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Name of Product /
HaumeHoBanune npoaykuuu

MOMAT RINO
MOMAT PHMHO

Generic name /
HeﬂaTeHTOBaHHOC HAUMEHOBaAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmeraszona ¢ypoata MOHOrHApaTa cripe Hasa/IbHbIH 103UPOBaHHbIH 50 MKT

Active Ingredients /
JeiicTBytomue Bemecrsa

t dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cripest conepKuT: AeficTBylowee BewecTBo: Momerazona @ypoara MOHOrHAPAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Josuposka 50 meg / 50 Mxr Date of Mfg. / Jata npoussoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapeTaennas dopma Cripeit HA3ABHbiA Date of Exp. / T'oaew 10 08/2024
JI03UPOBAHHbIH

Product code / Koa npoaykra SRUO030007E040401 DK Date of release / [laTa Bbinycka 30.09.2022

Batch No. / Cepus No 12220550 Qty. Released / Konnuecrso 30,720 BOT/

BbIMYLIEHO ¢urakoHOB
. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢pnaxonos JILIeH3HS HA NDOWIBOACTBO (HOMED) MNB/10/832

lnspectlon Lot NO.u/ 0400004 1351 3 Mfg' License Date / 30/04/2020

PerucTpaunonHsiii HoMep anajausa JIHueH3Hus HA TPOU3BOACTBO (XaTa)

; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Puinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptuduxar (Homep)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944

npoaykTa Ne

Ne | TESTS /INOKA3ATEJIN LIMITS / TPEBOBAHUS! OBSERVATIONS / PE3YJIBTATHI

1. | Description / Onucanme White to off white thick suspension of | Off white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | Tloutu 6enoro BeTa 0T HEMPO3PaUHOiH
Ot Genoro o moutH 6enoro UBETa OT | KOHCHCTEHLMM TyCTas CYCMEH3HL.
HONyIpO3payHoit o Henpo3payHoit

KOHCUCTEHLIMH TyCTas CYCMEH3HA.

Identification / HoaunnoCcTL

a) Mometasone Fuorate /
Mowmerasona pypoar

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. / Bpems  ynepxuBaHus | chromatogram of standard preparation.
;" o OCHOBHOIO  MMKa Ha XpoMmarorpamme |/ Bpemsa ynepXuBaHHA OCHOBHOIO
h - \; HCIBITYEMOTO pacTBopa IOJIKHO | MHKa HA XpPOMAaTorpaMmme MCMbITYEMOro
| = 1 2w~ [.¢ | COOTBETCTBOBaTh BPEMEHW YAEPKHMBAHMS | PacTBOpa  COOTBETCTBYET  BPEMEHHU
\\“?. e "/ | OCHOBHOrO muUKa Ha XpoMmaTorpamMme | yIEep)KMBaHMS OCHOBHOrO MMKa Ha
\’Z » ! CTaHAApTHOTO pacTBopa XpoMaTorpamme CTaHAApPTHOro
I paTrsopa
Prepared By / lloarorosua Cheeked By / IIposepua Approked By / OnoGpua
Signature / Moanucs v ([ D) %
Date / lata K e { S‘ A\ W '/\&'\\‘\v
Name / ®DUO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JlomkHOCTS Officer-QA Sr. Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHnoBaHue NpoaAYKUNH

MOMAT RINO
MOMAT PUHO

Generic name /

HenaTeHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MomeTasora ypoaTa MOHOTHApPaTa CIIpel HasallbHbIA JO3UPOBaHHBLH 50 MKT

Active Ingredients /
HeficTsylomue BewecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mecg
1 no3a cripess comepxkuT: AeiicTyiowee BeuiecTBo: Momerasona Pypoara MOHOTHIApAT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / Nosuposka 50 mcg / 50 Mxr Date of Mfg. / JlaTa npon3soacTBa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsennan hopma Cnpeit HasanbHbIi Date of Exp. / Toaen ao 08/2024

JI03HPOBaHHBIH

Product code / Koa npoaykra SRU030007E040401 DK Date of release / lara Bbinycka 30.09.2022

Batch No. / Cepns Ne 12220550 Qty. Released / Koanuectso 30,720 BOT/
BbINYIEHO (rakoHoB

Batch size / Pasmep cepuu 34,722 BOT/ ¢paakoHos Mfg.License No. / MNB/10/832
JIMueH3usl Ha NPOU3BOACTBO (HOMep)

Inspection Lot No. / 0400004 1 3 513 Mfg' License Date / 30/04/2020

PerncTpaunoHHbIi HOMeEp aHANH3A JIuueH3Usl Ha NPOM3BOACTBO (1aTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmxar (1aTa) 18/06/2020

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

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CTITH Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /TOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTATDI

b) Benzalkonium chloride
/ BeH3aNKOHHUSA XJIOpHA

/",‘“, - T :
7o N

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

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2

chromatogram of the standard solution. / Ha | and Cis in the chromatogram of the

/e b ‘\ XpoMaTorpamMme HCHbITyeMOro pactsopa | standard solution. / Ha xpomarorpamme
K B JOMKHBI  OOHapyXuBaThc MUKW, MO | MCIBITYEMOro pacTBOpa
“ " 5 BpeMEHaM YyIepKUBaHHA COOTBETCTBYIOLHE | OOHApY:KMBAIOTCHA MHKH, M0 BpEMEHaM
7 W\’b"— ;' NMKaM TOMOJIOTOB OEH3aIKOHHA XJIOpHAA | yAepKUBaHHUA COOTBETCTBYHOLINE
\3,’ o Ci2 1 Ci4 Ha XpOMATOTpaMMe CTAHAAPTHOrO | MMKaM  TOMOJOTOB  GEH3AIKOHHS
Notee e pactBopa. xnopuaa Ci2 u Ci4 Ha XpoMaTorpamMme

e el CTaHJApTHOTO PacTBopa.
3. | pH From4.3t04.9/0t14,3 n04,9 4.67/4,67

4. | Density / ILnoTHoCTB

From 0.950 to 1.050 g/cm®/
Ot 0,950 no 1,050 r/cm?®

1.033 g/cm?®/ 1,033 r/cm?

5. | Viscosity / Bazkoctb

From 30 to 130 ¢Ps/ Ot 30 no 130 cIl3

49.1 ¢Ps /49,1 cIlz

6. | Osmolality /
OcMOAAILHOCTEL

From 250 to 350 mOsm/Kg
Ot 250 mo 350 MOcwm/kr

291 mOsm/Kg
291 MOcM/kr

7. | Leakage check/
IlpoBepka ¢iaxoHa Ha
FePpMETHYHOCTD

Absence of any traces of leaks / OTcyTcTBHe
CJIEI0B POTEYKH

No traces of leaks / Ceapl MPOTEUKH
OTCYTCTBYIOT

8. | Net content / Macca
coaepxkumoro ¢graxkona

Not less than 18.0 g/ He menee 18,0 r

182g/182r

Prepared By / IloarotoBua Checked By / [Iposepua Appkoved By / OnoGpua
Signature / [oanucs (e D N
Date / laTa L/IS',’I*/'UL \ ﬂ\o‘,\«aﬂ"/ {A\“\v
Name / ®PUO Atul Kumar Akshit Bhardwaj Sandéep Semwal
Designation /
ToanHoeTs Officer-QA Sr. Officer-QA Sr. Manager - QA
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glenmark

A new way for a new world

6

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?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page3 of 9/Ctp.3u3 9

Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenroBanHoe HaMMeHOBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmetasoHa ¢ypoara MOHOrHIpaTa cnpeii Ha3albHbIH J03UpOBaHHEIN 50 MKT

Active Ingredients /
JeiicTBylomme Bewmecrsa

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 conepxut: AciicTayioilee BeltecTBo: MomerasoHa dypoara MOHOrHApPaT

51,72 mkr B nepecuere Ha MoMerasona dypoar 50,00 Mxr

Strength / Ho3supoeka 50 mcg / 50 mxr Date of Mfg. / lata nponsBoacrsa 09/2022
Dosage form / Metered-dose nasal spray /
Jlexapcrsennas hopma Crpeit HA3aTbHbI Date of Exp. / Coaen a0 08/2024
JI03HPOBaHHLIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlara Bbinycka 30.09.2022
Batch No. / Cepusi Ne 12220550 Qty. Released / Koanuectso 30,720 BOT/
BBINYIEHO (urakoHOB
: Mfg.License No. / 832
Batch size / Pasmep cepun 34,722 BOT/ ¢akouos JIHLEH3us HA NPOUIBOACTBO (HOMEP) MNB/10/83
Inspectlon Lot NO.“/ 0400004135 13 Mfg' License Date / 30/04/2020
PerucrpaunoHHblil HOMep aHaNH3A JIueH3ust HA NPOU3BOACTBO (aaTa)
: GMP Compliance certificate Date / >
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprndukaT (1aTa) 18/06/2020
Market / Prinok Russia / Poceits GMP Compliance certificate No./ | y1p 01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /
Cneundukauus rorosoro

SPC-CC-063688

Reference STP No./ CITH Ne

STP-CC-040944

npoaykra Ne
Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEFOBAHU S OBSERVATIONS / PE3YJIbTATbI
9. | Number of deliveries per | Not less than 120 doses / He menee 120 no3 | 187 doses / 187 no3

container / KoandyecrBo
1103

10.

Pump delivery /
Macca 10361

Individual dose mass: from 85%to 115%

of the theoretical dose mass /

HUHanBHAyaabHas macca A03bl: OT 85 %
no 115 % ot TeopeTrueckoii Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeanss macca a03b1: 0T 90 % 1o 110 %
OT TE€OPETHYECKOM Macchl 103bl

Average / Cpeanee:

Minimum / Munumym: 98.1%
Maximum / Makcumym: 107.7%

105.9%

11.

Particle size /
Pa3mep uactuu

Particles < 10pm in size: Not less than 90%
Yacruny pasmepom < 10 MKM - HE MEHee

90 %;

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

Particles > 30pum in size: Should be absent
Yactuu pasmepom > 30 MKM - TOIDKHBI

OTCYTCTBOBATh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCYTCTBYIOT

4
Prepared By / loarorosus Chegked By / Ilposepua Mpproved By / Ogobpua
Signature / oanucs [i —
€ —— / -
Date / laTa [j/l‘/"’-”Lf \S‘\"W -\{\\n\’UV‘/
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
TonkHocts Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHue npoaykunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOEC HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmertaszona dypoara MoHOrHapaTa crpeii HasaJibHbIH 103UpoBaHHbIA 50 MKr

Active Ingredients /
JeficTBylomue BelecTsa

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 coaepxut: aeficTByouee Bemectso: Momerasona Pypoara MOHOrHApaT

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

Strength / Jozuposka 50 mcg / 50 Mxr Date of Mfg, / lata npou3BoacTsa 09/2022

Dosage form / Metered-dose nasal spray /

JlexapcTsentas hopma Crpeit Hasam,imﬁ Date of Exp. / T'oxen no 08/2024

JIO3UPOBAHHBIN

Product code / Koa npoayxra SRU030007E04040 1 DK Date of release / laTa Bbinycka 30.09.2022

Batch No. / Cepus Ne 12220550 Qty. Released / Koanuecrso 30,720 BOT/
BLINYUIEHO (a2aKoHOB

Batch size / Pazmep cepun 34,722 BOT/ gnakonos Mfg.License No. / MNB/10/832
JInueH3usi Ha Npou3BoACTBO (HOMep)

lnspectlon Lot NO'../ 0400004 1 35 13 Mfg' License Date / 30/04/2020

PeructpaunoHHblii HoMep aHAaU3A JInueH3ust Ha Mpou3BOACTBO (AaTa)

; GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudbukat (1a1a) 18/06/2020

Market / Poitok Russia / Poccits GMP Compliance certificate No./ | Gy1p_g1556/20/1N
GMP ceprudnkar (Homep)

Reference Specification No. /

Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITN Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /TMIOKA3ATEJIM |

LIMITS / TPEBOBAHUS

| OBSERVATIONS / PE3YJIbTATBI

12. | Related Substances / IlocTroponnye npumecu

IMpumecu DMC

Impurity D/
Ipumecu D

Any individual unspecified
impurity / Exuanunoi
HEMAEHTHDULMPOBAHHOMA
npuMecH

Total impurity /
Cymma npumeceii

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

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

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

Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % 0.02%/ 0,02%
[Tpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % BLOQ / Huxe LOQ

0.01 %/0,01%

0.01%/0,01%

0.10%/0,10%

13. | Spray content uniformity
(Uniformity of delivery
dose) / OnnopoanocTs
BbICBO0OKAa€eMoii 103bl

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 / Muaumym: 97.0%
Maximum / Makcumym: 101.5%
Mean / Cpennee:100.0%

R D

L L 7 \
o ./ Prepared By / loarorosua Cheeked By / Ilposepua \Approved By / Ozo6pua
SignatureY Hogaucs a A -/
Date / laTa C/U’/l')u_ \ S\\OW "\/(\\‘\vv/
Name/ ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
JloamHoCTE Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTteHToBaHHOE HAUMEHOBAHMeE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerazona (pypoara MoHoruapara cnpeli HasanbHbIH 103UpoBaHHbIA 50 MKr

Active Ingredients /
JeficTBYy011He BeluecTsa

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 coaepxut: AeHcTByrollee BeuiecTBO: MoMmerazona @ypoaTa MOHOrHApaT

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

Strength / Jo3uposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 09/2022
Dosage form / Metered-dose nasal spray /
I g Cnipeil HasanbHbIi Date of Exp. / T'ogen oo 08/2024
exapcTeeHHas Gopma "
J03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / JlaTa Bbinycka 30.09.2022
Batch No. / Cepun No 12220550 Qty. Released / Koaunuecrso 30,720 BOT/
BLINYMEHO ¢nakoHoOB
. Mfg.License No. /
Batch size / Pasmep cepuu 34,722 BOT/ dnakonos JTHLeH3HR HA NPOUIBOACTBO (HOMEP) MNB/10/832
Inspection Lot No. / 040000413513 Mfg. License Date / 30/04/2020
PerucTpaunoHHbIil HoMep aHaau3a JluleH3ust Ha NPOU3BOACTBO (1aTa)
. GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmkar (1a1a) 18/06/2020
Market / Poiok Russia / Poccus GMP Compliance certificate No./ | cy1p_o1556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Crneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITA Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TMOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIBTATDI

7 N,
N
o
€
A
i ) E )
: ,) \_,” A \,/
\ o/

and not any dose can deviate more than
+ 35% from the average value. END / Koneun:

He 6onee 2-x u3 20 no3 (10 HavanbHeix 103 | Minimum / Munumym: 96.9%
1 10 xoHeuHbrx 103 u3 10 dnakoHoB) Moryt | Maximum / Makcumym: 102.3%
MUMEThL OTKJIOHEHME OT cpenHero 3Hauenus | Mean / Cpeanee: 100.0%

6onee yemM = 25%, U HU ooHAa [033a HE
JOJKHA MMETb OTKJIOHEHHE OT CPEIHero
3HaueHus Oonee yeM Ha + 35 %,

Ecan ot 3 mo 6 m03 MMEIOT OTKIOHEHUS
Gonee yeM = 25 %, HO MeHee ueM £ 35 %, TO
MCBITBIBAKOT Clieayroumue 20 ¢aakoHOB.

He OGonee 6 w3z 60 nos Moryr HMeTh
OTKJIOHEHHE OT CPEAHero 3HauyeHus Oonee
yeM * 25 %, U HU OfHA 1033 He AOJKHA
UMETb OTKJIOHEHHWE OT CpEeOHEro 3HaueHus
Gonee ueM + 35 %.

\
Prepared By / lloarorosua Checked By / I1poepua \Approved By / Oao6pua
Signature / Moanuce - = -
— —

Date / lata 1) Wl 1 s]1ejre— \(\‘\ﬂ\“u/
Name/ ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /

- . - .M -QA
TloaKHOCTS Officer-QA Sr. Officer-QA Sr. Manager - Q

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHMe NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasoHa ¢rypoara MOHOTHApATA Cnpeii Ha3aJIbHbLIH J03MpoBaHHbIH 50 MKT

Active Ingredients /
HeficTBy01ne BewtecTBA

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnipes coaepkuT: ASHCTBYIOILEE BellecTRO: MoMeTasona PypoaTa MOHOTHAPAT
51,72 mkr B nepecuere Ha MomerasoHa ¢ypoat 50,00 Mkr

Strength / Nosuposka 50 meg / 50 Mkr Date of Mfg. / [laTa npon3soacTea 09/2022
D f / Metered-dose nasal spray /
osage lorm Cripeii HazanbHbIH Date of Exp. / Foaen ao 08/2024
JlekapcTBeHHasi popma .
JIO3UPOBAHHBI
Product code / Koa npoaykra SRU030007E040401 DK Date of release / JlaTa Boinycka 30.09.2022
o Qty. Released / Koauuectso 30,720 BOT/
Batch No. / Cepun Ne 12220550 BhITYIIEHO (brakoHoB
. Mfg.License No. /
Batch size / Pazmep cepun 34,722 BOT/ gnakonos JIMUEH3HS HA MPOUIBOACTBO (HoMEp) MNB/10/832
Inspection Lot No.“/ 040000413513 Mfg. License Date / 30/04/2020
PerucTpauHoHHbIH HOMep aHAAN3A JInueH3ust Ha Npou3IBOACTBO (aaTa)
; GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudurat (1a1a) 18/06/2020
Market / Puitiok Russia / Poccus GMP Compliance certificate No./ | G\1p_g1556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS/ITOKA3ATEJIU LIMITS / TPEBOBAHMHSI OBSERVATIONS / PE3YJIBTATHI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum/Muuum 97.0%

/ OaHOpPOAHOCTH
AO03MPOBaHUSA

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

He Gonee 1 3Hauenus w3 10 onpenenenuit
MOXET OTKJIOHATCH OT CPEAHEro 3HAYEHUS
6onee, ueM Ha * 25 %, u HM oaHoOro, Gonee
yeM Ha £ 35 %.

Enu pBa wunm Tpu 3HaueHus UMeIOT
OTK/IOHEeHHUA Gosee uem + 25 %, HO MeHbIIE,
yeM * 35 %, TO HCHBITHIBAIOT CleaylOLIHe
20 ¢aakoHOB.

He Gomee Tpex 3Hauenuit w3z 30
OonpefeneHHit  MOTYT  OTKJIOHATbCS  OT
CpenHero 3HayeHus Oosiee, yeM Ha = 25 %, u
HM 0HOTO, O0see uem Ha + 35 %.

Maximum / Makcumym: 101.5%
Mean / Cpennee:100.0%

\
Prepared By / lloarorosua Checket\By / TIposepua \Approved By / On06pua
Signature / Hoanuck, LS bl v
Date / JaTa U’plzL \S\\O VV°' \f\\°\'U
Name / PUO Atul Kumar Akshit Bhardwaj Sandeep Semwal
szlifcr:{it::: / Officer-QA Sr. Officer-QA Sr. Manager - QA
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CEPTUOUKAT AHAJIU3A 'OTOBOTI'O ITPOAYKTA
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Name of Product /
HaumenoBanune npogyxuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarentoBaHHoe HauMeHOBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona ¢yypoara MOHOrHApaTa Cripeii HazalbHbIA J03HPOBAHHBIN 50 MKr

Active Ingredients /
JeiicTBytomue BeutecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
I no3a cnipes coaepxkuT: AeicTByIOIEe BelecTBO: MoMeTasona ®ypoara MOHOTMpaT
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / Xo3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npoussoacTsa 09/2022
Dosage form / Metered-dose nasal spray /
& Crnipeit HazanbHbIH Date of Exp. / I'oaen ao 08/2024
JlexapcTBeHHan dopma
J03UPOBaHHBIN
Product code / Kog npoaykra SRU030007E040401DK Date of release / lata Boinycka 30.09.2022
Qty. Released / KonuuectBo 30,720 BOT/
Batch No. / Cepun Ne 12220550 BbINYLIIEHO dnakoHos
. Mfg.License No. / /10/832
Batch size / Pasmep cepun 34,722 BOT/ ¢pnakonon JIHLeH3HS Ha NDOHIBOACTEO (HOMED) MNB 3
Inspection Lot No.u/ 040000413513 Mfg. License Date / 30/04/2020
PerucrpauHorHbIii HOMep aHAAU3a JIMueH3HA Ha MPpOoU3BOACTBO (AaTa)
: GMP Compliance certificate Date / 202
Package size / Ynakoska 120 Doses / 120 103 GMP ceprudmiar (1a1a) 18/06/2020
Market / Peinok Russia / Poccus GMP Comopliance certificate No. / GMP-01556/20/IN
GMP ceprudukat (nomep)
Reference Specification No. /
Crneundukauvs rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIU |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIBTAThI

15 | Microbiological Purity / Mukpo6nonoruyeckas 4nerora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / OGiuee uncno
aspo0HbIX OakTepHif 1
JPOKIKEBBIX M MAECHEBLIX
rpu6os (CyMMapHo)

Test for Absence of
Specified Microorganism /
Tecr na cneunduueckne
MHUKPOOPraHH3Mbl:
Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Kenueycroliuusrie
IHTepOOAKTEPUH

P
AP

Not more than 102 cfu per 1g (ml) of the
product / He 6onee 10 KOE B 1 r (M)

npenapara

Absence per 1g (ml) of the product /
OtcyrcTsre B | r (M) npenapata

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

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

Less than 10 cfu/ml/
Menee 10 KOE/Mn

Absent / OTcyTCTBYET
Absent / O1cyTcTBYET

Absent / OtcyTcTBYET

Q -~

% A

\Qr,‘ . R \

V"harm aly Prepared By / IMoarorosua Checked\By / Ilposepua \Approved By / Opobpua
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Name of Product /
HanmenoBaHue NPoaAYKLUUH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3oHa gypoara MOHOTHApATA cripel HaszallbHbIN J03UpOBaHHbIH 50 MK

Active Ingredients /
JeiicTBylomue BelecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| no3a cnpes conepxuT: AeiicTyollee BewecTBo: Momerasona @ypoara MoHornapar
51,72 mkr B nepecuere Ha MomerasoHa dypoar 50,00 Mxr

Strength / Jo3uposka 50 mcg/ 50 mkr Date of Mfg. / laTa npou3BoacTBa 09/2022
Dosage form / Metered-dose nasal spray /
JlexapcTsennas hopma Crpei Ha3saIbHbIR Date of Exp. / Toaen ao 08/2024
JIO3MPOBAHHBIH
Product code / Kon npoaykra SRU030007E040401DK Date of release / lata Bbinycka 30.09.2022
Batch No. / Cepun Ne 12220550 Qty. Released / Koanuecrso 30,720 BOT/
BhINYyIIEHO ($1akoHOB
Batch size / Pazmep cepuu 34,722 BOT/ ¢nakounos Mfg.License No. / MNB/10/832
JIMueH3us Ha NpoU3BOACTBO (HoMep)
Inspection Lot No.“/ 040000413513 Mfg. License Date / 30/04/2020
Perncrpauvotuslii Homep anajausa JIvueH3vs Ha NPOU3BOACTBO (AaTa)
: GMP Compliance certificate Date /
P
ackage size / YnakoBka 120 Doses / 120 no3 GMP ceprudmkar (1a7a) 18/06/2020
Market / Prinok Russia / Pocens GMP Compliance certificate No./ | Gy1p o) 556/20/N
GMP cepru¢ukat (Homep)
Reference Specification No. /
Cneuudukaunn rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS/TIOKA3ATEJH | LIMITS / TPEBOBAHUAA | OBSERVATIONS / PE3YJIbTATDI
16. | Assay / KosinuecTBeHHoOe onpeaefieHune
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 104.6% / 104,6%
MowmerTasona ¢ypoara Ot 85 % mo 115 % ot 3as1BIEHHOrO
COEpKaHUg
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content / | 84.8% / 84,8%
Benzankonus xnopuaa Ot 80 % a0 120 % ot 3asBNEHHOTO
COZIEpKaHus
17. | Package Size / Ynakoska | 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle
made from high-density polyethylene | made from high-density polyethylene
Ay equipped with a metering device and a cap | equipped with a metering device and a
N . | made from high-density polyethylene. One | cap made  from  high-density
/; 5 \| bottle together with the package insert per a | polyethylene. One bottle together with
* 1 cardboard box. / Tlo 60 wmmm 120 nos | the package insert per a cardboard box.
‘ 5 | cycneHsun Bo ¢uakoHe W3 monudTHiIEHa | / 120 103 CycrneHsuM BO (MiakoHe u3
\"‘ 2 7\.11 - :“:1 BLICOKOH  MJOTHOCTH €  JO3UPYIOIIMM | MOJHMITHICHA BBICOKOM TIUIOTHOCTH ¢
N ;‘?‘( /| ycTpoiicTBoM 51 KpbILUEUKOH 13 | D03UPYIOLIHM YCTPOHCTBOM H
R v W / MOJIM3THEHA BBICOKOH IIOTHOCTH. [lo 1 | KpbILIEYKOH M3 MONMITWIEHA BBICOKOH
\:\" ren NJ‘/ ¢bnakoHy BMecTe ¢ wuHCTpykuued no | miotHoctd. Mo 1 duiakoHy BMmecTe ¢
— MEMULUUHCKOMY NPUMEHEHMIO B MNayke | HHCTPYKLMEH N0 MEIMLMHCKOMY
KapTOHHOII, NPUMEHEHHIO B MAYKE KAPTOHHOM.
18. | Labeling / Mapkupoeka According to ND / B coorercteun ¢ HJ|
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHeHnne B 3a1uMiueHHOM OT cBeTa Mecte npu Temnepatype ot 15 no 25 °C. He 3aMopaxuBarth.
20 | Shelf-life / Cpok roauocTn | 2 years /2 roga

LY
Prepared By / lMoarovosua ChecKked By / ITposepua \Approved By / Opo6pua
Signature / Iloanuce = B
— .
Date / JlaTa )50 L \S\WW eAVAa
Name / ®HO Atul Kumar Akshit Bhardwaj 'S Sandeep Semwal
Designation /
ToanHocTs Officer-QA Sr. Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A TOTOBOI'O IPOAYKTA
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Name of Product / MOMAT RINO
HanmenoBaHHe NpoayKkuuu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHTOBAHHOE HAMMEHOBAHUE Mowmera3oHa ¢ypoara MoHoOruapara cnped HasalbHBIH 103MpoBaHHbIA 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 mcg
JeiicTeytomne BeutecTa | nosza crnipes conepxuT: AeiicTByloiuee BelecTBo: Momerasona Pypoara MoHoruapar
51,72 mkr B nepecyere Ha MoMerasona dypoar 50,00 Mkr
Strength / Jo3uposka 50 mcg / 50 mkr Date of Mfg. / laTa npoussoacTea 09/2022
Metered-dose nasal spray /
Dosage form / o o
JlexapcTsennan Gopma Cripeit Ha3aNbH bl Date of Exp. / T'oaen ao 08/2024
JO3WPOBaHHbIH
Product code / Kox npoaykra SRU030007E040401DK Date of release / [Iara Bbinycka 30.09.2022
Batch No. / Cepust Ne 12220550 Qty. Released / Konnuectso 30,720 BOT/
BbINYWEHO ¢1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢naxouos Mig.License No. / MNB/10/832
JIHueH3ust Ha NPOH3IBOACTBO (HOMep)
puspection Lot No. / 040000413513 Mfg. License Date / 30/04/2020
eruCTPALIHOHHBII HOMEp aHAIM32 JInuen3us Ha npon3BoaCTBO (AaTa)
: GMP Compliance certificate Date /
P
ackage size / Ynakoska 120 Doses / 120 no3 GMP cepruduraT (1aTa) 18/06/2020
Market / Peiriok Russia / Poccus GMP Compliance certificate No./ | 5y1p_0)556/20/IN
GMP ceprudukat (Homep)
Reference Specification No. /
Creuudukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Any deviation/Incident/OOS: OOT/1101/2022/0046
OtxnodHennst/ Uuunaentu/QO0C: OOT/1101/2022/0046

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.”
3ak/n0ueHHe O COOTBETCTBHM: HACTOSWIMM MOATBEP)KAAIO, 4YTO MNpEACTABIEHHAs Bbillle HHPOPMALMA ABISETCH
RocToBepHOH W TO4YHOM. [laHnas cepus Obla NpoM3BedeHa (BK/IKOYAA YNaKOBKY/MapKMPOBKY M KOHTPOJIb KauecTBa) Ha
YKa3aHHOW  BbIIIC MNPOM3BOACTBEHHOH IUIOWAAKE B IOJHOM COOTBETCTBMM ¢ TpeGopamuamu Hannexalueit
Iponssoncraennod Mpaktuku (GMP) N0KaIbHBIX PErYJATOPHBIX OPraHOB M TPEGOBAHUAMM HOPMATHBHOMN NOKYyMEHTALMH
JII1-003870-221221 nna peinka Poccuu. [IpoTOKOIBI NPOKU3BOACTBA, YNIAKOBKH U MOKA3aTE M KA4eCTBa JaHHOM CepHH GbLIH
NIpOaHaW3UPOBAHBl W CIEIAHO 3aK/IIOYEHHE, YTO OHH COOTBETCTBYIOT TpeboBaHusAM Hamnexaiueit [TpoussoacrseHHoil
IMpaktuxu (GMP).

!
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