Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glmmrk@,bomlvsnl.net.ig '

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIM3A I OTOBOI'O IPOAYKTA

Page 1 of 8/ Crp. 1 u3 8
Name of Product / MOMAT RINO
Haumenosanne HpoAYKLITH MOMAT PU110O

Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
Henarenrosannoe naumenosanue Monmerasona cnpei nazanbHLi JO3MPOBAHHBIH 50 MKT/A03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg

HeiicrByiomme semecrsa 1 nosa cnpes conepxnr: nefcrsyiomee semecrso: MoMerazona ¢ypoara monoruapar

51,72 Mxr B nepecuere na Monmerasona dypoar 50,00 mir

50 meg/dose / 50 mxr/nosa Date of Mfg. / Jara nn OU3BOACTBA 12/2023
Metered-dose nasal spray / Cripeit 112025
Ha3a1bLHbIN JO3UPORAHHLIA

Strength / losuposka
Dosage form /
Jlexapcreennas popma

Date of Exp. / Fogen a0

Product code / Kog npoayxra SRU030007E040401DK Date of release / lata poinycka 25.12.2023
Batch No. / Cepus Ne 12231186 Qty. Released / 32,320 BOT/

(uiakonor

MNB/10/832

Koanuectro BLINYillEHO
Mfg.License No. / Iuuensus na
NPOU3BOACTBO (HOMep)

Mfg. License Date / Munenznus Ha

Y ]
Batch size / Pazmep cepuu 34,722 BOT / dpaxonos

Inspection Lot No. /

- 040000500054 , 30/04/2020
Peructpanmonnsiii nomep ananusa ; NPOH3IBOACTBO (Aa14)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
} GMP ceprudmrar (nara) N ]
Market / Prinok Russia / Poccus GMP Compliance certificate No. / GMP-
| GMP ceprudpukar (Homep) 01556/20/IN

Reference Specification No. / ) » STP-CC.
Creuundnrauns roroporo SPC-CC-063688 Reference STP No. / CITH Ne (;40944
npoaykTa Ne ) [

Mometasone Furoate Monohydrate/ ) MFM-
API name / Haumenopanue A®C Mowerazona Gypoara Mowon AP Bulch No / ADC cepusi Ne 23411(JM-01)-

YPOATA MOHOTHApAT 001
Manufactured by / Mpoussoaurens Aarti Pharmalabs Limitcd, India/ Aaptn Dapmanate Juvrren, Unans ]
Ne | TESTS / IOKA3ATEJIU LIMITS / TPEROBAHMSI OBSKRVATIONS /
i 7 ) __ PE3VJIbTATDLI

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

semitransparcnt to hon-lransparent consistency. / hon-transparent consistency. /

Or  Gemoro no noury Oenoro  ugera  or | IMoyru Gesoro uBera

TOJLynpo3pa4Hoi 10 Henpospaunoit KOHCHCTEHLMH | HENPO3pauHO KOHCHCTEHLIUH

o rycras cycriensus. TycTas cycnensus.
Identification / Haenrupuranus

Ea

a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main

Mowmerasona dypoar

Signature / Doanuce

Prepared By / Noarorosna

chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems YACPKHBAHHUSI OCHOBHOTO ITHKa
Ha  Xpomarorpamme  wcHLITYeMoro paciBopa
AOJKHO COOTBETCTBOBAThL BpeMeHU YAEpXKHBaNK
OCHOBHOT'O NMKa Ha Xpomarorpamme CTAHAAPTHOTrO
pacteopa  (cM.  pasgen . «KonmuecTsemnoe
OIpeseneHuey).

peak in the chromatogram of
sample preparation corresponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpems
YACPXKUBAHMA OCHOBHOTO IHKa
Ha XpoMaTorpamme
HCTIBITYEMOTO pacTtBopa
COOTBETCTBYET BpeMeHu
YACPXKUBAHMA OCHOBHOTO ITHKa
Ha XpoMarorpamMme
CTaHNAPTHOIO pacTBOpa.

Date / HaTa
Name/ ®HO

Designation /
JHoamHocTs

Approyed By / Ono6pun

24 1014

Sandeep Semwal

LA\ -\»,Y.\L -~
Atul Kumar Akshit Bhardwaj
Officer-QA Sr. Officer

Sr. Manager - QA
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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 2493 10 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A TOTOBOI'O NPOAYKTA

Page 2 of 8/ Crp.2u3 8

Name of Product /
Haumenosaunue npoayxunn

MOMAT RINO
MOMAT PHHO

Generic name /
Henatentosannoe HauMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monmetazona cripeit HazabHbIH A03MpoBaiHbId 50 MKI/103a

Active Ingredients /
HeficTBytomue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

I nosa CTIPESt COACPIKUT: ACVICTB}’IO[HC@ BeIECTBO: MoMeTazoHa (1))’})021’1"3. MOHOTUIpar

51,72 mkr B nepecuere na Momerasona typoar 50,00 mxr

Strength / Hosupoeka 50 mcg/dose / 50 Mxr/nosa Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / Metered-duose 'nasal spray f Cnpeit Date of Exp. / Fonen 10 112025
JlekapcTBeHnas popma Ha3a/IbHbIH 103UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401 DK _Date of release / lata Beinycka 25.12.2023
Batch No. / Cepusi Ne 12231186 Qty. Released / 32,320 BOT/
Kosanuecrso Boinymeno (axoHoB
Batch size / Pasmep cepun 34,722 BOT / ¢pnakonos Mig.License No. / Jluuensust na MNB/10/832
NPOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000500054 Mfg. License Date / JTuuensus ua 30/04/2020
Perucrpaunuounsiii Homep aHanusa NpOM3BOACTBO (aTa)
Package size / Ynakopxa 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (nara)
: . GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceus GMP ceprudusar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundnkauus rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne 040944 ’
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanue A®C API Batch No / A®C cepust Ne 23411(IM-01)-
Mowmerasona ¢ypoara monoruapar 001
Manufactured by / Mpoussomurent. | Aarti Pharmalabs Limited, India/ Aapru dapmanate Jlumuren, Unpus
Ne | TESTS /NIOKA3ATEJIA LIMITS / TPEFOBAHMS OBSERVATIONS /
PE3YJILTATHI

b) Benzalkonium chloride
/ BeH3aIKOHUS X10pHI

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C),
and Cy in the chromatogram of the standard
solution (refer to Assay). / Ha XpoMaTorpaMme
UCHILITYEMOI0 PacTBOPa NOJIKHBL OBHAPYKMBAThCS
IIHKH, 1o BpEMEHaM YAEPXKUBAHHS
COOTBCTCTBYIOLIHE NMUKAM FOMOJIOTOE GeH3aNKOHUS
xnopupaa  Cz m Ciy  Ha _ Xpomatorpamme
CTaHAAPTHOTO pacTBopa .~ (M
«Komuectennoe onpenen

: gCM:

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

standard solution. /' Ha
XpOMATOrpamMMe  MCIHBITYEMOTO
pacTBopa oOHapyXuBarTCs
MHKH, o BpEMeHaMm
YASPKUBAHUS

COOTBETCTBYIOIIUE nyuKam
TOMOJIOTOB OEH3AJIKOH U
xmopuaga  Cpp u Cyy  wHa

XpOMAaTOrpaMMe  CTaHAApTHOTO
pacTBoOpa.

w

pH

From 4.30 t0 4.90 / Ot 4,30 1o 4.90

4.72 /4,72

4. | Density / llmorHoCTH

From 0.950 to 1.050 g/cm? /
Ot 0,950 5o 1,050 r/em®

1.017 g/lem® /1,017 r/em®

S. | Viscosity / Bsskoers

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

53 ¢Ps/ 53 cll3

[

Prepared By / IToarotrosua

Checked By / Hlpogepua

Appr(\ved By / On06pua

Signature / Hoanucs

("’"«%/W

Date / Jlata A AA ,\/v}\\ Moz, e PRI B
Name / PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr. Officer Sr. Manager - QA

Josxnocts
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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@hom? vsnl net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIN3A T'OTOBOT'O IIPOAYKTA

Page 30of8/Crp.3 13 8

Name of Product/ MOMAT RINO
Haumenosanue npoayKumn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHTOBAHHOE HAHUMEHOBAHIIE MowmeTasona cnpelt HazaibHbli lo3upoBanslil 50 Mkr/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByolne senecrsa 1 Aosa cnpes conepIuT: ACHCTBYIOMEE BeUCeTBO: MoMeTasona (ypoata MOHOTHapar
51,72 mxr B nepecuere Ha Momerazona ¢ypoar 50,00 Mkr
Strength / losuposka 50 meg/dose / 50 mrr/nosa Date of Mfg. / laTta npoussoacrsa 12/2023
Dosage form / M.etered—dvose nasal spray f Cripeit Date of Exp. / Tosten 1o 112025
JlekapeTBeHHas gopma Ha3aJIbHBI J03HPOBAHHBIN
Product code / Koa npoaykra SRU030007E04040 1 DK Date of release / lara Buinycka 25.12.2023
J ’) *
Batch No. / Cephsi Ne 12231186 Qty. Released / 32,320 BOT/
KosnuecTBo BhInyiieHo (dakoHon
Batch size / Pasmep cepun 34,722 BOT / praxonon Mig.License No. / Jluuensus wa | y 1Ny /837
Npou3BOACTBO (HOMeEp)
Inspection Lot No.“/ 040000500054 Mfg. License Date / JInuensust na 30/04/2020
PeructpauuoHHbiii HoMep aHajiu3a Npou3BoACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | | ¢/00 50
GMP ceptuduxar (nara)
. GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccus GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudurauns rotoporo SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumeHoBanue AQC API Batch No / A®C cepust Ne 23411(JM-01)-
MomeTtazona (ypoara MOHOIHAPAT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jinmuren, Uumus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJbLTATbHI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OcMOAAABLHOCTD Ot 250 no 350 MOcm/kr 292 mOcm/xr
7. | Net content / Macca Not less than 18 g/ He menee 18 r 183¢g/18,3r

coaepxRumoro psaxkona

8. | Number of deliverics per Not less than 120 doscs (discard the first pumping) | 157 doses / 157 nos

container / Kosnuecrso / He menee 120 f03 (He cyuTast riepBUdHYyI0
03 NIPOKA4KYy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 100.1%
Macca 103b1 theoretical dose mass / Maximum

/ Makenmym:106.2%

HunuBunyanbras Macca 1o3bl: ot 85 % no 115 % €,

oT Teopemqecxoﬁ MAacCCHhI JIO3bI;

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

Cpennas macca 2o3sl: 0T 90 % 1o 110 % ot
TEOPETUUECKOH MACCHI 103bl

\

Prepared By / lloarorosua Checked By / Iposepua Approv\ed By / Onobpua
Signature / [oanuck . /}/«v / AN —J
L. e oo
Date/ Xara nany T, 2N 2314
Name/ @10 Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JHOJKHOCTE Officer-QA Sr. Officer Sr. Manager - QA

FCM/QA054/08.00



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
CEPTUDOHUKAT AHAJIU3A T'OTOBOI'O IPOJAYKTA

Page 4 of § / Crp. 4 u3 8

Name of Product/ MOMAT RINO
IlanmenoBanne npoayxuun MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHTOBAHHOEC HAUMEHOBAHIIE Momerazoia cipeli HasaILHbL A03uposanHbil 30 Mkr/n03a
1 dose of the spray contains: Active ingredieni: Mometasone Furoate Monohydrate 51,72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeficTBylotine BelecTna 1 10328 cnipes coaepxut: neHcTByIOMmee BewecTso: MomeTazona dypoata MOHOTUAPAT
51,72 mxr B nepecuere Ha Momerasona Qypoar 50,00 mMxr
Strength / lo3uposka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lara npoussoacrsa 12/2023
Dosage form / I\/‘l?%ered-d‘f)se 'nasal spray { Crpeii Date of Exp. / 'oner 210 112025
JlexapcTBennas ¢popma Ha3aILHLIH I03HPOBAHHbII
Product code / Kox npoaykra SRUO030007E040401DK Date of release / lara spinycka 25.12.2023
Batch No. / Cepus Ne 12231186 Qty. Released / 32,320 BOT/
Koanuecrso Buinymeno (aakoHoR
Batch size / Pazmep cepuu 34,722 BOT / ¢naxonos Mig.License No. / Jluuensus ua MNB/10/832
NpoU3BOACTBO (HOMep)
Inspection Lot NO.U/ 040000500054 Mfg. License Date / Jluuensus na 30/04/2020
PerucTpauMoHHblii HOMep aAHAJAN3A Npou3BoACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/, 09
GMP cepruduxar (nara)
o GMP Compliance certificate No. / GMP-
Market / Peinox Russia / Poccust GMP cepruducar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creuudukauus roroBoro SPC-CC-063688 Reference STP No./ CIIN Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C ] API Batch No / A®C cepus Ne 23411(JM-01)-
MowmeTazona dypoara MOHOTHAPAT 001
Manufactured by / Ipoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Uaaus
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%
Pa3mep uacTuu YacTuu pasmepom < 10 Mkm — ne menee 90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%
YacTun pazmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent Absent / OTcyTeTBYIOT
Yaernop pazmepom > 30 MieM  JOIDIKCHBI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mun. Complies /
CeauMeHTALHOHHAS CooTBeTcTRYET
YCTOHYHUBOCTDL
Prepared By / Iloarorosua Checked By / Ilposepun Appro\(ed By / OnoGpua
N g L ez \__\ I
Signature / oanucy T ( ,/;//' M:;}
Date / Aara VA A ey L 28
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
J
Designation /
Officer- . . -
TommHocTs icer-QA Sr. Officer Sr. Manager - QA

FCM/QA054/08.00




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@bom?2.vsnl net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOJIYKTA

Page 5of8/Crp. 5138

Name of Product / MOMAT RINO
HaumeHosaHue npoaykuun MOMAT PHMHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenateHtoBaHHOe HANMEHOBAHHE MomeTasona cripel HazanbHLIM 1031poBanbLi SO MK/ 1033
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByiomne BeLlecTsa 1 nosa cipes cogepxut: geficTBylonee BewecTso: MomeTasona ¢hypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha Momerasona ¢ypoar 50,00 mxr
Strength / Josuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussBoacraa 12/2023
Dosage form / M(':tered-df)se 'nasal spray iCnpen Date of Exp. / Cosien 10 112005
JlexapcrBennast popma Ha3aJIbHbIH JIO3UPOBAHHBIN
Product code / Koa npoaykra SRUO30007E040401 DK Date of rclease / Jlara Boinycka 25.12.2023
Batch No. / Cepust Ne 12231186 Qty. Released / 32,320 BOT/
KosindecTBo BbInyeHo (1akoHOB
Batch size / Pasvep cepuu 34,722 BOT / akomos Mfg.License No. / Jluuensus ua MNB/10/832
NpoU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000500054 Mfg. License Date / JIulen3ust na 30/04/2020
PerucrpaunoHHblii HOMep aHaJM3a NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
= GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudmxar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundukanust rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C _ | API Batch No / A®C cepus Ne 23411(IM-01)-
Mowmerasona ypoara MoHOrHApal 001
Manufactured by / llpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Unaus
Ne | TESTS/IOKA3ATEJIN LIMITS / TPEBOBAHWA OBSERVATIONS /
PE3YJIbTATBI
12. | Impurities / Ilpumecn
Impurity 8§ DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obnapyxeno
IIpumecu 8§ DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Huxe ITKO
pumecu DMC
) e th o/ . e ) 0.009%/ 0,009%
Impurity D / Not more than 0.20 % / He 6onee 0,20 %
[Tpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
impurity / EnuauaHo i
HEUNECHTUPULIMPOBAHHOM
pUMecH
Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.11%/0,
CymMbl ipumeceit

Prepared By / Iloarorosua Cheeked By / Tlposepun Apprové(! By / Opo6pua
; A Y 3
Signature / Ioanuce 7 &/Mw —
Date / lata AN A o\ f\fw’l/"‘z«. 273\ A9 A
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
fficer- . . -
TomkHocTs Officer-QA Sr. Officer Sr. Manager - QA

FCM/QA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt, Solan Himachal Pradesh 173203, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT AHAJIM3A T'OTOBOI'O IPOJAYKTA

Page 6 of 8/ Crp. 6 u3 8

Name of Product / MOMAT RINO
HaumeHoBanne npoaykuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenaTtenToBanHoe HAUMEHOBAHHE MonmerazoHa cnpeil HazabHbI J03UpoBaHHbIH 50 MKr/1032a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue Bemecrsa 1 j103a cipest conepxut: AckcTBYIONIEE BellecTBO: MomMeTasoHa (ypoaTta MOHOIHPAT
51,72 mxr B mepecuere Ha Momerazona dypoar 50,00 mMxr
Strength / lozuposka 50 meg/dose / 50 mxr/nosza Date of Mfg. / lata npoussoacrsa 12/2023
Dosage form / M(lzlered-df)se ?msal spray / Crpeit Date of Exp. / F'ostert 10 112025
JlekapeTBeHnasi popma Ha3aJ1bHbIH JO3HPOBAHHBIN
Product code / Ko npoayxra SRUO030007E040401DK Date of release / Jlata Buinycka 25.12.2023
Batch No. / Cepus Ne 12231186 Qty. Released / 32,320 BOT/
KoanyectBo Boinyuieno (nakoHoB
Batch size / Pazmep cepun 34,722 BOT / nakonon Mfg.License No. / Jlunensus ua MNB/10/832
[IpOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000500054 Mfg. License Date / JIluuensus ua 30/04/2020
PeructpauuoHHblil HOMep aHaAU3a MpoOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (aara)
: GMP Compliance certificate No. / GMP-
P 3}
Market / Porox Russia / Poccus GMP cepruduxat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuuduxaumsi roToBoro SPC-CC-063688 Reference STP No. / CTIN Ne 640944 '
npoayxra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®C Y | API Batch No / ADC cepust Ne 23411(JM-01)-
MowmeraszoHa dypoara MoHordapat 001
Manufactured by / Ilponssoautens | Aarti Pharmalabs Limited, India/ Aapru Dapmanabde Jlumuren, Mnmns
Ne | TESTS/TNOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATIONS /
PE3YJbTATbDI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauagno:

and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Musnmym: 99.1%
. value and not any dose can deviate more than + 25% from the . . o
Delivered Dose / Cpenusis average value. The mean should not exceed # 15 % of label | Maximum /Makcumym:101.8%
JOcTaBsieMasi 103a U claim Mean / Cpennee:100.0%
OHOPOAHOCTE szs ‘.;5/ 0 6 dose]s d;\gatp 1more than £ 20% but not more than =+
o 5%, test another 20 vials.
MOCTABAAEMOH 10351 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. END / Konen:
He Sonee 2 n3 20 n03 (10 HavanbHbix 103 1 10 KOHe:lelX J03) Minimum / MI/lHIdMyM: 98.0%
MOI'YT MMETh OTKJIOHEHHE OT CPENHEr0 3HAYeHus Oonee 4em . . o
+20%, ¥ HU OAHA [03a HE JOHKHA HMETh OTKJIOHEHHE OF Max1mum/MaKcnmyM.101.6/o
CpenHero snaueHus Gonee uem + 25 %. Cpearee snauenne ne | Mean / Cpengnee: 100.0%
AOJKHO NPEBiaTh + 15 % 0T 3aaBeHHOTO.
Ecmi o1 3 10 6 103 nmetor otkaonenus Gonee yem 20 %, HO
MeHee Yem % 25 %, TO HCHBITBIBAIOT crieaylome 20 (akoHos,
He Gonee 6 u3 60 103 MOTYT UMETh OTKJIOHEHME OT CPEAHEro
3HaueHus donee ueM * 20 %, ¥ HH OIHA 1032 HE AOJDKHA UMETh
OTKJIOHEHHE OT CPEHET0 3Ha4YeHua bonee e + 25 %. Cpenmee
3HAYCHUC KAXAO0TO ONPEACTEHHs HE JOJDKHO npesbimath = 15 %
OT 3asBACHHOTO.

(
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT AHAJIM3A TOTOBOTI'O ITPOJIYKTA

Page 7of8/Crp. 7u3 8

Name of Product / MOMAT RINO
Haumenosanue npoaykumu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenateHToBaHHOE HAMMEHOBAHHE MowmeTtazoHa cripeil HazsalbubIH 103uposanuslii 50 Mkr/aoza
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByouine BewecTsa 1 noza cripes coaepaxut: AekeTByloLiee BelecTBo: Momerazona (ypoara MOHOIHAPAT
51,72 mxr B nepecuere Ha Momeraszona ¢gypoar 50,00 mMxr
Strength / losupoBka 50 meg/dose / 50 mxr/aosa Date of Mfg. / lata npoussoacTea 12/2023
Dosage form / Mf‘,tered-df)se §1asal spray { Cnpeit Date of Exp. / Fozen 10 112025
JlekapcTBennast gpopma Ha3aJIbHbIN 103U POBAHHBIN
Product code / Koa npoayxra SRU030007E040401DK Datc of release / lara Bbinycka 25.12.2023
Batch No. / Cepusi Ne 12231186 Qty. Released / 32,320 BOT/
KosiuuecTBo BbInyuieHo (di1akoHoB
Batch size / Pasmep cepunu 34,722 BOT/ {nakoHos Mig.License No. / Jluuensus na MNB/10/832
1POU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000500054 Mfg. License Date / JIuuensus na 30/04/2020
Perucrpaunonnblii HoMep aHajiusa NIpOHU3BOACTEO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/,
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP ceprudmcar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneuunbukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / HaumenoBaune ADC - Y API Batch No / ADC cepust Ne 23411(IM-01)-
MowmerasoHa dypoara MoHoTHApAT 001
Manufactured by / lpoussoautens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanabe Jumuren, Uaaus
Ne | TESTS/ITOKA3ATEJIU LIMITS / TPEBOBAHHSA OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / Mukpo6uosiornyeckas 1ucrora
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/
count / O61ee uncno Sonee 102 KOE B 1 Mn npenapata Menee 10 KOE/mn
a3poOHBIX
MHKDPOOPraHU3MOB
Total yeast and moulds Not more than 10 cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / O61uee 4UCIio 6onee 10" KOE B 1 M npenapara Menee 10 KOE/Mn
IPOXKEBBIX U TUIECHEBBIX
rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / OtcyrctBue B 1 Absent / OtcytcTByeT
MJI npenaparta
Staphylococcus aureus Absence per 1 ml of the product / Otcyrcrsue B | Absent / OrcytcTByer
MJ1 IIpenapara
15. | Assay / KonnyecTBeHHOe onpenesieHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 97.6% / 97,6%
Mowmerazona dypoar 85,0 % no 115,0 % oT 3asBJCHHOTO COHEPIKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 97.9% 97,9%
BeHzankoHus Xnopun 80,0 % no 120,0 % oT 3asBISHHOTO COLEPKAHUA
{
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Name of Product / MOMAT RINO
HaumeHoBaHHe ApOAYKUHHT MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dosc

HenaTteHToRBaHHOE HAUMEHIOBAIIHC Monerazona cnpeif nasaabHei 103uposansbIi 50 MKI/1032a

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

Active Ingredients / caleulated for Mometasone Furoate 50.00 mey
HeticTeyromue Bemecrsa 1 nosa cnpes conepuut: nefictrymee remmectTrn Momerazona hypoara MoHorHIpaT
51,72 mxr 8 nepecuere wa Momerasona dypoar 50,00 mxr
Strength / o3uposka 50 meg/dose / 50 mkr/nosa Date of Mfg. / Jata npouzsojicTra 12/2023
Metered-dos sal snrav / (' =
Dosage form / ‘ 'etued vose 'nasal spray {aneu Date of Exp. / Tonett 0 11/2025
JlekaperseHnas Gopma HA3aNLILIA 103HpoBAIILI
Product code / Koa npoaykra SRUO030007E040401 DK Date of release / Jlata Boinycka 25.12.2023
Bateh No. / Cepus No 12231186 Oty. Released / 32,320 BOT/
Koy4yecTBo BBINYLIEHO ¢nakoHos

Batch size / Pazmep cepun 34,722 BOT / ¢pnaxoHos Mfg.License No. / Jluuensus na

MNB/10/832
1poU3BOACTBO (HOMEP)
Inspection Lot No.“/ 040000500054 Mfg. License Date / JIuuensusn na 30/04/2020
Peructpaunonsblii HoMep aHaN3a NpPOH3BOACTBO (aaTa)
Package size / Ynaxonka 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Poimox Russia / Poccus GMP Compliance certificate No. / GMP-

GMP cepruduxar (Homep) 01556/20/IN

Reference Specification No. /

Crneundukanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue ADC ) Y API Batch No / A®C cepusi Ne 23411(JM-01)-
Mowmetasona gypoara MOHOruapar 001
Manufactured by / Hpoussomgutens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Huams
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS! OBSERVATIONS /
PE3YJIbTATbHI

16. | Package Size / Ynakoska 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
[To 120 mo3 cycneHsuu BO (nakoHe wu3 NOJUITUAEHA BBICOKOH INIOTHOCTH C
AO3MPYIOLIMM YCTPOHCTBOM ¥ KOJINQYKOM M3 NOJMITHIIEHA BRICOKOH mioTHocT!, Ilo |
¢rakoHy BMECTE ¢ MHCTPYKLIHEH 110 MEAMIHUHCKOMY NPUMEHEHMIO B Ii: OHHOM

Any deviation/Incident/OOS: Non-applicable
Orxnonenus/necootBeTeTBHsi/OO0C: He NPUMEHUMO

< ANy
Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of produs
been manufactured including packaging and quality control at the abovementioned site in full compﬁ iance with t
requirements of the local Regulatory Authority and with the normative document no. JIIT-Ne(00171¢
23.01.2023 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.”

3aKioueHHe O COOTBETCTBMH: HACTOALIMM TIOATBEPXKIAK), YTO TMpPEACTAaBieHHAs Bble HHDOPMALMS SBJILETCS
HOCTOBEPHOH ¥ TOuHOM. JlaHHas cepua Obiia mpousBeneHa (BKIIFOYAs YNAKOBKY/MApKUPOBKY M KOHTPONb KauecTBa) Ha
YKa3aHHOM  BBIUIC DNPOM3BOJACTBEHHOH TMJIONIAAKE B IIOJHOM COOTBETCTBMM ¢ TpeGoBaHmamu Haiexaluei
IpoussoncreenHoii Ipaxtxn (GMP) jokaibHBIX PEryJIsSTOPHBIX OPraHoB M TPeGOBAHUAMH HOPMATHBHON HOKYMEHTALMK
JII-Ne(001710)-(PT-RU) ot 23.01.2023 mna peinka Poccun W yTBepxkmeHHod cneumbukaupeii Ne SPC-CC-063688.
IIpoToxonsl NPOM3BOACTBA, YNAKOBKM M TOKA3aTelM KayecTBAa NAHHOH Cepuu ObLIM TPOAHATM3UPOBAHBI H CHEIAHO
3aK/I0MEHHUE, YTO OHY COOTBETCTBYIOT TpebosanusaM Hannexaweli [poussoncreennoii Ipakruxu (GMP).
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