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A new way Jor a 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: .

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A I'OTOBOI'O TIPOAYKTA

Page 1 of 8/ Crp. 1 13 8

Name of Product /
HaumeHoBaHME NPOAYKIHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMmeTa3oHa cripeil HasaibHblLi 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTBy10IHE BeLlecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cnpest conepkurT: AeicTBylolee BelecTBo: MomerasoHa ¢ypoara MOHOTHApAT

51,72 mkr B nepecyere Ha MomerasoHa ¢ypoar 50,00 Mkr

Strength / lozupoBka 50 mcg/dose / 50 Mkr/a03a Date of Mfg. / lata npouspoactsa 07/2023
Dosage form / Metered-df)se nasal spray i Crpeit Date of Exp. / Tonen 10 06/2025
JlekapcreeHHan gopma Ha3aJbHbli 103MPOBAHHBIN
Product code / Koa npoaykra SRUO30007E040401DK Date of release / lata Bbinycka 17.07.2023
Batch No. / Cepust Ne 12230660 Qty. Released / 32,480 BOT/
KoJinuecTBO BLINYIEHO ¢rakoHOB
Batch size / Pasmep cepun 34,722 BOT / naxonos Mig. License No. / luueksus ua MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000471818 Mfg. License Date / JInuensus na 30/04/2020
PerucTpaunoHHbIil HOMEp aHAIH3A NpPOM3BOACTBO (3aTa)
Package size / Ynakosia 120 Doses / 120 2103 GMP Compliance certificate Date/ | 10/,
GMP cepTudukar (nata)
. GMP Compliance certificate No. / GMP-
Market / Puinok Russia / Poccust GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudukauus roToBoro SPC-CC-063688 Reference STP No. / CITIN Ne 040944
npoaykrta Ne
Mometasone Furoate Monohydrate/ MEFM-
API name / Haumenobanue A®C uroate VIonollydrater | s pr Batch No / A®@C cepus Ne 23405(JM-01)-
Mowmerasona ¢rypoara MOHOTHAPAT 002
Manufactured by / IpousBoanTtens | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Unauns
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

1. | Description / Onncanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6emoro po nourn Oenoro uBETa  OT
HOJTyIPO3payHoil 10 HeNpo3pauHoil KOHCUCTEHIUH
rycTas CycneH3usl.

Off-white thick suspension of
non-transparent consistency. /
ITouTn 6esoro 1BeTa
HEnmpo3payHoH  KOHCUCTEHLUH
rycTas CyCHeH3us.

2. | Identification / UpenTndukanus

a) Mometasone Furoate /
MomeTazoHa ¢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). / BpeMms yaepHBaHHS OCHOBHOTO IMHUKa
Ha  XpoMaTorpaMMe HCMBITYEMOro  pacTsopa
HOIDKHO COOTBETCTBOBaTh BPEMEHH YAEPKUBAHHUS
OCHOBHOTO MHKa Ha XPOMAaTOTpaMMe CTaHIapTHOro
pacteopa  (cM.  pasgen  «KonuuecrsenHoe
onpe IeNICHUEY ).

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
yIep)K1BaHUs OCHOBHOTO IIMKa
Ha XpoMaTorpamme
HCHLITYEMOTO pacTBOpa
COOTBETCTBYET BpPEMEHH
yIAepKUBaHUA OCHOBHOTO IHKa
Ha KpoMaTorpamme

CTaHJapTHOTO PacTBopa.

Prepay€ By / Hoarotosua

Checked By / I[Iposepun

Approved By / OnoGpua

Signature / Iloanucs

I

Date / JaTa (g 0 ! ; \;‘}
1870711015 1ghg 1B{o7”

Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation / Officer-QA Officer-QA Asst. Manager - QA

JOJKHOCTD
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUHO®UKAT AHAJIU3A I'OTOBOI'O ITIPOAYKTA
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Name of Product /
HaumenoBanue npoaykunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBAHHOE HAUMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3oHa cripeii HasasbHBIH 1031poBaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTByI0lUMe BemecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest cofepkuUT: ACHCTBYOLICE BelecTBO: MomeTazoHa (ypoata MOHOTHApPAT
51,72 mxr B nepecyere Ha Momerazona ¢ypoar 50,00 mxr

Strength / lo3upoBka 50 mcg/dose / 50 mMkr/no3a Date of Mfg. / /lata npou3BoacTBa 07/2023
Dosage form / Metered—dvose nasal spray { Cripeit Date of Exp. / Conen 10 06/2025
JlekapcTBeHHas popma Ha3aIbHbII A03UPOBAHHBIH
Product code / Kon npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 17.07.2023
Batch No. / Cepusi Ne 12230660 Qty. Released / 32,480 BOT/
KoauyecTBo BbINYMIEHO ¢1akoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHos Mfg.License No. / Jluuensusi na MNB/10/832
MPOU3BOACTBO (HoMep)
Inspection Lot No;/ 040000471818 Mfg. License Date / JIuuensust Ha 30/04/2020
PerucTpauyoHHbIil HOMEP aHAJIH3A ApPOHU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
- GMP Compliance certificate No. / GMP-
Market / Poivok Russia / Poccust GMP cepruuat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroBoro SPC-CC-063688 Reference STP No. / CIIU Ne 040944
npoaykra Ne
Mometasone F te Monohydrate/ MFM-
API name / Haumenosanue A®C ¢ buroate VIONOhYArater |\ py gateh No / A®C cepusi Ne 23405(JM-01)-
Mowmertasona ¢pypoara MoHoruapar 002
Manufactured by / Tlpoussoaurenn | Aarti Industries Limited, India / Aapru Munactpus Jlumuren, Hanua
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI

b) Benzalkonium chloride
/ BeH3aJKOHMS XJ0pu

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ci2
and Ci4 in the chromatogram of the standard
solution (refer to Assay). / Ha xpomartorpamme
UCTILITYEMOTO PacTBOPa HOJDKHBI OOHAPY)KUBAThCA

IHKY, no BpeMEHaM ynepxupadust | standard  solution. / Ha

COOTBETCTBYIOILME [THKAM [OMOJIOrOB OEH3AIKOHHSA | XpOMarorpaMMe HCObITYeMOro

xjopuza Ci2 u  Ci4 Ha XpoMaTorpaMmme | pacTsopa 00HApY>KHBAIOTCS

CTaHIAPTHOTO pacTBopa (cm. paszmen | MHKH, no BpeMeHaM

«KonnuecTBeHHOE OTIpEENEHHEY). yAEPKUBAHHA
COOTBETCTBYIOLIUE MKam
TOMOJIOrOB OCH3aIKOHHA
xnopuma Ci2 m Cu  Ha
XpoMarorpamme CTaHAapTHOro
pacTBopa.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Ci4 in the chromatogram of the

w

pH

From 4.30 t0 4.90/ Ot 4,30 no 4,90

4.70 /4,70

4. | Density / IL1oTHOCTH

From 0.950 to 1.050 g/cm?/
Ot 0,950 no 1,050 r/em®

1.016 g/cm®/ 1,016 r/cm®

5. | Viscosity / BaskocTb

From 30 to 130 ¢cPs/ Ot 30 no 130 cIl3

54.5 ¢cPs/ 54,5 cII3

Prepargd By / Iloarorosua

Checked By / Hposepua

Approved By / Onobpna

Signature / Hoanuce

I

Date / JlaTa 0 7 ’ Lou 19 ™ "y \5\0 bpﬂ
Name / PUO Yogesh Kumar Mehta Atul Kumar Ajay\Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JlomkHOCTE

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIU3A T'OTOBOI'O ITPOJAYKTA
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Name of Product /
HaumMeHoBaHHe NnpoayKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoMeTa3oHa cripel HasaibHbli 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
JeiicTByioLHE BellecTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cripest coepxuT: AelcTByoLIee BewecTBo: MomeTasona (pypoara MOHOTHPAT

51,72 Mkr B niepecyere Ha Momeraszona ¢ypoar 50,00 Mxr

Strength / lo3npoBka 50 meg/dose / 50 Mxr/no3a Date of Mfg. / lata npou3BoacTBa 07/2023
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Coxen 10 06/2025
JlekapcTBeHHasi popma Ha3aJ1bHbIH 103MPOBAHHbIi
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata BbInycka 17.07.2023
Batch No. / Cepust Ne 12230660 Qty. Released / 32,480 BOT/
KosnnvecTBO BLINYIREHO ¢ nakoHOB
Batch size / Pasmep cepun 34,722 BOT / dnakoHos Mig.License No. / Jluuexsns na MNB/10/832
NPoU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471818 Mfg. License Date / JInuensusn na 30/04/2020
PerucTpauMoHHblil HOMEp aHAIH3A NPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptndukart (aata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC ¢ Puroatc MOnohyaralel | s py Batch No / ADC cepusi Ne 23405(JM-01)-
MowmeTtazoHa ¢pypoata MOHOTHIAPAT 002
Manufactured by / Ilpoussoautens | Aarti Industries Limited, India / Aaptu Mnnactpus Jlumuren, Unnuns
Ne | TESTS/IMOKA3ATEJIN LIMITS / TPEBOBAHUWSA OBSERVATIONS /
PE3YJIBTATBI
6. | Osmolality / From 250 to 350 mOsm/Kg 291 mOsm/Kg
OcMonsIbHOCTH Ot 250 go 350 MOcm/kr 291 mOcm/kr

7. Net content / Macca
coaepxkuMoro guiakona

Not less than 18 g/ He meHee 18 1

182g/182T

8. | Number of deliveries per
container / Kosin4ecTBo
no3

Not less than 120 doses (discard the first pumping)
/ He menee 120 no3 (He cuuTad NepBUYHYyIO
MpPOKAuKYy)

170 doses / 170 no3

9. | Pump delivery/
Macca 103bl1

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

Huausuayanbhas macca 103bl: ot 85 % no 115 %
OT TEOPETUYECKO MacChl JI03bl;

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

Cpennsis Macca 103s1: oT 90 % no 110 % ot
TEOPETUUYECKOH Macchl 103bl

Minimum / MuaumyM: 95.0%
Maximum / Makcumym:109.0%
Average / Cpenuee: 104.9%

Prepayed By / Iloarotosun

Checked By / Ilposepua

Approved By / Onobpua

Signature / loanuco

I

4

Date / lata 18107 1013 V3 \%\0‘%5’ o
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JonxuocTs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
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CEPTUO®UKAT AHAJIN3A 'OTOBOI'O IIPOAYKTA

Page4 of 8 /Ctp. 4 m38

Name of Product /
HauMeHoBaHUe NpoAYKUMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripeii HasanbHbiit 103MpoBaHHbIH 50 MKI/103a

Active Ingredients /
JeficTBylomue BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest COACPKUT: ASHCTBYIONEE BEMECTBO: MoMeTa3oHa ypoara MOHOTHAPAT
51,72 Mxr B nepecuere Ha MoMeTtazona ¢ypoat 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mxr/ao3a Date of Mfg. / lata npousBoacTsa 07/2023
Dosage form / Metered-df)se nasal spray { Cupeit Date of Exp. / Coxen 20 06/2025
JlekapcrBeHHas ¢opma Ha3aJIbHBIHA J03UPOBAHHbII
Product code / Koa npoayxra SRU030007E040401DK Date of release / Jlata Boinycka 17.07.2023
Batch No. / Cepsi Ne 12230660 Qty. Released / 32,480 BOT/
Ko/u4ecTBO BbINYIEHO ¢u1akoHOB
Batch size / Pasmep cepun 34,722 BOT / naxoHos Mfg.License No. / Jluuensus na MNB/10/832
NMPOH3BOACTBO (HOMEp)
Inspection Lot No.“/ 040000471818 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpauyoHHbIA HOMeEp aHAJIH3A NPOU3BOACTBO (JaTa)
Package size / YnakoBka 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprrdHkaT (aaTa)
; GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccust GMP ceprudnkat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuudukanus roroporo SPC-CC-063688 Reference STP No. / CTIU Ne 040944
npoaykra Ne
MFM-

API name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
MowmeTta3zoHa ¢pypoaTa MOHOTUIPAT

API Batch No / A®C cepusa Ne

23405(JM-01)-
002

Manufactured by / IlpousBoautens

Aarti Industries Limited, India / Aaptu Hunacrpus Jlumuten, Unaus

Ne | TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%

Pa3zmep yacTun

Yactuy pasmepom < 10 mxm — ne menee 90 %;

Particles < 30pum in size: 100%

Yactu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTtuubl pazMepoM > 30 MKM — JODKHBI

OTCYTCTBOBATh

100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeanmeHTalHOHHASA
YCTOHYHBOCTH

Not less than 5 min / He MmeHee 5 MuH.

Complies /

CooTBeTCTBYET

Prepayed By / Ioaroresua

Checked By / Hpogepua

Approved By / Onodpu

Signature / Iloanucsn

D a

[ ’
Date / JaTa 1 8107\ Lol 3 \(i\"\\QJ \‘I)\O a”%
y
Name/ ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
esignation Officer-QA Officer-QA Asst. Manager - QA

JHonxHocTb

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBAHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTa3sona cripeit HasanbHBIH 103upoBaHHbIH 50 MKI/103a

Active Ingredients /
JleiicTByloIMe BeMeCTBA

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 crpest COAEPIKUT: AekCTRYOLIEE BelecTBO: MoMeTazoHa (rypoara MOHOTHApaT
51,72 mkr B nepecyere Ha MoMeraszona ¢ypoar 50,00 mxr

Strength / Jlo3npoBka 50 mcg/dose / 50 mxr/no03a Date of Mfg. / lata npousBoacTsa 07/2023
Dosage form / Metered-dvose nasal spray i Crpeit Date of Exp. / Foxen 110 06/2025
JlekapcTBeHHasi popma Ha3aJIbHbII JO3UPOBAHHbII
Product code / Koa npoaykTta SRU030007E040401DK Date of release / Jlata Bpinycka 17.07.2023
Batch No. / Cepust Ne 12230660 Qty. Released / 32,480 BOT/
Kosn4ecTBO BbINYLIEHO ¢dakoHoB
Batch size / Pazmep cepum 34,722 BOT / ¢naxonos Mifg.License No. / JluuetsHs na MNB/10/832
POH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471818 Mfg. License Date / JIuuensus Ha 30/04/2020
PerucrpaunoHHblii HOMEp aHAJH3a Nnpou3BOACTBO (AaTa)
. GMP Compliance certificate Date /

18

Package size / YnakoBka 120 Doses / 120 ao3 GMP ceprudukat (1a7a) /06/2020
. GMP Compliance certificate No. / GMP-

Market / Poitok Russia / Poccus GMP cepruduicat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukanus roroBoro SPC-CC-063688 Reference STP No. / CTIH Ne

040944
npoaykra Ne

| MFM-

API name / Haumenopauue AOC

Mometasone Furoate Monohydrate/
Momerazona {pypoara MOHOTHAPAT

API Batch No / ADC cepusa Ne

23405(JM-01)-
002

Manufactured by / Ilpou3soauTensn

Aarti Industries Limited, India / Aaptu WHpactpus Jumuren, Uunus

Ne | TESTS/HOKA3ATEJIN

LIMITS / TPEBOBAHHA

OBSERVATIONS /
PE3YJIBTATHI

12. | Impurities / Ilpumecu

Impurity § DM/
IIpumecu § DM

Impurity DMC/
[Tpumecu DMC

Impurity D /
ITpumecu D

Any individual unspecified
impurity / Enuananoii
HeUIeHTUPUIIMPOBaHHOH
npuMecH

Total impurities /
CyMmbl npuMeceit

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

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

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

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

0.01%/ 0,01%

0.04%/ 0,04%

0.17%/0,17%

Not Detected/ He o6Hapyxkero

Not Detected/ He obHapyxeHo

Prepgrdd By / HoaroTosua

Checked By / I1posepua

Approved By / Ono6pua

Signature / [Toanuesn

W%

K’)’/?

Date / Jlata (/] Jle 116t 1911 13 \%\0 A%
\
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Desianati
esignation / Officer-QA Officer-QA Asst. Manager - QA

Jl0IKHOCTH

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O NPOAYKTA

Page 6 of 8 /CTp. 6 13 8

Name of Product /
HaumeHoBaHHE NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mecg/dose
MomMeTa3oHa cipeil HasalbHbIA 103upoBatHbli 50 MKr/103a

Active Ingredients /
JeiicTBylOILHE BeLIECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 crIpes COAEPHHT: AeHcTRyIONIEE BelecTBO: MoMeTazoHa ypoata MOHOrMApaT

51,72 Mxr B nepecyere Ha Momerasona dypoat 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 Mkr/no3a Date of Mfg. / laTa npoussoactea | 07/2023
Dosage form / Metered-duose nasal spray i Crpeit Date of Exp. / Tonen 10 06/2025
JlekapcTeeHHaa gpopma Ha3aJIbHBIA 1O3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Boinycka 17.07.2023
Batch No. / Cepun No 12230660 Qty. Released / 32,480 BOT/
Kosiu4uecTBO BBINYIEHO (1akoHOB
Batch size / Pasmep cepum 34,722 BOT / durakoHoB Mfg.License No. / Jluuensus Ha MNB/10/832
APON3BOACTBO (HOMep)
Inspection Lot No.“/ 040000471818 Mfg. License Date / Jlnuensus Ha 30/04/2020
PerucTpaunoHHbIii HOMEp AHAJIH3A NIPOM3BOACTBO (JaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukat (aara)
: GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepTudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukauus roroBoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®GC “ onohydrate/ | s py Batch No / A®C cepust Ne 23405(JM-01)-
Mowmera3ona ¢ypoara MOHOruapar 002
Manufactured by / Iponspoantens | Aarti Industries Limited, India / Aapru Unnacrpus Jinmuren, Munus
Ne | TESTS /ITIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauano:

and Uniformity of
Delivered Dose / Cpeanss
AOCTaBJIsIEMAs 1032 H
OIHOPOAHOCTh
AOCTABJIsIEeMOii N103bI

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 HauansHeix 103 U 10 KOHEHHBIX 103)
MOTYT MMETh OTKJIOHEHHE OT CPEJHEero 3HaueHus Oonee 4Hem
+20%, ¥ HM OJHA JI03a HE JOIDKHA WUMETh OTKIOHEHHE OT
cpeaxero 3HaueHus Gonee yeM + 25 %. Cpennee 3HaYeHWe He
JOJKHO MPEBBIIATE * 15 % OT 3aBACHHOTO.

Ecnu ot 3 00 6 103 nMeloT OTKIoHeHus Gonee yeM + 20 %, Ho
MeHee ueM + 25 %, To MCTIBITBIBAIOT cneaytomue 20 GnakoHos.

Minimum / Musnmym: 96.2%
Maximum / Makcumym:102.3%
Mean / Cpennee:100.0%

END / Koneu:

Minimum / Munumym: 94.3%
Maximum / Makcumym:102.9%
Mean / Cpennee: 100.0%

He Gonee 6 u3 60 103 MOIyT UMETH OTKJIOHEHHE OT CPEAHEro ‘ S
3HaueHus donee uem = 20 %, ¥ HU OAHA A03a HE J0/DKHA HMETH £ e
OTKNOHEHHE OT Cpe/IHero 3HadeHus Gonee uem + 25 %. Cpeanee i ‘-v; '
3HAYEHUE KAKIOTO ONPENENSHUA HE JIOJDKHO PeBbILaTh £ 15 % i 0D d/ T
) p v
OT 3asIBJIEHHOTO. .
\Z whl S
““ 3 )()7 \C?
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A I'OTOBOI'O IPOAYKTA
Page 7 of 8/ Ctp. Tuz 8

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

HenateHToBaHHOC HAUMEHOBAHHE MomeTa3zoHa cripeii HazanbHbIA 103MpoBaHHbIH 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
JeiicTByomue BeLlecTBa 1 mo3a cripess COnepXHT: ASHCTRYIONIEE BeecTBO: MoMeTa3oHa (ypoaTa MOHOTMApAT
51,72 Mkr B niepecuere Ha Momerasona dypoar 50,00 mxr
Strength / 1o3upoBKa 50 meg/dose / 50 mkr/no3a Date of Mfg. / lata npoussoactea | 07/2023
Dosage form / Metered-df)se nasal spray { Crpeii Date of Exp. / Fozen 10 06/2025
JlekapcTBenHan ¢popma Ha3aJIbHBIA J03MPOBaHHbIA
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Beinycka 17.07.2023
Batch No. / Cepust No 12230660 Qty. Released / 32,480 BOT/
Koau4ecTBO BbINYLIEHO (12KOHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakoHOB Mg, License No. / JInuensus 1a MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000471818 Mfg. License Date / Jlunensus Ha 30/04/2020
PeructpaumonHblii HOMep aHAJIH3a NpoU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprndukar (3aTa)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP ceprudmiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudpukauus rorosoro SPC-CC-063688 Reference STP No. / CITN Ne
040944
npoaykTta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ¢ buroate Vonohydralcl | 4 py Bateh No / A®C cepusi Ne 23405(JM-01)-
Mowmerasona dypoara MoHoruapar 002
Manufactured by / llpoussoaurtenn | Aarti Industries Limited, India / Aapru Mnnacrpus Jiumuren, Huans
Ne | TESTS/IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATHI
14 | Microbiological Purity / Mukpo6uonorndeckas 4ueToTa
Total aerobic microbial Not more than 10 cfu per 1ml of the product / He Less than 10 cfu/ml /
count / Obmiee uncno Gosee 10?2 KOE B 1 mu npenapara Menee 10 KOE/mMn
a’pobHBIX
MUKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1 m! of the product / He | Less than 10 cfu/ml/__
count / Obuiee yucno Gonee 10! KOE B 1 Mt npenapara Memnee 10 KO'E// N F 5o S\
IPOAGKEBBIX H ILIECHEBBIX J &,
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OrcyrcTBre B 1
MJT IIpenapaTa
Staphylococcus aureus Absence per 1 ml of the product / OrcyrcTBue B 1
MJ fpenaparta
15. | Assay / KofimuecTBeHHOE OnIpeaesIeHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 102.9% / 102,9%
Momertazona gypoar 85,0 % 10 115,0 % 0T 3asBIEHHOrO COAEPKAHUA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 100.0% /100,0% |
BbenzankoHus xnopun 80,0 % nmo 120,0 % oT 3asABJICHHOIO COAEPIKAHUS |
i
Prepared By / Ioarotosua Checked By / IIposepua Approved By / Ono6pua
Signature / Iloanncsy
; 4 F— .
Date / llata 181671101 D 7l o>
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
JommHocTh Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOI'O IIPOAYKTA

Page 8 of § /CTp.8n3 8

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

HenarentoBanHoe HauMeHoBaHne | Momera3oHa crpeil Ha3anbHBIR A03MpoBatHblil 50 MKI/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBy0LIHE BelmecTBA 1 no3a cripesi CoAEPHKUT: ACHCTBYIONIEE BEIECTBO: MoMeTasoHa ¢yypoara MOHOTMAPAT
51,72 Mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / Jo3uposka 50 mcg/dose / 50 Mkr/103a Date of Mfg. / laTta npon3BoacTsa 07/2023
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Tozen 10 06/2025
JlekapcTBeHHas ¢gopma HA3aJIBHBIA I03UPOBAHHBIN
Product code / Kon npoaykra SRU030007E040401DK Date of release / Jlata Bpinycka 17.07.2023
Batch No. / Cepua No 12230660 Qty. Released / 32,480 BOT/
Kosu4ecTBO BbINYIHIEHO ¢$nakoHOB
Batch size / Pazmep cepun 34,722 BOT / dnakoHoB Mfg.License No. / Jluuensun wa MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot No.v/ 040000471818 Mfg. License Date / JInuensust Ha 30/04/2020
PerucrpaunOHHbIA HOMEP aHAJIH3A MpOM3BOACTBO (JaTa)
Package size / ¥ nakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | g/46/05¢
GMP ceprudukat (aata)
; GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccus GMP ceprudukat (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crnenuduxauus roroporo SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue AOC e huroa ononydralel | s py Batch No / A®C cepusi Ne 23405(JM-01)-
Momerazona ¢pypoara MOHOrUApaT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Unnactpus Jinmuren, Unaus
Ne | TESTS /TOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIBTATHI

16. | Package Size / YnaxkoBka 120 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 120 mo3 cycnewswd Bo (uiakoHe M3 MOJUITUIIEHA BHICOKOM TIUIOTHOCTH C
AO3UPYIOLUMM YCTPOMCTBOM M KOJINA4KOM M3 MOJIMITHUIIEHA BLICOKOH mioTHOCTH. [lo 1
(nakoHy BMecTe ¢ HHCTPYKIMEH 110 MEAULMHCKOMY TPUMEHERHID, B IRUKE KQPTOHHOI.

AR\ v
0 /®

Any deviation/Incident/OOS: Non-applicable /2‘3}" /é,
Orxiionenns/HecooTBeTeTBH/O0OC: He MPUMEHUMO |k é/ ) C‘;\
12 LIS

Declaration of certification: “I hereby certify that the above information is authentic and accigi"% e. This batch of p
been manufactured including packaging and quality control at the abovementioned site in filogompliance wit,
requirements of the local Regulatory Authority and with the normative document no.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688.
packaging and analysis reviewed and found to be in compliance with GMP.”

3akiil0ueHHe O COOTBETCTBHMH: HACTOSIUMM TIOATBEPXIAl0, 4TO TPEACTaBIEHHAas BhlE HMHpOpPMAUMs SBIACTCA
HBOCTOBEpHOil U TouHOMW. JlaHHast cepus Obina npomseeneda (BKIOYas YMAKOBKY/MapKHPOBKY M KOHTDONb KauyecTBa) Ha
yKa3aHHOW BBIIIE MPOM3BOACTBEHHON IUIOIUAAKE B [OJHOM COOTBETCTBMH ¢  TpeboBanusmu  Haanexaeit
[MpoussoacreenHoit [Tpaktuku (GMP) HOKAIBHBIX PETyNATOPHBIX OPTaHOB M TpeGOBaHHMAMU HOPMATUBHOM JOKYMEHTALIU
JIT-Ne(001710)-(PI-RU) ot 23.01.2023 mna phinka Poccun u yteepxaenHoil creuudpuxanueid Ne SPC-CC-063688.
TTpoTOKONBI TMPOM3BOACTRA, YMAKOBKM M MOKA3aTENM KadyecTBa IAHHON cepuM OblIM MPOAHATM3HPOBAHBI U CHIEIAHO
3aKJII0YEH¥E, YTO OHH COOTBETCTBYIOT TpeOoBanusam Hauexaiueit [Tponssoacreennoii Ipaktuku (GMP).
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Signature / Tloanuce /{j/ d——”
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Designation /
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