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

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

Certificate of Analysis for Finished Product /
CepruSnrcar anaJrrl3a Ha roroByrc rIpoAyKIIrrc

u3a

Name of product /
HaumeHonanue npo.[yrut{t{

Momat Rino Advancs /
Mouar Pnso Aasagc

Generic name /
Henareuroaannoe
HAl.lMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metefed dose nasal spray /
AgelasruHa nttilpoxJlopt'IA I'I MoMera3oHa Oypoat cnpefi Ha:aarHufi rosuporauHufi

!,eft crayrcurue BeulecrBa
Each spray delivers / KaNaas Ao3a cnper coAepxrlr:
Mometazone Fuorate BP 50 mcg / Motucra3oHa r[ypoat Eprat,<D. 50 r',rrcr

Azelastine Hvdrochloride BP 140 mcs / AseracruHa ru.(poxrlopraa Eprrr.@. 140 rrarr

Strength / flosupoana
140 mcg + 50 mcg
140 rurr + 50 ruxr

Date of Mfg. /
Ilero nnortsoacrsa

1t/2021

Dosage form /
.JlerancrsegHaq dontvre

Metered-dose nasal spray /
Cnoefi Ha.galrHrril ao:uoosaHHr,rfi

Date of Exp. / Ioaeu Ao 1012023

Product code / Koa npoAyKra sRU030008246040 IDM Date of release I llara BbtnvcKa 01.12.2021

Batch No / Cepna Jl! 12210684 Qty. Released /
KoJr[qesrso BbrnvlueHo

23,5208OT
23-520 draronog

Batch size / Pasmep cepuu 25,395 I 25,395 Qnarouoe
Mfg. License No. /
lloolrrsoacrneHnas ruuenrus J&

MNB/I0/832

Inspection Lot No
Konrpo.nnpYemas ceDus .Jt[s

040000361 369
Mfg. License Date /
flnoursoacrsegHaq JllrtteH3ltq (aara) 30/04/2020

Package size / Vnarosra 150 doses / l50.qog GMP Compliance certificateData I
GMP ceprndurar (aara) t8t06/2020

Market / Psrnor Russia / Poccus
GMP Compliance certificate No /
GMP cenrradnnarJlb

GMP-o15s6/20llN

Reference specification No /
Cneurdr.rrauuq J{b

SPC-CC-034990
STP No /
CTII4 Jl!

sTP-Cq-026675

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

I Description / Onucaune White to off-white suspension I Eems
nJu,r noqrr,r 6eaar cycneusur

Off-white suspension /
flo.rrr,r 6eaa, cycneH3lr,

't Identifi cation / [Ioa,nrHHocrs

a) Azelastlne hydrochlorlde /
Awtacmaaa eudpoxaopud

'sf(i'l1 " 
'tor-4

* ^*,- YlF\*:Qnr,,rrru}

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

standard solution / Bperr,ra

ocHoBHoro nuKa Ha

,rcnbrTyeMoro pacrBopa

cogrBeTqrBoBaTb BpeMeHu

ocHoBHoro nI4Ka Ha

xpoMarorpaMMe pacTBopa craHAapTHoro
o6pa:ua a3eracrr,rHa rr4ApoxJropx.qa (cM.

pa3AeJr <KoruqecrseHHoe
onpeAeneuue>).

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
azelastine hydrochloride standard solution /
Bpeur yaepxuBauux ocHoBHoro nr,tKa Ha

xpoMaTorpaMMe l4cflbmyeMoro pasrBopa

cooTBercrByeT BpeMeHI,r y\ep)KuBaHul
ocHoBHoro flr,rKa Ha xpoMaTorpaMMe
pacrBopa crarraprHoro o6parua LsetactuHa
ruApoxaopr4,[a (clu. pa3Aen

<Kor[qecrBeHHoe onpereleuue>).

b) Mometasonefurode /
Mouemazoaa Aypoam

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to ttre
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bper'rr y/lepxlrButHr,rt
ocHoBHono nuKa Ha xpoMaTorpaMMe
lrcnbrTyeMoro pacrBopa .rloJrxHo
cooTBeTcTBoBaTb BpeMeHr4 y.[epxnBaHr,r,
oQHOBHOTO nr4Ka Ha xpoMarorpaMMe
pacrBopa craHAaprHoro o6pa:ua
MoMera3oHa Qypoara (cpr. pa3AeJr

<KonuqecrBeHuoe onpeaeneurae> ).

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
mometasone furoate standard solution I
Bperur yaepxuButlte ocHoBuono ilnKa Ha

xpoMaTorpaMMe ncnblTyeMoro pacrBopa

cooTBercTByeT BpeM9Hr,r y]]eplKuBaHufl

ocHoBHoro nuKa Ha xpoMaTorpaMMe
pacrBopa cralrAapruoro o6pasua MoMera3oHa

$ypoar:a (urr. pa3.rler <KoauqecrBeHHoe

onpe.4e.neune>).

Name / IDIIO
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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: glenmark@bonr2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprusurar auaJrlrsa Ha roroByrc npoAyKulrx)

ofE / It3

Name ofproduct/
HarmexoeaHue tr DoltvKu[t{

Momat Rino Advance /
Morr,raT PuHo AaeaHc

Generic name /
HenateHt'osaHHoe
Hat,lMeHOBaH!le

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseracrr4Ha ruApoxJlopt4Jl t4 MoMqra3oHa rpypoar cnpefi Hasalruufi aolupoeauuutil

{,eficrayrcuue BeqecrBa
Each spray delivers / Kaxaas Ao3a c[pe, co.[epxrtr:
Mometazone Fuorate BP 50 mcg / MoMetasoua rlypoar Epr.rt.<D. 50 urn
Azelastine Hydrochloride BP 140 mce / Aseaacrrzua rlaApoxJloptu Eprz'r.@. 140 rr'trr

Strength /[oruponra 140 mcg + 50 mcg
140 urr + 50 rrrrr

Date of Mfg. /
nara noonlsoacrna

1u2021

Dosage form /
-Ilercnncrnessns rhonMc

Metered-dose nasal spray /
Cnpefi nasanrHrrfi rogr,rDosaHHrrfi

Date of Exp. / foAeH ao 10/2023

Product code / Koa nDoJlvKTa sRU0300082460401DM Date of releas e I llara BbtnycKa 01.12.2021

Batch No / Cepun J{b t2210684 Qty. Released /
Ko.nuqecrso Bbr[yuleno

23,5208OT
23-520 draroHos

Batch size / Parnep cepr.ru 25,395 I 25,395 {rarouor
Mfg. License No. /
Ilnoursoacrsenxac Jruexgug Jlb

MNB/10/832

Inspection Lot No
Kouroo.nuoveMaq ceolrq .l&

040000361369
Mfg. License Date /
llDollrsoacrseHnafl JruueH3[s (Aara) 30/04/2020

Package size / Ynarosra 150 doses / 150 aog
GMP Compliance certificate Data /
GMP ceprnOurar (Aara)

t8/06t2020

Market I Psruorc Russia / Poccrzg
GMP Compliance certificate No /
GMP ceprudurar.lt&

GMP-o1556/20lrN

Reference specification No /
Cneuudurauug .l[b

sPC-CC-034990
STP No /
CTIII J'{b

srP-cc-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHl4.fl OBSERYATION / PE3YJIbTATbI

c) Benwlkonlum chlorlde /
Eeatutxoaua utopud

In the test ofassay, the chromatogram of
the sample solution should contain peaks

corresponding to the retention times of
peaks of benzalkonium chloride
homologues Co and Crq in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe ncnbrryeMoro
pacrBopa AonxHEr o6uapyxurarrca
nI{KIA, COOTBeTCTBypUUe nO BpeMeHaM

yAepxl4BaHr,rs nr{KaM noMoJroros Crz t4

Cra 6eH3arroHlrc xnopua Ha

xpoMaTorpaMMe cTaHAaprHoro pacTBopa
(o,r. ptBAen <KoauqeqrseHHoe
onpe.[ereHne>).

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 xporraarcrpaMMe ucflBrryeMoro
pacrBopa o6HapyNraaarorcs nuKu,
cooTBeTcTByrc,utae no BpeMeHaM

yrep)KuBa*us nnKaM I'oMoJtoros Crz I,t Cr
6eHsanKoHr,rs xJropr{Aa Ha xpoMarorpaMMe

crarulaprHoro pacrBopa (cu. pa3Aen

<KornqesrseHnoe onpe4eleHue>).

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.584 /4,584
4. Density / llnorxocrr From 0.90 to I . l0 g/cm3 /

Or 0,90 ao l,l0 r/crrr'
l.0l I g/cmt

l.0l I r/cu3

5. Viscosity / Bgsrocrs Not less than 5 cPs / He rrlenee 5 cllg 54.0 cPs /54,0 cfls

6. Osmolality / Ocno,nsluHocru 250 to 350 mOsm/kg /
250 - 350 ruOcrr,r/rcr

298 mOsm/kg

298 r"rOqra/rn

1 Vial leak testing / Ilpoaepra
Q.raroHa Ha repMerr{qHocrb

Leakage traces should absent /
OT cyrurnne creAoB yreqKra

No leakage traces /
Caerrr yreu rn orcyrcrByloT
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

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

Certificate of Analysis for Finished Product /
CepruQurcar anaJrlr3a Ha roroByrc npoAyKIIrIK)

Jol TI3

Name of product /
Haumenosalrue n DorYKultlt

Momat Rino Advance /
Mouat PuHo AasaHc

-/\
C-)
(D

*
j
U

Generic name I
HenarenrosaHHoe
HAT'MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaacrl,t Ha nrJlpoxJloplgt,r MoM sra3o Ha rfypoar cnpefi Ha:aa uHrtfi .qoeraposaHnu fi

[eftcrayrcuue BeulecrBa
Each spray delivers / Kancaas .[o3a cnpec coAepxl,Ir:
Mometazone Fuorate BP 50 mcg / Morrasra3oHa $ypoar Epr.rt.@' 50 turr
Azelastine Hvdrochloride BP 140 mcg / Aseracrl4Ha rllApoxrloPna Eput.<D. 140 urn

Strength /,[,osupoera
140 mcg + 50 mcg
140 rr.rrr + 50 vu<r

Date of Mfg. /
Ilnrn nnnutnoncrg,

tU2021

Dosage form /
-Ilerqncrneppqs rhonuq

Metered-dose nasal spray /
Cnoefi Ha.saruHurfi aoguoosaHHrrfi

Date of Exp. / foAeH ao 10/2023

Product code / Koa nporYrcra sRU030008246040 I DM Date ofrelease I Lara BbtnycKa 01.12.2021

Batch No / Cepnn Ns 12210684 Qty. Released /
Kornqecrso BbrrlYrueHo

23,5208OT
23-520 draroHos

Batch size / Parnrep cepnn 25,39 5 I 25,39 5 t[aaronon
Mfg. License No. /
llooussoacrsexnas .nt,tueHs[s .ltllr

MNB/10/832

Inspection Lot No
KosrDorupYeuas ceDus .Jt&

040000361369
Mfg. License Date /
flnor'raorsrneHHas Jrr{ueH3ug (aara) 30t04t2020

Package size / Ynarogra I 50 doses / 150 aos
GMP Compliahce certificateData I
GMP ceprudurar (aara)

t8/06t2020

Market / Purxorc Russia / Poccur
GMP Compliance certificate No /
GMP ceorudnrarllb

GMP-o1556/20/rN

Reference specification No /
Cneurdurauug .Itlb

sPC-CC-034990
STP No /
cflu.N! STP-CC-026675

No TESTS / IIOKA3ATEJIII LIMITS / TPEEOBAHI4.g OBSERVATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca srrcso6orqaemofi Aorsr

Single dose / OrAeJrrHaq Aola:

85.0 to ll5.0o/o of the claimed delivered
dose amount / 85,0 - 115,0 % or
3aJrBJreHHoro sHcao6oxrael4oro
KOJII4TIECTBA

Average dose / Cpeanne Ao3r:

90.0 to I 10.0 % of the claimed delivered
amount I 90,0 - I10,0 % or 3arBJreHHono
gsrcso6oxraeMoro Korr'rqecrBa

Minimum I Muuuuy vr: 9 6.90/o

Maximum / Marcraayrra: I 06.6%

Average / Cpetuee:103.2o/o

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

Not less than. 14.175 gl
He ueHee 14,175 r

14.497 g
14,497 r

10. Dose number / Ko.nuuecrro gos Not less than 150 doses /
He naeuee 150 aoe

192 doses I 192 lLog

!i

n Particle size / Parrvrep qacruu 90 o/o ofparticles less than l0 pm /
90 o/o,tocru:upaitMepoM ueuee I 0 rvucltt

100 % ofparticles less than 30 pm i
1007o qacruu pa3MepoM pteHee 30 rrrru

Particles of more than 30 pm should be
absent / r{ac, n[u 6onee 30 MKM ,[oJrxHbr
oTcyrcTBoBaTb

100.0% I 100,0%

100.0o/o/100,0%

Absent / Orcyrcrnycn' c-.

yA
'\o

12. Related substances / PoacrseuHsre npuMecr.! Yarmace9
a) Azelastine hydrochlorlde /
AseJt ac m&aa aulpoxn op ud :
Single unspecified impurity /
Elt'tnu.rHofi Her,ue]rrx-
tluuraponanuofi npnMecu

Total impuiities / Cyr"rrvra npruecefi

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

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

Not detected/ He o6napyNeno

Not detected/ He o6napyxeuo

Prenared bv / llolrorosfleHo Checked by / floosepeHo Aonrovedbv / Oao6oeno
Signature / [Ioanracs wctD .-T v
Date I Ilara a Ka,lr ll1,l1a'l-l q lbl*t o ll)-hr)r
Name/ (Dl4O Yogesh Kumar Mehta Atul Kumar Aiav Kumhr Gars
Desisnation / -llo.nxHocrr Oflicer - OA Officer -QA Asst. Manaeer -OA

FCI\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 /
CepruQurar anaJrlr3a Ha roroByrc rtpoAynqlrrc

r)
o

A

oTU 4ils

Name of product /
HauMeHosaxlle nDoavruuu

Momat Rino Advance /
Mouar PuHo AasaHc

Generic name /
Henarex.rorannoe
HAI{MEHOBAHI{E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseracruHa iulpoxaofu1 I4 MoMsra3oHa Qypoar cnpefi uasalrurtfi AorupoaaHHbril

[eft crnyrcutue BeruecrBa
Each spray delivers / KaNaag Ao3a crpe, coAepxl{r:
Mometazone Fuorate BP 50 mcg / Mougragoua rDypoat Eprar.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A3eaasrl4ga rrllDoxJlopna Epnr.@. 140 iam

Strength / [orupoona
140 mcg + 50 mcg
140 rr,rrn + 50 rrrr<r

Date of Mfg. /
Ilnre nnor,rlsoacrBa

1112021

Dosage form /
-Ilerqnnrnessns rhnnuq

Metered-dose nasal spray /
Cnpefi HasanrHrrfi aoruposaHHHfi

Date of Exp. / loAes Ao 1012023

Product code / Koa nDonvKra sRU0300082460401DM Date of release I Aara BbtnycKa 01.12.2021

Batch No / Cepua J\b t2210684 Qty. Released /
Koruqecreo BbrnYtueHo

23,5208OT
23-520 ibraroHos

Batch size / Pasuep cepun 25,395 / 25,395 QraroHoe
Mfg. License No. /
lloollssoacrnenHag Jr]rueHruq Jilll

MNB/10i832

Inspection Lot No
Kouroouu oYemas ceous .ltllt

04000036 r 369
Mfg. License Date /
lloo[rsoacrseHHafl Jruueg3[s (aara) 30t0412020

Package size / Vnaroera 150 doses / 150 aor
GMP Compliance certificateData I
GMP ceorrdrrar (aara) 18t06/2020

Market / Purxor Russia / Poccur
GMP Compliance certificate No /
GMP ceorndurar.lE

GMP-o1556/20llN

Reference specification No /
Cneuudurauus Jt&

SPC-CC-034990
STP No /
CTtrI J\I

srP-cc-026675

No TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4.g OBSERVATION / PE3YJIbTATbI

b) Mometasonefuroale/
Mouematoaa Aypoom
ImpurityD/flpraue*D
Single unspecified impurity /
EruHra.rHa, ueuaeuruSuunpoBaHHarr
nprrMecE

Total impurities / Cyrrrr',ra ncex
npuuecefi

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

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

Not more than 2.0 o/o / He 6orce 2.0 o/o

0.02% /0,02Yo

0.05o/o I 0"05o/o

0.19o/o I 0,19o/o

:.'.'' J '-'" - {', ,(?

l,-o

111^
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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: glerrrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQ urar aHaJI I{3a Ha roroByp rIpoAyKIIIr K)

5 OIU A7

Name ofproduct/
HaI.lMenosaHue rrDo]IvKttun

Momat Rino Advance /
Morraar PuHo AasaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageaacrrr]ra rn{poxJlopt4Jl t4 MoMgrtroHa $ypoar cnpefi Ha:alrurtfi Aosnpoaauunil

{,efi crsyrcuue BeulecrBa
Each spray delivers / Kax.uag ,[o3a cttpell corepxr4r:
Mometazone Fuorate BP 50 mcg / MoMgrasoHa rlypoat Epr.rr.<D. 50 urr
Azelastine Hydrochloride BP 140 mcg / Aserasrr,tHa rxApoxJloDza Epnr.<D. 140 ruxr

Strength / [,oruponra
140 mcg + 50 mcg
140 rurr + 50 rurn

Date of Mfg. /
lfara noo[saoactsa

tt/2021

Dosage form /
JlerancrseHHac 6onMa

Metered-dose nasal spray /
Cnoefi na:aarHrrfi .nosnoosaHHrrfi

Date of Exp. / foaeH ao r0/2023

Product code / Koa npoayKra sRU0300082460401DM Date of release I llara Bbrnycra 01.12.2021

Batch No / Cepun J\it 12210684 Qty. Released /
KoJrraqecrso BErnyruego

23,5208OT
23,520 rbraroHos

Batch size / Parnep cepuu 25,395 I 25,395 Qrarouon
Mfg. License No. /
flnournoncrnennes rr rru exlllc J{b

MNB/10/832

Inspection Lot No
Konrpo.trupvemag ceous .JtE

040000361369
Mfg. License Date /
flnoursoncrgeH Has Jr r{ueH3 ng ( latal 30/0412020

Package size / Ynarosra I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP ceprudurar (aara) t8t06t2020

Market / Psrxor Russia / Pocclr.,
GMP Compliance certificate No /
GMP ceprudnrarJ\b

GMP-o1556/20lrN

Reference specification No /
Cne[radurauraq .Itllr

SPC-CC-O34990
STP No /
CIII,I J{b

srP-cc-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4.fl OBSERVATION / PE3YJIbTATbI

13. Uniformity of delivered dose /
Oanopoanocrs aurcoo6oaqgaemofi

no3br

,/,

,f-.\rtJ
.J

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

starting and one end delivered dose is
taken from each of l0 bottles) and none
may deviate by more than t35%.
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 thaR *25%o and none can

deviate by more than +35%o I
He 6oaee 2 sHa.{eHr4fi r,r 20 onpeAeneunfi
MOryT OTKJTOHTTCT gr CpeAHenO 3HaqeHUt
6oaee qerrr sa + 25 o/o (or r<axaoro ug l0
SlaroHon 6epyrcr no orsoil saqaruHofi
rz oAHofi rone.rHofi srrceo6ox(Aaetvtoft

,Aose), u Hr,r ollHoro - 6oaee rreM Ha

it35 Yo.

Ecru or 3 ao 6 guaqeHnfi nuersr
orKroHeHl,rf, 6oree ,{e}r + 25 Yq uo
MeHbrrre, qev + 35 %q To LrcnLrrblBarcT
cneryrcune 20 i[narcouoa.
He 6oaee 6 sHaqeHrdil us 60 onpeaeneHufi
MOD/T OTKIIOHTTCT OT Cpe.[HeIO 3HaqeHn'
6oaee qeM Ha t 25 o/o,9t Hu o,ItHoro.

6oree qeru ua * 35 o/o

Azelastine Hydrochloride /
Are.racruna r[ApoxJlopuA:

Beg / Hauano:
Min imum I Mnuuuy u: 9 5.60/o,

Maximum / Marcrr'aynr: I00.4o/o,

Average I Cpeluee:98.4o/o

End / Koaeq:
Minimum I Munuuy u: 9 6.80/o,

Maximum / Mar<crrrayr'r: I 0 l. lolo,

Average / Cpetuee:99.1o/o

Mometazone Furoate /
Momeralosa Qypoar:

Beg / Haauo:
Minimum I Muuulay u 98. lo/o,

Maximum / Marcrarvryna: 102,8o/o,

Average / Cpeanee: 100.9%

End / Koaeq:
Minimum / Muuuvryu 98.60/0,

Maximum / Marcrrvyrvr: 102.7o/o,

Average / Cpeanee l0l.0o/o
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

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

Certificate of Analysis for Finished Product /
Ceprnrfurar aHaJIlI3a Ha roroByro npoAyKrlrrc

6 of8 / Cro. 6 rs

Name of product /
I-Iq uuesnnq gre nnattrvlttulf

Momat Rino Advance /
Moua, PnHo AAsaHc

Generic name /
HenarenrosaHHoe
Har{MefloBaHue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageracrt{Ha rlrJlpoxJlop}U 14 MoMermoHa Sypoat cnpefi Haralrurtfi Aost'tpouaHnufi

!,eEcrnytorune BeulecrBa
Each spray delivers / Karuag Ao3a crpes co.rlcpxr4r:
Mometazone Fuorate BP 50 mcg / MoMera3oHa r[ypoar Eprar.@. 50 urr
Azelastine Hvdrochloride BP 140 mcg / AseramrHa ruApoxnopr'ra Epnr.@. l49 vlf

Strength /Aosrposra
140 mcg + 50 mcg
140 ntrr+ 50 ltm

Date of Mfg. /
.Ifcrc nnoutnoncrga

tU202t

Dosage form /
Ilerqncrnessqq rhnnuq

Metered-dose nasal spray /
Cnoefi HasanrHsrfi aoluoosaHHui

Date of Exp. / foAen ao 1012023

Product code / Koa npoAyKTa sRU0300082460401DM Date ofrelease I llara BbtnycKa 01.12.2021

Batch No / Cepua J\b 12210684 Qty. Released /
KoJuqesrso BbrnyrueHo

23,520 BOT
27-520 draroHoa

Batch size / Pa3mep ceprlr 25,395 / 25,395 Srarouoe
Mfg. License No. /
flnnmnnncrneHnas .rlrrreHlrc .]lq

MNB/r0/832

Inspection Lot No
Konroo.nunvemaq cenuq .llb

040000361 369
Mfg. License Date /
llnoussoacrseunas Jtl{ueg3us (aara) 30t0412020

Package size / Ynaronra I 50 doses / I 50 aog
GMP Compliance certificateDara. I
GMP ceprudurcar (aara) 18t06t2020

Market / Prrnor Russia / Poccrar
GMP Compliance certificate No /
GMP cemndurarl&

GMP-o1556/20lrN

Reference specification No /
Cneurduraurg .Ilb

sPC-CC-034990
STP No /
CTI}I Jlb

STP-CC-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4.g OBSERVATION / PE3YJIbTATbI

14. Uniformity of dosage unit /
OAuopoAnocrb Ao3upoBaHus

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 l'35 o/o.

lf 2 or 3 values deviate by more than
r25o/o, but less than +35%o, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 o/o wrd
none can deviate by more than*35 Yo I
He 6oaee I 3Ha.reHur ras I0 OnpeleaeHuft
MOXeT OTKIOHSTC' OT CpeAHerO

3Ha.reHr,rs 6oaee qev ua +25%o (o,t

re)r(Aoro r,rs l0 rfnarouon 6epercr no
oAuoft naqaaruoft sucso6oxAaeruofi
aose), u Hu o.(Horo, 6oree qeu ua
+ 35 o/o.

Etu Esa iltu rpil 3HarreHr4r t4Melor

orrJroHeHr.ts 6oree qeM | 25 o/o, Ho

MeHee, qeM 135Y., To r,tcnblTbrBaror

cJreAyroq[e 20 r[naronon.

He 6oree rpex snaqeHuft Moryr
oTKJrOHrTbCfl OT Cpe.{HerO 3HaqeH[fl
6o.nee, qeu sa *25Yo, u Hu o.[Horo,
6oree qev ua| 35 o/o.

Azelastine Hydrochloride /
Ase,racrliHa rullpoxJlop[A:

Min imum I Mwuuuy vr 9 5.60/o,

Maximum I Marcutay v:l 00.4o/o,

Average / Cpe tnee :9 8. 4o/o

Mometazone Furoate /
MorueraroHa Qypoar:

Minimum I Muuurv.yvr. 98.1o/o,

Maximum / Marccr-nvryrrl : 102,8o/o,

Average / Cpeanee: 100.9%

Preoared bv / lloarorosneuo Checked by / llposepeHo Aooroveilbv / Oao6oeuo
Sienature / Iloanncu sW)l)/ .r v
Date I llara r <0fl llL ll,o}t iallilu aDhLlbr4
Name / IDIIO Yosesh Kumai Mehta Atul Kumar Aiav Kumar Gare

Desienation l,ilo.nxnocrs OIIicer - OA Officer -QA Asst. Manaeer -OA
FCI!4/QA054/08.00



gLenmank
A nw way for a new wodd

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: glenmark@.bonr2.vsnl'net.in

Certificate of Analysis for Finished Product /
CeprnQrrar aHaJIIr3a Ha roroByrc trpoAyKIIIrrc

ofE u3E

Name of product /
HauMenosaHue nDollvKlrtlt!

Momat Rino Advance /
Monaa'r PuHo A,(saHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracruHa r.r4llpoxilopnl lt MoMera3oHa $ypoat cnpefi uasanruuil 4o:upo.rauurtfi

.(eftcreyrcuue BeulecrBa
Each spray delivers / Ka:raas ao3a cnpe, coAepxrr:
Mometazone Fuorate BP 50 mcg / Mot'rgrasoHa r[ypoaT Epr'rr.<D' 50 rrlrr
Azelastine Hvdrochloride BP 140 mcg / AseflasraHa l-u.[poxrloprza Eprr.@. 140 rurr

Strength /,[,osupoera
140 mcg + 50 mcg
I40 n,rrr + 50 rvrrr

Date of Mfg. /
Ilqrq nnoulnnncrBe

rU202t

Dosage form /
Jlercapcrnesnas dopnra

Metered-dose nasal spray /
Cnoefi sagaarHrrf, aolnposaHHrrfi

Date of Exp. / foAen ao t0/2023

Product code / Koa npoAyrcra sRU030008246040rDM Date of release /.llara BbtrycKa 01.12.2421

Batch No / Cepui Jlb 12210684 Qty. Released /
Korlrqegrgo BbrnYlueHo

23,520B,OT
23^520 ibraroHos

Batch size / Parmep cepuu 25,39 5 I 25,39 5 rpnarcorlon
Mfg. License No. /
flnnrrnnncrnenrrog -nurreHluc .ll!

MNB/10/832

Inspection Lot No
KoHrnonraovemaq cen[s J\b

040000361369
Mfg. License Date /
llnoulsoacraegHas Jrlruen3ns ( laral 30t04/2020

Package size / YnarosKa 150 doses / 150 ro: GMP Compliance certificateDatz I
GMP cenrudurar (aara) 18t0612020

Market / Puxor Russia / Poccra-r
GMP Compliance certificate No /
GMP ceorudurarJ\b

cMP-01556/20irN

Reference specification No /
Cneuradlananuc J{b

SPC-CC-034990
STP No /
CII}IJfs

STP-CC-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERYATION / PE3YJIbTATbI

15. Microbiological purity / Murpo6uo.norrqecKafl qncrora

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

aspoOnrx 6amepufi r,r ApoxxeBrrx 14

nnecHeBErx rpu6oa (cprrrrapuo)

Test for Absence ofSpecified
Microorganism / Tecr xa
cneuuQnuecrue
MuKpoopraHl{3Mbr:

P s eudomonas aerugi nosa

Staphy\ococcus atreus

B ile-Tolerant Enterobacteria /
3urepo6arrepuu, ycrofiuuaue x
xenqll

Not more than 102 cfu per I g (ml) of the
product / He 6onee 102 KOE a I r (r'u)
nperlapara

Absence per I g (ml) of the product /
OT cyrcT sue n I r (ur) npenapara

Absence per I g (ml) of the product /
Orcyrcrnue a I r(ur) npenapara

Absence per I g (ml) of the product /
Orcyrcraue n I r(ua) nperapara

Less than l0 cfi:/ml / Meuee l0 KOE/ul

Absent / Orcyrc, nycr

Absent / Otcyrcrayvr

Absent / Orcyrc, ryer

16. Assay / KornqecrseHHoe onpe/IqfleHoe

Azelastine hydrochloride /
Are.nacruua ruapoxnoplrA

Mometasone furoate /
MomerasoHa Qypoar

Benzalkonium chloride /
Eenla.ilronus xnoplrA

a)

b)

c)

From 85 % to I 15 % ofthe labeled claim
of azelastine hydrochloride I Or 85 o/o ao
ll5 o/o OT 3tUBJIeHHoro KoIr4qeCTBa

a3e fiast nHa rl,Ilpox Jropr4.[a

From 85 o/oto 115%oof the labeled claim
of mometazone furoate I Or 85 %o lo
ll5 yo oT 3tuBJIeHHoro KoJII{qecTBa

rrrovvrasona $ypoaTa

From 80 % to l20o/o of the labeled claim
of benzalkonium chloride / Or 80 % ao
l20o/o oT 3aJIBJIeHHoro KoiII4qecTBa

6eHsanroHr,rq xJroprrra

92.1o/o / 92,1o/o

l03.lo/o / l03,lo/o

88.9o/o I 88,9o/o
#,n,.

lh.rn, acerg>

,:;,\U Ac.
- {,/-\

-a
(
(

Preoared bv / [IoarorosJreHo Checked by / llpoaepeHo Aonrovedbv / Oao6neuo
Sisnature / flo.nnracr, 4pw_z .--r--
Date / nara v zr ar lt1-l 1 lL , olllvl\ ;*,lLuWu
Name/ @lIO Yosesh Kumar Mehta Atul Kumar Aiav Kumdr Gars
Desisnation / llorxnocrs OIIicer - OA Officer -OA Asst. Manaser -QA

n



ql.enmank
A nw vay for a new vodd

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

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

Certificate of Analysis for Finished Product /
CepruQnrar anaJrtr3a Ha roroBylo [poaynrllrx)

Any deviation/IncidenVOOS: Not applicable
Ornnosenns/Ilsuuenrs/OOC: He npr4MeHHMo

Declaration of certification; "l hereby certiff that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIII-003328-231 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."
3an[rcqenue o coorBercrBuu: Hacrorur,rM no.[TBepxAaro, rrro npeAcraBJreHHalr nuure raH$opna]Jufl flRrsstcs AocroaepHofi rT oqsoil.
.{,auuar cepur 6rrna [por43B€rgHq BKJrroqalr ynaronry/naapKupoBry, r,! npoKouTpoJrr,rpoBaHa ua yrasauHofi BEIIUe npott3BorctseHHofi
nJIoIqaIKe B noJIHoM coorBercrBr4r,r c rpe6oraHuauu Ha,qlexaulefi [IponsnoAcroessofi flparrurrz (GMP) u rpe6onauurrrln uopuaruauofi
AoKyMeHraqIiH JIn-003328-231115, HgN.r. N I or 12.09.2016, HsN.,. J\! 2 o105.122016, I4errr. Ns 3 or 08.10.2018, I4rrvr. Ng 4 or'
03.06.2019, I4sM. Ne 5 or 20.03.2019,Vsu. Ns 6 or 23.01.2020, I4sNr. l,,lb 7 or 20.02.2020. [aunar cepu, coorBercrayvrrpe6oeaunarrr
HopruaT nnHofi aoKyrt{e}rraqur,r. flpo,oro.nu npon3BoAcrBa ynaKoBKx 14 npoBe.rleHHbrx aHaJrr,r3oB Ltt LaHHoVt cepun 6stu
npoaHanlr3upoBaHbr 14 c.qeJrago 3trKrrroqeHle, qro oHr,t coorBercrByrorT pe6oaaurarrtr Hafiexautefi llponsaoAc, nennofi flpamuru (GMP).

Eof Ul|3

Name of product /
HaramenoaaHue nDolrYKut{tl

Momat Rino Advance /
Moua'r Prano AasaHc

Generic name /
HenarenrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracrlaHa rruIpoxJloprut I,t MoMsra3oHa $ypoat cnpefi uaaaarurtfi aosnpoBaHHHfi

[eficroyrcurue BeuecrBa
Each spray delivers / Kaxaas.rlo3a cnpef, corepxlrr:
Mometazone Fuorate BP 50 mcg / Morasra3oHa r[ypoar Epnt.<D. 50 rrarr

Azelastine Hvdrochloride BP 140 mcg / Aseracrl{Ha rla.qpoxrlopna Bpu:r.<D. 140 tuxr

Strength / fl,ornpoora
140 mcg + 50 mcg
140 vrr + 50 rrrrcr

Date of Mfg. /
Ilqrq nnournoncrne

1v2021

Dosage form /
-llerqncrnennqg rhonmn

Metered-dose nasal spray /
Cnoeil HasarsHHfi aoguDosaHHHfi

Date of Exp. / Ioaen ao 10t2023

Product code / Koa nDoavrra sRU0300082460401DM Date of release I nara BLtnYcKa 01.12.2021

Batch No / Cepua Jtb 12210684 Qty. Released /
Ko.llllqecrso BgrnvrueHo

23,520B,OT
23-52O draronos

Batch size / Parmep cepuu 25,395 / 25,395 Qrarouoa
Mfg. License No. /
lloo[csoacrseHnas .nuuenrns J(b

MNB/10/832

Inspection Lot No
Konroounnvemaq ceouq JIb

040000361369
Mfg. License Date /
Iloor.rssoacrsenHas JIuuen3us (aara) 3010412020

Package size / YnaKosra I 50 doses / I 50 aos
GMP Compliance certilicateData I
GMP cepruOurar (Aara)

t8t06/2020

Market / Purxor Russia / Poccur
GMP Compliance certificate No /
GMP ceorndrrarJYs

GMP-o1556/20lrN

Reference specification No /
Cneuuduraurq Jl!!

sPC-CC-034990
STP No /
CnU Ns

STP-CC-026675

No TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4.f, OBSERVATION / PE3YJIbTATbI

17. Package 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 u
150 .(o3 Bo t[naron v3 II3BII,
csa6Nesunfi ao3r,rpyour,rM ycT poficmou
H Ha3a[bHbrM. aJlamepoM c 3arrlrzrHbrM
KornaqKoM. Orarou c rncrpyrcunefi no
npr,rMeHeHl,tlo floMeruaroT B KapToHHyro

narrKy.

150 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with lsaflet placed in
carton box. / IIo 150 aos ro Qaarou a:
IISBII, cna6xeuunfi Ao3llpypurr.rM
ycrpoficrnou LI Ha:taJIbHBIM aranrepoM c
3a[IHTH6TM KoJrrraqKoM. (Daaxon c
zucrpyruuefi rro np]rMeHeHl,tn noMelqalor B

KapToHHyro naqKy.

18. Labeling / MapREpos-- According to ND / B comsercrsuu c HI
19, Storage / Xpanenr.re Store at l5 to 25 oC, protected from light. Do not freeze.. / B sauuuelrHoM or cBera Mecre

npu reMneparype or 15 ao 25 oC. He sauopaxnaa'rr.

20. Shelf-life / Cpor ro,unocru 2years /2roara

Prenared bv / loaroroueuo Checked bv / llooseneHo Annrorrcd bv / Oao6oeno
Sisnature / lloanucc t/L0W -- -? ,Y.
Date I llaru t{/ ^vll1rllotl,/l 'ql ltl'ra o9lllflpr.,l
Name / IDIIO Yosesh Kumar Mehta Atul Kumar Aiav Kuniar Gare
Desisnation / llo.nxHocrr Olficer - OA Officer -QA Asst. Manaser -0A

FCt\illQA054/08.00


