ml/
count / O6Luee uucCIO Gonee 10! KOE B 1 mn npenapata Menee 10 KOE/mn
JOPOMOKEBBIX U ILIECHEBBIX
rpu6oB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTaue B 1 Absent / OTCyTCTBYET
MJI Iipenapara
Staphylococcus aureus Absence per 1 ml of the product / Otcyrctaue B 1 Absent / OTcyTCTBYeT ™ I
MrTpRnapata \\k\! As Se
15. | Assay / KonuuecTBeHHOe onpeaeJieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.0% /102, 0°/ ¢
Mowmerazona ¢ypoat 85,0 % 10 115,0 % OT 3asBIECHHOr0 COAEPIKAHUA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ OT | 99.5% /99, 5%
BeH3aJIKOHUS XJIOpHL 80,0 % no 120,0 % oT 3a4BIEHHOTO COAECPKAHUA %
pe)
) hannac
Prepa)((?q By / HoaroroBua Checked By / lposepu Apprayed By / 01106pu.rl
Signature / llognuck / \& e qﬂ/
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Designation / Officer-QA Officer-QA Asst. Manager - QA
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Name of Product / MOMAT RINO
HaumveHoBaHHe NPOAYKUMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenToBaHHoe HanMenoBaHue | MoMerasona ciipeli HazanbHbIM fo3upoBaHHsIH 50 MKr/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicrByrompue BemecTsa 1 mo3a cripest conepxuT: Aedicrayroluee BemectBo: MomerasoHa ¢ypoara MOHOTHApPAT
) 51,72 Mkr B nepecyere Ha Momerasona dypoar 50,00 Mxr
Strength / {o3uposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoxctea | 07/2023
Dosage form / Metered-dose nasal spray / Cnpe#t
JlexapcTBeHHas dopma Ha3aJIbHBIA JO3UPOBAHHELH Date of Exp. / Fonen a0 06/2023
Product code / Koa npoaykra SRU030007E040401DK. Date of release / laTa Bbinycka 19.07.2023
Batch No. / Cepusi Ne 12230655 ' Qty. Released / . i| BRLA0BERTY
KonnuecTBo BhinyleHo ¢dakoHOB
Batch size / Paimep cepuu 34,722 BOT / ¢nakonos ML, Ljcenat No. /. JIDEmInN fix MNB/10/832
fIPOH3BOACTBO (HOMep)
Inspection Lot No. / 040000471528 Mfg. License Date / JIunensus na 30/04/2020
Perucrpannontniii HOMep aHAAM3A NPOH3BOACTBO (1aTAa)
: GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP copratinias (i) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccus GMP cepridukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneuupuKaLus roroBoro SPC-CC-063688 Reference STP No./ CITIU Ne 040944
npoaykra Ne .
Mometasone Furoate Monohydrate/ MEM-
API name / HaumenoBanue ADC Y API Batch No / A®C cepusi Ne 23405(JM-01)-
. Mowmera3oHa ypoara MOHOTHApaT 002
Manufactured by / poussoaurens | Aarti Industries Limited, India / Aapti Uuaactpus Jiumuren, Unaus
Ne | TESTS/IMOKA3ATEJIN LIMITS / TPEFOBAHMS OBSERVATIONS /
PE3YJIBTAThI
16. | Package Size / YnaxoBka 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
[To 120 no3 cycnmeHsuy BO (UIaKOHE M3 MOJNUITUIIEHZ BBICOKOW TUIOTHOCTH C
JO3UPYIOIIUM YCTPOUCTBOM U KOJIMTa4KOM U3 MONHMITUJIEHA BEICOKOYF o |
(h1aKoHy BMECTE C HHCTPYKIWEH N0 MEAVLIMHCKOMY MPUMEHEHUE]

Any deviation/Incident/OOS: IN/1101/2023/0165
Orxionenus/necoorsercTus/O0C: IN/1101/2023/0165

Declaration of certification: “I hereby certify that the above information is authentic and accurate. T{@}
been manufactured including packaging and quality control at the abovementioned site in full comp{{apse
requ1rements of the local Regulatory Authority and with the normative document no. JII-Ne(0
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processmg,
packaging and analysis reviewed and found to be in compliance with GMP.”
3akul0deHMe O COOTBETCTBHH: HACTOAIMM TOATBEPHAKO, 4YTO TNpEACTABNeHHas Bhlle MH(OpMaLus sABJSETCA
JOCTOBepHO# ¥ TouHol. JlaHHas cepus GbL1a MpousBefeHa (BKIIOUAsS YMAaKOBKY/MapKMPOBKY M KOHTDOIB KauecTBa) Ha
yKa3aHHO! BBIlE MPOM3BOACTBEHHON IUIOWAJKe B TOJNHOM COOTBETCTBMM ¢ TpeGopanusamu Hamnexamei
IpousBoncraensoit Mpakruku (GMP) JIOKanbHEIX PEryJISTOPHBIX OPraHoOB M TpeGoBaHUAMU HOPMATHBHOH NOKYMEHTalLUHU
JITI-Ne(001710)-(PT-RU) ot 23.01.2023 nans polka Poccun u yTBepaeHHOM crneuudpuxamuedr Ne SPC-CC-063688.
TTIpOTOKONEI MPOM3BOACTBA, YNAKOBKM M IIOKa3aTeNM KadecTBa MaHHOU cepud OblL1M MPOAHATM3MPOBAHBL U ClENAHO
3aKITIOYEHHE, YTO OHY COOTBETCTRYIOT Tpebopanuam Hannexameli IIpoussoacteennoii [pakruky (GMP).
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JommHocTb i

FCM/QA054/08.00




