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Certificate of Analysis for Finished Product /

Cepraduxar aHaau3a Ha roToBYI0 NPOAYKIKIO
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Name of product / Momat Rino Advance /
HaumeHoBaHMe NPOAYKIMU Mowmar PuHo AnsaHc
g:ﬁ::}:;:_?::;ﬂoc Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBaHNE A3e1acTvHA FUIPOXI0pKI U MomeTa3oHa dypoar cnpel Ha3anbHbIN J03UPOBAHHBIH

Each spray delivers / Kaxcnas nosa cnpes coaepxur:
JeiicTBylomue BeitecTBa Mometazone Fuorate BP 50 mcg / MomerasoHa dypoar Bput.®. 50 mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopus bpur.@. 140 mxr

140 meg + 50 mcg Date of Mfg, /
Strength / losuposka 140 mkr + 50 mxr . JlaTa npou3BoacTBa 172021
Dosage form / Metered-dose nasal spray /
JlexapeTBenHas dopma Cnpeii Ha3abHBIH A03UPOBAHHBIMA Date of Exp. / Tonen 20 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lara Boinycka 01.12.2021

Qty. Released / 23,120 BOT
Batch No/ Cepus Ne 12210673 KoauuecTso BbinymeHo 23,120 duraxonos
Batch size / Pasmep cepun 25,395 /25,395 daakonos Mfg. License No. / MNB/10/832
IIpou3BoACTBeHHAs JuueH3na Ne
Inspection Lot No Mfg. License Date /
KouTpormpyemas cepus Ne 040000360805 Ilpou3soacTeeHHan auueH3us (1aTa) 30/04/2020
: GMP Compliance certificate Data /
Pac.kage size / Ynaxoska 150 doses / 150 nos GMP cepruduxar (1a1a) 18/06/2020
. GMP Compliance certificate No / v
Market / Poinok Russia / Poccust GMP cepruduicat Ne GMP-01556/20/IN
Reference specification No / STP No/
Creunduicauus Ne SPC-CC-034990 CITN Ne STP-CC-026675
No TESTS / IOKA3ATEJN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
1. Description / Onucauue White to off-white suspension / Benas | Off-white suspension /
1y nouty Gestas cycrieH3us | Toutn Genas cycneH3us
2. Identification / [lopaunuocts - '
a) Azelastine hydrochloride / In the test of assay, the retention time of | In the test of assay, the retention time of the
A3enacmuna 2udpoxnopud the main peak in the chromatogram of the | main peak in the chromatogram of the sample

sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of azelastine | azelastine hydrochloride standard solution /
hydrochloride standard solution / Bpems | Bpems yaepxusanus OCHOBHOTO NHKa Ha
YACDXKHBAHKS  OCHOBHOTO [MKA HA | XpOMAaTOrpaMMe WCIBITYEMOTO  pacTBOpa
XPOMATOrpamMMe HCILITYEMOrO PacTBOpPa | COOTBETCTBYET ~ BPEMEHH  YACPKMBaHMSA
JOO/DKHO  COOTBETCTBOBaTh ~ BPEMEHM | OCHOBHOTO THMKa Ha  XpOMarorpamme
YACPXKUBaHWs ~ OCHOBHOTO THKAa Ha | PacTBOpa CTAHAAPTHOro o0pasua a3enacTvHa

XpOMAaTorpaMMe pacTBOpa CTaHA2pPTHOrO | TMAPOXJIopHaa (cm. pasaen
ofpasua asenacTua ruapoxmopuaa (cM. | «KomuHecTBeHHOE OmpenencHHe»).
paszaen «KonnuectsenHoe
) ONpPEACIICHUE),
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemazona dypoam the main peak in the chromatogram of the | main peak in the chromatogram of the sample

sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of mometasone furoate | mometasone furoate standard solution /
standard solution / Bpems: yaepxunanus | Bpems yaepxuBaHusi OCHOBHOIO MuKa Ha
OCHOBHOI'0 [MHKa Ha XpOMaTOrpaMMme | XpOMarorpaMMme MCILITYEMOro  pacTBOpa
UCIIBITYEMOTrO pacTeopa JIOJKHO | COOTBETCTBYET  BPEMEHM  YACPXWBaHMA
COOTBETCTBOBATL BPEMEHM YAEPXKMBAHUA | OCHOBHOTO  NWKa Ha  Xpomarorpamme
OCHOBHOTO [MMKa Ha XpomaTrorpamMe | pacTBopa cTaHAapTHoro o0paslia MOMETa3oHa
pacTBOpa CTaHAaPTHOTO obpasua | ¢ypoara (cm. pazgen «KonuuecTBeHHOE
MoMmeTazoHa  dypoaTta (CM.  pasAcs | ONpECNCHUEN).

«KonnuectseHHOE onpeaeneHues).

Prepared by / Iloaroros.Jieno Checked by / IlpoBepeno Approved by / OnoGpeno
Signature / Moanuce ey~
Date / Jlata Z o8 MV 27 I 29 [npov
Name/ PO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / losxHocTn Officer - QA Officer -QA Asst. Manager -QA
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Name of product / Momat Rino Advance /
HanmeHoBaHue NpoayKuuu Mowmat PuHo AnBanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
eMaTeHToBaHHOC .| Asenactuua ruapoxnopua U MoMeTasoHa dypoar Cnpeit HasatbHEIA 103MPOBAHHbIH
HAMMEHOBaHHE
Each spray delivers / Kaxxnas no03a cripest COAEPXHT:
JleficTBylomne BewecTsa Mometazone Fuorate BP 50 mcg / Momerasoua dypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxnopun Bput.®. 140 Mkr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposxa 140 mxr + 50 mxr JlaTa npou3BoaACTBA 1172021
Dosage form / Metered-dose nasal spray /
JlexapcrBeHHas dopma Crpeli Ha3aIbHBIN A03MPOBAHHDIN Date of Exp. / Toaen a0 10/2023
Product code / Kon npoayxra | SRU0300082460401 DM Date of release / lata Bbinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/Cepns Ne 12210673 KoanuecTBo BbIMYIIEHO 23,120 duaxoHos
Batch size / Pasmep cepun 25,395 /25,395 daakonos Mfg. License No. / MNB/10/832
_ Ipou3ssoacTBeHHAs JuLeH3ua Ne
Inspection Lot No Mfyg, License Date /
KonTposupyeman cepusn Ne 040000360805 Tpou3BoACTBEHHAN JULEeH3Hs (1aTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduiat (aata)
Market / Phinok Russia / Poccus GMP Compliance certificate No/ | vp_1556/20/1N
GMP cepruduxar Ne
Reference specification No / STP No/
Creundukanus No SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI
¢} Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bensanxonun 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 chioride homologues Ci2 and
homologues Ci2 and Ci4 in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpaMme UCHBITYEMOro
Ha  xpomarorpaMMme  HCIBITYEMOrO | pacTBopa 0GHapyKUBAIOTCH " oKy,
pacTBOpa  JOJDKHB!  0GHApYXMBATbCSl | COOTBETCTBYHOLIME no BpEMEHAM
VKK, COOTBETCTBYIOUIME M0 BpEMEHaM | yAepkuBaHus nukaM romosoroB Ciz u Cig
yaepxuBaHusi nukaM roMosoros Ciz u | OCH3aJKOHMS XJIOpUAa HA XpoMmarorpamme
Ci4  OcHsanxkoHMs  XJOpMIAa  Ha | CTaHIapTHOro  pactsopa  (cm.  pasuen-
XpOMATOrpaMMe CTaHAapTHoro pactsopa | «KomuuecTBEeHHOE OMpEaENECHUED).
(oM. paznen «KonuyecTBeHHOE
OMpEACACHUE ). —
P ) 4;\'&\] A &
pH From 4.0 to 5.0/ Ot 4,0 50 5,0 4.440 / 4,440 /\;370 Y
™
Density / [Lnornocrs From 0.90 to 1.10 g/cm? / 1.03 g/cm? *\" <
Ot 0,90 o 1,10 r/em? 1.03 r/em® o
5. | Viscosity / Baskocrb Not less than 5§ cPs/ He menee 5 I3 52.5 cPs /52,5 cll3 o) di/»
6. | Osmolality / OcmoananHoCTb 250 to 350 mOsmv/kg / 299 mOsm/kg 7,} f 7@’ }m\
250 — 350 MOcw/xr 299 MOCHW/icr & 03 |
D, RV
7. Vial leak testing / IIposepka Leakage traces should absent / No leakage traces / Tarmaceut
(h1aKoHA Ha FePMETHYHOCTD OTCYTCTBYE CNIEAOB YTCUKH Creibl YTE€UKH OTCYTCTBYIOT

Prepared by/ IloaroToBiexo Checked by / IIpoBepeno Approved by / Onodpeno
Signature / [loanuce W 4
Date / lata oML 03})2,!"«\ Y
Name / ®PHUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JosxxHocTb Officer - QA Officer -QA Asst. Manager -QA
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Name of product / Momat Rino Advance /
HaumenoBanne npoaAyYKuUMn Momar Puno Ansanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHTORAHH0e A3enacTina rMAPOXNOPHUI 1 MOMETa30Ha (ypoaT crpeli HasanbHbli J03UPOBAHHBIA
HauMeHOBaHUE
Each spray delivers / Kaxaas n03a crpest COACPKUT:
JlelicTByIo1Me BEMIECTBA Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxnopua Bput.®. 140 mkr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposxa 140 mxr + 50 MKkr JlaTa npou3BoACTBa 172021
Dosage form / Metered-dose nasal spray /
JlexapcreeHHas ¢popma Cripeii HasanbHbIA A03MPOBAHHBIH Date of Exp. / Toaen no 10/2023
Product code / Koa mponykta | SRU0300082460401DM Date of release / {aTa Bhinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/ Cepun Ne 12210673 Ko/1n4uecTBO BLINYLIEHO 23,120 ¢aaxonos
. ) Mfg, License No. / MNB/10/832
Batch size / Pasmep cepuu 25,395 /25,395 dnakonos TpoussoacTaennas auueHsHs No
Inspection Lot No Mfg. License Date /
KonTpoaupyemas cepusi Ne 040000360805 TMpou3BoACTBEHHAS JHLEH3us (AaTa) 30/04/2020
Package size / Ynaxoska 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aata)
Market / Poinok Russia / Poccus GMP Compliance certificate No/ | Gy1p.1556/20/1N
GMP cepruduxat Ne
Reference specification No / STP No/
Crenuduiauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI
8. Mass of the released dose / Single dose / OTaeqanHan no3a: Minimum / Munumym: 95.4 %
Macca BricsoG0nnaemoli n03L1 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcamym:113.3%
dose amount / 850 — 1150% 0T | Ayerage/Cpeanee:104.1%
3a%BJICHHOTO BBICBOGOXKA2EMOTO
KOJIMYECTBA
Average dose / Cpeanss nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBncHHOrO
BLICBOOOXKIAEMOT0 KOJINYECTBA
9. Mass of the vial content / Not less than 14.175 g/ 1439g
Macca coaepcumoro paaKoHa He menee 14,175 1439 r /m
10. | Dose number / KosinuectBo 103 Not less than 150 doses / 184 doses / 184 no3 /C;} Q?:,
He menee 150 no3 /% o
11. | Particle size / Pésmep JacTHU 90 % of particles less than 10 pm / 100.0 % / 100,0% ( 2, *
: 90 % yacruil pasmepoM McHee 10 MM | t; °
100 % of particles less than 30 pm / 100.0 % / 100,0% \\15 o3 ‘”1/'4!\ <
100% uactuu pasmepom MeHee 30 MxM N Gf'{_ NG
Particles of more than 30 um should be Absent / OTcyTCTBYIOT 'bha ma ceu’“C
absent / Yactuue! Gonee 30 MKkM KOJMKHBI -
OTCYTCTBOB2TD
12. | Related substances /. PoacTeennble npumecu
a) Azelastine hydrochloride /
A3enacmuna 2udpoxnopud:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Not detected/ He oOHapyxeHO
EavHuuHOR HewaeHTH-
¢unupoBaHHON pUMecH
Total impurities / Cymma npumeceii | Not more than 2.0 % / He Gonee 2,0 % Not detected/ He o6HapyxeHo
Prepared by / IlogroToBaeHo Checked by / [IpoBepeno Approved by / Ono6peno
Signature / Moanuch vy~ '
P~ —
Date / JlaTa 0% 1L ] L/ o7t I ofh)/"yyyp
Name/ QU0 Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JoJi7kHOCTD Officer - QA Officer -QA Asst. Manager -QA
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Name of product / Momat Rino Advance /
HaumeHoBaHue NpogyKuuu Momart Puno AnaHc
g:;;:ecnl']r?):]:uluoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
. A3senacTiHa T’MAPOXJIOPUI, U MOMETa30Ha dypoaT CrpeH HasalbHbIH J03MPOBAHHEIH
Each spray delivers / Kaxnas n03a cipes COACPKHUT:
JeiicTByOIIKNE BemlecTBa Mometazone Fuorate BP 50 mcg / Momerasona dypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / AsenacTuna ruapoxopua Bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuposxa 140 mkr + 50 Mxr JlaTa npon3BoACTBa 1172021
Dosage form / : Metered-dose nasal spray /
JlekapcTBenHas popma Cripeit HazaneHEI 103UpOBaHHBIH Date of Exp. / Foueﬂ Ao 102023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Bbinycka 01.12,2021
120 BOT
B o Qty. Released / 23,
atch No/Cepus Ne 12210673 Ko/iu4ecTBO BbINYLIEHO 23,120 ¢naxonos
Batch size / Pasmep cepuu 25,395 /25,395 ¢aakonos Mig. License No. / MNB/10/832
IIpou3BOACTBeHHAS JULeH3us Ne
Inspection Lot No Mfg. License Date /
KouTtposaupyemasn cepus Ne 040000360805 Tlpou3sBoacTBeHHAs JuLeH3us (aaTa) 30/04/2020
Package size / YnaxoBka 150 doses / 150 nos GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (nata)
Market / Poinok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundukanms Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
b) Mometasone furoate /
Momemazona gypoam Not more than 1.0 %/ He Gonee 1,0% | 0.02% /0,02%
Impurity D / Ipumecs D
Single unspecified impurity / Not more than 1.0 %/ He Gonee 1,0% | 0.06% / 0,06%
Enunuynas HemaeHTHUUmpoBaHHas
puMeck Not more than 2.0 % / He Gonee 2,0 % 0.20%/0,20%
| Total impurities / Cymma Beex
npumecei
Prepared by / LloarorosJiexo Checked, by / IlpoBepeno Approved\by / Ogo6peHo
Signature / Mognuck wags - '
Date / Java 2 Z ST o3 o?|nfren
Name / ®HO ' Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JomxHocTs Officer - QA Officer -QA . Asst. Manager -QA
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Name of product / Momat Rino Advance /
HaumeHoBaHue NpoayKuun Mowmar PuHo AnsaHc
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToBARNOE A3eacTHHa THAPOXJIOPHA i MOMETa30Ha (ypoart cnipef Ha3a/lbHbIH 103MPOBAHHBIA
HAVMEHOBaAHHE
Each spray delivers / Kaxxnas n103a cripest COAEPXKHT:
JelicTBYyiomue BeleCTBA Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactusia ruapoxsiopua bpur.®. 140 Mxr
140 mcg + 50 meg Date of Mfg. /
Str_ength / Mosuposxa 140 mxr + 50 Mxr JlaTta npou3BoACTBA 1172021
Dosage form / Metered-dose nasal spray /
JlekapcTBenHnas ¢popma Crpeli Ha3abHbIH 103UPOBaHHBIH Date of Exp. / Toxen 1o 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Bbinmycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/Cepus e 12210673 Koau4ecTBo BhINYLEHO 23,120 ¢aaxonoB
Batch size / Pazmep cepun 25,395 /25,395 gnakoHos Mfg. License No. / MNB/10/832
IMpoun3BoacTBeHHAR JuleH3un Ne
Inspection Lot No Mfg. License Date / )
KonTposaupyemas cepusi Ne 040000360805 TpousBoacTBeHHAS JIMLIEH3Us (1aTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 03 GMP Compliance certificate Data/ | /552029
GMP cepTuduxar (naTa)
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crneuuduxanns Ne SPC-CC-034990 CIIU Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION/ PE3YJILTATBI

13. | Uniformity of delivered dose /
OnxopoanocTsb BbICBOGOKAACMOI
a03bi -

Azelastine Hydrochloride /
A3zeacTHHA TMAPOXJIOPHA.

Not more than 2 values from 20
determinations may deviate from the
mean value by more than +25% (one

starting and one end delivered dose is Beg / Hauano:

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 3nayeHuit u3 20 onpenencHuit
MOTYT OTKJIOHSTCS OT CPEAHETO 3HAYEHUS
fonee ueM Ha + 25 % (ot kaxaoro u3 10
drakoHOB GEpyTCA 11O OMHOM HAYANLHOM
W ORHOH KOHEUHOM BHICBOGOMKAAEMON
[03¢), U HM OAHOro - Oojiee 4eM Ha
+35%.

Ecai or 3 no 6 3HayeHHit HMEIOT
oTkJoHeHus Oonee uyeM = 25%, HO
MeHbIIE, 4eM £ 35 %, TO WCHLITHIBAIOT
cneayomue 20 ¢rakoHos.

He Gonee 6 3navennit u3 60 onpeaencHui
MOTYT OTKJIOHSTCSA OT CPERHETO 3HAYCHUS
Oonee ueM Ha £ 25 %, 1 HY OJHOTO,
Oonee yeM Ha £ 35 %

Minimum / Munumym: 97.6%,
Maximum / Makcumym: 102.6%,
Average / Cpeanee:100.9%

End/ Koney:
Minimum / MutumyM: 99.6%,

Maximum / Maxcumym:104.1%,
Average / Cpennee:102.0% m :

Mometazone Furoate /
Mowmera3oHa GypoaT:

Beg / Hauano:
Minimum / Muuumym 97.2%,
Maximum / Makcumym: 103.0%;
Average / Cpennee: 101.2%

End / Koueu:

Minimum / Munumym 99.4%,
Maximum / Maxcumym: 104.6%,
Average / Cpeance 101.7%

Prepared by / IlgaroToBjeHo Checked by / Ilposepeno Approved py / OnoGpeHo
Signature / [Toanncn uougy
A [A
Date  flra 1 APV o2lh ] de[p o
Name/ ®PHO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loasnocTts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HaumveHoBaHue NpoayKuumn Mowmar Puno Anpanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
EnaTeHTOBANHOE A3eacTHHA MMIPOXIOPUI M MOMETa3oHa (ypoaT cnpeli HasanbHLIA JIO3UPOBAHHLIH
HAUMEHOBaHUE
Each spray delivers / Kasxnas n03a crpest CONCPXKHUT:
JeficTBylo1ue BelllecTBA Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxnopua bpur.®. 140 Mkr
140 meg + 50 mcg Date of Mfg. / -
Strength / lo3uposka 140 MKr + 50 KR Jlava npoussoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
Jlekapcereennan dpopma Crpeii HasanbHbIH 103UPOBaHHbIH Date of Exp. / Tonen zo 10/2023
Product code / Kox npoayxkra | SRU0300082460401DM Date of release / /laTa Bbinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/ Cepun N 12210673 KoanuecTBo BbINYIIEHO 23,120 ¢uaxouos
Batch size / Pasmep cepun 25,395 /25,395 gaaxoHos Mg, License No. / MNB/10/832
TIpou3BoACTBeHHAN JULeH3UsA Ne
Inspection Lot No Mfg, License Date / y
Konrposupyemas cepusi Ne 040000360805 IIpou3BOACTBEHHAN IMLeH3Us (AaT2) 30/04/2020
. GMP Compliance certificate Data /
Package size / YnaxoBka 150 doses / 150 nos GMP ceprudukaT (1a7a) 18/06/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne
Reference specification No / STP No/
Creundukanms Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHNA OBSERVATION / PE3YJIbTATBI

14. | Uniformity of dosage unit /

Not more than |

value from 10

Azelastine Hydrochloride /

O.HHOPOIIHOCTL A03UPOBAHUA

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 | 3nauenus uz 10 onpeneneuni
MOXET  OTKJOHATCS  OT  CPEAHEro
3naueHus Gonee vem Ha +25% (or
kaxaoro u3 10 dnakoHoB Gepercs no
omHO# HavaldbHOH  BRICBOOOXIAEMOM
[03¢), U HU onHoro, Gojce uyeM Ha
+ 35 %.

Enu nBa unu TpU 3HAYCHHS HMEIOT
oTKNOHeHUs Oosee uem +£25%, HO
MeHee, ueM =+35%, TO HCHBITHIBAIOT
cnenyiowue 20 ¢naxkoHoB.

He Gonee Tpex 3HaucHuit MoOryT
OTKJIOHATBLCS OT CPEAHErQ 3HaueHUs
Gonce, ueM Ha +25%, U HM OIHOrO,
6oJiee ueM Ha = 35 %.

A3ejlacTuHa rUApPOXJopua:

Minimum / Munumym 97.6%,
Maximum / Makcumym:102.6%,
Average / Cpeanee:100.9%

Mometazone Furoate /
MomeTa3sona ¢pypoar:

Minimum / Munamym: 97.2%,
Maximum / Makcumym: 103.0%,
Average / Cpeanee: 101.2%

s IS
S e, o e
o _\\\.)) L.
AN :
.

S

~

Prepared by / Tloarorosaexo

Checked by / IIposepeno

Approvefl by / Onoopeno

Signature / loanucs

'~
Date / Jlata 5% 1% 1) N of Ip/)»);bv\
Name / @UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Joamuoctn Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/
CepTH(UKAT aHATA3A HA FOTOBYIO MPOLYKUHIO

Page 7 of 9/Crp. 713 9
Name of product / Momat Rino Advance /
HaunmeHoBaHUE NPOAYKUUN Mowmar Puno AnsaHc
ge"e"c name / Azelastine Hydrochloride and Mometasone F uorate metered dose nasal spray /
€raTeHTOBAHHOE A3enacTvHa MMAPOXIOPHA ¥ MOMETa3oHa (hypoart cnpeii Ha3albHEIA 103UPOBAHHbIA
HauMEHOBaHHe
Each spray delivers / Kaxxaas f103a cnpest COACpxKUT:
JeiicTBylotye BemecTsa Mometazone Fuorate BP 50 mcg / Momerasoua dypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxsopua Bpur.®. 140 mMkr
140 mecg + 50 mcg Date of Mfg. /
Strength / No3snposka 140 Mer + 50 MKF JlaTa npou3soACTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlekapeTBeHHan popma Crpelf Ha3a/lbHBIM 103UPOBAHHKIH Date of Exp. / Foaen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/ Cepun Ne 12210673 KoauuecTBo BBINMYUIEHO 23,120 ¢naxoHos
; Mfg. License No. / MNB/10/832
Batch size / Paamep cepun 25,395 /25,395 dpaaxouos TpoussoacTaennas uueHsus Ne
Inspection Lot No Mfg. License Date /
Kourposinpyemas cepus Ne 040000360803 TIpou3BoACTBEHHAS JIMLIEH3Ns (12Ta) 30/04/2020
Package size / Ynaxobka 150 doses / 150 703 GMP Compliance certificate Data/ | g/6/2970
GMP cepruduxar (aata)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepTuduxat Ne
Reference specification No / STP No/ :
Creunduicauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
15. | Microbiological purity / MukpoGuonoruyeckasn uucrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6mee uncno

IIECHEBBIX TPUGOB (CyMMapHo)

Test for Absence of Specified
Microorganism / Tect Ha
cneyuprIecKue
MHKPOOPraHU3MbI:

Pseudomonas aeruginosa

Staphylococcus aureus

a3po0HbIx GakTepuii ¥ APOAIKEBLIX U

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

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

Absence per 1 g (ml) of the product /

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

Absent / OtcyTcTBYET

Absent / OrcyTeTByeT

A
/,—,,_\\‘-‘j /‘\\\

Ortcytersye B 1 T (M) npenapara 35 o
Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / | Absent/ OTcy'rchyeT‘ Q‘-’ ’ ’ <.
DHTEpO6AKTEPUH, YCTOHHUBBIE K Orcyrereye 8 1 r (M) npenapara . 2
HEMUU LA .
[ '
16. | Assay / KoanvecTtBenHoe onpeaesenue ‘\ o ” - }

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 94.8%/94,8% \\% L/? 1 1,,,14/\ [

A3eJacTUHA THAPOXJIOPHA of azelastine hydrochloride / Ot 85 % no x 4 G

b) Mometasone furoate /
MomerasoHa dpypoar

115% or 3asBICHHOrO
aseacTvHa MapoXiopuaa
From 85 % to 115 % of the labeled claim
of mometazone furoate / Ot 85 % x0
115% oT 3asBJEHHOrO KOJMYECTBA
MomerasoHa (pypoara

KOJIM4YCCTBA

N (2

103.8%/103,8%

Prepared by / IloarotoBjieHO Checked by / IIposepeno Approvedfpy / Oao6peHo
Signature / Moanucn vty _—~
J/
Date / laTa I# oy |11 11U o9/l ) o7 Infren
Name / PHO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Jo/xHocTs Officer - QA Officer -QA Asst. Manager -QA

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

Ceprudukar aHa 132 HA FOTOBYI0 HPOAYKIMIO

Page 8 of 9/ Ctp. 8 u3 9

Name of product /

HaumeHoBaHue NPOAYKLUN

Momat Rino Advance /
Mowmar Puno AnBanc

Generic name /
HenareHToBaHHOE
HAVUMCHOBaHUE

Azelastine Hydrochldride and Mometasone Fuorate metered dose nasal spray /
A3enacTyHa MMIPOXNOPUA U MOMETA30Ha (ypoar cnipeli Hasa/bHbIA JO3UPOBAHHBIN

JeiicrBylomue BewecTsa

Each spray delivers / Kaxnas no3a crpes coaepxur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoat Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopus bpur.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /

Strength / Jo3uposica 140 mir + 50 Mxr JlaTa npousBoACTBA 11/2021

Dosage form / Metered-dose nasal spray /

JlexapcrsenHas ¢opma Cnpelt Ha3aIbHBIM J03UPOBAHHIH Date of Exp. / Fozen 20 1022023

Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,120 BOT

Batch No/Cepus No 12210673 KonnuecTBO BINYILIEHO 23,120 ¢unakonos

Batch size / Pasmep cepuu 25,395 /25,395 dpaakonos Mfg. License No. / MNB/10/832
TIpou3BoACTBeHHAS JULIEH3UA No

Inspection Lot No ' Mfg. License Date /

Konrposupyemas cepus Ne 040000360805 Tpou3BoacTBeHHAsi JIMLEH3UsA (AaTa) 30/04/2020

S GMP Compliance certificate Data /

Package size / Ynaxoska 150 doses / 150 no3 GMP cepruduar (1a7a) 18/06/2020

Market / Poinok Russia / Poccust GMP Compliance certificate No/ GMP-01556/20/IN
GMP cepTuduxar Ne

Reference specification No / STP No/

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

No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJbTAThI

¢) Benzalkonium chloride /
BeH3anKonus XJopua

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 1o
120% or 3a%BACHHOr0 KOMMYECTBA
OeH3aIKOHMs XJI0praa

89.3%/89,3%

17. | Package size / Xﬂ;i\(gtl}!(%

S

o)
] o
o]
*
e
~J

o3 g
o,

N4
Ph arma C‘y

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leafiet placed in carton box. / Ilo 75 u
150 n0o3 Bo d¢umakon w3 TIOBII,
CHAGXCHHBIH J103UPYIOIIUM YCTPOHCTBOM
¥ Ha3aIbHBIM aJlaNTepOM C 3aLIMTHBIM
koinayxkom. DrakoH ¢ MHCTpyKuMeH 1o
NPYMEHEHUIO TNOMEIIAIOT B KapTOHHYIO
TauKy.

150 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / ITo 150 no3 Bo duraxon us
MOBI, cHabXeHHbIN RO3UPYIOLIUM
YCTPOWCTBOM M Ha3aJIbHbIM afaNnTepoM C
3alMTHBIM KonnaukoM. (rnakoH ¢
HHCTPYKLUME} 0 IPUMEHEHHIO TOMELIAIOT B
KapTOHHYIO MaYKy.

18. | Labeling / MapkupoBka

According to ND / B coorserctum ¢ HJ]

19. | Storage / XpaHeune

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3ammieHHoM 0T cBeTa Mecre
npu Temnepatype ot 15 1o 25 °C. He 3amopaxuBars.

20. | Shelf-life / Cpox roanocTn

2 years/ 2 roxa

Any deviation/Incident/OOS: Not applicable
Otxnonennst/Mannaentol/O0C: 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 control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JI[1-003328-231115, 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.”

3aks0ueHHe 0 COOTBETCTBUU: HACTOSIUM MOATBEPXKAAI0, YTO NPECACTAB/CHHAs Bhlllle HHOPMaLUS ABAETCA JOCTOBEPHON U TOUHOM.
Jaunas cepust Obiia MPOM3BEACHA, BKJIIOMAs YNAKOBKY/MApPKMPOBKY, W IPOKOHTPONMpPOBAHA Ha yKa3aHHOH BBILIE NMPOMU3BOACTBEHHON
IUIOIIA/IKE B TIOJHOM COOTRETCTBUHM ¢ TpeGoBanuamu Haanexameit [Tpoussoacteennoi [Tpakruku (GMP) n TpeGoBaHNAMH HOPMATHBHOH
noxymenramyy JIT1-003328-231115, Msm. Ne 1 or 12.09.2016, Ham. Ne 2 ot 05.12.2016, Mam. Ne 3 or 08.10.2018, U3sm. Ne 4 or

Prepared by / Iloaroros.ieno Checked by / IlpoBepeno Approvedgby / Onodpeno
Signature / Moanuco oo A—
¥ 5
Date / lata Z I 29/h ) 29 |nfreH
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JoaxnocTh Officer ~ QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00




\

G

glenmark

A new way for 2 new world

Glenmark Pharmaceuticals Ltd

Certificate of Analysis for Finished Product/
CepTudukaTt aHaIn3a HA FOTOBYIO NPOAYKIHIO

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

Page90of9/Crp.9u3 9

Name of product /
HanmeHoBaHue NPOAYKUMH

Momat Rino Advance /
Mowmar PuHo AasaHc

Generic name /
HenatenToBaHunoe
HAHMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTHHa THAPOXNOPHUI M MOMETa30Ha (yypoat crpelt HasaIbHbIA JO3UPOBaHHBINA

JeficrByomue semecrsa

Azelastine Hydrochloride BP 140 mc

Each spray delivers / Kaxxaas 1103a cripest COACP)HUT:
Mometazone Fuorate BP 50 mcg / Momerasona dypoat bput.®. 50 mxr
o / Azenactuna ruapoxiopwi bpur.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /

Strength / lo3upoBka 140 Mxr + 50 Micr JlaTa npoussoacTBA 11/2021

Dosage form / Metered-dose nasal spray /

Jlekapcreennas ¢opma Cripeii HasaJIbHBLH J03MPOBaHHBIH Date of Exp. / T'oxen 10 1022023

Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Bbinycka 01.12.2021
Qty. Released / 23,120 BOT

Batch No/ Cepun N 12210673 Koau4ecTBo BbINYLEHO 23,120 gnaxonos

Batch size / Pasmep cepun 25,395 /25,395 ¢naxouos Mfg. License No. / MNB/10/832
Tpou3BoAcTBeHHAs JiMLeH3Us Ne

Inspection Lot No Mfg. License Date / :

KonTpoaupyemas cepusi Ne 040000360805 Ipou3BoAcTBeHHAs JHLEH3Ns (1aTa) 30/04/2020

Package size / YnaxoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprtudmkat (aara)

Market / Puitios Russia / Pocens GMP Compliance certificate No/ GMP-01556/20/IN
GMP ceptuduxar Ne

Reference specification No / STP No/

Creundukauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675

03.06.2019, Vam. Ne 5 ot 20.03.2019, Mam. Ne 6 ot 23.01.2020, Usm. Ne 7 ot 20.02.2020. [laHHast cepus COOTBETCTBYET TpeGoBaHuAM
HOPMATHBHOM JOKYMEHTalUMH. IIpOTOKONIbI NPOM3BOACTBA, YMAKOBKM M MPOBEACHHBIX AHANM30B JIs JaHHOH cepuu Oblin
NPOAHANM3NPOBAHB! U CLENAHO 3AKIIOUEHHE, UTO OHH COOTBETCTBYIOT TpeGopanusm Haanexauweii Tpoussoncreentoii Ipakruku (GMP).

Prepared by / IloaroToB.JeHo Checked by / [Iposepeno Approved by / Ono6peno
Signature / Hloanuck '42%
Date / Jlata 4511 eyl ozl ] o?| '7’.’ Laida
Name / PUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Jo/xHocTh Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00




