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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: +91-1195 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQ u rcar aHaJrr.r3a Ha roroByn rr poAyrcu r.rrc

Ufol
Name of product /
Haumeroaan ue nponyKulrl.l

Momat Rino Advance /
Moya'r PlrHo Aaaauc

Generic name /
HenarerrosaHHoe
HAUMCHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
A:e,racruH + MoMera3orr cnpeft uata,rsusrI no:upoeauusrfi

{eilcreyroutlre BeulecrBa
Each spray delivers / KaNraq no3a crpefl conepxur:
Mometasone Furoate BP 50 mcg / Mouerarosa $ypoar Bpur.@. 50 urn
Azelastine Hydrochloride BP 140 mcs / A:eracrr.{Ha ru.rrooxJropr.ra Bpur.<D. 140 urn

Strength / [orupoarca
140 mcg + 50 mcg / dose
I 40 urcn + 50 vrr / ao:a

Date of Mfg. /
rlara nnoulsoacrga

07/2024

Dosage form /
JleraocrseHHac donMa

Metered-dose nasal spray i
CnDeil Hasalruurfi noguDosaHurrfi

Date of Exp. / foaeH Ao 06t2026

Product code /
Koa nnoavrra sRU030008246040 I GS Date of releas e I [ara BHnycKa 3t.07.2024

Batch No / Cepur J\! 12240732 Qty. Released /
Kofluqecreo Bbrnyulego

34,840 BOT
34.840 <b:raxonoe

Batch size / Parruep cepuu 3 7,8 I 5 bot I 37 ,815 tprarouoa
Mfg. License No. /
lloollrsoacreexHaq Juuexlun .l\!

MNB/10/832

Inspection Lot No
Koxrpo.nu pyenaan cepua .ll!

4000053568 I

Mfg. License Date /
llponreogcreeHHafl JIuuen3un
(nttt\

30/0412020

Package size / Ynaroera 75 doses I 75 tos
GMP Compliance certificate Data I
GMP ceorudurar (rara)

1810612020

Market / PrrHor Russia / Poco.rc
GMP Compliance certificate No /
GMP cepru0urar Jl!

GMP-o1556/20ltN

Reference specification No /
Cneurdrrcaurq J{}

sPC-CC-051325 STP No /
CTII4I\I

srP-cc-037517

API information /
lluQopmaunr o6 A@C

Azelastine Hydrochloride / | Batch No /
Agerac'ruua rrulpoxJroDun I Cuom r! F4oo.24oor I ffj:jJ,:* I v;X',*:?1"'fiil:1,,
Mometasone Furoate I I Batch No /
MoNagra3oua dypoa, I Cepm N,

MTC-002123 | Mfg by / | Sterling S.p.A.. Italy /
l.24O82Al I [Inouraoa. I Creoluur C.n.A.. Vratus

No TESTS /TIOKA3ATEJII4 LIMITS / TPEBOBAHI,{g OBSERVATION / PE3YJIbTATbI

I Description / OnucaHue White to off-white suspension lBenas,ililn
noqrrl 6era-q cycleH3r,rq

Off-white suspension /
fIo.rrr, 6era, cycneH3H,

a Identifi cation / llgenru0uraqua

a) Azelastine hydrochloride /
Atet ac ma ua eu d poxt opu d

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
ofstandard solution (see "Assay" section)
/ Bpeur y/Iepxr.rBaHr.r, oAHoro v3
ocHoBHr,tx nhKoB Ha xpoMaTotpaMMe
I{C[brTyeMoro pacTBopa .qoJrxHo
cooTBeTcTBoBaTL BpeMeHU ylepxr.rBaHr4s
nuKa iBeJracrr.rHa rr.rApoxnopr4Aa Ha

xpoMaTofpaMMe cTaHIapTHoro pacTBopa
(ou. pa3Aen <KoruqecrBeHHoe
onpeaeneurae>).

The retention time of one of the main peaks in
the chromatogram oftest solution comply with
that of Azelastine hydrochloride peak in the

chromatogram of standard solution (see

"Assay' section) / Bperttr y,(epxl4BaHlrs

O.IIHOTO V'3 OCHOBHEIX NI,IKOB HA

xpoMaTorpaMMe r.rcnblryeMoro pacrBopa

cooTBeTcTByeT BpeMeHr,r y,qepxl4BaHl4, nLIKa

a3ejracTr.rHa nr4lpoxJlopu.qa Ha

xpoMarorpilMMe craHjlaprHoro pacrBopa.

Yopesh Kumar Mehta

FCIWQA054/08.00
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certificate of Analysis for Finished Product /
CeprnQurcar aHaJrII3a Ha roroBylo npoAyKuIrrc

2ot7 /Cro.2nz
Name of product /
HallmeHosaHue nDotrvKull{

Mornat Rino Advance /
Moprar Puno AneaHc

Generic name /
HenareHroeaxuoe
HAl.lMCHOBAHl!C

Azelastine * Mometasone metered dose nasal spray /
Are,rac'rrH + MoMgra3oH cnpefi ua:aruHurfi aoruponauHsrfi

{eEcrayrcuue Be[IecrBa
Each spray delivers / Kaxlar ao3a cnpe, coaepxrr:
Mometasone Furoate BP 50 mcg / MoN{era.soHa $ypoar Epnr.O. 50 urr
Azelastine Hvdrochloride BP 140 mcs / AsenacruHa rr4apoxrlopua Eprar.O. 140 ltxr

Strength / {orlrpoera
140 mcg + 50 mcg / dose
140 narr + 50 rr.rrn / aosa

Date of Mfg. /
.IIara noolalsoacrea

07t2024

Dosage form /
JleraDcreexHaq dooMa

Metered-dose nasal spray /
Cnpefi Ha":a.nrHsrfi aosnoosaHHrrfi

Date of Exp. / foaen ao 0612026

Product code /
I(on nnnnvrrl sRU030008246040 I GS Date of release I [a'ra BbrnycKa 31.07.2024

Batch No / Cepun J\I 12240732 Qty. Released /
Koruqecreo BbrnvuteHo

34,840 BOT
34.840 draxoHos

Batch size / Parnnep cepuu 37,815 bot/ 37,815 rfraroHor
Mfg. License No. /
llooursoacraeHHas rtl ueH3uq Jl]

MNB/10/832

Inspection Lot No
Konrpo.n r.r pyenan ceplrs Il! 40000535681

Mfg. License Date /
llpolrsroAcreeHHafl auueH3rlq
(nsra)

30t04/2020

Package size / Ynarcosra 75 doses 175 rcz
GMP Compliance certificate Data I
GMP ceorudurar (aara)

18t06t2020

Market / PurHorc Russia / Poccr,rs
GMP Compliance certificate No /
GMP ceorudurar.Itl!

GMP-01556/20lrN

Reference specification No./
Cneuudlrrauus .il!

SPC-CC-05 1325
STP No /
CNI4 J\&

srP-cc-037517

API information /
I{nQopnrauun o6 A@C

Azelastine Hydrochloride /
Aeenagrnua rr,ulDoxnoDrul

Batch No /
Ceorq.ll!

F400-24001
Mfg by /
flnonrson-

Urquima S.A., Spain /
YorsNN{a C.A.. Hcnanug

Mometasone Furoate /
Mouera.goHa ibvooar

Batch No /
Cepns J\ir

MTC-002123
L24082A1

Mfg by /
flnournon^

Sterling S.p.A., Italy /
Creprunr C.n.A.. Vrwl'las

No TESTS /TIOKA3ATEJII,I LIMITS / TPEEOBAHI4{ OBSERVATION / PE3YJIbTATbI

b) Mometasonefuroate /
Monemasoaa frypoam

The retention time of one of the main
peaks in the chromatogram oftest solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay"section) /
Bpeur yAepxr4BaHr.rfl oAHoro I,I3

ocHoBHbIx nI{KoB Ha xpoMarorpaMMe
lrcnErTyeMoro pacTBopa .qoJrxHo
cooTBercTBoBaTb BpeMeHr.r yAepxr4BaHr,r,

flr.rKa MoMera3oHa Qypoara Ha

xpoMaTorpaMMe craHlaprHoro pacrBopa
(o.r. pa3,{en <KoauqecrBeHHoe
onpeaerenre>).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of mometasone furoate peak in the
chromatogram of standard solution (see

"Assay"section) / Bperr.ra yAepxLrBaHI,t,

oAHOfO Vt3 OCHOBHEIX nI,IKOB Ha

xpoMaTorpaMMe [cnblTyeMoro pacrBopa

cooTBeTcrByeT BpeMeHLI yAepxlIBaHI,L nI4Ka

MoMera3oua r[ypoara Ha xpoMarorpaMMe

craH,(apTHoro pasrBopa.

c) Benzalkonium chloride /
Beuganxonut ntopud

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

corresponding to the retention times of
peaks of benzalkonium chloride
homologues Cn and Cu in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe HcnBlryeMoro
pacrBopa AoJrxHLr o6Hapyxunarrcr
nr4r(rr, cooTBeTcTByrou[e no BpeMeHrM

y.uepxr,rBaHr,r, nr.rKaM roMoJroros Crz tt Crq

6eHgaaroHuc xndpr,rAa Ha

xpoMaTorpzrMMe craHlaprHoro pacrBopa
(o"r. pa3Aen <<Koluqecrnesnoe
onpeAerenne>).

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

Cu in the chromatogram of the standard

solution / Ha xporraarorpaMMe I,tcnblTyeMoro
pacrBopa o6napyxuaarorcr nIrKI,I,

coorBeTcrByloluue no BpeMeHaM

yAepxr,rBaH!.t, flLIKaM roMoJloroe Crz [r Cr+

6eHrarxoHr.tc xnopll(a Ha xpoMarorpaMMe

cTaH,[aprHoro pacrBopa.

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.615 I 4,615

Preodred bv / lloarorosfleno Checked bv / llooaeoeHo Anprovedlrbv / Oao6peno
Signature / flornucs ( C
Dale I Ilara - o\ \rB\1lL{ o( -o8. I->t-+t ,r. I rf,t tJL(
Name / @I4O Yosesh Kumar Mehta Ravinder Ravi Sandeep Semwal
Desisnation / -llo.nxsocrr Olficer -OA Executive -QA Sr. Manaeer -OA

FCI\4/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNala-earh Road. Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

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

Certificate of Analysis for Finished Product /
CepruQr.rrcar aHaJr[3a Ha foroByrc [poAyKq[K)

ot7lCrn.JHl
Name of product /
Ha lrn.reHoeaH t,te n Do,trYKul.l.l

Momat Rino Advance /
Mollar PnHo AasaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A:e,racruu + MoMera3olr cnpeft ua:a,rsusrfi no:upoaauurrfi

fleft crayrorque BeuecrBa
Each spray delivers / Kaxaaq no3a cnpe, coaepxur:
Mometasone Furoate BP 50 mcg / Mor'aera:osa Qypoar Bpur.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / Areracrr,rHa rl4aDoxnopr.r.q Eplrr.O. 140 urr

Strength / lorupoora
140 mcg + 50 mcg / dose
140 lrrr + 50 urr' / aosa

Date of Mfg. /
,IIara nnoulsoactaa

07t2024

Dosage form /
JlerapcreenHas 6opma

Metered-dose nasal spray i
CnpeI Ha:a,ruHrrfi nogilposaHHrrfi

Date of Exp. / foaex ao 06/2026

Product code /
Kon nnnnvrrc sRU0300082460401GS Date of release / [ara BbtnycKa 31.07.2024

Batch No / Cepnn Jl! 12240732 Qty. Released /
Koruqecrso BbtnvrrteHo

34,840 BOT
34.840 rbnaxoHos

Batch size / Pasmep cepuu 37,815 bot I 37,815 Qrarouoe
Mfg. License No. /
IInonrso.[crsenHaq JruueH3Nq .il!

MNB/10/832

lnspection Lot No
Kourpo.lu pyenan cepun Ne

4000053 568 I
Mfg. License Date /
llpolteo.qcraeHHafl nrluen3ufl
(ntrel

30t04t2020

Package size / Ynarosxa 75 doses I 75 toz
GMP Compliance certificate Data /
GMP ceotudurar (aara)

t8/06t2020

Market / Punor Russia / Poccus
GMP Compliance certificate No /
GMP ceprudurar.ltl!

GMP-o1556/20lrN

Reference specification No /
Cneurduicaurq Jl!

SPC-CC-051325
STP No /
CTII,I J\}

srP-cc-o37517

API information /
I{uQopnauun o6 AIDC

Azelastine Hydrochloride / | Batch No /
AaeracrnHa rrutDoxJroDlr.u I Ceouq Ns

F400-2400r I Hj:jJ"'., I 
y:H',frX'c1."ff[1,,

Mometasone Furoate I I Batch No /
MovsragoHa dvooa'r I C"onr I!

MTC-002123 | nltg ny / | Sterling S.p.A.. ltaly /
L24O82AI I ftoorrroa. I Crepnr.rnr C.n.A., Vratus

No TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHUq OBSERVATION / PE3YJIbTATbI

4. Density / Il.noruocru From 0.90 to 1.10 g/cmr /
Ot 0,90 ao l,l0 r/cna3

1.02 glcm3

1,02 rlcu3

5. Viscosity / Bqrxocrr Not less than 5 cPs / He ruenee 5 cfls 54.5 cPs I 54,5 cils

6. Mass of the released dose /
Macca urrcso6orltAaemoft Aorsr

Single dose / OrAe.rrnaq aora:

85.0 to ll5.0yo of the claimed delivered
dose amount / 85,0 - 115,0% ot
3TUI BJIEHHOTO KOJII{qCCTBA

Average dose / CpeaHqfl Aosa:

90.0 to 110.0 % of the claimed delivered
amount I 90,0 - 110,0 % or 3iurBrreHHoro

KOJI[IqECTBA

Minimum / Muuuuy u: 9 I .6%i

Maximum / Maro.ruynr: l04.3%o

Average / Cpe.uHee: 97.3 o/o

7. Mass of the vial content /
Macca cogepxuuoro Q.rarona

Not less than9.52 g I
He venee 9,52 r

9.97 g I
9,97 r

8. Dose number / Kofluqecrso aor Not less than 75 doses (disregard the first
pumping) / He rvreHee 75 1os (ne cunrar
nepBr4rrHyro npoxavry)

86 doses / 86,uos

9. Particle size / Parruep qacrru 90 % ofparticles less than l0 pm /
90 o/o \acruUpa3MepoM uesee I 0 rtaxu

100 % ofparticles less than 30 pm /
100 o/o qacrfiU pa3MepoM uenee 30 r*lxr,t

Particles of more than 30 pm should be
absent / tlac, uuu 6onee 30 MKM.qoJIxHBI

oTc).TcTBOBaTB

100.0%/r00,0%

100.0% I 100,00/o

Absent / Orcpureyor

o\'o8 'l-o
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certificate of Analysis for Finished Product /
Ceprr.rQunar aHaJrr{3a Ha roroByrc [poAyrcuIrrc

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi, Distt. Solan HimachalPradesh l73205,lndia

Pape4ofl /Cro.4uz1
Name of product /
HauruenoeaH l.te n DonvKulrl,l

Momat Rino Advance /
Mouar PllHo AasaHc

Generic name /
Henat"eu.rogauuoe
HAUMEHOBAHT'E

Azelastine * Mometasone metered dose nasal spray /
Ase,'racrulr + MoMera3on cnpefi ua:a,rsH rr fi rorupoaaHu stil

[eft creyrcuque BeutecrBa
Each spray delivers / Kax,raq Ao3a crpe, corepxur:
Mometasone Furoate BP 50 mcg / MoMera3oHa $ypoar Eprar.O. 50 urr
Azelastine Hydrochloride BP 140 mcg / A:eracu.IHa rrApoxnopua Epur.@. 140 rurn

Strength / lorupoexa
140 mcg + 50 mcg / dose
140 rvirr + 50 ruxr / ao:la

Date of Mfg. /
nara nooulsoacrea

0712024

Dosage form /
JIercancrsenHas doonaa

Metered-dose nasal spray /
Cnpefi nasamHrrfi AorlrposaHHrrfi

Date of Exp. / foaen ao 06t2026

Product code /
Koa npoayrra

sRU030008246040 l GS Date of release I fiala BHnycKa 31.07.2024

Batch No / Cepua Jl! 12240732 Qty. Released /
Konrlqecrso BbrnvueHo

34,840 BOT
34.840 tbflaroHos

Batch size / Pauaep cepur.r 37,815 bot 137,815 Q:rarouon
Mfg. License No. /
llnoursoacraeHHaq ruuenl[s .l&

MNB/10/832

Inspection Lot No
Konrpo.nu pyeman cepur Nr

40000535681
Mfg. License Date /
lI pourno4craeHH ar JI l,t ueH3It,
(rara)

30/04t2020

Package size / Ynarcoerca 75 doses I 75 l.oz
GMP Compliance certificate Data /
GMP ceprudurar (aara)

1810612020

Market / Prrsor Russia / Poccuc
GMP Compliance certilicate No /
GMP ceprudxrar Jlb

GMP-01556/20llN

Reference specification No /
Cneuudrrcauus.lE SPC-CC-051325

STP No /
CIII,I Jl!

STP-CC-O37517

API information /
LlnQopmaqun o6 AOC

Azelastine Hydrochloride / | Batch No /
A:eracrr4Ha rr-rApoxnopuA I Cepirq .l\!

F400-2400r I Hj:jJ#. I 
y;H',*X'c1,"ff[1,,

Mometasone Furoate I I Batch No /
Morraeraroua dypoar I Cepnr Ng

MTC-002123 | Mfg by / | Sterling S.p.A.. Italy /
L24O82A| I tlporr"oa. I CrepnuHr C.n.A., Vratus

No TESTS / tIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI

10. Sedimentation Stability /
CeAxuesrauuoxuag
ycroftuunocru

Not less than 5 min / He rraenee 5 lrus Complies /
CooTaercrryer

ll Impurities / [Ipnuecu

a) Azelastine hydrochloride /
As eJrac mu u a e u d poxttop u d a :
Single unspecified impurity /
E quHuqHaq uelrAenrni[uq]rpoBaHHzu
npr4Mecb

Total impurities / Cpt'aa npuuecefi

b) Mometasonefuroate /
Momemasoaa Qypoama
Impurity D / Ilprarrlecr D

Single unspecified impurity /
EAunuqHac HelueHraQuuupoBaHHzur
npr,rMecL

Total impurities / Cyr'rua npuuecefi

Not more than 0.89 Yo I He 6onee 0,89 yo

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

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

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

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

0.13%o0,l3o/o

O.loh l0,lo/o

0.0%o I 0,Oo/o

0.r% t\,tvo

0.2oh I 0.2o/o

Preoared,lx / lloarorosreHo Checked bv / llpoeeoexo Aooror,bd bv / Oao6oeno

Signature / lloanncr l,Y- a
Date / nara or\ oR\1 ^i\ ni.o(- )aL.r rr I r(l ?J'l-L
Name / IDIIO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal I

Designation / .llo.rrxuocrs Oflicer -OA Executive -OA Sr. Manaper -OA
FCI\4/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

1.1.' +91 -1795 667200 Fax: +91 -1195 667299 email: elenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByrc TIpoAyKIII{m

Crof .5 u3

Name of product /
HauN{eH oeag ue n DonyKur.r l.l

Momat Rino Advance /
Mouar Prrio AaeaHc

Generic name /
HenareHToeaHHoe
HA14MCHOBAHllC

Azelastine + Mometasone metered dose nasal spray /
Ase,racruu + MoMera3oH cnpefi uararsusrfi no:npoeaHHurfi

[efi crayrcurue BerqecrBa
Each spray delivers / Kaxaag ao3a cnper co.qepxlrr:
Mometasone Furoate BI']50 mcg / Mouera-:oua $ypoar Epur.O. 50 r'lrr
Azelastine Hydrochloride BP 140 mcs / Aseracrr4Ha n4,rpoxJropua Epur.O. 140 narcr

Strength /.(orxpoera
140 mcg + 50 mcg / dose
140 rrlxr + 50 urr / roga

Date of Mfg. /
Iara nnoHlsoactaa

07t2024

Dosage form /
JleraocreeHHac 6onura

Metered-dose nasal spray i
CnDefi Hara.nrHsrfi nosraDosaHnLrfi

Date of Exp. / foaen Ao 06t2026

Product code /
Koa npoavrra

sRU030008246040r GS Date of release I lara BsrnycKa 31.07.2024

Batch No / Cepun J\! 12240732 Qty. Released /
Koflrlqecreo BbrlrylueHo

34,840 BOT
34.840 rbrarcoHoe

Batch size / Parnrep cepuu 37,815 bot/ 37,815 <[.naxoHoe
Mfg. License No. /
llpoursoacrseuHas ruueHluq .llir

MNB/10/832

Inspection Lot No
Konrpo.lupyeman cepur Jt&

4000053568 r

Mfg. License Date /
llpouuoacreeHHas nrlueH3rrq
(nara)

30t0412020

Package size / VnaKoerca 75 doses I 75 llos
GMP Compliance certificate Data I
GMP cenruduxar (aara)

1810612020

Market / Pulsor Russia / Poccrq
GMP Compliance certificate No /
GMP ceorudurar J\!

GMP-o1556/20ltN

Reference specification No /
Cneuudurauug.l{} SPC-CC-051325

STP No /
cflrr.]r! STP-CC-037517

API information /
llnQopuauur o6 AIDC

Azelastine Hydrochloride / | Batch No /
Ase,,lacruua rurpoxnoDr.r,rl I Cepxs Ns

F4oo-24oor 
I Hj:fJ":,. I v;*'*:'et,'fi1:1,,

Mometasone Furoate I I Batch No /
Monagraroua dypoa'r I Ceous JtI

MTC-002123 | Mfg by / | Sterling S.p.A.. ltaly /
L24O82A| I flponruoa. I Crepaunn C.n.A., Llratus

No TESTS /TIOKA3ATEJII,I LIMITS / TPEEOBAHI4.fl OBSERVATION / PE3YJIbTATbI

12. Uniformity of delivery dose /
OAsopoasocrr aocrasfl qeMofi

,[03br

9 of I 0 doses: 7 5 o/o to 125 o/o of the
mean;
I 0 of I 0 doses: 65 o/o to 135 % of the
mean
If2 or 3 results are outside 7 5 - 125 o/q test
other 20 doses. Not more than 3 of 30
values may be outside 75 - 125 o/o rmrge
and all the values should be within 65 to
135 o/o I
9 rc l0 .qo3: or 75 %o to 125 %o or
cpelHero 3HaqeHr,r,

I 0 ur l0 Ao3: or 65 o/o to 135 o/o or
cpe,4Hefo 3HaqeHHf

Ecnu2 ull.u 3 peryns'ra, a Brrna[aror H3

npeAenoB 75 - 125 o/o, t4cn].;rcaP,lae

npoBo.(rr c 20 apyrrauu roganu. He
6oree 3 us 30 rHaqeHxfi rrror),r Bbtxorr,rrL
3a flpe.qeJrbr 75 - 125 o/o, il BCa 3HaqeHrfi

AorxHr,r 6urr a npeqerax or 65 ao
135 Yo.

Azelastine Hydrochloride /
Are.nacruna rr{ApoxJroplra:

Minimum / Muuuuyt'r; 97 %o

Maximum I Maxcnuyv; l02o/o

Average / Cpeauee: 1007o

Mometasone Furoate /
Moneraroua Qypoar:

Minimum I Mul:luyu; 97o/o,

Maximum / Marcuuyu: 103%o,

Average / Cpeauee: I 00%o

13. Microbiological purity / Murcpo6uo.roruqecKac qrrcrora

Total aerobic microbial count /
O6uree vzclo aspo6Hux
Mr,rKpoopraHlr3MoB

Not more than 102 cfu per I ml of the
product / He 6oree 102 KOE s I r'.tr

npenapara

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

Yoeesh Kumar Mehta

FCI\,I/QA054/08.00
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certificate of Analysis for Finishetl product /

Cepru{nrar aHaJrr{3a Ha roroByro rpoAyKIIIrrc
6 ol'7 / ( rD.6 Hl

Name of product /
HarrnaenosaH ue n DoIlvKUntl

Momat Rino Advance /
Mouar PHHo AleaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUE

Azelastine * Mometasone metered dose nasal spray /
Ase;racruH + MoMera3ou cnpeft uata,rsH srfi ,ro:upoeauH srfi

lefi creyroutlre BeuecrBa
Each spray delivers / Kax,tac ,ro3a cnpe, coaepxr4r:
Mometasone Furoate BP 50 mcg / Mouera:oua r[ypoar Bpm.O. 50 urr
Azelastine Hydrochloride BP 140 mcg / A:e,racruHa rr4npoxrropul Epur.@. 140 rurr

Strength / [,ou,rpoara
140 mcg + 50 mcg / dose
140 urr + 50 rrrxr / losa

Date of Mfg. /
nara npoulsoAcrsa

07t2024

Dosage form /
JlercancrsexHas 6onma

Metered-dose nasal spray /
Cnoefi Ha:a,rrurrft -noguoonanHslil

Date of Exp. / I-oaen ao 06t2026

Product code /
Koa nDoavrra

sRU0300082460401 GS Date of release I [ara BblnycKa 31.07.2024

Batch No / Cepua Ne 12240732 Qty. Released /
KorHqecreo BbrnYuleuo

34,840 BOT
34,840 rlraronos

Batch size / Parruep cepr.n.r 37,815 bot I 37 ,815 Qrarouoa
Mfg. License No. /
llDoursorcrsexxas fl uueHluq .il!l

MNB/t0/832

Inspection Lot No
Kourpo.nupyemar cepnn .ltE

40000535681
Mfg. License Date /
llponrnogcraeHHafl JIuueH3Hs
(aara)

3010412020

Package size / Ynarosra 75 doses / 75 l'oz
GMP Compliance certificateData I
GMP ceorudurar (aara)

t8t06t2020

Market / Punox Russia / Poco.rc
GMP Compliance certificate No /
GMP ceprudnrar Jtlb

GMP-01556/204N

Reference specilication No /
Cneuuduxauus .ltl!

sPC-CC-0s 1325
STP No /
CIII,I J\b

STP-CC-0375 r7

API information /
[nQopuauur o6 AIDC

Azelastine Hydrochloride / | Batch No /
Agenagruua rlupoxJropr.rA I Ceptlq J&

F4oo-24001 I fj:;'*. I 
y;H'frX:1.',i:lXl,,

Mometasone Furoate I I Batch No /
Mor.rera3oHa dypoar I Cepus JG

MTC-002123 | Mfg by / | Sterling S.p.A.. Italy /
L24O82AI I noonreoa. I Creprraun C.n.A., kl^ratus

No TESTS /NOKA3ATEJII,I LIMITS / TPEEOBAHII.fl OBSERVATION / PE3YJIbTATbI

Total yeast and moulds count /
O6uree qrzcro .[po)KxeBrrx l,t

rrJrecHeBbrx rpu6ou

Not more than l0r cfu per I ml of the
product / He 6oiree l0r KOE B I Mn
npenapara

Less than l0 cfu/ml / Menee l0 KOE/vl

P seudomonas aeruginosa Absence per I ml of the product /
Orcy'rcrnue n I ur npenapara

Absent / Orcyrcrnyer

Slaphylococcus aureus Absence per I ml of the product /
Orcy,rcraue e I rtu npenapara

Absent / Orcl"rcrnyer

14. Assay / Kor[qecrsexxoe oflpeaeJreHr{e

a) Azelastine hydrochloride /
Age.nacruna rrupoxnopuA

From 85 %oto ll5 % of the labeled claim
of Azelastine hydrochloride I Or 85 o/o to
ll5 o/o oT 3ZUBJIeHHOTO KoJIHqecTBa

a3elacTr.rHa f}{Ipoxnopula

99o/o I 99o/o

b) Mometasone furoate /
Mouerasoua Qypoar:

From 85 o/o to ll5 % of the labeled claim
of mometasone furoate / Or 85 % ao
ll5 % or 3ruBJreHHoro KoJrt4qecrBa
MoMera3oHa Qypoara

lo3o/o / 103%"

c) Benzalkonium chloride /
EexgarxoHuq xnop[aa

From 80 %o lo 120 o/o of the labeled claim
of benzalkonium chloride I Or 80Yo to
l20o/o oT 3arIBIeHHOrO KOn[qegtBa
6ensaaxoHuq xJropu.qa

95o/o I 95o/o

15. Package size / Onncanne
ynaKoBKrr

75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. lllo7llos ao Qlarou Hs fI3B[,
cua6xesuufi Ao3r4pyorur4M ycrpofictnorv 14 Ha3aJIbHbIM aAanrepoM c 3aIITTHEIM

KoJr[aqKoM. @raxos c rrHcrpyxur.reft no rueruuttHcl(oMy flpllMeHeuxrc noMeulrllor B

KapToHHyro naqKy.

Preoared,hy I [Ioarorosreno Checked bv / Ilooseoeno Annrovdd bv / Oao6oexo

Signature / Iloanucr /Y ((
Date /,ila'ra ,/o\ \oQ\ r-r u o\ ..oK . t^.7* 6\ 166 I L0q*
Name / tDlI0 Yosesh Kumar Mehta Ravinder Ravi Sanddeo Semwal \
Designation / .Ilo;rxrocrs Ollicer -OA Executive -OA Sr. Manager -QA

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

Tel.: +91-1795 661200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

of7 Cr

Any deviation/Incident/OOS: NA
Orrcnonenuq/necoorsercrs[q/OOC : NA

Declaration of certification: "I 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 of the

local Regulatory Authority and with the normative document no. JIII-Nu(0OI749)-(P|-RU)-300123 and submitted specification no. SPC-

CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3aK.[roqexue o coorBercrBull: Hacronu]rM norrBepxnaro, qro npeAcraBJreHHa;r nr,rure uHQopua\ug flBl;gtcu.(ocroaepHofi u roqnofi.

flanHar cepr.r-r 6srna flpor.r3BeleHa BK,.r]oqur ynaronry/rrlapKr,rpoBKy, r.r npoKoHrponlpoBaHa ua yra:auuofi Bblule npolr3Bo.[crseHHofi

nno[IaA(e B noJrHoM coorBercrBurl c rpe6oeauu.auu Harlexauleft flpoureolcrseHHofi flpamuru (GMP) nT pe6oaauulrrau uopuar:unuoft

AoKlrrelnaqrr{ nn-N(001749)-(P|-RU)-300123 n yrnepxaeunofi cnequQuxaqueil Ne SPC-CC-051325 . flpotoronu npoI,I3BoAcrBa"

ytraroBKrl l.r npoBeleHHbrx aHaJrrr3oB Ars AaHHofi cepuu 6r,rlu npoaHilnr,r3r4poBaHrr r.r c.qenaHo 3aKJIIoqeHIie, qro oHlI coorBercrBylor
rpe6onauuru HalrexaIrlefi flpouseolcraeuuoft flpax'ruxu (GMP).

CepruQurcar aHaJrr{3a Ha roroBylo rIpoAyl(qrlK)
u3

Name of product /
Ha rlrrreHoaaH ue n Do.trvKur.r rl

Momat Rino Advance /
Molral PuHo AaeaHc

Generic name /
HenateHroeaHHoe
HAUMEHOBAHIIC

Azelastine * Mometasone metered dose nasal spray /
Age,racruu + MoMera3oH cnpeil Hara,rrusrI roruponauurtfi

[efi creyroulr.re Be qecrBa
Each spray delivers / Kax,aar ao3a cnpe, coAepxrr:
Mometasone Furoate BP 50 mcg / MoMerasoHa r[ypoar Epur.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A:e,'racruHa rrnDoxitopua Eprar.O. 140 uxr

Strength / [orupoerca
140 mcg + 50 mcg / dose

140 nrcn + 50 rrrrr / aosa

Date of Mfg. /
nara npoureo,qc'rsa

0712024

Dosage form /
Jlexaocrnenuan 6ooua

Metered-dose nasal spray /
C npeE ua.ga,rrHufi aosnooaarrHrrfi

Date of Exp. / l-oaeH ao 0612026

Product code /
Koa noorvrcra

sRU030008246040 I GS Date of release I [ara BbtnycKa 31.07.2024

Batch No / Cepux Ne 12240732 Qty. Released /
KoJuqec'rso BbInYrueHo

34,840 BOT
34.840 OraroHos

Batch size / Parruep ceplru 37,815 bot / 37,815 $,raxouoa
Mfg. License No. /
lloot,tgaoacreeHHaq ruuenlils J\&

MNB/10/832

Inspection Lot No
KoHrpo.n lr pyemaa cepnn .ltE

4000053568 I

Mfg. License Date /
llpousso.lcraeHHafl nrlueH3Hfl
/narn)

30t04t2020

Package size / Ynaroara 75 doses / 75 l.ot
GMP Compliance certificate Data /
GMP ceorr.rdurar (aara)

t8/06t2020

Market / PurHox Russia / Poccr.rs
GMP Compliance certificate No /
GMP ceprndurar.ll!

GMP-01556/20/IN

Reference speci{ication No /
Cneuuduraurq Ns

sPC-CC-051325
STP No /
CTII4 J\I

srP-cc-o37517

API information /
lluQopnauun o6 A<DC

Azelastine Hydrochloride / | Batch No /
AgeragnrHa rr.ulDoxJroDu.a I Ceouc J{b

F4oo-24oor I Hj:lJ"/"n. I y;H',ffi'ct,',r:#,,
Mometasone Furoate I I Batch No /
Morr.rera3oHa dypoar I Cepu, I!

MTC-002123 | Ivttg Uy / | Sterling S.p.A.. Italy /
1.24082A1 I noorsroa. I Creonr.rnrC.n.A., Vratus

Yopesh Kumar Mehta


