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Name of Product /
HaumeHoBaHue NpoayKUUu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dosc Nasal Spray 50 mcg/dose
Mowmeraszona clipeit HazallbHbIH 103upoBaHHbIi 50 MKI/n03a

Active Ingredients /
JleiicTBylommue BeuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest CONEPIKMT: AeHCTBYIONIEE BEWECTBO: MoMeTasoHa (ypoara MOHOTHAPAT

51,72 Mkr B nepecyete Ha Momerasona dypoar 50,00 Mxr

Strength / lo3upoBka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / lata npousBoacTsa 10/2023
Dosage form / Metered-d?se nasal spray i Crpeii Date of Exp. / Fonen 0 09/2025
JlekapcTBenHasi gopma Ha3aJIbHbIN JI03UPOBAHHKIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / JlaTa Bbinycka 24.10.2023
Batch No. / Cepus Ne 12231008 Qty. Released / 63,200 BOT/
KoJsinyecTBo BbInymeHo (rakoHOB
Batch size / Pasmep cepun 69,444 BOT / dpnakoros Mig.License No. / Jlunensus na MNB/10/832
NpoM3BOACTBO (HOMep)
Inspection Lot No. / 040000490049 Mf{g. License Date / Jiuuensus na 30/01/2020
PerucrpaunoHHBIH HOMep aHaJu3a NPOU3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (aara)
cal GMP Compliancc certificate No. / GMD-
Market / Prinox Russia / Pocenst | GMP ceprugurar (somep) 01556/20/IN
Relerence Specilication No. / STP-CC-
Cneuuduxauust rorosoro SPC-CC-063691 Reference STP No. / CITN Ne 040947
npoaykta Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBanue AD®C Y API Batch No / A®C cepusi Ne 23407(JM-01)-
Mowmera3zona dyypoara mororuapar 002
Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aapru Munacrpus Jumures, Unaus
Ne | TESTS/TMOKA3ATEJM LIMITS / TPERORAHHSI OBSERVATIONS /
PE3YJIBTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Or  6enoro mo mouyru Gejgoro usera ot | Ilourn 6enoro uBeTta
HOJIyNPO3pa4HON O HENPO3pauHOil KOHCUCTEHLMM | HENpO3payHOll  KOHCHUCTEHLHH

rycras CyClCH3 M.

2. Identification / UnenTudukauns

rycTas CyCTeH3 M.

a) Mometasone Furoate /
Momera3ona dpypoar

The retention time of the main peak in the
chromatogram  of  satuple  preparation  should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yacpKuBaHMs OCHOBHOTO NMUKa
Q.  XpOMATOTpaMMC  MCIBITYEMOTO  pacisopa
JOJDKHO COOTBETCTBOBATh BPEMEHH YIEPKUBAHHUS

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
YIAEP)KUBAHUSI OCHOBHOTO ITHKa

OCHOBHOTO IMKa Ha XpOMAaTorpaMme CTaHAAPTHOrO | Ha Xpomarorpamme

pacTtBopa (cm. %m<<K0h'iilIeCTBeImoe UCIIBITYEMOTO pactBopa

OIIPEIETICHUE). COOTBETCTBYECT BpPEMEHU
YIEp>)XUBAaHUA OCHOBHOIO INUKa
Ha XpomaTorpamme
CTaHAAPTHOIO pacTBoOpa.

: \
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CERTIFICATE OF ANALYSIS F OR FINISHED PRODUCT
CEPTUDOUKAT AHAJIM3A T OTOBOIrO IPOYKTA
MOMAT PUHO

Name of Product /
HaumenoBauue n POAYKUMU
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

Henarentosannoe HauMeHoBaHue Mowmerazona ClIpe# HazanbHpBI} HO3UPOBaHHDIH 50 MKr/n034
1 dose of the Spray contains: Active j

PageZofS/CTp.2m8

MOMAT RINO

Active Ingredients /
Heiicteyromme BewlecTsa PHHUT: RelicTyIomee Bemectpo: Mowmerazona (ypoara MOHOTHapar

51,72 mkr B Tcpecyere Ha Momerasona dypoar 50,00 mxr
Date of Mfg. / Rara nponsvoncrea 102023
Dosage form / Metered-dose nasal spray / Crpeii
Jlexapersennas dpopma

Date of Exp. / Togen o

HAa3aJBHbIA 103y POBaHHEI
SRU030007E040401EJ
Qty. Released / 63,200 BOT /

|

Batch No. / Cepus Ne 12231008
Batch size / Paswep cepun 69.444 BOT / daxonop Mig.License No. / luensun wa MNB/10/832
NpousBoacTBo (Homep)
Inspection Lot NOL/ 040000490049 Mfg. License Date / JTnuensus na 30/04/2020
Perucrpaunonuprii HOMep aHan3a Mpou3BoaCcTBO (aaTa
Package size / ¥Ynakoeka 60 Doses / 60 503 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (narta
. GMP Compliance certificate No. / GMP-
Market / Pritox Russia / Poccus GMP ceprudpurcar (nomep) 01556/20/IN
Reference Specification No. / STP-CC.
Creunduranus roToBOro SPC-CC-063691
npoaykra Ne

040947
Mometasone Furoate Monohydrate/

Reference STP No./ CITU Ne

MFM-

API name / HaumenoBanue ADC Momerazona bypoara MOHOHIpar API Batch No / ADC cepust Ne (2)3;107(JM~01)-
Manufactured by / Ip OM3BOAMTENL | Aarti Industries Limited, India / Aapru Hupacrpus Jlumuren, Unnug
TESTS / HOKA3ATEJH/I LIMITS / TPEBOBAHUS OBSERVATIONS /

PE3YJIbTATBI
The chromatogram  of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci2 and
Cis in the chromatogram of the
standard  solution, / Ha
XpoMarorpamme UCTIBITYEMOTO
pacteopa 00Hapy)uBaroTCs
HKH, no BpeMeHam

b) Benzalkonium chloride
/ bensankonus XJIopujg

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues ¢,
and Cy in the chromatogram of the standard
solution (refer to Assay). / Ha Xpomarorpamme
MCHIBITYEMOro pacTBopa nosmims; OOHapyKHBAThCs
THKH, o BpeMeHam YaepxKuBaHus
COOTBETCTBYIOMME MuKan TOMOTIOroB Gensankony
xmopuma  Cp, g Cu mHa Xpomarorpamme
CTaHOapTHOro pacTBopa . pasmen

YAepXKHUBaHus
COOTBETCTBYIOIHE MUKam
rOMoJIOroB OeH3ankonus

Xjiopuna C;, g Cu  Ha
Xpomarorpamme CTaHAapTHOro
From 4.30 t0 4.90 / Oy 4,305

pacTeopa.
From 0.950 10 1.050 glem? /- IITTTE 2> 1.02 g/em® / 1,02 T Jenr?
Viscosity / Bsiocrs,

By / oarorosus Checked By / ITposepua roved By / Ono6pua

I
Signature / Moanuer, -
" (Tl g 2(lrng 2¢| 1420y
Name / ®HO _ Yogesh Kumar Mehta m andeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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Name of Product /
HaumenoBaumne NpoaAYKIUMHU

MOMAT RINO
MOMAT PUHO

Generic name /
Henatenrosannoe Haumenopanue

Mowmerasona ciipeii nazanbmblii 1031

Mometasone Metered-dose Nasal Spray 50 mcg/dose

poBaHHbIN 50 MKr/n03a

Active Ingredients /
HeiicTytomue Bewecrsa

calculated for Mometasone F uroate 5
1 nosa cnipes comeprxur: JEHCTBYIOL
51,72 mxr B nepecyere Ha Momeraso

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

0.00 mcg

C¢ BeluecTBo: Momerasona ¢ypoara MOHOTHPAT

Ha dypoar 50,00 Mxr

Strength / Josupopka 50 meg/dose / 50 mxr/no3a Date of Mfg. / Jlata NpPOU3BOACTBA 10/2023
Dosage form / Metered-dose nasal spray / Cripcit :
JlekapeTnennas dopma HA3Q MBI 103MpOBANHL Date of Exp. / T'ogen ao 09/2025
Product code / Kog NpoAyKTa SRUO030007E040401EJ Date of release / Jlata BbINycKa 24.10.2023
Batch No. / Cepust Ne 12231008 Q1y. Released / 63,200 ROT /
| ) KosnyectBo Boinymeno ¢aaxonon
Batch size / Pasmep cepun 69,444 BOT / uraxoron Mfg.License No. / Jluuensust na MNB/10/832
] NPOM3BOACTBO (HOMep)
Inspection Lot No:‘/ 040000490049 Mfg. License Date / JIunensus na 30/04/2020
Perncrpaunonnbiii Homep ananmnsa NPOM3BOACTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 noz (EMP Compliance certificate Date / 18/06/2020
GMP ceprudpuxar (aara)

. GMP Compliance certificate No, / GMP-
Market / Poinok Russia / Poccus GMP ceprugucar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne 040947
npoaykra Ne

MFM-

API name / HaumenoBanue ADC

Mometasone Furoate Monohydrate/
Mowmerazona dypoara MOHOTHUApAT

API Batch No / A®C cepusi Ne

23407(JM-01)-

Manufactured by / Ipoussoaurens

Aarti Industries Limited, India / Aapru Hunacrpus Jlumuren, Unnus

002
]

Ne | TESTS/INOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg

OcMoasIbLHOCTD

Ot 250 10 350 MOcm/kr

292 MOcm/kr

7. Net content / Macca
cojep:kumoro ¢guiakona

Not less than 9 g / He menee 9 r

94g/94r

8. | Number of deliveries per
container / Kosnuectno
103

Not less than 60 doses (discard th

MPOKaYKy)

He menee 60 103 (ue cunras HEePBUYHYIO

e first pumping) /

78 doses / 78 nos

9. | Pump delivery /
Macca no3bl

theoretical dose mass /

OT TEOPETHUYECKOI MacChl J1035I,

the theoretical mass of the dose /

TEOPETUYECKOM MacChl J03bl

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

WnnusunyaneHas macca n03bL: 0T 85 % 5o 115 %
Y

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

Cpennss Macca 103b1: o1 90 % 510 110 % ot

Minimum / Munnmywm: 95.1%
Maximum / Makcumym:106.3%
Average / Cpennee: 104.1%

t
Prepared\By / Hoarorosua Checked By / ITposepu Appr()yed By / Ono6pua
Signature / oanuce N DR -
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBanHoe HaMMeHOBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripeil Ha3anbHbI J103UpoBaHHbIN 50 MKI/ 1032

Active Ingredients /
JeiicTByomue BemecrTsa

1 dose of the spray contains: Active ingredient: Mometasone Fur

calculated for Mometasone Furoate 50.00 meg
1 no3a crpest conepsxur: nefictByiomee BemecTso: MoMerazona (ypoara MmoHOTHIpAT
51,72 mkr B niepecyere Ha MomeTtazona ¢dypoar 50,00 mxr

oate Monohydrate 51.72 mcg as

API name / HaumeHoBanue A®C

Mometasone Furoatc Monohydrate/
Mowmerazona dypoara MmoHorumpar

API Batch No / A®C cepusi Ne

Strength / losuposka 50 mcg/dose / 50 mkr/no3a Date of Mfg. / Jlata npousBoacrsa 10/2023
Dosage form / Metered-dose nasal spray / Cripeid _ o
Jlekapersennan opma HA3AILHLIA L03MPOBAHHBIH Date of Exp. / Foacn no 09/2025
Product code / Koa npoaykra SRUO030007L040401L) Date of release / Jlata Bbinycka 24.10.2023
Batch No. / Cepus Ne 12231008 Qty. Released / 63,200 BOT/
KoanvecTso Bbinymeno (duakoHOR
Batch size / Paswiep cepun 69.444 BOT / daxorion Mig.License No. / Jluuensus na MNB/10/832
NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490049 Mfg. License Date / JIuuensus na 30/04/2020
Peructpaunonumiii Homep anaausa NMpousBoOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuudpuxauust rotoporo SPC-CC-063691 Reference STP No. / CITU Ne 040947
_nmpoaykTa Ne
MFM-

23407(JM-01)-
002

Manufactured by / IllpousBoaurens

Aarti Industries Limited, India / Aaptu Hnpacrpus Jlumuren, Unams

" N | TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHMUSI

10. | Particle size /
Pazmep yacTun

Particles < 10pum in size: Not less than 90%
Yactuu pasmepom < 10 MM — He Menee 90 %;

Particles < 30um in size: 100%

Yacruy pasmepom < 30 mxm — 100 %

OBSERVATIONS /
PE3YJIbTATHI

100.0% / 100,0%

100.0% / 100,0%

Particles > 30pum in size: Should be absent Absent / OtcyTcTBYIOT
YacTuuer pazmepom > 30 MKM — 10KHBI
OTCYTCTBOBAaTh
11. | Sedimentation Stability / Not less than 5 min / He meHee 5 mun. Complies /
CeaumMeHTanMOHHAsS CootserctByer
YCTOHYHBOCTD

|

Prepared By / Iloarorosus

Checked By / Iposepua

Appt\QVted By / Ono6pua

Signature / lMoanuck
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIU3A TOTOBOI'O INPOAYKTA
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Name of Product /
HaumeHoBaHue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBanHoe HauMenoBanue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTa3zona crpeii HasaibHBIN 103upoBaHHbIi 50 MKI/103a

Active Ingredients /
JeiicTByIope BemecTsa

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

1 1103a cripest conepxur: nelcTByIONIEE BelecTBo: MoMeTa3oHa (bypoara MoHOrUApAT

51,72 mkr B nepecuete Ha MoMerasona ¢ypoar 50,00 mxr

Strength / Josuposka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npoussoacrea | 10/2023
Dosage form / Metered-df)se nasal spray { Crpeit Date of Exp. / Fogen 10 09/2025
JlekapcTBenHas popma Ha3albHBINA JO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbinycka 24.10.2023
Batch No. / Cepusi Ne 12231008 Qty. Released / 63,200 BOT/
KomuecTBo BuinymeHo (nakonos
Batch size / Pasmep cepuun 69,444 BOT / ¢pnakoHos Mig.License No. / Jluuewsus na MNB/10/832
Npou3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490049 Mfg. License Date / JIuuensus na 30/04/2020
PerucTpanmonHblii HomMep aHanu3a NMPOU3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 103 (EMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
5 GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP cepruduicar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rotosoro SPC-CC-063691 Reference STP No./ CITH Ne
040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / HaumenoBanue A®C API Batch No / A®C cepusi N 23407(JM-01)-
Mowmerasona dypoara monorunpar 002
Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Uanus
| Ne [ TESTS/ IMOKA3ATEJIN LIMITS / TPEGOBAHUSI OBSERVATIONS /
PE3YJIbTATHI

12. | Impurities / IIpumecn

Impurity 8 DM /
[Tpumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
IMpumecn D

Any individual unspecified
impurity / Enunuunoii
HEUIEHTUDULUPOBAHHOIA
npuMecu

Total impurities /
CyMMBI 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 6onee 0,20 %

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

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

Not Detected/ He o6HapyxeHo
Not Detected/ He oGHapyxeHo

0.02%/ 0,02%

0.04%/ 0,04%

0.19%/ 0,19%"

Prepared By / Iloarotosua

Checked By / IIposepun

\
Approv\qi By / Ono6pua
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Name of Product /
Haumenosanue npoaykunu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBanHoe HaumMenoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Momerasona cnpeii HazabHbIi JI03UpOBaHHbIN 50 MKI/n03a

Active Ingredients /
JelicTBylomue Bemecrea

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

calculated for Mometasone Furoate 50.00 mcg

1 1032 cripest conepkut: aelicTByromee Bemectso: Momerazona ¢ypoara Mmonoruapar

51,72 mxr B nepecyere Ha MoMeTasona ¢ypoar 50,00 mkr

Strength / losuposka 50 mcg/dose / 50 Mkr/n03a Date of Mfg. / lata npousBoactea 10/2023
Dosage form / Metered-duose nasal spray { Crpeit Date of Exp. / Fogen 10 092025
JlekapcTBenHast popma Ha3aJIbHBINA 103WPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbinycka 24.10.2023
Batch No. / Cepust Ne 12231008 Qty. Released / 63,200 BOT/
Koauyectso Bbinymeno (1akoHoB
Batch size / Pasmep cepun 69,444 BOT / pnaxonos Mig.License No. / Jluuensus na MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000490049 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonssltii nomep ananuza NPOU3BOACTBO (AaTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccus GMP ceprudpmkat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBauue A®C Y API Batch No / A®C cepusi Ne 23407(JM-01)-
Mowmerazona dypoara monoruapar 002
Manufactured by / Ilpoussoaurent. | Aarti Indusiries Limited, India / Aapru Mnnacrpus Jlumuren, Unnus
Ne | TESTS/IOKA3ATEJIU LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIbTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hayauio:

and Uniformity of
Delivered Dose / Cpenusisi
AocTasjsieMasi 103a U
OAHOPOJHOCTH
JOCTaBJIAEMOIi 10351

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 HavansHeIx 103 1 10 KOHEUYHbIX J103)
MOTYT HMETh OTKJIOHEHHE OT CPEJHEro 3HAYCHUs Oojee yem
+20%, n HM OmHA 1033 He NODKHA MMETh OTKJIOHEHUE OT
CpeNHero 3HaueHus Gosee yeM +25 %. Cpenuee 3HaueHHe He
NOJDKHO MpeBBIaTh & 15 % 0T 3asBNEHHOrO.

Ecnn ot 3 110 6 103 UMeIOT 0TKIOHEHUS Gostee yeM + 20 %, HO
MeHee ueM + 25 %, To HCTIBITHIBAIOT CeAyIomme 20 (nakoHoB.
He Gonee 6 u3 60 103 MOryT umeTh OTKIIOHEHME OT CpenHero
3HaueHus Gonee yem + 20 %, M HU OJHA 1033 He JIOJDKHA UMETH
OTKJIOHCHHUE OT CPEAHEro 3HaUeHUs Oosee ueM + 25 %, Cpennee
SHAYCHHE KKJIOTO ONpENEeNEeHUs HE N0JDKHO MpeBbImaTh + 15 %
OT 3asIBJICHHOTO.

Minimum / Munumym: 98.2%
Maximum / Makcumym:102.5%
Mean / Cpennee:100.0%

END / Konen:
Minimum / Munumym: 98.9%

Maximum / Makcumym:101.4%
Mean / Cpennee: 100.0%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Name of Product /
Haumenopalnue npoayKuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBaHHE

Page 7 of 8 / C1p. 7u3 8

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmera3oHa cripeil Ha3albHbI| J103UpOBaHHbIN 50 MKI/103a

Active Ingredients /
JeiicTBylolHe BelllecTBa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpes ConepKUT: AeHCTBYIOIIEE BEMEeCTBO: MoMeTa3oHa (ypoara MOHOIMAPAT
51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 mMkr

Strength / lozupoBka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / laTa npoussoacTsa 10/2023
Dosage form / Metel'ed-dj)Sc nasal spray { Cupeit Date of Exp. / 1'osies 10 092025
.HeKapCTBeHHaSI Q)Opma HAZAITLHLIH JTOZHPOBAITILIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / Jlata Boinycka 24.10.2023
Batch No. / Cepust Ne 12231008 Qty. Released / 63,200 BOT/
KosmriecTnoo pLinymeno (uiaxornon
Batch size / Pazmep cepumn 69,444 BOT / pnaxornon Mig.License No. / Jluuensus na MNB/10/832
NpPoU3BOACTBO (HOMep)
Inspection Lot No.v/ 040000490049 Mfg. License Dgte /ﬂuuemua Ha 30/04/2000
PerverpanmonHblii HoMep aHa u3a MPOM3BOCTRO (1aTA)
Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date /| 14/,
GMP cepTudukar (nara)
; GMP Compliance certificate No. / GMP-
Market / PoiHok Russia / Poccust GMP ceprudmicat (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxaumsi roroBoro SPC-CC-063691 Reference STP No./ CITH Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoauue A®C Y API Batch No / A®C cepusi Ne 23407(JM-01)-
Mowmeraszona (ypoara MoHOTUIpaT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Unans
Ne | TESTS /TTOKA3ATEJIN LIMITS / TPEBOBAHNS OBSERVATIONS /
PE3YJIbTATBI
14 | Microbiological Purity / Mukpo6uo/ioruyeckasi YucTora
Total aerobic microbial Not more than 10 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O61ee 4ucio 6onee 10? KOE B 1 mn nipenapata Menee 10 KOE/mu
adpOOHBIX
MHKPOOPTaHW3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / Ob1mee yucio 6onee 10! KOE B 1 mu nipenapara Menee 10 KOE/mn
JPOKKEBBIX U [UIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrcTBue B 1 Absent / OtcyTcTBYeT
MUJI IIperapaTa
Staphylococcus aureus Absence per 1 ml of the product / OtcyrcTBuE B 1 Absent / OTcyTcTBYET
MJI Ipenapara
15. | Assay / KosmyecTBeHHOe onpejesieHue PASNE
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 101.9% / 101,9,;%;{ i
MowmerazoHa ¢ypoat 85,0 % 1o 115,0 % OT 3asBICHHOTO COJIEPIKAHUS M N
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 97.0% /97,0% / \ o\?/ﬁ’w
Benszankonus xuopun 80,0 % 1o 120,0 % oT 3asABACHHOTO CONEPKAHUSA < \
4
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A T'OTOBOI'O ITPOJAYKTA
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Name of Product / MOMAT RINO
HaumeHoBaHHe NpoOAYKLUU MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAMEHOBaHHUE MowmerazoHa cripeii HazabHbIH 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
JeiicTByromue BelecTsa 1 no3a cnpes coaepxuT: AeHCTBYIOLIEE BelEeCTBO: MoMmeTa3ona ¢yypoaTta MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona pypoar 50,00 mxr
Strength / lo3upoBka 50 mcg/dose / 50 mxr/no3a Date of Mfg. / lata npousBoacrTaa 10/2023
Dosage form / Metered-dvose nasal spray { Crpeit Date of Exp. / Foaen 10 09/2025
JlekapcTBeHHast popma Ha3aJIbHbIN 103UPOBAHHBIN
Product code / Ko npoaykra SRU030007E040401EJ Date of release / Jlata Bbinycka 24.10.2023
Batch No. / Cepust Ne 12231008 Qty. Released / 63,200 BOT/
KoandecTBo BbINyIeHO (1akoHOB
Batch size / Pasmep cepun 69,444 BOT / pnakonos Mig.License No. / Jluuensus na MNB/10/832
npou3BOACTBO (HOMep)
Inspection Lot NO'.,/ 040000490049 Mfg. License Date / JIuuensust na 30/04/2020
PerncrpanuonHsblii Homep aHasin3a NpPou3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 n03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (1ara)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poccust GMP cepn[l)d)uKaT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus roroBoro SPC-CC-063691 Reference STP No. / CITA Ne 040947
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADPC M API Batch No / ADC cepust Ne 23407(JM-01)-
oMeTazoHa (ypoara MOHOTHAPAT 002
Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aaptu Unpacrpus Jiumuren, Unans
Ne | TESTS /IHOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATBI
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 1eaﬂet‘m a carton pack. /
[lo 60 no3 cycnewsuu Bo (rakoHe W3 MOJNUITHICHE: " \ BBICOKOJ JUIOTHOCTH €
NO3UPYIOIIMM YCTPOHCTBOM M KOJIIIAYKOM M3 TOJNUITHI Ha‘“BbICOKOI/I 1 ‘THOCTI/I ITo 1
(1aKoHY BMeCTe ¢ MHCTPYKIME 110 MeJlI/]LII/IHCKOMy ﬂpI/IMeHC/H\I/I}O B navke KapTOHHOI/I

Any deviation/Incident/OOS: Non-applicable \é/ / \WV4
Orknonennsi/uecooTBercTBusi/O0C: He MPUMEHNMO

Declaration of certification: “I hereby certify that the above information is authentic and aceutae ThlS bateh of product has
been manufactured including packaging and quality control at the abovementioned site in full complidnce with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(001710)-(PI-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akiroyeHne 0 COOTBETCTBMHM: HACTOAIIMM IIOATBEPKIAAIO, YTO MPEJACTaBIEHHAs Bbllle HHPOPMALMS SBIAETCS
JOCTOBEPHON W TOYHOW. JlaHHas cepust Oblia MpousBesieHa (BKIIOYAs YNAaKOBKY/MapKHpPOBKY M KOHTPOIb KauecTBa) Ha
yKa3aHHOW  BbIlIE MPOM3BOACTBEHHOW IUIOMAAKe B JIOJNHOM COOTBETCTBMM ¢ TpeGoBaHuamu  Hamnexaieit
IIpoussoacreennoit Ilpaktuku (GMP) JI0KalbHBIX PeryJIATOPHBIX OPraHOB M TPeGOBaHMAMH HOPMATUBHOM JOKYMEHTALUH
JIT-Ne(001710)-(PT-RU) ot 23.01.2023 nna peinka Poccun u yTBepkaeHHON cnerm¢ukanumeir No SPC-CC-063691.
IIpoTOKONBI MPOU3BOJICTBA, YNAKOBKM W II0KAa3aTeIU KadyecTBa [AHHOM cepuM ObUTM NpOaHAIM3UPOBAHbl U CHETAHO
3aKIIIOYCHHE, YTO OHM COOTBETCTBYIOT TpeboBanusaM Hannexameii [Ipounssoncreennoit Ilpakruku (GMP).
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