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Name of Product / MOMAT RINO
HaumenoBanue npoaykuuu MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatentoBaHHoe HaumedoBaHne | MomeTazona crpeit Hasanbubli no3uposanHslit 50 Mxr/io3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTpyloutiie Bewecrsa 1 no3a cripes coaepskut: AeficTBylowee Bewecrso: MoMetasona Ghypoara MOHOrHApaT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mkr
Strength / losupobka 50 meg/dose / 50 mxr/aoza Date of Mfg. / JlaTta npousBoacTBa 12/2023
Dosage form / M'etered-dvose ?1asal spray / Crpeit Date of Exp. / Fomen 10 11/2025
Jlexapcreennas gopma Ha32NLHBIA JO3HPOBAHHDIHN
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata Bbinycka 21.12.2023
Batch No. / Cepust Ne 12231181 Qty. Released / 32,480 BOT/
Koanuecrso Boinyueno QaaxoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢pnaxoHon Mig.License No. / Jluuensus na MNB/10/832
MPONIBOACTRO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / Jluuensust ua 30/04/2020
PerucrpauuoHHbIil HOMep aHAJH3A npou3BoAcTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ;)00
GMP cepruducar (aara)
" GMP Compliance certificate No. / GMP-
Market / Poraok Russia / Poccus GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus rotosoro SPC-CC-063688 Reference STP No./ CIIH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne AOPC M API Batch No / ADC cepus Ne 23411(IM-01)-
oMeTa30Ha (ypoaTa MOHOTUAPAT 001
Manufactured by / Tlpoussoaurens | Aarti Industries Limited, India / Aapru Unaactpus Jlumuren, Munus
Ne | TESTS /INOKA3ATEJIH LIMITS / TPEBOBAHUSA OBSERVATIONS/
PE3YJIBTATHI
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 go nout Oenoro usera ot | [lourn denoro LBETA
HOJIyIPO3PaYyHOH 10 HENpo3payHOH KOHCUCTEHLMH | HEMPO3payHOH  KOHCUCTEHLUH
I'ycTas CyCIeH3us. rycras CyCIIeH3us.
2. | Identification / UnenTudukannsa
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
MowmeTasona gypoart 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 yaep>xuBanus oCHOBHOro muka | peak in the chromatogram of
Ha  Xpomarorpamme  UChblTyemMoro  pactsopa | standard preparation / Bpems
JNO/KHO COOTBETCTBOBATL BPEMEHM YIEPXKMBAHUS | YACPXKUBAHUA OCHOBHOTO ITHKA
OCHOBHOT'O IMKa Ha XpOMaTOrpaMMe CTaHAApTHOTO | Ha XpoMaTorpaMmme
pacTBopa (cm. paszaen «KonuyecTBeHHOE | HCMBITYEMOTO pacTsopa
OTIpENIENIEHUED ). COOTBETCTBYET BpEMEHH
YAECPXKHUBAHUA OCHOBHOIO IHKa
Ha XpoMaTorpaMme
CTaHJapPTHOTO PAcTBOpA.
Q;f;!
Pharmac ac /
t
Prepared By / IToaroroBua Checked By / HpOBepu.rl Apprhved By / Ono6pun
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Signature / Tloanucey 4\:“] / i@p:ﬁfﬂ -
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Name of Product / MOMAT RINO
HaumeHoBanue npoaykuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenateHToBaHHOE HAaUMeHOBaHHE MonmeTtasona cripedl HasabHbIH J03upoBaHHbIA 50 MKI/N03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue BewecTsa 1 103a cripes coaepxut: AcHcTBylomee BeecTBo: MoMeTaszona Qypoara MOHOPMAPAT
51,72 mxr B nepecyere Ha MoMerasona Qypoar 50,00 mxr
Strength / NosupoBka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata nponssBoacTea 12/2023
Dosage form / Melered—dgse 'nasal spray / Cripeit Date of Exp. / Tonen 10 11/2025
JlekapcrBennas dopma Ha3aJIbHbIH JO3MPOBAHHBIN
Product code / Koa npoayxra SRU030007E040401DK Date of release / lata Bbinycka 21.12.2023
Batch No. / Cepusn Ne 12231181 Qty. Released / 32,480 BOT/
KoanyecTso BbINyLieHO (rakonoB
Batch size / Pasmep cepun 34,722 BOT / {naxonos Mig.License No. / Jluuensus ua MNB/10/832
MPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / Jluuenszus ua 30/04/2020
PerucTpaunoHHbIil HOMep aHANU3A NPOM3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
N GMP Compliance certificate No. / GMP-
Market / Punox Russia/ Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauus rorooro SPC-CC-063688 Reference STP No. / CITHU Ne 040944'
npoayxra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / HanmenoBanue AOC ) API Batch No / A®C cepus Ne 23411(JM-01)-
MowmerasoHa ypoara MOHOruapar 001
Manufactured by / IIpoussoantens | Aarti Industries Limited, India / Aaptu Hunacrpus Jlumuren, Unaus
Ne | TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATHI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ benzankonus xnopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy, | corresponding to the retention
and Ciy in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci, and
HCIIBLITYEMOro pacTBopa J0JkHbel oOHapyxmBathes | Cis in the chromatogram of the

THKH, no BpeMeHaM ylaepxxuBanua | standard  solution. / Ha
COOTBETCTBYIOLUME NMKAM I'OMOJIOrOB OEH3alIKOHHA | XPOMAaTOrpaMme  MCHbITYEMOro
xnopuga Ci2 m Ci4  Ha  xpoMaTorpamMMme | pacTBopa 00HapyKUBAIOTCA
CTaHAAPTHOTO pacTBopa (em. pasfen | NuKH, 1o BpeMEHaM
«KonuuecTBeHHOE ONpeaenecHues ). YAEPKHBAHUA
COOTBETCTBYIOLLME IIMKaM
rOMOJIOTOB OEH3aNKOHUA

xjopuga Ciz um Cu  ma
XpOMarorpaMMe CTaHJapTHOIO

pacTBopa.
3. pH From 4.30 t0 4.90/ Ot 4,30 no 4,90 4.69 /4,69
4. | Density / [Inornocts From 0.950 to 1.050 g/cm®/ 1.017 g/em®/ 1,017 r/em®

Ot 0,950 o 1,050 r/em’®
5. | Viscosity / Bsskocrs From 30 to 130 ¢cPs / Ot 30 o 130 cIl3 51.2 ¢cPs /51,2 cll3
%
. Prepared By / Hoarorosua Checked By / Ilposepua Approx&d By / Ono6pun
; — - )
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Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
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Name of Product / MOMAT RINO
HaumeHoBanue npoaykuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenateHTroBaHHOE HAHMeHOBAHHE MownmerasoHa ciipel Ha3anbupli 1o3upoBanubi 50 Mxr/1o3a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByolue BewecTsa 1 no3a cipes COMepXKUT: JelCTBYIONEE BEleCTRO: MomeTazona ypoara MOHOTHADAT
51.72 mxr B nepecyere Ha Momerasona Qypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / 1aTa npoussoacrea 12/2023
Dosage form / M'etered-dvose 'nasal spray / Crpeit Date of Exp. / Foment 210 112025
JlekapcTBennas ¢opma Ha3aJIbHbIH 103MPOBAHHbIH
Product code / Kox npoaykra SRUO30007E040401DK Date of release / lara Bbinycka 21.12.2023
Batch No. / Cepust Ne 12231181 Qty. Released / 32,480 BOT/
KonuuecTso BbhinyleHo ({nakoHOB
Batch size / Pasmep cepun 34,722 BOT / pnaxonos Mig.License No. / luuensus na MNB/10/832
NPoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / JIunensus ua 30/04/2020
PerucrpaunoHHblii HoMep aHaJAU3A Npou3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Prinok Russia /Poccus GMP ceprugukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunuduxauns roTosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944 '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC ) API Batch No / A®DC cepus Ne 23411(JM-01)-
MowmeTaszona gypoara MOHOTUAPAT 001
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaptu Munacrpus Jluvuren, Munus
Ne | TESTS/INOKA3ATEJIU LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OcMONANBLHOCTE Ot 250 no 350 mOcm/kr 294 MOcwm/xr
7. | Net content / Macca Not less than 18 g/ He menee 18 ¢ 184¢g/184r

COAEPIKUMOro q)ﬂaKOHa

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 170 doses/ 170 no3

container / KoaunuecTtBo / He menee 120 no3 (e cuuras 1epBHuHyIO
o3 POKauKYy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Musumym: 97.7%
Macca 50361 theoretical dose mass / Maximum / Makcumym:108.5%

HNuaueuayansHas Macca 1036l oT 85 % 10 115 % Average / Cpejree:.104.4%
OT TEOPETUYECKON MACCHI HO3bI;

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

Cpennss Macca o3bi: o 90 % 1o 110 % ot
TEOPETHYECKOH MACChl HO3bI

Prepared By / IToarotosua Checked By / Ilposepua Appro\ed By / Opnobpui
i U AN P
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Name of Product / MOMAT RINO
Haumenosanue npoaykunn MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOE HAKWMEHOBAHHE MowserazoHa crnpeil Hazanbubii 103upoBaHHbil 50 Mrr/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
JeiicTBytone Beuwecrsa 1 1103a cpes coaepKuT: AekcTRyIomEe BelecTBo: MoMeTasoHa (ypoaTa MOHOTUIPAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/nosza Date of Mfg. / llaTta npoussoacrsa 12/2023
Dosage form / M’etcred-d‘f)se 'nasa] spray / Cnpeit Date of Exp. / Fogen 10 112025
JlexapcTeerHast popma Ha3aIbHBIH TO3HPOBAHUBIN
Product code / Koa npoaykra SRUG30007E040401DK Date of release / Jlata Bpinycka 21.12.2023
Batch No. / Cepusn Ne 12231181 Qty. Released / 32,480 BOT/
KonnyecTso BbinyuieHo (hnaxoHor
Batch size / Pazmep cepun 34,722 BOT / iakonos Mig.License No. / Jlunensus na MNB/10/832
npou3BoACTBO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / JInuensun na 30/04/2020
PerucrpauuoHHbIii HOMep aHaH3a NpouU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (n1ara)
N . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccns GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-~
Cneunduxanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBauune ADC API Batch No / A®C cepuna Ne 23411(JM-01)-
Mowmeraszona §ypoara MoHoruapar 001
Manufactured by / Ilpoussoaureas | Aarti Industries Limited, India / Aapru Mnnacrpus Jinmuresn, Unnus
Ne | TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATbDI
10. | Particle size / Particles < 10um in size: Not less than 90% 100.0% / 100,0%
Pasmep uacruig Yacruu pasmepom < 10 mxm — He meHee 90 %;
Particles < 30pum in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30um in size: Should be absent Absent / OtcyTcTBYIOT
YacTubl pasMepom > 30 MKM — J0JDKHBI
OTCYTCTBOBATh
11. | Sedimentation Stability / | Not less than 5 min / He menee 5 mun. Complies /
CeaumMeHTANMOHHAS CooTtreTcTBYET
YCTOHYHBOCTD
{
Prepared By / Iloarorosua Checked By / IIposepua Appr(}yed By / Ono6pua
: P -
Signature / Iloanuce ) / /\A\ o .
Date/ Hata U] )1y A 29414 L
Name / ®NO Atul Kumar Akshit Bhardwaj Sandeep Semwal
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Tomsrocrs Officer-QA Sr. Officer Sr. Manager - QA
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Name of Product/ MOMAT RINO
HaumeHoBaHHe NPOAYKLHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBaHHOe HAHMEHOBAHME Mowmerazona cnpedl HazaabHbi go3upoparHbiii 50 Mrr/1o03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByroniie BeluecTsa 1 fgo3a cripest coaepxuT: AeficTByiomee BeecTso: MovMerasona (ypoara MOHOTHAPAT
51.72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mMkr
Strength / Jo3uposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lara npoussoacrsa 12/2023
Dosage form / Metered-@se nasal spray { Crpeii Date of Exp. / Foen 0 112025
JlekapcTeenHas gopma Ha3aJILHbBI JO3MPOBAHHbIN
Product code / Koa npogykra SRU030007E040401DK Date of release / Jlata Bbinycka 21.12.2023
Batch No./ Cepusa Ne 12231181 Qty. Released / 32,480 BOT/
Konnvecrso Beinymeno (r1axoHOB
Batch size / Pasmep cepun 34,722 BOT / {naxonos Mig.License No. / Jluuensns na MNB/10/832
N1POU3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000499307 Mfg. License Date / JIuuenszusi na 30/04/2020
PerucTpaunoHHbiil HOMep aHaaU3a NpoU3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccns GMP cepruducar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenndurkauus rorosoro SPC-CC-063688 Reference STP No. / CTTU Ne 640944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanune ADOC Y API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmera3sona ¢rypoara MOHOTHIPAT 00]
Manufactured by / Tlpoussoauteanr | Aarti Industries Limited, India / Aapru Manacrpus Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
12. | Impaurities / IIpumecn
Impurity 8 DM / Not more than 0.15 % / He 6oJtee 0,15 % Not Detected/ He oOHapyxeHo
Hpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obnapyxero
IMpumecu 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 6osee 0,20 % 0.02%/ 0,02%
impurity / ExvHu4HOH
HEUICHTU(HLIMPOBAHHOH
nprMecH oo
Total impurities / Not more than 0.60 % / He 6onee 0,6 O.(OQ% /0,09%
CyMMBI npumMeceii /
4
\iﬁjqw Jin i~3
\
Prepared By / Iloarorosua Checkeq By / Ilposepui Apprm\ed By / Ono6pun
Signature / Hoanucs ) - ( f& IR e
Date/ Jlata SN IER L) padivbver 3 29411\ 1S
Name / ®@UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
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Name of Product / MOMAT RINO
HaunmenoBanue npoaykuum MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenroBannoe HauMeHOBaHHe Monmerazona crpeil HasaabHbi# JosupoBauHblii 30 MK/ 032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByI0IIME BelleCcTBA 1 103a cpest CoAepHUT: AHCTBYIOLIEE BEIeCTBO: MoMeTazoHa (ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr
Strength / lo3uposka 50 mcg/dose / 50 mxr/noza Date of Mfg. / lata npoussoactsa 12/2023
Dosage form / Mf:tered—d“ose 'nasal spray / Cripeit Date of Exp. / Fosien 10 11/2025
JlexapcTBennasi popma Ha3aJbHLIA JIO3UPOBAHHBI
Product code / Koa npoayxra SRU030007E040401DK Date of release / /lata spinycka 21.12.2023
Batch No. / Cepust Ne 12231181 Qty. Released / 32,480 BOT/
KosinyecTBO BbINYIIEHO (srakoHoB
Batch size / Pasmep cepun 34,722 BOT / naxonos Mig.License No. / Jluuensus na MNB/10/832
POU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / JIuuenszus ua 30/04/2020
PervucTpaunoHHbI HoMep aHAJIU3A npoM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | |¢/001 05,
GMP ceprudukar (aara)
o = GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxaunst roToBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoayKTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A@C " API Batch No / A®C cepus Ne 23411dM-01)-
MomerazoHa Qypoara MOHOTUAPAT 001
Manufactured by / Hponssoaurens | Aarti Industries Limited, India/ Aapru Munacrpus Jlumuren, Unaus
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI

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

. . ials) ¢ i + 20% fi ..
and Uniformity of from 10 vials) can deviate more than & 20% from tohe average | Ninimum / Musumym: 96.8%
value and not any dose can deviate more than + 25% from the

Delivered Dose / Cpenusist average value. The mean should not exceed + 15 % of label | Maximum / Makcumym:105.5%
JocTapjsiemMas 103a U claim Mean / Cpeanee:100.0%
0AHOPOAHOCTH szss; to 6 dosels dezv()iatg lmore than + 20% but not more than =+
o o, test another 20 vials.
AOCTABIHEMON A03b1 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 / KoHen:
He Goaee 2 w3 20 no3 (10 HauansHbix 103 1 10 KOHC:!HHX RO3) Minimum / Munnmym: 95.8%
MOTYT HMETh OTKJIOHEHHE OT CPEJHEro 3HaueHus Gonee yem .
+20%, 1 HM OJHA 1032 HE JO/DKHA MMETh OTKJIOHEHHE OT MaXImum/MaKCHMyM:103'9%
cpesmero 3nauenua Gonee uen +25 %. Cpeauee 3uauenne ne | Mean / Cpeanee: 100.0%
JIOJKHO NpeBbILAaTh + 15 % ot 3assnensoro.
Ecan oT 3 1o 6 no3 umeior oTkaoHedus Gonee yeM + 20 %, Ho
MeHee uyeM + 25 %, To HCNBITHIBAIOT ciieaytowme 20 (rakoHOB.
He Oonee 6 u3 60 03 MOrYT MMETh OTKJIOHEHME OT CPEAHErD
3Ha4eHus Oosee ueM + 20 Y%, 1 HH olHAa 1032 HE NOJDKHA HMETH
OTKJIOHEHHE OT CPEAHEro 3HaYeHHs donee ueM + 25 %. Cpearee
3HAYEHHUE KKAOTO ONPEMEeHNA He JIOKHO npesbiuath + 15 %
OT 3asABJICHHOTO.
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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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOI'O NIPOAYKTA

Page 7of 8/ Crp. 7u3 8

Name of Product/ MOMAT RINO
HaumvenoBaHne npoayKkuuu MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenTtoBaHuoe HauMeHoBAHUE MowmeTazona cripedf HasalbHLIA 103WpoBanHbIi 50 MK/ 1034
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTByromne Beuiecrsa 1 nosa crpes couepskuT: aeHcTBylolee Bewectso: MoMetasoHa gypoara MOHOTHAPAT
51,72 mxr B nepecdere Ha Momeraszona dypoar 50,00 mkr
Strength / lozupoeka 50 meg/dose / 50 mxr/ao3za Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / M'elered-df)se f]asal spray { Cripeit Date of Exp. / Fozen 10 11/2025
JlexapcTBennas gopma HasaIbHbIHA JJO3UPOBAHHBIHA
Product code / Koa npoaykra SRU030007E040401DK Date of release / [laTa Bblnycka 21.12.2023
Batch No. / Cepust Ne 12231181 Qty. Released / 32480 BOT/
Koanuecrso BoinyieHo (1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakonon Mig.License No. / Jlnuensnst na MNB/10/832
NPOU3BOACTBO (HOMeEP)
Inspection Lot NOL/ 040000499307 Mfg. License Date / JInuensust na 30/04/2020
PerucrpaunoHHbiii HoMep anainsa npou3BOACTBO (AaTa)
Package size / Ynaxosxa 120 Doses / 120 5103 GMP Compliance certificate Date/ | o009
GMP cepruduiar (nara)
" GMP Compliance certificate No. / GMP-
Market / Prinox Russia/Poccus GMP ceprudniaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukauus roroBoro SPC-CC-063688 Reference STP No./ CITH Ne 640944
npoayxkra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue A®C ) API Batch No / ADC cepua Ne 23411(JM-01)-
MownmerazoHa Gypoara MOHOTHApAT 001
Manufactured by / Ilpoussoaurtens | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Munus
Ne | TESTS /ITIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIbTATHI
14 | Microbiological Purity / Mukpotnosioruueckas 4ncrora
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Ob1ee uncino Gosnee 10? KOE B 1 Mn npenapata Meunee 10 KOE/mn
a’po6HbIX
MUKpPOOPTraHU3MOB
Total yeast and moulds Not more than 10' ¢fu per 1 ml of the product / He
count / Obmee uncio Gosee 10! KOE B 1 mn npenapara
HPOACOKEBBIX M IJIECHEBLIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcTue B 1
MJI TIpenapaTa
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcraue B 1
MJ1 niperiapata
15. | Assay/ KoaudyecTBeHHOe onpenesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 96.2% / 96,2%
MowmerasoHa hypoat 85,0 % nmo 115,0 % ot 3asBneHHOro conepanus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 101.7% /101,7%
bensankoHus xaopua 80,0 % no 120,0 % oT 3asBnEeHHOTO COMlepKAHUS
Prepared By / Iloarorosuj Checked By / Tlposepu Approv\zd By / Onpo6pun
Signature / Ioanucs B (w/‘?/ ,,,,,, -
Date / Hata 1)) plivfvez 2941 2\ 1024
Name / @O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designati
esignation / Officer-QA Sr. Officer Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIU3A TOTOBOI'O INIPOJAYKTA
Page 8 of 8/ Crp. 8 u3 8

Name of Product / MOMAT RINO
HaumeHoBaHue npoaykuun MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarenToBaHHOE HAUMEHOBAaHHE MomeraszoHa cnpeii HazanbHbii J03HpoBanHubI 50 Mxr/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
JeficTByrouite BemecTsa 1 2032 cnpes copepuT: ASHCTBYIOICE BeulecTBo: MoMeTazoHa ypoara MOHOTHApaT
51,72 mxr B niepecuere na Momerasona gypoar 50,00 mr
Strength / lo3upoBka 50 mcg/dose / 50 mMxr/nosa Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / M'ctered-df)se 'nasal spray { Crpeid Date of Exp. / Foaen 10 11/2025
JlekapcTBeHHasi popma Ha3/IbHBIA JO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 21.12.2023
Batch No. / Cepun Ne 12231181 Qty. Released / 32,480 BOT/
KoJinuecTBo BbIyIEHO (axoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢nakonon Mig.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499307 Mfg. License Date / Jluuensus Ha 30/04/2020
PervcTpauuoHHbI HOMep aHAIM3A NpPOU3BOJACTBO (AaTa)
Package size / Ynakosia 120 Doses / 120 103 GMP Compliance certificate Date /| ;¢/,0 5
GMP cepruduxar (nara)
" " GMP Compliance certificate No. / GMP-
Market / Poiiox Russia/ Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnennduxaums roTosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoayxKra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune AOC ) Y API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmerazona gypoata MOHOTHAPAT 001
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Munacrpus Jiumuren, Mnaus
Ne | TESTS/TNIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATHI

16. | Package Size / Ynaxoska | 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 mo3 cycrensum BO (akOHe M3 MONMITMIEHA -BLICOKOH IUIOTHOCTH C
JO3UPYIOILUM YCTPOHCTBOM U KOJIAYKOM U3 MONUITHL BbICOKOI titoTHOCTH. TT0 1
(1aKoRy BMECTE ¢ MHCTPYKLIMEH 10 MEMLMHCKOMY HPUMEHEHUIO B na‘qxe KapTOHHOI.

Any deviation/Incident/OOS: Non-applicable
OtkioneHnsi/HecooTBeTeTBHsA/O0C: He MpUMEHUMO

e

o

ccurate. This batch of product has
11l complianc ’“w1th the GMP
Ne(001710)-(PT-RU) dt.
he batch processing,

L4
<

Declaration of certification: “I hereby certify that the above information is authentic and
been manufactured including packaging and quality control at the abovementioned sitenjr
requirements of the local Regulatory Authority and with the normative document 1
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-06368
packaging and analysis reviewed and found to be in compliance with GMP.”

3aknioyenne © COOTBETCTBHHM: HACTOSLUMM TIOATBEP)KAAKD, 4YTO MNpPEACTAaBICHHAsA Bbille HH(OPMALMA SBASETCA
JHOCTOBEPHON u TouHOH. JlanHasa cepusa ObUla NpoOM3BeAEHA (BKIHOYAs YNAaKOBKY/MapKHPOBKY W KOHTDOJb KayecTBa) Ha
YKa3aHHOH  BBIIIE MPOM3BOACTBEHHOH IUIOWIaAKe B IMIOJIHOM COOTBETCTBUM ¢ TpebosanusmMu  Hamiexameit
Hpowuseoncteennoii Ilpaktuku (GMP) jiokaibHBIX PEryJSTOPHBIX OPTaHOB M TPeOOBAHUSMHM HOPMATHBHON NOKYMEHTALMH
JIT-Ne(001710)-(PI™-RU) ot 23.01.2023 s puiHka Poccunt u yreepxaeHHod crneuudpuxaumeit Ne SPC-CC-063688.
[IpoToxonbl NMPOU3BOACTBA, YNMAKOBKM M NOKa3aTelM KauyecTBa HAHHOW cepuy ObLAM TIPOAHAIM3UPOBAHBI U CHEIAHO
3aKJIOUEeHHe, UTO OHH COOTBETCTBYIOT Tpebopanusam Hamnexaweit [Ipoussoncreennoit [pakruku (GMP).
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