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CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOJIYKTA
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Name of Product/
HaumeHosanue npoayxuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenroBannoe HaumeHoBaHue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cripel naszanbHbii 103UpOBaHHbI 50 MKT/103a

Active Ingredients /
Heficryiomne semecrra

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

calculated for Mometasone Furoate 50.00 meg

VAo cipest COACPIHT: AeHcTRYIONEE BetiecTno: MoMeTasola (ypoara MOHOIIPaT

51,72 mxr R nepecuere va Mometazona dypoar 50,00 mir
P

Strength / Jloaupogka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / Metered-dosc nasal spray / Cripei / o
Jlexapersennas popma HA341bHbBIA JO3UPOBAHHBIH Pate of Exp. / Tonen no 112025
Product code / Koa npoayira SRUO30007E040401DIK Date of release / JlaTa soinycka 20.12.2023
, , - : Qty, Released / 32480 B3O/
B"Ml No. / Cepu Ne P22 KonuuectTno Beinyuieny (haakorion
. ) Mfg.License No. / Jiunensus na
Batch size / Pasmep cepun 34,722 BOT / ¢naxounon MNB/10/832
NPOH3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000499197 Mfg. License Date / Jluuensus Ha 30/04/2020
PerncTpaunoHHeiii HoMep ananauza HPOUIBOACTRO (1aTAa)
Package size / Ynaxonka 120 Doses / 120 noa GMP Compliance cgrtlflpatc Datc/ 1R06/2020
GMP ceprudurar (aata)
y . GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne 64094;‘
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C N ) Y ) API Batch No / ADC cepusi Ne 23411(IM-01)-
Mowmerasona dypoara monoruapar 001
Manufactured by / Ilponssoauresns, | Aarti Industries Limited, India/ Aaprtn Hunactpus Jlumuren, Unnus ,
Ne | TESTS /ITIOKA3ZATEJIU LIMITS / TPEBOBAH U OBSERVATIONS /
PE3VJIBTATBI ]
1. | Description / Onucanune White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Ot Gemoro npo mourm 6Gemoro usera ot | INoutu denoro uBeTa
NOJYIPO3payHON 10 HENPO3PauHOH KOHCHCTEHUMN | HEMPO3payHOll  KOHCHCTEHIUM

rycras CyCrieH3Hs.

IyCTasi CyCleH3Us.

2. Identification / UaenTnduxanus

a) Mometasone Furoate /
Mowmerasona gpypoar

The retention time of the main pcak 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). / BpeMmst ynepxuBaHus OCHOBHOTO IHKa
Ha  XpOMArorpamMe  MCIILITYEMOr0  pacTBopa
HOJDKHO COOTBETCTBOBATL BPEMEHH YAEPKMBAHUS

OCHOBHOTO 1IMKa Ha XPOMATOIPaMMC CTaHIapTHOTO
pactBopa (oM.  pasmen  «KosnudecreeHHoe
OTIpesieSICHHEY ).

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 OCHOBHOIO MMKa
Ha XpoMarorpaMmme
HCTILITYEMOTO pacTBopa
COOTBETCTBYET BpPEMEHH
YIOEPXUBAHUA OCHOBHOTO THKa
Ha XpoMaTorpaMme
CTaHIAPTHOTO pacTBOpa.
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Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
Henatenrosannoe HaumeHoBanue

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowerasona cipeit Ha3aIbHBIN J03MpoBanELI 50 MK/ 1034

Active Ingredients /
JeiicTByoine Betecrsa

I dosc of the spray contains: Active ingredient: Mometasone Furaate Monohydrate 51.72 mcg as

caleulated for Mometasone Furoate 50.00 mcg

1 nosa Cpest COACPKMT: ﬂCﬁCTBleII!CC BENIECTBO: MoMeTa3z0Ha (l)ypoaTa MOHOruapar

51,72 mxr B mepecuere Ha Momerasona dypoar 50,00 mkr

Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoactsa 12/2023
Dosage form / M?fered-dvose ’nasal spray { Cripeit Date of Exp. / F'oen 10 112025
Jleka PCTBEHHAas (popma Ha3JILHLIM AO3UPOBABHLIA -
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata seinycka 20.12.2023
Bateh No. / Cepun Ne 12231175 Qty. Released / 32,480 BOT/
Koanuecrso BLHIYUICHO d)ﬂaKOHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢naxonos Mig.License No. / Jluuensus ua MNB/10/832
Npou3BoAcTBO (HOMep)
Inspection Lot NOL/ 040000499197 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunontslii Homep anaausa NPOU3BOACTBO (1aTa)
Package size / ¥ nakoBka 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peimox Russia/Pocens GMP ceprgcpuxar (11omep) 01556/20/IN
Reference Specification No. / ‘ STP-CC-
Cneunduxauust rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Monera: - - API Batch No / A®C cepusi Ne 2341 1(IM-01)-
oMeTasoHa ypoaTa MOHOTIHAPAT 001
Manufactured by / [lpoussoaurens | Aarti Industries Limited, India/ Aaptu Wnnactpus Jlumuren, Muaus
Ne | TESTS/TNIOKA3ATEJIHN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJBbTATbHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ bensankonns xnopun | contain peaks corresponding to the retention times sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy> | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomatorpamme | chloride homologues Ci, and
WCTILITYEMOTO PacTBopa HOJDKHbL 0fHapyxuBaTLest | Ciq in the chromatogram of the
1Ky, o BpeMeHaM yoepxwranus | standard  solution. / Ha
COOTBETCTBYIOIIME MUKAM IOMOJIOTOB GEH3AIKOHMS | XPOMATOrpaMMe  HCHBLITYEMOro
xpopupa  C;z u Cj4  Ha  xXpomarorpamme | pacTBopa 00HapyXHBaOTCA
CTaHIAPTHOTO pacTropa (em. pasgen | muky, no BpEMeHaM
«KosuuecTBeHHOE OnpeneeHue). YAEPKUBaHUs
COOTBETCTBYIOLUUE nuKam
rOMOJIOTOB GeH3aTKOHuUs
xmopuza Cpz u  Ci4 Ha
XpOMArorpaMMe CTaHAAPTHOrO
pacTaopa.
3. From 4.30 to 4.90 / O1 4,30 5o 4,90 4.69 /4,69
4. | Density / IlnotHocTh From 0.950 to 1.050 g/cm?/ 1.010 g/cm®/ 1,010 r/cm®
Ot 0,950 no 1,050 r/cm®
5. | Viscosity / Bsazkocrs From 30 to 130 ¢Ps/ Ot 30 mo 130 cIl3 44.0 cPs /44,0 cll3
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Name of Product / MOMAT RINO
HaumeHoBanue npoaykumn MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBanHoe HaumeHoBanne Mowmetazona cnpeil HasibHbIN To3upoBanublii 30 Mkr/103a
[ dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeiicTeyomue BemecTra I noza enpes conepxut: neficteylomee semectno: Momerazona dypoara Monornapar
51.72 mxr n nepecyere a Momerasona dypoar 50,00 mir
Strength / Jo3uposka 50 meg/dose / SO Mrr/nosa Date of Mfp. / Jata nponaroncrna 12/2023
Dosage form / I\/‘I'etered-q?sc f1asal spray {Cnpen Date of Exp. / Foget 0 112025
JexapeTBennan popma HasILHLL JLO3HPONATITILIT - ;
Product code / Koa npoaykra SRU030007E04040 [ DK Date of release / lata Boinycka 20.12.2023
Batch No. / Cepust No 12231175 Qty. Released / 32,480 BOT/
KosnyecTso Boinyumexo (1akoHoB
Batch size / Pasmep cepun 34,722 BOT / daxomos Mig.License No. / Jluuensus na MNB/10/832
1pou3BOACTBO (HOMep)
Inspection Lot NO',/ 040000499197 Mfg. License Date / Jluuensus na 30/04/2020
Perucrpaunonbiii Homep anatu3a HPOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aarta)
" GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudmrat (nomep) 1 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauust rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C ; ) API Batch No / ADC cepust Ne 23411 (IM-01)-
MowmeTtazona dypoara MOHOrHApaT 001
Manufactured by / Ilpoussoaurenn | Aarti Industries Limited, India / Aapru Mnaacrpus Jlumurea, Munus
Ne | TESTS /ITIOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMONSIILHOCTD Ot 250 no 350 MOcm/kr 291 mOcwm/kr
7. | Net content / Macca Not less than 18 g/ He menee 181 184¢/184r

COlePIKMUMOro ¢aaxona

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 175 doses / 175 no3

container / Konnuecrso / He menee 120 103 (He cyutas nepBHYHYIO
03 NpOKauKy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Musnnmym: 93.7%
Macca nospl theoretical dose mass / Maximum / Maxcumym: 109.2%

Wunusupyansuas Macea 103bl: oT 85 % o 115 % Average / Cpennee: 104.4%
OT TEOPETUYECKOH MacChl A03bL;

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

Cpennss macca 7103sl: 0T 90 % 10 110 % ot
TEOPETUYECKOH MACChI O3Bl

i
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Date / laTa Ay vv‘\\w e, 24 \ Y2 8L

. \

Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
JlosKHOCTL

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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Name of Product / MOMAT RINO
HaumeHoBaHUE NPpojiyKumi MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HANMEHOBAHHE Mowmerazona enpedt nasamimii gosuposansii 50 Mxr/nosa )
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByowne BeutecTBa 1 no3a cripes comepxkuT: AciicTryiomee BeiecTno: Momerazona (ypoara MoHoruapar
31,72 mxr B niepectere na MoMcraszona dypoar 50,00 mk1
Strength / lo3uposka 50 meg/dose / 50 mxr/go3a Date of Mfg. / Jlata npoussoncrea 12/2023
Dosage form / I\/'['etcred—dvose 'nasal spray { Crpeii Date of Exp. / Fozen 10 112005
JlekapcTeeHHast popma Ha3aJIbHBIA JTO3UPOBAHUBIH
Product code / Kon npoaykra SRU030007E£040401 DK Date of release / JlaTa roinycica 20.12.2023
Batch No. / Cepus Ne 12231175 Qty. Released / 32480 BOT/
KosuvecTso Boinymeno (pnaxonoB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mfg.License No. / Jlnuensus ua MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot NO',,/ 040000499197 Mfg. License Date / Jluuensus na 30/04/2020
PerucTpannoHHbIii HoMep ananusa HpoU3BOACTBO (1aTAa)
Package size / Y nakosica 120 Doses / 120 xo3 GMP Compliance certificate Date/ | o000
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Do
Market / Potnox Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauus rotosoro SPC-CC-063688 Reference STP No. / CITU Ne
040944
npoayxkra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C ) API Batch No / A®C cepusi Ne 23411(JM-01)-
Momerazona ypoara MoHOTHAPAT 001
Manufactured by / llpoussoaurens | Aarti Industries Limited, India / Aapru Mupacrpus Jlumuren, Unaus
Ne | TESTS/HOKA3ATEJIU LIMITS / TPEGOBAHUSA OBSERVATIONS /
, PE3YJIbTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 99.6% / 99,6%
Pa3zmep uacrun Yactuu pasmepom < 10 MM — He mMenree 90 %:
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mrm — 100 %
Particles > 30pm in size: Should be absent Absent / OtcyTcTBYIOT
Yacruunl pazmepom > 30 MKM — JOIKIILI
OTCYTCTBOBaTH
11. | Sedimentation Stability / | Not less than 5 min / He menee 5 Mun. Complies /
CeanmenTauuonuas CootsercTByeT
YCTOHYHBOCTH
Prepared By / Hoarorosun Checked By / [Iposepna Appréved By / Omo6pua
Signature / Ioanuce Y /Q:}w« ,,,,,,,,,,,,,,,,
Date / Jlata Ly s\ ik s LA \ 12 28
Name/ ®NO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A T'OTOBOI'O IIPOJIYKTA
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Name of Product / MOMAT RINO
HaumeHoBanue npoayxuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarentoBanHoe HaumeHoBaH e Momerazona cnpeil HasaILHBLH 103HPOBAHHBI 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monochydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeficTpylomue BeiecTsea 1 nosa cnpest conepxut: aeficTeyiolee pemecTso; MoMerazoHa (dypoara MOHOTHApar
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mMkr
Strength / Jo3uposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npoussoacTsa 12/2023
Dosage form / Metered-dose nasal spray / Cripeii
JekapcTBeHHasn dopma Ha3aNbLHLIH J03MPOBAHHLIH Date of Exp. / Tonen no 1112025
Product code / Kon npoaykra SRU030007E040401DK Date of release / /lata soinycka 20.12.2023
Batch No. / Cepusi Ne 12231175 Qty- Released / 32,480 BOT/
Koaunuectso Boinymeno (raxonon
Batch size / Paswep cepun 34,722 BOT / diaxonos Mig.License No. / Jluuensus na MNB/10/832
MPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499197 Mfg. License Date / Jinueusus na 30/04/2020
PerncrpautodHsiii Homep ananusa npou3BoACTBO (nara)
Package size / Ynaxoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aata)
oD GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukaums roTosoro SPC-CC-063688 Reference STP No./ CITH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC - API Batch No / ADC cepusn Ne 23411(JM-01)-
Mowetazona dyypoara Mmonorunpar 001
Manufactured by / Ilpouspoautean | Aarti Industries Limited, India / Aaptu MUnnacrpus Jinmuten, Unjns
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEGOBAHUS] OBSERVATIONS /
PE3YJbLTATDI
12. | Impurities / lipumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napyxeno
Mpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napyxeno
Mpumecu DMC
. Not more than 0.20 % / He Gonee 0,20 % 0.01%/ 0,01%
Impurity D /
[Tpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / Equnuanoit
HEeUAEHTUGHUMPOBAHHOM]
rnpumecu
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.09% / 0,09%
Cymmsl nipumeceit
Checked By / Mposepna Approve(\ By / Ono6puan
Signature / Moanucs / A T
Date / lata 2| ‘y\\\w“zv‘i’f”ljfﬁ PEAIRERY Ly
Name/ ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
: on7
Designation Officer-QA Sr. Officer Sr. Manager - QA
JoskHoCTE
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product/ MOMAT RINO
HaumMeHoBaHHe NPoAYKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTteHToBaHHOE HAMMEHOBAHHE MowmeTasona cnpelt HasaspHbii A03upoBaHHLIT 50 MKI/g034a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByomue BeuiecTsa 1 1034 cnpest coaepskuT: AeHcTByiouiee seLiecTRO: MomeTazoHa ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losupobka 50 meg/dose / 50 mxr/noza Date of Mfg. / IaTa npoussoacrsa 12/2023
Dosage form / Metered-df)se (nasal spray { Crpeit Date of Exp. / Tonen 20 112025
JlexkapcTBenHast dopma Ha3a/IbHBIHA JO3HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Boinycka 20.12.2023
Batch No. / Cepus Ne 12231175 Qty. Released / 32,480 BOT/
KosinyecTBO BhINYIIEHO (naxonos
. . Mfg.License No. / Jluuensus na
Batch size / Pa3mep cepuu 34,722 BOT / ¢pnakonos MNB/10/832
NpOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499197 Mfg. License Date / JIuunensus na 30/04/2020
PerncrpauuoHHblii HOMep aHaau3a NpOH3BOACTBO {(AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / Peisok Russia / Poccust GMP cepn[:q)mcar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduialus roToporoe SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne ADC M . s - .| AP1 Batch No / A®C cepusn Ne 23411(IM-01)-
OMETa30Ha Qypoara MOHOrHIpaT 001
Manufactured by / Ilponssoaurens | Aarti Industries Limited, India / Aapru Uwacrpus Jnmuren, Uunus
Ne | TESTS /TTIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI

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

[T i i 0, i ] . .
and Uniformity of from 10 vials) can deviate more than + 20% from (t)he average | pfoieim / MuHuMyM: 96.2%
value and not any dose can deviate more than + 25% from the

Delivered Dose / Cpeansisi average value. The mean should not exceed =+ 15 % of label | Maximum / Maxcumym:102.4%
ZOCTaBJ/IsIeMas 1032 U claim Mean / Cpenree:100.0%
OMHOPOAHOCTD Izt5°3/ to 6 dose}s dz\(/)iat_e ]more than % 20% but not more than *
- o, test another viats.
AOCTABIAEMOH JO3BI Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
4 25% from the average value. The mean of each determination
should not exceed * 15 % of label claim. END / Koner:
He 6onee 2 u3 20 o3 (10 HayanpHbIX 7103 1 10 KOHEUHBIX 103) Minimum / MMHHMyM: 96.5%
MOTYT HMETb OTKAOHEHHME OT CPEIHEro 3HauyeHHs Oonee uem . ; o
+20%, # HM OAHA 1034 HE JOJDKHA HMETh OTKIOHGHHE OT Maximum / MaKCHMyM' 104.7%
CpeAiHero 3HaucHua Gonee ueM +25 %. Cpeanee snaucnue we | Mean / Cpennee: 100.0%
JOMICHO NpeBpiaTh £ 15 % ot 3assneHHoro.
Ecnu 07 3 10 6 103 MMeIOT OTKIOHEeHNs Gosee yeM = 20 %, HO
MeHee 4eM % 25 %, To HCNbITHIBAIOT creayiome 20 (akoHoB.
He Gonee 6 n3 60 103 MOTYT HMETh OTKIOHEHHE OT CPEAHEro
3HaueHus donee YeM = 20 %, ¥ UM OJHa 1032 HE JO/DKHA UMETh
OTKJIOHEHHE OT CPEAHErO 3HaueHus Gonee ueM + 25 %. Cpeanee
3HAUEHHE KKAOTO ONPENENeHNA HE AODKHO NPEBsImaTh + 15 %
OT 3asBJCHHOTO.
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Name of Product/ MOMAT RINO
HaumeHoBanue npoaykumu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHoBaHHOC HAHMEHOBAHIE MonmeTasona cipeil HasananHbIi 103upoBanH bl 30 MKr/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
JeiicTBylomue Bemecrsa 1 nosa cnpes coneprkuT: AeHCTRYIOmEE BetecTso: MomeTazona (ypoarta MOHOTHAPAT
51,72 mxr B nepecyere va Momerasona Qypoar 50,00 mxr
Strength / Jo3uposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoacrsa 12/2023
Dosage form / M'etered~df>se nasal spray i Crnpeii Date of Exp. / Foxen 0 11/2025
‘HeKapCTBeHHﬂﬂ (I)opma HA3adLHLIN JO3UPOBAHHELIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / Jlara ruinycka 20.12.2023
. 2
Batch No. / Cepust Ne 12231175 Qty. Released / 32,480 BOT/
KoJiiyecTso BbinyueHo ¢nakonon
Batch size / Pasmep cepun 34,722 BOT / dnaxoson Mig.License No. / Jluuensus ua MNB/10/832
NPOH3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000499197 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHbli HOMEp aHAJIM3a NPOU3BOACTBO (Aara)
Package size / Y nakopka 120 Doses / 120 no3 :MP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
. X GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poceus GMP cepTudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurauust roTeBore SPC-CC-063688 Reference STP No. / CITH Ne 040944 '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C N ‘ API Batch No / A@C cepust Ne 23411(JM-01)-
MowmerasoHa ¢ypoara MoHOIHADAT 001
Manufactured by / llpoussomurens | Aarti Industries Limited, India/ Aaptu Unnacrpus Jlumures, Uuaus
Ne | TESTS/NIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VYJIbTATBI
14 | Microbiological Purity / Mukpo6uonornueckas uncrora
Total aerobic microbial Not more than 107 cfu per Iml of the product / He Less than 10 cfu/ml/
count / O6wiee yucio 6osee 102 KOE B 1 Mxt npenapata Menee 10 KOE/mn
a’pOOHBIX
MMKPOOPraHU3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obmiee yncno 6onee 10" KOE B 1 mut npenapata Menee 10 KOE/mn
JPOMOKEBBIX U TUIECHEBBIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyTcTBue B | Absent / OTcyTcTBYET

MJI nipernaparta

Staphylococcus aureus Absence per 1 ml of the product / Otcyrcteue B 1 Absent / OrcyrctByer
MJI IIpenapara

15. | Assay / KosinuecTBeHHOe onipenesieHue

a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 98.9% / 98,9%
.- Momera3ona dypoat 85,0 % nmo 115,0 % OT 3asBIIEHHOTO CONEPIKAHUA

’Benzalkbr_)i;lm chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 101.5% /101,5%
DeH3aikonus XJopun 80,0 % no 120,0 % oT 3a5IBIEHHOIO CONEPKAHUS
A q‘"
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Name of Product / MOMAT RINO
HaumenoBanue npoaykunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTenToBaHHOe HAUMEHOBAHHE Mowmerasona cpeit HasanpHbli 103vpoBannbId 50 MKr/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
JeficTByomue BenmecTsa 1 no3a cnpest conepyxut: AeHcTByIOMEE BelecTBo: MoMeTasona ¢ypoara MOHOrHApar
51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacraa 12/2023
Dousage form/ Mtv:lun udnduubc fausul spray { Cupelt Date of Exp. / Fonen 110 112025
JlexapcrBenHast popma Ha3aaLHBII HO3HPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 20.12.2023
Batch No. / Cepus Ne 12231175 Qty. Released / 32.480 BOT/
Kosanuecrso ssinyeHo (uiaKoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢naxonos Mig.License No. / Jluuensus ua MNB/10/832
NpPOM3BOACTBO (HOMep)
Inspection Lot No.”/ 040000499197 Mfg. License Date / JIuuensus ua 30/04/2020
Peructpanuonsblii HoMep anasinsa NpOU3BOACTBO (aTa)
Package size / Ynaxosxa 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Puisiox Russia/ Poccns GMP cepn?cp;mar (Homep) 01556/20/IN
Refergnce Specification No. / o STP-CC-
Cneunducauns roroporo SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue ADC M wcvira rors | API Batch No / ADC cepus Ne 23411(IM-01)-
omeTasoHa Gypoara MOHOTHAPAT 001
Manufactured by / NMpouseoautens | Aarti Industries Limited, India/ Aaprn Hunactpus Jumuren, Unjus
Ne | TESTS/TIOKA3ATEJIHU LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJIBTATDI
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. /
ITo 120 po3 cycneHsuu BO (UiakOHe M3 MOJNMATUACHA BHICOKON TMJIOTHOCTH C
NO3VPYIOWIMM YCTPOHCTBOM M KOJINAUYKOM M3 HOJIMATUIIEHA BRICOKOH mioTHocTH. 1o 1
(raKoHy BMeCTe ¢ MHCTPYKLUeH 0 MEINLIMHCKOMY NIPUMEHERHIO B MauKe KAPTOHHOIL.

Any deviation/Incident/OOS: Non-applicable
Otxnonennsi/HecooTBeTcTBUA/OOC: He NPUMEHUMO

'CZL&‘H?)“B
Declaration of certification: “I hereby certify that the above information is authentic an éccurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned sitein full compliance with the GMP
requirements of the local Regulatory Authority and with the ‘normative document’ no. JIII-Ne(001710)-(P1-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification n >C-CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GM:
3akyiouenne O COOTBETCTBHM: HACTOSIUMM TOATBEPXKAAID, HYTO NPEeACTABICHHAs Bbille HHMOpPMAaLMA sSBJSETCA
HoctoBepHOH 1 TouHoi. [lanuas cepus Obula npousseneHa (BKIIOYAs YNAKOBKY/MapKUPOBKY M KOHTPONb KadecTBa) Ha
YKA3aHHOM  Bblllle DPOM3BOACTBEHHON TIOINanke B MMONHOM COOTBETCTBUH ¢  TpeGoBanusMu  Hamnexamef
IIpouzBoacreennoi Ilpaktnku (GMP) f0KanbHBIX PErynaTOPHBIX OPraHoB M TPeGOBAHMAMYU HOPMATHBHOM NOKYMEHTAUHHU
JIII-Ne(001710)-(PI-RU) ot 23.01.2023 nns pwiaka Poccun u yTBepxkieHHOH crnenmdpukanueii Ne SPC-CC-063688.
TIpoTOKONBl MPOW3BOACTBA, YMAKOBKM M TIOKA3aTeld KayecTBa AAHHOM cepum ObLIM NpOaHamM3upoBaHbl U CAETAHO
38KJIFOUEHHUE, YTO OHU COOTBETCTBYIOT Tpebosanuam Hamnexaeit [poussoncreennoii [paxruxu (GMP).
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