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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A TOTOBOI'O IIPOJAYKTA

Page 1 0f9/Crp. 1139

Name of Product /
HanvenoBaHue npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name /
Henarenrosannoe HaumMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTazona cipeli HasaibHbIH N03MpoBaHHLIN 50 MKI/n03a

Active Ingredients /
JeiicTBylomue BeecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 no3a cnipesd copepiuT: AelicTByiomee BelecTBo: MoMeTasoHa ¢gypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona dgypoar 50,00 Mkr

Strength / lo3nposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrsa 06/2023
Dosage f / Metered-dose nasal spray /
osage lorm Cripe#t HazansHbi Date of Exp. / I'onen no 0572025
JlekapcTennast popma ) -
JIO3UPOBAHHBIH

Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2023

Batch No. / Cepus Ne 12230603 Qty. Released / Konnuecrso 32,640 BOT/
BbINYIIEHO (akoHOB

Batch size / Pa3mep cepuu 34,722 BOT / ¢pnakonos Mig.License No. / MNB/10/832
Jluuen3usi Ha NPoU3BOACTBO (HOMep)

Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020

PerucTpauuoHHblii HOMEP aHAIU3A Jluuensusi Ha npoussoacTBo (AaTa)

Package size / Vnaoska 120 Doses / 120 1103 GMP Compliance certificate Date / | ¢/,
GMP ceprudukar (nara)

Market / Potnox Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmrat (Homep)

Reference Specification No. /

Crneundukauus roroBoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944

npoaykra Ne

API name/ Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

HaumenoBanune ADC MowmerazoHa Qypoara MOHOTHAPAT ADC cepusi Ne 01)-002

Manufactured by / Ilpoussoantens | Aarti Industries Limited, India / Aapru Unnacrpus Jlumuren, Wnaus

No TESTS / HOKA3ATEJIM LIMITS / TPEBOBAHUSI OBSERVATIONS /

PE3YJbTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of non-

semitransparent to non-transparent
consistency. -
Ot Genoro mo mnoytH OGejoro usera oOT
N0y TIPO3PayHOIL Jile} HeTpo3payHo

KOHCUCTECHUMUHU rycrast CyCIICH3Hs.

transparent consistency. /
IToutn Genmoro usera HEMpo3payHOU
KOHCHCTEHLIMH TyCTast CYCIICH3Us.

2. Identification / ognuunocrs

a) Mometasone Furoate /
MomeTazona ¢pypoart

The retention time of the peak of
Mometasone Furoate 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). / Bpemsa yuxepxuBaHus mnuxa

The retention time of the peak of
Mometasone  Furoate in  the
chromatogram of sample preparation
corresponds to the retention time of
the main peak in the chromatogram
of standard preparation / Bpewms

MOMeTa3oHa (ypoara Ha XpoMarorpamMme | ylepKUBaHus NHMKa  MOMETA30HA

HCIIBITYEMOTO pacrsopa IOJDKHO | dypoara Ha XpoMaTorpaMme

COOTBETCTBOBATh BPEMEHH YACPKMBAHUS | HCIILITYEMOIO pacTBopa

| ocnoBHOro nwKa Ha  XpPOMATOrpamMMe | COOTBETCTBYET BPEMEHH

CTAaHZAPTHOTO  pacTBopa  (CM.  pasfeN | YACPXKMBAHUS OCHOBHOIO IIMKa Ha

«KonuyecTBeHHOE OnpeencHre). XpoMaTorpaMme CTaHAAPTHOro
pacreopa.

Prepared By / IloaroTosun

Checked By / Hposepua

Apprgved By / Onobpuan

Signature / IToanucs

/.

Date / lata 2 o197 I 2013 Uy W/ o ?/&OW
7
Name / ®O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
p——r
Designation / Officer-QA Officer-QA Asst. Manager - QA

JoskHocTs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O IIPOJIYKTA
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Name of Product /
Haunmenosanue npoayxuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBannoe HauMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTazona cripeit Hazanbublil 103UPOBARNBIN SO MKI/1032

Active Ingredients /
JeiicrBylomne Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 nosa CIIPEst COJIEPIKUT: )ICﬁCTBy}OLuCC BELIECTBO: MoMeTasoHa (bypoaTa MOHOIrvapar

51,72 Mkr B nepecuere Ha MomeTazona {ypoar 50,00 mxr

Strength / Jlosuposka 50 meg / 50 Mxr Date of Mfg. / lata npoussogersa 06/2023
D form / Metered-dose nasal spray /
osage form Cnpeii HazaNbLHBLHA Date of Exp. / I'ogen o 05/2025
JlexapcTBennas popma ) o
ZA03UPOBAHHbIN

Product code / Koa npoayxra SRUQ30007E040401 DK Date of release / Jlara Brinycka 30.06.2023

Batch No. / Cepusi Ne 12230603 Qty. Released / Kosmuecrso 32,640 BOT/
BbINYIIEHO (aakoHoB

Batch size / Pasmep cepin 34,722 BOT / paxoros Mig.License No. / MNB/10/832
JInuensus ua nponsBoacTeo (Homep)

Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020

Perucrpaunonusliii Homep ananunsa Jlnuensns Ha npoussoacteo (nara)

Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aata)

Market / Poisox Russia / Poccrs OMIP Compliance certificate No. /| 15 1 sscn 0y

v GMP ceprudurar (Homep)

Reference Specification No. /

Crnenudukauns rorosoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

Haumenosanne AGC Mowmerazona ¢ypoara Mosoruapar A®C cepun Ne 01)-002

Manufactured by / Ipoussoaurenn

Aarti Industries Limited, India / Aaptu Muaacrpus JNumuren, Unnus

Ne TESTS / NOKA3ATEJINA

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJBTATBI

b) Benzalkonium chloride /
Bewsanaxouust xyopug

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj, and Cys in the
chromatogram of the standard solution (refer

to  Assay). / Ha xpomatorpamme
HCTILITYEMOTO pacTBOpa JIOJIK HbI
OOHapy)KMBaThbCA IHMKH, 10 BpeMeHam
YOEPXKUBAHUSA  COOTBETCTBYIOLIME  ITHKaM

romonoros Gensankoxus xjaopuaa Cpp u Cry
Ha XpOMaTorpamMme CTaHAapTHOTO pacTBopa

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues
Ci2 and Cy4 in the chromatogram of
the standard solution. / Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBopa 0OHAPYKUBAIOTCH TTHKH, TTO
BpeMeHam YAEPKMBAHUA
COOTBETCTBYIOUINE NMHUKAM rOMOJIOrOB
Oensankonus xynopuga Ci; u Ciq Ha

(cm. pazien «KonuyecTeeHHoe | XpomarorpamMme CTaHJIAPTHOIO
ONpECNICHUEY ). pacTBopa.

3. From 4.30 t0 4.90 / Ot 4,30 5o 4,90 4.67/4,67

4. | Density / [TnoTHOCTH From 0.950 to 1.050 g/cm?® / 1.000 g/ecm?®/ 1,000 r/cm®

\ Ot 0,950 5o 1,050 r/cm®
5. | Viscosity / Basxocts From 30 to 130 ¢Ps/ Ot 30 no 130 cI13 53.3c¢Ps/53,3 cIlz
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcMossIIbHOCTD Ot 250 510 350 MOcm/xr 293 MOcm/kr

Prepdyed By / Iloarotosun

Checked By / Ilposepua

Appyoved By / Ono6pusn

Signature / lloanucen

A
L.,

Date / Jara
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Name / ®HO

Yogesh Kumar Mehta

Atul Kumar

Ajély Kumar Garg

Designation /

Homxuocrn

Officer-QA

Officer-QA

Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDPUKAT AHAJIU3A I'OTOBOI'O IPOJAYKTA
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Name of Product /

HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PMHO

Generic name /
HenarenToBaHHOe HAMMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmeraszona crnpeli Ha3aAbHbINM 103UpoBaHHbIH S0 MKT/n03a

Active Ingredients /
JeiicTByromne BetecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza Crped COACPKUT! neﬁCTByxomee BCLUECTRBO: MomerazoHa (])ypoaTa MOHOTHAPAT

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

Strength / loszuposka 50 meg/ 50 mxr Date of Mfg. / lata npoussoacraa 06/2023
D e form / Metered-dose nasal spray /
osage lor Cripeii HazaNbHbIH Date of Exp. / I'onen ao 05/2025
JlekapcTeenuas popma ) o
JO3MPOBAHHBIR
Product code / Kox npoaykra SRU030007E040401DK Date of release / laTa Boinycka 30.06.2023
Batch No. / Cepusi Ne 12230603 Qty. Released / Konusectso 32,640 BOT/
BbiNYHIEHO (uaxonos
Batch size / Pasmep cepun 34,722 BOT / {uaxonos Mig.License No. / MNB/10/832
Jluuensus Ha npou3BOACTBO (HOMeEp)
Inspection Lot NO',,/ 040000467805 Mfg. License Date / 30/04/2020
PerucTpaunodnsii Homep aHaju3a Jlnuensnus Ha npon3BoACTBO (1aTa)
Package size / Ynaxosica 120 Doses / 120 103 GMP Compliance certificate Date/ | 1 ¢/¢ 7
GMP cepruduixar (nara)
Market / Phisox Russia / Poccus GMP Compliance certificate No. /| 3 1p o155620/N
GMP ceprudukar (Homep)

Reference Specification No. /
Crennduxauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CTIM Ne

STP-CC-040944

API name /
Haumenosanue AOGC

Mometasone Furoate Monohydrate /
Mowmerasona ypoara MOHOTHIpAT

API Batch No /
ADC cepus Ne

MFM-23405(1M-
01)-002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Unnus

Ne | TESTS/HOKA3ATEJHN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJIBTATDI

7. Net content / Macca
cojepxkumoro gakoua

Not less than 18 g/ He Menee 18 T

183¢g/183r

8. | Number of deliveries per
container / Koangecrso n03

Not less than 120 doses (exclude the first
pumping) / He menee 120 103 (He cuutas
NIEPBUYHYIO IPOKAUKY )

165 doses / 165 no3

9. | Pump delivery /
Macca 303bl

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

HWupuBnayanbuas macea no3bi: 0T 85 %
10 115 % OT TeopeTUYecKoil Macchl A03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennss macca go3bl: ot 90 % o 110 %
OT TEOPETUHECKOH MacChl 103k

Minimum / Mustumym: 95.6%
Maximum / Maxkcumym:106.9%
Average / Cpennee: 103.6%

Prepared By / lloarotosu

Checked By / I1posepua

Approjed By / Opo6pun

Signature / HHognucs

e

T
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Date / lata & )0 Jo1 ] 213 e e\ 1 2ol 9// 10073
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Name / ®MO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
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Designation / Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUDOUKAT AHAJIN3A I'OTOBOI'O ITIPOAYKTA
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Name of Product /
HaumeHoBaHHe NPOAYKUHH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenaTeHToOBAaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTaszona cnpeit HasaapHbIH Jo3upoBaHHbIi 50 MKr/n03a

Active Ingredients /
JeiicTBylolUe BeHlecTBA

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpes corepkuT: AckCTRYIOUIEE BELECTBO: MoMeTasona yypoata MOHOTHApAT

51,72 mxr B niepecuere Ha Momerasona dgypoar 50,00 Mxr

Strength / losuposka 50 meg/ 50 mxr Date of Mfg. / lara npoussoactsa 06/2023
D form / Metered-dose nasal spray /
osage 1o Cripeii HasasbHbi Date of Exp. / Tozen o 05/2025
JlexapereenHast popma N
JIO3UPOBAHHBIN
Product code / Kox npoaykra SRU030007E040401DK Date of release / laTa BbInycka 30.06.2023
Batch No. / Cepust No 12230603 Qty. Released / Kostnuecrso 32,640 BOT/
BbINYIEHO (J1akoHOB
Batch size / Pasmep cepun 34,722 BOT / paakonos Mig.License No. / MNB/10/832
Jlnuensusi Ha NPoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020
PernctpaumoHHblii HoMep aHasu3a Jlnuensusi Ha npousBoACcTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudurkar (nara)

Market / Peinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creundurauus roroBoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

API name /
Haumenosanne AOC

Mometasone Furoate Monohydrate /
MowmeTazoHa ¢ypoara MOHOTHAPAT

API Batch No /
ADC cepusi Ne

MFM-23405(JM-
01)-002

Manufactured by / ITpoussoaurens

Aarti Industries Limited, India / Aapru Unnactpus Jlumuren, Muaus

No TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /
PE3YJbTATbBI

10. | Particle size /
Pazmep yacTun

90 %,;

OTCYTCTBOBATH

Particles < 10pm in size: Not less than 90%
YacTun pazmepom < 10 MKM — He MeHee

Particles < 30pm in size: 100%
Yacruu pasmepom < 30 mem — 100 %

Particles > 30pm in size: Should be absent
YacTuubl pasMepom > 30 MKM — NOJIKHBI

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCyTCTBYIOT

11. | Sedimentation Stability /
CeauMeHdTanHOHHASN
YCTOHYHUBOCTD

Not less than 5 min / He meHee 5 MuH.

Complies /

CooTBeTcTBYET

Prepayed By / lloaroTosna Checked By / llposepus Approved By / OnoGpua
Signature / [Toannce vy . Do s
¢ [y c P
Date / Jlara V0 Jo7) 1 lo13 L \m R Lo / r> / , *'i
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay {(umar Garg
Designation / )
JonmHocTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A T'OTOBOI'O IIPOAYKTA

PageSof9/Crp.5u39

Name of Product/ MOMAT RINO
HaumeHoBaHHe NpoAYKUHH MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenatenroBanHoe HaUMeHOBaHuE MowmeTazona cripel HazaabHbIN 103MpoBaHHbI 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
JeiicTBylomme Bemecrsa 1 no3a cipes conepsxut: neficTByiommee BeilecTso: Momerasona Qyypoata MOHOTHAPAT
51,72 mxr B nepecuete Ha Momerazona dgypoar 50,00 mxr
Strength / 1o3upoBka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrsa 06/2023
D P / Metered-dose nasal spray /
osage form Crpeli HazanLHBIN Date of Exp. / T'ojsen o 0572025
JlekapcTaeHHas dpopma ) .
JIO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401 DK Date of release / lara Boinycka 30.06.2023
Batch No. / Cepusi Ne 12230603 Qty. Released / Koanyecreo 32,640 BOT/
BbINYILEHO (raxoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢pnakoHon Mig.License No. / MNRB/10/832
Jhuuensusi Ha NPoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020
Perucrpaumonnsiii HoMep aHaau3a Jluuensus Ha npou3BoAcTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | | ¢/00r1
GMP cepruduxar (nara)
Market / Phinox Russia / Pocors GMP Compliance certificate No. /| Gy rp 1556720/
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundurauus rorosoro SPC-CC-063688 Reference STP No. / CTIN Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanne ADC MowmerazoHa Qypoara MOHOIHIpaT AD®C cepusi Ne 01)-002
Manufactured by / Ilpoussoaurtens | Aarti Industries Limited, India / Aapru Mupacrpus Jumuren, Uunus
No TESTS /TOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATDBI
12. | Related Substances / Poxcreennnbie npumecu
Impurity § DM / Not more than 0.15 % / 0.004%/ 0,004%
IMpumecu 8§ DM He 6onee 0,15 %
Impurity DMC / Not more than 0.15 %/
Ipumec DMC He Gornee 0,15 % Below LOQ /Hixe IIKO
- " 0
Impurity D / Notfmme than 0.20 % / 0.02%/ 0,02%
Ipumecu D He 6onee 0,20 %
Any individual unspecified Not more than 0.20 % / 0.06%/ 0,06%
impurity / Exunnunoi He Gonee 0,20 % -
HEeHIEHTUGULIUPOBAHHOM
MpUMecH
Total impurities / Not more than 0.60 % / 0.23% /0,23%
CyMMBI nipuMeceit He 6onee 0,60 %
Prepared By / Hoarotosun Checked By / llposepua Approved By / Ono6pua
Signature / Iloanucs S &
5 L[fﬁ// -l j
Date / lata Lol071 Lor3 TACRUNRN ]ﬂ‘ Y7
Name / ®1O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / )
TommmocTs Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJM3A TOTOBOI'O ITPOJIYKTA
Page 6 of 9/ Crp. 6 u3 9

Name of Product / MOMAT RINO
HaumeHoBaHue npoayKuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTentoBannoe HanmMeHoBaHHUe Mowmerasona cripeil HazanbHBINA T03UPOBAHKbIH 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 meg
JeiicTByomue Beuiectsa 1 nosa cripest conepaxut: AelicTyiomee Bewectso: Momerasona ypoata MOHOrHApar
51,72 mxr B epecuere Ha Momerasona gypoar 50,00 mMxr
Strength / Josuposka 50 mcg/ 50 mxr Date of Mfg. / lara npouseoactea 06/2023
Dosage form / Metered-dose nasal spray /
Cripeit HazanbHLIHA Date of Exp. / T'oaen no 05/2025
JlekapeTsenHasn gopma ) -
JIO3UPOBAHHbLT
Product code / Kox npoaykra SRUO030007E040401 DK Date of release / lara Boinycxa 30.06.2023
Batch No. / Cepust Ne 12230603 Qty. Released / Koanuectpo 32,640 BOT/
BBITYHIEHO (dhaaxkonos
Batch size / Pasmep cepun 34,722 BOT / axotion Mig.License No. / MNB/10/832
Jlunensus Ha NpousBoACTBO (HoMep)
Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020
PerucrpaunoHHbIil HoMep aHaausa Jluuensus Ha npousBoacTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 gmg i{;)r:g(lt:zr;c;c(;rat;il;ate Date/ 18/06/2020
Market / Prinox Russia / Pocois GMP Compliance certificate No- /| G\ ip 155620/
GMP cepruduxar (Homep)
Reference Specification No. /
Crneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CTIH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HanmenoBanune AOC MowmerazoHa (ypoara MOHOIHApAT ADC cepusi Ne 01)-002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aapru Mnaacrpus Jlumures, Vs

No TESTS / TIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJbTATBHI
13. Spray content uniformity Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauao:

. . . from 10 vials) can deviate more than + 20% from the average . . 0
(Umermlty of dellvel’y value and not any dose can deviate more than % 25% from the Minimum / MHHMMyM' 97.3%
dOSE) / OL[HOpOZIHOCTI: average value. The mean should not exceed + 15 % of label | Maximum / MaKCPIMyM1102.8%

claim . o
AG3HpoBaHUS If 3 to 6 doses deviate more than = 20% but not more than + Mean / Cpenﬂee.lO0.0 /o
(OnxopoanocTh 25%, test another 20 vials.
NOCTABASIEMOIi )103])1) 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 13 20 no3 (10 savanbubix 103 1 10 koHeuHBIX 103)
MOFYT HMETh OTKTIOHEHHE OT cpeauero suavenns Gones uen + | EIND / Konen:

20 %, n un oama mosa we AoikHa wumets orknomenne or | Minimum / MI/IHI/IMyMZ 94.2%
CPEAHEro 3HAYeHHA Oonee HeM Ha + 25 %. Cpeanee anauchue . .
HE JOJDKHO NpeBbiaTh = 15 %, Maximum / MaKCHMyM' 108.6%
Ecnn ot 3 10 6 103 nmeroT oTkronenns Gonee ueM 20 %, o | Mean / Cpeauee: 100.0%

MeHee 4eM £ 25 %, TO HCMBITHIBAIOT cacayiowHe 20 GakoHoB. T
He Gonee 6 u3 60 703 MOPYT MMETH OTKIOHEHHE OT CPEHEro
3HAueHua donee weM + 20 %, ¥ HY 0ANa 033 HE JOMKHA HMETh
OTIJIOHEHHE OT CpeaHero 3Hauenus Oonee uem = 25 %,
Cpeniee  3HA4YEHHE KAXKAOTO ONPEACHCHH HE  AODKHO
npesbiars = 15 %

Prepaned By / Ioarorosua Checked By / Iposepua Apprmﬁed By / Ono6pus
Signature / Iloanuck @ <ijw‘7
[ oy = — , - .
Date / lara l/o {0”) { Lo Lﬁj 2o \,\3 )’,z)/ or)/ou),)’j;
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Name / ®1O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / ) )

JoamnoeTs Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A TOTOBOI'O ITPOJYKTA

Page 7 of 9/ Crp. 7u39

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

HenarenToBaHHoe HAMMEHOBAHUE MowmeTtazona cnpeil HazanpHbIN A03MpOBaHHLI S0 MKI/103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByromue Bemecrsa 1 Ro3a cripest coaepxur: AeHCTRYIOIICE BEUICCTBO: MOMETa30Ha (JypoaTa MOHOIHAPAT
51,72 mxr B mepecyere Ha Momerazona Qypoar 50,00 Mxr
Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacrea 06/2023
D P / Metered-dose nasal spray /
osage form Crpeit Ha3anbHBIH Date of Exp. / I'open a0 . 05/2025
Jlekapereennas gopma o
JIO3UPOBAHHEIH
Product code / Kon nipoayxra SRU030007E040401DK Date of release / Jlata Boinycka 30.06.2023
Batch No. / Cepust No 12230603 Qty. Released / Koamuectso 32,640 BOT/
BBINYLHEHO (yakoHoB
Batch size / Pazmep cepun 34,722 BOT / ¢naxonos Mg License No. / MNB/10/832
Jinuensus Ha NpoM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020
PerncrpauyonHelii HOMep aHaIu3a JIMueH3usa Ha NPoU3BOACTBO (naTa)
Package size / Ynaxosia 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢
GMP ceprudmrar (nara)
Market / Poinox | Russia / Poccus GMP Compliance certificate No./ | ovp 1556/20/IN
GMP ceprudurar (Homep)
Reference Specification No. /
Crneundurkauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HanmenoBanune A®C Mowmeraszona (pypoara MOHOrHApAT ADC cepust Ne 01)-002

Manufactured by / [lpeussoautens | Aarti Industries Limited, India / Aapta Unnacrpus Jlumuren, Mnans

Ne | TESTS/IIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATDI

14 | Microbiological Purity / MuxpoGuonornueckas 44¢ToTA

Total aerobic microbial count | Not more than 10% cfu per 1ml of the Less than 10 cfu/ml/

/ Obuee yucno aspodHbIX product / He Gonee 10 KOE B 1 mn Memnee 10 KOE/Mn

MUKPOOPTaHU3MOB npenapara

Total yeast and moulds count | Not more than 10" c¢fu per 1 ml of the Less than 10 cfu/ml /

/ OB11ee YHCITIO APOMKIKEBBIX product / He Gosee 10’ KOE B 1 mn Memnee 10 KOE/mn

U IIIIECHEBBIX IPUdOB npenapara

Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OrcyTeTyer

OtcyTtcrBre B 1 MJI npenapara

Staphylococcus aureus Absence per 1 ml of the product / Absent / OrcyTcTByer
OtcyTetsye B | Mn nipenapara

15. | Assay / KosiuyecTBeHHOE onpeesienne

a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled 101.8%/101,8%
MowmerazoHa dypoar content / Ot 85,0 % mo 115,0 % or
3aABJICHHOTO COIEPKAHNA
b) Benzalkonium chloride / From 80,0 % to 120,0 % of the labeled 96.5% /96,5%
bensankonus XJnopua content / Ot 80,0 % no 120,0 % ot

3asABJICHHOIO COICPXKaHus

Prepared By / Hoarorosus Checked By / Ilposepun Approved By / OpoGpun
Signature / Moxmitck /A/ A ?Q/ﬁ
— ;

Date / laTa . 1 1013 e Ay N PGY Y

Lol 2+ Lo |y 22/ 2 ) 3007
Name/ ®HO Yogesh Kumar Mehta Atul Kumar Aja)/Kun{;r Garg
Designation / )
Nomxuocts Officer-QA Officer-QA Asst. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205 Indla

Phone: +91-1795 249300 Fax: +91-1795 249310 email: :

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®UKAT AHAJIM3A T'OTOBOI'O IIPOJAYKTA

Page 8 of 9/ Ctp. 8139

Name of Product/
Haumenosanue nponykunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenroBanHoe HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
MowmeraszoHa cnpeil Ha3aibHbIH J03UpoBanHLI 50 MKr/103a

Active Ingredients /
JeiicTByoume seuecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnipes conepxut: AeHcrsylomee BewmectBo: MoMeTasona (ypoata MOHOPHAPAT
51,72 mxr B nepecuere na Momerasona Qypoar 50,00 Mkr

Strength / Josnposka 50 meg / 50 mxr Date of Mfg. / lara npoussoacrea 06/2023
Dosage f / Metered-dose nasal spray /
getorm Cnpe# HazanbHbIH Date of Exp. / 'oaen ao 05/2025
JlexapeTBennast dpopma . Ny
JIO3MPOBaHHBIN
Product code / Ko npoayxra SRUO030007E040401 DK Date of release / lara srinycka 30.06.2023
Batch No. / Cepust No 12230603 Qty. Released / Koauuecrso 32,640 BOT/
BBINYIIEHO ¢aaxonos
Batch size / Pazmep cepuu 34,722 BOT/ ¢makonon Mg, License No. / MNRB/10/832
JInuensus Ha Pou3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000467805 Mfg. License Date / 30/04/2020
Perucrpaunonnbiii HoMep aHaanza JluueHsus HA NPON3BOACTBO (1aTa)
Package size / Ynaxosxa 120 Doses / 120 103 GMP Compliance certificate Date/ | /00500
GMP cepruduxar (nara)
Market / Ppisiox Russia / Pocens GMP Compliance certificate No-/ | Gy 1p 01556720/
GMP ceprudukar (Homep)

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No./ CITH Ne

STP-CC-040944

API name /
Haumenosanune ADC

Mometasone Furoate Monohydrate /
Mowmeraszona gpypoaTa MOHOTHIpPAT

API Batch No /
A®C cepusn Ne

MFM-23405(JM-
01)-002

Manufactured by / [Ipoussoautens

Aarti Industries Limited, India / Aapru Unnacrpus Jlumuren, Mnaus

Ne TESTS / IIOKA3ATEJIN

LIMITS / TPEBOBAHMUSI

OBSERVATIONS /
PE3YJbTATHI

16. | Package Size / Ynakoska

made from

BbLICOKOH

¢ MHCTpYKUMEH

60 or 120 doses of suspension per bottle
high-density  polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One | a cap
bottle together with the package insert per a
cardboard box. / Ilo 60 wunu
CYCHEH3HH BO (PIakoHEe W3 TONMITUIEHA
HJIOTHOCTH
YCTPOHCTBOM U KONIIAYKOM M3 MOJUITHIIEHA
BpICOKOH tutoTHOCTH. o 1 dnakony Bmecrte

NPUMEHEHHIO B N1a4YKE KAPTOHHOM, ITo 1

made
polyethylene.
120 no3 | with

IO3UPYIOUIMM | BO  (iakoHe

YCTpOHCcTBOM
MEQHLMHCKOMY

HHCTPYKLUMEH
NPUMEHEHUIO B

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and

from high-density
One bottle together
the package
cardboard box. / 120 no3 cycrneHsnu
U3 TIOJIMdTHIEHA
BBICOKOH MJIOTHOCTH € JO3UPYIOILUM

insert per a

KOJINMayxoMm U3

HOMUDTHNIEHA BBICOKOH TUIOTHOCTH.
¢dnaxony
N0  MEAMHHUHCKOMY

BMECTE Cc

17. | Labeling / Mapxuposka

According to ND / B coorercreun ¢ HJI

18. | Storage conditions /
Xpanenue

Store at 15 °C to 25 °C. Do not freeze. /
[pu Temnepatype oT 15 1o 25 °C, He 3amopausars.

19 | Shelf-life / Cpok rognoctn

2 years / 2 rona

Prepared By / Iloarotosun

Checked By / Ilposepua

Approyed By / 01106pu.r1

Signature / Ioanucsn

A

A

Date / Jlata (- Lolo ] L3 e e\ ),.rg/ P 9/)/}3
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay/Kumar Garg
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esignation / Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A I'OTOBOI'O ITPOJIYKTA

MOMAT RINO

MOMAT PHHO

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeTa3zoHa cripeli HazalbHbIH 103upoBanHbi S0 MKI/1032

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

1 nosa cripes conepxur: AeficTByiouiee Belecrso: MomeTasoHa (ypoata MOHOIHAPAT

51,72 mxr B nepecyere Ha Momerasona Qypoar 50,00 mMxr

Page 9 0of 9/ Crp.%u39

Name of Product /
HaumenoBaHue NpoayKunu
Generic name /
HenateHTOoBAHHOE HAUMEHOBAHME

Active Ingredients /
JeficTBylomne BemecTsa

Strength / losuposka 50 meg / 50 mxr Date of Mfg. / lara npoussoacrea 06/2023
D form / Metered-dose nasal spray /
osage tor Cripeit Ha3abHbIH Date of Exp. / 'ogen no 05/2025
Jlexapersennas popma ) o
JIO3UPOBAHHBIH

Product code / Koa npoaykra SRUO030007E040401DK Date of release / lata Boinycka 30.06.2023

Batch No. / Cepus Ne 12230603 Qty. Released / Konuecrso 32,640 BOT/
BbINYLIEHO (naxoHoB

Batch size / Pasmep cepuu 34,722 BOT / ¢nakouos Mig.License No. / MNB/10/832
Jlnuensusi Ha NPOU3BOACTBO (HOMep)

Inspection Lot NOL/ 040000467805 Mfg. License Date / 30/04/2020

PerucrpaunoHHbIi HoMep anaansa JIMueH3ust Ha NIPOU3BOACTBO (AaTa)

Package size / Ynaxoska 120 Doses / 120 03 GMP Compliance certificate Date/ | 1¢/,0h 099
GMP ceprudukar (aara)

Market / Phisok Russia / Poccus GMP Compliance certificate No. /| vp 155620/
GMP cepruduxar (Homep)

Reference Specification No. /

Creundurauis roroBoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944

npoaykra Ne

API name/ Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-

Haumenosanue AOC Monerazona §ypoara MoHOrHapaT ADC cepus Ne 01)-002

Manufactured by / llponssoautens | Aarti Industries Limited, India / Aaprn Hnpacrpus Jlnmuren, Mians

Any deviation/Incident/OOS: IN/1101/2023/0064
Orknonenusi/necoorserereusa/O0C: IN/1101/2023/0064

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JITI-003870-221221 in market
Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3aK/oYeHNie 0 COOTBETCTBHH: HACTOAIIMM [OATBEPXKIAI), YTO TNpPEACTABJEHHAs Bbille HHYOPMALMs ABISETCS
NOCTOBEPHOK  TouHOl. [lanHas cepyust Oblia NpoM3BeNeHa (BKIIIOUYAsS YIIAKOBKY/MapKMPOBKY M KOHTPOJIb KauecTsa) Ha
YKa3aHHOM  BbllC TPOM3BOACTBEHHOM IUIONIAAKE B  MOJHOM COOTBETCTBMM ¢  TpeGoBaHmsmM  Hajsexameii
Ilpoussoncrsennoit [paktnin (GMP) nOKaNbHBIX PEryNSTOPHBIX OPraHoB U TPeGOBaHMAMH HOPMATHBHOI IOKyMeHTaL|H
JII1-003870-221221 nns peinka Poccuu M yTBepxaeHHOH creuudukauun No SPC-CC-063688. ITpoToxoas! NMPOM3BOACTBA,
YMAKOBKM ¥ TOKA3aTeNM KAuyecTBA JIAHHOM cepuy OBUIM IPOAHANM3UPOBAHBI W  CJIEN 3aKIOYEHHe, UTO OHM
cooTseTcTBYIOT TpeboBanuam Hannexaueit [poussonctaennoit [paktuku (GMP). ‘

Prepayed By / Hlonrorosun Checked By / Ilposepua

Approved By / Ono6pua
Signature / Hoanucek S
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Date / ﬂaTa (M/ 2x"(7 }dm} } ?/ﬁ Z/’; ‘‘‘‘ Tl \b “\. /\’L 3

Name/®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / )
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