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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOHUKAT AHAJIM3A I'OTOBOI'O ITPOJAYKTA
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Name of Product/
HaumeHnoBanue npoayxkumn

MOMAT RINO
MOMAT PUHO

Generic name /
HenatentroBaHHoe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmerasoHa cnpeit HazalibHbIA 103MpoBaHHBIN 50 MK/ 1034

Active Ingredients /
JeiicTBytomue BeliecTea

calculated for Mometasone Furoate 50.00 meg

51,72 mxr B niepecuere Ha Momerasona dypoar 50,00 mxr

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

| 103a cripes conepxut: AcHCTBYIONICE BEIeCTBO: MoMeTaszoHa ypoaTa MOHOTHApAT

Strength / losupobka

Date of Mfg. / laTa

50 meg/dose / 50 Mxr/n03a
NPOM3IBOACTBA

0272024

Dosage form /
JlekapcTBeunas gopma

Metered-dose nasal spray / Crpeii
Ha3AIbH I JO3MPOBAHHDIH

Date of Exp. / I'oaen no

01/2026

Product code / Koa npoaykra

SRU030007E040401E]

Date of release / Jlara Bbinycka

29.02.2024

Qty. Released /

48,320 BOT/

Batch No. / Cepust Ne 12240166 _
KosinyecTso BoInymeno (prakonos

Batch size / Pasmep cepu 54,480 BOT / hakoHoB Mg License No. / Jluuensust ua |y rp /107839
npou3BoACTBO (HOMep)

Inspection Lot NOL/ 040000511246 Mfg. License Date / JIunensus Ha 30/04/2020

PerucrpaunonHblii HoMep aHasiu3a NPOM3BOACTBO (AaTa)

: GMP Compliance certificate Date

Package size / YnakoBka 60 Doses / 60 103 / 18/06/2020

GMP ceprudmxar (nara)
o GMP Compliance certificate No./ | GMP-
Market / Privok Russia / Poccus GMP cepruduicar (somep) 01556/20/IN

Reference Specification No. /
Cnennguxauns roroporo
npoaykra Ne

SPC-CC-063691

Reference STP No./ CIIN Ne

STP-CC-040947

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/

API Batch No / ADC cepust Ne

MFM-23422(JM-

Mowmeraszona Qypoara MoHOTHIpAT 01)-001

Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mnaus

Ne | TESTS/TMIOKA3ATEJIN LIMITS / TPEBOBAHHUS OBSERVATIONS /

PE3YJIbTATHI

1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent comnsistency. / | non-transparent consistency. /
Ot OGenoro go noutu Oenoro usera ot | [Houru 6esoro 1BeTa
HONYHpPO3payHoOil 10 HENpPO3payHOil KOHCUCTEHLMK | HENPO3payHOH  KOHCHUCTEHLIHH
ryCTas CYCTIeH3Us. TycTas CycrneH3us.

2. | Identification / UaenTnduxanns

a) Mometasone Furoate /
MomeTtasona ¢pypoart

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 ynepKHBaHUS OCHOBHOI'O ITHKA
Ha  XpOMarorpaMMe HCIBITYeMOro  pacTBopa
JOJDKHO COOTBETCTBOBATH BPEMEHM YIEPIKUBAHUs

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 / Bpewms
yIOEPXKUBAHUS OCHOBHOTO ITHKa

‘©v\| OCHOBHOTO MHMKA Ha XpOMAaTorpaMMe CTaHAapTHOro | Ha XpoMarorpamme
@ pactBopa (cm. pasnen «KonuuecTBeHHOE | HCOBITYEMOTO pacTBopa
* ONpEeICICHUEY). COOTBETCTBYET BpeMEHU
o3 )ru"\ wf YAEPXUBAaHUA OCHOBHOIO IIMKa
e I;“J Ha Xpomartorpamme
s B CTaHAapTHOTO pacTBopa.
) a ’ g\}‘\“\ =7
\mfgw/
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Name of Product /
HaumenoBanue npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3oHa crpell HazanabHbIi J03upoBanHLii 50 M/ 1033

Active Ingredients /
JeiicTayroite BetecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 103a cripest COACPKUT: ACHCTBYIOLIEE BelecTBO: MomerazoHa gypoara MOHOTHIpAT

51,72 mkr B nnepecuere Ha Momeraszona Qypoar 50,00 Mxr

Strength / Jo3sunposka 50 meg/dose / 50 mxr/nosa Date of Mfg, / JlaTa 02/2024
MPOU3IBOACTBA
Dosage form / Mf:tered-dvose 'nasal spray { Cnpeit Date of Exp. / Fonen 210 01/2026
.HeKapCTBeHHaﬂ q)opma Ha3aJlLHBIKW AO3UPOBAHHLIN
Product code / Koa npoaykra SRU030007E040401E)J Date of release / lata Bbinycka 29.02.2024
Batch No. / Cepusi No 12240166 Qty. Released / 48,320 BOT/
KoanuecTBo BbINYyHIEHO (pnakoHOB
Batch size / Pasmep cepun 54,480 BOT / ¢pnaxonor Mfg.License No. / Jluuewsnst na MNB/10/832
[POM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JIuuensus na 30/04/2020
PerncTpaunoHHbIil HOMep aHaAN3a NPoU3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynakoka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No. / | GMP-
Market / Petnor Russia [ Poccus GMP cepruuicar (ovep) 01556/20/IN
Reference Specification No. /
Crenupukauus rorosoro SPC-CC-063691 Reference STP No./ CIIH Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanue ADC l\]\;llome’t‘a’sone Furoate Monohydrate/ API Batch No / ADC cepust Ne MEM-23422(JM-
oMeTrasona hpypoata MOHOTHApAT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptn ®apmana6e Jlumuren, Huaus
Ne | TESTS/HOKA3ATEJIU LIMITS / TPEBOBAHUs OBSERVATIONS/
PE3YJIBTATELI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Benzankouus xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues C2 | corresponding to the retention
and Cy in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues C;; and
HCIIBITYEMOrO pacTBOpa AOJKHbl 0OHapyxkuBathes | Cys in the chromatogram of the
NUKH, o BpEMEHaM yaepxxusanus | standard  solution. / Ha
COOTBETCTBYIOLIHME MUKAM IOMOJIOrOB OCH3AJIKOHUS | XpOMATOrpaMMe  MCIIBITYeMOro
xaopuga Ci2 m Cj3 Ha  Xpomarorpamme | pacTRopa 0OHapyXHBaIOTCA
CTaHAAPTHOTO pacTBopa (cm. pasjen | AuKH, 1o BpEMEHaM
«KonuuecTsennoe onpesieneHuey). yIAepXKUBaHUS
COOTBETCTBYIOLINE nUKaM
rOMOJIOTOB GeH3anKkoHus
xopuna Cp2 u  Cy  Ha
XpoMaTorpaMMe CTaHIapTHOTO
pacTtBopa.
3 pH From 4.30 to 4.90 / Ot 4,30 no 4,90 4.71/4,71
4. | Density / [InorHoCTb From 0.950 to 1.050 g/cm®/ 1.010 g/cm?®/ 1,010 r /em?®
Or 0,950 o 1,050 r/cm®
5. | Viscosity / BsizskocTs From 30 to 130 ¢Ps /Ot 30 no 130 cIl3 373 cPs /373 cllz

\
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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 AHAJIU3A FOTOBOI'O HIPOJIYKTA
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Name of Product/ MOMAT RINO
Haumenosanue npoayKkumy MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHTOBAHHOE HAHMEHOBAHHE MonmerasoHa cnpeil HazaIbHbIA J03MpOBaHHbIH 50 MKI/ 1034
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeiicTBylonne BemecTBa 1 nosa cnpes coaepxuT: AeHcTByIolee BeiecTBo: Momerasona (pypoarta MOHOPUApAT

51,72 mxr B nepecuere Ha Momerazouna gypoar 50,00 mxr

Strength / Jo3nposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lara 02/2024
NPOH3BOJACTBA
gosage form / Me%ered—duose 'nasal ?pray {anen Date of Exp. / Cosien 10 01/2026
ekapcrBeHHas gopma Ha3aJIbHBINA TO3UPOBAHNBIH
Product code / Koa npoaykra SRU030007E040401EJ] Date of release / JlaTta Bpinycka 29.02.2024
Batch No. / Cepust Ne 12240166 Qty. Released / 48,320 BOT/
KoaundecTBo BhINyileHO (riakoHoB
Batch size / Pazmep cepun 54,480 BOT / ¢uakonon Mig.License No. / Jlunensus ua MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot No.v/ 040000511246 Mfg. License Date / JIuuensus Ha 30/04/2020
PerncrpauuonHslii HoMep aHAaIM3A NpPoM3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (aata)
: . GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccus GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. /
Creundukanus roroporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
APl name / Haumenosanue APC Mometasone Furoate Monohydrate/ API Batch No / ADC cepusa \e MFM-23422(1M-
Mowmerazona ¢ypoara MoHorugpar 01)-001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®@apmanatde Jlumuren, Uuaus
Ne | TESTS /IIOKA3ATEJIHN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OcMOJISIILHOCTD Ot 250 no 350 MOcm/kr 294 mOcm/kr
7. | Net content / Macca Not less than 9 g / He meHee 9 1 93g/93r

COACPIKHUMOro (bJ'laKOHa

8. | Number of deliveries per Not less than 60 doses (discard the first pumping) / | 74 doses / 74 no3

container / Koinuectro He Menee 60 103 (He cyuTas NepBUUHYIO
no3 MIPOKaUKY)
9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Musumym: 94.1%

theoretical dose mass / Maximum / Makcumym:108.0%
HupusunyansHas Macca J03bli: o7 85 % g0 115 % Average / Cpennee: 104.0%
0T TEOPETHUECKOI Macchl JO3bI;

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

Cpenuss macca no3si: ot 90 % no 110 % ot
TEOPETHYECKOH MACChI 103bI

- )
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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
CEPTHO®HUKAT AHAJIM3A T'OTOBOT'O INIPOAYKTA
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Name of Product/
HaumeHoBaHHe NpoaAyKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MoneTazona cnpell Ha3aAbLHLIH fo3upoBan bl 50 MKI/n03a

Active Ingredients /
JleficTBy1oIMe BelecTBA

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpest conepsut: Acicryioliee BenecTso: Mosmetazona Qypoara MOHOIWAPAT

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

Strength / To3uposka 50 meg/dose / 50 mkr/no3a Date of Mfg. / Jlara 02/2024
NPOU3BOACTBA
Jl;osage form/ I\/’Ifttered-dvose flasal spray / Crnpeit Date of Exp. / Coxen 10 012026
ekapcTBeHHas gopma Ha3aJbHLIH 103HPOBANHBIH
Product code / Koa npoayxra SRU030007E040401E] Date of release / lara Boinycka 29.02.2024
Batch No. / Cepus Ne 12240166 Qty. Released / 48,320 BOT/
KoJsinuecTBo BbINylIEHO (p1akoHOB
Batch size / Pazmep cepuu 54.480 BOT / ¢pnakonon Mfg.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JIunensus na 30/04/2020
PerncrpanyoHHblil HOMep aHaIn3a NPOU3BOACTBO (AaTA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No. / | GMP-
Market / Prnok Russia /Poccns GMP cepruduar (omep) 01556/20/IN
Reference Specification No. /
Creundukauus roroporo SPC-CC-063691 Reference STP No. / CIIA Ne STP-CC-040947
npoaykra Ne
API name / Hanmenosanue A®C Mometasone Furoate Monoh‘ydrate/ API Batch No / A®C cepus Ne MFM-23422(1M-
Mowerazona (yypoaTa MOHOIUAPAT 01)-001
Manufactured by / IlpousBoaurtear | Aarti Pharmalabs Limited, India/ Aaprun ®apmana6e Jlumuren, Huaus
Ne | TESTS/ITOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATHI

10. | Particle size /
Pasmep wacrun

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 mxm — He menee 90 %o;

Particles < 30um in size: 100%

Yacrun pazmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuubl pasmepom > 30 MKM — JOJKHBI

OTCYTCTBOBAThH

100.0% / 100,0%
100.0% / 100,0%

Absent / OrcyTcTBY1OT

11. | Sedimentation Stability /
CeamMeHTANMOHHAS
YCTOHYNBOCTD

Not less than 5 min / He meHee 5 MuH.

Complies /
CooTBeTCTBYET

t

Prepared-By / Ioarorosua

Checked By / Ilposepus

Approv\l‘d By / Ono6pun

Signature / Hoanuceb

e

[——

Date / JlaTa

V{H Jo3 1 102

sl

o\\cg\ 1oLy

Name / ®DUO

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
JlomkHOCTD

Officer-QA

Officer-QA

Sr. Manager - QA

FCM/QA054/08.00




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

CEPTHOUKAT AHAJIM3A I'OTOBOI'O ITIPOJAYKTA
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Name of Product/
HanmeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBannoe HanMeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTasoHa crpeil Ha3aIbHBLIA A03upoBaLI 50 MKI/1034

Active Ingredients /
HeiicTBylomne BemecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cripes coaepxuHuT: AcieTByOLEe BelnecTso: Momerasona gypoara MOHOrHpaT

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

Strength / dosuposka 50 meg/dose / 50 Mkr/no3a Date of Mfg. / [lara 0272024
NpoH3BOACTBA
Dosage form / Mf:tered-df)se Tlasal spray f Cnpe#t Date of Exp. / Tonet 210 01/2026
JlekapcTBenHas dopma HA3ILHbI J03MPOBAHHLIN
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lara Boinycka 29.02.2024
Batch No. / Cepns Ne 12240166 Qty. Released / 48,320 BOT/
Konuuecrso BinyueHo (haaxonos
Batch size / Pazmep cepuu 54,480 BOT / paaxounon Mig.License No. / Jlnuensus na MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JInnensust ua 30/04/2020
PerucrpaunoHHbiii HOMep aHasu3a ) NpPoU3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nara)
o X GMP Compliance certificate No. / | GMP-
Market / Poinox Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. /
Crneunduxauus rorooro SPC-CC-063691 Reference STP No. / CITN Ne STP-CC-040947
npoaykra Ne
API name / Hanmenosanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MFM-23422(IM-
MowmeTazoHa (pypoata MOHOTHIpar 01)-001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumuren, Uuans
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJbTATBI
12. | Impurities / Ilpumecnu

Impurity 8 DM /
[Mpumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
Ipumecu D

Any individual unspecified
impurity / Enunnunoit
HeUIeHTUHULMPOBAHHOM
npAMecH

Total impurities /
CyMMBI npumecei

Not more than 0.15 % / He 6ouee 0,15 %
Not more than 0.15 % / He 6oiiee 0,15 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6osiee 0,20 %

Not more than 0.60 % / He Goxnee 0,60 %

Not Detected/ He oGHapysxeno
Below LOQ /Huxe TTKO

0.02%/ 0,02%

0.03%/ 0,03%

0.09% / 0,09%

a
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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 AHAJIM3A T'OTOBOT'O INPOAYKTA

Page 6 of 8/ Crp. 6 13 8

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

HenatentoBannoe HauMeHoBanue | MomeraszoHa cnpeil Hazanbubli 1o3uposanubiil 50 mxr/1o03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByroune BetiecTBa 1 1032 cnpest COACPIKUT: ACHCTBYIOLIEE BEUICCTRO: MoMeTa30Ha (ypoarta MOHOTHAPAT
51,72 mkr B nepecyere Ha Momerasona ¢gypoar 50,00 mkr
Strength / losuposka 50 meg/dose / 50 Mxr/nosa Date of Mfg. / Jlata 0272024
NpoU3BOACTBA
Dosage form / I\{l’elel'ed-(i‘f)se vnasql spray { Crpeii Date of Exp. / Coxen 0 01/2026
JlekapcrBennas gopma Ha3a/IbHBIA JO3UPOBAHHBIN
Product code / Koa npoaykra SRUO30007E040401E] Date of release / laTa Beinycka 29.02.2024
Batch No. / Cepus Ne 12240166 Qty. Released / 48,320 BOT/
KoandectBo BbInyHieHo (rakoHOB
Batch size / Pazmep cepun 54,480 BOT / ¢pnaxonon Mig.License No. / Jluuensus na MNB/10/832
npou3BoACcTBO (HOMep)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JInuensus Ha 30/04/2020
Perunctpaumonnbiii Homep aHau3a MpoU3BOACTBO (naTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukat (aara)
GMP Compliance certificate No. / | GMP-
Market / Poisok Russia / Poccus GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. /
Creunduxkauns rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykta Ne
API name / Haumenosanne AOGC Momet;a?()ne Furoate Monohydrate/ API Batch No / A®C cepusi Ne MFM_BQZ(JM-
Mowmerasona Qypoara Mooruapar 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapra ®apmanatde Jlumuren, Unaus
Ne | TESTS/ITOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJLTATDI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauagno:

. . 18 o i 0, =,
and Uniformity of from 10 vials) can deviate more than £ 20% from the average Minimum / Musnmywm: 95.9%
value and not any dose can deviate more than = 25% from the

Delivered Dose / Cpennsisi | ayerage value. The mean should not exceed + 15 % of label | Maximum / Maxcnmym:102.7%
JAoCTaBasieMas 1032 H claim Mean / Cpennee:100.0%
OHOPOJHOCTH Iztsg/ to 6 dose]s dezxgatg lmore than + 20% but not more than #+
. o, test another 20 vials.
AOCTABAACMOH A03LI 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 / Konerr:
He Gonee 2 13 20 103 (10 HavanbHbIx 103 ¥ 10 KOHEUHBIX [03) Minimum / MUHUMYM: 95.9%
MOTYT HMETh OTKJOHEHHE OT CpeqHero suavchHus Gojice uem . . o
+20%, W HM OfHA 033 HE AOMKHA HMETh OTKIOHEHME OT Maximum / MaKCHMyM'103'7/°
cpeHero 3Hauenus Gosee vem + 25 % Cpennee snauenne ne | Mean / Cpeanee: 100.0%
JOMKHO Npespimats + 15 % o7 3asBieHHOTO.
Ecnu o1 3 10 6 103 nmeI0T OTKIOHEHHA Dosiee Yem £ 20 %, HO
MeHee ueM £ 25 %, TO MCIIBITRIBAIOT ceaytote 20 GprakoHoR.
He 0osee 6 u3 60 103 MOrYT WMETH OTKIOHEHUE OT CPEAHETO
3HaueHus Oosice ueM + 20 %, ¥ BB OJ1HA 034 HE JOJDKHA UMETh
OTKJIOHEHHE OT CPEIHEro 3HaUEHNA Donee ueM + 25 %. Cpennee
3HAYCHUE KKAOTO ONpPEASTICHUs HE JOHKHO NPeBsiath + 15 %
OT 3aSIBJICHHOTO.
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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 AHAJIM3A I'OTOBOT'O NPOJAYKTA

Page 70of 8/ Crp. 7Tu3 8

Name of Product/ MOMAT RINO
Haumenosanune npoaykunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTteHnroBaHHoe HauMeHOBaHUE MoweTaszona cripeit HasanbHbIi A03upoBaHubii 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
JeficTByomue Bemecrsa 1 no3a cnpes coxepkuT: AeHcTBylomiee Benlecrpo: Momerasona (ypoara MOHOTHAPAT

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

Strength / Jo3uposka 50 mcg/dose / 50 mxr/no3za Date of Mfg. / llata 02/2024
NIpOU3BOACTBA
gosage form / Metcred—df)se ’nasal spray / Cnpeit Date of Exp. / Fozen 10 01/2026
eKapcTBeHHas q)OpMﬂ Ha3aJILHLIM JO3UPOBAHHBINA
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lara Boinycka 29.02.2024
Batch No. / Cepus Ne 12240166 Qty. Released / 48320 BOT/
KosnuecTso BoInyieHo (dnakonor
Batch size / Pasmep cepun 54,480 BOT / dnaxoHos Mig.License No. / Jluuensus ua |\ \ip /1 /83,
Npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JIuuensus na 30/04/2020
PeructpaunoHHbiii Homep aHaau3a NPOU3BOACTBO (aaTa)
GMP Compliance certificate Date
Package size / Y nakopka 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxatr (nara)
: GMP Compliance certificate No./ | GMP-
Market / Peinok Russia / Poccus GMP ceprudimiar (Homep) 01556/20/IN
Reference Specification No. /
Crneuuduxauus rotoporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra No
API name / Haumenoanne AD®C Mometa,sone Furoate Monohydrate/ API Batch No / ADC cepus Ne MFM-23422(1M-
Mowmerasona ypoara Monoruapar 01)-001
Manufactured by / IIpouspoaurenn | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e Jiumuren, Maaus
No | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHHSI OBSERVATIONS /
PE3YJILTATBI
14 | Microbiological Purity / Mukpo6uosioruueckas Yucrota
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfu/ml/
count / OGuee yuciao Gonee 102 KOE & 1 Mn npenapata Menee 10 KOE/Mn
a3poOHBIX
MUKPOOPTraHu3MOB
Total yeast and moulds Not more than 10! ¢fu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Obuiee yucno Gonee 10" KOE B 1 mu1 npenapara Menee 10 KOE/min
IPOMKEBBIX U TUIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBue B 1 Absent / OtcyTcTBYyET
MJI TIpenapara '
Staphylococcus aureus Absence per 1 ml of the product / OrcyreTBure B | Absent / Ot¢;
MJI TIperiapaTa
15. | Assay / KoinmyecTBeHHOE onpeesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.0% /1
Mowmerazona dypoar 85,0 % 5o 115,0 % ot 3asBJIeHHOTO COJIEPIKaHUA A%
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the Jabeled content / Ot | 93.3% /93,3
bensankonns xyopun 80,0 % o 120,0 % ot 3asBJIEHHOTO COMEPIKAHUS

!
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIN3A I'OTOBOI'O ITPOJAYKTA
Page 8 of § /Crp.8u3 8

Name of Product/ MOMAT RINO
HanmeHoBanue NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAUMEHOBAHKE Mowmerazona cnipelf HasaabHbIEH 103K poBanHbIi SO MKI/a03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
Jeiicreyronite semecrsa 1 1033 cripest CoAepHT: JIGHCTBYIOLICE BeluecTso: MoMerazona (ypoara MOHOTHAPAT

51.72 mxr B nepecuere Ha Momeraszona dypoar 50,00 mxr
Date of Mfg. / daTa

Strength / Jo3uposka 50 meg/dose / 50 mxr/noza 02/2024
NpoOU3BOACTBA
Dosage form / I\/‘Ie%ered-d?se Tmsal spray / Cropeit Date of Exp. / Foxen 10 012026
JlexapcTBenHnasi popma Ha3abHBIH I03UPOBAHHDIH
Product code / Koa npoaykra SRU030007E040401E] Date of release / lata Bbinycka 29.02.2024
Batch No. / Cepusi Ne 12240166 Qty. Released / 48,320 BOT /
KonunuvecTBo BbINyieHo (nakonoB
Batch size / Pazmep cepun 54,480 BOT / qraxonon Mig.License No. / Jluueusus na MNB/10/832
NpPOU3BOACTBO (HOMeEP)
Inspection Lot NOL/ 040000511246 Mfg. License Date / JInuensus na 30/04/2020
PerucTpanuoHHbiil HOMep aHAJIH3A NpPOU3BOACTBO (RaTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020

GMP ceprudukar (1arTa)
GMP Compliance certificate No./ | GMP-
GMP ceprudmkar (Homep) 01556/20/IN

Market / Poinok Russia / Poccus

Reference Specification No. /
Cnenndukauus rotoporo SPC-CC-063691 Reference STP No./ CHIH Ne STP-CC-040947
MpOAYKTA Ne

Mometasone Furoate Monohydrate/ MFM-23422(JM-

API name / Haumenosanue A®C API Batch No / ADC cepusi Ne

Mowmetasona gypoata MOHOTHIpAT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mnjus
Ne | TESTS/TIOKA3ATEJHA LIMITS / TPEBOBAHMASA OBSERVATIONS /
PE3YJBbTATHBI

16. | Package Size / YnakoBka | 60 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. I vial and patient information leaflet in a carton pack. /
ITo 60 nos CYCHEH3MH  BO (dakoHe M3 TONUITHICHA BLICOKOHM IUIOTHOCTH €

Any deviation/Incident/OOS: Non-applicable
Orxnonenusi/necoorsercTeust/OOC: He NpUMEHNMO

|
Declaration of certification: “I hereby certify that the above information is authentic and accu te. This batch of ploduc{ has
been manufactured including packaging and quality control at the abovementioned site in full ¢ompliance with the/GMP
requlrements of the local Regulatory Authority and with the normative document no. HHQ\I’O(()OJTHQ}(PT‘-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. \The'fbatch processing,
packaging and analysis reviewed and found to be in compliance with GMP.” V

3axnio4eHre 0 COOTBETCTBHU: HACTOALIMM MOATBEPAKAAI0, YTO TNPeACTaBIeHHas Bbille wuHopMalus sBisgeTca
JocToBepHOH U TouHOH. JlaHHaA cepus Obuta NMpoM3BEACHA (BKJIIOUAs YIAKOBKY/MAapKUPOBKY W KOHTPOJIb KauecTBa) Ha
YKa3aHHOH BBILE NPOM3BOICTBEHHOH IUIOWIAJKE B IOJHOM COOTBETCTBHMU ¢ TpeGoamusmu Hapnexameit
Ipoussoacteennoi Ilpaktuxu (GMP) sokansHbeIX peryisTOpHBIX OPraHOB U TPeOGOBaHUAMH HOPMATHBHOM AOKYMEHTAIMU
JI-Ne(001710)-(PI-RU) ot 23.01.2023 pns peiuka Poccun u yreepxaenHoit cneumdukanyein Ne SPC-CC-063691.
[porokonbl NPOU3BOACTBA, YNAKOBKM M MOKa3aTelM KauecTBa NAaHHOH cepud ObLIM TIPOaHANM3UPOBAHBI M CHAENAHO
3aKJII0UEHHE, YTO OHU COOTBETCTBYIOT TpebosanusaM Hamnexaweit [poussoacrteennoit [paktuku (GMP).
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