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

Tel.: +91-179i aAnOO Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurar aRaJIII3a Ha roroByrc npoAyKIt[K)

I ofE/CTD. I [l3U

Name,of product /
HauDreHosanle n Do.tlYKultt{

Momat Rino Advance /
Morraa'r PuHo AasaHc

Generic name /
HenareHrosaHHoe

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A:enacruna rurpox:lopur I'r MoMfla3oHa rfypoar cnpefi uasaarurtfi 4osupoeauHnfi

.I[,eft c'rryrcurue BeulecrBa
Each spray delivers /Kaxrcs ao3a cnpe, coAepxr4T:
Mometazone Fuorate BP 50 mcg / MorvIsrasoHa $ypoar Eprar.<D. 50 urr
Azelastine Hydrochloride BP 140 mcg / Agerasrr,rHa rl,tapoxrlopu Epql'O.]4q-yq

Strength /,(ornponra
140 mcg + 50 mcg
140 rrarr + 50 rvrrr

Date of Mfg. /
Ilqfe nno}fiBoncrRe

t1l202l

Dosage form /
.IIerancrseHHac 6onilra

Metered-dose nasal spray /
Cnoefi sasamnrrfi aosrloosaHnrfi

Date of Exp. / foaen Ao 1012023

Product code / Koa nporyKTa sRU030008246040 IGS Date of release I llara BbtnycKa 01.12.2021

Batch No / Cepun Ne 12210687 Qty: Released /
Kouuqegrso BHnyuleno

34,560 BOT
34,560 Saarouoa

Batch size / Pasmep cepnr.r 37,815 bot/ 37,815 Qaarouoe
Mfg. License No. /
flnourso-[crsennac rlluer3ltq .llg

MNB/10/832

Inspection Lot No
Konrno.nuoYemaq ceols Jt{!

04000036 l 560
Mfg. License Date / 3010412020

Package size / YnaKoera 75 doses / 75 aog
GMP Compliance certificate Data /
GMP ceorr,rdurar (aara)

t8t0612020

Market / Pulsolc Russia / Poccur
GMP Compliance certificate No /
GMP ceorudrrarNe

GMP-o1556/20lIN

Reference specification No /
Cneurdurauuq .Itlb

SPC-CC-05 r325
STP No /
CnI4 Ns

srP-cc-o37517

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4.I OBSERYATION / PE3YJIbTATbI

t Description / OnncaHue White to off-white suspension I Beaas
r4Jrra fioqrr,t 6elaa cycneHsne

Off-white suspension /
floqtu 6eras cycneH3lt,

2. Identifi cation / IIo4.nr,rHHocrr

a) Azt lasti ne hy dro ch loride /

q. ffi")
$t.Y'\ssh
":'- "ea

(Surru.uuf

,\

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 / Bpeua
yAepxr,rBaHl4q ocHoBHono ru{Ka Ha

xpoMaTorpaMMe ucnbrryeMoro pagrBopa

AOJIXHO BpeMeHr
yAepxuBaHxt ocHoBHoro nuKa Ha

xpoMarofpaMMe pacrBopa craHAapTHofo
o6parua areJracrt{Ha nuapoxropuaa (cu.
pa3,4en <KoruqectaeHHoe
onpeaeaeuue>).

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 /
Bperrla yaepxuuauila ocHoBHoro nI'IKa Ha

xpoMarorpaMMe ucrlElTyeMoro pacrBopa

cooTBgTCrByeT BpeMeHI4 yl\eprKuBa}lufl

ocHoBHoro nrlKa Ha xpoMaTorpaMMe
pasrBopa craHraprHoro o6palua aseilagtur?
ru.rtpoxnopr,rAa (cu. Pa3.ueJI

<Koau.{ecrBeHuoe onpereleuue>).

b) Mometasonefurode /
Momemasona fypoam

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 yAepxHBaHHs
ocHoBHoro nr,rKa Ha xpoMarorpaMMe
r4cnbrryeMoro pacrBopa ,4oJrxHo
coorBeTcTBoBarE BpeMeHu yAepx[BaHlu
ocHoBHoro nr,tKa Ha xpoMaTorpaMMe
pacrBopa craHraprnoro o6parua
MoMera3oHa Qypoara (ou. pa3AeJI

<KoraqesraeHHoe onpe.4ereuvt e>).

In the test of assay, the retention time of the

niain peak in the chromatogram of the sample

solution correspond to ttre retention time of
the main peak in the chromatogram of
mometasone furoate standard solution I
Bperrln yaepxtaRanufl ocHoBHoro nuKa Ha

xpoMarorpaMMe !{cnHTyeMoro pacrBopa

cooTBeTcTByeT BpeMeHI4 y,(epx!!BaHl'1,

ocHoBHoro nI4Ka Ha xpoMarorpaMMe

pacrBopa craHraprHoro o6pasua uouerasoHa
r[ypoara (o"r. pa3nen <KoruqecrBeHHoe

onpeAeaenue>).

Prenared bv / [Ioaroron.neno Checked by / Ilponepeuo Aoorovedlbv / OaoOpeno

Sisnature / [Ioanucu t4oilD-- .-r dk
Date I Ilara u.rGkllLll,o'l,t a*lLl'vr 9X lvlwt/'
Name / TDLIO Yogesh Kumar Mehta Atul Kumar Aiav Kuftaf Gare

Desienation / noaxuocrr OIIicer - OA Officer -OA Asst. Manaser -OA
00
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certificate of Analysis for Finished product /
CeprnQurcar anaJrr{3a Ha r.oroByro rpoAytculr rc

t,l:8
Name ofproduct /
HaumeHosaHle nDolryKuulr

Momat Rino Advance /
Mouar PnHo AasaHc

Generic name /
HenarenrosaHHoe
HAUMEHOBAHIlE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageaasrusa rrupoxJropr4Jt u MoMsra3oHa rfypoar cnpefi uasaaruuil Aor4porannufi

fleficreyrcuue BetuecrBa
Each spray delivers / Kax<aas Ao3a cnpe, coAepxlrr:
Mometazone Fuorate BP 50 mcg / Morr,rera3oHa Qypoat Eprar.@. 50 nrr
Azelastine Hydrochloride BP 140 mcg / Aseaasrnna nr.rtDoxJropraa Eprr.<D. 140 rr,rrr

Strength / {osnponra
140 mcg + 50 mcg
140 nrrr + 50 rrrrcr

Date of Mfg. /
jlara nooursoncrns fit2021

Dosage form /
JleraoctsegHaq 6ooMa

Metered-dose nasal spray /
Cnpefi Ha.saarHufi rogllpoaaHsrfi Date ofExp. / Iolen ao t0/2023

Product code / Koa noo.lryKTa sRU030008246040 I GS Date ofrelease I llara BbrnycKa 01.12.202t

Batch No / Cepun Ne 122t0687 Qty. Released /
Koan,regrso Bbtnyuleno

34,560 BOT
34.560 draronos

Batch size / Pasmep cepuu 3 7,8 I 5 bot / 37 ,815 Qrarouon
Mfg. License No. /
llDoulaoacraeHHag JrlrueHsuq .lt&

MNB/r0/832

Inspection Lot No
Kourpo.nu Dyervras ceo[c .llfs

04000036 I 560 Mfg. License Date /
llporrnoAcrsenuas .rttruen3us ( aaral

3010412020

Package size / Ynaroura 75 doses 175 Ns GMP Compliance certificateData I
GMP cemudurar (aara)

18106t2020

Market / Purnor Russia / Poccrc GMP Compliance certificate No /
GMP ceorudnrarNs

GMP-o15s6/20lrN

Reference specification No /
Cneuudurauua J\b

SPC-CC-05 1325 STP No /
C[I,I Ns

STP-CC-037517

No TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI
c) Benzalkonlum chlorlde /

Eewanxonun xnopud

f;tl'v
A. 5g

o
,r,).,

a-)

rDik

Y"*
fr\YQr, a t ,.b

Yhar*aceuY

c)
(D)

In the test ofassay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks of benzalkonium chloride
homologues Crz and Cu in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe r,rcnlrryeMoro
pacrBopa AonxHbr o6Haplnrneatrca
nuKu, cooTBeTcTByrOUUe no BpeMeHaM
yrepxr4Baur4, nr,tKaM roMo:roros Crz ra

Cra 6eHgaarouur xJlopr4ra Ha
xpoMaTorpaMMe cTaHIapTHOrO paqrBopa
(ct"t. paAeJr <Kor[,lecrBeHHoe
onpeaeleune>).

In the test ofassay, the chromatogram ofthe
sample solution contain peaks conesponding
to the retention times of peaks of
benzalkonium chloride homologues Crz and
Crq in the chromatogram of the standard
solution / Ha xporvratorpaMMe rcnbrryeMoro
pacrBopa oduapyxuaarorce fiuKu,
cooTBercTByrouue no BpeMeHaM
yAepx[BaHr,r, rlrKaM roMoJroros Cri ra Crq
6eHganroHr,ra xJrop?rAa Ha xpoMarorpaMMe
craHlaprHofo pacrBopa (crrr. palren
<KoruqegrseHHoe onpe4elenrae> ).

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.580 / 4,580
4, Density / Ilroruocru From 0.90 to l.l0 g/cm3 /

Or0,90ao l,l0r/crra3
g/cm3
r/crr,r3

l.0l
l,0l

5. Viscosity / Bslrocrs Not less than 5 cPs / He naenee 5 cfls 44.7 cPs I 44,7 ctlg
6. Osmolality / Ocno.ns.nsuocrs 250 to 350 mOsm&g /

250 - 350 naOcru/rr
294 mOsmlkg
294 r,tOcu/xr

Vial leak testing / Ilpooepra
Q.naroHa Ha repMeruttHogrb

Leakage traces should absent /
OT cyrcT ane cJreaoB yreqKr4

No leakage traces /
Caerrr yreuru orcyrcrBytor

Prenared bY / flonrorosreHo Checked by / Ilpooeoeno Aoorover bv / Oao6pero
Signhture / llolnucs WqM--- r'f +
Date / nara wo*llLllr?/1 -6A ltLlr^ o?h),1)rq
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Aiay Kulnai Gare
Designation /.llo.nxnocrr Officer - OA Officer -OA Asst. Manaper -OA

FCrWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia
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certificate of Analysis for Finished product/
CepruQurcar auaJr r,rra rra roroByrc npo[yKrtrr K)

olE rr3 u

Name of product /
HauMeHosaxue nDorrvrurrlr

Momat Rino Advance /
Mouar Pnno AasaHc

(.
CD

.;

Generic name /
i{enareH'roaaHHoe
HAI{MEHOBAHIlE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageaasruga rr4ApoxJroprul x MoMsra3oHa 0ypoar cnpefi ua:aarurrfi AosupoBagHufi

flefi crayrourue BetuecrBa
Each spray delivers / Karraas Ao3a crpe, coAepxr4r:
Mometazone Fuorate BP 50 mcg / Molasra3oHa r[ypoar Epra.r,(D. 50 narr
Azelastine Hydrochloride BP 140 mcg / AgelasruHa rr,rJrDoxJropua Enrz:r.@. 140 rr,rrr

Strength / flosupoara
I40 mcg + 50 mcg
140 urr + 50 rrrrr

Date of Mfg. /
nara npoulso.lcraa tt/2021

Dosage form /
JleraDcraeunaq 6ooma

Metered-dose nasal spray /
Cnpefi HasamHHfi aoguoosaHHrrfi Date of Exp. / loaen Ao t012023

Product code / Koa nDoryKTa sRU030008246040 lcs Date of releas e I llara BbrnycKa 01.12.2021

Batch No / Cepun.Nb 122t0687 Qty. Released /
KoJrlr qegtso Bbr nvureno

34,560 BOT
34.560 draroHos

Batch size / Parmep cepr.ru 37,815 bot / 37,815 gaarouoa Mfg. License No. /
IIDorcoo,flcreenHas Jr[uensus .]tl!

MNB/I0/832

Inspection Lot No
Kosrpo.nnpyemas ceous .ltl!

04000036 r s60 Mfg. License Date /
llponssoacreeHuas Jr[ueu3us ( taral

3010412020

Package size / Ynanosra 75 doses I 75 llos GMP Compliance certilicateData I
GMP ceprudnrar (aara)

t8/06/2020

Market / Punorc Russia / Poccr-g GMP Compliance certilicate No /
GMP ceprudurarJYb

GMP-0lss6/20lrN

Reference specification No /
Cneur.r0urauus Jlb

SPC-CC-05 r32s STP No /
CTII4.I\E

STP-CC-0375r7

No TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHIT' OBSERVATION / PE3YJIbTATbI
8. Mass of the released dose /

Macca surcso6oncgaenoft .qorul
Single dose / OrAe.rluHaq Aosa:

85.0 to 115.0o/o of the claimed delivered
dose amount / 85,0 - 115,0 % or
3tuBJrgHHoro srrcso6olMaerr{oro
KOJII{qECTBA

Average dose / CpeaHas ao3a:

90.0 to 110.0% of the claimed delivered
amount /90,0 - ll0,0o/o or 3airBneHHor-o
ertcso6ox.qaeNroro KoJrtr.resrBa

Minimum I Muaumyu: 90.6 o/o

Maximum / Marcuvyru: 106.9 %

Average I Cpesuee: 99.2o/o

9. Mass of the vial content /
Macca coaepxunoro Qlaroua

Not less than 9.52 g I
He rraenee 9,52 r

9.83 g I
9,83 r

10. Dose number / Kounqegrno aos Not less than 75 doses / He rraenee 75 aos 94 doses 194 l'os ,A:r1 " -.; Oli
/'J

/ f:r
lt Particle size / Parmep rracruu 90 % ofparticles less than l0 pm /

90o/otawugptl3MepoM uenee I0 urna

100 % ofparticles less than 30 pm /.
100% qaqrt{q pa3MepoM uesee 30 uru
Particles of more than 30 pm should be
absent / 9asruuu 6onee 30 MKM roJrxHbr
oTcyTcTBoBaTb

t00.0%/100.0% 
l;

100.0o/o1100,0% 

\B;
Absent / Orcyrcroyrcn

12. Related substances / Po,qcraenHrre flpr,rMec]t

a) Azelastine hydrochlorlde /
As eJ, ac ma n a zu d p o xn op u d :
Single unspecified impurity /
EAuuraquoft HerreHrr,r-

Srzurapoaauuofi upunrecn
Total impurities / Cyrr.rrr,ra npuueceft

Not more than 0.89 %o lHe 6orce 0,89 o/o

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

Below LOQ/ Huxe LOQ

Below LOQ/ HzNe LOQ

Prepared by /.lloaroroeJreHo Checked bv / [Inoeeoeso Approved bv / Oao6peno
Signature / Iloanrcs ww -f z r
Date / nara q H'oQ llr. l1a1) uglt tl .^ hv't2u
Name / OIIO Yosesh Kumar Mehta Atul Kumar Aiav Kuhr{r Gare
Desisnation / llorxrocrr. Oflicer - OA Officer -OA AssL Manager -OA

FCr\4/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax: +91-1795 667299 email: slenrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar aHaJrrr3a Ha roroByro [poAyrurrx)

As ,e
)\(i
(D

It)
\ ,,-

\rt.''l'f

4oI 4t?
Name of product /
HatlMeHosaHue nDorrvKrrlrr,r

Momat Rino Advance /
Morvra'r Prano AasaHc

Generic name /
Hena,reHTosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseraqrnHa rr,trpoxJtopnr n MoMera3oHa Oypoar cnpefi nasaarHufi ao:upoaauurrft

,[(efi crnyrcuue BetuecrBa
Each spray delivers / KaNaas.[o3a crpeq corepxrdr:
Mometazone Fuorate BP 50 mcg / MorrasrasoHa rtypoar Epra.r.@. 50 urr
Azelastine Hydrochloride BP 140 mcs / A3eracruHa nurDoxrroona Eorr.@. 140 rrarr

Strength / {orupoora
140 mcg + 50 mcg
140 ur<r + 50 rvrrr

Date of Mfg. /
Ffnrg nnournnlcrnq t1/2021

Dosage form /
JlercancrseHHas rhonnrn

Metered-dose nasal spray /
Cnpefi nasaruHrrfi aogroosaHuHfi Date of Exp. / loaen ao 1012023

Product code / Koa npolryKra sRU030008246040 lcs Date ofrelease I Ilara BbrnvcKa 01.12.2021

Batch No / Cepua Ne 12210687 Qty. Released /
KoJrtlqecrno BbrnyueHo

34,560 BOT
34.560 draroHos

Batch size / Pasnep cepuu 37 ,815 bot / 37,815 Q.narouoa
Mfg. License No. /
llpotlrsoacrsexxag arueulrs .]\E

MNB/10/832

Inspection Lot No
Kourpo.nu pyeiuas cepuq .ltl! 040000361 s60 Mfg. License Date /

lpo[lsorsrreunas Jr[uen3us (aara)
30/04/2020

Package size / Vnaroara 75 doses / 75 llos GMP Compliance certificateData I
GMP ceorudurar (nera)

18t06/2020

Market / Prruor Russia / Poccur GMP Compliance certificate No /
GMP ceprudnrcar.ltl!

GMP-01556/20lrN

Reference specification No /
Cneurad[raunn Ns

SPC-CC-05132s STP No /
crrl4.ttlb sTP-CC-o37sr7

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4g OBSERVATION / PE3YJIbTATbI

b) Mometasone faroate /
Mouemuoaa Qypoam
Impurity D / Ilpraruecr D
Single unspecified impurity /
E,.uuu.ruas nen ueHrrzQuuupoBaHHaJr
npuMec6
Total impurities / Cyuua acex
npnuecefi

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

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

Not more than 2.0 %o / He 6orce2,0 Yo

0.02%/0,02%

0.10 o/o / 0,10o/o

0.22o/o / 0,22o/o

rt

.cc /
..b'/
\\u./

{*
n6pryi 3ce!

Atul Kumar



Glenmark Pharmaceuticals Ltd
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Certificate of Analysis for Finished Product /
Cepru{unar anaJrrr3a Ha roroByrc [poAyKrlrrK)

of 5us
Name of product /
HatainenosaHrre n norrvrcrrrir

Momat Rino Advance /
Morrrat PuHo AasaHc

Generic name /
Hena,rexrosaHHoe
Ha!rMeHoBaHUe

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerasrusa nr4JtpoxJroptd,[ !4 MoMeraroHa $ypoar cupefi Hasaarunfi Aosupoaauuufi

{efi crnyrcurue BeulecrBa
Each spray delivers I Kancms.Ao3a cnpe, co.4epxrdr:
Mometazone Fuorate BP 50 mcg / Morue,rasoHa rfypoat Epra.r.@. 50 rvrrr
Azelastine Hydrochloride BP 140 mcg / Areaacruua rlrnDoxrropraa Eprr.@. 140 r,arr

Strength / {orupoara
140 mcg + 50 mcg
140 urr + 50 narr

Date of Mfg. /
.llara npougsoacrsa n12021

Dosage form /
JlerapcrsegHas donMa

Metered-dose nasal spray /
Cnpei naranrHrrft AoguposaHgHfi

Date of Exp. / foaen ao t012023

Product code / Koa rrDotryKTa sRU0300082460401cS Date ofrelease I llara Bbrrrvcra 01.t2202t
Batch No / Cepux Ne 12210687 Qty. Released /

Kor[qecrso Bbrnyueno
34,560 BOT
34.560 daaroHos

Batch size / Parmep cepura 37,815 bot / 37,8 15 Qnaronoo
Mfg. License No. /
lloolrrsoacrsennas irnuenrrc J{b

MNB/r0/832

Inspection Lot No
Kourpo.nu pveruas cepug .lil! 040000361 560 Mfg. License Date /

flnor,rrnoncrseHHss Jrunega ug ( nqrql
30t04/2020

Package size / Ynaroara 75 doses / 75 zios
GMP Compliance certificateData I
GMP ceprndurar (aara)

t8106t2020

Market / Prrnor Russia / Poccu-fl GMP Compliance certificate No /
GMP ceorudurar.Itlb

GMP-Or5s6/20lrN

Reference specification No /
Cneuudurauug Jtlb

SPC-CC-O51325 STP No /
CnU.lls STP-CC-0375r7

No TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI
l3: Uniformity of delivered dose /

OruopoAnocrr aslcao6orMaenroft
AO3br

Not more than 2 values from 20
determinations may deviate from the
mean value by more hhan t25o/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
+25o/o, 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 +25Yo and none can
deviate by more thm r35Yo /
He 6oaee 2 suaqeuula ur 20 onpeaenenufi
MOr)T OTK'rOHrTCf, OT CpeAHer-o 3HaqeHr4rr
6o.nee qeu ua+25 % (or raxlloro us l0
Slaronoe 6epyrca no o.qsoft uaqalrsofi
n oruofi roseqHofi gHcso6oxraeMofi

.[o3e), u Hu oAr{oro - 6oaee qeM Ha
+ 35 o/o.

Ecau or 3 ao 6 gHaqeHtrfi trMeror
orKroHeHus 6onee qeu *. 25%o, uo
MeHblue, qeM + 35 7q 'ro ucnH'rHsaror
cJreryouue 20 $naronon.
He 6oaee 6 guaqeaufr nr 60 onpeAeaeurafi
Moryr oTKJroHsTCs oT cpeAHero 3HaqeHr,rs
6olee qerr,r lg.a*.25 o/o, u tru oaHoro"
6oree qeu sa*35 o/o

Azelastine Hydrochloride /
Are.nacrrua r[Apoxnopru:

Beg / Hauuo:
Minimum / Muuurv.yu: 9 4.60/o

Maximum / Marczuylr: l00.lo/o
Average / Cpeanee: 98.1%

End / Koneq:
Minimum I Muuuvryu: 93.2o/o

Maximum / Marcuuylr: 104.3o/o

Average / Cpetuee: 98.9o/o

Mometazone Furoate /
Momerasoua Qypoar:

Beg / Hauatw:
Min imum / Muuurv.yu: 9 4.6%o,

Maximum / Marcrrvryru: l0l.8o/o,
Average I Cpepuee: 98.7o/o

End / Koaeq:
Min imum / Muuurtryu: 93. 5o/o,

Maximum / Marcnruyu: 103.2o/o,

Average / Cpetaee: 97.7o/o

Prepared by / [Ioarorosflexo Checked bv / [InoseoeHo Aoproved bv / Oao6oeuo
Sienature / Iloanucr vhilVz <r A.
Date I Ilara V Q'okllLll^'lf 6"rtal-l^ '2{ lll)12r1
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Aiav Kunlar Garg
Desisnation / llurxHocrr Olficer - OA Officer -OA Asst. Manaser -OA

FCrWQA054/08.00
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Certificate of Analysis for Finished Product /
CepruQurar arraJrrrsa Ha roroByro flpoAyrrl[rc

6of t{3

Name of product /
HaumeHosautle nDo.rrvKrrr{u

Momat Rino Advance /
Morrrat Puno AAsaHc

Generic name /
HenateHrosaHHoe
HANMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseracrr,rHa rruIpoxJroptu r,r MoMeftBoHa 0ypoa, cnpefi uagalrusrft AosnponauHrrfi

fleficrayroune Ber{ecrBa
Each spray delivers / Kan<aac Ao3a crpelt aoAepxltr:
Mometazone Fuorate BP 50 mcg / Mourcra3oHa r[ypoar Epn.r.<D. 50 rvrrr
Azelastine Hydrochloride BP 140 mcg / AseaacrnHa rrrApoxlopaa Eprz:r.@. 140 urrr

Strength /.{ornpoera 140 mcg + 50 mcg
140 rrlm+ 50 rr,mr

Date of Mfg. /
.lfara nnonlnoncrna tU202t

Dosage form /
Jlerancrseugac 6onme

Metered-dose nasal spray /
Cnpefi uasanrHuft aosuposarHufi Date of Exp. / IoaeH ao 1012023

Product code / Koa flDolryr(Ta sRU0300082460401GS Date of releas e I ftara BHnycKa 01.12.2421

Batch No / Cepua Jllr 12210687 Qty. Released /
KoJruqecrso ButnyuleHo

34,560 BOT
34.560 SraroHos

Batch size / Pasmep cepuu 37,815 bot/37,8 15 gnarouon Mfg. License No. /
llpo[raoacrsexnas .nauergng .llb

MNB/10/832

Inspection Lot No
Kourpolrupyenas ceDus JYb

040000361s60 Mfg. License Date /
llpougaorcrserHaq JruueH3ns (aara)

30/04/2020

Package size / Ynanosra 75 doses / 75 lios GMP Compliance certificateData I
GMP ceorudurar (aara)

t8t06t2020

Market / Puror Russia / Pocclrc GMP Compliance certificate No /
GMP ceprudrrar.ltfs

GMP-015s6/20lrN

Reference specification No /
Cneuuburaur.rs JYs

SPC-CC-051325 STP No /
C[I,I J\T

STP-CC-037517

No TESTS / IOKA3ATEJII'I LIMITS / TPEEOBAHI,I.fl OBSERVATION / PE3YJIbTATbI
14. Uniformity of dosage unit /

OAHopoAnocrb rosr{poBaH}rs
Not more than I value from l0
determinations may deviate from the
mean value by more than +25 o/o (one
starting delivered dose is taken from each
of l0 bottles) and none may deviate by
more than +35 o/o.

If 2 or 3 values deviate by more than
+25Y;, but less than +35%, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 o/o and
none can deviate by more than *35 o/o I
He 6oaee I sHa.reHus us l0 onpeaeaeuufi
MO)I(ST OTKJTOHTTC' OT CpeAHeIO
3HaqeHtr, 6oage ,{e[4 ua *25 o/o (or
KaxAoro u: l0 $aaronoa 6epcrca uo
o4uofi Ha.ramnofi sHcso6oxqaeMoft
ao3e), u Hr4 oAnoro, 6oaee qeru Ha
t 35 o/o.

Ern rsa wM Tpn 3HaqeH[s taMeroT
orKnoHeHr., 6olee qeM *25o/o, Ho
MeHee, qeM I35 yo, TO lrcnErTHBaroT
cneAyroulue 20 <pnaxoHon.

He 6oree rpex sHaqeHufi Moryr
oTKJTOHTTEC' OT CpeAHgrO 3HaqeHU'
6Olee, .reu ua *25Yq u uu OIHOTO,
6o.nee qeu nar 35 o/o.

Azelastine Hydrochloride /
Ale.nacruna rlrapoxnoplta :

Minimum / Mr,rHrrMyM: 94.6Yo,

Maximum / Marcrnryr'a: l00.lo/o

Average / Cpetuee: 98.1%o

Mometazone Furoate /
MolrerasoHa Qypoar:

Minimum I Muaumyu: 94.60/o,

Maximum / Marcrarvryrvr: 1 0 l .8o/o,

Average / Cpetuee: 98.7o/o

o
(D

*

Prepared bv / lloarorosneHo Checked by / llpoueoeno Approvedlrbv / Oao6oeuo
Signature / lloanucs {
Date / nara " %ct llL llrav\ d?ll7)11^ D4
Name / IDIIO Yogesh Kumar Mehta Atul Kumar Aiav Kunlar bars
Designation / .llo,nxrocrr Oflicer - OA Officer -OA Asst Manaser -OA

4/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel; +91-1795 667200 Fax: +9 I -179 5 667299 email: glenrnark@bom2.vsnl.net.in

Certi{icate of Analysis for Finished Product /
Cepru{nrcar arraJrlra Ha roroByp trpoAyKrlrrr)

7 atE
Name of product /
HauprenosaHue nDotryKulrta

Momat Rino Advance /
Morrrat Pano AasaHc

Generic name /
HenarenroeaHHoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /

Asenacrr,rna rriApoxlropxl a MoMera3oHa Qypoat cnpeft Ha:alruuft 4osnpoaaHHufi

{eficrayrouue BeuecrBa
Each spray delivers / Kax<aag ao3a cnpe, coaepxur:
Mometazone Fuorate BP 50 mcg / MoMcra3ona rfypoa.r Eprar.@. 50 rrarr
Azelastine Hydrochloride BP 140 mcg / Aseaacrrua ru.lDoxJropraa Epr.n.@. 140 urr

Strength / {osr.rponra
140 mcg + 50 mcg
140 rr,Irr + 50 nrrr

Date of Mfg. /
lfera nnoursoncrne 1v2021

Dosage form /
JleraDcrsesHag dooma

Metered-dose nasal spray /
Cnpefi HasangHblfi aoeuoonaHHrrfi Date of Exp. / foaen ao 1012023

Product code / Koa npoJtyKTa sRU030008246040 lcS Date of release I llara BbrnycKa 0t.t2.2021
Batch No / Cepua Jlb 12210687 Qty. Released /

KoJruqecrso Bbrnytuero
34,560 BOT
34,560 6aaroHoa

Batch size / Pa3Mep cepru 37,815 bot / 37,8 15 Qaarouoo
Mfg. License No. /
llpournoacraenHas ruuextlrs .Ilb

MNB/10i832

Inspection Lot No
Kourpo,lul pyemas ceDuq Ns

04000036 I 560 Mfg. License Date /
flnournoncrnegnrs .nunelllug I nqrql

30104/2020

Package size / Ynaroara 75 doses / 75 aor GMP Compliance certificateDila I
GMP ceprvdurar (aara)

t8/06/2020

Market / Pulnor Russia / Poccus GMP Compliance certificate No /
GMP ceprudtrcar.lilb

GMP-o1556/20lrN

Reference specification No /
Cneundurauns JI!

SPC-CC-O51325 STP No /
CII}I -][s

STP-CC-0375r7

No TESTS / IIOKA3ATEJII4 LIMITS / TPEBOBAHI4g OBSERVATION / PE3YJIbTATbI
15. Microbiological purity / Mrarcpo6r.rouoruqecKas .rusrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6uee qncJo
aopo6nurx 6arrepr.rft u
rpo?roreBbrx t.l ruIecHeBbrx rpu6on
(cymmapHo)

Test for Absence of Specified
Microorganism / Tecr ua
cnequQuvecrue
M14KpOOprAHl{3Mbt:

P s eudo monas ae rug ino s a

S t ap lry I oc oc cus aureus

Bile-Tolerant Enterobacteria /
3mepo6arrepuu, ycroTr.{usrre
X(CJIqI,I

Not more than 102 cfu per I g (ml) of the
product / He 6oaee 102 KOE a I r (ru)
rlpenapara

Absence per I g (ml) of rhe product /
Orcyrc,orze a I n(rvrn) rpeflapara

Absence per I g (ml) of the product /
Orcyrc'rnue a I r(rrra) npenapara

Absence per I g (ml) of the product /
OT cyrcT ene a I n (rrla) npenapara

Less than l0 cfir/ml / Menee l0 KOE/rvu

Absent / Orcyrcrrycr

Absent / Orcyrctayer

Absent / OT cyrc, ayer

r6. ,ai as.iIAssay / KoluqecraenHoe onpeae.nenue

a) Azelastine hydrochloride /
AleuacruHa ruapoxnoplta

From 85 %oto 115o/oof the labeled claim
of azelastine hydrochloride I Or 85 %o to
ll5 o/o OT 3aJIBireHHOrO KoJrrrqecTBa
L? e ract ,,Ha rlupoxJr op rula

91.2%o / 91,2o/o

/\)I

Iin t
b) Mometasone furoate /

MoueraloHa Qypoar
From 85 % to I 15 % ofthe labeled claim
of mometazone furoate / Ot 85 o/o to
ll5 o/o OT 3arBJIeHHOno KoJrr'rqecTBa
MoMera3oHa Qypoa.ra

t,,.eo/o^00,eo/o 

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

Tel.: +91-1795 667200Fwr: +91-1795 667299 email: glenrnark@bom2.vsnl.net.in

Certilicate of Analysis for Finished Product /
Cepru rfnnar anaJr [roa Ha roroByro trpoAyKrlrr K)

Any deviation/Incident/OOS: Not applicable
OrrcrrouennsMHunAeurr/OOC: He rrpr,rMeHraMo
Declaration ofcertification: "l hereby certiff that the above information is authentic and accurate. This batch ofproduct has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
l9c{,Reeglatory Authority and with the normative document no. JIII-003328-231I15, Amend. No I dt. 12.09.2016, amLnd. No 2
dt.05.12.2016, amend. No 3 dt. 08.10.2018, amend. No4 dt.03.06.19, amend. No 5 dr.20.03.2019, amend. No 6 dr. 23.Ot.2}Z},amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMp."
3arclrcqeuue o coorBercrBu}l: HacrorunM norrBepMElro, r{To npeAcraBJreHHajr arrure un$oprvrutufl sBnscrcgAocroBepHofi n,ro.rHofi.
laHnar cepur 6rua npou3BeaeHa, BKIIrcqa, ynaronry/rraapnrpoany, !r npoKoHTponlrpoBaua ua yraraunofi eruue nporsaorgrgeHHoft
nnoulaJlKe B noJrHoM coorB,ersrBr,tr4 c rpe6oranr,uura Halnexauteft llporaraoacrseHHoft flparruru (GMp) ra rpe6ooanurun uoplrla,ruauofi
.rloKyMeHrauuu JIII-003328-231115, I4ru. Ns I or 12.09.2016, I4srvr. N 2 o105J2.2016, Vsu'. Ns i q'08.10.2018, Hsvr. Ng 4 or
03.06'2019' HsI\a. N 5 ot 20.03.2019, HsN,I. Ns 6 oT 23.01.2020,1,1sr\a. Ilb 7 or20.02.2020. lauuru ceprs coorBercrrye,rrpe6oaauuru
uopna'runHofi AortyMenraqru. flpo'roroau nporcBoacrBq ynar(oBKr4 t4 rrpoBeAesHbrx aHaJr?r3oB .[rts .aaHHof cepuu lsrtru

Name of product /
Haumenonague nDo.lvKur{rl

Momat Rino Advance /
Mouar Puuo Aananc

Generic name /
Heuarenropassoe
HAl,MEHOBEHNE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacT uua ruapoxrtoprut r,! MoMeraroHa Qypoar cnpefi uasaarHrrfi roeupoaanuufi

[efi crsyrcruue BeulecrBa
Each spray delivers / Kaxaas ao3a crpe, coAepxr,rr:
Mometazone Fuorate BP 50 mcg / MoMcra3ona $ypoar Epa.r.<D. 50 l,rrr
Azelastine Hydrochloride BP 140 mcg / A-seaasrr4Ha rlurDoxlopraa Eprr.O. 140 urr

Strength /!,orupoerca 140 mcg + 50 mcg
140 urr + 50 urr'

Date of Mfg. /
flcrc nnournonernq tU202t

Dosage form /
JleraocrseHHaq dronma

Metered-dose nasal spray /
Cnpefi nasanrHHfi aoguoosaHHrrfi Date of Exp. / I'oaen ao t0/2023

Product code / Koa npotryKra sRU030008246040 1cS Date of release I llara BHnycKa 01.12.202t

Batch No / Cepun J{b 12210687 Qty. Released /
Korltqecrso Bbrnyueno

34,560 BOT
34"560 daaKoHos

Batch size / Pa3Mep cepwr 37,815 boti 37,815 Qaarouoa
Mfg. License No. /
IloousaoacrsenHaq fl lrueHr[s .][b

MNB/r0/832

Inspection Lot No
Konrpo.nupyeMas cepus .lt[!r

040000361560 Mfg. License Date /
flnor,rrnoncrnerrf sq rrf neHlus I nqrq\

30/04t2020

Package size / Ynarosra 75 doses 175 Ns GMP Compliance certificateData I
GMP ceorr.rdnrar (aara)

18106/2020

Market / Pusor Russia / Poccua GMP Compliance certificate No /
GMP ceorr'rduna'r.l&

GMP-01556/20irN

Reference specification No /
CneuuduKaulrq .lt[b

SPC-CC-051325 STP No /
CITII JYo

sTP-CC-o37s17

No TESTS / TIOKA3ATEJTI,I LIMITS / TPEEOBAHII' OBSERVATION / PE3YJIbTATbI
c) Benzalkonium chloride/

EeHlaJrronlrs xnoplra
From 80 o/o to 120 % of the labeled claim
of benzalkonium chloride / Or 80 7o ao
120% or 3aflBreHHoro Korr,tqecrBa
6eHsarroHr,rs xnopruIa

90;lo/o / 90,1o/o

17. Packr 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. / IIo 75 rz

150 ro3 Bo rpaaron u3 II3BII,
csa6xesnLrfi ao3upyroqt4M ycrpofi crBoM
H HZBUUIbHbTM aaatTrepoM c 3aEIHTHEIM
KoJr[aqKoM. @aarou c zucrpyruuefi no
npr4MeHeHl,tp noMeIrIaK,T B KapToHlryo
naqKy.

75 doses in a HDPE plastic bottle eguipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. I [lo 75.ao: Bo QraroH rs tl3BI,
cua6xesHsrfi .qo3[pyorur4r{ ycrpoftc, eoru ra

Ha3aJIbHEIM aIanTepOM C aarru4TH6IM
KoJrlaqKoM. @laron c uucrpyrquefi no
IIpuMeHeHrIlo noMeruaroT B KapToHHyto
naqry.

4$tu'\lo 't
9h-i

fu^^#t^^,,,o,
t8. Labeling / maeftdlfl$z According to ND / B comavrc.rar,rra c H!
19. Storage / Xpanenrae Store at l5 to 25 oc, protected from light. Do not freeze. / B sairuueHHorr m Cscra Mecre

npr,t reMleparype ot l5 lo25 "C. He sarraopaxuaaru.

20. Shelf-life / CpoK roAnocru 2years/2rota

I,! CAeJTaHO 3aKJrtOqeHI{e, qTo oHr4 rasu Harnexauefi Hofi flparrrrr,r (GMP).
Prepared bY / floaroronleHo Checked hv / Ilpoaepeno Aooroved bv / O.no6oeno

Sienature / Ilornucr t4a ol,0 .P 4L
Date / nara Y4:'zng I ll,l )a l-atnJq. D7 lvhrH
Name/ @[IO Yogesh Kumar Mehta Atul Kumar Aiay Ku*rarrGars
Desisnation / llo.nxcsocrr Ofricer-OA Officer -OA Asst Manaser -OA


