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Name of Product /
HauveHoBaH e npoayxkunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBanHOe HanMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momera3ona crpeii HazanLHbli 103upoBaHHLIH 50 MKI/103a

Active Ingredients /
JeitcTBylomue Bewmecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpes conepxur: AelicTByIolee BewwecTBo: MoMeTasona (ypoara MOHOTHApAT

51,72 mxr B nepecyere Ha MomeTasona gypoar 50,00 Mkr

Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoactea | 07/2024
Dosage form / Metered-d?se nasal spray f Crpeit Date of Exp. / Fonen 20 06/2026
JlekapcTeeHnasi popma Ha3aIbLHLIA 103WPOBAHHbII
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Buinycka 26.07.2024
Batch No. / Cepusi Ne 12240751 Qty. Released / 32,320 BOT/
KoinuecTBo Boinymeno duakoHoB
Batch size / Pasmep cephu 34,722 BOT / dnakomos Mfg.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (Homep)
Inspection Lot No.v/ 040000536623 Mfg. License Date / JIuuensust Ha 30/04/2020
PerucTpaunoHHblil Homep aHaIH3a NPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmscat (1ata) 18/06/2020
. GMP Compliance certificate No. / GMP-
Market / Pritok Russia / Poccus GMP ceprudpuar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC ¢ VONOIYArALe! | \ pf Batch No / A®C cepus Ne 23425(1M-01)-
Mowmeraszona ¢ypoara monoruapar 001
Manufactured by / Nipoussoautear | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Unaus
Ne | TESTS /IIOKA3ATEJIH LIMITS / TPEROBAHUS OBSERVATIONS /
PE3YJIBTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGenoro 1o mourn Gemoro usera ot | [outn 6enoro uBeTa
NOJYTPO3pavyHON 0 HENpPO3payHOH KOHCHCTEHUMH | HEMPO3PauyHOil  KOHCHCTEHLMH

TyCTast CYCHEH3Hs.

TycTas CycheH3us.

Identification / Mnentuduxauus

a) Mometasone Furoate /
Mowmerazona 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). / BpeMst ynepxuBaHHS OCHOBHOIO MHKa
Ha  XpoMarorpaMMe HCNBITYEMOrO  pacTBopa
AOKHO COOTBETCTBOBATh BPEMEHH YACPKHBaHHUA

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
YAEPKHUBAaHUS OCHOBHOIO IMHUKA

OCHOBHOTO IHKa Ha XpOMATOrpaMMe CTaHAapTHOTO | Ha XpoMarorpamme
pacTtBopa (cMm. paznen «KonuuecTBeHHOE | MCHBLITYEMOTO pacTeopa
ONpeEneHue ). COOTBETCTBYET BPEMEHU
YAEP)KHBaHHUA OCHOBHOTO THKa
Ha XpoMarorpamme
CTaHJapTHOrO pacTBOpa.
PreparedBy / IToarorosua Checked By / Ilposepun ApproveghBy / Onobpua
Signature / oanuce /?/ (/7’_' we -
Date / llaTa %f)\oq 12624 ’\’7/7’“7 A Qﬂ'b’?]w
Name / ®HO Yogesh Kumar Mehta Atul Kumar

Kamal Kishore

Designation /
HosxHocTn

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLHM MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenareHToBaHHOE HauMeHoBaHue | MomeTa3oHa cripeil HasalbHbI 103UpoBaHHbIH 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
JeiicTBYy0LIHE BEHIECTBA 1 m03a crpes coJepkuT: AeHCTBYIOlIEE BellecTBo: MomeTasoHa (hypoara MOHOrHapatr

51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mkr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npou3BoacTBa 07/2024
Dosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Conen 10 06/2026
JlekapcTBeHHas popma Ha3aAbHBIA JO3UPOBAHHLIA
Product code / Koa npoaykra SRUO30007E040401DK Date of release / /lata Bbifiycka 26.07.2024
Batch No. / Cepus e 12240751 Qty. Released / 32,320 BOT/

KosinuecTBo BbINYRIEHO ¢ nakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mfg.License No. / Jluuensus na MNB/10/832
npou3BoACTBO (HoMep)
Inspection Lot NOL/ 040000536623 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHblii HOMep anaau3a NPOM3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
. GMP cepruduxar (nata)
: GMP Compliance certificate No. / GMP-

Market / PoiHok Russia / Poccus GMP cepTHpuKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue ADC oate MoNOyAraler |y py gageh No / A®C cepus Ne 23425(JM-01)-

Mowmerazona ¢pypoara MOHOTHMAPAT 001

Manufactured by / IIpoussoantens | Aarti Pharmalabs Limited, India/ Aapru ®apmanaGe Jlumuren, Muaus

Ne | TESTS/IIOKA3ATEJIK LIMITS / TPEBOBAHHA ' OBSERVATIONS/
PE3YJIBTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Ben3ankouns xiopua’ | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues C12 | corresponding to the retention
and Ci4 in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
HCTILITYEMOT0 PacTBOpa AOJIKHbI 06HapyxuBaThes | Cia in the chromatogram of the

MHKHY, no BpeMeHaM yaepxusanusa | standard  solution. / Ha
COOTBETCTBYIOIME MMUKAM 'OMOJIOroB OEH3AIKOHUA | XpOMaTOrpaMMe HUCIIBITYEMOTO
xnopuga Ci2 u  Ci4 Ha  Xpomarorpamme | pacTBopa 06GHapyXKHBaIOTCA
CTaHJapTHOIO pacTBopa (cm. pasfen | MHKH, no BpeMeHaM

«KonuuecTBeHHOE OonpeneneHue»). YACpXKUBaHUA
' COOTBETCTBYIOLINE NHKaM
TOMOJIOI'OB OeH3aNIKOHUA

xtopuga Co un Cu Ha
XpoMaTorpaMMe CTaHOapTHOTO

pacTBopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 10 4,90 4.639/4,639
4. | Density / IlnoTHOCTB From 0.950 to 1.050 g/cm?® / 1.010 g/cm*/ 1,010 r/em®
070,950 1o 1,050 r/em®
5. | Viscosity / Baskoctb From 30 to 130 cPs/ Ot 30 go 130 cIl3 43.3 cPs/ 43,3 cll3 |
|

Preparey By / [loarotosua Checked By / IIposepua Approved By / Onobpun
Signature / Iloanuce (%] (’_9__, % Q‘\_):_/
Date / Nata DN U ory IR 2967/ ey
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / o =
)I(e)jllf::)cl:: Officer-QA Sr. Officer-QA Deputy General Manager — QA
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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

CEPTU®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKLUHMH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHTOoBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MoMeTazoHa crupeii HasalbHbli 1031poBaHbii 50 MKkI/103a

Active Ingredients /
JeiicTBylomue seiecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 11032 cIIpes COAEpXuT: AcicTByonIee BelecTBo: MoMeTasona ¢gypoara MOHOTHAPAT

51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr

OCMOIAJIBLHOCTD

Strength / Jo3uposka - 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lata npou3BoACTBa 07/2024
?Iosage form / Metered-dvose vnasal spray i Cnpeit Date of Exp. / Conen 20 06/2026
eKapCTBEHHAA d)opma Ha3JbHBIU 103MPOBAHHBIW
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata BeinyckKa 26.07.2024
Batch No. / Cepusi Ne 12240751 Qty. Released / 32,320 BOT/
Koan4ecTBo BbINYIIEHO ¢ rnakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHoB Mfg.License No. / Jlauensus na MNB/10/832
NpOH3BOACTBO (HOMep)
Inspection Lot No:/ 040000536623 Mfg. License Date / JIuuensus ua 30/04/2020
PerucrpauuoHHbIA HOMED aHAIN3A MPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date/ 18/06/2020
GMP cepruduxat (nara)
: GMP Compliance certificate No. / GMP-
Market / Penok Russia / Poccis GMP cepTuuiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanusi roroporo SPC-CC-063688 Reference STP No./ CIIH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenopanue ADC ¢ buroate VIONOhyaralel | o py Batch No / A®C cepust Ne 23425(1M-01)-
Momerta3ora ¢pypoaTa MOHOTHApAT 001
Manufactured by / lipoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Huusa
Ne [ TESTS/IIOKA3ATEJIHA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg

Ot 250 no 350 MOcMm/kr

291 MOcM/kr

7. Net content / Macca
coaepxkumoro ¢akona

Not less than 18 g/ He menee 18 T

183g/183r

8. | Number of deliveries per
container / KosuuecTBo
103

Not less than 120 doses (discard the first pumping)
/ He Menee 120 no3 (He cuuTtas IEpBUYHYIO
MPOKaYKy)

152 doses / 152 no3

9. | Pump delivery /
Macca 103bl

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

HnauBuayanbHas Macca n03sl: ot 85 % 1o 115 %
OT TEOPETHHECKON MACChl JI03BI;

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

Cpenusisi macca 103bi: 0T 90 % no 110 % ot
TEOPETHYECKOM MacChl 103bI

Minimum / MunumyMm: 93.0%
Maximum / MakcumyMm: 106.7%
Average / Cpennee: 103.0%

PreparedBy / [loarotosua

Checked By / IIposepun

Approved By OnoGpua

Signature / lloanuce,

/8

J—

Date / Jlata A 107172611 A et /A .?'7]!0'7’(\/17%
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kisllore
Designation / Officer-QA Sr. Officer-QA

JonmxHocTh

Deputy General Manager — QA

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HaumMeHOBaHME NTPOAYKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOE HaUMeHOBaHHe | MoMeTa3oHa cripeif HasalbHbIN J03UpoBaHHbIH 50 MKr/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
JleiicTByomue BEMECTBA 1 103a crpest COAEPKUT: AeiCTRYIOLIEE BeLecTBO: MoMeTaszoHa ypoaTa MOHOTH/PAT
51,72 Mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr
Strength / To3upoBka 50 mcg/dose / 50 mkr/n03a Date of Mfg. / lata npoussoacrea__ | 07/2024
Dosage form / Metered-df)se nasal spray { Copei#t Date of Exp. / Conen 10 06/2026
JlekapcTBeHHas gopma Ha3aJ1bHbIA JO3UPOBaHHbII
Product code / Koa npoayxra SRU030007E040401 DK Date of release / Jlata Beinycka 26.07.2024
Batch No. / Cepusi Ne 12240751 Qty. Released / 32,320 BOT/
KosinuecTBO BhInyleHo ¢1akoHOB
Batch size / Pasmep cepun 34,722 BOT / dnakoHoB Mfg.License No. / Jlnuensust na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536623 Mfg. License Date / JIuuensusi va |, 30/04/2020
PerucrpaumoHHbIii HoMep aHaau3a Npou3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmkar (1aa) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP cepruduiar (1omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roToBoro SPC-CC-063688 Reference STP No./ CITH Ne
040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C uroate VIononycaralel | ApI Batch No / A®C cepus Ne 23425(0M-01)-
: Mowmeta3zoHa ypoata MOHOrMApAT 001
Manufactured by / llpoussoanteas | Aarti Pharmalabs Limited, India/ Aapru ®apmanabc Jlumuren, Hnaus
Ne | TESTS/MIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATBI
10. | Particle size / Particles < 10pum in size: Not less than 90% 100.0% / 100,0%
Pa3zmep yacTun Yacruu pasmepom < 10 MM — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
YacTuu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCYTCTBYIOT
YacTuubl pazmepoMm > 30 MKM — JTOJIXKHbBI
OTCYTCTBOBAaThb
11. | Sedimentation Stability / | Not less than 5 min / He meHee 5 MuH. Complies /
CeanMeHTaUHOHHASA CoOTBETCTBYET
YCTOHYHBOCTb
Prepared By / lloarotosua Checked By / IIposepnn Approved By / Ozo6pua
Signature / I . C
ignatur O/MHCh (ﬁ,,.——’ %Ou.v/_
Date / lara . o
it )’\\»’\\L,,L‘f\ —q [+ 2(7’0’7,'\/07"4
Name / ®HO Yogesh Kumar Mehta Atul Kumar . ‘
Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
TomrocTs Deputy General Manager — QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHuWe NPOAYKLUHH

MOMAT RINO
MOMAT PUHO

Generic name/
HenateHToBaHHOE HAMMEHOBaHME

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momera3oHa cripeit Ha3alkHbIN 103upoBaHHbIA S0 MkI/n03a

Active Ingredients /
JeiicTByommue semecTsa

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

calculated for Mometasone Furoate 50.00 mcg

| n03a cnpest CoAepkUT: JeHCTRYIOLICE BelllecTBO: MoMeTazoHa (ypoaTa MOHOTHUIpAT

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

API name / Haumenosauue AOC

Mometasone Furoate Monohydrate/
Mowmeraszona ¢pypoara MOHOTHAPAT

Strength / To3uposka 50 mcg/dose / 50 mkr/ao3a Date of Mfg. / JlaTa npousBoacTBa 07/2024
Dosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Conen 10 06/2026
JlekapcTBeHHast popma Ha3aJibHbIA A03UPOBAaHHBIHN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 26.07.2024
Batch No. / Cepus Ne 12240751 Qty. Released / 32,320 BOT/
Kosin4ecTBO BbINYLLEHO ¢iakoHOB
Batch size / Pasmep cepuu 34,722 BOT / drakoHos Mig.License No. / Jluuensus na MNB/10/832
. NPoOH3BOACTBO (HoMep)
Inspection Lot No.“/ 040000536623 Mfg. License Date / JlnueHsun na 30/04/2020
Peructpauronnbiii HoMep aHaAH32 NMpoU3BOACTBO (AaTa)
: GMP Compliance certificate Date /
202
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduar (1a1a) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruukar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenupuxkauns roroporo SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
MFM-

API Batch No / A®C cepus Ne

23425(JM-01)-
001

Manufactured by / [lpon3soaurtens

Aarti Pharmalabs Limited, India/ Aaptu ®apmanaGc Jiumuren, Uuans

Ne | TESTS/IIOKA3ATEJIM

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATHI

12. | Impurities / lIpumecu

Impurity 8 DM /
ITpumecu 8 DM

Impurity DMC /
Ipumecu DMC

Impurity D /
IIpumecu D

Any individual unspecified
impurity / EnuHU4HOM
HEeUIeHTHPULHUPOBAHHOM
pUMeCH

Total impurities /
Cymmsl npumeceit

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 %

Not Detected/ He o6HapyxeHo

Below LOQ /Huxe ITKO

0.01% /0.01%

0.02%/ 0,02%

0.12%/0,12%

Prepared By / lloarotosua

Checked By / IIposepun

Signature / Iloanuesn

[

J

Approved By / Ono6pua

fu_—

Date / 1aTa

c#
1NV \ 41

A (27N

29 Jv7/nowy

Name / ®UO

Yogesh Kumar Mehta

Atul Kumar

Kamal Kishore

Designation /
JlonmHOCTD

Officer-QA

Sr. Officer-QA

Deputy General Manager — QA
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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 T'OTOBOI'O ITPOAYKTA

Name of Product /
HaumeHoBaHHe NpoayKuuu

MOMAT RINO
MOMAT PUHO

Page 6 of 8/ C1p. 643 8

Generic name /
HenaTeHToBaHHOe HANMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomMeTa3oHa cripeit HazasbHbIH 103MpoBaHHbli 50 MKI/103a

Active Ingredients /
JeiicTBylomue BeecTBA

1 dose of the spray contains: Active ingredient: Mometasone
calculated for Mometasone Furoate 50.00 mcg

1 noza cripess coAepKUT: AeHCTBYIOLLEE BElECTBO: MoMeTa3ona (ypoara MoHOruapar

51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 Mkr

Furoate Monohydrate 51.72 mcg as

Strength / lo3uposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npoussonctea | 07/2024
Dosage form / Metered-d?se nasal spray { Crpeit Date of Exp. / Fonen 20 06/2026
JlekapcTBeHHas dopma Ha3a/IbHbIH 103MPOBAHHBIN
Product code / Koa npoaykra SRUQ30007E040401 DK Date of release / /lata Boinycka 26.07.2024
Batch No. / Cepus Ne 12240751 Qty. Released / 32,320 BOT/
Koan4ecTBo BbINYLEHO ¢nakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakoHoB Mfg.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536623 Mfg. License Date / Jlunen3un Ha 30/04/2020
PerucTtpauyoHHEBlil HOMeEp aHaIH3a NMpoU3BOACTBO (1aTa)
Package size / ¥ nakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aata)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepTaukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rotoBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ne Furoatc Monony«ratel | s pr Batch No / A®C cepus Ne 23425(]M-01)-
MowmeTtasona ¢ypoara MOHOTHIpAT 001
Manufactured by / IIpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumuren, Muaua
Ne | TESTS/IHIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATbDI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpennsis
JocTaBJisieMasi 103a M
OJHOPOJHOCTH
A0CTaBJIsieMOl A03b1

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 u3 20 103 (10 HavanbHbix 103 ¥ 10 KOHEYHBIX 103)
MOTYT HMETh OTKJIOHEHHE OT CPEIHero 3HaueHus Oolnee ueM
+20%, ¥ HM OZHa 0034 HE JODKHA MMCTh OTKJIOHEHHE OT
cpeiHero 3HadeHus Gonee uyeM 25 %. CpelHee 3HAYEHHE HE
JOIKHO NPEBLIMATh = 15 % OT 3a8BIEHHOTO.

Ecau ot 3 g0 6 103 uMeloT oTKIoOHEHW Gonee ueM = 20 %, HO
MeHee ueM £ 25 %, To UCTIHITEBAIOT cneaytomye 20 (hrakoHOB.
He 6onee 6 u3 60 no3 MOryT HMeTh OTKJIOHEHHUE OT CPEIHErO
3HaucHUs Honee ueM = 20 %, n HH OJHA 71032 HE JO/DKHA KMETh
OTKJIOHEHHE OT CPEIHEro 3HaueHus fonee ueM + 25 %. Cpennee
3HAYEHHUE KAKIOTO ONPEIETEHHS He IOJDKHO NpeBbiluaTh £ 15 %
OT 32ABJICHHOTO.

Beg / Hauano:

Minimum / Munumym: 95.8%
Maximum / MakcumyM:103.1%
Mean / Cpennee:100.0%

END / Konen:

Minimum / MunumymMm: 96.8%
Maximum / MakcumyMm:102.1%
Mean / Cpennee: 100.0%

Preparg@y / IloaroToBHA Checked By / IIposepua Approved By / Ono6pua
Signature / Iloanuce / % (‘)”’ J
Date / laTta XN \a \ ’LOLL\ 7o ] ba f)ThQ ’W
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishorel
Designation / Officer-QA

JIoJIKHOCTD

Sr. Officer-QA

Deputy General Manager — QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOI'O INPOAYKTA
Page 7of 8/ Crp. 7u3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKLHU MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenartenroBanHoe HauMenoBanue | MowmerasoHa cripeil HasanbHbIM 103MpoBaHHbIH 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-
JeiicTayiolnne BemecTsa 1 n03a cnpes conepxuT: aeiicTByroliee BeuiecTBO: MoMerazona Gypoara MOHOTHIPAT
51,72 mkr B niepecyete Ha MomerasoHa ¢ypoat 50,00 Mkr
Strength / lo3upoBka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / laTa npou3soacTaa 07/2024
Dosage form / Metered-dvo_se nasal spray i Cripeit Date of Exp. / Fonen 10 06/2026
JlekapcTBeHHas popma . Ha3aJILHBIA JI03UPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Buimycka 26.07.2024
Batch No. / Cepusi Ne 12240751 Qty. Released / 32,320 BOT/
Ko/14ecTBO BbINYILEHO durakoHoB
Batch size / Pasmep cepun 34,722 BOT / hraxonos Mfg.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000536623 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauvoHHbIi HOMep aHaIW3a MPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | g/,670
GMP ceprudukar (aata)
, : GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP cepTuduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosatue ADC ¢ Furoate VIONonyaralel | , py Batch No / ADC cepus Ne 23425(JM-01)-
. Momertazona ¢ypoara MOHOrHIpaT 001
Manufactured by / lIpoussoanrens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6be Jlumurten, Muaud
Ne | TESTS/IMOKA3ATEJIU LIMITS / TPEBOBAHHUA OBSERVATIONS /
’ PE3YJIBTATBI
14 | Microbiological Purity / MukpoGuosioruyeckas YucToTa i
Total acrobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Odmee uncno Gonee 102 KOE B | M npenapara Menee 10 KOE/mn ‘
a3po6HBIX ‘
MHKPOOPraHU3MOB |
Total yeast and moulds Not more than 10! ¢fu per 1 mi of the product / He | Less than 10 cfu/ml/
count / Oburee yucno 6onee 10' KOE B 1 Mx npenapara Menee 10 KOE/Mn ‘
IPOXCKEBBIX U IJIECHEBbIX :
rpuboB
Pseudomonas aeruginosa Absence per 1 m] of the product / Otcyrcreue B 1 Absent / OtcyTcTBYET |
MJI Openapara
Staphylococcus aureus Absence per 1 ml of the product / OtcytcTBue B 1 Absent / OTcyTcTBYET
MJ1 fpenapara
15. | Assay / KonnuecTBeHHOe onpenesieHHe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.3% /101,3%
Mowmerazona ¢pypoat 85,0 % 1o 115,0 % ot 3asBJICHHOTO COAep)KaHus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 92.1% 92,7%
benzankoHus xnopus 80,0 % 1o 120,0 % oT 3a8BIECHHOTO COAEPXAHUSA
Prepare;i’ay / HoaroTtoBua Checked By / Ilposepua Approved By [ OnoGpua
Signature / Iloanucs /()/ (-7——4 '
-2 g
bate/ Maa AITRIVEY ALl 291 67]nory
Name / D110 Yogesh Kumar Mehta Atul Kumar .
Kamal Kishore
Designation / Officer-QA Sr. Officer-QA
JOAAHOCTS Deputy General Manager — QA
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CEPTUO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 8 of 8 /Crp. 8 u3 8

Name of Product/ MOMAT RINO
HaumeHoBaHue NpoaAyKUUH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenartenroBanHoe HauMeHoBaHne | MowmerasoHa cnipeli HazalbHBIH 1031poBaHHbIH 50 MxI/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
JeitcTByoire BewecTBa 1 noza cripes coaepxut: AelCTRYIOLIEE BelecTBo: MoMerasona gypoara MoHOruapar
51,72 mxkr B nepecuetre Ha Momeraszona gypoat 50,00 Mkr
Strength / Jo3upoBka 50 meg/dose / 50 mxr/xo3a Date of Mfg. / lata npousBoactea | 07/2024
Dosage form / Metered-df)se nasal spray {Cnpeﬁ Date of Exp. / Fozen 20 06/2026
JlexapcTBennas gopma Ha3aJbHbIA 103HPOBAHHBIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / /Iata Boinycka 26.07.2024
Batch No. / Cepusi Ne 12240751 Qty. Released / 32,320 BOT/
Ko/iH4eCcTBO BbINYHIEHO (hI1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ iakonos Mig.License No. / Jluuesus na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000536623 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaumnonHblii HOMep aHaJau3a NPOU3BOACTBO (1aTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata) )
: ‘ GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepn‘: buKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenupukauus roToBoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ : MFM-
API name / HaumenoBaune AOC API Batch No / A®C cepun Ne 23425(JM-01)-
_ MowmeTaszoHa pypoara MOHOTHAPAT 001
Manufactured by / IIpoussoautean | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jlumuren, Mnams
Ne [ TESTS/ITOKA3ATEJIU LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJBbTATDI
16. | Package Size / YnakoBka 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 nmo3 cycneHsud Bo ¢iakoHe U3 MOJM3TWIEHA BHLICOKOM TUIOTHOCTH ¢
JO3MPYIOILMM YCTPOMCTBOM M KOJINAYyKOM M3 MOJMATHACHA BeICOKOH mnoTHocTH. Ilo 1
(u1aKoHy BMeCTe ¢ MHCTPYKLMEH 10 MeJUMUMHCKOMY NPUMEHEHHIO B NAYKe KAPTOHHOM.

Any deviation/Incident/QOOS: Non-applicable
OtknoHeHus/Heco0TBeTcTBUA/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. JIIT-Ne(001710)-(PI'-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.”

3aKil04eHde O COOTBETCTBHH: HACTOSIIMM MOATBEPXKAAKO, 4YTO TMpEeACTABICHHAs BhllC MHPOPMALMA SBJISETCS
HOCTOBEpHOH W TouHOM. JlaHHas cepusi Obuia mpousBeneHa (BKIOYAs YNakoBKY/MapKHPOBKY M KOHTPOJb KauecTBa) Ha
YKa3aHHOW BhIINE NPOW3BOACTBEHHOH TJOW@IKe B IIOJHOM COOTBETCTBHMH ¢ Tpebopanuamu Hannexanei
[TpouzBoacTeerHol [IpakTuku (GMP) NOKanbHBIX PErYNATOPHBIX OPraHOB M TpeOOBaHUAMH HOPMAaTHBHOM JOKYMEHTALHUH
JHI-Ne(001710)-(PI'-RU)-230123 ans peinka Poccun M yTBepxkaeHHO# cneuudukanueit Ne SPC-CC-063688. IIpoTokobl
NPOM3BOJCTRA, YNAKOBKH U MOKA3aTeNI KauecTBa JaHHOW cepuH ObIJIM MPOaHAIM3HPOBAHEI M CIACIAHO 3aKIFOYSHHEe, YTO OHH
cooTBeTCTBYIOT TpeboBanuaM Hamnexaueii [IpousBoacreenHoii [Ipaktuku (GMP).

Prepa;e'q By / IloarotoBun Checked By / [Iposepua Approved By [ Oxo6pua
Signature / IToanucs /«2} ‘/j—-——— b
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