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Name of Product / MOMAT RINO
HanmenoBanue npoaykuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenroBanHoe HaumMeHoBaH e Moaerazona cnpeit HasalLHBIA Ko3upoBanybIi 50 MK/ 03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
Jeficrylommne Bemecrsa | nosa cnpes coaepxuT: AclicTBYIOLICE BelecTBO: MomeTaszoHa (ypoaTa MOHOIMIPAT
51,72 Mkr B niepecuere Ha Momerasona dgrypoar 50,00 mxr
Strength / To3uposka 50 meg/dose / 50 mxr/posa Date of Mfg. / lata npoussoacrsa 02/2024
Dosage form / Metered-dose nasal spray / Cripeit .
ﬂeKangTBeH“aﬂ bopma e ﬂompom‘il“im P Date of Exp. / T'ogtent 10 01/2026
Product code / Koa npoayxra SRUO30007E040401DK Date of release / lata Bbinycka 23.02.2024
Batch No. / Cepus Ne 12240152 Qty. Released / 32,000 BOT/
KoJinuecTBO BoINyIIEHO (p1akoHOB
Batch size / Pasmep cepuu 34,722 BOT/ nakomos Mig.License No. / Jluuensus ua MNB/10/832
Npou3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000510391 Mfg. License Date / Jluuensus ua 30/04/2020
Perucrpannonnsiii Homep anaausa NPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Puino Russia/ Poccus GMP cepTlEquaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundnkanust rotoBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Mowmerasona dypoar or API Batch No / A®C cepust Ne 23411(JM-01)-
ypoaTta MOHOIHApAT 001
Manufactured by / Ipoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Munus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJbTATHI
1. | Description / Onucaunne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or ©Gemoro go nourd Geigoro neera ot | Ilouru 6estoro uBeTa
HOJIyNPO3payHOM IO HEMPO3PauHOil KOHCHCTEHIMH | HEMpO3payHoH  KOHCHCTEHIH
rycrasi CyCleH3usl. rycrasi CYCIEH3HUs.
2. | Identification / UpenTudunkanus
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
Momerasona ¢ypoar chromatogram of sample preparation should | peak in the chromatogram of
corresponds to the retention time of the main peak | sample preparation corresponds
in the chromatogram of standard preparation (refer | to the retention time of the main
to Assay). / Bpems ynep>xuBaHUS OCHOBHOTO mika | peak in the chromatogram of
Ha  XpomaTtorpamMMme  HCHObITYemMOro pactsopa | standard preparation / Bpems
JOMKHO COOTBETCTBOBATHL BPEMEHM YJEPIKUBAHUA | YASPKUBAHUS OCHOBHOTO IIMKa
OCHOBHOI'O IIMKA Ha XpOMAaTorpaMMe.CTaHAApTHOTO | Ha XpoMaTorpamMmme
pactBopa  (cM. ) «KOAWYECTBEHHOE | MCTIBITYEMOrO pacTBopa
OTpECTIEHUEY ). COOTBETCTBYET BPEMEHU
YACPXKHMBAHUA OCHOBHOIO TIHKA
Ha XpoMarorpamme
CTAHAAPTHOrO pacTBopa.
e 11
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Eiﬁ?{?}ts:: / Officer-QA Officer-QA Sr. 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 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOTI'O ITPOJYKTA

Page 2 0of8/Crp.2u3 8

Name of Product/
HaumeHoBanne npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHTOBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MonmeTtasoHa cripeit HasanbHbI A03UpoBauHLIi 50 MK/ 1034

Active Ingredients /
HeficTBylomne Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg
1 1032 cripest conepXUT: JeHCTRYIOIIEE BEelEeCcTBO: MoMeTa
51,72 mxr B nepecuere Ha Momerasoua ¢ypoar 50,00 Mxr

30Ha Qypoara MOHOTHAPAT

Strength / Jlo3upoka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrsa 02/2024
Dosage form / Mftlered—dvose 'nasal spray f Crnpeii Date of Exp. / Fozen 10 01/2026
JlexaperBeHnas dopma Ha3aIbHBIA 103UPOBAHHLIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / laTa Bbinycka 23.02.2024
Batch No. / Cepus Ne 12240152 Qty. Released / 32,000 BOT/
Koauuecrso BbINYIEHO (l)JIaKOHOB
Batch size / Pasmep cepun 34,722 BOT / pnakoton Mig.License No. / Jluuensus na MNB/10/832
MPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510391 Mfg. License Date / JIuuenszns na 30/04/2020
PerucTpauuonnslii Homep aHau3a NpoM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Pocens GMP cepTlE:q)mcaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC M - . | API Batch No / A®C cepus Ne 23411(JM-01)-
OMeTa30Ha (hypoara MOHOTUPAT 001
Manufactured by / Tlpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Muaus
Ne | TESTS/HHOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ benszankonud xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy, | corresponding to the retention
and Cyu in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci; and
UCTILITYEMOIO pacTBOpa NOJKHeI oOHapyxuBaTbes | Cis in the chromatogram of the
MTUKH, o BpeMEHaM yaepxusanua | standard  solution. / Ha
COOTBETCTBYIOUIVE MMMKAM TOMOAOrOB OEH3AIKOHUS | XpOMAaTOrpaMMe  UCHLITYEMOro
xaopuga  Ciz u Ciy  Ha  XpoMaTorpamme | pacTBopa 00OHapyXHBalOTCA
CTaHAAPTHOTO pacTBopa (cm. - -pazpen | nukwy, no BpEMeHaM
«KommuecTeeHHOE onpeneneruen), i T Ly YASPKUBAHMS
COOTBETCTBYHOILME MHKaM
| romonoros OeH3ankoHUA
XﬂOpHIla C]z U C14 Ha
. A XpoMaTorpaMme CTaHAapTHOTO
/e ? |;pacTBopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 104,90 4.66 /4,66
4. | Density / IlnoTHoCTE From 0.950 to 1.050 g/em®/ /4 » 1.013 g/cm®/ 1,013 r/cm?
Ot 0,950 go 1,050 r/em? b
5. | Viscosity / Bsazkocts From 30 to 130 cPs/ Ot 30 no 130 cll3 49.9 cPs/49.9 cIl3
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Name of Product/ MOMAT RINO
HaumenoBanue npogyxuum MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HAUMEHOBAHHE Monmerasona cipeit nazaabibiil nosuposaHHsiil 50 Mxr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTBylomue seulecTsa 1 j103a cnipes cozepxur: aeicryloliee semecTso: MoMerazona dypoara MOHOTHAPAT
51,72 mxr B nepecuere na Momerasoua Qypoat 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mir/nosa Date of Mfg. / lata npoussoncrea 02/2024
Dosage form / I\/’I'etel ed—df)sc 'nasal %px ay / Crpeit Date of Exp. / Toen 10 012026
JlekapeTBennas gopma HA3ALHBIH 103MPOBAHHbIH
‘Product code / Kox npoayxra SRUO030007E040401 DK Date of release / Jlata Boinycka 23.02.2024
Batch No. / Cepust Ne 12240152 Qty. Released / 32,000 BOT /
Koaunvecrso Bbinyuieno (akoHoB
Batch size / Pa3mep cepun 34,722 BOT / ¢naxoHos Mig.License No. / Jluueusus ua MNB/10/832
NPOU3IBOACTBO (HOMeED)
Inspection Lot No.“/ 040000510391 Mfg. License Date / Jluuensusn na 30/04/2020
PerucTpaunonnbiii HOMeEp aHaJM3a Npou3BOACTBO (AaTA)
Package size / YnakoBka 120 Doses / 120 ao03 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aata)
: GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccus GMP CepTl!l)d)l/lKaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxanus roroBoro SPC-CC-063688 Reference STP No. / CTIA Ne 2)40944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC M ) API Batch No / A®C cepust Ne 23411(JM-01)-
omerazona Gypoara MOHOTHAPAT 001

Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumures, Waus

Ne | TESTS/NIOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATIONS /
PE3YJbTATbI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMONsILHOCTD Ot 250 no 350 MOcm/kr 292 mOcm/kr
7. | Net content / Macca Not less than 18 g/ He menee 18 r 183g/183r

coaep:xkumoro ¢guiakoHa

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 172 doses / 172 no3

container / Kosnuectno / He menee 120 103 (He cuutas NEpBUYHYIO
03 MIPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 98.7%
Macca no3bl theoretical dose mass / Maximum / Makcumym:109.6%

HupuBunyansHas Macca 103bt: oT 85 % 10 115 % Average / Cpennee: 104.5%
OT TEOPETHUYECKOH MacChl 1035l £

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

Cpennss macca no3bi: o1 90 % o 110 % ot
TEOPETUYECKOH Macchl 10351

‘ {
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Name of Product / MOMAT RINO
HaumenoBaHue npoaykuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTenToBaHHOe HAMMeHOBAHUE MowmeTasona cipeil HasaabHBIH 103upoBanHbii 50 MKr/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByloiune Bemecrsa 1 no3a cnpes coneput: AelcTByIOmEe BELECTBO: MoMerazona dypoaTta MOHOTHIEPAT
51,72 mkr B nepecuere Ha Momeraszona dgypoar 50,00 mkr
Strength / Jlosuposka 50 mcg/dose / 50 Mxr/noza Date of Mfg. / Jlata npoussoactsa 02/2024
Dosage form / Mf:tered-dvose 'nasal spray (’ancu Date of Exp. / Tonet 10 01/2026
Jlekapcrsennas gopma Ha3aJIbHLIA J103UPOBAHHbIH
Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Boinycka 23.02.2024
Batch No. / Cepus Ne 12240152 Qty. Released / 32,000 BOT/
KoJsiuecTBo BbINyieHo ({nakonon
Batch size / Pasmep cepun 34,722 BOT / paakonos Mig.License No. / Jluuensus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510391 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHblii HOMep aHAIU3A NPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / GMP-
Market / Pbinok Russia / Poccust GMP cepruurar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundgukanns rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / HaumeHoBanue A®C Y API Batch No / ADC cepusi Ne 23411(JM-01)-
MowmeTtazoHa (pypoara MOHOIMAPAT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unmms
Ne | TESTS/IIOKA3ATEJIHA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3smep wacTun Yacrun pasmepom < 10 mxm — He MeHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacun pasmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent Absent / OtcyrerBytoT
YacTHIbL pazMepoM > 30 MKM — J0J/KHBI
OTCYTCTBOBaTh
11. | Sedimentation Stability / Not less than 5 min / He mMenee 5 mun. Complies /
CeaumeHTallMOHHAS CooTBeTCTBYET
YCTONYNBOCTDL
{
Prepared By / Iloarorosus Checked By / Ilposepuan Approx}gd By / Ono6pua
ignature / Il ~
Signature / Iloanuck ( /‘Lj | s
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Name of Product/ MOMAT RINO
HaumeHnoBaHue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenToBaHHoe HaumMeHOBaHue MomeTasona Crpeii HasaapHbIH J03MpoBalHbIi 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 meg
JeficTByomue Betecrsa 1 1032 cnipes conepxut: ACHCTBYIOLIEE BelecTBO: MoMeTazona (ypoara MOHOHIPAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mxr
Strength / lozuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / llata npoussojacrsa 02/2024
Dosage form / N,ICTCI ed-df)se ?msal spray { Crpeti Date of Exp. / Fozen 0 01/2026
JlexapcTeenHas opma Ha3aNbHBLIA H03WPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 23.02.2024
Batch No. / Cepust No 12240152 Qty. Released / 32,000 BOT/
KonnuecTBo BoinyieHo (daxoHos
Batch size / Pasmep cepuu 34,722 BOT / dmaxonos Mfg.License No. / Juuensns na MNB/10/832
NPOU3BOACTBO (HOMEp)
Inspection Lot NO'.,/ 040000510391 Mfg. License Date / Jlunensus na 30/04/2020
PerucrpaunoHHbIil HOMep aHajiu3a NPOU3BOACTBO (NaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (zarta)
: GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP cepTlfd)mcaT (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennduxauust rorosoro SPC-CC-063688 Reference STP No. / CTIU Ne 2)40944 ‘
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Hanmenosanue AOC M API Batch No / A®C cepus Ne 23411(JM-01)-
oMeTa3oHa Qypoara MOHOTHIApPAT 001

Manufactured by / Ilpoussonuteas | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jluvuren, Unaus

Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIbTATHI
12. | Impurities / Ilpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obHapyxeno
[Tpumecu § DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe I1KO
Ipumecu DMC
. Not more than 0.20 % / He Gonee 0,20 % 0.01% /0.01%
Impurity D/
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.03%/ 0,03%

impurity / Equnuunoii
HEeUICHTUOHIMPOBAHHO K’
TIpUMeECH

Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.14%/0,14% .
CyMmsbl IpuMecei :

Prepared By / [loaroTosun Checked By / IIposepna Approv{td By / Ono6pun
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Name of Product / MOMAT RINO
Haumenosanne npoayxuun MOMAT PUMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenateHToBaHHOe HANMEHOBAHHE MowmerasoHa cripeii Ha3aabHbIN J03UpoBanubil 50 Mxr/no3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByiomue Beiuecrsa 1 nosa cipest conepxut: AckeTsylomee BemecTso: Momerasona ¢ypoara MOHOTHApaT
51,72 mxr B niepecyere Ha Mowmeraszona ¢gypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxi/io3a Date of Mfg. / lata npoussoacrsa 02/2024
Dosage form / Metered-dvose f}asal spray f Chpeii Date of Exp. / Fosen 10 01/2026
JlexapcTBenHas popma Ha3aIbHBIA T03HPOBAHHbII
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 23.02.2024
Batch No. / Cepust Ne 12240152 Qty. Released / 32,000 BOT/
Koauuectso Boinyuieno (nakoHoB
Batch size / Pasmep cepun 34,722 BOT / daxonon Mifg.License No. / Jluuensus na MNB/10/832
NpOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510391 Mfg. License Date / Jlunensus na 30/04/2020
PerncTpanyoHnbiii HOMep aHaau3a NPON3BOACTBO (AaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
i GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukanus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MITM-
API name / HaumenoBanue A®C : . API Batch No / A®C cepusn Ne 23411(JM-01)-
Mowmeraszona gypoara MoHOTMApaT 001
Manufactured by / Ilponssoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuten, Unnus
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATDI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauano:

: : from 10 vials) can deviate more than £ 20% from the average s . 0
and Uniformity of value and not any dose can deviate more than + 25% from the Minimum / Munumyn: 95.8%

Delivered Dose / Cpexnsist average value. The mean should not exceed + 15 % of label Maximum / Marxcumym:105.7%
AocTaBjisemMasi 103a 1 claim Mean / Cpenanee:100.0%
OIHOPOAHOCTD 12f5 3/ to 6 dose!s dcz\gatg ‘more than = 20% but not more than £
o o, test another 20 vials.
NOCTABASEMOH 103b1 Not more than 6 of 60 doses can deviate more than =20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed + 15 % of label claim. END / Kounew:
He Gonee 2 u3 20 103 (10 HauanbHeiX 103 H 10 KOHEUHBIX [103) Minimum / MmmmyM: 96.5%
MOTYT MMETh OTKJIOHEHHE OT CpeiHero 3Hauenus Gosee uem . . o
+20%, u HH OHA 1033 He NOMKHA HMeTb oTknowenne ot | Maximum/Makcumym:104.0%
cpeaHero 3Hauenus Gosee uem + 25 %. Cpennee suauenne ne | Mean / Cpennee: 100.0%
JOJBKHO Npebiuath £ 15 % 0T 3asBAeHHOTO. )
Ecau 0T 3 1o 6 103 UMEIOT OTKAOHEHHs Gonee Yem = 20 %, HO
MeHee yeM = 25 %, TO UCHBITHBAIOT cieAyiomue 20 (rakoHoB.
He Gonee 6 u3 60 103 MOTYT MMETh OTKJIOHEHHE OT CPEAHErO
3Hauenus OGonee yeM £ 20 %, U HY 0AHA A03a HE J0JDKHA HMETh
OTKAOHEHUE OT CPEAHEro 3HaueHua donee yeM + 25 %. Cpeanee
3HAYEHHE KOKIOI0 ONPEAeneHts He BOMKHO NpeBhimars + 15 %

OT 3asABJIEHHOTO.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUOHUKAT AHAJIN3A TOTOBOTI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaumenoBanue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTeHToBaHHOE HANMEHOBaHHE MowmeTasoHa crpeil HazalbHbBIN A03MpoBalHbIH 50 MKI/A032a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTayrowmue BeutecTsa 1 1032 cripest coaeput: AeicTRYIOmEe BemecTBo: MoMeTasona Qypoata MOHOTHAPAT
51,72 Mkr B nepecyere Ha Momeraszona ¢ypoar 50,00 Mkr
Strength / lo3uposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrsa 02/2024
Dosage form / Mfztel'ed—du()se 'nasal spray / Cnpeii Date of Exp. / Tozen 10 01/2026
JlexapcrBeHnast dopma Ha3AILHBIH J03UPOBAHHBIN
Product code / Kog npoaykra SRU030007E040401DK. Date of release / lata Boinycka 23.02.2024
Batch No. / Cepust Ne 12240152 Qty. Released / 32,000 BOT/
KoJsuecTBo BhinymeHo (ilakonos
Batch size / Pasmep cepun 34,722 BOT / ¢makoHoB Mig.License No. / Jiuuensus na MNB/10/832
NPON3BOACTBO (HOMep)
Inspection Lot NOL/ 040000510391 Mfg. License Date / Jluuensust na 30/04/2020
PerucrpaunoHuslii HOMep anaan3a NpousBOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinoi Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crentndukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne '
040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC API Batch No / A®DC cepus Ne 23411(JM-01)-
MowmerasoHa Qypoara MOHOPHIPAT 001
Manufactured by / I1poussoaurens | Aarti Pharmalabs Limited, India/ Aaprn ®apmanabe Jumuren, Uaans
Ne | TESTS/NNOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbBTATDI
14 | Microbiological Purity / MukpoGuosioruyeckas Y4cToTa
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Ob61ee uuco Gonee 102 KOE B 1 mn npenapara Menee 10 KOE/mn
a9pOOHBIX
MHUKPOOPTaHU3MOR
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obuiee uncno Gonee 10' KOE B 1 M nnpenapaTa Menee 10 KOE/mn
JPOJKEBBIX M NIIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTaue B 1 Absent / OrcyrcTByeT
MJI IIpenapara
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcteue B 1 Absent / OtcytcTyer
MII npenapara
15. | Assay / KonnyecTBeHHOe onpeneeHne e
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.9% / 101,9%*
Mowmetazona dypoat 85,0 % 10 115,0 % ot 3asiBIEHHOTO CONEpKaHuUs g A
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 94.4% 94,4% i)
benzankonus xynopun 80,0 % 1o 120,0 % oT 3adBJNIEHHOTO COAEPKaHus e ) A
[
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product/ MOMAT RINO
Haumenosanue npoaykunu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToOBaHHOE HAUMEHOBAHUE Mowmerazona cripeif HazaabHbIH Jo3upoBanibii 50 Mxr/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByrolte BeiecTBa 1 1034 cnipes coaepxuT: AefcTByloNee BelectBo: Mometasona (ypoara MOHOrHapaT
51,72 mkr B niepecyere Ha Momerasona dypoar 50,00 mxr
Strength / Jo3uposxa 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacTea 02/2024
Dosage form / Iv(lelered—dvose flasal spray f Crpeii Date of Exp. / Fogen 20 01/2026
Jlekapcraennasi popma Ha3aJIbHbIHA J03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / laTta Boinycka 23.02.2024
Batch No. / Cepust Ne 12240152 Qty. Released / 32,000 BOT/
KosinyectTBo BoINylEeHo (hrakoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢paxoHos Mig.License No. / Jluuensus na MNB/10/832
npou3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000510391 Mig. License Date / JInuensus na 30/04/2020
PerncrpaunoHHbIil HOMep aHAIN3A NPOM3BOACTBO (AaTa)
Package size / Ynakosia 120 Doses / 120 103 GMP Compliance certificate Date /| | g/,¢5
GMP ceprudukar (aata)
: GMP Compliance certificate No. / GMP-
Market / Poivox Russia / Poccns GMP cepn?(pmca'r (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM.-
API name / HanmenoBanne A®C M _ | API Batch No / A®C cepus Ne 23411(JM-01)-
oMeTazoHa (pypoaTta MOHOIHApAT 001
Manufactured by / llpoussoautens | Aarti Pharmalabs Limited, India/ Aaprn ®apmanabe Jinmuren, Unaas
Ne | TESTS /HOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS/
PE3YJIBTATBI
16. | Package Size / Ynakoka | 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 cycned3uu BO (UIAKOHE W3 MNOJMITUICHA BBLICOKOM MJIOTHOCTH C
JO3UPYIOIMM YCTPOHCTBOM M KOJIIAYKOM M3 MOJNMITHIIEHA BhICOkoi niuoTHocrH: Tlo 1
(1akoHy BMeCTe ¢ MHHCTPYKLMEH 110 MEAMUMHCKOMY IPHMEHEHHIO B MAYKe KAPTOHHOM."

Any deviation/Incident/OOS: Non-applicable
OtknoneHnsi/HecooTBeTcTBHSI/OOC: He NpUMEHUMO

- 0 d Jor 7’1,, “\
of product has

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This ba
been manufactured including packaging and quality control at the abovementioned site in full complianc
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PT-RU) dt
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch “processi
packaging and analysis reviewed and found to be in compliance with GMP.”

3akiiloueHHe 0 COOTBETCTBMH: HACTOSAIUMM NOATBEPXKAAIO, YTO IIPCACTABNICHHas Bblue wuHdopMaUus SABJISETCS
nocToBepHO#t n ToYHOH. [JlaHHas cepus Opula mpousBeieHa (BKIIOUAs YNakoBKY/MapKMPOBKY M KOHTPOJb KAauecTBa) Ha
YKa3aHHOM  BBIIE NPOM3BOACTBEHHOH IIOWAJAKE B JIOJHOM COOTBETCTBUM ¢ TpeGopauusamu Hauexawiei
Hpouseoncreennoii Ilpaktuxu (GMP) nOKanbHBIX PETYJIATOPHBIX OPraHOB M TPEOOBAHUSIMY HOPMATHBHON AOKYMEHTALHUH
JII-Ne(001710)~(PI-RU) ot 23.01.2023 nna puiHka Poccuu u yTBepxaeHHOW crewudukanueii Ne SPC-CC-063688.
IIpoToKO/bl TIPOM3BONCTRA, YMAKOBKM M TIOKA3aTeNIM KayecTBa JNAHHOM cepuu ObUIM MPOAHANU3UPOBAHLI M CHENAHO
3aKJIIOYEHHE, YTO OHU COOTBETCTBYIOT TpeboBaHusM Hamnexameit [poussoacreentoit Ipakruku (GMP).
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