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A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A 'OTOBOI'O MPOAYKTA
Page 10f9/Crp. 1139

Name of Product/ MOMAT RINO
HaumeHoBaHue NpoayKu1H MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTteHToBaHHOe HAUMEHOBaHHE Mowmerasona dypoara MoHoruapara cripeil HazanbHbIH 103MpOBaHHbIA 50 MKP
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomue BeliecTBa 1 no3a cripes colepkuT: AeHCTBYIOLLIEE BellecTBO: MoMeTasoHa PypoaTa MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr
Strength / Josuposra 50 mcg / 50 mkr Date of Mfg. / lara npousBoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
Jlexa Cripe#i HasallbHbIM Date of Exp. / T'onen o 07/2024
pcTBeHHasn gpopma o
JI03¥POBAHHbIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / [laTa Bbinycka 27.08.2022
Batch No. / Cepus Ne ]2220486 Qty. Released / Kotuuecrso 63,680 BOT/
BbINYWEHO (uiakoHOB
Batch size / Pazmep cepuu 69,444 BOT / dnakoHos M. License No. / MNB/10/832
Jlvuen3ns Ha npou3sBoACTBO (HOMep)
inspection Lot No. / 040000408175 Mfg. License Date / 30/04/2020
erUCTPALIMOHHBII HOMEp aHAAU3A JlnueH3usi Ha NPOU3BOACTBO (AaTa)
Package size / YnakosKa 60 Doses / 60 103 (G;%'Z g‘;’;‘f;i’l‘;ic&;‘g;ate Date/ | 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063691 Reference STP No./ CIIHU Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /IHIOKA3ATEJIU LIMITS / TPEBOBAHHUS OBSERVATIONS / PE3YJIBTATHI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of non-
' semitransparent to non-transparent | transparent consistency. /
consistency. / | nouTtun 6enoro UBETa OT HEMpPO3payHOi
Ot OGenoro 00 MmOuTH O€JIor0 LBeTa OT | KOHCUCTEHLMH rycTasi CyCleH3us.
MOJ1yNPO3pavHoOi o HEMNpO3payHoil

KOHCUCTCHUMH rycTtas CYCICH3Us.

2. Identification / lMogannHoCTL

a) Mometasone Fuorate/ | The retention time of the main peak in the | The retention time of the main peak in
MowmeTta3ona gypoar chromatogram of sample preparation should | the  chromatogram  of  sample
corresponds to the retention time of the main | preparation  corresponds to  the
peak in the chromatogram of standard | retention time of the main peak in the
preparation. / Bpems  ymepxuanus | chromatogram of standard preparation.
OCHOBHOTO MKMKa . Ha  Xpomarorpamme |/ Bpems ynepkHBaHHA OCHOBHOIO
HCTBITYEMOTO pacTBopa JO/DKHO | MMKa Ha XpoMaTorpaMMme HCIBITYeMOro
OOTBETCTBOBAaTh BPEMEHH YAEPKUBAaHHs | pacTBOpa  COOTBETCTBYET  BPEMEHM
[ CHOBHOTO MNWKAa HA  XpOMAarorpaMMe | yAEpKMBAaHM OCHOBHOTO TMHKa Ha
T ¢TaHAapTHOro pacTBopa XpoMarorpamMMe CTaHIAPTHOro
f pacTBopa

Prepared By / IloaroroBua Checked By / Ilposepua Apprgved By / Ono0pua
Signature / Hoanucs d———’ W
Date / laTa )2 ‘ o 3‘ o‘ﬂlrv\f”‘/ 0 L,\d
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / Officer-QA Sr. Officer-QA Asst. Manager - QA
JlostkHOCTb
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A ITOTOBOI'O HPOJAYKTA

Page20f9/Ctp. 2139

Name of Product /
HanMeHoBaHHe NPoayKUHH

MOMAT RINO
MOMAT PHUHO

Generic name /
HenarenToBaHHOE HAHMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTazona $hypoaTa MOHOTHIpPATa Crped Haza/IbHbIH I03UpOBaHHBIH 50 MKT

Active Ingredients /
[eficTByo1t1e BellecTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cripes coAepkuT: AeiicTByIoEe BellecTBo: Momerasona ®ypoara MOHOrHApaT
51,72 mkr B nepecuere Ha MomerasoHa ¢ypoar 50,00 Mkr

GMP ceprudukar (aaTa)

Strength / Jo3upoBka 50 meg / 50 mkr Date of Mfg. / lata npousBoacTBa 08/2022

Dosage form / Metered-dose nasal spray /

e g Crnipeil Hasa/IbHBIH Date of Exp. / Foaen a0 07/2024

ekapcTBeHHas gopma . :
JI03WPOBAaHHBIH

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / laTa Bbinycka 27.08.2022

Batch No. / Cepust Ne 12220486 Qty. Released / Koanuectso 63,680 BOT/
BLINYIEHO (iakoHOB

Batch size / Pasmep cepun 69,444 BOT / nakoHos Mig.License No. / MNB/10/832
JIMueH3ns Ha Npou3BoACTBO (HOMep)

Inspection Lot No. / 040000408175 Mfg. License Date / 30/04/2020

PerncTpaunoHHbIii HoMep aHaJau3a JIMueH3us Ha NPOU3BOACTBO (AaTa)

Package size / Y nakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

Market / Poivok

GMP Compliance certificate No. /

Russia / Poccus

GMP ceprudukar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Cneundukauns roroBoro
npoaykra Ne

SPC-CC-063691

Reference STP No./ CITHU Ne

STP-CC-040947

Ne | TESTS /ITIOKA3ATEJIU

LIMITS / TPEGOBAHUA

OBSERVATIONS / PE3YJIbTATDI

b) Benzalkonium chloride

/ Ben3ajJKoHyA X0pHa
s MEG % ‘\-4\

TN NN
/3P v

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj2 and Ci4 in the

¥ chromatogram of the standard solution. / Ha

k XpOMaTorpaMMe  HCTIBITYEMOTO  pacTsopa
égomkubl o0HapyxuBarbcd  NHUKH, 1O
JBpeMEHaM YAEPXKHUBaHUSA COOTBETCTBYIOILHE
NUKaM TOMOJIOroB O€H3aJKOHUA XJopuia
Ci2 u Ci4 Ha XpomarorpamMme CTaHAapTHOIO
pacTBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chioride homologues Ci2
and Cy4 in the chromatogram of the
standard solution. / Ha xpomaTorpamme
HCTILITYEMOro pacTBopa
06GHapyXKUBAIOTCS NHKH, MO BPEMEHAM
yIAepKUBaHHSA COOTBETCTBYOLLHE
NUKaM  TOMOJIOTOB  OEH3aIKOHHsA
xnopuaa Ci2 u Cy4 Ha XpoMaTorpamme
CTaHIApPTHOTO PacTBOpa.

w

pH

From4.3t04.9/014,3 1049

4.745/ 4,745

4. | Density / [110THOCTDL

From 0.950 to 1.050 g/cm? /
070,950 no 1,050 r/cm®

1.027 g/cm® / 1,027 r/em®

5. | Viscosity / BsaskocTb

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

42.3 ¢cPs /42,3 cll3

6. | Osmolality /
OcMOIANBLHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcm/kr

292 mOsm/Kg
292 mOcm/kr

7. | Leakage check/
poBepxa ¢dnrakoHa nHa
TrepMeTUYHOCTD

Absence of any traces of leaks / OrcyrcTBHe
CJIEZIOB NPOTEYKU

No traces of leaks / Creapl npoTeukn
OTCYTCTBYIOT

8. | Net content / Macca Not less than 9.0 g/ He menee 9,0 r 93g/93r

coaepxumMoro giaxKkoHa

Prepared By / Iloarorosua Checked By / Hlposepna Approved By / Opo6pua

Signature / Iloanucs, //Q>\ a
Date / lara ©)eq 2 73‘0?[«\/«%’ OS Y WY
Name / ®1O Atul Kumar Akshit Bhardwaj Ajay Kimat Garg
Designation /
TlonKHOCTS Officer-QA Sr. Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A I'OTOBOI'O IIPOAYKTA

Page 3 of 9/Crp.3u39

Name of Product /
HanmenosaHue npoAyKuuy

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenToBaHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTazoHa dypoaTa MOHOrHAPATa Clipeil HasaibHbIA 103UpoBaHHbIH 50 MKP

Active Ingredients /
JleficTBy0lHe BEHIECTBA

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

1 nosa cnpes conepkut: AeicTBYOMmEe BellecTBo: MomeTasona ®ypoara MOHOrHApaT

51,72 mkr B nepecyere Ha Momerazona dypoar 50,00 Mkr

Strength / losuposka 50 mog / 50 Mkr ‘ Date of Mfg. / lata npou3BoacTBa 08/2022
Dosage form / Metered-dose nasal spray /

g Cripeif Ha3anbHbIR © - Date of Exp. / T'ogen a0 07/2024
JlexapcrBennan gpopma o

JI03UPOBAHHbIH
Product code / Koa npoaykra SRUO30007E040401EJ Date of release / [laTa Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220486 S:z;ylﬁlzased / Koamyectso gi;iigiOT/
Batch size / Pasmep cepun 69,444 BOT / ¢pnakoHos Mfg.License No. / MNB/10/832
Jlnuen3ns Ha NPOU3BOACTBO (HoMep)

lnspection Lot No. / 040000408175 Mfg‘ License Date / 30/04/2020

PerncrpaunonHblil HoMep aHanU3a

Jluuensus Ha npou3BoACTBO (1aTa)

Package size / YnakoBka

GMP Compliance certificate Date /

GMP cepradukaT (aata) 18/06/2020

60 Doses / 60 no3

Market / Poinox

GMP Compliance certificate No. /

Russia / Poccus GMP-01556/20/IN

GMP cepruduxaTt (Homep)
Reference Specification No. /
Cneundukanus FoToBoro SPC-CC-063691 Reference STP No. / CTI1 Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /IOKA3ATEJIHU LIMITS / TPEBOBAHUWS OBSERVATIONS / PE3YJIbTATHI
9. | Number of deliveries per | Not less than 60 doses / He menee 60 103 86 doses / 86 no3

container / Konuuecrso
103

10. | Pump delivery/
Macca 10351

Individual dose mass: from 85% to 115% Minimum / Munamym: 94.8%

of the theoretical dose mass / Maximum / Makcumym: 109.9%

HMuauBuayanbHast macca ao3bl: oT 85 % Average / Cpeanee: 104.9%

10 115 % o1 TeopeTHUYECKO# Macchl O3B

A Y ASS (,\
verage mass of the dose: from 90% to 52

110% of the theoretical mass of the dose / O’ (,

Cpennsisa macca a03bl: 0T 90 % 1o 110 % /* &

oT TeopeTW{ecxoﬁ MaccChbl JO3bi

B

11. | Particle size /
Pazmep yacTuu

L1
\_‘_’/“

Particles < 10pum in size: Not less than 90% | 100.0% / 100, 0% O 07 LL
Yactuu pazmepom < 10 MKkM - He MeHee \ /

90 %,; \
. N ; /78 rmaceY
Particles < 30um in size: 100% 100.0% / 100,0%

Yactun pazmepom < 30 mxm — 100 %

\

Particles > 30pum in size: Should be absent | Absent / OTCyTCTBYIOT
YacTuu pasmepom > 30 MKM - 10JDKHbI

OTCYTCTBOBATh

Prepared By / lloarorosus Checked By / Tposepua Approved By / OnoGpua
Signature / Moanucs J" (&,’
Date / Jara A109 )22~ o'&\qu' Y oollyﬁ\/
Name/ ®1O Atul Kumar Akshit Bhardwaj Ajay Kuthar barg
Designation /

- : - .M -

JloAKHOCTH Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA
Paged40f9/Crp.4u3 9
Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKLHH MOMAT PUHO

Generic name /
HenateHToBaHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTa3ona ypoara MOHOIMApATa Cripeii Ha3asibHbIH 103HpOBaHHbH 50 MKT

Active Ingredients /
JeficTByoulHe BellecTBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 1032 cnipes cofepxkuT; AeficTyomee BelecTso: MomeTasona ®ypoara MOHOTHAPAT
51,72 Mkr B nepecuere Ha MoMerazona ¢ypoar 50,00 Mxr

Strength / Jo3upoBka 50 meg / 50 Mkr Date of Mfg. / laTa npon3soacrea 08/2022
Dosage form / Metered-dose nasal spray /
g Cnipeit HasanbHbIH Date of Exp. / Toaen 10 07/2024
JlekapcTBeHHasi popma o
JO3UPOBAHHBIA
Product code / Koa npoayxkra SRUO030007E040401EJ Date of release / /lata Boinycka 27.08.2022
Batch No. / Cepus Ne 12220486 Qty. Released / KoauvecTBo 63,680 BOT/
BbINYILEHO ($1aKkoHOB
Batch size / Pasmep cepunu 69,444 BOT / priaxonos Mfg. License No. / MNB/10/832
JIMLEH3Hs HA NPoM3BOACTBO (HoMep)
Inspection Lot No.“/ 040000408175 Mfg. License Date / 30/04/2020
PerucrpaunoHHbIi HOMep aHaAH3A Jluen3us Ha NPOM3BOACTBO (AaTa)
. GMP Compliance certificate Date /
Package size / Ynaxoska 60 Doses / 60 103 GMP cepruduiar (1a1a) 18/06/2020
Market / PeiHok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
. GMP ceprudukart (Homep)
Reference Specification No. /
Cneuundnkanms roToBoro SPC-CC-063691 Reference STP No./ CIIH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/MOKA3ATEJHU |

LIMITS / TPEBOBAHHSA

| OBSERVATIONS / PE3YJIbTATBI

12.

Related Substances / [1ocTopoHHUe NpUMecH

Impurity 8DM /
[Tpumecu 8DM

Impurity DMC /
[Tpumecn DMC

Impurity D /
[Tpumecu D

Any individual unspecified
impurity / EanHuuHOM!
HEeUAEHTUPHLHPOBAHHOH
NpUMecH

Total impurity /
CyMma npumeceit

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

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

Not more than 0.20 % / He Gonee 0,20 %

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

0.05%/ 0,05%

Not detected/ He o6Hapy:xeHo

iy ETVS i
,‘\\n’ bl oS

0.02%/0,02% &

%) 5 9 )n—

0.16%/0,16%

0.01%/0,01% ;> Wl

\, /;{, s
pharm aceu\\,

13. | Spray content uniformity
(Uniformity of delivery
dose) / OaHopoaHoCTL
BbICBO00KAAEMOIH 103b!

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

Beg / Hauano:

Minimum / Munumym: 96.4%
Maximum / Makcumym: 102.5%
Mean / Cpennee: 100.0%

¥ <

Prepared By / Iloarorosna

Checked By / llposepua

Approvad By / Ono6pus

Signature / Moanucy

I

(e

Date / lara 1’;3 |o9)tL— ﬁ\ qun/ Dﬂ o4V
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg -
Designation / Officer-QA Sr. Officer-QA Asst. Manager - QA

JoKHOCTh

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A TOTOBOI'O ITPOAYKTA

Page 50f9/Crp.5u3z 9

Name of Product /
HaumeHoBaHHe IPOAYKLIMH

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanHoe HAaHMeHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmertasona dypoara MOHOTHApATA CIpeH Ha3aJIbHbIA A03MpOBaHHBIA 50 MKT

Active Ingredients /
JeficTBylomme BewecTsa

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

1 1034 cripest coePKUT: JeHCTRYIOLIEE BelllecTBO: MomeTasoHa ®ypoara MoHOruapar

51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mkr

Strength / losupoBka 50 meg/ 50 mkr Date of Mfg. / JlaTa npon3soacTBa 08/2022
Dosage form / Metered-dose nasal spray /
e g Cnipeii Ha3aibHbIA Date of Exp. / Foaen a0 07/2024

ekapersenHasn dopma -

JI03UPOBAHHbIN
Product code / Koa npoaykra SRUOQ30007E040401EJ Date of release / laTa Beinycka 27.08.2022
Batch No. / Cepun Ne 12220486 1(3:1);; yl}::leﬂaosed / Koawectso g)i’;ig(iOT/
Batch size / Paswep cepuu 69,444 BOT / draxonon Mfg.License No. / MNB/10/832
JInueH3usi Ha Npou3BoaACTBO (HOmMep)

Inspection Lot No. / 040000408175 Mfg. License Date / 30/04/2020

PerucTpaunoHHbIil HOMep aHaauU3a

JIuueH3usi Ha Npou3BOACTBO (aaTa)

Package size / YnakoBka

GMP Compliance certificate Date /

GMP ceprudurat (narta) 18/06/2020

60 Doses / 60 103

Market / Peinok

GMP Compliance certificate No. /

GMP ceprudmkar (Homep) GMP-01356/20/IN

Russia / Poccus

Reference Specification No. /

Cneundmkauusi rotoBoro SPC-CC-063691 Reference STP No./ CITU Ne STP-CC-040947
npoaykTa Ne
Ne | TESTS/IIOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATIONS / PE3YJIBTATbDI

more than 25 % from the average value, | END / Konen:

and not any dose can deviate more than | Minimum / Munumym: 96.5%
+ 35% from the average value. Maximum / MakcumyM: 101.6%
He 6onee 2-x n3 20 o3 (10 nauansHbeix 103 | Mean / Cpennee: 100.0%

1 10 xoneuHbix 103 3 10 GnakoHOB) MOryT
MMETb OTKJOHEHHE OT CpeIHEro 3HaueHHs
6onee ueM = 25%, v HH OAHA 1032 HE
LOJI’KHA KMETb OTKJIOHEHHE OT CpPEeNHEro
3HaueHuns Oonee yeM Ha £ 35 %.

Ecan ot 3 g0 6 1003 MMEIOT OTKIIOHEHMs
bosiee uem = 25 %, Ho MeHee ueM £ 35 %, To
UCTIBITLIBAIOT chiedytoune 20 pnakoHoB.

He Gonee 6 u3z 60 m03 MOryT uMETh
OTK/IIOHEHWE OT cpelHero 3HaueHus Oonee
yeM = 25 %, U HM OAHA N03a HE AOJKHA
MMETb OTKJIOHEHHE OT CPEAHEero 3HaueHus
Gonee uem £ 35 %.

Prepared By / Ioarotosun Checked By / I1posepua Approved By / Ono6pun
Signature / Hoanuce J/ﬂ
Date / JlaTa o1 Js9 (10— o ’b\oc\bvav\—/— D; of ‘)M
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kur‘lar Garg
Desi ion /
esignation Officer-QA Sr. Officer-QA Asst. Manager - QA

J10IKHOCTD

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

MOMAT RINO

MOMAT PHHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoara MOHOTUWIPATA CTIpEH Ha3a/IbHLIN 1I03MPOBaHKbIA 50 MKr

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

1 71032 cripes CoAePKUT: AekcTByolLee BetlecTBo: Momerasona Pypoara MOHOIHApAT

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

Page 6 of 9/ Ctp. 613 9

Name of Product /
HanmeHnoBaHHe NPOAYKLHH
Generic name/

HenaTeHTOBAHHOE HAHMEHOBAHUE

Active Ingredients /
Jeiicrsyomue BewecTsa

Strength / losnpoBka 50 meg / 50 Mkr Date of Mfg. / lata npon3BoAcTBa 08/2022
Dosage form / Metered-dose nasal spray /
i & Cnpeit Ha3aJbHbIHA Date of Exp. / Foaen 10 07/2024
exapcTeeHHas opma ) .
JA03UPOBAHHLIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / /laTta Beinycka 27.08.2022
Batch No. / Cepus Ne 12220486 Qty. Released / Konnuectso 63,680 BOT/
BBINYILEHO (p1aKoHOB
Batch size / Paimep cepun 69,444 BOT / pnakoHos Mfg.License No. / MNB/10/832
JIMueH3us Ha MPOU3BOACTBO (HOMEp)
Inspection Lot No. / 040000408175 Mfg. License Date / 30/04/2020
PervcTpauHoHHBIH HOMEp AHAJTH3A JInien3un HA NPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Y nakoBka 60 Doses / 60 103 GMP cepTudusat (aa7a) 18/06/2020
Market / PoiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TNIOKA3ATEJH LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTATHI
14 | Uniformity of dosage units { Not more than 1 value from 10 | Minimum/MuHuMyM 96.4%

/ OAHOPOAHOCTDL
J03UPOBAHHA

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

Maximum / Makcumym: 102.5%
Mean / Cpennee: 100.0%

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 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than £ 35%.

He Gonee 1 3nauenus u3 10 onpeneneHuit
MOKET OTKIOHATCA OT CPEOHEro 3HauyeHus
fonee, yeM Ha + 25 %, U HU oxHoro, Gonee
yem Ha £ 35 %.

Eau 1Ba uiuM  TpH 3HAUYEHWS HUMEIOT
oTKnoHeHus Gonee ueM £ 25 %, HO MEHbLUE,
yeMm = 35 %, TO UCMBITHIBAIOT CJEAYHOILHE
20 ¢nakoHOB.

He ©Gonee Tpex 3nauennit u3 30
onpeAeNieHHii  MOTYT  OTK/IOHATBCA  OT
cpenHero 3HaueHus Oonee, uem Ha £ 25 %, u
HU OJIHOrO, Gonee ueM Ha + 35 %.

Prepared By / HloaroroBua Checked By / [1posepua Approved By / Ono6pun
Signature / Ilognucs d/ %
Date / lara 3 vy [1— a'&\oqlfvvv\/ ANEY| WV
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumat Garg
Designation /
Tomnoct Officer-QA Sr, Officer-QA Asst. Manager - QA
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A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HUKAT AHAJIN3A TOTOBOI'O IMTPOAYKTA ‘
Page 70f9/Crp. 7139

Name of Product / MOMAT RINO
HaumeHoBaHHE NPOAYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg

HenaTeHTOBAHHOE HAMMEHOBAHKe | MoMeTazoHa ypoara MOHOrHPATA CIPeH Ha3albHbLIA J103upoBaHHbli 50 MKP
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 meg

JleiicTBy1OILHME BELLECTBA 1 103a cripest COAEPXUT: JICHCTBYIOLLEE BEIICCTBO! MomerazoHa ®ypoara MOHOTUAPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Jo3npoBka 50 meg / 50 Mkr Date of Mfg. / [lata npou3BOACTBA 08/2022
Metered-dose nasal spray /

Dosage form /

Texapcrsentas opma Cripeit HaBaﬂbtlblﬁ Date of Exp. / F'oaen a0 07/2024
JIO3UPOBAHHBIH

Product code / Ko npoayxra SRU030007E040401EJ Date of release / /lata Boinycka 27.08.2022

Batch No. / Ceprs Ne 12220486 Qty. Released / Konuuectso 63,680 BOT/
BbINYILEHO (1akoHOB

Batch size / Pasmep cepusu 69,444 BOT / ¢pnakonos Mfg.License No. / MNB/10/832
JIuueH3us Ha POU3BOACTBO (HoMep)

Inspection Lot No. / 040000408175 Mfg. License Date / 30/04/2020

PervcTpauMoHHbIH HOMEp aHAIW3A Jlvuensna Ha NPoOU3BOACTBO (AaTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 103 GMP cepruduxar (aara) 18/06/2020

Market / PuiHok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptuduxat (HoMep)

Reference Specification No. /
CnenumKauus roroporo SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/ MOKA3ATEJIM | LIMITS / TPEBOBAHHUA | OBSERVATIONS / PE3YJIbTATbI
15 | Microbiological Purity / Mukpo0uosioruiyeckas 4ucTora
Total aerobic microbial Not more than 107 cfu per 1g (ml) of the Less than 10 cfu/mi /
count and total combined product / He 6onee 10> KOE B 1 r (M11) Menee 10 KOE/pf\ ASSUra
yeast and moulds count npenapara Qrb Oc
(combined) / OGtiee uncio o @
aspobHbIX GakTepHil H * *
NPOMNOKEBBIX M TUIECHEBBIX @ T
rpuboB (CyMMapHo) o q/
pubos (cymuep 5, e g
Test for Absence of ’9,4, W
Specified Microorganism / Pharmace“)/
TecT Ha cneundHUecKHe : ‘
MHKPOOPTaHH3MbI:
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTcyTCTBYeT
Staphylococcus aureus OtcyTersue B 1 r (Mnn) npenapara
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OTCyTCTBYET
Enterobacteria / OrcyTcreye B 1 1 (Mn) npenapara
XKenueycroiunsble Absence per 1g (m!) of the product /
IHTEepobaKTepUn OrtcyTtctue B 1 r (Mn1) nperapara Absent / OteyTeTByet
Prepared By / [loaroTosun Checked By / Iposepua Approved By / OnoGpun
Signature / Ioanuce 84/ (Ak )
Date /dara 02/ o509 gn— i | 100
Name / ®NO Atul Kumar Akshit Bhardwaj Ajay Kumaf Garg
Designation /
TonmHocTh Officer-QA Sr. Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A TOTOBOI'O TIPOAYKTA

Page 8 of9 /Crp.8u3 9

Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBanRHOE HAMMEHOBAHHE

Mometasone Furoate Monchydrate Nasal Spray 50 mcg

Mowmera3oHa (ypoara MoHOrHapaTa cnipet HazalbHbI 103MpOoBaHHbIH 50 MKr

Active Ingredients /
JeficTByomue BewiecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 g03a cnpes coaepxuT: AclicTylollee BelecTso: MoMerasoHa ®ypoara MOHOTHApAT

51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Jozuposka 50 mcg / 50 mxr Date of Mfg. / laTa npoussoacrsa 08/2022
Dosage forin / Metered-dose nasal spray /
g Cnipeit HasaLHbIH Date of Exp. / F'ogen a0 07/2024
Jlekapcreennas ¢opma ) o
JIO3MPOBAHHBIN
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / lata Boinycka 27.08.2022
Batch No. / Cepus Ne 12220486 Qty. Released / Kosinuectso 63,680 BOT/
BbINMYILEHO (rakoHoB
Batch size / Pasmep cepuun 69,444 BOT / gnakonos Mfg.License No. / MNB/10/832
JlnueH3us Ha npoussoacTso (Homep)
Inspection Lot No. / 040000408175 Mg, License Date / 30/04/2020
PerncrpaunoHHbiii Homep aHain3a JluueH3us Ha npousBoacTBO (1aTa)
. GMP Compliance certificate Date /
?ackage size / Ynakoska 60 Doses / 60 no3 GMP cepruduraT (1a7a) 18/06/2020
Market / Puitok Russia / Poccns GMP Compliance certificate No. /| Gy1p_g1556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauus roroBoro SPC-CC-063691 Reference STP No. / CI1IHA Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/MOKA3ATEJIM | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIBTATHI
16. | Assay / KonnuecTBeHHoe onpejesieHne
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 101.4%/101,4%
Mowmertazona ¢ypoata Ot 85 % no 115 % ot 3asBaeHHOrO
COZlEpXKaAHUS
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 92.1% /92,1%
beHsankoHus xnopuaa Ot 80 % 1o 120 % oT 3as1BNIEHHOrO
COofiepkKaHus
17. | Package Size / YnakoBka | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
ST made from high-density polyethylene | from  high-density  polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
2l made from high-density polyethylene. One | cap  made from high-density
P bottle together with the package insert per a | polyethylene. One bottle together with
*cyrdboard box. / Tlo 60 wmu 120 no3 | the package insert per a cardboard box.
E"C cneHsun BO (uiakoHe M3 nonusTWieHa | / 60 103 cycnmensuu Bo (iakoHe 3
WBBICOKOH  MIOTHOCTH € AO3HPYIOIUMM | MOJMITHIIEHA BbICOKOH MIOTHOCTH C
N CTPOMCTBOM 7 KpPbILIEUKOH u3 | JO3UPYIOLIHM YCTPOHCTBOM "
NONU3THIEHA BblCOkON nnoTHocTH. [lo 1 | KpblUleukol M3 MOJMITHIEHA BBICOKOH
dnakoHy BMecTe ¢ MHCTpyKuued mo | miaotHocTd. ITo 1 ¢uakoHy BMecTe ¢
ME/IMUMHCKOMY MpPHUMEHEHMI0 B TNAayke | MHCTPYKUMEA N0  MEAULMHCKOMY
KapTOHHOIA. NPUMEHEHHIO B TA4Ke KAPTOHHOI.
18. | Labeling / MapkupoBka According to ND / B coorserctBum ¢ HJ| '
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenHe B 3ammuieHHoM ot cBeta MecTe npu Temneparype ot 15 no 25 °C. He 3amopaxuBars.

Prepared By / [Toarotosun

Checked By / IIposepua

Approved By / Oxo6pua

Signature / Moanuce

e
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ATT) e ofljo"lIWV

Date / JlaTta Bjod |21~

Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Ku ar'Garg
ronation /

Designation Officer-QA Sr. Officer-QA Asst. Manager - QA

JloJIZKHOCTD
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6 Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India
Qlenmank "Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIN3A TOTOBOT'O NIPOAYKTA
Page 90f9/Ctp. 913 9

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

HenareHToBaHHOE HAHMEHOBAHHE MowmeTaszoHa QypoaTa MOHOTHApaTa cipeil HasatbHbIN J103MpOBaHHbIH SO MKT

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JleificTBYHOLINE BelLeCTBa | nosa cnpes coaepxkut: AedcTBYIONICE BelllecTBO: Momerasona Pypoara MOHOrHApaT
51,72 mkr B nepecuere Ha Momerasona dypoat 50,00 Mxr

Strength / losuposka 50 meg / 50 mkr Date of Mfg. / lata nponsBoacTBa 08/2022

Dosage form / Metered-dose nasal spray /

J] g Cripeii Ha3aNBbHbIA Date of Exp. / Foaen oo 07/2024

exapcTBeHHas popma o
JIO3UPOBAHHbIN

Product code / Koa npoaykra SRU030007E040401EJ Date of release / JaTa Bbinycka 27.08.2022

Batch No. / Cephn Ne 12220486 Qty. Released / Kosinuectso 63,680 BOT/
BbiNYLIEHO (1aKOHOB

Batch size / Pazmep cepuun 69,444 BOT / daakoHos Mig.License No. / MNB/10/832
JIMueH3Hs HA NMPOU3BOACTBO (HoMep)

Inspection Lot No.“/ 040000408175 Mfg. License Date / 30/04/2020

PerucrpauloHHbIii HOMep aHaau3a JluueH3us Ha NPOM3BOACTBO (aaTa)

. GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 n03 GMP ceprudurar (1ata) 18/06/2020

Market / Prinor Russia / Pocons GMP Compliance certificate No./ | G1p_g1556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. / ]

Cneundukauus roToBoro SPC-CC-063691 Reference STP No. / CITN Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/INOKA3ATEJIN LIMITS / TPEBOBAHHS | OBSERVATIONS / PE3YJIBTATBI

20 | Shelf-life / Cpox roanoctn | 2 years /2 rona

Any deviation/Incident/OOS: IN/1101/2022/0224
Orkaonenusi/ Uuumaentol/O0C: IN/1101/2022/0224

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 abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JI[1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3akitioueHre O COOTBETCTBMM: HACTOALLMM MOATBEPIKIAID, YTO TNPECTABIEHHas Bhllie HMHOOPMAUMA ABAAETCA
JOCTOBEPHOM W TouHoW. [JlanHas cepus Gblia Npou3BefeHa (BKIIOYas YNMaKOBKY/MapKHUPOBKY W KOHTPOJIb KauecTsa) Ha
yKazaHHOH Bbllle MPOUW3BOJACTBEHHONW MIOWAAKE B NOJHOM ~ cooTBeTcTBuu ¢  Tpebosanuamn  Haprexaiuei
INpoussoncteeHHo INpaktukn (GMP) 0oKaNbHBIX perysaTOPHBIX OPraHOB M TPeOOBAaHUAMH HOPMATHBHON AOKYMEHTalHH
JIM1-003870-221221 mns peinka Poccun. TIpoTokonbl Npou3BOACTBa, YAKOBKKM M MOKA3aTeN KayecTBa JaHHOM cepu Gbiiu
NpOaHANN3MPOBAHEl M CHENaHO 3aKIOYEeHHe, YTO OHM COOTBETCTBYIOT TpeboBanuam Hamnexamed ITpoussoactsenHol
Mpaktuku (GMP). TR T

Prepared By / IToaroTosua Checked By / Ilposepua Approved By / OnoGpus
Signature / I[loanucs, (P\ -
Date / d[.?/ ( T A
ate / Jlata o3 22—~ 03\°Q,LVW R 0‘1 Viddet
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
ToaxHocTs Officer-QA Sr. Officer-QA Asst. Manager - QA
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