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Glenmark Pharmaceuticals Ltd
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Certificate of Analysis for Finished Product /
CepruQurar aHaJIr3a Ha roroBylo npoayrcuuro

t3OI

Name of product /
Ha[MenosaHue n Do.rIYKu[Iu

Momat Rino Advance /
Morraa'r PHHo A-nsaHc

Generic name /
HenareHrosagHoe
Hal{MeHOBaHlre

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AserasrnHa rr,upoxJropr4l r4 MoMerilloHa rDypoat cnpefi Haralrurrfi Aosupoaauuufi

lefi crnyrcutue BeulecrBa
Each spray delivers / Karrcaag,[o3a cnpefl coAepxr,rr:
Mometazone Fuorate BP 50 mcg / MoMsrasoHa rfypoar Eprar.@. 50 rurr
Azelastine Hvdrochloride BP 140 mcs / AgerasruHa rr,urDoxJrooraa Eprr.@. 140 rrrrr

Strength /!,oruporra 140 mcg + 50 mcg
I 40 urr + 50 urr

Date of Mfg. /
.lfera nnoulsoacrsa nt202t

Dosage form /
JleKaocrseHHas doprra

Metered-dose nasal spray /
CnpeE uagaruHrril aognoosaHHrlfi

Date of Exp. / foaes ao t0/2023

Product code / Koa npotryrra sRU0300082460401DM Date of release I Ilara BbtttYcrca 01.12.2021

Batch No / Cepna J{! t2210667 Qty. Released /
Ko.nuqecrao BbtnyuleHo

23,t20BOT
23"120 draronoa

Batch size / Parmeir cepuu 25,395 I 25,395 Qnar<oHon
Mfg. License No. /
lf nor.rlso.rcrsenrac rllueHgllq .]{b

MNB/10/832

Inspection Lot No
KoHrpo.rupverras ceDus I& 0400003604t4 Mfg. License Date /

flnoussorcrseHHaq rr.r[er3us ( taral 30t04t2020

Package size / Ynarosra I 50 doses / 150 aog
GMP Compliance certificateData I
GMP ceorudurar (aara) l8/06t2020

Market / Pusor Russia / Poccl.rs
GMP Compliance certilicate No /
GMP ceprudurarJ\b

GMP-01556/20ltN

Reference specification No /
Cneuudnrauuc J{a

sPC-CC-o34990 STP No /
CEI,I Jl!

sTP-CC-02667s

No TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI,I' OBSERYATION / PE3YJIbTATbI
I Description / OnncaHr.le White to off-white suspension I Beaas

HJrI,! noqrn 6eaaa cycneutua
Off-white suspension /
floq'rh 6eaas cycneH3[s

2. Identifi cation / lloa.rrHHocrs

a) Azelastlne hydrochlorlde /
Az et ac ma na eudpoxttop ud

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 / Bperrlr
y.qepxuBaHu, ocHoBHoro nrKa Ha

xpoMarorpaMMe r4cnbrryeMoro pacracipa

AOJIXHO COO',TBeTCTBOBaTb BpeMeHU
yAepxr4BalHr4, ocHoBHoro nt{Ka Ha

xpoMaTorpaMMe pacTBopa craHAapTHoro
o6pasua a3eJracrraHa rraapoxnopuaa (crvr.

pa3aen <KoauqegrgeHHoe
onpeaereuue>).

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 yaepNuBauus ocHoBHoro nt{Ka Ha

xpoMaTorpaMMe uc[ErTyeMoro pacrBopa
coorBeTcTByeT BpeMeHlr y,(epxr{BaHrjr
ocHoBHoro fluKa Ha xpoMaTorpaMMe
pacrBopa sraHAaprHoro o6pa:ua ersenactu*a
rrrApoxJropula (cu. pa3AeJr

<Kor[qecrBeuuoe oupe4eaenue>).

b) Mometasonefurode /
MomemaonaQypoam

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 / Bperrrr yAepxr4BaHr4,

ocHoBHoro nt{Ka Ha xpoMaTorptMMe
r,rcnbrTygMoro paqBopa AoJrxHo
coorBeTcTBoBarb BpeMeHr,r ylepxr{BaHurr
ocHoBHono ru,IKa Ha XpOMaTOrpaMMe
pacrBopa craHragrHoro o6pasua
MoMera3oHa $ypoara (o"r. pa3AeJr

< Kor aqecrBeHHoe onpe,qeneH r,re) ).

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
Bpeur yaepxuaa$ui ocHoBHoro iluKa Ha

xpoMarorpaMMe rcnHTyeMoro pacrBopa

cooTBeTgrByeT BpeMeHr4 yAepxnBaH[,
ocHoBHono [r{Ka Ha xpoMaTorpaMMe
pacrBopa craHraprnoro o6pasua uouerasona

$lpoa,a (cn. pa3.4en <KorrqecrneHHoe
onpeAeneune>),

Prepared bv / [Ioarorosreuo Checked buAiloor.o.ro Aonrovedbv / Oao6oeno
Sienature / lloanucs ,l- \z *
Date I llara -nllo-lta e.lfi.lvt btstlLl?D>r
Name / IDIIO Atul Kumar Rohit Sineh Aiav Kumai Gars
Desisnation / -llo.nxsocrr Officer - OA Oflicer -OA Asst Manaeer -OA

FCI!4/QA054/08.00
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Certificate of Analysis for Finished Product /
CeprnQ urar anaJr lr3a lra roroBylo trpoAyKrllr rc
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Name of product /
HauMeHosaHue npoayKuull

Momat Rino Advance /
Morraar PraHo A,usaHc

Generic name /
HenarexrosbHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaacruua ruApox1lopllr I,t MoMera3oHa r[ypoat cnpefi Ha.eaarurtfi 4osupoaauuufi

!,eft croyrcurue BeuecrBa
Each spray delivers / Kal<aas Ao3a cnpe, corepxrar:
Mometazone Fuorate BP 50 mcg / MoMcra3oHa r[ypoat Eput'tD. 50 urr
Azelastine Hvdrochloride BP 140 mcg / Aserasrl'IHa rn[poxrlopraa Epra:r.@. 140 rrlrl'

Strength /,(osnpoara
140 mcg + 50 mcg
140 tarr + 50 urr

Date of Mfg. /
Ilqrq nnnutnnncrn, n12021

Dosage form /
JlercaocrnenHac 6onMa

Metered-dose nasal spray /
Cnoefi HasanrHrrfi logr,roosaHHrtfi

Date of Exp. / foaeH ao 10t2023

Product code / Koa npoayKTa sRU0300082460401DM Date of release I llara BbtnycKa 01.12.2021

Batch No / Cepun Jl! 12210667 Qty. Released /
Kor[qecrso BHnyuIeHo

23,120BOT
23,120 SraroHos

Batch size / Parruep cepuu 25,395 I 25,395 i[naronon
Mfg. License No. /
ff nournoncrsennas Juuengug J\[b

MNB/10/832

Inspection Lot No
Kosrno.nuoveuag ceo[g llb 040000360414

Mfg. License Date /
llootlreoacrsennas Jtuuen3us (aa'ra) 30/04t2020

Package size / Ynarosra 150 doses / t50 aos
GMP Compliance certilicate Data /
GMP ceprudurar (aara) t8/06/2020

Market / Prrsor Russia / Poccus
GMP Compliance certificate No /
GMP ceurudurarJ\!t

GMP-O1556/20llN

Reference specification No /
Cneuudrarcauus ^lllt

SPC-CC-034990
STP No /
CNTI J{b

srP-cc-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI

c) Benwlkoniumchlarlde /
Bewwtronua xnopud

6(l^'':DU)'o o,

w.'/

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 Cra in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe r,tcnbrryeMoro
pacrBopa AoJrxHbr o6uapyxuaa'rrca
nr,rKr.r, cooTBeTcTBylouue IIo BpeMeHaM

yaepxr4BaHu, nuraM noN4ororos Crz 14

Cu 6eHsarroHur xJropr,rra Ha

xpoMaTorpaMMe cTaHIapTHoro pacTBopa
(ou. pa3AeJr <Koauqec'reeHHoe
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

Crc in the chromatogram of the standard

solution / Ha xporrlatorpaMMe r,IcnblryeMoro
pacrBopa o6napyxuaatorca ttilKn,
cooTBercTBylotuue no BpeMeHaM

yrep)KuBarmx nuKaM roMoJloros Crz 14 Crq

6eHsanroHras xJlopl4ra Ha xpoMarorpaMMe

sraHraprHoro pacrBopa (cu. pa3rsn
<Korrqec"rseHuoe onpe1ereuue> ).

3. pH From 4.0 to 5.0 / Or 4,0 Ao 5,0 4,602 /4,602

4. Density / flnoruocrr From 0.90 to 1.10 g/cmr /
Or 0,90 ao l,l0 r/crrr3

l.0l g/cmr

L01 r/cu3

5. Yiscosity / Bqrrosrs Not less than 5 cPs / He MeHee 5 cfls 50.0 cPs /50,0 cIIs

6. Osmolality / OcDronqJruHocrs 250 to 350 mOsm/kg /
250 - 350 rraOcrrr/t<t'

296 mOsm/kg

296 vrOcr'ri/xr

Vial leak testing / llposepra
S.uaroua Ha repMer[trnocrb

Leakage traces should absent /
Qrcyrc, aue cJreAoB ).reqrr,t

No leakage traces /
Cre.qu yreq rr orcyrsrBylor

Preoared bv /JloarorosJreHo Checked bvJ-[Ioosepeuo Approvell by / Oao6pexo

Sisnature / lloanucr ./'f V- k
Date /.llara qlb I tt oRhil.r n{ llPl tP>1

Name/O}IO Atul Kumar Rohit Sineh Aiav Kumar'Garg
Desisnation / llouxnoctr Officer - OA Officer -OA Asst. Manaeer -OA

FCrWQA0s4/08.00
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Certificate of Analysis for Finished Product /
CeprnQunar aHaJIu3a Ha roroByp [poAyKIII'rK)
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Name of product /
Haurreuonanne rI DonvKult!!

Momat Rino Advance /
Monra'r PtaHo AasaHc

q'

(:
(l

t

14/
t$7

Generic name /
HenareHtosaHHoe
HAUMEHOBAHI,lE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseracrraHa rnApoxJroprar r,r MoMera3oHa r[ypoat cupefi uasaarurtft Aosupoaanustfi

.lleilcrryrcuue BeutecrBa
Each spray delivers / Karraac.ro3a cnpe, coAepxlr:
Mometazone Fuorate BP 50 mcg / Mot'rgragosa r[ypoar Bprar.@. 50 rurr
Azelastine Hvdrochloride BP 140 mce / AseracrnHa rrr,tlDoxrlopua Eprrr.@. 140 urr

Strength / fl,orupoana
140 mcg + 50 mcg
140 rvrxr + 50 nrrr

Date of Mfg. /
nara nooltssoacraa

nt2021

Dosage form /
JleKaocrsenuas 6oona

Metered-dose nasal spray /
Cupefi HasaruHufi aoguoosaHHufi

Date of Exp. / Ioaen ao t0D023

Product code / Koa nDoryKTa sRU0300082460401DM Date of releas e I llara BgtnycKa 01.12.2021

Batch No / Cepua J{! 12210667 Qty. Released /
Koruqecrso Bbrnyuleno

23,120BOT
23-120 draroHoa

Batch size / Pasmep cepuu 25,395 / 25,395 QaaroHon
Mfg. License No. /
llnoussoacrsenHag rrueHltlq .Ilb

MNB/10/832

Inspection Lot No
KoHroo.nnnven aq ceouq .lllb

040000360414
Mfg. License Date /
llpoulsorcrseHHaq Jruuen3us (tara) 30t0412020

Package size / Ynarosra I50 doses / 150 aos
GMP Compliance certificateData I
GMP ceprudurcar (aara) 18t06/2020

Market / Puuor Russia / Poccus
GMP Compliance certificate No /
GMP ceprudurari\b

GMP-o1556/20lrN

Reference specification No /
Cneuudurauus Jt{b

sPC-CC-034990 STP No /
cnu -Nt

srP-cc-026675

No TESTS/ TIOKA3ATEJII{ LIMITS/TPEEOBAHI,I.S OBSERVATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca srrcno6oxaaerroft Aosrr

Single dose / OrAe,nuuas Aola:

85.0 to 115.0% of the claimed delivered
dose amount / 85,0 - 115,0 % or
3aiIBJIeHHoro srtcgo6o)KAaervroro

KOIl4qegrBa

Average dose / Cpeaxaq ao3a:

90.0 to I 10.0 % of the claimed delivered
amount I 90,0 - I10,0 % or 3zuBJreHHoro
suc ao6oxrael4oro Korr4qecrBa

Minimum / Muuurrlyrra: 95.7 o/o

Maximum / Mancrruyu: 1 07.3 7o

Average / Cpelnee:.104.8 o/o

9, Mass of the vial content /
Macca coAepxumoro Qrarona

Not less thm 14.175 g I
He veuee 14,175 r

14.467 e
t4,467 r

10. Dose number / KoJr[qecrso aol Not less than 150 doses /
He rrleuee 150 aog

I 82 doses I 182 toz

ll Particle size / Pasnep qacruu 90 % ofparticles less than l0 pm /
90 %o\aquUpa3MepoM rueHee l0 urv
100 o/o ofparticles less than 30 pm /
l00oZ vacrraq pa3MepoM uesee 30 urpr

Particles of more than 30 pm should be
absent / {acrrruH 6oaee 30 MKM roJrxHrr
oTcyTcTBoBaTb

100.0 % I 100,00/o

100.0 o/o / 100,0%

Absent / Orcyrcrrycn

4!,L'.J "\".
G

*
a
o'
a
\a-

t2. Related substances / Po,rcrBeHHHe nprMecu Vp.
a) Azelastlne hydrochlorldz /
Asst acnuua zadpoxnop u d :
Single unspecified impurity /
E auuuqnofi Her,uIeHTr4-

Qrzurapoaannofi npuuecu
Total impurities / Cyrr,rrrra npnlrecefi

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

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

rmacv

Not detected/ He o6napyxeHo

Not detected/ He o6HapyxeHo
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Certificate of Analysis for Finished Product /
CepruQunar anaJrlr3a Ha roroByp rrpoAynlllrrc

/-rJ r

4oIEl t{3

Name of product /
Har,lDrenossHt e n DoltvRUr,ru

Momat Rino Advance /
Mortlar Puuo AasaHc

Generic name /
HenarexrosaHHoe
HAT{MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaasrnna rrulpoxJroplrA 14 MoMerBoHa r[ypoaT cnpefi uasaarurrfi.4osuponauuufi

"(efi 
crayrcuue BerqecrBa

Each spray delivers / Ka:naas.[o3a cnpe, coaepxr4r:
Mometazone Fuorate BP 50 mcg / MoruqrasoHa {ypoat Bpur.<D. 50 rurr
Azelastine Hydrochloride BP 140 mcs / A3eaasrr'rHa nturDoxrrooraa Eorm.@. 140 rvrrr

Strength / {osuponra
140 mcg + 50 mcg
140 narr + 50 rvrrr

Date of Mfg. /
flere nnournoncrss nl202t

Dosage form /
JIercancrseHHes rhonDrc

Metered-dose nasal spray /
Cnpefi uaraarsufi roguDogausrril

Date of Exp. / l-oaeu ao t012023

Product code / Koa rporyKra sRU0300082460401DM Date ofrelease I llara BbrnYcKa 01.12.2021

Batch No / Cepun Jlb 12210667 Qty. Released /
Kor[qecrso BLrnyrueHo

23,120 BOT
23.120 tbraroHos

Batch size / Parruep cepuu 25,395 I 25,395 QaaroHon
Mfg. License No. /
lloollcnoacraegxaq Jruuersug J&

MNB/r0/832

Inspection Lot No
Kouroouupyemas cep[s .]tls

040000360414 Mfg. License Date /
llpournoacraegHafl JruueH3us (aara) 30104t2020

Package size / Ynarcorra I 50 doses / I 50 los GMP Compliance certificateDaro, I
GMP ceorudurar (aara) 18t06/2020

Market / Psrxor Russia / Poccraq GMP Compliance certificate No /
GMP ceorndurar Jlb

GMP-o1556/20lrN

Reference specification No /
Cneuudurauus J{b

sPC-CC-034990 STP No /
CII}I J\&

STP-CC-02667s

No TESTS / TIOKA3ATEJII4 LIMITS/TPEEOBAHI{fl OBSERYATION / PE3YJIbTATbT

b) Mometasonefuroate/
Mouemasona Qypoam
Impurity D / Ilpr,ur,recr D
Single unspecified impurity /
Erugw,rqay. Herzaeuu,rQraunpoBaH Harr

npuMecE

Total impurities I Cynarr,ra ecex
npr,tMecgfi

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

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

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

0.02% /0,02Yo

0.05o/o I 0,05Yo

0.17o/o / 0,17%o
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Certificate of Analysis for Finished Product /
CeprnQurcar anaJrrr3a Ha roroByp [poAyKIIIrK)

5of 5!|3
Name of product /
Hau i,reuosag[e tt DotrYKutrr

Momat Rino Advance /
Morr,ra' Prano AasaHc

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

AgeaasruHa rr,rApoxJroplrlt ta MoMera3oHa rfypoar cnpefi Haraarurtfi rosl'tpouauurtfi

fleft crayroruue BeulecrBa
Each spray delivers / Kan<aas ao3a cnpeq corepxur:
Mometazone Fuorate BP 50 mcg / MorusrasoHa rlypoar Eprar.@. 50 r"rrr
Azelastine Hvdrochloride BP 140 mcs / A3eracrraHa rnlDoxrrooraa Eor,r.@. 140 rrrrr

Strength / flornponra
140 mcg + 50 mcg
140 nrrr + 50 rram

Date of Mfg. /
nara noo[saoacrsa

tt/2021

Dosage form /
Jlerancrninnaq rhonMc

Metered-dose nasal spray /
Cnpefi nasanrHufi ,[o3rDoBauuufi

DateofExp. llozLeaEo 10t2023

Product code / Koa trDorvlsTa sRU0300082460401DM Date of releas e I llara BbrnYcKa 01.12.2021

Batch No / Cepun J\b 12210667 Qty. Released /
Kornqectgo BbtnYurero

23,120BOT
23"120 daarouos

Batch size / Parnrep cepuu 25,39 5 I 25,395 t[narouon
Mfg. License No. /
flnor,rcsoncrseHnaq .ruueuuq .l[b

MNB/10i832

Inspection Lot No
KoHrporr,rpyemag cepus IIE

0400003604r4 Mfg. License Date /
lf po[rsoacrseuHas Jr[ueHsns (aara) 30t04t2020

Package size / Ynarosra l50doses/ l50aos GMP Compliance certificateData I
GMP ceprudurar (aara) t8/06t2020

Market / Punor Russia / Poccuc GMP Compliance certilicate No /
GMP ceorudurcar.Jtlir

GMP-o1555/20ltN

Reference specification No /
CneuuduKaurq Jt{b

SPC-CC-034990 STP No /
CIII4.lfe

sTP-CC-026675

No TESTS/ NOI(A3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI
13. Uniformity of delivered dose /

OAuopoAnocru eurcso6ornraeMofi
,[03br

-'\
o'
(D

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 +35%0.

If 3 to 6 values deviate by more than
+25o/o, blut less than +35%, test the
following 20 bottles.
Not more than 6 values from 60
determinations can deviate from the mean
value by more than *25o/o and none can
deviate by rnore than +35o/o I
He 6onee 2suaqeuu[t ns 20 onpeaeleuufi
Moryr oTKrroHrTcx oT cpelHero 3HaqeHr4f
6olee qeu r.a+25 %o (or ran<4oro ras l0
tpnaronon 6epyrcr uo oanofi uaqaarHofi
u oAuofi roueqnofi aucro6ox<Aaeuofi
Ao3e), u Hr4 o,[Horo - 6olee qeM Ha
* 35 o/o.

Eclr.r or 3 ao 6 guaqeuufi nuersr
orKJroHeHI4r 6oaee qeM + 25o/o, uo
MeH6ue, qeru + 35 o/q To r4cnbrTbrBaroT

cJleayoufi e 20 t[nar<onoa.
He 6oaee 6 gua\euuil rzr 60 onpe.{e.neHuft
MOD/T OTKJTOHTTC' OT CpeIHerO 3HaqeHr,!f,
6olee qeu sa+25o/o,uHu o.(Hono,
6oree qeu saL35o/o

Azelastine Hydrochloride /
Are.nacruua rurpoxnopltll :

Beg / Hauano:
Minimum / Munuwyu:|0 1.7%q

Maximum / Marcrr',ryrr,r : I 05. 8 oZ,

Average I Cpetuee:l 04.3o/o

End / Koae4:
Minimum / Mnanvyu: l03.lYq
Maximum / Mar<crarrayu: I 06. 87o,

Average / Cpeanee: I 04.8%

Mometazone Furoate /
Momeracoua Qypoar:

Beg / Haawto:
Minimum / Mr,rHxMyM 103.9%ob

Maximum / Marcraruyna: 108.5o/o,

Average / Cpeauee: 106.90/o

End / Koaeq:
Minimum / Mrauranryrra 104.6Yo,

Maximum / Marcnrrayu: 108.7%,
Average / Cpeanee 106.5%
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certificate of Analysis for Finished Product /
CeprnQnrcar arraJrrr3a Ha roroByrc trpo6yKqux)

6nr8n3

Name of product /
HauMenosaHue rroo,llyruurl

Momat Rino Advance /
Monaar PraHo AAsaHc

Generic name /
HenateHtosaHHoe
HauMeHoBaH!le

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AserasruHa rr,rApoxnopr4Jl x MoMera3oHa rpypoaT cnpefi Hasaru+rfi ro:uporauuufi

!,efi crnyrcurne BeulecrBa
Each spray delivers / KaNaag ao3a cnper co.qepxr4r:
Mometazone Fuorate BP 50 mcg / Mol.rsrasoHa rfypoa, Eprzr.<D. 50 urr
Azelastine Hydrochloride BP 140 mcs / Aseracrr,rHa rfirpoxrropna Epr.rt.@. 140 r'arr

Strength /.{,orupoora
140 mcg + 50 mcg
140 vrr+ 50 unr

Date of Mfg. /
-Ilare nnollrnoncrsa t1/2021

Dosage form /
JlercancraeHHac 6onua

Metered-dose nasal spray /
Cnpefi HasanrHHfi aosnoosaHHrrfi

Date of Exp. / foaeH ao 1012023

Product code / Koa npoAyKTa sRU0300082460401DM Date ofrelease I lara BbrnycKa 01.122021

Batch No / Cepua J\ir 12210667 Qty. Released /
Koutlqecrso BbrtrYuleHo

23,120 BOT
23.120 6aaroHos

Batch size / Parmep cepun 25,395 I 25,395 i[rarouon Mfg. License No. /
Ilnoussoacrsennas JrnueHrus .l[b

MNB/I0/832

Inspection Lot No
KoHrDoaupyerraq cenus JtE

040000360414 Mfg. License Date /
IInonssoacrsegHaq rlruen3mq ( taral 30t04t2020

Package size / YnarosKa I 50 doses / 150 aos
GMP Compliance certificateData I
GMP ceorndurar (aara) 18106/2020

Market / Prrnor Russia / Poccra-, GMP Compliance certificate No /
GMP ceorudurar.Jtlb

GMP-o1556/20lIN

Reference specification No /
Cneuudurcauus.l[b sPC-CC-034990 STP No /

C[I4 Jlb
srP-cc-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI
14. Uniformity of dosage unit /

OAuoporuoc'rb Ao3upoBaHuq

Not more than I value from l0
determinations may deviate from the
mean value by more than t25 o/o (one
starting delivered dose is taken from each
of l0 bottles) and none may deviate by
more than t35 Yo.

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

Not more than 3 values can deviate from
the mean value by more than *25 o/o and
none can deviate by more than +35 %o I
He 6oree I sHaqeHH, ur l0 onperelenufi
MO}I(9T OTKJTOHTTC' OT CpeIHerO
3HaqeHI4r 6oaee qeru ua L25o/o (or
ralr(Aoro ur l0 QnaxoHoa Ceperce no
oAHofi Ha.ranrHofi srrcso6oxraelaofi
aose), a Hh orHoro, 6oree qeN,r Ha
+35 Yo.

Elu ABa uilu rpu 3Har{eHru uMeK}T

orKJIoHeHn, 6olee qeM +25o/o, Ho

MeHee, qeM *35Yo, To xcnbrTbrBaroT
cne.ayroruhe 20 Qaaronoa.
He 6oaee rpex l;.fl\euuil Moryr
oTKJTOHf,TbC' OT CpeAHerO 3HAqeHWfl

6oaee, ueu sa +25o/o, u HU olHoro,
6oaee qerrl ua* 35 o/o.

Azelastine Hydrochloride /
Are.nacruua rnApoxJroplra:

Minimum / MzHrarvryrr,r l0l.7Yq

Maximum / Marcnrrryrra: I 05. 8%,

Average / Cpemee:104.3%o

Mometazone Furoate /
Moneralo.xa Qypoar:

Minimum I Muunmyu:. l039Yq

Maximum / Marcr.nryn: 108.5%,

Average / Cpeanee: 106.90/o

o
i-
-1

T

C)
(D

Prenared bv /-lloarorosrero Checkedlm/ [IoosepeHo Appr*ed bv / Oao6oeno
Signature / lloanncu ,*
Date I Lara ialt lc^ tRlw)" n8 tlb 1)
Name / IDIIO Atul Kumai Rohit Slnr Aiai Kimar Gars
Desisnation / nonxHocru OIIicer - OA Officer -OA Asst. Iuanaser -(.)4
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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: slerunark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQunar auaJrula Ha roroByrc rrpoAyrulrrc

7 uz8
Name of product /
HaltmenosaHHe n Dorrvrcnl,trl

Momat Rino Advance /
Mouar PraHo Aagagc

Generic name /
HenareHrogaHHoe
HAl{MEHOBAH!|E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseaaqmtHa rurpoxJropr4r 14 MoMeruroHa Qypoar cnpeft Hararruufi Aosraporanuufi

fl,eft croyrcuue BeulecrBa
Each spray delivers / Kan<aar.[o3a cnper coaepxur:
Mometazone Fuorate BP 50 mcg / Morvrgrasona Qypoar Eprar.@. 50 rr,rr<r

Azelastine Hydrochloride BP 140 mcg / A3eramr.rHa il,urDoxrropna Eprr.<D. 140 rrarr

Strength / flornponra
140 mcg + 50 mcg
140 nrr + 50 urr

Date of Mfg. /
Flere nnortnoncrna ty202l

Dosage form /
JleraocrneHuac donnaa

Metered-dose nasal spray /
Cnpeft HasanrHHfi -uognoosaHHrrfi

Date of Exp. / Io.qen.qo t012023

Product code / Ko.q npoayKra sRU0300082460401DM Date of release I llara Bbrnycra 01.12.2021

Batch No / Cepnn Jlb t2210667 Qty. Released /
Kor[qecrso Bbrnyulego

23,120BOT
23,120 daaroHos

Batch size / Parnep cepuu 25,395 I 25,395 Qaaronon
Mfg. License No. /
llnonrsoacrseHgaq ruuengrc .l\lb

MNB/10/832

Inspection Lot No
Konrpo;ru pyerraq ceorlq .]& 040000360414 Mfg. License Date /

llpouceorcraeuHa, Jr[uen3 us ( laral 30t04/2020

Package size / Ynarosra I 50 doses / I 50 aos
GMP Compliance certilicateDatt I
GMP ceorudrrar (aara) t8/06/2020

Market / PsrHor Russia / Poccua GMP Compliance certificate No /
GMP ceprudursar.lilb GMP-O1556/20lrN

Reference specification No /
Cneundtlraunq .]ifs

sPC-CC-034990 STP No /
cnl4 -l\&

STP-CC-026675

No TESTS/ TIOKA3ATEJII4 LIMITS / TPEEOBAHI4.g OBSERVATION / PE3YJIbTATbI
15. Microbiological purity / Murpo6uo.noruqecKaq .ir.rcrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6ruee qacro
a:po6urx 6arrepr,rfi u rpoxxeBEx tr
nJrecHeBHx rpn6or (cprruapHo)

Test for Absence of Specilied
Microorganism / Tecr na
cneuuQuvecnue
MUKpOOpTaHl{3Mbt:

P s eudo m onas aeruginos a

Staplrylococcus aureus

Bile-Tolerant Enterobacteria /
3urcpo6arcreprau, y9rofi queHe r
xeJIql4

Not more than 102 cfu per I g (ml) of the
product / He 6oaee 102 KOE s I r (Lrr)
npenapara

Absence per I g (ml) of the product /
Orcyrcrnne r I r (rr,rn) npenapara

Absence per I g (ml) of the product /
Orcy'rcrane a I r (ua) rpenapara

Absence per I g (ml) of the product /
Otcyr:cr:nze n I r (rrla) npenapara

Absent / Orcyrcrnyvr

Absent / Otcyrcraycr

Absent / Otcyrctaycr
.\

Less than l0 cfu/ml / Mesee l0 KOE/ul

Cr.6rt
16. Assay / KoJr[qecreeunoe onpeaenenue *

Azelastine hydrochloride /
Age.n acruH a FurpoxJtopr{A

Mometasone furoate /
Momeralona Qypoar

Benzalkonium chloride /
Eensarronr.rq xJIopHA

a)

b)

c)

From 85 Yoto ll5 % ofthe labeled claim
of azelastine hydrochloride / Or 85 o/o to
ll5o/o OT 3asBIeHHOrO KOIut{eCTBa
a3eJracTr,rHa rr4lpoxnopr4Aa

From 85 o/oto 115 % ofthe labeled claim
of mometazone furoate I O'r 85 o/o to
l15o/o OT 3aJIBJIeHHOTo KOJII{qCCTBa

tr.roueraroua Sypoara
From 80 Yo to 120 % of the labeled claim
of benzalkonium chloride I Ot 80o/o to
120 % or 3tuBJreunoro KoJrr4qesrBa

Oeugaarouus xJrop!,raa

95.9o/o / 95,9o/o

104.2o/o / 104,2%

89.9o/o / 89,9o/o

Prepared bv / IloaroroereHo CheckedA / [Ipoaene]ro Anoroved bv / Oaodoeso
Sisnature / flornracr, Y /*
Date I llara t 9, l+r a?lrn)-, ,^9tt>lVU
Name / tDllO Aful Kumar Rohit Sinsh Aiav Kumar Gars
Desipnation / no.rxrHocrr, Officer - OA Oflicer -OA Asst. Manaser -OA

FCrWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax: +9 I - I 79 s 067299 email: slenmark@bonr2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurar aHaJr[3a Ha roroBylo [poAyKu[K)

Eur8

Any deviationflncident/OOS: Not applicable
OrK.rroHeHufl/Uuuurenrur/OOC: ne rpr,rMeHr,rMo

Declaration of certification: "I hereby certi! 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-003328-23 I I15, 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."
3atc.nrcqeHue o coorBercrBu[: HacrorurraM noATBepx.[arr, qro npeAcraBJreHHalr arrure uur[opvra:U;us sBrsstcfl Aocroaepuoft t4.r:oqHofi.

.l,auuar cepua 6rua npor,r3BereHa, BKJrroqau yuaroory/naprr,rpoBKy, u [poKoHTponrpoBaHa ua yra:auaofi Brrrrle rrpou3Bo.usrgeHHoft

nnoulaare B [oJIHoM coorBercrBr,ru c rpe6orauuaruu Ha,[lexaueil flpolr:noAcrseHHofi flparcrurn (GMP) u tpe6oaauurruu uoprraaruauofi
.qol(yMeHralluu JIII-003328-231115, I4sNt. Ns I or 12.09.2016, llsr\a. J,lb 2 dr05j2.2016, VsNt. J',lb 3 or 08.10.2018, Zru. J',lb 4 ot
03.06.2019, I4sI\4. Jll! 5 or20.03.2019,Vsu. J\! 6 or 23.01.2020, Hsrrr.NsT or20.02.2020. Aasnag cepu, coorBercrayertpe6onam.rarr,r
uopvatunuoil AoKyMeHTaunu. flpo'rorolu npor,BBoAcrBq ynaroBK?r t't [poBeAeHHbrx aHaJrr43oB Anf, .aaHHofi cepnu 1stttu
npoaHanrl3r,rpoBaHbr 14 c.qeJraHo 3aKrrroqeHr,re, qro oHli coorBersrByror r:pe6oeaHneu Hallexauefi flponrao.[craennofi flparrraru (GMP).

Name of product /
HaumexosaHtle npo,rlYKut{rl

Momat Rino Advance /
Mouat PnHo AaaaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAH}lE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaacruua.ru,apoxJlopruI u MoMera:loHa rfypoar cnpefi uaralrurtfi aosuposauuufi

.[eft croyrourue BeulecrBa
Each spray delivers / Kaxaas Ao3a cnpe, co.aepxlrr:
Mometazone Fuorate BP 50 mcg / Mor'{etasoHa r[ypoat Epat.@. 50 rrlrn
Azelastine Hydrochloride BP 140 mcs / Aseracrt4Ha nlApoxrlopna Bprar:.@. 140 urr

Strength / !,orupoara
140 mcg + 50 mcg
140 narr + 50 prrr

Date of Mfg. /
.llara noougaorcrsa

fit2021

Dosage form /
Jlerapcrsoggaq 6opMa

Metered-dose nasal spray /
Cnpefi HasamHufi .[o3nDosaHHHfi

Date of Exp. / foaeu ao t012023

Product code / Koa rpolyKra sRU0300082460401DM Date of release I lIara Bbr[ycKa 01.12.2021

Batch No / Cepun J\! 12210667 Qty. Released /
Konnqegrno Bbrnyuleno

23,120BOT
23-120 rbraroHoa

Batch size / Parmep cepuu 25,395 I 25,395 QraroHoa
Mfg. License No. /
flnonlsorcrreHHac Jruuerg[g I{!

MNB/10/832

Inspection Lot No
Kournouuovemas ceouq J[b

040000360414
Mfg. License Date /
flnoulsoacrseHgaq r[ueu3ug ( aia'ral

30t04D020

Package size / Ynarosra 150 doses / 150 aos
GMP Compliance certificateData I
GMP cenrudnrcar (aara) t8ta6/2020

Market / Purnor Russia / Poccu-fl
GMP Compliance certilicate No /
GMP ceorrdurar.Itlb

GMP-01556/20llN

Reference specification No /
Cneuudurauus JYg

sPC-CC-034990 STP No /
CIII4 J{b

sTP-CC-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI,I-$ OBSERYATION / PE3YJIbTATbI

17. Packase size / Ynarosra

,6tA'"%a\g3'
**
9 tr' ;
Pu 4w1^ *',b^, o a' .,;'/

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 a
150 Ao3 Bo QnaroH u3 [3Bfl,
cua6xesHufi Ao3r,rpyour4M ycrpofi cmou
r,t Ha3aJrbHbrM aaamepona c 3arrlr.rTHbrM

KoJlnaqKoM. Olarou c rucrpyruraeil no
npr,rMeHeHrro noMerqaroT B KapToHHyro
naqKy,

150 doses in a HDPE plastic bottle eQuipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / [o l50aos ao $rarou ns

IISBII, cHa6xsHHufi .(o3upypur4M
ycrpoficmou ta HaBaJrbHbrM ara[TepoM c
3aullrrHbrM KoJr[aqKoM. @rarou c

nucrpyruuefi no [pI4MgHeHuIo noMelqarrr B

KaproHHyro naqKy,

18. Labelin g / Mi4!!€dp0 t*y According to ND / B comeetctnur c H,[,

t9. Storage / Xpauenue Store at I 5 to 25 oC, protected from light. Do not freeze. / B gauruuenuoM or cBera Mecre
npr,t reMneparype ot l5 Ao 25 oC. He rarr,ropaxr,DaG.

20. Shelf-life / Cpor roAnocrr.r 2years/2roala


