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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®HKAT AHAJIM3A I'OTOBOI'O ITPOJAYKTA

Page 1 of 8 /Crp. 1 13 8

Name of Product /
Haumeunosanue npoayKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerazoHa cnpeli HazaabHbIHM 103MPOBaHHDIN 50 MKr/n03a

Active Ingredients /
JleiicTBYO11HE BeHieCTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 noza Crpest CONCPHUT ﬂeﬁcTBleU.lee BewecTro: MoMerazoHa (])ypozn'a MOHOTHApar

51,72 MKr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / Jlo3nposka 50 meg/dose / 50 mxr/noza Date of Mfg. / Jlata npoussoactsa | 04/2024
Dosage form / Mfatcred-duose nasal spray / Crpeit Date of Exp. / Conet a0 03/2026
JlekapcTBennas gopma HA3AIbHbLA J03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK - Date of release / /lara Boinycka 25.04.2024
Batch No. / Cepust Ne 12240391 Qty. Released / 32,320 BOT/
KoanuecTso BbiymeHo (aaxonon
Batch size / Pazmep cepun 34,722 BOT / ¢pnakonos Mig.License No. / Jluuessus ua MNB/10/832
NpoH3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000521093 Mfg. License Date / JInuensus Ha 30/04/2020
Perncrpaunonnbiii HoMep aHaJau3a NpoM3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/
GMP ceprudmxar (nara)
i GMP Compliance certificate No. / GMP-
Market / Poisox Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / ) STP-CC-
Crnemndukaums roroBoro SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
) Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoranue AD®C API Batch No / ADC cepus Ne 23422(IM-01)-
Mowmerasona ¢ypoara MoHoruapar 001
Manufactured by / [Ipoussoaurens | Aarti Pharmalabs Limited, India/ Aapti ®apmana6e Jlumuren, Miaus
Ne | TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIBTATHI
1. | Description / Onucanne White to off white thick ‘suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or  Gengoro po noutn OGeoro upera ot | [lourn 6esoro uBerTa
TNIOJIyNIpO3payHoil A0 HENpOo3pauHOd KOHCUCTEHUUY | HEMPO3payHOil  KOHCHCTEHUMH

rycras CyCHneH3us.

rycras CyCriCH3us.

2, | Identification / UnenTudnranns

a) Mometasone Furoate /
Mowmeta3oHa pypoat

| chromatogram of sample

The retention time of the main peak in the
preparation  should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems ynepxuBaHUsS OCHOBHOTO ITHKa

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

Ha  XpoMarorpaMme HCIBITYeMOro pacTtBopa | standard preparation / Bpewms
| OJOKHO COOTBETCTBOBATh BPEMCHU YACPKMBAHUA | YAEPKUBAHWS OCHOBHOIO IIHMKA
{ OCHOBHOIrO KA Ha XpoMatorpaMMe CTaHZApPTHOIO | Ha Xpomarorpamme
pacteopa (cMm. pazzen «KonnuecTreHHOE | HCMBITYEMOrO pacTeopa
OMpENCNICHUEY). COOTBETCTBYET BPEMEHU
YIAEPKHBaHUA OCHOBHOIO IHKa
Ha XpoMaTorpamMmme
CTAaHJAPTHOrO PacTBOpa.
Prepared\By / Hoarorosua Checked By / IIposepua Approved By / Ono6pun
Signature / Iloanucs /%/5 ‘r‘_w}/.w AT
" ' - N VT
Date / daTa 3 é [0 L” z.ol/Lf I hegl j[ Qi»;‘fl?"’/ﬁﬂj
Name / @110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
Officer-QA Officer-QA Sr. Manager - QA
JosmxHocTs Q Q g Q
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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

CEPTUOHUKAT AHAJIU3A TOTOBOI'O ITPOAYKTA
Page2 of 8/ Crp. 2 u3 8

Name of Product/ MOMAT RINO
Haumenosanue npoaykuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTeHTOBAHHOE HAUMEHOBAHUE MowmeTaszona cnpeil HazabHbIA 103MpoBaHHLINH S0 MKI/ 1032

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBy10IIHE BeLiecTBA I nosa cripes coaepxur: AeficTpylollee BeilecTso: Momerasona dypoara MoHoruapar
51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / lo3uposka 50 mcg/dose / 50 Mxr/mosa Date of Mfg. / lata nponssoacrea 04/2024
Dosage form / Metercd-duose flasal 'fpray iCnpeu Date of Exp. / Fogen 20 . 03/2026
JlekapcTBeHHas (opma Ha3aJbHbIA J03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lara Beinycka 25.04.2024
Batch No. / Cepust No 12240391 Qty. Released / 32,320 BOT/
‘ Koaunyecrso BoinyueHo (nakoHOB
Batch size / Pasmep cepuu 34,722 BOT / gnakonon Mfg.License No. / Jluuensun na MNB/10/832
NPOM3BOACTBO (HOMEp)
Inspection Lot No.“/ 040000521093 Mfg. License Date / Jlunensus ua 30/04/2020
PerncrpauuoHHblil HoMep aHaan3a MPOH3BOACTBO (aTa)
Package size / Ynakopka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmkar (aara)
| i Do GMP Compliance certificate No. / GMP-
Market / PbiHok Russia / Poccus GMP ceprudumar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creungpukauusi roroporo SPC-CC-063688 Reference STP No. / CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AO®C API Batch No / A®C cepus Ne 23422(JM-01)-
MowmeraszoHa ypoaTa MOHOIUAPAT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®@apmana6e Jlumuren, Unnus
Ne | TESTS/IIOKA3ATEJIU LIMITS / TPEBOBAHUSI " OBSERVATIONS /
PE3YJIbTATHI

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

/ Bensajxonus xaopun | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Cj» and
HCIILITYEMOTO PAacTBOpa NOMKHBI 00HapyxmBaThes | Cis in the chromatogram of the

), THKH, o BpEMEHaM yaepxuBanus | standard  solution. / Ha

1} COOTBETCTBYIOIME TMKAM FOMOJIOTOB GEH3AJKOHHA | XPOMATOrPaMMe HCIIBITYEMOro

fxaopupa  Ciz m Ciy  Ha  XpoMaTorpamme | pactsopa 0OHapyKHNBaIOTCS

CTaHJapPTHOTO pacTBOpa (om: pasgen | MHKH, no BpeMeHaM
«KOJIHYECTBEHHOE OIpe/IeSICHUE). yIAEpPXHUBaHUA

COOTBETCTBYIOLINE 1Kam

TOMOJIOTOB OeH3aIKOHUSA

xiopuna Cyjp u Cuy Ha
~~~~~~ : XpOMaTorpaMMe CTaH[IapTHOTO

pacTBopa.
3. |pH From 4.30 10 4.907 Ot 4,30 no 4,90 4.69 /4,69
4. | Density / IlnoTHoCTH From 0.950 to 1.050 g/cm?/ 1.007 g/fem® / 1,007 r/em?

Ot 0,950 10 1,050 r/cm?
5. | Viscosity / Baskocrs From 30 to 130 ¢Ps/ Ot 30 no 130 cIl3 52.1cPs/ 52,1 cllz
Prepared By / Ilonrotosua Checked By / IlpoBepu Approved By,/ OnoGpun

Signature / Hoanuck /g(/ ] ’ij ‘g\?{j /
Date / Jlata 264l 2oy A e MO 26 i g{ﬁ«w W
Name / ®O Yogesh Kumar Mehta © Atul Kumar Kamal Kishore
Designation /
Toxnocts 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 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 I'OTOBOI'O TIPOJAYKTA

Page3 of 8 /Crp. 3 n3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NpoayKUMH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mecg/dose

HenartentoBannoe HaumeHoBanne | MomerasoHa cripedl HazansHbIH aosuposadelil 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 mcg :
JeiicTByiomue BeiecTBa 1 n03a cnipes comepuT: ASHCTBYIOIIee BeMecTBO: MoMeTasoHa (ypoara MOHOTHAPaT
51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / Jo3uposka 50 meg/dose / 50 mxr/inosza Date of Mfg. / lara nponssoacrea 04/2024
Dosage form / Melered-df)se nasal spray { Crpeii Date of Exp. / Togen 20 03/2026
JlexapcTBeHHasi popma Ha3aJIbHbIH 103MPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / JlaTta Boinycka 25.04.2024
Batch No. / Cepust Ne 12240391 Qty. Released / 32,320 BOT/
Koin4ecTBo BbINy1weHo (iraxoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mig.License No. / Jluuensust na MNB/10/832
NpoM3BOJACTBO (HOMED)
Inspection Lot No.“/ 040000521093 Mf{g. License Date / Jluuensus na 30/04/2020
PeructpaunoHHblii HOMep aHaIN3a POM3BOACTBO (RaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / : STP-CC-
Cneunduxauus roroporo SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoaykrTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C API Batch No / A®C cepusn Ne 23422(JM-01)-
Mowmerasona gypoata MOHOTMApAT 001 :
Manufactured by / Ilpoussoautenr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumuren, Unaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHNS OBSERVATIONS /
PE3YJBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOnaABHOCTL Ot 250 no 350 MOcm/xr 292 mOcm/xr
7. | Net content / Macca Not less than 18 g/ He menee 18 ¢ 183g/183r

CoAepKUMOro QaaxoHa

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 145 doses / 145 no3

container / KonnuecTBo / He menee 120 103 (He cyuTasi NepBUYHYIO -
03 MPOKAUKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Musumym: 97.6%
Macca no3sl theoretical dose mass / Maximum / Maxcumym:107.1%

HnnuBuayansHas Macca 1o3sl: oT 85 % g0 115 % Average / Cpennee:.102.5%
OT TEOPETUYECKON MACCHI T03bI; ' S T

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

Cpennssa macca 103b1: oT 90 % 10 110 % ot
TEOPETUUECKOH Macchl 103bI

Prepared By Iloarorosua Checked By / I[IpoBepua——-.  Approved By / OnoGpun
Signature / Ioanucs , R ai
\w/ij// ﬂ'“‘w % - ‘
Date / JlaTa 3y é / ay / 2 ZV rd 1 0 TN
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
TosmHocTs Officer-QA Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDHUKAT AHAJIN3A 'OTOBOI'O INPOJIYKTA

Paged of § /Crp. 413 8

Name of Product /
HaumenoBanne npoayxunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBannoe HauMeHOBaHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mownmerasona cnpel HasaIbLHLIN fo3upoBanusii SO MK/ 103a

Active Ingredients /
JeficTyrome BeiecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg

1 no3a cnpest cogepxur: AeficTBylomee sewectso: MoMerasona (ypoara MoHOTHApAT

51,72 mxr B nepecuere Ha Momerasona ¢gypoar 50,00 mxr

Strength / Ro3npoBka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / Jlata npoussoacrTaa 04/2024
Dosage form / Mf&tered-d‘?se nasal spray { Crnpeii Date of Exp. / Fonen 10 03/2026
JlekapcrBeHHas popMa Ha3aJIbHBIH 1031 POBaHHbIi
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 25.04.2024
Batch No. / Cepusi Ne 12240391 Qty. Released / - 32,320 BOT/
KosinyecTBO BBINYLIEHO (u1aKOHOB
Batch size / Pazmep cepuu 34,722 BOT / ¢pnaxonos Mig.License No. / Jluuensus na MNB/10/832
NPOM3BOACTBO (Homep)
Inspection Lot NOL/ 040000521093 Mfg. License Date / Jlnuensus na 30/04/2020
PeruncrpaudoHHblil HOMep aHaJIM3a NpoU3BOACTBO (AaTAa)
Package size / ¥ nakoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 14,159
GMP ceprudmxar (nata)
. N GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauusi roToporo SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne :
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanune ADC Y API Batch No / ADC cepusi Ne 23422(JM-01)-
Mowmeraszona {ypoara MOHOTHIpAT 001
Manufactured by / Ilpoussoanrensr | Aarti Pharmalabs Limited, India/ Aapru ®apmanae Jlumuren, Uuaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VYJILTATDHI

10. | Particle size /
Pasmep wacTun

Particles < 10pm in size: Not less than 90%
YacTnn pasmepom < 10 MkM — He Meree 90 %;

Particles <30pm in size: 100%

Yacruu pasmepom < 30 mxm — 100 %

100.0% / 100,0%

100.0% / 100,0%

Particles > 30pm in size: Should be absent Absent / OTcyTCTBYIOT
Yacruust pazMepom > 30 MKM — [0JDKHBI
OTCYTCTBOBATD

11. | Sedimentation Stability / | Not less than 5 min / He menee 5 mun. Complies /

CeauMeHTAIHOHHASA
yCTORYNBOCTL

CooTtBeTcTBYET

Prepared By / Iloarorosua

Checked By / IIposepua

Signature / Moanuce

[

i ) 34 e, - j
Date / Harta PA /o YUlar, Y S RLE B pA f i ,ﬁﬁﬁvﬁ-j
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
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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: +91-1795.2493 10 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page Sof 8/ Crp.5u3 8

Name of Product /
HaumeHoBanue npoayKuum

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBanHoe HAMMEHOBAHNE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MomeTaszoHa cnpei HazalbHbIA A031poBanHeIi 50 MKr/103a

Active Ingredients /
JeferBy1ouine Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1.1032a crpes coaepxur: AckcTRylomee Belecrso: Momerasona ¢gyypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona gypoar 50,00 Mxr

Strength / lo3uposka 50 meg/dose /50 Mx1/n03a Date of Mfg. / lata npon3soacraa 04/2024

Dosage form / M’etered—dvose @sal spray / Cripeit Date of Exp. / Tosen 10 03/2026

JlexapcreenHas popma Ha3a/bH b 03U POBAHHBIH

Product code / Koa npoaykra SRUO030007E040401DK Date of release / lata Boinycka 25.04.2024

Batch No. / Cepust No 12240391 Qty: Released / 32,320 BOT /

Koaunuectro BoinyuieHo (haakonos
Batch size / Pasmep cepun 34,722 BOT/ {raonos Mfg License No, / JInuensun ua MNB/10/832
. MPOU3BOACTBO (HOMeD)

Inspection Lot NOL/ 040000521093 Mfg. License Date / JInuensusn Ha 30/04/2020

Perncrpanyonupiit Homep ananusa | HPOU3BOACTEO (AaTa)

Package size / Ynaxonia 120 Doses / 120 103 GMP Compliance certificate Date/ | 1 ¢06/7059

GMP ceptudukar (aara)
: X GMP Compliance certificate No. / GMP-

Market / Prinox Russia/Fogons GMP cepTuduxar (Homep) 01556/20/IN

Reference Specification No. / : STP-CC-

Crneuuduxauus roToBoro SPC-CC-063688 Reference STP No./ CIIN Ne 0 40944

npoaykTa Ne

Mometasone Furoate Monohydrate/ : MEM-
API'name /Hauvenoanue A®C Y API Batch No / A®C cepus Ne 23422(IM-01)-
MowmeraszoHa (ypoaTa MOHOIHApaT 001

Manufactured by / Ilpouspoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jumuren, Manus

Ne | TESTS/ TIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJILTATbBI

12. | Impurities / Ilpumecn

Impurity 8 DM /
TIpumecu 8 DM

Impurity DMC /
Ipumecu DMC

Impurity D /
TIpumecu D

Any individual unspecified
impurity / Eaunuusoit
HEUJIEHTUQULMPOBAHHOM
npuMecH

Total impurities /
CyMMbl ipUMeceit

‘Not more than 0.15 % / He 6oxnee 0,15 %

Not more than 0.15 % / He Gosee 0,15 %

Not more than 0.20 % / He 6osee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.60 % / He 6ousiee 0,60 %

Not Detected/ He oGHapyxeHo

Below LOQ /Huxe TTKO

0.01% /0.01%

0.04%/ 0,04%

0.09%/0,09% -

Prepared By / lloarorosua

Checked By / IIposepus

““Approved By,/ OaoGpun

Signature / Tloanuce éij/ N
Date / lata J 4 [ou) 2o.uY loy f?p@’j?”{f
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Desionati

esignation / Officer-QA Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA

Page 6of8/ Crp. 6138

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

HenaTtenToBannoe HaumeHoBaHUe Mowmerazona cripeil HasasibHbii 103MPOBaHHBIH 50 MKI/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByromue Beiecrsa 1 n03a cnpes coaepxuT: gedcrsyomee BemecTso: MoMerazoHa (hypoara MOHOTHApaT
51,72 mxr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / laTa npousBoacTBa 04/2024
Dosage form / M'etered-dvose 'nasal spray / Cripeii Date of Exp. / Coxen 0 03/2026
Jlekapcreennas gopma Ha3JIbHBIA JIO3UPOBaHHbIN :
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Boinycka 25.04.2024
Batch No. / Cepust Ne 12240391 Qfy. Released / 32,320 BOT/
, : KoanvecTBo BhinyuieHo (akoHOB
Batch size / Pasmep cepun 34.722 BOT / ¢pnaxonos MigLicense No. / JInuensus na MNB/10/832
Apou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000521093 Mfg. License Date / JInuen3sus na 30/04/2020
Peructpauuonsblii HoMep aHaJin3a TPOU3BOACTBO (AaTa)
Package size / Yiaxoska 120 Doses / 120 7103 GMP Compliance certificate Date/ | ;0100
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccrs GMP cepTudnrat (Homep) 01556/20/IN
Reference Specification No. / ’ STP-CC-
Crnenuurauus roTosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ ' MFM-
API name / Haumenopanue A®C ) API Batch No / A®C cepusi Ne 23422(IM-01)-
Mometazona (pypoara MOHOIHApaT 001
Manufactured by / [lponssogurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
Ne | TESTS /ITIOKA3ATEJN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJBLTATBI

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

: . from 10 vials) can deviate more than = 20% from the average P . )
and Uniformity of value and not any dose can deviate more than + 25% from the Minimum / Munuvym: 99.0%

Delivered Dose / Cpennsis average value. The mean should not exceed + 15 % of label Maximum / Maxcumym:101.0%
AOCTaBJAsiEMast 1032 U claim Mean / Cpennee:100.0%
OAHOPOAHOCTD 12153/ 06 dosels dez\(/)iatf: lmorc than + 20% but not more than +
" o, test another 20 vials.
AOCTABAAEMON 0311 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 6onee 2 13 20 no3 (10 Havasnphbix 103 M 10 KOHEUHBIX 703) Minimum / MHHI/IMyM: 97.0%
MOTYT HMEThb OTKJOHEHME OT CPEeAHEro 3Hayenus Gosee uem . . o
+20%, M HM OfHA 2033 e AOWKHA Wmers orkiowenne or | Maximum /Makcumym:107.0%
cpeaHero sHaueHus Gonee uem 25 %. Cpenmee snauenue ne | Mean / Cpennee; 100:0%
JIOSDKHO TIpeBbluarh £ 15 % OT 3anBAEHHOTO. ’
Ecau ot 3 10 6 003 uMetoT oTKI0HEHHS Gojee ueM £ 20 %, HO
menee yeM + 25 %, To uenpIThiBaloT ciieayromue 20 GhnakoHos.
He Gonee 6 u3 60 103 MOryT UMeTh OTKJIOHEHHE OT CPEAHEro
3Ha4eHus Oonee yeM + 20 %, ¥ HH OiHA J03a HE AOJDKHA HMETh
OTKNOHEHHE OT CpeliHero 3Hauenns Gonee yem + 25 %. Cpeanee
3HAYEHHE KAKAOTO ONpPEeNeneHys He JODKHO MPEBLLaTh = 15 %
OT 3afBJICHHOTO.

Prepared By / lloarorosua Checked By / IlpoBepuan
Signature / Iloanucey 1/ f}‘ e
Date / JaTa l € ( o\ lo'l‘i by [ ],.ym\ i) i 5 {f?%ﬁﬁws“liii
Name / ®HO Yogesh Kumar Mehta Atul Kumar ' Kamal Kishore
Desi :
esignation / Officer-QA Officer-QA Sr. Manager - QA
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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@bom2.vsnl.net.in

CEPTU®UKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA

Page 70f 8/ Crp. 7u3z 8

Name of Product /
HaunmenoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroBaHHoe HAMMEHOBAHNE -

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeraszoHa cpeit HasanabHbLIA 103upoBaHHBIi 50 MKI/a03a

Active Ingredients /
HeiicTByromue peutecrea

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIipesa COACPKUT! ﬂeﬁCTBleLUCC BEUICCTBO: MoMeTaszoHa (])ypoa'ra MOHOIMApaT

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

Strength / do3uposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoacrea 04/2024
Dosage form / Mfatered-d:)se 'nasal spray / Crpeit Date of Exp. / Comen 0 03/2026
JlexapceTpenHasi popma HA3ANLHBIA 103UPOBAHHBIH
Product code / Kog npoayxra SRU030007E040401DK Date of release / laTa Boinycka 25.04.2024
Batch No. / Cepust Ne 12240391 Qty. Released / 32,320 BOT/

KonnuecTso BuINymeHo (pnakoHOB
Batch size / Pasmep cepun 34,722 BOT/ dnakonos Mig.License No. / Jlnuensus ua MNB/10/832

Npou3BoACTBO (HoMep)
Inspection Lot NOL/ 040000521093 Mifg. License Date / JInuensust na 30/04/2020
PerucrpaunoHHbIi HOMep aHAAU3A NPOU3BOACTBO (NaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudmuxar (nara)

. GMP Compliance certificate No. / GMP- .
Market / PoiHok Russia / Poceus GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudurxaums rorosoro SPC-CC-063688 Reference STP No./ CIIN Ne 640944
npoaykra Ne ‘
MFM-

API name / HaumeHoBaHne ADC

Mometasone Furoate Monohydrate/
Mometa3zoHa ypoara MOHOTHAPAT

API Batch No / ADC cepust Ne

23422(JM-01)-
00]

Manufactured by / Hpoussoauresn

Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlamuren, Mnauns

Ne | TESTS /TIOKA3ATEJIA

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIbTATHI

14 | Mierobiological Purity / MuxpoGuosioruyeckast YucroTa

Total aerobic microbial
count / Obuiee ynucyio
a’poOHbIX
MHUKPOOPTaHU3MOB

Total yeast and moulds
count / OGiuee yucio
JIPOMOKEBBIX ¥ INIECHEBBIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10? cfu per 1ml of the product / He

6onee 102 KOE B 1 Ma npenapara

Not more than 10! cfu per 1 ml of the product/ He

oonee 10! KOE B 1 M1 npenapara

Absence per 1 ml of the product / Otcyrersue B 1

MJ1 npenapara

Absence per 1 ml of the product / OtcyTeTrue B 1

MJI IIpenapata

Less than 10 cfu/ml/
Menee 10 KOE/man

Less than 10 c¢fu/ml /
Menee 10 KOE/Mn

Absent / OTcyTCTBYET

Absent/OTcy’Tyé‘,TB}:/e{: HETEN

15. | Assay / KonnuecTBeHHOe o1l

peneJienue

a) Mometasone Furoate /
‘MomerazoHa dypoar

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % 10 115,0 % ot 3asBNE€HHOrO COACPKAHUSL

99.7% / 9

b) Benzalkonium chloride /
benzankonus xnopun

From 80,0 % to 120,0 % of the labeled content / Ot
80,0 % no 120,0 % OT 3asiBIEHHOTO COAEPIKAHMA

95.8% 958

Checked By / IlposepuJ

Prepared By Iloarotosua Approved By / Ono6pua
Signature / Hoanuck /fg/ w}”‘“’ \7() s
Date / lata «] é ' oy ’ lel Y RIS LN 290 ] B4 7?‘1@'«‘53-%?
Name / DHO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
Tomuocts Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOPUKAT AHAJIM3A TOTOBOI'O INIPOJIYKTA
Page 8 of8/C1p. 8§13 8

Name of Product / MOMAT RINO
HaumenoBanue nNpoayKuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal bplay 50 meg/dose
HenarenToBanHoe HaumeHoBanne | Momerasona ciipeii HasabHbIH 103HpOBaHbL 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 mcg
Jeficrylomue semecrsa 1 nosa cnipes colepxut: AeficTeyoniee seiiectso: Momerasona Qypoara MoHOrHApaT
51.72 mxr B nepecuere Ha Mometasona dypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npoussoacTea 04/2024
Dosage form / Metered—dvose nasal spray { Cnpeii Date of Exp. / Tonen 10 03/2026
JlexapersenHas opma HasalbHBIA J03MPOBAHHBIN
Product code / Kox npoayxra SRU030007E040401DK Date of release / laTa sbinyeka 25.04.2024
Batch No. / Cepust Ne 12240391 Qty. Released / 32,320 BOT/
KonnyecTso BuinyeHo dnaxonon
Batch size / Pasmep cepuu 34,722 BOT / daxconos Mig.License No. / Jluuensun ua MNB/10/832
TIPOM3BOACTBO (HoMep)
Inspection Lot No.“/ 040000521093 Mfg. License Date / JInuensusn na 30/04/2020
PerucTpaunoHHbLI HOMep aHaIU3a NPOM3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poceus GMP cepT£¢uKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudurkauus roroBoro SPC-CC-063688 Reference STP No. / CIIM Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / HaumenoBanue ADC M API Batch No / A®C cepusi Ne 23422(JM-01)-
omeTa3oHa dyypoara MoHoOruapar 001
Manufactured by / Tlpoussoautens | Aarti Pharmalabs Limited, India/ Aapru Papmanate Jlumuren, Muaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATEHI
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. /
Ho 120 no3 cycnensuy BO (aKoHe W3 NOJMITHICHA BBICOKOH TIOTHOCTH ¢
JO3UPYIOUIMM YCTPOMCTBOM U KOJNIAYKOM U3 NMOJTUSTHIICHA BLICQKOI/I ]'IJ'[OTHOCTI/I Mo 1
(rakoHy BMecCTe © MHCTPYKLHEH N0 MeAMLIHHCKOMY andMeHeHmo B IaYKe KapTOHHOH

Any deviation/Incident/OOS: Non-applicable
Otxknonenus/necoorsercTens/O0C: He NpUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accu
been manufactured including packaging and quality control at the abovementioned site in ful phance wtt, the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(00T71B)E(PP-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” R —

3akyIl0YeHMe O COOTBETCTBMM: HACTOSIIIMM HOATBEPXKAAIO, YTO NPEJCTABACHHAS Bblue uH(GOpPManus SIBISETCS
JocTopepHoll M ToyHOH. JlaHHas cepus Oblia Npou3BeneHa (BKIIOYAs YIaKOBKY/MapKMpPOBKY M KOHTPOJb KayecTka) Ha
yKa3aHHOH BhILLIE IIPOM3BOACTBEHHOH TIOMafKe B I[OJHOM COOTBETCTBMM ¢ Tpebomanusmu  Hapnexamei
Ipouseoactrennoit [paxruxu (GMP) NokanbHBIX PeryJIATOPHBIX OPraHOB U TPeOORaHMAMY HOPMATHBHOM JHOKYMEHTAIUN
JITI-Ne(001710)«(PT-RU)-230123 ana peinka Poccuu w1 yTBepxkaeHHoH cnenmdpukanueit Ne SPC-CC-063688. [potokosns
NPOM3BOACTRA, YIAKOBKU M II0KA3aTeM KayecTBa JaHHOH cepuy ObLIM NpOaHaIu3UpOBaHbl U CALJIAHO 3aKIOYeHHe, YTO OHH
COOTBETCTBYIOT Tpebosauusm Haanexameit [1poussoacreennoii [Ipakruxu (GMP).

. This batch of prgduct has

Prepared By\/ lloarorosna Checked By / Ilposepusn Approved By / OnoGpus
Signature / Hoanuce ¢ A Q/ i
g n 44/4 — £ (. s
Date / lara 16/ 04) )p0 Y e 20 !( U ; =y
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA . Officer-QA Sr. Manager - QA
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