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

Page 1 of 8/ Crp.1u3 8

Name of Product /
HaumenoBanue RPOAYKUHHU

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenroBanHoe HanMeHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeraszoHa crpeii HasaisHbH 103upoBansbli 50 Mxr/i03a

Active Ingredients /
JeiicTByoune BeuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza Crpest COJACPKUT! JlCﬁCTB)’lOIIICC BEUIECCTBO: MoMeTa30Ha (])ypoaTa MOHOTrvApar

51,72 mkr B nepecuere Ha Momeraszona ¢ypoar 50,00 mxr

Strength / Jo3uposka 50 meg/dose / 50 Mkr/nosa Date of Mfg. / lata npouseoacTea 11/2023
Dosage form / Mi:tered-df)se ?msal spray / Crpeii Date of Exp. / Fonen 110 10/2025
JlekapeTBenHasi gopma Ha3aJ1bHbIA 103MPOBaHHbIN
Product code / Koa npoaykra SRU030007E040401E) Date of release / lata Boinycka 24.11.2023
Batch No. / Cepusi Ne 12231097 Qty. Released / 63,680 BOT/
KosinyecrBo BLINYHIEHO (akoHoOB
Batch size / Pasmep cepun 69.444 BOT / dpriaxonon Mifg.License No. / Jlunensus na MNB/10/832
npouspoacTso (Homep)
Inspection Lot No.u/ 040000494885 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpauronHblii HoMep aHaau3a NPOU3BOACTBO (RaTa)
Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
- N GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceus GMP cepraduat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurxanus roroBoro SPC-CC-063691 Reference STP No./ CITH Ne -
040947
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C ) API Batch No / A®C cepus Ne 23412(IM-01)-
Mowerazona (pypoata MOHOIHApAT 002
Manufactured by / IlpoussoauTtesns | Aarti Industries Limited, India / Aapru Uunacrpus Jlumuren, Uunus
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATbHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or Oeporo mo noutw Oemoro usera oT | [loutH 6enoro uBeTa
NoJyNpo3payHoil 10 HENPO3PayHOH KOHCUCTEHLUUH | HEMPO3PayHOH  KOHCHCTEHLIMH

rycras CycrneH3us.

rycTast CyCleH3us.

2. | ldentification / UpenTuduxauus

a) Mometasone Furoate /
MomeTasoHa ¢pypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems ynep>xuBaHUsi OCHOBHOTO ITHKA
Ha  XpOMarorpamMMe  MCNBITYeMOro  pacTBopa
HOJPKHO COOTBETCTBOBATH BPEMEHM YHEPIKHBAHUS

OCHOBHOT'O TIMKa Ha XPOMATOrpaMMe CTAHAAPTHOTO
pacteopa  (cMm.  pasnen  «KoavuecrsenHoe
onpeneneHues).

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
standard preparation / Bpems
YIOePXKHBAHUA OCHOBHOIO MHKa
Ha XpoMarorpaMme
HCIIBITYEMOTO pacTBopa
COOTBETCTBYET BPEMEHH
YIOCP)KUBAHUA OCHOBHOTO TIHKa
Ha XpomMarorpamMme
CTaHJAPTHOTO pacTBOpa.

Prepared'By / HoaroroBua

Checked By / IIposepua

{
Aphroved By / OnoGpun
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Signature / Iloanuck /%’jx’ — J}
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Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / 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
CEPTUDPUKAT AHAJIN3A I'OTOBOTI'O ITPOJAYKTA

Page2 of 8§/ Crp. 2 m3 8

Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenroBanuoe HanMeHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripeil HasaIbHBIA A03upoBaHHbI 50 M/ 1032

Active Ingredients /
HeficTBylomue BeulecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza Cnpeda COACPKUT. IICFIC’I‘B)’IOIHCC BELIECTRBO: MomerazoHna (])ypoa'ra MoHoruapar

51,72 Mkr B nepecuere na Momeraszona Qypoar 50,00 mMxr

Strength / 1o3uposka 50 meg/dose / 50 mxr/noza Date of Mfg. / flaTa npoussoncraa 11/2023
Dosage form / Mfatered—dj)se nasal spray / Crpeit Date of Exp. / F'ogiett 10 10/2025
JlekapcTBeHnas popma HA3aJILHBIH 1O3UPOBAHHBI
Product code / Koa npoaykra SRU030007E040401E] Date of release / llaTa Bbinycka 24.11.2023
Batch No. / Cepust Ne 12231097 Qty. Released / 63,680 BOT /
KoaunuecTBo BoInyHIeHO (p1akoHOB
Batch size / Pasmep cepun 69.444 BOT / dnaxonos Mig.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (Homep)
Inspection Lot NOL/ 040000494885 Mfg. License Date / JInuensust na 30/04/2020
PeFHCTpauHOHHbIH HOMEp aHaM3a NpOU3BOACTBO (HﬂTﬁ)
Package size / Ynaxosia 60 Doses / 60 103 GMP Compliance certificate Date/ | 1¢/504
GMP cepruduxar (para)
. GMP Compliance certificate No. / GMP-
Market / Pinok Russia/Pocens GMP cepT:l)d)mcaT (1omep) 01556/20/IN
Reference Specification No. / v STP-CC-
Creundukauus rotoporo SPC-CC-063691 Reference STP No./ CITN Ne 040947
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ~ | API Batch No / A®C cepus Ne 23412(IM-01)-
MowmerazoHa (1)}’p021’[‘21 MOHOruMApat 002
Manufactured by / Ilpoussoauteas | Aarti Industries Limited, India/ Aaprn Munacrpus Jlumuren, Unnus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATbHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bbenszankonus xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci2 | 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 C;» and
o :M‘M . UCTIBITYEMOIO pacTBOpa AOMKHBI oOHapyxuBathest | Cia in the chromatogram of the
T | NHKY, o BpEMEHAM yaepxuBanus | standard  solution. / Ha
|, COOTBETCTBYIOLLME ITMKaM IOMOJIOTOB OCH3aJIKOHUS | XpOMATOrpamMMe HCIIBITYeMOro
Wnopupza Cpp u  Cu  Ha XpomarorpaMMe | pacTBopa 0OHapyXMBaIOTCS
' &TaH)lapTHoro pacTtBopa (M. paszien | mUKH, no BpEMEHaM
1 «KonmmuecTBeHHOE ONpeie/icHHE). YAEepKUBAHUSA
1/ COOTBETCTRYIOIIHE MUKaM
rOMOJIOTOB OCH3aTKOHHUS
xnopuga Cpp u Ciy Ha
XpOMarorpaMMe CTaHAapTHOTO
pacTBOpa.
3 pH From 4.30 to 4.90 / Ot 4,30 no 4,90 4.66 /4,66
4. | Density / IlnoTHOCTH From 0.950 to 1.050 g/cm®/ 1.005 g/em?®/ 1,005 r /em®
Ot 0,950 no 1,050 r/em®
5. | Viscosity / Bsskocrs From 30 to 130 cPs/ Ot 30 no 130 cIi3 40.1 cPs /40,1 cIl3

|

Prepared By / Hoarorosna

Checked By / Ilposepun

Approv\@d By / Ono6pua
)

Signature / [loanuce
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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
CEPTUD®HUKAT AHAJIN3A I'OTOBOI'O ITPOJIYKTA

Page30of 8/ Crp.3u3 8

Name of Product /
HaumeHoBaHue npoayKuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HauMeHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeraszoHa cnpell HasaaLHbI K03upoBaHHbII 50 MKI/103a

Active Ingredients /
HeiicrByioiiiie BemtecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cripes coaepxuT: JeHcTBylomee Bemectso: MoMeTasona ¢gypoara MOHOIHIApAT
51,72 Mxkr B nepecyere Ha Momerasona gypoar 50,00 mxr

Strength / losuposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / lara npousBoacTsa 11/2023
Dosage form / M'etered-dvose }1asal spray { Cripeit Date of Exp. / Foaen 10 10/2025
JlekapcTBeHHast dopma HazabHbIH 103HPOBAHHLIN
Product code / Kog npoaykra SRUG30007E040401EJ Date of release / Jlata Bbinycka 24.11.2023
Batch No. / Cepusi Ne 12231097 Qty. Released / 63,680 BOT/
KosinyecTso BhinyineHo (naxoHoB
Batch size / Pazmep cepuu 69,444 BOT / ¢naxonos Mig.License No. / Juuewsns na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.“/ 040000494885 Mfg. License Date / JInuensus na 30/04/2020
Perncrpanuonusiii Homep aHaausa Npou3BOACTBO (AaTA)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aara)
i " GMP Compliance certificate No. / GMP-
Market / Prinox Russia /Poccus GMP cepruduxar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurauus rorosoro SPC-CC-063691 Reference STP No. / CTIU Ne :
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne ADOC . Y API Batch No / A®C cepust Ne 23412(JM-01)-
Mowmeraszona dypoara Mosoruapar 002
Manufactured by / Ilpoussoautean | Aarti Industries Limited, India / Aapru Ungactpus Jumuren, Muaus
Ne | TESTS/INIOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMmonsiILHOCTH Ot 250 no 350 mOcm/xr 292 mOcMm/kr

7. Net content / Macca
coaepxnmMoro ¢uiakoHa

Not less than 9 g / He menee 9 ¢

94¢g/94r

8. | Number of deliveries per
container / Kosmmuecrso
1103

Not less than 60 doses (discard the first pumping) /

He menee 60 103 (He cunTas EPRUYHYIO

NPOKAUKY)

81 doses / 81 no3

9. | Pump delivery /
Macca 10361

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

theoretical dose mass /

WuamsunyanbHas Macca 203bl: 0T 85 % 10 115 %

oT Teopeml{ecxoﬁ MacCChl J03bl;

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

the theoretical mass of the dose /

Cpennss Macca fo3bl: o 90 % 1o 110 % ot

Teopemqecxoﬁ MacChl 103b1

Minimum / MunamyMm: 91.0%
Maximum / Maxcumym: 106.8%
Average / Cpeanee: 103.5%

Prepared By)/ Iloarotosua

Checked By / IIposepuut
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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@bom?2.vsnl.net.in

CEPTHO®UKAT AHAJIU3A I'OTOBOTI'O ITPOAYKTA

Page 4 of 8/ Crp. 413 8

Name of Product /
HaumenoBanue npoayxumu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenateHroBanHoe HAMMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTazona cripeit HasansHbIA 103upoBaHbIi 50 MxI/103a

Active Ingredients /
JeificTByromue BewzecTsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 j103a cipest coAepUT: JeHCTRYIoIEe Bewectso: Momerasona (ypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mxr

Strength / Lozuposka 50 meg/dose / 50 mkr/no3a Date of Mfg. / laTta npousBoacTsa 11/2023
Dosage form / Metered—dvos'e }wsal spray / Crnpei#t Date of Exp. / Foaen 0 10/2025
JlekapcTBennas dopma HazalbHBIN JI03UPOBAHHBIY
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbinycka 24.11.2023
Batch No. / Cepusi Ne 12231097 Qty. Released / 63,680 BOT/
KosinyecTso BbinymeHo (nakonos
Batch size / Pasmep cepun 69,444 BOT / {pnaxonon Mig.License No. / luuensus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000494885 Mfg. License Date / Jluuensus xa 30/04/2020
PerucrpaunoHubiii HOMep aHAIHU32 NpOM3BOACTBO (1aTA)
Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
- GMP Compliance certificate No. / GMP-
Do
Market / Prinow Russia / Poccus GMP ceptudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukanusi roroBoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
npoaykra Ne
MFM-

API name / HaumenoBanune AO®C

Mometasone Furoate Monohydrate/
Mowmetaszona ¢ypoaTa MOHOIHIPAT

API Batch No / A®DC cepust Ne

23412(JM-01)-
002

Manufactured by / IIpoussogurtenn

Aarti Industries Limited, India / Aapta Munacrpus Jumuren, Uuauns

Ne | TESTS/HOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJIbTATDI

10. | Particle size /
Pazmep yacTuil

Particles < 10pum in size: Not less than 90%
YacTuu pasmepom < 10 Mxm — He Menee 90 %;

Particles < 30pm in size: 100%

YacTuu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YHactuusl pazMmepom > 30 MKM — JOJKHBI

OTCYTCTBOBATh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTcyTcTBYIOT

11. | Sedimentation Stability /
CeaumenTanuoHHas
YCTOMYHBOCTD

Not less than 5 min / He menee 5 Mun.

Complies /
CooTtBeTcTBYET

Prepared By / Hoarotosna Checked By / Ilposepus Approved By / OnoGpun
Signature / Honnucs / LL// —
Date / lata 1l 9,03 T\
Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
Tonmmocts Officer-QA Officer-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUO®UKAT AHAJIU3A T'OTOBOT'O ITPOJIYKTA

Page 5 of 8/ Cyp.5u3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBaHHOE HAMMEHOBAHHE MonmeTasona crnpeil HazanbHbIH 103UpOBaHHBIH 50 M1/ 032
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBy1oire BelecTBa 1 1034 cnipest coaepxuT: AeHicTBylolee BelecTBo: Momerasona ypoara MOHOTHApPAT
51,72 mxr B niepecyere Ha Momerazona gypoar 50,00 Mxr
Strength / lozuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / Jlara npoussoacrsa 11/2023
Dosage form / Mcy:lered-df)se ?asal spray{Cnpeu Date of Exp. / Fozen 10 102025
JlekapcrsenHas dgopma HA3aJIBHBIHA IO3UPOBAHHBIH
Product code / Kon npoxyxra SRU030007E040401E) Date of release / lara Boinycka 24.11.2023
Batch No. / Cepust Ne 12231097 Qty. Released / 63,680 BOT/
Koanuecrso BeInymieHo (raxoHoB
Batch size / Pazmep cepuu 69.444 BOT / ¢naxonos Mig.License No. / Jluuensus na MNB/10/832
NpOU3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000494885 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonyblil HoMep aHaJu3a NpoU3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
g GMP Compliance certificate No. / GMP-
Market / Puinox Russia / Pocens GMP cepruduxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxaums rorosoro SPC-CC-063691 Reference STP No. / CIIU Ne 040947
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanune ADC Y API Batch No / A®C cepus Ne 23412(JM-01)-
Mowmeraszona (ypoaTa MOBOrHAPAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aapru Mngacrpus Jlumures, Muus
Ne | TESTS/TTOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATHI
12. | Impurities / IIpumecn
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % Not Detected/ He odnapyxeno
[Tpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He oGnapyxeno
Hpumecu DMC
I . Not more than 0.20 % / He Gonee 0,20 % 0.01%/ 0,01%
mpurity D/
Ilpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.06%/ 0,06%
impurity / EnuanuyHO#
HEUACHTUGHLUPORAHHOM
npuMecu
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.26%/0,26%

CyMmbl npuMeceit

Prepared-By / IToarotosua Checked By / Iposepua Appro@ By / Ojio6pii
Signature / Homxmuck Y o —
Date / Jlata TN 1.y 3 2 W ey
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal

Designation /
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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
CEPTHOUKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA

Page 6 of 8 / Crp. 6 u3 8

Name of Product / MOMAT RINO
HaumeHoBaHHe NPOAYKUMYU MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenarentoBanHoe HAaHMEHOBAHNE MowmeTaszoHa cpeil HazaipHbI 103KpoBaHHLIH 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 mcg
JelicTByIomne BelecTBa 1 103a cnpes copepkut: AeficrByioliee BelecTBo: Momeraszona (pypoata MOROTHAPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 mxr
Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / laTa npoussoacrsa 1172023
Dosage form / M'etered-df)se 'nasal spray / Copeit Date of Exp. / Tozen 10 10/2025
JlekapcrBennas opma ) Ha3a7bHBIA 103UpOBaHIbI
Product code / Koa npoaykra SRUQ30007E040401EJ] Date of release / Jlata Bbinycka 24.11.2023
Batch No. / Cepust Ne 12231097 Qty. Released / 63,680 BOT/
KonuvecTBo BhinyueHo (prakoHOB
Batch size / Pasmep cepun 69,444 BOT / graxonon Mfg.License No. / luuensus ua MNB/10/832
npou3BoAcTBO (HoMep)
Inspection Lot NOL/ 040000494885 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauronHblii HoMep aHaJiu3a Mpou3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxkar (aata)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poceust GMP cepruduicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns rotoBoro SPC-CC-063691 Reference STP No./ CIIN Ne 640947 '
npogykKra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C ‘ API Batch No / ADC cepus Ne 23412(JM-01)-
Mowmeraszona dypoara MoHOIrHIpaT 002
Manufactured by / Tlpoussogurens | Aarti Industries Limited, India / Aaptu MUnnactpus Jlumures, Munus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI

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

: : from 10 vials) can deviate more than + 20% from the average P . o
and Uniformity of value and not any dose can deviate more than + 25% from the Minimum / Musmnmym: 98.2%

Delivered Dose / Cpentsist | ayerage value. The mean should not exceed + 15 % of label | Maximum/ Makcnmym:102.0%
JocTaBjasieMast 1032 H claim Mean / Cpennee:100.0%
OJIHOPOIHOCTL lsz/to 6 dose; dc;\(l)iatg 1more than = 20% but not more than +
= 5%, test another 20 vials.
AOCTABAACMOH 03I 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 Gonee 2 u3 20 103 (10 HavaneHeix 103 U 10 KOHEUHBIX [103) Minimum / Musamym: 95.0%
MOTYT KMETH OTKJAOHEHHE OT CpeAHero 3HaucHus Oosiee uem . ; o
+20%, ¥ HH OAMA 033 HE AOKHA MMETb OTKIIOHEHME OT Maximum / Makcumym:102.4%
CPEAHETO 3Hauenna Gonee uem + 25 %. Cpennee snauenne ne | Mean / Cpennee: 100.0%
JIOTDKHO NpeBhIaTh % 15 % 0T 3as8neHHOrO.
Ecnu o1 3 10 6 103 umeior oTkioHeHus Gonee uem £ 20 %, Ho
MeHee yeM = 25 %, TO UeNLITHIBAIOT cnenyiomue 20 GprakoHoB.
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHHE OT CPEAHEro
3Hauenus Gonee yeM £ 20 %, M HY OaHA J03a HE JOHKHA WMETh
OTKJIOHEHUE OT Cpelero 3HadeHus bonee uem + 25 %. Cpeanee
3HAYEHHE KAKJIOT0 ONPeleNeHs He JOIDKHO npesbiarh + 15 %
OT 3asBJICHHOTO.

Prepared By / Iogrorosua Checked By / I1posepua Approve‘q By / Ono6pua
Signature / Hoanuck ( % P (ijM /)
Date / Jlata L7200, S My g:p\ W\ 701y
Name / ®11O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
- on 7
Designation Officer-QA Officer-QA Sr. Manager - QA
JonmHocTs
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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
CEPTUDOHUKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page 7 of 8/ Crp. Tu3 §

Name of Product /
HaumMeHoBaHHe APOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenrosaHHoe HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasona cripel HazasibHbIH 103MpoBaHHLIH 50 MKI/1033a

Active Ingredients /
JeiicTByrolmue BeuiecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 noza cripes coaepxut: AeicTByomiee BewecTrO: Momerasona Qypoara MOHOPHapar
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / Ro3uposka 50 meg/dose / S0 mxr/nosa Date of Mfg. / lata npouseoacTaa 11/2023
Dosage form / Metered-duose 'nasal spray / Cnpeii Date of Exp. / Fonett 110 1012025
Jlexapcreennas gopma Ha3a1bHBIA 103HPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Boinycka 24.11.2023
Batch No. / Cepusi Ne 12231097 Qty. Released / 63,680 BOT/
KoanyecTso sbinyieHo (pnakoHOB
Batch size / Pasmep cepun 69.444 BOT / ¢pnakounos Mfg License No. / Jluuensust ua MNB/10/832
NpoU3BOACTBO (HOMEp)
Inspection Lot NOL/ 040000494885 Mifg. License Date / JIuuensus na 30/04/2020
PerucTpaunoHHbIii HoMep aHaau3a NMPOH3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 1103 GMP Compliance certificate Date /| /000
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccu GMP ceprudukaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauust roroporo SPC-CC-063691 Reference STP No./ CITH Ne 040947 '
npoaykra Ne
MFM-

API name / HaumenoBanune ADC

Mometasone Furoate Monohydrate/
MowmeTtazona ¢ypoara MOHOrMIpaT

API Batch No / A®C cepus Ne

23412(JM-01)-
002

Manufactured by / llpousBoaurens

Aarti Industries Limited, India / Aaptu Unnacrpus JIumuren, Mniams

Ne | TESTS/INIOKA3ATEJIHU LIMITS / TPEGOBAHNSI OBSERVATIONS /
PE3YJILTATBI
14 | Microbiological Purity / Muxpo6uonoruueckas yncrora
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml /
count / Obuiee uncno Gonee 102 KOE & 1 mn npenaparta Menee 10 KOE/mn
a3poOHbIX
MHKPOOPraHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product / He | Less than 10 c¢fu/ml /
count / OGee yucio Gonee 10! KOE B 1 Mn npenapata Menee 10 KOE/mn
JPOOKEBBIX U TJIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcrBue B 1 Absent / OtcyrerByer
MJI Iipenapara
Staphylococcus aureus Absence per 1 ml of the product / Orcyrersue B 1 Absent / OTcyTcTBY®
MJI TIperiapaTta :
15. | Assay / KosnyecTBeHHOe onpenesienue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.5% / 102;'5%
Mowmetasona dypoar 85,0 % nmo 115,0 % ot 3asBreHHOrO conepxKanus s A
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 94.2% /94,2% ey
BeHzankoHus xnopun 80,0 % 5o 120,0 % ot 3asBNEHHOr0 COAEPIKAHUS

Prepay€d By / IloaroTosua

Checked By / Ilposepun

Approved‘@y / Opobpua
J )

Signature / Moanuce

e

2\ )t

Date / lara 9.7 ) ! Ly 17 ?:“2:'“’\ WAy

Name / @O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
ionati

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

JLoAKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUO®HUKAT AHAJIU3A TOTOBOI'O IIPOAYKTA
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Name of Product / MOMAT RINO
HaumenoBaHue npogyKumuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBaHHoe HAMMEHOBAHME MonmeTazona ciipeit HasabHbLIH J03HpoBaHNLIl 50 MKT/1032a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mecg
JeiicTByIoLine BeutecTBa 1 nosa cnpest conepxur: AelicTBylowee Berectso: Momerazona gpypoara MOHOTMApAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr
Strength / To3uposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / laTa npousBoacrea 11/2023
Dosage ff)rm / Mfatered-df)se Tlasal spray { Cnpeit Date of Exp. / Fozen 110 102025
Jlekapcreennast hopma Ha3aIbHbI JO3UPOBAHHBIH
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata Boinycka 24.11.2023
Batch No. / Cepusi No 12231097 Qty. Released / 63,680 BOT/
KoanvecTBo BbinymeHo (nakoHoB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakonos Mig.License No. / Jinuensns na MNB/10/832
npou3BoACTBO (HOMep)
Inspection Lot NO.U/ 040000494885 Mfg. License Date / Jluneusus na 30/04/2020
Perucrpannonusiii Homep anajunsza NPOU3BOACTBO (1aTa)
Package size / Ynaxosica 60 Doses / 60 1103 GMP Compliance certificate Date/ | |00
GMP ceprudukar (aara)
GMP Compliance certificate No. / GMP-
Market / Poisok Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauust roroBoro SPC-CC-063691 Reference STP No. / CIIU Ne 64094;/. '
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC . A ) API Batch No / A®C cepust Ne 23412(IM-01)-
Momerasona Qypoara MOHOTHAPAT 002
Manufactured by / IpoussoauTean | Aarti Industries Limited, India / Aapru Munactpus Jlamuren, Mnjus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATHI

16. | Package Size / Ynaxoka | 60 doses of suspension in a high density polyethylene vial with a dosing dev1ce and a

high density polyethylene cap. I vial and patient information leaflet in a e
[lo 60 no3 cycnemsun Bo (uakoHe M3 TONMITHICHA BBI cokon rmomocm c
JO3UPYIOIINM YCTPOHCTBOM M KOJITIAYKOM M3 TONMITHIIEHA BEICOKOM MIOTHOCTH. Ho 1
(1aKoHy BMECTE € HHCTPYKLMEH M0 MEAULHHCKOMY MPUMEHEHHIO B 1a4Ke KapTOHHOI/I

Any deviation/Incident/OOS: Non-applicable
Orknonenns/necoorBercTBUs/O0C: He IPHMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. ThlS batch of pmduct 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. JIITI-Ne(001710)-(PI-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akiiioueHHe O COOTBETCTBHMHM: HACTOAIMM TOATBEPXKIAI0, YTO NpPEICTABIEHHAas Bbille HH(OPMALMi ABIAETCA
HOCTOBEPHON ¥ ToYHOH. [lannast cepus Oblia NpousBefeHa (BIUIIOYAs YITAKOBKY/MAPKWUPOBKY M KOHTPOjb KAauecTBa) Ha
yKa3aHHOH BbIIIE NPOM3BOACTBEHHOHW IIOMAAKE B TOJHOM COOTBETCTBHM ¢ TpeGoBanmamu  Hamnexalnei
Iponssoncrsennoii Ipaktnkun (GMP) NOKaNbHBIX PerysSTOPHbIX OPraHOB M TPeGOBAHMAMH HOPMATUBHOM JOKYMEHTALUK
JI1-Ne(001710)-(PT-RU) o1 23.01.2023 nmna peinka Poccuu u yTBepkIeHHOH cnenudukauueii Ne SPC-CC-063691.
[IpoToxosnsl mpousBoAcTBa, YNaKOBKM M TOKa3aTeNd KauyecTBa [AHHOH cepuyu ObLIM NpOAHATM3UPOBAHBI U CIEIAHO
3aKJIFOUCHHE, YTO OHU COOTBETCTBYIOT Tpebosanuam Hannexamelt ITpoussoncreennoii paktuxu (GMP).

|
Prepzy‘ép By / Iloarorosun Checked By / Ilposepun Approve‘(l By / OnoGpun
Signature / Moanucs / (ﬂ,{/ - }W,, )
Date / Mara PRI AL RLAANM 2014
Name / ®1O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
fficer- - . - .
JomxHoCTh Officer-QA Officer-QA Sr. Manager - QA
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