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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A 'OTOBOI'O ITPOJAYKTA
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Name of Product / MOMAT RINO
HaumeHoBanne npoaykumn MOMAT PUHO
Generic name / . Mometasone Metered-dose Nasal Spray 50 meg/dose
HenateHToBAHHOE HAUMEHOBAHHE Momerazona cripeit HazaibHBI go3uposaunbii 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
JeiicTBytomnme Beuiecrsa 1 1032 cripest copeput: AeiicTRyIOWEE BetwecTso: Momeraszona dypoara mMosorujipar
51,72 mxr B nepecyere Ha Mowmerasona dgypoar 50,00 mkr
Strength / losuposka 50 meg/dose / 50 Mxr/nosa Date of Mfg. / laTa npousBoacTea 12/2023
Dosage form / M'etcred-dvosc Tlasal spray {Cnpei& Date of Exp. / Fonen 10 112025
JlexapcreeHHasi gopma Ha3QJILHBIN J103MPOBAHNbIH
Product code / Koa npogykra SRU030007E040401DK Date of release / laTa Bbinycka 31.12.2023
Batch No. / Cepust Ne 12231221 Qty. Released / 31,840 BOT/
KosndecTBo BbInyLieHo (JakoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢pnakonos Mig.License No. / Jluuenzus ua MNB/10/832
NPOU3BOJACTBO (HOMeP)
Inspection Lot NOL/ 040000502244 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpauoHHbiii HOMep aHau3a npou3BoACTBO (1aTa)
Package size / Ynaxkoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peitox Russia / Poccnst GMP cepTl:)d)uKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crenudukalus roToBOro SPC-CC-063688 Reference STP No./ CTIM Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC M , API Batch No / ADC cepusi Ne 23411(JM-01)-
oMeTa3oHa (yypoata MOHOTHIApAT 001
Manufactured by / Ilpoussoautesp | Aarti Pharmalabs Limited, India/ Aaptu @apmana6e Jlumuren, Wnaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS 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 o©Gengoro po noutd Oemoro usera ot | [Houtu Genoro LBETa
NIOJIyTIpO3payHoit 10 HENpOo3payHoOd KOHCHCTEHLIMH | HeNPO3pauyHOH  KOHCUCTEHLUH
rycrast CyCleH3us. rycTasi CyCIeH3Msl.
2. | Identification / UpenTndukauns
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
MomeTaszoHa gypoar 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 ynepxuBaHust OCHOBHOro muka | peak in the chromatogram of
Ha  XpoMmarorpamMme HCIbITyeMoro  pactsopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATL BPEMEHM YIEP)KUBAHUS | YACPXKUBAHUA OCHOBHOIO IHKA
OCHOBHOIO ITHKa HA XPOMaTOTpaMMe CTaHIaPTHOro | Ha XpoMaTorpaMme
pactBopa  (cM.  pasien - - «KoJMyecTBeHHOE | HCTBITYeMOro pacTeopa
OTIpEHC/ICHUER). ' fer ™ COOTBETCTBYET BpEMEHH
YAEPXKHBAHUA OCHOBHOIC I1MKa
Ha XpoMaTorpaMMe
CTaHJapTHOrO pacTBOpA.

{
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Name of Product /
HaumeHoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HaUMeHOBaHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTtasona ciipelt HazanbHLIH g03KpoBaHubLIH 50 Mrr/103a

Active Ingredients /
JleiicTByiomme Beuiecrsa

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

1 nosa cnpes comepxut: aelicTryiouiee Beilectso: Momeras
51,72 mkr B nepecyere Ha Momerasona gypoar 50,00 mxr

Furoate Monohydrate 51.72 meg as

oHa ¢ypoara MOHOTMAPAT

Strength / Josuposka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / laTa nponssoactsa 12/2023
Dosage form / M'ctcred-df)se 'nasal s:pray i Cripeii Date of Exp. / e 10 112025
.HeKapCTBeHHaﬂ q)opma Ha3aJbLHLIKM J03UPOBAHHBIN
Product code / Koa npoaykra SRUO30007E040401DK Date of release / laTa peinycka 31.12.2023
Batch No. / Cepust Ne 12231221 Qty. Released / 31,840 BOT/
Koanuecrso BbINYIHEHO (])JIaKOHOB
Batch size / Pasmep cepun 34,722 BOT / ¢naxoHos Mig.License No. / Jluuensusn na MNB/10/832
NPOHU3BOACTBO (HOMep)
Inspection Lot No.vl 040000502244 Mfg. License Date / Jlnuensus na 30/04/2020
PerucTpauuoHHbIi HoMep aHaIH3a NMpOU3BOACTBO (1aTA)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 14,60
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peitior Russia [ Poccis GMP cepn[:qm KaT (Homep) 01556/20/IN
Reference Specification No. / » ‘ STP-CC-
Crnenuduxauus roTosoro SPC-CC-063688 Reference STP No. / CITN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC M ) API Batch No / ADC cepus Ne 23411(IM-01)-
omerasoHa (ypoara MOHOTHIPAT 001
Manufactured by / IIpoussoanress | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumurea, Mians
Ne | TESTS /ITIOKA3ATEJN LIMITS / TPEBOBAHUSA OBSERVATIONS/
PE3YJIbTATDBI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ BensaJikonusa xJjopun | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci2 | corresponding to the retention
and Cy in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
HCIIBITYEMOTO pacTBOpa HOJDKHBI oOHapyxuBatsesa | Cig in the chromatogram of the
HHKH, no BpeMeHaM yaepxvBauus | standard  solution. / Ha
COOTBETCTBYIOLINE NMKAM rOMOJIOTOB OEH3AIKOHHS | XPOMATOTPaMMe  HCIIBLITYEMOro
xgopuaa Cpp u  Ci4 Ha  Xxpomartorpamme | pactTeopa 00HaPY>XUBAIOTCH
CTaHOAPTHOTO pacTBopa (cm. pazzien | MUKH, o BpEMEHaM
«KonunuectBeHHOE OnpeniesieHue). YIAEPXKUBAHUSA
COOTBETCTBYIOLLUE MMKaM
T'OMOJIOTOB OeHzaKoHus
xapopuga Cpp u Cu Ha
“XpOMaTorpamMMe CTaHJapTHOTO
' pacTBopa.
3. | pH From 4.30t0 4.90 / O1 4,30 J 4,65 /4,65
4. | Density / IlnotHOCTH From 0.950 to 1.050 g/cm?/ _,?]]:".003 g/em?® / 1,003 r/em®
Ot 0,950 o 1,050 r/em® ; |
5. | Viscosity / BsizkoeTh From 30 to 130 cPs/ Ot 30 no130 cIl3 140.8 cPs / 40,8 cIl3

(
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Name of Product/ MOMAT RINO
HaumeHoBaHHe POAYKUUN MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHTOBaHHOE HAMMEHOBAHHE MonmeTazoHa criped HasanbHbi A03MPOBaHHbIA 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
HeiticrByromue Beutecrsa 1 no3a crnipest couepxuT: AciicTByloliee BeecTzo: MomMeraszona ¢gypoara MoHorHapar
51,72 mxr B nepecuere Ha Momeraszona pypoar 50,00 mxr
Strength / lozupoBka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / JlaTa npousBoacTBa 12/2023
Dosage form / Metered-dvose ’nasal spray { Cnpeit Date of Exp. / loaen 10 112025
Jlekapcrsennas popma Ha3abHBIA A03HPOBARHbIA
Product code / Koa npoaykra SRUO030007E040401DK Date of release / lara Boinycka 31.12.2023
Batch No. / Cepust Ne 12231221 Qty. Released / 31,840 BOT/
KosnyecTBo BbINYHIEHO (oiakoHOB
Batch size / Pasmep cepun 34,722 BOT / paakonos Mig.License No. / Jluuensus ua MNB/10/832
NpPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000502244 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunoHHbIi HOMep aHaau3a NpoM3BOACTBO (aaTa)
Package size / YnakoBka 120 Doses / 120 xo3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Prisox Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenuduranus rorosoro SPC-CC-063688 Reference STP No. / CITHN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne AOC } API Batch No / ADC cepusi Ne 23411(JM-01)-
Mowerazona ¢ypoara MOHOTHApPAT 001
Manufactured by / llpoussoauTens | Aarti Pharmalabs Limited, India/ Aapri ®apmanabe Jiumuren, Muaus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOAATBHOCTh Ot 250 no 350 mOcm/xr 292 mOcm/kr
7. | Net content / Macca Not less than 18 g/ He menee 18 r 183¢g/183r

coaep:kumoro ¢iiaKona

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 159 doses / 159 no3

container / KonnuectBo / He menee 120 103 (He cunTas nepBUyYHyIO
o3 MIPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / MurumyM: 97.6%
Macea no3nl theoretical dose mass / Maximum / Makcumym:106.6%

Huausnpyanbnas macca Josbl: ot 85 % no 115 % Average / gp‘@.uuea;%1‘03.6%
OT TEOPETHYECKON MacChl 1035l; Boea™

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

Cpennss macca 1o3bl: o1 90 % o 110 % ot
TEOPETUYECKOH MAcChl 103bI
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product/ MOMAT RINO
HaumeHoBaHHe NPoAYKUHH MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOoe HAUMEHOBAHHE Mowmeraszona cripeil HazajibHbIHA A03MpoBaAHHbI 50 MKI/1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBYIOMIMeE BEWECTBA 1 11032 cripest COACPKUT: JEHCTBYIOEE BeHIeCTBO: MoMeTasona ¢ypoara MOHOTHApAT
51,72 mxr B nepecuere Ha Momerasona ¢gypoat 50,00 mkr
Strength / lozuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / lata npousBoactea 12/2023
Dosage form / M?tex'ed-d?se nasal spray / Crpeit Date of Exp. / Tozen 10 11/2025
Jlekapcreennas gopma HA3QJIbHBIH JI03UPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata Boinycka 31.12.2023
Batch No. / Cepusi N 12231221 Qty. Released / 31,840 BOT/
KosnnuecTBo BbINyiueHo (naxoHoB
Batch size / Pasmep copun 34,722 BOT / (paxonor Mfg.License No. / Jluuensus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000502244 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpaunonHslii 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 / Poirok Russia / Pocenst GMP cepradukar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundurxanus roroBoro SPC-CC-063688 Reference STP No. / CIIN Ne o
040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue AOC Y API Batch No / A®C cepusi Ne 23411(IM-01)-
Monmera3zona Qypoara MOHOrHAPAT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Wiams
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATDBI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3zmep vacTuu Yacruu pasmepom < 10 mxm — He meHee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mxm — 100 %
Particles > 30pum in size: Should be absent Absent / OTCYTCTBYIOT
YacTuusl pasmepoM > 30 MXM — JOJDKHEI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CeauMeHTALIHOHHAS COOTBEeTCTBYET
YCTOHYHBOCTD T
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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
CEPTUOUKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBanHe NpoayKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBAHHOE HalMEHOBAHUE MomeraszoHa cipel HazanbHLIH 103MpoBaHHbI SO MKI/1032a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mceg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTBYIOME BeleCTBA 1 1032 cripes coAePKUT: AeHCTBYI0IeE BelecTBO: MoMeTaszoHa (pypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mxr
Strength / 1o3uposka 50 meg/dose / 50 Mxr/nosza Date of Mfg. / lata nponsBoacTBa 12/2023
Dosage form / M:ctered-dvose 'nasal spray { Cnpe#t Date of Exp. / Foften 10 112025
Jlekapcreennas gopma HasIBHLIA JI03HPOBaHIbIH
Product code / Kon npoaykra SRUQ30007E040401DK Date of release / JlaTa Bbinycka 31.12.2023
Batch No. / Cepus Ne 12231221 Qty. Released / 31,840 BOT/
Koanuecteo BbiNyLieHO (1akoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢pnaxoHor Mig.License No. / Jluuensus na MNRB/10/832
npousBoACcTBO (HOMep)
Inspection Lot NOL/ 040000502244 Mfg. License Date / Jinuensus na 30/04/2020
PerucrTpau OHHbLIHA HOMep aHAIU3A NpPOM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date/ | 400500
GMP ceprudukar (nara)
" GMP Compliance certificate No. / GMP-
Market / Poinok Russia/ Poceus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukauus roTosoro SPC-CC-063688 Reference STP No. / CITKX Ne 640944
npoaykta Ne ’
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue AOC Y API Batch No / ADC cepust Ne 23411(JM-01)-
Mowmera3zoHa ¢rypoaTa MOHOTHAPAT 001
Manufactured by / Tlpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jinmuren, Mnaus
Ne | TESTS/IIOKA3ATEJINA LIMITS / TPEBOBAHUA OBSERVATIONS/
PE3YJIbTATHI
12. | Impurities / IIpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He oOHapyxeHO
ITpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He Goxnee 0,15 % Below LOQ /Hmxe ITKO
IMpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%
mpurity D/
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / Enuauanoi
HenaeHTHUGUINPOBaHHOH
IIpUMeECH
Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.12% /0,129
CyMMBI ipumecei
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product/ MOMAT RINO
HaumeHoBaHue npoayKunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mecg/dose

HenarenroanHoe HAUMeHOBAHKE Momerazona cnpeﬁ HA3QILHBIN 1,103141301;311”1,1171 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
JeiicTByrouiue BelecTsa ] 7103a cripes conepxuT: AeHCTBYOIIEE BellecTBO: MoMerazoua Qypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / lo3uposka 50 meg/dose / 50 mxr/inosa Date of Mfg. / lata npousBoacTBa 12/2023
Dosage form / M'etered—dvose flasal spray { Crpeit Date of Exp. / Cozen 10 112025
Jlekapcreennas gpopma Ha3aIbHbIM JO3UPOBAHHLINA
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 31.12.2023
Batch No. / Cepust Ne 12231221 Qty. Released / 31,840 BOT/
KoaunuectBo Bohinymesno (uaxoHoB
Batch size / Pazmep cepuu 34,722 BOT / ¢nakonor Mig.License No. / Jluuensus na MNB/10/832
NIpOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000502244 Mfg. License Date / JIuuensust Ha 30/04/2020
PerucrpaunoHHbIil HoMep aHajM3a NPOU3BOACTBO (naTa)
Package size / Ynakopka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
: GMP ceprudukat (aara)
: GMP Compliance certificate No. / GMP-
Market / Puisok Russia / Poccus GMP ceprudurat (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudnxaums rorosoro SPC-CC-063688 Reference STP No. / CITHN Ne 040944
npoayxTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y API Batch No / ADC cepusn Ne 23411(JM-01)-
MownmeTtazoHa ypoara MOHOTUAPAT 001
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumures, Mnaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATHI

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

and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Mutumym: 97.7%
. value and not any dose can deviate more than + 25% from the . . o
Delivered Dose / Cpenusis average value. The mean should not exceed % 15 % of label | Maximum / Makcumym:102.3%
JocTaBsIsieMast 1032 H claim Mean / Cpennee:100.0%
OAHOPOAHOCTD sz (Z)S/ to 6 dose‘: dez\(/)iate lmore than + 20% but not more than +
o 5%, test another 20 vials.
AOCTABJIHEMOMN 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 / Konen:
He Goaee 2 u3 20 no3 (10 HauanbHeix 7103 1 10 KOHEUYHBIX 103) Minimum / Musumym: 95.4%
MOTYT MMETh OTKJOHEHHME OT CPEAHEero 3HaueHus Gosiee dem . . 0
+20%, ¥ HHA ONHA 032 HE MODKHA MMETh OTKJIOHEHHE OT Maximum / MaKCHMyM'103-6A’
cpenHero 3HaueHus Gosee ueM * 25 %. Cpeanee 3uaucnue ne | Mean / Cpe :
JIOJDKHO NMPEBBIATh + 15 % 0T 3asBICHHOTO. )
Ecnu o1 3 10 6 103 umeloT oTkAoHeRHs Gonee deM & 20 %, Ho
MeHee yeM £ 25 %, To ucnsitsisaloT caeayrowse 20 dguakonos.
He Gonee 6 13 60 103 MOTYT MMETh OTKJOHEHHE OT CPEHErO
3HaucHus Oosice ueM = 20 %, U WY 0AHA 1033 HE JOMKHA HMETD
OTKIIOHEHHE OT CPEAHETO 3HaueHus Gosee ueM + 25 %. Cpeanee
3HAYCHHE KOKIOr0 ONPEACHEHHS HE JOIDKHO NpeBbiath + 15 %
OT 3asBJICHHOTO.

Prepared By / Iloarotosun Checked By / Tlposepua Approved By / Onobpun
Signature / Iognuce [ — ( A )

) _ —
Date/ Aara o3)oilam 62401\ 19ty
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
JonxHocTh

FCM/QA054/08.00




% Y
=

T

.
G

A

RK

orld

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom?2.vsnl.net.in

CEPTHO®HUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 7 of 8/ Crp. 7Tu3 8

Name of Product /
HaumenoBaHue npogykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHKE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTasoHa cripeil HasalibHbIH 103UPoBaHHLIA S0 MKI/1032

Active Ingredients /
JleiicTByromue pemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 31.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripes coaepskuT: Aeicrayouiee seuectTBo: MoMerazona ¢ypoara MOHOTHApAT
51,72 mxr B nepecuere Ha MomeraszoHa ¢ypoar 50,00 Mk

Strength / lo3nposka 50 meg/dose / 50 mkr/nosa Date of Mfg. / laTta npousBoacTsa 12/2023
Dosage form / M":tered-duose lnasal spray / Crpeii Date of Exp. / Foaen 10 112025
JlekapcTBeHHasi popma Ha3aJIbHBIH J03UPOBAHHBIN
Product code / Koa npoaykra SRUQ30007E040401DK Date of release / laTa Beinycka 31.12.2023
Batch No. / Cepust Ne 12231221 Qty. Released / 31,840 BOT/
Konnuecreo BbinynieHo ()1aKoHOB
Batch size / Pasmep cepun 34,722 BOT / gnaxonos Mig.License No. / Jluuensnst na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000502244 Mfg. License Date / Jluuensus na 30/04/2020
PerucTpauuoHHbIil HOMEP aHAJMH3A NPOH3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuuduxanusi rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue AQC ) Y API Batch No / A®C cepus Ne 23411(JM-01)-
Momerazona (])ypoara MOHOI'MApar 001
Manufactured by / [lpoussoaurtean | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumuren, Mupus
Ne | TESTS/ITOKA3ATEJN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3VJIbTATHI
14 | Microbiological Purity / MukpoGuonoraueckasi 44cToTa
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obwee yucio Gonee 10?2 KOE B 1 ma npenapata Menee 10 KOE/mn
adpOOHBIX
MHUKPOOPraHM3MOB
Total yeast and moulds Not more than 10! ¢fu per 1 ml of the product / He Less than 10 cfu/ml/
count / Obiiee yuciio Gonee 10! KOE B 1 M npenapara Menee 10 KOE/Mn
JPOOKEBBIX ¥ MIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OtcyTcTBYET
MJI IiperiapaTa
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcraue B 1 Absent / OTCYTCTBYET .
MJI TIperiapaTa
15. | Assay / KonnuecTsenHoe onpenesieHie
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot
Mowmerasona pypoar 85,0 % no 115,0 % ot 3aBIICHHOTO COAEPXKAHMS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot
BeH3ankoHus XJiopun 80,0 % no 120,0 % ot 3agBISHHOTO COAEPIKAHMS

Prepared By / IToarorosua Checked By / Ilposepua ) Aﬁproved By / Opo6pua
Signature / Tlognuce B / /}\ )
e [ At
Date / ata SRR o _d U 1%\72%‘ Ge ‘\ o \\ 16 L4
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
JlomKHOCTD
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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
CEPTUOUKAT AHAJIN3A I'OTOBOI'O IPOAYKTA

Page 8 of 8 / Crp. 8 13 8

Name of Product / MOMAT RINO
HaumeHnoBaHHe npoayKuHN MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHTOBAHHOE HAHMEHOBAHHE Mowmeraszona crpeil HazabHbIH A03upoBanHblii 30 Mxr/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
JeiicTByoniine BeiecTBa I no3a cnpest coaepxut: AelicTRyIomee BewecTso: Momerasona dgypoara MOHOTHAPaT
51,72 mxr B niepecuere Ha Momeraszona dypoar 50,00 mxr
Strength / losupobka 50 meg/dose / 50 Mxr/aoza Date of Mfg. / lata npoussoacTsa 12/2023
Dosage form / Mfzteled-dvose Vnasal spray / Cripeii Date of Exp. / Fosen 10 11/2025
Jlexapcreennas gopma HasalbHbIH AO3MPOBAHHBI
Product code / Koa npoayxra SRU030007E040401 DK Date of release / laTa Brinycka 31.12.2023
Batch No. / Cepus Ne 12231221 Qty. Released / 31,840 BOT/
Kosnuecerso Boinyueno (iaxoHoB
Batch size / Pasmep cepuu 34,722 BOT / ¢prnaxonos Mg, License No. / Jiuuensun na MNB/10/832
NPOHU3IBOACTBO (HOMep)
Inspection Lot No.“/ 040000502244 Mfg. License Date / JInuensust na 30/04/2020
PerucrpauHoHHBIi HOMep aHAJIN32 NpOU3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepTuduxar (aara)
. GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Poccus GMP cep'n[:dmlcaT (1omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crienuykanns roroBoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A@C ) API Batch No / A®C cepus Ne 23411(JM-01)-
Mowmeraszona QypoaTa MOHOIMAPAT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®@apmana6e Jumuren, Unaus
Ne | TESTS /ITIOKA3ATEJIXA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATDHI
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 pmo3s cycmeHsum BO (ulakOHE M3 MOJMAITHIIEHA BBICOKOH TUIOTHOCTH C
JO3UPYIOIIMM YCTPOMCTBOM M KOJHIAYKOM M3 MONM3TUIIEHA BhICOKOH moTHOocTH. 1o 1
(1akOHY BMECTE ¢ MHCTPYKUHMEHN N0 MEAUIMHCKOMY TIPUMEHEHUIO B TTaYKe KapTOHHOM.

Any deviation/Incident/OOS: Non-applicable
OtknoHeHusi/HecooTBeTcTBH/OOC: He IPUMEHUMO

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. JIII-Ne(001710)-(PI'-RU) dt.
23.01.2023 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.”

3axsiiouede O COOTBETCTBMM: HAcTOAIIMM TMOATBEPXKIAl0, 4YTO TMpeACTaBleHHas Bbiille uHOpMaNMsA sABIsETCA
LOCTOBEpHOH ¥ TouHOH. JlaHHast cepust Obina Mpou3BeleHa (BKIIOYAs YNAKOBKY/MapKMPOBKY M KOHTPOJIb KalxeCTBa) Ha
yKazaHHoH BbIILE [POM3BOJICTBEHHOH IUIOIIAJKE B IOJIHOM  COOTBETCTBUM ¢ TpeGOBaHI/IﬂMI/I

JHI-Ne(001710)«(PI'-RU) ot 23.01.2023 mns priHka Poccuw M yTBEpIKIEHHON crieundukanued No SPC CC- 06368 )
Hpomxonm MPON3BOACTEA, YNAKOBKM M TIOKAsaTel kauecTsa JaHHOH cepum 61:1)'!1/1 npoaHaﬂanpQBaHbI, CHENaHO,
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Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /

esignation Officer-QA Sr. Officer Sr. Manager - QA
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