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

Tel.: +91-1795 667200 Fax: +91-1795 661299 email:slenmark@)born2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByrc rtpoAyr(qLrK)

n'lof
Name of product /
HatrrrreHosaH ue n Do-trvKuuu

Monrat Rino Advance i
Mouar Pt,lHo AlsaHc

Generic name /
Henarext.osauHoe
HA]IMEHOBAHI{E

Azelastine + Mometasone metered dose nasal spray /
A:elacruu + MoMera3ou cnpefi HasalrHsrfi no:uponaHurrii

[efi crnyroullre BeuecrBa
Each spray delivers / Kaxaaq no3a cnpe, coaepxr,rr:
Mometasone Furoate BP 50 mcg / MoMera3oua rlypoar Epur.O. 50 urr
Azelastine llvdrochloride BP 140 mcs / Ase,'racrlrHa nr4nDoxJroou.u Eour.@. 140 r'lrr

Strength / {oruporra
140 mcg + 50 mcg i dose

I 40 urr + 50 urr / ao:a
Date of Mfg. /
-llara nooulsoacr.ea

06t2024

Dosage form /
Jleraocrsenxaq 6ooMa

Metered-dose nasal spray /
Cnoefi ua:aasHrrfi lolr,roosaHHsrfi

Date of Exp. / foAes ao 05t2026

Product code /
Kon nnolvrra sRU030008246040 I DM Date of release I [ara Bbtnycra 3t.07.2024

Batch No / Cepxn JI! 12240723 Qty. Released /
KorIl.recreo BErrryuIeHo

13,920 BOT
13.920 draroHos

Batch size / Parnrep cepur 15,395 bot I 15,395 S.narouoa
Mfg. License No. /
llnoursoncrseHnaq Jrruexlug }li

MNB/10/832

Inspection Lot No
Kourpo.llr pyenan cepun .ltl!

040000535234
Mfg. License Date /
llpournogc'rneHHas JIuueH3Hr
(nara)

30t04t2020

Package size / Ynarosra I 50 doses / I 50 aoa
GMP Compliance certificateData I
GMP ceprndnrcar (aara)

t8/06/2020

Market / Psrnorc Russia / Poccl.rs
GMP Compliance certificate No /
GMP cenrudurar.lt{!

GMP-o1556/2ollN

Reference specification No /
Cneur.r0urcaurs Ns

sPC-CC-034990
STP No /
CTII4 J\I

sTP-CC-026675

API information /
lluQopnaqur o6 AIDC

Azelastine Hydrochloride / | Batch No /
Agerac'ruHa rrurpoxJropr4n I C.orr J\i,

F400-23004 I Hj:jJ"i,. I y:H'*Xtt'fi:[1,,
Mometasone Furoate I I Batch No /
MoNrsra3oHa dypoar- I Ceorq Jlil

MTC-002123 | Mfg by / | Sterling S.p.A.. Italy /
L24082A1 I llooureoa. I Creprunr C.n.A., Vratus

N
o

TESTS / IOI(A3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

I Description'/ Onucanue White to off-white suspension lBetaauwr
no.IrI4 6era, cycrreH3r.r,

Off-white suspension /
floqru 6erac cycneH3llfl

) Identifi cation / I{aen'ruSurcaqr.rn

a) Azelastine hydrochloride /
Aw.na c mu ua z u d poxno p a d

The retention time of one of the main
peaks in the chromatogram oftest solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
ofstandard solution (see "Assay" section)
/ Bperrrr yAepxuBaHn, o.qHoro vB

ocHoBHr,x [r.rKoB Ha xpoMaTorpaMMe
I4CnErTyeMOrO paCTBOpa ,[OJrxHO

coorBeTcTBoBaTb BpeMeHx y.(epxlrBaH[,
II!4Ka a3ejracTr.rHa rr,rApoxJropu.qa Ha

xpoMarofpaMMe cTaHIapTHoro pasrBopa
(cr"r. pa3Aen <Konuqec'rseHHoe
onpe.qereHre>).

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) / Bpeur yaepxl.{BaHl,L

O.IIHOTO YB OCHOBHLIX nl'IKOB Ha

xpoMaTofpaMMe HcnElryeMoro pacrBopa

cooTBeTcTByeT BpeMeHu y/IepxI,IBaHI4, [I{Ka
a3elacTr{Ha rr.rapoxJlop[.{a Ha

xpoMaTorpaMMe craruIapTHoro pacTBopa.

Prepared,bry / llo.[roroereHo Checked bv / llnoeepeHo AooroveU bv / 0ao6peuo
Sisnature / lloanucu l*-. <.?
Date / nara A\\rQ\)-\H ^qr .c8. l-D\4 o\\ oq l rr?-t
Name / @I{O Yosesh Kumar Mehta Ravinder Ravi Sandeep Sem*al
Desisnation / -ilo;rxuocru Officer -OA Executive -OA Sr. Manaser -OA

00



qt"ennxaxelc
\ tat'sri l(,r,1 n.:r., sr,riii

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

Tel.: +91-1795 667200 Fax:+91-1195 667299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprn$urcar aHaJrrr3a Ha roroByrc rIpoAyxuIrK)

Name of product /
Halrnaexosau ue rtDotrvKull,

Monrat Rino Advance /
Moiuar PtaHo AaeaHc

Generic name /
HenareHroaaHHoe
HAI,IMEHOBAHI|E

Azelastine + Mometasone metered dose nasal spray /
Agelacruu + MoMera3oH cnpeil Hara,rrHsril norupoaauuslfi

flefi crnyroutne BeulecrBa
Each spray delivers / KaNaas ao3a crpefl corepxur:
Mometasone Furoate BP 50 mcg / Mol,rera:osa $ypoar Epur.<D. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A:eracrrHa nr4ilDoxrlopua Epr,rr.<D. 140 urr

Strength / [orr.rporrca
140 mcg + 50 mcg / dose
140 urr + 50 rr.rrn / aosa

Date of Mfg. /
flera nnotatgoncrea

0612024

Dosage form /
JleraocrseHHaq dooMa

Metered-dose nasal spray i
Cnoefi naga,rruufi -no:uoo gannufi Date of Exp. / foaeu ao 05t2026

Product code /
Knn nnnnvmq sRU030008246040 I DM Date ofrelease I [ara BbtnycKa 31.07 .2024

Batch No / Cepun J\I 12240723 Qty. Released /
Kornqecreo BbrnvtueHo

13,920 Bor
13.920 draroHos

Batch size / Parruep cepnu 15,395 bot I 15,395 Srarouon
Mfg. License No. /
lloor.nsoacrneHHas .[uuexsl,ls ]l]

MNB/10/832

Inspection Lot No
Konrpo.nupyeman cepun .ll}

040000535234
Mfg. License Date /
llpo ur aoac'reeHH afl JI u ueH3I{r
(rara)

30t04t2020

Package size / YnaKoera I 50 doses / I 50 los
GMP Compliance certificate Data /
GMP ceprudr.rrcar (aara)

18t06t2020

Market / Pusox Russia / Pocqrc
GMP Compliance certificate No /
GMP ceprudurar.ll!

GMP-o1556/20ltN

Reference specification No /
Cneuu6rrauuq Il! sPC-CC-034990

STP No /
C[I,INS

srP-cc-026675

API information /
[IuQopuauua o6 A@C

Azelastine Hydrochloride / I Batch No /
AleracT uua rrarDoxJropr4r I Ceor.rs J\!

F400-23004 I Hj:jJ"l,. I 
y;H'fiX'Ct.'fi:il1,,

Mometasone Furoate I I Batch No /
Moueragona dypoar I Ceom JG

MTC-002/23 | Urg ry / | Sterling S.p.A.. ltaly /
l,24O82Al I floorrsoa. I CreorunnC.n.A., Vrwrus

N
o

TESTS / ITOKA3ATEJII,I LIMITS / TPEEOBAHI{' OBSERVATION / PE3YJIbTATbI

b) Momelasonefuroate /
Mouemasoua Qypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay"section) /
Bperrar yAepxr4BaHr,r, orHoro v3

ocHoBHbx nuKoB Ha xpoMaToI-paMMe

xclErTyeMoro pacTBopa .qonxHo
cooTBeTcTBoBarL BpeMeHr,r y.qepxl,tBaHHfl

nrrxa MoMera3oHa <pypoara Ha

xpoMaTorpaMMe cTaHAapTHoro pacTBopa
(crrr. pa3.(en <Ko.[H.recrBeHHoe

onpeaeneHHe))).

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

"Assay"section) / Bpenrr y/IepxuBaHru
oIHOTO il3 OCHOBHEIX nI{KOB Ha

xpoMaTorpiMMe IrcnElTyeMoro pacTBopa

cooTBeTsrByeT BpeMeHI.{ yAepxHBaHI,If nl,tKa

MOMera3OHa Qypoara Ha xpoMarorpaMMe
cTaH,{apTHono pacrBopa.

c) Benulkonium chloride /
Bentutxouun 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 ucnErryeMoro
pacrBopa .uolrxHLr o6uapyxuraTscr
nl.lKr4, cooTBeTsrByrouue no BpeMeHiM

y.(epxr.rBaHu, nrrxaM roMoJroros Crz u Crq

6eugaarosur xnopuAa Ha

xpoMarorpaMMe cTaHlaprHoro pacTBopa

(o,r. pa3AeJr <<KoruqectseHHoe
onpe.ueneHue>).

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

Crr in the chromatogram of the standard

solution / Ha xponrarorpzlMMe LlcnblryeMoro
pasrBopa o6napyxuaarorcr uI'IKI4,

coorBeTcrBynulue no BpeMeHiM

y.uepxnBzruu, ILIKaM roMoJlorog Crz LI Cu
6exgarrcon[s xJlop]Lqa Ha xpoMarorpaMMe

craH.qapTHoro pacrBopa.

PrepareFbv / lloarorosrexo Checked bv / llposepexo Approve bv / Oao6peuo

Sisnature / lloanucs 6_
Date / -llara Yo\ 0!L\ )-Lq Ol"c€ ' \- t-{- t 0( \ ?2r-t
Name / tD[lO Yogesh Kumar Mehta Ravinder Ravi Sandeed Semival
Desisnation / no.nxnocrs Oflicer -OA Executive -OA Sr. Manager -QA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan HimachalPradesh l73205,lndia

Tel.: +91-1795 667200 Fax:+91-1195 667299 email:glenmark(@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQnxar aHaJrH3a Ha roroByrc rIpoAyKIIIrrc

3of1 /C. lr3

Name of product /
HaltN,reuoeaHue nDotrYKuHH

Momat Rino Advance /
Mouar PHHo Aneauc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
Ase,racruu + MoMera3oH cnpefi Ha:alsuuril loluponaHHrtfi

[efi crryrcutue BeutecrBa
Each spray delivers / KaNaaq Ao3a cnpe, conepxuT:
Mometasone Furoate BP 50 mcg / Mouera:osa r[ypoar Eprar.<D. 50 urr
Azelastine Hvdrochloride BP I 40 mcs / Areaacrt4Ha ru,[poxrlopua Eprar.@. 140 uxt-

Strength /,{ornponra
140 mcg + 50 mcg / dose
I 40 urcr + 50 urr / aora

Date of Mfg. /
,llara npoureoacraa

06t2024

Dosage form /
JIercapcreeHHas 6opua

Metered-dose nasal spray /
CnDeil ua:a,rrHrrfi AorupoeaHHrrfi

Date of Exp. / foaeH ao 0s12026

Product code /
Knn nnnnvrcre sRU0300082460401 DM Date of release I la'ra Bbrnycra 31.07.2024

Batch No / Cepur Jl! 12240723 Qty. Released /
Koruqecreo BbrnYUleHo

13,920 BOT
13920 SaaroHos

Batch size / Parruep cepun 15,395 bot/ 15,395 grarouor Mfg. License No. /
llooulsoacrgenxaq Jru uealuq ll!

MNB/10/832

Inspection Lot No
Kon'rpo.rupyemaa cepur Jl!

040000535234
Mfg. License Date /
llpourao.qcraeHHar rHqeH3llq
(nnre)

3010412020

Package size / Ynarosrca 1 50 doses / I 50 aor
GMP Compliance certificateData I
GMP cepru0uKar (Aara)

t8t0612020

Market / PuHorc Russia / Poccuq
GMP Compliance certificate No /
GMP ceprudura'r llb

GMP-o1556/2olrN

Reference specification No /
Cneuuduxauus .llI

sPC-CC-034990
STP No /
clltt t\&

srP-cc-026675

API information /
I{u$opruauun o6 AIDC

Azelastine Hydrochloride /
Agelacrusa rl,I;tDoxnoDu-rl

Batch No /
CeoHq J\!

F400-23004
Mfg by /
llDoursoa.

Urquima S.A., Spain /
Yoxsrrrua C.A.. Hcuanuq

Mometasone Furoate /
Movera3oHa dvooar

Batch No /
Ceplrq J\!

MTC-002t23
L2408241

Mfg by /
IIoollraoa.

Sterling S.p.A., Italy /
CreDruxr C.n.A., Llratus

N
o

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.538 / 4.538

4. Density / [I.nornocrr From 0.90 to l.l0 g/cm3 /
Or 0,90 ao I , l0 r/cu3

1.02 glcmr
1,02 r/crra3

5. Viscosity / Bqrrocru Not less than 5 cPs / He ueuee 5 cfls 45.2 cPs I 45,2 cils

6. Mass of the released dose /
Macca surcso6orxaaemoft ao:sr

Single dose / Orae.rsHaq aora:

85.0 to I 15.0 % of the claimed delivered
dose amount / 85,0 - 115,0 % or
3UI'BJIEHHOTO KOJIllqECTBA

Average dose / Cpeaunfl Ao3a:

90.0 to I10.0 % of the claimed delivered
amount I 90,0 - 110,0 o/o or 3tuBrleHHoro
KOJII4qCCTBA

Minimum I Muauuyu: 94.6%o

Marimum / Maxcnvyrra: l05.lYo

Average / Cpelnee; 99.4o/o

7. Mass of the vial content /
Macca coAepxumoro S.naroua

Not less than 14.175 g I
He ueuee 14,17 5 r

14.609 gl
t4,609 r

8. Dose number / Koruqecrso aol Not less than I 50 doses (disregard the
first pumping) / He rrresee 150 aos (ne
cqrTau repBr.rrrnyo nporcavry)

168 doses / 168 aor

9. Particle size / Paruep qacruu 90 % of particles less than l0 pm /
90 7o qacrnu pa3MepoM rueuee l0 ruxu

I 00 % of particles less than 30 pm /
100 o/o.Iacruu pa3MepoM uenee 30 uxrra

Particles of more than 30 pm should be
absent / tlacruuu 6onee 30 MKM .(oJIxHbt
oTc).TcTBOBaTb

l00.0Yo I l00,0Yo

100.0o/o I 100,0%

Absent / Orcyrcruyor

Prepared !9,/ llo4roroo.neuo Checked bv / llposepeHo Aooroved\bv / Oao6peso

Sisnature / lloanucr /Y o
Date / -llara '/ nt \ o Q,\ 1^'Lh o | -c(, )'" 1^{ o\\c9,\l-r1-l
Name / @I4O Yosesh Kumar Mehta Ravinder Ravi Sandeeo'Semwal
Desisnation / llo.nxnocrr Oflicer -OA Executive -OA Sr. Manaser -OA

FCIWQAO54/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road. Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,lndia

Tel.:+9f -1795 661200 Fax: +91-1195 661299 email: glenmark(Dbom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQ u rcar auaJrr{3a Ha roroByro tr poAyKII I{K)

Name of product /
HaunreHoeaHue n potryKulru

Mornat Rino Advance /
Mouar Pt.tHo AaeaHc

Generic name /
HenareHroeaHHoe
HAI{MCHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
Ate,racrns + MoMera3olr c npefi Hata,rsusr ii 1o:npoeauu srft

{eficreyrcuue BeulecrBa
Each spray delivers / Kaxlaq ao3a crpe, corepxlrr:
Mometasone Furoate BP 50 mcg / Mougra:oua r[ypoar Epu'r.<D. 50 narn

Azelastine Hydrochloride BP 140 mcs / Age,racrr.rHa rr4.qpoxrropua Epur.<D. 140 urcr

Strength /,ll,orupoaxa
140 mcg + 50 mcg / dose
I 40 urr + 50 Nrrr / aosa

Date of Mfg. /
,llara npot,traoAcrea

06t2024

Dosage form /
Jlerancreennas 6onua

Metered-dose nasal spray /
Cnpeft Ha:a.nuHurfi nosuposanHsrfi

Date of Exp. / I-oaes ao 05t2026

Product code /
Koa nooavrra sRU030008246040 I DM Date of release I [ata Bbr[ycKa 31.07.2024

Batch No / Cepun Ne 12240723 Qty. Released /
Koluqecreo BbrnyureHo

13,920 Bor
13.920 6flarcoHos

Batch size / Pasnaep cepnu 15,395 bot/ 15,395 Qnaxonon
Mfg. License No. /
llooursoacreeHHaq Jtu ueHlrlq .ll]

MNB/r0/832

Inspection Lot No
KoHrpo.nrpyeuan cepun .l\I

04000053s234
Mfg. License Date /
llpo r.nno4craeH H aq fl Il ueH3u s
( nzrcl

30t04t2020

Package size / Vnarosra I 50 doses / I 50 aor
GMP Compliance certificateData I
GMP cep'ru0urar (Aara)

18t06t2020

Market / Purnorc Russia / Poccur GMP Compliance certificate No /
GMP ceprlrdurar Jlb

GMP-o1556/20lIN

Reference specilication No /
Cneundnrauuq.I& sPC-CC-034990 STP No /

CTII,I JT}
srP-cc-026675

API information /
llHQopmauun o6 A@C

Azelastine Hydrochloride /
AaelacrraHa rr,IJIDoxnoDr.r.u

Batch No /
Ceorq J\!

F400-23004
Mfg by /
ff nor,rtnon-

Urquima S.A., Spain /
Vpxerl{a C. A., Llctasus

Mometasone Furoate /
MoN.rera3oHa 6vDoar

Batch No /
Cenus J\!

IlTC-002/23
L240824t

Mfg by /
lloouleoa.

Sterling S.p.A., Italy /
Crepnr.rHr C.n.A., Ilrwrus

N
o

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,TS OBSERVATION / PE3YJIbTATbI

10. Sedimentation Stability /
CeauMeHraul,loxHaq
ycroftvunocrs

Not less than 5 min / He laesee 5 uus Complies /
Cooraercrnyer

ll Impurities / Ilpunaecu

a) Azelastine hydrochloride /
Azan ac mu a a zu dpoxnopu d a:
Single unspecified impurity /
E4uuravnae Heu.{euruQr.rqupoBaHHarr
npr,rMecb

Total impurities / Cynarr,ra npurr.recefi

b) Mometasonefuroate /
Momemasoaa Qypoama
ImpurityD/flpuuecrD

Single unspecified impurity /
EruHnq Ha, ueu.qenruQuqupoBaHHa,
npr.rMec6

Total impurities / Cynnaa npuuecefi

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 V:o

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

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

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

Not Detected

Not Detected

0.0w0,0%

0.1%o I 0,lo/o

030h I 0,30/o

Name / OIIO

FCIWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,lndia

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

Certificate of Analysis for Finished Product /
CepruQnxar aHaJrrr3a Ha roroByrc [poAyKuIrK)

ol H]

Name of product /
HaI,trr{eHoeaH ue n DoavKulr l,l

Momat Rino Advance /
Movar PnHo AnsaHc

Generic name /
HenareHrosaHHoe
HauMeHoBaHl|e

Azelastine * Mometasone metered dose nasal spray /
Alerac'ruH + MoMera3oH cnpefi ua:a-nuHurfi no:upoaauustil

[eilcrayroutue BeutecrBa
Each spray delivers i KaNraq.(o3a crpe, conepxur:
Mometasone Furoate BP 50 mcg / Mouerasosa $ypoar Bprar.@. 50 urr
Azelastine Hydrochloride BP 140 mcs / Aseracrr4Ha rrnDoxnopna Eprar.@. 140 ltxr

Strength / !,orupoara
140 mcg + 50 mcg / dose
I 40 urn + 50 Nrrr / aosa

Date of Mfg. /
nara npongsoacrsa

0612024

Dosage form /
Jlerancreerxac 6ooMa

Metered-dose nasal spray i
CnpeI ua:ramnstfi aosrapoeauurrii

Date of Exp. / foaen ao 05t2026

Product code /
Koa nooavx'ra

sRU030008246040 I DM Date of release I [ara BbtnycKa 31.07.2024

Batch No / Cepun JII 12240723 Qty. Released /
Koruqecrso BbrnyueHo

13,920 Bor
13.920 0raroHos

Batch size / Parnrep cepuu 15,395 bot/ 15,395 SaaroHoo
Mfg. License No. /
lloorlraoacrsessas .nuueurxs .ll!

MNB/10/832

Inspection Lot No
Kourpo.nupyemaa cepur i& 040000535234

Mfg. License Date /
Ipourno4creeHHafl fl uueH3us
(narel

30/0412020

Package size / Ynarcosra I 50 doses / I 50 ao:
GMP Compliance certificate Data I
GMP ceorudurar (aara) ,

t8t06/2020

Market / Psruox Russia / Poccur
GMP Compliance certificate No /
GMP ceorudurar l&

GMP-01556/2oltN

Reference specification No /
Cneurrdrlxauaq .l\!

sPC-CC-034990
STP No /
CNII JG

srP-cc-026675

API information /
llHQopmauun o6 AOC

Azelastine Hydrochloride /
Aseracrl,tHa rI,I]IDoXJIoDH-rI

Batch No /
Cenrc Jl!

F400-23004
Mfg by /
flnoursoa.

Urquima S.A., Spain /
Yoxsr,rrla C. A.. Vcnasus.

Mometasone Furoate /
MoMera3ona dvooar

Batch No /
Ceprq Ne

MTC-002123
L24082A1

Mfg by /
ffnournon-

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

N
o

TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATION / PE3YJIbTATbI

t2. Uniformity of delivery dose /
O,qHopo4uocrr 4ocraoraeuofi
AO3bl

9 of l0 doses: '75 %oto 125 %o ofthe
mean;
I 0 of I 0 doses: 65 o/o to 135 o/o of the
mean
lf2 or 3 results are outside 75 - 125 yo,tesl

other 20 doses. Not more than 3 of 30
values may be outside 75 - l25o/o ranga
and all the values should be within 65 to
135 o/o I
9 us l0 Ao3: or 75 o/o to 125 o/o or
cpeAHefo 3HaqeH}{t

l0 us l0 ao3: or 65 %;o rc 135 o/o or
cpe.qHero 3HaqeHrac

Ectru 2 ullla 3 perynsT ara Bbrna,4alor Lr3

rrpeleJroB 75 - 125 o/o, ucnbt'raP.ue

flpoBo.[cr c 20 apyrr,rrrau.{orarr.rn. He
6onee 3 ns 30 sHaqeHrfi r'roryr BblxoAlrrr
3a lrpeAenLr 75 - 125 o/o, t4 BCa 3HaqeHLL

.(onxHrr 6srrr e npegerax or:65 Ao
135%.

Azelastine Hydrochloride /
AceracrNHa rllApoxnopnA:

Minimum / Muuuuyr',c 97 o/o

Maximum / Maxcrarrryrvr: 103%o

Average / Cpeanee: 100.0%

Mometazone Furoate /
Mopreraloua Qypoar:
Minimum / Muruuyu: 9 5o/o,

Maximum / Maxclrr'ryrr,r: 103%o,

Average / Cpe.qHee: 100.0%

13. Microbiological purity / Murpo6uo.noruqecKar qucrora

Preoared bx / [oarorosreno Checked bv /IlooseoeHo Approved ill/ Otobpeno
Sisnature / lloanucr /w C-l
Date /.llara r'rlot\ J-t-H O(.o.? , r-<l 14

u\\o8t t-o'uq
Name / @}IO Yosesh Kumar Mehta Ravinder Ravi Sandeep Semwal
Designation /,llo.nxnocrr Ollicer -OA Executive -OA Sr. Manaser -OA

00



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

qLeetmamk Tel.: +91-1795 667200 Fax: +91-1195 667299 email: glenrnark(r?bom2.vsnl.net.in

'\ r'crr''irri trrt ': nrr"' t.riri 
certificate of Analysis for Finished Product I

CeprnQ unar aHaJrr{3a Ha roroBylo rr poAyKII IrK)
601 rD, 6 rr3

Name of product /
HaunreH osaH ue n po,[vKulu{

Momat Rino Advance /
Mourar PuHo Arsarrc

Generic name /
HenareHt.ogaHHoe

Azelastine * Mometasonc metered dose nasal spray /
A:eracrnu + MoMera3oH cnpei.i uara"ruusrfr no:upoaaHustil

.(efi creyrcurne BeulecrBa
Each spray delivers / Kaxaaq ao3a crpe, coxepxur:
Mometasone Furoate BP 50 mcg / MouerasoHa (rypoar Epur.<D. 50 uxr
Azelastine Hydrochloride BP 140 mcg / A:re,'racruHa rr4Apoxrlopua Epur.O. 140 urr

Strength / fiorr.rpoarca
140 mcg + 50 mcg / dose
140 rrarr + 50 r',txn / aosa

Date of Mfg. /
-llara noolt3eoacr.sa

0612024

Dosage form /
JleraocrseHHaq 6ooMa

Metered-dose nasal spiay /
Cnpeil Hasa,qsHuil AolllposaHHr,rfi

Date of Exp. / foaes Ao 05t2026

Product code /
Koa npoaYrcra

sRU0300082460401 DM Date of release I lara Bbrnycra 31.07.2024

Batch No / Cepun Jl! 12240723 Qty. Released /
Ko.[Nqecrso BbrnytreHo

13,920 BOT
13.920 draKoHos

Batch size / Parrrep cepuu 15,395 bot / 15,395 S;rarouon
Mfg. License No. /
lloorlrsoac'reeHHaq fl r.tueHlus ]{!

MNB/r0/832

Inspection Lot No
KoHrpo.nupyenran cepun J\!

040000s35234
Mfg. License Date /
Ilpoureo.qcreeHHaq rrlqeH3llr
/nqrn)

3010412020

Package size / Ynarcosra 150 doses / 150 los
GMP Compliance certificateData I
GMP ceorudr.rrar (aara)

r8t06t2020

Market / Punor Russia / Poccr,rx
GMP Compliance certificate No /
GMP ceorudurar J\!

GMP-01556/2olIN

Reference specification No /
Cneurdr.rrauuq .il!

sPC-CC-034990
STP No /
CTII,I J\t

sTP-CC-026675

API information /
llHQopruauur o6 A@C

Azelastine Hydrochloride /
Asenac, 14Ha nr,ulpoxJropr.ra

Batch No /
Ceous J\!

F400-23004
Mfg by /
flnonrsor.

Urquima S.A., Spain /
Yoxsnlra C.A.. I4cnasrzs

Mometasone Furoate /
Molrera:oHa ibvooar

Batch No /
Ceous J\!

MTC-002123
L240824t

Mfg by /
flnonrnon-

Sterling S.p.A., Italy /
CrepnnHr C.n.A., Lbwlras

N
o

TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

Total aerobic microbial count /
O6uee vucro a:po6usrx
Mr,rKpoopraHn3MoB

Not more than 102 cfu per I ml of the
product / He 6onee 102 KOE B I Mr
npenapara

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

Total yeast and moulds count /
O6uree qr{cJro ApoxxeBbrx r.r

rurecHeB6rx rpu6oe

Not more than l0r cfu per I ml of the
product / He 6oaee l0r KOE e I run

npeIIapara

Less than l0 cfu/ml / Meuee l0 KOE/rrll

Pseudomonas aeruginosa Absence per I ml of the product /
O'rcyrcreue n I ur npenapara

Absent / Orcyrcrayer

Staphylococcus aureus Absence per I ml of the product /
Orcyrcraue a I rur npenapara

Absent / Otcyrcrnyer

t4. Assay / Kor[qecrseHHoe onpeAeJreHt,le

a) Azelastine hydrochloride /
Ase.nacrnna rrupoxaopuA

From 85 yo to ll5 %o of the labeled claim
of Azelastine hydrochloride / Or 85 % ao
ll5 % or 3turBireHHoro KoJrI,IqestBa
a3eJracTrrHa f xlpoxJropu,{a

99o/" / 99Yo

b) Mometasone furoate /
Momerarosa Qypoa'r

From 85 Yoto ll5Yoof the labeled claim
of mometasone furoate I Or 85 o/o to
ll5% or 3uuBreHHoro Ko;rr.rqesrBa
MoMera3oHa $ypoara

l05o/ol l05Yo

c) Benzalkonium chloride/
EenrarrcoHlrq xJropllAa

From 80 yo to 120 % of the labeled claim
of benzalkonium chloride / Or 80 % ao
120 o/o OT 3tUBJIeHHOTO KoJII{qeCTBa

6esga.nrcouus xlropura

94o/o I 94%o

Preoareffiv / lloaroroereHo Checked bv / [IposepeHo Anoroved brl / Oao6peuo
Sisnature / [oanucs /x (z
Date / nara

-ol 
lo Ql,) ^r.tt ol\a8. l, ltt ot nl lcLL

Name / @I{O Yogesh Kumar Mehta Ravinder Ravi Sandeeblsemrial I
Desisnation / .llo.rrxnocrr Ollicer -OA Executive -OA Sr. Manager -QA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan HimachalPradesh l73205,lndia

Tel.: +91 -1795 667200 Fax: +91-1795 667299 email: slenmark(Obom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQnrar aHaJrr{3a Ha roroByrc rIpoAyKIIHIo

Any deviation/Incident/OOS: Non-applicable
Orrcronenfiq/Hecoorsercrsflq/OOC : He rrp]rMeHr.rMo

Declaration of certification: "I hereby certifi 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. JItl-Nr(00I749)-(P|-RU)-300123 and submitted specification no. SPC-

CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3annrcqeuue o coorBercrBrrlr: HaqroflullrM norrBepx[arc, rrro npe.qcraBJreHHarr nuure uuQopuaqfi, ,BJlrercfl,4ocroaepuoft L ToqHoE.

fiauwas cepue 6ura npo[r3Be.{eH4 BKJrroqiu ynaronxy/rr.rapxtrpoBKy, r,r [poroHTponr4poBaHa ua yra:aHHoil Bbrlue npou3BoacrgeHHofi
nnoula,4Ke B rroJrHoM coorBercrBr.ur cT pe6onauu.nuu Ha,qaexaulefi flpor,r:noAcreeHHofi flparruru (GMP) u rpe6oeauuauu nopruaruauofi

AoK)&leuraurrt JIII-Nr(001749)-(P|-RU)-300123 u y,rnepNaensofi cneqr.rQnxauuefi Ne SPGCC-034990. tlporoKoJlbr rlpol,t3BorcrBa,
yflaroBl(x u npoBe.{eHHbrx aHa;rr.r3oB ar.s AaHHoft cepurz 6srnu npoaHanr,r3upoBaHEr r.r crelraHo 3aKrIoqeHLIe, rITo oHI,t coorBercrBylor
rpe6ouaHuru Halrexaulefi flponsnogcrneuHofi flparruxu (GMP).

7 ol'7 lCro.1 nt
Name of product /
Hal,rnreHoeaHue nDonvKu]rr

Momat Rino Advance /
Mouar PfiHo Aneanc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHl|E

Azelastine + Mometasone metered dose nasal spray /
Aee,'Iacrr4H + MoMera3ou cnpeft ua:arsusril 1o:upouaHHufi

{eft creyrcul.re BeutecrBa
Each spray delivers / Kaxcaaq .uo3a crrpefl corepxr4r:
Mometasone Furoate BP 50 mcg / Mouera:oua r[ypoar Epur.<D. 50 rr,trr
Azelastine Hydrochloride BP 140 mcg / Areracrr{Ha rn.(pox,'Iopr.ra Eprar.<D. 140 uxr

Strength /,[orupoara 140 mcg + 50 mcg / dose
140 rrrr<r + 50 rrrxr / aoea

Date of Mfg. /
nara noolllsoacrea

0612024

Dosage form /
JlerancreeHHaq 6onma

Metered-dose nasal spray /
Cnpefi HasansHrrfi no:uposaHHsrft

Date of Exp. / foaen ao 05t2026

Product code /
Koa nooavrra sRU030008246040 I DM Date of release / [ara BbtnycKa 31.07.2024

Batch No / Cepun Jl! 12240723 Qty. Released /
Ko.nuqecrno BbrnyueHo

13,920 BOT
13.920 OraroHos

Batch size / Parmep cepuu 15,395 bot / 15,395 Q,rarcouoe
Mfg. License No. /
IIoo[leoacreessas rnueusug ]l]

MNB/10/832

Inspection Lot No
Konrpo.nu pyeuan ceplra Ne

040000535234
Mfg. License Date /
lIpoumoqcroeHHas JIrrueH3nfl
/nnre)

3010412020

Package size / VnaKosKa I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP cenrudurar (aa'ra)

1810612020

Market / Psrsor Russia / Poccr,rx
GMP Compliance certificate No /
GMP cepru0urar.Itl!

GMP-Or556/20lrN

Reference specilication No /
Cneuxdurcauus Jl! sPC-CC-034990

STP No /
CTII4 J\&

srP-cc-026675

API information /
IIHQopmaur,rn o6 AIDC

Azelastine Hydrochloride / | Batch No /
Atelac'ruua rr,rApoxJroplrA I Cepuq l\! F4oo-23004 I Hj:jJ"i,. I y:H',*Xtt."r:#,,
Mometasone Furoate I I Batch No /
MoueT a:osa 0ypoar I Cepus Jtb

MTC-002123 | Urg ry / | Sterling S.p.A.. Italy /
L24O82A| I fioour"oa. I CreprlrnrC.n.A., Vratus

N
o

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I{ OBSERVATION / PE3YJIbTATbI

15. Package size / Onxcaxue
ynaKoBKr.l

150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / IIo 150 gor no Qlarcou r,rg II3BII,
cua6NeHurrfi .qo3upyroutr,rM ycrpoficrnou L Ha3iuIbHBIM a.qanrepoM c 3aulI'trHBIM

KoJrnarrroM. @laxos c r.rHcrpyKunefi rto ueluur.rHcxoMy nplrMeHeHurc noMel[zllor B

KapToHHyo IIarrKy.

FCN{/QAo54/08.00


