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Name of Product /
Hanmenonanue upogyxuuaa

MOMAT RINO
MOMAT PUHO

Generic name /
HenateBToBaHNOE HaUMEHOBAHNE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MoHOrHApaTa CIIpel Ha3aILHBIH JOIUPOBAHHELH S0 MKT

Active Ingredients /
HelicTByIomme BelyecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cuipes copepxuT: nefcTByromee Bentecrso: Momerasona ®ypoaTa MOHOTHApPAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / losnposka 50 meg / 50 Mxr Date of Mfg. / {ara nponssogcrea 09/2021
Metered-dose nasal spray /
gosage form / Crpeit HasanbHEL] Date of Exp. / T'onex 1o 08/2023
exapcTBeHnas gopMa .
JIO3UPOBAHHEIH
Product code / Kox npoxyxra SRU0300075470401EJ) Date of release / lara Brimycxa 27.09.2021
Batch No./ Cepuz Ne 12210540 Qty. Released / Koanuecrso 9,640 BOT /
BEIIYINEHO tirakoHOB
Batch size / Pasmep cepan 10,666 BOT / hmaxoros MreLicense No. / MNB/10/832
HUEH3INS Ha XIPOM3BOACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PermcTpanuoHHLIi HoMep aHaIM3a 040000349582 JInuensus Ra NPOU3BOACTBO (XATA) 30/0412020
Package size / Ynakosxa 60 Doses / 60 xo3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxart (1aTa)
Market / Primox Russia / Poccus GMP Compliance certificate No./ | \rp 0155620/
GMP cepruduxar (HoMep)
Reference Specification No. /
Crenuduianus rorosoro SPC-CC-040446 Reference STP No. / CIIH Ne STP-CC-030247
npoxykTa Ne
Ne | TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3VJBTATHI
1. | Description / Onacanue White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency, /
consistency. / | mowTH Genoro uBeTa OT HENPO3pPAaYHOM
Ot Gemoro jo wmourH Genoro IBeTA OT | KOHCHCTEHLMH TYCTas CYCTICHSHS.
TIONYIIPO3PAIHOH o HETPO3PaYHOi

KOHCHCTCHIWH I'yCTast CYCIICH3WA,

2. | Identification / HHogauaHOCTH

a) Mometasone Fuorate /
Mowmerta3zona 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  yaepxusasui | chromatogram of standard preparation.
\'\\\] Ass Un OCHOBHOTO IMKa Ha XpomaTorpamMMe | / BpeMs yuepXuBaHHA OCHOBHOTO
Q'b‘ 9,) UCILITYEMOTO pactBOpa JIOIDKHO | IIMKa Ha XpOMATOrPaMMe HCIBITYEMOIO
(@] Q C(’D COOTBETCTBOBaTb BPEMCHH  YICDKMBAHMA | PACTBOpA  COOTBETCTBYET  BPEMEHH
* . OCHOBHOTO IIMKa Ha XpOMAaTorpaMMe | yZepXUBaHMsi OCHOBHOTO IIMKAa Ha
0 ‘g 0%\” . CTAHJapTHOI'O pacTBOpa XpoMarorpaMme CTaHJAPTHOI'O
= 3 0 pacTBopa
) ~
< 9 2
G N
Pharmace®
Prepared By / Hoarororu Checked By / Ilposepun pproved By / Oxo6pun
Signature / Iognucey ),
Date / ata 23104 f2e g 98le% |2 2919\ By
Name / ®HAO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
HoaxHocTs
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Name of Product /
Haumenosanne mpoxyxnuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHNAC

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmera3ona ¢pypoaTa MOHOTHAPATA Cripeif Ha3aTLHEIH J03UPOBAHHEIH 50 MKT

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTBylonmue Belnecrsa 1 n03a cpea coAepKuUT: AckcTBYIomee BemecTeo: MoMeTazona @ypoara MOHOrMapar
51,72 Mxr B nepecuere Ha MomerasoHa dypoar 50,00 Mxr

Strength / Jlosupoeka 50 mcg / 50 Mxr Date of Mfg. / lara mpousBofcTBa 09/2021

Dosage form / Metered-dose nasal spray /

Jexapersennas dopma Cupeit HasaTbHLIA Date of Exp. / T'oxen go 08/2023

JIO3MPOBAHHBIH

Product code / Ko mpogykra SRU0300075470401EJ Date of release / lata BoImycka 27.09.2021

Batch No. / Ceprs Ne 12210540 Qty. Released / KoangectBo 9,640 BOT /
BHIOYIEHO ¢1akoHOB

Batch size / Pasmep cepun 10,666 BOT / giaxoros Mifg.License No. / MNB/10/832
Jlniensns Ha NpoH3BOACTRO (HoMep)

Inspection Lot No. / Mfg. License Date /

PerucTpannoRHLI HoMep aHaIH3A 040000349582 JIMueH3ns Ha IIPOM3BOJACTBO (RAaTAa) 30/0412020
GMP Compliance certificate Date /

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

Market / Praox Russia / Poccus GMP Compliance certificate No./ | \1p 01556/20/N
GMP ceprudukxar (HoMep)

Reference Speecification No. /

Cnenudukanus roTosoroe SPC-CC-040446 Reference STP No. / CHH Ne STP-CC-030247

npoxykTa Ne

Ne | TESTS /IIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS / PE3VJIBTATBI

b) Benzalkonium chloride
/ Ben3

OHNSA XJTOPU

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci; and Cjs 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 Ci2
and Cy4 in the chromatogram of the

XpoMaTorpaMMe HCIBITyeMoro pactsopa | standard solution. / Ha xpomarorpamme
NOIDKHBL ~ OOHApYyXuBaTbCi IMKH, IO | UCHEITYEMOTO pacTBOpa
BpEMeHaM Y/IEPKUBAHUA COOTBETCTBYIOINHE | OOHAPYXUMBAIOTCS IMKH, 110 BPEMEHAM
- TIMKAM TOMOJIOTOB OCH3AIKOHMS XIIOPUAA | YAEPXUBAHUS COOTBETCTBYHOLINE
& Ciz 1 Ci4 Ha XpoMaTOrpaMMe CTAHJAPTHOTO | IMKAM  TOMOJIOTOB  OEH3AIKOHUS
pacTBopa. xaopupa Ciz u Ci4 Ha XpoMarorpaMme

K CTaHZIapTHOr'O pacTBOpA.

3. |pH ' From 4.3t04.9/0t1 4,3 104,9 4.855 /4,855

4. | Density / IltotHocTs

From 0.950 to 1.050 g/cm? /
Ot 0,950 10 1,050 r/cm®

1.00 g/cm® / 1,00 r/em?

5. | Viscosity / BaskocTs From 30 to 130 ¢Ps / Ot 30 10 130 cII3 49.4 ¢Ps / 49,4 cll3
6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OcMoaaILHOCTE Ot 250 g0 350 MOcMm/kr 295 mMOcm/xr

7. | Leakage check /
ITpoBepxa ¢aaxkona na
TepMETHYIHOCTh

Absence of any traces of leaks / OtcyrcTBHE
CIIEZOB MPOTEIKH

No traces of leaks / Cnegst nporeuku
OTCYTCTBYIOT

8. | Net content / Macca Not less than 9.0 g/ He menee 9,0 T 9.1g/91r
CoIepPKRUMOro (GjakoHa
f
Prepared By / INoarotosm Checked By / IIposepu }gpproved By / Oxo6pun
Signature / Hognuce, d/ g
Date / lata 29108 | o PRI X 29\ Y
Name / DHO Atal Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JHomxHocTE

FCM/QA054/08.00
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Name of Product / MOMAT RINO
Haumenonanue npoxyxkuuu MOMAT PUHO

Generic name /
HenareAToBaHHOE HAXMERORAHTE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoaTa MOHOIHpaTa cripeli HazanbHEIH JO3MPOBaHHEL 5O MKT

Active Ingredients /
JelicTBylone BemecTBa

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

calculated for Mometasone Furoate 50.00 mecg

1 o3a cupest conepKuT: AelicTByromee BemecTBo: MoMerasona dypoara MOHOIHApAT

51,72 Mxr B nepecuere Ha MoMerasona bypoar 50,00 Mxr

Strength / lozapoeka 50 meg / 50 Mxr Date of Mfg. / laTa npou3BogcTBa 09/2021
Metered-dose nasal spray /
Dosage form / Cnpeit HasaxbHbIR Date of Exp. / I'ogex o 08/2023
JlexapeTBennasn opma o
JIO3UPOBaHHbI
Product code / Kog mpoxyxra SRU0300075470401E] Date of release / TaTa Beimycka 27.09.2021
Batch No. / Cepust No 12210540 Qty. Released / Kosrauecrso 9,640 BOT /
BBITYIICHO diraxoHOB
Batch size / Pasmep cepun 10,666 BOT / gmaxoros Jl‘:fg'““““ No./ MNB/10/832
HIIeH3NA H3 IPOU3BOJACTBO (HOMep)
Inspection Lot No. / Mfg. License Date /
PerncrpanuonHblif HoMep anaIA3a 040000349582 JIuneH3ns HA NPOH3BOXCTRO (XaTa) 30/04/2020
GMP Compliance certificate Date /
Package size / Yuaxonxa 60 Doses / 60 no3 GMP cepruduxar (1ata) 18/06/2020
Market / Prraox Russia / Poccua GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (momep)
Reference Specification No. /
Crenuduxanys roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3VJIBTATHI
9. | Number of deliveries per | Not less than 60 doses / He Meree 60 xo3 92 doses / 92 xo3
container / KoinyecrBo
a03
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / MurumMym: 93.2%
Macca 10351 of the theoretical dose mass / Maximum / Makcumym: 110.5%
UnmuBuayannaas Macca 40361 or 85 % Average / Cpennee: 105.5 %
o 115 % or TeoperHyueckoif MACCHI JO3RL;
Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennssg Maccea go3b1: ot 90 % 10 110 %
OT TEOPETHYECKOH MACCHI JO3BI
11. | Particle size / Particles < 10pm in size: Not less than 90% | Absent / OrcyrctByioT
Pazmep qacTun Yactun pazMepoM < 10 MKM - He MeHee
y Ass 90 %,;
ey Ur . -
Q‘b $,> Particles < 30pm in size: 100% Absent / OrcyrcTBYIOT
e % Yacrun pazmepom < 30 MxM — 100 %
* = . | Particles > 30pm in size: Should be absent | Absent / OrcyrcTByror
o 08\?" Yacrun pasMepoM > 30 MKM - JJOJUKHED
T 38 \ T | orcyrerroBats
- ~
< A %y
S Y
Narmace>
¢
B Prepared By / Hoarotosut Checked By / IIposepna \Approved By / OnoGpua
Signature / Iogmmcy d———’ N
Date / lata 189 [ 25 oA &8[97[’" QQ\ au\\ 294
Name / PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
Jo/xaoCTE

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HanMeHnoBaHHE IPOXYKIUHA MOMAT PHUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTteHToBaHHOE HaUMeHOBAHTE MowmerazoHa dypoaTa MOHOTHAPATA clipeil Ha3aIbHEIH JO3HPOBaHHEI SO MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HelicTByromme BelecTBa 1 032 cIpes CoOepsKUT: AeiicTByromee BemecTso: MoMerasona @ypoata MOHOIHAPAT
51,72 Mxr B nepecyere Ha MoMerasona dypoat 50,00 Mxr
Strength / {o3uposka 50 mcg / 50 Mxr Date of Mfg. / JaTa mpousBojcraa 09/2021
Dosage form / Metered-dose nasal spray /
I g Crpeii nazanpHbI Date of Exp. / T'ogen 1o 08/2023
exapcTBeHBasd (hopMa o
JO3HPOBAHHEI
Product code / Kox npoaykra SRU0300075470401E]) Date of release / [laTa BRINTycKa 27.09.2021
Batch No. / Cepust Ne 12210540 Qty. Released / Koinvecrso 9,640 BOT/
BRITYIIEHO (IIaKOHOB
Batch size / Pazmep cepun 10,666 BOT / ¢axonos Jl\;lfg.License No./ MNB/10/832
HIeH3UA HA TPOU3BOACTBO (HOMep)
;nspection Lot No./ 040000349582 Mfg. License Date / 30/04/2020
erMCTPalMOHHELA HoMep aHAJIN3a JInneH3ns Ha NPOM3BOACTBO (aTa)
GMP Compliance certificate Date /
Package size / Ynakoska 60 Doses / 60 go3 GMP ceprudukat (1aTa) 18/06/2020
Market / Prmok Russia / Poccrs GMP Compliance certificate No./ | G\ p.g1556/20/N
GMP cepruduKaT (HOMep)
Reference Specification No. /
Crnenndnxanus roTosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoxykTa Ne
Ne | TESTS / HOKA3BATEJIU | LIMITS / TPEFOBAHUSI | OBSERVATIONS / PE3YJIBTATHI
12. | Related Substances / [locTopoHHue npumecu
Impurity 8DM / Not more than 0.15 % / He 6onee 0,15 % 0.004% / 0,004%
TIpumecn 8DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not detected/ He o6rapyxero
TIpumecn DMC
Impurity D/ Not more than 0.20 % / He 6onee 0,20 % 0.05% / 0,05%
IIpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.04% / 0,04%
impurity / Exueuaroit
HEUACHTH GUIUPOBAHHOM
TIpEMeECH
Total impurity / Not more than 0.60 % / He Gonee 0,60 % 0.19%/0,19%
CymMa nipumeceit
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg / Hauao:
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Munumym: 100.2%
dose) / OxHopoRHOCTE more than + 25% from the average value and | Maximum / Maxcumym: 109.2%
BBICBOGOXKIaeMOii X03BI not any dose can deviate more than + 35% | Mean / Cpexuee: 105.8%
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

i
Prepared By / Hoarorosnn Checked By / TIposepu \Approved By / OxoGpua
Signature / Mognucek P/ < g
Date / Jata 23 fom 38 [e4 |20z LA BAIIVAC)
Name / @O Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
Homxnocts

FCM/QA054/08.00
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Name of Product /
HaumenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmerasoHa ¢pypoara MOHOrHApaTa Crpeil HasaIbHEL J03UpPOBaHHEI 50 MKT

Active Ingredients /
AeficTyromue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cnipes cogepxut: aelictByrolee BeecTso: Momerazona ®ypoara MOHOTHAPAT

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

Strength / Jo3upoBka 50 meg / 50 mxr Date of Mfg. / ara npoussoacTsa 09/2021
Dosage form / Metered-dose nasal spray /
I age 1o Cripeif HasaLHBIH Date of Exp. / Togen ao 08/2023
exapcTBeHHas gopma
JIO3UPOBAHHLIH
Product code / Koa npoayxra SRU0300075470401E] Date of release / {ara Bbinycka 27.09.2021
Batch No. / Cepus Ne 12210540 Qty. Released / KosinyectBo 9,640 BOT/
BBINYIIEHO (J1akoHOB
Batch size / Pasmep cepun 10,666 BOT / ¢rakoHor Jl\;[fg.Llcense No./ MNB/10/832
HLUEH3Msl Ha IPOU3BOACTBO (HoMep)
Inspection Lot No. / Mifg. License Date /
PerucrpauvoHHBI HOMep aHAJH3A 040000349582 JluueH3usi Ha NPOU3BOACTBO (AaTa) 30/0422020
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 xo3 GMP cepruduxar (1a7a) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceptudukar (nomep)
Reference Specification No. /
Crenuduxauus rorosoro SPC-CC-040446 Reference STP No. / CTIH Ne STP-CC-030247
npoaykra Ne
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS / PE3YJIBTATHI

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 HagaapHBIX A03
u 10 xoHeuHRBIX 103 U3 10 ¢urakoHOB) MOTyT
HMETh OTKJIOHCHHE OT CPEIHEro 3HAUEHUA
Oonee weM = 25%, ¥ HH onHa [03a HE
J0JDKHa HMETh OTKJIOHEHHE OT CpPEIHETO
3Ha4eHus Oonee ueM Ha + 35 %.

Ecmu ot 3 10 6 103 MMEIOT OTKIOHEHMS
Gonee yeM + 25 %, HO MeHee 4eM % 35 %, TO
HCIIBITHIBAIOT clleAytolye 20 ¢uiakoHoB.

He Gonee 6 us 60 103 MOryT HMeTh
OTKJIOHEHHE OT CPENHEro 3HadeHds Oolnee
yeM = 25 %, U HM OfHa 7032 HE JO0JDKHA
MMETh OTKJIOHEHHE OT CPEHEr0 3HAYCHHSA
Gonee yeM + 35 %.

END / Konelr:

Minimum / Musumym: 104.5%
Maximum / Maxkcumym: 110.8%
Mean / Cpeanee: 107.8%

) f
Prepared By / Iloarorosu Checked By / [Iposepua \Approved By / OnoGpun
Signature / II
ignature / Ilognuck (’/ - ol
Date / Jlata 24109 |2 38‘6’?‘1] LB\O'\\U’L\
Name / ®PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JoJzKHOCTD

FCM/QA054/08.00
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Name of Product /
Hamnmenosanue npoxyxuan

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHTOBAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona dypoaTa MOHOIHpATA CIIpeli Ha3albHBIA JO3MPOBaHHEI 50 MKT

Active Ingredients /
JelicTByIolme BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cupes conepkuT: AelicTBylomce BemecTBo: MoMeTazona dypoara MoHOruapar

51,72 mxr B nepecuere Ha Momertazona dypoat 50,00 Mkr

Strength / loznpoBka 50 meg / 50 Mxr Date of Mfg. / laTa nponm3BojcTBa 09/2021
Dosage form / Metered-dose nasal spray /
Jexapersenuag dopua Copeit HasaILHALH Date of Exp. / Toaex ao 08/2023
JO3UPOBAHHBIN
Product code / Kox mpoxyxra SRU0300075470401E] Date of release / laTta Brinmycka 27.09.2021
Batch No. / Cepa No 12210540 Qty. Released / KannuecTBo 9,640 BOT/
BHITYUICHO (urakoHOB
Mfg.License No. /
Batch size / Paamep cepun 10,666 BOT / ¢naxonos JTWIeN3AS HA TPOHIBOXCTBO (HOMED) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucTpanuonHLIi HoMep aHATIA3A 040000349582 JInneH3ns Ha NPOH3BOJACTBO (AaTa) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynakosxa 60 Doses / 60 mo3 GMP ceprbukar (1ata) 18/06/2020
Market / PLmos Russia / Poccus GMP Compliance certificate No./ | \p 01556/20/IN
GMP ceprudukaTt (HoMep)
Reference Specification No. /
Crnenuduxanns rorosoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoxyxra Ne
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHU S OBSERVATIONS / PE3V.JIBTATHI
14 | Uniformity of dosage units | Not more than 1 wvalue from 10 | Minimum /Mzruuamym 100.2%
/ OxHoOpoAHOCTD measurements can deviate from the average | Maximum / Makcumym: 109.2%
J03UPOBAHUSA value more than £ 25% and none can deviate | Mean / Cpeguee: 105.8%
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 3mauenna w3 10 onpexpenenuii
MOXKET OTKJIOHATCA OT CPENHEro 3HaYCHHN
Gonee, uem Ha + 25 %, u HU oxHoOro, GoNee /’f{‘ Asao~
ueM Ha + 35 %. s N S Q/@\
Emu nBa wuim Tpum 3HaYeHUA HMEHOT 4% 2
OTKJIOHEHHSA Golnee 9eM + 25 %, HO MEHbIIE, : Q f%
yeM £35%, TO HCHBITBIBAIOT CIHCAYIOLIME )
20 h1axoHOB. o *
; & asltl s
He Gomee Tpex 3mauenwii wu3 30 ‘ )ﬂ N
OIpPENENCHUH  MOTYT  OTKIOHATBCA  OT \ ) ;’
CpeJHero 3HavucHNus Oonee, yeM Ha £ 25 %, n \i:f' o B
HHU ofHOro, 0onee 9em Ha + 35 %. ‘\"Erm aceu“/ 4
Prepared By / Ilogrorosut Checked-By / IIposepnn (Approved By / Oxodpua
Signature / Ilognacy
- =~
D
ate / lara 3109 33letl2] 22109} w0 Y
Name / DHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JomxHOCTE
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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@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HUKAT AHAJIN3A 'OTOBOI'O IPOAYKTA

Page 7 of 9/ Crp. Tn3 9

Name of Product /
HanmeHnoBanue mpoxykmuy

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHAE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTa3oHa GpypoaTa MOHOTHAPATA CIIpEH HA3aNBHEIH JO3UPOBaHHENT SO MKT

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

S Lid. 5 99

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JlelicTByIome BemiecTBa 1 mo3a cnpes comepxuT: nelicTByromee BemecTso: MoMerasona Pypoara MOHOIHApAT
51,72 MxT B iepecdere Ha MoMerasona dypoar 50,00 Mxr
Strength / No3uposka 50 mcg/ 50 Mxr Date of Mfg. / JaTa KpoussoacTea 09/2021
Metered-dose nasal spray /
gosage form / Cupeii HazanbLHEIH Date of Exp. / I'oaen go 08/2023
eKapcTBeHHas dopMa "
JIO3UPOBAHHEIH
Product code / Kox mponyxra SRU0300075470401EJ Date of release / lata Bhimycka 27.09.2021
: Qty. Released / Koauvectso 9,640 BOT /
Batch No. / Cepus Ne 12210540 e —— dmaxoroB
Mfg.License No. /
Batch size / Pazvep cepun 10,666 BOT / ¢nakonon JIHUeH M HA NPORIBOXCTRO (HOMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerncTpannonnrlii HoMep aHaM3a 040000349582 JIMIeH3NA Ha IPOU3BOJICTRO (XATA) 30/04/2020
. GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprriuxat (1aTa) 18/06/2020
Market / PListok Russia / Poccus GMP Compliance certificateNo./ | q\1p 1556/20/N
GMP cepTadukaTt (HoMep)
Reference Specification No. /
Crenuduxanus rotosoroe SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoxykTa Ne
Ne | TESTS /IIOKA3SATEJHA | LIMITS / TPEBOBAHUSI | OBSERVATIONS / PE3YJIBTATHI
15 | Microbiological Purity / MukpoGuosorudeckas YHCTOTA
Total aerobic microbial Not more than 10% cfu per 1g (ml) of the Less than 10 cfuw/ml /
count and total combined product / He 6onee 10 KOE B 1 1 (Mn) Menee 10 KOE/Mn
yeast and moulds count npenapata Ty Asg P
(combined) / OGmee unco , < e 74
a3poBHEX GaKTepuii 1 / = Q
JIPOXOKEBEIX M TIIECHEBRIX [
rpuboB (cyMMapHO) [ G
Test for Absence of 2 l
Specified Microorganism / -,
Tect na cnenaguieckne NS (G
MUKPOOPraHu3MBbI: \w
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyreTByer
Staphylococcus aureus Otcyrcrsre B 1 1 (M) npenapata
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OtcyrcTByer
Enterobacteria / Otcyrersue B | r (M) npenapara
HKemueycroiiuupsie Absence per 1g (ml) of the product /
3HTEpOOaKTEpUN Orcyrcreue B 1 r (M) mpenapara Absent / Orcyrersyer
Prepared By / IlogroTosun Checked By / Ilposepun \ Approved By / Oxo6pua
Signature / oanuck y - >
Date Rara 25 Joq Joom 3slesly 2¢\e3| 20U
Name / PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JonxHOCTE

FCM/QA054/08.00




glenmark

A new way for a new world

G

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
CEPTH®UKAT AHAJIU3A TOTOBOI'O ITPOAYKTA

Page 8 of 9/ Crp. 8139

Name of Product /
HawmMeHoBaHYe NPOXYKIMH

MOMAT RINO
MOMAT PHHO

Generic name /
HenatTeATOBAHHOE HAXMEHOBAHTE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Momera3oRa $hypoata MOHOTHApaTa cripelf RazanbHEIH JO3HPOBAHHKEIH 50 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
JelicTBylomue BemecTBa 1 nosa cupes comepkuT: AelicTByiomee BemecTBo: MoMeTazoHa PypoaTa MOHOTHAPAT
51,72 Mxt B nepecuere Ha MoMetazona dypoar 50,00 Mxr
Strength / losnpoBka 50 mcg / 50 Mxr Date of Mfg. / lata Ipon3BoAcTBa 09/2021
Metered-dose nasal spray /
gosage form / Crpeit HasabHEIA Date of Exp. / Tozien 1o 08/2023
exapcTBeHHasd (opMa o
JIO3MPOBAHHEI
Product code / Kox npogyxra SRU0300075470401EJ Date of release / lara Brimycka 27.09.2021
Qty. Released / KoiingecTno 9,640 BOT/
Batch No. / Cepug Ne 12210540 e — dmaxonon
Mfg.License No. /
Batch size / Pasmep cepan 10,666 BOT / dnakonos JINHeH3Hs HA NPOUIBOXCTED (HOME) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerncTpanuonHLIif HoMep aHAIN3a 040000349582 JInnen3ns Ha NPON3BOACTRO (1aT2) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynakosxa 60 Doses / 60 103 GMP ceprudmukar (1aTa) 18/06/2020
Market / Prnox Russia / Poccns GMP Compliance certificate No./ | \1p_01556/20/N
GMP cepTuduKaT (HoMep)
Reference Specification No. /
Crenuduxamus rorosoro SPC-CC-040446 Reference STP No. / CITH N2 STP-CC-030247
npoxyxTa Ne
M | TESTS /IHOKA3ATEJH | LIMITS / TPEBOBAHUS | OBSERVATIONS / PE3VJIBTATBI
16. | Assay / KonuuecTBeHHOE onpeeseHue
a) Mometasone Furoate / From 85 % to 115 % of the labeled content / | 109.6% / 109,6%
Mowmerasora dypoara Ot 85 % mo 115 % or 3asBneHHOrO
COZEPXKAHUA
b) Benzalkonium chloride / | From 80 % to 120 % of the labeled content/ | 101.5% /101,5%
Bensamkonns xmopuia Ot 80 % o 120 % ot 3agBneHHOr0
COZEPXKAHUIL
17. | Package Size / Ynaxoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
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. / Ilo 60 mm 120 pos | the package insert per a cardboard box.
CycneHsuu Bo (uakone m3 pommdTHiIeHa | / 60 703 cycneH3um Bo (rakoHe u3
BBICOKOH IUIOTHOCTM C  JO3MPYIOLUIMM | NMOJMITAICHA BBHICOKOH IIIOTHOCTH C
yCTpolicTBOM " KpBILIEYKOH M3 | Jo3upyonmM ycTpolicTBOM u
HOIMITHIIEH2 BbICOKOH IUtoTHocTH. ITo 1 | KphImeukoif u3 MOMMSTHIICHA BhICOKOM
drakomy BMecTe ¢ MHCTPYKumed mo | mnorHoctH. Ilo 1 ¢nakoHy BMecre ¢
MEJMUMHCKOMY TPUMEHEHUI0 B TaUKe | HHCTPYKIMEH 10  MEeJMLHHCKOMY
_ KapTOHHOH. TIPAMEHEHMIO B Ta9Ke KAPTOHHOMH.
18. | Labeling / Mapkuposka According to ND / B cootsercrauu ¢ HJJ
19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
XpaHenue B sammmennom oT cBeTa MecTe Ipu Temieparype ot 15 xo 25 °C. He 3aMopaxusaTs.
r
Prepared By / Hoarorosun Checked By / IIposepm \ Approved By / Ogo6pux
Signature / Iloxnacs
5 e d—— — 9 ——
ate / Jlata 1R 109 ) 268 &%[QY‘H Lg\oQ\‘ WY
Name / ®DHO Atul Kumar Rohit Singh ‘Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A T'OTOBOI'O MPOJAYKTA
Page9of 9/ Crp. 9 u3 9

Name of Product / MOMAT RINO
HanMeHoBaHNE TPOXYKIAK MOMAT PUHO
Generic name / Mometasone Furoate Monchydrate Nasal Spray 50 mcg

HenaTeATOBAHHOE HAKMEHOBAHAE MoMmeTasona hypoaTa MOHOTHApPATA clpeif Ha3aNBHEIA J03UPOBaHHELH 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue BemecTBa 1 mo3a crpest COXEPIKAT; AeHcTBYIoMmee BemecTso: MoMerasona QypoaTa MOHOTHApAT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / losapoeka 50 mcg / 50 MKT Date of Mfg. / JaTa IpoA3BOACTBA 09/2021

Dosage form / Metered-dose nasal spray /

JexapeTnenmas hopma Copeit HA3Q LK Date of Exp. / Tofen g0 08/2023

JIO3UPOBAHHEIN

Product code / Kog mpoxykra SRU0300075470401EJ] Date of release / laTa BoITycKa 27.09.2021
Qty. Released / Konuuecrso 9,640 BOT/

Batch No. / Cepna Ne 12210540 PLINVIIIEHO dmaxoros

Batch size / Pasmep cepun 10,666 BOT / paxorios Mg License No. / MNB/10/832
Jluuen3us na npoussoACcTBO (HOMep)

Inspection Lot No. / Mfg. License Date /

PerucTpanuoHHLIA HOMEp aHATH3A 040000349582 JIMnenius Ha IPOW3BOICTBO (XaTa) 30/04/2020
GMP Compliance certificate Date /

Package size / YnaxoBka 60 Doses / 60 xo3 GMP cepraduxar (1ata) 18/06/2020

Market / Pro Russia / Poccus GMP Compliance certificate No./ | vp.g1556/20/N
GMP cepTuduxar (HomMep)

Reference Specification No. /

Crnenadgukanns roTosoro SPC-CC-040446 Reference STP No. / CITA N STP-CC-030247

HpoaykTa Ne

Ne | TESTS /IIOKA3ATEJHA LIMITS / TPEBOBAHHUA | OBSERVATIONS / PE3YJIBTATEI

20 | Shelf-life / Cpox roguocTu | 2 years / 2 rona

Any deviation/Incident/QOS: Not applicable

OTtrknorenna/Manuaents/O0C: He NPAMEHUMO

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. JITI-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.”

3axjI0ueHre 0 COOTBETCTBHM: HACTOSIIMM TOATBEPXKAA0, UTO IPEACTABICHHAs BHIIC HHQOPMALMS HABJISETCS
JOCTOBEpHON ¥ Toumoit. JamHas cepms Ghuta mpou3BeseHa (BKIIOYAd YIIAKOBKY/MAapKHPOBKY M KOHTPONb KAdecTBa) Ha
VKa3aHHOM BHIIE TMPOM3BOACTBEHHON IIIOM@AJKE B TONHOM COOTBETCTBMH ¢ TpeOoBammavu  Hapnexamed
Ipoussoacteennoi Hpaktuxu (GMP) NOKaIBHEIX PEryIsSTOPHRIX OPTaHOB M TPEOOBAHUSIMM HOPMATHBHOM JOKYMEHTALMH
JII1-003870-280916, Ysm. Ne 1 or 15.04.2019, Uam. Ne 2 or 05.02.2020 ans pemxa Poccun. IIpoTokonsl mpon3BoACTsa,
YIAKOBKH ¥ [IOKAa3aTelM KauecTsa JaHHOM cepuM OBUIM IIPOAHAIM3MPOBAHEI M CHCNAHO 3aKIMIOYECHHE, YTO OHM

COOTBETCTBYIOT TpeGoBanusm Hagnexameit Ilponssoncraennoit Ipakrukn (GMP). m’r\
o 3 iy -
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