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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A T'OTOBOI'O IIPOAYKTA

Page 1 of8/Crp. 1138

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

HenarenToBannoe naumenosanue | MoMeTasona cripell HazanbHbi 103upoBantbIi 50 MK/ 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
Jeiicryromue BeecTsa 1 103a cripes COAEPKUT: AEHCTRYIOMIEE BeLlecTBo: MoMerasona (ypoata MOHOTHIPAT
. 51,72 mxr B niepecyere Ha Momerasoua ¢ypoar 50,00 Mkr
Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata nponssoacrsa 05/2024
Dosage form / Mfﬁtered-dvose ?wsal spray { Cripeit Date of Exp. / Fozen 10 04/2026
JlexaperBennas dopma Ha3anbHbIH A03HPOBAHHbIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Boinycka 25.05.2024
Batch No. / Cepust Ne 12240475 Qty. Released / 32,160 BOT/
KoJsinuecTBo BbilymeHo (nakonos
Batch size / Pasmep cepun 34,722 BOT / ¢pnaxoHos Mg License No. / Jluuensun na MNB/10/832
NPOHM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000525092 Mfg. License Date / JInuensusi na 30/04/2020
PernctpaiuoHHbIii HOMep aHAAU3A NPOH3BOACTBO (JaTa)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
. GMP ceprudmrar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinok . Russia / Poccus GMP cepraiurar (somep) 01556/20/IN
Reference Specification No. / ) k STP-CC-
Cremdukanus roTosoro npoaykra Ne SPC-CC-063688 Reference STP No./ CITH Ne 040944
MFM-
N 23422(IM-01)-
API name / Hanmenosanne A®C 11244335;22222 g)ujoséix%?gzddrag/ API Batch No / ADC cepus Ne 001, MFM-
’ P AP 23423(JM-01)-
001
Manufactured by / Ilponssogurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
Ne | TESTS/IIOKA3ZATEJIN 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 ©Oenoro 1o mnoutd Oenoro usera ot | Ilouru 6enoro LBETa
TIOJIYTIPO3PAUHOA 10 HENPO3pavyHOH KOHCHCTEHLIMM | HENpo3payHoH  KOHCUCTEHIIMH
TycTas CyCcneH3us. I'ycTas CyCleH3usl.

2. | Identification / UnenTudukamns

a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main

MomeTraszona ¢ypoart 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 ynepsxuBanus ocHoBHoro nuka | peak in the chromatogram of
Ha  XpomarorpamMe  HCIBITYeMoro  pactsopa | standard preparation / Bpems
HOJDKHO COOTBETCTBOBATh BPEMEHH "YACPKMBAHMS | yAEPXKUBAHUSA OCHOBHOTO THKa

OCHOBHOIO IIHKa Ha XpOM IapPTHOTO | Ha XpomMarorpamme
acTBopa (cm. «KoNuueCTBEHHOE | MCIIBITYEMOTO acTBOpa
p p 1 y p P
OTIpe/IeNEHUEY ). | COOTBETCTBYET BPEMEHU
% YACPKUBAHH OCHOBHOIO IIHKa
] Ha XpomaTrorpamme
CTaH/IapTHOTO pacTBOpa.
Prepared-By / ItoaroTosua Checked By / IlpoBepus - Approved By./ OnoGpua
- 7 L2 TP
Signature / Iloxnuce /{ 176/ . *9”” *\{ Doon
IFRYE Al 3y oo
Date / lara lf’) [of | 2o2M =949 ug) "L, i-fr < g? iﬁ‘f;i DL
Name / @10 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / "
Officer-QA = ) -0QA
Tonmnocrs icer-Q Officer-QA Sr. Manager - Q
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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
CEPTUO®HUKAT AHAJIM3A I'OTOBOTI'O ITPOJIYKTA
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Name of Product /
Haumenosanne npoayKuum

MOMAT RINO
MOMAT PHHO

Generic name /
HenarentoBaHHOe HAUMeHOBANHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MomeraszoHa cupell Ha3aIbHbLH A031poBannbIl 50 Mxr/n03a

Active Ingredients /
JeiicTBytomue Bewecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 noza CHpesd COACPKUT: aeﬁcmylomee BEWECTRO: MoMerasoHa q)ypoaTa MOHOIruApar

51,72 mxr B nepecuere na Momerasona gypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTsa 05/2024
Dosage form / Metered-dﬂose ¥1asal spray / Cripeii Date of Exp. / Fosen 0 0412026
JlekaperBennas dopma Ha3aIbHBIH IO3UPOBAHHBLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Beinycka 25.05.2024
Batch No. / Ceprs Ne 12240475 Qty. Released / 32,160 BOT/

KoauuecTBo BoInyuieno (J1akoHoB
Batch size / Pasmep cepuu 34,722 BOT / QnakoHos Mig,License No. / JIuuensus na MNB/10/832

NpoH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000525092 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpauuoHHbIi HOMep aHAIM3A IPOM3BOJCTBO (aaTa)
Package size / Ynakosxka 120 Doses / 120 103 GMP Compliance certificate Date/ | 0,000

GMP ceprudukar (nara) .

: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceus GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / . STP-CC-
Crenudurauus rorosoro npoaykra Ne SPC-CC-063688 Reference STP No. / CIIM Ne 040944
MFM-
; B . 23422(IM-01)-
API name / Haumenosanne AOC mg::;:iggz I(i:lms;ial\fdoon}{(glrydla;i/ API Batch No / A®C cepust Ne 001, MFM-
p wap 23423(IM-01)-
001
Manufactured by / lipoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumures, Husms
Ne | TESTS/HNOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATBI

b) Benzalkonium chloride
/ BeH3ajixoHMst XJIOpUA

The chromatogram of the sample solution should
contain peaks corresponding to the retention.times
of peaks of benzalkonium chloride homologues Cy,
and Cy4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
UCTILITYEMOTO PacTBOpa IOJDKHbI OOHapYXHUBATHCA
NHKY, no BpeMeHaM _YAepKHBaHUS
COOTBETCTBYIOIME HUKAM TOMOJIOTOB OEeH3AIKOHMS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride. homologues Ci; and
Cy4 in the chromatogram of the
standard  solution. / Ha
XpOMaToOrpaMMe MUCTIbITYEeMOro

xmopuna  Ciz u  Ci4  Ha _ XpoMarorpaMme | pacTeopa  oGHapyXMBaKOTCA
CTaHHAPTHOTO pactBopa’ i (cM. . “.pasien | muKy, 1o BpEMCHAM
' e yAepKUBAHUSA

COOTBETCTBYIOLIHE TMKaM
rOMOJIOTOB GEH3aNKOH U
xmopuna Cpp um Cu  Ha
XpOMaTOrpaMMe  CTaHAAPTHOrO

pacTBopa.

3. | pH From 4.30 10 4.90 / O 4,31 4.81/4,381

4. | Density / [1noTHocTh

From 0.950 to 1.050 g/om? /7.
Ot 0,950 no 1,050 r/em?®

1.002 g/cm®/ 1,002 r/em?

From 30 to 130 ¢Ps/ O1.30 no 130 ¢IIz

38.0 cPs /38,0 cll3

5. | Viscosity / BsazkocTh

Prepared By / Ilonrorosu Checked By / [Iposepna Approved By /Ono6pua
i “«; p T {/n
Signature / o . - A i A
ignatu AMUCH / :i o j ; \i,w
Date / laTa 2198 o1y 2T 7 7} i { 7 P04
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
-QA - . -
NomsnocTs Officer-Q 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 1732035, India

CEPTUO®HUKAT AHAJIM3A T'OTOBOT'O NIPOAYKTA

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
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Name of Product /
HaumeHoBaHHe NPOAYKUHHU

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHroBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeraszoHa ciipeil HasabHBIH J03HMPOBaHHBIHA SO MK/ 1032

Active Ingredients /
JeiicTBylomue BeltecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza CHIPCS COACPXKUT! ﬂCﬁCTByIOUICe BeulecTrO: MoMeTasoHa (1)ypoa’ra MOHOrMAapar

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

Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npousBoacTea 05/2024
Dosage form / Metered-dvose ’nasal spray / Crpei Date of Exp. / Fonen o 0412026
JlekapcTaenHas gopma Ha3asbHBIHA JO3UPOBAHHBII
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bhinycka 25.05.2024
Batch No. / Cepus Ne 12240475 Qty. Released / 32,160 BOT/
KosnyvecTBo BhINyIEHO (nakoHOB
Batch size / Pasmep cepuu 34,722 BOT / ¢naxonos Mig.License No. / Jluuensus 1a MNB/10/832
NPOH3BOACTBO (HOMED)
Inspection Lot No.“/ 040000525092 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHbiil HOMep aHAJIM3a NPOU3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 go3 GMP Compliance cerfificate Date / 18/06/2020
GMP ceprudukar (narta)
. GMP Compliance certificate No. / GMP-
Market / Poivox Russia / Poccus GMP ceprudmicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
CriensduicaIun roToBoro npoxyita Ne SPC-CC-063688 Reference STP No. / CIIU Ne 040944
MFM-
. ) ) : 23422(IM-01)-
API name / Haumenosanne AOC mgx:;zzg:z I;)um;;i;\ff?l}ydla;i/ API Batch No / ADC cepust Ne 001, MFM-
yp OHOTWAP 23423(JM-01)-
~ 001
Manufactured by / Hpoussopurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Maaus
Ne | TESTS/TIOKA3ATEJIH LIMITS / TPEBOBAHMUS1 OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOoasILHOCTD Ot 250 no 350 MOcm/xr 292 mOcm/xr
7. | Net content / Macea 184¢g/184r

Not less than 18 g/ He menee 18 r
cofiep:ruMoro iakona :

Not less than 120 doses (discard the first pumping) | 171 doses / 171 no3
/ He menee 120 103 (He cuuTas nepBUYHYIO

IIPOKayKy)

8. | Number of deliveries per
container / KoqmuectBo
ao03

Individual dose mass: from 85% to 115% of the
theoretical dose mass /

WnpuBuayanpHas Macca 103sl: o1 85 % 1o 115 %
OT TEOPETHUECKOH MACChl 03bI;

9. | Pump delivery /
Macca n03nt

Minimum / Munumym: 100.8%
Maximum / Makcumym:107.4%
Average [Cpy

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

Cpennsas macca 10361 o1 90 % o 110 % ot
TEOPETHUECKON Macchl H0O3bI

Prepared By / Ioarorosua Checked By / Ilposepun Approved By / Ono6pua

Signature / Hoanuce // ti/ /i}”“ \”’@g{ '

[ ; - = I Y T
Date/ Jara 27 log ] 1011 A 1) 910 ([0
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /

fficer-QA - 8 -

P Officer-Q 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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDUKAT AHAJIU3A I'OTOBOI'O ITPOJIYKTA
l,’agc’s! of 8 /Crp. 41138

Name of Product / MOMAT RINO
HaumeHoBaHue NpoAyKUHAN MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenarenTopannoe HaumMeHoBaHHe | MoseTasona cnpell HasaibHbiM Josuposannmii 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 mcg
HeificrByromue Belnecrsa 1 j103a cripes coAepkUT: AeHcTBYIOLIeE BElecTBO: MoMeTasoHa (ypoara MOHOTHAPAT
51,72 mMxr B nepecuere Ha Momerazona Qypoar 50,00 mrr
Strength / Tosuposka 50 meg/dose / 50 Mxr/n03a Date of Mfg./ laTa nponsBoacTsa 05/2024
Dosage form / Metered-dose nasal spray./ Cripeit ' '
JlexapcreenHas gopma HazajlbHbIHA 103MPOBAHHbBIA Date of Exp. / F,OMH a0 04/2026
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bpinycka 25.05.2024
Batch No. / Cepust Ne 12240475 Qty. Released / 32,160 BOT/
. KosinyecTso BbinyeHo (naxonon
Batch size / Pasmep cepun 34,722 BOT / praxonos Mig License No. / Jluttensns va MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000525092 Mifg. License Date / JIunensus na 30/04/2020
PerucTpaunoHHplii HomMep aHau3a NpPOU3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduicar (nara)
: GMP Compliance certificate No. / GMP-
Market [ Prino Russia / Pocouts GMP ceprudpmrar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crennduianys roToBoro npoaykTa Ne SPC-CC-063688 Reference STP No./ CIIN Ne 040944
MFM-
, ) ! 23422(IM-01)-
APIname / Haumenosanue AOC mg;ﬁiigﬁi I&)u:o;;;l\:\[{%nﬂognrydla;i/ API Batch No / ADC cepus Ne 001, MFM-
P HApa] 23423(IM-01)-
v 001
Manufactured by / Ilponssoaurens | Aarti Pharmalabs Limited, India/ Aaprtu ®apmana6e Jiumuren, Mnaus
Ne | TESTS /TIOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbLTATBI
10. .| Particle size / Particles < 10pm in size: Not less.than 90% 100.0% /100,0%
Pasmep yacTun Yacrun pasmepom < 10 mxm — #e Menee 90 %);
Particles < 30pm in size: 100% 100.0% / 100,0%
Yacruy pazmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCyTCTBYIOT
YacTuusl pazMepoM > 30 MKM — JOJKHB
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He mMenee 5 Mumn. Complies /
CenuMeHTALIMOHHAS V , CooTBeTcTBYET
YCTOHYNBOCTH o
Prepared-By / Iloarorosun Checked By / llposepun Approved By QunoGpun
i e . VAR .
Signature / Ilonnuce / %z/ j} ;\; i {
Date / Jlata Y Mes [ Lary 1 05 29 X oy
Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / :
-QA - X -
TlosHoCTS Officer-Q Officer-QA Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIM3A T'OTOBOI'O INTPOAYKTA

Page Sof 8§/ Crp.51u3 8

Name of Product/ MOMAT RINO
HaumeHosaHnHe NpoayKunu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTentoBaHHoe HauMeHoBaHue | Momerasoua cripeit HasanLHbIH J03uposanubit S0 MKr/a03a
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 seuiecrsa 1 1033 cnpest COMSPXKUT: AeHCTBYIOUICE BelecTBO: MoMeTaszona ypoara MOHOTUApPAT
| 51,72 mxr B nepecyere Ha MoMmerazoHa Qypoar 50,00 Mxr
Strength / Jo3upoeka 50 meg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoacrsa 05/2024
Dosage form / M'etered-dvose f}asal spray { Crpeit Date of Exp. / Tonent 10 04/2026
JlekapceTBennas popma Ha3JIbHBIN J103HPOBAHH b
Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Bbinycka 25.05.2024
Batch No. / Cepusi Ne 12240475 Qty. Released / 32,160 BOT/
Konnuecrso BuinyueHo dakoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢naxoHoB Mg License No. / Jluuensns na MNB/10/832
APOM3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000525092 Mfg. License Date / JInuensus na 30/04/2020
Perucrpauyonnbiii HoMep aHAJIM3A NpOM3BOACTBO (AaTa)
Package size / Ynaxonka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceus GMP ceprudukar (somep) 01556/20/IN
Reference Specification No. / \ g STP-CC-
Cheuuukanss roToBoro MposykTa Ne SPC-CC-063688 Reference STP No. / CITA Ne 040944
MFM-
_ 23422(JM-01)-
API name / Haumenosauue AQC mg::;zzgiz I;)uro;;:al\/hlll(z)nﬂoohrydra;i/ API Batch No / A®C cepus Ne 001, MFM-
‘ P WIp 23423(JM-01)-
, 001
Manufactured by / Hpouspoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Ynmus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHNSA OBSERVATIONS /
PE3YJIBTATHI
12. | Impurities / Hpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % . Not Detected/ He o6uapyxeHo
[Tpumecu 8§ DM ' ,
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe IIKO
Ilpumecu DMC
[mburi Not more than 0.20 % / He 6onee 0,20 % 0.01% /0.01%
mpurity D/
Hpumecu D
Any individual unspecified | Not more than 0.20 % / He 6Gonee 0,20 % 0.04%/ 0,04%
impurity / Enuan4Hoit
HEeUJCHTUUIUPOBAHHON
IpUMECH '
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.14% /0,149
CyMMmBI puMeceit ’

Prepared By / Iloarorosun Checked By / IIposepua ApprovedABy £.Ono0pun
Signature / Iloanuce ;wy {w«wﬁ’”"“””_" S S{’é v‘};’”w
= ”M’ - ot - {\”j K -
Date / JlaTa 97 198 | lopt 21 »g‘) 7 79 g/@ {} o
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
Officer-QA - .M -
JTOJKHOCTD icer-Q Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIIU3A TOTOBOI'O ITPOJIYKTA
Page 6 of 8 /Crp.6u3 8

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

HenarenToBaHHOe HAMMEHOBAHUE Momerasona Cllpel\/‘l HA3aLHLIA )103”})0821]1]*!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
JeiicTBY1omue BelecTBA 1 1o3a cnpes conepxuT: AelcTBYIOMEe BEIECTBO: Momerasona (ypoara MOHOrHAPAT
51,72 mkr B niepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npouspoacTsa 0572024
Dosage form / Mfttefed-({?se fxasal spray / Cripeit Date of Exp. / Conen 10 04/2026
JlexapcTBenHas ¢opma Ha3aibHbIH 103UPOBAHHBIN
Product code / Koa npoaykTa SRU030007E040401 DK Date of release / lara Boinycka 25.05.2024
Batch No. / Cepus Ne 12240475 Qty. Released / 32,160 BOT/
KoauuecTBo BbINy1eHo (axoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢pnaxonos Mfg.License No. / JInnensus na MNB/10/832
NpoN3BOACTBO (HOMep)
Inspection Lot NOL/ 040000525092 Mfg. License Date / JIuuensus Ha 30/04/2020
PeructpauuoHHbiil HOMep aHAJAN3a : npon3BoOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP. Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. N GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / . . STP-CC-
Crensduxanms rotosoro npoaykta Ne SPC-CC-063688 Reference STP No. / CIIH Ne 040944
MFM-
. : 23422(IM-01)-
API name / Haumenosanue AOC ﬁgx:;zigﬁz l(;)mo:{tiial\fd(;r:ioglrydra;i/ API Batch No / ADC cepust Ne 001, MFM-
P p 23423(JM-01)-
001
Manufactured by / llpoussoauresan | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jiumuren, Maaus
Ne [ TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUASA OBSERVATIONS /
PE3YJIbTATbBI

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

N . from 10 vials) can deviate more than £ 20% from the average s . QQo
and, Uniformity of value and not any dose can deviate more than = 25% from the Minimutn / Munumym: 98%
Delivered Dose / Cpenuss

average value. The mean should not exceed % 15 % of label | Maximum / Maxcnumym:102%
JOCTaBJIsieMast 1032 U claim Mean / Cpennee:100%
OOHOPOAHOCTH 12f5 3/ 106 dose}? d;\gatp lmore than + 20% but not more than %
9 o, test another 20 vials.
HOCTaBnﬂeM(.)" AO3BL 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 / Kouneu:
He Gonee 2 u3 20 503 (10 navanpHeix 803 ¥ 10 KOHEUHBIX J03) Minimum / MPIHI/ImyM: 9994,
MOIYT WUMETh OTKJOHEHHE OT CPEAHEro 3HaueHus Gojee uyem . . o
+20%, 1 HM OJHA AO33a HE JAOMKHE UMETh OTKJIOHEHHE OT Maximum / MaKCHMyM.lOZ/o
cpenuero 3Hauenus Gonee yeM + 23 % Cpeauee sHavenne ne | Mean / Cpennee: 100%
JIOSKHO HpeBbllaTh + 15 % o1 3asBIEHHOTO. R
Ecny or 3 no 6 103 uMeloT oTkIoHeHHs Gonee deM + 20 %, Ho
MeHee YeM £ 25 %, To HCMBITBIBAIOT creyomue 20 (akoHoB.,
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIIOHEHHME OT CPEIHETO
3HayeHns Gonee yeM = 20 %, U HY OflHA 1033 HE AQJDKHA UMETh
OTKJOHEHHE OT CPeAHero 3HaueHus Gonee yem £ 25 %, Cpennee
3HAYEHUE KaJIOT0 ONPECIEHHs HE JI0DKHO NPpeBpuuath + 15 %
0T 3aBNEHHOTO.

Prepared By / Iloarorosua Checked By / Ilposepusr-——i-
Signature / llopnuce C}i/ wﬁ,w
i e - ‘*“jw - L
Date / lata )7 195725 Y L os [~ 77 f& vy
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
JloxHOCTE 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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOTI'O ITPOJAYKTA

Page 7 of § / Cyp. 7n3 8

Name of Product / MOMAT RINO
HaumeHoBanue npoayxkuuu MOMAT PUHO
Generic name / ' Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHToBaHHOE HAHMEHOBaHHe Mowmeraszona crpeit Hasanblbli Jo3upoBanubil 50 Mkr/no3a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JefcTByiomue BemecTsa 1 1032 cripes comepHuT: AckcTByIoLee BemecTBo: MoMerasona (gypoara MOHOTHApaT
51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 mxr
Strength / lo3uposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npousBoacrsa 05/2024
Dosage form / M'etered-duose nasal spray \/}Cnpeu Date of Exp. / Coaen 0 04/2026
JlekapcTBenHas gopma Ha3abHBIA A03UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / laTa Boinycka 25.05.2024
Batch No. / Cepust No 12240475 Qty. Released / 32,160 BOT /
KosnyecTBo BhINyumeHo ¢akonos
Batch size / Pasmep cepun 34,722 BOT / ¢naxonon Mig. License No. / Jluuensus Ha MNB/10/832
NpPoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000525092 Mfg. License Date / Jlunensust na 30/04/2020
PerncrpaunoHHbIl HOMepP aHAIM3A TIPOM3BOACTBO (AaTa)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 14,5509
GMP ceprudukar (nara)
. ~ GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepradpmar (1omep) 01556/20/IN
Reference Specification No, / . ) STP-CC-
ChenHIAIHA roTOBOR0 HPOYKTA Ne SPC-CC-063688 ’ Reference STP No. / CITU Ne 040944
MFM-
) ] 23422(JM-01)-
API name / Haumenosanne A®C ﬁgﬁ’;ﬁzgiz l;:llo(?;:;\fg:?o}xdla;e/ API1 Batch No / A®C cepust Ne 001, MFM-
M Apat 23423(JM-01)-
, 001
Manufactured by / HIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®@apmanaGe Jlumuren, Unaus
Ne | TESTS /HOKA3ATEJINA LIMITS / TPEBOBAHMUS OBSERVATIONS /
PE3YJILTATBI
14 | Microbiological Purity / MukpoGuosornyeckas Yucrora
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O6uiee yucno Gonee 10° KOE 8 1 mu npenapara Menee 10 KOE/Mn
ad>pOOHBIX
MUKPOOPTaHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / O6mee 4ucsio Gosee 10! KOE B 1 M1 npenapara Menee 10 KOE/mn
IPOMOKEBBIX U IJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrerBue B 1 Absent / OTcyTcTBYET
MJl ipenapaTa
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTue B 1
MJI IpenapaTa
15. | Assay / Konu4yecTBeHHOe onpeaesicHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Or
MownmeTtasoHa dypoat 85,0 % 5o 115,0 % ot 3asBNeHHOTO COAEPKAHUSA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot
BeHszankoHus Xjiopun 80,0 % nmo 120,0 % oT 3asABIEHHOTO COAEPKAHUS i .
Prepared By / Illoarorosun Checked By / Ilposepuna Approved By/ Ono6pua
Signature / Hoanuce /ﬁ/ PO VRN =
Date / Jlata 2 108] Dy Ly - /1 125 Jan g faaty
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Desi :
esignation / Officer-QA Officer-QA Sr. Manager - QA
JloJKHOCTS
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 749300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A T'OTOBOI'O IPOJAYKTA

Page 8 of § /Crp.8u3 8

Name of Product/ MOMAT RINO
Haumenosanme npoayKuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenartentoBaHHoe HanMeHoBaHue | Momerasona cnpeil Ha3anbHbIN A03MPOBaHHBIH 50 MKIY 1038
-1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByo1He BewlecTBa 1 no3a crpes cofepxur: JeHcrByloliee BeuectBo: MoMeTaszona ypoara MOHOTUAPAT
51,72 mxr B nepecuere Ha Momertazona ¢gypoar 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mxr/nosa Date of Mfg, / lata npoussoacTBa 05/2024
Dosage form / Mett;red-duose nasal spray { Cnpeit Date of Exp. / Foet 0 04/2026
JlexaperenHas popma Ha3aJbHbH JO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lata BeInycka 25.05.2024
Batch No. / Cepus Ne 12240475 Qty. Released / 32,160 BOT/
KosinuecTBo BHINYUIEHO (pnaxoHos
Batch size / Pasmep cepun 34,722 BOT / ¢pnaxosHoB Mifg.License No. / Jluuensus Ha MNB/10/832
NnpPOU3BOACTBO (HOMeP)
Inspection Lot NO’,/ , 040000525092 Mfg. License Date / JInuensus Ha 30/04/2020
PerucTpaunoHHbIH HOMep aHAIN3A NpOM3BOACTBO (AaTa)
Package size / YnakoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
3 > ~
Market / Poinox Russia/ Poceus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / ) STP-CC-
CheuuuKaIs roTosoro npoayKTa Ne SPC-CC-063688 Reference STP No. / CITN Ne 040944
MFM-
) 23422(JM-01)-
API name / Hanmenosanie ADC ﬁﬁi’fﬁiﬁiﬁiﬁ E)”“’j;i;\fd‘g;";‘g dra;i/ API Batch No / A®C cepnst Ne 001, MFM-
P p 23423(IM-01)-
001
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®@apmanabe Jlumuren, Unaus
Ne | TESTS /HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATHI
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. /
o 120 no3 cycneHsum BO (rakoHe W3 MOJMITHIICHA Bblcgfou HJOTHOCTH ¢
JIO3UPYIOIIUM YCTPOUCTBOM U KOJIIAYKOM U3 NTOJIUITHICHA BblCOKbM TLTOTHOCTH. H‘ 1
(J1akoHy BMECTe C MHHCTPYKLMeH 10 MeIMLMHCKOMY IPHMEHEHHMIO B NIaUKe KapTOHHOM

Any deviation/Incident/O0S: Non-applicable
OTxiioHeHUs/Heco0TBeTecTBHA/OOC: He IPUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. T: \' batch of prodgef“‘ as
been manufactured including packaging and quality control at the abovementioned site in full comp afl‘ e, with ghe-GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PI=RU)= 30123 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.”

3axmovenue O COOTBETCTBMM: HACTOAMIMM TIOATBEPXKAAIO, YTO [IPeACTABACHHAs BbIIe MHPOPMaLis sABISETCA
JocTOBEpHOH U TOYHOH. JlaHHas cepus Oblna NMpomsBeAcHa (BKIIOUas YHNakOBKY/MapKMpOBKY W KOHTPOJIL KauyecTsa) Ha
YK43aHHOM  BbILE TPOM3BOACTBEHHOH IUIOIAJKE - B IIOJIHOM COOTBETCTBMM. ¢ TpebomaHusmu Haanexaniei
Ipomssoacteennoi Ilpaktuxkyn (GMP) nokanbHEIX PEryJaaTOPHBIX OpraHoB M TpeOOBaHMAMH HOPMAaTUBHOM JOKYMEHTAIUU
JII-Ne(001710)-(PI'-RU)-230123 mns peinka Poccuu u yrBepxkmeHHO# crnenudukaumein Ne SPC-CC-063688. TIpoTokosbl
NPOM3BOJCTBA, YIIAKOBKHM U IOKa3aTeNly KayecTBa JaHHO! cepuH ObLIHM NPOaHANM3UPOBAHBL U CACIAHO 3aKJIOUeHHE, YTO OHH
COOTBETCTBYIOT Tpebosanusam Hamnexaiei [poussoncreennoit Ipakrixu (GMP).

Prepare/d~, By / loaroroBua Checked By / lposepun Approved By / Ono0pua
Signature / Hoanuce : ) \w/{\:ﬁ!
Date / lara ,L 7 / 96/ Doy 2 195 ) 27316 vevy
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA

JloJkHOCTS

FCM/QA054/08.00




