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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal hadesh 1732Q5,lndia

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

Certificate of Analysis for Finished Product /
CepruQurcar anaJrrrsa rra roroByro trpoAyKrl[rc

Name of product /
Han pregona g r,re n nonvrcrruu

Momat Rino Advance /
Mottra, PraHo AasaHc

Generic name /
Henarenroaaxsoe
HAI{MEHOBAHNE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageaacrnna rr47lpoxnoprdA H MoMeraroHa rpypoar cnpefi uaralruufi.[osupoaauuufi

{eftcrayrcune BeuecrBa
Each spray delivers / Karclas Ao3a crpef, coAepxnr:
Mometazone Fuorate BP 50 mcg / Morusra:osa Qypoat Bpr.rt.@. 50 urr
Azelastine Hydrochloride BP 140 mcg / A3eracrnna naapox-r,opra Eorr.<D. 140 urr

Strength /.(oruponra 140 mcg + 50 mcg
140 prrr + 50 nrrr

Date of Mfg. /
llata noolrlsoacrsa Il/2021

Dosage form /
Jlerapcrsegnas 6ooma

Metered-dose nasal spray /
Cnpeft nasaarHufi aoruoosauHrrfi Date of Exp. / Ioaen ao r012023

Product code / Koa rpoayKTa sRU0300082460401cs Date ofrelease I Ilara BbrnycKa 02.t2.2021
Batch No / Cepna J{b t2210688 Qty. Released /

Koluqesrao Dbr[yuleHo
22.620,8OT
22-620 rbraronon

Batch size / Parmep cepuu 24,815 bot / 24,815 r[aarouoir Mfg. License No. /
llpolareoAsrsenHag .nuueusus Jlb

MNB/I0/832

Inspection Lot No
Kosrpo.nupyeMaa cenus I[b 040000361 86s Mfg. License Date /

IlpoulsoacrseHHas Jrrruer3uq (aara)
30/04t2020

Package size / Ynarosra 75 doses / 75 toz GMP Compliance certificateData I
GMP ceorudnrar (aara)

t8/06/2020

Market / Prrsor Russia / Poccuq GMP Compliance certificate No /
GMP ceprudurar.ltl!

GMP.OI556/20lIN

Reference specification No /
Cneuudurauuq J\il

SPC-CC-051325 STP No /
CIIUJ& STP-CC-037517

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI
I Description / OnucaHue White to off-white suspension I Beaas

r,url,r noqra 6elar cycneusne
Off-white suspension /
flo.r, u 6era, cycneu3r4,

2. Identifi cation / Ilor.lursogrs

a) Azelasfine hydrochlorlde /
Asan ac mu aa eudpoxn op u d

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 / Bpeur
yAepxlrBaHtrr ocHoBHoro iluKa Ha
xpoMaTonpaMMe r{crrBrTyeMoro pacTBopa

,aoJrxHo coorBeTcTBoBaTb BpgMeHX
ylepxrrBaHr4, OCHOBHOTO nr4Ka Ha
xpoMaTofpaMMe pacrBopa qraHlapTHorro
o6parua rueiracruHa rr,rapoxaopaaa (cu.
pa3,qen <Koa[qecrseHHoe
onpereleHue>).

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
azelastins hydrochloride standard solution /
Bpeur yaepxuBauufl ocHoBHoro rrr4Ka Ha

xpoMarorpaMMe r,rcflbrryeMoro pacrBopa
cooTBeTcrByeT BpeMgHr4 yAep)KVtB{,:Hl/d

ocHoBHono []IKa Ha xpoMaTorpaMMe
pacrBopa srarulaprgoro o6pa.eua a3eractuHa
ruApoxrropr{.(a (cru. pa3.aen

<KornqesrseHuoe onpeaeaeHue>).

b) Momztosonefurode / 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 / Bpeua yAepxr/rBaHr,tfl
ocHoBHoro nr,tKa Ha xpoMaTorpaMMe
ucnbrryeMoro pacrBopa AoJrxHo
cooTBeTcrBoBaTb BpeMeHLr yI:ep)KuBaHufl
ocHoBHOrO nura Ha xpoMaTorpaMMe
pasrBopa craHraprHoro o6pasua
MoMeraroHa $ypoara (o,1. pa3.rlen
<Korrqec, seHuoe onpeaeleHue>).

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 /
Bperr,rr yaepxuBattus. ocHoBnoro nuKa Ha
xpoMarorpaMMe ucnLrTyeMoro pagTBopa

coorBercrByeT BpeMeHr4 y1]lep>KuBaBufl

ocHoBHoro nuKa Ha xpoMaTorpaMMe
pacrBopa craHraprHoro o6pasua MoMgrtroHa

Qypoam (crtr. pa3neJr <Kort4qegrseHHoe
onpeAeaeHue>).

Prepared by / lloaroroe.nexo Checked -bv / IlpoeeoeHo Apprilved by / Oao6oexo
Sisnature / lloanucr oq% // -# ry
Date I llara 'FnllTlftm aqllt- ll.t DY l\1.lolrH
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desienation / .llo.rxHocrr, Officer - OA Officer -OA Asst. Manaser -OA

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

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

Certificate of Analysis for Finished Product/
CepruQunar aHaJr[3a Ha roroByrc rrpo[yrqr{K)

2of 8l 2ut8
Name of product /
Hau*renonague rr DolryKurrt.r

Momat Rino Advance /
Mol',ra'r PHno Aasauc

ar\
o\(D\

o

,97

Generic name /
HenareHTosarHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerastl4ua naApoxJropr4l r,t MoMerrnoHa r[ypoat cnpeft uaraarurrfi AogapoBauHHfi

flefi crsyrouue BeulecrBa
Each spray delivers / Kalraac Ao3a cnpe, coAepxttr:
Mometazone Fuorate BP 50 mcg / Mousraroua $ypoar Eprar.@. 50 rrarr
Azelastine Hydrochloride BP 140 mcg / Aselacrr,rrra rr4Apoxrropraa Epra:r.@. 140 rr,rrr

Strength / floruponra
140 mcg + 50 meg
140 trlrr + 50 ruxr

Date of Mfg. /
flcrc nnournonernq tll202t

Dosage form /
JlerapcrseHxag 6oona

Metered-dose nasal spray /
Cnpei uasanrHrrfi rosraDosaHnrlfi

Date of Exp. / foaen ao r0/2023
Product code / Koa rrpolryKra sRU0300082460401cS Date of release I llara Burnycra 02.12.2021
Batch No / Cepua Jlb 12210688 Qty. Released /

KoruqecrBo Bbrnyuleno
22.620,B.OT
22.620 draroHos

Batch size / Parmep cepr.lu 24,815 bot 124,815 Qaaronoe
Mfg. License No. /
llpoursoAcrsenHaq JruueHouq Jl!

MNB/I0/832

Inspection Lot No
Kosrpo,nupyemas cep[q J\b

04000036 I 865 Mfg. License Date /
[Ioo[laoactseHgas JrurreH3us ( naral

30/04/2020

Package size /. Vnaroarca 75 doses I 75 lios GMP Compliance certificateData I
GMP ceorr,rdurcar (aara)

t8/06/2020

Market / Punor Russia / Poccu., GMP Compliance certilicate No /
GMP ceorr.rdurar.lt&

GMP-01556/20ltN

Reference specification No /
CneuuduKauus Jl!!

SPC-CC-051325 STP No /
CIII4 J{U

STP-CC-037517

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4.f, OBSERVATION / PE3YJIbTATbI
c) Benzplkonlum chbrtde /

Eeasanxonua x,nopud
In the test ofassay, the chromatogram of
the sample solution should contain peaks
conesponding to the retention times of
peaks of benzalkonium chloride
homologues Crz and Crc in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe xcrrBtryeMoro
pacrBopa AoJrxHbr o6HapyxraBarbcs
lr,tKlr, cooTBeTCTByrOtqIre IIo BpeMeHaM
yrepxr,rBaHr{r nnraM roMoJroros Crz 14

Cra 6eugalrouur xJropuAa Ha
xpoMaTorpaMMe CTaH.(apTHOro pacrBopa
(ct"t. prBAen <KoauqecrBeHHoe
onpeAeleuue>).

In the test ofassay, the chromatogram ofthe
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Crz and
Cra in the chromatogram of the standard
solution / Ha xporrlarcrpaMMs uclbrryeMoro
pacrBopa o6uapyxraar,orcr 'rwtKyt,

cooTBeTcTBypIIIUe nO BpeMeHrlM
yAepxtrBauu, nr,rKaM roMoJroros Crz u Crq
6eHsanroHr,rr xaopraai Ha xpoMarorpaMMe
craHraprHoro pacrBopa (cr,a. pa3,[en
<KoruqecrBgHnoe onpereaeHue>).

(^fA;>
3. pH From 4.0 ro 5.0 / Or 4,0 ao 5,0 4.555 t4,555 /,:i
4. Density / flrornogru From 0.90 to l.l0 g/cm3 /

Or 0,90 ao l, l0 r/cu3
0.998 g/cml
0,998 r/crrr' DI

5. Viscosity / Bsrrocru Not less than 5 cPs / He nrenee 5 clls 35 cPs / 35 cIIs
6. Osmolality / OcMo.rqJrunocrr 250 to 350 mOsmlkg /

250 - 350 uOcnr/rr ll+.mlsrntke \a", Yflol294 wOcu/* \r o,
1 Vial leak testing / flpoaepra

Q.narona Ha repMer[ttHocrb
Leakage traces should absent /
Orcyrcraue cneAoB yreqKrl

No leakagetraces/ \{rmry
Caegrr yrevrz orcyrcrByrcT

Prepared by / lloflroronneuo Checked bv / llooeeoeno Appr yed bv / Oao6oeHo
Signature / lloanucu tllM- ---r z P

Date I Ilara FnltllL l|,t aet h.)* nR tLl)a\
Name / IDI4O Yogesh Kumar Mehta Atul Kumar Aiav lumar Gare
Designation / no.lrxsocrs Officer - OA Officer -OA Asst. Manaser -C)A

FCIWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

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

Certificate of Analysis for Finished Product /
CepruQurar auaJrr3a Ha roroByro rpoAyKrlurc

ofE / CTp. J ll3 E

Name of product /
HallnaeHo gaHue rrnorrvkrrru

Momat Rino Advance /
Mouar Puuo A-nnanc

.it..

o
*
_

,a,1
b",/

Generic name /
HenareHrosaHHoe
HAUMEHOBAHllE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseracrrd Ha rr,rJtpoxJroplrA r,r MoM eranoHa r[ypoar cnpefi Ha:aaruurfi goruporanHufi

,{eft crayrouue BeulecrBa
Each spray delivers / KaNaas ao3a cnpes coAepxur:
Mometazone Fuorate BP 50 mcg / Morraeta3oua rfypoa.r Eprar.@. 50 rvrrr
Azelastine Hydrochloride BP 140 mcg / Ageaacrr4ua na,upoxrropua Eprr.@. 140 rvrrr

Strength / {oruponra
140 mcg + 50 mcg
140 rr,rm + 50 naxr

Date of Mfg. /
-Ilara nDoulsoacrga 1U2021

Dosage form /
JleKaocrserHas rhonun

Metered-dose nasal spray /
Cupefi Haranrruft .qorupoaaHHHfi

Date ofExp. / Ioaen ao t0/2023
Product code / Koa [po,lvKTa sRU0300082460401cS Date of releas e I llara BbtnvcKa 02.12.2021

Batch No / Cepua Jlb 12210688 Qty. Released /
KoJrzqecreo Bbtnytueno

22.620,80T,
22.620 draroHos

Batch size / Parmep cepun 24,815 bot /24,815 QraroHoa
Mfg. License No. /
llpoursoacrseuuas .nuuexrus .llb

MNB/r0/832

Inspection Lot No
Kourpo,nu pyeuag ceplrs .ltl!

04000036r 865 Mfg. License Date /
lIDo[gaoncrseHua, Jrlruetr3us (aara)

3010412020

Package size / Ynarcosr,ca 75 doses / 75 aos GMP Compliance certilicateData I
GMP ceorrdurar lnera)

t8/06/2020

Market / Punor Russia / Poccr.r.s GMP Compliance certificate No /
GMP ceprr.rdnrarJ\b

GMP-o1556/20lrN

Reference specilication No /
Cneun0urauus Ne

SPC-CC-051325 STP No /
cnu.ilb STP,CC-037517

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHUq OBSERYATION / PE3YJIbTATbI
8. Mass of the released dose /

Macca nurcso6ortclaenoft aosu
Single dose / OrAe.rrrxas Aora:

85.0 to 115.0o/o of the claimed delivered
dose amount / 85,0 - 115,0% or
3aJrBJreHHoro sucso6oxraelloro
KOIl,rqeqrBa

Average dose / Cpeanns.[o3a:
90.0 to ll0.0o/o of the claimed delivered
amount 190,0 - ll0,0o/o cr 3ruBJreHHoro
sslc go6oxraeMoro Korr4qecrBa

Minimum I Muuuuyvt: 93.4 o/o

Maximum / Marcuruyv: 105.7 %

Average / Cpe4uee: 99.0 o/o

9. Mass of the vial content /
Macca coaepxumoro @.naroHa

Not less thut 9.52 g I
He uenee 9,52 r

9.81 g /
9,81 r _--

10. Dose number / Konuqecrao aos Not less than 75 doses / He r'aeHee 75 aos 98 doses / 98 aos ,/.':l':'l r\ 5l 
C

,/'+'
/ (-vll Particle size / Parnep qacr!,ru 90 % ofparticles less than l0 pm /

90 % .racrraq pa3MepoM ueuee l0 unr.r

100 % ofparticles less than 30 pm /
100%o qactraU pa3MepoM neuee 30 urrra

Particles of more than 30 pm should be
absent / 9asruuur 6olee 30 MKM roJrxgbr
oTcyTcrBoBarB

100.0o/o / 100"0%

l00.0%o / 100,0o/o

Absent / Orcyrctnyror

t2. Related substances / PoAcrseuHrre npuMecu

a) Azglastlne hydrochlorlde /
As eJ, ac mu a a eudpoxnop u d :
Single unspecified impuriry /
EruuuqHofi HeureHT?r-

QrauupoaaHHoft npuuecu
Total impurities / Cynna rpr,rMecefi

Not more than 0.89 o/o /He 6oaee 0,89 o/o

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

Not Detected / He o6uapy:reno

Not Detected / He o6napyxeno

Prepared bv / floarorosreHo Checked bv / IlooseneHo Aooloved bv./ Oro6neHo
Sienature / lloanucs Wtill)/ -ffi +l-
Date / nara u e'0 g, ll r. I l,L

-olhLt ^4 r'(kvllP!{
Name / <DIIO Yogesh Kumar Mehta Atul Kumar AiaV Kumar Gars
Designation / -llo.nxHocrr Officer-OA Officer -OA Asst. Manaser -OA

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

Tel.: +91-1795 667200 Fw<: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprr.rQurar anaJrrna Ha roroByro rpoAyKrturc

ofE [r3 E

Name of product /
Ha[neHosaHr.re n DorvKun]r

Momat Rino Advance /
Mouat PuHo Aasauc

Generic name /
Henarenronassoe
HAT,!MEHOBAHI{E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracruHa rxApoxroplrr u MoMera3oHa $ypoar cnpefi uasalruufi Aoruporaunufi

fleficrnyrcuue BeulecrBa
Each spray delivers / Karr.aas Aosa crtpgc coaepxlrr:
Mometazone Fuorate BP 50 mcg / Morucra3oHa r[ypoat Eprar:.<D. 50 rr,rrr
Azelastine Hydrochloride BP 140 mcs / A3eracrurHa ruJrDoxJropua Epnr.<D. 140 rvrrr

Strength /.(oruponra I40 mcg + 50 mcg
140 rvrrr + 50 nrr

Date of Mfg. /
-)Iara nnor,rsnoncrna 1U2021

Dosage form /
JleraocrseHHac 6onn n

Metered-dose nasal spray /
Cnpeft naraasHHfi .(osr,rDosaHHrrft

Date of Exp. / foaeH ao t0/2023
Product code / Koa npoayrcra sRU0300082460401cS Date ofrelease I llara Bbrnycra 02.12.2021

Batch No / Cepun Jt{b 12210688 Qty. Released /
Koau.legrso Bbtnvtuexo

22.620,8OT
22,620 0aaroHoa

Batch size / Parmep cepuu 24,815 bot 124,815 grarouoa Mfg. License No. /
IlpoucsoacrsenHaq nnuerlas .ltl!

MNB/10/832

Inspection Lot No
I(oxrpo,lrupyeman ceprs .lllE

040000361 86s Mfg. License Date /
llooulsoasreeguas Jrruerr3nq (aara)

30/04t2020

Package size / Ynarosra 75 doses / 75 aos GMP Compliance certificate Data /
GMP ceorudnrchr (aara)

1810612020

Market / Puuor Russia / Poccu.fl GMP Compliance certilicate No /
GMP ceprudurarJ\!

GMP-oI556/20lIN

Reference specification No /
Cneuudlrraurc J{s

SPC-CC-O51325 STP No /
cm,I.trts STP-CC-0375r7

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHII.fl OBSERYATION / PE3YJIbTATbI

b) Momzlasonefuroae/
MomemuoaaAlpoan
Impurity D / Ilpnrrlecr D
Single unspecified impurity /
E Luuwquas uenAeH.rnQ uulrpoBaH Ha,
npr,rMecb

Total impurities / Cyrvrua acex
npurvecefi

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

Not more than 1.0 o/o / He 6otee I,O o/o

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

0.02%o /0,02o/o

0.05 Yo / 0,05Yo

0.17 oh / 0,17o/o
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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: +91-1 79 5 667299 email: slenrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprnrfnrar auaJrrna Ha roroByx, rrpoAynrllr K)

5 of8 / Crn. 5 n:
Name of product /
HauMeHosaHue n DorvKrrr,rr,r

Momat Rino Advance /
Mouar PuHo AlsaHc

Generic name /
Henarenroaaunoe
HAI{MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerasruua rraApoxJropt4A tr MoMerzroHa Qypoat cnpefi HasaarHnfi Aosupoaauuufi

fleficrayroune BeuecrBa
Each spray delivers / Kanqas,[o3a cnpe, coAepxr4r:
Mometazone Fuorate BP 50 mcg / MoNlcra3oHa Qypoar Epz.r.@. 50 nrr
Azelastine Hydrochloride BP 140 mcg / Aseaasruua ru.rrDoxrropraa Epnr.@. 140 r,,rrr

Strength /!,orupoora 140 mcg + 50 mcg
140 rrrrr + 50 rrar<r

Date of Mfg. /
-llara nooulsoacrea fit2021

Dosage form /
JleraoctseHHaq 6onMs

Metered-dose nasal spray /
Cnpefi nasanrHrrfi aoguoosaHHr,rfi Date of Exp. / l'oaen ao t0t2023

Product code / Koa nDoJlvrcra sRU030008246040 1 cS Date of releas e I llara BbrrrvcKa 02.12.2021

Batch No / Cepua Jlb t2210688 Qty. Released /
KoJruqegrso Brrnyqeno

22.620,8OT
22,620 i[aar<ouoo

Batch size / Pa3Mep cepr,lu 24,815 bot I 24,815 Q;raronoa
Mfg. License No. /
llpouruo4craeHnas auuenruq .Ilb

MNB/r0/832

Inspection Lot No
KoHrpolru DyeMag ceonq J{b

040000361 865 Mfg. License Date /
llpo[lsoacrseHHaq JraIreH3us ( tara\

3010412020

Package size / Ynaroera 75 doses I 75 tot GMP Compliance certificateData I
GMP ceprndurcar (aara)

t8/06t2020

Market / Psrnor Russia / Poccus GMP Compliance certificate No /
GMP ceorudurcarJ\b

GMP-0I556/20lIN

Reference specification No /
Cneulrduraurc Jfs

SPC-CC-051325 STP No /
CIII4.]\Ig STP-CC-037517

No TESTS / IOKA3ATEJIIZ LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI
13. Uniformity of delivered dose /

Oanopo4uocrr sslcso6oxraemofi
.I03Lr

(lrr,* ace9

Not more than 2 values from 20
determinations may deviate from the
mean value by more than r25% (one
starting and one end delivered dose is
taken from each of I0 bottles) and none
may deviate by more than+35o/o.
If 3 to 6 values deviate by more than
+25%o, 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 saa,renufi u: 20 oupeAeaeuufi
MOr-yT OTKJTOHTTCq qr cpelHero 3HaqeHr,r,
6oree qeu ua+ 25 oZ (or raxAoro ras l0
t[naronor 6epyrcr no oAHofi HaqarbHof
u olrtofr r<osequofi aucao6oxqaeuofi
A$e), n Hr4 oAHoro - 6oaee qeM Ha
x.35 %o.

Ecaa or 3 ao 6 sHaqeHr4fi ulteror
orKJroHeHr,r, 6olee qev + 25 %o, no 

i

MeHb[re, qerrl + 35 %q ro ucnbrTurearor I

cne.(yourne 20 Qaar<onoa. I

He 6oaee 6 snaqeHr,ril rar 60 onpeleaenNfi |

MOryT OTKJIOHTTC' OT CpelHero rnauerrr I

6oree .reNa sa* 25 o/o, tA HtA O,[HOrO, I

6oaee qeu ua*35Yo 
I

Azelastine Hydrochloride /
Ale.rracrrHa rur poxJropna :

Beg / Haaalo:
Minimum I Muuuvryv.: 87.7Yo
Maximum / Malrrcwyu:. 97 .2o/o

Average / Cpeuee: 94.2Yo

End / Koneq:
Minimum / M uuuvyu: 92.0%o

Maximum / Mxcuuy u: 99.4o/o
Average / Cpetuee: 96.30/o

Mometazone Furoate /
Moneralona Qypoar:

Beg / Havano:
Minimum / M nuuvyvr: 87.7%o,

Maximum / Marcwvry u: 98.4o/o,

Average / Cpetnee: 95,5o/o

End / Koaeq:
Minimum I Muuuvryvr: 9l.lYo,
Maximum / Marcunayrvr: l0l,lYo,
Average / Cpemee: 97.4%o



gLenmank
A neri, way for a new wld

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: elenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurar auaJrlrla Ha roroByrc [poAyKrIuK)

I Cro.6 wt
Name of product /
HaumeHoaauue tr DolrvKnr.rr

Momat Rino Advance /
Mouar Prano Aasagc

Generic name /
HenareH'rosaxnoe
HAI{MEHOBAHllE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaacruua rugpoxJropru u MoMera3oga rpypoar cnpefi uasa.nruufi rornponaunrrft

[efr croyroruue BeulecrBa
Each spray delivers / KaN.uas Ao3a cnpe, co.uepxur:
Mometazone Fuorate BP 50 mcg / Morrlsralosa Qypoar Eprar.@. 50 rrar<r

Azelastine Hydrochloride BP 140 mcg / Asenac, uHa rra.rrDoxrropna Eprr.<D. 140 rvrrr

Strength / {oruponra
140 mcg + 50 mcg
140 rr,rrr + 50 ivrrcr

Date of Mfg. /
llgre nnorrnoncrnc tt/2021

Dosage form /
JleraDcrseHHas dooma

Metered-dose nasal spray /
Cnpeft naransHsrfi rograDoaanHslfi

Date of Exp. / I'oaeu ao t0/2023
Product code / Koa lrDo]rvKTa sRU0300082460401cs Date ofrelease I llara BBrnycKa 02.t2.2021

Batch No / Cepua J\E 12210688 Qty. Released /
Koruqecrso BunyueHo

22.620,8OT
22.620 draroHos

Batch size / Parnep cepuu 24,815 bot /24,815 Qnarouon
Mfg. License No. /
llporrso,qcraenHas JuueHsus JtE

MNB/10/832

Inspection Lot No
Kon'rpouupyeruas cepus J\b

04000036 I 865 Mfg. License Date /
[oorrsoacraeglf aq Jr[[eH3uc ( nersl

30/04/2020

Package size / Vnarosra 75 doses / 75 aog GMP Compliance certificateData I
GMP ceorudrrar (aara'l

t8/Q6/2020

Market / Prrnorc Russia / Poccuc GMP Compliance certificate No /
GMP ceprudurarJt{b

GMP-o1556/20lrN

Reference specilication No /
CneuuOurcauuq .llb

SPC-CC-05132s STP No /
C[II4 J\t sTP-CC-o37sr7

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI,If, OBSERVATION / PE3YJIbTATbI
14, Uniformity of dosage unit/

OAHopoAuocrb ao3npoBaHut

o .-; 
t/'l).

c)
(D

!
J

'^t..,/^

Not more than I value from l0
determinations may deviate from the
mean value by more than *25o/o (one
starting delivered dose is taken from each
of l0 bottles) and none may deviate by
more than *35 Vo.

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

Not more than 3 values can deviate from
the mean value by more t}ran +25 %o and
none can deviate by more than *35 o/o /
He 6onee I sHaqeHU, ra: l0 onperenenzfi
MOXeT OTKTTOHTTC, oT cpe.rlHero
3HaqeHr,!, 6olee qev ua +25o/o (or
Kaxrono a: l0 $narouoa 6eperca no
oauofi Haqalruofi sHcao6o)Kraervrofi
aore), rz Hr4 o,[Horo, 6oaee qeM Ha
+35%o. 

]

Earz asa uflA Tpvt 3HaqeHr4, ,re- 
|

orKJroHeHH, 6olee qeM *25yo, uo I

MeHee,.qeM +35o/o, ro ,cnrrrr,"alo" 
I

cne,qypur4e 20 Snaronon. 
IHe 6oaee rpex gHaqeHr4fi Moryr I

oTKJTOHTTuC' oT cpe,4Hero rHa'rennr 
I

6olee, qerr,r ua t 25 o/o, u nn oasoro, I

6oree qerra aa+ 35 o/o. 
I

Azelastine Hydrochloride /
Ase.nacruna rtlApoxnopruI:

Minimum / Muauvyu: 87.7%o,

Maximum / Maxcnvyu: 97 .2%o

Average / Cpetuee: 94.2o/o

Mometazone Furoate /
Monerarona Qypoar:

Minimum I Muuuvryvr: 87.7o/o,

Maximum / Marcwryu: 98.4Vq

Average / Cpetuee: 95.5o/o

Prepared bv / Iloaroromeso Checked by / Ilpoeeoeuo Approvedbv / Oao6oeso
Sienature / flornucr r
Date / nara { voallLll,ort inlhlat d{ ln4ln.h
Name / (PllO Yogesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Designation / .llo.nxsocrr Officer - 0A Officer -OA Asst. Manaeer -OA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,India
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certificate of Analysis for Finished product /
Ceprnrfurar anaJrrrca Ha roroByrc [poAyrcqux)

Name of product /
Hauueuonaxue noolrvKrrrrr,r

Momat Rino Advance /
Moua'r PuHo AasaHc

,A
(D

i
E

;/

Generic name /
HenarenroeaHHoe
HAI{MEHOBAHl{E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AlelactuHa rulpoxnopnJl r,r MoMera3oHa rfypoar cnpeft uasaarHrrfi AosupoaaHuurft

.(eflcrnyrourre BeruecrBa
Each spray delivers / Kancaag ,rlo3a cnpe, coAepxr,rr:
Mometazone Fuorate BP 50 mcg / Mougrasoua $ypoar Epur.@. 50 urr
Azelastine Hydrochloride BP 140 mcg / A3eracrr,rHa r-unDoxrropra.u Eprr.@. 140 nrr

Strength /.(orupoorca 140 mcg + 50 mcg
140 nrcr + 50 urr

Date of Mfg. /
-ilera nnoiarnoncrae tt/2021

Dosage form /
JlerapcrseHHas donIvra

Metered-dose nasal spray /
Cnpefi HasanrHHfi .[oguposauurfi Date of Exp. / Ioaes Ao 1012023

Product code / KoA npoayrra sRU0300082460401cs Date of release I llara BHnycKa 02.12.2021

Batch No / Cepran J{E 12210688 Qty. Released /
KoJuqecrBo BbrnytrleHo

22.620,B,OT
22.620 daaronos

Batch size / Pasmep cepur.r 24,815 bot /24,815 gaarouoa Mfg. License No. /
llpoussoacrsenuas lruenlus .Il!r

MNB/10/832

Inspection Lot No
KoHrpo.nupyenas ceous .llb

040000361 865 Mfg. License Date /
[Ioo[lgoagrneHHaq rlrrreg3uc ( nnra)

30t04t2020

Package size / Ynarcosra 75 doses / 75 los GMP Compliance certilicateData I
GMP ceprudnrar (aara)

tEt06t2020

Market / Pslsorc Russia / Poccur GMP Compliance certificate No /
GMP ceprudnrar.ltlb

GMP-or556/20lrN

Reference specification No /
Cneuudurauus Jlb

sPC-CC-os1325 STP No /
CTII4 JIb

STP-CC-0375r7

No TESTS / TIOKA3ATEJII' LIMITS / TPEEOBAHU,f, OBSERVATION / PE3YJIbTATbI
15. Microbiological purity / Mr.lrcpo6r,ro.roruqecKas rrncrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6uree qucro
agpo6nLrx 6arrepuil ll
,[pororeBbtx rr rurecueBbrx rpr6oe
(cyrumapHo)

Test for Absence ofSpecified
Microorganism / Tecr sa
cneuuQuuecrue
Mr{KpoopraHu3Mbr:

P s eudo n onas ae rug inos a

Staplrylococcus aureus

Bile-Tolerant Enterobacteria /
3rnepo6arrep uu, y crofiiuzue x
XEJIqI,I

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

Absence per I g (ml) of the product /
OTcyrcrnrae n I r(rrla) npenapara

Absence per I g (ml) of the product /
OTcyrcraue n I r(ura) npenapara

Absence per I g (ml) of the product /
Otcyrcrnue a I r(ua) npenapara

Absent / Orcyrc, uye,r

Absent / Orcyrcrayer

Absent / Orcyrcruycr

Less than l0 cfi.r/ml / Menee l0 KOE/un

A"'t AsrD\
/o' q

ih^
\.rrrceuy4

I6. Assay / Ko.nuqegraesHoe onpeAqrreur{e

a) Azelastine hydrochloride /
Ale.nacruna r[rpoxnopt,la

From 85 %oto ll5 o/o of the labeled claim
ofazelastine hydrochloride / Or 85o/o to
ll5% or 3arrBJreHHoro KoJr!{qecrBa
a3eJrasrrrHa nr4ApoxJlopr,rAa

96.40/o / 96,40/o

b) Mometasone furoate /
Monerasona Qypoar

From 85 % to I 15 % ofthe labeled claim
of mometazone furoate / Or 85 Yo Ao
115 o/o Or 3tuBJreHHorO Korr,tqecrBa
uorrrerasoua $ypoara

97.8o/o / 97,8o/o

Prepared bv / IloarorosreHo Checked hv / Iloosenego Anproved bv / Oao6oeHo
Sisnature / flornucr, WV F,
Date / nara r- bRllT I1.t71 -rrlltl l\ DYIYVIVe.I
Name / @LIO Yoeesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desisnation / no.nrrroerx Officer - OA Officer -OA Asst. Manaeer -OA

FCkl/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 66'1299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByro npoAyKrlrrrc

Any deviation/IncidenUOOS: Not applicabl-
OrKnoneH[q/[Iu uulenrrriOOC: He npr4MeuraMo
Declaration of certification: "l hereby certifi that the above information is authentic and accurate. This batch ofproduct has been
manufactured" including packa-einq ani quality control at the above mentioned site in full compliance with the GMp requirements of the
l9c1l-R9eylatory Authority and with the normative document no. JIII-003328-231 I 15, Amend. No I dt. lz.og.2ot6,amend. 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. 23.0t.20z0,amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMp.,,
3aKrrcqeHlre o coorBercrB[u: Hagrosur,rM floATBepx.qarc, qro npeAcrttBJreHH€u rHue uu$oprrl ulua flBltsgtcfl.EocroBepHofi u roquofi.
lanuaa cepr'u 6rua [pou3BeleHq BK,IKrqa, yuaronry/rrrapKxpoBKy, r,r npoKoHTponHpoBaHa Ha yrasaunoft ,rrra npo*ro4craeuuofi
nnoua,4Ke B [oJrHoM coorBsrqrBnr,r c rpe6onauraauu Ha,qlexaulefi flporarnoacrseHnofi flparrrarr,l (GMp) u rpe6oaannruu uopuarnauofi
,(oKyMeHraunr JI[-003328-231115, Hsr',l. Ns I or 12.09.2016, I,Isrra. Ns 2 o105.12.2016, l/rtu. Ns 3 or 08.10.2018, Vtu. J\b 4 or
03'06'2019' I4rrvr. l''lb 5 or 20.03.2019,Vtu. J\b 6 ot 23.01.2020,I,Isrvl.M or20.02.2020. fiannae cepr4c coorBercrByer tpeoooanuanr
uoprrlataauofi roKyMg}ITauxu. flpororoau npou3Bo.qcrBa ynaKoBKr4 H npoBereHHbrx aHaJrrr3oB Ans ,aaHHofi cepuu 6urau

ofU Uu3
Name of product /
Ha umeHosalr ne n DolvKur.r.r

Momat Rino Advance /
Monat Pnno AAsaHc

Generic name /
Henarenrooaxsoe
Hat{MeHoBaHue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerac'ruHa ruJlpoxJropr,u H MoMcraroHa rpypoar cnpefi uasaauuufi,Iosrapoaauurrfi

{eft crsyrourue BerlecrBa
Each spray delivers / Kaxrag aosa cnpec co.(epxnr:
Mometazone Fuorate BP 50 mcg / Mor{cra3oHa $ypoar Eprar.<D. 50 nm
Azelastine Hydrochloride BP 140 mcg / ArenacruHa rn.rlpoxrroDu Bprr,@. 140 rrrrr

Strength / [,osupoara
140 mcg + 50 mcg
140 rvrrr + 50 nrxr

Date of Mfg. /
]lara nnoulso.ncrsa 1112021

Dosage form /
Jlerancrnennas donus

Metered-dose nasal spray /
Cnpefi nasanrurrfi aoluoonasnnfi Date of Exp. / Foaen ao t0/2023

Product code / Koa nDoayr<ra sRU0300082460401cs Date ofrelease I Ilara BLrnYcKa 02.12.2021

Batch No / Cepua J{b 12210688 Qty. Released /
Korlrqegrgo Butnyrueno

22.620,B'OT
22.620 draxonos

Batch size / Parmep cepuu 24,815 bot /24,815 SaaroHon
Mfg. License No. /
[oonsnoacreegHag ruueHerc .ilb

MNB/r0/832

Inspection Lot No
Konrpo.tupyemas cepus Jt! 04000036 I 86s Mfg. License Date /

Ilpoulaoacrseunas Jr[uen3us ( taral
30/0412020

Package size / Ynarosra 75 doses I 75 tos GMP Compliance certificateData I
GMP ceorr0urar (aara)

t8/06/2020

Market / PulHorc Russia / Poccr,rg GMP Compliance certificate No /
GMP ceprrdurarJl!

GMP-01556/20lrN

Reference specification No /
Cneuudr.rrauus Jlb

SPC-CC-05132s STP No /
CIII4 Ns

STP-CC-037517

No TESTS / IOKA3ATEJII,I LIMITS/TPEEOBAHI,Itr OBSERVATION / PE3YJIbTATbI
c) Benzalkonium chloride /

Eenta.nronur xnoplrA
From 80 Voto 120 % of the labeled claim
of benzalkonium chloride I Or 80 o/o lo
120% or 3tutBJreHHoro KoJrnr{ecrBa
6eugaarouur xnoprua

88.8% / 88,8%

t7. PackacexilTHS

€"" 
--"\

€ #,^;
\o^^ -,,rt,*,*,/

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. / flo 75 a
150 Ao3 Bo $naron u3 II9BII,
cna6xeusrrfi .[o3r,tpypullrM yctpofi craonr
I,I HA3AJIbHEIM AIAITIEPOM C AAUI,ITHbIM
KoJrnaqKoM, @larou c rzHcrpyruueil no
npnMeHeHuro noMeuIaK,T B r(apToHHyro
naqKy.

75 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / llo 75.aoe no Q;rarou rar tlSBII,
cua6xesuufi ro3,rpforJlr,rM ycrpofi croorvr ra

HA3AJIEHbIM AIAITTEPOM C AAII(I,ITHETM

KoJrnaqKoM. <Daaros c rnc, pyrurefi no
npuMeHeHHIo noMeulaJoT B KapToHHyK)
naqKy.

18. Labeling / nhplffih,*ef According to ND / B coorssrcrsun cH[,
19. Storage / Xpaneuue Store at l5 to 25 oc, protected from light. Do not freeze. / g gauiluteuHoM or cBera Mecre

npa reMrreparype ot l5 ao 25 oC. He 3aMoparr,tBarb.
20. Shelf-life / CpoK roAHocrll 2 years / 2rota

H CTEJIAHO 3AKJIIOqCHI,TC" qTO OHI4 Haanexaueft I lloarrarra (GMP
Preoared bv / flonmron:rexo Checked.by / [IpoeeoeHo Approvedhv / Oao6peno

Sienature / Iloanrcs WW-z aT' F
Date / nara 0tr 1glIT[D) -oz/)zltt 'e{,\v11,?4
Name / IDLIO Yosesh Kumar Mehfn Atul Kumar Aiay Kumar Gars
Desisnation / llo.nxnocrr Oflicer - OA Officer -OA Asst. Manaser -OA


