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A for a new world . e
ey Certificate of Analysis for Finished Product /
CepTuduxar avaau3a Ha FOTOBYI) NPOdYKII0
Pagelof$/Crp. 132
Name of product / Momat Rino Advance /
HanmenoBanye NpoAyKIHE Momar Pruro AzsaHc
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HenateTonantoe AszenacTuza QXJIOPHJI M MOMETa30Ha (ypOarT cupell HasabHEI A03APOBAHHLIA
HARMEHOBAHHE TREPOXJIOP Ypo
Each spray delivers / Kaxas 03a cripes COXCPRRHT:
Jeiicraylomue pemecTsa Mometezone Fuorate BP 50 meg / Momeraiona (ypoar Bprt.@. 50 Mxr
_Azelastine Hydrochloride BP 140 meg / AsenacTrHa rupoXIopUL Bpur.@. 140 mxr
140meg + 50 meg =~ | Date of Mfg./
| Strength / lo3uposka | 140 i + 50 s JlaTa npowsnoscTsa 07/2021
Dosage form / Metered-dose nasal spray / o -
Texapernennas dopma Crpell rasame it P Date of Exp, / Togen o 06/2023
Product code / Ko npoayxra SRU03'0008246040 IDM Date of release / lata puimyexa 24.07.2021
Qty. Released / 7,620 BOT
Batch No/Cepna N 12210389 KomuecTso BhINYIICHO 7,620 daxoHos
| Mfg. License No. / MNB/10/832
Batch size / Pazmep cepun 8,465 / 8,465 faxonos TpoussoncTacanan mnensus No
Tnspection Lot No Mfg, License Date/
Konrponnpyeman cepas N 040000337831 Ilpou3BOACTBEHAAH JuUEHINA (1aTA) 30/04/2020
GMP Compliance certificate Data /
Package size / Ynakopxa 150 doses / 150 p03 GMP ceprn (puxcar (ara) 18/06/2020
Market / Primox Russia / Poccus GMP Compliance certificate No/ | vp.01556/20/IN
GMP cepruduxat N
Reference specification No / STPNo/ K
Crenndakanms No SPC-CC-034990 CIIA Ne STP-CC-026675
No TESTS / IOKA3ATEJIH LIMITS / TPEROBAHU S OBSERVATION / PE3YJIBTATBI
1. | Description/ Onneanne White to off-white suspension / Benas | Off-white suspension /
WA M09TH Gerran CycneH3as TTouTs fenast CycHeHIMA
2. | Identification / TlommmnocTs ] '

a) Azelastine hydrochloride /
A3zenacmuna zuopoxiaopuo

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
VACPXWBAHMSI  OCHOBHOTO IMKAa Ha
XPOMATOrpaMME HCIILITYEMOrO PacTBOpa
JOJKHO  COOTBCTCTBOBATH  BpEMeEHH
YIepXUBAHRY OCHOBHOTO IMKA Ha
XPOMETOrpAMME PacTBOpa CTAHZAPTHOrO
ofpasna asenacTvHa ruapoxaopnaa (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 /
Bpemsa ynepEuBaHdA OCHOBHOTO TMKA Ha
XpOMaTorpaMme  MCIIEITYEMOTO  PAacTBOpa
COOTBETCTBYET  BPEMEHM  YACDPAUBAHKA
OCHOBHOTO TAKA Hd  XpOMaTOrpamme
pacTBOpa CTARMAPTHOrG ofpasiia aseracTviHa
THAPOXIOpHAR (cM. pasnen
«KomecTReHHOE OIPEeSHREN).

pasaen «KomauecTBeBHOE
OLIpEACTIEHAED).
Prepared by / Checked by / Iposepeno (Approved by / Onedpeso
| IToarorosjieHo
1 | Signature / Hoaucs (-47"" ' (A 7 =
Date / Jlata g Jemy ulo4{ PVCATREE
Name / ®HO Atul Kumar Arun Patyal Sandeep Semwal
| Designation / Officer — QA Officer -QA Sr. Manager -QA
JonxBOCTD

-
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A fo world . . s e
ey Certificate of Analysis for Finished Product /
CeprupuxaTt ana/Ia3a A2 FOTOBYI0 MPOXYKIHIO
Page20f91C1'p.2m9
Name of product / Momat Rino Advance /
Haamenopanue NpoAyKIHA Momat Bu}lo AnBaHc
generjc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ENATEHTOBARROE AsenactaHa XIIOPE ¥ MOMETAIOHA (yPOaT cripelt HA3aIBHLIA 03upOBAHHEIH
AANMEHOBAHNL THAEOXIIOp YPOAT Clip
Each spray delivers / Kaxnas 103a cripest COIEPXMT:
| JeiicTByomuae BemecTaa Mometazone Fuorate BP 50 mcg / Momerasona diypoar Epar.®. 50 mxr
‘ Azelastine Hydrochloride BP 140 meg / A3enacTuHA IMAPOXIOPAR Bpar.. 140 MxT
140 meg + 50 meg o Date of Mfg. /
Strength / losuposka 140 yzr + 50 vt Java DpOmIBOACTEA 07/2021
Dosage form / Metered-dose nasal spray / L ]
| Texa mnan bopya Cupeli nzsamastii 103mpo # Date of Exp. / Togen ae 06/2023
Product code / Kox npoxykra SRU0300082460401DM Date of release / laTa BbITyCKA 24.07.2021
Qty. Released / 7,620 BOT
Batch No/Cepun 3o 12210389 Konuuecrso BEINYIIEHD 7,620 duraxonon
Mfg. License No./ | MNB/10/832
Batch size / Paamep cepan 8,465 / 8,465 dquiakoHos IpoussoicTaennas Munenns N
Inspection Lot No Mfg. License Date/
Konrponupyemas cepus Ne 040000337831 TI[0n3B0ACTREHHAN JUICHINA (AATA) 30/04/2020
GMP Compliance certificate Data /
Package size / Ynaxosxa 150 doses / 150 ,uola GMP ceprn uicar (1aTa) 18/06/2020
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepradarxar No
Reference specification No / STPNo/
Crenuduicamas M SPC-CC-034990 CTIH N STP-CC-(26675
No TESTS / HHOKA3ATEJIH LIMITS / TPEBOBAHIA OBSERVATION / PE3YJBTATEI
b) Mometasone furoate/ [ In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemazona diypoam 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 furcate | mometasone furvate standard solution /
standard solution / Bpemn yaepxusanns | Bpems ynep:wBanuf OCHOBHOIO MuKa Ha
OCHOBHOrO IMKA HA XpOMATorpaMMe | XpoMaTorpaMMe HCIBITYEMOro — PacTeopa
UCTIRITYEMOTO pacteopa JOMXKHO | COOTBETCTBYeT  BDEMCHH  YACDKUBAHUA
COOTBETCTBOBATE BPEMEHM YNEDKHBAHMMA | OCHOBHOIO I@HKA HA  XPOMETOrpaMMe
OCHOBHOIO IIHKd Ha XpoMmaTorpaMme pacTeOpa CTAHNAPTHOIO Oﬁpﬂlilm MOMETaz0Ha
pacrsopa CTaHOapTHOTO ofpasua | gypoara (cM. paspen «KomuHecTBEHHOS
momerasoHa  QypoaTa (CM. pasieN | ONPEENEHHEn).
«KommecTBeHHOE OTPENICNEHHEN ).
¢) Bengalkonium chloride / "In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Ben3nnxkonua xnopud the sample solution should contain peaks | sample solution contain peaks corresponding
comesponding to the retention times of | to the retention times of peaks of
peaks of benzalkonium  chloride | benzalkonium chloride homologues Ci2 and
homologues Ciz and Cu in the | Cus in the chromatogram of the standard
chromatogram of the standard solution / | solution / He xpoMaTorpamMe ACTIRITYEMOro
Ha  xpoMarorpamM¢  MCIHTYEMOTO | pacteopa 0fHAPYHUBAIOTCA KA,
pacTeopa  JOKHEL  OOHAPYMUBATECH | COOTBETCTBYHOLIMC no BpeMEHaM
IIHKH, COOTBETCTBYIOUIME [0 BpEMEHAM | yAepuwiBamms maxam romonoros Ciz u Cua
yIepiuBaHusa naKaM romonoros Ciz m | GeH3RNKOHEA XNOPHIA HAa XpOMATOrpaMme
Ci«  Ocusaykosus  XJIOpHa  Ha | CramjapiHoro  pactsopa (oM.  pasmen
XpOMaTOTpAMME CTAHAAPTHOIO pactopa | «KONMWNECTBEHHOE OTPCASIeHHEY).
(cm. paszgen «KonnuecTeeHHOE
ONpeNeNeHHER).
3. From 4.0 t0 5.0/ Ot 4,0 50 5,0 441/4,41
Prepared by / Checked by / Ilposepeno Approved by / OnoGpeno
Ioarorosseny ~ ‘
Signature / lopucs, ’ { P4 =
Date / Jlara ' wavalrom 24J08/ 20 34 M6 U
Name / @HO Atul Kumar Arun Patyal ' Sandeep Semwal
Designation / Officer - QA Officer -QA Sr. Manager -QA
JoaXHOCTE

FCM/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Glenmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in
A o world .
R Certificate of Analysis for Finished Product /
CeprunduxaT anaiu3a Ha FOTOBYI0 NIPOAYKITHIO
] _ _ . nge3qf9l¢1p.3m.9
Name of product / Momat Rino Advance / -
Haumenonanue npoxysumn | Momar Puno Agsaric _ ’ S .
Generle name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HenarenTonannoe A3enacTiHA rUJPOXI0PKA X MOMETa30HA BypoaT ¢ e} Ha3laNEHELT JO3UPOBAHHBIX
AANMEHOBARNE _ P! _ »ypo 1p . .
Each spray delivers / Kexnas 1038 cripes coRepyHT:
Jeiicraymmue BemecTsa Mormetazone Fuorate BP 50 mcg / Momerasona gypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / AsenacTEHA rHAPOXIOPHA Bpur.@. 140 Mxx
140meg +30meg ‘fl)at'edfog.'l' T
. Strength / leanpoica 140 Mxr -+ 50 MKT Jara NpoA3BoACTEA 07/20%1
Desage form / Metered-dose nasal spray / Toe o o
Jlexapcrsenuan fiopma | Crpeit HEsALHERH A03UPOBALHBIH ng of Exp / }"onen 11.(_) . 06/2023 .
Product code / Kon mpoayxTa SRU030008246040]I§M , | Date of release / Jlata somycica 124.07.2021
Batch No/ Cepnn Ne 12210389 Qty. Released / 7,620 BOT
Konn4ecTso BRINYMEHD 7,620 dnaxonon
. ' e o | Mfg. License No./ MNB/10/832
Batch size / Pasmep cepun 8,465 / 8,465 dquaxoros Nponssoacraensias manemsas No
Tnspection Lot No ' T Mfg, License Date/ |
Kontposmpyemas cepua Na 040000337831 Ilpou3BoACTBERAAA TUIeAINA (IATA) 30/04/2020
‘ ’ - GMP Compliance certificate Data/ |
Package size / Ynaxoska 150 doses / .15.0 J03 .‘ | GMP ceprodpuscat (glaTa) | 18/06/2020
Market / Prinox Russia / Poccus GMP Compliance certifieate No / GMP-01556/20/IN
GMP cepraduiaT No _
Reference specification No/ ' ' STPNo/ y
Crenad g Ne SPC-CC-034990 CIM N STP-CC-026675
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHHS OBSERVATION / PE3VJILTATH
4. | Density / IlnoTrocts From 0.90 to 1.10 g/em® / ' .02 g/em!
Ot 0,90 mo 1,10 riem® 1.02 rfo®
5. | Viscosity / Basxocts Not less than 5 ¢Ps/ He menee 5 ¢Il3’ " 29.7 ¢Ps /29,7 cll3
6. | Osmolality / OcMoammHOCTS 350 to 350 mOsm/kg / ' 317 mOsm/kg
250 — 350 mOcm/ET 317 MOcM/KT
7. | Vial leak testing / TIpoepica Leakage fraces should absent / "No leakage traces /
thnakona HA repMETHYHOCTD OTCYTCTBHE CNIEA0B YTEUKH Crempl ¥TEIKM OTCYTCTBYIOT

8. | Mass of the released dose /
Macea BhicBoGoxkaaemoil 10361

Single dose / Otaenbnan xo3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 1150% ot

3AABJICHHOTO BRICBOGOXRIACMOTO
KOJATeCTBA
Average dose / Cpennsn ao3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 - 110,0 % 0T 3a9BICHHOIO
BRICBOOORKIAEMOT0 KOMMIECTBA

T Minimum / Masmym: 96.90 %

Maximum / Makcumynm:109.0 %
Average / Cpeanee:105.3 %

9. | Mass of the vial content / Not less than 14.175 g / 1144¢
Macea cogepmumoro fUIaKoRa He menee 14,175 144r
10. | Dose number / Konuwectso noa | Not less than 150 doses / 191 doses / 191 nos T ph o
He menee 150 go3 armac®
"11. | Particle size / Pasmep aacran 90 % of particles less than 10 pm / 100.0 %/ 100,0%
90 % gacTun pasMepom Mezee 10 MxM
100 % of particles less than 30 pm/ 100.0 %/ 100,0%
100% wacTeI pasMepoM MeHee 30 M
Prepared by / Checked by / Tiposepeno fpproved by / Onobpeno
: HoaroTosieno — .
| Signature / Illoguack (EE ‘ <, .
Date /lata ____ o L) TN _29[09r0b ) 24l | LY
Name / PHO Atul Kumgr Arun Pa‘tyal. Saqdpep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JOIRAOCTh

~ FCMIQA054/08.00




G Glenmark Pharmaceuticals Ltd
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qlenmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Apes way ot ol Certificate of Analysis for Finished Product /
CeprduKaT aHAIH32 HA TOTOBYI0 NPOSYKUMIG

Pagedof9/Crp.4m9
Name of product / Momat Rino Advance /
HanmeHoBanBe NPoAYKIHEA Moua; Prro Ajpasc
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarenronannoe Asenactusa XTIOPMA M MOMeTa30Ha (ypoaT cripeil HasambHLIA JO3MPORAHHEIH
HAmMEHOBAHHE TuApoXTIop YP
Each spray delivers / Kaxran no3a cripes comep:mT:
HelicTRyl0mHe BeDIeCTBA Mometazone Fuorate BP 50 meg / Momerasona dypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / AlenacTHHA TRAPOXIOPAK Bputr.®, 140 Mxr
1 140 meg + 50 meg | Date of Mfg. /
Strength / Jlosuponkca 140 mxr + 50 Mxr JlaTa npoH3IBOACTEA 07/2021
Dosage form / Metered-dose nasal spray /
Jlexapcrsennan GopMa , Cnpe‘ﬁ HA3ANBHENE NOSUPOBAHBELE | Date of Exp. / Tonest a0 06/2023
Product code / Ko npoysta | SRU0300082460401DM Date of release / lara Bhimycka 24.07.2021
Qty. Released / 7,620 BOT
Batch No/ Cepun Ne 12210389 Sy —— 7.620 @naxoron
Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuu 8,465 / 8,465 pnaxonos ponssoacTaennas muensns No
Inspection Lot No Mfg. License Date/ ‘
Kourtponupyemas cepun Nb 040000337831 Hpon3soacraennad JRNeHInn (Aa1a) 30/04/2020
T GMP Compliance certificate Data /
Package size / Ynakobia 150 doses / 150 nos ‘ GMP cepradmicar (1a1a) 18/06/2020
Market / Prmox Russia / Poccus GMP Compliance certificate No/ | Gvip_y556/20/IN
! GMP ceprudukar Ni
Reference specification No / TSTPNo/ =
Crendmeanzs N SPC-CC-034990 CIIN Nt STP-CC-026675
Ne TESTS / TIOKA3ZATEJIN LIMITS / TPEBOBAHHS OBSERVATION / PE3Y.JIBTATHI

Particles of more than 30 pm should be Absent / OTCyTCTBYIOT
absent / JacTuust Gonee 30 MM JIOMEHEL

OTCYTCTBOBATh
12. | Related substances / PoacTReHHBIE NPUMECH
a) Azelastine hydrochloride /
Azenacmuna 2udpoxiopud:
Single unspecified impurity / Not more than 0.89 %/ He 6onee 0,89% | 0.15%/ 0,15 %
Emaauumol mepnenTa-
thrppoBaHAOI MPUMECH

Total impurities / Cymma mpumecelt | Not more than 2.0 % / He Gonee 2,0 % 0.15%/0,15%

b) Mometasone furoate /
Momemazona gypoam o o o 2%
Tmpurity D /Tipimecs D Not more than 1.0 %/ He Gonee 1,0 % 0.02% /0,02%
Single unspecified impurity / Not more than 1.0 %/ He 6onee 1,0 % 0.06 %/ 0,06 %
Emomaunas HeraeHTHHAIMPOBAHHAS
[puMech Not 0% 9 .23 %/ 0,23 %
Total impurities / 4 BoRX ot more than 2.0 %/ He Gonee 2,0 % 0.23%/0,23
mpaMeceit
Prepared by / Checked by / IIpoBepeno Alpproved by / Onodpeno
TloaroToBjaeHo
Signature / [loqnacs P A (BA ol
Date / lata P L 2Wolf123 PN L W
Name / ®HO Atul Kumar | Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager ~-QA
JloMKHOCTD

FCMIQAQ54/08.00
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q[enmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark bom?2.vsnl.net.in
A for rld . . -
R Certificate of Analysis for Finished Product /
CeprudrKaT aHAIH32 HA TOTOBYN) NPOAYKIHIO
Pa5150f9/Cm5m9
Name of product / Momat Rino Advance /
Haumenosanne MPpoRYEIUN Momar Bg«n;o Anaaac
g:::'::;;‘?:;ﬂw Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAHMEHOBAHDE Aacuacmmg rmmopm A MOMETa30Ha (by?oaT cnpelt Hmﬂﬂﬁ .uoalnponammﬁ
Each spray delivers / Kmiczias 1032 CIpes COACPHKHT:
JelicTayronine BeMeCTBa Mometazone Fuorate BP 50 meg / Momerasona iypoar Bpur.d. 50 mir
Azelastine Hydrochloride BP 140 meg / AsenacTuna reApoxXI0pan Bput.&. 1_40‘m<r
140meg + 50 meg | Date of Mfg./
Strength Il-lowpomca 140 s + 50 ke JaTa npon3BoacTea 07/2021 '
Dosage form / Metered-dose nasal spray / ’
Texapernennas Gopma Crpelt nasamssm o03apo s | Date of Exp. / Toaen Ko ‘ | 06/2023
Product cede / Kon mpoaysTa SRU03000824604QIDM Date of release / lata Brmycra 24.(,%.2021
' Qty. Released / 7,620 BOT
Batch No/ Cepas Ne 12210389 S —— 7.620 ¢ _—
] | ™ifg. License No./ MNB/10/832
Batch size / Pazmep cepan 8,465 / 8,465 duiaxomos TpowssoacTeennas tHensus No
Inspection Lot No S Mfe, License Date/
KonTpoaupyemas cepus Nt 040000337831 Tlpon3soacTRENHANA TUMEHIUA (naTa) '30/04/2020
"GMP Compliance certificate Data /
Package size / Yonakosxka 150 dgses /150 po3 GMP cepraduiat (ﬂﬁ) 18/06/2020
: GMP Compliance certificate No /
Market / Peinok Russia / Pocous GMP cepradmxar N GMP-01556/20/IN
Reference specification No / ) STPNo/ ‘
Coenadmcanys Ne I SPC-CC-0349%0 CIIA Ne STP-CC-026675
No TESTS / TOKA3ATE/IN LIMITS / TPEGOBAHHA OBSERVATION /PE3YIBTATH!
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride/
OsnoponRocTk BRIcBoBomnaemoli | determinations may deviate from the | AsenacTuna rEApoXIopHi:
10361 mean value by more than +25% (one
starting and one end delivered dose is
Bep / 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 Bonee 2 3uauenuii u3 20 onpeacneHpii
MOT'YT OTK/IOHSTCA OT CPEIHErd JHAUCHHA
Gonee wem Ba + 25 % (ot xaxoro u3 10
dunaxoHOB GepyTea O OAHON HavANLHOR
¥ oguo# KOHEWHOH BHICBOGOIKAEMOM
a03€), ¥ EM oaHoro - Oomee deM Ha
*35 %.

Ecmz or 3 go 6 3maveHuii EMCIOT
oTkioneHus Gomee wem *+ 23 %, Ho
MeHbine, 9eM % 35 %, TO MCIOHITBIBAIOT
cnepyiomue 20 ¢urakonoB.

Minimum / Menuvym:91.1 %,
Maximum / Marxcunmym:100.3 %,
Average / Cpennee:95.9 %

End / Koney:

Minimum / Mzemyn: 89.8%,
Maximum / Maxcamym:99.4 %,
Average / Cpeanee:95.3%

Mometazone Furoate /
Momeralona (pypoar:

Beg / Hauauo:

Minimum / Masemym 100.3 %,
Maximum / MakcmyaymM: 105.4%,
Average / Cpemee: 102,5%
End / Koney:

Minimum / Mupaaym 100.8%,
Maximum / Maxcunynm: 106.8%,

He Gosee 6 3uaueHmit u3 60 onpenenennit | Average/ Cpemmee 103.4%
MOTYT OTKIIOHATCE OT CpEeOHEro 3HAYCHNA
Hoiee geM Ha + 25 %, ¥ HM OHOTO,
B Gonee gemM Ha + 35 %
Prepared by / Checked by / IlposepeHo ‘tpproved by / Onodpeno
_ [MoareTonaeno
| Signature / Hogmuch 4 =i
| Date / Jlata T o aethen — 2Y9709{r05-\ 1) 841 20 L4
Name / ®UO Atul Kumar Arun Patyal Sandeep Semw_al
Designation / Officer — QA Officer -QA Sr. Manager -QA.
JIORHOCTE

FCM/QA054/08.00
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Glenmark Pharmaceuticals Ltd

Certificate of Analysis for Finished Product /
CepTnduxat aHAIH3A HA TOTOBYIO NPOAYKIHIC

addi, Distt. Solan Himachal Pradesh 173205, India

Page 6 of 9/ Crp. 6m 9
Name of product / Momat Rino Advance /
HanmenopaEne MpoAyKIHI Mowmar Puno Anganc
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henareutonantoe Ase1acTAAA IMAPOXIOPHI H MOMeTasoHa iypoart cupeit HAZABHEbIA J03MPOBAHHEIN
HAHMEHOBAHHE op
Each spray delivers / Kaxnas f03a cipes COIEpKUAT:
JelicTaylomne semecTsa Mometazone Fuorate BP 50 mog / Momerasona dypoar Bpat.@. 50 mxr
Azelastine Hydrochloride BP 140 meg / AsenacTuia rUAPOXTIOPUL Bput.d. 140 MEr
140 meg + 50 meg Date of Mfg, /
Strength / Noaupoaka 140 mxr + 50 MK JlaTa npoR3BoACTSA 07/2021
Dosage form / Metered-dose nasal spray /
Jlexa . Crpelt B % 1 g | Date of Exp. / Topen no 0672023
Product code / Kog npogysra | SRU0300082460401DM Date of release / lata Bbimycks 24.07.2021
Qty. Released / 7,620 BOT
Batch No/Cepua Xe 12210389 Ko/im4ecTBO BLINYIIEHO 7,620 ¢uaxonoB
Mfg. License No,/ MNB/10/832
Batch size / Pasmep cepau 8,465 / 8,465 dnaxonos MypouseoncTaeunas suuening Ne
Inspection Lot No Mfg, License Date /
Kontposupyeman cepus Ne 040000337831 Il pon3BoJCTRCHNAS IMUEHINA (1aT8) 30/04/2020
GMP Compliance certificate Data /
chkage size / Yuaxosxa 150 doses / 150 nos GMP cepraduscar (aara) 18/06/2020
: GMP Compliance certificate No /
Market / Poraok Russia / Poccns GMP ceprupmicar No GMP-01556/20/IN
Reference specification No / STP No/
Cremnt N SPC-CC-034590 CII N STP-CC-026675
No TESTS / IOKA3ZATEJIN LIMITS / TPEBOBARMA - OBSERVATION / PE3VIIbTATHI

14, | Uniformity of dosage unit /
OnaopoaAnocT: 03UPOBARAY

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

If 2 or 3 valyes deviate by more than
+25%, but less than #359%, test the
following 20 bottles.

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

He Gonee 1 3navenna m3 10 onpezenenuit
MOXET  OTKIOHSTCA  OT  CPEJHero
3paqcHEA Gonee weM Ha +25% (oT
gaxporo w3 10 duraxonor Gepercs mo
omHOM HAYANbHOHW  BHICBOGOMTAEMOK
I03e), M HH ojHoro, Gosee wueM wHa
+35%.

Em fgea MMM TPE 3IHAYEHWS HMCHOT
oTknoHems Gomee TeM 25 %, HO
MeHee, weM +35%, TO UCIBITRBRIOT
crenyomue 20 §nakoHos.

He OGonee Tpex a3HaucHuit MOCYT
OTKIOHATECA OT CPeNHEro 3HaueHud
fomee, yem Ha +25%, U HM OMHOTO,
Gonee weM Ha + 35 %.

Azelastine Hydrochloride /
AlenacTRHA TUAPOXI0pAA;

Minimum / MyaunvyM 91.1 %,
Maximum / Makcrmym:100.3 %,
Average / Cpeymee:95.9%

Mometazone Furoate /
MaomeTasoHa (ypoar:

Minimum / Musemynm: 100.3%,
Maximum / Makcumynm: 105.4 %,
Average / Cpemmee: 102.9 %

Prepared by / Checked by / IIposepeno ?pproved by / OnoGpeno
HoargroBaecHo ~
Signature / Nognech : CH ==~
Date / lata 2 lagfreny 1Y e9/v0)) 1yl s§) WY
Name / PHO Atyl Kumar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JoamuocTh

FCM/QAQ54/08.00
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Q[enmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@hom2.vsnl.net.in

Anen forssew et Certificate of Analysis for Finished Product /
CepTnuKaT 2ARAIN3A HA FOTOBYIO NPOJYKIUHIO

Page79f9/CTp.7n39
Name of product / Momat Rino Advance /
HarmeH0BANAE NPOAYKIEI Momar Puno Aupauq ]
Generle name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarenrosattoe AsenacTana IMAPOXIIOPHIL 1 MOMETA3oHA (YpoaT cripelt Ha3amsHBIH J03NPOBRHHKIE
HAEMCHOBREOE P ypo
Each spray delivers / Kaxnaa no3a cnpes CONEPHHT:
JeiicTayromuae BemecTaa Mometazone Fyorate BP 50 mcg / Momerazona diypoar Bpur.®. 50 M
Azelastine Hydrochloride BP 140 mcg / AsenacTaHa ruapox/Iopui Bpur.®. 140 Mxr
T40meg +50meg | Date of Mfg./
Strength / loauponca 140 MxT + 50 MKr JlaTa Npou3BoACTBA 07/2021
Dosage form / Metered-dose nasal spray / ‘ ‘ }
JlekapcrBennan opma Cripei HA3UTHERH A030poBanHb Date of Exp. / Conen a0 06/2023
Product cede / Kog mpogyxra | SRU0300082460401DM Date of release / laTa BbIIycKa 24.07.2021
Qty. Released / 7,620 BOT
Batch No/Cepux N 12210389 KoIn4erTBe BHINYMEHD 7,620 ¢naxonos
Mfg. License No. / MNB/10/832
Batch size / Pazmep cepan 8,465 / 8,465 dquiakonon TNponssoscraennan suuensus No
Inspection Lot No Mfg, License Date/
Komrpoaupyeman cepug Ne 040000337831 Ipor3BoicTReHNas JUNCH3IAA (1aTA) 300422020
GMP Compliance certificate Data /
Package size / ¥naxoBka . 150 doses / 150 03 | GMP ceprugmecar (2aT8) 18/06/2020
Market / Prigok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP cepraduxar Ne
Reference specification Ne / STP No/ -
Crenudmkamms N SPC.CC-(034990 CTIA N STP-CC-026675
No TESTS / TOKA3ATEIA LIMITS / TPEBOBAHHA OBSERVATION / PEIVJIBTATEL

15. | Microbiological purity / MaxpoSaoorngeckas Jucrora
Total aerobic microbial count and Not more than 10% cfu per 1 g (ml) of the | Less than 10 cfivml / Menee 10 KOE/mx

total yeast and moulds count product / He Gonee 10> KOE B 1 r ()
(combined) / OGmee uncno npenapaTa
a3poCHEIX OarTepuii H APOACKEBBIX K
miecHeBkIX rpaGos (CyMMapHO)
Test for Absence of Specified
Micreorganism / Tect ua
cnenufimIecKkne
MHAKPOOPTAHAIMBI Absent /
. sent / OTcyTeTBYET
Pseudomonas aeruginosa Absence per 1 g (ml) of the product / 4
Orcyrerere b 1 r (1) mpenapara )
Staphylococcus aureus Absence per 1 g (ml) of the product / Absent / 3 yer
Orcyrersee B | T (M) mpenapata

Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / | Absent/OrcyTersyer

DurepolaxTepin, yeTOHHBLIE K OrcyTetare B 1 r (M) npenapara
AEIIH

16. | Assay/KananecTeennoe onpeasinesne

a) Azelastine hydrochloride / From 835 % to 115 % of the labeled claim | 100.5%/100,5%
A3enacTHEHA [HAPOXIOPH] of azelastine hydrochloride / Ot 85 % 10
115% or 3adBIeHHOrO KOJIHYECTRA
A3EMACTAHA FHAPOXIOPHIA |
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 103.8%/103,8%
MomeTazona ¢gypoar of mometazone furoate / Ot 85% mo
115% oT 3auBAECHHOTO KOMUYECTBA
MomerasoHa ¢ypoara
Prepared by / Checked by / Tiposepeno Approved by / Oxoépeno
HoroToBJeHO
| Signature / Hoanncs ' ‘ i s =
Date / llata PRI 110 1py [ 2umyeq) A
Name / ®HO Atul Kumar ' Arun Patyal Sandeep Semwal
Designation / ' Officer — QA Officer -QA Sr. Manager -QA
JomKHOCTD

FCM/QADS4/08.00
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A for a new world . . _—
il Certificate of Analysis for Finished Product /
CepTR(MKAT aHAIH3A Ha FOTOBYIO NPOAYKUAI0
Page8of9/Crp. 8239
Name of produet / Momat Rino Advance /
Haumenosanue NpOAYKHAN Mowmat Prro Anpanc . _ — _
g:::f:n?r‘:::l:uoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Hauvenonamme AseacTaHa MHOpOXIOpHMA 1 Moue'ra:x.ma typoat cgpeﬁ Ha3TLHLIH nosnp(.)nalmrﬁ
Each spray delivers / Kaxian no3a cipes CO/ICPIHT;
JleficTeyromuae BeIecTRA Mometazone Fuorate BP 50 mcg / Momerasona dypoat Bpur.®. 50 mxr
. Az§last§ne Hydrochloride BP 140 meg / AzexracTiHa rEApOXNOpUL Bpnjr._tb. 140 mxr
P 140 mxr + 50 mir Jara npoussoacrea |

Dosage form / Metered-dose nasal spray / - e
Tlexa sHan Gopsa Crpett 5z i 03O it D:m=T of Exp. / Tonen 10 0-6/2023
Product code / Kop mpoayxra | SRU0300082460401DM | Date of release / Jiara pumyexa 24.07.2021

' Qty. Released / 7,620 BOT
Batch No/Cepist Xo 12210389 KonuMecTs0 BRINYIMERO 7,620 duiaxonos

' Mfg. License No. / MNB/10/832 '
Batch size / Paimep ee!:la.n . 8,465/ 8,465 @axonon poussoncTaennas amuenans N
Inspection Lot No ) Mfg. License Date/
Konvponapyemas cepas Ne 0400003_3783 1 Ilpou3BoacTReHHAS JHICHINA (1aT2) 30/04/2020
GMP Compliance certificate Data /
Package size / Ynakoska . 150 doses / 150 noa“ ‘ GMP ceprugmscar (naTa) | 18/06/2020
Market / Prrmiok Russia / Pocens GMP Compliance certificate No/ | Gvp_g1556/20/IN
, | GMP ceprudnaxar N

Reference specification No / iy "STP No/ i
Coenaduranss N SPC-CC-034990 CIIHA M STP-CC-026675
No TESTS / TOKA3ATEJINA LIMITS / TPEBOBAHHH OBSERVATION / PE3YJIbTATHRI

¢) Benzalkonium chloride /
Beniankouus LIopag

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 1o
120% or 3a’sBICHHOTO KOJNHMMECTBA
GeH3aNKOHS XIOPHIa

85.4%/85,4%

17. Package%m i
< TR S

75 or 150 doses in a HDPE plastic bottle

equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / Ilo 75 u
150 g03 Bo duaxor mu3z IIOBIL,
cHAGKEHHKIH JO3UPYIOIMHEM YCTPORCTBOM
¥ HA3AMLHBIM AJ4ITEPOM C 3AIATHRIM
romagxoM. @naxkod ¢ HHCTPYKIMEH 1o
UPUMEHEHIIO IIOMCIAIOT B KAPTOHHYIO
OavKy.

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 o3 Bo duiakon u3
TIDBIL, cHaxeHHRi A03APYIOTAM
YCTpOHCTBOM X HA3ANLHEIM SJANTCPOM ©
JAMUTHEM KoJIadkoM. DIakoH ¢
pHCTpyKIMe]! 00 NPAMEHERI0 NOMSIIAIT B

KAPTOHHYIO MAYKY.

18. | Labeling / Mup:

According to ND / B coorsercraun ¢ HJI

19. | Storage/ Xpanenue

T Store at 15 to 25 °C, protected from light. Do not freeze. / B 3aummerHsoM or CBETA MECTE
px Tempepatype ot 15 no 25 °C. He saMopaxaBats.

20. | Shelf-life / Cpok roanocTs

2 years/Zmna'

Any deviation/Incident/O0S: NA

Orionennsa/meconrsercrens/00C: NA

Declaration of certification: “I hereby certify that the above information is authentic and accuyrate. 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. JI1-003328-231115, 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 baich processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3aKMOYMCANE O COOTBETCTBAN: HACTOAIIIM MOATBEPIKIAL0, YTO MPSACTABICHHAN BRINE MHGOPMAINS SBIACTCH JOCTOBEPHOM H TOYHOM.

Jlaumas cepus GEIA IPOM3BENSHA, BKIOYAs YNAKOBKY/MApKMPOBKY, M HPOKOHTPOIMDOBAHA HA YKAJAHHOM BhIe MPORIBOACTREHHON

Prepared by / Checked by / IIposepeso | (\pproved by / OnoGpeno
‘ Iogrorosaeno | o
| Signature / Hoanucs 4 =_
Date / Jlara  asmladhesa Wledl 102 Tuia | 2"
Name / ®UO _Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JoEROCTD

FCM/QA054/08.00
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A new for world . . .
R Certificate of Analysis for Finished Product /
CeprudmicaT aga/IN3a Ha roTOBYIO NPOXYKIMIO
Page9 of 9/ Crp. 953 9
Name of product / Momat Rino Advance /
Hanmenopange npoayKuay Mouat Pmo AJsane
g:::::;ﬁ:’:: Hoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HEMEHORATHE AsenacTAHa THAPOXIOPHA H MOMETA30HA (iypoar crpeii HasambHLIH O3HPORAHHBIH
Each spray delivers / Kaspas 103a cripes cOAEpidT:
HAclicTayromne semecraa Mometazone Fuorate BP 50 mcg / Momerasona diypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenacrima rumpoxnopza bpar.@. 140 mMxr
140 meg + 50 meg B ‘Date of Mig, / ) '
Strength / Jlosmposica 140 mEr + 50 Mr JlaTA mMpOUIBOACTBA 07/2021
Dosage form / Metered-dose nasal spray / ' '
Jlexapcereernnas fiopma Cn_peﬁ Hasmmm:ﬁ{z noarqponammﬁ Date of Exp. / Tonent xo 06/2023
Product code / Kon mpoxysra | SRUQ300082460401DM ' Date of release / [lata Bhimycea ' 24.07.2021
Qty. Released / 7,620 BOT
Batch No/Cepnn Mo 12210389 Ko/tH1ecTBO BHINYIHEHD 7,620 duakonos
Mfg. License No. / MNB/10/832
Batch size / Pazmep cepnn 8,465 / 8,465 dnaxonor Tpowssoacraennas tuneusus N
Inspection Lot No Mfyg. License Date/ )
Kostposmpyemas cepas No 040000337831 TIpou3BOACTBERAAS JHICH3AA (18T2) 30/04/2020
GMP Compliance certificate Data /
Package size / Ynakoska 150 doses / 150 xo3 GMP cepraduicar (aarva) 18/06/2020
Market / Prios Russia / Poceus GMP Compliance certificate No/ | Gyip.o155620/N
GMP cepraduiar No
Reference specification No / STPNo/
Coemmdy B SPC-CC-034990 CIIN Na STP-CC-026675

(IO ke B TONHOM COOTRETCTRIH ¢ Tpebopanmamu Haanexamelt [Tpowssoxctaenuoli Ipaxrma (GMP) n TpeGoBanuaMT HROPMATHEHOM
noxymertamm JII-003328-231115, Han. Ne 1 ot 12.09.2016, Ham, Ne 2 or 05.12.2016, Ham. Ne 3 or 08.10.2018, Mam. Ne 4 or
03.06.2019, M3am. Ne 5 or 20.03.2019, Ham. Ne 6 ot 23.01.2020, Vam. Ne 7 or 20.02.2020. JlanHas cepus COOTBETCTRYET TpeGoBaHMIM
HOpMaTHBHOH joxyMenTaups. IIPOTOKCNS! TIPOM3BOLCTRA, YNAKOBKM ¥ TPOBCHCHHEIX AMAIN30B  JUIA nauHo#t cepum  Gblma
NPOAHATIBHPOBAHE] ¥ CAENANO JAKTFOUEHHE, TG OHH COOTBETCTRYIOT TpeGopanraM Hanexameh Tipossoacreerrol Ipaxraxa {GMP).

Prepared by / Checked by / ITposepeno ?pproved by / Onobpeno
HoaroroBieHo .
Signature / Ioanacn #h =
Date / Jlata 29/09 Jorn 2u4f ot vo2l P
Name / ®HO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Officer — QA Officer -QA Sr. Manager -QA
JloJokHoCTD

FCM/QAO34/08.00




