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Name of product / Momat Rino Advance /
HaumeHoBaHHe NpoayKumu Mowat PuHo AnsaHc
g::::':ﬂ:?)’::ﬂlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMeHOBAHHE A3senacTHHa FUAPOXJIOPU ¥ MOMETa30Ha (hypoar crpeil HasaNbHbIH JO3MPOBAHHEI

Each spray delivers / Kaxxuaas 103a cripess COASpKUT:
Jeficrsylomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 mxr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxyopua bpur.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mxr Jata npoussoacrsa 08/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBenHas dgopma Cnpeii HasaIbHEIA A03UpOBAHHEI Date of Exp. / T'onen no 07/2024
Product code / Kox npoaykra | SRU0300082460401GS Date of release / lara BoInycka 08.10.2022
Batch No/ Cepus Ne 12220531 Qty. Released / 17,120 BOT

Konu4ecTso BbillyeHo 17,120 ¢naxonos
Batch size / Pasmep cepuu 18,908 bot / 18,908 ¢rakonos Mfg. License No. / MNB/10/832
IIpou3BoACTBEeHHAS JULICHINS .N‘°
Inspection Lot No ‘Mfg. License Date / 30/04/2020
KonTposupyemas cepus Ne 040000411301 IIpou3sBoacTBeHHas JULeH3us (AaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 nos GMP cepruduiar (1a7a)
Market / Puisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
. GMP ceprudpurxar Ne

Reference specification No / STP No/
Creundukauus Ne SPC-CC-051325 CIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIA LIMITS / TPEGOBAHUA OBSERVATION / PE3YJIBTATHI
1. | Description / Onucanne White to off-white suspension / Bemas | Off-white suspension / '

WK N04TH Oenast CyCrieH3us

IMouru Genas cycrieH3us

Identification / oaaunnocTs

a) Azelastine hydrochloride /
Azeracmuna 2udpoxnopud

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
VAEPXKUBAHUA  OCHOBHOTO MHMKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO pacTBOpa
JIOJKHO ~ COOTBETCTBOBaTh  BPEMEHU
YACPXKUBAHHS OCHOBHOIO MMKa Ha
XpOMaTorpamMMe pacTBOpa CTaHAAPTHOTO
oGpasua a3enacTWHa TUAPOXJIOpHAa (CM.
pasnen «Konnuecrsennoe
OINPEIACIICHUEN).

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 yaepXuBaHMS OCHOBHOTO NHKA Ha
XpOMaTorpaMMe  HCIBITYEMOrO  pacTBopa
COOTBCTCTBYET BpEMCHHU yYacpxxuBaHUs
OCHOBHOO NUKa Ha  XpOMaTOrpamMMme
pacTBopa cTaHIapTHOro obpasia asesacTuHa
TUApOXIOpUaa (cm. paszen
«Konu4yecTBEHHOE ONPENEICHHUED ),

b) Mometasone furoate /
Momemazona diypoam

@;S\“”‘\

av \

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 yaepxuBaHus
OCHOBHOrO IHMKa Ha XpOMarorpamme
HCTIBITYEMOTO pacrtsopa JIOIDKHO
COOTBETCTBOBATh BPEMEHH YACPIKUBAHUS
OCHOBHOTO MHMKa Ha XPOMATOrpamme

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 /
Bpems yIepKuBaHMs OCHOBHOTO NHKa Ha
XpOMaTOTpaMMe  KCIILITYEMOrO  pacTBOpa
COOTBETCTBYET  BPEMEHH  YAEPKVMBAHUA
OCHOBHOTO MNHKa Ha  XpoMarorpamMve
PacTBOpa CTaHAAPTHOrO 06pa3sla MOMETA30Ha

% pacrBopa CTaHIAPTHOTO obpasua | ¢ypoara (cM. pasaen «KomnuecrBeHHOE
N mMomeTazoHa  ¢ypoara (CM.  pasden | onpeaeieHHe»).
ph arm qc/ «KonuuecTBeHHOE OmPEACTICHHER ).
Prepared by / lloaroTosaeno Chgeked by / [IpoBepeHo Approved by / Ono6peno

Signature / Hoamicn Jj

Date / Jlata 2 Jioli w\\ol—ww/ 22| o

Name / PHO Atul Kumar Akshit Bhardwayj Ajay Kumar Garg
Designation / TosixuocTn Officer -QA Sr. Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /
Cepraudukar anaju3a Ha roTOBYI0 NPOAYKIHIQ
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Name of product / Momat Rino Advance /
HaumeHoBaHue NpogyKumu Mowmar Puto Azxpanc
g::::':ﬂ:i'::;ﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HEHMEHOBANME A3senacTyHa rUAPOXIOPU ¥ MOMeTa30Ha ypoar cnpeit Ha3aNLHBIN J03MPOBAHHbIIH
Each spray delivers / Kaxnas no3a cripes coaepkur:
JelicTaylomue Bemecraa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mecg / Asenactuna ruapoxnaopus bpur.®. 140 mkr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuponxa 140 mxr + 50 mMkr Jarta npousBoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHan dopma Crpeit Ha3aIbHbIH 103UpOBaHHEIH Date of Exp. / Tonen no 07/2024
Product code / Koa npoaykra | SRU0300082460401GS Date of release / lata Buinycka 08.10.2022
Batch No/ Cepus Ne 12220531 Qty. Released / 17,120 BOT
KoanuecTBo BoinymeHo 17,120 ¢uakonos
Batch size / Pasmep cepun 18,908 bot / 18,908 pnaxonos Mfg. License No. / MNB/10/832
IpousBoacTBeHHAs! iuLeH3us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KoHTpoaupyemas cepusi Ne 040000411301 IlpousBoacraenHan JuneH3ns (4aTa)
Package size / Ynaxoska 75 doses / 75 o3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (xara)
Market / Poisos Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenuduicanus Ne SPC-CC-051325 CIIN N STP-CC-037517
No TESTS / IOKA3ATEJIH LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
EBenzankonua 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  benzalkonjum  chloride | benzalkonium chloride homologues Ci2 and
homologues Ci2 and Ci4 in the | Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomaTorpamMme MCHEITYeMOro
Ha  XpomarorpamMme  ucneITyemoro | pacrsopa 0OHapyXHBaIOTCS IMKH,
pacTBopa  NOMKHBI  OGHApYXUBAaThCS | COOTBETCTBYIOLINE no BpEMEHaM
NIMKH, COOTBETCTBYIOWIME MO BpEMEHaM | yaepxuBaHus mukam romonoros Ci2 u Cug
YACPXKUBAHUA muKaM romoioroB Ciz M | OCH3WIKOHMS XJIOpHIA HA XPOMATOrpaMMe
Cu GeH3aNKOHUA XJOpHZa  Ha | CTaHAapTHOrO  pacTBopa (CM.  pasgel
XpoMaTorpamMme CTaHnapTHoro pacrBopa | «KomuuecTBeHHOE OnpeNeneHue»),
(cMm. paszen «KonmuuecTBeHHOE
OTIPCACNICHUEY ).
3. pH From 4.0 to 5.0/ Ot 4,0 10 5,0 4.7714,77
Density / IlnotHocrs From 0.90 to 1.10 g/cm3/ 1.02 g/em?
0Ot 0,90 no 1,10 r/em? 1,02 r/cm®
5. | Viscosity / Baskocrs Not less than 5 cPs / He menee 5 cIl3 40.2 cPs/40.2 cII3
6. Osmolality / OcmonsibHOCTD 250 to 350 mOsmv/kg / 323 mOsm/kg
250 — 350 MOcm/kr 323 MmOcm/kr
7. | Vial leak testing / IIposepka Leakage traces should absent / No leakage traces /
daaxona Hg,,pcpTw‘g\@N OTcyTCTBHE ClEN0B yTEuKH Ciieasl YTEYKH OTCYTCTBYIOT
BTN
i N
* J/ ey
0} -
5 Sl o= 5
' B
V:‘T’rk \',\’JZ\/
Pharmace?”
Prepared by / oarotrosaeno Chétked by / Ilposepeno Approvediby / OnoGpeno
Signature / Moanucs (72 /2 2ol
Date / lata YT ~o\10jvor— ne |io po¥v
Name / DHO Atul Kumar Akshit Bhardwaj Ajay Kunar Garg
Designation / Jomxunocts Officer -QA Sr. Officer -QA Asst, Manager -QA
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Certificate of Analysis for Finished Product/
CepTudgnkar anajan3a Ha roTOBYI0O NPOXYKUMIO

Page3 of 8/Crp.3u3 8

Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKUMHU Mowmar Puno Aasasc
g:::'::ﬂ';?::ﬂlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBANME A3enacTHHA THAPOXIIOPUI K MOMeTa3oHa GypoaT ciipeit HasasbHbli A03MPOBAHHLIH
Each spray delivers / Kaxxnas j03a cripest COIEpKUT:
JelicTBylomue BelecTsa Mometazone Fuorate BP 50 mcg / MomerasoHa dypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxjopun bput.@. 140 mxr
140 mcg + 50 mcg Date of Mfg, /
Strength / losuposka 140 mkr + 50 mMkr Jata npou3soacrsa 08/2022
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHan dopma Crpeii HasanbHBIN J03UMPOBAHHEBIN Date of Exp. / T'onen 10 07/2024
Product code / Koa mpoayxra | SRU0300082460401GS Date of release / lara Boinycka 08.10.2022
Qty. Released / 17,120 BOT
Batch No/Cepus Ne 12220531 Konuvecrso BoinymeHo 17,120 ¢naxonos
Batch size / Pasmep cepun 18,908 bot / 18,908 ¢axonos Mig. License No. / MNB/10/832
TIponsBoacTBeHHAs JuueH3un Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoaupyemas cepun Ne 040000411301 Ilpou3BoacTBEeHHAS JuUeH3Nd (AaTa)
Package size / Ynaioska 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aaTa)
Market / ook Russia / Poccrst GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduramys No SPC-CC-051325 CII Ne STP-CC-037517
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATDI
8. Mass of the released dose / Single dose / OTaeasnan ao3a:
Macca BbicBoGoNaaEMOi A03DI 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 94.9 %
dose amount / 850 - 1150% 0T | Maximum/ Maxkcumym: 106.3 %
3asBJCHHOTO BBICBOOOX1aEMOT0 A /C . 1003 %
KOJMUECTRA verage / Cpeanee: 100.3 %
Average dose / Cpeanss no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 32s4BJICHHOTO
BBICBOGOKIaEMOF0 KOJIMYECTBA
9. | Mass of the vial content / Not less than 9.52 g / 984g/
Macea coaepsxumoro paaxona He menee 9,52 r 9,84r ~ ~—
10. | Dose number / Koanuecrso xo3 Not less than 75 doses / He menee 75 103 | 89 doses /89 nos ,g{\\*“' VoS 109
o OC‘J \\
L -
11. | Particle size / Pasmep yacTuu 90 % of particles less than 10 pm / 100.0%/ 100,0% '.‘ il L w
90 % uactuy pasMepoM MeHee 10 MkM % 9 K
100 % of particles less than 30 pm / 100.0% / 100,0% "‘ 7 Je - \; ,’
100% gactun pasmepoM MeHee 30 MkM g ~"£} v ) /
Particles of more than 30 um should be Absent/ Orcyrereyror  \‘e: . ,i\;,‘z“
absent / Yactuusl 60nee 30 MKM J0MKHBI TP arma Ce\l/
OTCYTCTBOBATD S~
12. | Related substances / PoactBennbie npuvecu
a) Azelastine hydrochloride /
Azenacmuna zudpoxnopuo: '
Single unspecified impurity / Not more than 0.89 %/ He Gonee 0,89 % | Not detected/ He oGHapyxeHno
Envsu4aHoOl HeMaeHTu- :
¢uLMpoBaHHOM HpUMECH
Total impurities / Cymma npumeceit Not more than 2.0 %/ He Gonee 2,0 % Not detected/ He o6HapyxeHo
Prepared by / IloaroTos.ieno Checked by / Ilposepeno Approved\by / OnoGpeHo
Signature / Hoanucy A .
— P
Date / lata e ielan o\ 19 o y!phph/o’?"/
Name / DUO Atul Kumar Akshit Bhardwaj Ajay Kémdr Garg
Designation / loazkHocTs Officer -QA Sr. Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HaumeHoBanue npoayKuuu Mowmar PuxHo Ansaunc
g:::n:lecnl':'?)'::nlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HANMEHOBAHHE A3senacTHHa rHAPOXJI0PHA U MOMeTa30Ha (hypoart crpell HazanbHbIH 103MPOBAHHbIH
Each spray delivers / Kaxnaas 103a cripesi COIEPKHT:
Jeiicreylomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona gypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxyopun Bpur.®. 140 mxr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr JlaTa npou3BoacTsa 08/2022
Dosage form / Metered-dose nasal spray /
JlexapcrBennas gopma Crpeit Ha3aIBHEBIA 103UPOBAHHEII Date of Exp. / Fonen a0 07/2024
Product code / Koa npoaykra | SRU0300082460401GS Date of release / laTa Boinycka 08.10.2022
Qty. Released / 17,120 BOT
Batch No/Cepun Ne 12220531 KoauuecTBo BhinmyiieHo 17,120 dnaxonos
Batch size / Pasmep cepuu 18,908 bot / 18,908 ¢pnakonos Mig. License No. / MNB/10/832
IIpon3BoacTBeHHas auueH3usa Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTtpoaupyemas cepus Ne 040000411301 Ilpou3BoacrseHHas JJuueH3us (1aTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aaTa)
Market / PuiHok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurart Ne
Reference specification No / STP No/
Crennduxanus Ne SPC-CC-051325 CIIN N STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDBI
b) Mometasone furoate /
Momemasona ¢ypoam Not more than 1.0 %/ He Gonee 1,0% | 0.04% /0,04%
Impurity D / ITpumecs D
Single unspecified impurity / Not more than 1.0 %/ He Gonee 1,0% | 0.06 %/ 0,06%
Envuuanast HewaenTuduumposannas
NIpUMeECh
Total impurities / Cymma Beex Not more than 2.0 %/ He Gonee 2,0 % | 0.19%/0,19%
npumeceit
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Prepared by / IloarorosJieno Checked by / IIpoBepeno Approved by / OnoGpeno
Signature / IToanuce s
Date / lata e }jelan. AT e o 10 e
Name / DHO Atul Kumar Akshit Bhardwaj Ajay Kiémar Garg
Designation / JloaxkHocTb Officer -QA Sr. Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/
Ceprudukar anajin3a Ha roTOBYI0 HPOAYKIUIO
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Name of product / Momat Rino Advance /
HaumeHoBaHue npoayxuuu Mowmat Puno Ansanc
g:x::lecnl':'?)l::ﬂlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAHMeHOBARHE A3eJlaCTHHA THAPOXJIOPU ¥ MOMETa30Ha (ypoaT crpeii HasalbHbBIA 103UPOBAHHBI

Each spray delivers / Kaxnas no3a cripess conepxur:
JeficTByiomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxyiopus Bpur.®. 140 mkr

140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr JlaTa npousBoacCTBA 08/2022
Dosage form / Metered-dose nasal spray /
JlexapcTeennas gopma Cnpeii HasanbHBI A03UPOBAHHLIH Date of Exp. / Tonen 20 07/2024
Product code / Koa npoayxta | SRU0300082460401GS Date of release / laTa Bbinycka 08.10.2022

Qty. Released / 17,120 BOT
Batch No/Cepun Ne 12220531 KonuuecTBo BBINYMEHO 17,120 dnaxonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 18,908 bot / 18,908 @raxonos TNpoussoacTBenHAs AMIEHsHA Ne
Inspection Lot No ' Mfg. License Date / 30/04/2020
Konrpoanpyemasn cepus Ne 040000411301 IIpousBoacTBeHHas JvleH3us (AaTa)
; GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 mo3 GMP cepruduxar (1a1a)
Market / Paisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukat Ne

Reference specification No / STP No/
Creunduxanus Ne SPC-CC-051325 CIIA Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATDI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /

OunHopoanocTh BLICBOGOMKAaEMOIT
03b1

/{E‘AUS Jj \
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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.

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 6onee 2 3nauenuii u3 20 onpenenenuii
MOTYT OTKJIOHSATCS OT CPEAHEro 3HaA4CHUs
Gonee ueM Ha + 25 % (ot xaxaoro u3 10
¢naxoHoB GepyTcs MO OAHON HaYaILHOM
W OOHON KOHEUHOH BHICBOGOMXKNAEMOI
J03€), ¥ HM omHOro - Gojee 4YeM Ha
+ 35 %.

Ecnu or 3 nmo 6 3unauenuit mumeror
OTKJIOHEHUs Oonee ueM =+ 25%, HO
MeHble, ueM + 35 %, TO MCMBITHIBAIOT
cienyroumue 20 ¢iaakoHoB.

He Gonee 6 3naueHuii u3 60 onpenencHuii
MOTYT OTKJIOHATCS OT CPEAHEr0 3HAUEHUA
Gostee vem Ha = 25 %, ¥ HU OZIHOTO,
Gonee yuem Ha + 35 %

A3eJacTuHA FHAPOXJIOPUA;

Beg / Hauano:

Minimum / Muaumym: 99.1%
Maximum / Makcumym: 101.7%
Average / Cpennee: 100.0%

End/ Koney:

Minimum / Munumym: 98.4%
Maximum / Makcumym: 101.4%
Average / Cpennee: 100.0%

Mometazone Furoate /
Momera3sona dypoar:

Beg / Havano:

Minimum / Munumym: 99.1%,
Maximum / Makcumym: 101.6%,
Average / Cpeauee: 100.0%
End / Koney;:

Minimum / Munumym: 98.4%,
Maximum / Maxcumym: 101.4%,
Average / Cpennee: 100.0%

Prepared by [ lloarorosaeno Checked by / IIpoBepeno Approyed by / Ono6peno
Signature / Iloanucs (& & )
Date / lata A Yl V- yolio jror 22|10 po -
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / JoaHocTh Officer -QA Sr. Officer -QA Asst, Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar ana;inza Ha roToBYI0 NPOIYKIHIO

OIIHOPOLIHOCTB AO3UPOBAHURA

o e

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 +35 %, 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 3Hauenus u3 10 onpenenenuti
MOXET  OTKIOHATCS  OT  CPEAHEro
3HaueHus Gosee ueM Ha +25% (ot
kaxnoro us 10 duiakonoB Gepercsa mo
OIHOH  HayagbHOM  BEICBOGOXIaeMol
03€), U HU O#HOro, Gojee 4eM Ha
*+ 35 %.
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Name of product / Momat Rino Advance /
HaunmeHoBaHnue npoayKuum Mowmar Puno Axsanc
g:z::l:;':‘z:l:ﬂlnoe Aczelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAMMEHOBAHHE A3enacTyHa FUAPOXIOPUA M MOMETa30Ha (ypoaT cripedi HasabHbIA JO3UPOBAHHDLH
Each spray delivers / Kaxxias nosa cnpesi coaepxut:
JeficTBylolue BellecTsa Mometazone Fuorate BP 50 mcg / MoMeTasona dypoar Bput.®. 50 Mxr
Aczelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposxa 140 mkr + 50 Mxr JlaTa npousBoAcTBa 08/2022
Dosage form / Metered-dose nasal spray /
JlekapcTBennan dopma Cnpeit Ha3anbHbIH 103MPOBAHHBIN Date of Exp. / Tonen xo 07/2024
Product code / Koa npoayxra | SRU0300082460401GS Date of release / laTa Bbinycka 08.10.2022
Qty. Released / 17,120 BOT
Batch No/Cepun Ne 12220531 KosuvecTBo BhINymeHo 17,120 ¢naxonos
Batch size / Pazmep cepun 18,908 bot / 18,908 ¢pnaxonos M. License No. / MNB/10/832
IIpousBoacTBeHHan JuueH3un Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTposnupyemas cepusi Ne 040000411301 IIpou3BoacTBeHHAas JuLeH3us (AaTa)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudurar (aara)
Market / Puixok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpuxar Ne
Reference specification No / STP No/
Criewnduxauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
14. | Uniformity of dosage unit / Not more than 1 value from 10 | Azelastine Hydrochloride /

AseJlacTHHA THAPOXJIOPUA;

Minimum / Musamym: 99.1%,
Maximum / Maxcumym: 101.7%
Average / Cpeanee: 100.0%

Mometazone Furoate /
MowmeTtasona gypoart:

Minimum / Munumym: 99.1%,
Maximum / Makcumym: 101.6%,
Average / Cpeanee: 100.0%

TS sy Enn nBa wium Tpm 3HadeHus wumeroT
RN ) - OTKJIOHEHHst Gonee uHem =+25%, HO
o ? MeHee, 4eM *35%, TO HCHBITHIBAIOT
I ] ‘\\ cnenyromue 20 PrakoHoB.
( * * He ©Gomee Tpex 3uauenmit Moryt
o) (AU LT TP OTKJIOHATECS OT CPEAHErO0 3HAYCHHUS
\ m" Ny Gonee, yem Ha +25%, ¥ HH OZHOrO,
el ‘Z\? Gosee uem Ha + 35 %.
Wt \ /4
| E’.@ﬁi[_m el
Prepared by / lloaroToaeno Checked by / IlpoBepeno Approved by / OnoGpeno
| Signature / ognuce A= .
Date / Mara ipliy A e 20 ] VL
Name / ®1O Atul Kumar Akshit Bhardwaj Ajay Kuniar Garg
Designation / JosxHocTh Officer -QA Sr. Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 7 of 8/ Ctp. 7u3 8

Name of product /
HaumenoBanune npoaykuun

Momat Rino Advance /
Mowmar Puno AnsaHc

Generic name /
HenartentoBauxoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseniacTiHa TIPOXIOPHA ¥ MOMETa3oOHa (ypoaT cnipeil Ha3aNbLHBIH 103MPOBAHHEIH

JeiicTBylomue BemecTsa

Each spray delivers / Kaxaast 103a cripess comepxur:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun Epur.®. 140 mxr

140 meg + 50 meg Date of Mfg, /
Strength / losuposka 140 mkr + 50 Mxr JlaTa npousBoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBennan dopma Crpelt Ha3aIBHBIN 103UPOBAHHKI Date of Exp. / Conen 1o 07/2024
Product code / Koa npogyxra | SRU0300082460401GS Date of release / JaTa sbinycka 08.10.2022
Qty. Released / 17,120 BOT
Batch No/Cepus Ne 12220531 KoanuecTBo BRINYIEHO 17,120 ¢naxonos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuun 18,908 bot / 18,908 dnaxoros IpoussoacTsennas muuensus No
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemasn cepust Ne 040000411301 IpoussoacTBeHHan JuueH3us (aaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 no3 GMP ceprubukar (1ava)
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduiar Ne
Reference specification No / oy STP No/ _CC- 7
Creupdurauns Ne SPC-CC-051325 CIIA Ne STP-CC-03751
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

15. | Microbiological purity / Muxpo6uonornyeckas uncrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / OGee uncao
a3pobHbIX DakTepnii u
APOAOKEBBIX U MJIECHEBLIX rPHGoB
(cymmapHo)

Test for Absence of Specified
Microorganism / Tect na
cneuupuieckue
MHKDPOOPTraHU3Mb:

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
OHTepobakTepuy, yCTOMUMBEIE K
HEIIU

Not more than 102 cfu per 1 g (ml) of the
product / He Gonee 102 KOE B 1 r (mn)
npenapara

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

Absence per 1 g (ml) of the product /
Orcyrersue B 1 r (M) npenapara

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

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

Absent / OtcyrerByer

Absent / OtcyrcrByer

Absent / OrcytcTByer

16. | Assay / KonnuecTBeHHOe onpeqeaeHne

a) Azelastine hydrochloride /
AsenacTuna ruapoxjuopua

From 85 % to 115 % of the labeled claim
of azelastine hydrochloride / Ot 85 % xo
115% or 3asBJICHHOrO KOJIMYECTBA
a3e/laCTHHA TMAPOXJIOpHIA

103.5%/ 103,5%

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 99.7%/99,7%
Momerasona dypoar of mometazone furoate / Or 85 % mo
115% or 3asBNeHHOrO KOJIMHECTBA
MOMeTasoHa (ypoata
Prepared by / oarotosaeno Checked by / IIposepeno Approved by / Onopeno

Signature / Tloanucn y A B .
Date / lata T )ielan ol 18 e aolieen
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumdr Garg
Designation / lonxxHocTb Officer -QA Sr. Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 8 of 8 /Crp.8u3 8
Name of product / Momat Rino Advance /
HaunmeHosanue npogyxuum Mowmar Puno Axsaic
g::l::l:ﬂt?)'::nlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HaNMeHOBaHME AsenacTuHa F’HIPOXNOPUL U MOMETa30Ha dypoar cnpeﬁ‘ Ha3aIbHBIA A03UPOBAHHEIH
Each spray delivers / Kaxxaas 103a cripes coaepsxut:
Heficrsylomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bpur.®. 50 mMkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna rusipoxsopua bput.®. 140 mxr
140 mcg + 50 mcg Date of Mfg, /
Strength / losuposka 140 mxr + 50 Mkr JlaTa npousBoacTBa 08/2022
Dosage form / Metered-dose nasal spray /
JexapcTBennas dopma Crpeit HasabHBIA JO3UPOBaHHBIH Date of Exp. / Fonen n0 07/2024
Product code / Koa npoayxta | SRU0300082460401GS Date of release / Jata Bbinycka 08.10.2022
Batch No/Cepus Ne 12220531 Qty. Released / 17,120 BOT
KoanuecTBo Brinymeno 17,120 ¢nakonos
. Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 18,908 bot/ 18,908 dnakonos HponsBoncTeennas uuensis No
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoaupyemas cepusi Ne 040000411301 IIpon3BoacTBeHHas JuueH3us (AaTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmxar (naTa)
Market / Potrok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudunxar Ne
Reference specification No / STP No/
Crennduxamms Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHMS OBSERVATION / PE3YJIBTATHI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 89.0% / 89,0%
Ben3aikoHus xaopua of benzalkonium chloride / Ot 80 % no
120% ot 3asmrenHoro xomwuectsa
GeH3aIKOHUs XI0pHIa
17. | Package size / Ynalggﬂca 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped
/ﬁs S\z?.\\ equipped with a metering device and | with a metering device and actuator with
Y] e 5‘,’3\,‘ actuator with protective cap. Bottle with | protective cap. Bottle with leaflet placed in
RS g‘r\‘ leaflet placed in carton box. / ITo 75 u | carton box. / ITo 75 103 BO dnaxon u3 [1OBII,
/’J “ 150 H03 Bo (makon w3 TIOBII, | cHaGKeHHBIN ZO3MPYIOUMM YCTPOHCTEOM K
{* * \ CHAGXKEHHBIA JO3UPYIOLIMM YCTPOJCTBOM | Ha3abHBIM AIaNTEPOM C IALHNTHBIM
o) T ! | M Ha3aIbHBIM ANaNTepOM C 3AIMTHBIM | KonmaukoM. BNAKOH C MHCTPyKLMeH no
\F ~/ | xonmauxom. ®naxon ¢ uHCTpykuMeH MO NPUMEHEHHIO IOMEINAIOT B KAPTOHHYIO
\{3 <o 1\”\ Qf?/ NPUMEHEHHIO TIOMEILAIOT B KApTOHHYIO | MAyKy.
e, & | sy
18. | Labeling / MapRiippmna €%~ According to ND / B cootserctaun ¢ HJ1
19. | Storage/Xpauenue Store at 15 to 25 °C, protected from light. Do not freeze. / B 3alMIIEHHOM OT CBETa MecTe
npu Temmeparype ot 15 a0 25 °C. He 3aMmopaxuBars.
20. | Shelf-life / Cpox roanocTn 2 years /2 roaa

Any deviation/Incident/O0S:

Non-applicable

OtknoHenusn/HecooTBeTcTBU/O0C: He HNPUMEHUMO

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. JI1-003328

reviewed and found to be in compliance with GMP.”
3aK/0ueHNe 0 COOTBETCTBUM: HACTOSIIMM MOATBEPHIAIO, HTO NPEACTaB/ICHHAs BbIILE MH(pOPMALMA SBISETCS JOCTOBEPHOR ¥ TOUHOM.
Hannas cepus 6bina MpousBesicHa, BKIIOYAs YNaKOBKY/MapKUPOBKY, ¥ NMPOKOHTPOJIMPOBAHA HA YKa3aHHOH BEINE NPOM3BOICTBEHHOMN
TLIOINANKE B [IOIHOM COOTBETCTBMM ¢ TpeGoBaHmiMu Hannexameii [poussoacrsennoi Ipaktuku (GMP) u TpeGoBannsamu HOPMaTHBHOH
noxymentaumu  JII1-003328-241221. [Hammas  cepus COOTBETCTBYET TpeGOBAHMAM HOPMAaTHUBHOM JokyMeHTauuu. IIpoTOKOJBI
TIpOM3BOACTBA, YNAKOBKM M NMPOBEACHHBIX aHAIM30B NS NAHHOM Cepur GbUIM NPOAHATH3UPOBAHMEI M CACNEHO 3aKIIOYEHHE, YTO OHU
coorsercTByloT TpeGoBanusm Hanexaneit IponssoacTsennod IMpaxruxu (GMP).

-241221. The batch processing, packaging and analysis

Prepared by / Ilogrorosaeno Checked by / IIposepesio Approved by / Onobpeno
Signature / Ilognuch (A= [7
Date / Jlata e el ol 10 o o ofne
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kfhindar Garg
Designation / lonxHocTs Officer -QA Sr. Officer -QA Asst, Manager -QA

FCM/QA054/08.00




