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Certificate of Analysis for Finished Product /
Ceprudukar anannsa Ha roToBYIO NPOAYKIMIO

A new way for a new world

Page10f8/Crp. 1 m3 8
Name of product / Momat Rino Advance /
HaumeHoBaHNe NPOAYKLHH Mowmat Puno Ansaxc
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
H::;::};::;:;l:ﬂoe A3eacTHHA TIAPOXIIOPUA U MOMETa30Ha (hypoat cripeit HazaabHBIN H03UPOBAHHBIM

JeiicTBylomue BemecTsa

Each spray delivers / Kaxxnas 103a ciipest COASpKUT:

Mometazone Fuorate BP 50 mcg / Momerasona gypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxsiopua bpur.®. 140 mkr

140 mcg + 50 mcg Date of Mfg. /

Strength / losuposka 140 mxr + 50 mMkr JlaTa npousBoJcTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcrBenHas ¢popma Cnpeit Ha3aIRHEIM 103UpOBaHHbIl Date of Exp. / T'onen 10 03/2024
Product code / Koy mpoayxra | SRU0300082460401GS Date of release / laTa Bbinycka 18.05.2022
o Qty. Released / 24,640 BOT
Batch No / Cepus Ne 12220215 KoMuecTBo BHIMyIEHo 24,640 daxoros
Batch size / Pasmep cepun 28,000 bot / 28,000 daaxonos M. License No. / MNB/10/832
IpousBoacTBeHHas JuueH3usa No
Inspection Lot No 040000386650 Mfg. License Date / 30/04/2020

KonTpoaupyemas cepusi Ne

IIpousBoacreeHHas Juuen3us (aaTa)

GMP Compliance certificate Data / 18/06/2020

Package size / Ynaxoska 75 doses / 75 no3 GMP ceprudwmxar (1ata)

Market / Poinox Russia / Poccus gxg g;::: (ll:zl:;(;c;’;'tlﬂcate No/ GMP-01556/20/IN
e e adon No /| spC-cC-051325 LAY STP-CC-037517
No TESTS / IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI

1. | Description / Onucaune White to off-white suspension / Benas | Off-white suspension /

Wiy novry Oenas cycrneHsus

Ioutu Genas cycneHsus

2. Identification / opnunuocTL

a) Azelastine hydrochloride / In the test of assay, the retention time of
Aseracmuna zudpoxnopud the main peak in the chromatogram of the
LT sample solution should correspond to the

/.f\’;\’:;f»jf TN :‘/'7‘;:\‘ retention time of the main peak in the

e RS chromatogram of azelastine

&) hydrochloride standard solution / Bpems

\ YAEPKUBAHUSI  OCHOBHOIO IMKA Ha

- . XpOMATOrpamMMe HCIBITYEMOTO PacTBopa

= ob 2 JIOMKHO  COOTBETCTBOBATL  BPEMEHH

60\1 YIAEPXKMBAHUS  OCHOBHOTO IMK4a Ha

XpOMaTOrpaMMe PacTBOpa CTaHIAPTHOIO
obpa3ua asenacTuHa ruapoXJIopuaa (CM.

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 /
Bpemst ynep:uBaHHsS OCHOBHOIO IIMKa Ha
XpOMaTorpaMMe HCIBITYEMOI'0  pacTBopa
COOTBETCTBYET  BPEMEHH  YAEPKMBAHUA
OCHOBHOr0 NWKa Ha  XpOMAaTorpamMme
pacTBopa craniapTHoro ofpasia a3enacTuHa
THAPOXJIOpUIA (cm, pazaen
«KonuuecrBeHHOE OnpeaeeHue» ).

sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpems ynepxupanus
OCHOBHOTO IIMK4 Ha XpOMarorpamme
UCITBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH YACPKUBAHHSA
OCHOBHOIO TIMKa Ha XpoMaTorpamme
pacraopa CTaHIAPTHOrO o6pasua
MoMeTasoHa ¢ypoara (cM.  pasnen
«KonuyecTBeHHOE ONpEACASHUE» ).

paszen «KonnuecTBEHHOE
ONIPEAETICHHEN ).
b)- Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemazona yypoam 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 /
Bpems ynepxuBaHUS OCHOBHOIO [MHKa Ha
XpOMarorpaMMe  MCIBITYeMOro  pPacrBopa
COOTBETCTBYET  BPEMEHM  YAEDPKUBAHUS
OCHOBHOI'0O  MUKA Ha  XpOMarorpamme
pacTBOpa cTaHAapTHOro o0pasLia MOMETa30Ha
¢ypoata (cM. pasaen «KommuecTBenuoe
ONPEAEICHUEN ),

£
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Certificate of Analysis for Finished Product /
CepradukaT aHAIA3A HA TOTOBYIO NPOAYKIMIO

Page 20f 8 /C1p.2 3 8
Name of product / Momat Rino Advance /
HaumenoBann¢ npoayKumu Momat Puno AzBaHc
I(_;Ienerlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ENaTeHTOBAHHOE A3senacTUHa TUAPOXJIOPUE ¥ MOMETa30Ha (pypoat cripeit Ha3abHbIN A03UPOBAHHLIH
HanMEHOBaHHe
Each spray delivers / Kaxnas no3a crpes COASpKUT:
JelicTByromue BemecTBa Mometazone Fuorate BP 50 mcg / Momerazouna dypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Aszenacruna ruapoxyopua Bpur.®. 140 Mxr
140 mcg + 50 mcg Date of Mfg, /
| Strength / Jlosuposka 140 mxr + 50 Mxr Jlata npousBoacTBa 04/2022
| Dosage form / Metered-dose nasal spray /
JexapcrBenHast gopma Copeii HasabHBLI 103UPOBaHHbIN Date of Exp. / T'onen no 03/2024
Product code / Kox mpoaykra | SRU0300082460401GS Date of release / lata Boinmycka 18.05.2022
Qty. Released / 24,640 BOT
Batch No/ Cepun Ne 12220215 KonnuecrBo BeinymeHo 24,640 dnaxonos
Batch size / Pazmep cepun 28,000 bot / 28,000 ¢axonos Mfg. License No. / MNB/10/832
IIpousBoacTBeHHAs JuileH3us No
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoiupyemas cepusi Ne 040000386650 IIpousBoacTBeHHAs JuLeH3us (AaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP ceprudukar (1a1a)
Market / Puisox Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenuduianns Ne SPC-CC-051325 CITH Ne STP-CC-037517
No TESTS / IIOKA3ATEJIA LIMITS / TPEBOBAHYIAA OBSERVATION / PE3YJILTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bensanxonus xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
P corresponding to the retention times of | to the retention times of peaks of
e j B 52:\(/‘:\ peaks of  benzalkonium  chloride | benzalkonium chloride homologues Ci» and
G B . homologues Ci2 and Ci4 in the | Cisa in the chromatogram of the standard
; ’O.\ chromatogram of the standard solution / | solution / Ha xpomarorpaMme HCHBITYEMOro
® Ha  xpomarorpaMMe  HCIbITYeMOrO | pacTBOpa OGHAPyKHBAIOTCA IHKH,
"‘_ pacTBopa  JODKHEI  OGHapyXHBaTrhCsl | COOTBETCTBYHOLIUE mno BpeMEHaM
g MKW, COOTBETCTBYIOLIME II0 BpEMEHaM | YAepxKuBaHus nukaM romodoroB Ciz u Cis
‘\'\SV' Ny yaepxuBaHus nukaM romonioroB Ciz ¥ | GEH3AIKOHMS XJIOpHIa Ha XpOMaTorpamMe
, ,@\\° NG Cis OCH3aIKOHUS XJI0pUJa  Ha | CTAHIAapTHOro  pactBopa (CM.  paszen
NG ’{,\C’% XpoMaTorpamMMe craHiaprHoro pacrsopa | «KonuuecTBeHHOE onpelenaeHUe).
'\ arme ceV (cm. pasnen «KonuuecTBeHHoe
OTPEACICHHEY).
pH From 4.0 to 5.0/ Ot 4,0 1o 5,0 4.67/4,67
Density / IlnoTHocTs From 0.90 to 1.10 g/cm? / 1.03 g/cm?
Ot 0,90 o 1,10 r/cm?® 1,03 r/cm?
5. Viscosity / Baskoctb Not less than 5 cPs/ He menee 5 cll3 42 cPs/ 42 cll3
6. Osmolality / OcmonsitbHOCTL 250 to 350 mOsm/kg / 327 mOsm/kg
250 — 350 mOcm/kr 327 mOcm/kr
7. | Vial leak testing / [IpoBepxa Leakage traces should absent / No leakage traces /
(aaKoHa HA repMETHYHOCTD OTCyTCTBHE CIISZIOB YTEUKU Creanbl yTeUKy OTCYTCTBYIOT
i
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Certificate of Analysis for Finished

Product/

Ceprudukar aHAJN32 HA TOTOBYIO NPOXYKIMIO

Page30f8/Ctp. 313 8

Name of product /
HaumeHoBaHue NPOAYKIMH

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
HenarenroBanHoe
HayuMeHoBaHue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AszenacTHHA FMAPOXIIOPUI ¥ MOMeTa3oHa (hypoar cnpeil HazanbHbIH J03MPOBAHHEIN

JeficTByIoIHe BemecTsa

Each spray delivers / Kaxxnas 103a cripest coAepur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mMxr

Aczelastine Hydrochloride BP 140 meg / Asenacruna raapoxyopua bpur.®. 140 Mxr
140 mcg + 50 mcg Date of Mfg, /
Strength / Nosuposxa 140 mxr + 50 MK JaTa npousBoAcTBa 04/2022
Dosage form / Metered-dose nasal spray /
JexapcreeHnasi gopma Cnpeii HasaIBHBIN 103MPOBAHHLIN Date of Exp. / Tonen no 03/2024
Product code / Kox mpoaykra | SRU0300082460401GS Date of release / lata BbInycka 18.05.2022
Qty. Released / 24,640 BOT
Batch No/Cepus Ne 12220215 Konuuecrso BeInymeHo 24,640 dnaxonos
Batch size / Pasmep cepuu 28,000 bot / 28,000 dnaxonos M. License No. / MNB/10/832
IlpousBoacreeHHas Juuen3us Ne
Inspection Lot No 040000386650 Mfg. License Date / 30/04/2020
KonTpoanpyemasi cepusi Ne IIpousBoacTBeHHAs! JuLeH3un (1aTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxoska 75 doses / 75 no3 GMP ceprudmkar (1aTa)
Market / Poitor Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduxauus Ne SPC-CC-051325 CITH Ne STP-CC-037517
No TESTS / TIOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIbTATHI
8. Mass of the released dose / Single dose / OrneabHas no3a:
Macca bicBoGosaaemMoi 10361 85.0 to 115.0 % of the claimed delivered | Minimum / Murumywm: 85.4 %
dose amount / 850 - 1150% OT | Maximum/ Maxkcumym: 104.7 %
3asBJICHHOTO BBICBOG0XIaeMOro A /C . 97.6 %
KONMMECTRA verage / Cpennee: 97.6 %
Average dose / Cpeansist go3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3aaBacHHOTO .
BBICBOGOMXIAEMOTO KOJIMYECTRA //\J A5
9. | Mass of the vial content / Not less than 9.52 g / 99¢g/ e s
Macca cogep:kumoro (axkoHa He menee 9,52 r 99r 'S ?D
10. | Dose number / Konimueerso 103 Not less than 75 doses / He menee 75 103 | 96 doses / 96 103 * ) .
I S
11. | Particle size / Pasmep 9actuu 90 % of particles less than 10 pm / 100.0% / 100,0% \‘q L—a{los v Ay
90 % uacTtui pazMepom meree 10 MM \'\?9 f;{o
. A 9]
100 % of particles less than 30 um / 100.0% / 100,0% R 0
100% gacTui pasMepoM Mexee 30 MKM A \C’\W
Particles of more than 30 um should be Absent / Otcyrersytor
absent / Hactuust Gostee 30 MKM AO/KHBI
OTCYTCTBOBATh
12. | Related substances / Poncraennnie npumecu
a) Azelastine hydrochloride /
A3enacmuna 2udpoxnopuo:
Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | Below LOQ/ Hmxe LOQ
Ennnuunoi HeuaeHTH-
(bunmupoBaHHOi npuMecH
Total impurities / Cymma npumecedt | Not more than 2.0 % / He Gonee 2,0 % Below LOQ/ Hmxe LOQ

4
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Certificate of Analysis for Finished Product /
CeprauKaT aHAIN32 HA FOTOBYI0 POJYKIHIO

Page 4 of 8/ C1p. 4 n3 8
- Name of product / Momat Rino Advance /
HanmeHoBaHHE NPOAYKIIUH Mowmat Puno Anganc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
EMaTeHTOBANH0E A3eIacTHHA THAPOXIIOPUI ¥ MOMETa30Ha (hypoar cripeil HazaubHbIA 103UPOBAHHEIH
HAMMEHOBaHHE
Each spray delivers / Kaxxnas n103a cipest conaepxur:
JleiicTByIomMe BemecTsa Mometazone Fuorate BP 50 mecg / Momerasona dypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asesiacruna rugpoxyopus bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg, /
Strength / losuposka 140 mxr + 50 mMxr JlaTa npoussoacTBa 0472022
Dosage form / Metered-dose nasal spray /
JlexapcrBeHHasi popma Cnpeil Ha3anbHEIR 103UPOBAHHEIN Date of Exp. / 'onen 1o 03/2024
Product code / Kox mpoayxra | SRU0300082460401GS Date of release / lata Beinycka 18.05.2022
Qty. Released / 24,640 BOT
Batch No / Cepust Ne 12220215 KotHuecTso Bhimymeno 24,640 dmaxoros
Batch size / Pasmep cepun 28,000 bot / 28,000 ¢pnaxoxos M. License No. / /10/832
IIpou3BoacTBeHHas JuueH3us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoaupyemas cepus Ne 040000386650 Tpou3soacTeeHHAs auueH3us (J1aTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aara)
Market / ook Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmxar Ne
Reference specification No / STP No/
Criexupuramus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIbTATBI
b) Mometasone furoate /
Momemasona gypoam Not more than 1.0 % / He 6onee 1,0 % 0.04% /0,04%
Impurity D / TIpumecs D
Single unspecified impurity / Not more than 1.0 %/ He Goee 1,0% | 0.05 %/ 0,05%
Enunuunas sHeunentuduupposayHas
' [IPUMECE
Total impurities / Cymua soex Not more than 2.0 %/ He Gonee 2,0% | 0.21%/0,21%
npumeceit
]
4
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OaHopoaHocTL BLICBOGOKAaEMO
J103b1

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 3naueHuit u3 20 onpenesnenuit
MOTYT OTKJIOHSITCS OT CPEAHEro 3HAUCHUS
Gonee ueM Ha + 25 % (or kaxaoro us 10
¢nakoHoB GepyTcs 110 OJHOM Ha4aIbHOM
H OAHOW KOHEHHOH BRICBOOOXKIaEMOM
JI03€), U HM OAHOTO - Gojiee 4yeM Ha
+35 %.

Ecmm or 3 no 6 3Hauenuit umeroT
OTKJIOHEHMs Oonee uem = 25%, Ho
MeHblIe, YeM =+ 35 %, TO HCIEBITLIBAIOT
cnenyromue 20 GrakoHOB.

He 6ouiee 6 3naueHuit u3 60 onpeneneHuit
MOT'YT OTKJIOHATCS OT CPEIHETO 3HAYCHUS
bonee yeM Ha = 25 %, 1 HK OHOTO,
Oosnee ueM Ha + 35 %

Certificate of Analysis for Finished Product /
Ceprudnkar anajin3a Ha FOTOBYI0 NPOAYKIHIO
Page 50f8/Crp. 5u3 8
Name of product / Momat Rino Advance /
HaumeHoBanye NpogyKIUHU Mowmart Puno Ansaxc
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HenarentoBannoe A " i
3€JaCTHHA THAPOXIIOPUI M MOMETa30Ha ypoaT cnpeit HasabHblH 103MPOBAHHEL

HAMMEHOBaHNE

Each spray delivers / Kaxnas 1o3a cripest CORepKUT:
JelicTByromue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar bput.®. 50 mxr

Azelastine Hydrochloride BP 140 mcg / Asenactuna runpoxiopus bpur.®@. 140 Mkr

140 mcg + 50 meg Date of Mfg. /
Strength / Ho3uposka 140 Mxr+ 50 MKr JlaTa npoussoAcTBa 04/2022
Dosage form / Metered-dose nan.l spray / Date of Exp. / Tonen 10 03/2024
JlekapcTBeHHas popma Cripeii Ha3aIbHBIH 103MPOBaHHbIM
Product code / Kox mpoayxra | SRU0300082460401GS Date of release / {aTta Boinycka 18.05.2022

. Qty. Released / 24,640 BOT
Batch No/ Cepun Ne 12220215 KoanuecTBo BbINyImeHo 24,640 duaxoHos
Batch size / Pasmep cepun 28,000 bot / 28,000 ¢naxonos Mig. License No. / MNB/10/832
ITpousBoacTBeHHas JuLeH3us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoanpyemas cepust Ne 040000386650 IIpousBoacTBEeHHAst JMLEH3UHA (AaTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxoska 75 doses / 75 no3 GMP cepruduxar (1a1a)
Market / Poirox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
| Ceundmcanus N SPC-CC-051325 CITH Ne STP-CC-037517

No TESTS / IIOKA3ATEJIA LIMITS / TPEBOBAHHUS OBSERVATION / PE3YJIbTATHI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /

AzejlacTHHA ruapoxJjopna:

Beg / Hauano:

Minimum / Munumym: 96.8%
Maximum / Makcumym: 102.7%
Average / Cpeanee: 100.0%

End/Koney:

Minimum / Munumym: 97.4%
Maximum / Maxcumym: 103.3%
Average / Cpeanee: 100.0%

Mometazone Furoate /
MomeTasona ¢ypoart:

Beg / Hauano:

Minimum / MunnmyMm: 96.5%,
Maximum / Makcumym: 102.7%,
Average / Cpennee: 100.0%
End / Koney:

Minimum / Munrumym: 97.3%,
Maximum / Makcumym: 102.8%,
Average / Cpennee: 100.0%

1|
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Certificate of Analysis for Finished Product/

Cepradukar anaania Ha roTOBYI0 HPOIYKIXHIO

Page 60of 8 /Crp. 6 u3 8

Name of product / Momat Rino Advance /
HaumenoBaHue NpoayKLUH Mowmar Puno Ansanc
I(_}Ienerlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTenTosanHoe A3senacTHa rHIPOXJIOPUA U MOMETa30Ha ¢ypoaT crpeil Ha3anbHbIl 103UPOBAHHEIH
HaRHMEHOBAHHE
Each spray delivers / Kaxxaas 103a cnipest COAEPKHT:
JeiicTBy1ommue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxiopus bpur.®. 140 Mkr
140 mcg + 50 meg Date of Mfg./
Strength / Jlosuposka 140 mxr + 50 mMxr JlaTa npousBoAcTBa 0472022
Dosage form / Metered-dose nasal spray /
JlexapcrseHHas dopma Crpeit Ha3anbHBIN 103UMPOBAHHDIIA Date of Exp. / 'onen 1o 03/2024
Product code / Koa npoaykra | SRU0300082460401GS Date of release / lara Bbinycka 18.05.2022
Qty. Released / 24,640 BOT
Batch No/Cepus Ne 12220215 Konu4ecTBo BLIMYLIEHO 24,640 ¢uaxonos
Batch size / Pasmep cepun 28,000 bot / 28,000 ¢naxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHAs JuNeHIuA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTposmpyemasi cepust Ne 040000386650 HpoussoacTBenHas JuueH3ns (aarTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmukar (aara)
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP Neo/
Creunduskams Ne SPC-CC-051325 CITH Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI
14. | Uniformity of dosage unit / Not more than 1 value from 10 | Azelastine Hydrochloride/

OxHopoaHOCTD 1031POBAHUS

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 3snauenus us 10 onpeneneHuit
MOJKET ~ OTKJOHATCH  OT  CPEAHEro
3Ha4yeHus Oomee uem Ha =25% (or
xaxgoro w3 10 dnaxoHoB Gepercs mo
ONHOM HayalbHOH  BBICBOOOKIaEMON
J03e), U HU opjHoro, Gonee YeM Ha
+35 %.

Enu jBa WiM TpM 3HAUYCHUS HMEIOT
OTKJIOHEHHs Oojnee ueM =+25%, no
MeHee, 4eM +35%, TO MCHBITLIBAIOT
cnenyromue 20 ¢nakoHOB.

He OGosiee Tpex 3Ha4eHW#i MoryT
OTKJIOHSATECS. OT CpPENHEro 3HAYCHUA
foace, ueM Ha +25%, U HM OZHOrO,
Oonee yem Ha = 35 %.

A3eJIaCTHHA THAPOXJIOPUI;

Minimum / Munumym: 96.8%,
Maximum / Makcumym: 102.7%
Average / Cpennee: 100.0%

Mometazone Furoate /
MowmeTaszona pypoar:

Minimum / Munaumym: 96.5%,
Maximum / Maxcumym: 102.7%,
Average / Cpennee: 100.0%

\
Prepared by / IloarorosJieHo Checked by / [IpoBepeno \ Approved by / Ono6peno
Signature / Iloanucy w -
Date / lata o9 b/ — S|of)rer 21 s\ ey PV
Name / ®O Atul Kumar Shailendra Singh Sandeep Semwal
Designation / Josmuocets Officer -QA Asst. Manager -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product/

CepTRduxkaT aHATH3A HA FOTOBYI0 NPOAYKIHAIO

Page 7of8/Crp. 7u3 8
Name of product / Momat Rino Advance /
HaunmeHoBaHHe NIPOAYKUMH Mowmar Puno Anpanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CHATEHTOBANHOE AszenlacTHA THAPOXIIOPUT U MoMeTa3oHa (hypoar cnpei Ha3albHbINA JO3MPOBaHHBIH

HaMMeEHOBAHNE

Each spray delivers / Kaxas 103a cripest COAEPXKUT:
JelicTByromue BemecTsa Mometazone Fuorate BP 50 mcg / Momertasona ¢ypoar Bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopua bpur.®. 140 Mxr

140 mcg + 50 meg Date of Mfg, /
Strength / losuposxa 140 mxr + 50 Mxr JlaTta npoussoacTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlekapcTtBensasi fopma Crpeli Ha3aIBHBIN J03UPOBAHHEIN Date of Exp. / 'onen no 03/2024
Product code / Koa nponyxra | SRU0300082460401GS Date of release / laTa Bbinycka 18.05.2022

o Qty. Released / 24,640 BOT
Batch No/Cepus Ne 12220215 KoauuecTBo BoINyWIeHO 24,640 guraxonos
Batch size / Pa3mep cepuu 28,000 bot / 28,000 ¢naxonon Mg License No. / MNB/10/832
IIponsBoacTBeHHAN JIMLeH3Us No
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemas cepusi Ne 040000386650 IIpousBoacTBenHas JguLieH3us (AaTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxoska 75 doses / 75 no3 GMP ceprudmicar (1a1a)
Market / Puinos Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuduxat Ne

Reference specification No / STP No/
Creundnxamus Ne SPC-CC-051325 CIIHA N STP-CC-037517
No TESTS / IOKA3ZATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI

15. | Microbiological purity / MukpoGuosorudeckas yacToTa

Total aerobic microbial count and
total yeast and moulds count
(combined) / OGee uncno
a3po0HBIX OaKTepuii n
NPOAKEBBIX M ILIECHEBbIX rPUG0OB
(cymmapHo)

Test for Absence of Specified
Microorganism / Tect Ha

Not more than 102 cfu per 1 g (ml) of the
product / He 6onee 102 KOE B 1 1 (M)
npenapara

Less than 10 cfu/ml / Meunee 10 KOE/ma

cnenudnyeckue
MHKPOOPTraHHU3MBbI:
; Absent / OrcyTcTByer
Pseudomonas aeruginosa Absence per 1 g (ml) of the product / yreTey
Orcyrersue B 1 r (Mi1) npenapara
Staphylococcus aureus Absence per 1 g (ml) of the product / Absent / Oreyreayer
Orcyrersue B 1 1 (Mi1) npenapara )
Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / | Absent/ OrcyrcTayer
DHTEPOBAKTEPHH, YCTOHIHBRIE K Orcyrersue 8 1 r (Mn) npenapara /g&m\
KEMUU /l/:,@’\\ /13/:\
16. | Assay / KoanuecTBenuoe onpenenenue / C %
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 92.8%/92,8% ): i
AsejacTiHa rUAPOXJIOpPHA of azelastine hydrochloride / Ot 85 % a0 « 5
115% or 3asBiEHHOr0 KOJMYECTBA % ‘1 Io (\"‘"" 3
a3eNacTHHA THAPOXJIOpHIa E ? @
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 100.1%/100,1% R f

Mowmeta3souna ¢pypoar

of mometazone furoate / Ot 85% a0
115% or 3asBICHHOI0 KOJMYECTBA
MoOMeTas3oHa dypoara

Y Q

\

Prepared by / IloarotoBaeno Checked by / [TpoBepeno ) Approved by / Ono6peno
Signature / Hoanuck \pondet— T
Date / Rata 09 lof Jnr o9\06]ror L 6\ 8 (] v
Name / ®UO Atul Kumar Shailendra Singh \ Sandeep Semwal
Designation / JoaxxHocTh Officer -QA Asst. Manager -QA Sr. Manager -QA

FCM/QA054/08.00




S

glenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd

|

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprudukar ananauia Ha rOTOBYIO NPOAYKIKIO

Page 8 of 8/ Crp. 8u3 8
Name of product / Momat Rino Advance /
HauMeHoBaHMe NpoAYKUHHU Mowar Puno AzxBane
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToBatHoe A3zenacTiHa I'MAPOXJIOpHA M MOMeTa30Ha (hypoar cnpeil Ha3anbHbIA JO3UPOBAHHELHA
HaMMEHOBaHHUE
Each spray delivers / Kaxnas 1032 cripes COAEPKUT:
JelicTBylo1iue BeiecTBa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / AzenacryiHa ruapoxioput bpur.®. 140 Mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Josuposka 140 Mt + 50 Mice JlATA NPOMIROACTBA 04/2022
Dosage form / Metered-dose nasal spray /
JexapcTBeHHast popma Cripeit HasansHBIN 03UPOBAHHBIN Date of Exp. / Fonen 1o 03/2024
Product code / Koa npoayxra | SRU0300082460401GS Date of release / lata Boinycka 18.05.2022
. Qty. Released / 24,640 BOT
Batch No/ Cepus Ne 12220215 Ko/u4ecTB0 BLINYLIEHO 24,640 dnaxonos
Batch size / Pa3amep cepnu 28,000 bot / 28,000 daaxouos Mg, License No. / MNB/10/832
IIpou3BoacTBEeHHAs JHLEH3Us Ne
Inspection Lot No 040000386650 Mfg. License Date / 30/04/2020
KonTtpoanpyemas cepus Ne IlpousBoacTBeHHas JiuueH3us (aaTa)
; GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxosxa 75 doses / 75 no3 GMP cepruduar (1a1a)
Market / Poisorc Russia / Poccus: GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmukart Ne
Reference specification No / STP No/
Creunduxanus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJHA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATBI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 88.8% /88,8%
Bensanxonus xnopun of benzalkonium chloride / Ot 80 % no
120% oT 3adBNEHHOrO0 KOJMYECTBA
GEH3aNKOHUS XI0pUaa
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 75 103 Bo ¢nakon uz [I9BI],
150 mo3 Bo d¢uaxon wu3 IIOBIL, | cHaGXCHHBIA JO3UPYIOLMM YCTPOKCTBOM U
CHA0XEHHBL NO3UPYIONINM YCTPOHCTBOM | Ha3a/lbHLIM AJaNTEPOM C 3aLUTHBIM
W HA3aIBLHBIM ANANTEPOM C 3AIMTHEIM | KoinaykoM. DakoH ¢ MHCTpyKUuelH o
KxomaukoM. DakoH ¢ MHCTpYKIMEH MO | MPUMEHEHHUIO MOMEIIAIOT B KAPTOHHYIO
NPUMEHEHMIO TOMEILAIOT B KAPTOHHYIO | NMA4Ky.
Hayky.
18. | Labeling / MapkupoBka According to ND / B coorsercrauu ¢ HJ1
19. | Storage / Xpanenue - Store at 15 to 25 °C, protected from light. Do not freeze. / B 3sauiuineHHOM OT CBETa MECTE
npu Temneparype or 15 go 25 °C. He 3amMopaxuBars.
20. | Shelf-life / Cpox roagnoctu 2 years /2 rona

Any deviation/Incident/QOS: Not applicable
Otxnonenns/MnuuneaTs/OOC: He nMpUMEHUMO
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-003328-231115, 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 § 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.”

3aKi09eHAe 0 COOTBETCTBMH: HACTOSIIMM [I0ATBEPIKNAIO, UTO NPEACTABICHHAS BHIE UHOPMALMS SBIAETCS JOCTOBEPHON U TOYHOMH.
Hauuas cepus Oblia Mpou3BeNCHA, BKIIOMAs YIaKOBKY/MapKUPOBKY, M IPOKOHTPOJMPOBaHA HA yKa3aHHON BBINIE TPOM3BOACTBEHHOM
IJIOIIAMIKE B MOJIHOM COOTBETCTBHU ¢ TpeboBanmsmu Haanexaeit [poussoacraennoit Ipaktuku (GMP) 1 TpeGoBaHUAMH HOPMATHBHOM
nmoxymenraumu JIIT-003328-231115, Mam. Ne 1 or 12.09.2016, Hsm. Ne 2 o1 05.12.2016, U3am. Ne 3 or 08.10.2018, Usm. Ne 4 or
03.06.2019, Hiam. Ne 5 ot 20.03.2019, M3m. Ne 6 ot 23.01.2020, Mam. Ne 7 ot 20.02.2020. [{aHHas cepust COOTBETCTBYET TPEGOBAHUAM

HOPM&TUBHON  J10KYMEHTALHK

. IIpotoxoms!

NPOMU3BOACTBA, YMAKOBKM W MPOBCACHHBIX aHAJIU30B AN JaHHOM cepun ObLTH

TPOAHAIM3UPOBAHDI U CAENAHO 3AKJIIOUCHUE, YTO OHU COOTBETCTBYIOT Tpebosanusm Hannexaweli ITpougsoacreennol Ilpakruxu (GMP).
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