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 AHAJIN3A T'OTOBOI'O ITPOJYKTA

Page 1 of 8/ Ctp. 1 u3 8

Name of Product / MOMAT RINO
HaumenoBaune npogykunu MOMAT PUHO
Generic name / Mometasone Metered-dose Nusal Spray 50 meg/dose
HenarenroBannoe nauMenosanne MowmeTasona cupeil HazaibHBIH 103MPOBaHKLIA 50 MKI/ 1033
1 dose of the spray contuins: Active ingredient: Mometasone Puroate Monohydrate 51,72 1y us
Active Ingredients / caleuluted for Mometasone Furoate 50.00 meg .
HeitcrByrwomine semecrsa 1 2032 cnpen conepxuT: AeficTryIonE: nenwerso: Momerazona gypoata MOHOTMApAT
51,72 mir 3 nepecuere Ha Momerasona dypoar 50,00 mur
Strength / Josupopka 50 mog/dose / 50 mki/usd Date of Mfg. / Jata npoussoacrsa 12/2023
Dosage form / M?tered—d\?sc nasal spray / Cripeit Date of Exp. / Tonen 10 112025
JlekapcrBeHHas gopma Ha3ANLILI RO3MPORAHKAI
Product code / Koa npoayxra SRUO30007E040401DK Date of release / Jlata sbinycka 21.12.2023
Batch No. / Cepust Ne 12231185 Qty. Released / 32,480 BOT/
KoauyecTB0 BLINY WEHO (akoHos
Batch size / Pazmep cepun 34,722 BOT / ¢aakonos Mig.License No. / Jlnuensus na MNB/10/832
npou3BoacTBO (HoMep)
Inspection Lot NOL/ 040000499827 Mfg. License Date / JIuuensust na 30/04/2020
PerucTpaunoHubiii Homep aHanusa | NpPoM3BOACTBO (AaTa)
Package size / Ynaxonka 120 Doses / 120 no3 GMP Lomphapce c’ertlﬁfate Date/ 18/06/2020
GMP ceprudurar (aarTa)
: GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP CepTllll‘hMK‘aT (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne ’
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C Monte ) ) API Batch No / A®DC cepusi Ne 23411(JM-01)-
oMeTa3oHa (pypoata MOHOIHApaT 001
Manufactured by / TlpoussoauTenr | Aarti Pharmalabs Limited, India/ Aapru ®apmanatce Jlumuten, Muans
Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEGOBAHUWA OBSERVATIONS /
PE3YJIBTATHI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspcnsion of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGemoro jgo moutu OGenoro usera ot | [Moutn Gesoro uBeTa
NOJYNPO3PAYHON N0 HEMPO3PAYHON KOHCUCTEHLMH | HEMPO3PauyHoOM  KOHCHCTEHLHH
Iycrasi CyCrieH3usl. I'ycTasi CyCHEH3Hs.

2. | Identification / Muenindurauns
a) Mometasone Furoate/ | The retention time of thc main peak in the | The retention time of the main
MomeTtaszona ¢pypoar 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 ynepxupanus ocHOBHOro muka | peak in the chromatogram of
Ha  XpomaTorpamMme  HCIBITYeMOro  pactsopa | standard preparation / Bpems
JOJDKHO COOTBETCTBOBATL BPEMEHU YACPKHMBAHHA | YIEPKMUBAHHA OCHOBHOTO IIHKA
OCHOBHOI'O NMKA Ha XPOMATOrPAMME CTAHAAPTHOIO | Ha XpoMarorpaMme
‘pactBopa  (cM.  paspen  «KoumuecrBeHHOE | MCIBITYEMOro pacTBopa
. lonipeeneHNE ). COOTBETCTBYET BpeMeHU
18 YIAEPKHUBAHHS OCHOBHOTO IIHKa
Ha XpoMmarorpamme
CTaHAAPTHOrO PacTaopa.

Prepared By / ITonrorosua Checked-By / Ilpesepun Appioved By / Ono6pun
Signature / Tloanucs Q::ﬁ”‘“”” — »)
Date / Jlata L D 5 %\ \ ;\/gf\,m/z? 241 1021
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Jommmacrs. Officer-QA Sr. Officr 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
CEPTHOUKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA

Page 2 of 8 /Ctp. 2 u3 8

Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cripeit HasanbHpli 103UPoBaHnLIH SO MKT/1032a

Active Ingredients /
JleficTBytoniue BemecTsa

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

calculated for Mometasone Furoate 50.00 meg

I nosza Cripes COACPKUT! ,ueﬁcmyxomcc BEUIECTBO: MoMeTazona (])ypoaTa MoHorvapar

51,72 Mxr B nepecyere Ha Momerasona dypoar 50,00 mkr

Strength / lo3uposka 50 meg/dose / SO mxr/nosa Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / Melered-dvose vnasal spray / Cnpeii Date of Exp. / Foaen 0 112025
JlekapcTBenuas gopma Ha3aIbHLIA 103UPOBAHHbIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 21.12.2023

Qty. Released /

32,480 BOT/

Batch No. / Cepus Ne 12231185
KoJsinuecTBo BhinyieHo (axkoHos
H J
Batch size / Paszmep cepuu 34,722 BOT / ¢nakoHon Mig.License No. / Jluuensus a MNB/10/832
NpoU3BOACTBO (HoMep)
Inspection Lot No. / 040000499827 Mfg. License Date / JIuuenzna na 30/04/2020

Peructpauuodublii HoMep aHaJU3a

Npou3BOACTBO (1aTa)

GMP Compliance certificate Date /

Package size / Ynaxoska 120 Doses / 120 no3 GMP ceptudukar (1ata) 18/06/2020
: GMP Compliance certificate No. / GMP-
Daee
Market / Poinox Russia / Poccust GMP cepruduicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne ) ]
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanine AOC - y API Batch No / A®C cepua Ne 23411(JM-01)-
Mowmeraszona ¢ypoara MoHorHapar 001
Manufactured by / Ilpoussogurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumures, Unaus
Ne | TESTS/NOKA3ATEJIH LIMITS / TPEBOBAHU S OBSERVATIONS /
PE3YJILbTATHI

b) Benzalkonium chloride
/ BeHzaaKoHMS XJIOPH/

__COOTBETCTBYIOLIME ITHKAM TOMOJIOTOB OeH3anKoHUs

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Cj;
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomaTorpamme
UCIILITYEMOTO PACTBOpPa NOJDKHbL! 0OHAPYKUBATLCA
[HKH, o BpeMeHaM yIASP)KUBAHUs

jgopuna  Ciz u Ciy Ha  XpoMaTtorpamme
apTHOro pacTBopa (cm. paszen
[UECTBEHHOE OTIPEJICSICHUEY ).

3

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;; and
Ci4 in the chromatogram of the
standard  solution. / Ha
XpoMaTorpaMMe HCILITYeMOTO
pacTBOpa 00HapyKHBAKOTCA
THKY, 1o BpEMeHaM
YIOEPKUBAHUSA
COOTBETCTBYIOIHE IHKaM
TOMOJIOTOB OeH3aaKOHUA
ximopupa Ciz2 u Cis Ha
XpOMaTorpaMme CTaHAAPTHOro
pacTBopa.

w

pH

From 4.30 to 4.90 / Ot 4,30 no 4,90

4.72 /4,72

4. | Density / lnorsocTs

From 0.950 to 1.050 g/cm®/
Or 0,950 o 1,050 r/em®

1.011 g/lem®/ 1,011 r/em®

5. | Viscosity / BszkocTs

From 30 to 130 ¢Ps /Ot 30 1o 130 cIl3

58.6 cPs/ 58,6 cIl3

Prepared By / Ionrorosus

{
Checked By / Ilposepua App:\)ved By / Ono6pua
=

Signature / Hoanucs

) S —

v ANAK e : L
Date / {ata VAR Ay LY 3\ 4 «W/:“/ L \Q‘% 1t
Name / ®DUO Atul Kumar Akshit Bhardwayj Sandeep Semwal
Designation / Officer-QA Sr. Officer 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
CEPTU®HUKAT AHAJIM3A I'OTOBOTI'O ITPOJIYKTA

Page30f8/Crp.3u3 8

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

HenatentoBanuoe HAHMEHOBAaHHE MomerasoHa CI]})CFI Ha3aJLHLIA 11031113()}3;114111,11‘71 50 mkr/nos3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByroime BemecTsa 1 1o3a cnpes coxepxut: AckcTBylomiee Bewectro: Momerasona (ypoata MOHOTHApAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 Mxr
Strength / lozuposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacTsa 12/2023
Dosage form / Metel‘ed—df)se 'nasal spray { Cripeit Date of Exp. / Foen 10 112025
JlexapcTBennasi popma Ha3aAbHbIH JO3HPOBAHHLIH
Product code / Koa npoaykTa SRU030007E040401DK Date of release / lata Boinycka 21.12.2023
Batch No. / Cepust Ne 12231185 Qty. Released / 32,480 BOT/
KonuyecTBo Boinymeno (nakoHoB
Batch size / Pasmep cepuu 34,722 BOT / gnaxonon Mig.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499827 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpaunoHHbiii HOMep aHaaM3a NPOU3BOACTBO (AaTa)
Package size / Ynaxosxa 120 Doses / 120 103 GMP Compliance certificate Date/ | 1o/
GMP ceprudpniar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruuicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauust roroBoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanne A®C API Batch No / A®C cepusa Ne 23411(JM-01)-
Monmetazona ¢ypoara MOHOrHAPAT 001
Manufactured by / llponssoaurtean | Aarti Pharmalabs Limited, India/ Aaptu Papmanade Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS1 OBSERVATIONS /
PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcmonsibHOCTH Ot 250 o 350 MOcm/kr 291 mOcMm/kr
7. | Net content / Maceca Not less than 18 g/ He menee 18 r 184¢g/184r

COAepPXKUMOro (l)J'laKOHa

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 159 doses / 159 103

container / Kosinuectro / He menee 120 103 (He cunras nepBHUHYIO
03 NPOKAUKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 99.7%
Macca go3bi theoretical dose mass / Maximum / Makxcumym: 106.4%

NunuBupyansHas Macca no3el: oT 85 % no 115 % Average / Cpennee: 104:4%
OT TCOPETHUECKOH MACChl 103bI; , :

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

Cpennsas macca 1o3si: o1 90 % 1o 110 % ot
TEOPETHUYECKOH MaCcChl 103bI

Prepared By / IMoarotosua Chegcked By / Hposepua Apprm\ed By / OnoGpua
H g i -~ Aﬂ)
Signature / Moanuce {/6 / é/%ﬂ/_.ﬂ -
Date / Jlata A \ e o s lidrres 2734\ Lt
Name / @O Atul Kumar Akshit Bhardwayj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
HomxHocTs
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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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A T'OTOBOI'O IIPOJYKTA

Page 4 0of 8/ Crp. 413 8

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

HenaTeHToBAHHOE HAUMEHOBAHHE Mowmerazona Cripeil Ha3aIbHBIN A03UpoBaHHbI 5O MKT 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
JeiicTByromue Bewmectsa 1 no3a cnipest conepxuT: ACHCTRYIOMICE BelecTRO: MoMeTasouna (ypoaTa MoHoruapar
51,72 mxr B tiepecaere Ha Momerasona gypoar 50,00 Mxr
Strength / losuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / laTa npoussoacrea 12/2023
Dosage form / I\{I'eten‘ed-df)se 'nasal spray / Crpeit Date of Exp. / Foten 10 112025
JlexapcrpeHHas dgopma Ha3aJibHBIN 103HPOBAHHDLIN
Product code / Koa nponykra SRU030007E040401DK Date of release / Jlata srinycka 21.12.2023
Batch No. / Cepus No 12231185 Qty. Released / 32,480 BOT/
KosnvecrBo Bhinyuieno (naxkoHoB
Batch size / Pazmep cepuu 34,722 BOT / ¢naxonon Mfg.License No. / Jluuensus ua MNB/10/832
NpPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000499827 Mfg. License Date / Jinuensus ua 30/04/2020
PerucTpauuoHHblii HomMep aHaaM3a NPOU3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (nata)

GMP Compliance certificate No. / GMP-

Market / Poinox Russia / Poccus GMP cepruguiar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukaumsi rorosoro SPC-CC-063688 Reference STP No./ CITHU Ne )
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanune AOC : y API Batch No / A®C cepun Ne 23411(JM-01)-
MowmeTasona dypoara MoHOrHRpaT 001
Manufactured by / Npoeussoanrens | Aarti Pharmalabs Limited, India/ Aaptu Papmanabe Jlumuren, Muaus
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 99.9% / 99,9%
Pasmep uacTuu Hactuu pasmepom < 10 Mmxm — He Menee 90 %;
Particles < 30pum in size: 100% 100.0% / 100,0%
Yacruu pasmepom < 30 mrm — 100 %
Particles > 30pum in size: Should be absent Absent / Orcyrcreyror
YacTuusl pasmepom > 30 MKM — 10J1KHbI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 Mun. Complies /
CeanmMeHTaMOHHAsN COOTBETCTBYET. ...
YCTOHYNBOCTH :
§
Prepared By / IloaroTosua Checked By / Ilposepun Appro\ed By / Opo6pua
Signature / I1 A R )
ignature / [oanuck > 5/ / A}LM“ -
Date/ Mata AN vl s 2T 201
Name / ®O Atul Kumar Akshit Bhardwaj Sandeep Semwal
ionation /
Designation Officer-QA Sr. Officer Sr. Manager - QA
JonauocTn
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A T'OTOBOI'O ITPOJIYKTA
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Name of Product / MOMAT RINO
Hanmenosanue npoaykiin MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
Henarenrosannoe HaumeHoBanue MowmeTasona cipeii HazanbHL T03HPOBANHLI 50 MK/ 10n
1 dosc of'the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HelicTBytoue remecrna I nosa cripes coaepxut: neficrrylomee sewecrso: Momcerasona (ypoara MOHOTHApAT
51,72 Mkr B nepectcte Ha Momerasona Qypoar 50,00 mMxr
Strength / lo3uposka 50 meg/dose / 50 Mxr/noza Date of Mfg. / lata npoussoactsa 12/2023
Dosage form / M’etered-duose 'nasal spray / Crpeif Date of Exp. / Fogett 10 112025
JexapcrBennast gopma Ha3a/1bHbIH JO3HPOBAHUEIH ;
Product code / Kop npoaykra SRU030007E040401DK Date of release / lata Boinycka 21.12.2023
Batch No. / Cepus No 12231185 Qty. Released / 32,480 BOT/
Koaunvecrso Boinyueno (naxoHoB
M J
Batch size / Pasmep cepuu 34,722 BOT / ¢naxonon Mig.License No. / Jlunensist na MNB/10/832
NPOH3BOACTBO (HOMep)
: ; -
Inspection Lot I\OL/ 040000499827 Mfg. License Date / Jluuensus na 30/04/2020
PervcTpautoHHbIA HOMep aHAAU3A NPOU3BOACTBO (AaTa)
Package size / Ynaonia 120 Doscs / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poceus GMP cepruduxar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue APC o ‘ API Batch No / A®C cepusi Ne 23411(JM-01)-
Mowmerasona dypoara MoHorHaApaT 001
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aapry Papmanabe Jlumuren, Unums
Ne | TESTS /TIOKA3ATEJH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDI
12. | Impurities / [Tpumecn
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % 0.003% / 0,003%
ITpumecn 8§ DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6napysketo
[Tpumecu DMC
y Not more than 0.20 % / He 6oxce 0,20 % 0.01%/ 0,01%
Impurity D/
Ipumecu D
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.03%/ 0,03%
impurity / Exuaudnoi
HEMAECHTU(PULHPOBAHHO K
NpUMecH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.10% /0,109
CymMbl npuMeceti

I
Prepared By / [loaroroBusa Checked By / Xlposepua Appr(\ved By / OnoGpua
Signature / Moanuce . ,},w/ — )
"‘ - _

Pate / Jlara AN na\iwhe 2 a1t
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA
HonxuocTes
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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
CEPTU®HUKAT AHAJIN3A I'OTOBOI'O IIPOJAYKTA
Page 6 of 8 / C1p. 6 u3 8

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

‘HenaredroBannoe HaumeHoBaNHe Mowmeraszoda cnpeit HasaubHbLIA A03MpoBaHHbIl 50 MK/ 1032
I dose ol the spray contains: Active ingiedienl. Mometasone Furoale Monohydrate 51.72 meg as

Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
MeiicTByromue BewecTsa 1 103 crpen COAEPIHT: ACHCTBYIOMICE BelecTBO: MOMETa30Ha (lypoira MOHOIHADAT
51,72 mkr B nepectiere na Momerasoua ¢ypoar 50,00 mkr
Strength / JlozupoBka 50 meg/dose / 50 Mxr/nosza Date of Mfg. / laTa npoussoacrsa 12/2023
Dosage form / Mf:tered—d\(')se lnasal spray { Cnpeii Date of Exp. / Fonet 0 112025
JlexapcreenHasi gopma HA3a1bHbIE KO3UPOBAHHBIH
Product code / Koa npoayxra SRUOIN00TFN40401TDK Date of release / Jara sunycka 21.12.2023
Batch No. / Cepust No 12231185 Qty. Released / 32,480 BOT/
KonnuecTBo BhIIyWEeRo (pnaxoHoB
Batch size / Pasmep cepuu 34,722 BOT / Quaxonon Mig.License No. / Jluuensns na MNB/10/832
NPOU3BOACTBO (HOMED)
Inspection Lot NOL/ 040000499827 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHHblii Homep anaausa npou3BOACTBO (1aTa)
Package size / ¥nakosra 120 Doses / 120 nos MP Compliance certificate Date / 18/06/2020
GMDP cepruduxar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudmiat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroporo SPC-CC-063688 Reference STP No. / CTIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanne A®C API Batch No / ADC cepuna Ne 23411(JM-01)-
Mowmerazona (ypoara MoHOrHApaT 001
Manufactured by / Ilpoussoaurenr | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jumuren, Mnaus
Ne | TESTS/TIOKA3ATEJUN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATHI

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

. . i i o + o a0e R
and Uniformity of from 10 vials) can deviate more than + 20% from })he average | \finiiim / MuHuMyM: 98.4%
value and not any dose can deviate more than + 25% from the

Delivered Dose / Cpeausist average value. The mean should not exceed = 15 % of label | Maximum / Maxcnmym:101.8%
JocTaBhasieMast 103a H claim Mean / Cpennee:100.0%
OHOPOJAHOCTE 17t53 to 6 dosels di\(f)iate Im()re than + 20% but not more than =+
-- 25%, test another 20 vials.
AOCTABIISCMOH 103b1 Not more than 6 of 60 doses can deviate more than + 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed + 15 % of label claim. END / Koneir:
He onee 2 13 20 103 (10 HauanbHLIX 103 M 10 KOHEUHBIX 103) Minimum / Mmmmymz 98.5%
MOTYT HMETh OTKJIOHEHHE OT CPEIHEro 3HayeHHus Gonee ueMm . . o
+20%, W BY ONHA A03a HE JOHKHA WMETh OTKIOHEHHE OT MaXImum/MaKCHMyMJOlgA’
cpelHero 3nadenns Gosee uem + 25 %. Cpeanee snauenne we | Mean / Cpennee: 100.0%
JOMIKHO npesbluath + 15 % ot 3aasnenuoro.
Ecan o1 3 50 6 103 UMEIOT OTKiOHEHHs Gosee ueM =+ 20 %, HO
MEHEe YeM & 25 %, TO HCTBITHIBAIOT Clieaytoume 20 GpnakoHoB.
He Gonee 6 u3 60 1103 MOFYT UMETb OTKJIOHEHHE OT CPEIHEro
3HaueHus Oonee uem = 20 %, 1 HU OiHA [032 HEe J0JDKHA HMETH
OTKJIOHEHHE OT CPE/IHEro 3HaueHus Oosee yem £ 25 %, Cpennee
3HAYECHHE KAXKJIOTO ONPEAENCHHs He AOHKHO npessiuath = 15 %

OT 3asBJICHHOTO.
!
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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®HUKAT AHAJIN3A 'OTOBOI'O INIPOAYKTA

Page 7 0f8/Crp.7u3 §

Name of Product /
HaumenoBaHue npoaykumnu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAlIMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmetazoHa cipeil HasaabHbIi 103MpoBantblil 50 MKI/103a

Active Ingredients /
JeiteTyrowmune BemecTa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mecg
1 103a cnipest coaepxut: AekicTryiomee Bewecrso: Momerazona (ypoara MOHOIMAPAT
51,72 mxr B nepecuere Ha Mowmerasona dypoar 50,00 mxr

Strength / {o3uposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata nponssoacrsa 12/2023

Dosage forim / M.ctcred-dtmc nasal spray / Cupelt Date of Exp. / Foen o 112025

JlekapcTeeHHast hopma Ha3dJibHbI JO3UPOBAHHBII

Product code / Kox npoaykra SRU030007E040401 DK Date of release / lata sbinycka 21.12.2023

Batch No. / Cepus Ne 12231185 Qty. Released / 32,480 BOT/

KouHuecTBO BhInyuieno (axonion
Batch size / Pazvep cepun 34,722 BOT / ¢pnakonos Mfg.License No. / Jluuensust na MNB/10/832
HPOU3BUACTBO (HOMep)

Inspection Lot NOL/ 040000499827 Mfg. License Date / JIuuensus na 30/04/2020

PerucrpauoHHbIil HOMep aHaau3a NpPOU3BOACTBO (naTa)

Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | o000

) i ; ; GMP ceprudurar (aara)

. GMP Compliance certificate No. / GMP-

Market / Poinox Russia / Poccus GMP ceprudukar (nomep) 01556/20/IN

Reference Specification No. / STP-CC-

Cneunukalus roTosoro SPC-CC-063688 Reference STP No. / CIIH Ne 040944

npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune AOC API Batch No / A®C cepun Ne 23411(JM-01)-
Mowmerasona ypoara MoHorMapar 001

Manufactured by / lpoussomurens | Aarti Pharmalabs Limited, India/ Aapru Papmanadce Jlumuren, Uuaus

Ne | TESTS/IHNOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS/
PE3YJIBTATBI

14 | Microbiological Purity / Mukpotnojornyeckasi yucrora

Total aerobic microbial
count / Obiee yucio
a3pOOHBIX
MHKPOOPraHU3MOB

Total yeast and moulds
count / Obwee yucino
JIPOAKEBBIX H TUIECHEBLIX
rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

MJI IIpenapara

MJI IIperiapara

Not more than 10? cfu per 1ml of the product / He
6onee 102 KOE B 1 mut npenapata

Not more than 10" cfu per 1 ml of the product / He
oonee 10' KOE B 1 ma1 npenapara

Absence per 1 ml of the product / Otcyrcteue B 1

Absence per I ml of the product / Otcyrcraue B 1

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

I.ess than 10 cfu/ml/
Menee 10 KOE/mn

Absent / OtcyTeTByer

Absent / Orcytcrayer

15. | Assay / KoanuecTsenHoe o

peaesieHHe

a) Mometasone Furoate /
Mowmerasona ¢ypoat

From 85,0 % to 115,0 % of the labeled content / Ot
85,0 % no 115,0 % OT 3asBAEHHOTO CONEPKAHUS

95.9% /95,9%

b) Benzalkonium chloride /
beHzankoHus xyopus

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

99.2% 99,2%

i
Approv‘@d By / Ono6pua

Prepared By / [loarorosusn Checked By / Iposepua
Signature / Iloanucs - . . B
° I =
Date/ Hara T AN NL.-;\»\ ‘,W,\,@.WL ~ ‘2\:‘”\ {24 1oLt
Name / ®PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
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JomkHocTn Officer-QA Sr. Officer 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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A TOTOBOI'O IPOJAYKTA
Page 8of8/Crp.8u3 §

Name of Product / MOMAT RINO
HaumeHoBanMe npoaykumu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareurobanHoe HauMeHOBaHUe Mowmerasona cripel HazaabHBIA H03HpoBaHHbIE 50 MKT/N03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomne Beuiecrsa I sio3a copest comepxuT: AcHeTBYIOUIEE BellecTBO: MomeTaszona (ypoata MOHOTHApAT
51,72 mxr B nepecuere na Momerazona gypoar 50,00 Mxr
Strength / loanporka 50 meg/dose / 50 Mrr/nosa Date of Mfg. / lata npouspoactaa 12/2023
Dosage form / Metel'ed-df)se nasal spray { Crpeit Date of Exp. / Cogen o 112025
JlekapcTBennasi popma HA3ILHBIN JO3UPOBAHHLIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Bbinycka 21.12.2023
Batch No. / Cepus Ne 12231185 Qty. Released / 32,480 BOT/
KoauuecTBo BbinyiieHo haakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonos Mfg.License No. / .)'llmemun Ha MNDB/10/832
NpPOH3BOACTBO (Homep)
Inspection Lot NOL/ 040000499827 Mfg. License Date / Jlnuensus ua 30/04/2020
PeructpaunoHHBIi HoMep aHAAH3A NIpON3BOACTBO (AaTa)
Package size / Ynaxosxa 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)
. GMP Compliance certificate No. / GMP-
Market / PoiHox Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxkaumsi roroBoro SPC-CC-063688 Reference STP No. / CITM Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanne AOC ) API Batch No / ADC cepus Ne 23411(JM-01)-
Mownerazona Qypoara MOHOrHApaT 001
Manufactured by / Iipoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jumuren, Unjusa
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATBHI

16. | Package Size / YnakoBka 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
[To 120 no3 cycmensun BO (umakoHe W3 MNONMITHIEHA BBHICOKOH I '

Any deviation/Incident/O0S: Non-applicable
Otkionenns/necoorsercreust/QO0C: He IPUMEHEMO

Declaration of certification: “I hereby certify that the above information is authentic and accurat
been manufactured including packaging and quality control at the abovementioned site in full complis
requirements of the local Regulatory Authority and with the normative document no. JITT-Ne(00 (PI-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akmoyeHne o0 COOTBETCTBHMM: HACTOALIMM TIOATBEPXCIAI0, UYTO TNPEACTABJEHHAs BbIIE HH(OPMALMs SBJSETCA
AOCTOBEPHOH M TOYHOH. JlaHHast cepust Obna MpousBesieHa (BKIIOWAs yIAaKOBKY/MapkMpOBKY M KOHTPOIb KauecTsa) Ha
YKa3aHHOW  BBIIIE TNPOM3BOJACTBEHHOW IUIOWAAKE B TOJHOM COOTBETCTBMM ¢  TpebopaHuamu Hamnexameit
ITpoussoncreennoit Hpakriku (GMP) NOKanbHbIX PEryisTOPHEIX OPraHOB M TPEGOBAHMAMU HOPMATHBHOM JOKYMEHTALMN
JHI-Ne(001710)-(PT-RU) ot 23.01.2023 nns peiuka Poccunm W yTBepKIEHHOM crnemudukanmet Ne SPC-CC-063688.
[IpoTokosbl NMPOM3BOACTBA, YNAKOBKA M MNOKA3aTel¥ KAauyecTBA AAHHOH Cepud ObiMM NPOAHATM3UPOBAHBI W CHENAHO
3aKJIIOUEHHE, YTO OHU COOTBETCTBYIOT TpeboBanuaM Hamnexalueit [Ipoussoacrsennoii [Tpaxruxu (GMP).
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