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Name of Product /
HaumeHoBaHHe NpoayKUMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBanHOe HAHMEHOBaHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasoHa (ypoara MOHOrHapaTa crpel HasanbHbli 103MpoBaHHbIH 50 MKr

Active Ingredients /
JleficTByI0LIHE BeleCTBA

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 conepxur: AelicTByioulee BemecTBo: MomerasoHa ®ypoara MOHOrUApaT
51,72 Mxr B nepecuete Ha Momerasona drypoar 50,00 Mxr

Strength / Ao3uposka 50 meg/ 50 mxr Date of Mfg. / lata npousBoacTBa 11/2021
Metered-dose nasal spray /
Dosage form / o
JIeKagchBeHuau dopma Cripeit Ha3anl>‘l:lblﬁ Date of Exp. / I'onen ao 10/2023
JI03UPOBAHHBIH
Product code / Koa npoayxra SRU030007E040401EJ Date of release / [lata Buinycka 13.12.2021
Batch No. / Cepust No 12210695 Qty. Released / KoanuectBo 64,640 BOT /
BBINYIEHO dutakoHOB
Batch size / Pasmep cepuu 69,444 BOT / pnakonos Mig.License No. / MNB/10/832
JInueH3us HA NPOU3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PerucTpauHoHHbI HOMED aHAIM3A 040000362466 JluueH3usi Ha NPOU3BOACTBO (AaTAa) 30/04/2020
; GMP Compliance certificate Date /
Package size / YnaxoBka 60 Doses / 60 103 GMP ceprudmkar (1a1a) 18/06/2020
Market / Prisok Russia / Poccns GMP Compliance certificate No./ | Gy p g)556/20/1N
GMP ceptudukat (Homep)
Reference Specification No. /
Cneundukauusi rorosoro SPC-CC-063691 Reference STP No. / CTIU Ne STP-CC-040947
npoaykTa Ne .
Ne | TESTS /NNOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS / PE3YJIBTATDBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | noutu Genoro uBeTa OT HENMPO3pauHOH
Ot OGemoro no noytH 6eforo UBETa OT | KOHCUCTEHLMH I'yCTas CyCleH3us.
NOJTy IpO3pavHo i bils) Henpo3pauHoi

KOHCUCTCHUIMH IyCTas CyClEH3Hs.

Identification / HoanHHOCTL

a) Mometasone Fuorate /
Momerasona ¢ypoar

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. / Bpemsa  ynepwmusanus | chromatogram of standard preparation.
OCHOBHOIO MHKa Ha XpoMmarorpamme | / Bpems ynepXvBaHHS OCHOBHOIO
HCTIBITYEMOTO pacTBopa JIODKHO | MHKa Ha XpOMaTorpaMMe UCTBLITYEMOro
COOTBETCTBOBATL BPEMCHU YASPKUBAHUS | pacTBOpa  COOTBETCTBYET  BPEMEHU
OCHOBHOTO IIMKa Ha  XpOMaTorpamMMme | yAEp)KHMBaHWs OCHOBHOIO MMKa Ha
CTaHIapTHOTO pPacTBOpa XpoMmaTorpamme -’ jg'\ﬁmnapmoro
pacTBopa i,\“"j RN
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Designation / ’
g Officer-QA Officer-QA Asst. Manager - QA
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Name of Product / MOMAT RINO
HaumenoBaHHe NpoayKUMH MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTtenToBanHoe HauMeHoBaHMe | MomertasoHa ypoara MoHoruapara crpeit HazaJIbHbIH J03MpOBaHHbIH 50 MKI
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTBylomue BemecTea 1 nosa cnpes conepxurt: AeiicTByiollee BellecTBo: Mometasona @ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mMxr
Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacTBa 11/2021
Metered-dose nasal spray / "
D fi N o
Jl(e)fczgpec'r?:ei:n/aﬂ bopma Crpeit Ha3aNBHBIH Date of Exp. / Toaen ao 10/2023
JO03HPOBAHHEII
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JlaTta shinycka 13.12.2021
Batch No. / Cepus Ne 12210695 Qty. Released / KoanuecrBo 64,640 BOT/
BBINY1UEHO (dnakoHoB
Batch size / Pasmep cepmm 69,444 BOT / nakonon Mfg License No./ MNB/10/832
JInneH3us Ha NpoH3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PerucrpaunoHHblii HOMep aHaIM3a 040000362466 JInueH3usi Ha NPOU3BOACTBO (1aTa) 30/04/2020
. GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 o3 GMP ceprudmicar (1ata) 18/06/2020
Market / Poitok Russia / Poccis GMP Compliance certificate No./ | 5y1p_0)556/20/1N
GMP ceptudukat (Homep) :
Reference Specification No. /
Creundukauus rorosoro SPC-CC-063691 Reference STP No. / CTIN Ne STP-CC-040947
npoaykra Ne
Ne | TESTS /TIOKA3ZATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJILTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution | The chromatogram of the sample
/ Benszankonus xnaopua | should contain peaks corresponding to the | solution contain peaks corresponding
retention times of peaks of benzalkonium | to the retention times of peaks of
chloride homologues Ci» and Cis in the | benzalkonium chloride homologues Ci2
chromatogram of the standard solution. / Ha | and Cis in the chromatogram of the
XpoMaTorpaMMe HCObITyeMoro pacrtBopa | standard solution. / Ha xpomarorpamme
NO/KHbl  ODHApYXKMBAaThCd  MMKH, 110 | MCIBITYEMOTO pacTtBopa
BPEMEHAM yIEP>KMBAHUA COOTBETCTBYIOLIME | OOHAPYKHUBAIOTCS NMUKY, NO BPeMEHaM
NUKaM roMoOJIOroB OeH3aIKOHHS XJIOpHAa | yAepKUBaHHS COOTBETCTBYIOLINE
Ci2 u Ci4 Ha XpoMaTorpaMme CTAHAAPTHOTO | MHUKaM roMoJIOTOB  GEH3aIKOHUS
pacTBopa. ' xnopuaa Ciz2 u Ci4 Ha XpOMaTOrpaMme .
CTaHIapTHOrO PacTBOpa. SRy A
0
3. |pH From4.3t04.9/014,3 104,9 4,720/ 4,720
4. | Density / ILnoTHocTb From 0.950 to 1.050 g/cm®/ 1.01 g/fem®/ 1,01 r/em?
Ot 0,950 10 1,050 r/cm? 8 A
5. | Viscosity / Baskocrs From 30 to 130 c¢Ps / Ot 30 mo 130 cIl3 46.4 cPs /46,4 cll3 ) /’7’
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg NI
OcMOJISITIBHOCTD Ot 250 go 350 MOcMm/kr 292 mOcm/kr ) Py
7. | Leakage check / Absence of any traces of leaks / OrcyrctBue | No traces of leaks / Cnenpl npbiﬁﬂqu,m Aeput
ITposepka ¢aakoHa Ha C/IeZI0B MPOTEYKH OTCYTCTBYIOT [ W
repMeTHYHOCTD
8. | Net content / Macca Not less than 9.0 g / He menee 9,0 ¢ 93g/93r
coaepkumMoro guiakoHa
Prepared By / Iloarotosua Checked By / [1posepun Approvyed By / OnoGpua
Signature / loanuck d—-"’ Q{/
Date / laTta 1S )] \Shl\"f \'v‘-\,o'y\
L]
Name / ®HO ’ Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
TomkHocts Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product /
HaumeHoBaHHe npoaykuun

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTtenToBanHoe HAUMEHOBaHH e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmertasoHa dypoaTa MOHOrHapaTa crpeil HasalbHbIH J03UpOBaHHbIN 50 MKT

Active Ingredients /
JeilicTBylowue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 nosa cipes conepxut: AeficTBytoulee BelecTo: Mometasona @ypoara MOHOTMAPAT

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

Strength / Jo3upoBka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 11/2021

Dosage form / Metered-dose nasal spray /

JlexapeTsennan hpopma Crpeit H&aﬂb‘l:lblﬁ Date of Exp. / Foaen ao 10/2023

JIO3UPOBAHHBIN

Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Bbimycka 13.12.2021

Batch No. / Cepun Ne 12210695 Qty. Released / Koauuectso 64,640 BOT/
BbIMYLIEHO (pnakoHOB

Batch size / Pasmep cepuu 69,444 BOT / niaxonon Mg, License No. / MNB/10/832
JInueH3ust Ha NPoN3BOACTBO (HOMep)

Inspection Lot NO’../ 040000362466 Mfg. License Date / 30/04/2020

PerncrpausoHHblit HOMep aHAIU3a JIueH3Hst Ha NPOU3BOACTBO (AaTa)

; GMP Compliance certificate Date /

Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudmkar (1ata) 18/06/2020

Market / Poirok Russia / Poccis GMP Compliance certificate No./ | ;15 1556/20/1N
GMP ceprudmkaT (Homep)

Reference Specification No. /

Crneundukauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /TNIOKA3ATEJHN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATDI

9. | Number of deliveries per
container / Konnuectno
103

Not less than 60 doses / He Menee 60 no3

83 doses / 83 o3

10. | Pump delivery /
Macca no3bi

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

HuausBuayanbhas macca 103bi: oT 85 %
1o 115 % ot TeopeTHUECKON MACCHI [I03bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansis macca n03b1: o1 90 % 10 110 %
OT TEOPETHYECKO M MACChI 03B

Minimum / MuHumym: 92.2%
Maximum / Makcumym: 109.4%
Average / Cpennee: 104.8%

11. | Particle size /
Paszmep yacruu

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

Particles < 30um in size: 100%

Yacetuu paimepom < 30 mxm — 100 %

Particles > 30um in size: Should be absent
Yacruu pa3mepom > 30 MKM - JOKHBI
OTCYTCTBOBAThb

100.0% / 100,0% [9] -
)
%, sl
Sn .
Absent / OTCyTCTBYIOT N )
Nafmeve s

Absent / OTcyTCTBYIOT

Prepared By / IloaroTosua Checked By / lIpesepun Approved By / Onobpua

Signature / Hoanucs ’/J/ e

7
Date / lata 1] /L)Ll ) QI'L\H |5’h1,‘y>»\

v
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / :
o - Asst. - QA

TlomkHoeTh Officer-QA Officer-QA sst. Manager - Q

FCM/QA054/08.00
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Name of Product /
HaumeHoBanue npoagykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHToBaHHOE HANMEHOBAHHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerasoHa dypoara MOHOrHApaTa cipedi Hasa/lbHbIi A03MPOBaHHBIHA 50 MKr

Active Ingredients /
JeficTByomue BemecTsa

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 conepxuT: AeHCTBYyIOLIEE BellecTBO: Momerazona dypoaTta MOHOrMpar

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

Strength / Ho3uposka 50 mcg / 50 Mkr Date of Mfg. / lata npoussoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
g Cnipeli HasaneHbIH Date of Exp. / Foaen ao 10/2023
JlexapcrBeHHasn dopma
J03HPOBaHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Buinycka 13.12.2021
Batch No. / Cepust No 12210695 Qty. Released / Kosinuectso 64,640 BOT/
BbINYIEHO ¢1akoHOB
Batch size / Pazmep cepuun 69,444 BOT / pnakonos Mg License No. / MNB/10/832
JInnueHsus Ha npon3BoacTBO (HOMep)
Inspection Lot NO'.. / 040000362466 Mfg. License Date / 30/04/2020
PeructpaunoHHblii HOMep aHanM3a JInueHsust Ha MPoH3BOACTBO (aaTa)
: GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 no3 GMP ceprudkar (1ava) 18/06/2020
Market / Peinok Russia / Poccus GMP Compliance certificate No./ | 5y1p_)556/20/1N
GMP ceprudukaTt (Homep)
Reference Specification No. /
Creundukauus roTosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
NpoAyKra Ne

Ne | TESTS /IOKA3ATEJH |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTAThI

12. | Related Substances / ITocToponnue npumecn

Impurity 8DM /
Ilpumecu 8DM

Impurity DMC /
ITpamecu DMC

Impurity D/
[Mpumecu D

Any individual unspecified
impurity / ExuHmun0
HEUACHTUHLUHPOBAHHOM
npuMecH

Total impurity /
CymMa npuMeceit

Not more than 0.15 % / He 6osee 0,15 %
Not more than 0.15 % / He 6osree 0,15 %

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

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

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

Below LOQ/ Huxe LOQ

Not detected/ He obHapyxkeHo

0.028%/ 0,028%
0.054%/0,054% /.
)
S
.‘\' )l ;l
0.157%/0,157% . TR

13. | Spray content uniformity
(Uniformity of delivery
dose) / OnHopoaHOCTD
BbICBO0OOKAaEMO#i 103b1

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from 10 vials) can deviate
more than + 25% from the average value and
not any dose can deviate more than + 35%
from the average value.

If 3 to 6 doses deviate more than + 25% but
not more than + 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Hauano:

Minimum / Munumym: 98.6%
Maximum / Makcumym: 104.2%
Mean / Cpeanee: 101.3%

Prepared By / oarorosua Checked By / IlpoBepua Approvgd By / OnoGpna
2y
Signature / Iloanuce d/ 4 4
=
Date / laTa ) )0 )1 ) )/]lll'bl \)'\\\/ Waqt
Name / @UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JonxHocTs

FCM/QA054/08.00
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Name of Product /
HaumenoBaHue npoaykuun

MOMAT RINO _
MOMAT PHHO

Generic name /
HenateHToBaHHOE HAHMEHOBaHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona gypoara MoHornapara crpeil HasaJbHBIM 103UpOBaHHbIH 50 MKT

Active Ingredients /
JeficTByommue 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: AeHcTBylowee BelecTBo: Momeraszona ®Mypoara MOROTHAPAT

31,72 mxkr B nepecuere Ha MoMerasona dbypoar 50,00 Mkr

Strength / Nosnposxa 50 mcg / 50 mMxr Date of Mfg. / lata npou3soacTsa 11/2021
Dosage form / Metered-dose nasal spray /
I g Crpeit Ha3aIbHBIH Date of Exp. / Foaen xo 10/2023
eKapcTeeHnasn popma o
JIO3UPOBAHHBIN
Product code / Koa npoayxra SRUO030007E040401EJ Date of release / laTa Beinycka 13.12.2021
Batch No. / Cepun Ne 12210695 Qty. Released / KoanuectBo 64,640 BOT /
, BBINYILEHO (J1aKoHOB
Batch size / Pasmep cepun 69,444 BOT / dnaxoton Mifg.License No. / MNB/10/832
JInueH3us Ha Nnpou3BoOACTBO (HOMep)
Inspection Lot No.u/ 040000362466 Mfg. License Date / 30/04/2020
PerucrpaunoHtlil HOMep aHANM3A JIuneH3ust Ha NPOM3BOACTBO (AaTa)
: ~ GMP Compliance certificate Date /
Package size / Ynakosxa 60 Doses / 60 nos GMP cepTudukar (1a7a) 18/06/2020
Market / Poinok Russia / Poccrs GMP Compliance certificate No./ | ;v ip ) 55620/1N
GMP cepruduxat (Homep)
Reference Specification No, /
Crneunduxauuns rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TTIOKA3ATEJU

LIMITS / TPEFOBAHUSI

OBSERVATIONS / PE3YJIbTAThHI

more than +25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value.

He 6onee 2-x u3 20 103 (10 HauanbHeIX 103
1 10 xoHeuHbIX 103 U3 10 (u1akOHOB) MOTYT
UMETb OTKJIOHCHHE OT CpPEAHEro 3HAYeHMA
Gonee yeM + 25%, ¥ HM OfHAa J03a HE
JIOKHAa UMETh OTKJIIOHEHHE OT CPEIHEro
3HaueHus osiee uem Ha + 35 %.

Ecnm ot 3 10 6 103 MMEIOT OTKIIOHEHMS
Gosee uem + 25 %, HO MeHee ueM + 35 %, To
UCNBITBIBAIOT Criefytoume 20 ¢iakoHOB.

He OGomee 6 w3 60 103 Moryr umers
OTKJIOHEHHE OT CPEeNHEro 3HaueHus Oosee
yeM = 25%, w0 HH OoJHa 1034 HE A0MKHA
UMETh OTKJOHEHHE OT CPEAHEro 3HAYEHMA
Gonee yeM % 35 %.

END / Koneu:

Minimum / Munumym: 92.7%
Maximum / Makcumym: 105.2%
Mean / Cpeannee: 101.1%

e
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Prepared By / Hloarorosna

Checked By / Mposepua

Approved By / Ono6pua

Signature / Ilognucey

g P

Date / lata 15712 )2 1$Thely \f‘\\/\vv\
Name / ®PHO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JonxunocTs
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Name of Product /
HaumeHoBaHHe NpoaAyKIMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTteHTOBaHHOE HAMMEHOBaHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona gypoara MoHoryapara cnpeil Hasa/lbHbIN 103UPOBAHHBI 50 MKT

Active Ingredients /
JeficrByoine 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 ciipes conepxut: AeficTByiowee Bemectso: MoMerasona @ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha MoMerasona dypoar 50,00 mxr

Strength / lo3upoBka 50 mcg / 50 mMxr Date of Mfg. / lata npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /

g Cripeit HazansHbIH Date of Exp. / Fogen no 10/2023
JlexapcTBenHas dopma 9

JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Boinycka 13.12.2021
Batch No. / Cepust Ne 12210695 Qty. Released / Koanuecrso 64,640 BOT/
BbIMYIEHO (pnakoHoB
: Mfg.License No. / : 3

Batch size / Pasmep cepuu 69,444 BOT / daaxoHoB Jluuen3Hs: Ha NPOHIBOACTBO (HOMED) MNB/10/83
Inspection Lot No. / Mfg. License Date / 4
Perucrpauuonnslii HoMep anaausa 040000362466 JInneH3Ms Ha Npou3BOACTBO (AaTa) 30/04/2020
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020

GMP ceprudukaT (aata)

Market / Poinok

GMP Compliance certificate No. /

Russia / Poccus

GMP ceptudukaTt (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creundukauus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CIIH Ne

STP-CC-040947

Ne | TESTS /IIOKA3ZATEJHA

LIMITS / TPEFOBAHHU ST

OBSERVATIONS / PE3YJIBTAThI

14 | Uniformity of dosage units
/ OpHoponHoOCTh
A03UPOBAHMSI

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 Gomee 1 3Hauenus w3 10 onpeaencHuii
MOXET OTKJIOHATCH OT CPEIHEro 3HayeHHs
Gosee, yeM Ha + 25 %, U HA OOHOrO, Gonee
4yeM Ha = 35 %.

Enmn nBa wim Tpu 3HavyeHHs HMeOT
OTKJIOHEHHs Oonee ueM = 25 %, HO MeHbLIE,
deM =+ 35 %, TO HCTBITBIBAIOT ClEAYIOIIME
20 ¢nakoHoB.

He OGomee Tpex 3Hauennit u3z 30
ONpPENeSEHUH MOrYT  OTKJIOHATHCA  OT
cpenHero 3HaueHud 6onee, yeM Ha + 25 %, u
HU 0HOr0, 6oJice ueM Ha + 35 %.

Minimum / Munumym 98.6%
Maximum / Makcumym: 104.2%
Mean / Cpennee: 101.3%

\"’L/O N0
\\f’afme’cy

>

Prepared By / lloarotosun Checked By / Ilposepus Approvgd By / Oxo0pua
Signature / loanucs (//,— —
Date / laTa 1112 )% ]ﬂ\'L\ﬂ \&‘\\W\V’V\
Name/ ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
- - Asst. M r-QA
JoamHoeTs Officer-QA Officer-QA sst. Manager - Q

FCM/QA054/08.00
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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®HUKAT AHAJIN3A TOTOBOI'O INIPOAYKTA

Page 70f9/Crp. 739

Name of Product /
HaumeHoBaHue npoaykuun

MOMAT RINO
MOMAT PHUHO

Generic name /
HenatenToBanHoe HaMMeHOBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 meg
Momera3ona dypoara MOHOTHApATa cripeli Ha3abHBIA 103UPOBAHHEIH 50 MK

Active Ingredients /
JeiicTByomne BemecTsa

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 conepkuT: NeicTBYIOLEE BenecTBo: MomeTtasona ®@ypoara MOHOrMIpPAT

51,72 mkr B nepecyere Ha Momerazona ¢ypoar 50,00 Mxr

Strength / Josuposka 50 meg/ 50 mxr Date of Mfg. / llaTta npoussoacrsa 11/2021
Dosage form / Metered-dose nasal spray /
£ Cripeit HasanbHbIi Date of Exp. / Foaen no 10/2023
JlexapcrseHHas dopma
JO3WPOBaHHBIA
Product code / Koa npoaykra SRU030007E040401EJ Date of release / laTa Boinycka 13.12.2021
Batch No. / Cepun Ne 12210695 Qty. Released / Koauuectso 64,640 BOT/
BbINYyilleHO (J1aKOHOB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakonos Mtg.License No. / MNB/10/832
JluueH3us Ha npou3BoaACTBO (Homep)
Inspection Lot No. / 040000362466 Mfg. License Date / 30/04/2020
PerucTpaunoHHbiii Homep ananusa JIMueH3Us Ha NPou3BOACTBO (XaTa)
; GMP Compliance certificate Date /
Package size / Ynakoeka 60 Doses / 60 no3 GMP ceprudmiar (1ata) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (nomep)
Reference Specification No. /
Cneundurauus rorosoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TIOKA3ATEJIHU |

LIMITS / TPEBOBAHUSA

| OBSERVATIONS / PE3YJIbTATHI

15 | Microbiological Purity / Mukpo6uosornyeckas yncrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O61wee urcno
a’po0HbIX GaKkTepHii u
JPOXKEBBIX U IIECHEBBIX
rpu6oB (CyMMapHo)

Not more than 107 cfu per 1g (ml) of the
product / He 6onee 10> KOE B 1 r (Mn1)
npenapara

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

Test for Absence of
Specified Microorganism /
TeeT Ha cnennduueckne
MHKPOOPraHU3Mb!;
Pseudomonas aeruginosa

Staphyloco_écus aureus

Absence per 1g (ml) of the product /
OrcyretBue B 1 1 (M) mpenapata

\'C",* ‘. : \j/
NG ,':/ \,s:‘c?’, !
N ’c"frr"g"_(‘,h;,/

Absent / OtcyTcTByeT ~ .-

Bile-Tolerant Absence per 1g (ml) of the product / Absent / OTcyTcTBYET
Enterobacteria / OrtcyrctBue B | r (M) npenapara
Kemueycroitumpeie Absence per 1g (ml) of the product /
3HTEPOBGaKTEPHH Orcyrersue B | r (M) npenapata Absent / OTcyTcTBYeT
Prepared By / TloaroTosua Checked By / Ilposepun Approved By / Ono6pua

Signature / Tloanuce

d—/

Date / lata Icl )" P/I"’M \K\\"\\DV\
Name / ®DHO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JonxHocTs

FCM/QA054/08.00
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A new way for a new world

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

CEPTU®UKAT AHAJIN3A TOTOBOTI'O NMPOJAYKTA

Page 8 of 9/ Crp. 8139

Name of Product /
HaumenoBaHue npoayxunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HANMEHOBaNHHe

Mometasone Furoate Monohydrate Nasal Spray 50 meg
MowmerasoHa dypoara MoHOrnapaTa cnpeii HazalbHbIM N03MPOBAHHBIH 50 MKT

Active Ingredients /
Heiicrsylomne BewecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnipes conepxut: AeHcTByioLIee BellecTBO: MoMeTasona MypoaTta MOHOrHApAT
51,72 mxr B nepecuere Ha Momerazona gypoar 50,00 Mxr

Strength / Nosuposxa 50 mcg / 50 mkr Date of Mfg. / lata npousBoacTBa 11/2021

Dosage form / Metered-dose nasal spray /

JlexapcTaennan dopma Copeit Ha.SaJILSlBlﬁ Date of Exp. / Tonen go 10/2023

JO3HUPOBAHHBIH

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / laTa Bbinycka 13.12.2021

Batch No. / Cepun No 12210695 Qty. Released / Konnuectso 64,640 BOT/
BBINYIEHO ¢J1akoHOB

Batch size / Pasmep cepuu 69,444 BOT / ¢naxonos Mig.License No. / MNB/10/832
JIMueH3Hs Ha NPOH3BOACTBO (HOMep)

lnspection Lot No. / 040000362466 Mfg' License Date'/ 30/04/2020

PerucTpaunoHHblit HOMep aHaaM3a JlMueH3ua Ha Npou3BoACTBO (1aTa)

; GMP Compliance certificate Date /

Package size / Ynakopka 60 Doses / 60 no3 GMP ceprudusar (1a1a) 18/06/2020

Market / Poinok Russia / Poccus GMP Compliance certificate No./ | o\ 1p ) 556/20/1N
GMP ceprudukaTt (Homep)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947

npoayxkra Ne

Ne | TESTS /TIOKA3ATEJIH | LIMITS / TPEBOBAHUS l OBSERVATIONS / PE3YJBTATHI | -~

16. | Assay / KonnuecTBeHHOE onpeaefieHne -

ra

a) Mometasone Furoate /
Mowmertazona ¢ypoata

From 85 % to 115 % of the labeled content /
Ot 85 % no 115 % ot 3asABAEHHOrO
CoJepKaHus

101.9%/101,9%

A

b) Benzalkonium chloride /
Bensankonus xnopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % oT 3ag9BIEHHOTO
coJepKaHus

92.2% /92,2% ‘.
N

Ry

60 doses of suspension per Dot MAdE]

17. | Package Size / Ynakoska | 60 or 120 doses of suspension per bottle
made from high-density polyethylene | 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. / Tlo 60 unu 120 o3 | the package insert per a cardboard box.
cycneHsun Bo ¢akoHe W3 nomudTIIeHa | / 60 003 CyCnieH3HWH BO (aKkoHe u3
BBICOKOH  TUIOTHOCTH ¢  JO3MPYIOLIMM | MOJIU3TUIEHA BHICOKOH IUIOTHOCTH C
YCTPOHCTBOM u KPBILIEYKOH U3 | JO3UPYIOLIUM YCTpO#CTBOM U
TIOJIMITHIIEHA BBICOKOM TJIOTHOCTH. ITo 1 | KpBHIIEUKOMN M3 IOJMITHIEHA BBICOKOH
uakoHy BMecTe ¢ umHCTpykumedl no | mioTHoctd. Ilo 1 duakony Bmecte ¢
MCIHMUMHCKOMY MPUMEHEHHIO B  TAYKe | MHCTPYKLMEH [0 . MEIHLMHCKOMY
KapTOHHOH. ) NPUMEHEHHIO B NauKe KapTOHHOM. |

18. | Labeling / Mapkuposka According to ND / B cootserctBuu ¢ HJI

19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

Xpanenne

B 3aiuieHHOM OT cBeTa MecTe NpH TeMneparype oT 15 1o 25 °C. He 3amMopaxuBarh.

Prepared By / IloaroToBua Checked By / lposepua Approvgd By / OnoGpua
Signature / Tloanucs d———
=

Date / Jlata 1)) )21 ,{h”u m‘v)y,'y\
Name / ®UO s Lot

Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /
JommHocts Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIM3A IT'OTOBOI'O ITPOJAYKTA
Page 90f9/Ctp.9u39

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

HenatenToBannoe HaumenoBanne | MomeTasoHa ¢ypoaTta MOHOrU/para cipeil HasaslbHbIi 103WpoBaHHBIH 50 MKr

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicrBylomue Beiecrsa 1 no3a cnipes conepxut: AefcTByIoLee BelecTBO: MoMerasoHa PypoaTta MOHOTHApAT
51,72 mkr B nepecuere Ha MoMerasoHa dypoat 50,00 Mxr

Strength / Jo3uposka 50 mcg / 50 mkr Date of Mfg. / laTa npou3soacrsa 11/2021

Dosage form / Metered-dose nasal spray /

JlexapcTnennas popma Cnpeit HasabHBIH Date of Exp. / T'oaen a0 10/2023

JIO3UPOBaHHBIH

Product code / Koa npoaykra SRU030007E040401EJ Date of release / lata Boinycka 13.12.2021

Batch No. / Cepus Ne 12210695 Qty. Released / Koanuecrso 64,640 BOT /
BbINYLIEHO ¢1akoHOB

Batch size / Pasmep cepun 69,444 BOT / naxonos Mfg.License No. / MNB/10/832
JIHueH3Hs Ha NPOH3BOACTBO (HOMep)

Inspection Lot No.“ / 040000362466 Mfg. License Date / 30/04/2020

PerncTpaunoHHbIil HOMep aHaTH3a JInueH3usi Ha NPOM3BOACTBO (1aTa)

: GMP Compliance certificate Date /

Package size / YnakoBka 60 Doses / 60 no3 GMP cepruduxar (1a7a) 18/06/2020

Market / Prinok Russia / Poccns GMP Compliance certificate No./ | cyip o) 556/20/1N
GMP cepruduxaT (Homep)

Reference Specification No. / '

Cneuudukauusi rorosoro SPC-CC-063691 Reference STP No. / CITIHU Ne STP-CC-040947

npoaykra Ne

MNe | TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3Y.JIbTATbI

20 | Shelf-life / Cpok roanoctu | 2 years /2 rona

Any deviation/Incident/OOS: Not applicable
Otknodenna/Mnumaentel/O0OC: He NpUMEHAMO
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. JII1-003870-280916, 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.”

3aKN04eHHE O COOTBETCTBHMH: HACTOALIMM MOATBEPXKAAID, YTO MPEACTAaBIEHHAs BbILE HHGOPMALMA ABJFETCA
JOCTOBEpHOM W TOuHOH. [laHHas cepust Gblna npousBefeHa (BKIIOWAs YNaKkOBKY/MapKHPOBKY M KOHTPONb KauecTBa) Ha
YKa3aHHOH BBl MNPOM3BOACTBEHHOM TUIOM[AAKe B TNOJHOM COOTBETCTBHM ¢ TpeOoBanmamu Hamnexameit
IIpounssoactenno [Mpaktuku (GMP) JI0KaNbHBIX PerynSTOPHBIX OPraHoB M TpeOGOBaHUAMH HOPMATHUBHOM JOKYMEHTALUH
JIT1-003870-280916, H3m. Ne 1 ot 15.04.2019, H3am. Ne 2 ot 05.02.2020 ans poinka Poccuu. TTpoTokosisl NpOM3BOACTBA,
YNAKOBKM W TMNOKa3aTe/d KauecTBa OaHHOH cepun ObUTH MpoaHaJM3UPOBaHbl M CHEJAHO 3aAKIIOYEHUE, YTO OHH
cooTseTcTBYIOT TpeGoBanusam Hamnexameit [Tponssoacreennoii [paktuku (GMP).

Prepared By / Iloarorosua Checked By / Ilposepua Apprqved By / Ono6pua
Signature / Moanuck v
Date / [la \/'}/ a1
i I$)121m 1shala | 1Sherom

Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation /

" - . -QA
ToamHocTs Officer-QA Officer-QA Asst. Manager - Q

FCM/QA054/08.00




