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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O IPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasoHa (ypoaTa MOHOTHpaTa cnpei HasankHbI J03KpoBaHHbIH 50 MKT

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

1 11032 CIIpest CoNEPXKUT: AeiicTBylomee BewecTso: Momerasona ®ypoaTa MOHOTHIAPAT

51,72 mkr B nepecyere Ha Momera3oHa ¢ypoar 50,00 Mkr
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Name of Product /
HaumenoBaHue NPOAYKUHH
Generic name /
HenaTeHToBaHHOE HAUMEHOBAHME

Active Ingredients /
JeficTRYI0LME BEIIECTBA

Strength / lo3upoBKa 50 meg / 50 Mxr Date of Mfg. / laTa npou3BoacTBa 07/2021
Dosage form / Metered-dose nasal spray /
JexapcTsennas (opma Copeii Ha3aIBHELH Date of Exp. / T'oaen a0 06/2023
JIO3MPOBAHHBI
Product code / Koa npoaykra SRU0300075470401E] Date of release / [laTa BbinycKka 10/08/2021
Batch No. / Cepusi No 12210423 Qty. Released / Konuectso 63,360 BOT/
BBLIHYILIEHO ¢aakoHoB
Batch size / Pasvep cepuu 69,444 BOT / dakoros Mfg.License No. / MNB/10/832
JIunen3us Ha NPOU3BOACTBO (HOMep)
Inspection Lot No. / 040000340575 Mfg, License Date / 30/04/2020
PerucTpanuoHHbIi HOMep AHANM3A JIuuen3us Ha NPOU3BOACTBO (AaTa)
; GMP Compliance certificate Date / 18/06/2020
Package size / Ynakopka 60 Doses / 60 no3 GMP cepruduicar (1a7a)
Market / Puitox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduiat (HomMep)
Reference Specification No. /
Crneuudukanus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykra Ne
Ne | TESTS/IHOKA3ATEJIN LIMITS / TPEGOBAHUA OBSERVATIONS / PE3YJIBTATbDI
1. | Description / Onucaunue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | mouTu Genoro UBeTa OT HEMPO3PauHOH

Ot Genoro oo moutrw Oenoro LBera OT
IOJTYTIPO3pa4HOH o HEnpO3pavTHOMH
KOHCHCTEHIIMH TyCTas CyCHEH3NS.

KOHCHCTEHIIMM I'yCTas CyCIeH3Us.

2. | Identification / IlopiunHOCTH

a) Mometasone Fuorate /
MomeTa3ona 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

The retention time of the main peak in
the chromatogram of  sample
preparation  corresponds to  the
retention time of the main peak in the

preparation. / Bpems  ynepxusaHus | chromatogram of standard preparation.
OCHOBHOrO TMHKa Ha xpomarorpamme | / Bpems ynepxusaHud OCHOBHOTO
WCIBITYEMOTO pacTBOpa JIOJDKHO | TIMKa Ha XpOMaTOrpaMMe UCIBITYyeMOro
COOTBETCTBOBATh BPEMEHM YICPXKMBAHMsA | PacTBOpa  COOTBETCTBYeT  BPEMEHH
OCHOBHOTO TMUKAa Ha XpOMATorpamme | yIEpXWBAaHWA OCHOBHOTO IMKa Ha
CTaHAapTHOTO pacTBopa XpoMmarorpamMme CTaHapTHOro
pacTBopa )
Prepared By / Iloarorosua [ Checked By / Ilposepun Approved\By / Ono6pua
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIM3A I'OTOBOI'O IPOJYKTA
Page2 of 8/Crp. 2138

MOMAT RINO

MOMAT PHMHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MomeTasoHa (ypoaTa MOHOTHApaTa crpel Ha3aibHBI J03upoBaHHbIHA 50 MKT

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

1 71032 cTIpes CONEPAUT: AekcTBylonlee BelecTBo: Momerasona ®ypoara MOHOTUApPAT

51,72 Mkr B niepecuere Ha Momerasona ypoar 50,00 Mxr

Name of Product /
HaumenoBaHue NpoAYKUUK
Generic name /
HenareHTOBaHHOE HAMMEHOBaAHME

Active Ingredients /
JeiicTByoline BemecTsa

Strength / lo3upoBka 50 meg / 50 mMxr Date of Mfg. / laTa Npoy3BOACTBA 07/2021

Dosage form / Metered-dose nasal spray /

JlexapcTaennas dopma Crpeit HasabHBIA Date of Exp. / T'oaen a0 06/2023

JI03MPOBAHHbIA

Product code / Koa npoayxra SRU0300075470401E3 Date of release / laTa BuImycKa 10/08/2021

Batch No. / Cepust No 12210423 Qty. Released / KoauuecTso 63,360 BOT/
BBINYIEHO ¢1akoHOB

Batch size / Pasmep cepun 69,444 BOT / QpuaxoHoB Mig.License No. / /10/832
JIunensust Ha NPOU3BOACTBO (HOMep)

Inspectlon LOt No' , * 040000340575 Mfg. Llcense Date / 30/04/2020

PerncTpauMOHHbIN HOMED aHATHU3a JInnensust HA MPOU3BOACTBO (1aTA)

; GMP Compliance certificate Date / 18/06/2020

Package size / YnaxoBka 60 Doses / 60 no3 GMP ceprubukat (1a7a)

Market / PoisoK Russia / Pocous GMP Compliance certificate No./ GMP-01556/20/IN
GMP cepruduxat (HoMep)

Reference Specification No. /

Cnenvduxanys roToBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247

npoaykTa Ne

Ne | TESTS /TIOKA3SATEJIU

LIMITS / TPEBOBAHUSA

OBSERVATIONS / PE3YJIBTATHI

b) Benzalkonium chloride
"/ BeH3aJIKOHNs XJI0puU/

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci2 and Cis in the
chromatogram of the standard solution. / Ha
XpOMarorpaMMe HCIBITYEMOr0 pPacTBOpa
JOJDKHBI  OOHApYXKMBAaTbCA MUKW, [0
BpEMEHaM YACPXMBAHKS COOTBETCTBYIOLIME
OMKaM TOMOJIOTOB OeH3aNKOHHsS XJIOpH/a
Ci2 u Ci4 Ha XpoMaTorpaMMe CTanxapTHOro
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2
and Cy4 in the chromatogram of the
standard solution. / Ha xpoMatorpamMme
HCIIBITYEMOro pacTBopa
00HApYXMBAIOTCS IHKH, [0 BPEMEHAM
yICPKUBAHHUSA COOTBETCTBYIOLINE
nuKkaM  TOMOJIOrOB  OCH3AIKOHMA
xnopuzaa Ci2 u Cis Ha XpoMaTorpamme
CTaHapTHOTO PacTBopa.

3. |pH

From 4.30 to 4.90 / Ot 4,30 1o 4,90

4.75

4, | Density / ILnoTHOCTB

From 0.950 to 1.050 g/cm®/
Or 0,950 no 1,050 r/cm®

1.00 g/em®/ 1.00 r/em®

5. | Viscosity / BaskocTh

From 30 to 130 ¢Ps / Ot 30 go 130 cII3

61.9¢cPs/61.9cll3

6. | Osmolality /
OcMOAIBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 g0 350 mOcMm/kr

294 mOsm/Kg
294 mOcMm/kr

7. | Leakage check/
IpoBepxa duiaxona Ha
repMeTHYHOCTh

Absence of any traces of leaks / OtcyrcTBHE
CJICHOB MPOTEUKH

No traces of leaks / Crnensl mpOTEUKN
OTCYTCTBYIOT

8. | Net content / Macca Not less than 9 g / He menee 9 ¢ 92g/92r
coaepKuMoro (GJaKoHa
FaS \
Prepared By / HHoarorosui \ Checked By / ITposepua Approved By / Onofpua
| Signature / Toanuck (12> - \\VAR W W
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Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
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Name of Product /
HanmeHoBaHHe NPOAYKIHHI

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBannoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona gypoara MoHOruapara crnpeil HasabHbIM J03UPOBAHHEIH S0 MKr

Active Ingredients /
JeficTByIomue BenecTBAa

1 dose of the spray contains: Active ingredient;: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnpes comepskut: AckicTByrowee Betectso: Momerazona @ypoara MOHOrHApaT
51,72 Mxkr B nnepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Mosuposxa 50 mcg / 50 Mxr Date of Mfg. / lata npou3sBoAcTBa 07/2021
Dosage form / Metered-dose nasal spray /
g Cnpeit HazaNbHLIN Date of Exp. / Toaen oo 06/2023
JlexapcTeennas gopma
JIO3UPOBaHHBIN
Product code / Koa npoayxra SRU0300075470401EJ Date of release / laTa Bbinycka 10/08/2021
Batch No. / Cepus Mo 12210423 Qty. Released / Konnuecrso 63,360 BOT/
BBITYLIEHO ¢urakoHoOB
; Mfg.License No. / MNB/10/832
Batch size / Pasmep‘ cepun 69,444 BOT / ¢naxonos JIHiieH3 s HA NPOMIBOACTBO (Homep)
Inspection Lot No. / 040000340575 Mfg. License Date / 30/04/2020
PerncrpaumoHHbiii HOMep aHAIH3a JInueH3usi HA NPOU3BOACTBO (AaTa)
; ‘ GMP Compliance certificate Date / 18/06/2020
Package size / ¥YnakoBka 60 Doses / 60 no3 GMP cepruduicar (1a7)
Market / Puinok Russia / Poccus GMP Compliance certificate No, / GMP-01556/20/IN
GMP cepruduxar (nomep)

Reference Specification No. /
Cneunduxauns rorosoro
npoaykra Ne

SPC-CC-040446

Reference STP No. / CITU Ne

STP-CC-030247

Ne | TESTS/TIOKA3ZATEJU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATBI

9. | Number of deliveries per
container / Koamuecrso
a03

Not less than 60 doses / He menee 60 103

83 doses /83 nmo3

10. | Pump delivery /
Macca 031

Individual dose mass: from 85% to 115%
of the theoretical dose mass /
HuanBagyansHas Macea ao3sl: ot 85 %
1o 115 % oT Teopereckoii Macchl 10351;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansnst macca a03b1: 0T 90 % 10 110 %
OT TEOPETUIECKOM MACCEL IO35I

Minimum / MunumymMm: 93.3%
Maximum / Makcamym: 109.1%
Average / Cpennee: 104.5%

11. | Particle size by
Microscopy /
Pa3mep wacTuu non
MHKPOCKONOM

Particles < 10pm in size: Not less than 90%
Yacerui pasmepom < 10 MKM - He MeHee

90 %:;

Particles < 30pm in size: 100%
Yacrunu paimepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTun pasmepom > 30 MKM - JJOIKHBI

OTCYTCTBOBAaTh

100%

100 %

Absent / OTCyTCTBYIOT

12. | Related Substances / ITocToponnue npumecu

Impurity 8DM / Not more than 0.15 % / He Gosee 0,15 % Not detected/He ob6HapyxeHO
ITprmecn DM
P A
Prepared By / Hoarorosua \ Checked By / IIpoBepua Approved By / Ono6pua

Signature / loanncs >, \\VEAAY WP‘A
Date / JJaTa 17 0%)r0 1 \AH I U AN OB
Name / ®HO ‘Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasoda dypoara MOHOTHIpPATA CIPEH HA3aIBHEI 103MPOBaHHbIH 50 MKI

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

1 1032 cIIpest COJEPXUT: NeHCTBYIONIee BenecTBo: Momerasona Qypoara MOHOrHpaT

51,72 mxkr B nepecuere Ha MomerasoHa dypoar 50,00 Mxr

Page4of8/Crp.4m38

Name of Product /
HaumeHoBaHue NPOAYKUMH
Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUE

Active Ingredients /
HeficTByIoIHe BEECTBA

from the average value.

If 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value.

He Gonee 2-x u3 20 no3 (10 HavanbHBIX 103
v 10 xoHeuHsx 303 u3 10 ¢urakoHOB) MOTYT

Strength / lo3upoBka 50 mcg/ 50 mxr Date of Mfg. / JaTa npou3BoacTBa 07/2021
Dosage form / Metered-dose nasal spray /
I age 10 - Cripeit HazanbHBIM Date of Exp. / Toaen o 06/2023
exapcTBeHHas popma
JO3UpPOBaHHBIA
Product code / Koa npogyxra SRU0300075470401EJ Date of release / JaTa BuInycka 10/08/2021
Batch No. / Ceprst No 12210423 Qty. Released / Kosnuectso 63,360 BOT /
BBLINYIEHO ¢axoHoB
Batch size / Pa3mep cepun 69,444 BOT / ¢pnakonos Mfg.License No. / MNB/10/832
Jlunensust H3 IPOU3BOACTBO (HoMeEp)
Inspection Lot No. / 040000340575 Mfg. License Date / 30/04/2020
PerucTpaunoHHbiii HOMep aHanIU3a JIuueH3un Ha NPoN3BOACTBO (1aTa)
; GMP Compliance certificate Date / 18/06/2020
Package size / ¥YnakoBka 60 Doses / 60 no3 GMP cepruduscar (1a7a)
Market / Puisoi Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxat (Homep)
Reference Specification No. / '
CriennuKanus roToBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS /IIOKA3ZATEJIA LIMITS / TPEBOBAHUW S OBSERVATIONS / PE3YJIbTATHI
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % 0.005%
IMpumecn DMC
Impurity D/ Not more than 0.20 % / He Gonee 0,20 % 0.07%
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.05%
impurity / EqunugH0M '
HEUACHTUNLIPOBAHHOM
NIPUMECH
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.26%
Cymma npumeceit
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauano:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Muanmym: 95.5%
dose) / OnHOpOIHOCTD more than + 25% from the average value and | Maximum / Makcumym: 103.3%
BLICBOOOKIaEMOi K03bI not any dose can deviate more than + 35% | Mean / Cpennee: 100.9%

END / Konen:

Minimum / Munnmym: 94.2%
Maximum / Maxcumym: 106.9%
Mean / Cpeanee: 102.1%

Prepared By / Hoarotosua (Ghecked By / [Tposepua Approved By / Ono6pua
Signature / Moanuck (D —d. W/ 2 \ A
Date / lata T"lb g/)@ )% (R ARILY K\ .0(\%\?
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JIOJMKHOCTD

FCM/QA054/08.00




G

glenmark

A new way for 2 new world

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

CEPTHUOUKAT AHAJIU3A 'OTOBOI'O ITIPOAYKTA

Page 50of8/Crp.5u3 8

Name of Product /
HaumeHoBaHHe NPOAYKLIHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasoHa dypoaTa MOHOTHApPATa crpelt HasaIbHBIH J03MPOBAHHbIH 50 MKF

Active Ingredients /
JeiicTBylonue BelecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest COnEPKUT: AeHCTRYIOWIEE BettecTBo: MoMetasona QypoaTa MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoat 50,00 mxr

Strength / lo3upoBka 50 mcg / 50 mxr Date of Mfg. / TaTa npousBoacTBa 07/2021
Dosage form / Metered-dose nasal spray /
g Cripeit HazanbHbIH Date of Exp. / T'oaen g0 06/2023
JlexapcTBennasi popma
JIO3UPOBAHHBIA
Product code / Koa nponykxra SRU0300075470401E] Date of release / lara Boimycka 10/08/2021
Batch No. / Cepusi Ne 12210423 Qty. Released / Koanuecrno 63,360 BOT/
BbINYLIEHO ¢1akoHOB
; Mfg.License No. / MNB/10/832
Batch size / Pasmep cepuu 69,444 BOT / ¢pnaxonos JTuten3us HA NPOUIBOACTBO (Hovep)
Inspection Lot No. / ‘ 040000340575 Mfg. License Date / 30/04/2020
Perucrpanmonnslii HoMep aHaJIH3A JInuen3usi Ha NPOH3BOACTBO (1aTa)
: GMP Compliance certificate Date / 18/06/2020
Package size / YnaxkoBka 60 Doses / 60 no3 GMP cepruduxar (1a7a)
Market / Poitok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cnennduxauus rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoayxTa Ne

Ne | TESTS /IIOKA3ATEJIN

LIMITS / TPEFOBAHUSL

OBSERVATIONS / PE3YJIBTATDI

UMETh OTKJIOHEHHE OT CPEAHET0 3HAYECHMS
Gomee ueM + 25%, U HM OfHA AO3a HE
JOJDKHA WMETh OTKJIOHEHHE OT CPEXHEro
3Ha4YeHud Oonee ueM Ha £ 35 %.

Ecmu ot 3 10 6 103 MMEIOT OTKJIOHEHMS
Gonee ueM £ 25 %, HO MeHee ueM = 35 %, To
WCIBITHIBAIOT ciexyromue 20 qurakoHoOB.

He Gomee 6 m3 60 103 MOryr HMETh
OTKIIOHEHHE OT CPENHero 3HaueHus Oolee
qeM *+ 25 %, ¥ HM OJHA J03a HE JOJDKHA
MMETb OTKJIOHEHWE OT CPEOHEro 3HAYEHMS
Gosee ueM + 35 %.

14 | Uniformity of dosage units

Not more than 1 value from 10

Minimum / Muammym: 95.5%

/ OnHOpPOAHOCTH measurements can deviate from the average | Maximum / Makcumym: 103.3%
J03NPOBAHNA value more than + 25% and none can deviate | Mean / Cpennee: 100.9%
by more than + 35%.
If 2 to 3 values deviate more than £ 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than :: 25% and none can deviate
more than + 35%.
He Gonee 1 3Hauenus w3 10 ompenencHuii
MOXET OTKJIOHATCH OT CPEIHEro 3HAYCHUS
Goiee, ueM Ha + 25 %, U HM oxHOro, Oojiee
1 N
Prepared By / IloaroToBua | Checked By / ITposepua Approved By / Ono6pun
Signature / Moanucs % &L N A\
Date / Jlata [115%/),0)4 \2A\67) 2910 (\\ \‘K\%\,
Name / ®HO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JloJcHOCTD
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CEPTU®UKAT AHAJIN3A TOTOBOI'O IMPOAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHue NPOAYKLHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHToBaAHHOE HAUMEHOBAHE Mowmera3oHa dypoaTa MOHOrMApaTa cripei Ha3aIbHbIN 03upoBanHbIi 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JlelicTBYIOIIME BELIECTBA 1 7103 CrIpes COREPXKHT: IeHCTBYIOINEe BewecTBo: Momerasona dypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha MomeTasona gypoar 50,00 Mkr
Strength / lo3nposxa 50 mcg / 50 mMkr Date of Mfg, / laTa npou3BoACTBA 07/2021
Dosage form / Metered-dose nasal spray /
8 Copeii Ha3aIBHBIA Date of Exp. / T'onen a0 06/2023
JlercapcrBernas popma
JIO3MPOBAHHBIA

Product code / Kon npoayxra SRU0300075470401E] Date of release / laTa BuINycKa 10/08/2021

Batch No. / Cepusi Ne 12210423 Qty. Released / Koauuecrso 63,360 BOT/
BBINYIIEHO (hnaxoHOB

Batch size / Pasmep cepnu 69,444 BOT / draxonos Mfg License No. / MNB/10/832
JIunen3us Ha NPON3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date / 30/04/2020

PerucrpanMoHHbIH HOMEP aHAAU3A 040000340575 JluueH3us Ha MPOM3BOACTBO (AaTa)

: : GMP Compliance certificate Date / 18/06/2020

Package size / YnaKoBka 60 Doses / 60 no3 GMP cepruduiar (1aTa)

Market / PoiHoK Russia / Poccns GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /

CreunduKanus rorosoroe SPC-CC-040446 Reference STP No. / CIT Ne STP-CC-030247

npoaykra Ne

Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHHUSA OBSERVATIONS / PE3YJbBTATbI

yeM Ha = 35 %.

Enu nBa wim Tpd 3HAYEHUS HMCIOT
OTKIOHEHUs 0ojiee ueM + 25 %, HO MEHbIIE,
yeM * 35 %, TO WUCHBITHIBAIOT CJIEAYIOIINE
20 ¢axoHOB.

He 6omee Tpex 3uagennit u3 30
ONpENEeNeHHH MOTYT  OTKJIIOHATBCA ~ OT
CpesHero 3HaueHws Gonee, ueM Ha + 25 %, u
HM ojiHOr0, GoJice geM Ha = 35 %.

15 | Microbiological Purity / MukpoOuosoru4eckas 4ucTora

Total aerobic microbial Not more than 102 cfu per 1g (ml) of the Less than 10 cfu/ml/
count and total combined product / He Gonee 102 KOE B 1 1 (Mu1) Menee 10 KOE/Mn
yeast and moulds count mpenapaTa

(combined) / O6mee yucmo
a3poGHBIX GakTepnii u
IPOMOKEBLIX M IIECHEBBIX
rpufoB (CyMMapHO)

Test for Absence of Specified Microorganism /
Tect na cienudunyecKue MUKPOOPraHU3MbI:

Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTCYyTCTBYET
OrcyrctBie B | r (i) npenapara
Staphylococcus aureus Absence per 1g (ml) of the product / Absent / OTCyTCTBYET

OrcyTtereue B 1 1 (M) mpenapara

Prepared By / IoaroTosu lChecked By / IlpoBepua Approved Ry / OnoGpun
Signature / Iloanuce N\ v\
Date / Nara 110 grors MU N ap’
Name / ®U0O Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JloJIKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA
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Name of Product /
HaumenoBanue npoayKuuy

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMCHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona $ypoara MOHOrHpaTa crpeit Ha3QILHbIA I03UpOBaHHbIMA 50 MKr

Active Ingredients /
JleiicTBYIOINE BeHIeCTBA

calculated for Mometasone Furoate 50.00 mcg

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

1 71034 CTIpest CoePXUT: AeHCTBYIONMICE BEECTBO: MoMeTa30Ha dypoaTa MOHOTHAPAT -
51,72 Mkr B nepecuere Ha Momerasona (ypoar 50,00 Mxr

BeH3ankoHusA XJiopuaa

Strength / o3upoBka 50 meg / 50 Mkr Date of Mfg. / lara npou3BoAcTBa 07/2021
Dosage form / Metered-dose nasal spray /
JlexapeTaennas bopma Cupeit Ha3anbHbIA Date of Exp. / T'oaen a0 06/2023
JIO3UPOBaHHBIA
Product code / Koa npoaykra SRU0300075470401E] Date of release / /laTa BLINyCKa 10/08/2021
Batch No. / Cepusi Ne 12210423 Qty. Released / KontecTso 63,360 BOT/
BBINYIIEHO ¢1axoHOB
Batch size / Pazmep cepuu 69,444 BOT / nakoHoB Mfg.License No. / /10/832
JInuensus Ha NPOU3BOACTBO (HOMeP)
Inspection Lot No. / ' Mfg. License Date / 30/04/2020
PerncrpaunoHHbINH HOMEP aHAIN3A 040000340575 JInuexsusi Ha NPOM3BOACTBO (1aTA)
: GMP Compliance certificate Date / 18/06/2020
Package size / Ynakoska 60 Doses / 60 103 GMP ceprudukar (1a7a)
Market / PhHOK Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudurat (HoMep)
Reference Specification No. /
Cnenuduxanus rorosoro SPC-CC-040446 Reference STP No. / CITU Ne STP-CC-030247
npoaykta Ne
Ne | TESTS/IIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIbTATbDI
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OTCYTCTBYET
Enterobacteria / Orcyrereue B 1 1 (M) Npenapara
| XKeaeycroifuuBbie
suTepobaKTepun
16. | Assay / KonnuecTBeHHO€ onpeaeJieHne
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 101.3%
Mowmertasona dypoara Ot 85 % 1o 115 % ot 324BJIEHHOTO
COJICPXKaHus
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 86.4%

Ot 80 % 10 120 % OT 3asABJIICHHOTO
coaepKaHus

17. | Package Size / YnaxoBka

60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / Mo 60 mmu 120 no3
cycneHsuy BO (brakoHe M3 TMOJMITHICHA
BHICOKO}M  IUTOTHOCTH C  JO3UPYIOUIUM
ycTpoHCTBOM " KPBIOICYKOH w3
noJmTIWIeHa Bhicokod mioTHocTH, Ilo |
dnakoHy BMeCTe C MHCTpyKIMed Io
MEIMIMHCKOMY [pPUMEHEHMIO B  IavKe
KapTOHHOH.

60 doses of suspension per bottle made

from  high-density  polyethylene
equipped with a metering device and a
cap made from high-density

polyethylene. One bottle together with
the package insert per a cardboard box.
/ 60 no3 cycnensuu BO (raxoHe M3
MOJIMDTIIEHA BBHICOKOHM IIOTHOCTH C
JIO3UPYIOLIHM YCTPOHCTBOM u
KPBIIEUKOH U3 TMONUITIIEHA BBICOKOH
mnotHoctd. Ilo 1 ¢naxoHy BMecTe C
MHCTpYKLMEH 10  MEIULHMHCKOMY
MPUMEHEHMIO B [IAYKE KAPTOHHOM.

18. | Labeling / MapknpoBxa According to ND / B coorserctuu ¢ HJ{

Prepared By / [loarotosun Checked By / IIposepus Approved By / Onoopua
Signature / Iloagnuck E%Z = \VAKY xa@
Date / lata RISTRY A ) 20 A\
Name / PO Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
JoJxHocTb

FCM/QA054/08.00




. Glenmark pharmaceuticals Ltd
6 Village: Kishanpura, Baddi Nalagarh Road, Tehsik: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Q‘.enmank Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bng.vsnl.net.in

A new way for a new world
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHUOHKAT AHAJN3A T'OTOBOI'O IMPOYKTA
. Page 8 of 8/ C1p. 8 u3 8

Name of Product / MOMAT RINO
HaumesoBaHue NPOAYKIMH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg
HenaTenroBanHoe Hauvenobanne | Momerasona (yypoara MOHOTMApATa CTIPEH HA3aNbHbIN n03upoBaHHe!if 50 MxT
T dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mecg
JledicTBy0LIVE BELIECTBA 1 1103a CIIpes CONIEPXHMT: JHCTBYIOIEE BemecTBo: Momerasona @ypoata MOHOTHIpAT
51,72 Mxr B niepecuere Ha Mowmerasona gpypoar 50,00 Mxr
Strength / lo3uposka 50 meg / 50 Mxr Date of Mfg. / [laTa NpoH3BOACTBA 07/2021
Dosage form / Metered-dose nasal spray /
JexapeTsennast dopma Crpeii Ha3aIbHBIA Date of Exp. / T'oaen o 06/2023
JIO3VPOBAHHEIH
Product code / Koa npoayxra SRU0300075470401EJ Date of release / laTa BoInycka 10/08/2021
Batch No. / Cepun Ne 12210423 Qty. Released / KonnuecTso 63,360 BOT/
BbINMYILICHO (h1akoHOB
Batch size / Pavep cepun 69,444 BOT / pnaxonos Mfg.License No. / MNB/10/832
JIuieH3ua Ha NPOU3BOACTBO (HOMep)
Inspection Lot No. / 040000340575 Mfg. License Date / 30/04/2020
PerncrpaumoHHbIl HOMED AHAJIH3A JIMieH3ns Ha NPOU3BOACTBO (1aTA)
2 GMP Compliance certificate Date / 18/06/2020
Package size / YnakoBka 60 Doses / 60 103 GMP cepruduiar (1a13)
Market / Poisok Russia / Poccns GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneuudukauys rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3VJBLTATDHI
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenue B 3auIMIIeHHOM OT CBETa MECTE NPH TemImeparype ot 15 z10 25 °C. He 3aM0OpaxHBaTh.
20 | Shelf-life / Cpok roasocru | 2 years /2 rona

Any deviation/Incident/O0S: O0T/2021/1101/0046; IN/1101/2021/0202
OTxsonenns/MunuaeaTe/O0C: 00T/2021/1101/0046; IN/1101/2021/0202

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIT1-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”
3aKTI0uEHHE O COOTBETCTBHH: HACTOSIMM IOATBEPXKIAI0, HTO MPEACTABICHHAd BbuUe HHGOpMalus SBIACTCA
JOCTOBEpHOM M TouHO¥. [lanHasi cepus Obuia NMpou3BeeHa (BKIIOYas yHaKkOBKY/MapKUpPOBKY ¥ KOHTPOIb KauecTBa) Ha
YKa3aHHOW Bbllle MPOM3BOJACTBECHHOM MIOmMAjKe B [OJHOM COOTBETCTBUM  C TpeGoBanuamyu  Hannexamen
INpoussozcteerHol IpaxTukn (GMP) JIOKaNBHBIX PErYJTOPHBIX OPraHoOB M TpeGoBaHNAME HOPMATUBHON JOKyMEHTallMH
© JITT-003870-280916, Mism. Ne 1 ot 15.04.2019, Ham. Ne 2 ot 05.02.2020 ans peiska Poccun. TIpoTOKONBI MPOU3BOJCTBA,
VI2aKOBKH M TOKA3aTeN¥ KauecTBa NAHHOW cepuy Obum IPOAHATM3UPOBAHBI M CHCNAHO 3AKIOTCHHC, 9TO OHHU
COOTBETCTBYIOT TpeGopanmsaM Hamnexxamelt TIpoussoacTsenHo# [IpakTaku (GMP).

Prepared By / Tloarorosus Chpcked By / Ilposepua Approved By / Ono6pua
Signature / Hoanuck @’S - N\ \.,.M
Date / lata 17 IQ%I%'),) YA\ §3) K\{ \X\OK\
Name / PH1O Arun Patyal Sandeep Semwal H Srikar Cyril
Designation / Officer-QA Sr. Manager - QA Sr. Manager — QA
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