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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page 1 of 8/ Ctp. 1 u3 8

Name of Product /
HaumeHoBaHuHe NnpoayKUuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenTtoBanHoe HauMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa cripeli HasanbHBIH 1031poBaHHbIi SO MKI/f103a

Active Ingredients /
JeflicTBylou1e BewecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripes coaepkut: AekicTBylolee BelecTBo: MoMeTtazoHa dypoara MoHoruapar

51,72 Mkr B nepecyete Ha Momeraszona dypoar 50,00 Mkr

Strength / lo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npousBoacTBa 07/2024
Dosage form / Metered-dose nasal spray / Crnipeit
JlekapcTBeHHas ¢popma Ha3adbHbIA 103WPOBaHHBIA Date of Exp. / Tonen a0 06/2026
Product code / Kox npoaykra SRUO030007E040401DK Date of release / /lata Bbinycka 26.07.2024 -
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT /
KoJin4ecTBO BbINYILEHO ¢dnakoHoB
Batch size / Pasmep cepuu 34,722 BOT / raxoHos Mig.License No. / Jinuersus Ha MNB/10/832
NpoU3BOACTBO (HoMep)
Inspection Lot No.“/ 040000536419 Mfg. License Date / JIuuenszus na 30/04/2020
PernctpauyoHHbIi HOMep aHAJIH3a NPOU3BOACTBO (1aTa)
Package size / Y naxoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | g,06/500
GMP ceprudnkar (aata)
: GMP Compliance certificate No. / GMP-
Market / Pottok Russia / Poccis GMP cepruguxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roroBoro SPC-CC-063688 Reference STP No. / CTTH Ne
040944
npoaykra Ne
: Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ¢ Furoate Mononydrate API Batch No / A®C cepuss Ne 23425(JM-01)-
Mowmeraszona ¢pypoata MOHOrHApAT 001
Manufactured by / Ilponssoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe JIumuten, Unaus
Ne | TESTS/IIOKA3ATEJI LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Or Oenmoro po mnouru Oesmoro mBera OT
TOJTyIPO3PavyHOi O HENMPO3payHOH KOHCUCTEHLIMU
rycTas CycheH3us.

non-transparent consistency. /
IToutn 6enoro uBera
HENpo3payHOd  KOHCHCTEHLHH
TycTas CyCHeH3Us.

2. | Identification / WpenTndukanus

a) Mometasone Furoate /
MowmeTasona ¢pypoar

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 ynepkuBaHHS OCHOBHOTO MHKa
Ha  XpOMaTorpaMMe  HCNBITYEMOrO  pacTBopa
JOJKHO COOTBETCTBOBATH BPEMEHH YJCPKHBaHMS

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
yIOepKUBaHUS OCHOBHOTO MUKa

OCHOBHOTI'O NHKa HA XpOMAaTorpamMMme CTaHIApTHOIoO | Ha XpoMarorpamMme
pacTBOpa (cMm..  pazmen «KosnuecTBeHHOE | UCIIBITYEMOIO pacTtBopa
OTpeAETICHUEY ). COOTBETCTBYET BpEMEHU
YACpXKHUBAHUSI OCHOBHOTO IHKa
Ha XpoMaTorpamme
CTaHJapTHOro pacTBopa.
Prepargd\By / IloaroTosua Checked By / Ilposepua Approved By / Onobpua
Signature / llognuck / (j/ .
(2 7 s
Date / : 1 ]
ate ! A LN 151 2177 L7071 [y
Name / ®UO Yogesh Kumar Mehta Atul Kumar -
Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
JOMAKHOCTE Q Q Deputy General Manager — QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page2 of 8 /Crp.2u3 8

Name of Product /
HaumeHoBaHHe MPOAYKUMK

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHTOBAHHOE HAUMEHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momerazona cripeii HasalbHbLA Jo3npoBaHHbIf 50 MKr/103a

Active Ingredients /
JlelicTBylomue BewecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 1032 cnipes COMEPXKUT: JEHCTBYIOLIEE BewecTBo: MoMeTasoHa gyypoara MOHOTHIpar

51,72 Mkr B nepecyere Ha MomerasoHa gypoar 50,00 Mkr

Strength / losuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTa npou3soacrsa 07/2024
Dosage form / Metered—dj)se nasal spray { Cripeit Date of Exp. / Conen 10 06/2026
JlekapcTBeHHasn ¢popma Ha3aJIbHBIA TO3MPOBAHHbII
Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTa Bbinycka 26.07.2024
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT/
: KoJn4ecTBo BbInyieHo ¢nakoHoB
Batch size / Pasmep cepun 34,722 BOT / dnaxomos Mfg.License No. / JInuensis na MNB/10/832
NpoU3BOACTBO (HOMep)

Inspection Lot No.“/ 040000536419 Mfg. License Date / JInuenszus Ha 30/04/2020
PerucrpauuoHHbiii HOMEp aHaAU3a NMpoM3BOACTBO (1aTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

. GMP ceprudmkar (aata)

: GMP Compliance certificate No. / GMP-

Market / Puinox Russia / Poccus GMP cepTuduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauusa roroporo SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC Y API Batch No / A®C cepus Ne 23425(JM-01)-

Momera3zona (pypoara MOHOrHApaT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jinmurea, Munus
‘Ne | TESTS/IOKA3ATEJIHA LIMITS / TPEBOBAHHSA OBSERVATIONS /

: PE3YJbTATDI

b) Benzalkonium chloride
/ BeH3aAKOHHUS XJIOpH]

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C2
and Cys in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTtorpamme
UCOIBITYEMOTO -pacTBOpa JOKHBI OGHapyKHBaThCA
MHKH, no BpeMeHaM yaepXKUBAHUA
COOTBETCTBYIOIIHE MUKAM rOMOJIOrOB OeH3aIKOHUS

xmopuma Cpp uw Cis  Ha  XpoMaTorpamme
CTaHAApTHOIO pactBopa (cm. paszen
«KonnyecTseHHoe onpenencHUe»).

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci2 and
Cy4 in the chromatogram of the
standard  solution. / Ha
XpOMaTorpaMMe HCIBITYEMOTO
pacTBopa 00HapyXHBalOTCA
TNHKH, 1o BpeMEHaM
YAECPXKHBaHUA
COOTBETCTBYIOLLHE NHUKam
roMoJoroB 6eH3aNKOHHA
xmopuga Cpp m Ciu Ha
XpOMaTorpaMMe CTaHAapTHOro
pacTBoOpa.

1

pH

From 4.30 t0 4.90/ Ot 4,30 no 4,90

4.609 /4,609

4. | Density / ILnoTHOCTB

From 0.950 to 1.050 g/cm?/
Ot 0,950 10 1,050 r/em®

1.013 g/cm®/ 1,013 r/em®

5. [ Viscosity / Baskoctb

From 30 to 130 cPs / Ot 30 mo 130 cII3

38.8 cPs /38,8 cII3

Prepared By / lloarotosua

Checked By / Hposepua

Approved By { OnoGpua
g T

Signature / loanucs

(Y

e

—

Date / Mara 2100 17,14 71t A 1 lnery
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA

Jlo/ukHOCTB

Deputy General Manager — QA

FCM/QA054/08.00
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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

CEPTU®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
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Name of Product /
HanmeHoBaHHe NPOAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazona cnpeil HazabHblil 103UpoBaHHbIi 50 MKI/103a

Active Ingredients /
JleiicTBy0111e BeLLECTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51 .72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 f03a crpes coepuT: AcHcTByIOMEe BelecTBo: MomerasoHa dypoara MOHOrHApar
51,72 Mxr B nepecyete Ha MoMertasona @ypoar 50,00 Mkr

Strength / lozuposka 50 meg/dose / 50 MKI/103a Date of Mfg. / lata npou3BoiacTBa 07/2024
Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Tonien 20 06/2026
JlekapcrBeHHas popma Ha3albHBIN 103UPOBAHHbIR
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 26.07.2024
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT/
Kou4ecTBO BBIMYIMEHO ¢J1aKOHOB
‘Batch size / Pasmep cepun 34722 BOT / akoros Mg License No. / Jlnuensus na MNB/10/832
NpoU3BOACTBO (HOMep)
_Inspection Lot No.“/ 040000536419 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunoHubiii HOMEp aHAIH3A Npou3BOACTBO (AaTa)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;4,060
GMP ceprudukar (nata)
; GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepruuar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus rorosoro SPC-CC-063688 Reference STP No./ CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haitmenosanmne A®C “ Oonohydralel |\ py Batch No / A®C cepus Ne 23425(M-01)-
Mowmertaszona ¢pypoara MOHOTHAPAT 001
Manufactured by / llpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanate Jlumuren, Wnjus
Ne | TESTS/TIIOKA3ATEJIHA LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIbTATDI

6. | Osmolality /
OcMOISLIILHOCTD

From 250 to 350 mOsm/Kg
Ot 250 a0 350 MOcMm/kr

293 mOcM/kr

293 mOsm/Kg

7. | Net content / Macca
coepXKUMOro (p1aKkoHa

Not less than 18 g/ He menee 18 T

183g/18,3r

8. | Number of deliveries per
container / KoanudecTBo
103

Not less than 120 doses (discard the first pumping)
/ He Menee 120 no3 (He cuuTas NEPBUYHYIO

NpPOKauKy)

147 doses / 147 no3

9. | Pump delivery/
' Macca 103b1

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

theoretical dose mass /

.| MinausuoyanbHas Macca Ko3bl: oT 85 % mo 115 %

oT Teopemqecxoﬁ MacChl 10351,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss mMacca 1036l o1 90 % g0 110 % ot

TCOpCTH‘[CCKOﬂ MaccChl 103bl

Minimum / Munumym: 98.1%
Maximum / Makcumym: 107.8%
Average / Cpennee: 103.5%

Prepared/BY / Ioarotosua Checked By / IIposepua Approved By / OnoGpua
Signature / Ilo \
ig ANUCH [2/ r/l)/ \/M&N/’
Date / laTa 21\ a0 \ ')47,\1 A kq 1”7 ,Mw
Name / ®PHO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
| HoJskHOCTD

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
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Name of Product /
HaumenoBanue npoaykummu

MOMAT RINO
MOMAT PHUHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeraszoHa cupeii HazaibHbIH 103upoBaHHbIH 50 MKI/n03a

HenaTeHToOBaHHOE HAUMEHOBaHHE

Active Ingredients /
JeiicTBylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cnipest coaepxuT: NeiicTRytolee BelilecTBO: MoMeTazona dypoara MoHOruapar
51,72 Mxkr B nepecuere Ha MomerasoHa dypoar 50,00 Mkr

Strength / losupoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npou3BoacTea 07/2024

Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Foen 10 06/2026

JlekapcTBeHHasn gopma Ha3aJbHbIA 103UPOBaHHBI

Product code / Koa npoayxra SRUO030007E040401 DK Date of release / lata Bbinycka 26.07.2024

Batch No. / Cepust Ne 12240748 Qty. Released / 32,160 BOT/

KosnvecTBO BLINyILEHO (nakoHoB
Batch size / Pasmep cepuu 34,722 BOT / ¢paxoios Mg.License No. / Jlnuensist ua MNB/10/832
MpPOH3BOACTBO (HOMep)
Inspection Lot No:/ 040000536419 Mfg. License Date / JIuuensus na 30/04/2020
PerncrpaunoHHblii HOMep aHau3a Npou3IBOACTEO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 xo3 GMP ceprudurar (1a13) 18/06/2020
. GMP Compliance certificate No. / GMP-

Market / Poinox Russia/ Poccus GMP cepTuduxar (Homep) 01556/20/IN

Reference Specification No. / STP-CC-

Cneundpukauus roTosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944

npoaAyKTa Ne

Mometasone Furoate Monohydrate/ ' MFM-
API name / Haumenosanue A®C ne burodte VIonohyaralel | 4 pr Batch No / ADC cepus Ne 23425(IM-01)-
MowmerazoHa §ypoara MoHoruapar 001

Manufactured by / IpoussoanTenr | Aarti Pharmalabs Limited, India/ Aaptu ®apmanaGc Jlumuresn, Munus

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJBbTATDBI

10. | Particle size /
Pa3zmep uacTun

Particles < 10pm in size: Not less than 90%
Yactun pazmepom < 10 Mxm — He MeHee 90 %;

100.0% / 100,0%

Particles < 30pum in size: 100%
Yacruu pazmepom < 30 mxm — 100 %

100.0% / 100,0%

Particles > 30pum in size: Should be absent
YacTuusl pasmepom > 30 MKM — JOJDKHBI
OTCYTCTBOBATb

Absent / OTcyTcTBYIOT

11. | Sedimentation Stability / Not less than 5 min / He MeHee 5 MuH. Complies /
CeanMeHTaAllHOHHAS CootBeTCcTBYET
YCTOHYUHBOCTH
PrepargMBy / Hoarotosun Checked By / IIposepua Approved By / Ono6pna
Signature / lloanucs /'3,/ . HM "
- 4
Date / Iata 1'7\0’\\7,01/\1 ~ A1~ X’P’O'?,Q/O)/(«;
Name / PUO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / - =
| ﬂonfmocu Officer-QA Sr. Officer-QA Deputy General Manager — QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A 'OTOBOT'O ITPOAYKTA
Page 5of 8 /Crp. 513 8
Name of Product / MOMAT RINO
HanmeHoBaHHe NpoayKUHHU MOMAT PUHO

Generic name /
HenateHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3zoHa cnipeit HasaibHbIHA 103upoBaHHbIA 50 MKI/103a

Active Ingredients /
JeiicTBytoune BewecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 103a crpes coAepKuUT: AeiicTByOUIEE BelecTBO: MoMeTasona ¢pypoara MOHOrHapar
51,72 mxr B iepecuere Ha Momeraszona dypoar 50,00 Mkr

Strength / lo3uposka 50 meg/dose / 50 mkr/ao3a Date of Mfg. / lata npou3soacTea 07/2024
Dosage form / Metered-dvose ngsal spray iCnpen Date of Exp. / Fonen 10 06/2026
JlekapcTBenHast popma Ha3aJIbHbIH JO3NPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /laTta BpInycka 26.07.2024
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT/
Koau4ecTBO BbINYWEHO (rakoHOB
Batch size / Pasmep cephu 34,722 BOT / axoHos Mig.License No. / Jluuensust na MNB/10/832
APOU3BOACTBO (HOMED)
Inspection Lot No.v/ 040000536419 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucTpauMoHHblii HOMep AHAAH3A NPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | ;0600
GMP cepTudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudmkat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Coeundukauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
MFM-

API name / Haumenoanue AOC

Mometasone Furoate Monohydrate/
MowmerazoHa dypoara MOHOTHIAPAT

API Batch No / ADC cepusi Ne

23425(JM-01)-
001

Manufactured by / [Iponssogurenn

Aarti Pharmalabs Limited, India/ Aaptn ®apmana6c Jiumuren, Uuans

Ne | TESTS/NOKA3ATEJIA

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIbTATHI

12. | Impurities / lIpumecn

Impurity 8 DM /
[Tpumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
IMpumecu D

Any individual unspecified
impurity / EnuH4HOM
HEUNESHTUPHUIHPOBAHHOH
npuMecH

Total impurities /
CyMMBbI ipUMecei

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 %

0.01% /0.01%

0.02%/ 0,02%

0.11%/0,11%

Not Detected/ He obnapyxeHo

Below LOQ /Huxe ITKO

Prepareﬂy / Hoarorosua Checked By / Ilposepua Approved By / Onobpua
Signature / Iloanucs
g L/ﬁ/ e
Date / aTa L ~\
a 2910111,y LA 29[v1ne,
Name / DO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
JomxHocTh

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

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

Distt. Sotan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPOJAYKTA
Page 6 of 8/ C1p. 6 13 8
Nanie of Product / MOMAT RINO
HaumeHoBaHUe NPOAYKLHHU MOMAT PUHO

Generic name /
HenaTtenToBaHHoe HaUMEeHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTazoHa cripei HazabHbIA 103MpoBaHHBIA 50 MKI/a03a

Active Ingredients /
JeiicTByIolHe BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a crpes coaepuT: AeicTBYOllee BellecTBo: MomeTasona ¢pypoara MOHOrHApaT

51,72 mxr B nepecuere Ha Momerasona ¢ypoat 50,00 Mkr

Strength / Jo3uposka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / lata npon3soacTea 07/2024
Dosage form / Metered-df)se nasal spray { Cnpeit Date of Exp. / Conen 10 06/2026
JlexkapcTBeHHast popma HazaIbHBIA 103UPOBaHHBIR
Product code / Koa npoaykra SRU0Q30007E040401DK Date of release / /lata Bbimycka 26.07.2024
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT/
KoanuecTBO BbINYILEHO ¢nakoHOB
Batch size / Pasmep cepun 34,722 BOT / hnakoHos Mfg.License No. / Jluuensus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536419 Mfg. License Date / JInuensust na 30/04/2020
PerucTpaunoHHbii HOMEp aHAJIU32 NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptndukaT (1aTa)
. GMP Compliance certificate No. / GMP-
Market / PuiHok Russia / Poccus GMP cepudukat (Homep) 01556/20/IN
Reference Specification No. / _ STP-CC-
Cneunduxauus roToBoro SPC-CC-063688 Reference STP No. / CITM Ne 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenonauue ADC 0 ne b uroate MONONYCIale | s pf Batch No / ADC cepust Ne 23425(JM-01)-
Mowmertasona ¢gypoara MOHOTHApPAT 001
Manufactured by / Ilpon3Boanteanr | Aarti Pharmalabs Limited, India/ Aaprn ®apmana6e Jlumures, Huaus
Ne | TESTS/IMIOKA3ATEJIM LIMITS / TPEBOBAHMNA OBSERVATIONS /
PE3YJIBTATBDI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeanss
aocTaBasieMasi 1032 H
OJHOPOAHOCTH
A0CTABAsIEMO#H 103bI

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 6onee 2 w3 20 103 (10 HauanbHeIX 103 U 10 KOHEUHBIX 103)
MOTYT UMETh OTKJIOHEHHE OT CPEAHEro 3Hauenus Gosnee e
+20%, 1 HM OAHA [03a HE AO0MKHA MMETh OTKIOHCHHUE OT
cpenuero 3uaueHus Gonee ueM + 25 % CpelHee 3HaYCHHE HE
JI0JBKHO MpPEBHILATE = 15 % OT 3a8BIEHHOTO.

Ecnu ot 3 10 6 803 UMEIOT OTKIoHeHus Gonee yem + 20 %, HO
MeHee 9eM = 25 Y%, TO UCTILITBHIBAIOT CrieAyolue 20 ¢rakoHoB.
He 6onee 6 u3 60 103 MOTYT MMETH OTKJIOHEHUE OT CPEAHErO
3yaqeHus Gonee ueM = 20 %, ¥ HU OAHA 1032 HE NOJDKHA UMETh
OTKNIOHEHUE OT CpeHero 3Hauenus Gonee ueM £ 25 %. Cpennee
3HAaYEHHE KAXK/IOTO OMPEAENEeHNA He JOMKHO NpeBbath + 15 %
OT 3as1BJEHHOTO.

Beg / Hauano:

Minimum / MunuMyM: 95%
Maximum / MakcumyM:104%
Mean / Cpeanee:100%

END / Konen:

Minimum / MunumyMm: 96%
Maximum / Maxcumym: 104%
Mean / Cpennee: 100%

Prepayﬁ\By / IloaroToBrA Checked By / IIposepua ApprovedBy / Ono6pua
Signature / Moanucn / lé/ d——‘ 7@(};/,\____
Date/ Jata 16N\ n Al A 27107 ne2e
Name / ®UO Yogesh Kumar Mehta Atul Kumar K;mal‘ Kishore
Designation / Officer-QA Sr. Officer-QA
Joxnocts Deputy General Manager — QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A TOTOBOI'O ITIPOAYKTA

Page 7 of 8 /C1p. 7Tu3 8

Name of Product / MOMAT RINO
HanmeHoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTteHToBaHHOe HAMMEHOBAHME MomeTasoHa cripeit HasaNbHLIH 103WpoBaHHbIi 50 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
JeiicTBy0LIME BELIECTBA ‘1 103a clIpes COAEPIKMUT: AeHCTRYIOLES BElecTBO: MoMeTasoHa yypoaTa MOHOTHApAT
: 51,72 mxr B nepecuere Ha Momerazona ¢pypoat 50,00 Mxr
Strength / 1o3upoBKa 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTa npousBoactBa | 07/2024
Dosage form / Metered-dvose nasal spray f Crpeit Date of Exp. / Conen 10 06/2026
JlekapcTBeHHast popma Ha3abLHBIH 103UPOBAHHBII
Product code / Koa npogykTa SRU030007E040401DK Date of release / /lata sbinycka 26.07.2024
Batch No. / Cepust Ne 12240748 Qty. Released / 32,160 BOT/
‘ Kosin4ecTBo BbINYyLIEHO ¢ n1akoHOB
Batch size / Pasmep cepu 34,722 BOT / akomos Mfg.License No. / Jluuensus na MNB/10/832
npou3BOACTBO (HoMep)
Inspection Lot No.u/ 040000536419 Mfg. License Date / JInuensua na 30/04/2020
PerncrpauMoHHbIil HOMEp AHAN3A NPOM3BOACTBO (1aTa)
Package size / Ynakosxa 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/0600
GMP ceprudukar (1aTa)

. GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccust GMP ceprudmiar (Homep) - 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxaums roroporo SPC-CC-063688 Reference STP No./ CII Ne 040944
npoaykTa Ne i

MFM-

API name / HaumenoBanue AOC

Mometasone Furoate Monohydrate/
Mowmerta3zona ¢ypoara MOHOTHAPAT

API Batch No / A®C cepus Ne

23425(IJM-01)-
001

Manufactured by / llponssoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus

Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJIbTATDHI

14 | Microbiological Purity / Muxpo6HoJioruyeckas 4ucTora

Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O61ee yucio Gomnee 10 KOE B 1 Mn npenapata Menee 10 KOE/mMn
a’pOOHBIX
MHKPOOPraHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / Obwee 4yucio Gostee 10! KOE B 1 mn npenapata Menee 10 KOE/mn
JPOHOKEBBIX H IUIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OTcyTcTBHE B | Absent / OTCyTCTBYET
MJI fipenapaTa '
Staphylococcus aureus Absence per 1 ml of the product / OtcyTcTBHE B 1 Absent / OTcyTcTBYET
MJI fipenapaTa
15. | Assay / KonndecTBeHHOE OnpeaeecHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 100.9% /100,9%
Mowmeta3zona @ypoat 85,0 % no 115,0 % ot 3aABJICHHOrO COIEPIKAHUA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 95.4% 95,4%
BeH3ankoHus XJI0pHa 80,0 % mo 120,0 % oT 3as1BNEHHOTO COJEPKaHHs
Prepared By / [loarorosna Checked By / Ilposepua Approved W/ Onobpua
Signature / Iloanuce , / % d/f
‘Date / Jlata 2NN Y Loty 1 o7 )\ 2*"’(’»710&%
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / - -
JoaxH0CTH Officer-QA Sr. Officer-QA Deputy General Manager — QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A rOTOBOI'O IPOAYKTA

Page 8 of 8§/ Crp.8u3 8

Name of Product / MOMAT RINO
HaumeHoBaHue npoayKuvu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHTOBAHHOE HAHMEHOBAHUE MowmerTasona cripeii HazalbHblii 103upoBaHHbIA 50 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
JeiicTByI01IMe BeLIeCTBA | 1032 cnpes COAEPXKHUT: AcHCTRYIOLEE BelecTBo: MoMerasona dypoara MOHOTHpaT
51,72 mkr B Iepecyere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / 1o3uposka 50 mecg/dose / 50 mkr/ao3a Date of Mfg. / lata npon3BoacTBa 072024
Bosage form / Metered-df)se Tlasal spray { Crpeit Date of Exp. / Fozes 20 06/2026
ekapcTBeHHas ¢popma Ha3a/bHblii J103UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / /lata BbInycka 26.07.2024
Batch No. / Cepus Ne 12240748 Qty. Released / 32,160 BOT/
KoauuecTBO BbINYIEHO ¢nakoHoB
Batch size / Pasmep cepun 34,722 BOT / nakoHor Mg License No. / JIuuensnst ua MNB/10/832
nNpou3BoACTBO (HOMeEp)
Inspection Lot No.“/ 040000536419 Mfg. License Date / JIuuensus na 30/04/2020
PerncrpauyioHHbIi HOMEP aHAJIM3a NPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 203 GMP Compliance certificate Date/ | 14,6050
GMP ceprudmxar (1aTa)
o GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepTl“l)(I)ldKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukanus roroporo SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoayxkra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune A®C M API Batch No / A®C cepus Ne 23425(JM-01)-
oMmeTasoHa ypoara MOHOTHIpAT 001
Manufactured by / Ipoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jinmuren, Anuus
Ne | TESTS/TMOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS/
' ' PE3YJIbTATDBI
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. /
o 120 mo3 cycneHsun Bo (IakoHe M3 MONMITHIEHA BBICOKOH MJIOTHOCTH C
JO3UPYIOLIMM YCTPOHCTBOM M KOJITAYKOM U3 TOJMITUIIEHA BBICOKOH TMJIOTHOCTH. Ilo 1

d1akoHy BMECTeE ¢ MHCTPYKUMEH M0 MEIULIMHCKOMY NPUMEHEHHIO B Ma4ke KapTOHHOH.

Any deviation/Incident/OOS: Non-applicable
Otknonenus/HecoorsercTBHn/QOOC: 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 compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIM-Ne(001710)-(PT-RU)-230123 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.”

3aK/l04eHHe O COOTBETCTBHMHM: HACTOSHUAM IMOATBEPXKJAI0, 4TO MPEICTABICHHAs Bblle WHpOPMaLusA SABIACTCA
JOCTOBEPHOH ¥ TouHOM. JlanHas cepust Gbita mpousBeneHa (BKiOask YNAKOBKY/MAapKMPOBKY M KOHTPOJb KauecTBa) HA
YKa3aHHON BBIIE TNPOU3BOACTBEHHON MUIOLiAAKe B [OJHOM COOTBETCTBMM C  TpebOBaHMAMH Hamnexamei
IpouseoacTeenHoit IIpaktuku (GMP) NOKabHBIX PEryJISTOPHbIX OpraHOB M TPeGOBaHMAMU HOPMATHBHOM JOKYMEHTALUH
JIII-Ne(001710)-(PT-RU)-230123 mns peinka Poccun M yTeepxacHHO# crenudukamueii Ne SPC-CC-063688. [TpoTokons!
HpOM3BOJICTBA, YITAKOBKH M [10Ka3aTeNM Ka4ecTBa JaHHOH cepuu ObLTH MPOaHATH3UPOBAHEI U CAEIAHO 3aKITIOYCHHUE, HTO OHA
COOTBeTCTBYIOT TpeGoBanuam Hannexawei [Iponssoacteentoit Ipaktuku (GMP).

Prepared\By / Iloarotosua Checked By / Ilposepun Approved By / Onotpua
Signature / Iloanuco / \)) (9,_,- % (/\y
Date / Jlata L—{,\ W01\ LolM 1] lq,»,.”w
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
Joamnocrs Deputy General Manager — QA
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