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
CEPTHOHUKAT AHAJIU3A I'OTOBOI'O ITPOJAYKTA

Page 1 of 8 /Crp. 1u3 8

Name of Product / MOMAT RINO
HaumenoBanue npoayxkuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenroBanHoe HaumeHoBaHue | Momerasona cripeil BasanbHblii 103upoBanubiil 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 meg
JeiicTyromue BemecTsa 1 1032 cnipess coepxkuT: Aelicreyomee Bewecrso: Momerazona (gypoara MOHOrHAPaT
51,72 mxr B nepecyere Ha Momeraszoua dgypoar 50,00 Mxr
Strength / Jo3uposka 50 meg/dose / 50 mkr/noza Date of Mfg. / Jlata npoussoacrsa 05/2024
Dosage form / Metered-dvose Txasal spray { Cnpeit Date of Exp. / Tozen 10 04/2026
JlexapcTseHHas dopma Ha3aNBHBIHA J03HPOBAHHLINA
Product code / Kon npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 24.05.2024
Batch No. / Cepust Ne 12240481 Qty. Released / 29,920 BOT/
Koanyecrso Brinyieno (rakoHOB
Batch size / Pasmep cepun 34,722 BOT / Qnakonos Mig.License No. / Jluuensus xa MNB/10/832
NpOU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000525233 Mfg. License Date / JInuen3ust na 30/04/2020
PeructpauMonHbiii HOMEp aHaau3a HpON3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
; GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprllq)uKaT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnieyuduxauusi roToBoro SPC-CC-063688 Reference STP No. / CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C M ) API Batch No / A®C cepus Ne 23423(JM-01)-
oMeTazoHa ypoara MOHOTHAPAT , ‘ 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuten, Unaus
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBHI
1. | Description / Onncanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot Oemoro g0 nouts Oemoro 1uBera oT | ITouTtH Gesioro 1BeTa
HOJIyIIPO3PAYHON 10 HENpOo3payHOH KOHCUCTEHUMH | HEMpO3payHOH  KOHCHCTEHLMU
TycTas CyCHEeH3Usl. rycrasg CycleH3us.
2. | Identification / UnenTuduxanus
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
Mowmeraszona gpypoar 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 yaepxuBaHus ocHOBHOro nuka | peak in the chromatogram of
Ha  XpomarorpaMMme MCIIbITyeMoro pactsopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATH BPEMEHU YICPXKMBAHUA | YACPKUBAHUS OCHOBHOTO IHKA
OCHOBHOI'O [1MKa Ha XpOMaTorpaMMe CTaHIapTHOro | Ha XpOMaTorpaMme
pacrsopa (cm. pazznen «Konu4ecTBEHHOE | HCTIBLITYEMOrO pacTeopa
OnpeneseHuey). . COOTBETCTBYET BPEMEHH
YAEpKUBaHUS OCHOBHOIO IHKa
Ha XpoMaTorpamme
CTaHIapPTHOTO pacTBOpa.

Prepared By / Honrotosus Checked By / IIposepun Approved By+4 Ono6pua

Signature / lloanuce

L i y 3 [ 4 {
Date / IlaTa :2‘7 ! o ,f; i ?«fj (Z/Li N\ \L‘; f”) \'" LN ;‘,f 7 } i }{% ‘\V{S \9’{‘?

Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation /
JonxHoctb

Officer-QA Ofﬁcér—QA Sr. Manager - QA

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 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIU3A T'OTOBOI'O ITPOIYKTA
Page2 0of8/Crp.2 38

Name of Product / MOMAT RINO
Haumenosaune npoAyKUHU MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenatenToBannoe HANMEHOBAKHE Monetazona cripeli HazaabHbil g03upoBanHsiit 50 MKI/103a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JleiicTBy01nHe BeuecTBa 1 n03a cnpest coaepkuT: AcHCTRYIOLICE BelecTBO: MoMerazoHa dypoara MOHOIHApaT
_ 51,72 mxr 8 nepecuere na Momerasona dypoar 50,00 mxr
Strength / lo3uposka 50 mecg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTea 05/2024
Dosage form / Mfitered-dvose nasal spray { Crpeii Date of Exp. / Coxen 10 042026 -
JlekapcTBeHHas dopma HaszaNbHbIA JO3HPOBAHHbIN
Product code / Kox npoaykra SRUO030007E040401DK Date of release / lara Bpinycka 24.05.2024
‘ Q
Batch No. / Cepus Ne 12240481 Qty. Released / 29,920 BOT/
KoJinyecTBO BbINYHIEHO (paakoHoB
Batch size / Pasmep cepun 34,722 BOT / (naxonos Mfg.License No. / Jluuensun ua MNB/10/832
NpoU3BOACTBO (HOMep)
: v -
Inspection Lot I\OL/ 040000525233 Mfg. License Date / JIunensus Ha 30/04/2020
PerucTpaunoHHbIi HOMEp aHANIH3A nPou3BOACTBO (3aTa)
Package size / Ynaxoska 120 Doses / 120 o3 GMP-Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aara)
: GMP Compliance certificate No. / GMP-
Market / Privox Russia/Pocens GMP cepruduxar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukauus rorosoro , SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune A®C API Batch No / ADC cepus Ne 23423(IM-01)-
Momerasona ¢ypoara MOHOTHAPAT 001
Manufactured by / IlpousBoaurennr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jlumuren, Uunus
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHNUSA OBSERVATIONS /
PE3YJIbTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | Te chromatogram of the sample
/ benzankonus xyopua | contain peaks corresponding to the retention times | solution contain peaks

of peaks of benzalkonium chloride homologues Ci, | corresponding to the retention
and Cy4 in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme: | chloride homologues Ci» and
HCIBITYEMOTrO pacTBopa AOJDKHBI 00HapyxuBathes | Ciy in the chromatogram of the
IIUKH, no BpeMeHaM yaepxxuBaHus | standard  solution. / Ha
\prTBeTCTBy}omue NIMKaM roMoJ1oroB GeH3aIKOHUS | XpOMaTorpaMMme HCIBITYEMOro
fégnﬂa Cie un Cu Ha XxpomaTorpamMme | pactBopa o0HapyXKuBAIOTCA
CTAHZAPTHOTO pacTBopa (em. pasgen | THKY, 1o BpeMeHaM
€CTBEHHOE ONpE/IENICHUEY). yIACPKUBAHUS

COOTBETCTBYIOLINE HMKaM
rOMOJIOrOB OEH3aJIKOHUS
xaopuza C, uwu Ciy Ha
XpoMarorpaMMe CTaHIapTHOTrO

v pacTBopa.
3. pH From 4.30 t0 4.90/ 014,30 o 4,90 4.80/4,80
4. | Density/ IlnoTHocTh. From 0.950 to 1.050 g/cm? / 1.017 g/em®/ 1,017 r/em?®

Ot 0,950 1o 1,050 r/cm?
5. | Viscosity / BsiskocTn From 30 to 130 cPs/ Ot 30 no 130 cll3 39.4 cPs /394 cll3
, Prepared By / lloarorosun Checked By / Ilposepua Approved By/ Oao6pua

Signature / MMoanuch 0/ A 5, ,
Pate/ Mara »1] 04 ] 200 oS | L9 1 5] ooy
Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
TlosmHoeTs 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 1732035, India
Phone +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIN3A TOTOBOI'O ITIPOAYKTA
Page3 of 8 /Crp.3u3 8

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

HenateHToBaHHOE HAUMEHOBAHNE Momertaszona Cflpef;l HA3AJLHBIN )10314])0]321}{]{])”7[ 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
JeiicTByoluue BeliecTsa I 1034 cripes coAepXHT: AcHcTBYIOIIee BewecTBo: Momerasona dypoara MOHOIMAPAT
51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 Mxr
Strength / lo3uposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / Jlata npousBoacTBa 05/2024
Dosage form / Metered-dose nasal spray / Cnpeit
Jlekapcreennasn dpopma . Ha3IbHLIA JO3UPOBaHHBIH Date of Exp./ Tonen no 04/2026
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 24.05.2024
Batch No. / Cepust Ne 12240481 Qty. Released / 29,920 BOT/
Koanyecrso Buinymeno (1aKoHOB
Batch size / Pasmep cepun 34,722 BOT / {makonon Mig.License No. / Jlnuenaun na MNB/10/832
NPoU3BOACTBO (HOMEp)
Inspection Lot No.“/ v 040000525233 Mfg. License Date / JInuensus na 30/04/2020
Peructpaunonuslii Homep aHajnsa NpOM3BOACTBO (AaTa)
Package size / Ynaxosxa 120 Doses / 120 s103 GMP Compliance certificate Date /| ¢/09)
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / PuiHox Russia / Poceust GMP ceprudmiat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukanus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne
040944
npoaykra Ne .
Mometasone Furoate Monohydrate/ MFM-
| API'name / Hanmenosanne A®C Y API Batch No / ADC cepusi Ne 23423(JM-01)-
Mowmeraszona (pypoara MOHOTHAPAT 001
Manufactured by / IIpouspoautenr | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Unaus
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VJILTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMoNAIBLHOCTD Or 250 po 350 mOcm/xr 292 MOcM/KT
7. | Net content / Macca Not less than 18 g/ He menee 18 18.5g/18,5r

cogepaxumoro duaxona

8. | Number of deliveries per | Not less than 120 doses (discard the first pumping) | 174 doses / 174 no3

container / Kosmuectso / He menee 120 po3 (He cuuras MepBUYHYIO
003 TPOKAYKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 100.1%
Macca 10361 theoretical dose mass / Maximum / Makcumym:107.5%

Hunusupyansnas Macca no3si: oT 85 % mo 115 % Average / Cpenunee: 103.9%
0T TEOPETHUYECKOIT Macchl HO3bI; B

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

Cpennss Macca 103bL: 0T 90 % o 110 % ot
TEOPETUUECKOH MACCh! JI03bI

Prepared By / Iloarorosua Checked By / Hposepn.ﬂ
Signature / Iloanuce ) -
Date / lata L 7 ¢ 7000 4 :
Name / ®110 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
esignation Officer-QA Officer-QA Sr. Manager - QA

JloJKHOCTh

"FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

-1795 249300 Fax: +91-1795 2493 10 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A 'OTOBOI'O INPOAYKTA

Paged of 8 /Crp. 43 8

Name of Product /
Haumeuosauue ﬂ[)OllyKllHM

MOMAT RINO
MOMAT PHHO

Generic name /
HenatentoBaHHoe HAMMEHOBAHKE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTazoHa crpeil HasanbHbIA A03UpoBaHHbIH 50 MKI/103a

Active Ingredients /
JeiicTBylomue Beiecrpa

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

calculated for Mometasone Furoate 50.00 mcg

I noza Cpest COACPKUT! )leﬁCTBleHlee BelecTro: MomeTaszoHa (])ypoa'ra MOHOTrUApar

51,72 mxr B nepecuere Ha Momerazona ¢ypoat 50,00 mkr

Strength / Jlo3upoBka 50 meg/dose / 50 mkr/nosza Date of Mfg. / laTta npousBoacTea 05/2024
Dosage form / Metel‘ed-df)se 'nasal spray / Crnpeit Date of Exp. / Foniet 110 04/2026
JlekapcrBeHnas gopma HA3AJIbHBIH J103HPOBAHHbIH
Product code / Kog npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 24.05.2024
Batch No. / Cepus Ne 12240481 Qty. Released / 29,920 BOT/
' ‘ KosnuecTBO BLINYLIEHO (axonos
Batch size / Pazmep cepuu 34,722 BOT / dnakonon Mig.License No. / Jlnuensus na MNB/10/832
: npou3BoOACTBO (Homep)
Inspection Lot NOL/ 040000525233 Mfg. License Date / JIuuensus na 30/04/2020
Perncrpaunonssiii HoMep aHau3a npousBoacTBoO (Aata)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
: GMP cepruduxar (aata)
- . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauusi rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanue A®C ] Y API Batch No / A®C cepus Ne 23423(IM-01)-
Mowmerazona Gypoara MOHOTUApaT 001

Manufactured by / Hpoussoaurenn

Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unjus

Ne | TESTS/HOKA3ATEJIU LIMITS / TPEBOBAHU OBSERVATIONS /
PE3YJbLTATDI
10. | Particle size / Particles < 10um in size: Not less than 90% 100.0% / 100,0%

Pasmep uactui

Yactuu pasmepom < 10 mxm — He MeHee 90 %;

Particles < 30pm in size: 100%

Yacruy pasmepom < 30 mxm — 100 %

100.0% / 100,0%

Particles > 30pm in size: Should be absent Absent / OtcyTCTBYIOT
YacTuubl pasMepoM > 30 MKM — JOJKHbI
OTCYTCTBOBATbH
11. | Sedimentation Stability / Not less than 5 min / He mMenee S muH. Complies /
CeumMenTaunoOHHAsS CooTBeTCTBYET
yCTOHYMBOCTD SN T

Prepargd By / Iloarorosnn

Signature / IToanuce

[

(-

Date / dara ’“lf) las ) o 1T R L g s/{ 5% f@{,ﬁf}ﬁif
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA

Honxuocres

FCM/QA054/08.00
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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 AHAJIN3A T'OTOBOI'O MPOAYKTA

Page 5of8/Crp.5u38

Name of Product /
HaumeHOoBAHME NIPOAYKUMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenarentroBannoe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmerazoHa cnpeli HasanbublA 1o3uposadHbiil 50 Mxr/n03a

Active Ingredients /
JeiicTByolnMe BewecTsa

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

1 103a crpes COAESPKHUT: NEHCTBYIOICE BEWecTBO: Momertazona dypoara MOHOHAPAT

51,72 mkr B nepecuere Ha Momerasona Qypoat 50,00 mxr

Strength / Josuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoicraa 05/2024
Dosage form / Metered-dose nasal spray / Cnipeit
JlexapcTBennas dopma Ha3aj1bHbIH 103MPOBAHHBII Date of Exp. / Fonen no 04/2026
Product code / Koa npoaykra SRUO030007E040401DK Date of release / /laTa spinycka 24.05.2024
Batch No. / Cepus Ne 12240481 Qty. Released / 29,920 BOT/
KosiuuecTBo BbINYIIEHO (yakoHoB
Batch size / Pasmep cepun 34,722 BOT / {pnaxonon Mfg.License No. / Jluuensus ua MNB/10/832
NpoU3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000525233 Mfg. License Date / JInuensus Ha 30/04/2020
Perucrpauuonssiii HoMep aHaJaM3a ApOU3BOACTBO (aata)
Package size / Vnaxoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/
GMP cepruduxar (aara)
- GMP Compliance certificate No. / GMP-
Market / Putnox Russia / Poceua GMP cepuduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudnxanus rorosoro SPC-CC-063688 Reference STP No./ CIIHA Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
APl name / Haumenoanune A®C . Y API1 Batch No / A®C cepusi Ne 23423(IM-01)-
Mowmertazona {ypoara MOHOTHApPAT 001
Manufactured by / lpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jiumuren, Mnans
Ne | TESTS/ITIOKA3ATEJIN LIMITS / TPEBOBAHHAUA OBSERVATIONS /
PE3YJIbTATHI
12. | Impurities / [Ipumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Below LOQ /Huxe TIKO
Mpumecu § DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe TIKO
Mpumecu DMC
0 o 0.01% /0.01%
Impurity D / Not more than 0.20 % / He Gonee 0,20 % ° o
TIpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04%/ 0,04%

impurity / Equnuynoit
HEeUAEHTUGUIUPOBAHHOM
HIpUMecH

Total impurities /
CymMMel ipuMeceit

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

0.21% /,;o;g"i‘?/ Gt

Signature / Hoanuce

Prepared.By / lloaroroBun
ey

ey

Checked By / Oposepun __|

(,:’ £ . SU— A Y

Date / lara 9o 6l 2o ry 2P A 29] 2 Unevy

Name / ®1O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
onation /

Designation Officer-QA Officer-QA Sr. Manager - QA

JloaxHoCTE

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 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A I'OTOBOI'O NIPOAYKTA

Page 6 of 8/ Crp. 6 u3 8

Name of Product /
HaumeHoBaHNe APOAYKUUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToOBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MoneTaszoHa cnpeli HasaabHbIH J03UpoBaHHbIA 50 MKI/n03a

Active Ingredients /
JeiicTByomine pemiecTsa

1 dose of the spray contains: Active ingredient: Mometasone

calculated for Mometasone Furoate 50.00 meg

1 no3a Cnpea COACPKHT. BCﬁCT‘BleIﬂCC BeulecTso: MoMeTtazoHa (1)ypoaTa MoHoryapar

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

Furoate Monohydrate 51.72 meg as

and Uniformity of
Delivered Dose / Cpenusis
JocTaBjsieMasi 1033 0
OAHOPOAHOCTH
RocTaBJAsieMO# J03bl

| ‘Not more than 6 of 60.doses can ‘deviate more than = 20 % from

Strength / losuposka 50 meg/dose /50 mxr/nosa Date of Mfg. / lata npoussoacrsa 05/2024
Dosage form / Melered-dvose nasal spray { Cnipeit Date of Exp. / Foen 10 04/2026
JlexapcTBenHas ¢popma Ha3aIbHBI IO3UPOBaHHBIN :
Product code / Koa npoayxkra SRU030007E040401DK Date of release / Jlata Boinycka 24.05.2024
Batch No. / Cepust Ne 12240481 Qty. Released / 29,220 BOT /
KoJsinuecTBo BhinyieHo daaxosoB
Batch size / Pazmep cepun 34,722 BOT / dnakonosn Mig.License No. / lutensus ua MNB/10/832
NPOU3BOACTBO (HOMeEP)
Inspection Lot NO'.,/ 040000525233 Mfg. License Date / Jlnuensus Ha 30/04/2020
Perncrpaunonusbiii Homep anajau3a NPOU3BOACTBO (AaTA)
Package size / Ynaxoska 120 Doses / 120 03 GMP Compliance certificate Date/ | ¢/0
: GMP cepruduxar (nata) ’
. ' GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API'name / HaumenoBanue A@C API Batch No / A®C cepust Ne 23423(JM-01)-
MownmeTrasoHa gypoara MOHOTHIPAT 001
Manufactured by / Hpoussoautens | Aarti Pharmalabs Limited, India/ Aapti @apmana6e Jlumuren, Wnaus
Ne | TESTS /IIOKA3ATEJU LIMITS / TPEBOBAHUSA OBSERVATIONS/
: ‘ PE3YJIBTATHI
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
value and not any dose-can deviate more than £ 25% from the
average value.. The mean should not exceed + 15 % of label
claim

13 'to 6 doses deviate more than & 20% but not more than +
25%, test another 20 vials.

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.

He Gosiee 2 u3 20 103 (10 Hauanbipix 103 ¥ 10 KOHEUHBIX 103)
MOTYT MMETh- OTKNIOHEHKE OT CPEAHEro 3HauYeHus .00jiee HeM
+20%, M Hu OfHA 71033 ‘HC JO/DKHA HUMeThb OTKIOHCHHE OT
cpeaHero 3HadeHus Oonee ueM =+ 25 %. Cpensee 3HaueHue He
LOJDKHO NPeBBilaTh + 15 % OT 3asB/IHHOTO.

Ecan ot 3 .10 6 103 uMeroT oTkjoHeHus Gosee yeM £ 20 %, HO
MeHee yeM & 25 %, TO MCTBIThIBAIOT creaytomue 20 ¢rakoHoB.
He Gosnee 6 13 60 1103 MOTYT MMETH ‘OTIJIOHEHHE OT CPEJIHETD
3Hayenus Gonee uem £ 20 %, 1 HH O1HA 1033 HE JODKHA HMETh
OTKJIOHEHHE OT CPEIHEro 3HaueHHs Gosiee ueM 3 25 %. Cpeanee
3HAYEHHE KOKAOIO ONPESAC/ICHNA HE JOJDKHO NpeBpluath + 15 %
OT 3aABJICHHOTO.

Minimum / Munumym: 99%
Maximum / Makxcumym:102%
Mean / Cpennee:100%

END ./ Konen:
Minimum / Munumym: 98%

Maximum / Makcumym: 104%
Mean / Cpennee: 100%

Prepared By / Iloarorosua Checked By / IIposepu Approved By,/ Onobpun
Signature / Tloanucs A - }} .......... - ;
Date / lata 2 fos ] Lo liq 77 Jos /:W_/\\
Name / ®M1O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / Officer-QA Officer-QA Sr. Manager - QA
JHoJxHocTn
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A T'OTOBOI'O IPOAYKTA
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Name of Product / MOMAT RINO
Haumenosanue RpoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenateHToBanHoe HaMMeHOBAHHe | Momeraszoda criped HasaibHbI 103upoBanHblil 50 MxT/1032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg ,
JeiicTByiomue semecTsa 1 nosa crpes coaepxuT: AeficTBylomee BelecTso: MoMerasona dypoara moHoruapar
51,72 mxr B nepecuere Ha Momeraszoua dypoar 50,00 Mxr
Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacraa 05/2024
Dosage form / M'e?ered-dvose flasal spray i Crpeii Date of Exp. / Fozen 110 04/2026
JlekapcTeennasn gopma Ha3aIbHBIN 1O3MPOBAHHbIHN
Product code / Kon npoaykra SRU030007E040401DK Date of release / JlaTa Buinycka 24.05.2024
Batch No. / Cepus Ne 12240481 Qty. Released / 29,920 BOT/
KoJjinuecTBO BbINYLIEHO (nakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mig.License No. / Jluuensusn ua MNB/10/832
npou3BoACTBO (HOMep)
Inspection Lot NO',/ 040000525233 Mfg. License Date / JInnensus Ha 30/04/2020
PeructpaunoHHblii HoMep aHaM3a NPOM3BOACTBO (AaTAa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrkar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepraduxar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuunduxauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne 040944
npoayxra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue ADC Y API Batch No / A®C cepun Ne 23423(JM-01)-
Mowmerazona (pypoara MOHOTHApAT 001
Manufactured by / Ilponsgoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Muans
Ne | TESTS/HOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / MukpoGuosiorudeckast 4HCTOTA
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / OBee yucno Sonee 102 KOE B 1 M1 npenapara - Menee 10 KOE/mn
apOOHBIX
MMKpPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfu/ml /-
count / Of1uee ynucno Gonee 10! KOE B 1 Mn npenapara Memnee 10 KOE/Mn
JPOMNOKEBBIX M IIECHEBBIX
rpubor
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcrBue B 1 Absent / OrcyTcrByer
MJI IIpenapara L
Staphylococcus aureus Absence per'1 ml of the product / Orcytcreue B 1 Absent / OTcchTByeT -
MJI Iipenapara
15. | Assay / KoanuyecTBeHHoe onpenesienne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot
Mowmeraszona Gypoar 85,0 % no 115,0 % ot 3agBJICHHOTO COJEPIKaHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot
Bensankonus xnopun 80,0 % nmo 120,0 % ot 3asBAEHHOTO COJEPKaHUs
Prepared By / Iloarorosus Checked By / Ilposepun
i i/ o
Signature / Itoanuce % /?M
- : -
Date / laTa 99194 [ .14 NI N g ;; R 3 P
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation /
TomrHocts Officer-QA Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Litd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA
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Name of Product / MOMAT RINO
Haumenopanue npoayKkumu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenToBaHHOe HauMeHoBaHne | MoMeTazona cnpel HazanbHbIi J03upoBadHbii 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
JefcTBy101mMe BemecTsa 1 no3a cnpes COASPXRUT: ASHCTRYIOMEE BenecTBO: MoMeTaz0Ha (hypoaTa MOHOTUAPaT
51,72 mxr B nepecuere Ha Momertaszona pypoar 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mxr/inoza Date of Mfg. / lara nponssogerea | 05/2024
Dosage form / M'ctered-df)se flasal spray anpei& Date of Exp. / Foxen 0 04/2026
JlexapcTBennas dopma - Ha3albHbIA A03MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Bbinycka 24.05.2024
Batch No. / Cepust No 12240481 Qty. Released / 29,920 BOT/
: KosuyecTBo BbiNyHieHo (naxoHoB
Batch size / Pasmep cepuu 34,722 BOT / diaxonos Mfg License No. / Jluuensus na MNB/10/832
OpOU3BOACTBO (HOMep)
Inspection Lot No.u/ 040000525233 Mfg. License Date / JInuenszus Ha 30/04/2020
PerucTpannoHHbiii HOMep aHAJU3A NIpOU3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 1103 GMP Compliance certificate Date /| 000,
GMP ceptudukar (aara).
. GMP Compliance certificate No. / GMP-
Market / Prinok Russia / Pocons GMP cepT::(bu Kar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxaums rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A®C M | API Batch No / A®C cepus Ne 23423(IM-01)-
omeTa3oHa ypoara MOHOTHAPAT 001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jiumuren, Unaus
Ne | TESTS /ITIOKA3ATEJIN LIMITS / TPEBOBAHMHSI OBSERVATIONS /
PE3YJIBTATDI
16. | Package Size / YnaxoBka 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. /
Mo 120 nos cycnensun BO (UakoHe W3 NONMITHIEHA[: g:g}?bn IVIOTHOCTH €
AO3UPYIOLIMM YCTPOUCTBOM M KOJITIAYKOM M3 MOJMITHIICHA Bblcoxof fnorsocty. Ilo 1
¢hrakoHy BMeCTe C I/IHCprKLIHeI/I 110 MEeIMLMHCKOMY NPHMEHEHMIO B ayuke KapTOHHOH

Any deviation/Incident/OOS: Non-applicable ‘ A S
Orxnonenns/uecooTeercTBHsA/Q0C: He IPUMEHMMO e e 7«\%

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 infull comgllance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JITI-Ng 710)- (PF -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

3aknioyenne O COOTBETCTBUH: HACTOSIUMM [OATBEPXKIAl0, YTO MPEACTABIEHHAs Bbille WHGOpMaUus sABeTCA
JNOCTOBEPHOH W TouHOM. JlanHas cepusi Oplia Npou3BeleHa (BIIIOUAS YNAKOBKY/MAapKUPOBKY ¥ KOHTPOJbL KayecTBa) Ha
YKa3aHHOH - Bbllle MNPOM3BOJACTBEHHOH MuoWafke B INOJHOM COOTBETCTBUM ¢ Tpebomanuamy Haexaieit
Hponssoncreennoii Ilpaktuky (GMP) moxanbHBIX PeryJIsTOPHBIX OPTaHOB U TPEOOBAHUAMM HOPMATHBHOM JOKYMEHTALUK
JIT-Ne(001710)-(PT-RU)-230123 nnsa peiaka Poccuu u yteepxkmenHoit cneunduxanueit Ne SPC-CC-063688. IIpoTokomibt
NpOM3BOJCTBA, YAKOBKH M NIOKA3aTes M KayecTRa JAHHOM cepuu ObIIM NpoaHaNHu3NPOBAaHbI i CACNIAHO 3aKTIOUEHHE, UTO OHH
COOTBETCTBYIOT TpeGoBaHuam Hamnexarueit Ipouseoacreennoit [paxtuxn (GMP).
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