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Village: Kishanpura, Baddi Nalagarh Road, Tehs'il: Baddi,

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOHUKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page 1 of 8/ Crp. 1 u3 8

Name of Product /
HaumenoBaHHe nNpoaoyKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
Henaranroanamione nauscionnnme

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moneraanno enpell n3aasHeHT 203uposannLii 50 Mrr/nona

Active Ingredients /
JeiicTBylomue BenecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa CIipes CONCPIKMT! ,’ICﬁC'I‘Blellleﬁ BeilecTro: MoMerasona Q)ypoaTa MOHOTruApar

51,72 mxr B nepecuere Ha Momeraszona ¢gypoar 50,00 mxr

Strength / Jlosnposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoacTsa 09/2023
Dosage form / Metered-dose nasal spray / Cripei
Jlexapcrsennas dpopma HA3QILILIA A03HpOBaIILIH Date of Exp. / Tonen a0 08/2025
Product code / Koa npoayxra SRU030007E040401E) Date of release / Tuara sbinycka 13.10.2023
y 2
Bateh No. / Cepun Ne 12230959 Qty. Released / 63,200 BOT /
KoanyecTBo BbINyeHo (naxoHoB
Batch size / Pamep cepuu 69,444 BOT / axonon Mig.License No. / Jluuensus na MNB/10/832
Nnpou3BoACTBO (HOMep)
Inspection Lot No, / 040000487483 Mfg. License Date / Jinuensus na 30/04/2020
PerncTpaunoHHsIil HOMep aHagu3a fIpou3IBOACTBO (1aTA)
Package size / Ynakopka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
: . GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccus GMP cepraduicat (nowep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduraius roroBore SPC-CC-063691 Reference STP No. / CTTU Ne 6409421"
npoaykra Ne
Mometasone Furoatc Monohydratc/ MFM-
API name / Haumenosanue AOC ° y AP] Batch No / ADC cepus Ne 23407(JM-01)-
Mowmerazona dypoaTta MOHOTHIpAT 002
Aarti Industries Limited, India / Aapa Muaactpus Jhnnren, Huamws
Manufactured by / Ilpoussoanrens
Ne | FESTS/ HOKASATENAN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATbHI
1. | Description / Onuncanune White to off white thick suspension  of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or OGcnoro pgo  nours  Gemoro upera oT | [Tourw 6eaoro uBeTa
NOJIYTIPO3PAYHON 10 HENPO3PAHHOH KOHCUCTEHIIMH | HETIPO3PAUHON  KOHCHCTEHITHH

rycrast CyCIeH3Hsl.

rycrast CyCrieH3us.

2. | Identification / Unenruduxauus

a) Mometasone Furoate /
Momerasona ¢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 ynep:KUBaHHS OCHOBHOIO MUKa
HA  XpOMarorpaMMe  HCHBITYEMOro  pacTbopa
JOJDKHO COOTBETCTBOBATH BPEMEHM YAEPKUBAHUA

OCHOBHOTI'O IIHKa Ha XpOMaTOrpaMMe CTAHAAPTHOIO
pactsopa  (cM.  pasmen  «KonmuectsenHoe
OIIpEeNieNIeHue) ).

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
YIAEPXUBAHUS OCHOBHOTO ITHKA
Ha XpoMarorpamme
UCIILITYEMOTO pacTBopa
COOTBETCTBYET BpeMeH!
YIAEPKUBAHUA OCHOBHOTO ITHKa
Ha XpoMarorpamme
CTaHJAPTHOIO PacTBopa.
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
%g ~ v§§ﬁg§&§,§§{ Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in
LA CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOUKAT AHAJIN3A T'OTOBOI'O IIPOJAYKTA
Page 2 0f8/Crp.2u3 8

Name of Product/
HaumeHoBaHHE NPOAYKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHToBannoe HAUMEHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerazona cnpel HazaIbHLIH 1031 poBanHbii 50 MKI/103a

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

1 nosa cripest coepxur: aelicTByIoLEe BellecTBO: MoMeTazona (ypoara MOHOTHAPAT

51,72 mxr B nepecyere Ha Momeraszona Qypoar 50,00 Mxr

Active Ingredients /
JeiicTByromne Bemecrsa

Strength / Jozuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata nponssoactsa 09/2023
Dosage form / ]\/{I'etered-dvose rnasal spray / Cripeit Date of Exp. / Fonen 10 08/2025
JlekapcTBeHHan Gopma Ha3a/1bHBIH HO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / JlaTa Bbinycka 13.10.2023
Batch No. / Cepusi Ne 12230959 Qty. Released / 63,200 BOT/
KoauuyecTBo BhINYIEeHO ¢pnaxoHoB
Batch size / Pazmep cepuu 69,444 BOT / ¢pnaxonos Mig.License No. / Jluuensus na MNB/10/832
MpPOH3BOACTBO (HOMep)
Inspection Lot NO."/ 040000487483 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauyoHHblil HOMep aHAJH3a Mpou3BoacTBO (aaTa)
Package size / Ynakosxa 60 Doses / 60 o3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
- GMP Compliance certificate No. / GMP-
Market / Puinox Russia/ Pocens GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxkalus roroBoro SPC-CC-063691 Reference STP No. / CTIIN Ne :
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C i Y API Batch No / A®@C cepun Ne 23407(IM-01)-
Mowmeraszona pypoara MOHOrHapaT 002
Aarti Industries Limited, India/ Aaptu Munactpus Jlumuren, Mnaus
Manufactured by / Ilpoussoaurens
Ne | TESTS/TIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATbHI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ BeH3anKoHHS XJIOpu

contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci,
and Cu in the chromatogram of the standard
solution (refer to Assay). / Ha xpomartorpamme
HCIIBITYEMOTO PAacTBOPA JAOJUKHBI OOHApYKUBATLCA
NHKH, 1o BpeMeHaM yIAEPKUBAHUA
COOTBETCTBYIOHIHE IIHKAM TOMOJIOTOB GeH3aNKoHMs

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
XPOMAaTOIPaMME  HCITBITYEMOTO

xnopuaa C;p m Cyy Ha  Xpomarorpamme | pacTeopa 0o0HapyXUBAKOTCA
CTaHJApTHOTO pacTBopa (oM. pazzest | mukwy, no BpEMEHaM
«KosnnuecTBeHHOE Onpesenenues). yAEPKUBaHUA
COOTBETCTBYIOLIME n1Kam
rOMOJIOTOR OeH3AIKOHUS
xamopupa Ciz u Cu  Ha
XpoMaTtorpamMMe CTaHAapTHOro
pacTBopa.
3. |pH From 4.30 t0 4.90 / Ot 4,30 o 4,90 4.73 /4,73
4. | Density / [1lnoTHOCTH From 0.950 to 1.050 g/cm?/ 1.00 g/cm?® / 1,00 r /em®
Ot 0,950 o 1,050 r/cm?
5. | Viscosity / BsskocTn From 30 to 130 cPs / Ot 30 mo 130 cIl3 44.7 cPs /44,7 cll3

t
Aﬁproved By / Ono6pun

Prepared-By / lloarotosus Checked By / Ilposepua
Signature / 11 ¢ / ) - —)
ignature / Iloanuce /%}//, C%f
Date / lata - La\Vo \ L Yoo el So\\e\ 1LY
Name / ®UO

Yogesh Kumar Mehta

Ravinder Ravi

Sandeep Semwal

Designation /
JloJiKHOCTD

Officer-QA Executive-QA

Sr. Manager - QA

TR A i A e AR AN




G
slenmark

A new way for & aew 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(@bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHDOHUKAT AITAJIU3A TOTOBOL'O HPOJIYKTA

Page3of §/Crp.3u3 8

Name of Product /
HanmMcHoBaHHE NPOAYKUHHU

MOMAT RINO
MOMAT PHUIO

Generic name /
HenarenroBannoe nanmMeHopanue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazona cripeit HasabHbBIH 103UpoRaHHbIH 50 MKI/1032

Active Ingredients /
JeiicTByloune Belecrsa

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

calculated for Mometasone Furoate 50.00 mcg

I noza CIIpes COACPIKUT:. JJCi/'ICTB}’lOIIlee BelEeCTRO: MoMerazona (l)ypoaTa MOHOIuapar

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

Strength / Tosuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lara npouseoacrea | 09/2023
Dosage form / Metered-dose nasal spray / Cripeit
JlexapcTsennasn ¢popma HazaAbHLIA 103MPOBAHHBI Date of Exp. / Tonen g0 08/2025
Product code / Koa npoaykra SRUO30007E040401EJ) Date of release / Iata Bhinycka 13.10.2023
Batch No. / Cepus Ne 12230959 Qty. Released / 63,200 BOT/
Koanuecrso BuinyuieHo (nakoHoB
Batch size / Pazmep cepun 69,444 BOT / ¢pnakonos Mig.License No. / Jluuensus wa MNB/10/832
npou3BoACTBO (HoMep)
Inspection Lot NO'../ 040000487483 Mfg. License Date / JInuensus na 30/04/2020
PeructpaumonHbIii HoMep aHasu3a NpoM3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinox Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus roroBoro SPC-CC-063691 Reference STP No./ CTIIH Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MPM-
API name / Hanmenosanue A®C ) A y API Batch No / A®C cepusa Ne 23407(IM-01)-
MowmetasoHa ¢ypoara MOHOrHApAT 002
Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Uuaons
Manufactured by / Ilpoussogurtens
Ne | TESTS/IIOKA3ATEJIHU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg

OCcMONSIIBHOCTD

Ot 250 no 350 MOcm/xr

293 MOcm/kr

7. Net content / Macca
CoAep:KUMOro gaaxkona

Not less than 9 g / He Menee 9 r

95g/95r

8. | Number of deliveries per
container / Kosngecrso
03

Not less than 60 doscs (discard the first pumping) /
He menee 60 103 (He cuuTas NEPBUUHYIO
MPOKAYKY)

71 doses /71 nos

9. | Pump delivery /
Macca 103bt

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

WuausunyanbHas mMacca 1036l ot 85 % no 115 %
OT TEOPETHUYECKOU MAaCChI IO3bI;

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

Cpennsist Macca 1o3sl: o1 90 % no 110 % ot
TEOPETUUECKON MACCHI HO3bl

Minimum / Munumym: 91.8%
Maximum / Makcimym: 107.6%
Average / Cpennee: 104.0%
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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

CEPTHO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Page 4 of 8 /Crp. 413 8

Name of Product /
HaumenoBanue npoayxuun

MOMAT RINO
MOMAT PHHO

Generic name /
HEAATEHTOBANNOE HANMENOBANHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mometasona CHpCH HaswibMbIR 103HPOBLHHLIY 50 MK 1032

Active Ingredients /
JeiicTByiouine seuecTsa

1 dose of the spray contains: Aclive ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cipess conepxuT: LelCTBYIOMEE BEWECTBO: MoMeTasona ¢ypoaTa MOHOTHAPAT
51,72 MKr B nepecyere Ha Momerasona dypoar 50,00 Mxr

Strength / Jo3uposka

50 meg/dose / 50 mkr/nosa

Date of Mfg. / JlaTa npon3sojcrsa

09/2023

Dosage form /
_JlexapeTeennasn dopma

Metered-dose nasal spray / Cnpeit
HA3AILULI 1O3KMPOBAIIILIT

Date of Exp. / 'ogeu go

08/2025

Product code / Koa npoayicra SRU030007E040401EJ Datc of release / Aata poiyera 13.10.2023
7 ) ’)

Batch No. / Cepust Ne (2230959 Qty. Released / 63.200 BOT/

KosiyyecTBo BhinyieHo (1axoHOB
Batch size / Pasmep cepuu 69.444 BOT / dnaxkonon Mig.License No. / Jluuensus na MNB/10/832

o NPOM3BOACTRA (HoMep)

Inspection Lot NOL/ 040000487483 Mfg. License Date / JIunensus na 30/04/2020
Peructpaunonnbiii HoMep aHajiu3a NpOH3BOACTBO (AaTA)
Package size / YnaxoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudurar (aarn)

o GMP Compliance certificate No. / GMP-
Market / Priitox Russia / Pocen GMP ceprudukar (Homep) 01556/20/N
Reference Specification No. / STP-CC-
Creunduxauus rorosoro SPC-CC-063691 Reference STP No. / CTIH Ne 040947
npogykra Ne )
MFM-

API name / Hanmenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona (pypoara MOHOrHApaT

API Batch No / ADC cepus Ne

23407(JM-01)-
002

Manufactured by / ITpoussoaurens

Aarti Industries Limited, India/ Aap Unaactpus Jinmuten, Unams

Ne | TESTS/TTOKA3ATEJIN

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJIBTATDI

10. | Particle size /
Pasmep uactun

Particles < 10pum in size: Not less than 90%
Yacruu pasmepom < 10 mxm — He Medee 90 %;

Particles < 30um in size: 100%

Yacrun pasmepom < 30 mxm — 100 %

Particles »» 30pm in size: Should be absent
YacTunsl pazmepom > 30 MKM — JIOJKHBL

OTCYTCTBOBAThH

>

98.8% / 98,8%

100.0% / 100,0%

Absent / OTCYTCTBYIOT

11. | Sedimentation Stability / Not less than 5 min / He meHee 5 mun. Complies /
CeanMeHTAlHOHHAS CooTBeTCTBYET
YCTOHYHUBOCTDL

12. | Impurities / [Ipumecu

{

Prepared By / Hoarorosua

Aphroved By / Ono6pua

Signature / lloxnuce

o

Checked By / Ilposepua

& )

.

Date / Jlara

<W,.,./'””xl/® Ve \1.,273

Yooy o

@i\a AW Ly

Name / ®UO

Yogesh Kumar Mehta

Ravinder Ravi

Sandeep Semwal

Designation /
JosxHocTs

Officer-QA

Executive-QA

Sr. Manager - QA

W Wi~ 4 Am A Tnn ~




glenmark

Anew way for & few world

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A TOTOBOT'O TTPOJ/IYKTA

PageSof8/Crp.5uz 8

Name of Product /
HaumeHoBaHue npogykumu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTtenToBaHHoe HAHMeHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerazona cpelt HazanbHbIH 103upoBaHHLIH 50 MKI/n03a

Active Ingredients /
HeiicTByromue pemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza cupes copepxuT: AelicTBylomee BewecTBo: Momerazona ¢ypoaTa MOHOTHIPAT

51,72 mxr B nepecuere Ha Momerasona Qypoat 50,00 Mxr

Strength / losuposka 50 meg/dose / 50 Mxr/nosa Date of Mfg. / lata npousBoacrea 09/2023
Dosage form / hil'efen‘ed—c{gse flasal spray f Crpeit Date of Exp. / Toxen 0 08/2025
JlekapcTBenuas dopma Ha3a/IbHbIH 103UPOBaHH b
Product code / Koa npoaykra SRU030007E040401E) Date of release / /lata Bbinycka 13.10.2023
Batch No. / Cepust No 12230959 Qty. Released / 63,200 BOT/
KosinuecTBo BoINyeHo ¢naxonos
Batch size / Pasmep cepuu 69.444 BO'T / ¢pnakonos Mfg.License No. / Jluuensns ua MNB/10/832
NpPoM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000487483 Mfg. License Date / JIuuensus ua 30/04/2020
PeructpaunoHHbIii HOMep aHaau3a NPOM3BOACTBO (aaTa)
Package size / Ynaxosxa 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (nara) ;
. GMP Compliance certificate No. / GMP-
ssia /P
Market / Pbinok Russia / Poccus GMP cepruguxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rotosoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanune A®C Y | API Batch No / A®C cepus Ne 23407(JM-01)-
Mowmeraszona ¢ypoarta MOHOTHAPAT 002
Aarti Industries Limited, India/ Aapm Unnactpus Jlumuten, Ynaus
Manufactured by / Ilpoussomurens
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATIONS /
PE3YJIbTATHI

Impurity 8 DM /
Ipumecu § DM

Impurity DMC /
IIpumecu DMC

Impurity D/
IIpumecu D

Any individual unspecified
impurity / Eaunuanoit
HEeHIACHTHGULMPOBAHHOM
npuMecu

Total impurities /
CyMMbI npuMeceii

Not more than 0.15 % / He Gosee 0,15 %

Not more than 0.15 % / He Gonee 0,15 %

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

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

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

0.01%/ 0,01%

Not Detected/ He oOnapyxeno

0.02%/ 0,02%

0.04%/ 0,04%

0.16%/0,16%
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Glenmark pharmaceuticals Ltd
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e CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HUKAT AHAJIU3A T'OTOBOI'O NPOJAYKTA

Page 6 of 8/ C1p. 6 13 8

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

Henartentosannoe naumenosanne | MomeTasoHa cripeit HasajbHbLIM 103UPOBAHHBIH 50 MKT/n03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
Jencreyomne Bemecrsa 1 no3a cripes conepxuT: AcHCTRYIONEE BeMecTBO: MoMeTaszona (ypoaTta MOHOTHAPAT
51,72 mxr B nepecuere na Momerasona ¢ypoar 50,00 Mxr
Strength / losuposka 50 mcg/dose / 50 Mxr/noza Date of Mfg. / lara npousBoacrea | 09/2023
Dosage form / Metered—df)se 'nasal spray { Crpeit Date of Exp. / Comen 110 08/2025
JlekapcrBeHnas popma Ha3aJ1bHbIN JIO3UPOBAHHLI
Product code / Koa mpoayxra SRUO030007E040401EJ) Date of release / lata Boinycka 13.10.2023
Batch No. / Cepus Ne 12230959 Qty. Released / 63,200 BOT/
KoaunuecTBo Bbinymeno (r1axoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢naxonos Mig.License No. / Jlnuensns ua MNB/10/832
NPOH3BOACTEO (HOMeEp)
Inspection Lot NOL/ 040000487483 Mfg. License Date / JInuensus na 30/04/2020
PeructpauuoHHbIii HoMep aHaau3a Nnpou3BoACTBO (AaTAa)
Package size / Ynaxoska 60 Doses / 60 03 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (nara)
GMP Compliance certificate No. / GMP-
GMP cepruduxar (Homep) 01556/20/IN

STP-CC-

Market / Peinox Russia / Poccus

Reference Specification No. /
Creundurauus rorosoro SPC-CC-063691 Reference STP No. / CTIN Ne

040947
npoayKTa Ne
Mometasone Furoate Monohydrate/ MEFM-
API name / Haumenosanne AOC Y API Batch No / ADC cepusa Ne 23407(IM-01)-
Moweraszona drypoaTa MOHOTHIPAT 002
Aarti Industries Limited, India / Aapta Wngactpus Jlumnren, Muaus
Manufactured by / [Ipoussoxurensn
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI

13. | Average Delivered Dose Nol more §11a11 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauio:
and Uniformity of from 10 vials) can deviate more than = 20% from the average | Nioiim / MuHuMyM: 92.0%

. value and not any dose can deviate more than + 25% from the . . o
Delivered Dose / Cpennsist average value. The mean should not exceed + 15 % of label Maximum / Maxcumym:102.3%
JocTaBJisiemMasi 103a H claim Mean / Cpennee:98.6%
OHOPOAHOCTDb sz5 3/ to 6 dosels d;\(')iat_e Imore than = 20% but not more than *

= o, test another 20 vials.
ROCTABEMOM 03B 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 fabel claim. END / Konenu:
He Gomee 2 u3 20 103 (10 HauanbHbIX 403 ¥ 10 KOHEUHBIX J103) Minimum / MmmmyM: 97.5%,
MOTYT MMETh OTKJIOHCHHE OT CPEJHEero 3HaueHus Oojiee uem . . s
+20%, u MM OfHA N1033 He IOKHA HMeTh oTkowemme or | MaXximum / Maxcumym:101.2%
cpesHero suavenns Gosee uem + 25 %. Cpeanee snauenne ne | Mean / Cpegnee: 99.0%
JIO/DKHO MpeBhmath £ 15 % oT 3asBneHHOTO.
Ecnun o1 3 10 6 103 HMEIOT OTKIIOHEHHUA Gostee uem £ 20 Y%, HO
MeHee ueM * 25 %, TO HCTIBITRIBAIOT Clieaytotue 20 (nakoHoB.
He Gonee 6 u3 60 103 MOryT MMeTb OTKAOHEHHE OT CPELHErO
3HadeHus Oonee dem + 20 %, u HU OAHA [03a HEe NOHKHA UMETD
OTKJIOHEHHE OT CPEAHEro sHaveHus donee vem + 25 %. Cpennee
SHAYCHUE KKJOTO ONPEASHEHHS HE JOMKHO npesbiuath £ 15 %
OT 3asBICHHOTO.

14 | Microbiological Purity / MuxpoGnonornueckas uucTora
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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?.vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®HUKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page 70f8/Crp.7u3 8

Name of Product /
HaumeHoBaHue npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBannoe HauMeHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmeraszona cnipeit HaszanbHbLA AO3MPOBAHHLIN 5O MKI/103a

Active Ingredients /
JeiicTByomue BewmecTsa

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

1 n03a cnpes coaepxuT: AeHcTByIOLIEE BelecTBO: MoMeTazoHa Gpypoara MOROTUAPAT

51,72 mkr 8 nepecuere Ha Momerasona dypoar 50,00 mkr

Strength / lozuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoactsa | 09/2023
Dosage form / Metered-dose nasal spray / Cripeit
JlexapcTeenuas gopma Ha3aJIbHbIH 103UpOBaHHbIH Date of Exp. / Tonen no 08/2025
Product code / Koa npoaykra SRUG30007E040401E] Date of release / Jlara Bbinycka 13.10.2023
Batch No. / Cepus Ne 12230959 Qty. Released / 63,200 BOT/
KoauuecTBo Buinymeno daakoHon
Batch size / Pazmep cepun 69,444 BOT / $naxonos Mig.License No. / Jluuensus na MNB/10/832
NPOH3IBOACTRO (HoMep)
Inspection Lot NOL/ 040000487483 Mfg. License Date / Jlunensus na 30/04/2020
PerucTtpaunoHHblii HomMep aHaAN3a NpOM3BOACTBO (AaTa)
Package size / Ynakoeka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
= GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccust GMP cepruduiar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crieuudukauus roTooro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykrTa Ne ’
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue ADC ’ Y API Batch No / A®C cepun Ne 23407(JM-01)-
MowmeraszoHa ¢ypoara MOHOTHApPAT 002
Aarti Industries Limited, India / Aaptu Unnactpus Jinmuten, Munus
Manufactured by / llpoussoanrens
Ne | TESTS/TTOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATBI
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Ob1ee yucio Gonee 10> KOE B 1 mn npenapata Menee 10 KOE/mn
adpOOHBIX
MUKPOOPIaHU3MOB
Total yeast and moulds Not more than 10 cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / OGuee yncio Gosee 10! KOE B 1 M npenapara Menee 10 KOE/mn
JPOMKEBBIX W TIECHERBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcreure B 1 Absent / OtcyTcTBYeT
MJI ipenapara
Staphylococcus aureus Absence per 1 ml of the product / Orcyrersue B 1 Absent / OTcyTcTBYET
MJ1 npenapara
15. | Assay / KosaudecTBeHHOE ONpeesienue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.0% /101,0%
MowmeTtazona ¢ypoar 85,0 % 1o 115,0 % oT 3agBI€HHOTO COMEPKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 92.5% /92,5%
bensankonus xyiopun 80,0 % 5o 120,0 % oT 3asiBJICHHOTO COIEPIKAHMS
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CEPTUOUKAT AHAJIU3A I'OTOBOI'O HPOAYKTA
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Name of Product / MOMAT RINO
HaumenoBanne npoayxkumn MOMAT PHHO
Generic name / Momectasone Mctered-dose Nasal Spray 50 meg/dose

Henarentopamioe naumenonamie | MomeTasona crpeif 11a3aabisiil J03HPOBAHHLIA S0 MKI/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
Heiicisymune sewmecisa 1 aose cnpes cogepxut Jeficrsyromiee Bemectso: MoMerazona dypoara MOHOTHAPAT
51,72 mxr B niepecucte Ha Momerasona gypoar 50,00 mkr
Strength / Josupopka 50 meg/dose / 50 mxr/nosa Date of Mfg. / Jlata nponssoacraa | 09/2023
Dosage form / Metered-dose nasal spray / Crpeit
JlekapcTBenHas ¢gopma Ha3aJILHBIA 1O3MPOBAHHBIH Date of Exp. / T'onen 1o 08/2025
Product code/ Koa npoaykra SRUQ30007E040401EJ Date of release / lara sbinycka 13.10.2023
oo y ; 63,200 RO
Batch No. / Cepusn Ne 12230959 Qty. Released / 63,200 BOT/
Kosnuectro Buinyueno (raxonon
Batch size / Pazmep cepuu 69,111 BOT / ¢naxonon Mig.License No. / Jluuensun na MNB/10/832
NPoH3BOACTBO (HOoMep)
Inspection Lot No.“/ 040000487483 Mfg. License Date / JInuensus na 30/04/2020
PerncrpauyoHHblii HOMep aHaAM3a NpPOU3BOACTBO (AaTa)
Package size / Ynakonka 60 Doses / 60 xo3 GMP Compliance certificate Date / 18/06/2020

GMP cepruduxar (aata)

GMP Compliance certificate No. / GMP-

Market / Peinox Russia / Poccus GMP cepTudmkar (Homep) 01556/20/IN

Reference Specification No. /

Creunduxauus rotosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-

040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue AOC ) . y API Batch No / A®C cepusi Ne 23407(JM-01)-
Mowmerazona Qypoara MOHOIMIpaAT 002
Aarti Industries Limited, India/ Aaptu Unpactpus Jumuten, Mumus
Manufactured by / Ilpoussoaurens
Ne | TESTS/NNOKA3ATEJIHN LIMITS / TPEGOBAHUA OBSERVATIONS /
PE3VYJIbTATDBI

16. | Package Size / Ynakoska | 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. /
Mo 60 pgo3 cycneHsuu BO (UIAKOHE M3 TIOJNUITWIEHA BBHICOKOM IUIOTHOCTH ¢
JO3UPYIOUIMM YCTPOHCTBOM U KOJIIAYUKOM M3 MOJMITHIICHa BbIcoko# miioTHOCTH. [0 1
(brakony BMECTE ¢ MHCTPYKUMEH 10 MEIMIMHCKOMY NPHMEHEHHIO B [TaYKe KaPTOHHON.

Any deviation/Incident/OOS: Non-applicable
Orknonenust/necoorBercTBHA/QOOC: HEe NPUMEHUMO

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 abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PI-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akj04eHHe 0 COOTBETCTBHHM: HACcTOAIIMM TNOATBEPXKHAIO, YTO [PEJCTaBiCHHAs Bhile uHdopManus ABJseTCA
AOCTOBEPHOH © TO4HOM. [lannas cepust Obla mpoM3BeleHa (BKIIIOYAs YIAKOBKY/MAPKHPOBKY M KOHTPOJIb KavyecTBa) Ha
YKa3aHHOM  BBIE NPOU3BOACTBEHHOH IUIOIA@AKke B TOJHOM COOTBETCTBMM ¢ TpebGoBanmamu  Hamnexawmei
ITpoussoncrsennoit Ipaktiku (GMP) noKanbHBIX PEryJSTOPHLIX OPraHOB ¥ TPeOOBAHUSIMU HOPMATHBHOMN HOKYMEHTALWK
JII-Ne(001710)<(PI-RU) or 23.01.2023 nna peiaka Pocenu u yteepxnenuHodt cneumdukanueit Ne SPC-CC-063691.
Hporokonsl NPOM3BOACTEA, YNAKOBKM M [OKa3aTeNld KadecTBa JaHHOM cepuu ObUIM MPOaHANM3UPOBAHLI U CHEIAHO
3aKJIFOUEHHE, YTO OHU COOTBETCTBYIOT TpebopanusaM Haanexameit [poussoacreennoit Ipaktuxku (GMP).
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