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Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBanHoe HauMeHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmetazona (ypoara MOHOrHAPATa CIpeii Ha3aabHbIM JO3HPOBAHHBIH 50 MKT

Active Ingredients /
JleficTByl011Ke BemecTBa

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

calculated for Mometasone Furoate 50.00 meg

1 103a cnpes coepkuT: AeicTBylomee Betectso: Momerazona @ypoara MOHOTHAPAT
51,72 mkr 8 nepecuere Ha Momerazona dypoar 50,00 mxr

_étrength / Lo3npoBKka 50 meg/ 50 mxr Date of Mfg. / lata npon3soacraa 08/2022
Dosage form / Metered-dose nasal spray /
sag Cripeit HasanbHbIH Date of Exp. / Fogen a0 07/2024
Jlexaperpenuas popma o
JI03UPOBAHHBIH
Product code / Kon npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 27.08.2022
Batch No. / Cepusi Ne 12220499 Qty. Released / KoanuecTso 31,360 BOT/
BbINYyEHO ¢akoHoB
Batch size / Pazmep cepuu 34,722 BOT/ ¢rakonon Mig. License No. / MNB/10/832
JlMueH3usa Ha npou3BoACTBO (HoMep)
Inspection Lot NOL/ 040000408983 Mfg. License Date / 30/04/2020 -
PerucTpaunoHHbIi HOMep aHaM3a JInueH3us Ha NpoK3BOACTBO (aaTa)
. n , GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmcar (aata) 18/06/2020
Market / Puinor Russia / Pocons GMP Compliance certificate No./ | y1p_01556/20/N
) GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHMUWSI OBSERVATIONS / PE3YJIbTATbI
1. | Description / Onucanne White to off white thick suspension of | Off white thick suspension of non-
: semitransparent to non-transparent | transparent consistency. /
consistency. / | Tloutn Genoro 1BeTa OT HENPO3PAUHOIL
Or Genoro 10 nourn 6en10ro wuBeTa OT | KOHCHCTEHLMM FYCTas CyCIEeH3usl.
NoJay npo3payHoi ao HEMpo3payHoi

KOHCUCTCHUMH rycras CyCclieH3us.

2. Identification / [ToguHHOCTL

a) Mometasone Fuorate /
MowmeTtasona dypoar

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

preparation. /  Bpemsi  ynep:KMBaHHs
OCHOBHOTO  NHKAa Ha  XpomaTorpaMme
UCTILITYEMOTO pactBopa JOJIKHO

COOTBETCTBOBATD BPEMECHU  YyACPKHBAHUSA
OCHOBHOTIO nvKa Ha XpomaTtorpamme
CTAHRAPTHOTO pacTeopa

The retention time of the main peak in
the  chromatogram  of  sample
preparation  corresponds to  the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpems ynepxuBaHHf OCHOBHOIO
fINKa Ha XpOMATOrpamMMe UCTIBITYEMOTO
pacTBopa  COOTBETCTBYET  BPEMEHH
yIEpKHBaHUS OCHOBHOrO TNHKa Ha
XpoMaTorpamme CTaHAapPTHOro

patBopa

Prepared By / IloaroTosna Checked By / Hposepua Approvgd By / Ono6pua
Signature / loanuck
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Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
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JlokHOCTS Officer - QA Sr. Officer — QA Asst. Manager -QA
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Name of Product /
HanmeHoBanue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHnToBannoe HaumenoBanune

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona giypoara MoHOruApaTa clpei HasaILHLIH 103MpOBaHHbIA 50 MKr

Active Ingredients /
JeiicTBylowmne Bemecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a cnpes conepxut: AgiterByioLee BelecTso: MoMerazona ®ypoara MOHOTHApAT

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

Strength / Nosuposika 50 meg / 50 mkr Date of Mfg. / lata npoussoacrsa 08/2022
Dosage form / Metered-dose nasal spray /
e g Cripeit HasaLHBIN Date of Exp. / l'ogeun a0 07/2024
exapcrBeHHas popma -
JIOBUPOBAHHbIF
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jata Bbinycka 27.08.2022
Batch No. / Cepun Ne 12220499 Qty. Released / Koanuecrao 31,360 BOT/
BbINYLEHO (utakoHOB
Batch size / Pazmep cepuun 34,722 BOT/ ¢nakonos Mig.License No. / MNB/10/832
Juuensusi Ha IPoU3BOACTBO (HOMEP)
Inspection Lot No. / 040000408983 Mig. License Date / 30/04/2020
Perucrpaunonubiii Homep aHaau3a JInueH3us Ha npou3BoacTBO (aaTa)
. 3 ) GMP Compliance certificate Date /
Package size / YnakoBka 120 Doses / 120 no3 GMP ceprudmicar (aava) 18/06/2020
Market / Pinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxart (Homep)
Reference Specification No. /
Cneundukauus rorosore SPC-CC-063688 Reference STP No./ CITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TMOKA3ATEJU

LIMITS / TPEBOBAHU S

OBSERVATIONS / PE3YJBTATHI

b) Benzalkonium chloride
/ BeH3aIKOHHS XJI0pUa

Wy
o

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
XpoMarorpamMMe HCHBITYEMOro  pacTBopa
DOJKHBL  ODHApYXHBAaThC  NHUKH, N0
BPEMEHAM YAEPKUBAHUA COOTBETCTBYIOLINE
[IHKaM roMooros OEH3alKOHUS XJopuia
Ci2 1 Cy4 Ha XpomaTorpamme CTaHAAPTHOTO
pacTsopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C;,
and Ci4 in the chromatogram of the
standard solution. / Ha xpomarorpamme
UCTILITYEMOTO pacTBopa
0o6HapyKMBalOTCA MMHKH, NO BpeMeHam
yIaepKUBaHHSA COOTBETCTBYHOLIME
nuKaM  TOMOJIOroB  GEH3aKOHHMA
xjopuaa Ci2 u Ci4 Ha XpoMaTorpamme
CTaHAAPTHOrO pacTeopa.

3. | pH

From4.3104.9/0714,3 10 4,9

4.73/4,73

4. | Density / [lnoTHocTh

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

0.996 g/cm*/ 0,996 r/cm?

5. | Viscosity / Baskocrb

From 30 to 130 ¢Ps/ Ot 30 ao 130 cIi3

47.1cPs/47,1 cll3

6. | Osmolality /
OcMONRIABLHOCTD

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

292 mOsm/Kg
292 mOcm/xr

7. | Leakage check /
Iposepka dnakouna na
TrepMETHYHOCTh

Absence of any traces of leaks / OTcyrcTaue
CJIE10B NPOTEYKH

No traces of leaks / Cieapl nporeuxu
OTCYTCTBYIOT

8. | Net content / Macca Not less than 18.0 g/ He menee 18,0 r 183g/183r

COAEPIKUMOro uiakoHa

Prepared By / Iloarorosua Checked By / Ilposepua Appreved By / OnoGpua

Signature / Moanucn g
Date / laTa 03109 )0y ~ og\ogW' oSlof Py
Name / ®UO Atul Kumar Akshit Bhardwaj Ajqy Kumar Garg
Designation /
Hoanstocts Officer - QA Sr. Officer - QA Asst. Manager -QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona Qypoara MOHOrHApaTa clipeil Ha3abHbIA 403MPOBaHHBIH 50 MKT

Name of Product /
Hanmenosanune npogykumnu
Generic name /
HenaTeHnToBaHHoe HaWiMeHOBaHue

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

I no3a cnipest coaepxuT: AcicrByioee BelecTBo: MoMeTtasoHa ®ypoara MOHOTHApAT

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

Active Ingredients /
JeficTylomure Bewecrsa

Strength / Jo3uposka 50 meg / 50 mkr Date of Mfg. / data nponssoacrea 08/2022
Dosage form / Metered-dose nasal spray /
3 g Cipeit HasaibHbIA Date of Exp. / Foaen ao 07/2024
ekapcTBeHHan gopma o
NO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / llaTa suinycka 27.08.2022
Batch No. / Cepust Ne 12220499 Qty. Released / Koauuecrso 31,360 BOT/
BbINY UIEHO (uakoHoB
Batch size / Pasmep cepuu 34,722 BOT/ ¢aaxonos Mig. License No. / MNB/10/832
JIMueH3HsA HA NPOU3BOACTBO (HoMep)
Inspection Lot No."/ 040000408983 Mfg. License Date / 30/04/2020
PerncrpaunosHblil Homep ananuia JInueH3usa na npou3sBoAcTBO (AaTa)
. . i GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP ceprudmuaT (aata) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTuduxaTr (Homep)
Reference Specification No. /
Cneungukauusi rorosoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /INOKA3ATEJIU LIMITS / TPEBOBAHIA OBSERVATIONS / PE3YJIBTATHI

9. | Number of deliveries per Not less than 120 doses / He menee 120 qo3 | 184 doses / 184 no3
container / Konuuectso

203

10.

Pump delivery /
Macca a03b1

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

HUnansuayanbHas macca ao3bi: ot 85 %
20 115 % OT TeopeTHUECKOH MacChl J103b!;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansis macca a03b1: 0T 90 % 10 110 %
OT TEOPETUYECKON MACChI A03bl

Minimum / MuHumyM: 96.9%
Maximum / Makcumym: 109.6%
Average / Cpennee: 106.1%

1L

Particle size /
Pasmep wacruy

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

Particles < 30pm in size: 100%

YacTuu pazmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

YacTuu pazmepom > 30 MKM - 10JDKHbI
OTCYTCTBOBATh

100.0% / 100,0%

100.0% / 100,0%

Absent / OtcyTCcTBYIOT

Prepared By / Ioarorosua Checked By / Ilposepun Approked By / Ono6pua
Signature / Moanuce /=
Date / aTa 07009/ 03 ‘v% Wy\/ oSl oYL
Name/ ®UHO Atul Kumar Akshit Bhardwaj . Ajay Kurhar Garg
Designation / ’
J0AKHOCTD Officer — QA Sr. Officer - QA Asst. Manager -QA
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MOMAT RINO

MOMAT PUHO

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasota Gypoata MOHOInApaTa ClIpe Ha3albHbIH 103UPOBAHHBIN 50 MKT

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

| j103a cnpest coAEpHT: AeHCTRYIOWEE BeIecTBO: MoMeTasona Ddypoata MOHOIMAPAT

51.72 mkr B nepecuere Ha Momerazona Qypoar 50,00 mxr

Name of Product /
HaunmenosaHue npoaykuum
Generic name /
HenarenroBaHHoe HaumMeHoBaHHe

Active Ingredients /
Heiicreyomine BemecTsa

Strength / lo3uposka 50 meg / 50 mkr Date of Mfg. / 1aTta npoussoacrea 08/2022
Dosage form / Metered-dose nasal spray /
g Cnpeit nasabHbI Date of Exp. / l'oaen ao 07/2024
JlekapcreenHasn gopma -
JO3HPOBAHHBLH
Product code / Kon npoaykra SRUOQ30007E040401DK Date of release / Jlara suinycka 27.08.2022
Batch No. / Cepus Ne 12220499 Qty. Released / Koauvectso 31,360 BOT/
BbINYEHO (nakoHoB
Batch size / Pasmep cepun 34,722 BOT/ ¢uakonon Mig. License No. / MNB/10/832
JInuensus Ha npousBoiacTBO (HoMep)
Inspection Lot No. / 040000408983 Mfg. License Date / 30/04/2020
PerncTpaunolHbIii Homep anaausa JIMueH3ua Ha NpPon3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Prinok Russia / Poccus GMP Compliance certificate No./ | G\ip 015560/1N
GMP ceprndurar (Homep)
Reference Specification No. /
Cneundurkaunus rorosoro | SPC-CC-063688 Reference STP No./ CITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TOKA3ATEJIN | ‘ LIMITS / TPEBOBAHUA | OBSERVATIONS / PE3YJIbTATHI
12. | Related Substances / [MocToponnue npumecn
Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % 0.08 %/ 0,08%
[Tpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He obHapyxeHo
Hpumecn DMC
Impurity D/ Not more than 0.20 % / He 6onee 0,20 % 0.01%/0,01% Ao =
purity () () () () \\\\J S (/\\
[Mpumecu D 3N
T
Any individual unspecified | Not more than 0.20 % / He Gosee 0,20 % 0.02%/0,02% A ‘O .
impurity / EaunuuHo# * \
HEUAEHTUDUUHUPOBAHHO I .G) 9/12 o
npuMecH S ~55 /" :J.' /
A -
Total impurity / Not more than 0.60 % / He 6osiee 0,60 % 0.18%/0,18% Dp, S
Cymma npumeceit ¢ 'Dha,rm aCa\\'\\\ C
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses Beg / Hauano:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munnmym:90.5%
dose) / OaHopoaHoCTh more than + 25% from the average value and “Maximum / Makcumym: 103.3%
BbIcBO60OXKAAEMOH A03bI not any dose can deviate more than + 35% | Mean / Cpennee:100.0%
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,

Prepared By / [Toarotosua ‘Checked By / Iposepua Approved By / Onobpua
Signature / INoanuce [ A— ) %
Date / 1ara o7 Joq 'LL 0:’)\ 0q W (:S\O'*\\W"‘
Name/ ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Rgi‘fq’ﬂi‘:: / Officer — QA Sr. Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
Haumenosanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenToBantoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Momerasona Qpypoara MOHOIMApPATa clipeii HA3aAIbLHbIN 103MPOBAHHbIN 50 MK

Active Ingredients /
JeficrByiomme BemecTsa

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

calculated for Mometasone Furoate 50.00 meg

1 103 cripest conepskuT: neficrayiouee BelecTso: MomeTasona Pypoara MOHOTHAPAT

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

Strength / No3uposxa 50 meg / 50 mkr Date of Mfg. / lata npouseoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
osag Cnipeit HazaIbHbIH Date of Exp. / Foaen a0 07/2024
JlexapcersenHas dpopma u
JI03UPOBAHHBI
Product code / Koa npoayxra SRU030007E040401DK Date of release / laTa Bbinycka 27.08.2022
Batch No. / Cepus Ne 12220499 Qty. Released / Koauvectso 31,360 BOT/
BbINY IEHO (niakoHOB
Batch size / Pa3mep cepun 34,722 BOT/ ¢nakonos Mfg, License No. / MNB/10/832
JIuuen3ns Ha npoussoacTso (HoMep)
;nspecflon Lot No.u/ 040000408983 Mfg. License Date / 30/04/2020
CrUuCTPAUMOHHBIR HOMEp aHaJH3a ﬂ"ueH3Hﬂ Ha NPOU3IBOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukar (aata)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Cneundukauus rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

Ne

TESTS / TIOKA3ATEJIH

LIMITS / TPEGOBAHMWSI

OBSERVATIONS / PE3YJILTATDI

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

He 6onee 2-x u3 20 103 (10 HauanbHLIX 103
1 10 koHeuHpIX 103 N3 10 GpnakoHOB) MOryT
YMETb OTKJIOHEHHE OT CPEAHEr0 3HAYEHMS
Oosee yeM = 25%, ¥ HU omHa Jo03a He
AO/KHA MMETb OTK/IOHEHUE OT CPEeaHero
3HaueHus Gosee ueM Ha = 35 %.

Ecan o 3 10 6 103 MMEIOT OTKIOHEHus
Gonee uem = 25 %, HO MeHee yem £ 35 %, To
MCOLITLIBAIOT clieayrowue 20 GaakoHOB.

He Gonee 6 u3 60 no3 moryr umers
OTKIIOHCHWE OT CpejHero 3Hadenus Gonee
yem + 25 %, W HM onHA 1033 HE NOKHA
MMETb OTKJIOHEHHE OT CPEIHEr0 3HA4YEHUs
Oonee uem + 35 %.

END / Koneu:

Minimum / Munumym: 95.7%
Maximum / Makcumym: 101.2%
Mean / Cpennee: 100.0%

Prepared By / [loarorosua Checked By / Iposepua Appraved By / Ono6pua
Signature / Noanuco = a
Date / Mara =309 )20_ 03|09 brervi— pslea et
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
JoamHocts Officer - QA Sr. Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenatenroBanuoe naumeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowerasona (ypoara MOHOrHAPATa CrIpei HA3aIbHBIi JI03MPOBAHHBIH 50 MKT

Active Ingredients /
JeiicrByromue semecrsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
! 1103 ciipes conepamr: aekicrByiouiee Beuectso: Momerasona dypoata MOHOTHAPAT
51,72 mkr B niepecuere Ha Momerasona dypoar 50,00 mxr

Strength / losuposka 50 meg / 50 mxr Date of Mfg. / lata nponssoacTea 08/2022
Dosage form / Metered-dose nasal spray /
0 8 Cnpeit HazanbHbIi Date of Exp. / T'ogen no 07/2024
eKapeTseHHas hopma N
JI03MPOBAH HbI}
Product code / Koa npoaykra SRUO030007E04040 | DK Date of release / Jata soinycka 27.08.2022
Batch No. / Cepusi Ne 12220499 Qty. Released / KonnuecTso 31,360 BOT/
BbINYIEHO (nakoHoB
Batch size / Pasmep cepuu 34,722 BOT/ ¢nakonos Mfg. License No. / MNB/10/832
Jlnuen3usa Ha npousBoacTso (Homep)
Inspection Lot No. / 040000408983 Mfg. License Date / 30/04/2020
Perncrpaunonnsiii nomep anannza Jluuensua Ha Npon3BOACTBO (aaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aata)
Market / Puisor Russia / Poccns GMP Compliance certificate No./ 1 ;i 55600/
GMP ceprudukar (Homep)
Reference Specification No. /
Creundurauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /MMOKA3ATEJIU

LIMITS / TPEBOBAHW S

OBSERVATIONS / PE3YJBbTATbI

14 | Uniformity of dosage units
/ OQHOPOAHOCTE
A03HPOBAHUSA

Not more than 1| value from 10
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 3nauenus w3z 10 onpenenenuii
MOMET OTKJIOHATCSH OT CPEAHEro 3HAYCHMUS
Gonee, yem Ha + 25 %, u HU ogHoOro, Gojee
4yeM Ha + 35 %.

Enu  1Ba WM Tpu 3HaueHUs WMeIOT
OTKN0HeHHUs Gosiee yeM + 25 %, HO MeHblLe,
deM + 35 %, TO WCTBITBIBAIOT CleayrOLIMe
20 ¢pnakoHoB.

He OGonee Tpex sHauennit w3 30
Onpefe/ieHHii  MOTYT  OTKJIOHATBCS  OT
CpeaHero 3HaueHUs bonee, yeM Ha + 25 %, u
HW 0HOro, 6onee uem Ha + 35 %.

Minimum / Mutum 90.5%
Maximum / Makcumym: 103.3%
Mean / Cpentee: 100.0%

Prepared By / Hoarorosua Checked By / [Tposepna Approved By / Oao6pua
Signature / lloanuce 4 ’
Date / laTa 63059 )1 c&\uq | A — og\,,o\\vww
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumhar 'Garg
Designation /
JlonHoCTS Officer — QA Sr. Officer - QA Asst. Manager -QA

FCM/QA054/08.00
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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@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A I'OTOBOI'O INTPOAYKTA

Page 7 of 9/ Cr1p. 7Tu3 9

Name of Product /
HauMenoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroBanHoe HAUMeHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona ¢ypoata MOHOIHApATA CTIpeli Ha3albHbIM J03UPOBaHHbIH 50 MKT

Active Ingredients /
HeficrByomne seiecTBa

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

calculated for Mometasone Furoate 50.00 mcg
1 no3a cripes coaepxuT: AcicTylolice BellecTBo: Momerazona @ypoara MOHOrMApAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr

Strength / Nozuposka 50 meg/ 50 mxr Date of Mfg. / laTa npousBoacTea 08/2022
Dosage form / Metered-dose nasal spray /
Jlexapersennan bopma Cripeit HA3abHbiA Date of Exp. / ['open no 07/2024
LO3MPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / JIara Boinycka 27.08.2022
Batch No. / Cepust Ne 12220499 Qty. Released / Kosnuectso 31,360 BOT/
BbiNyLIEHO (p1akoHOB
Batch size / Pasmep cepun 34,722 BOT/ dakonos Mig.License No. / MNB/10/832
JluueH3ns Ha NpoU3BOACTBO (HoOMep)
:)nspectnon Lot NOL/ 040000408983 Mfg. License Date / 30/04/2020
erUCTPAUNOHHBIN HOMeEp aHAAH3A JlnueH3un Ha NPoU3BOACTBO (1aTa)
. ) GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 103 GMP ceprudmrar (1ava) 18/06/2020
Market/ Poivok Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudurat (Homep)
Reference Specification No. /
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIN |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATbI

15 | Microbiological Purity / MukpoGuosoruyeckas yucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uiee uncio
a3poOHbIX GakTepuit 1
IOPOXIKEBBIX W MACCHEBLIX
rpuboB (cymmapHo)

Test for Absence of
Specified Microorganism /
Tect Ha cneunduyeckue
MHUKPOOPraHHU3MbI;
Pseudomonas aeruginosa

Staphylococcus aureus
Bile-Tolerant
Enterobacteria /

Kenueycroiumnsble
SHTEpObaKTEPUH

Not more than 107 cf“u per lg (ml) of the
product / He Gonee 10> KOE B 1 r (Mn)
npenapara

Absence per 1g (ml) of the product /
OrcyrcTBue B 1 1 (Mi1) npenapara

Absence per 1g (ml) of the product /
Otcyrersue B | r (Mn) npenapara

Absence per 1g (ml) of the product /
OrcyTeTsue B 1 (Mit) npenapara

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

A\
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i
Absent / OtcyTcTBYeT Pharmace’]

Absent / OtcyTcTByer

Absent / OtcyTcTBYET

Prepared By / [Moarorosua

Approved By / OpoGpua

Signature / Hoanuce

Checked By / lpoBepua

JoamkHocTs

Date / Jara p}/uq/r,’ 03‘0‘{ L-y\ﬂ"‘" ps BLY Al
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kamarl Garg
Designation / Officer — QA Sr. Officer - QA Asst. Manager -QA

FCM/QA054/08.00
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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@ibom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A 'OTOBOI'O ITIPOAYKTA

Page 8 of 9/ Crp. 8 u3 9

Name of Product /
HanmenosaHue npoayxkuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HaMumMmeHOBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 meg

Mowmerasona ¢ypoara MOHOTHAPATA ClIPeH HA3A/IbHBIA JI03MPOBAHHEIH 50O MKT

Active Ingredients /
JeiicrByiomue BewecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 11032 cnped coaepxuT: AelicTsyiomice BeluecTso: MomerasoHa @ypoara MOHOTUAPAT

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

Strength / Jo3uposka 50 meg/ 50 mxr Date of Mfg. / lata npoussoacrsa 08/2022
Dosage form / Metered-dose nasal spray /
g Cnipeii HasanbHbIi Date of Exp. / [oaen ao 07/2024
Jlexapcreennas gpopma . .
JIO3HPOBaH HbIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / /laTa Boinycka 27.08.2022
Batch No. / Cepusi Ne 12220499 Qty. Released / Koainuecrso 31,360 BOT/
BbINYIEHO ¢dnakoHoB
Batch size / Pazmep cepun 34,722 BOT/ dnakonos Mg, License No. / MNB/10/832
JInuen3us Ha npou3BoAcTBO (HOMeEp)
Inspection Lot NOL/ 040000408983 Mfg. License Date / 30/04/2020
PerncrpauvoHHbIil HOMeD aHAIH3A JInuen3usa Ha npoussoacTBO (1ara)
. ) GMP Compliance certificate Date /
Package size / Ynakoska 120 Doses / 120 no3 GMP cepruduraT (1a71a) 18/06/2020
Market / Puitok Russia / Poccis GMP Compliance certificate No./ | \1p_01556/20/1N
GMP cepru¢gukat (Homep)
Reference Specification No. /
Cneundnkauns rorosoro SPC-CC-063688 Reference STP No./ CITHU Ne STP-CC-040944
npoaykrta Ne

Ne | TESTS/TIOKA3ATEJIM | LIMITS / TPEBOBAHMU I | OBSERVATIONS / PE3YJIbTATHI
16. | Assay / KonnuecrBeHHOe onpenesienue
a) Mometasone Furoate / From 85 % to 115 % of the labeled content/ | 102.5% / 102,5%
MowmertasoHa dypoara Ot 85 % 10 115 % ot 3astenenHoro
CoJlepKaHus
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 89.6% / 89,6%
bensankouus xnaopuaa Ot 80 % no 120 % oT 3asBI€HHOrO
COAEPKAHUS
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
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap  made  from  high-density
bottle together with the package insert per a | polyethylene. One bottle together with
cardboard box. / Ilo 60 unu 120 po3 | the package insert per a cardboard box.
CyCneHsnn BO ¢nakoHe u3 nonudTWieHa | / 120 no3 cycrneHsuu Bo (rakoHe H3
BbICOKOH  MJOTHOCTH € J03UPYIOIUMM | TMOJIM3THIIEHA BLICOKOH MIOTHOCTH C
YCTPOHCTBOM u KPbILIEUKOH 13 | JO3UPYIOLUKUM YCTPOHUCTBOM %t
NOJIMITHIIEHA BbICOKON muioTHOCTH. [lo 1 | Kpbilleukod W3 NOJMITHIIEHA BBICOKOI
(naxkony  Bmectre ¢ uHCTpykuwed no | nnotHoctu. Mo 1 ¢nakoHy BMmecTe ¢
MCOMLUMHCKOMY — MPUMEHEHUIO B  Nadke | MHCTPYKUMEH MO MEeJWLUMHCKOMY
KAPTOHHOI1. NPUMEHEHHIO B MAaYKe KAPTOHHOIL.
18. | Labeling / Mapkuposka According to ND / B coorserctauu ¢ HJJ,
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
Xpanenue B 3auiiiueHHOM OT cBeTa MecTe npu Temneparype ot 15 a0 25 °C. He 3amMopaxuBaTh.
20 | Shelf-life / Cpok rognocrn | 2 years/ 2 roaa

Prepared By / Noarorosua Checked By / Iposepua Approvgd By / OnoGpua
Signature / Moanuco
Date / laTa fq) v GG‘OQL’W‘V"' o9 L
Name / ®UO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / .
Noamnocts Officer - QA Sr. Officer — QA Asst. Manager -QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
Page 90f9/Crp.9u3 9

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

HenareHToBaHHOE HAHUMEHOBaAHHE Mowmerasona (ypoara MOHOrMIpara crpeil HazanbHbli 103MPoBaHHbBIA 50 MKD

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

Active Ingredients/ . calculated for Mometasone Furoate 50.00 mcg
JleiicTBy01HE BelIeCTBA 1 no3a cnipes conepxHT: AciicTRyrolee BelecTBo: Momerasona Pypoara MOHOTHAPAT
51,72 mkr 8 nepecuere Ha MomerasoHa ¢ypoar 50,00 Mkr
Strength / Jlo3upoBka 50 meg / 50 Mkr Date of Mfg. / laTa npoussoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
ge ! Cripeit HazanbHbIi Date of Exp. / loaes a0 07/2024
Jlekapcreennan gpopma o
JO3UPOBAHHbBIHA
Product code / Koa npoaykra SRU030007E040401DK Date of release / JIaTa Bbinycka 27.08.2022
Batch No. / Cepust Ne 12220499 _ Qty. Released / Koanuectso 31,360 BOT/
BbIMYLLEHO (akoHOB
Batch size / Pasmep cepun 34,722 BOT/ ¢nakonos Mfg. License No. / MNB/10/832
JlnueH3ns HA NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000408983 Mfg. License Date / 30/04/2020
PerncrpauiioHHbIil HOMep aHATU3A JInueH3us Ha NPou3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudukar (aata)
Market / Poisox Russia / Poccus GMP Compliance certificate No./ | y1p_g1556/20/1N

GMP ceprndukat (Homep)

Reference Specification No. /
Creuuukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne

Any deviation/Incident/QOS: not applicable
Orkaonenuss/Unuupentol/QOOC: He npuMeHnmo

Declaration of certification: “1 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.”
3akioueHHe 0 COOTBETCTBMHM: HACTOSLUMM TMOATBEPXKIAK), YTO HPEACTABICHHAs Bbllle WH(POPMALUS ABJAETCS
nocToBepHOll 1 Tounoi. JlaHHas cepust Gblna npousBencHa (BKIIOYAs YNAKOBKY/MapKUpOBKY M KOHTPOJIb Ka4yecTBa) Ha
YKa3aHHOW Bbllfe MPOW3BOACTBEHHOM I[UIOW@ZAKE B [OJHOM COOTBETCTBMHM ¢  TpebosaHuamu Hannexauei
[Mponseoacteennoii [paktukn (GMP) nokanbHbIX peryasTopHbX OpraHoB U TpeGOBaHUAMH HOPMATHBHOW HOKYMEHTALUMK
JIM-003870-221221 ans puivka Poccun. [poTokonbl Npou3BOACTBA, YNAKOBKM W M0Ka3aTelM Ka4yecTBa AaHHOH cepuu Obliu
NPOAHANN3MPOBAHbl M CHENIaHO 3aK/IIOUeHHe, YTO OHH COOTBETCTBYIOT TpebopaHuam Hamnexawed [NpoussoacteenHo
[Mpaxtuku (GMP).
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Prepared By / [Toarorosua Checked By / Iposepua Approvéd By / Ono6pua
Signature / Hoanuce @
L
Date / Jlata = 0 G\U%Wrﬂ_’—» " qum)),
Name / PUO Atul Kumar Akshit Bhardwayj Ajay umbr Garg
Eg;‘i:ﬂ;’: / Officer —~ QA Sr. Officer - QA Asst, Manager -QA
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