Glenmark Pharmaceuticals Ltd

G Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
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A for 2 new world . . -
e Certificate of Analysis for Finished Product/
CepruduKaT aHa/1M32 HA TOTOBYI0 HPOXYKIMI0
Page 1 qf 9/Crp. 1139
Name of product / Momat Rino Advance /
Haumenosanne KpoAyKnun Mowmar Putio AJaaHe ‘ _ . v
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarentonatitioe 1 Asemacruua rrppoxnopua 1 MoMeTasoHa (ypoar cnpeit HasaBHLIH J03UPOBAHHLIHA
HANMCHOBAHHE : — , , — —
Each spray delivers / Kaxcan 1032 CTIpes COXEPHT:
Jeiicraymue BemecTsa Mometazone Fuorate BP 50 meg / Momerasona dypoat Bput.®. 50 mxr
A;elastil_le Hydrochloride BP 140 mog / A3enacTuHa rUApOXIOPI Bpur.®, 140 Mxr _
T140meg +50meg | Dateof Mfg./ Iy
Strength / losuponica 11\;0 Mxr + 50 MKT JlaTa nponisoACTEA 07(2021
Dosage form / | Metered-dose nasal spray / L )
JlekapeTnennan gopma _ Crpelt s st JoaupoBaRbA Date of Exp. / Tonen 1o | 06/2023
Product code / Kon mpoxykra | SI_{U03_00'0_824604{)1D~M‘ Date of rglehse / Jara Bhinycka | 24.07.2021
Qty. Released / 7,320 BOT
Batch No/ Cepus M 12210385 KossuecTB0 BRINYIEHO 7.320 ¢uraxonon
"Mfg. License No./ MNB/10/832
Batch size / Paamep cepun 8,465 / 8,465 tumaxonos Tponssoncraennas auensna Ne
Inspection Lot No ' : ' ' T Mfy. License Date/ ' ' '
KonTpomapyeman cepus Mo 040000337706 I poK3BONCTBERNAN AMTEHINH (18T2) 30/04/?020
GMP Compliance certificate Data / |
Package size / ¥naxosxka .] 50 doses / 150 jo3 GMP ceprn prcar (nara) 18l0§l2020
Market / Pronosk Russia / Poceus GMP Compliance certificate No/ | Gyvip_01556/20IN
GMP ceprudmxar Nb
Reference specification No/ STPNo/ o ' )
Crenndmiansa No SPC-CC-034990 CIM N STP-CC-026675
No TESTS / TTIOKA3ZATEIN LIMITS / TPEBOBAHHA OBSERVATION / PE3VJIbTATHI
1. | Description / Omucanne White to off-white suspension / Bewas | Off-white suspension /
WM IOYTH Genas Cycrenaus IMouri Genan cycrenIus
2. | Identification / MoamunnocTs '

a) Azelastine hydrochloride /
A‘zenacmuna 2udpoxnopué

retention time
chromatogram
yAepKUBAHIA

YACPKVBAHUA

pazzen

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
hydrochloride standard solution / Bpems
XPOMATOIPAMME HCIILITYEMOIO PacTBOpa
XPOMBTOIDEMME PACTROPA CTAHAAPTHOIO
ofpasna azenactuda ruipoxiopuma (cM.

OIIpEfiCIICHAED).

«KonuvecTseHHOS

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
of the main peak in the | the main peak in the chromatogram of
of azelastine | azelastine hydrochloride standard solution /
Bpemst yIePXAUBAHMS OCHOBHOIO IMKA Ha
OCHOBHOrO [MKAa Ha | XpOMaTOrpaMMe HCIRITYEMCrS — PAcTBOpa
COOTBETCTBYET  BPEMCHH  YACPKHBAHHS
JIOMKHO  COOTBETCTBOBATE  BPEMEHM | OCHOBHOTO ITMKE H8  XPOMATOTpamMMe
OCHOBHOPO THMKA Ha | pacTBOpA CTAHIAPTHOIO 0fpa3lia a3enacTuHa
TEAPOXTIOPH/IA (cm. paspen
«KOIFIECTBEHHOE OYIPEAENCHRER).

retention time
chromatogram

HCIBITYEMOTO

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the

standard solution / Bpema yaepxusanus
OCHOBHOTO MHMKA HAa XpOMATOTPAMME

COOTBETCTROBATH BPEMEHH YCDHCUBAHUS
OCHOBHOTO IHMK2 HA XpOMAaToTpaMMe

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
of the main peak in the | the main peak in the chromatogram of
of mometascne furoate | mometasone furoate standard solution /
Bpems yaepKHUBaHEd OCHOBHOTO MMKA HA
XpOMZTOrpaMMe  HCILITYCMOr0  pacTsopa
pacTsopa IOIDKHO | COOTBETCTBYET  BPEMEHM  YACPXUBAHEA
OCHOBHOrO [MKa HA  XpOMarorpaMme
PECTBOPa CTAHAAPTROTO 05pasiia MOMETa30H2

pactBopa CTaHJapTHOTO ofipasia | diypoara (cM. pasmen «KonmiecTBeHHOS

MOMeTa3oHa  (ypoaTa (CM. pasieN | ONpCNEIIEHHEN).

«KOMMMecTBEHHOE ONPENeICHUED ).

Prepared By / Iloargrosneno _Checked by / IIponepeno Y Approved by / Onofpeno

Signature / Mopmezcs ‘ ] R (- .
Date / Jlara 2M\eq |1, 2 {09 a2t 2L o5y
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Glenmark Pharmaceuticals Litd

G Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Glenm&nk Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in
A £ world . . . s
ey Certificate of Analysis for Finished Product /
CepTuduxar aHaIN3a Ha rOTOBYIO HPOXYKUMI0
i Page20of%/Crp.2m9
Name of product / Momat Rino Advance /
Hanmenomne IPOAYKIHH Moma'; Pm:go A)maﬂc ‘ . ‘
generic name / Azelastine Hydrochioride and Mometasone Fuorate metered dose nasal spray /
ENATENTORAMHOE A3enacTiHa I XIOpHL ¥ MOMETas0Ha Gypoar ii HasaNLHLI J03MPOBAHHKIA
HAaMMeHgBaNue MPO op ypoar enpe !
Each spray delivers / Kasaan 503a crpes COTEpRET:
JeiicTByrompe semecTsa Mometazone Fucrate B 50 mog / Momerasona dypoat Bpur.@. 50 Mxr
' ] Azelastine Hydrochloride BP 140 meg / Asenacruna ruppoxnopus Bpar.@. 140 Mkr
' T 140'meg + 50 meg T Date of Mig, / ‘ ‘ g
Strength / losnponica 140 vxr + 50 mxr Jara npou3IBOACTAA . 07/2021
Dosage farm / Metered-dose nasal spray / - o
JIeKApCTBEHHAR dopma Cupeit nasa.m.nmﬁ J0IAPOBAHHBIH I)a.te of Exp./ l'oqen "m_ i 06/2023
Product code / Kon npojysera | SRU0300082460401DM ‘ Date of release / lava spiycia 24.07.2021
: Qty. Released / 7,320 BOT
Batch No/Cepua N 12210385 Komaa —— 7,320 guaxonos
"Mfg, License No./ MNB/10/832
Batch size / Pasmep cepun 8,465/ 8,465 ¢dnaxonos HpomssoacTsennan tuueusas Ne
Inspection Lot No ' Mfyg. License Date / ‘
Konrpoanpyemas cepua Nb 0490003?7706 Ipon3BOACTREAHAN JUICH3HNA (1aTa) 30/04/2020
T GMP Compliance certificate Data /
Package size / Ynakoska 1_50 doses / 150 nos  GMP copra dmcar (aama) 18/96/2020
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepradmxar Ne
Reference specification No / oan "STPNe/
Cuennipmcauus Mo SPC-CC-0349%0 CIIH Ne STP-CC-026675
No TESTS / MOKA3ATEIH LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIBTATBI
¢} Benzalkonlum chloride / In the test of gssay, the chromatogram of | In the test of assay, the chromatogram of the
Bentankonusn xiopud the sample sohition 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 chloride homologues Ciz2 and
homologues Ciz and Cia in the | Ci¢ in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha XpoMaTorpaMme HCIBITYCMOTO
Ha  xpomatorpaMMe  HCIBITYEMOro | pacTBopa 00HapyRUBAIOTCH K,
pacTBopa  AOJDiHE!  OOHADYMEBATAECH | COOTBCTCTBYIOIIZE ne BpeMeHaM
[MKH, COOTBETCTBYIOINUE 110 BPEMEHAM | VACPXUBaHUA [HKAM IOMONOTOR Ci2 m Cus
yHEPEVBAHMA THMEAM romomoroR Ciz u | GEHIRIKOEME XIOPHAQ H2 XPOMATOrpaMMe
Cu GeHs3amKOHIs LIOpWAA  HA | CTAHAAPTHONC  pacTBopa  (eM.  pasmen
XpOMATOrpaMMe CTaHZapTHOTO pacTBopa | «KoNnHIeCTBEHHOE ONpEaeNeHyey).
(o™, pazgen «KonumecTeeHHOE
oﬂpeuene}me»} | 4\\/\'7\_5\
3. [pH From 4.010 5.0/ OT 4,0 10 5,0 4427442 /3
4. | Density / TlnoTaocTs | From 0.90 to 1.10 g/em?® / 103 glem’ ~
Ot 0,90 zo 1,10 rfem® 1.02 rfew® *
5. | Viscosity / Bmecrs Not less than 5 cPs / He menee 5 clI3 242 cPs /24,2 cIl3 = /A;'_
6. | Osmolality / OcmonssnmocTs 250 to 350 mOsm/kg / 323 mOsm/kg ' "-—-4., ] A
250 - 350 mOcw/icr 323 MOCA/icr "5@,
- - — - £ P
7. | Vial leak testing / IIponepxa Leakage traces should absent / No leakage traces / %ﬁ
(u1aKoHa HA rEPMETHUHOCTR OTCYTCTBHE CIEAOB YTEIKH Crieisl YTeIKH OTCYTCTRYIOT i

{
» Prepared by / Ioaroronieno Checked by / TIponepenc \ Approved by / Onopeno
Signature / loanncs T . ' ” 2 - — ) T
Date / Jlata PN 22 /nafro2t 2ulesi ey
Name / ®HOQ Atul Kumar _Arun Patyal Sandeep Semwal
Designation / [[oeROCES Officer - QA Officer -QA Sr. Manager -QA

FCMIQAUS4/08.00
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Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Glenmark  Tel: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in
A for world . - .
e Ry RrE Certificate of Analysis for Finished Product /
CepTuduxaT aHAIN32 HA FOTOBYI0 NPOXYKIHIO
P_agg.iqf 9/ Cap. 3 39
Name of product / Momat Rino Advance /
HaumeHoBAHAE NPOAVEIAN Moma'lj Puno Amaﬂc
gﬁgif:ﬂ:’:::;ﬂm Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
e — A3enacTHHa IuAPOXIOPIS B MOMETRIO0HE (ypoaT cnpe# HA3ANbHGEH nosnponammﬁ‘
: Each spray delivers / Kaxias 1o3a cripest COREPAMT:
JelficTayromue BEIIECTBA Mometazone Fuorate BP 50 mcg / Momerasona diypoar Bpur'®. 30 Mxr
Azelastine Hydrochloride BP 140 meg / AseiaCTiHA rupOXIIOPUI Bp[_n.tb. 140 mxr
' 140meg + 50 meg | Date of Mfg. / B
Strength / Jlosaponea 140 Mir + 50 MK JlaTa npoHE3IBoACTEA 0772021
Dosage form / | Metered-dose nasal spray / ‘ ‘
Jlexapcraennas Gopma Crpett Ha3aNEHGIH nqagpoagngnﬂi Date of EXP’ / F§uen Aa 06/2023
Product code / Kox npoyxra SRU03 00082460401DM ) | Date of release / iaTa BoImyCEa 24.07.2021
; Qfy. Released/ 7,320 BOT
Batch No/ Cepun Mo 12210385 KajuqecTso BLINYMEHO 7,320 dnagonos
' ' B Mfa. License No./ MNB/10/832
Batch size / Pazmep cepan 8,465 / 8,465 ¢naxonos TpoussoicTRenuas THIeH3HE No
Inspection Lot No o Mifg. License Date /
KonTposmpyemas cepun Nk 040000337706 Tipon3BoAcTREHHAN JTHNMEH3NR (nara) 30/04/2020
GMP Compliance certificate Data /
Package size / Ynakoska 1; 0 doses / 150 no‘a GMP ceprudmxat (1aTa) 18/06/2020
Market / Prirok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
i GMP cepragnxar No
Reference specification No / STP No/ ‘
Crenn st N SPC-CC-0349%0 CIlA N STP-CC-026675
No TESTS / TIOKAJATEJ/IM LIMITS / TPEBOBAHHAS OBSERVATION / PE3YJIBTATHI
8. | Mass of the released dose / Single dose / OTaebHas go3a: | Minimum / Munmmym: 101.6 %
Macca enicsofomnacmoii acant 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcumys:109.6 %
dose amount / 850 - 1150% or | Ayerage/Cpemee:107.0%
3afARIICHHOTO BHICBOGOX(IREMOTO
KOJIMYECTRA
Average dose / Cpennas go3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3agBIEHHOr0
BHICBOOOEIAEMOTO KONMIECTBA
9. | Mass of the vial content / Not less than 14.175 g/ 1458
Macea copepxumore duiaxona He menee 14,175 1451
16. | Dose number / KonnsecTso 103 Not less than 150 doses /- 196 doses / 196 no3
He menee 150 nos
11. | Particle size / Pasmep wacran 790 % of particles less than 10 um / 100.0 %/ 100,0%
90 % wacTH pasmepoM meHee 10 ren
100 % of particles less than 30 um / 100.0 %/ 100,0%
100% uacTun pasMepoM Mesec 30 MEM
Particles of more than 30 um should be Absent / OTCYTCTBYHOT
absent / Yacturm Gonee 30 MKM JOIDKHE!
) OTCYTCTBOBETE
12. | Related substances / Poxcraennbie npaMecH
) Azelastine hydrochloride /
Asenacmuna 2udpoxropud;
Single unspecified impurity / Not more than 0.89 %/ He Gonee 0,89 % | 0.21%/0,21%
Emasvas0i HenieRT -
dmmpoBaHHOM IPHMECH
Total impurities / Cymma mpamecett | Not more than 2.0 % / He Gonee 2,0 % 0.37%/0,37%
Prepared by / IoaroToBaeno Checked by / 1lposepeno \ Approved by / Onofpeno
Signature / Hoanuce ' | ) % ) -
Date / laTa AT (LY it S aufedfrous 24\l Y
Name / DHO Atul Kumar Arun Patyal Sandeep Semwal
Designation / Jommnocrs Officer - QA Officer -QA Sr. Manager ~QA

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nal

Glenmark Pharmaceuticals Litd

agarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 1732083, India

qlenmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: lenmark@bom?2.vsnl.net.in
A for world N . . e
s Certificate of Analysis for Finished Product /
Cepru)KaT aHAJH3A HA TOTOBYIO NPOAYKIHID
— : : Paged of 9/ Crp. 4139
Name of product / Momat Rino Advance /
.Haumnpnapne OPOIYKIHA Mowar PuHo AIlBch ] i ‘ i
‘Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarcaronannce AzenacTaHa XJIODUIL B MOMETa30Ha dypoar crpeli Hasambuki JO3MPOBAHHEIH
HAIMEHOBAHME rHipo . P P _ _
' [ Each spray delivers / Kaznan nosa cupes Conepsxut:
JeHcTBYIOMAE BEINECTRA Mometazone Fuorate BP 50 meg / Monmerasona dypoar Bpur.®. 50 mxr
. Azeglastine Hydrochloride BP 140 mog / A3e/iacTHHS FRAPOXIOPAN Gpar.®. 140 Mkr
140 meg+ S0meg | Date of Mfg./
Strength l Acauponka 140 mxr + 50 Mxr JlaTa npou3BoACTEA 07/2021
Dosage form / " Metered-dose nasal spray / ' PR
Jlexaperscnan gopua | Copeit 2t poHpOBAMLE Date of Exp. / I‘ouen‘ n.o 96{2023
_Product code / Ko mpogykra SR_U03000824604(_) 1DM Date of release / [lara BLmycKa , 24.(]7.2021_
' ' Qty. Released / ' 7,320 BOT
Batch N"‘ / Cepun 2 .122]03 85 KonnuecTao BLINYMCHO 7,320 ¢uakoHoB
Mfg. License No. / MNB/10/832
Batch size / Paimep cep.nn 8,465 / 8,465 durakoHoB TpoussoacTaemmas annensaa Ne
Inspection Lot No P I Mfg. License Date/ '
Koxtponapyeman cepns Ne 040000337706 Hpou3soicTBERHAN JAUEHIAA (AAT4) 30/04/2020 ‘
GMP Compliance cerfificate Data/ |
Package size / ¥nakosxa 1§0 doses / 150 o3 GMP cepradurat (1ara) 18/06/2020
N GMP Compliance certificate No/
Market / Poinox , Russia / Poccus GMP cepruduar o GMP-(1556/20/IN
Reference specification No/ | o ’ STPNo/ |
Coeuuduxama Ne SPC-CC-034930 CITH Ne STP-CC-026675
No TESTS / MOKA3ATEJIHA LIMITS /! TPEBOBAHHA OBSERVATION / PE3YJILTATHI
b) Mometasone furoate /
Momemazona dypoam Not more than 1.0 % / He Gonee 1,0 % 0.02% /0,02%
Impurity D / Tpamecs D
Single unspecified impurity / Not more than 1.0 %/ He 6onee 1,0% | 0.06 %/ 0,06 %
Enrenrareas HenpeETAGUIpOBaHLA
MpHMECE Not more than 2.0 % / He 6osee 2,0 % 0.24 %/ 0,24 %
Total impurities / Cymma neex
npuneceti
Prepared by / Hoarorosteno | Checked by / Iponepeno_ \ Approved by / OnoGpeno
Signature / Hopnuch - Bk > _
Date / Jlata _aapa)em 2Mfo4{vari ey Yy
Name /®HO , Atu) Kumar Arun Patyal Sandeep Semwal
Designation / Tonmuaocrn Officer - QA Officer -QA Sr. Manager -QA

FCM/QA034/08.00




G 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 for world . o . s
R Certificate of Analysis for Finished Product /
CepTH(HEAT aHANH3Z HA [OTOBYI0 NPOAYKIHID
__Page 50f9/Cip.5m39
Name of product / Momat Rino Advance / '
Haumenosauee HpOAYKRAL Mougn‘ Puno ABanc ]
g::zr:;’;::;ﬂu Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
_mammenonakue A3eacTiHa FMIPOXNIGPY/ I MOMETa30Ha (ypoat cripeit Ha3aEHRHA .!msupona}mmﬁ‘
Each spray delivers / Kanc1as 03a CTipes CONCPHUT:
JIeiicTBYI0IIHE BEMECTRBA Mometazone Fuorate BP 50 mcg / Momerasona typoat Bpur.@. 50 mxr
_ Azelastine Hydrochloride BP 140 meg / AsenacTua ruppoxopua Bput.®. 140 mr
140 meg + 50 meg T T Date of Mfg. 1 T
Strength Illo:{npnnlm 140 mxr + 50 Mk JlaTa npon3soACcTRA 07/2021
Daosage form / Metered-dose nasal spray / ) SR
JlexapcTBennan qropma Cnpeﬁ HasaJmm:m gqsg:poaam{blﬁ i Date of Exp. / [‘one_u Ao 06/2023
Product code / Kox npoaysra SRU03000824§040_1 DM _ Date of release / Jlata Bomycka 24.07.2021
Qty. Released / 7,320 BOT
Batch No/ Cepnn 3 12210385 KoJIA1ecTB0 BRINYmMEno 7,320 dnaxonos
' Mig. License No. / T MNB/10/832
Batch size / Paimep cepgn 8,465 / 8,465 duaxouos TipowsoncTsennas ANeH3E No
Inspection Lot No ‘ ' Mfz. License Date /
Konrpoaupyeman cepug N 040000337706 TIpou3soicTREHHAN JIMIECHIAH (maTa) 300472020
GMP Compliance certificate Data / '
Package size / Ynaxonka 150 doses / 150 no§ | GMP ceprudmuar (xerva) 18/06/2020
Market / Prision Russia / Pocor GMP Compliance certificate No/ | Gvip.01556/20/IN
. GMP cepruduiar Ne
Reference specification No / S STPNo/ A
Cremudukcanns N SPC-CC-(34990 CIIH Ne STP-CC-026673
No TESTS / TOKA3ZATEJIHX LIMITS / TPEBOBAHNMA OBSERVATION / PE3VJILTATHI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride / )
OnnopoaroeTs BeicBoGoxnaemoil | determinations may deviate from the | AsenacTHHA FHAPOXNOPHL:
03B! mean value by more than +25% (one
starting and one end delivered dose is S .
taken from each of 10 bottles) and none fm"g iy 1019 %
may deviate by more than 3:35%. M mmum /Lﬁnmyu. -1 0'8 7 :}
If 3 to 6 values deviate by more than Aaxlmut;l p mm?’?;;' 6% b
£25%, but less than 435%, fest the | VOTRES/LPEREEIID. 0
following 20 bottles. End./ Koney:
Not more than 6 values from 60 | Minimum/Murmaym: 98.8 %,
determinations can deviate from the mean | Maximum / Maxcunyn:108.8 %,
value by more than £25% and none can | Average/ Cpemmee:104.0%
deviate by more than +35% /
He Gouee 2 3aauenmii us 20 onpeneneHui | Mometazone Furoate /
MOTYT OTKICHATCA OT CPS/IHEr0 3HAYCHEA | MomeTasona hypoar:
I Bonee weM Ha * 25 % (ot xaxmoro u3 10
g Aso dnaxoros Gepyrcs no OAHOM HAYAILHOA
/,;}\3*" P % . ¥ omiolff oHewHok phcBoGoucacnoi | Beg / Hauano: o
> /{ﬁ\. n03e), ¥ HU omHoro - Gonee HEM Ha Minimum { Mumvynt 104.9 %,
o © 1359, Maximum / Maxciym: 110.7%,
* « || Bcam or 3 no 6 3Heucwnit MMEROT Average / Cpemmee: 107.4%
o : OTKIoHeHuEH Oonee weM = 25%, Bo | End/Koney:
oy Megbme, YeM + 35 %, To uennrrezBator | Minimum / Munmvym 100.6%,
z cnemyromme 20 hrakoHoB. Maximum / Makcvys: 110.0 %,
G He Gonee 6 3nagermii w3 60 onpenenenuii | Average / Cpemee 105.7%
MOTYT OTKJOHSTCSA OT CPEHEr0 IHAYCHIN
Honee 9eM Ha * 25 %, ¥ HM OXHOTO,
Gonee weM Ha £ 35 %

¢
Prepared hy / Iloarotonneso ‘Checked by / IIposepeno ] Approved by / OnoGpeno
Signature / Hoannck T D ] T L ' ]
_Date/Jlara 1o o Jron _Huleqherd L) g5y 208
Name / DHO Atul Kumar Arun Patyal ' " Sandeep Semwal
Designation / JIoykBocTs Officer—QA ) Officer -QA Sr. Manager -QA

FCM/QADS4/08.00
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Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Q[enmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmarki@bom?2.vsnl.net.in
A for world . . .
ey Certificate of Analysis for Finished Product /
CepTaduKaT aHAIN3A HA FOTOBYIO NPOAYKUNIO
- _Page60of9/Crp.6m3 9
Name of product / Momat Rino Advance /
HaumeHnoBaHHe NPOYKNAN Mmga’r Pgu;o Ansanc ,
gzz:?:nl:;:;noe Azelastine Hydrochloride and Memetasone Fuorate metered dose nasal spray /
BapmeHonanue AsenacTina TEIPOXIIOPHT H Momwona dypoart crpeil HAIATH HELH JOIAPOBRHHETH
Each spray delivers / Kaxxaa 1038 cripest CONCPMHT:
Jlelicrayiomue BEmeCTRa Mometazone Fuorate BP 50 meg / Momerasoma diypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / AseacTiHA I’HAPOXTIOPHL Bpur.®. 140 mxr
140 meg + 50 meg ' Date of Mfg./
Stmngth { Mosuporica 140 MK + 50 MET J—— 07/2021
Dosage form / Metered-dose nasal spray / e L
.!Iekapcmeunan ql_opma Cnpeli HA3QILHENH nqanposajmmﬁ ‘ Date of Exp. / Fonett a0 06/2023
Product code / Kon mpoxykra SRU0300082460401DM Date of release / /lara srimycka 24.07720_21
Qty. Released / 7,320 BOT
Batch No/Cepna Mo 12210385 KoTHe16cTBO BLITYMIEHO 7320 daxoros
Mfg. License No./ MNB/10/832
Batch size / Pazmep cepun 8,4'65 / 8,465 ¢maxoHop TpoussoxcThenan numemsus No
Inspection Lot No ' Mfg, License Date /
Konrpoanpyemas cepua Nu 04000_0337706 Tpor3BOACTREHHEAS TUNEHIAN (14TA) 30/04/_2 020
GMP Compliance certificate Data /
Package size / Ynakonka 150 doses / 150 no3 GMP cepradukar (1878) 18/06/2020
; ‘ GMP Compliance certificate No / ]
Market / Puinox Russia / Pocc@ GMP cepradukar Nu GMP-01556/20/IN
Reference specification No / STPNo/
Crenndmicamn N SPC-CC-034990 CIId Ne STP-CC-026675
No TESTS / IOKA3BATEH LIMETS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
14. | Uniformity of dosage unit / - Not more than 1 value from 10 | Azelastine Hydrochloride /

OHOPOAROCTH NOIUPOBARNA

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 snauerus u3 10 onpeaenermid
MOXKET OTKIOHATCA  OT  CPSIHErc
qHaucHME OGormee ueM Ha +25% (or
kwxgore w3 10 ¢nakonos Geperes mo
omHo¥ HAYamsHOW  BRICBOGOXIACMON
J03e), W HH ofHoro, Oonee @eM Ha
*+ 35 %.

Em jpsa ama TpH 3HaYCHEA HAMEIOT
oTkmonHenns  Gonee ueM +25%, HO
MeHee, ueM +35%, TO HCHBITHBAIOT
cregvionpae 20 ¢naxo=HoB.

He Gomee 1Tpex sHaueHmidt MoOryT
OTKIOHATBCS OT CPEIOHENC 3HAYCHUA
Gonee, 9eM Ha +25 %, B HA OfHOrO,
6oiee 9eM Ha £ 35 %.

AleJIacTHHA MHAPOXIIOPHN:

Minimum / Muomaym 101.9 %,
Maximum / Maxcmayn:108.7 %,
Average / Cpenree:105.6 %

Mometazone Furoate /
MowmeTazona gypoat:

Minimum / Muausmyn: 104.9%,
Maximum / Maxcamym: 110.7 %,
Average / Cpemnee: 107.4 %

_ {
Pr [/ Doareronaeno | e %M@
Signature / Hoxnacs — ) £ ‘ ‘
Date / lara LM\ 0 2004100 241041 202
Name / ®HO Atul Kumar Arun Patyal " Sandeep Semwal
Designation / Jomxaocts Officer - QA Officer -QA Sr. Manager ~-QA

FCM/QA054/08.00




6 Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal

Pradesh 173203, India

qlenmank Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom? vsnl.net.in

A fo id . . e
e Certificate of Analysis for Finished Product /

CeprudukaT aHaju3a HA FOTOBYH MPOAYKLHIO
Parge.'l_of9iC7p.7na9
Name of product/ Momat Rino Advance /
HaumenoBaHe nNpoayKTaN Mowmar Puno ABaHc ] _
g:z::l:;?::;“m Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
S A3SIACTHHA FHAPOXIOPHA # MoMeTasoHa (ypoar crpel Ha3abHEIH JIOBle‘JBaHl-u:Iﬁ
Each spray delivers / Kancas 1032 Cipes CONCpMWT:
HeitcTByIon(e BeMeCTBa Mometazone Fuorate BP 50 mcg / MomeTasona giypoar Bpur.®. 50 Mkr
_ Azelastine Hydrochloride BP 140 meg / A3eRacTrHA THAPOXAOPUI Bpur. @, 140_ MKI
140 meg + 50 meg ] Date of Mfg. /
Strength / {o3aposka 140 umKr + 50 MKT Jlate DpoH3BOACTEA 07/2021 |
Dosage form / Metered-dose nasal spray / o ' ‘
Jekapernennan opma Cripelt Hasanzmit Ap3apo: .. | Date of Exp./Fopen a0 06/2023
Product code / Ko mpoxyxra SRU03 00082460401DM Date of release / /laTa Bromycia 24.07.2021
Qty. Released / 7,320 BOT
Batch No/Cepi Ne 12210385 Ko/IH4ecTRO BRIMYIMEH0 7,320 gmaxonos
" Mfg, License No./ MNB/10/832
Batch size / Pazmep cepnn 8,465 / 8,465 duakoznor TpomssoacTaenas auueusas No
Inspection Lot No Mfg. License Date/ |
Kontpomapyeman cepun Nt 040000337706 Hpon3soIcTBEHHAS THUCH3US (18TA) 30/04/2020
' ' GMP Compliance certificate Data/ |
Package size / Ynaxosxa 150 doses / 150 no3 GMP cepradmear (1ara) | 18/06/2020
. "GMP Compliance certificate No / ]

, Mnrk'et ! Poinok , Russia / Pocc@: GMP cepraduxar No GMP-01556/20/IN ,
Reference specification No / STP No/ ’ g
Crenudmicanss Ne SPC-CC-(34990 CITA Ns STP-CC. 92667?
No TESTS / HOKA3ATE/IN LIMITS / TPEGOBAHHA OBSERVATION / PE3YJIbTATBI

15. | Microbiological purity / MukpoGuonornuecias waerora

Total aerobic microbial count and
total yeast and moulds count
{combined) / Ofmee Trcno
apoBHLIX GaxTepuit M APOAOKEBRIX
TecHeBRIX rpratos (cymMapHO)

Test for Absence of Specified
Microorganism / Tecr na
enenudiueckne
MHEKPOOPraHu3MeI:

Pseudomonas aeruginosa
Staphylococcus avreus

Bile-Tolerant Enterobacteria /

DHrepobakTepry, YCTOHIHBRIE K
FKETTH

Not more than 10 cfi per 1 g (ml) of the
product / He Gonee 102 KOE B 1 r (M)
npenapara

Absence per 1 g (ml) of the product /
Orcyrersue B 1 r (M) mpemapara
Absence per 1 g (ml) of the preduct /
Oreyreraue B 1 r (M) mpenapara
Absence per | g (ml) of the product /
Ortcyrersue B 1 r (Mn) npenapata

Less than 10 cfivml / Meree 10 KOE/mn

Absent / OTCyTCTBYET

Absent / OTcyTCcTBYET

Absent / OTeyTeTBYeT

16. | Assay / KoymmecTBenmoe onpefesncuue

a) Azelastine hydrochloride / "From 85 % to 115 % of the labeled claim | 99.7%/99,7%
A3eIacTHHE THAPOXJIOPH of azelastine hydrochloride / Ot 85 % o
115% or 3asBlEHHOr0 KOJIHAYCCTBA
a3eMACTAHE THIPOXIOpHIA
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 106.2%/106,2%
Momerasona hypoar of mometazone furcate / Ot 85 % rno
115% oT 3aABIEHHOIO KOJHTICCTBA
MoMeTa3ona diypoara
] 7 Prepared by / loarotosaeno Checlied by / [Ipasepeno | Approved by / OneGpexo
Signature / [ogmmes, s 1 @ T >
Date/ lara 2 o9fasia 24/p9{30 | RPN E
Name / GPHO Atul Kumar Arun Patyal " Sahdeep Semwal
Designation / JJomxnocts Officer — QA Officer -QA " Sr. Manager QA

FCMIQADS4708.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

GlENMARK  Tel: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in
A fi word . . s
ey Certificate of Analysis for Finished Product /
CepTudHKaT aHATH3A HA OTOBYIO HPOXYKUMI0
Page80f9/Crp.8m 9
Name of product / Momat Rino Advance / )
-| Hammenoranre npolyKnua Mowmar Pruo Anpasc
Generic namse / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarenronannios AseNacTIHA FHAPOXIOPH; A MOMETa30Ha (ypoaT cripeil HasaNbHEA JIO3APOBAHHBIH
HAMMCHOBAHHE _ P P
Each spray delivers / Kaxaan j03a cipest CONEpIRUT:
JlelicTRyOmAe BemECTBA Mometazone Fuorate BP 50 mcg / Momerasoua ¢ypoar Bpur.®@. 50 Mxr
Azelastine Hydrochloride BP 140 meg / AzenacTina ruapoxioput bpat.@. 140 mEr
140 mcg + 50 meg Date of Mfg. /-
Strength / Jlosuposka 140 mxr + 50 Mxr JaTa npoa3soacTea 0772021
Dosage form / Metered-dose nasal spray / ‘ ' ‘
Jexapersennan dopua Cupeif Hesabist JosAposasHIt Date of Exp. / T'ones o | 06/2023
Product code / Koa npoaykra SRU0300082460401DM Date of release / [lara phinycxa 24.07.2021
Qty. Released / 7,320 BOT
Batch No/ Cepua No 12210385 Ko/nqecTBo BbIKYMICHO 7,320 dnaxonos
"M, License No. / MNB/10/832
Batch size / Pasmep cepn 8,465 / 8,465 pnakonos Tponssocraennan nneusas Mo
Inspection Lot No Mifg. License Date /
Kourtponnpyemas cepas No 040000337706 [Ipon3BojACTBEHAAA ENICHINA (naTa) 3000472020
GMP Compliance certificate Data /
Package size / Ynaxosxa 150 doses / 150 no3 GMP ceprndnkar (1a74) 18/06/2020
Market / Pramox Russia / Poccms GMP Compliance certificate No/ | Gvip_01556/20/1N
GMP ceprapukar N
Reference specification No / STP No/
Cpenpdmxanas N SPC-CC-034990 CIIA N STP-CC-026675
No TESTS / TIOKASATEIN LIMITS / TPEBOBAHAA OBSERVATION / PE3YJIBTATHI

¢) Benzalkonium chloride /
Ben3zaaxonns xjopaj

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % g0
120% oTr 3aMBNCHHOrO KONZYECTBa
GeH3AIKOHW XJIOPHZA

86.4 %/ 86,4%

17.

ko, ol

NG

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. / Tlo 75 &
150 noz B0 dumakon w3 II9BII,
cHafKeHHRIN JO3MPYIOIIIM YCTPOHCTROM
¥ HASAILHBIM ANalTepoM ¢ 3amUTHBIM
xoNmauxoM, OIAKOH ¢ MHCTPYKIHEH o
IPHMEHSHMIO IOMEMAIOT B KAPTOHHYHO

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. / Tlo 150 203 B0 thnaxox u3
IIDBII, cHabXeHHBIH JOINPYIOMAM
YCTPOHCTBOM M HASAILHBIM aJANTEPOM C
SAMIETHEIM KOATIKOM. DIakoH ¢
HHCTPYKIMEH 110 NPAMEHEEITO MOMEIIEAIOT B

KAPTOHHYIO NAuKy.

18.

Labeling / Magfétiac® -~

According to ND / B cooreercraum ¢ HJ|

19.

Storage / Xpaneane

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3aameHROM 0T CBETA MECTS
1pH Temmigparype or 15 ac 25 °C. He 3aMopaxuBaTs.

20.

Shelf-life / Cpox ronmocTn

2 years /2 ropa

Any deviation/Incident/00S: NA

Orronenan/necootreTcrBun/Q0C: NA

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 foll compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no, JI-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.”

JAKTOTEHHEE 0 COOTBETCTRHM; HACTOSIIHM TIOATBEPAAIO, UTO MPEICTABIEHHAN BHIIE MHGOPMAIAR BICTCA JOCTOBEPHOMH I TOTHOH.
Jaunas cepus Guila OPOM3IBENSHA, BKIIOYAd YIAKOBKY/MADKHPOBKY, H MPOKOHTPO/MpOBAHa HA YKA3aHHO} BhINE NPOMIBOACTBEHHON
IUIOIMAKe B TIONHOM COOTBETCTRAM ¢ Tpeboparmsmy Hagnesxameit IponssoacTeennok Tpakrim (GMP) u TpefoBaHRAMY HOPMATHBHOH

23
\ Approved by / OnoGpeno

Prepared by, / lloarorosneno Checked by / Ilposepero
Signature / Hogumcs ]
Date / lata VA0 muna, ~a4{09 [road 24} o5y Y
Name / DHO Atul Kumar Arun Patyal Sandeep Semwal
Designation / losoxknocTh Officer—- QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Glenmark  Tel: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in
A way for world . . . s
ey Certificate of Analysis for Finished Product /
CepradHKaT aHATHIA HA FOTOBYI0 NPOXYKUKLO
_ Page 9 of 9/ Crp. 9m 9
Name of preduct / Momat Rino Advance /
Haameﬂonanqe HPOYKIHH I\_d__oug’_r Pmo Anpqnc _
g:::‘::nﬁr::]: Hoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
napmenopanue . Aacnjac'rmm THIPOXAOPUA U MOMETA30HA q;ypoaT cnpt?ﬁ‘w JO3MpOBaHHEA
Each spray delivers / Kaxan 103a cupes COREDRMAT:
JeiicTBY10INHEe BemecTBa Mometazone Fuorate BP 50 mcg / Momerasona dypoat bpur.®. 50 Mkr
- Azelastine Hydrochloride BP 140 mcg / AsenacTiHa rHADOXIOPHA Bpur.®. 140 mkr
140meg + 50meg | Date of Mfg. / ' ‘
Strength / loauponka 140 Mt + 50 Mic: A — 07/2021
Dosage form / Metered-dose nasal spray / '
Jexca pnes gopma Cupe na # J03MpOB g | Date of Exp. / Togex no 96/2023 |
Product code / Koa npoxyxra | SRU 0300082460401DM Date of release / Jlata Beinycka 24.07.2021
o Qty. Released / 7,320 BOT
Batch No/Cepua N 12210385 Ko/ a9ecTao BIymeno 7,320 dnaxorxos
] ' " Mfg. License No. / ' MNB/10/832"
Batch size / Passep cepan 8,465 / 8,465 dnaxonon Iponssoxcraennas Tanenzas Ne
Inspection Lot No [ ' ) Mfg. License Date/
KouaTponnpyemas cepun N 040000337706 [Ipon3BoACTBENAANA JANCHINS (1aTa) 30/04/2020
' GMP Compliance certificate Data /
Package size / Ynakoska 150 dos§ /150 no3 GMP ceprn P — 18/06/2020 |
Market / Prmok Russia / Pocous GMP Compliance certificate No/ | v 01556/20/N
GMP cepruduxar No
Reference specification No / ) STP No/ o
Cuenndbaxamzs N SPC-CC-034990 CIHA N STP-CC-026675

Zowyserramym JIT1-003328-231115, Wsm, Ne 1 or 12.09.2016, Mam.

Ne 2 or 05.12.2016, Usm. Ne 3 or 08.10.2018, Mam. Xa 4 or
03.06.2019, Ham. Me 5 ot 20.03.2019, Vism. Ne 6 or 23.01.2020, Mam. Ne 7 ot 20.02.2020. Jlammas cepHa COOTBETCTRYST TpeGoBaHHAM
HOpMRTUBHOH noxymenTauuu. IIpOTOKONLI NpPOM3BOACTBA, YNAKOBKH M MPOBEACHHEIX AHAIHIOB A Jammolt cepuu  GbUIM
NPOAHAMTAXPOBAHK M CAENAHO JAKIOUSHNE, YTO OHA COOTBETCTRYIOT Tpebonanmam Haanexamei [Mpoussoacaensol Ipaxruxn (GMP).

{
Prepared by / IloaroTosaeno Checked by / IIposepeno '\ Approved by / OnoSpeno
Stgmature / Hoanacs ‘ j—— ] ' TR = ~ ] '
Date / ffaTa w0 g frens, ' “yafoaf 20 241 2\ sl
_Name / DHO Atul Kumar Arun Patjal ' Sandeep Semwal
Designation / inmxHoCcTS Officer —QA Officer -QA Sr. Manager -QA

FCM/QAQ54/08.00




