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A new way for a new wodd

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

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

Certificate of Analysis for Finished Product /
CepruQ urar auaJr rr3a Ha roroBylo [poAyKrt]I K)

I'3oru
Name of product /
HaumeHosaHne n DorYKur{r.r

Momat Rino Advance /
Molrar Puno AasaHc

Generic name /
Henarexrogassoe
HAHMEHOBAHI{C

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageracruua rnrpoxJropr4rl 14 MoMera3oHa $ypoat cnpefi ua:amurtfi.Eosupoaauuufi

{efi crayrcurne BerrlecrBa
Each spray delivers / Kaxras Ao3a cnpe, coAepxur:
Mometazone Fuorate BP 50 mcg / MoMgrasoHa Qypoar EpnT .@. 50 urr
Azelastine Hydrochloride BP 140 mce / A3eJracruHa n4rpoxrroptu Eprr.<D. 140 r"rrr

Strength / {orr.rponra
140 mcg + 50 mcg
140 rrrrr + 50 rvrxr

Date of Mfg. /
Ilara nnoussoncrsa nl202l

Dosage form /
JlexancrseHnas donnra

Metered-dose nasal spray /
Cupefi HasamHHfi aog[oosaHHufi Date ofExp. / foaeu ao t0/2023

Product code / Koa nporyKTa sRU0300082460401DM Date of release I nara BLtnycKa 01.12.2021

Batch No / Cepun j\b 12210672 Qty. Released /
Ko,nrqegrao BbrnYrueHo

23,400 BOT
23"400 daaKoHos

Batch size / Parmep cepur.r 25,39 5 I 25,395 t[rarouon Mfg. License No. /
flnoralsoncraeHnag iruueHsllq ][b

MNB/10/832

Inspection Lot No
Kosrpo.nupvenaq ceolrq .Ilb

040000360606 Mfg. License Date /
Ilooucsoacraeguas JruueH3ug (aara) 30/04/2020

Package size / Ynarosra 150 doses / 150 ao: GMP Compliance certificateData I
GMP ceprudnrar (aara) 18t06t2020

Market / Puuorc Russia / Poccr.rs
GMP Compliance certificate No /
GMP ceorndnrar.ltl! GMP-o1s56/20lrN

Reference specification No /
Cneur.rdnrauus J\b

sPC-CC-034990 STP No /
CTIII JI!

srP-cc-026675

No TESTS / NOKA3ATEJI}I LIMITS / TPEEOBAHI4.g OBSERYATION / PE3YJIbTATbI
l. Description / Onucasue White to off-white suspension I Eenas

r,tJra noqra 6elaa cycneHsnr
Off-white suspension /
Iloqrr 6eaas cycflercr4,

, Identifi cation / lloa.nussosrr

a) Azelastlne hydrochlorlde /
Asenacmaua eudAguopud--

).
frtr,\*

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 / Bperur
y.IlepxrBaHr,t, ocHoBHoro fluKa Ha

xpoMaTorpaMMe ucnLrTyeMoro pacrBopa

AOJTXHO COO'IBSTCTBOBaTb BpeMeHU
y[ep)KilBaHufl ocHoBHono nuKa Ha

xpoMarofpaMMe pacTBopa crarulaprHoro
o6parua a3eracrr,rHa n4ApoxJropr,lJla (cM.
pa3,lleJl <KoanqecrseHgoe
onpeAeaenue>).

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 /
Bpeua yaepxuBaunfl. ocHoBHoro nL4Ka Ha

xpoMaTorpaMMe acnbrTyeMoro pacrBopa
comBeTcrByer BpeMeHr4 ylrcp>KuBaHnfl

ocHoBHoro rrnKa Ha xpoMaTorptMMe
pacrBopa craHAaprHoro o6pa:ua t?erractuHa
ruApoxrroprua (cu. ptBAeJr

<<KoauqecrBeuuoe onpegeleuue> ).

b) Mometosonefuroale /
Mouematoaa 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 / Bpeua yaepxr'rBaulu
ocHoBHoro n!4ra Ha xpoMaTorpaMMe
r{cnbrryeMoro pacTBopa ,IloJrxHo
cooTBeTcTBoBaTE BpeMeHr,l yAepxraBaHr,tt
ocHoBHoro nr,tKa Ha xpoMaTorpaMMe
pacrBopa craHraprHoro o6pa:ua
MoMera3oHa Qypoam (crrr. pa3ren
<Kor zqesraeHsoe onpereleHue> ).

In the test of assay, the retention time of the
main 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 /
Bperrar yaepxwBastnfl ocHoBuoro nr4ra Ha

xpoMaTorpaMMe r{cnbrrygMoro pacTBopa

cooTBercTByeT BpeMeHr4 yAepxr4BaHut
ocHoBHoro r]vKa Ha xpoMaTorpaMMe
pacrBopa graHraprHoro o6pasua MoMera3oHa

Qypoara (cu. pa3,aeJr <KorrqecrBeHHoe
onpeAeneuue>).

Prepared by- / IloarorosneHo Checkd bv / [IooaeoeHo Approvedtrv / 0ao6oeno
Sisnature / floanucu .-f Y. a
Date / nara rilrt,l?4 oSrtzt>{ o9ltrl7DLl
Name/ @[IO Atul Kumar Rohit Sinsh Aiav Kuhai Garg
Desienation / llolxnocrs Ofricer - OA Officer -OA Asst Manaser -OA

FCIWQA054/08.00
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A new rvay for a new mrld

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: elenmark@bonr2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQunar aHaJrtr3a Ha roroByrc llpoAyrqrlrc

ll3or
Name ofproduct /
Haumeuonanr.re noonvrurrll

Momat Rino Advance /
Mouat Prano Aggauc

Generic name /
HenarenrosagHoe
HAUMEHOBAH!|E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseaacrraHa ru{poxJropr.rA H MoMera3oHa rpypoa, cnpefi ua:amurrfi.qosupoaaHurtfi

{efi crnyrourue BeuecrBa
Each spray delivers / Karcaas Ao3a cnpe, corepxr,lr:
Mometazone Fuorate BP 50 mcg / Mor'asra3oHa rfypoa, Epr.r, .tD. 50 nrr
Azelastine Hydrochloride BP 140 mcs / A3eracrrua narDoxrropra Epnr.@. 140 rrnrr

Strength / {oruponrca
140 mcg + 50 mcg
140 rvrrr + 50 r,arr

Date of Mfg. /
nara nDoutsoacrsa

tU202t
Dosage form /
JleKancrseHHac 6onMa

Metered-dose nasal spray /
Cnpefi HasaJtsHurfi aoguoogaHHrrfi

Date of Exp. / I'oaeH ao t0/2023

Product code / Koa nDoayKra sRU0300082460401DM Date of release I llara BbrnycKa 01.12.2021

Batch No / Cepun Jl! 12210672 Qty. Released /
I(onuqegrro BltnvrrteHo

23,400 BOT
23"400 d.raroHos

Batch size / ParMep cepur 25,395 I 25,395 Saarouon
Mfg. License No. /
llnonssoacreennas JtrueHs[s .ltE

MNB/10/832

Inspection Lot No
Korrpo.tlu Dveuas cepns .lt&

040000360606 Mfg. License Date /
llooulsoacrseHHafl Jrr{uer3 us ( la'ral 30/04t2020

Package size / YnarosKa I 50 doses / 150 aos
GMP Compliance certificateD.ata I
GMP ceprudurar (aara) t8/06/2020

Market / Puruor Russia / Poccu.s
GMP Compliance certificate No /
GMP ceprndzrar.Itl! GMP-01s56/20lrN

Reference specification No /
Cneuudurcarng .Ilb

SPC-CC-034990 STP No /
CTII4 JTb

9TP-CC-026675

No TESTS / IOKA3ATEJII,I LIMITS / TPEEOBAHI,If, OBSERVATION / PE3YJIbTATbI
c) Benzalkontum chloride /

Bensonrouua xnopud

\-)

./--r'ar!.j.u\}

In the test ofassay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks of benzalkonium chloride
homologues Cn and Cra in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe ucnltryeMoro
pacrBopa ,qoJrxHbr o6uapyxnaarrcr
lr,tKr4, cooTBeTcTByrouue no BpeMeHaM
yaepxuBaHr!, rrHKaM roMoJrorop Crz n
Crq 6eugaarosur xJropxra . Ha

xpoMarorpaMMe qrarytaprHoro pacrBopa
(cu. pa3.[en <KoruqecrseHHoe
onpeaeaeuue>).

In the test ofassay, the chromatogram ofthe
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 xporvrarorpaMMe ucnLrryeMofo
pacrBopa o6uapyNuaarorca nuKu,
cooTBeTcTByrolur4e no BpeMeHaM

yAepxr4BaHr,t, rruKaM roMoJroros Crz ut Cre

OeHgarroHuq xJropt4ra Ha xpoMarorpaMMe
crauraprHoro pacrBopa (ou. ptrnen
<Kor m ecrBeHHoe onpeAeJreHr,re) ),

3. pH From 4.0 to 5.0 / Or 4,0 Ao 5,0 4.427 t4,427
4. Density / flrorxocru From 0.90 to Ll0 g/cm3 /

Or 0,90 ao l,l0 r/crr,r3

l.0l g/cm'

l.0l r/crvr3

5. Viscosity / Bsrnocru Not less than 5 cPs / He ueuee 5 cflg 5 I .0 cPs /51 ,0 ctls
6. Osmolality / Oclrolstunocru 250 to 350 mOsmlkg i

250 - 350 uOcv/rr
293 mOsm/kg

293 rrrOctrr/rr

Vial leak testing / llpooepra
Q.naroua Ha repMer[qHocrb

Leakage traces should absent /
OrcyrcT nue cneAoB yreqK[

No leakage traces /
CleAu ),req ra orgyrcrByror

Prepared by / Ilogroroaaego Checked-bv / flpoaepeHo Aooroved,ilbv / Oao6peno
Sisnature / flolnucr, -l-- v_ t&
Date I llara v.oll ),u cftrzl^'1 oghvltzu
Name / IDIIO Atir'l Kumar Rohit Sineh Aiav Kuinaf Gars
Desisnation /.llolxnocrr Officer - OA Officer -OA Asst. Manaser -OA



qLenrnank
A nw way for a nev wodd

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

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

Certificate of Analysis for Finished Product /
Ceprnrfnrar arrar[r3a Ha roroByrc [poAyKIIIrrc

ofE 3u3U

Name of product /
HauMeHosaHt,re nDorYKuI{r,r

Momat Rino Advance
Mouar Pmro A.usaHc

%\
r)
(D

J
\41

Generic name /
HenareHTosaHHoe
HA}TMEHOBAHl{E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerasruua rrutpoxJlopr4r r4 MoMeraroHa 0ypoat cnpefi uasaaruufi Aoruponauuufi

[,e[creyrcuue BeulecrBa
Each spray delivers / Kart<Aal aosa cnpe, corepxr,lr:
Mometazone Fuorate BP 50 mcg / MorvrsrasoHa Qypoar Epr,rt.<D. 50 rr,rrr
Azelastine Hydrochloride BP 140 mcs / A3eracrr,rHa rrurpoxropraa Epu:r.@. 140 urr

Strength / [,orr,rpoara
140 mcg + 50 mcg
140 rvrrr + 50 urr

Date of Mfg. /
/Icrn nnoursoncrec r1/2021

Dosage form /
.IlerencrsenHss rhonmr

Metered-dose nasal spray /
Cnoefi HasamHHfi losnoosaHHsrfi Date of Exp. / Ioaeu ao t0/2023

Product code / Koa rDorryKra sRU0300082460401DM Date of releas e I llara BbrnycKa 01.12.2021

Batch No / Cepna Ne t2210672 Qty. Released /
Ko,ruqestno BbrrrvureHo

23,400 BOT
23^400 ibraroHos

Batch size / Pasmep cepnu 25,39 5 / 25,395 i[narouoa Mfg. License No. /
llootlseoacrsennag JrnueH*rg ]l!

MNB/10/832

Inspection Lot No
KoHrpouuDyeuas cepus .ItlE

040000360606 Mfg. License Date /
lloou:soacrseuHas J[uen3ug (aara) 30t04t2020

Package size / YnarosKa I 50 doses / 150 aog
GMP Compliance certilicateData I
GMP ceomdrrar (aara) t8/06/2020

Market / Punon Russia i Poccu-s
GMP Compliance certificate No /
GMP ceorudurar }lb

GMP-Or556/20lrN

Reference specification No /
Cneuud[rauus JYb

sPC-CC-034990 STP No i
CII]I.1\lb

STP-CC-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATLI
8. Mass of the released dose /

Macca sucso6orttAaemofl Aorur
Single dose / Oue.nuHas.qola:

85.0 to 115.0% of the claimed delivered
dose amount / 85,0 - 115,0 % or
3arueHHoro sucso6o)Knaelr4ot'o
KOJI14qEgTBA

Average dose / Cpearnfl Ao3a!

90.0 to I10.0 % of the claimed delivered
amount / 90,0 - I10,0 % or 3arrBrreHHoro
ertcno6oxraeMoro KoJrr4qecrBa

Minimum / MraHranryrvr: 94.7 o/o

Maximum I Maxcuuy u:l 07 .9o/o

Average / Cpel.uee:l 04.4o/o

9. Mass of the vial content /
Macca coaepxnmoro Q.narona

Not less than 14.175 g I
He ueuee 14,175 r

14.405 g
14,405 r

10. Dose number / Koruqecrso aol Not less than 150 doses /
He ueHee l50los

188 doses / 188 .qos

f;nv A."]
ll Particle size I Parmep qacrr.ru 90 o/o of pwticles less than l0 pm /

90Yo\aquUpa3MepoM uesee l0 uru
100 % ofparticles less than 30 pm /
100% vacrrarl pa3MgpoM preuee 30 urrvr

Particles of more than 30 pm should be
absent / 9acrrurr 6olee 30 MKM,rtoJrxHbr
oTcyTcTBoBArb

t00.0%1r00.0%

100.0 o/o / 100"0%

Absent / Orcyrcrayor

i;:
9r
e ffi1'
X?har".,.o,iu

12. Related substances / Po4craennrre trpr{Mec}t

a) Azelastine hydrochlorlde /
Awn ac mu aa eudpoxnop ud :
Single unspecified impurity /
EAnuuqnofi Her4JIeHTr,r-

Srauuponannofi npr,rMecn

Total impurities / Cynarr.ra npnvecefi

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

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

Not detected/ He o6uapyxeuo

Not detected/ He o6uapyxeno

Prenared bv / lloarorosreno Checked bv / flooseneHo Aoproved bv / Oao6nexo
Sienature / lloanucs --r \2, tu
Date I Ilara

^olhiw of.llil^,r 'o(llYlrwu
Name/ @lIO Atul Kumar Rohit Sinsh Aiav Kumar Gars
Designation / .llo.nxuocrs Ofricer - OA Officer -OA Asst. Manaser -OA

FCIV{/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: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar aHaJI [I3a IIa roroBylo trpo]qyrcun Io

L.-/t I
./- . .\' j

L

CT
\J

a ffi,^,;,
\r.*r. uuYl''"

oTU 4ug

Name of product /
HauMeHosaHue IrDo,llYKu[Ir

Momat Rino Advance /
MouaT PraHo A.[saHc

Generic name /
HenareHrosaHHoe
HaIlMeHOBaHl{e'

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AserasrnHa rnrpoxJroplrJl 14 MoMera3oHa Qypoar cnpeft Ha:aaruuft Aouaponauurtft

!,efi crryrorlrae BerrlecrBa
Each spray delivers / Ka:xaag Ao3a cnpe, corepxnr:
Mometazone Fuorate BP 50 mcg / Mousrasosa $ypoar Bpur.@. 50 rurr
Azelastine Hydrochloride BP 140 mcs / AgerasrnHa rnrpoxrropna Epr.rr.@. 140 rr.Irr

Strength / [osupoerca
I40 mcg + 50 mcg
140 urr+ 50 rurn

Date of Mfg. /
-Ilere nnor,tsgoncrge

tU202l

Dosage form /
Jlerapc'rseHHas 6ooua

Metered-dose nasal spray /
Cnpefi uaganuHsrfi rogrDosaHHnfi

Date of Exp. / IoAes ao t0/2023

Product code / Koa npoayrTa sRU0300082460401DM Date ofreleaseI nara Bbrnycra 01.t2.2021

Batch No / Cepna Jlb 12210672 Qty. Released /
Kolrnqegroo BbrnYrueno

23,400 BOT
23-400 tbrarogos

Batch size / Parrvrep cepuu 25,395 / 25,395 (paaronoa
Mfg. License No. /
lloo[ssoacrsenHag uuueHs[s .Jtlb

MNB/10/832

Inspection Lot No
KoHrpouupYerraq ceous .JtE

040000360606 Mfg. License Date /
Ilooulsoacrsegnas Jrr{uen3[q (aara) 30/04t2020

Package size / Ynaroera 150 doses / 150 aos GMP Compliance certificateDatt I
GMP ceorudurar (aara) t8/06t2020

Market / Punor Russia / Poccur GMP Compliance certificate No /
GMP ceprudurar.ll! GMP-o1556/20lrN

Reference specification No /
Cneur,rdurauus J\!r

sPC-CC-034990 STP No /
Cru,I .i&

sTP-CC-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4.g OBSERVATION / PE3YJIbTATbI

b) Momerosonefuroale/
Mouematoaa Qypoam
Impurity D / flpr,ruecr D
Single unspecified impurity /
EruHnquas uen qeu'ruOurrrapoBaHHtu

IIp]rMecb

Total impurities I Cyrunaa ecex
npuneceft

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

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

Not more than 2.A %o I He 6orce 2,0 Yo

0.02o/o / 0,02o/o

0.05o/o / 0,05%o

0.160/o / 0,160/o

Prepared by / Iloarorosneno Checked bx / llooaeoeno Aoorovld bv / Oao6oeno
Sisnature / lloanucs -4- Y- *
Date / -llara ^alh.ltt .4ltlt*^ oV lr>ltpu
Name / <DIIO Atul Kumar Rohit Sineh Aiav Kumrir Gars
Desisnation / nor:rnocrs Oflicer - OA Officer -OA Asst. Manaser -QA

FCIWQA054/08.00



qLenmank
A nw way ior a new mrld

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

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

Certificate of Analysis for Finished Product /
CepruQurar aHaJI n3a lra roroByp rIpoAyKrIIr K)

t{3U

Name of product /
HauMeHosaHue nDo.llvKuull

Momat Rino Advance /
Mouar Przno AasaHc

Generic name /
HenarexrosaHxoe
HAUMEHOBAHllE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3eaac'rnua rrutpoxJropr4r !r MoMera3oHa Qypoar cnpeil Haraarustft Aosl,rpoaauunfi

[efi crnymutue BeulecrBa
Each spray delivers / Kan<aas,[o3a crpes co.(epxt4r:
Mometazone Fuorate BP 50 mcg / MoN4cra3oHa $ypoar Epur.@. 50 ur<r
Azelastine Hydrochloride BP 140 mce / A3eracrr,rHa rrilmoxJropra Epnr.@. 140 rrlrr

Strength / !,orupoora
140 mcg + 50 mcg
140 naxr + 50 rvrrr

Date of Mfg. /
nara nooulsoacrsa

1t/2021

Dosage form /
JleKaocrseuHag doopra

Metered-dose nasal spray /
Cnpefi nasanrHrr fi aogr,rDosaHHrrfi

Date of Exp. / foaex Ao 1012023

Product code / Itoa rtootryKTa sRU0300082460401DM Date of release I llara BHnycKa 01.12.2021

Batch No / Cepun Jl! 12210672 Qty. Released /
Koanqegrso BbrnyueHo

23,400 BOT
23"400 draroHos

Batch size / Parmep cepnu 25,39 5 I 25,395 r[rarconou
Mfg. License No. /
floouseorcrneHHaq fl rlueHllls Jilb

MNB/10/832

Inspection Lot No
Konrpouu pyerras cepus J[b

040000360606 Mfg. License Date /
llooursoacrsengas JrrueH3ua ( aatal 3010412020

Package size / Ynaronra 150 doses / I50 aos
GMP Compliance certi{icate Data /
GMP ceorndurar (aara) r8/06t2020

Market / Puuor Russia / Poccnc GMP Compliance certificate No /
GMP ceorudurar Jlb

GMP-01556/20ltN

Reference specilication No /
Cneuudurauus Jlb

sPC-CC-034990 STP No /
CIII.ll's sTP-CC-026675

No TESTS/ IOKA3ATEJII,I LIMITS / TPEBOBAHl4.fl OBSERVATION / PE3YJIbTATbI
13. Uniformity of delivered dose /

OanopoAuocru ssrcao6oxraelrofi
.a03bI

ir'.\''

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 *357o.
If 3 to 6 values deviate by more than
*25o/o, btlf. less than +357q 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 thur *35o/o I
He 6oaee 2 s*a\eHufi ur 20 onpereleuufi
MOD/T OTTJIOHTTC' Or CpeAHerO 3HaqeHI4'
6oaee qeu sa+25 o/o (or raxcaoro us l0
Qnarouos 6epyrcr no ogHofi Haqaasuoft
a oAuofi roHequofi sucso6oxraeruoil
rose), n Hta o.{Horo - 6oaee qeM Ha
*35 Yo.

Eclu or 3 ao 6 ssaqeuui uuetgr
orKJtoneHrr, 6oaee .reN, * 25 o/o, uo
MeHbIue, qeu + 35 7o, ro ncnrnrrraror
cneAyroulre 20 Qaaronor.
He 6oaee 6 sHaqeHuh rao 60 onpeaeneHrafi
Mofyr oTKJroHrTc, oT cpelHero 3HaqeHas
6olee qeu Pla+ 25 Yo, u uu oAHoro,
6onee .ierr,t na+35 %o

Azelastine Hydrochloride /
AseJracruHa rntrpoxJroprra:

Beg / Hava.no:
Minimum I Mnnnvyvr: 86.60/o,

Maximum / Mwccr,ruyu: 93.60/o,

Average / CpeaHee:90.3%

End/ Koaeq:
Minimum / M.ranranyrvr: 88.5olo,

Max i mum / MaxcLtuy vr:9 4.7 o/o,

Average I Cpetuee:92.0o/o

Mometazone Furoate /
MomeracoHa Qypoar:

Beg / Hauwto:
Minimum / Muuuuyvt 95.0o/o,

Maximum / MaKcr/rMyM: 105.5%,
Average / CpeaHee: 100.5o/o

End / Koneq:
Minimum / Muuuuyvr 99.3o/o,

Maximum / Marcrarr,ryr',r : l0 4.2%,
Average / Cpeauee 101.8%

Prepared bv/ lloaroroa.neHo Checked b*,{ [IooseneHo Aonrovedlbv / Oao6peno
Signature / [Ioanucr <-f Y-_ dV
Date / nara ot hulA oQhn le nl lrvltv
Name/ OI,IO Atul Kumar Rohit Sinsh Aiav Kuinai Gars
Desisnation / llo.nxnocrs Oflicer - OA Officer -OA Asst Manaser -OA

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

Tel.: +91-179t5 667200 Fax: +91-1795 667299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQurat alraJru3a Ha roroByrc trpoAyKIIrrc

6 of 8 / 6urE

Name of product /
HauDreHosaHLre npoayruul

Momat Rino Advance /
Mouar PHHo ArsaHc

Generic name /
Hena.reuronanuoe
HanMeHoBaH!te

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agelactuua r[ApoxJlopla,( I,t MoMera3oHa t[ypoat cnpefi Hasa.nrnnfi aoslapouauurtfi

,{efi croyroutue BeulecrBa
Each spray delivers / Ka:r<aag Ao3a ctrpe, coAepxr4T:
Mometazone Fuorate BP 50 mcg / Motr{sra3oua r[ypoat Epra, .@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A3eracrl,tHa rl,umoxJlopua Epr,r'r.@. 140 rrlrr

Strength / Aorrposra
140 mcg + 50 mcg
140 urn + 50 rrrrr

Date of Mfg. /
llara noouteoac,raa

1t/2021

Dosage form /
JlercancrseHHac dooMa

Metered-dose nasal spray /
Cnoefi sagalrHrrfi -uosnoosaHHrril

Date of Exp. / IoAer Ao 1012023

Product code / Koa npoAyr$a sRU0300082460401DM Date of release I llara Bbrnycra 01.12.2021

Batch No / Cepun Ne 12210672 Qty. Released /
Korrlqecrao Bblnyuleno

23,400 BOT
23"400 OnaroHos

Batch size / Pasuep cepru 25,39 5 / 25,39 5 t[aarouoa
Mfg. License No. /
lloonrsoacrgegHag rt,luensus .ife

MNB/I0i832

Inspection Lot No
KosrDo.nr.r Dyemaq ceDng Jtlb

040000360606
Mfg. License Date /
flnoralsoncrseHHas ruueH3nq (aara) 30t04t2020

Package size / Ynarosra 150 doses / 150 los GMP Compliance certificateData I
GMP cepru0nrar (Aara) 18t06/2020

Market / Punor Russia / Poccus
GMP Compliance certilicate No /
GMP ceorr6urar Jlb

GMP-0r556/20lrN

Reference specification No /
Cneuudurautaq .lt&

sPC-CC-o34990 STP No /
CTII4 Jl!

srP-cc-026675

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATION / PE3YJIbTATbI

14. Uniformity of dosage unit /
Oauopoanocrb Ao3upoBaH[s

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 L35 Yo.

If 2 or 3 values deviate by more than
+25o/o, but less than +357o, 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 6oree I gHaqeHlg u: l0 onpeAeaeur,rft
MOXeT OTKJTOHTTC' OT CpeAHerO

3HaqeHr, 6olee qeru ua +25%o (or
Kax,{oro ra: l0 Qnarouoa 6eperca no
oAnofi Ha,{aruHofi nHcso6or(AaeMofi

Ao3e), 14 Hr,r orHoro, 6oree qeN,r Ha

x.35 o/o.

Ean rsa utu rpn 3Haqenra, r4Meror

orKJroHeHr4fl 6oree qeM +25 %o, Ho

MeHee, rreM +35Yo' TO t{CnHTbrBaIOr

cJrerypulrle 20 $raroHoa.
He 6oree rpex luaqeunfi Moryr
oTKIOHCT6Cq gr CpeAHerO 3HaqeHr,r'

6olee, ueu sa +25Vo, u nu o.IIHoro,

6oree .reM uar 35 o/o.

Azelastine Hydrochloride /
AleracruHa ruApoxnopr,rA:

Minimum I Muuuvyu 86.60/o,

Maximum / Malrrcttllry u:93.6%q

Average I Cpeluee:90.3o/o

Mometazone Furoate /
Monaerasoxa Qypoar:

Minimum / Mnuuuy u: 9 5.0o/o,

Maximum / Marcrar,ryna: l05.5o/o,

Average / Cpeanee: 100.5o/o

trc;;t

Preoared bvJ lloarorosreHo Checked -b+ / [Iooseneno Anoroved [v / Oao6oeso
Sisnature / floanracr y -92- c
Date I Ilara a7tu l,D. -l ltu!* Jtl,U)pvl
Name/ OIIO Atul Kumar Rohit Sinsh Aiav Ku'mhr Gare
Desisnation / Ilur:rcnocrl, Officer - OA Officer -OA Asst. Manaser -OA

rwQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205' lndia

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

Certificate of Analysis for Finished Product /
CeprnQurcar aHaJrlr3a Ha roroBylo [poAyKrurc

olU V3

Name of product /
Har.rmeHosaHtle tt Do,lrvKut4tt

Momat Rino Advance /
Mouar PuHo AasaHc

Generic name /
HenarenrogaHnoe

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaac, uua rrupoxJtoptttt tt MoMsrtBoHa Qypoat cnpefi uaealrHrtfi Ao:uponauuufi

flefi crryrcurue BerrecrBa
Each spray delivers / Kaxaas Ao3a crpe, coAepxrr:
Mometazone Fuorate BP 50 mcg / MoNacra3oHa $ypoat Epln.<D. 50 urr
Azelastine Hvdrochloride BP 140 mcg / AgeracuaHa n'Lqpoxrlopraa Eprr'@' 140 urr

Strength /,(orupoora
140 mcg + 50 mcg
140 rurcr + 50 rurr

Date of Mfg. /
Ilnrn nnoulnoncrge

tt/2021

Dosage form /
Ilapqncrneswqq rhonuq

Metered-dose nasal spray /
Cnoefi uaeaasnrrfi aotuoosaHHrrft

Date of Exp. / foaex ao 10t2023

Product code / Koa nporYKra sRU030008246040 I DM Date of releas e I nara BbtnycKa 01.12.2021

Batch No / Cepun J\b 12210672 Qty. Released /
Koruqecrgo BblnvrueHo

23,400 BOT
23"400 daarouog

Batch size / Pasmep cepnn 25,395 I 25,395 QnaroHor
Mfg. License No. /
ff nournoncrnesneq :rrauelttug .l&

MNBi l0/832

Inspection Lot No
Kon'rno.nunvemas ceouq IE 040000360606

Mfg. License Date /
looulsoacrgenHaq JruueH3ng (aaral 30/0412020

Package size / Ynarosra 150 doses / 150 aos
GMP Compliance certificateData I
GMP ceptndr,rrar (aara) 18t06t2020

Market / Prruor Russia / Poccuq
GMP Compliance certificate No /
GMP ceptlldrlrarJTe

GMP-O1556/20ilN

Reference specification No /
Cneuudunauus .JtE

sPC-CC-034990 STP No /
CIII4 Jlb

srP-cc-026675

No TESTS / NOKA3ATEJII4 LIMITS / TPEBOBAHI{' OBSERVATION / PE3YJIbTATbI

15. Microbiological purity / Murpo6uo.rorrqecKaq qrcrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6uee qucao

aspo6nrx 6arrepraft 14 apoxxeBbrx n
rrrecHeBbrx rpu6on (cyuvapHo)

Test for Absence of Specified
Microorganism / Tecr Ha

cnequ0uqecrue
Mr,rKpoopraHu3MLr:

Ps eudomonas aeruginosa

Staphylococcus aureus

B ile-Tolerant Enterobacteria /
3urepo6arrepuu, ycrofi uuaue
xeJlqn

Not more than 102 cfu per I g (ml) of the
product / He 6onee 102 KOE n I r (r',rn)

npenapaTa

Absence per I g (ml) of the product /
OT cyrcrnne a I r'(ur) npenapara

Absence per I g (ml) of the product /
O'rcyrcrnue n I r(ua) npenapara

Absence per I g (ml) of the product /
Orcyrc"raue e I r(run) nperapara

Less than l0 cfrr/ml / Menee l0 KOE/t',trl

Absent / OT cyrurayvr

Absent / Orcyrmnyer

Absent / Orcyrcraycr

/r',",;...;Y 
; -' S.'a,,,.;)

16. Assay / KoruqecraeHnoe onpeAeJreHue !r
I

a) Azelastine hydrochloride /
Are.nacruna ruapoxJropr{r

Mometasone furoate /
Momeralona Qypoar

Benzalkonium chloride /
Eesgarrosus xJrop[r

b)

c)

From 85 yoto ll5 % ofthe labeled claim
ofazelastine hydrochloride I Or 85o/o to
ll5 o/o OT 3ailBJIeHHOrO KOJII4q9CTBa

a?e ragt nHa n EpoxJrop ula
From 85 o/oto ll5 % ofthe labeled claim
of mometazone furoate I Or 85 Yo to
ll5% or 3arBJreHHoro KoJrt4qecrBa

uoueT asoHa $ypoara
From 80 o/o Io 120 % of the labeled claim
of benzalkonium chloride / Or 80 % lo
120 o/o OT 3aJIBJIeHHoro KOJII,rqecTBtl

6ensanroHr,rs x;roprua

93.1o/o / 93,1o/o ,l

6)
d'

\a-
\ere\rp

103.4o/o / 103,4o/o

88.7% I 88.7o/o

Preoared bv / [IoarorosJreHo Checked bx/ Ihoaepeno AoorovtlU bY / Oao6oeuo

Sisnature / [Ioanucu
Date I Lara o ll>12\ oQhn-L, ;>Qllr.l\Dvl
Name / <DIIO Atul Kumar Rohit Sineh Aiav Kumrir Gare
Desipnation / .llo.lxuocrr Olficer - OA Officer -OA Asst. Manaser -OA
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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 auaJrlr3a Ha roroBylo trpoAyKquK)

Any deviation/IncidenVOOS: Not applicable
OrMoHeHuqMHunAenru/OOC: He [pr,rMeHr4Mo

Dectaration ofcertilication: "I hereby certiry 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
local Regulatory Authority and with the normative document no. JIII-003328-23 I I 15, 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."
3aK.[roqen[e o coorBercrBnr{: Hac.Torr[r,tM norrBepxrarc, qro npeAcraBJleHHa, orrue ru{oprr,ra\us flBilflgtcx,qocroBepHofi u roquofi.
[auuar cepua 6rua npotr3BereHa, BKrrcqa, ynaronry/uapKr,rpoBKy, u npoKoHTpoJrr.lpoBaHa Ha yrasaHuoft Bbrrrte npor!3BorsrseHHofi
nnouarKe B [oJIHoM coorBercrBnn c rpe6onaunruz HaA,neNauefi flporasaoacraeHnofi llparrurrz (GMP) u rpe6oaaunrrrln HopMaruBHoX
roI(WeHraIIun JIII-003328-231115, HsM. Ns I or 12.09.2016, Hgr'r. l"l! 2 o105.122016, I4su. Ns 3 or 08.10.2018, I4gru. Ns 4 or
03.06.2019, I4gM. Ns 5 ot 20.03.2019,V2u. Jtlb 6 or 23.01.2020,IdsN,r.Ns 7 or20.02.2020. AanHag cepm coorBercrnyvrrpe6onaHuau
uopuarunuofi AoKyMelrrarlr4u. llpotoronu npor43BoacrBa, ynar(oBKr4 14 npoBeAeHHbrx agaJrr43oB aas AaHHofi cepuvt 1ttstu
npoaHanu3l,tpoBauH ta cAenaHo 3aK,IloqeHrre, qro oHt4 coorBcrcrByror rpe6oraHnarra Ha,uaexauefi flpournogcrneHnofi flparrur<u (GMP).

8of8/ It3

Name of product /
HauDreHosaHlre nDotrYKuIlrl

Momat Rino Advance /
Morua'r PHHo AaaaHc

Generic name /
HenarenrosaHxoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacruHa rrrpoxJropxJl r.r MoMera3ona Qypoat cnpefi nasalrnufi ao:uponatruufi

flefi crryrcurue BeulecrBa
Each spray delivers / Karqas Ao3a crpe, coAepxur:
Mometazone Fuorato BP 50 mcg / Morr{cra3oHa Qypoat Eput.<D. 50 urr
Azelastine Hydrochloride BP 140 mcg / A3eracruHa nxApoxJropr.ra Epra:r.O. 140 rrlrr

Strength / [orrposra
140 mcg + 50 mcg
140 rr,rrn + 50 rvrrr

Date of Mfg. /
Jlara nno[lnoncraa 11/2021

Dosage form /
Jlerancrseunas dooua

Metered-dose nasal spray /
Cuoeft HasaruHsrfi -nosnoosaHHrrfi

Date of Exp. / foaen Ao t0/2023

Product code / Koa rrpotryrTa sRU0300082460401DM Date ofrelease I llara Bbrnycra 01.t2.2021

Batch No / Cepua Jlb 12210672 Qty. Released /
Koru.regrso BbtnYuIeHo

23,400 BOT
23.400 draroHoe

Batch size / Parmep cepuu 25,39 5 / 25,395 Q.narouon
Mfg. License No. /
rlnor,rcsorrcrsennas ;rnuenlnq Jlb

MNB/10/832

Inspection Lot No
Kouroo.nuovemag ceors J[b

040000360606
Mfg. License Date /
llpoursoacrseuHafl Jrr{ueg3 us ( aaral

30/04t2020

Package size / Vnaronra 150 doses / 150 aos
GMP Compliance certificateData I
GMP ceprndrrar (aara) 18t06/2020

Market / Punor Russia / Pocczc GMP Compliance certificate No /
GMP ceorudnrarJ\b

GMP-o1556/20lrN

Reference specification No /
Cneurdurauus JYb

SPC,CC-034990 STP No /
CTI}I Jlb

sTP-CC-026675

No TESTS / r!9rcp^r:!ATUrr{ LIMITS/TPEEOBAHIS OBSERVATION / PE3YJIbTATbI
t7.

'o'
(;

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. / llo 75 rz

150 .rlo3 Bo QaarcoH ns II3BII,
cHa6xeuurrfi ,u.o3r4pyrorrlr4M ycrpofi croorvr
I{ HaBaJrbHLrM a{amepoM c 3autuTHbrM
KoJI[aqKoM. @aaros c uHcrpyruuefi no
npHMeHeHr,rrc noMerqaroT B KapToHnyp
flaqKy.

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 150 ros ao i[raroH us
n3Bn, cua6xeHusrfi Ao3r,rpypur,tM
ycrpoficrnorvr r,r Ha3aJrLHbrM a,laflrepoM c
3aulurHbrM KoJrnaqKoM. Olarou c
ruc"rpyruuefi no npnMeHeHurl noMeulalor B

KapToHHyo naqKy.

18. Labeling / Maprr.rporra According to ND / B cooravrcrnur c H,{
19. Storage / Xpaxenr.re Store at I 5 to 25 oC, protected from light. Do not freeze. / B 3antt4rleHHoM or cBera Mecre

npr,r reMneparype m l5 ao 25 oC. He sauopaxuaa, r.
20. Shelf-life / Cpor roauocrr4 2yews /2 roara


