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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITIPOAYKTA
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Name of Product /
HaumeHoBaHMe NPORYKIHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHTOBaHHOE HAMMEHOBaHHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeTasona cipeii Ha3aIbHblM Jo3upoBaHHbli 50 MKI/103a

Active Ingredients /
JeiicTByiolmue BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cipes coaepuT: AeficTRyonlee BeulecTBo: MoMeTasoHa yypoaTa MOHOTUAPAT
51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / Jo3upoBka 50 meg/dose / 50 mkr/no3a Date of Mfg. / laTta npoussoacrsa 06/2023
Dosage form / Metered-dose nasal spray / Cripeit
JlekapcTBeHHasi hopma Ha3aJIbHbIM JO3UPOBaHHBIN Date of Exp. / T'onen no 0572025
Product code / Koa npoaykra SRU030007E040401 DK Date of release / /lata Boinycka 17.07.2023
Batch No. / Cepust No 12230631 Qty. Released / 32,640 BOT/
KoJin4ecTBO BHINMYHIEHO ¢J1akoHOB
Batch size / Pasmep cepun 34,722 BOT / prakonos Mifg.License No. / Jluuersus ia MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“ / 040000470959 Mfg. License Date / JIunensus ua 30/04/2020
PerucrpaumonHbIii HOMep aHAJIN3A Npou3BOACTBO (3ATA)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepraduat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne
040944
npoayxkta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC API Batch No / ADC cepust Ne 23405(JM-01)-
Mowmerazona ¢pypoara MOHOTHApAT 002
Manufactured by / IlpousBoaurens | Aarti Industries Limited, India / Aaptn Munactpus Jlumuren, Munus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or Oemoro Jpo moutw Gemoro UBETa OT
N0y IpO3payHoil A0 HEeMpo3padHOH KOHCHUCTEHLMH
rycTasi CyCleH3usl.

Off-white thick suspension of
non-transparent consistency. /
Ioutu Gesoro LBeTa
HEOpo3payHo#i  KOHCUCTEHLMH
rycrasi CyCeH3usl.

2. | Identification / Unearnduxanus

a) Mometasone Furoate /
Momera3zoHna ¢ypoart

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 ynep»uBaHus OCHOBHOIO NHMKa

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

Ha XpOMaTorpaMMe MCILITyemMoro pactsopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATh BPEMEHU YACPXKUBaHMA | yIAepXKMBaHHA OCHOBHOIO IHKa
OCHOBHOTO MMKa HA XpoOMaTorpaMMe CTaHJapTHOro | Ha Xpomarorpamme
pacteopa (cm. pasaen «KonuuecTBEeHHOE | UCTILITYEMOTO pacTBopa
\ ONpEJICIICHUEY ). COOTBETCTBYET BpEMEHHU
) YAEPKUBaHUS OCHOBHOIO IMKa
Ha KxpomMarorpaMme
CTaHJApTHOI0 pacTBopa.
Prepared By / Iloarorosui Checked By / IIposepua Approved By / Ono6pua
Signature / Iloanuck }é( / (L)/
Date / Hara %x o\ 113 \\,/6 )3 \%MIQD)/S
Name / ®1O Yogesh Kumar Mehta Atul Kumar Ajay Il(umar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
HonxuocTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O INTPOAYKTA

Page 2 of 8§ / Crp.2 u3 8

Name of Product /
HanmeHnoBaHue NPOAYKLUUHU

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenToBannoe HaUMEHOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momera3oHa cnped HasasbHbIH J103UpoBaHHbIi S0 MKI/n03a

Active Ingredients /
JleiicTByromue Beiiecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 crpest conepUT: AciicTByoLiee BelecTBo: MoMeTasoHa (lypoara MOHOTHApPAT

51,72 Mkr B nepecuete Ha MomerasoHa ¢ypoar 50,00 Mkr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/n03a Date of Mfg. / lata npousBoacTsa 06/2023

Dosage form / Metered-d:)se nasal spray f Crpeit Date of Exp. / Fonen 1o 05/2025

JlekapcTBeHHasi dopma Ha3albHbI J03MPOBaHHBIH

Product code / Kox npoaykra SRU030007E040401DK Date of release / lara Bhinycka 17.07.2023

Batch No. / Cepust Ne 12230631 Qty. Released / 32,640 BOT/

KosuyecTBO BbINMYIIEHO (hiaxoHoB
Batch size / Pa3zmep cepuu 34,722 BOT / gnaxonos Mifg.License No. / Jluuexsus na MNB/10/832
npoU3BOACTBO (HoMep)
Inspection Lot No.“ / 040000470959 Mfg. License Date / Iuuensus na 30/04/2020
PerucTpauvoHHbI HOMEp aHaau3a Mpou3BOACTBO (JaTa)
. GMP Compliance certificate Date /
Package size / YnaxoBka 120 Doses / 120 no3 GMP ceprudukat (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-

Market / PeiHox Russia / Poccust GMP ceprduxat (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Crnenudukxaluus roroBoro SPC-CC-063688 Reference STP No./ CITN Ne 040944

npoayxra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate VIonollydraicl |, pr gatch No / A®@C cepusi Ne 23405(JM-01)-
Mowmerazona ypoara MOHOTUAPAT 002

Manufactured by / Hpoussogutens | Aarti Industries Limited, India / Aapru HUnmacrpus JIamuren, Nnaus

Ne | TESTS/ITOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBI

b) Benzalkonium chioride
/ BeH3aJIKOHMSA XJIOPHI

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ciz
and Cis in the chromatogram of the standard
solution (refer to Assay). / Ha xpomartorpamme
UCIIBITYEMOTO PacTBOpa JTOJDKHBI OOHAPYKMBATHCS

TIVIKH, no BpeMeHaM yaepxuBanus | standard  solution. / Ha

COOTBETCTBYIOIIUE NMKAM TOMOJIOrOB OCH3AIKOHUS | XpPOMAaTorpaMMe  HCIBITYEMOTO

xnmopura Ciz wm Cis ma  XpomaTorpaMme | pactBopa 00OHapyXHBalOTCA

CTaHIApTHOr0 pacTBopa (cm. paszien | TNHKH, 1o BpeMeHaM

«KonuuecTBeHHOE OTIpeENeHUEN). yAep)KUBaHUS
COOTBETCTBYIOIIHE NUKaM
rOMOJIOr0B GeH3aIKoHUA
xiopuga Ciz2 m Cu4  Ha
XpoMaTorpaMme CTaHIapTHOro
pacTBopa.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;> and
Cy4 in the chromatogram of the

3. |pH From 4.30 10 4.90 / Ot 4,30 o 4,90 4.63/4,63
4. | Density / ILtoTHOCTB From 0.950 to 1.050 g/cm?® / 1.018 g/cm?/ 1,018 r/cm®

Ot 0,950 g0 1,050 r/cm?
5. | Viscosity / BsaskocTb From 30 to 130 cPs / Ot 30 mo 130 cll3 43.4 cPs /43,4 clIl3

Prepared By / IloaroToBua Checked By / IIposepun Approved By / Onobpua

Signature / loanuce /\A/ /t)/

L 7
Date / lara \Z‘ oq\ L3 1%1,.’\\’\:\ \(zb'%a,o')&
Name / @10 Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
ng:i:?)tcl:: ! Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA
Page 3 of 8§ /Ctp.3 3 8
Name of Product / MOMAT RINO
HaunmeHoBaHne NpORYKUMY MOMAT PUHO

Generic name /
HenaTteHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal S

pray 50 mcg/dose

Momera3oua cipeil HasanbHBI#A 1031poBaHHbIf 50 MKI/103a

Active Ingredients /
JleiicTByI0ILME BeniecTBA

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

calculated for Mometasone Furoate

50.00 meg

1 1032 cripes comepxuT: AeiCTBYIOLICE BemecTBo: MoMerazoHa (hypoaTa MOHOTHAPAT
51,72 Mkt B mepecuere Ha Momerasona ypoar 50,00 mMxr

Strength / lo3upoBka 50 mcg/dose / 50 Mxr/nosa Date of Mfg. / lara npoussoactea | 06/2023
Dosage form / Metered-df)se nasal spray { Copei#t Date of Exp. / Coxen 20 05/2025
JlexapcTBeHHas popma Ha3aJbHBIH 103HpOBAHHKIIH
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Boinmycka { 17.07.2023
Batch No. / Cepust No 12230631 Qty. Released / 32,640 BOT/
KoJinuecTBO BHINYLIEHO | ¢nakonos
Batch size / Pasmep cepuu 34,722 BOT / dpnaxoHoB Mfg.License No. / Jinuetsus na MNB/10/832
npou3BoACTBO (HoMep) |
Inspection Lot No.u / 040000470959 Mfg. License Date / JIunensus Ha 30/04/2020
PervcTpalHOHHBIA HOMEP aHAJIM3a npon3BoACTBO (AaTa)
Package size / YnaxoBka 120 Doses / 120 n03 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (aaTa)
. GMP Compliance certificate No. / GMP-
Market / PoiHoK Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rotosoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
MFM-

API name / Hanmenosauune AO®C

Mometasone Furoate Monohydrate/

Mowmerasona drypoara MOHOTHIPAT

API Batch No / A®C cepuna Ne

23405(JM-01)-
002

Manufactured by / Ilpoussoaurtenn

Aarti Industries Limited, India / Aaptu Ungacrpus Jlumuten, Munaus

Ne | TESTS/IOKA3ATEJIA LIMITS / TPEGOBAHUSI OBSERVATIONS /
PE3YJIbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOSIBHOCTD Or 250 1o 350 MOcm/kr 292 MOcM/kr
7. | Net content / Macca Not less than 18 g / He menee 18 T 18.1g/18,1r
coepxuMoro quiakoHa
8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 168 doses / 168 103

container / KoinuectBo
103

/ He menee 120 103 (He cuuTas IEpBUYHYIO

NpOoKavKy)

9. | Pump delivery/
Macca 10361

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

theoretical dose mass /

UnguBuxyansHas Macca 103kl oT 85 % o 115 %
OT TEOPETUYECKOI MacChl I03bl;

Average mass of the dose: from

the theoretical mass of the dose /
Cpennsas macca n03b1: oT 90 % 10 110 % ot

Teope'rmecxoﬁ MaccChbl 103bI

90% to 110% of

Minimum / Muanmym: 93.8%
Maximum / Makcumym:108.3%
Average / Cpennee: 102.8%

PreparedBy / IToarorosua Checked By / IIposepua Approved By / Oxo6pua
Signature / oanucs M - (‘)/’
Date / lata A glon 1 1.1 3 U] wilan w?\»pq y5
1]
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
Tonmsocts Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A T'OTOBOI'O IPOAYKTA

Page 4 of 8§ / Ctp. 4 3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAyKUMHU MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareuToBanHoe HauMeHoBanue | MowmerasoHa crpedl HasabHbli no3upoBadHbIit 50 MxI/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
JeiicTByromue Bemecrsa 1 no3a cripest coxepyxurt: AciicTByoLIce BemecTBo: MoMerazoHa dypoata MOHOIBApAT
51,72 mxr B nepecuere Ha Momerasona gypoar 50,00 Mxr
Strength / Jo3npoBka 50 mecg/dose / 50 Mxr/no3a Date of Mfg. / lata npousBoacTBa 06/2023
Dosage form / Metered-dose nasal spray / Cripeit '
JlexapcTBenHast popma Ha3aJILHBIHA JI03MPOBAHHBIH Date of Exp. / Fonen zo 057202
Product code / Kon npoayxra SRU030007E040401DK Date of release / Jlata Bhinycka 17.07.2023
Batch No. / Cepusi Ne 12230631 Qty. Released / 32,640 BOT/
KoauuecTBO BbINyIEHO ¢J1akoHOB
Batch size / Pasmep cepun 34,722 BOT / daaxoHos Mfg.License No. / Jluuexsus Ha MNB/10/832
npou3BoacTBO (HoMep)
Inspection Lot No.“ / 040000470959 Mfg. License Date / JInuen3us xa 30/04/2020
PerucrpalioHHbI HOMep aHAIM32 nNpou3BOACTBO (2aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| 1¢/,¢7070
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / PbiHok Russia / Poccust GMP ceprudpukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuunduxauusi roToBOro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate VIonoycrale’ | 4 py Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerta3ona gypoara MOHOTHAPAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBI
10. | Particle size / Particles < 10pum in size: Not less than 90% 100.0% / 100,0%
Pa3mep yacTuu YacTuu pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
YacTtuu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTCyTCTBYIOT
YacTunsl pazmepom > 30 MKM — TOJKHEL
OTCYTCTBOBAaTh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 MuH. Complies /
CeauMeHTaUMOHHAS CooTBETCTBYET
YCTOHYHBOCTD -
Prepared By / llonrotosua Checked By / Ilposepua Approved By / Opo6pua
Signature / Hoanuch (ﬁ/
Date / Jata el it
A /810711013 e’ 13t
Name/ PHO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
TosmsocTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00




A new way for a pew 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: . i 2715

Lo o D esod i n

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOT'O ITPOAYKTA

Page S of 8 /Crp.Su3 8

Name of Product /
HaumeHoBaHue NpoAyKUUH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

- Momerasona cipeit HasaibHbI J103upoBatHbif 50 MKI/103a

Active Ingredients /
JeficTBylomume BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpes coxepxuT: AcicTByIoniee BemectBo: Momerazona ypoara MOHOTHAPAT

51,72 Mkr B niepecuere Ha Momeraszona gypoar 50,00 Mkr

Strength / lo3upoBka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npou3sBoaAcTBa 06/2023
Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Tonett 110 05/2025
JlekapcrBeHHas (popma Ha3aJIbHBIN 1031POBaHHBI
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 17.07.2023
Batch No. / Cepust Ne 12230631 Qty. Released / 32,640 BOT/
KoJau4uecTBO BbINYIEHO ¢dakoHOB
Batch size / Pasmep cepnn 34,722 BOT / duaxoros Mfg.License No. / Jluueusus na MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No. / 040000470959 Mfg. License Date / JInuexsus na 30/04/2020
PerucrpauuoHublii Homep aHaausa MpPOU3IBOACTBO (AaTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (zara)
. GMP Compliance certificate No. / GMP-
Market / Poivok Russia / Poccust GMP cepruduiart (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduranus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
MFM-

API name / HanmenoBanue AD®C

Mometasone Furoate Monohydrate/
Mowmerazona ¢ypoara MOHOrMApaT

API Batch No / ADC cepus Ne

23405(JM-01)-
002

Manufactured by / IlpousBosurens

Aarti Industries Limited, India / Aapti Uanactpus Jinmuren, Muaus

Ne | TESTS/IMOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATHI

12. | Impurities / IIpumecn

Impurity 8 DM / Not more than 0.15 % / He 6oxee 0,15 % 0.003%/ 0.003%

IMpumecu 8§ DM

Impurity DMC / Not more than 0.15 % / He Goxee 0,15 % Below LOQ /Huxe TIKO

Hpumecn DMC

Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.01%/ 0,01%

Mpumecu D

Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04%/ 0,04%

impurity / Exunuunoii

HEeUICHTH(HULMPOBAHHOU

NpUMeECH

Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.14%/0,14%

CyMMBbI npuMecei )

A
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" - Prepdyed By / lloaroTosua Checked By / Ilposepua Appraved By / OnoGpua
Signature / [Toxnucy M
pd
Date / ara ~ \ 1%
AR 131113 i £
¥
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
JomKHoCTh Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOPUKAT AHAJIN3A 'OTOBOI'O IIPOAYKTA

Page 6 of 8 /C1p. 6 u3 8

Name of Product /
HaumenoBanue npoayKumn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBaHHoe HaMMeHOBaHUe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTasona cripeil HazanbHbIi K03upoBaHHbli 50 Mxr/a03a

Active Ingredients /
JlelicTByomne BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a coipest CoxepKUT: AecTBYyIOIEe BenlecTBo: MoMeTasoHa (ypoaTa MOHOTUApaT

51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 Mxr

Strength / lo3uposka 50 mcg/dose / 50 mxr/no3a | Date of Mfg. / lara npoussoacTsa 06/2023
Dosage form / Metered-df)se nasal spray {, Crpeit Date of Exp. / Coxer 210 05/2025
JlexapcTBeHnHas (opma Ha3aJIbHbIH 103MPOBAHHEIH v
Product code / Koa npoayxra SRU030007E040401DK Date of release / /lata Boinycka 17.07.2023
Batch No. / Cepus Ne 12230631 Qty. Released / 32,640 BOT/
Koan4ecTBO BhLITTyHIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ $rakoHos Mig.License No. / Jluuensus na MNB/10/832
Npon3BOACTBO (HOMep)
Inspection Lot No.“ / 040000470959 Mfg. License Date / JIunensus na 30/04/2020
PerucTpauuoHHbiii HOMep aHAIN3a npou3BoACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (nara)
: GMP Compliance certificate No. / GMP-
Market / PeiHox Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauusi roroBoro SPC-CC-063688 Reference STP No. / CITAU Ne
040944
npoayKTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC asonc turoate VIONOhyaralel | 4 py Batch No / A®C cepust Ne 23405(JM-01)-
MowmerasoHa §ypoara MOHOHApaT 002
Manufactured by / IlpousBoaurens | Aarti Industries Limited, India / Aaptu Munacrpus Jluvuren, Unnus
Ne | TESTS /ITOKA3ATEJHA LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJIBTATDI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeansisi
JAoCTaBJIsieMan A03a U
OAHOPOAHOCTH
AocTaBiisieMoit 10361

.
SRR
3 .
<o w
* *4
o I3

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than + 20% from the average
value and not any dose can deviate more than = 25% from the
average value. The mean should not exceed + 15 % of label
claim

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.

He 6osee 2 u3 20 103 (10 vauansHeix 03 U 10 KOHEUHBIX 103)
MOIYT WMETb OTKJIOHEHME OT CpeIHero 3HauyeHus Oonee 4eMm
+20%, » HM ofHA 103a HE JODKHA MMETh OTKIOHEHHE OT
cpefHero 3HaueHus Oonee ueMm =25 %. Cpelnee 3HaueHHE He
JOJDKHO MPEBRILATL £ 15 % 0T 3aABJIEHHOTO.

Ecnm ot 3 1o 6 103 uMeroT oTkioHeHus Gonee yem + 20 %, HO
MeHee ueM £ 25 %, TO UCTIBITHIBAIOT clenytonye 20 QuIakoHoB.
He Gonee 6 u3 60 103 MOTYT UMETH OTKIIOHEHHE OT CPEIHEIrO
3HaueHus 6onee uem + 20 %, ¥ HU OHA J103a HE JODKHA UMETh
OTKJIOHEHHE OT cpenHero 3Havenus Gonee yeM + 25 %. Cpennee
3HAYEHUE KAKAOTO ONPEICACHHS HE JOIDKHO NMpeBbiath £ 15 %
OT 3as1BJIEHHOTO.

Beg / Hauano:

Minimum / Muaumym: 95.5%
Maximum / Makcumym: 104.6%
Mean / Cpennee:100.0%

END / Konen:

Minimum / Munumym: 90.5%
Maximum / Makcumym:109.2%
Mean / Cpennee: 100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
Page 7 of 8 / C1p. 7u3 8

Name of Product / MOMAT RINO
HaumeHoBaHue NPOAYKIMH MOMAT PUHO
; Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenareHToBaHHOe HauMeHoBaHue | MoMerasona cripeit HasaibHbIA 1031poBaHHEIH S0 MKI/1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBYIOIME BelleCTBA 1 n03a crpes cojepkuUT: AelicTBytomee BeuecTBo: MoMeTasoHa gypoara MOHOIMApaT
51,72 mxr B nepecuere Ha MoMerasona ¢ypoart 50,00 mxr
Strength / To3upoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTa npou3ssoaAcTBa 06/2023
Dosage form / Metered—dvose nasal spray { Cnpeit Date of Exp. / Coaet 110 05/2025
JlexapcrBennasi popma Ha3aJbHBIA J03MPOBAHHBIH
Product code / Kox npoayxra SRU030007E040401DK Date of release / lata Boinycka 17.07.2023
Batch No. / Cepusi Ne 12230631 Qty. Released / 32,640 BOT/
KoJin4ecTBO BLINYyLIEHO (hraKoHOB
Batch size / Pasvep cepun 34,722 BOT/ axonos Mfg.License No. / Jluuexsus na MNB/10/832
MPOU3BOACTBO (HOMep)
Inspection Lot No.“ / 040000470959 Mfg. License Date / Iunensus na 30/04/2020
PerucrpaunoHHblii HOMep aHAJU3a MPON3BOACTBO (AaTA)
. GMP Compliance certificate Date /

Package size / YnaxoBka 120 Doses / 120 no3 GMP cepruduxar (1ata) 18/06/2020

: GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunguxauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne

MFM-

Mometasone Furoate Monohydrate/

API name / HaumenoBaune A@C API Batch No / A®C cepust Ne 23405(JM-01)-
Momerazona pypoara MOHOrHApaT 002
Manufactured by / Hpoussogureas | Aarti Industries Limited, India / Aapru Mnnactpus Jlamuren, Unaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHMWSI OBSERVATIONS /
PE3YJbTATbBI
14 | Microbiological Purity / MuxpoGuoJjiornueckasi Y44cToTa
Total aerobic microbial Not more than 10% cfu per Iml of the product/He | Less than 10 cfw/ml/ |
count / O6mee ducio Gonee 102 KOE B 1 mn npenapara Menee 10 KOE/mn
a3po0HBIX (\‘&\\] As S
MHKPOOPTraHu3MOB /@.5‘
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/nifl /
count / Obmiee yucio Gonee 10! KOE B 1 mn npenapara Menee 10 KOE/@
JPOMOKEBBIX U ILTECHEBBIX %’ 711 ?ftg
rpuboB R,
4".
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcTBue B 1 Absent / OTcyTcTBY€E {?ﬁ,—,'.ﬂmce

MJI IIpernapara

Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTBue B | Absent / OtcyTcTBYyeET
MII IIpenapara

15. | Assay / KonmuecTBeHHOe onpee/ieHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.2%/101,2%

Mowmera3ona ¢ypoat 85,0 % no 115,0 % OT 3asBICHHOIO COAEPKaHMs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 97.7% /97,7%
benzankonns xnopua 80,0 % 1o 120,0 % oT 3a4BICHHOIO COMEPKAHMS
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g nucs /2// /5,/

Date / {ata L{g} 61 L1D 131 \13 \j\ o?)"a,o%
Name / @110 Yogesh Kumar Mehta Atul Kumar Ajay Kullflar Garg
Designation /
e Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 il ol e sor 2 wspd igan
gi@nm&gk ax cmal | ! i

A new way for 2 new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A 'OTOBOTI'O IIPOAYKTA
Page 8 of § /Ctp.8u3 8

Name of Product / MOMAT RINO
HaumeHoBaHue NpoayKUMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOe HAMMEHOBAHHE Mowmerasona cnipeil HazaabHBI 103upoBaHHbli 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomue BewecTsa 1 11032 cripest COACPKKT: JCHCTBYIONIEE BEwecTBO: MoMeTa3oHa dypoara MOHOTHApPAT
51,72 mxr B nepecuere Ha MomerasoHa dypoat 50,00 mxr
Strength / lo3upoBka 50 meg/dose / 50 mMxr/no3a Date of Mfg. / lata npoussoacrea | 06/2023
J];osage form / Metered-d:)se nasal spray {‘ Cuopeit Date of Exp. / Coxen 10 05/2025
exapcTBeHHast popma Ha3anbHbIH J03UPOBaHHHII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Brinycka 17.07.2023
Batch No. / Cepusi No 12230631 Qty. Released / 32,640 BOT/
KosinuecTBO BhINYLIEHO ¢1akoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢naxonos Mig.License No. / Jluuexsus na MNB/10/832
NPoU3BOACTBO (HOMep)
Inspection Lot No.u / 040000470959 Mfg. License Date / Jluuensus na 30/04/2020
Perucrpauuonnblii HoMep aHaan3a NpoM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;g/56/5099
GMP ceprudukat (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cep'r: (bukcat (romep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxanusi FOToBOro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HanmenoBanue A®C M API Batch No / A®C cepus Ne 23405(JM-01)-
oMera3oHa (hypoara MOHOrMApaT 002
Manufactured by / Ilpoussogurtean | Aarti Industries Limited, India / Aaptu Munactpus Jinmuren, Muaus
Ne | TESTS /ITIOKA3ATEJIA LIMITS / TPEBOBAHHSA OBSERVATIONS /
PE3YJILTATBI
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. /
Tlo 120 mo3 cycmeHsuu BO (UakoHe M3 TMOJHITHICHA BLICOKOH TLIOTHOCTH C
JO3UPYIOIMM YCTPOWUCTBOM M KOJITIAUKOM K3 K] Ha BeICOKOU mioTHocTH. I1o 1
(rakoHy BMecTe ¢ MHCTPYKIHEH 1O Mm@%ﬂlﬂo B Na4YKe KApTOHHOM.

7S¢ %5
Any deviation/Incident/OOS: Non-applicable ,E} %
Orkioxdenusi/HecooTBeTcTBUSI/OOC: He IPEMEHUMO ")

: *
2 Camln =
Declaration of certification: “I hereby certify that the above information is'g@thentic and accurgf®/ This batch of product has
been manufactured including packaging and quality control at the aboveme ﬁiérgd site in §ifl/compliance with the GMP
requirements of the local Regulatory Authority and with the normative document %« JIII-Ne(001710)-(PT-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”
3ak049eHne 0 COOTBETCTBHM: HACTOANIMM TONTBEPHKNAI0, YTO TNPEACTABJCHHAS Bbllle MHGOPMAIMA ABIACTCS
JOCTOBEpHOM M To4uHOM. JlanHas cepus Obula MpomsBeacHa (BKIKOUAs YIAKOBKY/MapKHPOBKY M KOHTPONb KayecTBa) Ha
YKa3aHHOM BBILIE [POM3BOACTBEHHOW IUIOIaJAKe B T[OJHOM COOTBETCTBHM C TpeGoBamusamu Haunexaueii
[Mpoussoacreennoii Ipakruku (GMP) HOKaTBHBIX PeryJSITOPHBIX OPraHOB M TPEGOBAHMAMH HOPMATUBHOH NOKYMEHTalUH
JITI-Ne(001710)(PT-RU) ot 23.01.2023 nns poiHka Poccumr W yrBepxaeHHodt cnenmduxanuein Ne SPC-CC-063688.
[TpoTOKOJIBL TMPOM3BOACTRA, YHNAKOBKM H IIOKA3aTEIM KauyecTBa [IaHHOM cepuu ObLIM MPOaHAIM3MPOBAHEI W CHEN@HO
3aKJIOYEHME, YTO OHM COOTBETCTBYIOT TpeboBanusm Hamuexaweit IponsoactesenHoi [paktiukn (GMP).
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