
Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil:Baddi. Disn. Solan Hirrachal Pradesh 113205,lndia
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Certificate of Analysis for Finished Product /
CepruQ u rcar aHaJrrr3a H a roroByrc rr poAyKrI rr K)

ol 8/ u'l
Name of product /
Ha tlNreH osaH lre rr DorvKUH r,r

Momat Rino Advance /
Mouar Puuo AaeaHc

Generic name /
HenarenroeaHHoe
HAUMCHOBAHUE

Azelastine tlydrochloride and Mometasone Fuorate metered dose nasal spray /
Age,racruHa runpoxnopx4 14 MoNrera3oHa $ypoar cnpel Ha:antxrrfi aoaupoeaHHufi

[efi crayroutue BeulecrBa
Each spray delivers lKaxAas ao3a crpe, coaepxr.rr:
Mometazone Fuorate BP 50 mcg / Mouera:osa Qypoar 6pr.rr.@. 50 uxr
Azelastine Hydrochloride BP 140 mcg / Ase,racruua runpoxropr.ra Epur.tD. 140 rrrrr

Strength / florupoexa
140 mcg + 50 mcg
140 vxr + 50 r'.rxr

Date of Mfg. /
nara noon:eoacrea

0t/2021

Dosage form /
JlexapcreeHHaq 6ooMa

Metered-dose nasal spray /
Cnpefr ua,ralrHurfr ao:fioosaHHrril

Date of Exp. / I-oAeH Ao l2/2022

Product code / Koa npoaymTa sRUo30008246040 I DM Date ofrelease / fiara BbrnycKa

Batch No / Cepua J\! 12210044 Qty. Released /
Koruqecreo Bbrnyureuo

225608C-T
22.560 draroHos

Batch size / Pawep cepnn 25,395 bot /25,395OraKoHoB
Mfg. License No. /
flDoHlsoacrseHHaq .lluueHlus J\!

MNB/10i832

Inspection Lot No
Konroo.nu oveu as ceolrc .ilil

040000309408 Mfg. License Date /
flDoursoacreeHHarf rHueH3[q (aara) 03.02.2021

Package size / Vnaroera I 50 doses / I 50 aos
GMP Compliance certificate Data /
GMP ceprndnrar (aara) 18t06t2020

Market / Punox Russia / Poccl.rc
GMP Compliance certificate No /
GMP ceorudurcar J\!r

GMP-01556/2oltN

Reference specification No /
Cneulrdlrrauus .l{b

sPC-CC-034990 STP No /
CIIH Jl}

sTP-CC-026675

No TESTS / IIOI(A3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI
I Description / Onucanue White to off-white suspension / Eeras

r{JrH rrorITH 6e,ra.r cycneu:ur
White / Off-white suspension /
Betas lflo.rril 6e,'rac cycneH3ri,

2. Identifi cation / [Ioa.rusnocrr

a) Azelastine hydrochloride /
A z an a c ma u a zu dpoxtto pu d

sJ\-^

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 / Bpevr
y.{epx[BaHr.rc ocHoBHono nHKa Ha

xpoMaTorpaMMe rrcnbrTyeMofo pacTBopa

aoJrxHo cooTBeTcTBoBaTr, BpeMeHr4
ylepxr4BaHH, ocHoBHofo rr,rKa Ha

xpoMaTor-pzMMe pacTBopa cTaHnapTHoro
o6pa:ua a3eJracrnHa nrapoxnoprua (cna.

pa3ren <KorlrqecrseHHoe
onpele,reuue>).

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 /
Bpeur y.uepxvBaufifl ocHoBHoro rrnKa Ha

xpoMaTorpaMMe LrcnbrTyeMoro pacrBopa
cooTBeTCTByeT BpeMeHH yAepxHBaHH'
ocHoBHoro nHKa Ha xpoMarorpaMMe
pacrBopa craHraprHoro o6pa:lua a3e,'racruHa

rr.rApoxnopr4la (cu. pa3nen

<Kor rrqecrseHHoe onpene,renne> ).

b) Mometasone furoate t
Mouemasoua Qypoam

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 mometasone furoate
standard solution / Bpeur yAepxuBaHu,
ocHoBHofo IruKa Ha xpoMaTofpaMMe
r4cnbrTyeMoro pacTBopa ao,'rxHo
cooTBeTcTBoBaTb BpeMeHH )'AepXHBaHH'
ocHoBHoro nura lla xpoMaTofpaMMe
pacrBopa craHnaprHoro o6pa:ua
MoMera3oHa (lypoara (crra. pa3Aen
< Ko,ruqecreeHHoe onpene,reuue> ).

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
mometasone furoate standard solution I
Bpeur yaepxuBaHrfl ocHoBHoro rrr4xa Ha

xpoMarorpaMMe Hcrrr,rTyeMoro pacrBopa
cooTBeTCTByeT BpeMeHli ylepxr.rBaHH,
ocHoBHol'o nHKa Ha xpoMaTorpaMt\te

pacrBopa craHraprHoro o6pa:ua MoMera3oHa
(lypoara (crrr. pa3Aen <Ko,quqectse HHoe

onpe,le:reHue>).

Preoared bv / floaroron.neuo Checked hv / flnoeeoeHo Annroved bv / Oao6oeso
Sisnature / [Ioanucs :l- - ,\}fr \'*eil2'
Date / nara tt/rt. lt,t ?-! [0tt).or{ 1-7--ot d\i 1--n1/
Name / <D[,IO Atul Kumar Arnit Mishra Ashok Kumar Yadav
Desisnation / nonxsocrr Of'ficer-QA Sr. Officer-OA Manaser-OA

FCM/QA054/08 00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi. Distt. Solan HimachalPradesh l73205.lndia

Tel.: +91 -1195 667200 Fax: +9 l-1795 667299 entail: glenmark(a)bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQ u rar aHar'I Ir 3a H a roroByrc rI poAyKII Ir K)

(}of8 H-l

Name of product /
Halrmesonasue nDoaYKullH

Momat Rino Advance /
Movar PuHo Alnanc

Generic name /
HenareHroeaHHoe
HAUMEHOBAHI,rC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageracruua rynpox,'topH! H MoMera3oHa $ypoar cnpeil uara,rsHufi ao:lzponanustE

fleilcrnyrcurue BeutecrBa
Each spray delivers / Kax.cac no3a cnpe, co.[epxrr:
Mometazone Fuorate BP 50 mcg / Mouerarosa rlypoar lipur.@. 50 uxr
Azelastine Hvdrochloride BP 140 mcg / A:e,racrtlHa runpoxnopra,q Epur.@. 140 uxr

Strength / floruponra
140 mcg + 50 mce
140 uxr + 50 prxr

Date of Mfg. /
-Ilara npoulaoacraa

0112021

Dosage form /
JlexaocreenHaq dootua

Metered-dose nasal spray /
Cnoefi Ha-sanrHr,ril logHooeaHl-rrtfi

Date of Exp. / I-oAes ao 12t2022

Product code / Koa nporyKTa sRUo30008246040 1 DM Date ofrelease I lara BbtnycKa

Batch No / Cepun J\! 12210044 Qty. Released /
Ko,ruqecrao BblnyuteHo

22,5608o-T
22,560 g,raxouon

Batch size / Parruep cepuu 25,395 bot 25,395QnaKoHoB
Mfg. License No. /
flnoHgsoacreeuHas .nuqeslsq J\!

MNB/10/832

lnspection Lot No
Koxrpo.rmoyeDraq cepun ]li 040000309408

Mfg. License Date /
lloonleoacrseHHac rilueH3uq (aara) 03.02.2021

Package size / Ynarosrca 150 doses / 150 .nos
GMP Compliance certificate Data I
GMP ceprudrrcar (aar:a)

t8/0612020

Market / Ptruox Russia / Poccnq
GMP Compliance certificate No /
GMP cepru0nrar J\i

GMP-0r 556/20llN

Reference specification No /
CneuHduraurc .l\!

sPC-CC-034990
STP No i
CTII{ JTN

srP-cc-026675

No TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAH14' OBSERVATION / PE3YJIbTATbI

c) Benzalkonium chloride /
Eensutxonua xaopud

L-{1,\2,'\

In the test of assay, the chromatogrant of
the sample solution should contain peaks

corresponding to the retention times of
peaks of benzalkonium chloride
homologues Crz and Cr+ in the

chromatogram of the standard solution /
Ha xpoMarorpaMMe HcnbtryeMoro
pacrBopa noJrxH[,t o6uapyxurarscr
nt{KH, coorBercrBylouue no BpeMeHaM

yrepxuBaHu, nHKaM roMoJlorog Crz r't

Cr+ 6en:a,rxonuc xnopuaa Ha

xpoMarorpaMMe craH,qaprHoro pacrBopa
(o'r. pa3AeJI <Ko,qu..recrBeHHoe

onpege.neuue>).

In the test of assay. the chromatogram of the

sample solution contain peaks corresponding

to the retention times of Peaks of
benzalkonium chloride homologues Crz and

Crq in the chromatogram of the standard

solution / Ha xporraarorpaMMe ucnbtryeMoro
pacrBopa o6uapyxuratorc.e nuKu,

coorBeTcTBylolllue no BpeMeHaM

yaepxuBaHnt rrHKaM roMoJroros Ctz L Ctq

6eHga,rrosns x;IopxAa Ha xpoMarorpaMMe

craHAaprHoro pacrBopa (clt. pa3Aen

<Ko,,rHqecreeHuoe onpe.AeleHue>).

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.5'7 4

4. Density / [I.norHocru From 0.90 to l.l0 g/cmr /
Or 0.90 lo I . l0 r/cur3

1.00 g/cm

l 00 r/cr.l'

Viscosity / Bgrrcocrs Not less than 5 cPs / He Meriee 5 c[Is 48.2 cPs 148.2 ctlz

6. Osmolality / Ocrro,rqrsHocru 250 to 350 mosm/kg /
250 - 350 uOcu/xr

319 mOsm/kg

3 l9 rnrOcn,l/rr

7- Vial leak testing / flponepxa
Qraroua Ha repMeruqHocrb

Leakage traces should absent /
Orcy"rcrrue cJreaoB ) reqKu

No leakage traces /
Cregsr yreu xll orc)'TcrBytor

Prenared bv / [IoarorosJreHo Checked by / llpoaepeHo Annroved bv / Oao6peHo

Siqnature / [Iornucs -_+ (N, \-lier:r::-
Date / Aara zt I o t lt-zt t' .)\lO\4 ?.D4 \-.)^\u\o..-sY
Name / OtrlO Atul Kumar Arpit Mishra Ashok Kumar Yadav

Designation / no"'rxuocrs Olllccr-QA Sr. Officer-QA Manaser-OA
FCN4/QA0s4i08.00



eLgnmApk Tel.: +91 -1195 667200 Fax: +91-1795 661299 ernail: glenmark(@bom2.vsnl.net-in

\ rrdr Nr,r i,lr :r nclr I orltj
Certificate of Analysis for Finished Product /

Cepru Q uxar aH aJ'II{ 3a Ha roroByrc rI poAyKII n K)

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205.lndia

oIE / H3

Name of product /
Ha lr MeHoeaH ue rr poAYKqll,l

Momat Rino Advance /
Mouar PHHo A:teallc

Generic name /
HenareHroeaHHoe
HAHMCHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A:elacru sa ruJtpoxnopyA l't MoMera3otla (rypoar cnpeii ua:a,r sHufi losllporauurt fi

/leEcreyrcurue BetuecrBa
Each spray delivers / Karurar no3a crpe, coAepxl4r:
Mometazone Fuorate BP 50 mcg / Movera:roHa (rypoar Bpu-r.tD. 50 tnlxr

Azelastine Hydrochloride BP 140 mcg / ArelacruHa rHrpoxnopr'ra Epur.@. 140 trrxr

Strength / losuponxa
140 mcg + 50 mcg
140 rvrr + 50 uxr

Date of Mfg. i
nara nnolrsso.[crsa

0U2021

Dosage form /
,rIera pcreeH Has 6o prr,la

Metered-dose nasal spray /
Cnpefi na3anrHufi rolttposaHHrlfi

Date of Exp. / I-oaes ao 12t2022

Product code / Koa npo.qy!ffa sRU030008246040 I DM Date of release I fiala Bblnycra

Batch No / Cepun Jlb 12210044 Qty. Released /
Kor u qecrno B[,r nyuleHo

2256080T
22,560 0raxoHos

Batch size / Parrrep cepuu 25,39 5 bot /25,395SrraKoHoB
Mfg. License No. /
flnoureoncraeHnaq JruueHluq J\!

MNB/r0/832

Inspection Lot No
Korroo.nupveraac ceDuq J\!

040000309408
Mfg. License Date /
llnoureoacrseHHac rHueg3us (aara) 03.02.2021

Package sizr / Ynarcoera I 50 doses / I 50 aos
GMP Compliance certificata Data I
GMP ceorudnrar (rara) 18t0612020

Market / Punox Russia i Poccrlc
GMP Compliance certificate No /
GMP cepru0rrar.il!

GMP-01556/204N

Reference specification No /
Cneuu6urauns J\!:

sPC-CC-034990
STP No /
cII]l ]]

srP-cc-026675

No TESTS / IIOKA3ATE"III,T LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca eHcao6oxaaeuofi Aoru

Single dose / OrAeruHac rora:
85.0 to l15.Oy" of the claimed delivered
dose amount / 85,0 - ll5,07o or
3asBreHHoro sHcao6oxraeNroro
KOJIUqCCTBA

Average dose / CpeaHgfl Ao3a:

90.0 to 110.0o/o of the claimed delivered
arnount I 90,0 - 110,0 o/o or 3arlBJreHHofo

sr,rcso6oxaaeruoFo KoJIuqecrBa

Minimum / Muuuuyn,r: 101.4%

Maximum / Marcrarvyna : I 08.47o

Average I Cpea.ueel.106.4 %o

9. Mass of the vial content /
Macca cogepxxuoro Q.naroHa

Not less than 14.175 g I
He uesee 14.175 r

14.4 g I
14.4 r

10. Dose number / Koruqecrso.qor Not less than 150 doses /
He uesee 150 aos

181

lt Particle size / Parnaep qacruu 90 % ofparticles less than l0 pm /
90 Yo qacruUpa3MepoM rlteuee I 0 uxn

100 % ofparticles less than 30 pm /
l00o% .racrru pa3MepoM uesee 30 uxu

Particles of more than 30 pm should be

absent / 9acruurt 6onee 30 MKM lIoJrxHLl
oTcyTcTBoBarL

100%

100 Yo

Absent / Orclncreyrcr

.E
. t, 

,

7..1c'e | ?."''r

Prenared bv / flolrorosJeHo Checked by / flponepeHo Apmovpd bv / Oao6peHo

Sisnature / floanucs tJD- \XW^
Date / nara Z-c ( oL{ Zl'\ \.2-:\tn\\-,a 'f4

Name / @I{O AtulKumar Arpit Mishra Ashok Kumar Yadav

Desisnation / -llo.nxsocru Officer-QA Sr. Officer-OA Manager-QA
FCN.4/QA0s4/08.00



glemmamk Tel.: +91-1795 667200 Fax: +91-1795 661299 email: glenr.nark@bom2,vsnl.net-in
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certificate of Analysis for Finished Product /

CepruQurar aHaJrI{3a Ha roroByrc upoAyKuIrH)

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

of8 / Crp. 4 nr 8H3

Name of product /
Ha r.rrr.reH oeaH He n poayKut{ lt

Momat Rino Advance /
Mouar Puso AnnaHc

Generic name /
HenareHrosaHHoe
HAl,MCHOBAHUE

Azelastine Iiydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseracruua runpoxnopr4r tI MoMera3oHa {rypoar cnpefr ua:alrustfi ao:upoaaunl,tfi

Aeft crsylourre BeulecrBa
E,ach spray delivers lKaxlas ao3a cnpe, coAepxlrl':
Mometazone Fuorate BP 50 mcg / Mouera:osa $ypoar Eprlr.<D. 50 uxr
Azelastine Hydrochloride BP 140 mcg / A:eracruHa rn,4poxnopxa Epur.O. 140 uxr

Strength / [o:nponrca
140 mcg + 50 mcg
140 uxr + 50 rr.rxr

Date of Mfg. /
nara nooutsoacrsa

0t/2021

Dosage form /
JIera Dcreen uaq 6opil.l a

Metered-dose nasal spray /
Cnoeil ua:a,ruHrrfi logt-rposaHHstfi

Date of Exp. / I-oaeu Ao 1212022

Product code / Koa npoAyKTa SRUO30008246040 l DM Date of release I nara BbrnycKa

Batch No / Cepr.ra J\! 12210044 Qty. Released /
Ko.ruqecrro BHnyuteHo

22,5608C-r
22,560 $:raxouoa

Batch size / Paruep cepuu 25,395 bot /25,39sOnaKoHoB
Mfg. License No. /
floouleoacreexHac JruueHlug J\!

MNB/t 0i832

Inspection Lot No
Kosroo.nuoveMar ceouc ll} 040000309408

Mfg. License Date /
llpoussoacreeHHafl nuueH3r'rq (aara)

03.02.2021

Package size / Ynaroexa l50doses/ l50aor GMP Compliance certificete Data /
GMP ceprndurar (aara)

18t0612020

Market / Puuox Russia / Poccnc
GMP Compliance certificate No /
GMP cepru6nxar J\!

GMP-01556/20lIN

Reference specificgtion No /
Cnelrr.rdrurauuq .)\{b

sPC-CC-034990
STP No /
CTII,T J{!

srP-cc-026675

No TESTS / [OI(A3ATE"II}I LIMITS /TPEEOBAHI{fl OBSERVATION i PE3YJIbTATbI

12. Related substances / PoacreeHrHe nprrMecrr

a) Azelastine hydrochloride /
Asanac mu ua au d poxttopu d :
Single unspecified impurity /
EanHu.rHofi Her,L4eHTr4-

rluuuporanuoi npuuecu
Total impurities / Cyrtlrrra npuuecefi

b) Mometasonefuroate /
Mouemasona Sypoam
ImpurityD/flpuuecrD

Not more than 0.89 o/" I He 6otee 0,89 %

Not more than 2.0 %i I He 6orce 2,0 o/"

Not more than I .0 %o I He 6orce 1,0 16

BLOQ

BLOQ

0.12 0/,

Single unspecified impurity /
Eausuqsa.s ueNaeHrnt[nqnpoBaHHa,
npHMecb

Total impurities / Cyruva ncex
npuuecefi

Not more than 1.0 o/o I He 6orce 1,0 %o

Not more than 2.0 oh I He 6orce 2,0 o/o

0.09 Yo

0.32%

,4-,
lolotlt'z\

Prepared by / floaroroereHo Checked. bv / [loosepeno Anoroved bv 1 Oao6peuo

Sisnature / lloanilcs --4.- \)r, \kad9
Dale I Lara '7,- l.e7la"'vy r, [o>{ u'U f rln{,xr,,t
Name i <DI,IO Atul Kumar Arnit Mishra Ashok Kumar Yadav

Desienation / no.rxuocru Officer-OA Sr. Officer-QA Manaser-OA
FCM/QAO54/08 00
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certificate of Analysis for Finished Product /
CepruQurcar aHaJru3a Ha roroByrc rpoAyKulrx)

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi, Distt. Solan HirnachalPradesh l73205.lndia

8iClrp.5ur8Pase 5 0I lrl
Name of product /
Hauueuonauue nDo,[YKuu14

Momat Rino Advance /
Mouar PilHo A,rsaHc

Generic name /
HenaresroaauHoe
HAUMEHOBAHUC

Azelastine I{ydrochloride and Mometasone lruorate metered dose nasal spray /
Ase,racrnHa rHnpoxnopuA H MoMera3oHa Qypoar cnpefr ua:ansuslft aoltlponauHutfr

fleficrryrcuue BeulecrBa
Each spray delivers / Kax<aac .qo3a cflpe, corlepxr.rr:
Mometazone Fuorate BP 50 mcg / Mouera:losa rlrypoar Epur.@. 50 rtaxr

Azelastine Hydrochloride BP 140 mcg / A:eracu4Ha l-Hlpoxnoprz4 Epr'rr.rD. 140 urr

Strength i [oruponra
140 mcg + 50 mcg
140 rraxr + 50 rrlxr

Date of Mfg. /
nara nooillsoacrsa

0U2021

Dosage form /
Jlercancreenxas 6opnaa

Metered-dose nasal spray /
CnDefi na,ra.nrsrrfi aogHDoeaHHrrii

Date of Exp. / I-oaen ao 1212022

Product code / Koa npoayKTa sRU0300082460401 DM Date ofrelease I [ara Bbrnycra

Batch No / Cepur Jl! 12210044 Qty. Released /
KorHqecrso BHnyuleHo

22,5608C-r
22,560 glaxouon

Batch size / Paruep cepan 25,39 5 bot /25.395$rraKoHoB
Mfg. License No. /
llooucnoacraeHuar ruueHluq J\!

MNB/r0/832

Inspection Lot No
Kosroo.rruovemas centac J\]

040000309408
Mfg. License Date /
llpo[rsoacreeHHar Jru IreH3[, (aara) 03.02.2021

Package size / Ynarosxa I 50 doses / I 50 ao:
GMP Compliance certificate Data /
GM P ceprr.r0rrcar (Aara) r8/0612020

Market / Pslnorc Russia / Poccl.rc
GMP Compliance certificate No /
GMP cenrudurar }{it

GMP-01556/2ollN

Reference specification No /
Cneundlrrauns .ll!

sPC-CC-034990
STP No /
CIII,I J\t

sTP-CC-026675

No TESTS / TIOKA3ATEJII,{ LIMITS /TPESOBAHI{' OBSERVATION / P E3YJILTATT,I

t3. Uniformity of delivered dose /
OgHopoAnocru surcro6or(aaeMofi
.DO3bl

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

starting and one end delivered dose is

taken from each of l0 bottles) and none
may deviate by more than +35%.
If 3 to 6 values deviate by more than
*25Yo. but less than +357o. test the
following 20 bottles.
Not more than 6 values from 60

determinations can deviate from the mean
value by more than *25o/o and none can

deviate by more than +35o/o I
He 6oree 2 zua\e*uh ra: 20 onpele:reuuil
MOfyT OTKIOHTTCC OT CpeAHefO 3HaqeHH'

6ojree .reNr na+ 25 7o (or xaxAoro us l0
(r,rarouon 6ep1.rcr no o.qsofi HaqanbHofi

r.r o.4uofi xoseqHofi ssrcso6oxAael\.{oil

Aose), H HH oaHoro - 6o,ree qeM Ha

+ 35 Yq

Ecrr.r or 3 ao 6 sHaqeHufi HMepr
orK,loHeHr.rs 6o:ree qeu + 25 %;o, ao
MeHbIrIe, qerrl + 35 o%, ro ncnslrttnator
cnenytoutHe 20 Qnarouoe.
He 6oree 6 sHaqeHufi Lr3 60 onpeAereHufi
MOryT OTKJTOHTTC' OT CpeArJerO 3HaqeHH'

6Oree .{eN4 Ua + 25 o/o. u Hu OAHOro.

6o,ree qeu ua + 35 %o

Azelastine Hydrochloride i
A3eLlacruna rtrapoxJropHA:

Beg / Hauato:
Minimum / MraHuuyn:99.8 7o,

Maximum / Maxcrauyu:101.3 Yo.

Average i Cpeauee:100.5 7o

End / Koueq:
Minimum I Mnuurayu 99.7%o,

Maximum / Maxcuuyrv:100.7 o/o,

Average I Cpemee:100.2 %o

Mometazone Furoate /
Morueraloxa Qypoar:

Beg / Haua.to:
Minimum / Mrauur'ayv 99.3 oA,

Maximum / Marcuuyrr,r: 100.3%.
Average / CpeaHee: 99.7 Yo

End / Koneq:
Minimum / MaHuuyu 98.9'4,
Maximum / Marcuuyv: 99.8Yo"

Average i Cpe.auee 99.3 oh

Prepared bv / lloaroroe,.reHo Checked bv / [IooaeneHo Anprovpd by / OaobpeHo

Sisnature / [Ioanucs t Pz f*z-ixf-
Date / nara >o\ ot-t>S{ -\i, -l o:,)1,t V
Name / OI4O Atul Kumar Aroit Mishra Ashok Kumar Yadav

Desisnation / nonxsocrs Oflicer-OA Sr. Officer-QA Manaser-OA
FCI\..1/QA054/08.00
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r\ ncrr sit' r'lrj 

'r 
rc$ ur)rld 

certificate of Analysis for Finished Product /
CepruQuxar aHaJrI{3a Ha roroByro rpoAyr(urlrc

Glenmark Pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205^lndia

Page 6 of,l / Cro. 6 ur 8

Name of product /
Hau[reHosaH rle rl DoavKultl

Momat Rino Advance /
Mouar PHHo AaeaHc

Generic name /
HenarenrosaHHoe
HAilMEHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate netered dose nasal spray /
A:elacrr.rHa runpoxnopHA ,.r MoMera3oHa rlrypoar cnpefi ua:a,rrHufi 4osuponauuslii

[eil creyroutr.re BeutecrBa
Each spray delivers / Kaxaac ao3a cnpe, conepxrr:
Mometazone Fuorate BP 50 mcg / Mouera:oua Qypoar 6pur.O. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / AreracruHa rHrpoxnopraA Eprzr.<D. 140 r.,rxr

Strength / florupoerca
140 mcg + 50 mcg
140 urr + 50 rraxr

Date of Mfg. /
nara nooulsoactea

0U2021

Dosage form /
Jlercaocrneusas 6opua

Metered-dose nasal spray /

Cnpeii ua:a.nrHrrfi aoglrposanHLrfi
Date of Exp. / foaen Ao 12/2022

Product code / Koa npoayKTa SRUO30008246040 I DM Date of releas e / [ara Bbrrrycra

Batch No / Cepun J\i 12210044 Qty. Released /
Ko.lluqecreo BbrnyureHo

22,5608C-T
22.560 d,raxoHoe

Batch size / Pasuep cepun 25,39 5 bot /25,3 g5QrraKoHoB Mfg. License No. /
fI Douleoacraenaas ruueHluq lle

MNB/r0/832

Inspection Lot No
Koxroo.nrpvemas ceDug I{! 040000309408

Mfg. License Date /
fIDou:noacrneHHas JruueH3uc (Aara) 03.02.2021

Package size / Vnarcosrca 150 doses / 150 aos
GMP Compliance certificate Data I
GMP cepruduxar (aara) t8to6/2020

Market / Psrnox Russia / Poccus
GMP Compliance certificate No /
GMP cenrr.rdurar.ll!

GMP-o1556/20llN

Reference specification No /
CneurOurcauuc JYb

sPC-CC-034990
STP No /
CTIIN JIi

sTP-CC-026675

No TESTS / IIOKA3ATEJIH LIMITS /TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

14. Uniformity of dosage unit /
Oauopoanocrb ao3rrpoBa Hrlfl

Not more than I value from l0
determinations may deviate from the
mean value by more than +25 7o (one
starting delivered dose is taken from each

of I0 bottles) and none may deviate by
more than +35 o/o.

If 2 or 3 values deviate by more than
+25 Yo, but less than *35 7o, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 %o and
none can deviate by more than +35 %o I
He 6oaee I sua'{eHr.r, us l0 onpeae,'reH}ril

MOXeT OTKJIOHJITCfl OT CpenHefo

3HaqeHur 6oree qeu ua L25o/o (or
Karr(Aoro ur l0 Q,raxoHos 6epercr no
oaHoft Haqalrnofi slrceo6oxaaeN,tofi
no3e). H HH oaHoro. 6o,ree .reN4 Ha

+35 Yo.

E.[[r Asa vnu rpu 3HaqeHH, uMeror
orKroHeHu, 6oree qeN, t25o , Ho

MeHee, qeM + 35 Yo, To r4cnr,rrl'rBaror

cJreryrcu14e 20 (r,rarouon.

He 6oree rpex sHaqeHrlii Moryr
oTKJ.roHqTLC' OT Cpe.qHe r-O 3HaqeHlUI

6olee. qeu sa +25o/o, u HA oAHoro,
6o,ree qeu sa L 35 o/o.

Azelastine Hydrochloride /
Are.racrNHa rHApoxJroprrA :

Minimum I Muuuwyu : 99.8%o.

Maximum / Marcruyu: 101 .3 Yo,

Average / Cpeanee: 100.5 o/o

Mometazone Furoate /
Morrreraroua Qypoar:

Minimum / Mranuuyrrr: 99.3 %,

Maximum / Maxcurrayu: 100.3 %,

Average / CpeaHee: 99.7 Y'

Prepared by / [IoaroroereHo Checked by / flposepeuo Aooroved bv-/ Oao6peso

Sisnatuie / floanlrcu r- ,,YEJ

Date I Lara hlvl. 10.rA 2^ \01.ll,orl L^\UW1,,\)1)
Name / OI,IO Atul Kumar Aroit Mishra Ashok Kumar Yadav
Designation / norxHocrs Olficer-OA Sr. Officer-OA Manaser-QA

FCM/QA051/08.0()



Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205.lndia

qtr"gnfnAplC Tel.:+91-1795 667200 Fax:+91-1795 661299 email: glenmark@bom2.vsnl.net.in
\ nt'r r':, ', r,t ').$ r,lll.j

Certificate of Analysis for Finished Product /
CeprnQuxar aHa,'rH3a Ha roroByrc rrpoAyKuIrrc

oltJ/ H3

Name of product /
HanMeuoeaHile rrDoavKutiu

Momat Rino Advance /
Moivar PuHo AneaHc

Ceneric name /
HenareHroeaHHoe
HAHMEHOBAHHE

Azelastine Hydrochloride and Mornetasone Fuorale metered dose nasal spral'/
A:e,racrusa rH.qpoxnopl.ra H MoN,rera3oHa rlrypoar crrpeil Hasansuslii ,lotl'lpouaHltsti

{eft crnyrcutue BeulecrBa
Each spray delivers / Kaxaac ao3a cnpefl coaepxur:
Mometazone Fuorate BP 50 mcg / MoNaerasoHa Qypoar Eprar.@. 50 r'lxr
Azelastine Hydrochloride BP 140 mcg / A:eaacrr4Ha Fu.lpoxnopra:1 Eprlr.<D. 140 uxr

Strength / !,oruponrca
140 mcg + 50 mcg
140 uxr + 50 r,axr

Date of Mfg. /
.l[ara npo]rrsoacrna

01t2021

Dosage form /
JlexaocrseHHag doortra

Melered-dose nasal spray I

Cnoefi Hara,rruurfr ao:HooeaHnulil
Date of Exp. / l-oaeH ao 1212022

Product code / Koa npoaYKTa sRU030008246040 I DM Date of release I nata B[,rnYcra

Batch No / Cepun J\b 12210044 Qty. Released /
Kor u qecrso B[,rfl yuleHo

22,5608C-T
22,560 g,raxouos

Batch size / Parrrrep cepuu 25,395 bot /25,395QraKoHoB
Mfg. License No. /
[Iooutsoacreennaq ruuexrl-rg J\!

MNB/10/832

Inspection Lot No
Konrnoluovemas ceoug J\!

040000309408
Mfg. License Date /
lloouleoacreegHefl Jr t{ ueg3u g (aara) 03.02.2021

Package size / Ynarosxa I 50 doses / I 50 aos
GMP Compliance certilicate Data I
GMP ceorudnrcar (aara) 1810612020

Market / Prrnox Russia i Poco.rs
GMP Compliance certificate No /
GMP ceprndnrar.l\it

GMP-01556/2o/rN

Reference specification No /
Cneuudnraung J\)

sPC-CC-034990
STP No i
CIII,I J\}

srP-cc-026675

No TESTS / TIOKA3ATEJII,T LIMITS /TPE608AHI,I' OBSERVATION / PE3YJIbTATbI

15. Microbiological purity / Muxpo6uo.lorrqecKafl qrcrora

Total aerobic microbial count and

total yeast and moulds count
(combined) / O6rqee quc,'ro

a:po6uux 6arrepuil H.npoxxeBLrx H

rrJrecHeBLIx rpu6oa (cyrr.rrr,rapno)

Not more than 102 cfu per I g (ml) of the
product / He 6oaee 102 KOE s I r (Na,'r)

IIpenapaTa

Less than l0 cfu/ml / Menee l0 KOE/ur

Test for Absence of Specified
Microorganism / Tect ua
cnequQu.recrre
MUKpOOpTaH U3Mr,r:

P seudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
3nrepo6axrepuu, ycroilunnsre
xeJIqu

Absence per I g (ml) of the product /
Orcl"rcrnue r I r (vr) npenapara

Absence per I g (ml) of the product /
Orcyrcreue n I r(ur) npenapara

Absence per I g (ml) of the product /
Orcyrcrsae e I r(ur) npenapara

Absent / Orcyrcrnyer

Absent / Orcy,rcrnyer

Absent / Orcyrcrnyer

16. Assay / KoruqecrseHHoe on peAeJreHue

a) Azelastine hydrochloride /
Age.nacrusa rr{ApoxnoplrA

Mometasone furoate /
Moneralosa $ypoar

Benzalkonium chloride /
6eHla,rrcoHuq x!'ropua

b)

c)

From 85 ohto 115 7o of the labeled claim
of azelastine hydrochloride I Or 85 o/o to
ll5 o/o oT 3arIBneHHOrO KoJII4qecTBa

a3eracTr{Ha rulpoxnoplIAa

From 85 yo ro 115 oh of the labeled claim
of mometazone furoate / Or 85 % ao
115 Yo OT 3arBIeHHorO XOJIUqeCTBa

MoMera3oHa tlrypoara

From 80 yo to 120 o/o of the labeled claim
of benzalkonium chloride I Or 80o/o to
120 % or 3alB,,reHHoro KoJrnqecrBa

6eHsanroHraq xnopr4ra

103.8 %

109.5 0

85.4 o/"

Pretrared by / Iloaroroe,rexo Checked bv / flooseneHo Approved by / OaodpeHo

Sisnature / [Ioanucr .--.1 a- \\\aaf-"
Date / Aara '7t/a, ir,-'"r )n t Oq)Abt-l ,^n" -r--o\ o\A'V"'Y
Name / OI4O Atul Kumar Arpit Mishra Ashok Kumar Yadav
Desienation / no.nxHocrs Offlcer-OA Sr. Offlcer-QA Manaeer-OA

FCMiQA054/08 00



sl$ilrffi*Yff

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

Tel.: +91 -1195 667200 Fax: +91 -1795 661299 ernail: glennrark@bom2,vsnl.net,in

Certificate of Analysis for Finished Product /
CepruQuxar aHar'r rr3a Ha roroByrc rr poAyxur{K)

Any deviation/IncidenUOOS: OOSfl l0l/202110002 ,OOT/110112021/000l,OOT/11011202110003.
Orrc.noueHus/HecoorBercrBuq/OOC: OOS/Il0l/202110002 ,OOT/ll01l202ll000l.OOT/It0l/202110003.

Declaration of certification: "l hereby certifr 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. JIII-003328-23 ll15, Amend. No I 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."
3ar.nroqeuue o coorBercrBr.ru: HacrorrlltM nonrBep)Klaro, rrro npeAcraB;reHHa;r nsrue uH(lopuat\ufl flBrsercu 4ocroeepnofi u roqHofi.
lauuat cepur 6u,ra npou3BeAeHq BKJuoqa, ynaxoaxy/rrrapxr.rpoBr(y, u npor{oHTponupoBaHa ua yra:aHuoii BLrue npoa3BoacrseuHoE
nnotuaaKe B IToJIHoM coorBercrBxlr c rpe6onanuruu HaA,rexauteil llpor.rseogcrgeuuofi flparrura (GMP) n rpe6onaunlnu Hopuarnrnoft
.[oryMeHrauuu nn-003328-23 ll15. H:]Nt. ]l1! I or 12.09.2016. H:lna. .ltb 2 or05.12.2016. Vzu. J\! 3 or 08.10.2018. H:ru. NL 4 or
03.06.2019, H:rnr. Nr 5 or 20.03.2019. I4sM. Ns 6 or 23.01 .2020, I43ru. Ne 7 or 20.02.2020. lJaHHar cepu, coorBercreyer rpe6onaHuru
uopl'rartlnuofi noKyMeHTauHI4. flporoxoru npor.r3BoncrBa. ynaKoBKt-l u rrpoBe/xeHHbrx aHajrrr30B An, IaHHofi cepvLl 6ulu
npoaHanh3npOBaHLI u cAenaHO 3aK,'lrcqeHue, qTo oHLI cooTBeTcTByror rpe6oaaHunna lla4,rexaUefi flpou:rogcrneuuofi flparrlrxu (GMP).

Name of product /
HallrrleHoeaHrre nDortvKuuH

Momat Rino Advance /
Mouar PuHo AaeaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHI,lC

Azelastine Hydrochloride and Mometasone lruorate metered dose nasal spray /
Aseracruua ru.apoxJlopu.u H MoMera3oHa drypoar cnpefi ua:a,rlHsri ,1o:uponauuurfr

flefr crnymurue BerrlecrBa
Each spray delivers I Kaxlas Ao3a cnpe, conepxrrr:
Mometazone Fuorate BP 50 mcg / Mouera:ona {ypoar Epur.O. 50 uxr
Azelastine Hydrochloride BP 140 mcs / A:e,'racruHa ru.nDoxlooul Eour.<D. 140 r.lxr

Strength / {oruporra
140 mcg + 50 mcg
140 uxr+ 50 uxr

Date of Mfg. /
nara npoHrsoacrsa

0112021

Dosage form /

"rIerca DcrseH Haq 6oDrvra

Metered-dose nasal spray /
Cnoefi ua:a,rruufi ro:Hnosassslil Date of Exp. / foaeu ao 1212022

Product code / Koa npoayKTa sRU030008246040 I DM Date of release / 7[ara esrnycra

Batch No / Cepun J\t 122t0044 Qty. Released /
Koru.recrso BbrnyureHo

22,5608C-T
22.560 d,raxoHos

Batch size / Pa:ruep cepuu 25,39 5 bot 125,3 9 5+rraKoHoB
Mfg. License No. i
llooHrsoacrseHHas .nuuesrlra J\!

MNB/r0/832

Inspection Lot No
KoHrno,ruoveruas ceonq }il 040000309408 Mfg. License Date /

lloolrlnoacreeHHafl JrHueH3Hq (aara) 03.02.2021

Package size / Ynaxosrca I 50 doses / I 50 ao:
GMP Compliance certificate Data I
GMP ceorudurar (rara) t8t06t2020

Market / Psrsox Russia / Poccuc GMP Compliance certificate No /
GMP ceorudlnrar J\!

GMP-01556/2oltN

Reference specification No /
Cneur.rduxaulrg J\!

sPC-CC-034990 STP No /
CTII4 J\!

sTP-CC-026675

No TESTS / NOKA3ATEJII,i LIMITS / TPEEOBAHI,I.fl OBSERVATION / PE3YJII,TATbI
t7. Package size / Vnaxoexa

(,'
(ii

' ',i

rct /
b"/

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. / [Io 75 u
150 ao3 Bo QraxoH 113 tl3Bfl.
csa6xesHufi Ao3r.rpyrcuaM ycrpoficraornr
H Ha3fLnLHr,rM alanTepoM c 3aulHTHr,rM
KoJr[aqKoM. (D,rarou c uHcrpyrurefr no
NPI4MEHCHUX) TIOMCUIArcT B KAPTOHHYK)

narrKy.

150 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / IIo l50.4or ao tpraxoH r.rs

n?B[I, csa6xesnrril A03r4py]ou.tr4M
ycrpoficrrou l, Ha3zurr,HbrM alanrepoM c

3AIUfiTHbIM KOJIIIAIiKOM. (DIATOH C

uHcrpyruueE rro [pr{MeHeHuro rroMeuraror B

KaproHHyro naqKy.

18. Labeli n g I M,{!f@spry5P u/ According to ND / B coorsercrsr{u c HA

19. Storage / XpaHexue Store at 15 to25 oC, protected from light. Do not freeze. / B :auuuleuuoM or cBera Mecre
rrpa reMneparype or l5 ao 25 oC. He rauopaxrnarr.

20. Shelf-life / Cporc roAHocrx 2years I 2 rolla

Prepared hy / floarorosleHo Checked bvl(llnoeeoexo Anomved bv / Oao6neuo
Signature / [Ioanubr 5-- ,Y/ \*.c49'
Date I ilara 'l olpr- \zo.\ Z-Dl o?/.tol-f \ '')-\/\.11,-a\4
Name / OI4O Atul Kumar Arnit Mishra Ashok Kumar Yadav
Desisnation / no.rxsocrr Officer-OA Sr. Officer-OA Manaser-OA

FCI\.4/QA054i08 00


