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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AHAJIM3A I'OTOBOI'O NPOAYKTA

Page1of8/Crp. 1138

Name of Product /
HaumeHoBaHHe NPOAYKUNY

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHoe HANMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MonmerazoHa crpeil HasanbHbil JIo3upoBannsIi 5O M1/ n03a

Active Ingredients /
JeiicTByromume seuecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripest copepxuT: AeHcTRyI0IEe BelecTBo: MoMeTazona dypoara MOHOTHApar

51,72 mkr B nepecuere Ha Momerazona ypoar 50,00 mxr

Strength / lo3uposka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata nponspoacrsa 07/2023
Dosage form / I\/’Ic'atered-dvose 'nasal spray { Cripeit Date of Exp. / Toften 10 06/2025
JlexapcerBentas dopma HasaJIbHBIH J1O3MPOBaHHbIK
Product code / Kox npoayxra SRU030007E040401DK Date of release / lara Boinycka 24.07.2023
Batch No. / Cepus Ne 12230662 Qty. Released / 32480 BOT/
KoJin4ecTBO BbINYIIEHO (nakoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢naxonon Mig.License No. / Jluuen3us ua MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000471904 Mfg. License Date / JInuensus na 30/04/2020
Perucrpaunodublii HoMep aHaaH3a NpPOU3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢
GMP ceprudukar (aara)
o GMP Compliance certificate No. / GMP-
Market / Puisox Russia/Pocens GMP ceprupukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus roToBoro SPC-CC-063688 Reference STP No. / CTIH Ne 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ) API Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerasona drypoara MOHOTHApAT 002
Manufactured by / llpoussoaurens | Aarti Industries Limited, India / Aaptu Mumactpus Jlumuren, Uuaus
Ne | TESTS /ITIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATbDI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or ©Oenoro po mnoutH Oemoro uBera ot | [lourn 6esioro uBeTa
NOJIYNPO3PAYHON [0 HENPO3PauHOH KOHCUCTEHUMH | HEINPO3pauHOdl  KOHCHCTEHLHUHU

rycras CyCriCH3Hs.

rycrasi CycreHsus.

2. | Identification / UpenTuduxauus

a) Mometasone Furoate /
MomeTtazona fypoar

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). / Bpemst yaepXuBaHus OCHOBHOIO NHKa
Ha  XpoMarorpaMMe WCHBITYEMOTrOo  pacTBOpa
JOJKHO COOTBETCTBOBATH BPEMEHH YIEPKUBaHUS

OCHOBHOTO NYKa Ha XpOMATOrpaMMe CTaHAapTHOro
pacteopa  (cM.  pasgen  «KonudecTBeHHoe
ONPENIETIEHUED).

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
YAEPXKUBAHUS OCHOBHOTO TIHKa

Ha XpomarorpamMme
HCIILITYEMOTO pactBopa
COOTBETCTBYET BpEMEHU

=Y ACPIKMBANUL - OCHOBHOLO - THAKA - mmnsses

Ha XpoMmarorpamme
CTaHJAPTHOTO PacTBOPA.

Prepared By / Hoarorosun

Signature / Iloanuce
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Checked By / Hposepua
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173203, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A I'OTOBOT O ITIPOJIYKTA

Page 2 of 8 / C1p. 2 u3 8

Name of Product /
Haumenosanue npoaykumm

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenToBaHHoOEe HAUMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmerazoHa cripeil Hazanblbii Jo3upoBanubiil 50 MK/ 1034

Active Ingredients /
JeiicTByomue BeuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIPCs COMCPIKUT! ﬂCﬁC'I‘B}’IOHlee BELECTBO: MoMeTazona Q)ypoa'ra MoHorvapar

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTta npoussoacrsa 07/2023
Dosage form / Mf:tered-duose ’nasal spray {Cnpeu Date of Exp. / Fonet 10 06/2025
JlexapcrBeHHasi popma Ha3aIbHBIH JO3UPOBAHHLLH
Product code / Kon npoayxra SRU030007E040401DK Date of release / lata Boinycka 24.07.2023
Batch No. / Cepust Ne 12230662 Qty. Released / 32,480 BOT/
KoanuecTBo BoinyLieHo (pnaxoHoB
Batch size / Pa3mep cepuu 34,722 BOT / pnaxonon Mig.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMeED)
Inspection Lot NOL/ 040000471904 Mfg. License Date / Jluuenzusi na 30/04/2020
Perucrpauyonnslii HoMep aHau3a NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP ceprudmiar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxauus roToporo SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenopanne A®C API Batch No / A®C cepust Ne 23405(JM-01)-
Mowmerazona (ypoara MOHOTHIPAT 002
Manufactured by / Ilpoussoaurenb | Aarti Industries Limited, India/ Aaptu Mnnactpus Jlumuren, Unans
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3VJIbTATBI

b) Benzalkonium chloride
/ BeH3aJIKOHHS XJIOPHL

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCIILITYEMOIO PacTBOPa NOJKHBI OOHAPYIKUBATHCA

ITUKH, no BpeMeHaM yiaepxupanus | standard  solution. / Ha

COOTBETCTBYIOLIME [IMKAM FOMOJIOTOB O€H3aJKOHUS | XpOMAaTOrpaMMe HCIILITYeMOro

xamopuga Cpz u Cig  Ha  XpomaTorpaMme | pactsopa obHapyKuBaloTCS

CTaHIapTHOTO pacTBopa (cM. paszen | MKH, 1o BpEMEHaM

«KosuecTBEHHOE ONpeaeIeHHeY ). yAEpP>KUBaHUS
COOTBETCTBYIOLLHE TIHKaM
TOMOJIOTOB OEH3aJIKOHUA
xnopuaa Cpz u  Cu  Ha
XpoMaTorpaMMe CTaHAapTHOro
pacTBopa.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Cy4 in the chromatogram of the

n
P

From-4:30:10:4:90:/:074,30-10-4;90

A:-69../.4:60
FOTH0

4. | Density / IlnoTHOCTB

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

1.003 g/cm*/ 1,003 r/em?®

5. | Viscosity / Baskocthb

From 30 to 130 ¢Ps/ Ot 30 no 130 cIl3

49.2 ¢cPs /49,2 clIz

Q

Prepared By / IToarorosuan

Checked By / Ilposepuan

Approvea\By / Onobpua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTHO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page3 of 8/ Cyp.3u38

Name of Product /
HaunmenoBanue npoayKumu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHoe HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTaszoHa citpeil HazansHblil Ao3uposaHHslif 50 MKI/103a

Active Ingredients /
JeiicTByomue BewecTsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1 #1033 cnpes COAEPKHUT: AeHcTBYIOLIeE BeiecTBO: MoMeTasouna (pypoara MOHOrHapar
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / lo3nposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata nponssoacrsa 07/2023
Dosage form / Metel'ed-df)se nasal spray ianen Date of Exp. / Tonen 10 06/2025
JlekapcTBenHasi popma Ha3abHbIHA 103UPOBAHHbBIH
Product code / Ko npoaykra SRU030007E040401DK Date of release / lata Bpinycka 24.07.2023
Batch No. / Cepust Ne 12230662 Qty. Released / 32,480 BOT/

KoJin4ecTBO BbINYLIEHO (praxoHoB
Batch size / Pasmep cepun 34,722 BOT / dnaxomos Mig.License No. / JInuensus na MNB/10/832

NpPOU3BOACTBO (HOMEp)
Inspection Lot NOL/ 040000471904 Mfg. License Date / JIuuensus na 30/04/2020
PerncrpauuoHHbIi HOMep aHaIU3a Npou3BOACTBO (AaTa)
Package size / Yakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 14045

GMP cepruduxar (nara)

" GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccnst GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Croeuunduxauusi roroBoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ) ) API Batch No / A®C cepus Ne 23405(JM-01)-
Mowmerazona ¢rypoata MOHOTHAPAT 002

Manufactured by / Ilpoussoautens

Aarti Industries Limited, India / Aapru Unnacrpus Jlumuren, Muaus

Ne

TESTS / TIOKA3ATEJIU

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATDI

6. | Osmolality /
OcMONAIBLHOCTE

From 250 to 350 mOsm/Kg
Ot 250 1o 350 mMOcm/kr

292 mOsm/Kg
292 MOcm/kr

7. Net content / Macca
coaep:xxumoro giakona

Not less than 18 g/ He menee 18 1

192¢/192r

8. | Number of deliveries per
container / Konnyecrtro
03

Not less than 120 doses (discard the first pumping)
/ He menee 120 103 (He cuuras nepBUYHYIO
NPOKAYKY)

161 doses / 161 o3

9. | Pump delivery /
Macca n03bl

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

WnpveuayansHas Macca 1o3sl: oT 85 % go 115 %
OT TEOPETUYECKOH MACChI JI03bI;

.| Average mass of the dose: from 90% to 110% of
| the theoretical mass of the dose /

Minimum / Munumym: 93.3%
Maximum / Makcumym:108.2%
Average / Cpennee: 103.5%

~ | Cpennsas macca n103sl: o1 90 % no 110 % ot
| TeopeTH4eCcKOH MacChl O3bI

(!

Prepared By / Ilonrorosui Checked By / ITposepua Approved\By / Onobpun
i /1 s ‘ —
Signature / lloanuce < % C\i’ I
Date / Jlata e\ 3E 0 N e L 2.8 e sl
Name / ®11O Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O INIPOAYKTA
Page 4 of 8 /Ctp. 413 8

Name of Product/ MOMAT RINO
HaumenoBanne npoayKuuu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenToBaHHOe HAMMEHOBaHHE MowmeTtazona cnpeii HA3WILHBIH 110311]30821111{1)11}’1 50 mxr/nosza

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByIomue Beecrsa 1 1033 cripest COAEPHUT: JeHcTBYIOLIEE BelllecTBO: MoMerasoHa ¢rypoara MOHOruapar
51,72 mxr B nepecuete Ha Momerasona dypoar 50,00 mxr
Strength / losupoeka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrea | 07/2023
Dosage form / Metered-dvose nasal spray {Cnpen Date of Exp. / Fonet 10 06/2025
JlekapeTBennas popma Ha3a/bHbli A03UPOBAHHDIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / lara Bbinycka 24.07.2023
Batch No. / Cepusi Ne 12230662 Qty. Released / 32,480 BOT/
KosinuecTBo BHINYLIEHO (i1akoHOB
Batch size / Pasmep cepun 34,722 BOT / ¢nakonon Mfg.License No. / Jluuensus na MNB/10/832
TPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000471904 Mfg. License Date / Jlunenszus na 30/04/2020
PerucTpauuoHubiii Homep aHaiu3a HpPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenuduxalus roToBoro SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C ) Y API Batch No / A®C cepust Ne 23405(IM-01)-
MowmerazoHa drypoara MOHOFHAPAT 002
Manufactured by / llpoussoaurens | Aarli Industries Limited, India / Aaptu Unpacrpus Jumuren, Unans
Ne | TESTS / TIOKA3ATEJIHN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIbTATBI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Paszmep wyacTun Yactuu pasmepom < 10 Mxm — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yactuu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTcyTcTBYIOT
HYacTtuuel pasmepom > 30 MKM — JOJDKHDI
OTCYTCTBOBAThH
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH. Complies /
CenqnmeHTAIMOHHASA CootBeTcTBYET
YCTOHYHBOCTD
Prepared By / Hoarorosus Checked By / Ilposepuan Approved\By / Onobpun
- R— = -
Signature / Iloanucs (Mia— @
Date / laTa LR N\ D A B R 2.2 e M LS
Name / ®HO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. Manager - QA
JosxHocTs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTHOUKAT AHAJIN3A T'OTOBOI'O ITIPOAYKTA

Page S of § /Crp.5u3 8

Name of Product /
HaumeHoBaHHEe NPOAYKLUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTazona cnpeil HaszalbHbI J03HPOBaHHEIH 50 MK/ 1032

Active Ingredients /
JeiicTByomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 1033 cripes COAEPIKUT: AeHCTRYIOLIEE BelllecTBO: MoMerasona dypoara MOHOTHApAT
51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 Mxr

Strength / lo3uposka 50 mecg/dose / 50 mMxr/nosa Date of Mfg. / llaTta npoussoacrsa 07/2023
Dosage form / Metered—dvose 'nasal spray { Cnpeit Date of Exp. / Fonen 10 06/2025
JlekapcTBeHHas ¢opma HA3aJIbHBLIH TO3UPOBAHHBIR
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata einycka 24.07.2023
Batch No. / Cepust Ne 12230662 Qty. Released / 32,480 BOT/
KosinuecTBo BbINyLIEHO (raxoHoB
Batch size / Pasmep cepuu 34,722 BOT / pnaxonos Mg License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000471904 Mfg. License Date / Jlunensus na 30/04/2020
Perucrpaunonnsiii Homep aHaliu3a NPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | 10/,
GMP cepruduxar (nara)
- . GMP Compliance certificate No. / GMP-
Market / Poitioic Russia [ Poccus GMP cepruuxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxaiyist roToBoro SPC-CC-063688 Reference STP No./ CIIN Ne .
040944
npoaykra Ne
MFM-

API name / Haumenosaune A®C

Mometasone Furoate Monohydrate/
MowmerasoHa §ypoaTa MOHOIHApAT

API Batch No / ADC cepus Ne

23405(JM-01)-
002

Manufactured by / llpoussoaurenn

Aarti Industries Limited, India / Aapru Unnacrpus Jumuren, Maaus

Ne | TESTS/TMTOKA3ATEJIN

LIMITS / TPEBOBAHUSI

OBSERVATIONS /
PE3YJIbTATDI

12. | Impurities / lpumecu

Impurity 8 DM /
ITpumecn 8 DM

Impurity DMC /
IMpumecu DMC

Impurity D /
IMpumecu D

Any individual unspecified
impurity / Exuanusoi
HEWJEHTUPULMPOBAHHOM!
ApUMecH

Total impurities /
CyMMBI puMeceit

Not more than 0.15 % / He 6onee 0,15 %
Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

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

0.02%/ 0,02%

0.04%/ 0,04%

0.18%/0,18%

Not Detected/ He 00HapyxeHo

Below LOQ /Hmxe [TKO

Prepared By / Toarorosuan Checked By / Ilposepun
Signature / Iloanuce T - (:“ép -
Date / JlaTa Lz e\ 2RO e )y 2e \ l}\ FERRS
Name / ®UO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation /
QA ive- . .
JloKHOCTD Officer-Q Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTUDHUKAT AHAJIM3A I'OTOBOTI'O ITPOAYKTA

Page 6 of 8 /Crp. 613 8

Name of Product/
HauveHoBanue NpoAyKUNH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenroBanHoe HaMMeHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momerasona cripeil HasanbHbIH Jo3upoBanHelit SO MKr/n03a

Active Ingredients /
JeficTByrommue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest CoLepXUT: ACHCTBYIONICE BEIECTBO: MoMeTa30Ha dypoara MOHOTHApaT

51,72 mxr B nepecuete Ha Momerasona ¢ypoar 50,00 mxr

Strength / losupoBka

50 meg/dose / 50 Mkr/nosa Date of Mfg. / laTa npoussoacrsa 07/2023
Dosage form / Metered—df)se 'nasal spray i Cnipei Date of Exp. / Coxen 110 06/2025
JlekapcTBeHHas popma HazaJIbHBIA T03UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara sbinycka 24.07.2023
Batch No. / Cepust Ne 12230662 Qty. Released / 32,480 BOT/
Kojin4ecTBO BHINYIIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT / (niakoros Mig.License No. / Jluuensus na MNB/10/832
TIPOM3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471904 Mfg. License Date / JIuuensus na 30/04/2020
PeructpaunoHHblil HOMep aHaIU3a NpPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | /06079
GMP cepTuduxar (nara)
; GMP Compliance certificate No. / GMP-
Market / Poiok Russia / Pocenst GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
MFM-

API name / Haumenosanne AOC

Mometasone Furoate Monohydrate/
MowmerazoHa (ypoara MOHOTHAPAT

API Batch No / A®C cepus Ne

23405(JM-01)-
002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aapru Unnactpus Jlumuren, Munust

Ne | TESTS /INOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauio:

and Uniformity of
Delivered Dose / Cpeanss
JocTaBsiemMasi 103a 1
OAHOPOAHOCTDH
NOCTABJASEMOH A03bI

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 6onee 2 u3 20 po3 (10 HauanbHeix 103 B 10 KOHEUHBIX 103)
MOTYT HMMETh OTKJOHCHHE OT CpellHEro 3navenus Gojee uem
+20%, ¥ HU 0AHA 1032 HE JOJHKHA HMETh OTKIOHCHME OT
cpeAHero 3mauenus Oonee uwem =25 %. Cpenwee 3naueHue He
JOJKHO NpeBbiats £ 15 % 0T 3a%BNEHHOTO.

Ecin o1 3 1o 6 103 BMEIOT OTKAOHEHHs Gonee yeMm & 20 %, Ho
MeHee ueM = 25 %, To UCTIBITRIBAIOT ceaytoure 20 (nakoHoB.
He Gonee 6 13 60 103 MOTYT UMETh OTKJIOHCHHE OT CPEHHETr0
3HaueHus Gosee yem £ 20 %, W up ogHa AO3a HE NOHKHA UMETH
OTKIOHEHUE, OT. CPEeAHEr0.3Hauenns. bonee. uem. .25 .%.. CpejHee

Minimum / Munumym: 96.8%
Maximum / Makcumym: 102.9%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / Munumym: 93.5%
Maximum / Maxcumym:102.7%
Mean / Cpeanee: 100.0%

3HAYCHHE KAKAOTO ONPENEIEHHS He JOJDKHO NpeBblmath + 15 %

OT 3aABNCHHOIO.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

Phone: +91-1795 249300 Fax: +91-1795 2493 10 email: glenmark({@bom?2.vsnl.net.in

CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page 70of 8 /CTp. 713 8

Name of Product /
HanmenosaHue npoayKuuu

MOMAT RINO
MOMAT PMHO

Generic name /
HenarenroBannoe HauMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3zona cripeit sasaiibHb no3uposanisii 50 Mxr/nosa

Active Ingredients /
JeiicTByiomue BellecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 xo3a crpes COREPXUT: ACHCTRYOLISE BEIICCTBO: MoMeTa3oHa (ypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerazona dypoar 50,00 mxr

Strength / Jo3uposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTa npoussoacrsa 07/2023
Dosage form / Metered-df)se nasal spray {aneu Date of Exp. / Fozen 10 06/2025
JlekapcTBeHHasn gopma Ha3asIbHBIN JIO3UPOBaHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTa BbInycka 24.07.2023
Batch No. / Cepus Ne 12230662 Qty. Released / 32,480 BOT/
KosndecTso BbINYLIEHO (naxkoHoB
Batch size / Paamep cepun 34,722 BOT / ¢naxoHoB Mig.License No. / Jlauensust na MNB/10/832
MpPOoU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000471904 Mfg. License Date / JInnensusa Ha 30/04/2020
PerucrpauuoHHbIi HOMEp aHAJIH3A NpoOU3BOACTBO (1aTA)
Package size / Y nakoBka 120 Doses / 120 1103 GMP Compliance certificate Date/ | 1¢/,¢5090
GMP ceprudukar (nara)
. " GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprndusat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukanus rorooro SPC-CC-063688 Reference STP No./ CTIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune A®C API Batch No / ADC cepus Ne 23405(JM-01)-
Mowmeraszona (pypoaTta MOHOTHAPAT 002
Manufactured by / IlpousBoaurens | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATHI

14 | Microbiological Purity / Mu

KpOﬁHOJ’IOFH‘IECKHH q1eToTa

Total aerobic microbial
count / Obiiee yucao
a3poOHBIX
MHUKPOOPTaHH3MOB

Total yeast and moulds
count / Obuiee yucsio
JIPOXOKEBBIX W MJIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

MJI TIpe€rapaTta

MJI TIpenapara

Not more than 10% cfu per 1ml of the product / He
Gonee 102 KOE 5 1 mn npenapata

Not more than 10! ¢fu per 1 ml of the product / He
6onee 10! KOE B I mn npenapata

Absence per 1 ml of the product / OrcyrcTeue B 1

Absence per 1 ml of the product / Orcyrcrsue B 1

Less than 10 cfu/ml/
Menee 10 KOE/Mn

Less than 10 cfu/ml/
Menee 10 KOE/mn

Absent / OTCyTCTBYET

Absent / OTcyTCTBYET

15. | Assay /KonnuecTBennoe on

peaegenue

a) Mometasone Furoate/
Mowmerazona gpypoar

From 85,0 % to 115,0% of the labeled content / Ot
85,0 % mo 115,0 % oT 3asBJIICHHOTO CONEPKaHUSI

98.2% /98.2% 1

b) Benzalkonium chloride /
BensankoHus XJOpUI

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % no 120,0 % 0T 3agBJIEHHOTO CONEPIKAHMSI

98.0% /98,0%

Prepared By / Iloarorosua Checked By / lposepun Approved“ﬁy / Onobpua
Signature / Iloanucey @9 -
Date / Jlara LK O Lo ) 2.2 L sy
Name / ®HUO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation / Officer-QA Executive-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
Page 8 of 8 /Crp.8u3 8

Name of Product / MOMAT RINO
Haunmenosanue npoayKumu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareHToBaHHOe HAMMeHOBaHHe | MomerasoHa cnpedi HazalbHbIi 103upoBanHbi S0 Mxr/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mecg
JleficTByloLHE BellecTBA 1 n03a cripes COACPKUT: AeHCTBYIOLIEE BeliecTBO: MoMeTazona dypoara MOHOTHApAT
51,72 mxr B nepecyere Ha MoMerazona ¢dypoat 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / Jlata npouspoacrsa 07/2023
Dosage form / Meten‘ed-d?se nasal spray { Crpeit Date of Exp. / Conen 10 06/2025
JlexapcTseHHas Gpopma Ha3IbHBIA 103HPOBAHHBI
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTta peinycka 24.07.2023
Batch No. / Cepus Ne 12230662 Qty. Released / 32,480 BOT/
KoanyecTBo BbInyleHO (raxonos
Batch size / Pazmep cepun 34,722 BOT / pnakonos Mifg.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMeEP)
Inspection Lot NOL/ 040000471904 Mfg. License Date / JIunensus na 30/04/2020
PerncrpaunoHHblii HOMep aHaaU3a 11POM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
y . GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccust GMP cepradukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crenuduxauust roToBoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C ; A Y API Batch No / ADC cepus Ne 23405(JM-01)-
Mowmeraszona gypoara MOHOTHIpPAT 002
Manufactured by / Ilponssoamrens | Aarti Industries Limited, India / Aapru Unmactpus Jlumuren, Uunus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATDI

16. | Package Size / Ynakoska 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. /
ITo 120 no3 cycrnensuu BO (iiakoHe W3 MOJMITUICHA BBICOKOHW IUIOTHOCTH ¢
HO3UPYIOUIMM YCTPOHCTBOM M KOJIMAYKOM U3 MOJIMSTHIIEHA BHICOKOH TIOTHO

d)J'laKOHy BMECTE C I/IHCprKHI/IeI/I no MEIHUMHCKOMY npnmeHeHmo B naqu KapTOHHOI/l

Any deviation/Incident/OOS: Non-applicable 8
OTtxknoneHHsA/HecooTReTcTBUA/OOC: He NPUMEHUMO )

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 abovementioned site in full compllance with the GMP
quu1rements of the local Regulatory Authority and with the normative document no. JITI-Ne(001,710)-(P] R_U) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The ~processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3aknueHHe O COOTBETCTBHMM: HACTOSUIMM TOATBEPXKAAKD, UTO TpelCTaBlIeHHas Bbllle HHpOpMaUus SBIAETCA
JIOCTOBEpHOH u TouHOM. [lanwas cepust Opura npowusBereHa (BKIFOUas YNaKkOBKY/MapKMPOBKY M KOHTpOAb KadecTBa) Ha

y;Ka?:aHHOl\/,‘L s BRI e TIP) OM3BOJCTBCHHON. ... TIIOINAAKE o B IOTTHOM: . COOTBETCTB MM -G TP e00BAHUIAMM. ... Hannexame........

ITpoussoacTeennoit Ipaxtuxyu (GMP) nokanbHBIX PeryjisiTOPHbIX OPTaHOB U TPEOOBAHUAMM HOPMATHUBHOH NOXYMEHTalLUH
JI-Ne(001710)-(PI'-RU) ot 23.01.2023 pns pwiaka Poccun m yTBepxaeHHOW cnenuduxanveit Ne SPC-CC-063688.
ITpoTokonsl NMPOW3BOACTBA, YNAKOBKM W IOKA3aTeNM KauyecTBa JaHHOM cepuy OblIM APOaHAIM3UPOBAHBI W CACIAHO
328KJIIOYEHHUE, YTO OHU COOTBeTCTBYIOT Tpebopanusm Hamnexameit [Tpoussoycrsennoii [1pakruku (GMP).

(
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