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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 T'OTOBOTI'O ITIPOJAYKTA

Page 1 of 8 /Crp. 1 u3 8

Name of Product /
Hﬂl'lMeHOBaHl‘le ﬂ[)O)lyKuHI‘l

MOMAT RINO
MOMAT PUHO

Generic name /
HenareuroBanHoe HaumMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momeraszona cripel HazaipHbL 103upoBanHbii 50 MKr/103a

Active Ingredients /
HeiicTByromue BeutecTna

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

calculated for- Mometasone Furoate 50.00 mcg

1 no3a CIipest COACPKHUT! Llel‘;lC'l‘BleH_lCC BEILECCTRO: MoMeTazoHa (])yp()a'ra MOHOTHApAT

51,72 mxr B niepecuere Ha Momerasona dypoat 50,00 mMkr

Strength / lo3nposka 50 meg/dose / 50 Mxr/ao3a Date of Mfg. / Jlata 04/2024
: MPOU3BOACTBA
Dosage form/ M'efered-df)se flasal spray { Crpeit Date of Exp. / Tonen 1o 03/2026
JlexapcTBensas dpopma Ha3anbHbIA NOZUPOBAHHbIA ,
Product code / Koa npoayxra SRUO030007E040401E) Date of release / lara Bbinycka 23.04.2024
Batch No. / Cepust Ne 12240377 Qfy. Released / 48,960 BOT /
i KoJjinuecTBO BbINyL1EHO (aaxoHoB
Batch size / Pazmep cepuu 54,444 BOT / juakonos Mfg.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO {(HOMep)
Inspection Lot NOL/ 040000520632 . Mfg. License Date / JIluuensus na 30/04/2020
Perucrpaunonnslii Homep aHaau3a NPOU3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 103 / 18/06/2020
GMP ceprudmkar (aara)
Ny GMP Compliance certificate No. / | GMP-
Market / Poinox Russia / Poccus GMP cepruduiat (Homep) 01556/20/IN
Reference Specification No. /
Creunduxanus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne
API name / Hanmenosanne AOC Mometa:qone Furoate Monoh?'dl'ate/ API Batch No / ADC cepusn Ne MEM-23422(1M-
MowmeraszoHa ypoara MOHOTHIPAT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e JTumuren, Hunus
Ne | TESTS/TTOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJIbTATbI
1. | Description / Onucauue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot OGenoro -po moutd Oexgoro uBera ot | [outu oesioro uBeTa
TIOJTYPO3paYHOH 10 HENPO3PauyHOH KOHCHCTEHIMU | HENpO3payHOd  KOHCHCTEHLIMU

I'ycTas CyCIIeH3Hsl.

ryctasi CyCcrnieH3ns.

2. | Identification / UnenTnduranus

a) Mometasone Furoate /
MomeTasona ¢ypoat

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). / Bpemst yaepxuBaHusi OCHOBHOTO TMKA
Ha  XpOMAaTrorpaMMe  HCIBITYEMOrOo  pacTBopa
JIOJDKHO  COOTBETCTBOBATh BPEMEHH YACPKHBAHUS

OCHOBHOTO NHKa Ha XpOMATOrpaMMe CTaHAAPTHOrO
pacteopa  (cm.  pasmen  «KonmyecTBeHHOE
OTIpeiCneHUEY ).

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
YIOCP)KMBAHUS OCHOBHOTO IHKa
Ha XpomarorpaMmme
VICTIBITYEMOTO pactBopa
COOTBETCTBYET BpeMeHU
YIASPXKHBAHUS OCHOBHOTO IHKa
Ha XpoMaTorpamme
CTaHOapTHOro pacTBopa. =

Prepared By / HloaroToua

Signature / Hoanmuce

[
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Checked By / Ilposepun

\Approved By / Ono6pun
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Date / Jtata eI a1 g /e 251 ey ety
Name / ®UO ' ‘ !
ame Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
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Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 173203, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIN3A I'OTOBOI'O INPOJAYKTA

Name of Product/
HaumeHoBaHHe NPOAYKIHH

MOMAT RINO
MOMAT PHHO

Page2 of 8 /Crp.2 13 8

Generic name /
HenaTeHToOBAHHOE HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmeraszona cripeil Hazanbubli 103upoBannblil 50 Mxr/103a

Active Ingredients /
JeiicTByoiue sewecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a crpest CONCPKUT!: ﬂCﬁCTByIOlJICC BEUIECTBO: MoMeTaszoHa ([)ypoaTa MOHOrpApar

51,72 mxr B nepecuere Ha Momerasona ¢gypoar 50,00 mMkr

Strength / Josuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata 04/2024
NpPOU3BOACTBA
Bosage form / M'etcred-dvose nasal spray { Crpeit Date of Exp. / Conen 10 03/2026
.| JlekapcTBeHnas gopma Ha3aJILHBIN 103MPOBAHHBII
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / Jlara Bbinycka 23.04.2024
Batch No. / Cepus Ne 12240377 Qty. Released / 48,960 BOT /
KoanuecTso BuInymeHo ¢naxoHoB
Batch size / Pazmep cepun 54,444 BOT / pnaxounos Mig.License No. / Jlunensus na MNB/10/832
NpPOU3BOACTBO (HOMep)
Inspection Lot -NOL/ 040000520632 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucrpaunoHHblil HOMep aHaJM3a NpPOU3BOACTBO (AaTa)
, GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
: GMP ceprudmrar (aara)
. GMP Compliance certificate No./ | GMP-
Market / Prinox Russia / Poccus GMP ceprl:q)uKaT (Homep) 01556/20/IN
Reference Specification No. /
Cneundukauus roroBoro SPC-CC-063691 Reference STP No. / CTIU Ne STP-CC-040947
npoayxkra Ne
API name / HaumeHosanne A®C momet‘asone Furoate Monohydratfa/ API Batch No / A®C cepusa Ne MFM-23422(JM-
oMeTasoHa gypoara MOHOTUAPAT 01)-001
Manufactured by / Ipoussoanrenn | Aarti Pharmalabs Limited, India/ Aapty ®apmana6e JIumuren, Muaus
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
: PE3YJIBTATHI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bensasikonust xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy, | 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 Cj; and
UCHBLITYEMOTO pacTBopa A0/mxHL o0HapyxuBarhes | Cig in the chromatogram of the
TIHKH, o BpeMeHaM yaepxusanus | standard  solution. '/  Ha
COOTBETCTBYIOINHME MMKAM TOMOJIOTOB OEH3aNKOHUA | XpoMaTrorpaMme HCIBITYEMOro
xpopuaa  Cpp m Cia Ha  XpomarorpaMme | pacTBopa 00HapY>KMBAIOTCS
CTaHJAPTHOTO pacTBOpa (cm. paszmen | NIk, 1(0) BpEMeHaM
P «KonuuecTBeHHOE onpefieieHuey). YAEPKUBAHUSL
E R, COOTBETCTBYIOLIME UKaM
\f’lﬁgw rOMOJIOTOB GeH3aIKOHMS
xmopupa  C;; u . Cis  Ha
--------------- XpoMarorpaMMe CTaHJAapTHOTO
pacTsopa.
3. |[pH From 4.30 t0 4.90 / Ot 4,30 1o 4,90 471 /4,71
4. | Density / IlnoTHOCTH From 0.950 to 1.050 g/cm?® / 1.01 g/cm®/ 1,01 1 /em?
Ot 0,950 no 1,050 r/em?®
5. | Viscosity / BsskocTn From 30 to 130 cPs/ Ot 30 no 130 cIlz 42.7 ¢Ps /42,7 cll3
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Checked By / ITposepus
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Glenmark pharmiaceuticals 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
CEPTUOHUKAT AHAJIM3A TOTOBOTI'O ITPOAYKTA

Page3of 8/ Crp. 3138

Name of Product /
HaumenoBanue npoayxunu

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarentosanHoe HaumMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmerasoHa cnpeil HasaibHbIA 103MpOBaHHLIA 50 MKI/ 1032

Active Ingredients /
JeiicTByonme pemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpes COACPKHUT: llel\/’lCTBlell.lCC BEILECTBO: MoMeTazoHa (])ypoaTa MOHOTHApAT

51,72 mxr B nepecuere Ha Momerasoua dypoar 50,00 mxr

Strength / No3uposka 50 mcg/dose / 50 Mxr/nosa Date of Mig. / Jlata 04/2024
POH3BOACTBA
Dosage form / M":tered-duose (nasal spray { Crpeit Date of Exp. / Tonen 10 03/2026
JlexkapcrsenHasn dopma Ha3a/1bHbIA JO3MPOBAHHBIN
Product code / Koa npoayxra SRUO30007E040401E) Date of release / lata Bbinycka 23.04.2024
Batch No. / Cepus Ne 12240377 Qty. Released / 48,960 BOT/
KoaundecTBo BbinyueHo (akoHOB
Batch size / Pazmep cepun 54.444 BOT / ¢naxonos Mig.License No. / Jlnuensun na MNB/10/832
nPoH3BOACTBO (Homep)
Inspection Lot NOL/ 040000520632 Mfg. License Date / JInuensus Ha 30/04/2020
Perncrpaunonublii HoMep aHau3a Nnpou3BoOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxkopka 60 Doses / 60 no3 / 18/06/2020
GMP cepruduxar (nara)
~. . GMP Compliance certificate No./ | GMP-
Market / PoiHok Russia / Poceus GMP ceprudicar (Homep) 01556/20/IN
Reference Specification No. /
Cneunduxanus rorosoro SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoaykra Ne
API name / Haumenosanue A®C Mometasone Furoate Monohydrate/ API Batch No / A®C cepus Ne MEM-23422(1M-
Mowmera3ona gypoaTa MOHOTHAPAT 01)-001

Manufactured by / Ilpoussoanrenn

Aarti Pharmalabs Limited, India/ Aapru ®apmana6c Jlumuren, Unnus

Ne | TESTS/IIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIbTATDI

6. | Osmolality /
OCcMONANBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 o 350 MOcM/kr

291 mOsm/Kg
291 MOcm/kr

7. | Net content / Macca
cogepumMoro QpiakoHa

Not less than 9 g / He menee 9 r

94g/94r

8. | Number of deliveries per
container / Kosmuecrso
03

Not less than 60 doses (discard the first pumping) /
He menee 60 o3 (He cuutas nepBUUHYIO

NPOKayKy)

81 doses / 81

A03

9. | Pump delivery /
Macca 103l

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

theoretical dose mass /

WupueuayansHag Macca go3bl: oT 85 % mo 115 %
y

0T TEOPETHYECKOI MacChl 0351,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennss Macca no3bl: o1 90 % 1o 110 % ot

TEOPETUUECC KO# Maccsl 10361

Minimum / Musumym: 97.0%
Maximum / Ma ;
Average /" Cpennee: 104:69

106.6%

Prepared By / Iloarorosua

Checked By / IIposepusn
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Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 173203, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU@®UKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page 4 of 8 /Crp.4u3 8

Name of Product /
HaumenoBauue npogyxkuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenroBanHoe HaumeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeTasona cripeil HaszabHbIi A03UpoBaHHbIi 50 MK/ n03a

Active Ingredients /
HeiicTByromue BemmecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a crpest COACPIKUT! neﬁcmylomee BeUIECTBO: MoMeTaszoHa (l)ypoaTa MOHOTUApAT

51,72 mxr 8 nepecuere Ha Momerazona Qypoar 50,00 Mkr

Strength / 1o3upoeka 50 mcg/dose / 50 mxr/noza Date of Mfg. / llara 04/2024
NpPOU3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit
JlekapcTsennas ¢popma Ha3asbHBIA 1031 POBAHHbIN Date of Exp. / T'oxen 20 03/2026
Product code / Koa npoayxra SRUOQ30007E040401EJ Date of release / laTa sBbinycka 23.04.2024
Batch No. / Cepus Ne 12240377 Qty. Released / 48,960 BOT/
. KoandecTso BhINYyH1EHO (akoHOB
Batch size / Pazmep cepuu 54,444 BOT / ¢naxonos Mig.License No. / Jluuensns na MNB/10/832
NPOU3BOACTBO (HOMEP)
Inspection Lot NOL/ 040000520632 Mfg. License Date / Jinnensus na 30/04/2020
PeructpaunoHnblii HoMep aHaim3a NpPOU3BOACTBO (1aTA)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / , 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No./ | GMP-
> &
Market / Poinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. /
Crneunduxaums roTosoro SPC-CC-063691 Reference STP No. / CTIH Ne STP-CC-040947
fpoaykra Ne _
API name / Haumenosanue A®C Mome’tasone Furoat? Monohydrate/ API Batch No / ADC cepus Ne MFM-23422(JM-
Mowmera3oHa ¢ypoara MOHOTHAPAT 01)-001
Manufactured by / Ilponspoautennr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jumuren, Muaus
Ne | TESTS/TIOKA3ATEJI LIMITS / TPEBOBAHU A OBSERVATIONS /
PE3YJIbBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3zmep gacTuug YacTun pasmepom < 10 MM — He menee 90 %; :
Particles < 30pm in size: 100% 100.0% / 100,0%
Yactuu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTCYTCTBYIOT
YacTuusl pazmMepoM > 30 MKM — TOJKHEI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 Mun. Complies /
CeanmeHTaNHOHHAS Coorsercrayer
YCTOMYHBOCTH

|

Appr(%ved By / Opo6pua

Signature / Iloanucs
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt, Solan Himachal Pradesh 173205, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A T'OTOBOI'O IIPOJAYKTA

Page S of 8 /Crp.5u3 8

Name of Product /
HaumeHoBaHue NpogyKUMHI

MOMATRINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona crpeil HazanbHLIA Jo3upoBanuslii 50 Mxr/n03a

Active Ingredients /
Helicreylomne pewectsa

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

calculated for Mometasone Furoate 50.00 mcg

1.103a cTIpes COAEPAHUT: AeHCTBYIOMEE BEHecTBO: MoMeTazona (ypoaTa MOHOFMAPAT

51,72 mxr g nepecyere Ha Momerasona gypoar 50,00 Mxr

Date of Mfg./ lata

Strength / losupoBka 50 meg/dose / 50 Mxr/no3a i 04/2024
MPOU3BOACTBA
Dosage form /- M'etered—dvose 'nasal spray { Cripeit Date of Exp. / Tonen 10 03/2026
Jexapcrsennas gopma HA3AbHbIA 103UPOBAHHBIN
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lara Boinycka 23.04.2024
Batch No. / Cepusi Ne 12240377 Qty. Released / 48,260 BOT/
KoJsinyecTBo BhINyuieHo (naxonoB
Batch size / Pasmep cepun 54,444 BOT / pnaxonos Mig.License No. / Jluuensust ua | 1y /839
NPOM3BOACTBO (HOMeED)
Inspection Lot No.“/ 040000520632 Mfg. License Date / JInuensus Ha 30/04/2020
PerncTpaunonnslii Homep aHaiu3a NpPOU3BOACTBO (1aTA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
. GMP cepruduxar (nara)
- GMP Compliance certificate No. / | GMP-
Market / Pemnox Russia/ Pocous GMP ceprudurat (Homep) 01556/20/IN

Reference Specification No. /
Cneunduxauus roroporo
NpoAyKTa Ne

SPC-CC-063691

Reference STP No. / CTIU Ne

STP-CC-040947

API name / Haumenosanne A®C

Mometasone Furoate Monohydrate/

API Batch No / A®C cepus Ne

MFM-23422(JM-

MowmerazoHa ¢ypoara MOHOTHApAT 01)-001
Manufactured by / lponssoaurens | Aarti Pharmalabs Limited, India/ Aaprn ®apmanabe Jumuren, Muaus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHMSA OBSERVATIONS /
PE3YJIbTATHI

12. | Impurities / IIpumecn

Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obHapyxeno

ITprimecu 8 DM B

Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Below LLOQ /Huxe IIKO

Ilpumecu DMC - '

0, 0,

Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.01%/ 0,01%

TIpumecu D

Any individual unspecified | Not more than 0.20 % / He 6osee 0,20 % 0.03%/ 0,03%

impurity / ExuHI4HO M|
HEHIECHTUDULIHPOBAHHOH
npuMecH

Total impurities /
CyMMBI IIpuMecei

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

0.10%/0,10%

Prepared:By / Iloarotoun
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A 'OTOBOI'O TPOAYKTA

Page 6 of 8/ Crp. 6 u3 8

Name of Product/
HaumeHoBaHnue npoaykuuu

MOMAT RINO
MOMAT PMHO

Generic name /
HenaTeHToBAHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTazoHa criped HazanbHbii 1o3upoBanHbii 50 MKr/a03a

Active Ingredients /
JeiicTBy1o1I1e BenecTsA

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 conepxut: aeHcreylomee seecTso: Momerasona (ypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mxr

Strength / Jlosuposka 50 meg/dose / 50 mxr/no3a Date of Mfg. / Jlata 04/2024
. NPOU3BOACTBA
Dosage form / Mfatered-duose nasal spray { Cripeit Date of Exp. / Fozen 0 03/2026
JlexapcrBenHas gopma Ha3aJIbHBIN JTO3MPOBAHHbIM
Product code / Koa nponyxra SRU030007E040401E]J Date of release / Jlara Boinycka 23.04.2024
o Qty. Released / 48,960 BOT/
Batch No. / Cepus Ne 12240577 KosinuecTBO BhINYHIEHO (1akoHOB
Batch size / Pazmep cepun 54,444 BOT / ¢akonos Mig.License No. / Jlnuensust na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520632 Mfg. License Date / JInuensust na 30/04/2020
PerncrpannoHublii Homep anajiuza NpoM3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No./ | GMP-
Market / Poivox Russia / Poccus GMP ceprudusar (Homep) 01556/20/IN
Reference Specification No. / ’
Cneunduxaums rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
apoaykra Ne ;
API name / Hanmenosanue A®C Mometasone Furoate Monoh?/drate/ API Batch No / ADC cepun Ne MEM-23422(JM-
MowmetazoHa dypoara MOHOIHApPAT 01)-001
Manufactured by / llponssoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
No | TESTS/TTOKA3ATEJN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbLTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpenusisi
AocTaBJ/siemast 103a 1
OHOPOJHOCTH
A0CTABJSAEMO A03b1

Not more than 2 of 20 doses (10 initial doses and 10 final doses
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.

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 Gonee 2 u3 20 103 (10 HayaibHbix 403 H 10 KOHEUHKIX 103)
MOTYT HMETh OTKJIOHEHHE OT CPEAHEro 3HaucHus 6osiee ueM
+20%, ¥ HU olHA A03a HE LOJDKHA UMETh OTKJIOHEHWE OT
cpesHero snayenus Oonee ueM + 25 %. Cpeasce 3HAUCHUE He
JIOJDKHO NIPEBBILATh £ 15 % OT 3asBACHHOTO.

Ecmu o1 3 10 6 103 uMetoT orkioHeHus Gonee yeM £ 20 %, Ho
MeHee 4eM = 25 %, TO UCTIBITRIBAIOT cheaytowme 20 GprakoHoB.
He Gonee 6 13 60 R03 MOTYT HMETh OTKJOHCHHE OT CPEAHETO
3naueHus Gonee ueM = 20 %, U HU ORHA A032 HE JOIDKHA UMETH
OTKJIOHEHHE OT CPEAHEro 3HaueHus bonee ueM = 25 %, Cpennee
3HAYEHHE KAXKAOTO ONPERENEHHs HE AODKHO NPEBRIATh + 15 %

OT 3asABJICHHOIO.

Beg / Hauano:

Minimum / Muanmym: 99.0%
Maximum / Maxcumym:101.0%
Mean / Cpeanee:100.0%

END / Koneu:

Minimum / MunumymM: 96.0%
Maximum / Maxcumym:106.0%
Mean / Cpensee; 100.0%

. N
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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

CEPTUOUKAT AHAJIN3A 'OTOBOI'O ITPOAYKTA
Page 70f8/Crp. 7138

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

HenarteHToBAHHOE HAUMEHOBAHUE MoneTasoHa cnpei HazallbHbIH J103upoBanHbiit 50 MKI/103a

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

JeiicTByloLHe BetlecTBA 1 nosa cnpes conep:xuT: AeHeTByIOlEe BemecTBo: Momeraszona gypoara MOHOTHApPAT

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

Strength / Josuposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata 04/2024
NPOM3BOACTEBA
Dosage form / M'etered-duose nasal spray f Crpeii Date of Exp. / Conen 0 03/2026
JlexaperseHnan popma Ha3asbHBIA 103UPOBAHHLI
Product code / Koa npoaykra SRUO30007E040401EJ Date of release / Jlara Bbinycka 23.04.2024
Batch No. / Cepust Ne 12240377 Qty. Released / 48,960 BOT/
KosinuecTBo BbINywieHo (1akoHOB
Batch size / Pazmep cepun 54,444 BOT / pnakonos Mfg.License No. / .JIHueH_:;uﬂ Ha MNRB/10/832
NMpou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000520632 Mfg. License Date / JIuuensus Ha 30/04/2020
Perucrpaumonnbiii HoMep anaausa OpPOM3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudmxar (narta)
" GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccus GMP ceprudmicar (omep) 01556/20/IN
Reference Specification No. / '
Creundukauus roroBoro SPC-CC-063691 Reference STP No. / CTIM Ne STP-CC-040947
npoaykra Ne
API name / HaumenoBanue A®C Mometa’sone Furoate Monoh“ydrate/ API Batch No / A®DC cepusi Ne MFM-23422(1M-
MowmeTasona §ypoara MOHOIrHApaT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6c Jlumuren, Unnus
Ne | TESTS /ITIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / MuxpoGuonoruueckast 4ucrora
Total aerobic microbial Not more than 102 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / Obwee yucno Sostee 102 KOE 8 1 Mt npenapara Menee 10 KOE/Ma
‘| a3podHbIX
MUKPOOPTaHU3MOR
Total yeast and moulds Not more than 10! ¢fu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Ob1ee 4ucio oonee 10" KOE B 1 Ma nipenapata Menee 10 KOE/mn
JPOAOKEBBIX U IUTECHEBBIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcrsue B 1 Absent/ Otcyrereyer
MJI TIperapaTa e
Staphylococcus aureus Absence per 1 ml of the product / Orcyrcraue B 1 Absent / OTcyTCTByéT
MJI TIperapara S
| 15. | Assay / KonnuecTenHnoe onpenesieHue L
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 102.6% / 102‘,6"‘/’“:;:
Mowmeraszona ¢dypoar 85,0 % 5o 115,0 % ot 3asBJEHHOTO ConEpKaHus
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 96.9% /96,9%
benzankonus xnopun 80,0 % no 120,0 % ot 3asBNEeHHOTO CONEp aHUS
Prepared By / Ioarorosua _ Checked By / Ilposepua Appro@\dey / OnoGpua
Signature / I1 L Ao -
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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

CEPTUO®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA
Page 8of 8/ Crp.8u3 8

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

HenarenToBanHoe HaumeHosanue | MomeTasona cripeil HasanLHBIA 1031upoBanHbii 50 Mkr/a03a

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

JeiicTByiommue semecrsa 1 n03a cnped coaepKuT: AeHCTBYIOWEE BewecTBo: MoMeTasona dypoara MOHOIWApAT

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

Strength / Josuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata 04/2024
NpOM3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit ‘
JlexapcTsenHasi gopma Ha3aabHbIH J03UPOBAHHBIN Date of Exp. / Tonen no 0372026
Product code / Koa npoayxra SRU030007E040401EJ Date of release / lara Bpinycka 23.04.2024
Batch No. / Cepusi Ne 12240377 ‘ Qty. Released / 48,960 BOT/
KoanuecTso Bbinymeno (dhnakonos
Batch size / Pasmep cepuu 54,444 BOT / ¢nakonos Mig.License No. / Jluueusus na MNB/10/832
npoM3BOACTBO (HOMEp)
Inspection Lot No.v/ 040000520632 ) Mig. License Date / JIuuensus na 30/04/2020
PerucTpatlMoHHbIi HOMep aHaIUu3a NPOHM3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / YnakoBka 60 Doses / 60 no3 / 18/06/2020
GMP ceprudukar (nara)
o GMP Compliance certificate No./ | GMP-
Market / Peinok Russia / Poccust GMP cepaébukat (Homep) 01556/20/IN
Reference Specification No. /
Criennduxauusi roTooro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne
API name / Hanmenopanue AOC Momectasone Furoate Monohydrate/ API Batch No / A®C cepus Ne - MFM-23422(1M-
Momertazona gypoara MoHOrMapaT 01)-001
Manufactured by / Ilpoussogutenr | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Uumus
Ne | TESTS/HTIOKA3ATEJIN LIMITS / TPEBOBAHHSA OBSERVATIONS /
PE3YJIBTATDBI

16. | Package Size / Ynaxoeka | 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 i ina carty

Any deviation/Incident/OOS: Non-applicable
OTtknoHeHusi/HecooTBeTcTBUHA/O0C: He PUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate.
been manufactured including packaging and quality control at the abovementioned site in full conj e
requirements of the local Regulatory Authority and with the normative document no. HH-N0(001710) PIRU:
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.”

3akmouyeHue O COOTBETCTBHMH: HACTOSWIMM IOATBEPXKOAXD, YTO MpeACTaBjieHHas Bbille WHGOPMANYsA SBAAETCH
HoCTOBEpHOH M TOuHOH, Jlannas cepusa Obia MpOM3BEAEHA (BXIIOHAsA YNAKOBKY/MapKMpPOBKY M KOHTPOJIL KayecTBa) Ha
YKa3aHHOW  BBIIIE MNPOW3BOACTBEHHOM IJOW@AKE B IOJHOM COOTBETCTBMM ¢ TpeGomanusmu Haanexameii
ITpouseoacTeenHo# Ilpakruku (GMP) nokanbHBIX PEryNSTOPHBIX OPraHoB U TPeGOBAHUSIMM HOPMATHBHON AOKYMEHTALMH
JIII-Ne(001710)-(PT-RU)-230123 nns peiuka Poccur u yTBepxaeHuoll crenudukanveit Ne SPC-CC-063691. IIpoToxonsl
NPOM3BOJICTBA, YNAKOBKH M TIOKA3aTE/IM Ka4eCTBa JAHHOH cepyuHM ObLId NPoaHalu3upPOBaHBl H CAEIAHO 3aKIIOUEHHUE, YTO OHU
COOTBETCTBYIOT TpebosanuaM Hannexameit Ipouseroncraennoi Ipaktuku (GMP).
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