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Name of Product /
HaumeHoBauue npoaykuyu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBanHoe HauMeHOBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTazona ¢ypoaTa MOHOIHApaTa CTIpell HA3aTLHEIH N03UPOBAHHEIH 50 MKT

Active Ingredients /
HAeiicTByromue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa crpes copepxur: nelicTayrommee BelecTso: MoMerasona ®ypoara MOHOrHAPAT
51,72 mxr B nepecuere Ha Mowmerasona dypoat 50,00 MKr

Strength / Josupopia 50 mcg / 50 mxr Date of Mfg. / lata npoussoacrea 11/2021
: Metered-dose nasal spray /
Jliglsc:gpec:‘f:;:‘}:an bopma Cnpeit HasanbHBIN Date of Exp. / Toaen ao 10/2023
J03UPOBAHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / lara Beinycka 07.12.2021

Batch No. / Cepust Ne 12210655 Qty. Released / Konuuecrso 32,020 BOT/
BLINYIWEHO durakoHoB

. Mfg.License No. /

Batch size / Paamep cepun 34,722 BOT/ ¢gnaxonos Jlnuenaus 1a mpoH3BOACTBO (Homep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

PeructpaunoHHbIli HOMEp aHaIM3a 040000359559 JIuuen3us Ha NPOU3BOACTBO (AATA) 30/04/2020

Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduiar (aara)

Market / Priosc Russia / Pocns GMP Compliance certificate No./ | o\ 15562018
GMP cepruduiar (nomep)

Reference Specification No. /

Cneuudpurauus rorosoro SPC-CC-063688 Reference STP No. / CITM Ne STP-CC-040944

npoaykra Ne

Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATbBI

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

semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot Genoro a0 moutw O€NOro IBETa OT
MOJTyNpo3pavHoii o HEMpO3pavHoH
KOHCHCTCHUMEE TYCTas CYCIIEH3HUA. -

IToury Genoro 1BeTa OT Henpo3pauHOii
KOHCHUCTEHLIUM TyCTas CyCIICH3Hs,

2. Identification / IlogaunanocTs

a) Mometasone Fuorate /
Mowmerasona 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. / Bpems yxepxusanus | chromatogram of standard preparation.
OCHOBHOTO mnuka Ha XpomaTtorpamme |/ Bpems yaepXuBaHus OCHOBHOTO
UCIBITYEMOrO pacTBopa JOJDKHO | TMKA HA XpOMaTorpaMMe HCIIEITYEMOTO
COOTBETCTBOBATL BPEMEHM YACPKUBAHMA | paCTBOPA  COOTBETCTBYET BPEMEHH
OCHOBHOT0 nMKa Ha XpOMaTorpamMMe | yJepXHMBaHHsS OCHOBHOTO NHKa Ha
CTaHIapTHOTO pacTBopa XpoMarorpamme CTaHAAPTHOTO
ﬁaTB”
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Prepared, By / oarorosui Checke@By / llposepu Approvdll By / Oxo6pua
Signature / Iloanuce — g .
Date / lata 22])2 ) ,-A\W 2 \ﬂM\V(
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Carg
ggilf;‘;tg: / Officer - QA Officer - QA Asst. Manager -QA
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Name of Product /
HaumeHoBanue npogyxumm

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerazona ypoara MoHOrHApaTa cripelt HA3ANLHEI 03MPOBAHHLI 50 MKr

Active Ingredients /
JeiicTByIo1ne BewecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripest cozepuT: AelicTByOmEE BelecTBO: MoMerasoHa ®ypoara MOHOTUAPAT

51,72 mxr B mepecuere Ha Momerasona dypoar 50,00 Mkr

Strength / No3upopka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacrpa 11/2021

Dosage form / Metered-dose nasal spray /

Jlekapernennas hopma Cnpeit Ha3aNbHbIH Date of Exp. / Toaen ao 10/2023

AO3UPOBAHHBIN

Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Beinycka 07.12.2021

Batch No. / Cepns Ne 12210655 Qty. Released / Konuectso 32,020 BOT/
BLINYLEHO takonos

. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos JIMueHsHs HA NPOW3BONCTBO (Homep) MNB/10/832

Inspection Lot No. / . Mfg. License Date /

Peructpannonnsiii Homep anaiansa 040000359559 Jlnnensns Ha npowsBoacTso (aata) 30/04/2020.

Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)

Market / Poinok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN

: GMP cepruduiar (nomep)

Reference Specification No. / :

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

npoayxkra Ne

Ne | TESTS /HIOKA3ATEJIHN

LIMITS / TPEFOBAHUSA

OBSERVATIONS / PE3YJIbTAThI

b) Benzalkonium chloride

/ Bensaskosus xJi0pun
W
%’
s

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci; and Cy4 in the
chromatogram of the standard solution. / Ha

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C12
and Cy4 in the chromatogram of the

) XpomaTorpaMme uCmbITyeMoro pactsopa | standard solution. / Ha xpomarorpamme

(%) HOMKHBI  OGHApyXMBAThCA  [MKM, IO | MCHBITYEMOTO pacTBOpa

= BpEMCHaM yAEPKHUBAHUA COOTBETCTBYIOINE | OGHAPYXMBAIOTCS MHKH, N0 BpEeMEHaM

%' IMKaM roMONOroB GeH3aNKOHMSA XJIOpHZA | yaepKHBAHMA COOTBETCTBYIOLLIHE

N Ci2 1 C14 Ha XpOMATOrpaMMe CTAaHIAPTHOTO | MMKAM  TCOMOJOTOB  GEH3aJIKOHHS
pactBopa. xsiopuaa Ciz u Cig Ha XpoMaTorpamme

CTaHAAPTHOTO PacTBOpAa,
3. | pH From4.3104.9/014,3 n04,9 4.641/4,641

4. | Density / IlnoTHocTh

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

1.01 g/em?/ 1,01 r/em?®

S. | Viscosity / BaskocTh From 30 to 130 ¢Ps / Ot 30 xo 130 cII3 54.6 cPs /54,6 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 296 mOsm/Kg
OcMmonsibHOCTD Ot 250 10 350 MOcM/kr 296 MOcM/Kr

7. | Leakage check/
IIpoBepxa ¢pnaxona na
| F€PMETHYHOCTD

Absence of any traces of leaks / OtcyTcTBHE
CJIEZIOB IPOTEUKH

No traces of leaks / Ciien! ipoTeuxu
OTCYTCTBYIOT

8. | Net content / Macca Not less than 18.0 g / He menee 18,0 r 183g/183r
coaepxumoro ¢gJiakoHa
Prepared By / IloaroTosua CheckedBy / Iposepun Approved By / Onodpua

Signature / Noanucsy &%
Date / {ara 2] )2)na ANV ’)/_)/\ ‘ \/\"V’M
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar'Garg
Designation /

OUIKHOCTE Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
HaunmenoBanue npoayxkuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenToBanHoe HauveHoBaAHKe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mometasona dypoara MoHOrMapara cnpeli Ha3aTbHEI A03MPOBAHHEI 50 MKT

Active Ingredients /
Heiicryomue Beecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cripess cogepxur: AeitcTBYyIOMmEE BellecTBo: MoMeTaszoHa ®dypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Mometasona dypoar 50,00 Mxr

Strength / Josuposika 50 meg/ 50 mkr Date of Mfg. / {aTa npoussoacrsa 11/2021

Dosage form / Metered-dose nasal spray /

Jlexapcraennas gopma Cripeii HasanbHbIH Date of Exp. / Fogen a0 10/2023

JO3UPOBAHHBIH

Product code / Koa npogyxra SRU030007E040401DK Date of release / laTa Buinycka 07.12.2021

Batch No. / Cepust Ne 12210655 Qty. Released / Koanuecrso 32,020 BOT/
BBIMYIIEHO ¢uaxonoB

. Mfg.License No. /

Batch size / Pasmep cepun 34,722 BOT/ dnakonos JIIen3Hs HA NPOWSBOXCTBO (HOMep) MNB/10/832

Inspection Lot No. / Mfg, License Date /

Perucrpanuonuniii Homep aHaIM3a 040000359559 JInueHsus Ha NPon3BoACTBO (1aTa) 30/04/2020

: GMP Compliance certificate Date /

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

Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudmeat (nomep)

Reference Specification No. /

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

npoaykra Ne

Ne | TESTS /HOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS / PE3VJILTATHI

9. | Number of deliveries per

Not less than 120 doses / He menee 120 no3

188 doses / 188 103

container / KonnuecrBo
103

10. | Pump delivery / Individual dose mass: from 85%to 115% | Minimum / Musumywm: 92.3%
Macca ao3n1 of the theoretical dose mass / Maximum / Maxcumym: 108.5%

UnpusnnyansHas macea ao3bi: ot 85 %
Ao 115 % ot TeopeTuaeckoit Macchl 103bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpenunsia macea 203n1: 0T 90 % 10 110 %
OT TEOPETHUECKOM MacChl A03bI

Average / Cpennee: 105.1%

11. | Particle size /
Pa3mep uwacrun

Particles < 10pm in size: Not less than 90%
Yacrun pasmepom < 10 MkM - He MeHee
90 %;

Particles < 30pm in size: 100%

Yacruu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
Yacrun pasmepom > 30 MKM - TOIDKHBI
OTCYTCTBOBAaTh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTcyTﬂng};m &\\
ol &)

oy
(D

Prepared By / loaroroBun Checl®l By / Iposepua Approved\By / Onodpua
Signature / Moanucs [
Date / Nata S 1 AV '))/‘\ 7/‘%’/\
Name / ®NO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JToa f::_l OCT: Officer - QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
Haumenosanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTentoBannoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHOrvapaTa cripet Ha3a/IbHBIA A03MPOBAHHLINA 50 MK

Active Ingredients /
JeficTByIomue Bemecrsa

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 conepxur: xeitcTayiomee Bewectso: Momerazona ®ypoara MOHOTHAPAT
51,72 mkr B nepecuere Ha Momerasoua dypoar 50,00 Mkr

Strength / Josupopka 50 meg / 50 mxr Date of Mfg. / Jata npon3soacraa 11/2021
D form / Metered-dose nasal spray /
ﬂosage orm -Cnpeit HasanbHbII Date of Exp. / 'oaen a0 10/2023
eKapcTBerHas (hopma
J031POBAHHEIH
Product code / Kog npoayxra SRU030007E040401DK Date of release / lata Buinycka 07.12.2021
o Qty. Released / KoanyecrBo 32,020 BOT/
Batch No. / Cepusi Ne 12210655 By HieHo tnaxoHon
. Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢aaxonos Jlnuensus na npoussoncTso (sowep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perncrpanuonnniit Homep anaausa 040000359559 JluueHsus Ha npousBoacTBO (1aTa) 30/04/2020
. : GMP Compliance certificate Date /
Package size / Ynaxoska 120 Doses / 120 go3 GMP ceprudpuicar (1a7a) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudpuxar (siomep)
Reference Specification No. / :
Creunduxauus roTosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS/TIOKA3ATEJIH | LIMITS / TPEGOBAHUS | OBSERVATIONS / PE3YJIbTATHI
12. | Related Substances / ITocroponnue npumMecu
Impurity 8DM / Not more than 0.15 % / He 6oxnee 0,15 % Not detected/ He oGHapy»xeHO
Ilpavecu DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % 0.006% / 0,006%
TIpumecu DMC
Impurity D / Not more than 0.20 % / He 6onee 0,20 % 0.02 %/ 0,02% /ﬂ\
Ipumecu D R4 :j:,tf.\‘ - U’“c;-/
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.05%/0,05%
impurity / Exusmansoit
HEUIACHTH(GHIMPOBAHHOM = "
HpUMECH \:3 Zui
Total impurity / Not more than 0.60 %/ He Gonee 0,60 % | 0.16%/0,16%  \, o
Cymma npumeceit \%m 2 C/@/N/

-

Lid. » 85"/‘

13. | Spray content uniformity
(Uniformity of delivery
dose) / Oanopoxnocrsb

BbICBOOOKIaEMOI J03bI

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 / Munumym: 100.6%
Maximum / Makcumym:105.8%
Mean / Cpennee:103.1%

A
Prepared By / Hoarorosu Ch By / IlpoBepua Approvd& By / OnoGpua
Signature / Ioanucn ) .
Date / Jlata 22 J1h) AW qy\\ﬂ'\p\»\
Name / PHO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JosisHOCTS Officer — QA Officer - QA Asst, Manager -QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHne npoaykumu

MOMAT RINO
MOMAT PMHO

Generic name /
HenaTeHToBaHNHO0E HAKMEHOBaHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmeraszona ¢gypoara MOHOrHApaTa COPEH HA3AIBHBIN A03UPOBAHHLIH 50 MK

Active Ingredients /
JelicTByromue BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cnipest coaepuUT: AeHcTByIOIIEE BelecTBo: MomerasoHa dypoara MOHOrKIpaT
51,72 mxr B nepecuere va Momeraszona dypoar 50,00 Mkr

Strength / Jo3uposxa 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
I e 10 Crpeli HasAILHEIH! Date of Exp. / Foaen ao 10/2023
exapcTBeHnas gopma
J03UPOBAHHBIA
Product code / Koa npoayxra SRU030007E040401DK Date of release / IaTa Boinycka 07.12.202 l‘
Batch No. / Cepust No 12210655 Qty. Released / Kosnuecrso 32,020 BOT/
BBINYILEHO (hakoHoB
. Mfg.License No. /
Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos JIMIeH3HS HA TPOM3BOICTBO (HoMeE) MNB/10/832
Inspection Lot No. / Mfg, License Date /
PeructpaunoHublii HOMep anaausza 040000359559 JInueH3ust Ha NPoM3BOACTRO (AaTa) 30/04/2020
; GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmiar (1a78) 18/06/2020
Market / Poinox Russia / Poccnsa GMP Compliance certificate No. / GMP-01556/20/IN
: GMP ceprudukar (nomep)
Reference Specification No. /
Crneuntpuxauus rorosoro SPC-CC-063688 Reference STP No. / CIIA Ne STP-CC-040944
npoaykra Ne
Ne | TESTS/IMIOKA3ATEJIU LIMITS / TPEGOBAHN S OBSERVATIONS / PE3YJIBTATBI

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

He Gonee 2-x u3 20 xo3 (10 HavagbHBIX 103
1 10 xoneuHbIx 103 U3 10 $nakoHOB) MOTyT
UMETb OTKJIOHCHHE OT CPEIHEr0 3HaYeHHA
Oonee ueM = 25%, W HU omHA HO3a HE
JO0JDKHA HMMETb OTKJIOHEHHE OT CPEIHEro
3HayeHus 6osee geM Ha = 35 %,

Ecnu ot 3 1o 6 103 UMEIOT OTKIOHEHWS

END / Koneu:

Minimum / Munnmym: 102.8%
Maximum / Makcumym: 107.2%
Mean / Cpennee: 104.7%

Gonee ueM + 25 %, HO MeHee ueM + 35 %, To S

(@)

HCIBITHIBAIOT CieAyromue 20 ¢aakoHOB. . m
He Gomee 6 ws 60 no3 wmoryr mMeTs ' N

OTKJIOHCHHE OT CPENHEro 3HadeHus Oouee 2 -
0 o an] I v

ueM = 25 %, ¥ Hu onHA 7032 HE NOMKHA P -
é \‘)

UMETh OTKJIOHCHHME OT CPEIHEro 3HaueHus A
Oonee uem =+ 35 %, 4 N

b i\

N3
/f\
~
-

Prepared By / [loaroToBua Checked By / Iposepna Approvad By / OnoGpna
Signature / Ilognucs (=
Date / Mara ] ) ot N a8 ")D/\.\\/YW)’\
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Eﬁj:i:?g: / Officer — QA Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe npogykumuy

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MOHOrHApaTa Cpeii Ha3aNbHbIN 103upOBaHHbIH 50 MKT

Active Ingredients /
HeficTByromue Bemecrsa

1 dose of the spray contains: Active ingredient; Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 n03a cnpes copepKuT: AelicTByiomee Bewectso: Momerasona Oypoara MOHOrHIpaT
51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 Mxr

Strength / lo3uposka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTBa 11/2021
Dosage form / Meterf,d-dose nasal spray /
Mexapersentas dopma Cripeii HasanbHBIH Date of Exp. / Cosgen a0 10/2023
J03NPOBAHHBIH
'| Product code / Kox npoayxra SRU030007E040401DK Date of release / laTa Boinycka 07.12.2021
Batch No. / Cepust Ne 12210655 S:ly';y'fne:f:ed / Komwuecrso ;ﬁ;ﬁg 2ot
Batch size / Pasmep cepun 34,722 BOT/ ¢naxonos Jl\Ii:lgl.eI::::s:aNr?;.)(/)mBouc'rBo (Homep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perll)dcranHOHHblﬁ HOMeEp aHAIN3A 040000359559 Jlnﬁeﬂsml HA MPOH3BOACTBO (1aTa) 30/04/2020
Package size / Ynaxoska 120 Doses / 120 ro3 gﬁg E;ngz?g;c&?ﬁ; ate Date / 18/06/2020
Market / Prinok Russia / Poccns GMP Compliance certificate No./ | ;v ip 1556/20/IN
GMP cepruduxaT (Homep)
Reference Specification No. /
Cneunduranus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TIOKA3ZATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTATHI
14 | Uniformity of dosage units | Not more than value from 10 | Minimum / Murum 100.6%
/ OnHopoxHOCTEL measurements can deviate from the average | Maximum / Maxcumym: 105.8%
JA03MPOBaHUSA value more than + 25% and none can deviate | Mean / Cpeanee:103.1%
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 3nauenua u3 10 ompenpeneHuit
MOXET OTKIOHATCS OT CPeOHEro 3HauYCHUS
Gonee, uem Ha + 25 %, 1 HU omHOro, Gonee
geM Ha + 35 %.
Env nBa wm Tpu 3HaueHus uMelOT
OTKJIOHEHHMs Gonee ueM + 25 %, HO MEHBIIE,
yeM * 35 %, TO HCINBITHIBAIOT CHELYIOLINE
20 ¢uakonos.
He Gonee Tpex sHauenwmii wm3 30
ONMpPERENICHUH  MOTYT  OTKJIOHATBCA  OT
cpenHero 3HaueHus Gosee, YeM Ha = 25 Y%, u
HU ofHOTO, Gostee 4eM Ha + 35 %.
Prepared By / Hoarorosua Checked-Ry / lIposepna Approved\By / Ono6pua
Signature / Ioanucek (F— :
Date / ata ‘ PN A e 9a\n A
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
g:j:i:‘:)tg: / Officer - QA Officer — QA Asst. Manager -QA
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G

glenmark

A new way for a new wotld

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
CEPTUOPHUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Name of Product /
HaumeHoBanue npogyxuun

Page 7 0f 9/ Crp. 7n3 9
MOMAT RINO )
MOMAT PHHO

Generic name /
HenateHTOBaHHOC HANMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona $ypoara MOHOTHApaTa CTIPeit HA3ANLHEI 03MPORAHHEIN 5O MKT

Active Ingredients /
JeiicTByionue Bemecrsa

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

1 no3a cripess conepsxu: AeicTBYIOWEE BelecTBO: MoMeTtasona dypoara MOHOTUIpar

51,72 mxr B nepecuere Ha MomeTazona dypoat 50,00 Mxr

Strength / Ho3uposka 50 meg / 50 Mxr Date of Mfg. / Jara npoussoacraa 11/2021
' Metered-dose nasal spray /
D fi )
ﬂ:i‘:‘i‘:_r(:::aﬂ bopma Cripeit HasanbHpIH Date of Exp. / Cogen go 10/2023
JO3MPOBaHHEI
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Boinycka 07.12.2021
| Batch No. / Cepns Ne 12210655 Qty. Released / Kosinuectso 32,020 BOT/
BBINYLUEHO (akoHOB
Batch size / Pasmep cepun 34,722 BOT/ dnaxonos Mfg.License No. / MNB/10/832

Jluuensus na nponsBoAcTBo (HoMep)

Inspection Lot No. /
Peructpaunonnsiii Hovep anaausa

Mfg. License Date /
040000359559 Jlunensun na npoussoacTso (4aTa) 30/04/2020

GMP Compliance certificate Date /

Package size / YnakoBka 120 Doses / 120 no3 GMP cepruduar (1a7a) 18/06/2020
Market / Puinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (siomep)
Reference Specification No. /
Creunduxanys rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne STP-CC-040944
npoaykra Ne
Ne | TESTS /TIIOKA3ATEJIA | LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTATHI
15 | Microbiological Purity / MuxpoGuosoruueckas 4ncrora
Total aerobic microbial
count and total combined Not more than 102 cfu per 1g (ml) of the Less than 10 cfu/ml/
yeast and moulds count product / He Gosnree 102 KOE B 1 r (M) Menee 10 KOE/mn S
(combined) / O6mee uncno | npenapata e
a3pO6HBIX GaKTepuii n i )
IPOHOKEBBIX U IJIECHEBRIX * ‘
rpuboB (cymmapHO) 0
Test for Absence of (_3; =2 -
Specified Microorganism / ¢ e
Tecr Ha cneunduyeckue G p ‘,&.\‘:;a\,‘
MUKDPOOPranH3MEI; harmacgey
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcTByet
Staphylococcus aureus Orcyrctsue B 1 r (mn) npenapata —
Bile-Tolerant Absence per 1g (ml) of the product / Absent / Orcyrcrayer

Enterobacteria / Otcytcrsye B 1 1 (1) npenapata

JKemeycroiuussie Absence per 1g (ml) of the product / Absent / OtcyTctByer

3HTEpObaKTEpHM Ortcyretsue B 1 r (M) npenapata

Prepared By / Hoarotosua Checked By / IIposepua Approvéd By / Onodpua

Signature / Hoanues P ( HF— e
Date / lata ety TES A e ’9/)/ n
Name / PHO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
ngi’:;tc':: ! Officer — QA Officer - QA ~Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTH®HUKAT AHAJIN3A TOTOBOT'O IMIPOAYKTA
Page 8 of 9/ Ctp. 8 13 9

MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona diypoara MoHOrMapara crpeit Ha3aNBHEI J03MPOBAHHBIA 50 MKT

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

1 nosa cipest conepxut: Aefictayiowee Bemectso: Momerasona ®ypoara MOHOTHApAT

51,72 mxr B nepecuere Ha Mometasona dypoar 50,00 mkr

Name of Product /
HaumeHoBaune npoayxuuu
Generic name /

HenateHnToBanHOe HanmeHOBAHNE

Active Ingredients /
HelicTayomue Bemecrsa

Strength / Hosuposka 50 meg / 50 mkr Date of Mfg. / lata npoussoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapeTaennas gopma Cripeit HasaNbHBIH Date of Exp. / Toaen ao 10/2023
JO3UPOBAHHbIH
Product code / Kog npoayxra SRU030007E040401DK Date of release / JlaTa Buinycka 07.12.2021
Batch No. / Cepusn Ne 12210655 Qty. Released / KonnuectBo 32,020 BOT/
: BLINYIUEHO ¢utakoHoB
Batch size / Pazmep cepun 34,722 BOT/ dnakonos r:ﬁﬁ:::ssf:;xlmaaoaﬂso (nomep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
Perucrpaunonnsiii Homep aHanuza 040000359559 Jlnﬁemml HA MpoU3BOACTBO (AaTa) 30/04/2020
Package size / YnaxoBka 120 Doses / 120 no3 gl;;n; :i;?:;:':;ic&?ﬂ)cate Date / 18/06/2020
Market / Poitiox Russia / Poccs GMP Compliance certificate No./ | ;\p 1 556120/7N
GMP cepruduxar (nomep)
Reference Specification No. /
Cnenunduxauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
NPOAYKTa Ne
MNe | TESTS /IHOKA3ATEJIA | LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3YJIBTATBI
16. | Assay / Konnuecrsennoe onpenesenue
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 102.3% / 102,3%
Mowmerasona ¢ypoara Or 85 % 10 115 % ot 3asBieHHOrO
CONEepIKanus
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 94.3% /94,3%
Bemnsanxonus xnopuna Ot 80 % 1o 120 % or 3asBiEHHOTO
coaep kaHus
17. | Package Size / Ynaxkoska | 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle
m made from high-density polyethylene | made from high-density polyethylene
A PSS US| equipped with a metering device and ipped with a metering device and
PN o quipped with a metering device and a cap | equipped with a metering device and a
s OA made from high-density polyethylene.. One | cap made from  high-density
*‘“‘J @ bottle together with the package insert per a polyethylene. One bottle together with
J/ * licardboard box. / To 60 mm 120 go3 | the package insert per a cardboard box.
0 PA™  ollcycnensun Bo i} / 120 no3 cycnensuu Bo ¢naxoHe u3
= ] Tllcy JIAKOHE K3 MOJNHITUICHA 103 CyCNEH3 JE
4 ~ [ BBICOKOM  IUIOTHOCTH € HOBUPYIOINMM | HOJMATANEHA BHICOKOH ILIOTHOCTH C
\’5@ ) Q}?/ YCTpOHCTBOM H KpBIIEYKOf M3 | JO3UPYIOIIHM ycTpoiicTBoM U
NG Ph c e\\‘k“c DOMHITUNEHA BhICOKOW MIoTHOoCTH. ITo 1 | Kpwimieuxolf U3 MONMATHIIEHA BLICOKOM
W dunakoHy BMecTe ¢ mHCTpyKumel mo | mwiotsoctH. ITo 1 (nakoHy BMmecTe ¢
MEIMIMHCKOMY ~TpPUMEHCHHIO B Mauke | MHCTPYKLMell 10  MeIMUMHCKOMY
KapTOHHOH, IMPUMEHCHHIO B MaYKe KapTOHHOM.
18. | Labeling / MapkupoBka According to ND / B cooreercTaum ¢ HJ|
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpanenne B 3ammineHHOM oT cBeTa MecTe MpH Temnepatype ot 15 x50 25 °C. He 3aMOpaXVBaTh,
.20 | Shelf-life / Cpox roanoern | 2 years/2 roga
Prepared By / IoaroTosua Checked\By / IIposepua Appl%\ﬁd By / OnoGpus
Signature / Hoanuce [ T
Date / laTa 2 I A A &9\\7’\%’»\
Name / ®O Atul Kumar Akshit Bhardwaj Ajay Xumar Garg
Rﬁj:i?{?:: ! Officer — QA Officer - QA Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIM3A TOTOBOTI'O ITPOAYKTA

Page90f9/C1p. 9139

Name of Product /
HaumeHoBaHue NpoayKIIM

MOMAT RINO
MOMAT PHHO

Generic name /

HenarenToBaHHOE HAUMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray S0 mcg
MownmeTasoHa (ypoaTa MOHOTHApPaTa clipeil HasalbHbli A03MPOBaHHbIN 50 MK

Active Ingredients /
JeitcTByomue Bemecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cnipest conepxuT: AckcTByiowwee BewecTBo: Momerasona dypoara MOHOTHADPAT
31,72 mkr B nepecuere Ha Momerasona dypoar 50,00 mxr

Strength / osuposka 50 mcg/ 50 mxr Date of Mfg. / lara npousBoacTsa 11/2021

Dosage form / Metered-dose nasal spray / .

J]eKagchBeHHaﬂ bopma Cripeit HasansHbIH Date of Exp. / T'ogen a0 10/2023

J03MPOBaHHEIN

Product code / Ko npoaykra SRU030007E040401DK Date of release / Jata Boinycka 07.12.2021

Batch No. / Cepus Ne 12210655 Qty. Released / Koauuecrso 32,020 BOT/
BBINYINEHO ¢1akoHOB

; Mfg.License No. /

Batch size / Pasmep cepum 34,722 BOT/ ¢nakonos JIHHeH3Ms KA NPOM3BOACTBO (HoMep) MNB/10/832

Inspection Lot No. / Mfg. License Date /

PerucrtpaunoHHblii HOMEp aHasIM3a 040000359559 JInneH3usi HA NPOU3IBOACTBO (AATA) 30/04/2020

: GMP Compliance certificate Date /

Package s?e / YnaxoBka 120 Doses / 120 no3 GMP ceprudmiar (1a1a) 18/06/2020

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

Reference Specification No. /

Cneuuduxanus rotoBoro SPC-CC-063688 Reference STP No. / CITN Ne STP-CC-040944

npoaykra Ne .

Any deviation/Incident/O0S: IN/1101/2021/0318
Orxnonenns/Uunuaento/00C: IN/1101/2021/0318

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. JI[1-003870-280916, 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.”

3aoueHHe © COOTBETCTBHHM: HACTOSINMM TIOATBEPXIAI0, UTO TPEACTABIEHHAS BRNIE HMH(OpPMALWA SBIAETCA
JOCTOBEPHOK W TOHHON. [lanHas cepus Gblna MpousBeneHa (BKNOUAs YNAKOBKY/MapKHMPOBKY H KOHTDOIb KadecTBa) Ha
YKa3aHHO¥ BBl MPOM3BOACTBEHHON IUIOMAZKE B TIOJHOM COOTBETCTBMM ¢ TpeGoBanmamu Haanexameit
IpomsBoacTeennoi MpakTtuky (GMP) JIOKaJIbHBIX PETYJISTOPHEIX OPIaHOB 1 Tpe6OBaHUAMM HOPM2TUBHOM AOKyMeHTalLuu
JII-003870-280916, M3m. Ne 1 ot 15.04.2019, Hzm. Ne 2 ot 05.02.2020 mns peinka Poccuu. [IpoTokonb! npousBoicTea,
YUAKOBKM M TIOKA3aTeNM KavyeCcTBa NAHHOW cepud OBLIM TNPOAHAMM3WPOBAHB! M CHENAHO 3aKMOYEHHE, 9TO OHM
COOTBETCTBYIOT TpeGoBanmsm Hamnexammeit [TpousBoacTBeHHOM INpaxtuxu (GMP),

Prepared By / Ilogrorosua Checked By / IlpoBepna Approved By / Ono6pua
Signature / oanucs T~ H
Date / Jata 2201 ) P ’9:9 \\)’ \'),O\J\
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
)_ID:JS:E;?C':: / Officer — QA Officer - QA Asst. Manager -QA

FCM/QA054/08.00




