Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Phone: -

Distt-Solan-Himachal-Pradesh-1732085; India

+91-1795 249300 Fax: +91-1795 249310 email; glenmar k@bom2.vsnl.net.in

- CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIM3A TOTOBOI'O NIPOAYKTA

Page 1 of 8 /Crp. 1 u3 8

Name of Product /
HaumeHoBaHHE NPOAYKLHH

MOMAT RINO
MOMAT PUHO

Generic name/
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MowmeTrasona crpel Ha3albHBIH J03KHpoBaHHbI S50 MKr/103a

Active Ingredients /
JeficTByiomue BeuiecTsa

calculated for Mometasone Furoate 50.00 meg

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

11034 cripeq coAepUT: AeHcTBYIOIEee BerecTBO: MoMmeTasona (Pypoara MOHOIHAPAT
51,72 mxr B nepecuere Ha Momerazona dypoar. 50,00 Mxr

Strength / lo3uposka 50 meg/dose / 50 Mkr/no3a Date of Mfg. / llata 06/2024
TIPOH3BOACTBA
Dosage form / Mle%e‘red-df)se ’nasal spray { Cnpeit Date of Exp. / Fonet 210 052026
JlexapcTsennas gopma HA3ATBHBIA 03U POBAHHbIH
Product code / Koa npogyxTra SRU0O30007E040401E] Date of release / laTa Boinycka 22.06.2024
Batch No. / Cepusi Ne 12240622 Qty. Released / 64,000 BOT /
KonnuecTso BhINYyIIEHO (rakoHOB
Batch size / Pasmep cepun 69,444 BOT / dhnaxoon Mig.License No. / Jlunensusi na | \nup )1 0/832
NpoOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000530699 Mfg. License Date / JInuieHsus na 30/04/2020
PerncTpaunoHHbI HoMep aHajiu3a HPOM3BOUCTBO (MaTa)
S GMP. Compliance certificate Date
Package size / Ynaxopka 60 Doses / 60 no3 Lo ‘ 18/06/2020
GMP ceprudurar (aara)
"y GMP Compliance certificate No./ | GMP-
Market / Prinok Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / ’
Crneus(ukauus rorosoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoaykra Ne
API name / Haumenopanue A®C Mometa’sone Furoate Monohydrate‘/ AP] Batch No / A®C cepusi Ne MFM-23423(1M-
MowmetasoHa dypoara MOHOTHApAT 01)-001
Manufactured by / Hpounssoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanade JInmuren, Unaus
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEGOBAHUS OBSERVATIONS /
i PE3YJbLTATDI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot Oenoro ~ mo 1moutd = Oenoro usera ot | [loutu Oemoro . UBeTa
TIOJIYTIPO3PAYHON 10 HEMPO3PauHOH KOHCHCTEHLMM | HENpo3payHoH

CYCTast CYCIIEH3MA.

KOHCHCTEHLIUY
TYCTast CYCIIEH3HUSL, |

2. | Identification / MnenTnnramus

a) Mometasone Furoate /
MomeTtasona gypoart

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). / Bpemsa yaep:uBaHys OCHOBHOIO IIHKa
Ha  XpOMarorpamMMeé  HCHBITYEMOrO  PacTBopa
JIOJIKHO - COOTBETCTBOBATh BPEMEHH YIAepPKUBaHUA
OCHOBHOTO TIMKa Ha XpOMAaTorpamMMe. €
pacteopa  (cM.  paspen
OnpeacacHUE ).

YACPXKUBaHuA OCHOBHOIO ITHMKa

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
YIACPKUBAHKSI OCHOBHOTO TIHKa

Ha XpoMaTorpaMme
UCTILITYEMOTO pacteopa
COOTBETCTBYET BpEMEHH

a XpoMaTorpaMme |
CTaHJJAPTHOTO PacTBOpa.

Prepared-By / Iloarorosna Checked By / Tlposepun Approve‘d By / Opo6pua
Signature / Iloanucs /- — )Zv e
g (& c;))/ KA
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Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designati
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Glenmark pharmaceuticals Ltd

Village: Kishénpura, Baddi-Nalagarh Road, Tehsil: B

addi,

Distt;-Solan ‘Himachal-Pradesh-173205 India s
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOI'O IPOAYKTA

Page2of 8/Crp.2u3 8

Name of Product /
HaumedoBanue npoaykumn

MOMAT RINO

| MOMAT PHHO

Generic name /
HenareHToBaHHOe HAHUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmerasona cripell HazalbHbIN A03UpoBadHbIH 50 Mki/103a

Active Ingredients /
JeiicrByromue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cnpes COACPIKUT. JlCﬁC’I‘B}"I(’)UlCC BeiecTso: MoMeTasona (])ypoaTa MoHoruapar

51,72 mxkr B nepecuere Ha Moseraszona (ypoar 50,00 mxr

Strength / 1o3uposka 50 meg/dose /-50 Mxr/nosa Date of Mfg. / Jlata 06/2024
NPOH3BOACTBA
J]Z;osage form/ Mfatered-dvose ’nasal spray {Cnpeu Date of Exp. / Foaen 10 05/2026
exapcTBeHHan gopma Ha3aIbHLIH 103UPOBaHHbIH
Product code / Koa npoayxra SRU030007E040401E] Date of release / laTa Bbinycka 22.06.2024
Batch No. / Cepust Ne 12240622 gty - Released / 64,000 BOT /
0JIHYECTBO BbINYLIEHO () 1aKoHOB
Batch size / Pasmep cepun 69.444 BOT/ ¢pnakoHon Mfg.License No. / Jiunenyun na MNB/10/832
. TIPOM3BOACTBO (HoMep)
Inspection Lot NO'.,/ 040000530699 »Mfg. License Date / JInuensus Ha 30/04/2020
PeructpaunoHHbli HOMep aHaaH3a NPOM3BOACTBO (AaTa)
: , GMP Compliance certificate Date
Package size / Ynaxosxa 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxat (aata)
in /D GMP Compliance certificate No. / | GMP-

Market/ Prinok Russia/Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / ,
Cneunduxauus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
API name / Haumenopaune ADC Monmetasone Furoatei Monohydrate/ AP] Batch No / A®C cepusi Ne MFM-23423(M-

MowmerazoHa ypoara MOHOIMIpAT 01)-001
Manufactured by / Hposissoauteas | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Unnus
No 1 TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHNA OBSERVATIONS /

PE3VJIbTATHI

b) Benzalkonjum chloride
/ BeH3aJIKOHUS XJA0PHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci»
and C;s in the chromatogram of the standard
solution (refer to -Assay). / Ha xpomarorpamme
HCHABLITYEMOrO PAacTBOpA JIOJDKHEL OOHAPYXUBATHCS

IHKH, “TI0 BpEeMEHaM YIACPKUBAHUS
COOTBETCTBYIOIIHE ITHKaM TOMOJIOrOB OEH3aIKOHUS
xmopuga Ciz w Cu4 - Ha XpomarorpaMme
CTaHNAPTHOIO pacTBopa (cM. pazzmen

«KonuuecTeeHHOE onpeneneﬂue»).

The - chromatogram - of the
sample : solution contain - peaks
corresponding to -the -retention
times of peaks of benzalkonium
chloride. homologues Ci» and
Ci4 in the chromatogram of the
standard -~ solution. / Ha
XpOMaTOrpamMme  HCIBITYEMOro
pacTBOpa 00HapYXHBAIOTCS
NMKH, o BpeMeHaM
YACPKUBaHUS
COOTBETCTBYIOLIYE TIHKaM
roMOJIOrOB " DEH3aJIKOHHUA
xaopuga Ciz ¥ Ciy  Ha
XPOMATOrpaMMe  CTaHIAPTHOTO
pacTBopa.

3. | pH

From 4.30 t0 4.90 / Ot 4,30, 110 4,90y

4.79./4,79

4. | Density / IlnoTHOCTD -

From 0.950.t0.1.050 g/cm?
070,950 mo 1,050 r/cm®

1.004 g/cm?®/ 1,004 r /om®

5. | Viscosity / Bazkocts

From 30 to 130.¢Ps/O130 10 13

42.4 ¢cPs /42,4 cIl3
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Checked By / llposepua

Approved By / O06pun

Signature / Hoanuee
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; Glenmark pharmaceuticals Ltd -
Village: Kishanpura; Baddi Nalagarh Road, Tehsil; Baddi,

~Distt-Solan-Himachal Pradesh173205; India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
- CEPTUOUKAT AHAJIM3A IOTOBOI'O ITIPOAYKTA

Page3 of 8/ Crp. 313 8

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

HenaTenroBaHHoe HAMMEHOBAHHE Momerazona CI'l]’)Cﬁ Ha3aJbHbIHA HOLEH})OB'&IIHI:IFI 50 mkr/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
JeficTBytomne BeiecTsa 1 71038 cnpes COAEPKUT: HeHCTBYI0IIEe BewiecTBo: MoMeTasoHa dypoata MOHOTHAPAT
51,72 mkr B nepecuete va Momerasona Qypoar 50,00 Mkr
: ] Date of Mfg. / RaTa
Strength /- Jlozuposka 50 meg/dose /50 Mxr/no3a - 06/2024
NpPON3BOACTBA
Jliosage form / A/’l'efered-dvosc flasal spray / Crpeii Date of Exp. / Fontett 110 05/2026
exapcTBeHHast opma Ha3aIBHLIR 103U POBAHHBIA
Product code / Koa npoaykra SRU030007E040401E] Date of release / lara spinycka 22.06.2024
Batch No. / Cepust Ne 12240622 Qty. Released / 64,000 BOT /
KoJinuectso BbINYILEHO (rakoHoB
Batch size / Pasmep cepuu 69,444 BOT / riaxoHos Mig.License No. / Jluuensus ua |\ 1\pyj /837
: ’ MPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000530699 Mfg. License Date / JInuensus va 30/04/2020
PerucTpaudoHHblii HOMep aHAJIH3a NPOM3BOACTBO (AATA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (aara)
- GMP Compliance certificate No./ | GMP-
Market / Puisok Russia / Pocous GMP ceprudurar (omep) 01556/20/IN
Reference Specification No. / .
Creunguxauus rorosoro SPC-CC-063691 Reference STP No. / CI11 Ne STP-CC-040947
npoaykTa Ne A
APl name / Haumenopanue AQC Mometasone Furoate Monohydraté/ API Batch No / A®C cepun Ne MEM-23423(1M-
MonmetasoHa Qypoara MoHoruapat ; 01)-001
Manufactured by / Ilpoussoaurtens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Muaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3VJILTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcmonsiibHOCTH Ot 250 10 350 MOcMm/xr 292 MOcm/kr
7. | Net content / Macca Not less than 9 g/ He meHee 9 ¢ 92g/92r

cofepRuMoro gakona

8. | Number of deliveries per Not less than 60 doses (discard the first pumping) / | 81 doses / 81 no3

container / KonudecTno He menee 60 no3 (ne cumras nepBUYHyIO
103 MIPOKAYKY)

9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Munumym: 100.0%
Macca 10361 theoretical dose mass / : Maximum / Makcumym:105.8%

WnnuBunyansHas Macca o3l 0T 85 % no 115 % Average / Cpennee: 103.0%
OT TEOPETHUECKOH MaCCHl I03b1; .

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

Cpennss Macca 10351:-0T 90 % 0 110 % ot
TEOpPEeTU4ECKOH MACChI O3bI

Prepared | By / loarotosun Checked By / Hposepni Approved Byy Ono6puna

Signature / HHoanuce ‘ / t?f»j ‘ ' 4 \/{/’1 CU;:WM
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Name / @HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore

Designation / - .

TosmHocTs “Officer-QA Officer-QA Sr. Manager.- QA
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Glenmark pharmaceuticals Ltd :
Village: Kishanpura, Baddi-Nalagarh Road; Tehsil: Baddi,

. Distt.:Solan-Himachal-Pradesh-173205: India -
Phone: +91-1795 249300 Fax:; +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

-CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHNKAT AHAJIM3A TOTOBOI'O ITPOAYKTA :
Paged of 8/ Crp.4u3 8

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

HernaredtoBaHHOe HAlIMEHOBAHUE Mowmerazona CI']pQﬁ HA3a7bHbIA ll()SMpOBZlX-ll-ll;lﬁ 50 Mxr/no03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTByromiue sewecrsa 1 032 cripes COACPXUT: ACHCTBYIOMLEe BElecTBO: MoMeTasona (ypoara MOHOIUApaT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mkr
S . o Date of Mfg. / Nata
trength / losuposxa 50 meg/dose / 50 mxr/noza : 06/2024
NPOM3BOACTBA
Dosage form / M’elered-df)sc nasal spray i Cnpe#t Date of Exp. / Fosen 10 05/2026
Jlexapcreernasi popma Ha3abHbI RO3UPOBAHHLIM
Product code / Koa npoaykra SRUO030007E040401E] Date of release / lara Boinycka 22.06.2024
Batch No. / Cepust Ne 12240622 Qty. Released / 64,000 BOT/
Kosinuecrso Boinymeno (nakoHoB
Batch size / Pasmep cepun 69,444 BOT / ¢nakoHos Mfg.License No. / Jlunensus na MNB/10/832
NPOHM3BOACTBO (HoMep)
Inspection Lot NOL/ 040000530699 Mfg. License Date / JInuensus HA | 2004/2020
PerucTpaunonsplii HOMep aHANM3A NPOU3BOACTBO (3aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 xo3 / 18/06/2020
GMP cepruduxar (nara)
: . GMP Compliance certificate No./ | GMP-
Market / Prtnok | Russia/ Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Creunduranns roroBoro - SPC-CC-063691 Reference STP No./ CITA Ne STP-CC-040947
npoaykra Ne
API name / Hanumenopanne A®DC Momela’sone Furoate Monohydrate/ API Batch No / A®C cepust Ne MFM-23423(JM-
MowmeraszoHa yypoara MOHOTHIpAT |- 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Vunus
Ne. | TESTS/THOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
‘ PE3YJIbTATbHI
10. | Particle size / Particles < 10um in size: Not less than 90% 98.5% / 98,5%
Paszmep yacTun Yactuu pazmepom < 10 mxm — ue menee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
YacTHu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCYyTCTRYIOT
YacTHibl pasMepoM > 30 MKM — NOJKHB]
OTCYTCTBOBAThH
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH. Complies /
CeanmMenTalHOHHAS CooreercTBYET
YCTOHYHBOCTD
Prepared By / Hoarotosuna Checked By / Ilposepua Approved By Ono6pun
i 1 /5 g i s e
Signature / Iloanuce / % A ;%(:,f}iﬁ«w
Date/ Jlara 2 lof et e bl Al fﬁ;‘j My
Name / @10 Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / ' -
Toxmnocts 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 1753205 India
Phone: +91-1795 249300 Fax;+91-1795249310 email: elenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

PageS of 8/ Crp.5u3 8

Name of Product / MOMAT RINO
HaumMeHoBaHHe MPoAYyKUHH MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenareHroBanHoe HAMEHOBAHHE Mowmertaszona Cl'lpeﬁ Ha3aMbLHUBIN )1031/11)033.1{1»11,11‘/’1 50 mxr/nosa

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByloiine BeuiecTsa 171033 Cripest COACPKUT: AeHeTBYIOMIEE BetiecTBO: MoMeTasoHa (ypoaTta MOHOTHAPAT
_51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mMkr ‘
- ) Date of Mfg. / laTa
Strength / lo3nposka 50 meg/dose /50 mxr/noza 06/2024
NPOH3BOACTBA
Dosage form / M?tel'ed-df)se 'nasal spray {Cnpeu Date of Exp. / Tonen 10 052026
JexapeTseHHas gpopma HasaALHBIR A03UPOBaHHAIA
Product code / Koa npoaykra SRUO030007E040401E] Date of release / Jlata Bbinycka 22.06.2024
Batch No. / Cepust o 12240622 Qty. Released / | 64,000 BOT/
KosinuecTso BhInyUieHo (naxoHoB
Batch size / Pasmep cepun 69.444 BOT / ¢pnaxoHor "Mfg.License No. / Jnuensns na MNB/10/832
NPOM3BOACTBO (HoMep)
Inspection Lot No.vl 040000530699 Mfg. License Date / JIunensns Ha 30/04/2020
PerucTpaunonublii HoMep aHAIH3A . | mpoussoacrso (nara)
GMP Compliance certificate Date
Package size / YnaxoBka 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (nara)
. : GMP Compliance certificate No./ | GMP-
P > ~
Market / Peinox Russia / Pocous GMP cepruduxaTt (1omep) 01556/20/IN
Reference Specification No. / ‘
Cneuundukauust roToBOro SPC-CC-063691 Reference STP No./ CIIH Ne - STP-CC-040947
npoaykra Ne :
API name / Hanmenosanne ADC Mometasone Furoate Monchydrate/ API Batch No / A®C cepus Ne MFM-23423(0M-
Mownerazona ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilponspoaurtenn | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jlumuren, Munus
Ne .| TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATDI
12. | Impurities / Ilpumecnu
Impurity 8 DM / Not more than 0.15 % / He Gosice 0,15 % : Not Detected/ He o6napyxeno
IMpumecu § DM : :
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He o6HapyxeHo
Hpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01%
mpurity D /
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.02%/ 0,02%
impurity / Equauanoi
HeuAeHTUGHUIMPOBAHHOM
HpuMecHu
Total impurities / Not more than 0.60 % / He 6osee 0,60 % 0.08%/0,08% .
CymmMmpl ipuMeceit

Prepared By / lloarorosna Checked By / IIposepun Approved By,/ Ono6pun
Signature / Ioanucn /xj/’ I Vj Lﬁy%m
Date/Fame MUof] iy Sl 6o Luls bl nvory
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / '
J[OJIKHOCTD 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-173205; India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

" CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A TTOTOBOI'O ITPOAYKTA

Page 6 of 8/ Cip. 6 u3 8

Name of Product /
HaumeHoBanue npoaykumn

MOMAT RINO
MOMAT PHUHO

Generic name / -
Henarenrosannoe HANMEHOBAHIE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momerasona cipet HazanbHLIM JosupoBannbii 50 Mxr/i03a

Active Ingredients /
JeiicTByomue sewecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 to3a cnipes coAepkUT: ACHCTBYIOUIEE BellecTBO. MoMeTazona (pypoata MOHOTMApAT

51,72 mkr B niepecuere Ha Momerasona Qpypoar-50,00 mxr

Strength / losnposka 50 meg/dose /50 mxr/noza Date of Mfg. / lara 06/2024
. " HPOU3BOACTBA
Dosage form / M'e%ered-df)se flasal s{pray / Cnpeii Date of Exp. / Toaet 110 05/2026
JlekapcTeennasi dopma HA3aMLHLIA JIO3UPOBARHbIN
Product code / Koa npoaykra SRU030007E040401E] Date of release / lata Bbinycka 22.06.2024
Batch No. / Cepus Ne 12240622 Qty. Released / ~ 64,000 BOT/
, KosinyecTso Bpinyuieno {axoHoB
Batch size / Pasviep cepun 69,444 BOT / priakonon Mfg.License No. / Jluuensus ua | 1\ py10/832
NIPOM3BOACTBO (HOMep)
Inspection Lot NOL, 040000530699 Mfg. License Date / Jlunensus na 30/04/2020
PerucrpaunoHHplii HOMep aHAJIM3A NPOM3BOACTBO (AaTa)
' GMP Compliance certificate Date '
Package size / Ynaxopka 60 Doses / 60 noz / 18/06/2020
GMP cepruduxar (aara)
: . GMP Compliance certificate No. / | GMP-

Market/ Prinox Russia /Poccus GMP cepraduxaT (Homep) 01556/20/IN
Reference Specification No. /
Crneunduxanus roToBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykTa Ne
API name / Haumenosanune ADC mometa:sone Furoate Monohydrate/ | o1 g, toh No / ADC cepust Ne MFM-23423(JM-

oMeTa3oHa (ypoaTa MOHOTHAPAT 01)-001
Manufactured by / Hponssoaurens | Aarti Pharmalabs Limited, India/ Aaprn ®apmana6e Jiumunren, Muaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMNS1 OBSERVATIONS /

) PE3VJIbTATHI

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

and Uniformity of
Delivered Dose / Cpeansis
JocTapJsieMast 103a U
OJHOPOAHOCTH
NOCTABJIsIEMOI A03b1

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

If 3 to 6 doses deviate more than + 20% but not more than %
25%, test another 20 vials. B

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.

He 6osee 2 u3 20 103.(10 HayaneHsIX 103 ¥ 10 KOHEUHBIX 103)
MOTYT UMETh -OTKJIOHEHHE OT CPEJIHEro . 3HaucHusi Gonee uem
+20%, n HH 0ofHA 1032 HE AOHKHA . UMETh OTKJIOHEHHE OT
cpeanero 3HayeHus Oonee dem =+ 25 %. Cpendee 3HaYeHHe He
JLOIDICHO TIPEBBIIIATH £ 15 % OT 3asBIEHHOrO.

Ecmn o1 3 10 6 103 MMEIOT OTKNOHeHUus Gonee yeM + 20 %, Ho
MeHee yeM 25 %, To UCTIBITHIBAIOT cheaytolme 20 ¢rakoHoB.
He Gonee 6 u3 60 103 MOFyT UMETh OTKJIOHEHME OT CPEIHEro
3Hayenns Gonee yem + 20 %, ¥ HM OHA 71034 HE JIOJDKHA UMETh
OTKJIOHEHHE OT CpelHero 3Hauenus fonee uem + 25 %. Cpeanee
3HAYEHUE KKA0r0 oNpeJencHs He JO/DKHO npesblmath = 15 %
OT 3a5BJICHHOTO.

Minimum / Munumym: 98%
Maximum / Makcumym:103%
Mean / Cpeanee:100%

END / Konen:

Minimum / Muaumym: 98%
Maximum / Maxkcumym: 102%
Mean / Cpennee: 100%

Prepared By / MoaroToBu Checked By / Ilposepua Approved By / OnoGpun
Signature / lloanues A - Nyl '
Date / lar {‘:{3/ FY Y (/;\rﬁ ’ T
ate ! Aera 2ulob \ 1oty At 2alvblnon,
Name / @O Yogesh Kumar Mehta Atul Kumar Kamal Kishore
: -
Designation Officer-QA Officer-QA Sr. Manager.- QA

JIOJIKHOCTH
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Glenmark pharmaceuticals Ltd - . -~
Village: Kishanpura, Baddi-Nalagarh Road; Tehsil: Baddi,

~Distt-Solan-Himachal Pradesh 173205 India :
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDHUKAT AHAJIM3A I'OTOBOI'O ITPOJIYKTA

Page 70f8/Crp. 7u3 8

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

HenareHToBaHHOe HAUMEHOBAHHE MonmerazoHa cnpelt HasansHbIA Jo3upoBantbii 50 Mxr/n03a
I-dose of the spray contains:-Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / : calculated for Mometasone Furoate 50,00 mcg
HeiicTByiomue BelecTsa 1 103 cripest coaepskuT: AeHCcTRYIOmEe BelecTso: MomeTazoHa hypoara MOHOTUApaT
‘ 51,72 mxr B nepecuere na Momerasona dypoar 50,00 Mxr
Strength / lo3nposka 50 mcg/dose /50 mxr/nosza Date of Mfg. / Jlata 06/2024
: POH3BOJACTBA
Dosage form / Mf:tercd-duose ,nasa] spray / Cnpeii Date of Exp. / Toaen 10 05/2026
JlexapcTBennasn gpopma Ha3aibHbI RO3UPOBAHH b
Product code / Koa npoayxra SRU030007E040401E]J Date of release / lata Bbinycka 22.06.2024
Batch No. / Ceprs Ne 12240622 Qty. Released / 64,000 BOT /
KosinuecTso BoinyuieHo (J1akoHoB
Batch size / Pazmep cepun | 69,444 BOT/ (pnaxoHOB Mig.License No. / Jluuensus ua MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000530699 Mfg. License Date / JInuenzus Ha 30/04/2020
PerucrpaunoHHbiit HOMep aHaJN3a NPOU3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / : 18/06/2020
GMP cepTtuduxar (aata)
. GMP Compliance certificate No. / | GMP-
Market / Peinox Russia / Pocens GMP ceprudmicar (omep) 01556/20/IN
Reference Specification No. /
Cneundukanus roroBoro SPC-CC-063691 Reference STP No. / CITM Ne STP-CC-040947
npoayKTa Ne ’
API name / Hanmenopanne ADC Momet‘asone Furoate Monohy drat'e/ API Batch No / A®C cepua Ne MEM-23423(JM-
Mowmerasona ypoaTta MoHOrHMapar 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
Ne | TESTS/HNOKA3ATEJIN LIMITS / TPEBOBAHU3I OBSERVATIONS/
' PE3YJIBTATDI
14 | Microbiological Purity / MukpoGuosoruyeckas 4ucrora
Total aerobic microbial _| Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Ob1wee uncno 6onee 102 KOE B 1 mut nipeniapara Menee 10 KOE/mn
a’pOOHBIX
MUKPOOPIraHU3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product/ He | Less than 10 cfu/ml /
count / Obuiee ynuciao Gosee 10! KOE B 1 mn npenapaTa Menee 10 KOE/mn
JPOOKEBBIX U IUIECHEBBIX -
rpudos
Pseudomonas aeruginosa Absence per 1 ml of the product / Otcyrcraue B 1 Absent / OtcyTcTBYET
MJI Ipenapara :
Staphylococcus aureus Absence per 1 ml of the product / Otcyretere B 1 | Absent / OTcyTcTBYET
MJI rIpenapara
15. | Assay / Ko/mmuecTBeHHOE onpeaesiesne
a) Mometasone Furoate / From 85,0 % t0.115,0 % of the labeled content / Ot | 99.2% / 99,2%
Mowmerazona ¢ypoar 85,0 % 10 115,0 % o7 33ABICHHOTO COAEPKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot .| 91.1% /91,19
Bensanxkonus Xjopun 80,0 % mo 120,0 % OT 3asBAEHHOTO COAEPKAHUA
Prepared,By / Hoarorosun Checked By / IIposepus Approved By
Signature / Hoanuce ‘ /&/}// Y &1%1) @j;,w
e ) "
Date / Mara o 124 S CTY SN 94! @M o
Name / ®UO Yogesh Kumar Mehta Atul Kumar " Kamal Kishore
Designation /
ToammocTs Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00



‘ Glenmark pharmaceuticals Ltd 5
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt:Solan Himachal-Pradesh 173205 India
Phone: +91-1795 249300 Fax: +91-1795 249310 email; elenmark@bom?2.vsnl.net.in

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

Page 8 of 8/ Crp. 813 8

Name of Product / MOMAT RINO
HaunmenopaHue npoaykuuy ) MOMAT PMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenaTenToBaHHOE HAHMEHOBAH He Mowmerasona cnpeH HasanbHbll go3upoBanssiil 50 mxr/no3a

I dose of the spray contains; Active ingredient: Mometasone Furoate Monohydrate 51,72 meg as

Active Ingredients / | calculated for Mometasone Furoate 50.00 meg
JeficTByIOIIHE BelleCTBA 171032 cr1pes COACPKUT: ASHCTBYIOIICE BenecTBO: MoMeTazoHa (hypoaTta MOHOTHApaT
. 51.72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr ;
Strength/ lo3npoBka 50 meg/dose /50 mxr/nosa Date of Mfg. / Jlata 06/2024
NpOU3BOACTBA
Jl")losage form / Mfatered-dvose 'nasal spray { Crpeit Date of Exp. / Toxen 10 052026
exapcTeeHHan gopma Ha3abHBI A03MPOBAHHbIH
Product code / Koag npoaykra SRUO30007E040401E] Date of release / /laTa Bbinycka 22.06.2024
Batch No. / Cepust Ne 12240622 Qty. Released / 64,000 BOT /
KoauyecTso BhINyLIEHO - (aKoHOB
Batch size / Pasmep ceph 69.444 BOT / axonos Mg License No./ Jluuensusi va |\ nyp/10/832

NpoU3BOACTBO (Homep)

Inspection Lot NOL/ | 040000530699 Mfg. License Date / Jinuensus Ha 30/04/2020
PerucTpauuoHnbiii HOMep aHanIN3a pou3BOACTBO (1aTa)
GMP. Compliance certificate Date
Package size / Ynaxosxa 60 Doses / 60 103 / ‘ 18/06/2020
GMP cepruduxar (nata)
: GMP Compliance certificate No. /| GMP-
Market / Ppinox Russia / Poceust GMP ceprll)(buKaT (Homep) 01556/20/IN

Reference Specification No. / , ,
Cneundurauus roToporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
NpoaAYKTA Ne ‘

Mometasone Furoate Monohydrate/ MFM-23423(IM-

APIname/ Haumenosanue A®C

API Batch No / ADC cepun Ne

Mowmerazona {pypoara MOHOrMIpar 01)-001
Manufactured by / Hpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jinmuren, Muaus
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUWA OBSERVATIONS /
‘ PE3YVJIbTATDI

16. | Package Size / YnaxoBka | 60 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. /
ITo 60 no3 cycneHsuy ‘Bo (uIaKoHE U3 . MOJMITHICHA  BbHICOKOH “IIOTHOCTH C
IO3UPYIOLIUM YCTPOMCTBOM U KOJNAYKOM U3 HOJIMITHIICHA BBICOKOH IIJIOTHO

Any deviation/Incident/O0OS: Non-applicable
OtxnoHenns/BecooTBeTcTBUA/OO0C: He NPUMEHUMO

Declaration of certification: I hereby certify that the above information is authentic and accurate. T
been manufactured including packaging and quality control at the abovementioned site in full compli
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710
market - Authorization of Russia and submitted specification no. SPC-CC-063691. The batch  processin
analysis reviewed and found to be in compliance with GMP.” :

3akayeHHe 0  COOTBETCTBHHM: HACTOALIMM IIOATBEPXKIAID, YTO TIpeACTAaBAeHHAs - Bblile -yHGOPMalyUs fABJSETCS
JlocTOBEpHOI . M TouHOM. JlaHHag cepus Obula nmpousBeneHa (BKIIOUAs YNAKOBKY/MapKHPOBKY M KOHTPOJL KadecTBa) Ha
YKa3aHHOM -~ BBILIE - NPOU3BOJCTBEHHOM ~ IUIOLI3AKE . B IOJHOM COOTBETCTBUHM - -C = TpeGopanusmu - Hamnexaueid
Mpouzsoacreennoit IpakTuku (GMP) JIOKaIbHBIX PEryNATOPHBIX OPraHoB ¥ TPeOOBaHUAME HOPMATHBHON NOKyMEHTalUH
JITI-Ne(001710)-(PI'-RU)-230123 ' nns. prinka Poccud w1 yTBepxaeHHoH -cnenubukanueit Ne SPC-CC-063691. TIpoTokonsl
NIPOU3BOJICTBRA, YIAKOBKH U N1OKa3aTeNIH kayecTBa JaHHON cepuu ObIIM NPOaHanM3UpOBaHb! U CAENAaHO 3aKI0YeHHE, YTO OHM
COOTBETCTBYIOT TpeOoBanusam Haanexaieli IpoussoncteenHo [pakruxu (GMP).

Prepared By / Iloarorosuna Checked By / Ilposepua Approved'By,};/ Onobpua
Signature / Iloanuck {(j/) i
Date / laTa ' YU ~ ) B ONEYE VN o oA

il 619024 _2lsh ey
Name / @110 ‘ ‘ b '
: Yogesh Kumar Mehta Atul Kumar Kamal Kishore

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