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

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

Certificate of Analysis for Finished Product /
Cepru$nnar anaJr r.Ba Ha roroByro npoAyrrlrr K)

of u
Name of product / ..

HaumenosaHue nDorvrcrrr,rrr
Momat Rino Advance /
Morvrar Puuo A-nganc

Generic name /
HenareHrosaHHoe
HAl,lMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageaasrusa rlupoxJropur 14 MoMeratoHa $ypoar cnpefi uasaaruufi rosuponauHufi

A,eficreyrcuue BeulecrBa
Each spray delivers / Kax<aas ro3a cnpefl coAepxnr:
Mometazone Fuorate BP 50 mcg / MoMsra3oHa r[ypoar Eprar.O. 50 urrr
Azelastine Hydrochloride BP 140 mce / AserasrrrHa rrdtrDoxrrooul 6nrr.tD. 140 rrarr

Strength / [ooupoora
140 mcg + 50 mcg
140 ur<r + 50 rr,rrr

Date of Mfg. /
]lara noo[lroacrsa tt/2021

Dosage form /
JlercancrseHHag 6onue

Metered-dose nasal spray /
Cnpefi Ha3anrHurfi aoonoosaHHsrfi Date of Exp. / Foaex ao t012023

Product code / Koa nporyrcra sRU030008246040 lcS Date ofrelease I Ilara BbtnycKa 01.12.2021

Batch No / Cepnn Ne 12210686 Qty. Released /
Koruqecrso BbrnylueHo

33,600 BOT
33-600 thnaroHos

Batch size / Parmep cepr.lu 37,815 bot / 37,8 15 gnarouor Mfg. License No. /
llDoulso.[craesxag,nuuenlus .I&

MNB/10/832

Inspection Lot No
KourpoauDyeuas ceous .lilb

040000361408 Mfg. License Date /
If poussorcraeHuas Jr[uen3ug (aara)

30/0412020

Package size / Vnarosra 75 doses 175 Ns GMP Compliance certificateData I
GMP ceorudurcar (rara)

t8/06/2020

Market / Punor Russia / Poccrc GMP Compliance certificate No /
GMP cepru0urarJl!

GMP-o1555/20lrN

Reference specilication No /
Cneuuduraur.rc .i& sPC-CC-os I 325 STP No /

cnl4.1rl! STP-CC-0375r7

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4g OBSERYATION / PE3YJIbTATbI
I Description / Onucasue White to off-white suspension I Bema

l4Jrr{ noqrr4 6elar cycneurua
Off-white suspension /
flo,{ru 6era, cycfleu3a,

2. Identifi cation / lloa.luHsocrr

a) Azelastine hydrochlorlde /
A s qt ac ma na e u I p oxn op a 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 azslastine
hydrochloride standard solution / Bpenar
yAepxr4BaHH, ocHoBHord nr4Ka Ha
xpoMaTorpaMMe racnErryeMoro pacrBopa
.IIOJIXHO COOTBET9TBOBATB BPEMEHI,I
yAepNr4BztHr,t, ocHoBHoro nuKa Ha
xpoMaTorpaMMe paqrBopa cTaHlaprHofo
o6pasua a3eJracrr,rHa naApoxropHAa (cM,
pa3AgJI <KoauqegrseHHoe
onpegeleuue>),

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 /
Bperraa yaepxuButux ocHoBHoro nr4Ka Ha
xpoMaTorpaMMe ucnbrTyeMoro pacrBopa
cooTBeTcTByeT BpeMeHr4 y,.9q)KUBAHUA

ocHoBHoro nuKa Ha xpoMaTotpaMMe
pacrBopa cralu(aprHoro o6pa:ua a3erlactuHa
rulpoxnopr,r.4a (cu. pa3AeJl

<KonrrecrBeHuoe onpeleaeune>).

/i,' ' 'aA
o3

* *gv!
t 4t'tn '"i0^, vt' ..ei

\(3nur* aceV

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 / Bperur yrep)Ku*a*ri:ar
ocHoBHOrO nr{Ka Ha xpoMaTorpaMMe
I4onbrryeMoro pacrBopa aoJrxHo
cooTBeTcrBoBaTL BpeMeHr,r yaepxr,rBaHu,
ocHoBHoro nrrKa Ha xpoMarorpaMMe
pacrBopa craHragrHoro o6pasua
MoMsra3oHa fiypoara (crrr. pasAeJr
<KoruqecrBeHHoe onpeAeaeHue>).

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 /
Bperue yaepxnBanufl ocHoBHoro rrnKa Ha
xpoMaTorpaMMe xcnbrTyeMoro pacTBopa

cooTBeTcTByeT BpeM€H!.r y,lgplKuBaHul
ocHoBHoro nr4Ka Ha xpoMaTorpaMMe
pacrBopa gratulaprHono o6pasua rrlorrlvra:oHa

Qypoara (cu. pa3aeJr <KoauqecrBeHHoe
onpeAeaeHue>).
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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: glenrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar aHaJr rr3a Ha roroByrc [poAyKIIrr K)

olU Ztl
Name ofproduct /
Hauuenonague nDo.lyruuu

Momat Rino Advance /
Morvra'r PuHo A-nsalrc

Generic name /
HenareHrosaHroe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseflacruHa rru(pox;roplu, [r MoMera3oHa r[ypoar cnpefi Hasaaruufi 4osr,lpoaauuufi

flefi crnyroulre Be[IecrBa
Each spray delivers / Kanqae Ao3a cnpe, coaepxur:
Mometazone Fuorate BP 50 mcg / Morusra3oHa r[ypoar Fpr.rr.@. 50 urr
Azelastine Hydrochloride BP 140 mca / Ageracu4Ha rr,lllDoxJropraa Eprr.@. 140 urr

Strength /.(oruposra 140 mcg + 50 mcg
140 ur<r + 50 rr.rrr

Date of Mfg. /
.llara nooralsorcrsa tt/2021

Dosage form /
JleraocrseHHan 6onrvra

Metered-dose nasal spray /
Cnpefi uatalrHufi .(otuDosaHHrrfi

Date of Exp. / foaeH ao t0/2023
Product code / Koa rponvKTa sRU030008246040 lcS Date of release I Ilara Bbrlrycra 01.12.2021

Batch No / Cepua J{!r 12210686 Qty. Released /
KoJrl,lqecrso ButnyuleHo

33,600 BOT
33-600 d.naroson

Batch size / Pa*rep cepuu 37,8 I 5 bot / 37,815 Saaronoa
Mfg. License No. /
IlDoussoacrseHnas Jrzuegsrg .Ilb

MNB/I0/832

Inspection Lot No
KoHrpo;rupyenaas ceous Jls

040000361408 Mfg. License Date /
llpo[ssoacrseHuas Jrt.rueg3ns ( tar:al

3010412020

Package size / Yuarosra 75 doses / 75 tos GMP Compliance certificateData I
GMP ceorrdurar (aara)

r8/06t2020

Market / Pslxorc Russia / Poccug GMP Compliance certificate No /
GMP ceprudurar.Ii&

GMP-oI556/20lIN

Reference specification No /
Cneuudurauug Jlb

SPC-CC-05r32s STP No /
C[n.lfs STP-CC-037517

No TESTS / IOKA3ATEJII4 LIMITSi TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI
c) Benztlkonlam chloride /

Eensanxoaua xnopud
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 r4cnHTyeMoro
pacrBopa AonxHBr o6uapyxuuamcr
nurut, cooTBeTcrByrculr4e no BpeMeHaM
y4ep)KuBauus nr,lKaM roMoJroros Crz r,,

Cra 6esgaarosas xJropr,r,ua Ha
xpoMaTorpaMMe cTaruapTHoro pacTBopa
(o"r. pa3AeJr <KorrqecrseHuoe
onpeAeleuue>).

In the test ofassay, the chromatogram ofthe
sample solution contain peaks conesponding
to the retention times of peaks of
benzalkonium chloride homologues Crz and
Cr+ in the chromatogram of the standard
solution / Ha xporua'rorpaMMe ucnrrryeMoro
pacrBopa o6napyNraaarorca iluKti,
cooTBeTcTByroure no BpeMeHaM
yAepxlrBaHu, [r4KaM roMoJroroB Crz r4 Crq
6eHgaaroHuc xJropr4ra Ha xpoMarorpaMMe
craluaprHoro pacrBopa (ou. pa3.[en
<Koa u.{ecrBeHHoe onpereaeurae>).

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.579 /4,579
4. Density / Ilnornosrs From 0.90 to l.l0 gicm3 /

Or 0,90 ao l,l0 r/cru3
1.013 g/cmi
1,013 r/qvr3

5. Viscosity / Ba3Kocrb Not less than 5 cPs / He rraenee 5 cIIs 4l cPs/41 clls
6, Osmolality / Ocmots.nrnocru 250 to 350 mOsm/kg /

250 - 350 trrOcu/rr
294mOsm/kg
294uOculw

1 Vial leak testing / flponeprca
Qnaroua Ha repMeruqHogrb

Leakage traces should absent /
Orcyrctane cJreAoB yreqrx

No leakage traces /
Crerrr )rueqru orcyrcrByror
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l732Q5,lndla

Tel.: +91-1795 667200 Fax: +91-179s 667299 email: qlenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Cepr:n$nrcar aHaru3a Ha roroByro flpoAyr(qlrrc

Name of product /
HaraMenosaHae n nonvrrruu

Momat Rino Advance
Mopra'r PraHo AasaHc

Generic name /
HenarenrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseragrr,rHa ruApoxnopur rd MoMetEoHa r[ypoar cupefi uasaaruufi Aosrpoaauuufi

[efi crayrorlue Berr1ecrBa
Each spray delivers / Koraas ,ao3a cnpe, corepxrr:
Mometazone Fuorate BP 50 mcg / MoMsra3oua $ypoar Epnr.<D. 50 rvrm
Azelastine Hydrochloride BP I 40 mcg / Area asrutHa rr.Epoxrroprur Epm.@. 140 rvrrr

Strength / !,oouponra
140 mcg + 50 mcg
140 rr,rrn + 50 rrarr

Date of Mfg. /
Aara noou3goactsa tU2021

Dosage form /
Jleraocrnennas 6ooma

Metered-dose nasal spray /
Cnpefi Ha.samHufi -nosranosar+rwfi

Date of Exp. / Ioaen Ao 1012023

Product code / Koa nDo,lryKra sRU030008246040 lcS Date of release I llara Bbrnycna 01.12.2021

Batch No / Cepun JIb 12210686 Qty. Released /
I(or[qecrno Burnyueao

33,600 BOT
33.600 ibaarosop

Batch size / Parmep cepuu 37,8 I 5 bot / 37,815 Qrarouor
Mfg. License No. /
llponrsoacrsennas .luuenrrs .Il!

MNB/10/832

Inspection Lot No
Konrpo,nll pyerras cep[q .Ilb

04000036 1408 Mfg. License Date /
llpoureo4craenHar Jr[ueH3ns (aara)

30104/2020

Package size / YnaKosKa 75 doses I 75 aiot GMP Compliance certilicateData I
GMP cenrudrarcar (nara)

18t06t2020

Market / Psrnox Russia / Poccrs GMP Compliance certificate No /
GMP ceprrdurcar.lfg

GMP-0r556/20lrN

Reference specification No /
Cneun0urauss .ilb

SPC-CC-O51325 STP No /
CruI Ib STP-CC-037517

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4.q OBSERVATION / PE3YJIbTATbI
8. Mass of the released dose /

Macca surcso6orcaaelrofi aosH
Single dose / OrAe,rbuafl Ao3a:

85.0 to ll5.0o/o of the claimed delivered
dose amount / 85,0 - 115,0 % or
3{uBJIeHHoro srrcso6or(Aaervtono
KOIUqegtBa

Average dose / Cpeanaq aora:
90.0 to ll0.0o/o of the claimed delivered
amount I 90,0 - ll0,0o/o or 3rurBJreHHoro
errcno6ox4aeuono KoJrr4qecrBa

Minimum / Mranrarr,ryrvr: 89.4o/o

Maximum / Marczuyl,r: 107.0%

Average / Cpeauee: 96.9 Yo

4," - i>
v)

9. Mass of the vial content /
Macca coqepxumoro Qaaroua

Not less than 9.52 g /
He ueHee 9,52 r

9.80 g/
9,80 r 3kI

10. Dose number / Kotuqecrao aor Not less than 75 doses / He Menee 75 ros e7 doses te7 toz \fu,.yr,"' ' 

'\0,ll Particle size / Pasmep qacruu 90 o/o of pwlicles less than I 0 pm /
90 o/o qasru\parMepoM ueHee I 0 r"rrrrl

100 % ofparticles less than 30 pm /
l00oZ uacrrau pa3MepoM rvreHee 30 rurvr

Particles of more than 30 pm should be
absent / 9actauu 6onee 30 MKM aoJrxHEr
oTcyrcTBoBaTE

100.0o/o/ 100,0o/o \]ltla::-'

100.0o/o / 100,0o/o

Absent / Orcyrcrnyror

12. Related substances / PoacreenHrre npuMecu
q) Azelasfine hydrochlorlde /
Awacmu ua zudpoxttop ud :
Single unspecified impurity i
E4raumnofi HelrJlerrrra-

SraurapouaHHofi nptaMecn

Total impurities / Cyurrla npnueceft

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

Not more than 2.0 o/o I He 6oaee2,0 o/o

Not detected/ He o6napyxeno

Not detected/ He o6uapyxeuo
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

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

Certificate of Analysis for Finished Product /
CepruQnrcar auaJr lr3a Ha roroByrc [poAyrcqrr K)

ofE/Cro.4n:
Name of product /
HanMeHosaHue nDo.rryKlrr{u

Momat Rino Advance /
Mor'aar Puno Aasagc

Generic name /
Henarenrooansoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerac, uua ruApoxJropltlt r,t MoMera3oHa $ypoar cnpeft uaralrnrrfi Aorupooauunfi

fleft creyrcutue BeruecrBa
Each spray delivers / Kancaar aosa cnpe, coAepxr,rr:
Mometazone Fuorate BP 50 mcg / Monlcra3oHa rtypoar Eprar.<D. 50 rvrrr
Azelastine Hydrochloride BP 140 mcg / Ageaac,rr,lHa rurpoxrropna Epr.rr.@. 140 rvrrr

Strength /,(oruponra 140 mcg + 50 mcg
140 rvrrn + 50 ruxr

Date of Mfg. /
.llara nDouceoacraa n/2021

Dosage form /
Jleraocrneunac 6onMa

Metered-dose nasal spray /
Cnpefi uagalrnrrfi .uoguoosaHHrrfi Date of Exp. / IoaeH ao 1012023

Product code / Koa nDolryr(Ta sRU0300082460401cS Date of releas e I Ilara BbrnvcKa 01.12.2021

Batch No / Cepna J{b 12210686 Qty. Released /
Ko.fl tlqegrso Bbrnyuleno

33,600 BOT
33,600 daaroHos

Batch size / Pa:rvrep cepuu 37,815 bot/ 37,815 QaaroHoa
Mfg. License No. /
IlpoucsoacreeuHas lrueulus JIE

MNB/10/832

Inspection Lot No
Koxrpo;rupyemaq cepug .Ilb

040000361408 Mfg. License Date /
IlooulsoacraenHas JrtaueH3llq (rara)

30/04/2020

Package size / Ynarosra 75 doses / 75 tos GMP Compliance certificate Data /
GMP ceorrdurar (aara)

t8t06/2020

Market / Pulsolc Russia / Poccra.n GMP Compliance certificate No /
GMP ceorudurarJl{!r

GMP-01556/20lrN

Reference specilication No /
Cneul,tdtlrauuq .]ifs

SPC-CC-051325 STP No /
CIII,I J\t STP-CC-037sr7

No TESTS / IOKA3ATEJIII LIMITS / TPEEOBAHI,Ifl OBSERVATION / PE3YJIbTATbI

b) Momttasonefuroate /
Motnemaoaa Qypoam
Impurity D / Ilpr.nvrecr D
Single unspecified impurity /
F.raHuqHag uezgeurra$urylpoBaHHat
IIpuMecb
Total impurities / Cyr'lua rcex
npuuecefi

Not more than 1.0 o/o I He6oaee 1,0 %

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

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

0.02o/o 10"02o/o

0.04Yo I 0,04Yo

0.18 o/o / 0,18%o
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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: glenrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQrrcar arraJrn3a Ha roroByrc [poAyrrlrrx)

Name of product /
Hau DreHosaH ue n Do,IyKur{u

Momat Rino Advance /
Moua, PraHo A.usaHc

Generic name /
HenareHrosaxHoe
HA}lMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseraqrlrHa nu{poxJropl4,[ u MoMera3oHa $ypoat cnpefi uasaaruufi Aosrapoaauurrfi

{efi creyrorur,le BeuecrBa
Each spray delivers lKancms.Ao3a cnpes co.aepxur:
Mometazone Fuorate BP 50 mcg / Morucra3oHa rfypoar Eprat.@. 50 urr
Azelastine Hydrochloride BP 140 mcg / Aseaacrrua rr,rApoxrropua Eprr.<D. 140 rrarr

Strength /.(orupoorca 140 mcg + 50 mcg
[40 rrarr + 50 ruxr

Date of Mfg. /
flarn nnoutnoncrnq tt/2021

Dosage form /
Jlerapcraenuas 6ooma

Metered-dose nasal spray /
Cnpefi HaraarHrtft .(osIaposaHHrrft

Date of Exp. / foaen ao t0/2023
Product code / Koa nDotrvr$a sRU030008246040 I GS Date of release I Ilara Burrvcra 01.12.2021

Batch No / Cepun Jtb 12210686 Qty. Released /
KoJrtlqecrso Bbr[vueHo

33,600 BOT
33.600 tbaaroHog

Batch size / Parmep cepuu 37,815 bot / 37,8 15 Qnarouoa
Mfg. License No. /
llpougsotrcrseunas Jruueg:rls .llb

MNB/10/832

Inspection Lot No
Korrpurupyemas cepus .lt&

040000361408 Mfg. License Date /
IlpoureoacrseHtrar nuuen3us ( taral

30/04/2W0

Package size / Ynarosra 75 doses 175 Ns GMP Compliance certificateData I
GMP ceorudrarar (nara)

l8/06t2020

Ma.rket / Prrxorc Russia / Poccas GMP Compliance certificate No /
GMP ceorndnrar.Ilb

GMP-o1556/20lrN

Reference specification No /
Cnequdurauus Jilb

SPC-CC-051325 STP No /
CTIKI J\I STP-CC-037517

No TESTS / TIOKA3ATEJIII LIMITS/TPEEOBAHUfl OBSERVATION / PE3YJIbTATbI
13. Uniformity of delivered dose /

OaHopoanocrr srrcso6oxAaemofi
lI03Lr

r':tf"J
.J

Not more than 2 values from 20
determinations may deviate from the
mean value by more than +25o/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 r357o, test the
following 20 bottles.
Not more than 6 values from 60
determinations can deviate from the mean
value by more than *25%o ud none can
deviate by more than*35%o I
He 6oree 2 sua.teuuil ur 20 onpeaeleHnfi
MOD/T OTKJTOHTTC' Or cpe.4Hero 3HaqeHus
6oree,{ervr uaL25 7o (or ran<aoro ras l0
Qaaronoa 6epyrcr no oAHofi uaqalssofi
u o,.gofr roseqsoi srrcso6oxqaelrofi
Ao3e), u Hr,! oAHoro - 6onee qeM Ha
+ 35 o/o.

Ecara or 3 ao 6 sHaqeHr4fi r,tMeror
orKJroHeHr4, 6olee qeu ! 25o/o, Ho
MeH6uJe, qe[4 I 35 %q To r.rcflBrrErBaror
cneryrcuue 20 $naroHon.
He 6oaee 6sHaqelaufi ur 60 onpeAeaeuuft
Moryr oTKnoHrTc, oT cpeAHero 3HaqgHug
6oaee qertr uaL25o/o,uuh o.(Horo,
6oreeqeM sa*35o/o

Azelastine Hydrochloride /
Are.rracrrua r[ApoxJroplla :

Beg / Haauo:
Minimum I Muuurtryvt: 92.9o/o

Maximum / Maxcuuy u: 98.9o/o

Average I Cpetuee: 95.7o/o

End / Koneq:
Min imum / Munuuy u: 89.8%o

Maximum / Marcranayrrl: 100.80
Average / Cpetuee: 93.9o/o

Mometazone Furoate /
MomeracoHa Qypoar:

Beg / Haaano:
Minimum / Mnuuvy r,r: 9 l.3o/o,
Maximum / Marcm.rynr: l0l.2o/o,
Average I Cpetuee: 96.70/o

End / Koueq:
Minimum I Muuuuyvr: 89.5%o,

Nlaximum / Maroruyrra: l0l.lo/o,
Average / Cpetuee: 93.9o/o

Yogesh Kumar Mehta
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Certificate of Analysis for Finished Product /
Ceprnrfnrcar anaJr ll3a f, a roroByro [poAyKrlrn x)

6
Name of product /
Ha[MenosaHrae nnoflvlcrrm

Momat Rino Advance /
Morr.rar Puno AIsaHc

Generic name /
HenarenrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metsred dose nasal spray /
Ageractnsa rrrpoxJroprzA r,t MoMera3oHa $ypoar cnpefi uasanrHufirornpoaanurrfi

[efi crayrourue Be[lecrBa
Each spray delivers / Kar<aaq ro3a cnpec corepxr4r:
Mometazone Fuorate BP 50 mcg / Mousragona r[ypoar Eprar.@. 50 rvrrr.
Azelqltine Hydrochloride BP 140 mcg / AseracrrHa rr.r.rrDoxJropraa Eorr.<D. 140 rrarr

Strength / florrapoora
140 mcg + 50 mcg
140 nrrr + 50 rrarr

Date of Mfg. /
llara noorssoacrna nt202l

Dosage form /
JlerapcreenHas dooma

Metered-dose nasal spray /
Cnpefi Ha:anrHrril IoluDogaHHrrfi

Date of Exp. / foAen ao t0t2023
Product code./ Koa npo,rrvKTa sRU0300082460401GS Date of release I llara BbrrrvcKa 01.12.2021

Batch No / Cepua J{b 12210686 Qty. Released /
Ko.nnqecrao ButnyuleHo

33,600 BOT
33.600 draxoHos

Batch size / Pasmep cepnu 37,8 I 5 bot / 37,8 15 r[naroHoa
Mfg. License No. /
llpolrrnotrcraennag JruueHrt.lfl .]tl!l

MNB/I0/&32

Inspection Lot No
Konrpo.lupyemas cepus .l{b

04000036r408 Mfg. License Date /
lloousnoacrsenlf as Jruueg3 us ( naral

30/04t2020

Package size / Ynanogra 75 doses / 75 tos GMP Compliance certificateData I
GMP ceorndurar (aara)

t8/06/2020

Market / Puuorc Russia / Poccur GMP Compliance certificate No /
GMP ceprudurar.l\lb

GMP-0r5s6/20lrN

Reference specification No /
Cneur0urauus J\!t

SPC-CC-051325 STP No /
Cm{JYs STP-CC-O37517

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI
14. Uniformity of dosage unit /

OAHopo.[Hocri AorupoaaHrs

- ,_--_
I l'\J' ,. '
) -q/

-,1,
c)
a

dfr^
o

iQha,rnaceg
rt

''rcb)

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.

lf 2 or 3 values deviate by more than
+25 Yo, 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 and
none can deviate by more than L35 o/o /
He 6onee I guaqesu.s ur l0 onpegeaeuufi
MOX9T OTKJTOHTTC' OT CpeAHerO
3HaqeHus 6o.nee qeu ua +25% (or
(ax(roro us l0 $larouoa 6eperca no
oasofi uaqalrsoil nHcso6o)KAaeN,rofi
Aore), u Ht,r oAHoro, 6oaee qeru ua
+ 35 o/o.

E:l'u rsa wM ^tptl 3Har{eHIa, trMeror
orKJroHeHH, 6onee qeM t.25o/o, Ho
MeHee, qeM L35o/o, TO HcnbrTbrBaroT
cJle.4yloul14e 20 tp.naronoa.

He 6oaee rpex gHa.reHnfi Moryr
oTKJTOHJITLC' OT CpeAHero 3HaqeHut
6o.nee, uerr,r ua L25%q u uu oAHoro,
6oree qeu Ha+35 o/o.

Azelastine Hydrochloride /
Ale;racrnua r!r.qpoxJroplla :

Minimum / Mwnuyu: 92.9o/o,

Maximum / Marc;nty u: 98.9o/o

Average / Cpetnee: 95.7o/o

Mometazone Furoate /
Momeralona Qypoar:

Minimum / Mwuuuyvr: 91.3%o,

Maximum / Marcrarvryrvr: 101.2%o,

Average / Cpetuee: 96.7 o/o

Prepared bv / IloarorosreHo Checked by / llnoseoeno Approved by / Oao6oeno
Sisnature / lloanucr *-
Date I llara " 7:og llv ll,oYl n llll'^ oYllI,D,q
Name/ @[IO Yosesh Kumar Mehta Atul Kumar Aiav Kulnar Gars
Desisnation / nonrxnocrr, Ollicer - OA Officer -OA Asst. Manaser -OA

FCI!4/QA054/08.
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh

Tel.: +91-1795 667200Fax: +91-1795 667299 email: glenrnark@.lrom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQunar auaJru3a Ea roroByro trpogyKrllrK)

173205, India

Name of product /
HatlMeHogaHrre n DorvKnrr]r

Momat Rino Advance /
Mona'r PuHo AasaHc

\
Ct\
o
i

E

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

AreracruHa rr,upoxJroprr r,! MoMera3oHa Oypoar cnpefi uaranrHrrft 4osupoaannufi

{efi crnyrcurre BeulecrBa
Each spray delivers / KaNaag ,qo3a cnpe, coAepxr4r:
Mometazone Fuorate BP 50 mcg / Mousragoxa $ypoar Epr.rr.rD. 50 rrarcr

Azelastine Hydrochloride BP 140 mcg / Aseaasraga rrd.uDoxJrooua Eon:r.@. 140 rrrrr

Strength /{oruposrca 140 mcg + 50 mcg
140 urr + 50 nrrr

Date of Mfg. /
llara noolrsoacraa lU202l

Dosage form /
JleraocrsexHaq donma

Metered-dose nasal spray /
Cnpefi naraaruufi ,uou,rDoganuufi

Date of Exp. / foaex ao 1012023

Product code / Koa [porvrcra sRU0300082460401cs Date of releas e I fiara Bbtnycra 01.12.2021

Batch No / Ceprn Ne '12210686 Qty. Released /
Koruqecrno ButnyureHo

33,600 BOT
33.600 draroHos

Batch size / Parnrep cepnu 37,81 5 bot / 37,8 15 grar<ouoa Mfg. License No. /
npoussoacrsennas Jr uuegtlrs .ilb

MNB/10/832

Inspection Lot No
Kourpqrupyemas ceD[c JiE

040000361408 Mfg. License Date /
lloo[rsoacrsenHae Jrrr[eH3ns ( neral

30/04t2020

Package size / VnarosK? 75 doses / 75 lios GMP Compliance certificateData I
GMP ceprudurar (aara)

t8t06t2020

Market / Punorc Russia / Poccur GMP Compliance certilicate No /
GMP cenrudurarJ\b

GMP-0r556/20lrN

Reference specification No /
Cneuudurcautlq J\b

SPC-CC-05 r32s STP No /
C[I,I Jl! STP-CC-037517

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHl4.fl OBSERVATION / PE3YJISTATbI
15. Microbiological purity / Murpo6r.lonoruqecras ru"rora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6uree qusrro
aopodHux 6arrepraft u
rporolceBHx u rutecHeBbrx rpuOoa
(cymmapuo)

Test for Absence ofspecified
Microorganism / Tecr na
cneuuQu.recrue
Mr{KpoopraHu3Mbr:

P s eudo nonas aerugino s a

Staphylococcus aurew

Bile-Tolerant Enterobacteria /
SnT epoCarrepuno yc,rofiuueue r
xeJIqu

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

Absence per I g (ml) of the product /
Otcyrcrrr.re a I r(ul) rperapara
Absence per I g (ml) of lhe product /
Orcyrcraue u I r(ua) rpenapara

Absence per I g (ml) of the product /
Orcytcraue o I r. (rrla) nperapara

Less than l0 cfi.r/ml / MeHee l0 KOE/nir

t{t'v A's+
./ ^* cJ

Absentior.r*ryrr(r; *r^
Absent/oT cyrcrnyet Rftr,"ry'
Absent / Orcyrcrayer

t6. Assay / Kolnqegraenroe onpe,llefl eHlle

a) Azelastine hydrochloride /
Are.nacruHa rurpoxJropltll

From 85 o/o to ll5 %o ofthe labeled claim
of azelastine hydrochloride / Or 85 Vo to
ll5o/o qI 3aJIBJIeHHoTO KoJrr4qecTBa
L3e racfuHa rralp oxnopula

95.5o/o I 95,5o/o

b) Mometasone furoate /
Mopreragoua Qypoar

From 85 o/oto l15o/oof the labeled claim
of mometazone furoate I Or 85 o/o lo
115 o/o OT 3arBJIeHHOrO KoJrr{qesrBa
MoMsra3oHa Qypoa.ra

96.7%/96,7%



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

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

Certificate of Analysis for Finished Product /
CeprnQrarar aHaJrrr3a Ha roroByro trpoAyKrlurc

Any deviation/Incident/OOS: Not applicable
OrnloHeH[q/llnuuleurs/OOC: He nptaMeHrMo
Declaration ofcertification: "I hereby certiff that the above information is authentic and accur4te. This batch ofproduct has been
manufactured, including packaging and quality control at the above mentioned site in full compllance with the Glrip requirements of the
l9c{_Rgylatory Authority and with the normative document no. JIII-003328-231 I 15, Amend. No I dr. 12.09.2016, amLnd. No 2
dt.05.12.2016" amend. No 3 dt. 08.10.2018, amend. No 4 dt. 03.06.19, amend. No 5 dt. Z}.03.2}lg,amend. No 6 dt. 23.Ol.z}20,amend.
No 7 dt. 20.02'2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMp.,'
3arlrcqenue o coorBercrBuu: HacrorruuM noATBepxrap, qro npercraBJreHHa, nnure uusopn a\us flBtscrcfl.[ocroBepHofi n roquofi.
[aunaa cepur 6ruta [pou3BgAeH4 BKIIIoqtu ynaroany/rrrap*rpor"y, 14 npoKolrrponupoBaHa na yraranuoft onue nponsao.[crsegHofi
nJIo[IaJIre B TIoJIHOM coorBeTcrBl4ll c tpe6onaunalru Ha,qaexan(eft flpouraoacrBeuuofi flparruru (GMP) n rpe6oaauraruu uoprrla.rnngofi
Aol(yMeHrauxu JIII-003328'231115, Hsr',I. J\b I or 12.09.2016, Agr.r. lt 2 o105.12.2016, Hsu. J,{b i or'08.10.2018, l,lsNt. Ns 4 or
03.06.2019, I{:vr' Ne 5 or20.03.2019, Hrru. Ns 6 ot 23.01.2020, Hsrvr.J',1! 7 or20.02.2020. flanHar cepu, coorBercrByetrpe6ooanraanr
HopMarr,rBHoF roKyMerrarlr4r4, flporor<olrr [po!!3BoAcrBq ynaKoBrra r,r npoBereHHBrx aHaJr]r3oB ,[lts ,[aHHofi cepufi 6lutu

Eof Er|3
Name of product /
HaurrreHosaHt,|e rr nonvlcrruu

Momat Rino Advance /
Morrrar PraHo AIsaHc

Generic name /
HenarenrosaHHoe
HATIMEHOBAHl'E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageraffrna rraApoxJroplrA u rr,rorue,ra:osa rlypoar cnpeft uasalrurrfi Ao3rapoBagHrrfi

.{,efi rrryrcuue Be[tecrBa
Each spray delivers / Kaxaas.qo3a cnpe, corepxr4r:
Mometazone Fuorate BP 50 mcg / MoMgrasosa rDypoar Epur.@. 50 nrrr
Azelastine Hydrochloride BP 140 mcs / AgeaacrnHa Eorr.tD. 140 rrarr

Strength /!,oruponra 140 mcg + 50 mcg
140 rr,mr+ 50 rrrrr

Date of Mfg. /
Jfqrq nnournnlcrnq tt/2021

Dosage form /
JleraDcreenHas 6oona

Metered-dose nasal spray /
Cnpeft Hasaarnrrfi Aosl4DoBaHHHfi

Date of Exp. / foAen ao t012023

Product code / Koa noolryKTa sRU030008246040 I GS Date of release I Lara Bbr[ycKa 01.t2,2021

Batch No / Cepun Nb 12210686 Qty. Released /
Ko.nuqecrno Bbrnvuleno

33,600 BOT
33.600 ibaarogos

Batch size / Pacrvrep cepuu 37,8 I 5 bot / 37,8 15 Qnarouoa
Mfg. License No. /
llpousaoacraeHxas Jrt,rueHcng .i!b

MNB/10/832

Inspection Lot No
Kosrpoan pyemas cepus .It&

040000361408 Mfg. License Date /
If Douleoacrsennaq Jr [ueH3 us ( tar al

30t04t2020

Package size / Vnarosra 75 doses / 75 zLos
GMP Compliance certilicateData I
GMP ceorudurcar (aara)

t8/06/2020

Market / Punor Russia / Poccrz.r GMP Compliance certificate No /
GMP ceprn0urcarNe

GMP-Or556/20lrN

Reference specification No /
Cneuudrraurs J\b

SPC.CC-05I325 STP No /
CIII4.Nt STP-CC-037517

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAH}If, OBSERVATION / PE3YJIbTATbI
c) Benzalkonium chloride /

EexraJrronus xnoprut
From 80 o/o to 120 7o of the labeled claim
of benzalkonium chloride / Ot 80%o to
120% or 3tutBJreHHoro KoJrr4qecrBa
6eHsarroHtar xJropr,rAa

90.2o/o / 90,2o/o

t7, Package ffi"mev;.
(r
fi

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 ra

150 .uo3 Bo $naroH us fl3Bfl,
cua6xeHsufi ao3lrpypulr4M ycrpofi c,raona
14 H'I3IIJIEHEIM zuIAIITEPOM C 3AUII4THEIM

roanaqroru, (Dnarou c raHcrpyruraefi uo
[puMeHeHr,rp rroMer[aroT B KapToHHyro
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. / Ilo 75los ao SnaroH ras I3Bn,
cua6xeuurrfi rmxpyoulrM ycrpofi craoru r,r

Ha3turbHEM aAanTepoM c 3arrI[THbtM
KoJrnaqroM. (Daaros c uHurpyruraefi uo
NPI4MEHCHI,IP IOMEIUAIOT B KAPTOHHYK'

rlaqKy,

r8. La b el i n g / M ap rr.r]6 s-ra According to ND / B coo'rrcrcrsura c H.(
19. Storege / Xpaneuue store at I 5 to 25 oc, protected from light. Do not freeze. I B sautauleHHoM or cBera Mecre

npr.r reMneparype or 15 rc 25 oC. He sauopaxuaarr.
20. Shelf-life / Cpor roauocru 2yearcl2rom

I,I CNEJIAUO 3AKIIIOqCH qTO OHI4 usvr H
Preoared by / lloarorosreHo Checked bv / llnoseneHo Aoorover bv / Oao6oeso

Sisnature / [Iornncs WatD: -{' C

Date / Aara 'rok llL ll,aLl ^i'll>ltr 'oy n,hDr.,t
Name/ @I4O Yosesh Kumar Mehfs Atul Kumar Aiav Kunl Fc"rs 

-Desisnation / -llolxuocrr Oflicer - OA Officer -OA Asst Manaser -OA
FCM/QA0s4/08.00


