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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?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJTH3A I'OTOBOI'O IIPOJIYKTA

Page 1 of 8/Crp. 13 8

Name of Product /
Hanmenosaune npoayxunu

MOMAT RINO
MOMAT PHMHO

Generic name /
Henareuronannoce HaHMCHOBaHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmcTazona crpeit HazabHBIH Jo3uposanspil SO Mi7103d

Active Ingredicnts /
Jeficrsyomme semecrsa

calculated for Momctasonc Furoate 50.00 meg

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

1 J1034 clipes COREPKIUT: AeiicTBYIOMICE BeMECTnO: MoMeraona (lypoaTta MOHOTHIpPAT
51,72 mkr B niepecricte 11a Momerazona dypoar 50,00 i

Strength / losuposra 50 meg/dose / 50 Mxr/nosza Dale of My, / laTa npoussoicrsa 10/2023
Dosage form / Metered-dvose nasal spray / Copceit Date of Exp. / Fonen 10 09/2025
Jlexapernsennas dopma HASA TRH W IO PORAHHBIN
Product code / Koy npopyxra SRUO30007E040401E) Date of release / /lara Brinycxa 27.10.2023
. s 63,200 BOT
Batch No. / Cepus Ne 12231021 Qty Released / 24,200 BOT/
KoanuecTso BhinymeHo (naxoHoB
Batch size / Pazmep cepun 69,444 BOT / pnakonos Mig.License No. / Jinueusust na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490514 Mfg, License Date / Jluuensus na 30/04/2020
PerucTpaunounsiii HoMep aHaau3a NPOU3BOACTBO (AaTa)
. GMP Compliance certificate Date / .
ckave size / Virakosge: : FR/AG/2020
Package size / Ynaxkoska 60 Dosces /60 pos GMP cepruduicar (1a7a) 7
o GMP Compliance certificate No. / GMP-
Market / Poiok Russia / Poccust GMP ceprudmicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduranus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanune A®C . Y | API Batch No / A®C cepusi Ne 23407(IM-01)-
Mowmerazona ypoara MOHOTHAPAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aapty Munactpus Jinmures, Muaus
Ne | TESTS/TNIOKA3ATEJIN LIMITS / TPEROBAHUY OBSERVATIONS /
PE3YJBTATBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or OGesoro po nmnoutu Genoro uBera or
TOJTYNIPO3paYHoi 10 Henpo3payHOil KOHCUCTEIILUH
rycTas CyCreH3us.

Off-white thick suspension of
non-transparent consistency, /
Hourn Gesioro nsera
HENPO3PAYHON  KOHCHCTCHIIMY
rycrast CyClicH3HsL.

2. | Identification / UnenTuduranms

a) Mometasone Furoate /
Momerazona ¢pypoar

The retention time of the main pcak 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). / BpeMms yaepuBaHus OCHOBHOTO MHUKa
Ha  XPOMaTOIPaMMe  MCHBITYEMOIO  pactBopa
HOJKHO COOTBETCTBOBATb BPEMEHH YAEDKHBAHUS
OCHOBHOTO MKa Ha XPOMaTOIPAMME CTAHAAPTHOTO
pacteopa  (cMm.  pasgen  «KoiuuecTBeHHOE
. OTIpelIENeHuen).
H

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
YIOEPIKUBAHUS OCHOBHOTO Nuka
Ha XpOMaTorpamMMme
HCTILITYEMOTO pacTsopa
COOTBETCTBYET BpEMeHH
YIOCPXKUBaHUS OCHOBHOIO mNHKa
Ha XpoMarorpamMme
CTAaHJAPTHOTO pacTBopa.

3

Prepared By / Hoarorosua

Checked By / Ilposepua

i
A\gproved By / OnoGpua

Signature / Ilognuacey o C [ 2 -

Date / JlaTa 1 "N \,«L,s 7 3\ 10 lf\'m -& '),:::T”»\ \ !,\ VRS S
Name / DHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

JomxHocTs
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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.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIN3A TOTOBOTI'O MPOJAYKTA

Page 2 of 8/ Crp. 2 u3 8§

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

HenaTeHToBaHHOE HAaHMeEHOBAHUE MowmerasoHa cripeii HaszaibHBIN J03MpoBaHHBIH 50 MKI/1034

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeficTByromue Bewecrsa 1 n03a crpest cofepaxut: AeHcTRYyIOmEe BewecTs0: MoMeTasoHa dypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momeraszouna gypoar 50,00 Mkr
Strength / Jo3uposka 50 mcg/dose / 50 Mxr/nosa Date of Mfg. / lata npoussoacrea 10/2023
Dosage form / Mfatered-dvose nasal spray { Crpeii Date of Exp. / Tonen 0 09/2025
JlekapcTBennas gopma HA3a1LHBIN J03HPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401E) Date of release / laTa Boinycka 27.10.2023
Batch No. / Cepus Ne 12231021 Qty. Released / 63,200 BOT/
KoanyectBo Bhinyuieno (naxoHoB
Batch size / Pa3mep cepun 69,444 BOT / daakonon Mig.License No. / Jlnuensust a MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490514 Mfg. License Date / JIlunensus na 30/04/2020
PerucrpaunoHHbIil HOMeD aHaIN3a NpPOM3BOACTBO (AaTta)
Package size / Ynakonrka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudnkar (aara)
o GMP Compliance certificate No. / GMP-
Market / Prinox Russia/ Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanust rorosoro SPC-CC-063691 Reference STP No. / CITH Ne
040947
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AGC i API Batch No / A®C cepua Ne 23407(IM-01)-
MowmeraszoHa (ypoara MmoHoTHApaT 002
Manufactured by / Hpoussoautear | Aarti Industries Limited, India / Aapru Msnactpus Jlumuren, Uuans
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJbTATbHI

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

/ BensasikoHus xyopuj | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Ci> | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Ci» and
UCTLITYEMOIO pacTBOpa J0DKHEL obnapyxueathes | Cig in the chromatogram of the

MTHKH, 1o BpeMeHaM yaepxupanus | standard  solution. / Ha
COOTBETCTBYIOLIME ITHKAM I'OMOJIOTOB OCH3aIKOHUA | XPOMATOrpaMMe  UCIIBITYEMOTO
xnmopuna  Ciz u Cu Ha  XpoMaTorpamme | pacTeopa 00 HapYKUBAIOTCS
CTaHJAapTHOTO pacTBopa (em. paszen | MUKy, o BpeMeHaM
«KonndecTBeHHOE onpeesieHnen). YIAEPKHUBAHUS
COOTBETCTBYIOLIME NHKaM
FOMOJIOTOB OeH3aIKoHUs

xnmopuza Ciz2 v Cy  Ha
XpOMaTorpaMMe CTaHHapTHOrO

pacTBoOpa.
3. From 4.30 t0 4.90 / Ot 4,30 5o 4,90 4.67 /4,67
4. | Density / IlstorHocTh From 0.950 to 1.050 g/cm?/ 1.004 g/cm?®/ 1,004 r /em®

Ot 0,950 no 1,050 r/cm®
5. | Viscosity / BsizakocTh From 30 to 130 cPs/ Ot 30 no 130 cII3 40.4 cPs /40,4 cllz
(
Prepared By / lloarorosua Checked By / Iposepua Appro%@d By / Ono6pua

Signature / Iloanucn ’/19_,W (/l M;W
Date / lata Mw-’\ \te A 19 \ 1o EM@”ZV’X GZF”;SVX (WA
Name / ®O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA
JomxHocTh

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O IIPOAYKTA

Page3 of 8 /Ctp.3 3 8

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

HenartenToBaHHoe HauMeHOBaH e MoneTasona cripeit HasaLHbINH 103UpoBanHLIit 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
HeiicTByroiue Bewectsa 1 no3a cripest copepxkur: neficrsyloniee sewectso: Momerasona dypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momeraszona gypoar 50,00 mMxr
Strength / losuposka 50 meg/dose / 50 mxr/noza Date of Mfg. / laTa npousBoacrsa 10/2023
Dosage form / M'etered—dvose 'nasal spray / Crpeid Date of Exp. / Fogen 10 09/2025
Jlekapcrsennas gopma Ha3aibH b AO3HPOBAHHBIH
Product code / Koa npoayxra SRUO30007E040401E) Date of release / lata Boinycxa 27.10.2023
Batch No. / Cepus Ne 12231021 Qty. Released / 63,200 BOT /
Kosuuecrso Boinyuieno (uiakoHOB
Batch size / Pazmep cepuu 69,444 BOT / ¢pnakounon Mig.License No. / Jlunetsus na MNB/10/832
HPOM3IBOACTBO (HOMeD)
Inspection Lot NOL/ 040000490514 Mfg. License Date / JInuensns na 30/04/2020
PerucrpaunoHHblil Homep ananusa NpPOU3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (nara)
. R GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxanust rorosoro SPC-CC-063691 Reference STP No./ CITU Ne 040947
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®@C ) Y API Batch No / A®C cepusa Ne 23407(JM-01)-
Mowmetaszona dypoara MoHorunpar 002
Manufactured by / Tlpoussoaurens | Aarti Industries Limited, India / Aaptu Munacrpus Jinmuren, Unaus
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHHS OBSERVATIONS /
PE3VYJILTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMonsILHOCTL Ot 250 no 350 MOcm/kr 292 mOcm/kr
7. | Net content / Macca Not less than 9 g / He menee 9 r 94g/94r

CORECPKUMOro (l)J'laKOHa

8. | Number of deliveries per Not less than 60 doses (discard the first pumping) / | 78 doses / 78 103

container / Konuuecrro He menee 60 103 (He cuuTas NepBUYHYIO
o3 [POKavKy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Muxumym: 103.0%
Macca 1o3b1 theoretical dose mass / Maximum / Makcumym:107.2%

WunnusuayaisHas mMacca 103bl: o1 85 % no 115 % Average / Cpennee: 105.0%
OT TEOPETHYECKON MACChI 03I,

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

Cpenuss macca 103sl: 0T 90 % 10 110 % ot

‘| TeopeTHUECKOM MAcChl KO3bI

\
Prepared By / Iloarorosun Checked By / Ilposepua Appr}\ved By / Ono6pua
- Yo ~J
Signature / Tloanuce ffﬁmm» / fj‘%\ﬁw" ,,,,,, —
Date / Jlata AW\ ~ ; }i Ve Lw\m“g Q&“g,..ﬁ\ 1\ 2oL S
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / )
JoamHOCTD Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distl. 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 AHAJIU3A TOTOBOIL'O IIPONYKTA

Page 4 of 8/ Ctp. 4 u3 8

Name of Product /
Haumenosanue npoaykunn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHroBannoe HauvMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerazona cnpei HasanbHbIH 103UPOBAHHBIA S0 MKT/n03a

Aclive Ingredients /
JelicTpyromue semecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cripest conepyunT: AehcTByOlEe BelecTBo: MoMeTazoHa ¢ypoara MOHOIHAPAT
51,72 mxr B niepecuere Ha Momerasona gypoar 50,00 Mxr

Strength / Jlosuposka 50 mcg/dose / 50 mxr/n03a Date of Mfg. / lata npousBoacTea 10/2023
Dosage form / Metel'ed-d?se nasal spray / Cnpe#i Date of Exp. / Foxen 10 092025
JlekapcrBernas gopma Ha3QJ1bHBIH 1O3MPOBAHHLI
Product code / Koa npoaykra SRUO30007E040401E] Date of release / Jlata Bblycka 27.10.2023
Batch No. / Cepusi Ne 12231021 Qty. Released / 63,200 BOT/
KoJsiuecTBO BhINyEH0 (1akoHOB
Batch size / Pasmep cepuu 69,444 BOT / ¢pnakonos Mig.License No. / Jluuensus ua MNB/10/832
NPOM3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000490514 Mfg. License Date / JInuensus ua 30/04/2020
PerucrpaunonHbiii Homep anaiusa Npou3BoAcTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccu GMP ceprugmxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudurauus rorosoro SPC-CC-063691 Reference STP No./ CIIN Ne 040947
npoaykra Ne
MFM-

API name / Haumenosaune A®C

Mometasone Furoate Monohydrate/
Mowmetasona dypoara MoHOruapar

API Batch No / ADC cepusi Ne

23407(JM-01)-
002

Manufactured by / Ilpoussoanrens

Aarti Industries Limited, India / Aapru MUnaacrpus Jlumuren, Unans

Ne | TESTS/INOKA3ATEJHA

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJbTATHI

10. | Particle size /
Pasmep uacruy

Particles < 10pum in size: Not less than 90%
Yacrun pasmepom < 10 mxm — »e meHee 90 %:;

Particles < 30pum in size: 100%

YacTun pasmepom < 30 mrm — 100 %

Particles > 30pum in size: Should be absent
YacTuup pasMepom > 30 MKM — JOKHB!

QICYICTBOBATH

99.1% / 99,1%

100.0% / 100,0%

Absent / OrcyTeTByIOT

11. | Sedimentation Stability /
CeaumeHTanHOHHAS
YCTOHYHUBOCTD

Not less than 5 min / He Menee 5 mun.

Complies /
CootrBercrByeT

Prepared By / lloarorosua

Checked By / ITposepus

Apprové\i By / Ono6pun

Signature / Iloanucs

K‘éww

e

Date / laTa A\ y . \ \O\f s e»ZilX \¢ \ 291
Name / ®PHO Atul Kumar Akshit Bhardwayj Sandeep Semwal
Designation / Officer-QA Sr. Officer-QA Sr. Manager - QA

HosmkHoCTh
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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@bom2.vsnl.net.in .

CEPTUO®UKAT AHAJIU3A FTOTOBOT O ITPOJYKTA

Page 50f8/Crp.5u3 8§

Name of Product /
Ilaumenosanne npoayKkuny

MOMAT RINO
MOMAT PHHO

Generie name /
HenarenroBannoe HAaMMeHOBaHMe

Momertasone Metered-dose Nasal Spray 30 meg/dose
MowmeTasona cripeil Ha3abHbIH 103UPOBAHHELINA 50 MK 1032

Active Ingredients /
JeiicTByomue sewecsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasonc Furoate 50.00 meg
1 2034 cnpes conepxuT: neficTryonee RelecTe0: MOMETa301a (hypoaTa MOHOTHAPAT
51,72 mur B nepecycre Ha Momeraszona dypoar 50,00 mxr®

Strength / lo3uposka 50 meg/dose / 50 mxr/nosa Date of Mtg. / llaTta npoussoactsa 10/2023
Dosage form / Metered-dyse 'nasal spray { Crnpeit Date of Exp. / Fogen a0 09/2025
Jlekaperrennas gopma Ha3aIbHbIA J103UPOBaAlILIT
Product code / Koa npoaykra SRUO30007E040401E) Date of release / lara sbinycka 27.10.2023
Batch No. / Cepust Ne 12231021 Qty. Released / 63,200 BOT/

KoqnyectBo Bbinymeno (naxkoHos
Batch size / Pazmep cepun 69,444 BOT / pnaxonos Mig.License No. / Jinuensus ua MNB/10/832

pOU3BOACTBO (HOMeEp)

- - -

Inspection Lot 1\0.“/ 040000490514 Mfg. License Date / JIuueusus ua 30/04/2020
PerucrpanuoHHbIl HOMep aHanu3a NPOM3BOACTEO (1aTa) o -
Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date /| ;¢ /007

GMP ceprudgmrar (aara)

: R GMP Compliance certificate No. / GMP-
Market / Prinox Russia/ Poccus GMP cepruduxar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns rorosoro SPC-CC-063691 Reference STP No. / CITU Ne 640947
npoaykra Ne
MFM-

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona ¢ypoara MoHOTHAPAT

API Batch No / A®C cepus Ne

23407(JM-01)-
002

Manufactured by / [lpoussoaurtens

Aarti Industries Limited, India / Aaptu Unpactpus Jlumuresn, Mnnms

Ne | TESTS/ITOKA3ATEJIHU

LIMITS / TPEBOBAHUS

OBSERVATIONS/
PE3YJbTATHI

12. | Impurities / Ilpumecn

Impurity 8 DM /
pumecu § DM

Impurity DMC/
IMpumecn DMC

Impurity D /
ITpumecu D

Any individual unspecified
impurity / Enuanusoit
HEWEHTUOHUUPOBAHHOH]
NIpUMeECH

Total impurities /
CymMbI ipuMeceit

Not more than 0.15 % / He 6onee 0,15 %
Not more than 0.15 % / He Gosee 0,15 %

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

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

Not more than 0.60 % / He 6osee 0,60 %

0.02%/ 0,02%

0.04%/ 0,04%

0.13%/0,13%

Not Detected/ He oGnapyxeno

Not Detected/ He obxapyxeno

Prepared By / Tloarorosun

Che

Approvey By / Ono6puan

Signature / Noanuce

{

ked By / IIpoeepu
A

[

Date / lara S IEETEA AT —«);\ xa\,«/@“z/j;\ 24 ey
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal

: on 7
Designation Officer-QA Sr. Officer-QA Sr. Manager - QA

HosxHocTs
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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®UKAT AHAJIN3A 'OTOBOI'O IIPOJIYKTA

Page 60f8/Crp. 613 8

Name of Product /
HauveHnosanue npoayxkuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHME

Active Ingredients /
MeiicTBY10II1E BetlecTBA

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Momerasona cnpeil HazanbHpIi 1o3uponanukii 50 MKI/103a

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnipest conepakuT: AckcTByIOMECE BeecTEo: Mumeasona Qypoara MOHOPMPAT
51,72 mxr B nepecuere Ha Momerasona ¢gypoat 50,00 Mkr

Strength / HosupoBka 50 mcg/dose / 50 mxr/nosa Date of Mfg, / laTa npoussoacrsa 10/2023

Dosage form / Mcwx'cd-duosc nasal spray { Cupeir Date of Exp. / Foxen 10 09/2025

JlexapcTeennas ¢gopma Ha3aJIbHBI JO3HPOBAHHBIN

Product code / Koa npoayxra SRUO030007E040401E] Date of release / lara Bbinycka 27.10.2023

Batch No. / Cepus Ne 12231021 Qty. Released / 63,200 BOT/

T Koauuectso primymeno (Q1akoHOB

Batch size / Pasmep cepiu 69,444 BOT / naxomos Mfg.License No. / Jluuensus na MNR/10/832
HPOUIBOACTBO (HOMep)

Inspection Lot NO'.,/ 040000490514 Mfg. License Date / JIuueusus na 30/04/2020

PerucTpaunoHHbIi HoMep ananmia npou3poactoo (aara)

Package size / Ynaxoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmxar (nara)

X o " GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Pocens GMP ceprudmicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947
NpoayKTa Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C - .| AP1 Batch No / A®C cepus Ne 23407(JM-01)-
MowmeTazona gypoara MmoHoruapar 002
Manufactured by / [lpoussosurens | Aarti Industries Limited, India / Aaprtu Hunactpus JInmuresn, Mnnus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAII WS OBSERVATIONS /
PE3YJbTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeauss
JocTapasieMasi 403a u
OJHOPOAHOCThH
AoCTaBJISIEMOH H03DL!

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 cun deviate more than
4 25% from the average value. The mean of each determination
should not exceed £ 15 % of label claim.

He Gonee 2 u3 20 103 (10 HavanbHeIX 103 ¥ 10 KOHEUHBIX 103)
MOTYT HMEThb OTKJIOHEHHE OT CPENHEro 3HaucHus Gonee uyeM
+20%, 1 HM OAHA 1032 HE JOKHA MMETh OTKIIOHEHHE OT
cpeaHero suaueHua Gonee ueMm =+ 25 %. Cpeaee 3HaueHHe He
JOJDKHO NIpeBLiLaTh = 15 % oT 3asseHHOrO.

Ecnu o1 3 10 6 103 umelor otknonenns Gonee uem + 20 %, HO
MEHEE HeM £ 25 %, TO HCnLITEIBAIOT cheayiowse 20 (rakoHOB.
He Gosee 6 u3 60 103 MOFYT MMETb OTKNOHEHUE OT CPEIHETO
3uaueHns Gonee yeM = 20 %, u HK OAHA 033 HE JOJBKHA UMETh
OTKJIOHEHHE OT CpeHEro 3HaueHua fonee uem + 25 %. Cpeanee
3HAUCHHE KOKAOTO ONPEACASHHS HE JIOJDKHO NpeBbimath £ 15 %
OT 3asBJCHHOTO.

Beg / Hauano:

Minimum / MunumyMm: 98.7%
Maximum / Makcumym:101.4%
Mean / Cpeanee:100.0%

END / Konen:

Minimum / MudumyM: 99.1%
Maximum / Makcumym:101.6%
Mean / Cpeanee: 100.0%

Prepared By / Hoarotosua

Checked By / Iposepua

Abproved By / Opo6pua

Signature / Hoanuck
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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 AHAJIU3A TOTOBOI'O ITPOJAYKTA

Page 70f8/Crp. Tuz 8

Name of Product /
HaumeHoBanue npoaykunn

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBaHHoe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowMerasoHa cripeit HasaibHLIR 1031poBadHbi 50 Mxr/103a

Active Ingredients /
JeiicTByomne Bemecrsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cnpes conepKuT: AeHCTRYIOMEE BEWECTBO: MoMeTazona (ypoara MOHOTUIAPAT
51,72 mkr 8 nepecdere Ha Mowmerasona Qypoar 50,00 mxr

Strength / 1o3npoBka 50 meg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacTsa 10/2023
Dosage form / Metel‘ed-df)se 'nasal spray f Crpeii Date of Exp. / Fozen 0 09/2025
JIeKapCTBeHHaﬁ d)OpMﬂ Ha3aJIbHLIM JO3WPOBAHHLIA
Product eode / Kon nponykra SRLUI030007E040401E] Date of relense / inTn nLinyeka 27.10.2023
Batch No. / Cepun Ne 12231021 Qty- Released / 63,200 BOT/
KosnyectBo Bhinyuiexo ¢nakonoB
Batch size / Paamep cepun 69,444 BOT / ¢pnakonos Mig.License No. / Jluuensus na MNB/10/832
Npou3BOACTBO (HOMep)
: - :
Inspection Lot I\o.“/ 040000490514 Mfg. License Date / JInuensus ua 30/04/2020
PerucTpaunoHHbIii HOMep ananusa OPOU3BOACTBO (AaTA)
Package size / YnakoBka 60 Doses / 60 n03 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
" GMP Compliance certificate No. / GMP-
Market / PeiHok Russia / Poccus GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudukanus roroporo SPC-CC-063691 Reference STP No./ CITH Ne
040947
npoaykTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBaune A®C ) Y API Batch No / A®C cepun Ne 23407(JM-01)-
Mowmerazona (l)ypoaTa MOHOInapar 002
Manufactured by / Npoussoaurens | Aarti Industries Limited, India / Aapru Mapactpus Jlumuren, Mamus
Ne | TESTS/TIOKA3ATEJIA LIMITS / TPEBOBAHMHSI OBSERVATIONS /
PE3YJIBTATDI
14 | Microbiological Purity / MukpoGuosornyeckas 4ucToTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml /
count / O6ee yucio Gonee 102 KOE 8 1 mn npenapara Menee 10 KOE/mn
a3pOOHBIX
MUKPOOPraHH3MOB
Total yeast and moulds Not more than 10! cfu per 1 ml of the product/ He | Less than 10 cfuw/ml/
count / O61uee yncno oonee 10' KOE B 1 M1 npenapata Menee 10 KOE/mn
IpPOAKEBBIX U MJIECHEBbIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcTBue B 1 Absent / Otcy
MUJ1 ipenapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyrcTue B 1 Absent / OTcyTcTBY,
MI IIpenapara
15. | Assay / KommmuecTBeHHOe onpeaeienue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.0%/ 101,0%
Mowmetazona dypoar 85,0 % 10 115,0 % oT 3asiBREHHOTO COEpKanHMs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 100.4% /100,4%
benzanxonus xmopun 80,0 % 10 120,0 % OT 3asBJACHHOTO COAEPKAHUS

\
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
Page 8 of 8 /C1p. 8 13 8
Name of Product/ MOMAT RINO
HaumenoBaHue npoayKuuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTeHToBaHHOE HANMEHOBAHHE MowmeTazona crpeil HasanbHLIA 1031poBaHbIH SO 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
JeiicTByioniie BeutecTsa 1 no3a cripes CoaepUT: AeHCTRYIONIEE BeIeCTBO: MOMETa30Ha (yypoaTa MOHOFMAPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / Jlosuposka 50 meg/dose / 50 Mxr/nosa Date of Mfg. / lata npoussoncrsa 10/2023
Dosage form / M’etered—dvose 'nasal spray { Crpeit Date of Exp. / Fonen 0 092025
JlekapcrBeHnasi popma Ha3aIbHBI J103HPOBAHH I
Product code / Koa npoayxra SRUO030007E040401E] Date of release / IaTa Bbinycka 27.10.2023
Batch No. / Cepusi Ne 12231021 Qty. Released / 63,200 BOT/
KoJsindecTso Boinyuieno (rakoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnakonon Mig.License No. / Jiuuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490514 Mfg. License Date / JIunensus ua 30/04/2020
PerncrpaunonHblii HoMep anaausa NPOM3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (nara)
. . GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poceus GMP cepTadukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crieungukauus roroBoro SPC-CC-063691 Reference STP No. / CITH Ne 640947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AQC i Y API Batch No / ADC cepun Ne 23407(JM-01)-
Mowmerazona ¢ypoara MOHOIMAPAT 002
Manufactured by / Ilponssomurene | Aarti Industries Limited, India / Aapru Mnnactpuz Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI
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. /
ITo 60 no3 cycnensuu BO (UIaKOHE K3 TONUSTHAEHA BLICOKOM IUIOTHOCTH ¢
OO3UPYIOIMM YCTPOMCTBOM M KOJMMAaYKOM U3 MOJIMITUIIEHA B ocru. Tlo 1
(nakony BMECTE ¢ HHCTPYKLUHMEH 0 MEAMIMHCKOMY NPUMEHEH. TOHHOM.

Any deviation/Incident/OOS: Non-applicable
Orxaonennsi/aecoorsercTBust/OO0C: He nPUMEHHMO

d.:,:\;o Tnry-

Declaration of certification: “I hereby certify that the above information is authentic and acc
been manufactured including packaging and quality control at the abovementioned site in fu
requirements of the local Regulatory Authority and with the normative document no. JI
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.”

3aK/ouCHUEe O COOTBETCTBHMM: HACTOSIIMM TOATBEPHKIAI0, YTO NpEACTABNEHHAs Bblle HHPOPMALMS ABISETCS
MOCTOBEPHOK ¥ TOYHOH. JlaHHast cepust Obuia mpousseleHa (BKIOYAT YHNAaKOBKY/MapKUPOBKY U KOHTPOIb KAauecTsa) Ha
YKa3saHHOH BbllIE TNPOM3BOLACTBEHHOM miOW@gke B MOJTHOM COOTBETCTBMM ¢  TpeboBamamu Hamiexameit
Iponseoncrertol Ipaktukn (GMP) nokanbHbIX perynsitOpHbIX OpPraHoB U TpeGOBaHMAMH HOPMATHBHOI JOKYMEHTALUU
JII-Ne(001710)-(PT-RU) ot 23.01.2023 mna puika Poccun W yTBepikaeHHo# crneuudukanmeii Ne SPC-CC-063691.
[IpoTokonbl NPOM3BOACTBA, YNAKOBKM M TOKA3aTENM KAuyecTBA JAHHOW CepHM ObLIM NPOAHAIM3UPOBAHBI W CHENAHO
3aKJIOYEHHE, YTO OHM COOTBETCTBYIOT Tpebosanuam Haanexauneii [1poussoncreennoii Ipaktuxu (GMP).
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