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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona drypoara MOHOrHAPaTa Cpel Ha3aabHbIH nosupoaauﬂuﬁ 50 mxr

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

1 nosa cripes conepxut: neficTByIOmIEe BelecTBO: MomeTasona Pypoata MOHOTUpAT

51,72 mkr B niepecuere na Momerasoua dypoar 50,00 Mxr

Page 10f9/Ctp. 1139

Name of Product /

HaumeHoBaHHe npoaykumu
Generic name /

HenarenToBaHHOE HANMEHOBAHNE

Active Ingredients /
JleificTByIommMe BelecTBa

Strength / Nosuposxa 50 meg / 50 mxr Date of Mfg. / llata npoussoacrea 10/2021
Dosage form / Metered-dose nasal spray /
g Cnpeit Ha3aipHBIH Date of Exp. / Toxen ao 09/2023
JlexapcTBeHHas popma o
JO3HPOBAHHBLH

Product code / Koa npoayxra SRU0300075470401DK Date of release / lara Boinycka 13.11.2021

Batch No. / Ceprs Ne 12210640 Qty. Released / Koanuectso 32,320 BOT/
BbINMYIEHO (rakoHOB

Batch size / Pa3mep cepuu 34,722 BOT/ paaxoxoB Mig.License No. / MNB/10/832
Jlunensus Ha nmpousBoacTso (Homep)

Inspection Lot No. / 040000357453 Mfg. License Date / 30/04/2020

PerucTpauuoHHbIii HoMep anaan3a Jlnuen3usi Ha MPoU3BOACTBO (AaTa)

. GMP Compliance certificate Date /

Package size / Ynaxoska 120 Doses / 120 o3 GMP ceprudmicar (aaa) 18/06/2020

Market / Pothor Russia / Poccus GMP Compliance certificate No. /| ;\1p.1556/201n
GMP cepruduxar (Homep)

Reference Specification No. /

Cneunduxauus rorosoro SPC-CC-040424 Reference STP No./ CITA Ne STP-CC-030230

npoaykra Ne

Ne | TESTS /HOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTAThI

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

semitransparent to non-transparent | transparent consistency. /

[TouTu Genoro uBera OT HENpPo3pavHOi
KOHCHCTEHLIUM I'yCTas CyCIEH3us.

consistency. /
Ot Genoro a0 noutd Oenoro uBeTa OT
TOJTy IIpo3payHoit no Hemnpo3padyHoi
KOHCHCTEHIIMY TyCTasi CYCHeH3HSI.

2. Identification / ITognunBOCTL

a) Mometasone Fuorate /
MomeTasona ¢gypoar

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

The retention time of the main peak in
the  chromatogram of  sample
preparation  corresponds to  the
retention time of the main peak in the

preparation. / Bpema  ynaepxusauus | chromatogram of standard preparation.
OCHOBHOrO  nMKka Ha  XpoMarorpamme | / Bpems yaOepuBaHMS OCHOBHOTO
UCTILITYEMOTO pacTBopa JOJDKHO | MKa Ha XPOMATOTpamMMe UCIbITYEMOTr0o
COOTBCTCTBOBATL BPEMEHM YACPKVBAHUA | PACTBOPA  COOTBETCTBYET  BPEMEHH
OCHOBHOTO  IMKa Ha XpOMaTorpaMMe | yIEpXKUBAHHA OCHOBHOTO MHKa Ha
CTaHJIapPTHOI'0 pacTBopa XpoMarorpamme CTaHJapPTHOIO
e
parBopa g
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Prepared By / IloaroTosua Chegked By / [Iposepua Approved By / OxoGpua
Signature / Hoanuce €=
Date / [laTa I o\ D'V\\\,\qp ¥\
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / Officer - QA Officer -QA Asst. Manager -QA
Hoaxuocrsn
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A new way for a new world
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A T'OTOBOI'O IPOAYKTA
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Name of Product /
HaHMeHOBaHHe NPoOAYKLINH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona (ypoaTta MoHorHapaTa cnpeil HazaIbHbI} 103KMpoBaHHbIH S0 Mkr

Active Ingredients /
JeficTByioumue BelecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 mo3a cripes conepxut: AeHcTByrollee BeecTBo: MoMerasoHa @ypoara MOHOTHIpAT
51,72 mxr B nepecuere Ha Momerasona ypoar 50,00 Mxr

Strength / Jlosuposxa 50 mcg / 50 Mxr Date of Mfg. / laTta nponssoacraa 10/2021
Dosage form / Metered-dose nasal spray /
g Crpeli HazambHbIH Date of Exp. / Foaen ao 09/2023
JlexapcTBeHHast hopma
JI03MpOBaHHbIA

Product code / Koa npoayxra SRU0300075470401DK Date of release / laTa Boinycka 13.11.2021

Batch No. / Cepnsi No 12210640 Qty. Released / Koamuectso 32,320 BOT/
BbINYLIEHO ¢akoHOB

Batch size / Pasmep cepuu 34,722 BOT/ daaxouos Mig.License No. / MNB/10/832
JInueH3us Ha Npou3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PerncrpauvonHbiii HOMep AHAJIH3A 040000357453 JInueHnsust Ha Npou3BOACTBO (AaTA) 30/04/2020

. GMP Compliance certificate Date /

Package size / Ynaxosia 120 Doses / 120 no3 GMP cepruduxar (1ata) 18/06/2020

Market / Pinoic Russia / Poccus GMP Compliance certificate No./ | y1p 1556/20/1N
GMP cepruduiar (nomep)

Reference Specification No. /

Creunduxauus rorosoro SPC-CC-040424 Reference STP No. / CITA Ne STP-CC-030230

npoaykra Ne

Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEBOBAHU S OBSERVATIONS / PE3YJILTAThHI

b) Benzalkonium chloride
/ BeH3aJIKOHMS XJIOpUA
1 XI0F

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ciz and Ci4 in the
hromatogram of the standard solution. / Ha
. APOMATOrpaMMe  UCIBITYEMOTO  pAcTBOpA
APIKHBL  OOHApYXMBATBCA — MUKH,  TO
[ BbeMeHaM yIepKUBaHUA COOTBETCTBYIOLIME
/ﬁmam roMOJIOroB GEeH3ANKOHMA XJIOpHza
Ci2 u Cy4 Ha XpomarorpaMme CTaHAAPTHOTO
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
standard solution. / Ha xpomaTorpamme
UCTILITYEMOTO pacTBopa
O0HApYXUBAIOTCS NMUKH, 10 BPEMEHaM
yIepKUBaHUs] COOTBETCTBYIOILIE
NWKaM  TOMOJIOTOB  OEH3aIKOHUA
xnopuaa Ci2 u Ci4 Ha XpomaTorpamme
CTaHOaPTHOrO PacTBOpa.

3. From4.31t04.9/014,3 04,9 4.667 / 4,667
4. | Density / TLioTHOCTD From 0.950 to 1.050 g/cm?/ 0.99 g/cm?®/ 0,99 r/em?
Ot 0,950 1o 1,050 r/cm?®
5. | Viscosity / Baskoctb From 30 to 130 c¢Ps / Ot 30 no 130 c[I3 55.8 cPs /55,8 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 302 mOsm/Kg
OcMONANBHOCTL Ot 250 no 350 MOcMm/kr 302 MmOcMm/Kkr

7. | Leakage check/
Iposepka daakoHa Ha
repMEeTHYHOCTD

Absence of any traces of leaks / OTcyTcTBHE
CJISZIOB IPOTEUKU

No traces of leaks / Ciiesl mpoTeuxu
OTCYTCTBYIOT

8. | Net content / Macca Not less than 18.0 g/ He menee 18,0 r 182¢g/182r

coAepKUMOro akoHa

Prepared By / Hoarorosui Checled By / Hposepua Approyed By / Ono6pua

Signature / Moanucs [ el
Date / lata o 1] oﬂ\v\w’"\ D’V\\\MPV\
Name/ ®UO Atul Kumar Akshit Bhardwaj Ajay‘Ku?nar Garg
Designation / Officer — QA Officer -QA Asst. Manager -QA
JoaxHocTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA
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Name of Product /
HaumeHnoBanue NpoAYKHHH

MOMAT RINO
MOMAT PHHO

Generic name /

HenaTeHTOBaHHOE HAMMEHOBAHK e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3zona (ypoaTa MOHOrHApaTa crpeii HasalbHbIA 103MpoBaHHbIH SO MKT

Active Ingredients /
JeiicTBytomine BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest comepxut: AclicTyromee BeuiecTso: MoMerazona @ypoara MOHOrHAPAT
51,72 mxr 8 nepecuere Ha Momerasona gypoar 50,00 mxr

Strength / Jo3uposka 50 mcg / 50 Mxr Date of Mfg. / daTa npounssoactsa 10/2021
Dosage form / Metered-dose nasal spray /
I g : Cnpeii Ha3anbHBIN Date of Exp. / I'oaen ao 09/2023
exapcTBeHHas ¢opma
JIO3UPOBAHHBIN
Product code / Koa npoayxra SRU0300075470401DK Date of release / laTa Boinycka 13.11.2021
Batch No. / Cepus Ne 12210640 Qty. Released / Koauuecrso 32,320 BOT/
BLINYLIEHO (p1akoHOB
Batch size / Pazmep cepun 34,722 BOT/ guakonos Mg, License No. / MNB/10/832
JInneHsus Ha Nnpou3BoACTBO (HOMep)
Inspection Lot No. / 040000357453 Mfg. License Date /. 30/04/2020
Perucrpauuonnbiii Homep anajinsa JluueH3us Ha Npou3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmar (1aa) 18/06/2020
Market / Prinok Russia / Pocons GMP Compliance certificate No./ | Gyip )556/20/1N
GMP cepruduxat (Homep)
Reference Specification No. /
Crneundukaums rotosoro SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoaykra Ne

Ne | TESTS/MOKA3ATEJH

LIMITS / TPEEOBAHMUSI

OBSERVATIONS / PE3YJIbTATHI

9. | Number of deliveries per
container / KosimuectBo

203

Not less than 120 doses / He menee 120 no3

177 doses / 177 no3

10, | Pump delivery/
Macea a03bl

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

WUnansuayanbHas Macca X03bl: 0T 85 %

1o 115 % oT TeopeTrieckolt Maccsl 1036,

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsist macca 303s1: oT 90 % g0 110 %
OT TEOPETHYECKON Macchl 103kl

Minimum / Munumym: 92.6 %
Maximum / Makcumym: 109.2 %
Average / Cpennee: 104.4 %

11. | Particle size /
Pasmep yacTun

90 %;

OTCYTCTBOBATDH

Particles < 10pm in size: Not less than 90%
Yactui pasmepom < 10 MKM - He MeHee

Particles < 30pm in size: 100%
Yacrtun pasmepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
YacTuy pazmepom > 30 MKM - JOTKHbI

99.45% / 99,45%

100.0% / 100,0%

Absent / OTcyTCTBYIOT

Prepared By / IloarorosBua Checked By / I1poBepun Appleved By / Oaobpun
Signature / Nogmicek < (g }
Date / laTa o 7 o )0 o) nhe D‘V‘ \V\"\.b'v\
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / Officer - QA Officer -QA Asst. Manager -QA
JlonHOCTD
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Name of Product /
HanmenoBaHue NPoayKLNH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowerasona pypoaTa MOHOrHIpaTa cnpei HasalbHblM 103UpoBaHHBIN 50 MKT

Active Ingredients /
JeiicTByiomue BelecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 mosa cripes conepxut: AeicTBylolitee BeulecTBO: MomerasoHa ®ypoarta MoHoruapar
51,72 mxr B nepecuere Ha Momerazora gypoar 50,00 mkr

Strength / Nosuposxa 50 meg / 50 Mkr Date of Mfg. / lata npou3sBoacTBa 10/2021
D e form / Metered-dose nasal spray /
osage form Cnpeit HazabHBIHR Date of Exp. / Foaen xo 09/2023

Jlexapcrsennas dopma

: JO3UPOBAHHBIN

Product code / Koa npoayxra SRU0300075470401DK Date of release / JaTa Boinycka 13.11.2021

Batch No. / Cepust No 12210640 Qty. Released / KosnuecTso 32,320 BOT/
BhINYUIEHO (urakoHOB

. . Mfg,License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢paaxonos JIHeH3Ms KA NPOUSBOACTBO (HoMeEp) MNB/10/832

Inspection Lot No. / Mfg. License Date / ‘

Perucrpaunonnsiii HoMep anajiuza 040000357453 JInueH3usi Ha NPOM3BOACTBO (AaTa) 30/04/2020

. GMP Compliance certificate Date /

Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduxcaT (1aTa) 18/06/2020

Market / Pros Russia / Poccus GMP Compliance certificate No./ | Gy/p_g1556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. /
Cneunduxauus roroBoro
npoaykTa Ne

SPC-CC-040424

Reference STP No. / CIIH Ne

STP-CC-030230

Ne | TESTS /TIOKA3ATEJIM |

LIMITS / TPEBOBAHNUS

| OBSERVATIONS / PE3YJIbTATHI

12. | Related Substances / [locTopoHHHe npuMecH

CymmMa npumeceit

Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oGHapyxeHo

INpumecn DM

Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He o6uapyxeHo

IMpumecu DMC

Impurity D/ Not more than 0.20 % / He Gonee 0,20 % 0.02%/0,02% - v'f“-‘m;’»\'asu >

[Tpumecu D A <,

Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % 0.06 %/ 0,06% =

impurity / EnuauaHoM I

HEUASHTUDUUNPOBAHHOM 0 J/
] .

pUMECH iﬂ‘ 11) A

Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.22%/0,22% RN

.“\

13. | Spray content uniformity
(Uniformity of delivery
dose) / OgHopoaHOCTD
BLICBOGOKAaEMOif N03bI

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate
more than + 25% from the average value and
not any dose can deviate more than + 35%

from the average value.

If 3 to 6 doses deviate more than £+ 25% but
not more than + 35%, test another 20 vials.

Not more than 6 of 60 doses can deviate
more than +25 % from the average value,

Beg / Hauano:

Minimum / Munanmywm: 98.9%
Maximum / Makcumym: 105.4%
Mean / Cpennee:101.9%

Prepared By / Hoarotosun Checked By / Ilposepua Ap$:ed By / OnoGpua
Signature / IToanucs <
Date / Iata 62 JJ2 ] o\ wh OV\\’)/\‘LDM
Name / ®UO Atul Kumar Akshit Bhardwaj Ajayt Kuhar Garg
Designation / Officer — QA Officer -QA Asst. Manager -QA
Jo/KHOCTD

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA
Page 5of9/Crp.Su3z 9

Name of Product / MOMAT RINO
HaumeHoBaHue npoayKkuun MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTenroBaHHoe HAMMEHOBaHUE Mowmera3ona (hypoara MOHOrMApPaTa crpel HasanbHbIH 103WpoBaHHbIH 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByowne BelecTsa 1 1032 cripest COACPKUT: AeHCTBYIOLIEE BeliecTBO: MoMeTasona dypoarta MOHOIHIpaT
| 51,72 mkr B nepecuere Ha MomerazoHa dypoar 50,00 Mxr
Strength / Jo3suposka 50 mcg / 50 Mxr Date of Mfg. / laTa nponssoacrsa 10/2021
Dosage form / Metered-dose nasal spray /
I g Cripeli Ha3anbHBII Date of Exp. / Foaen go 09/2023
exapcTBeHHast hopma
JO3UPOBAHHbIN
Product code / Koa npoayxra SRU0300075470401DK Date of release / [lata Beinycka 13.11.2021
Batch No. / Cepusi No 12210640 Qty. Released / KosinuectBo 32,320 BOT/
BbINYIIEHO (akoHoB
Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos Mg.License No. / : MNB/10/832
JInuen3us Ha npou3Boacrso (Homep)
Inspection Lot No. / Mfg. License Date / X
PerucrpauuoHHbIl HOMEp aHaAIN3a 040000357453 JInueH3ust Ha Npou3BOACTBO (xaTa) 30/04/2020
. . GMP Compliance certificate Date /
Package size / Ynaxoska 120 Doses / 120 no3 GMP ceprudmiar (1a7a) 18/06/2020
Market / Poivok Russia / Poceust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudpuxar (Homep)
Reference Specification No. /
Cneundukauus roroporoe SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoayxra Ne
Ne | TESTS / ITOKA3ATEJI LIMITS / TPEBOBAHHWA OBSERVATIONS / PE3YJBTATDI
and not any dose can deviate more than | END / Konew:
* 35% from the average value. Minimum / Munumym: 97.8%

He Gonee 2-x u3 20 no3 (10 HavanbHbix 103 | Maximum / Makcumym: 105.5%
¥ 10 xoHeuHnIx 103 U3 10 duakoroB) moryt | Mean / Cpeanee: 102.4%

UMETb OTKJIOHEHHE OT CPEIHEro 3HAYECHUN
OGonee ueM + 25%, ¥ HM ogHA H03a HE
JOMKHA HMETb OTKJIOHEHHE OT CPEIHEro
3HaueHus Oosee uem Ha + 35 %,

Ecnu or 3 no 6 103 MMEHOT OTKIOHEHHMS

Gouiee uem + 25 %, HO MeHee ueM £ 35 %, To — ‘k":‘\
! )L\\.)v)uf',‘»
UCIIBITBIBAIOT cienyronue 20 ¢nakoHoB. ‘ //@ J TN
He OGonee 6 u3 60 103 moryr umetsb ;e 1‘\
OTKJIOHEHHE OT CpPERHEro 3HaucHus OGonee s ;
4eM = 25 %, 1 HYM OfHA JI03a He HOIDKHA * -
HMMETb OTKJIOHEHHE OT CPEIHEro 3HayeHus 0 N |
0, A
Gosiee ueM £ 35 %, \ 9, m“”’"’\ %c,)
NG 'O
\’\f"f,g, o
\@a‘rmac
™
Prepared By / oarorosu CheckedBy / [posepua Approvad By / OaoGpua
Signature / Iloxnvcs [l
Date / laTa ozl lzin 0’74‘ Ve n‘\/\\\/\VM
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kunlar Garg
Designation / Officer — QA Officer -QA Asst, Manager -QA
T JoaxHocrn L

¢ FCM/QAD54/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A I'OTOBOI'O NIPOAYKTA
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Name of Product /
HavumeHoBaHUe NPOAYKLIMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3ona ¢ypoara MOHOIMAPATa Cripeli HasanbHbIN 103UpoBaHHbIH 50 MKT

Active Ingredients /
JelicTBytomue BemiecTa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpes conepkuT: AeHicTByOLIEE BellecTBO: MoMerasona @ypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha MomerazoHa ¢ypoar 50,00 Mxr

Strength / Nosuposka .50 mcg / 50 Mxr Date of Mfg. / daTa npoussoacrsa 10/2021
Dosage form / Metered-dose nasal spray /
ge form Cripeif Ha3abHBII Date of Exp. / I'oaen xo 09/2023
JlekapcTBenHas popma N
JI03VPOBAHHBIN
Product code / Koa npogyxra SRU0300075470401DK Date of release / lata Boinycka 13.11.2021
Batch No. / Cepus Ne 12210640 Qty. Released / Kotnuectso 32,320 BOT/
BBINYHIEHO (uraxoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mg License No. / MNB/10/832
JIuueH3ust Ha npou3BoACTBO (HOMep)
Inspection Lot No. / 040000357453 Mfg. License Date / : 30/04/2020
PerucrpaluoHHblil HOMep aHAJIM3a JluueH3us Ha NPOU3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date / | |00

GMP cepruduxar (zaTa)

Market / Peinok

GMP Compliance certificate No. /

Russia / Pocenst

GMP ceprudukat (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creunturxauus rorooro

SPC-CC-040424

Reference STP No. / CITHU Ne

STP-CC-030230

npoaykra Ne
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATDI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum /Mwunum 98.9%

/ ORHOpOaHOCTH
J03UPOBAHMS

measurements can deviate from the average
value more than + 25% and none can deviate
by more than + 35%.

If 2 to 3 values deviate more than = 25% but
not more than =+ 35%, test another 20 bottles.
Not more than 3 wvalues from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He Oonee 1 3nauenus u3 10 onpenenennii
MOXET OTKJIOHSITCSA OT CPEIHEro 3HaYeHMs
Gosee, ueM Ha + 25 %, U HU OAHOTO, GoJiee
yeM Ha + 35 %.

Enmu nBa wWiM TpU 3HAYEHHS UMEIOT
OTKJIOHEHHS Oonee yeM + 25 %, HO MeHbLIE,
geM % 35 %, TO WCHBITBIBAIOT CIERYIOIINE
20 dakoHOB.

He Oonee Tpex 3HaueHuit wu3z 30
ONpeAeNeHUM  MOTYT  OTKJIOHATBCA  OT
cpeaHero 3HaueHus Oonee, yeM Ha = 25 %, u
HH OIHOTrO, Oonee uem Ha + 35 %,

Maximum / Makcumym: 105.4%
Mean / Cpennee:101.9%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page 70f9/Ctp. 7139

Name of Product /
HaumenoBaHue npoaykuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBAHHOE HAHMEHOBAaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmera3oHa (ypoara MOHOrMApaTa cnpei HasalbHbIH 1o3upoBaHublil SO MKT

Active Ingredients /
HelicTsylomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest conepUT: ASUCTRYIOLIEE BelllecTBO: MoMeTasona ®dypoara MOHOHApAT

351,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Ho3uposka 50 mcg / 50 Mkr Date of Mfg. / JaTa npoussoacraa 10/2021
Dosage form / Metered-dose nasal spray / ‘
JIOS g Cripeit HasabHEIH Date of Exp. / Toaen a0 09/2023
exapcTBeHHas popma
J03UPOBaHHLIN
Product code / Koa npoayxra SRU0300075470401DK Date of release / JaTa BbInycka 13.11.2021
Batch No. / Cepusi No 12210640 Qty. Released / Konnuecrtso 32,320 BOT/
BBINYIIEHO (1akoHOB
Batch size / Paamep cepuu 34,722 BOT/ ¢naxonos Mfg.License No. / MNB/10/832
JInueH3ust Ha NPou3BOACTBO (HOMep)
Inspection Lot No. / 040000357453 Mfg. License Date / 30/04/2020
PerucrpaunonHblii HOMEp aHATH3A JInuensus Ha npou3BoacTBO (Aara)
Package size / Ynaxosia 120 Doses / 120 103 GMP Compliance certificate Date/ | 4//79

GMP cepruduxar (zata)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crneundukauus rorosoro
npoaykra Ne

SPC-CC-040424

Reference STP No. / CITU Ne

STP-CC-030230

Ne | TESTS/MOKA3ATEJIM |

LIMITS / TPEBOBAHUSI

| OBSERVATIONS / PE3YJIbTATBI

15 | Microbiological Purity / MukpoGuosornueckas 4acrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6iee vucno
a3po0HbIX OaxTepuii u
JPOXOKEBBIX U INIECHEBBIX
rpuboB (CyMMapHO)

Test for Absence of
Specified Microorganism /
Tect Ha cneuuduyeckue
MUKDPOOPraHu3MblI:
Pseudomonas aeruginosa

Staphylococcus aureus
Bile-Tolerant
Enterobacteria /

XKenueycroituusbie
3HTepobaKkTepun

Not more than 102 cfu per 1g (ml) of the
product / He Gonee 102 KOE B 1 r (M)
npenaparta

Absence per 1g (ml) of the product /
Otcytersue B 1 1 (M) npenapara

Absence per 1g (ml) of the product /
Orcytctre B 1 r (M) npenapara

Absence per 1g (ml) of the product /
OrcytcrBue B | r (MJ1) npenapara

Less than 10 cfu/ml/
Menee 10 KOE/mn
”jm

S 4
[
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Harmad®)
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Absent / OTC);TCTByeT
Absent / OtcyTcTByeT

Absent / OtcyTcTBYET

Prepared By / lloaroroBua Checked By / Ilposepua Approvad By / Onc6pua
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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

CEPTUO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page 80f9/Crp.8u39

Name of Product /
HaumeHoBaHue npoayKu1u

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona (ypoara MOHOIHApPATa CIpel HasaibHbIH 103upoBaHHbii 5O MKr

Active Ingredients /
JAeiicTByiomue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a CIIpest COACPKHUT: neﬁcraylomee BelecTBo: MomMerasoHa CDypoaTa MOHOTrrApaT

51,72 mkr B nepecyere Ha MomerazoHa gypoar 50,00 Mxr

Strength / o3nposka 50 mcg / 50 mkr Date of Mfg. / Jara npoussoacraa 10/2021
Dosage form / Meterued-dose nasal spray /
JlexapeTsennas opma Cripeit Hasa/LHBIH Date of Exp. / Tonen a0 09/2023
JO3UPOBaHHbIH
Product code / Koa npoxyxra SRU0300075470401DK Date of release / JlaTa Bbinycka 13.11.2021
Batch No. / Cepun Ne 12210640 Qty. Released / KoanuectBo 32,320 BOT/
BLINYIIEHO ¢1axoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Mfg.License No. / MNB/10/832
JInuensust Ha Nnpou3BoACTBO (HOMep)
Inspection Lot No. / 040000357453 Mfg. License Date / 30/04/2020
PerucrpauvonHblii HomMep aHaAu32 JluneH3usi HA NPOU3BOACTBO (AaTa)
Package size / Ynaxoska 120 Doses / 120 no3 gx}: i;?:;ﬁ?gfrc&;tﬁ)c ate Date / 18/06/2020
Market / Poirok Russia / Poccus GMP Compliance certificate No./ | v1p o1556/20/1N
GMP cepruduxaTt (Homep)
Reference Specification No. /
Cneunduxauus roToBoro. SPC-CC-040424 Reference STP No. / CITH Ne STP-CC-030230
npoaykra Ne
Ne | TESTS/IOKA3ATEJIM | LIMITS / TPEBOBAHU S | OBSERVATIONS / PE3YJIBTAThI
16. | Assay / KoiuuecTBeHHOE onpenesieHue
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 103.2%/ 103,2%
MowmerasoHa ¢pypoara Ot 85 % no 115 % ot 3asBneHHOrO
COICPXKAHUS
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 88.1% / 88,1%
Bensankonus xnopuaa Ot 80 % no 120 % ot 3asBAECHHOTO
COJIEpIKAHUS
17. | Package Size / YnakoBka | 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle
made from high-density polyethylene | made from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap  made  from high-density
bottle together with the package insert per a | polyethylene. One bottle together with
cardboard box. / Ilo 60 wim 120 mo3 | the package insert per a cardboard box.
cycneHsud Bo (uakoHe u3 mosmaTWieHa | / 120 mo3 cycneHsuu BO (uiakoHe H3
BBICOKOH  IUIOTHOCTM €  JO3UPYIOIUUM | NOJUITWIIEHA BBICOKOH IUIOTHOCTH C
YCTpOHCTBOM U KpPBIIIEHKON U3 | 1O3UPYIOLIMM YyCTPOUCTBOM "
OOJIM3TUAEHA BbICOKOW IIOTHOCTU. [lo 1 | KphilledKkoi M3 MONMITWIEHA BBICOKOM
¢nakoHy BMecTe c uHCTpykuueidl 1o | miorHocTd. ITo 1 ¢uiakoHy BMecTe ¢
MEJMLIMHCKOMY TMPHMEHEHMIO B TNayke | MHCTPyKuueli 1Mo  MEAMLMHCKOMY
) KapTOHHOM. PUMEHEHHMIO B MaYKe KapTOHHOM.
18. | Labeling / MapxupoBka According to ND / B coorsercteuu ¢ HJJ
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeHue B 3alIMIICHHOM OT cBeTa MecTe npu Temneparype ot 15 no 25 °C. He 3amopaxuBath.
20 | Shelf-life / Cpok roanocru | 2 years /2 rona

Prepared By / [Toarorosua Checked By / [Iposepun Approvid By / Oao6pua
Signature / loanuck A ¥
Date / lata ol LA oA e Ov),\ \y\w/\
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Designation / - Officer — QA Officer -QA Asst. Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A T'OTOBOI'O MIPOAYKTA
Page 9 of 9/ C1p.9u3 9

Name of Product / MOMAT RINO
HauweHoBaHHe NPOAYKLHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHToBaHHOE HANMEHOBAHYUE MowmerasoHa ¢ypoara MOHOrHApaTa crpei HasanbHbI# Jo3upoBaHHEIH 50 Mkr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
Jeficrayromue Bemecrsa 1 no3a cripest conepUT: AcicTBYIOWEE BelecTBo: MomeTaszoHa Pypoara MOHOrHAPAT
51,72 mxr B nepecuere Ha Momerasoxa (ypoar 50,00 mxr
Strength / Jo3suposka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacraa 10/2021
Dosage form / Metered-dose nasal spray /
Cnpeit HazanbHbIA Date of Exp. / T'oaen a0 09/2023
JlexapcrBennasi hopma
JI03UPOBaHHbIA
Product code / Koa npoayxra SRU0300075470401 DK Date of release / Jara Bbinmycka 13.11.2021
Batch No. / Cepusi No 12210640 Qty. Released / Koauuecrso 32,320 BOT/
BLINYILEHO ¢uakoHOB
Batch size / Pazmep cepuu 34,722 BOT/ ¢nakonos r:i;ls:;:s:aNl?[.)(/)HSBORCTBO (Homep) MNB/10/832
:’nspection Lot No. / 040000357453 Mfg. License Date / 30/04/2020
erUCTPALMOHHbIN HOMEp aHAJM3A JIuueH3usi Ha NPoU3BOACTBO (xaTa)
Package size / YnaxoBka 120 Doses / 120 nos3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aata)
Market / Puitok Russia / Poccis GMP Compliance certificate No./ | \1p_7556/20/IN
GMP cepruduiar (nomep)
Reference Specification No. /
Cneunduxauus rorosoro SPC-CC-040424 Reference STP No. / CIIU Ne STP-CC-030230
npoayxra Ne

Any deviation/Incident/OOS: Not applicable
Otxnonenns/Uanuaents1/O0C: He MPUMEHUMO

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-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3akaloueHne O COOTBETCTBMHM: HACTOAIIMM TMOATBEPXKAAIO, YTO MPEACTABICHHASA BbILlE MHPOpMAUMS ABIACTCS
ROCTOBepHOM ¥ TOuHOH. JlaHHas cepmsi Oblia NMpousBegeHa (BKIIOYAs YNakoBKY/MapKMPOBKY M KOHTPOJbL KauecTBa) Ha
YKa3aHHOW BbILI€ MPOM3BOJACTBEHHON IUIOIIAJKE B [OMHOM COOTBETCTBMM ¢ TpeGoBanusmMu Hamnexamei
ITpoussoacteennol Ipakrukn (GMP) JoKalbHBIX PEryNsTOPHBIX OPraHoB W TPeGOBAaHHUSAMHM HOPMATUBHOW JOKYMEHTALMA
JII1-003870-280916, Mam. Ne 1 ot 15.04.2019, Mam. Ne 2 ot 05.02.2020 st peiika Poccuu. [TpoToKONBI MPOM3BO/CTEA,
YNaKOBKM M TOKasaTeld KauecTBa JNAHHOM cepud ObuUIM TNPOAHAIM3UPOBAHBl M CHEJaHO 3aKMIOUEHHe, YTO OHHM

COOTBETCTBYIOT TpeGoBanuaM Haanesxarueit [Tpoussocteennoit [Tpaxtiku (GMP). /}'\ e
e Rt
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