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Certificate of Analysis for Finished Product/
CeprudukaTt aHAIN32 HA FOTOBYIO NPOXYKIHIO
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Name of product /
HaumeHoBaHue NpogyKUMH

Momat Rino Advance /
Mowmar Puno AnsaHc

Generic name /
HenaTeHToBaHHOE
HAUMEHOBaHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseNlacTHHA FMAPOXJIOPUI M MOMETa30Ha (ypoaT crpell HasabHbIl 103UPOBAHHLIH

JeficTByonue BewecTna -

Each spray delivers / Kaxxnas 103a cripest COACPXKHUT:

Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mkr

140 mcg + 50 mcg Date of Mfg. /
Strength / Jo3upoBka 140 MKt + 50 e Jlava npoussoacTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBenHas gopma Crpeli Haza/bHBIN 103WPOBAHHBIH Date of Exp. / Fonen 10 1022023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa BhInmycka 01.12.2021
Qty. Released / 23,520 BOT
Batch No/Cepus No 12210684 KoanuecTBo BuINYLIEHO ‘| 23,520 ¢nakonos
Batch size / Pazmep cepun 25,395 /25,395 daaxonon Mfg. License No. / MNB/10/832
. IIpon3BoacTBEHHAN JuLEeH3ns No
Inspection Lot No 040000361369 Mfg. License Date / 30/04/2020

Konrposupyeman cepus Ne

Ipou3BoACTBeHHAN JuLleH3NA (AaTa)

GMP Compliance certificate Data / 18/06/2020

Package size / YnaxoBka 150 doses / 150 no3 GMP cepruduar (1a18)

Market / Phinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/

Creunduramus No SPC-CC-034990 CIIA Ne STP-CC-026675

No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI

1., Description / Onucanue

White to off-white suspension / Benas
nay noyty Genas cycrneH3us

Off-white suspension /
[Mourn Genas cycnensust

2. Identification / IloaanunocTL

a) Azelastine hydrochloride / In the test of assay, the retention time of

Asenacmuna 2udpoxnopuo the main peak in the chromatogram of the

sample solution should correspond to the

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

sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpems yaepxuBaHus
OCHOBHOrO MHKa Ha XpOMAaTrorpamme
MCTTLITYEMOTO pacTsopa ZIOJIKHO
COOTBETCTBOBATbL BPEMEHU yIEPKHBAHHA
OCHOBHOFO MHWKa Ha Xpomarorpamme
pactBopa CTaHIapTHOro obpasua
mMomerasoHa  ¢Qypoara (cM.  pasaen
«KonuuecrBeHHOE OnpeaeneHue»).

r\'\\’a_‘J MBSy ,~ | retention time of the main peak in the | the main peak in the chromatogram of
o4 .-\ chromatogram of azelastine | azelastine hydrochloride standard solution /
<y CLD hydrochloride standard solution / Bpems | BpeMs yacpXuBaHds OCHOBHOIO IIMKA Ha
* | YaepwuBaHMA ~ OCHOBHOTO TMKa HZ | XpOMATOrpaMMe  MCIBITYEMOTO  PacTBopa
0 | ¥poMarorpamMmMe MCIBITYEMOTO pacTBOpa | COOTBETCTBYET  BPEMEHH  yAEpPXKMBaHUS
Y J/ 1D JOMKHO  COOTBCTCTBOBaTH  BPEMCHM | OCHOBHOMO  MUKA Ha  XpoMarorpamme
. ?% i "}m‘\"" ~y YAEPKMBaHMA OCHOBHOrO MMKA Ha | pacTBOpa CTAHAApTHOro obpasua asenacTvHa
9. o3 ;\“} XpoMmaTtorpamMme pacTtBopa CTaHIApTHOIO | FMAPOXJOpUaa (cm. pasaen
NG Py u{\( ~”| ofpa3sua asenmacruna ruapoxiopuaa (cM. | «KomM4eCTBEHHOE OMPEAEICHUEY).
w paszien «KonnuecTsenHoe
OMPEACICHUE) ).
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemasona gpypoam the main peak in the chromatogram 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 /
BpeMms ylepxuBaHus OCHOBHOIO IMKa Ha
XpoMaTorpaMMe  UCMbITYEMOrO  pacTsopa
COOTBETCTBYET  BPEMEHM  yIEPKUBaHUs
OCHOBHOrO MHMKa Ha  XpoMaTorpamme
pacTBopa CTaHAapTHOro o6paslia MOMETa3oHa
dypoara (cm. pasmen «KonuuecTBeHHOE
OMPENETICHHEN).

Prepared by / IloaroTosJieno Checked by / lTposepeno Approvedjby / Onobpeto
Signature / Hoanucek WD _— i
Date / ata Tevlle1! 031k ot jpfen
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kvmar Garg
Designation / JloszkHOCTB Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /
Ceprudukar anaan3a Ha roTOBYI0 HPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHUe NPOAYKLUMH Mowmar Puno AnsaHc
g:ﬁ:?:ﬂ::’:::ﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBAHHE A3enactuHa rMApPOXJIOPUI M MOMETa30Ha GypoaT cripeil Ha3albHbIA 1031MPOBAHHbBIH
’ Each spray delivers / Kaxxaas g03a cipest COAEPHKNT.
HeiicTBylolne BelecTsa Mometazone Fuorate BP 50 mcg / MowmerasoHa ¢ypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Jo3uposka 140 MKr + 50 e Jlata npoMssoxCTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcTBenHas ¢opma Crnpeit Ha3aNbHBIM 103UPOBAHHBIH Date of Exp. / T'onen 10 1072023
Product code / Koa npoaykta | SRU0300082460401DM Date of release / lata Beinycka 01.12.2021]
o Qty. Released / 23,520 BOT
Batch No/Cepua Je 12210684 Ko/in4ecTBo BbINYEHO 23,520 dnaxonos
Batch size / Pa3mep cepuu 25,395/25,395 daakonos Mfg. License No. / MNB/10/832
IIpon3soacTBeHHasi JinLeH3na Ne
Inspection Lot No Mfg. License Date /
Koutpoaupyeman cepus Ne 040000361369 IIpou3BOACTBEHHAs TULEH3Us (AaTa) | 30/04/2020
: GMP Compliance certificate Data /
 Package size / YnakoBka 150 doses / 150 no3 GMP cepruduiar (1a7a) 18/06/20?0
Market / Prisok Russia / Poccus GMP Compliance certificateNo/ | Gyvip.g1556/20/N
GMP cepruduxar Ne
Reference specification No / STP No/
Creuuduicauys Ne SPC-CC-034990 CIN Ne STP-CC-026675
No TESTS / TOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
KBenzanxonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding

corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ciz and Ci4 in the
chromatogram of the standard solution /
Ha  xpomarorpamme  WCMBITYEMOrO
pacTBopa  JOJKHBI  OGHapyXUBaThCH
MUKK, COOTBETCTBYIOIIME HO BpEMEHaM
yAepxuBaHUs mukam romosioroB Ciz M

to the retention times of peaks of
benzalkonium chloride homologues Ci2 and
Cus in the chromatogram of the standard
solution / Ha xpomarorpaMme HCHBITYEMOTO
pactBopa oGHapyKUBAIOTCS KM,
COOTBETCTBYIOILME no BpEMEHaM
yAepxkuBaHus myvkam romonoroB Ciz u Cis
GeH3aIKOHUS XJIOpUAA Ha XPOMAaTorpamme

Cis  OGeHsaikoHms  XJopuoa  Ha | CTaHmapTHoro  pacrtsopa  (CM.  pasien
XpOMaTorpamMme CTaHAAPTHOro pactsopa | «KoauueCTBEHHOE ONPEACICHHUE).
(cm. pazaen «KomyecTBeHHOE
OMPEZICIEHUEY ).
From 4.0 10 5.0/ Ot 4,0 10 5,0 4.584 /4,584
Density / IlioTHoCTB From 0.90 to 1.10 g/cm® / 1.011 g/em!
010,90 no 1,10 r/em® - 1.011 r/em?®
5. | Viscosity / Baikocrs Not less than 5§ ¢Ps/ He menee S cll3 54.0 cPs /54,0 cIl3
6. Osmolality / OcmonsbnocTn 250 to 350 mOsm/kg / 298 mOsm/kg
250 — 350 mOcm/xr 298 MOCM/KT
7. | Vial leak testing / IIpoepka Leakage traces should absent / No leakage traces /
(h1aKoHa HA repMeTHYHOCTD OTCYTCTBHE CJIENOB YTEUKH Cneasl yTeUKH OTCYTCTBYIOT
Prepared by / [loaroroBseHo Checked by / [Iposepeno Approvell by / OnoGpeno
Signature / Ioanuck —F PY
Date / lata o |1 [1o2! YN R HHEY
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kurhar Garg
Designation / JonxHoCcTb Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

CepTndukar aHaIu3a Ha rOTOBYI0 IPOAYKUHIO
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Name of product/ Momat Rino Advance /
HaumeHoBaHUe NPOAYKUMH Mowmar Puno Ansanc
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHTOBAHHOE AsenacTHHa FUAPOXJIOPUA M MOMeTa30Ha ypoat cnpei Ha3albLHbI JO3UPOBaHHBIH
HAMMEHOBAHNE
Each spray delivers / Kaxnas no3a crpest CONSPXKHUT:
JelicTBylolye BemeCTBa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mMkr
Azelastine Hydrochloride BP 140 mc% / A3enacTvHa ruJIpoXJIOpHi Bpm‘ @. 140 Mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Jo3upoBka 140 M + 50 Mcr JlaTa npoussoaCTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlekaperBennan gopma Cripeit Ha3anbHbIM 103MPOBaHHbIH Date of Exp./ Toxen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa BeInycKa 01.12.2021
Qty. Released / 23,520 BOT
Batch No/Cepus N 12210684 Koau4ecTBo BLINMYIIEHO 23,520 ¢uaxoHos
Batch size / Paswep cepun | 25,395 /25,395 daxorion Mfg. License No. / MNB/10/832
TIpou3BsoacTBeHHAR JuLeH3UusA Ne
Inspection Lot No Mfg. License Date /
KoHTposupyemasn cepusi Ne 040000361369 IIpousBoacTBeHHAs JHUCH3URA (1aTa) 30/04/2020
: GMP Compliance certificate Data / >
Package size / Ynaxoska 150 doses / 150 no3 GMP cepruduar (1a1a) 18/06/2020
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundusanys Ne SPC-CC-O3499O CITH Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
8. | Mass of the released dose / Single dose / Oraenbnas m03a: Minimum / Munumym: 96.9%
Macca BhicBoGozaemoli n03e! 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcumym:106.6%
dose amount / 85,0 — 1150% oT | Average/ Cpeanee:103.2%
3as1BJICHHOTO BBICBOOOX1aEMOTO

KOJIMYECTBA
Average dose / Cpeansia no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3a4BACHHOrO
BBICBOOOXIAEMOT0 KOJIMYECTBA

9. Mass of the vial content / Not less than 14.175 g / 14497 g
Macca cogepkumoro aaxona He menee 14,175 ¢ 14,497 r
10. | Dose number / Koanuecrso 103 Not less than 150 doses / 192 doses / 192 no3
‘ He menee 150 no3 »
" 11. | Particle size / Pasmep uactuu 90 % of pvanicles less than 10 um / 100.0 % / 100,0%
90 % wacruil pasmepoM MeHee 10 Mkm
100 % of particles less than 30 um / 100.0 %/ 100,0%

100% uactui pasmepoM Mexee 30 MKkM

Particles of more than 30 pm should be Absent / O'rcchrByKn‘
absent / Yactuis: Gosiee 30 MKM JOMKHEL
OTCYTCTBOBATb

12. | Related substances / PoncTBeHHbIe npumecu

a) Azelastine hydrochloride /
Asenacmuna zudpoxnopuo:
Single unspecified impurity / Not more than 0.89 % / He Gosee 0,89 % | Not detected/ He oOHapyx«eHO
EnvHuaHON HeumeHTH-
duumposaHHOi IpUMecH
Total impurities / Cymma npumeceit | Not more than 2.0 % / He Gonee 2,0 % Not detected/ He oGHapy»xeHO

Prepared by / lloarorosaeno Checked by / IIpoBepeHo Approveq\by/ OpobpeHo
Signature / Tlognuce Yoyis> P S A
Date / {ata T 7oy 1111% 121 o3 ) 0% he)\
Name / OPUO Yogesh Kumar Mehta Atul Kumar Ajay Kumiar Garg
Designation / lonsxHocTs Officer - QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/

Ceprudukar aHaan3a Ha roToBYI0 NPOJYKIHIO
. Page 40f8/Crp.4u3 8

Name of product / Momat Rino Advance /
HaumeHoBaHNe NPOAYKUKH Momar PuHo Aznsatc
ge:::_'c ':_?)'::H/ . Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaren Ho A3eNacTHHAa rMAPOXJIOPUI U MOMETasoHa (ypoar crpeit HasanbHbIH A03MPOBAHHBIN
HaUMEHOBaHWE
Each spray delivers / Kaxxaas 103a cnpest COASPXHT:
HeficrBylomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnaopua bpur.®. 140 MEKT
140 meg + 50 mcg Date of Mfg. /
Strength / NosupoBra 140 MK + 50 MKr Jlata npoussoneTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBenHas dopma Copeii HasaJIbHBII J103MPOBAHHBIHN Date of Exp. / Toaen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / {ara Boinycka 01.12,2021
o Qty. Released / 23,520 BOT
Batch No/Cepus No 12210684 KoM4ecTBO BbINYLIEHO 23,520 dnaxonos
Batch size / Pa3mep cepuu 25,395 /25,395 ¢pnaxonos Mfg. License No. / MNB/10/832
TMpou3BoACTBEHHAS JuLeH3nsT Ne
Inspection Lot No Mfg. License Date /
KouTtposupyemasn cepus Ne 040000361369 Ipou3BoACTBeHHARA JHLleH3us (1aTa) 30/04/2020
Package size / YnaxoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukaT (aara)
Market / Pisok Russia / Pocons GMP Compliance certificate No/ | Grip_g1556/20/IN
GMP ceprudurar No
Reference specification No / STP No/
Crenudnkauus Ne SPC-CC-034990 CIIA Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
b) Mometasone furoate /
Momemasona gypoam Not more than 1.0 % / He Gonee 1,0 % 0.02% /0,02%
Impurity D / TIpumecs D
Single unspecified impurity / Not more than 1.0 % / He Gonee 1,0 % 0.05%/ 0.05%
EnvHuvHas HeMASHTHQLIPOBAHHAS
npumeck Not more than 2.0 % / He Gonee 2,0 % 0.19%/0,19%
Total impurities / Cymma Beex
npumMeceit
Prepared by { IloaroToByieHo Checked' by / IlpoBepeno Approvedjby / Ono6peHo
Signature / Moanucs Wy/ }
Date / lata 1208 \1 |1t TN “08|nhev
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loaxuocTs Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudnkar ananu3a Ha roToBYI0 NPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHue NpoayKuum Mowmar PuHo AnBanc
generlecﬂname / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
EMaTEHTORANH0E A3enacTHHA FMAPOXNOPUA M MOMETa30Ha (ypoar cnipeil Ha3aabHbIA 103UPOBAHHEIN
HauMeHOBaHue
Each spray delivers / Kaxxnas n03a crpes COnepKuT:
JeiicTBylomue BemecTsa Mometazone Fuorate BP 50 mcg / MomerasoHa ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopys bpur.®. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / do3uposka 140 MKe + 50 MKR Jlata npoussoncTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexkapcTBenHas dopma Crpeil HasaIbHBIN J03UPOBAHHLIH Date of Exp. / T'onen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / JaTa Bbinycka 01.12.2021
Qty. Released / 23,520 BOT
Batch No/Cepus No 12210684 KosnuecTBo BhINyLIEHO 23,520 dnaxonos
Batch size / Pasmep cepuu 25,395 /25,395 ¢aaxonon Mfg. License No. / MNB/10/832
IpousBoacTBeHHAs JuLeH3Ins No
Inspection Lot No Mfg. License Date / :
Kontpoaupyemasn cepua Ne 040000361369 Hpoun3soAcTBeHHAS JHLeH3INs (1aTa) 30/04/2020
: GMP Compliance certificate Data / 202
Package size / YnaxoBka 150 doses / 150 no3 GMP cepruduat (1a18) 18/06/2020
Market / Poitox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No / STP No/
Crenuduiatms Ne SPC-CC-034990 - CIIH Ne STP-CC-026675
No TESTS / TOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATBI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride/

OaxopoanocTh BricBoOGoRAAEMOIA

A03bI

J

63“”’“\

/’/r

kL
Pharm ace‘«‘*ﬁ/"

[

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 Gonee 2 3nauchuii u3 20 onpenenenHuit
MOTYT OTKJIOHSITCS OT CPEHEro 3HAYEHUA
6onee uem Ha = 25 % (ot kaxoro u3 10
¢nakoHOB GepyTcs MO OAHON HaYaNLHOM
W ONHOM KOHEYHON BbrICBOOONKIAEMON
JA03€), U HU OjHOro - Gojeec 4YeM Ha
i+ 35 %,

JEcim or 3 n0 6 3HaYCHUH HMEIOT
/

oTknoHeHus Ooyiee ueM + 25 %, HoO
MeHble, YeM + 35 %, TO WCOBITHIBAIOT
cnenytomue 20 ¢pnaxoHos.

He 6onee 6 3Hauenuit u3 60 onpenencHui
MOTYT OTKJIOHSITCS OT CPEAHETO 3HAYEHNUS
Gonee yeM Ha % 25 %, ¥ HY OZHOTO,
Oonee yem Ha + 35 %

A3eIacTUHA FMAPOXJIOPUA;

Beg / Hauano:

Minimum / Munumym: 95.6%,
Maximum / Makcumym: 100.4%,
Average / Cpennee:98.4%

End / Koney:

Minimum / MunumyMm: 96.8%,
Maximum / Maxcumym:101.1%,
Average / Cpeatee:99.1%

Mometazone Furoate /
Mowmera3ona gypoar:

Beg / Hauano:

Minimum / Munumym 98.1%,
Maximum / Makcumym: 102.8%,
Average / Cpeance: 100.9%

End/ Kouey:

Minimum / Munumym 98.6%,
Maximum / Makcumym: 102.7%,
Average / Cpeanee 101.0%

Approved by / Oao6peno

Prepared by / IToarorosaeno Checked by / ITposepeno
Signature / [lognucs )
Date / lata T4 o3111] 2 i {nm
Name / ®PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loixHocTs Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
Ceprudukar aHaau3a Ha rOTOBYI0 HPOAYKUMIO
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Name of product / Momat Rino Advance /
HaumeHoBaHuUe NPOAYKUHH Mowmar PuHo AnBanc
g:z:':ecn:'?)::nlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
i 1t
HANMEHOBAHHE AseniacTHa THAPOXJIOPUI ¥ MOMeTa30Ha (ypoar cripeli Ha3allbHbIHA I03MPOBAHHD!
Each spray delivers / Kaxzaas 103a cnpes COAESPXKHUT.
JelicTByIo1mMe BelleCTBA Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 MKT
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxaopua bpur.®. 140 mkr
140 mcg + 50 mcg Date of Mfg. /
Strength / Joauposka 140 mxr + 50 Micr S — 11/2021
Dosage form / Metered-dose nasal spray /
‘JlekapcTBeHnas hopma Crpeli HasabHBIH 103MpOBaHHBbIH Date of Exp. / Fonen no 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,520 BOT
Batch No/Cepus Ne 12210684 KonnuecTBO BbINYILIEHO 23,520 dnaxonos
Batch size / Pazmep cepun 25,395 /25,395 ¢paaxoxos Mfg. License No. / MNB/10/832
Tpou3BoacTBeHHAs JULEH3HA Ne
Inspection Lot No Mfg. License Date /
KouTposiupyemas cepus Ne 040000361369 Ipou3BoACTBEeHHAS JHLIEHIHUS (1aTa) 30/04/2020
Package size / Ynaxkoska 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara)
Market / Potnok Russia / Poccu GMP Compliance certificate No/ | Gpp_o1556/20/N
GMP cepruduxar Ne
Reference specification No / STP No/
Crietuduianus Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / HOKA3ZATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJBTATHI
14, | Uniformity of dosage unit/ Not more than 1 value from 10 | Azelastine Hydrochloride /
OaHoOpoOAHOCTL A03UPOBAHUS determinations may deviate from the | A3esacTHHa rHAPOXJIOPHA:

mean value by more than +25% (one
starting delivered dose is taken from each

.. o
of 10 bottles) and none may deviate by Minimum / Mutmym 95.6%,
more than £35 %. Maximum / Makcumym:100.4%,

If 2 or 3 values deviate by more than | Average/ Cpennee:98.4%
+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 %/

Mometazone Furoate /
Mowmerta3ona ¢pypoar:

He Gonee 1 3sHaueHus u3 10 onpenencHui
MOXET  OTKJIOHATCH  OT  CPEIHEro
3uadenus Gonmee uem Ha +25% (oT | Maximum / Maxcumym: 102.8%,
kaxcoro w3 10 GuiakoHoB GepeTca MO | Average / Cpeanee: 100.9%
OAHOM HavyalbHOM  BhICBOOOMCAAEMOMN
J03€), U Hu ojaHoro, Oonee 4eM Ha
+35 %.

Enn aBa wnm Tpu 3HA4YEHMS HMEIOT
OTKJIOHEHHS OGonee ueM =+25%, HO
MeHee, 4eM +35%, TO HCHBITHIBAIOT
cnenyromye 20 dnakoHoB.

Minimum / Munumym: 98.1%,

He Gonee Tpex 3HaueHu#  MOIyT
OTKJOHATECA OT CPEAHEr0 3HAYCHHS
Gonee, yeM Ha +25%, U HM ONHOrO,
Gonee uem Ha £ 35 %.

Prepared by / Iloarorosaeno -Checked by / [lposepeHo Approvediby / Onodpeno
Signature / IToanucs, .
Date / lata T4 L1 6312/ a8 v
Name/ ®PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JloaskH0CTD Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTadukaT aHaIU32 HA FOTOBYI0 NPOXYKIHIO

Page 70f8/Ctp. 7u3 8
Name of product / Momat Rino Advance /
HanmeHoBaHue NPOAYKUMH Mowmar PuHo AnsaHc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
€naTeHTOBAHHOE A3eNacTHa FAPOXJIOPHA M MOMETa30Ha (ypoar cripeif HasanbHbIA 103UPOBAHHEIN
HaHMEeHOBaHUE
Each spray delivers / Kaxcaas 103a cripest COASPKAT:
JeficTByIouUMe BEIECTBA Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruda ruapoxaopua Bpur.d. 140 Mkr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuposica 140 mkr + 50 mxr Jara npou3BoACTBA 1172021
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHas gopma Crpeii HasanbHBIH 103UPOBAHHBIH Date of Exp. / Toaen 10 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / JlaTa Bbinmycka 01.12.2021
 Nb Qty. Released / 23,520 BOT
Batch No/Cepus Ne 12210684 Koaunuecrso BLINyWeHO 23,520 dnakonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 25,395 /25,395 dnaxonos MpoussoncTaennas anuensus Ne
Inspection Lot No Mfg. License Date /
Kourpoaupyemas cepus Ne 040000361369 Ipon3BoACTBEHHAs JULIeH3M (1aTa) 30/04/2020
Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 1¢/96/2029
GMP cepruduxar (rata)
Market / Prnok Russia / Pocons GMP Compliance certificate No/ GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/ :
Creundumcanus Ne SPC-CC-034990 CIIU M STP-CC-026675
No TESTS / ITIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVYATION / PE3YJIbTATHI
15. | Microbiological purity / MukpoGuosoruyeckas 4ucrora
Total acrobic microbial count and Not more than 102 cfu per 1 g (ml) of the | Less than 10 cfu/ml / Menee 10 KOE/mn
total yeast and moulds count product / He 6onee 10> KOE B 1 1 (M11)
(combined) / O6uiee Yucio npenapara
a3pOOHBIX GakTepuii U APOXIKEBBIX U
NIECHEBEIX I'PUOOB (CyMMapHO)
Test for Absence of Specified
Microorganism / Tect Ha
cnenndueckue
MMKPOOPraHU3MbI:
P . Absent / OtcyrcTByeT
seudomonas aeruginosa Absence per 1 g (ml) of the product /
Orcyrersue B | r (Mi1) npenapata
Staphylococcus aureus Absence per 1l g (ml) of the product / Absent / OrcyTcTByer
Orcyrersue B 1 r (M) mpenapata
Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / Abse‘nt / OtcyterByer
OnrepobakTepuy, ycTourBbIE K Orcyrersne B 1 r (wn) npenapara
KeTqu
16. | Assay/ KosnuecTBeHHoe onpeaesieHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 92.1%/92,1%
A3eJjlacTMHA FUAPOXJIOPH] of azelastine hydrochloride / Ot 85 % ao
115% or 3asBAEHHOro KONMYECTBA y
a3enacTHHA F’MAPOXJIOpHIa /C'“ /;»O
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 103.1%/103,1% /=« 1
Mowmerta3ona ¢pypoar of mometazone furoate / Ot 85 % xo o) %
115% or 3ajABNEHHOr0 KONMYECTBA - -+
MoMmeTasoHa dypoara \D 53 Ih " oo
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 88.9%/88,9% 9. @
Ben3anxonus xjopua of benzalkonium chloride./ Ot 80 % no ’*" s A ] G»;\c.?}/
120% OT 3asBIEHHOrO KOJHMYECTBA w
OeH3aIKOHUs XJIopuaa
Prepared by / IToarorosaeHo Checked by / Iposepeno Approved by / Onobpeno
Signature / Iloanucn oWy~
Date / Jlara ZATIVTA Y IEN A I
Name / ®H1O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JosisHOCTD Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/

Cepruduxar aHaJIA32 HA FOTOBYI0 HPOAYKIAIO

Page 8 of 8/ Crp. 8 u3 8
Name of product / Momat Rino Advance /
HaumenoBanue NpoagyKUUM Mowmart Puno AnBaHc
generlc name / e Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToBANHO AsenacTiHa FMIPOXJIOpUI M MoMeTasona (ypoar cnpeil HasaNbHbIA 103UPOBAHHBIH
HAUMEHOBaHHE
Each spray delivers / Kaxxaas 1o3a cripesi COAEPXKUT:
JeiicTBylomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxiopua Bpur.@. 140 mkr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposia 140 mxr + 50 mMxr JlaTa npou3BoACTBa 1172021
Dosage form / Metered-dose nasal spray /
Jlekapersennast popma Cripeii Ha3anbHbBIA J03UPOBAHHEIH Date of Exp. / Foaen 10 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / Jlara Bbinycka 01.12.2021
3 Qty. Released / 23,520 BOT
Batch No/Cepna No 12210684 KoJjiu4ecTBO BLINYIIEHO 23,520 ¢naxoHoB
Batch size / Pasamep cepun 25,395 /25,395 dnakoHos Mfg, License No. / MNB/10/832
Ipon3soacTBeHHas JulieH3ng No
Inspection Lot No Mfg. License Date /
KonTtposupyemas cepus Ne 040000361369 IIpoussoAcTBeHHAs JIHLICH3IUA (AaTa) 30/04/2020
. GMP Compliance certificate Data / 2020
Package size / YnaxoBxa 150 doses / 150 no3 GMP ceprdukar (1a1a) 18/06/20
Market / Phiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creuuduicauns Ne SPC-CC-034990 CIIU Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
17. | Package siz & \Jn, 75 or 150 doses in a HDPE plastic bottle | 150 doses in a HDPE plastic bottle equipped
@,\\ equipped with a metering device and | with a metering device and actuator with
N actuator with protective cap. Bottle with | protective cap. Bottle with leaflet placed in
leaflet placed in carton box. / TTo 75 u | carton box. /o 150 103 Bo dutakon u3
150 no3 Bo duaxon w3 TIOBIL, | TI3BII, cHaGxeHHRLIN N03UPYIOLIUM
CHAOXEHHBIN 03UPYIOLIUM YCTPOHCTBOM | YCTPOHCTBOM M HA3albHBIM a/1anTepoM ¢
¥ Ha3QIBHLIM aJanTepoM ¢ 3alUTHBIM | 3allIMTHBIM KONNaukoM. (PakoH ¢
4 konnaykoM. DIakoH ¢ MHCTPYKUMEH NO | MHCTPYKUMEH MO NPUMEHEHHIO NOMEILAIOT B
9,.'{_ 0 NPUMEHEHHMIO TOMEILAIOT B KapTOHHYIO | KapTOHHYIO Mayky.
Pharmace\)\ navky. '
18. | Labeling / MapKuposKa According to ND / B coorsercrauu ¢ HJJ
19. | Storage/ Xpauenue Store at 15 to 25 °C, protected from light. Do not freeze. / B 3a1uuieHHOM oT cBeTa MeCTe
npu Temneparype ot 15 1o 25 °C. He 3amopaxusaTh.
20. | Shelf-life / Cpox roanocTn 2 years /2 roma

Any deviation/Incident/OOS: Not applicable
Orriionenns/Uuuuaentol/Q0C: He NpUMEHUMO

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 contro! at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIT1-003328-231115, 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.”

3axkai04enne 0 COOTBETCTBHM: HACTOSLIUM MOATBEPXKIAIO, YTO MpECTaBieHHas BeILEC HH(OPMaLKS SBIACTCA JOCTOBEPHON M TOUHOH.
Hannas cepus 6blna MpoM3BEAEHA, BKIIOYAs YNAKOBKY/MapKHMPOBKY, W NMPOKOHTPOJMPOBAaHA Ha YKa3aHHOW BhIE MPOM3BOACTBEHHOM
TLIOIAAKE B [IOJHOM COOTBETCTBUM ¢ TpeboBanuamy Hannexatneit [ponssoncreenHol Ipaxruku (GMP) 1 TpeboBanusaMu HOPMATUBHOH
nokymentammu JII1-003328-231115, Mam. Ne 1 or 12.09.2016, Uam. Ne 2 or 05.12.2016, U3m. Ne 3 or 08.10.2018, HM3m. Ne 4 ot
03.06.2019, Uam. Ne 5 ot 20.03.2019, H3m. Ne 6 or 23.01.2020, HU3am. Ne 7 ot 20.02.2020. [lauHas cepusi COOTBETCTBYET TPEOOBaHUAM

HOpMaru BHOM JAOKYMCHTaLHUH.

npOTOKOJ'IBI MPOMU3BOACTBA, YMAKOBKM W IIPOBEACHHBLIX aHAIM30B JJIA JaHHOM cepuu [3547

NPOAHATU3UPOBAHKI Y CAENAHO 3aKITIOUEHHE, YTO OHM COOTBETCTBYIOT Tpebosatusm Hamnexawel [Tponssoacraennoit [Tpakruku (GMP).

Prepared by / lloaroroBaeno Checked by / IlpoBepeno Approved by / OnoGpeno
Signature / IToanuce, oy _— ﬁ
Date / laTa Y oy livitetd i1/ oB!l')« )
Name / DUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JosxHocTn Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00




