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Cepraduxar ananu3a Ha rOTOBYI0 HPOLYKIHIO
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Name of product /
HaumenoBaHue NpoAYKLIHU

Momat Rino Advance /
Mowmar Puno Aznsanc

Generic name /
HenaTteHToBanHoe
HANMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTuHa rHAPOXIOPUA M MOMeTa3oHa (ypoar cripeil HasaIBHEI 1031POBAHHbIH

JeficTByiouue Bemecrsa

Each spray delivers / Kaxnas n03a ciipes conepxur:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 mkr

Azelastine Hydrochloride BP 140 mc%/ Asenactuna ruapoxsopun bpur.®. 140 mxr

Date of Mfg. /

140 meg + 50 mcg
Strength / losuposxa 140 mkr + 50 mMxr JlaTta npoussoacTea 1172021
Dosage form / Metered-dose nasal spray /
JlekapceTBeHHan gopma Cripeit HasabHBIYA A03UPOBAHHBIH Date of Exp. / Fozen no 10/2023
Product code / Koa npoayxra . | SRU0300082460401GS Date of release / laTa Beinycka 02.12.2021
Qty. Released / 22.620, BOT
Batch N‘,) / Cepus No 12210688 KoaunuecTBo Bhinymexo 22,620 gaakoHos
Batch size / Pasmep cepuu 24,815 bot /24,815 ¢naxonos Mg, License No. / MNB/10/832
HpousBoacTBeHHAas JiHLeH3 s Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KoHTpoaupyemas cepusi Ne 040000361865 IpousBoacTBeHHas JuLeH3us (AaTa)
Package size / Ynaxosxa 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (a1ata)
Market / Puitiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
| GMP ceprudukar Ne
Reference specification No / STP No/
Creunduxaums Ne SPC-CC-051325 CIH Ne STP-CC-037517
No TESTS / IOKA3ATEJN LIMITS / TPEBOBAHUA OBSERVATION / PE3VJIbTATHI

1.

Description / Onucanne

White to off-white suspension / Benas
WJIK nouTH Genast CycreHsus

Off-white suspension /
IMoutu 6enas cycneHsus

Identific_ation / loannuuuoCTH

a) Azelastine hydrochloride /
Asenacmuna zudpoxiopud

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of azelastine
hydrochloride standard solution / Bpems
YACPKMBAHMS  OCHOBHOIO IMKA Ha
XpOMAaTOrpamMme HCTIBITYEMOr0 pacTBopa
JOJKHO ~ COOTBETCTBOBAaThH  BPEMEHM
YACDXKHBAHHA  OCHOBHOrO NUKa Ha
XpOMAaTOrpamMMe pacTBOpa CTaHAapPTHOro
obpasua asenactuHa ruapoxopuna (cM.
pasaen «KonnuecTseHHOE
ONpPELCICHHUER).

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
azelastine hydrochloride standard solution /
Bpems ynepxuBaHMS OCHOBHOrO NHUK4 Ha
XpPOMaTOrpaMMe  HCILITYEMOTO  pacTBopa
COOTBETCTBYET  BPEMEHHM  YJCPKHBaHUA
OCHOBHOI0O NWKa Ha  XpOMAaTorpamMme
pacTBopa CTaHZapTHOro ofpa3ua asenacTuHa
TUAPOXJIOPUAA (cm. pasaen
«KomnuecTBeHHOE onpenenexuen),

b) Mometasone furoate /

MWW
“‘,*\.\El A’:':
o o

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpems yaepxwupaHus
OCHOBHOTO MHMKa Ha XpOMaTOrpamMe
MCOLITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBAThL BPEMCHHU YACpPIKMBaHUA
OCHOBHOI'0 MMKa Ha XPOMATOrpaMMe
pacTBopa CTaHAApPTHOro obpa3ia
moMeTasoHa  (ypoata (cM.  pasgen
«KonuuecrBeHHOE onpencnenyen).

- In the test of assay, the retention time of the

main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
mometasone furoate standard solution /
Bpemst ynepxuBaHWS OCHOBHOTO MMHK2 Ha
XpOMarorpaMMe MCILITYEMOrO  pacTBopa
COOTBCTCTBYET  BPEMCHH  YIEP)KUBAHUS
OCHOBHOIO MMKa Ha  XpOMarorpamme
pacrBopa cTaHAapTHOro o6pasua MOMETa3oHa
dypoara (cm. pasgen «KonuyectsenHoe
OTPEACICHHED),
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Signature / oanucs s _ —
Date / lata CTIDAI) azlh ] p¥ 10 et
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Certificate of Analysis for Finished Product/
Ceprudukar anajau3a Ha roTOBYI0 HPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHOBaHWe NpogyKuMy Mowmar Puxo Ansauc
g:::::nl;?)‘::nlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HaHMeHOBAHME AseacTrHa TMAPOXJIOPUL M MOMeTa3oHa Qypoar cnpeil HasalbHLLM 103UPOBAHHEIH
Each spray delivers / Kasnas n03a cnipes comepxur:
HelicTBylommne BemecTsa Mometazone Fuorate BP 50 mcg / Momerasora ¢ypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxopuz Bpur.®. 140 mkr
: 140 meg + 50 mcg Date of Mfg. /
Strength / Jo3suposka 140 Mict + 50 Mxr JlaTa nponsBoACTRa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBenHas dopma Crnpeit HasaIbHBIN JO3UPOBAHHBIH Date of Exp. / Fonen a0 1072023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / Jata Boinycka 02.12.2021
22.620, BOT
B o Qty. Released / s
atch No/Cepun No 12210688 KosmnuecTBo BLINyIEHO 22,620 dnaxonos
Batch size / Pasmep cepun 24,815 bot /24,815 ¢naxonos Mig. License No. / MNB/10/832
TIpousBoacTBeHHAs JuUeH3usI Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemas cepus Ne 040000361865 TIpon3BoacTBeHHAs JHLEH3UA (1aTa)
Package size / Ynaxosxa 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmxar (nara)
Market / Peinox Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduianun Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJIN . LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATBI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benszankonua xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
corresponding to the retention times of { to the retention times of peaks of
peaks  of  benzalkonium  chloride | benzalkonium chloride homologues Ci2 and
homologues Ciz and Cis in the | Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha XpOMaTorpaMMme HCNbITYEMOro
Ha  xpomarorpamme  ucneityemoro | pactsopa 00HapYKUBAIOTCS ‘TIUKH,
pacTBopa  JOMXHH ~ OOHApyXHBarbCs | COOTBETCTBYIOLINE no BpEMeEHaM
TMKH, COOTBETCTBYIOLME MO BPEMEHAM | yiepkuBaHusi mukam romosioros Ciz u Cis
yAepxuBahus nukaM romonoros Ciz ¥ | GEH3AIKOHWS XJIOPHIA "HA XpOMATOrpamMMe
Cus GeH3aIKOHUA Xnopuaa  Ha | CTaHgapTHoro  pacrBopa  (CM.  pazaen
XpOMATOrpamMMe CTaHAapTHOro pacrsopa | «KonndecTBeHHOE onpenencHue»).
(em. pasaen «KonnuecteHHoE
ONpELEIEHUED). m
pH From4.0t0 5.0/ 01 4,0 10 5,0 4.555/4,555 A«J\:’ ’
Density / ILnoTnocts From 0.90 to 1.10 g/cm? / 0.998 g/cm?® *
Ot 0,90 o 1,10 r/em?® 0,998 r/cm? ) |
Viscosity / Baskocts Not less than 5 cPs / He menee 5 cII3 35cPs/35cll3 \ I A’ 4
6. | Osmolality / OcMoasabHOCTS 250 to 350 mOsm/kg / 294 mOsm/kg 3 Rl ”
. 250 — 350 mOcm/xr 294 mOcm/kr e w2
7. | Vial leak testing / IIposepka Leakage traces should absent / No leakage traces / W
‘ (hy1akoHa Ha repMeTHYHOCTD OTcyTeTBYE ClIe/I0B YTeuKH Cneasl yTeuKH OTCYTCTBYIOT

Prepared by / Ilogrotosaeno Checked by / Ilposepeno Apprived by / OnoGpeno
Signature / Ioanuce oA I R
Date / [{ata "oyl [Le 031k )m YA R
Name/ ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JorknocTtn Officer - QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/
Ceprudukar anajn3a Ha rOTOBYI0 IPOAYKIHIO
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Name of product /

Momat Rino Advance /
Momat Puno Ansanc

HaumeHoBanue npoayKuuu

Generic name /
Henatentosauuoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTuna rupoXI0pUA U MOMeTasoHa (Gypoar cnpeii HasabHLIH 103UPOBaHHBIN

HeficTBylomue Bemecrsa

Each spray delivers / Kaxxaas 103a cnpes coaepxurt:
Mometazone Fuorate BP 50 mcg / Momeraszona dypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / AsenacTuHa ruapoxjopua Bpur.®. 140 mxr

! 140 mcg + 50 mcg Date of Mfg, /
Strength / Jlo3uposika 140 it + 50 Mxr Jlata npoussoacTea 11/2021
Dosage form / Metered-dose nasal spray /
JlexaperBenHas dopma Cripeit HasabHBIH JO3UPOBAHHb Date of Exp. / Tonen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / lata Boinycka 02.12.2021
Qty. Released / 22.620, BOT .
Batch No/Cepun Ne 12210688 KoaunuecTso BoinyiueHo 22,620 ¢uakoHos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 24,815 bot / 24,815 ¢nakoros MpoussoacTaenas uueHsus No
Inspection Lot No Mfg. License Date / 30/04/2020
KouTpoaupyemas cepusi Ne 040000361865 Ilpon3BoacTBeHHas JuueH3us (1aTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 no3 GMP cepruduar (1a7a)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01336/20/IN
GMP cepruduxat Ne .
Reference specification No / STP No/
Creundurauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

8. Mass of the released dose /
Macca BbIcB0GOMAaEMOI 103bI

Single dose / OTaeabHan ao3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 ~ 115,0% or
3a5BJICHHOTO BBICBOOOMIaEMOro
KOJIM4€ECTBA

Average dose / Cpeaunsns aosa:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBneHHOroO
BBICBOO0XK/1aEMOr0 KOJIMMECTBA

Minimum / Munnmym: 93.4 %
Maximum / Maxcumym: 105.7 %
Average / Cpennee: 99.0 %

9. Mass of the vial content / Not less than 9.52 g / 981g/
Macca cogepacumoro daakona He menee 9,52 ¢ 9,81r -
10. | Dose number / Koaunyecrso 103 Not less than 75 doses / He menee 75 103 | 98 doses / 98 103 A;\'\“ff R O
N s
/ & ©
11. | Particle size / Pasmep wacTun 90 % of particles less than 10 um / 100.0% / 100.0% * W
90 % uactun pasMepom MeHee 10 Mkm *
100 % of particles less than 30 um / 100.0% / 100,0% o
100% uactuu pasmepom menee 30 MkM ~
&
Particles of more than 30 um should be Absent / OtcyTeTByIOT . 2)\
absent / Yactuup: Gonee 30 MKM JOMXKHBI L

OTCYTCTBOBATh

12. | Related substances / Poacrsennbie nn

pumecu

a) Azelastine hydrochloride /
Aszenacmuna 2udpoxnopud:

Single unspecified impurity /
Eaunn4Ho# Hemaentu-
thuLmpoBaHHO# IpUMecH

Total impurities / Cymma npumeceit

Not more than 0.89 % / He 6onee 0,89 %

Not more than 2.0 % / He 6onee 2,0 %

Not Detected / He o6Hapyxeno

Not Detected / He oGHapyxeHo

Prepared by / ogroTosaeno

Checked by / IIposepeno

Apphoved by / Ogobpeno

Signature / IToagnuce

% .
7%&/[& Lo

Date / lara , N /Y Y YRE
Name / ®HO Yogesh Kumar Mehta Atul Kumar AjaS' Kumar Garg
Designation / losskHocTh Officer - QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /
Ceprudukar anann3a Ha roToBYIO IPOAYKIMIO
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Name of product / Momat Rino Advance / '
HaumeHoBaHHE NpoayKLUU Mowmar Puno Azxsanc
g:::;':ﬂ';zl::ﬂlme Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBAHUE A3eNacTHHA MAPOXJIOPHI U MOMETa30Ha (ypoar cnpeii HazalLHEIH J03UPOBAHHEIH
Each spray delivers / Kaxxaas n103a cripest coaepxur:
JeficrByiomue BewmecTsa Mometazone Fuorate BP 50 mcg / Momerasona gypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopua bpur.®. 140 mMxr
140 meg + 50 meg Date of Mfg. /
Strength / Josuposka 140 MK + 50 MKr JlaTa npousboseTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcrBeHHas dhopma Crpeit HasanbHbIN 103UPOBaHHBIIA Date of Exp. / T'onen 2o 10/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / laTa Boinycka 02.12.2021
o Qty. Released / 22.620, BOT
Batch No/Cepun Ne 12210688 KonnvecTBo BbinymeHo 22,620 ¢naxonos
Batch size / Pasmep cepun 24,815 bot /24,815 gnaxonos Mfg. License No. / MNB/10/832
IlpousBoacTBeHHAs JHLIEH3Ust No
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemasn cepusi Ne 040000361865 IlpousBoacTBeHHAd JHUEH3UsA (AaTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Comphange certificate Data / 18/06/2020
GMP ceprudmkar (aata)
Market / Puitiox Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurat Ne
Reference specification No / STP No/
Cneundukauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATION / PE3YJIbTATHI
b) Mometasone furoate /
Momemazona ypoam Not more than 1.0 %/ He 6oniee 1,0 % | 0.02% /0,02%
Impurity D / ITpumecs D
Single unspecified impurity / Not more than 1.0 %/ He Gonee 1,0% | 0.05 %/0,05%
Envnudnas HewaentnduuMpopasHas
ApUMech
Total impurities / Cymma peex Not more than 2.0 %/ He Gonee 2,0 % | 0.17%/0,17%
npuMeceit

Prepared by / Ngarotosaeno Checked by, / IIpoBepeno Apprigved by / Onobpeno
Signature / Moanucn 1> A
Date / JlaTa Lokl LTLo 1 a7 Jit)™ T
Name / PHO Yogesh Kumar Mehta Atul Kumar Ajai Kumar Garg
Designation / JosixnocTn Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /

Ceprudukar aHaIM3a HA rOTOBYIO HPOLYKUHIO

Page Sof 8/C1p.51n3 8
Name of product / Momat Rino Advance /
HaumeHoBanve npoaykuuu Mowmar Puno Anpanc i i
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CNaTeNTOBAHHOE A3zenacTuRa rIpOXJIOPHA H MOMeTa30Ha (ypoar cripeit HasalbHLI 103UPOBAHHAIH
HAUMEHOBAHNE
Each spray delivers / Kaxnas 103a cipes coaepiuT:
Heiicrsyromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoat Bpur.®. 50 mMxr
: Azelastine Hydrochloride BP 140 mcg / Azenactuna ruspoxnopun Bpur.®. 140 mkr
140 mcg + 50 meg Date of Mfg. /
Strength / Josnposka 140 Mt + 50 Micr Jlata npowssoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlekapceTBeHHas (hopma Cnipeii HasaNbLHEIN A03UPOBAHHBIH Date of Exp. / Fonen xo0 10/2023 .
Product code / Koa npoaykra | SRU0300082460401GS Date of release / {aTa Brinycka 02.12.2021
o Qty. Released / 22.620, BOT
Batch No/Cepun Ne 12210688 KosinuecTso BoiNywieHo 22,620 ¢uakonos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuu 24,815 bot /24,815 ¢maxonos NpoussocTaennas muuensust No -
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemas cepun Ne 040000361865 IlponsBoacTBeHHAs JuueH3us (aaTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruguxar (nara)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crieundukanus Ne SPC-CC-051325 CIIN Ne ASTP CC-037517
No TESTS / IOKA3ATEJIA LIMITS / TPEGOBAHUA OBSERVATION / PE3YJIbTATBI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /

OaHopoaHOCTH BLICBOGOKIAEMO#
Z103bI

determinations may deviate from the
mean value by more than +25% (one
starting and one end delivered dose is
taken from each of 10 bottles) and none
may deviate by more than £35%.

If 3 to 6 values deviate by more than
+25%, but less than +35%, test' the
following 20 bottles. i

Not more than 6 values from 60
determinations can deviate from the mean
value by more than +25% and none can
deviate by more than +35% /

He Gonee 2 snauennit v3 20 onpenenenuit
MOTYT OTKJIOHSTCS OT CPEAHErO 3HAYCHUS
Gonee uem Ha + 25 % (ot kaxaoro u3 10
drraxoHoB GepyTes No oAHOM HaYANBHOM
U OAHONM KOHEYHOM BBICBOGOMIAEMOM
M03¢), ¥ HU OXHOro - Gojee 4YeM Ha
+ 35 %.

Ecin or 3 a0 6 3HaueHuit umelor
OTK/IOHEeHHs OGonee ueM + 25%, wHo
MEHbIle, YeM + 35 %, TO WUCMBITHIBAKOT
cnenyromue 20 ¢raxoHos.

He Gonee 6 3naueHnit u3 60 onpeaencuuii
MOTYT OTKJIOHATCS OT CPEAHETO 3HAYEHUS
Gonee uem Ha =+ 25 %, ¥ HU onHOTO,

Gonee uem Ha + 35 %

A3eacTHHA rMAPOXJIOPUA:

Beg / Hauano:

Minimum / Munumywm: 87.7%
Maximum / Makcumym: 97.2%
Average / Cpennee: 94.2%

End / Kouey:

Minimum / Munumym: 92.0%
Maximum / Makcumym: 99.4%
Average / Cpeanee: 96.3%

Mometazone Furoate /
MomeTtasona dypoar:

Beg / Hauano:

Minimum / Munumym: 87.7%,
Maximum / Maxcumym: 98.4%,
Average / Cpeanee: 95.5%
End/ Koney:

Minimum / Munumym: 91.1%,
Maximum / Makcumym: 101.1%,
Average / Cpennee: 97.4%

Prepared by / IToayotoBaeno Checked by / IIposepeno Approyed by / Ogo6peno
Signature / [oanuck i .
Date / Jlata “og1l2]len) o3lh)™ o3|\ lon
Name / ®UO Yogesh Kumar Mechta Atul Kumar Ajay Kumar Garg
Designation / Toaxuocts Officer - QA Officer -QA Asst, Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTudukar anajau3a Ha roToBYI0 HPOAYKUHIO
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Page 6 of §/C1p. 6 u3 8
Name of product / Momat Rino Advance /
HaumeHosanue npoaykuuu Mowmar PuHo AznBauc
g:z:’::ﬂ:z‘::;ﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HaUMeHOBaHUE Asenactina ruIpoXJIopyUA M MOMeTa30Ha (ypoar cnpeli HasaibHELA 103MPOBAHHEI
Each spray delivers / Kaxnas 103a cnpes conepxut:
HelicTyromme sewmecrsa Mometazone Fuorate BP 50 meg / Momerasona dypoar Bput.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxsopun Bpur.®. 140 mkr
140 meg + S0 meg Date of Mfg. /
Strength / losuposka 140 Mkr + 50 Mxr JlaTa npoussoacTsa 172021
Dosage form / Metered-dose nasal spray /
JlexapcrBennas dopma Cripeit HasanbHbIN 103MPOBAHHBIH Date of Exp. / Fonen zo 10/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / laTa Boinycka 02.12.2021
‘ Qty. Released / 22.620, BOT
Batch No/ Cepun No 12210688 KoauuecTBo BhinyuieHo 22,620 dnakonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 24,815 bot /24,815 dnaxonos TpousBoicTBenNas TuueH3Hs Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoanpyemasi cepusi Ne 040000361865 ITpousBoacTBeHHas JuueH3us (AaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxoska 75 doses / 75 nos GMP ceprudusar (1ata)
Market / Puisoxk Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / STPNo/ .
Crienmduscanus Ne SPC-CC-051325 CII Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUST OBSERVATION / PE3YJIBTATBI

14. | Uniformity of dosage unit /
OanopoaHocTsb K03upoBanus

Not more than 1 value from 10
determinations may deviate from the
mean value by more than +25% (one
starting delivered dose is taken from each
of 10 bottles) and none may deviate by
more than +35 %.

If 2 or 3 values deviate by more than

%25 %, but less than +359%, test the

following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 % and
none can deviate by more than 35 %/

He Gonee 1 3rauenns u3 10 onpeneneHuit
MOXET  OTKJIOHATCS  OT  CPEAHEro
3HaueHus Oonee uyem Ha +£25% (ot
xaxicgoro us 10 durakono Gepercsa no
ONHOM  HawanbHOM  BRICBOGOMKHAEMOlt
03¢), ¥ HM oxuoro, Gonee ueM Ha
+35%,

Enmu nsa wnv Tpu sHauenus umeror
OTKJIOHEHHs Gosee ueM +25%, HoO
MeHee, . 4eM *35%, TO WCNLITHIBAIOT
cnenyomue 20 gakoHos.

He Gonee Tpex s3mavemmit moryr
OTKJIOHATEC  OT  CPEIHEr0  3HAYCHUS
Gonee, yem Ha +£25%, ¥ HU OZHOTO,
6osee uem Ha £ 35 %,

Azelastine Hydrochloride /
A3enacTvHa rupoxXJa0pua;

Minimum / Munumym: 87.7%,
Maximum / Makcumym: 97.2%
Average / Cpennee: 94.2%

Mometazone Furoate /
MowmeTta3sona ¢gypoar:

Minimum / Munumym: 87.7%,
Maximum / Makcumym: 98.4%,
Average / Cpennee: 95.5%

Prepared by / Ilgarorosaexo Checked by / IIpoBepeno Approvedjby / OnoGpero
Signature / Hoanucn % —F— ‘E— )
Date / llata I1Zag)1] Loy 221w of [npoyy
Name/ PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Tomxunoctn Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar anajin3a Ha roTOBYI0 IPOIYKIHIO

Page 70f8/Cr1p. 713 8
Name of product / Momat Rino Advance /
HaunmeHoBaHKe npoayKin Mowmat Puno Ansauc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
eraTenToBanHoe AsenactiHa ruJIpoXJopua M MOMeTa3oHa (ypoart cnpeil Hasa/bHbIH J03MPOBaHHbIH

HAUMEHOBAHNE :

Each spray delivers / Kaxzas n103a cripes conepxur:
HelicTeylommne BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopus Bpur.®. 140 MK

140 meg + 50 mcg ‘ Date of Mfg. /
Strength / losuposka 140 MKt + 50 Mr Jlata nponssoacTBA 11/2021
Dosage form / Metered-dose nasal spray / '
JlexapcTBenHan dpopma Cripeil HasaIBHBIN JO3UPOBAHHBIHA Date of Exp. / Foxen 10 1022023
Product code / Kox npoayxra | SRU0300082460401GS Date of release / aTa Bbinycka 02.12.2021

Qty. Released / 22.620, BOT
Batch No / Cepus Ne 12210688 Koauuecrso suinyimeHo 22,620 draxoton
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuu 24,815 bot /24,815 ¢nakonos MponsBoacTBennas uuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Kontponupyemas cepusi Ne 040000361865 IIpou3sBoacTBeHHas JuueH3us (1aTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynakosxa 75 doses / 75 no3 GMP ceprudurar (1a1a)
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/ ¥
Crenudmicanus Ne SPC-CC-051325 CIIM Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATHI

15. | Microbiological purity / MukpoGuosornyecias uncrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6mee uncao
a3poGHbIx GakTepuil u
IPO2GKEBBLIX U NUIECHEBLIX rPUGoB
(cymmapHo)

Test for Absence of Specified
Microorganism / TecT Ha
crenupuecKue
MHKPOOPTraHU3MBbI:

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 102 cfu per 1 g (ml) of the
product / He Gostee 10° KOE B 1 r (m1)
npemnapara

Absence per 1 g (ml) of the product /
Otcyrcraue B 1 (M) npenapata

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

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

Absent / OTcyTcTBYET

Absent / OtcyrcTByer

Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / | Absent / Orcyrcrayer
OurepobakTepuy, ycToitumBbIe K Orcytersue B 1 r (M) npenapara
KEMUU o
16. | Assay / KonmuecraeHHoe onpenenenne
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 96.4%/96,4%
AsefacTuHa ruapoxJopua of azelastine hydrochloride / Ot 85 % 1o
115% or 3asBneHHOro koaMyecTBa
a3eNacTHHA TMAPOXJIOpUIA
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 97.8%/97,8%

MomeTasoHa dypoat

of mometazone furoate / Or 85 % 10
115% or 3asBneHHOro KoJMYECTBa
MoMeTa3oHa $ypoara .

Prepared by / IlparoTosaeno

Checked by / IIposepeno

Approvel{ by / Ono6peno

Signature / Hoannen

Date / lara L&IT [TaT] /7)Y o s
Name / ®PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loazHocTs Officer — QA Officer -QA Asst. Manager -QA

FCM/QAD054/08.00
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Certificate of Analysis for Finished Product /
Ceprudmxar ana/in3a Ha roTOBYIO IPOAYKIHIO

Page8 of 8§ /Crp.8u3 8
Name of product / Momat Rino Advance /
HaumeHoBsaHue npoaykumnu Mowmar Puno Aznpauc
g::::_':ﬂ::r::ﬂlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
7 7]

HaUMeHOBAHHE AsenacTvHa ruIpOXJIOPU]L U MOMETa30Ha Pypoar cipeil HasalbHEIH A03MPOBAHHL

Each spray delivers / Kaxxnas nosa cripes coaepxur:
JeificTByomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®, 50 mMkr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopun Bpur.®. 140 Mxr

140 meg + 50 meg Date of Mfg. /
Strength./ Hdosuposka 140 i+ 50 M JlaTa npowsBoACTEA 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBennas gopma Cripeit Ha3anbHbIM 103MPOBAHHLI Date of Exp. / Fonen zo 1072023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / JlaTa Buimycka 02.12.2021

’ Qty. Released / 22.620, BOT
Batch No/ Cepun Ne 12210,688 Konuuecrso BeinymeHo 22,620 ¢naxonos
Batch size / Pazmep cepum 24,815 bot / 24,815 (aaxonos Mig. License No. / MNB/10/832
- IlpousBoacTBeHHAR JiMUeH3HA No
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoaupyemas cepusi Ne 040000361865 IpousBoacTBeHHas Juuen3us (aata)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
: GMP ceprudmnkar (aara)
Market / Puirok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/
Creundukamms Ne SPC-CC-051325 CIIA N STP-CC-037517
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUS

OBSERVATION / PE3YJILTAThDI

¢) Benzalkonium chloride /
Bensanonun xaopug

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % mo
120% oT 32dBNEHHOrO0 KOJIMYECTBA
GeH3anKkoHus XJI0puaa

88.8% / 88,8%

17. 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped
equipped with a metering device and | with a metering device and actuator with
actuator with protective cap. Bottle with | protective cap. Bottle with leaflet placed in
leaflet placed in carton box. / ITo 75 u | carton box. / ITo 75 xo3 Bo ¢hnaxon u3 [13BI],
150 703 Bo ¢nakon wu3 TIDBII, | cHaGkeHHBIH TO3UPYIOUIMM YCTPOACTBOM 1
CHaGKeHHbIA NO3UPYIONINM YCTPOHCTBOM | Ha3aNbHBIM ANANTEPOM C 3aLUTHBIM
W Ha33JIbHBEIM QNAlITePOM C 3AlUMTHEIM | KosmaukoM. DakoH ¢ MHCTpYKLWeH Mo
konnaukom. MJaKOH ¢ MHCTPYKUMEH 110 | NPUMEHEHHIO IOMEILAIOT B KApTOHHYIO
MPUMEHCHUIO TIOMELIAIOT B KapTOHHYIO | NA4Ky.

o £ \\}‘:\C:?(/ l'Ia‘ll(y.
18. | Labeling /Mﬂ-ﬁk’ﬂﬁﬁﬁc{ According to ND / B cootaerctsuu ¢ HJ]
19. | Storage / Xpauenue Store at 15 to 25 °C, protected from light. Do not freeze. / B 3ailMIleHHOM OT CBETa MeCTE
] npu Temneparype ot 15 no 25 °C. He 3amopaxupats.
20. | Shelf-life / Cpox roanoctu 2 years /2 rona

Any deviation/Incident/OOS: Not applicable
Orxnonenns/Ununaentsi/O0C: He mpUMEHUMO
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-003328-2311 15, Amend. No 1 dt. 12.09.2016, amend. No 2

dt. 05.12.2016, amend. No 3 dt. 08.10.2018, amend. No 4 dt. 03.06.19, amend. No 5 dt. 20.03.2019, amend. No 6 dt. 23.01.2020, amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akaioyenue 0 COOTBETCTBUM: HACTOSIIMM MOATBEPHKIAL0, UTO NPE/CTAB/ICHHAs BhIIE MH(OPMALMS ABIISETCH AOCTOBEPHOM M TOYHOH.
Haunas cepusi Oblna MpoM3BENEHA, BKIIOYAs YIAKOBKY/MapKMPOBKY, U [POKOHTPONMPOBAHA Ha YKa3aHHON BBILIC TIPOM3BOACTBEHHON
TIOLIANKE B MOTHOM COOTBETCTBHM ¢ TpeGoBanuamyu Hannexameit [poussoncreenHoi [pakruku (GMP) u tpe6oBanusmu HOPMaTHUBHOM
noxymentatu JIT-003328-231115, Usm. Ne 1 ot 12.09.2016, HUam. Ne 2 ot 05.12.2016, Vism. Ne 3 ot 08.10.2018, Usm. Ne 4 or
03.06.2019, Uam. Ne 5 ot 20.03.2019, Fiam. Ne 6 or 23.01.2020, Msm. Ne 7 ot 20.02.2020. Jlannas cepus cooTBETCTBYET TpeGOBaHUAM
HOPMATHBHOH JOKyMEHTauuH. [IpOTOKOMBI NPOM3BOACTBA, YNAKOBKM M MPOBEACHHBIX QHATM30B JUIS  JAHHOM cepun  Goun
NPO2HANM3MPOBAHEI U CIC/IAHO 3AKIIIOUEHHE, YTO OHH COOTBETCTBYIOT TpeGoBannam Hawrexaweit Fpon3BoIcTaeHHOM Tpakruxu (GMP).

Prepared by / IloaroToBreno Checked by / IIposepeno Approved)py / On06peno
Signature / Mognucs Up ' ' 4~
Date / {ata 047 Q€120 —ogll]n " hen
Name/ ®HUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Carg
Designation / oszxuocts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00




