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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

Certi{icate of Analysis for Finished Product /
CepruQurar anaJru3a Ha roreByrc [poAyKllnrc

n3OI

Name of product /
Hanueuonaune rrDo,lryrcuuu

Momat Rino Advance /
Mouar Puno Agnauc

Generic name /
HenareHrosaHHoe
Ha!tMeHoBaHue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agerasrusa rlr,(pox:roprrr u MoMsra3oHa r[ypoar cnpefi uaeaarurlfi 4osrponauxufi

!,eilcreyrourre BeulecrBa
Each spray delivers / Kaxla.s Ao3a cnpe, coAepxnr:
Mometazone Fuorate BP 50 mcg / MorrrsrasoHa r[ypoar Eprar.<D. 50 urn
Azelastine Hydrochloride BP 140 mcg / AseramlrHa rti.[poxJropraa Epr.t'r.<D. 140 rum

Strength /florupoara 140 mcg + 50 mcg
140 rr,u<r + 50 rrarr

Date of Mfg. /
nara nDolrssoacraa

nl202t
Dosage form /
JlercapcrseHHas doorra

Metered-dose nasal spray /
Cnoefi Hasa.nrnrrfi aognoosaHHr,rfi

Date of Exp. / loaer ao 1012023

Product code / Koa nporyrcra sRU030008246040 I DM Date of releas e I Lara BbrnycKa 01.12.2021

Batch No / Cepua Jt{b t2210673 Qty. Released /
KoJru qecrso Bbtnyuleno

23,120 BOT
23.120 daaroHoe

Batch size / Pasmep cepuu 25,395 I 25,39 5 QaaxoHoa
Mfg. License No. /
llooursoacrsenras .nruenrrg .llb

MNB/10/832

Inspection Lot No
Kourporupyemaq cepus llb 04000036080s Mfg. License Date /

lloolrssoacraeuHas Jrr4ueH3uq (aara) 30t04/2020

Package size / Ynarosra 150 doses / 150 aog
GMP Compliance certificateData I
GMP ceprudurar (aara) t&t06/2020

Market / Prrnon Russia / Pocqrs GMP Compliance certificate No /
GMP ceprudurar.l&

GMP-o15s6/20irN

Reference specification No /
Cneula6uKauuc .ItE

sPC-CC-034990 STP No /
CNI4 J1b

srP-cc-026675

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHII.S OBSERYATION / PE3YJIbTATbI
I Description / Onucauue White to off-white suspension I Benwr

r,urr4 noqrr4 6elaa cycneH:ua
Off-white suspension /
flo.iru 6ena, cycneH3r,rs

1 Identification / JIorulluHocrr

a) Aulastlne hydrochloride / 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 / Bpervrr
yAepx!,rBaHn, ocHoBHoro nuKa Ha

xpoMaTorpaMMe r{cnEtTyeMoro pacrBopa

.(oJrxHo coo, BeTgrBoBaTb BpeMeHu
yAepxl,rBaHr4rr ocHoBHoro nr,ma Ha

xpoMaTorpaMMe pacTBopa craruIapTHoro
o6pasua a3eracruHa rnApoxJropr'raa (cM.
pa3Aen <KoruqecrseHHoe
onpeAeleuue>).

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 /
Bperur yaepxuuauufl ocnoBHoro nnra Ha
xpoMarorptMMe uclErryeMoro pacrBopa

cooTBercTByer BpeMeHr,r y.(epxHBaHu,
ocHoBHoro rIIrKa Ha xpoMaTorpaMMe
pacrBopa cralu(aprHoro o6parua a3eJrucruHa
ru.qpoxnopn.qa (cru. pa3,rlen

<Koau,{ecrBqHuoe oupereleuue>). 
.

b) Mometasonefaroate /
Monemanona {ypoam

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 ytep>Ku*a*ufl
ocHoBHoro nuKa Ha xpoMaTorpaMMe
ICnHTyeMOTO pacrBopa AoJlxHo
cooTBgrqrBoBaTb BpeMeHA ylepxnBaHat
ocHoBHoro nrKa Ha xpoMaTorpaMMe
pacrBopa craHraprHono o6parua
MoMereroHa $ypoara (o"1. pa3AcJr

<KoanqecrseHuoe onpe.[eleHue>).

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 /
Bpenrr yaepxlalanufl ocHoBuoro nuKa Ha

xpoMaTorpaMMe ucnbrTyeMoro pacrBopa

comBercrByeT BpeMeHH y.4epxHBaHn,
ocHoBHoro fluKa Ha xpoMaTorpaJuMe
pacrBopa sraHraprHoro o6pasua uouera:oua

$ypoara (o"r. pa3AeJr <KoruqecrseHHoe
onpeaeaeHue>).
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-179:S eAnOO f'ax: +91-tZ9 5 667299 email: glenrnark(@bom2.vsnl'net.in

Certificate of Analysis for Finished Product /
CepruQunar anailu3a Ha roroBylo rpoAyrclll{rc

2ol9 / 2nt9

Name of product /
HaumenosaHue nDorYKultt4

Momat Rino Advance /
Moua'r PraHo AaaaHc

Generic name /
HenareHTosaHHoe
HAI,TMEHOBAHI{C

"^rasr"*ryd.**a. -d Mometasone Fuorate metered dose nasal spray /
Aseracrt4Ha r-rutpoxJropr4A r4 MoMera3oga Qypoar cnpefi ua:aarHufi.qotuponauuufi

[efirroyrcutue BeuecrBa
@tu Ao3a cnpet co.[epxl4r:
Mometazone Fuorate BP 50 mcg / Mot,tsraroua $ypoat Eprat.<D. 50 uxr
Azelastine Hydrochloride BP 140 mcg / AseracrraHa rl'lrpoxrlopuLEptdr.@.-!49lgg

Strength /!,osupoara
140 mcg + 50 mcg
140 rurr + 50 nrrr

Date of Mfg. /
Ilqrn nnortsoncrga

tt/2021

Dosage form /
.if erancrseHneq 6onrra

Metered-dose nasal spray /
Cnoefi HasanrHrtfi aognoosaHHufi

Date of Exp. / foAes ao 1012023

Product code / Koa rpoAynra sRU030008246040 IDM Date of release I Aara BbtnycKa 01.12.2021

Batch No / Cepna Nb 12210673 Qty. Released /
Kor[qecrso Bbrnyuleno

23,120BOT
23-120 ibraroHos

Batch size / Parmep cepuu 25,39 5 I 25,395 i[naronou
Mfg. License No. /
IlooulsoacrneHHaq rtluenltls Jlb

MNB/10/832

Inspection Lot No
Konrourunveiaaq ceoug Jlir

040000360805
Mfg. License Date /
llnolssolcrseruaq Jr[ueH3ua (aara) 3010412020

Package size / Ynarosra I 50 doses / l50.uos
GMP Compliance certificateData I
GMP ceorudnrar (aara) t8106/2020

Market / Prtnor Russia / Poccl,rg
GMP Compliance certilicate No /
GMP ceprudurarJ\b

GMP-o15s6/20llN

Reference specilication No /
Cneuudnrauuq llb

sPC-CC-034990
STP No /
CIII4 J1!

srP-cc-026675

No TESTS / IOI(A3ATEJII,I LIMITS / TPEEOBAHI,I, OBSERYATION / PE3YJIbTATbI

c) BenTalkonlum chbrtde /
Eerua.nxonua x,nopud

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 Crc in the
chromatogram of the standard solution /
Ha xpoMaronprlMMe r{cnbrryeMoro
pacrBopa AoJrxHEr o6uapyxuaarucr
nrKr4, cooTBeTcTByroulue no BpeMeHaM

yAepxnBaHn, nuKaM noMoJroros Crz u
Cra 6engaaxonus xJloplua Ha

xpoMaTorpaMMe cTarutaprHoro pacTBopa

(o,r. pa3reJr <Koruqec,seHHoe
onpereaeuue>).

In the test ofassay, the chromatogram ofthe
sample solution contain peak corresponding
to the retention times of Peaks of
benzalkonium chloride homologues Crz and

Cu in the chromatogram of the standard

solution / Ha xporraarorpaMMe r4cnbrryeMoro
pacrBopa o6uapyNunarorcr nnKH,

cooTBeTcTByp[lne no BpeMeHaM

yrep)KuBuus nI,IKaM roMoJloros Crz Ia Crc

6eHsaruoHr,rg xnopura Ha xpoMarorpaMMe

crar{raprHoro pacrBopa (cu. pa3aeJl

<<Koa rqegraeHuoe onpereleuue> ).

,/i.; A e^-
3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.44014,440 $
4, Density / [Lnornogrs From 0.90 to I .l 0 g/cmi /

Or 0,90 ao l, l0 r/cu3
1.03 g/cm' / .
1.03 r/cv3 I n

5. Viscosity / Bssrocru Not less than 5 cPs / He preuee 5 clb 52.5 cPs /52,5 cils o

6, Osmolality / OcMoJrrnbnocrb 250 to 350 mOsm/kg /
250 - 350 rrrOcna/rr ffi#:#i \ftrr"n

Vial leak testing / llpoeepra
Qlarona Ha repmer[rrHocrb

Leakage traces should absent /
Orcyrcrane cJre.qoB yreqKl!

No leakage traces/ Yry|)
Cae.aul yrev rn orcyrsrByK,r

\
(J

I

Yosesh Kumar Mehta
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Glenmark Pharmaceuiicals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

rei-i +st-tzgi aaruOO Fax: +tl-179 5 667299 email: slemnark@bom2'vsnl'net'in

Certificate of Analysis for Finished Product /
CepruSunar anaJrrr3a Ha roroByrc rIpoAyKurIK)

3of9/ u3

Name of product /
HauDrenosaHrre nDoJlYKut u

Momat Rino Advance /
Morua'r Pr,rno AasaHc

N
(U

;;t

Generic name /
HenareHronausoe
HAI{MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseaacruHa iuapoxaopraa u MoMera3oua rpypoat cnpefi Hasa.lrHrtfi AolupoaauHufi

fleilcrsyrcuue BeulesrBa
Each spray delivers / Ka>Kaa.s ro3a crpe, coAepxl'Ir:
Mometazone Fuorate BP 50 mcg / Morr{gra3oHa r[ypoat Bprar.@' 50 rurn

Azelastine Hydrochloride BP 140 mcg / Asenacrr,rHa rnApoxropt4A Epl4r.(D.]4q-yg

Strength / [,ooltpoora
140 mcg + 50 mcg
140 rurr + 50 rrlrr

Date of Mfg. /
Ilqrq nnoutnoncrna

1112021

Dosage form /
-Ilerancrsennas donpra

Metered-dose nasal spray /
Cnoefi sagalrnufi aoguooganusrfi

Date of Exp. / foaen ao t0/2023

Product code / Ko.q npoAyrcra sRU0300082460401DM Date of release I Aara BbrnycKa 0r.12.2021

Batch No / Cepua Jlb 122t0673 Qty. Released /
Koruqegrso Bbtnyuleno

23,120BOT
23.120 draroHos

Batch size / Parmep cepuu 25,395 / 25,395 rfmkoHoa
Mfg. License No. /
Iloougsoacrsesnas .nuuexsus J[b

MNB/10/832

Inspection Lot No
Koxroo,nunverrag cent{q }fs

040000360805
Mfg. License Date /
llooursoacrsegHaq r[uex3ug (aara) 30t0412020

Package size / Ynarosra I 50 doses i I 50 aos
GMP Compliance certificateData I
GMP ceorudr.rrar (aara)

t8to6/2020

Market / Punor Russia / Poccr.rg
GMP Compliance certificate No /
GMP ceorrdnrar Jtlb

GMP-01556/20llN

Reference specification No /
Cnerrradrrcaurac .lIb

sPC-CC-034990
STP No /
CIIUNe

STP-CC-026675

No TESTS / TTOKA3ATEJIII LIMITS / TPEEOBAHI4.fl OBSERYATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca sHceo6oxlaenaoft ,[orsl

Single dose / Orae.rruag Aola:

85.0 to I15.0 % of the claimed delivered
dose amount / 85,0 - I15,0 o/o ot
3aJIBJIeHHono estcso6oxnaer\4oro
KOJII,IqEgTBA

Average dose / Cpeanns ao3a:

90.0 to ll0.0o/o of the claimed delivered
amount I 90,0 - I10,0 % or 3tuBreHHoro
srrcgo6oxnael{ oro KoJrr4qecrBa

Minimum / Mnuuvyta: 95.4 o/o

Maximum / Marcnrrayrvr:l 13.3%

Average I Cpetuee:l 04.1o/o

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

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

14.39 g _/-_-=-\
14,39 r ,{itY ,'i s 9.,)

t0. Dose number / Ko.nuqecrao aol Not less than 150 doses /
He rraeuee 150 aos

I 84 doses / 184 aor ,/O) 
q

/*
ll Particle size / Paruep qacruu 90 % ofparticles less than l0 pm /

90 Youac[wupa3MgpoM uenee I.0 rrrrrra

100 % ofparticles less than 30 pm /
l00o/o vacrrU pa3MepoM preuee 30 urrr,t

Particles of more than 30 pm should be
absent / 9asru[n 6oree 30 MKM roJlxHbt
oTc),rctBoBaTb

100.0o/o I 100,0% 
i

100.0%1100,0%

Absent / O'rcyrcrnyor

12. Related substances /. Poacrsexxure nptlMecrr

a) Azelasllne hydrochlorlde /
At an ac ma n a au d p oxa op a d :
Single unspecified impurity /
Eruunquofi HetrAeHTra-

$uuuponaHuofi [puMecr4

Total impurities / Cyrurvra nprauecefi

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

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

Not detected/ He o6napyxeHo

Not detected/ He o6uapyxeno

Yopesh Kumar Mehta
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,Indlr-

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

Certificate of Analysis for Finished Product /
CeprnQnrar auaJru3a Ha roroByrc TIpoAyKIIllxl

4 of9 / CrD.4 tr3

Name of product /
HaraMenoaaHue nDotrYKtlIrn

Momat Rino Advance /
MouaT Puno Aasagc

Generic name /
HenareHrosaxHoe

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacruHa r'rulpoxJroprrr u MoMera3oHa r[ypoat cnpefi nasalrnrrfi rosuponauHrtft

{eficroyrcuue BetuecrBa
Each spray delivers / KaNaag.[o3a cnpes coAepxur:
Mometazone Fuorate BP 50 mcg / MoMsrasoHa rpypoa, Epur.@. 50 uxr
Azelastine Hydrochloride BP 140 mcg / A3eaac[uHa rl4ApoxJlopua Eprr.<D. 140 urr

Strength / [osupoara
140 mcg + 50 mcg
140 urr+ 50 nrrr

Date of Mfg. /
nara noonsroacrga

tt/2021

Dosage form /
Jleraocrseggaq 6ooMa

Metered-dose nasal spray /
Cnpefi Hasanrnuft aoguposaHHHfi

Date of Exp. / Ioaen Ao 10t2023

Product code / Koa nDoJrYKTa sRU0300082460401DM Date ofrelease I nara BbrnycKa 01.12.2021

Batch No / Cepna Jlb t2210673 Qty. Released /
Korttqecreo ButnvrrreHo

23,120BOT
23,120 draroHoa

Batch size / Parmep cepuu 25,395 / 25,395 fonaroHon
Mfg. License No. /
lloo[moacraerHas ruuext]ts .llb

MNB/10/832

Inspection Lot No
Kosrpo.nnpyemas ceDug .ltlb

040000360805
Mfg. License Date /
llooulgoacrseHHas Jr[ueH3us (,[ara) 30/0412020

Package size / Ynarosra I 50 doses / 150 aos
GMP Compliance certificateData I
GMP ceprudunar (Aara) tE/06/2020

Market / Puxor Russia / PoccrEs
GMP Compliance certilicate No /
GMP ceorrdnrcatNe

GMP-o1556/20lrN

Reference specification No /
Cneu[6urau[q Nb

sPC-CC-034990
STP No /
CruI Ib STP-CC-026675

No TESTS/ IIOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATION / PE3YJIbTATbI

b) Mometosonefuroate/
Momematoaa Qypoam
Impurity D / Ilpr.nrecr D
Single unspecified impurity /
EgnHuuna.r Heta,[eHrzQrufi poBaHHaJt

npr4MecE

Total impurities / Cyrunra ncex
npuueceft

Not more than 1.0 9/o /He 6otee 1,0 o/o

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

Not more than 2.0 Yo / He 6onee 2,0 o/o

0.02o/o /0,02o/o

0.060/o / 0,060/o

0.20o/o / 0,20Yo

.,,-.--.--
',:.'..'-:i ,lts.,)},

'' ..io' - {-',,. \.
(+

i '-)

'3'
'',i. #i^ il

\.li " */
&r,4ff'

Preoared bv / florrorosJreHo Checked- bv / llpoaepero Annroveilbv / 0ro6oeno
Signature / [Io,qnucr r.fr(ll\ -z *
Date I [aru WoYlll.llAU -o, hrlr^ oSltr)wu
Name/ @lIO Yosesh Kumar Mehta Atul Kumar Aiav Krfmai Gars
Desisnation /,llouxuocrr OIIicer - OA Officer -OA Asst. Manaeer -OA

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

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

Certificate of Analysis for Finished Product /
Ceprurfnrar anaJrn3a Ha noroByrc trpoAyKrlrrc

5 of 9 / 5 u:9

Name of product /
HaumeHosaxlle ]rpoAyruwt

Momat Rino Advance i
Morraar PuHo A.4sauc

Generic name /
HenareHrosaxHoe
HAUMEHOBAHI,lC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaacrr4Ha nr4ApoxJropruI 14 MoMera3oHa rpypoar cnpefi nararrurtfi Ao:uporaHnufi

.(eflcroyrcuue BerllecrBa
Each spray delivers / Kaxaas Ao3a cnpe, corepxltr:
Mometazone Fuorate BP 50 mcg / Motusrasoua r[ypoar Eprat.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A3eracrrHa n .{pox:lopra Epnr'<D' 140 urr

Strength /,[osuponra
140 mcg + 50 mcg
140 vrcr + 50 rurr

Date of Mfg. /
.llara nDonssoacrsa

nt202t

Dosage form /
JlerapcrseHnas dopma

Metered-dose nasal spray /
Cnoefi nasanrHrtfi aog[posaHHHfi

Date of Exp. / I-oAes Ao t012023

Product code / Koa nDotrvrcra sRU030008246040 r DM Date of releas e I llara BbtnvcKa 0t.12.2021

Batch No / Cepna Jl! 12210673 Qty. Released /
Koruqecrso Bbrnyuleuo

23,120 BOT
23.120 6raroHos

Batch size / Parruep cepuu 25,39 5 I 25,39 5 rpraroxos
Mfg. License No. /
flnonenoncrsennaq rruuegsug ilb

MNB/t0/832

Inspection Lot No
Konroo,lrnoYepraq ceouq .JtE

040000360805
Mfg. License Date /
flnor,rreoncrseHHaq JrnueH3[g (aarai 30t04t?j,20

Package size / Ynarcosra 150 doses / 150 log GMP Compliance certificateData I
GMP cepna0urar (Aara)

t8/0612020

Market / Pulxor Russia / Poccnq
GMP Compliance certificate No /
GMP cepru0nrar Jtlb

cMP-01556/20lrN

Reference specification No /
Cneuuduicau[s Ns

sPC-CC-034990
STP No /
CIILIJl!

srP-cc-02667s

No TESTS / TIOKA3ATEJI[I LIMITS / TPEEOBAHI4q OBSERVATION / PE3YJIbTATbI

13. Uniformity of delivered dose /
Oanopoanocru sHcso6oxraeMo[
,q03br

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

starting and one snd delivered dose is
taken from each of l0 bottles) and none
may deviate by more thwr *359/o.

If 3 to 6 values deviate by more than
+25o/o, but less than t35%o" test the
following 20 bottles.
Not more than 6 values from 60
determinations can deviate from the mean

value by more than t25oh and none can

deviate by more than +35o/o /
He 6oree 2 z*a\euutrt ras 20 onperelenuft
MOryT OTK'IOHgTC' OT Cp9IHerO 3HaqeHU'
6olee qerr,r ua t 25 o/o (o'r raNaoro us l0
Saarouon 6epyrca no orsofi saqaarsofi
u oasofi roHeqHofi suceo6onuaenaofi

rore), HU ONHOTT) 6oaee qeM

+35 Yu
Ecnr,r oT 3 ao 6 sHaqeHl,rfi urvtercrr

orKJroueHr,!, 6oree qeu +, 25 o/o, uo

MeH6tue, qeru + 35 7o, To ncnbrrHBaror
cneAyrcuue 20 tpnarouoe.
He 6onee 6 gHaqeHnfi us 60 onpeaeaenufi
Moryr orKJloHrrc, oT cpe.rlHefo 3HaqeHI,l,

6olee qeu sa* 25 o/o, u ttu o,qHoro,

6oree qeu sa*,35 o/o

Azelastine Hydrochloride /
Ale,racrnua ruApoxnop[A:

Beg / Havano:
Minimum I Muuulnyu; 97.6%;o,

Maximum / Marcaltyna: 102,60/o,

Average / CpeaHee: 100.9%

End / Koneq:
Minimum I Muunmyu: 99.60/o,

Maximum / Marcnvy u:l 04. l%o,

Average I Cpetuee:102.0o/o Z::itY
cv

r,tr*;:',,,"j{, #
Maximum / Marcur,ayr"r: r6j.off Pl 

" -
Average/CpeaHee: iol.zot \qg

Mometazone Furoate I l*

End / Koneq:
Minimum I Muuuvyu 99.4o/o,

Maximum / Marcrarayrrl: 104.60/o,

Average / Cpeanee l0l.7o/o

.u\
C,\
(D

i
!

^ .J1

,rd'Y
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal hadesh 173205,lndia

Tel.: +91-1795 667200 Fax:+r1-1795 667299 email: glenrnark@bom2.vsnl'net.in

Certificate of Analysis for Finished Product /
CepruSunar anaJrtr3a Ha I'oroByrc trpoAyKllrrrc

6of 6 rr3

Name of product /
HauMeHosaHr.re nDonvKultu

Momat Rino Advance /
MonaT PuHo A.(eaHc

Generic name /
Henat.eHTosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agelasrr,rHa nrApoxJloplrA u MOMeTa3OHa QypOat Cnpefi uasa1surtfi AOSupoaalrurtfi

,I[efi croyrcuue BeulecrBa
Each spray delivers lKucms.rro3a crpe, coaepxur:
Mometazone Fuorate BP 50 mcg / Morugra3oHa Qypoat Epr'rr.@. 50 urr
Azelastine Hvdrochloride BP 140 mcg / AeeaacruHa rur,[poxJlopna Eprr.O 140 urr

Strength / [,osupoara
140 mcg + 50 mcg
140 n,trr+ 50 rrarr'

Date of Mfg. /
jlara noo[leoacrsa

fi1202r

Dosage form /
^Jf erancrserrnaq 6onnaa

Metered-dose nasal spray /
Cnoefi uasa.nsHrrfi aosnoosaHlrsrft

Date of Exp. / IoaeH ao 1012023

Product code / Koa rpoAyKTa sRU0300082460401DM Date ofrelease I llara Bbtttycra 01.12.2021

Batch No / Cepua Jt(b 12210673 Qty. Released /
Koruqecrso BbtnyuleHo

23,120 BOT
23.120 draroHog

Batch size / Pasuep cepur 25,39 5 / 25,395 Saar<onon
Mfg. License No. /
flnorarsoacrsenHag rnuea3uq .IE

MNB/10/832

Inspection Lot No
Konrpo.nu pyenas ceDus .Jtlb

04000036080s
Mfg. License Date /
flnousaoacrgeHHafl n[ueH3ug (aara) 30/04t2020

Package size / YnaroeKa l50doses/ l50aos GMP Compliance certificateData I
GMP ceorndurar (aara) 18t06/2020

Market / PcrHorc Russia / Poccras
GMP Compliance certificate No /
GMP ceorrdurar.ltE

GMP-o1556/20llN

Reference specification No /
Cneurdrarauuc .ilb SPC-CC-034990

STP No /
CITT/ Nb

srP-cc-026675

No TESTS/ IOKA3ATEJII4 LIMITS / TPEEOBAHI4.f, OBSERVATION / PE3YJIbTATbI

t4, Uniformity of dosage unit /
O.[Ho po.{uocrb ao3r{poBaH us

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.

If 2 or 3 values deviate by more than
+25o/o, but less than +35yo" 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+35 Vo /
He 6onee I gHaqeHus ra: l0 onpeaereunil
MOXeT OTKIOHSTC' OT Cpe.{HerO

3HaqeH[r, 6oaee qev Ha i25o/o (o'r
Ka>t<Aoro r,rs l0 $naroHon 6eperca no
oAuoft saqamHofi srrcso6oxAaervtofi

aoae), u Hr4 o.rlHoro, 6olee qeu ua
L 35 o/o.

Eltrr .ma an.rl "tpu 3Har{eHu, t{Meror
orK,IoHeHI,u 6onee qeM x.25 o/o, Ho

MeHee, qeM 135/., To ,lcnbrrbrBaloT
cfie.qyrorut4e 20 $.naroHoe.

He 6oree rpex sHaqeHr4fi Moryt
oTKJTOHTTbC' OT Cpe.[HerO 3HaqeHu,
6olee, ueru ua +25Yo, n lrn oAHoro,
6olee qeu uai35 o/o.

Azelastine Hydrochloride /
Are.nacruxa rnapoxnopua:

Minimum I Muuur't.yvr 97.6%o,

Maxi mum I Mwccurrty u: I 02.60/o,

Average / CpeaHee: I 00.9%

Mometazone Furoate /
Moprerasoua Qypoar:

Minimum / Muuuuyu: 97.2Vo,

Maximum / Marcuuyrra: 103.0o/o,

Average / Cpeanee: 101.2%

rreDared bY / llo,lroroBneHo uhecl(ed bY / llpoBepeHo ADDrove[ bY / (rnooDeHo

Sisnature / lloanucs Wt$l) -z Z t-
Date /.(ara q4B llL luLl o?1A lno g( lt>tt2t\
Name / IDIIO Yosesh Kumar Mehta Atul Kumar Aiay Kumar Garg
Desisnation / no.nxnocrr Officer - OA Officer -OA Asst. Manaser -OA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Qistt. Solan Himachal Pradesh 173205, India

Tel.: +91-1795 667200 fax: +91-tZg5 667299 email: glenrnark@bonr2'vsnl'net.in

Certificate of Analysis for Finished Product /
CepruQnnar anaJru3a Ha roroByrc rpoAyKqux)

a3of9

Name of product /
HauMenosaHt{e n DorYrulrt{

Momat Rino Advance /
Mouat Pruro A.usauc

Generic name /
Henarenronanuoe
HAI'MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agelacruua rr4IpoxJIopI.IJt r,r MoMera3oga rbypoat cnpefi Hasalruufi .4o3IapOaauHufi

fleficrayrcutue BeuecrBa
Each spray delivers / Kaxaag,[o3a cnpet coAepxl,Ir:
Mometazone Fuorate BP 50 mcg / Morrlcra3oua r[ypoar Eprar.<D' 50 urrr
Azelastine Hydrochloride BP 140 mcg / AseracruHa rnrpoxrlopt4LEpt{r.@.-l49lgg

Strength / [,o:uponra
140 mcg + 50 mcg
I 40 urr + 50 urr

Date of Mfg. /
]lera nnouleolcraa

tt/2021

Dosage form /
JlercancrseHHas 6onma

Metered-dose nasal spray /
Cnpefi uaraarHrrfi aoguDosagHrtfi

Date of Exp. / Ioaeu ao 1012023

Product code / Koa npoAyrra sRU0300082460401DM Date of release I Lara BbItlYcKa 01.12.2021

Batch No / Cepua Jlb 12210673 Qty. Released /
Koruqegrso Bbrnyrleno

23,120BOT
23-120 rbraroHoa

Batch size / Pasuep cepuu 25,395 I 25,395 QaaroHoa
Mfg. License No. /
llooussoacrsengas ruuensus .llb

MNB/10/832

Inspection Lot No
Kosroo,lurpyemas cep[s Jt{!r

040000360805
Mfg. License Date /
llooulsoncrseuHas JI[ueH3I.rs (aara) 3010412020

Package size / Ynarcosna 150 doses / 150 aos
GMP Compliance certificate Data /
GMP ceprudurar (aara) t8106/2020

Market / PuHor Russia / Poccrai
GMP Compliance certificate No /
GMP cepru0urarJl{lt

GMP-or556/20lrN

Reference specification No /
Cneuudrraunq Jtl!

sPC-CC-034990
STPNo/ _
CTII4 J{b

sTP-CC-026675

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI

15. Microbiological purity / Mlrrpo6uo.rrorur{ecKas qr{crora

Total aerobic microbial count and

total yeast and moulds count
(combined) / O6qee qracro

aepo6urx 6arrepnfi x.EpoxxeBsrx lr
nJrecHeBbrx rpr,r6oa (cyrtrruapHo)

Test for Absence of Specilied
Microorganism / Tecr Ha

cneqnQurecrue
Mr.rKpoopraHl|3Mbr:

P s eudo rn onas ae rugi no s a

Stapltyl oc occus aureus

B i le-Tolerant Enterobacteria /
SnT epo6arrepuu, yc"rofiuuarre r
xeJlqll

Not more than 102 cfu per I g (ml) of the
product / He 6o.nee 102 KOE r I n (run)

npenapara

Absence per I g (ml) of the product /
Orcyncrnue n I r(ua) npenapara

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

Absence per I g (ml) of the product /
OT cyrcrnrae s I r(rvrn) [perapara

Less than 10 cflr/ml / Meuee l0 KOE/ul

Absent / OT cyrcrayer

Absent / Orcyrcrayer -_--_
Absent / orcyrcrnyer -t;ll"j 

A' t +
r--I

l.
t6. Assay / KontlqesraeuHoe onpeaeJreHtae J.H

Azelastine hydrochloride /
Aseracrulra rurpoxnop?rr

Mometasone furoate /
Momeraroua Qypoar

a)

b)

From 85 o/oto ll5 % of the labeled claim
of azelastine hydrochloride I Or 85 o/o to
ll5 o/o OT 3IUBJIOHHOI'O KoJIt{qeCTBa

ileJrac'Tr,rHa r'nlpoxnopr4Aa

From 85 o/oto ll5 % of the labeled claim
of mometazone furoate I Or 85 o/o to
ll5 o/o oT 3arBJleHHoro KoJII,tqecTBa

MoMera3oHa Qypoam

e4.8o/ote4,8o/o 'Vu^ Ynf ?rl.t 
.

lo3.8o/o^03,8% 

v."a*=ry

Preoared bv / IloarorosJreHo Checked bv/ llposeoeno Aoorovedlbv / Oao6peno

Sisnature / lloanucr W^f&l z
-f

dI-
Date / Aara ilffioY tlL l1/,Ul oYllr l*t o{ nUDot4
Name/ @[IO Yoeesh Kumar Mehta Atul Kumar Aiav Kumar Garg
Desisnation / -llo.nxsocru Oflicer - OA Officer -OA Asst. Manaser -OA

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

Tel.: +91-1795 667200 Fax: +91-179 5 667299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprurfurat aIIaJI [I3a Ha roroBylo [poAyKulr rc

Any deviation/Incident/OOS: Not applicable
Orruoueuns/llnunAernu/OOC: He rrpr,rMenr,rMo

Declaration of certilication: "l hereby certif 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 ofthe
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."
3ar.ttroqenue o coorBercrB[[: Hacrosur,rM rrolTBepxaaro, qro npeAsraBJreHHa, auture uuQoprraa\nA aBrsgtQg.4ocT onepuoh u roqsofi.

!,anHar cepur 6ura [por{3BeaqH4 BKrrpqa, ynarorry/naapKtrpoBKy, r,l [poKoHrponupoBaHa ua yrarauuoft BrIIIIe npol43BoAcrseHuofi

nJrorrlaAKe B [oJrHoM coorBercrBr,rr,! c rpe6oaauuarurz HaAlexauefi flporasnoAcrseHlrofi flparruru (GMP) n rpeOobaur.rrrrln nopuaT uruoil
.rroKyMeHraulrr JIn-003328-231115, I,bv. Ng I or 12.09.2016, lIgM. Ns 2 o105.12.2016, LIzv. J\! 3 or 08.10.2018, HsM. Ne 4 or

u3of9

Name ofproduct/
HaunaeHonasue rrDo.lrvru[r,t

Momat Rino Advance /
Morraar Puno A.u,sanc

Generic name /
HenareHrosaHHoe
HAt,MEHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseJrasrraHa ru,ItpoxJlopI4Jl 14 MoMsra3oHa r[ypoat cnpefi HasaarHrtfi.{oruponaHHrtfi

,{eilcrnyrcutue BeulecrBa
Each spray delivers / Kaxaas .qo3a crpe, coaepxrtr:
Mometazone Fuorate BP 50 mcg / Molasra3oHa rpypoa, Epr,rt.@. 50 urn
Azelastine Hvdrochloride BP 140 mcg / A3erasrl'lua rl4Apoxlloprza Epnr.@. 140 urr

Strength / Aornposra
140 mcg + 50 mcg
140 narr + 50 rrarr

Date of Mfg. /
nara nnonggoacrsa

tv202t

Dosage form /
-Ilerqnernesnqg rhnnuq

Metered-dose nasal spray /
Cnoefi na:aarnrtfi aognposanHsrfi

Date of Exp. / foaeu ao 1012023

Product code / Koa npoilyKra sRU0300082460401DM Date of release I lIara BbtnycKa 01.12.2021

Batch No / Cepua Jt{b 12210673 Qty. Released /
Ko.nuqegrao Bbr[yulego

23,t20BOT
23.120 daaroHos

Batch size / Pasmep cepun 25,395 I 25,395 SraroHou
Mfg. License No. /
flnor,nnoncrsenHac .trraueHlug Ji{b

MNB/r0/832

Inspection Lot No
Konrno.rnnvemaq ceoIaq .]\lb

04000036080s
Mfg. License Date /
llnoussoacrseHHas Jr[uen3us (aara) 30/04/2020

Package size / Ynaroara 150 doses / 150 aog
GMP Compliance certificateData I
GMP ceorrdurar (aara) t810612020

Market / Puuor Russia / Poccus
GMP Compliance certificate No /
GMP ceorndurarllll GMP-O1556/20/rN

Reference specilication No /
Cneuuburauns Jlb

SPC-CC-034990 STP No /
CNI4 Jlb

srP-cc-026675

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

c) Benzalkonium chloride/
Eenra.nronus xnop[a

From 80 o/o to 120 % of the labeled claim
of benzalkonium chloride / Or 80 % ao
120% or 3ruBJreHHoro Korr4qecrBa
6eugaarouns xnopura

89.3o/o / 89,3o/o

t7.

o
*
o

:h/b'/

Package size / {naSgrrcp\
-t"- ".)\

o

6,^
Dhar*L rrUV'

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / flo 75 u
150 .[o3 Bo $naxon il3 il3BII,
cua6xenuufi Ao3r,rpypurrM ycT poficreout
n Ha3aJr6H6rM alarrTepoM c 3alrll4THblM
KoJrnaqKoM. @larou c uucrpyruuefi no
npuMeHeHrrlo noMeulaKlT B KapToHHyIo

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. / tlo I 50 aos oo t[narou ur
II3Btl" cua6xeHHutfi ro3lrtpyoutIM
ycrpoficraov il Ha3arEHbrM aranrepoM c
3ar[nrHLrM KoJtrraqKoM. tDnarog c

uucrpyrulrefi rto npl,lMeHeHutcl noMgulalor, B

KaproHHyro flaqKy.

18. Labeling / Maprupoora According to ND / B comscrqrauu c H[
19. Storage / Xpaueuue Store at l5 to 25 oC, protected from light. Do not freeze. / B gaur,ruleHnoM or cBsm Mesre

npu reMneparype or l5 ao 25 oC. He rarvropaxuuaT r.

20. Shelflife / Cpor roAuocrr{ 2years /2rota

Prepared bv / f,Ioaroronreno Checked bv / llooseneno Aonrovedlbv / Oao6oeHo

Sipnature / lloanncs \,tsqltD --' <-7 *
Date I fiara ' yllt- l lru aelle lru s{lp-.[wY.
Nomc / <IrlrIO Yogesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desisnation / .lloaxsocru OIIicer - OA Oflicer -OA Asst. Manaeer -OA

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: +gt-t295 667299 email: elemnail(@born2.vsnl'net.in

Certificate of Analysis for Finished Product /
CepruQnnat anaJrrr3a Ha roroByrc upoAyrqrrc

9of9l 9 lr.z9

03.06.2019,I4sM. 1{! 5 or 20.03.2019, l4su. Nq 6 or 23.01.2020, I4sM. Ns 7 ot 20.02.2020. [aana.a cepl4, coorBercT nyer T pe6oaaHuau

Hopna'ruunoft ,4okwenraqtrn. Ilpororo.nu npor,r3BorcrBa y[aKoBKr4 rz [poBereHHbtx aHaJII,I3oB ,arc ,[aHHofi cepuu 6u.nu

npoaH,ulu3r4poBaHrr 14 c.(enzrHo 3rrK[]or{eHue, r{To oHr4 coorBercrByror tpe6onaun-nu Haanexaurefi flponsaorcraennofi flparn'rru (GMP).

/.)'
/-J

*

"l.j

L #,^;b^, aD t' 
. .,r(.(Q'harmace9'

Name of product /
HaraMeHbsaHne nDorYKut{u

Momat Rino Advance /
Mona'r Przno A.asaHc

Generic name /
HenareHToaaHHoe
HAl,lMEHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracruHa rurpoxJloptut I'r MoMsttuoHa rfypoar cnpefi Hasaaruufi,{osnpoaauurtfi

[eft crnyrcurue BeulecrBa
Each spray delivers / Kaxaas Ao3a ctrpet coaepxt'lr:
Mometazone Fuorate BP 50 mcg / Morrlcra3oHa $ypoat Eprar.@. 50 r,rrr
Azelastine Hydrochloride BP l4O mcg / AsenacrxHa narpoxnopuA Eprr.O. 140 MKr

Stren gth /.I[,osuposrca
140 mcg + 50 mcg
140 rvrr<r + 50 urr

Date of Mfg. /
llara nDolssorcrsa

n12021

Dosage form /
JlerapcrsenHag dopDra

Metered-dose nasal spray /
Cnoefi Hasanrsrrfi rorrDogausufi

Date of Exp. / Ioaeu ao t0/2023

Product code / Koa npoAyKra sRU0300082460401DM Date of release I Aara BrtrtycKa 01.12.2021

Batch No / Cepnn J\b 12210673 Qty. Released /
Koruqegrso BbtnvuteHo

23,120BOT
23,120 daaroHos

Batch size / Parruep cepur 25,395 I 25,395 $aaroHon
Mfg. License No. /
flnnurnoncrnennaq rruuegluq I[!

MNB/I0/832

lnspection Lot No
KosrporupYeMaq cepug .]t(b

04000036080s
Mfg. License Date /
lloolrsaoacraeHHas Jt[ueH3us (aara) 30/0412020

Package size / YnarosKa 150 doses / 150 aos
GMP Compliance certificate Data /
GMP ceorudurar (aara) 18t06/2020

Market / Prrsor Russia / Poccras
GMP Compliance certificate No /
GMP ceprudr.rrar.l&

GMP-o1556/20llN

Reference specification No /
CneulrduKauuc JYb

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

srP-cc-026675


