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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh ll3205,lndia

Tel.: +91-1795 667200 Fax: +91-1795 661299 email:glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Cepru{urcar aHaJrr{3a Ha roroByro rpoAyKIIIrrc
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*- /.') ,^?'",
@ lvil' il
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Name of product /
HarlnneHoeaH Ne rr oorrvKUr.r.l

Momat Rino Advance /
Monrar PuHo y'',lsaHc

Generic name /
HenareHroeaHHoe

Azelastine + Mometasone metered dose nasal spray /
Aleracrun * Mouera:oH cnpei ua:a,rrHurii loruponaHuuft

[eft creyrcutue BeulecrBa
Each spray delivers / Kaxlaq Ao3a cnpe, conepxur:
Mometasone Furoate BP 50 mcg / Monera:oua Sypoar Epur.<D. 50 vrr
Azelastine Hvdrochloride BP 140 mcs / AseracrllHa rl{npox;loprzl Epra'r.O. 140 uxr

Strength /,nlol.r ponrca
140 mcg + 50 mcg / dose
140 rr,txr + 50 n,tKr / losa

Date of Mfg. /
.Ilara nnor.rsgoacrsa

04t2023

Dosage form /
JleraDcrseHHaq 6oDMa

Metered-dose nasal spray i
Cnpefi sa:a,rsHsril aosr.rposaHHr,rfr

Date of Exp. / foaeH ao 03/202s

Product code /
Koa nooavrra sRUo30008246040 1 DM Date of releas e I [ara BbrnycKa 05.07.2023

Batch No / Cepun Jl! t2230376 Qty. Released /
KoruqecT so BbrnyrueHo

23,360 BOT
23,360
draroHos

Batch size / Pasnep cepuu 25,395 bot I 25,395 S.naxouon
Mfg. License No. /
IloongsoacreeHnaq fl nueHsLq )l!

MNB/10i832

Inspection Lot No
Koxroo.lr n overu as ceous J\t

040000456744
Mfg. License Date /
flooulnoacrseHHafl JI t{ueH3llq (aara)

3010412020

Package size / Ynaxoexa I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP cenrudurar (aara)

1810612020

Market / PsrHor< Russia / Poccus
GMP Compliance certificate No /
GMP ceorudnrar J\!

GMP-
01 556/2oltN

Reference specification No /
Cneuudurcauuq .Il!

sPC-CC-034990
STP No /
CII'I ]\b

sTP-CC-026675

API information /
l{HQopruaurar o6 AIDC

Azelastine Hydrochloride /
AseaacruHa rrulDoxJloDlr.[

Batch No /
Cenus.lli

F400-22003
Mfg by /
flnnurnon^

Urquima S.A., Spain /
Vnrsr4r,{a C. A. - Vctauus.

Mometasone Furoate /
MonaerasoHa $ypoar

Batch No /
Cepnn J\!

MTC-
002121L21605
A1

Mfg by i
llpousrog.

Sterling S.p.A., Italy /
Crepruur C.n.A., Vrwr:as

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.fl OBSERVATION / PE3YJII,TATLI

I Description / Onncanue White to off-white suspension I Betas
uru noqrr.l 6e:rar cycneurua

Off-white suspension /
floqrra 6eraq cycneH3n,

) Identifi cation / [Ioa.rruH Hocrr

a) Azelastine hydrochloride/
As et ac mu na e u d po xtt o p u d

In the test ofassay, 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 / Bperrar
yAepxHBaHHq ocHoBHofo nI,IKa Ha

xpoMaTorpaMMe l{cnr,rTyeMoro
pacrBopa AonxHo cooTBETcrBoBarL

BpeMeHrr yaepxHBaH14, ocHoBHofo [r{Ka
Ha xpoMarorpaMMe pacrBopa
craunaprHoro o6pa:qa a3etacrvua
ruApoxJropr.rAa (cu. pa3aeJl

<<Ko,ruqecrsesHoe orpe.qereHue>).

The retention time of the main peak in the
chromatogram of the sample solution
conespond to the retention time of the main
peak in the chromatogram of azelastine

hydrochloride standard solution / Bpenar

y4ep)KuBaHuc, ocHoBHofo rIHKa Ha

xpoMaTofpaMMe uclrblTyeMofo pacrBopa

cooTBeTcTByeT BpeMeHLI yAepxLIBaHI4q

ocHoBHofo nuKa Ha xpoMaTol'paMMe pacrBopa

craHAaprHoro o6pa:ua a3eJlacrl4Ha

fr,rApoxnopr4.qa.

,,''d$t'U
\

Prepartd bv / lloaroroereHo Checked bv / [IpoeepeHo AnnrDved bv / Oao6neso

Sisnature / lloanucr tY./ K
Date / nara "'lo lo'l I 1^r,a .-zo 

I o-1 'l'arl |,-olo'll)'t u)
Name / IDI{O Yosesh Kumar Mehta Atul Kumar AiavrKurhar Gars
Desisnation /,ilo.nxsocrs Officer -OA Officer -OA Asst. Manaser -OA

FCIWQAOs4/08.00
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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 /
CepruQunar aHaJrr3a Ha roroByrc rpoAyKulrrc

l.I3ol
Name of product /
Har.rnrenosaH ue nDolrvKuu]t

Momat Rino Advance /
Mouar Pllno AaeaHc

Generic name I
HenareHroaasuoe
HAUMCHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
AgeracruH -| Mouera-:os cnpefi ua:a,rrHsrfi lourporaHurtfr

leilcrryrcune BeulecrBa
Each spray delivers / Kaxaac ao3a cnpe, coAepxr4r:
Mometasone Furoate BP 50 mcg / Mouera:oua Qypoar Epnr.@. 50 rrarr

Azelastine Hydrochloride BP 140 mcg / AseracruHa rr4.qpoxJropua Epur.tD. 140 naxr

Strength / [oruponra
140 mcg + 50 mcg / dose
140 uxr + 50 rr,rKr / aosa

Date of Mfg. /
nara nooulsoac.rga

04/2023

Dosage form /
JlerapcrseHHaq 6opMa

Metered-dose nasal spray /
Cnpefi nasa,'tHrrfi aogr.rposaHHsrft

Date of Exp. / foaeH ao 03t202s

Product code /
Koa npoayrcra

sRUo30008246040 r DM Date of release / [ara Br'rrycKa 05.07.2023

Batch No / Cepun J\! 12230376 Qty. Released /
Koru.recrso Bbrny[IeHo

23,360 BOT
23,360
draxoHos

Batch size / Parnaep cepuu 25,395 bot I 25,395 graxonoe Mfg. License No. /
llDoulso.qcrsennas ruueH3ltq ]lb

MNB/10/832

Inspection Lot No
Kosrpo.luDveMas ceonq .I{b

040000456744
Mfg. License Date /
llnongeoacrseHHafl JrHueH3I,rq (aara)

30t0412020

Package size / YnarcoeKa I 50 doses / 1 50 ao:
GMP Compliance certificateData I
GMP ceorudurar (uara)

18106/2020

Market / Psluorc Russia / Pocclrq
GMP Compliance certificate No /
GMP ceorudurcar J\b

GMP-
01556/20lIN

Reference specification No /
Cneuudurauuq .]\l}

sPC-CC-034990
STP No /
CIII,I t\]

sTP-CC-026675

API information /
l,lnQopruauraa o6 AIDC

Azelastine Hydrochloride i
AseracruHa rr4nDoxnopu,rl

Batch No /
Cepuq J\!

F400-22003
Mfg by /
Ilporlaoa.

Urquima S.A., Spain /
Voxsr.rN.{a C. A. - I,lcnag.us

Mometasone Furoate /
Morrae'ra:osa Qypoar

Batch No /
Cepun Ne

MTC-
002l2tL2l60s
A1

Mfg by /
llpor.rrnog.

Sterling S.p.A., Italy /
Creprunr C.n.A., Ir{rasl':as

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI

b) Momelasonefuroate /
Mouemasona Qypoam

In the test ofassay, 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 / Bpeur yneplr:aBaHrar
ocHoBHoro nr4r(a Ha xpoMaTorpaMMe

Hcnr,rTyeMoro pacTBopa aoJrxHo
cooTBercrBoBarr, BpeMeHH

yAepxHBaHr4q ocHoBHoro rrHKa Ha

xpoMarorpaMMe pacrBopa
crarrAaprHoro o6pa:ua MoMera3oHa

Qypoara (cu. pa:aea <Koru.{ecrBeHHoe
onpe4ereuue>).

The retention time of the main peak in the
chromatogram of the sample solution
conespond to the retention time of the main
peak in the chromatogram of mometasone
furoate standard solution / BpeMfl yAepxuBaHu,
ocHoBHoro flr.rKa Ha xpoMarorpiMMe
r4cnbrryeMofo pacrBopa coorBercrByeT
BpeMeHu y.4epxnBaHH, ocHoBHofo rI4Ka Ha

xpoMarorpaMMe pacrBopa cTaHlaprHofo
o6pa-:ua MoMera3oHa $ypoara.

Preparydtl bv / [Ioarorosreuo Checked bv / llposepeHo Annror ,d bv / Oao6neno
Sisnature / [Ioanucu tx/ .1 c Y'

Date / Ilara \-,olo_l 1 \.v1 "-2.o Iel \'L''] LDl c>l Pv?
Name / <DIIO Yosesh Kumar Mehta Atul Kumar Aiav Ktm/r Gare
Desisnation / no.nxsocrs Officer -OA Officer -OA Asst. Manaser -0A

FCM/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 113205,lndia

Tel.: +91-1195 667200 Fax: +91 -1795 66'7299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar aHaJrrr3a Ha roroByro rlpoAyKrInK)

Pase 3 of9 / 3ur9
Name of product /
HaurueHosaH ue nDotrvKultu

Momat Rino Advance /
Mouar PrlHo A-qsaHc

Generic name /
Henaresroaasuoe
HAllMCHOBAHHE

Azelastine -i- Mometasone metered dose nasal spray /
AgeracrnH -f Molrera-:ou cnpefi uasa,rsuufi 4osuponauHufi

flefi crryroutue BeruecrBa
Each spray delivers i Kaxaaq ao3a cnpe, coAepxr.rr:
Mometasone Furoate BP 50 mcg / MoMerasoHa Qypoar Epur.@. 50 vrr
Azelastine Hvdrochloride BP 140 mcs / Aseracrr4Ha rr4nDoxJropua Epur.<D. 140 urr

Strength /.(oruporrca
140 mcg + 50 mcg / dose
140 uxr + 50 rrlrc / aosa

Date of Mfg. /
.IIlre nnoralgonc,rga

04/2023

Dosage form /
.JIera ncrsen nas rhonrvra

Metered-dose nasal spray /
Cnpefi Ha:a,rrnr,rfi .qogr-tponannufi

Date of Exp. / foaen ao 0312025

Product code /
Koa nponyrcra

sRU030008246040 I DM Date of release I lara Bbrnycrca 0s.07.2023

Batch No / Cepr.rr J\! 12230376 Qty. Released /
Korriqecrso BbrnyueHo

23,360 BOr
23,360
draroHos

Batch size / Parmep cepr.rlr 25,395 bot 125,395 Saaxouon
Mfg. License No. /
IIpolllnoacrseHHaq r LrueHlr.rs .ll]

MNB/10/832

Inspection Lot No
Kourpo.nupvemaq cepuq .ll!

040000456744 Mfg. License Date /
llooursoacreeHHafl JrrrueH3uq (aara)

30t0412020

Package size / VnaKosra I 50 doses / I 50 aos
GMP Compliance certificate Data I
GMP cenrudurar (aara)

18t0612020

Market / Punor Russia / Poccur
GMP Compliance certificate No /
GMP ceprudurar J\!

GMP-
0 I 556/20lrN

Reference specification No /
Cneuudurauus .IlI

sPC-CC-034990
STP No /
CIII4 }G

sTP-CC-026675

API information /
tr{HQopmaqun o6 A@C

Azelastine Hydrochloride /
Agelacrra ga rr4jlpoxnopun

Batch No /
Ceouq J\!

F400-22003
Mfg by /
flnoureon-

Urquima S.A., Spain /
Voxs[N4a C.A..I4cna:g^us

Mometasone Furoate /
Mouera:ona Qypoar

Batch No /
Cepun J\!

MTC-
002121L21605
AI

Mfg by /
llpouseog.

Sterling S.p.A., Italy /
Crep:rnnr C.u.A., Ir.Irwrus

No TESTS / IIOKA3ATET'II4 LIMITS / TPEBOBAHI4.g OBSERVATION / PE3YJIbTATbI

c) Benzalkonium chloride /
Eeuzatxouun 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 Cr+ in the
chromatogram ofthe standard solution /
Ha xpoMarorpaMMe ilcnLrryeMoro
pacrBopa roJrxHbr o6napyxunarucr
nr4K[, cooTBeTcrByroulHe rro BpeMeHaM

yAepxr,rBaHufl rrrrKaM r-oMolroros Crz 14

Cr+ 6ensanrcoHr4.s xnopr,IAa Ha

xpoMarofpaMMe craHlapTHoro
pacrnopa (cu. pa:Ae.n <KoauqecrBeHHoe
onpelereuue>).

The chromatogram of the sample solution
contain peaks corresponding to the retention
times of peaks of benzalkonium chloride
homologues Crz and Cra in the chromatogram of
the standard solution / Ha xponaarorpaMMe
r4cnbrryeMono pacrBopa o6uapyxuuatorcr
IrHKr,r, cooTBeTcTBylouue no BpeMeHaM

yaepxr.rBaHrfi nI,IKaM roMoJloroe Crz u Cr+

6enga,.rxoHuc xnopura Ha xpoMarorpaMMe
cTaHAaprHofo pacTBopa.

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.60 t4,60 ,<:'{;
4. Density / Il.noruocrs From 0.90 to 1.10 g/cm3 /

Or 0,90 ao 1,10 r/cu3 l3i iiifj 1sx 
-""^?il

5. Viscosity / Bqrrcocrs Not less than 5 cPs / He rraesee 5 cllr 45.0 cPs / 45,0 crls I: I rl ,r ^ fV '";

q"n-*@

Preparedtbv / lloanorosreHo Checked bv / IlnoeepeHo Annrovefl bv / Oaobnero
Sisnature / lloanucs rr,,' A <1+

Date I nara l'-1^\o'? I voLi )i. t "11'r- f lrl r'4ldrtvt
Name / @I{O Yogesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desisnation / norxsocrs Officer -OA Officer -OA Asst. Manaser -OA

FCN4/QA054/08.00
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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: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQnnar aHaJrr{3a Ha roroByro rlpoAyKIIl{rc

4 ol'9 I Cro.4 ut
Name of product /
Har.rnaeHoaaH lle nDofl vKUI.tu

Momat Rino Advance /
Mouar PHno ArsaHc

Generic name /
Henarexronauuoe
HAUMCHOBAHI{E

Azelastine * Mometasone metered dose nasal spray /
Ageracrnn * MoueragoH cnpefi ualaru,u;ril 1o:lrponauHsrii

[eilcrnyrourue BeruecrBa
Each spray delivers / Kaxaaq ao3a cnpe, coaepxr4r:
Mometasone Furoate BP 50 mcg / Mouera:osa $ypoar Bprar.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / Aserac'n{Ha r}.IApoxrlopua Epnr.<D. 140 uxr

Strength /.{osuponra
140 mcg + 50 mcg / dose
140 rraxr + 50 Nrm / aosa

Date of Mfg. /
nara npoureoacrra

0412023

Dosage form /
.IIera ncrnennaq rhonua

Metered-dose nasal spray /
Cnneft ga:anr,Htrfi .ryosHnosaxHrlfi

Date of Exp. / foaeu ao 031202s

Product code /
Koa nooaYrma

SRUO300082460401 DM Date of releas e I [ara BbrnycKa 05.07.2023

Batch No / Cepun J\b 12230376 Qty. Released /
Ko,rHqecrso BbrnyuleHo

23,360 BOT
23,360
drnaxonos

Batch size / Pasruep cepr.rr.r 25,395 bot I 25,395 Q,raronor
Mfg. License No. /
llnoursoacreeHHas ruuenl[q .l\!

MNB/10/832

Inspection Lot No
Kosroo.runveMaq ceolrq Ns

040000456144
Mfg. License Date /
lloor.rssoacrseHHaq .tlllueH3uq (aara)

3010412020

Package size / VnaxosKa 150 doses / 150 aos
GMP Compliance certificateData I
GMP cenrr.rdurar (aara)

1810612020

Market / Purnox Russia / Poccrq
GMP Compliance certificate No /
GMP ceoruduxar J\!

GMP-
01556/20lrN

Reference specification No /
Cneurdurcauuq .ll!

sPC-CC-034990
STP No /
CTII4.I\&

sTP-CC-026675

API information /
I,IHQop*rauua o6 AOC

Azelastine Hydrochloride i
Ageracrusa rr,rJlpoxJroDHn

Batch No /
Cepuq.ll!

F400-22003
Mfg by /
llpouseoa.

Urquima S.A., Spain /
VoKer4N,ra C. A. " I,Icnasus

Mometasone Furoate /
Molasra3oHa Qypoar

Batch No /
Cepna J\b

MTC-
002t21L21605
AI

Mfg by /
llpournoa.

Sterling S.p.A., Italy /
Creplunr C.n.A., Vrwrus

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

6. Mass of the released dose /
Macca nsrcno6oxaaemoft aolsl

Single dose / OrAe.[rHaq Aora:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 - 115,0% or
3arrB;reHHoro gucso6oNAaerroro

KOJI14qCCTBA

Average dose / Cpeanar ao3a:

90.0 to I 10.0 % of the claimed delivered
amount / 90,0 - 110,0 % or gaflBrreHHoro

sucno6oxaael4oro KonuqecrBa

Minimum I Mrauuuyu:. 89.7o/o

Marimum / Marcuuylrt: 102.6%0

Average I Cpetueo. 96.20/o

7. Mass of the vial content /
Macca co4epxumoro Q.naroua

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

14.4009 I
t 4,400r

8. Dose number / Ko.nuqecrao .[or Not less than 150 doses (disregard the
first pumping) / He venee I50 aos (He

cqI4Ta, nepBr4qnyro nporcavrcy)

l7l doses I l7l roz

9. Particle size / Parruep qacruu 90 7o ofparticles less than l0 pm /
90 oZ qacruu panMepoM rr,tesee l0 vrrr.r

100 % ofparticles less than 30 pm /
100 o/o qacruU pa3MepoM uelree 30 urv
Particles of more than 30 pm should be
absent / tlacruuur 6oree 30 uxla
AOJT)I{HbT OTC)'TCTBO BaTr,

100.0% t100,0"/o

100.0% I 100,0Y,

Absent / Orclrc'rryor

c.l\
't-(*

il

..(ri

,rly

Prepayed by / IlolrorosaeHo Checked by / flpoeepeHo Aonrovdd bv / Oao6neso

Sisnature / [Ioanlrcu lwx -/ CY
Date I llara "t-a \o '\ \ \2o1,'1 a"te,l1.Ll :-np lot il 0.p v2

Name / OI,IO Yosesh Kumar Mehta Atul Kumar Aiav Krlmal Gars
Desisnation / .llo.nxxocru Officer -OA Officer -OA Asst. Manager -OA

FC}WQAO54/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

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

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByrc rpoAyKurrrc

5of9/ 5ur9
Name of product /
Har.ltlreuosanne rrDonvKuul,

Momat Rino Advance /
Movar PHHo AasaHc

Generic name /
HenareHroeaHHoe
HAUMCHOBAHHC

Azelastine t Mometasone metered dose nasal spray /
Age:racrus t Mouera:os cnpefi ua:a,rrusrii goruponauusrfi

left crnymurue BeutecrBa
Each spray delivers / KaNlar ro3a cnpe, conepxr4r:
Mometasone Furoate BP 50 mcg / Moueraroua <[ypoar Epur.(D. 50 nrr
Azelastine Hydrochloride BP 140 mcs / A3eracrr,tHa rr{npoxrop[q Epur.O. 140 urr

Strength / lorupoera
140 mcg + 50 mcg / dose
140 ur<r + 50 rr.rrr / aosa

Date of Mfg. /
lfara nnoussorcrsa 04/2023

Dosage form /
JlerancreeHHaq donua

Metered-dose nasal spray /
Cnpefi na3a,'rsnrrft nosupoeanHrrfi

Date of Exp. / foAen ao 0312025

Product code /
Kor nDoayrra SRUO30008246040 I DM Date of release I lara BErnycKa 0s.07.2023

Batch No / Cepua J\E 12230376 Qty. Released /
Koruqecreo BbrrryuleHo

23,360 BOT
23,360
drarcoson

Batch size / Parnrep cepur.r 25,395 bot 125,395 rlraronon
Mfg. License No. /
Ilpousnoacraennaq rHueHlus .Ilb

MNB/10/832

Inspection Lot No
Kourpo.rlr DyeDras cepuq Jl!

040000456744 Mfg. License Date /
lloouleoacrseHHar JrnueH3us (aara)

30/0412020

Package size / Ynaxoerca I 50 doses / 1 50 aos
GMP Compliance certificateData I
GMP ceorudurcar (aara)

1810612020

Market / Psrsox Russia / Pocors
GMP Compliance certificate No /
GMP ceprudurar.Ilb

GMP-
0 I 556/20lrN

Reference specification No /
Cneuudurcaurc .Ilb sPC-CC-034990

STP No /
CTII4 J\b

sTP-CC-026675

API information /
tr4HQopruaqun o6 AIDC

Azelastine Hydrochloride /
Ageracruua rrrJtDoxnoDlrn

Batch No /
Cenuq J\b

F400-22003
Mfg by /
flnouceon-

Urquima S.A., Spain /
Ypxsr,rlaa C.A.. Hcnanrq

Mometasone Furoate /
Mouera:osa $ypoar

Batch No /
Cepun J\!

MTC-
002121L21605
AI

Mfg by /
llpousao.q.

Sterling S.p.A., Italy /
Crepnunr C.n.A., I"lruruq

No TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI,{,9 OBSERVATION / PE3YJIbTATbI
10. Sedimentation Stability /

CeAtlNreHrarI]to uHaq
ycrofivunocrr

Not less than 5 min / He uesee 5 nraH Complies /
Coornercrayer

lt Related substances / Po4creeHxure rpuMecr{

a) Azelastine hydrochloride /
Az an ac mu u a z u d poxttop u d :
Single unspecified impurity /
E guuutuat ueuleHratpuqxpoBaHHiur
IIpr.rMecL

Total impurities / Cyr'lua npuuecefi

b) Mometasonefuroate /
Monemasoua Qypoama
ImpurityD/flpuruecrD

Single unspecified impurity /
E 4uurauuar ueuleuru$uqrlpoBaHHzur
npr.rMecL

Total impurities / Cyrraua npuMecefi

Not more than 0.89 9/o I He 6orce
0,89 %

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

Not more than 1.0 V6 / He 6orce 1,0 o/o

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

Not more than 2.0 Yo I He 6orce 2.0 %o

Below LOQ /Huxe IIKO

Below LOQ /HlrNe IIKO

0.04Yo / 0,04oh

0.03yo I 0,03y"

0.12% 10,12%

,dfrnh
fu$'"J

Prenared-bv / lloaroroeneHo Checked bv / [Iooseneuo Aonroved bv / Oao6peso
Sisnature / [Ioanucu Nt ax-
Date I Ilara L ,o\o1 I \ar1 .l ,r) u.l I n-r( ol orVl)-o '>
Name / IDIIO Yosesh Kumar Mehta Atul Kumar Aiay KrlrnarGarg
Desisnation / no.nxuocrr Officer -OA Officer -OA Asst. Manaser -()A

FCIvVQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 661200 Fax: +91-1795 661299 email: slenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQuxar aHaJru3a Ha roroByro rlpoAyKrIrrrc

6of9/ 6ur9
Name of product /
Har.rilreHosaH r,re rrDoavKuuu

Momat Rino Advance /
Mouar PlrHo AneaHc

Generic name /
Hena'reHrogaHHoe
H IIMEHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
Areracrus * Mouera:os cnpefi uatarsuufi aoaupoeauHr,rii

[efi c'rnyrorqr.re BeuIecrBa
Each spray delivers / Kaxaaq ro3a cnpe, coaepxulr:
Mometasone Furoate BP 50 mcg / Mouera:oua $ypoar Epur.@. 50 vrr
Azelastine Hydrochloride BP 140 mcg / AseracrxHa rr4apoxrropu.q Epur.@. 140 tr,Ixr

Strength / fiorupoera
140 mcg + 50 mcg / dose
140 nrc + 50 vrr / aosa

Date of Mfg. /
nara nnor.rssoactsa

0412023

Dosage form /
JIercapcrseHHaq 6oplra

Metered-dose nasal spray /
Cnpeil nasa,rsnrrfi .qo:uposaHHsrfi

Date of Exp. / foAex Ao 03t202s

Product code /
Koa npoavrra

sRUo30008246040 1 DM Date of release I [ara BbrnycKa 05.07.2023

Batch No / Cepur J\!r t2230316 Qty. Released /
Kofl [rqecrao BbrrryueHo

23,360 BOT
23,360
dr-naronos

Batch size / Parnrep cepur.r 25,395 bot I 25,395 g:raxoHoe Mfg. License No. i
fl oolnsorcrseHnaq fl HueHllrq Jl!

MNB/r0/832

Inspection Lot No
KosrDo.nr.r pveMas cepHq .Il!

040000456744
Mfg. License Date /
lIDolllao.qcrseHHar JruueH3us (lara)

30t04t2020

Package size / YnaxoeKa 150 doses / 150 aog
GMP Compliance certificate Data I
GMP ceprudurar (aara)

1810612020

Market / Psrsorc Russia / Poccuq
GMP Compliance certificate No /
GMP ceorudurar J\b

GMP-
0 I 556/20lrN

Reference specification No /
C neu r.rdr.r Kaulrq .ll!

sPC-CC-034990
STP No /
CTII{ Jl}

sTP-CC-026675

API information /
I,lHQoprvlauun o6 A@C

Azelastine Hydrochloride /
A:e;racruna FHlrooxnon14 lI

Batch No /
Ceprq l\! F400-22003

Mfg by /
flnorllaoa.

Urquima S.A., Spain /
YDrsraN4a C.A., I4cnanus

Mometasone Furoate /
Mouera,:osa rlypoar

Batch No /
Cepun J\!

MTC-
002l2tL2l60s
A1

Mfg by /
llpousro.q.

Sterling S.p.A., Italy /
Crep:ruur C.n.A., Vtatus

No TESTS / tIOKA3ATEJII,I LIMITS /TPEBOBAHI4fl OBSERVATION / PE3YJIbTATbI

12. Spray content uniformity
(Uniformity of delivery dose) /
Ognopognocrb Ao3llpoBaHuq
(Oanopoauocrs ssrcao6o4AaeMofi
gorsr)

9 of 1 0 doses: 7 5 %o to 125 oh of the
mean;
I 0 of I 0 doses: 65 o/o to 135 o/o of the
mean
If 2 or 3 results are outside 75 - 125 o/o,

test other 20 doses. Not more than 3 of
30 values may be outside 75 - l25Yo
range and all the values should be within
65 to 135 o/, I
9 u: 1 0 Io3: or 75 Yo to 725 o/o or
cpeAHero 3HaqeHr.rq

l0 u: 10 Ao3: or 65 V:o rc 135 %o or
cpeaHefo 3HaqeHH-g

F,cnu2 utru 3 pesyrsrara BbrnararcT r.r3

npeleJroB 75 - 125 %o, ucnurauue
npoBoAqr c 20 apyruur.r aogaun. He
6oree 3 lr:l 30 ssaqesufi uoryr
Br,xoArirs 3a [peAenbr 75 - 125'/o,u
Bce 3HaqeHI4, norNHrl 6snr s
rrpeAerax or 65 rc 135 oh.

Azelastine Hydrochloride /
Ate.nacrnsa rr{ApoxJlopHA :

Beg / Hauano:
Minimum I Muuuuyu:. 97 .0o/o

Maximum / Marculryu: 108.6%
Average / CpegHee: 100.0%

End / Kone4:
Minimum I Muuuuyu: 97.6Yo

Maximum / Marcur',ryn,r: l0l.2o/o
Average / CpeaHee: l00.lYo --

,/:Ni.Y
',.Q' nMometazone Furoate /

Monaeraloua Qypoar:f

Beg/Hauanoi \a
Minimum / Munrar'ry:u: \$
Maximum / Maxcr.rnryv: \
Average / Cpeanee: 100.0%

Entl / Koneq:
Minimum / Muuuv.yvl. 9 5.6%o,

Maximum / Marclrrr,ryu: 102.0%,
Average / Cpeauee: 100.0%

Prenared$v / [IoaroroereHo Checked bv / [IooeeneHo Approv I bv / 0ao6neuo
Sisnature / lloanucs Hl.z <-T 4 r
Date I ilara v ,t ^l O-l I LdL'l '2-P\p{'1-'\ 12lo'rw v>
Name / <DIIO Yosesh Kumar Mehta Atul Kumar Aiav KrlmalGare
Desienation / no.nxnocrs Officer -OA Officer -OA Asst. Manaser -OA

FCI\4/QAO54/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

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

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

of Lt3

Name of product /
HalrrvrenoeaH r.re Il DotrvKr-rIl I,l

Momat Rino Advance /
Mova'r PnHo A,rsaHc

Generic name /
HenarenrosaHHoe
HAUMEHOBAHI4E

Azelastine + Mometasone metered dose nasal spray /
Agelacrun * Molrera:oH cnpeft ua:anuH;rfi 1o:rlposaHuufi

fleilcreyrourue BeulecrBa
Each spray delivers / Kaxaa"q.qo3a cnpe, coAepxur:
Mometasone Furoate BP 50 mcg / Mouera:osa Qypoar Epur.<D. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / Aseiracrr{Ha rl4.upoxrropua Epur.O. 140 r'rrr

Strength / flosnpoerca
140 mcg + 50 mcg / dose

I 40 urr + 50 Mrr / losa
Date of Mfg. /
,llara npouleoacrea

04/2023

Dosage form /
JlerancraeHHaq donrua

Metered-dose nasal spray /
Cnpefi sa-:arIrnbrii,4osriposaHHrrfi

Date ofExp. / foaen ao 0312025

Product code /
Koa nooavrcra

sRU0300082460401 DM Date of releas e I lara Blrnycxa 0s.07.2023

Batch No / CepunJ\! t2230376 Qty. Released /
Kofluqecrso BbrnyueHo

23,360 BOT
23,360
6raroHos

Batch size / Parrr,rep ceplru 25,395 bot I 25,395 SraroHon
Mfg. License No. /
llpouleoacraeHH aq rlluensus .l\]

MNB/r0/832

Inspection Lot No
Konroo.nuoveruaq ceouq J\I

040000456744
Mfg. License Date i
llponseoacrseHHas rt-rueH3ns (aara)

3010412020

Package size / Ynarosrca I 50 doses / 1 50 los
GMP Compliance certificate Data I
GMP ceorudurar (aara)

18t0612020

Market / Psrnor Russia / Poccuq
GMP Compliance certificate No /
GMP cepru6rKar Ns

GMP-
01556/20lIN

Reference specification No /
Cneuudurcauus .ll!

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

sTP-CC-026675

API information /
I,IHQoprvrauur o6 AOC

Azelastine Hydrochloride /
Ageracrusa rrulpoxnopr4n

Batch No /
Cenrq J\il

F400-22003
Mfg by /
flnor.rlsoa.

Urquima S.A., Spain /
VoxsuN4a C. 4.. Llcnauus

Mometasone Furoate /
Moveragoua Qlpoar

Batch No /
Cepun J\!

MTC-
002t21L21605
AI

Mfg by /
llpoussoq.

Sterling S.p.A., Italy /
CT epruHr C.n.A., V'rar.us

No TESTS / nOKA3ATEJ'IH LIMITS / TPEEOBAHI,I.g OBSERVATION / PE3YJIbTATbI

13. Microbiological purity / Murcpo6uo.noruqecraq qucrora

Total aerobic microbial count /
O6uee vncao aepo6uux
Mr,rKpoopfaH143MoB

Not more than 102 cfu per I ml of the
product / He 6onee 102 KOE e I Nar

ilpeIIapara

5 cfu/ml / Menee 5 KOE/ruLr

Total yeast and moulds count /
O6ruee quciro rpoxxeBLrx u
nJrecHeBbrx rpu6on

Not more than 10r cfu per I ml of the
product / He 6o,nee l0r KOE s I r4r
rpenapara

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

P seudomonas aeruginos a Absence per I ml of the product /
Orcy,rcrnue n I ur npenapara

Absent / O'rcyrcrryer

Staphylococcus aureus Absence per I ml of the product /
Orcyrcrnue r I n:r npenapara

Absent / Orclncrayer

14. Assay / KorlrqecrsenHoe onpeAeJreHr.re "dt.r As.r,\
a) Azelastine hydrochloride /

Age.nacrllra rlrApoxJroprrA
From 85 yoto 115 % ofthe labeled claim
of Azelastine hydrochloride I Or 85 %'

IO l15 o/o Or AaqereHHoro KoJruqecrBa

a3eJracTr.rHa rr4Apoxnopr{Aa

91.3o/, I 91,3Yo

'flAr^.rq
b) Mometasone furoate /

MoMerasoHa Qypoar
From 85 Yoto 1 15 % ofthe labeled claim
of mometasone furoate I Or 85 Yo lo
115 Y6 or 3arBJIeHHoro KOJII{qecTBa

MoMera3oHa Qypoara

98.30/, I 98-3o/o

Prepared. bv / lloaro'roereuo Checked bv / [Iposepeuo Annro*d bv / Oao6oeno

Signature / Iloanucr AU A.
Date I Ilara lzn n\o1l I o'1,'1 Z"t'-, la't nl o' { I'd.o v \
Name / OIIO Yosesh Kumar Mehta Atul Kumar Aiav Kutnar Gars
Designation / .llo.nxuocrs Officer -OA Officer -OA Asst. Manaser -OA

FC OC



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

Tel.: +91-1795 661200 Fax: +91-1795 667299 email: slenmark@bom2.vsnl.net.inq[enmaulc
A ner,'viiy lor r ncrv rvi>rlt

Certificate of Analysis for Finished Product /
CepruQurcar aua,'rrr3a Ha roroByrc rI poAyKII IrK)

Declaration of certification: "I hereby certiff that the above information is authentic and accurate. rnls Ifrtla2f'proOug;ird'I]4."n
manufactured, including packaging and quality control at the above mentioned site in full compliance with the Gh*{EtplryEflfs of the

local Regulatory Authoiity and with the normative document no. JIII-003328-241221and submitied specification no. SPftf,{34990. The

/ CTp. E rlEof
Name of product /
HauMeHosaH r.re n poayrur.r l,t

Momat Rino Advance /
Monar PIaHo AlaaHc

Generic name /
HenareHrosaHHoe
HAI,lMEHOBAHI,lE

Azelastine + Mometasone metered dose nasal spray /
Age:racrus * Movera:os cnpefi na.:aruHrrfi aosuponauHutfi

fleftcreyrcurue BeuecrBa
Each spray delivers / Kaxras.qo3a cnpeq co.qepxllr:
Mometasone Furoate BP 50 mcg / Movera:losa rlypoar Epur.(D. 50 rraxr

Azelastine Hvdrochloride BP 140 mcs / AseracrlrHa fl'L{poxJlopua Epar'@' 140 vrr

Strength / [oruponra
140 mcg + 50 mcg / dose

140 nrrc + 50 Mrcr / aosa

Date of Mfg. i
nara nnoulsoac'rsa

04/2023

Dosage form /
Jlercaocrnexnaq 6ooMa

Metered-dose nasal spray /
Cnpefi na-sa,rbnrrfi .uo:uponannufi

Date of Exp. / foaeH ao 0312025

Product code /
KoA npoAvrcra

sRU030008246040 1 DM Date ofrelease I lara BbrnycKa 05.07.2023

Batch No / Cepur Jl! 12230376 Qty. Released /
Korllqecreo Bbrrlyueuo

23,360 BOT
23,360
draxouor

Batch size / Parnrep cepuu 25,395 bot 125,395 Qraxonon
Mfg. License No. /
flnousnoacrseHHaq fl IlueHsus J\]

MNB/10/832

Inspection Lot No
Kosrnoruovelraq ceous .Il!

040000456744
Mfg. License Date /
llpo[geoacrseHHar JIttueH3rlq (aara)

30t04t2020

Package size / YnamosKa I 50 doses / I 50 aos
GMP Comptiance certificateData I
GMP ceprudurcar (aara)

18t06t2020

Market / Psrnon Russia / Poccuq
GMP Compliance certificate No /
GMP cenrudurar J\!

GMP-
0 1556/2olIN

Reference specification No /
Cneulrdurauus Ng

sPC-CC-034990
STP No /
CIII,I Jl!

srP-cc-o26675

API information /
I{nQopmauun o6 AOC

Azelastine Hydrochloride /
A:eracrlrna runpoxnopr,ra

Batch No /
Ceplrq J\t

F400-22003
Mfg by /
llooursoa.

Urquima S.A., Spain /
YprsuNra C.A."I1.cna:g.us

Mometasone Furoate /
Moueragoua Qypoat

Batch No /
Cepur.ll!

MTC.
002121L21605
AI

Mfg by /
Ilpouraog.

Sterling S.p.A., Italy /
Creprnur C.n.A., Vruus

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI{' OBSERVATION / PE3YJIbTATbI

c) Benzalkonium chloride /
EeHsa.[roHuq xJropuAa

From 80 o to 120 % ofthe labeled claim
ofbenzalkonium chloride / Or 80 %o ao
120% or 3arBJreHHoro KoJII{qecrBa

6engarxoHuq xnopr4Aa

94.8yo I 94,8yo

15. Package size / YnaroaKa 75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / IIo 75 u
150 ao3 Bo Qaar<ou v3 II3B|I,
csa6xeunufi ro3upyrculrM
ycrpoficrrou r,r Ha3aJrr,HLrM aranrepoM c

3aIrIIzrHbrM KoJrnaqxoM. (Dlaxon c

raucrpyxuaefi uo npIrMeHeHI,Irc

noMeularoT B KapToHHyro flaqKy.

150 doses in a HDPE plastic bottle equipped

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / 150 aos ao QnaxoH us fl3BII,
csa6NeHnrrf, ro3npyrculHM ycrpoficraorrl Ia

Ha3irJrr,HbrM aAanTepoM c 3auI,lTH6lM

Ko;rnaqKoM. (Draros c uHcrpyrqueil no
rrpr,rMeHeHl,Ito floMelualor B KapToHHyIo naqKy.

t6 Labeling / Mapxupoera According to ND / B coorsercrsuu c H.( /a \r l\ r:!.1

/ i\i ' '-'r11/a r,

t7 Storage / Xpaneuue Store at 15 to 25 oC. Do not freeze. I llpu rerraneparype or l5 4{e}"C He rauoph*r'm4rr.

18 Shelf-life / Cpor roAHocru 2yearsl2rota l+ l) ui'- \
Any deviation/IncidenUOOS: IN/I I 0l /2023 10064, OOS/l I 0 1 /2023/0052.
OrlclroneHuq/HecoorBercrBuq/OOC: INfll0l 12023 10064" OOSiI 1 0 l 12023 10052. \

-lt($

Name / @I{O Atul Kumar

batch processing, packaging and analysis reviewed and found to be in compliance with GMP."



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

Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.inqLenmauk
A rcv.'v,:rl tor a rtctv r.;rtrli

Certificate of Analysis for Finished Product /

3ar.nroqesue o coorBercrBuH: HacroruruM loATBepx{arc, qro npeacraBJreHHa, asrure unQopual]las s.Bnr.ercfl 4oc'ronepuoft u roqHor.

flannar cepua 6rrra npolr3BeAeHa, BKrroqaq ynaxoary/naapKupoBKy, r{ npoKoHTponupoBaHa ua yra:auuofi Bbru]e npot43Bo.[crgeHl{oft

nnoualKe B EoJrHoM coorBercrBr.rr4 c rpe6ouauu-ruu HaA:rexaurefi flpor.cno.4creeHHofi flpax'ruru (GMP) u rpe6ouanuruu nopua'rr.Ienofi

AoKyMeHraurar,r ntL0O3328-241221 u ymepxaennofi cneuuQarauueE Ne SPC-CC-034990. Ilporoxolu rpol,I3BorcrB4 ynaKoBKil LI

npoBe.qeHHbx aHarrr,r3oB .qir-s aaHHofi cepuu 6rrru npoaHaJru3upoBaHbr lr cAenaHo 3aKJrroqeHue, qro oHr,r coorBercrBylolrpe6oeauuru
HaA.uexau-(efi llpournogcrnennofi flparrlrxu (GMP).

CepruQurar aHaJr[3a Ha roroByrc rlpoAyKurrK)
OI u1

Name of product /
Haran.renosaH ue rr poayKurl r4

Momat Rino Advance /
Mouar PuHo AneaHc

Generic name /
HenareHroeaHHoe
HAI{MCHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
AseracruH * Morr.rera:ou cnpeft uasallusrfi loruponauuui

,(eilcrayrcu1ue BeulecrBa
Each spray delivers / Kax.qar.(o3a cnpeq coAepxxr:
Mometasone Furoate BP 50 mcg / MoMera3oHa Sypoar Eprzr.@. 50 ruxr
Azelastine Hydrochloride BP I 40 mcg / Aseracrr4Ha rilApoxJropua Eprzr.@. 140 uxr

Strength / !,osupoarca
140 mcg + 50 mcg / dose
140 narr + 50 nrxr / Io:a

Date of Mfg. /
nara npolltsoacrsa

0412023

Dosage form /
JleraocreeHHaq 6ooMa

Metered-dose nasal spray /
Cnpefi nasanrnrrfi noguDoeaHHr,rfi

Date of Exp. / I-oaes ao 03/2025

Product code /
Koa nooavrcra

sRU030008246040 l DM Date of release I fiara BbrnycKa 05.07.2023

Batch No / Cepun Ne 12230376 Qty. Released /
Koruqecrso Bbrrryrr1eHo

23,360 BOT
23,360
dr narconon

Batch size / Pasruep cepuu 25,395 bot 125,395 i[rarcouon
Mfg. License No. /
flnoureo.ncrseuHaq rlrueHtuq I!

MNB/10/832

Inspection Lot No
KonrDo.nu Dveru as ceDus Ng

040000456744
Nlfg. License Date /
llpoureoacreeHHae JruueH3r.rq (Aara)

30/04/2020

Package size / Ynaroerca I 50 doses / I 50 lor GMP Compliance certificate Data I
GMP ceprnduxar (aara)

18t06t2020

Market / Psrsor Russia / Pocclzg
GMP Compliance certificate No /
GMP ceprudurcar l\!

GMP-
01556/20lrN

Reference specification No /
Cneur.rduraulrs .il!t

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

sTP-CC-026675

API information /
lluQopruaqun o6 A@C

Azelastine Hydrochloride t
AseracruHa rlulooxJroDli/r

Batch No /
Cenuq J\!r

F400-22003
Mfg by /
llnorrsoa.

Urquima S.A., Spain /
VpxeuN{a C.A., llcnanuq

Mometasone Furoate /
Molaera-:oua Sypoar

Batch No /
Cepra.l\E

MTC-
002t21L21605
A1

Mfg by /
llpolrsaog.

Sterling S.p.A., Italy /
Creprr,rHr C.n.A., Idrat:rz,s

Preoarr-d bv / IloarorosreHo Checked bv / llnoeeneno Anprovd by / OaobpeHo
Signature / Iloanucr lY( ,- ry.
Date I lIara L/1 ^lo l\1,a1-2 '?P l{ llrl ndlo'YlboY>
Name / @I{O Yosesh Kumar Mehta Atul Kumar Aiay Krlmay'Gare
Desisnation / nonx*rocrr Officer -OA Officer -OA Asst. Manaeer -QA

FCN,I/QA054/08.00


