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

- Certificate of Analysis for Finished Product /
CepruQnmar aHaJrln3a Ha roroByrc rpoAynlurK)

lof9l I ur9
Name of product /
HalrrueHo gaHlre tlDonvKuu H

Momat Rino Advance /
Moprar Pr{Ho AneaHc

Generic name /
Heuareuronauuoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A:eracruH i MoNrerasoH cnpefi ua:a,rsHuil losuporauHslil

[eft creyroutr.re BeurecrBa
Each spray delivers / Kax<aas Ao3a cilpe, co.uepxr,rr:
Mometasone Furoate BP 50 mcg / Mouera:oHa Qypoar Bpur.@. 50 rraxr

Azelastine Hydrochloride BP 140 mcg / Aseracrr,rHa ruApoxnopraA Epur.@. 140 vrr

Strength / !,osuporra
140 mcg + 50 mcg / dose
140 rraxr + 50 naxr / aoga

Date of Mfg. /
IIera nnoratnoncrga

0412023

Dosage form /
JleraDcrseHHaq dopMa

Metered-dose nasal spray /
Cnoefi sa:amHsrfi losr4oosaHHsrfi

Date of Exp. / foAeu Ao 03/2025

Product code /
Koa nooavxra sRUo30008246040 1 GS Date of releas e I [ara BlrnycKa 05.07.2023

Batch No / Cepun J\! 12230390 Qty. Released /
Koruqecrro BbrnyrueHo

34,400 BOT
34,400
6naxouoe

Batch size / Paruep cepuu 37,815 bot / 37,8 15 Saaronoe
Mfg. License No. /
flnolaleoacreeHHaq r rrueHlrls .]{!

MNB/10/832

Inspection Lot No
Kosroo.lroveruaq ceplrq .ll]

040000457 I 53
Mfg. License Date /
llpoumoacrneHHaq rHueH3us (aara)

30t04/2020

Package size / Vnaronrca 75 doses I 75 l.os
GMP Compliance certificate Data /
GMP ceprudnxar (aara)

18t0612020

Market / Puruorc Russia / Poccuq
GMP Compliance certificate No /
GMP ceorndurcar Ns

GMP-
01556/20lIN

Reference specification No /
Cneulldurcauuq Ib SPC-CC-051325

STP No /
C[I,I J\&

STP-CC-037517

API information /
trluQopruauna o6 AOC

Azelastine Hydrochloride i
A:eracruua ruapoxJroDlrn

Batch No /
Cepuq.l\!

F400-22003
Mfg by /
floolasaoa.

Urquima S.A., Spain /
VDrsrN.{a C. 4.. I,l.cr.auus

Mometasone Furoate /
Moue'ra:ona $ypoar

Batch No /
Cepnr Jlit

MTC-
002121L21605
AI

Mfg by /
llpollreoq.

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

No TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHIfl OBSERVATION / PE3YJIbTATbI

I Description / Onr.rcaune White to off-white suspension I Betas
r,rJrr{ rror{T}r 6elaa cycnen:ur

Oflwhite suspension /
llo.{rr 6era, cyc[eH3u,

) Identification / Iloa.nuuuocrr

a) Azelastine hydrochloride /
At an a c mu u a e u d po x.,r 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

yAepxr,rBaHr4fl ocHoBHoro flIrKa Ha

xpoMaTorpaMMe r4cnr,rryeMoro
pacTBopa AonxHo coorBeTcTBoBaTb

BpeMeHr4 yAepxr4BaHr4q ocHoBHoro III,IKa

Ha xpoMaTofpaMMe pacTBopa

craH.[aprHoro o6pasua a3eJIacrLIHa

ruapox;roprrAa (cvr. pa3Aen

<KoruqecrseHuoe onpeAerenue>).

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 / Bpeur
yAepxr4BaHuq ocHoBHofo II,IKa Ha

xpoMaTofpaMMe llcllblryeMoro pacTBopa

coorBercrByeT BpeMeHu y.qepxuBaHl.rq

ocHoBHoro nr{Ka Ha xpoMaTorpaMMe pagrBopa

craqaprHoro o6pa:ua a3eJlacrl{Ha

nu.{poxJropr.rAa.

L---
Prenafhd bY / lloaroroe.ireHo Checked by / llposepeHo Annrovedbv / Oao6peso

Sisnature / lloanucr tY./ {
Datu I nara Y"\r\o'\ \ \^r 1 .1pl.-1 \-rtt 'wlcrlu v)
Name / TDIIO Yosesh Kumar Mehtd Atul Kumar Aiay Kurfiar Garg
Desisnation / no.nxuocrs Officer -OA Officer -OA Asst. Manager -QA

FCr\.4/QA0s4/08.00
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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: , :,,'r,r, :;: ;':'' :

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrrr3a Ha roroByrc [poAyKrIr{rc

Name of product /
Ha rlMeH oaaH ue rr Do,trvKurr H

Momat Rino Advance /
Mouar PuHo ArsaHc

Generic name /
HenarenroeaHHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
Ase,'racr[H * Mouera:ou cnpefi uasa,rrHrrfi losupoeauHsrii

[eilcrnyroque BellecrBa
Each spray delivers / Karrt.{ar Ao3a crrpe, corepxr4r:
Mometasone Furoate BP 50 mcg / Mouera:ona r[ypoar Epr.n.<D. 50 rraxr

Azelastine Hydrochloride BP 140 mcg / Aseracrr{Ha rurrpoxrropraa Epur.@. 140 urr

Strength / {osr.rposxa
140 mcg + 50 mcg / dose
I 40 uxr + 50 Mrr / aosa

Date of Mfg. /
nara nool,ltnoacrsa

04t2023

Dosage form /
-Ilerancrnesseq rhonun

Metered-dose nasal spray /
Crpefi ua,:alrHufi .uoglroosaHHrrft

Date of Exp. / foaen Ao 03t202s

Product code /
Koa nooavrra sRU030008246040 r GS Date of release I fiara BbrnycKa 0s.07.2023

Batch No / Cepua J\! 12230390 Qty. Released /
Ko.illrqecreo Bbr nyrueHo

34,400 BOT
34,400
dlnarosos

Batch size / Parnaep cepr.lr.r 37,815 bot / 37,8 l5 grarouor Mfg. License No. /
flnol.lrsoacreenHaq ruueHsus .]li!

MNB/10/832

Inspection Lot No
Kouroo.nuovemaq ceouq .l{b

040000457 I 53
Mfg. License Date /
llpofigsoncreeHHaq ruueH3llq (aara)

30t04t2020

Package size / Vnarcosrca 75 doses I 75 l.oz
GMP Compliance certificateData I
GMP ceprr.rdurar (aara)

18t06t2020

Market / Pursox Russia / Poccuc
GMP Compliance certificate No /
GMP ceorudurar.l\b

GMP.
01556/20lrN

Reference specification No /
CneuudrKaurq .Il!

sPC-CC-05 r325 STP No /
CIII,I ]\t STP-CC-03751 7

API information /
lluQopnaauua o6 A@C

Azelastine Hydrochloride /
AseracruHa FI{rIDox;roDun

Batch No /
Cepus J\!

F400-22003
Mfg by /
llnoureon.

Urquima S.A., Spain /
YprsuMa C.A..Vcnasug.

Mometasone Furoate /
MoN,rerasoua t[ypoar

Batch No /
Cepua J\b

MTC-
002t21L2t605
AI

Mfg by /
lIpoltreoA.

Sterling S.p.A., Italy /
CT eprunr C.n.A., Vrwlrat

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI

b) Momelasonefuroate /
Monemasoaa 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 yAepxr.rBaHu,
ocHoBHoro rrrKa Ha xpoMaTor-paMMe

HcnLrryeMoro pacTBopa AoJrxHo
cooTBeTcTBoBaTL BpeMeHH

yAepxlrBaHu, ocHoBHoFo nuKa Ha

xpoMaTorpaMMe pacTBopa

craHAaprHoro o6pasua MoMerrBoHa

$ypoara (crr,t. pa:aer (Koru.recrBeHHoe

onpele:renne>).

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 / Bperur yAepxunauur
ocHoBHofo rr,rKa Ha xpoMaTorpiMMe
lrcnLrTyeMoFo pacTBopa cooTBeTcTByeT

BpeMeHr.r yJlepxr4BaHra, ocHoBHoro nr4Ka Ha

xpoMaronpaMMe pacrBopa cTarulaprHoro
o6pasua uorlera:oHa Qypoara.

Prenaredrbv / [Io.nroroe,'reHo Checked bv / [InoeeneHo Aooroved bv / Oao6peso
Sisnature / floanucs Wz r+- c-r
Date I Lara * \,r\o -\ \ \a\,) a^ lr,1\,r-'l 1))10'-il d/ , )
Name / @IIO Yosesh Kumar Mehta Atul Kumar Aiay Kuftar Gars
Desisnation /,llo.nxHocru Officer -OA Officer -OA Asst. Manaser -OA

FCN.4/QA0s4/08.00



Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi, Distt

Tel.:+91-1795 667200 Fax: +91-1795 667299 email: , .,,, , ',

Solan Himachal Pradesh 17 3205, lndia
,,.: :,.qi.cnmaqlc

r\ rcrr rai'fi:t a ncrr vorlC
Certificate of Analysis for Finished Product /

CeprnQuxar aHaJrrr3a Ha roroByrc [poAyKuIrK)
ol il3

Name of product /
Har.rrueHonaH ue nDonYKuu14

Momat Rino Advance /
Moua'r PuHo AAeaHc

Generic name /
HenareHrosaHHoe
HAINMEHOBAHI4E

Azelastine * Mometasone metered dose nasal spray /
Are:racruu f Moiraera:os cnpeii ua:a,rrurtii 1o:upoaauur,Iii

flefi cruyrcutue BeulecrBa
Each spray delivers i KaN.uac Ao3a crpe, corepxl,rr:
Mometasone Furoate BP 50 mcg / Mouera:oua rlypoar Epu'r.<D. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / Aseracrl4Ha rl'rApoxnopna Epur.@. 140 urr

Strength /.{orupoerca
140 mcg + 50 mcg i dose
140 vrr + 50 naxr / ao:a

Date of Mfg. /
nara noolllsoacrea

0412023

Dosage form /
JIercancrseHHas doorua

Metered-dose nasal spray /
Cnpefi na3a.lIrnbrfi ao:raposaHHsrii

Date of Exp. / foaeu ao 0312025

Product code /
Koa npoavrra

sRU030008246040 I GS Date of releas e I [ara BblnycKa 05.07.2023

Batch No / Cepur J\! 12230390 Qty. Released /
Koruqecreo Bbrny[IeHo

34,400 BOT
34,400
draxoHos

Batch size / Pasnrep cepnu 37,815 bot / 37,815 Q.naxoHon
Mfg. License No. /
flnolassolcrgeHHaq rtlueHlIlq ]l]

MNB/10/832

Inspection Lot No
Konrno.nu nverr,r aq ceouq .IlE

0400004s7 I s3
Mfg. License Date /
flnoursoncrseHHafl Jrlrt-leH3r,l g (aara)

30t0412020

Package size / Vnarconra 75 doses I 75 zlos
GMP Compliance certificate Data /
GMP ceorlrdurcar (tara)

r8t06/2020

Market / Punor Russia / Pocclrq
GMP Compliance certificate No /
GMP cenrudurar J\!

GMP-
01556/20/IN

Reference specification No /
Cneura6larcaullq .]lb

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

STP-CC-037517

API information /
I,lHQopmaqun o6 A@C

Azelastine Hydrochloride /
Ageracrusa rruIDoxnopr4n

Batch No /
Cepus llir

F400-22003
Mfg by /
llnoursoa.

Urquima S.A., Spain /
YprsHN{a C.A., Hcnauuq

Mometasone Furoate /
MoMerasoHa Qypoar

Batch No /
Cepnr Nl

MTC-
002t21L21605
AI

Mfg by /
lIpolteoA.

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

No TESTS / TIOKA3ATEJIII LIMITS / TPE6OBAHI{' OBSERVATION / PE3YJIbTATbI

c) Benzalkoniumchloride/
Eeututxonun rutopud

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 Crz and Cr+ in the
chromatogram ofthe standard solution /
Ha xpoMarorpaMMe HcnblTyeMoro
pacrBopa AonxHbr o6uapyxunarucr
rrr,rKlr, cooTBeTcTByroufie no BpeMeHaM

yAepxuBaHr.r, [LtKaM roMoJloroe Crz 14

Crq 6enga,rrouur xiropuAa Ha

xpoMarorpaMMe craH.qapTHofo
pacrropa (crrr. pas,4el <Ko,rllqecrBeHHoe
onpenelenue>).

The chromatogram of the sample solution
contain peaks corresponding to the retention
times of peaks of benzalkonium chloride
homologues Crz and Cr in the chromatogram of
the standard solution / Ha xpolaarorpaMMe
r,rcnbrryeMoro pacrBopa o6uapyxunatorcr
rrr,rKH, C0OTB9TCTByIO[I[e no BpeMeHaM

yAepxuBaHuq nI,IKaM roMoJloros Ctz u Ct,l

6enga,qroHraq xJIopI{Aa Ha xpoMarorpaMMe

crarlaapTHoro pacTBopa.

,.a'',(;I:;}.
3. pH From 4.0 to 5.0 / Or 4,0 lo 5,0 4.60 t 4.60 ./.ta''" ",,..,,\
4. Density / Il.nornocrs From 0.90 to I . l0 g/cmr /

Or 0,90 ao 1,10 r/cu3 l3liii,I' /f 0 . ..,nr)'.i
5. Viscosity / Bqsroc'ru Not less than 5 cPs / He Meuee 5 cfls 3e.5cPst3e,5ctrs tq IX$" {

\yy

Prenar€td bv / floaroroe,.reHo Checked bv / Ilpoeepeno Approveflby / Oao6peuo

Sisnature / lloanucr chl--
Datu I nara -t.r\o,.l\ \aL-) ."r,, 1"1 ltr\ nDl Dlyl>Dr\
Name / (DtrIO Yosesh Kumar Mehta Atul Kumar Aiav Kurhar Garp
Designation / no.nxuocrs Officer -OA Officer -OA Asst. Manaser -OA

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

Tel.: +91-1795 667200 Fax: +91-1795 661299 email:

Certificate of Analysis for Finished Product /
CepruQnrcar aHaJrrr3a Ha roroBylo rIpoAyKuIrK)

':1 .'rl:i rr

Pradesh 173205,lndia

4of9 I 4ut9
Name of product /
HaHrueHosauue rtDonvKuuu

Momat Rino Advance /
Mouar PuHo AlsaHc

Generic name /
HenaresroaaHsoe
HAUMEHOBAHUC

Azelastine t Mometasone metered dose nasal spray /
A:eracruH * Mouera:oH cnpefi Hasamurril nosaponauuufi

[eilcrnyrcutue BeulecrBa
Each spray delivers / Kaxaar Ao3a crpe, coAepxr4r:
Mometasone Furoate BP 50 mcg / Mouera,:oua Qypoar Epr.rr.O. 50 rurn
Azelastine Hvdrochloride BP 140 mcs / Ageracrr4Ha rrr.DDoxJlooua Epur.O. 140 rrarr

Strength /.(oruponrca
140 mcg + 50 mcg / dose
140 vrr + 50 urcr / ao:a

Date of Mfg. /
nara npouteo.qcrea

04/2023

Dosage form /
JIercaDcrneHnaa 6oprua

Metered-dose nasal spray /
Cnpefi Ha:a,rsnrrft nosupoeaHrirrfi

Date of Exp. / foaeH ro 0312025

Product code /
Koa nooavrcra

sRU030008246040 1GS Date of releas e I [ara BLInycKa 05.07.2023

Batch No / Cepun Ne 12230390 Qty. Released i
Koruqecrso Bbrnyueuo

34,400 BOT
34,400
ibraroHos

Batch size / Parnaep cepuu 37,815 bot / 37,8 l5 Qrarouon
Mfg. License No. i
lloournoacrseHHas,rHuexguq .ll!

MNB/10/832

Inspection Lot No
Konrno.nuoveDraq ceorrc J{b

0400004s7 I s3
Mfg. License Date /
floorlrsoacrseHHafl JrrrueH3Hq (aara)

30t04/2020

Package size / Ynarosrca 75 doses I 75 tot GMP Compliance certificateData I
GMP ceorudurar (aara)

18t06t2020

Market / PuHor Russia / Poccuq
GMP Compliance certificate No /
GMP cenrnduxar J\!

GMP-
0l 556/2oltN

Reference specification No /
Cneuudlrrcaunq .l\!

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

STP-CC-O375 17

API information /
I4uQopruaqun o6 AOC

Azelastine Hydrochloride /
Ageaacrusa rr4rrDoxJroDr,rn

Batch No /
Ceous J\t

F400-22003
Mfg by /
flnouraon-

Urquima S.A., Spain /
Yprcgunra C.4.,Ilcnauus

Mometasone Furoate /
Morraeta:oua $ypoar

Batch No /
Ceplrr J\!

MTC.
002121L21605
AI

Mfg by /
llpoursog.

Sterling S.p.A., Italy /
CrepruHr C.n.A., Lbar.us

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

6. Mass of the released dose /
Macca ssrcso6oxrraeruofi aosur

Single dose / OrAe.nruas lora:
85.0 to I 15.0 % of the claimed delivered
dose amount / 85.0 - 115.0 % ot
3arBJreHHor-o eurcso6oxAael,roro
KOJI14qCCTBA

Average dose / Cpegunfl ao3a:

90.0 to 1 10.0 % of the claimed delivered
amount / 90,0 - I 10,0 7o or sarBrleHHoro
ssrceo6oxraeMoro KoJII4rIecrBa

Minimum / Muuuvryv.: 92.0o/o

Marimum / Marcllrtayu: 103.6oA

Average / Cpeauee: 99.4Yo

7. Mass of the vial content /
Macca cogepxuruoro Qrarcoua

Not less than9.52 g I
He rraenee 9,52 r 333i' ,Kr{?G)},

8. Dose number / Konuqecr:so aor Not less than 75 doses (disregard the
first pumping) / He rraenee 75 aor (ue
cqHTarr nepBr4qnyro nporavxy)

94 doses I 94 toz

:*,q,^,,r)q
9. Particle size / Parruep qacrlru 90 % ofparticles less than l0 pm /

90 7o qacrraU pa3MepoM ueHee l0 uxtvt

100 % ofparticles less than 30 pm /
100 oZ qacrzq pa3MepoM ureuee 30 rr,lrlr

Particles of more than 30 pm should be

absent / rlacruqu 6oree 30 rrmrrr

AOJIXHr,r OTC)'TCTBOBaTb

100.0% / 100,0%

100.0% 1100.0o/o

Absent / Orcyrcrayrcr

Prenarstl bv / IloaroroareHo Checked bv / Ilooneoeso Approved bVY Oao6peno
Sisnature / [Iornucr tq./ 4
Date I Ilara r \-\6-)11^1^ .-t,o1o'1 l-n -.,.olovb)v>
Name / tDtr{O Yosesh Kumar Mehta Atul Kumar Aiav Kumdr GAre
Designation /,IIo.nxuocrr Officer -OA Officer -QA Asst. Manaser -OA

FCIWQA0S4/08.00



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

qlenfeta$k Tel.: +91-1795 667200 Fax: +91 -1795 667299 email:: ..,:,r ,:::r ,: r.,--:-::,,,.,-,. --
.\ nr:u'v.tV tirr r r)c\r \ri,.li

Certificate of Analysis for Finished Product /
CepruQuxar aHaJrH3a Ha roroByrc trpoAyrrlrrc

ol H3

Name of product /
Har,rrueHoaaH lte n DoayKuHH

Momat Rino Advance /
Mouar PuHo AnsaHc

Generic name /
Henarenroeannoe
HAHMEHOBAHI{E

Azelastine + Mometasone metered dose nasal spray /
AseaacruH * Morrlera:os cnpefi ua:a,rrHrril 1o:r.rponauuufi

fleft crnyrcutue BeulecrBa
Each spray delivers / Kaxaag Ao3a cnpe, coaepxr4r:
Mometasone Furoate BP 50 mcg / Monera:osa Qypoar Bpr.rr.<D. 50 urr
Azelastine Hydrochloride BP 140 mcg / Aserac'raHa rr4apoxnopuA Bpur.@. 140 narcr

Strength / [oruponma
140 mcg + 50 mcg i dose
140 naxr + 50 vrr / ao:a

Date of Mfg. /
nara nnofirnoacrsa

04/2023

Dosage form /
JleraocrseHHaq dooMa

Metered-dose nasal spray /
Cnoefi nasanrurril roguoogansuii Date of Exp. / foAeu Ao 0312025

Product code /
Koa nporyrcra sRU030008246040 l GS Date of release I [ara BbrnycKa 05.07.2023

Batch No / Cepua J\i 12230390 Qty. Released /
KoJrr.r.f ecrno Bbr nyueHo

34,400 BOT
34,400
6raxoHos

Batch size / Parmep cepun 37,815 bot / 37,8 l5 Sraxonon
Mfg. License No. /
llpoulso,ucrseHHaq Jr.ruexlrlq .]\l!

MNB/10/832

Inspection Lot No
Konrno.nr,l nverrr ag cenuc Ns

0400004s7153
Mfg. License Date /
IlDolrreoacreeHHaq JllueH3us (aara)

30t04t2020

Package size / Ynaxosra 75 doses I 75 roz GMP Compliance certificate Data I
GMP cenrudurcar (aara)

18t06/2020

Market / Punox Russia / Poccuc
GMP Compliance certificate No /
GMP ceorndurcar J\!

GMP-
01556/20AN

Reference specification No /
Cneuri6tlrauuq .]lil

sPC-CC-05 r 325
STP No /
CTITI J\!

STP-CC-037517

API information /
I,IH$opnaaur.ra o6 AOC

Azelastine Hydrochloride i
Age:racruna rulrDoxnonrrn

Batch No /
Cepus J\!

F400-22003
Mfg by /
flnourson-

Urquima S.A., Spain /
Ypxnuua C.A.,klctap^us

Mometasone Furoate /
Moueraroua (rypoar

Batch No /
Cepun.ll!

MTC-
002t21L21605
AI

Mfg by /
Ilpournog.

Sterling S.p.A., Italy i
Crepruur C.n.A., Vrar,us

No TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,If OBSERVATION / PE3YJIbTATI,I

10. Sedimentation Stability /
Ce4unaexraquounaa
ycrofi.runocrr

Not less than 5 min / He ueHee 5 uurl Complies /
Coornercrnyer

ll Related substances / PoAcrseHHure npuMecu

a) Azelastine hydrochloride /
At et ac ma u a z u d poxa o p u d :
Single unspecified impurity /
Eguuuuuat ueu,4eurut[uq]rpoBaHHarr
np14Mecb

Total impurities / Cynva npnuecefi

b) Mometasonefuroate /
Mouemasona Qypoama
ImpurityD/flputuecrD

Single unspecified impurity /
E LuuuqHas, neu.4euru{rlq}rpoBaHHzur
npuMecL
Total impurities / Cyvna npuneceil

Not more than 0.89 %o I He 6onee
0,89 0

Not more than 2.0 o/o I He 6orce 2.0 Vio

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

Not more than 1.0 %o I He 6orce 1.0 %o

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

Not Detected/ He o6napyxeuo

Not Detected/ He

0.04% t0,04v,

0.03 % I 0,03%

0.13 o/o I 0.l3Yo

<ql I I r!'r7

Prenfrbd by / lloaro'ron.neso Checked by / llpoaepeHo Aonroved 6v / 0lo6nexo
Sisnature / floanucr lnt (T 1'r.^..1 ^^
Date I Ilara \-/1a lo''l l1,oL ! 1t lp,ltn-r .vp 

I u'(, p,u , )
Name / IDI{O Yosesh Kumar Mehta Atul Kumar Aiav Kudlar Gars
Desisnation / -Ilo.nxuocru Officer -OA Officer -OA Asst. Manaser -OA

FCM/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.:+91-1795667200Fax:+91-1795667299email:,,,.', r,r | ;',. :i r,.: i l

Certificate of Analysis for Finished Product /
CepruQurcar aHaJrrr3a Ha roroByrc rlpoAyKIIIrK)

of9
Name of product /
HallrrreHoran ue rr DoavKuur-l

Momat Rino Advance /
Mouar Pr,rHo AneaHc

Generic name /
HenareHroaaHuoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
AseracuH * Moueragou cnpefi ua:aurusrfi .4osuponauusrfi

flefi creyroutue BeulecrBa
Each spray delivers lKaxlas Ao3a crpe, coaepxlrr:
Mometasone Furoate BP 50 mcg / Monera:oua r[ypoar Epur.O. 50 urr
Azelastine Hydrochloride BP 140 mcg / Aseracrr4Ha r,r.(pox,.ropua Bpr.n.O. 140 uxr

Strength / !,oruponra
140 mcg + 50 mcg / dose
140 nrxr + 50 Mxr / losa

Date of Mfg. /
nara nooulsoacrsa

04/2023

Dosage form /
JlerancrseHHas dooua

Metered-dose nasal spray /
Cnoefi na.:a,rsHrrfi -nogHoosaHHrril

Date of Exp. / foAen Ao 03/2025

Product code /
Koa npoayrcra

sRU030008246040 l GS Date of releas e I [ara BbrnycKa 05.07.2023

Batch No / Cepun J\t t2230390 Qty. Released /
Kofluqecrso BbrnyueHo

34,400 BOT
34,400
rhlarouos

Batch size / Parmep cepr.ru 37,815 bot/37,8 l5 {r:raxoHoe
Mfg. License No. /
floor.rleoacrseHnaq rHuexlug .Il!

MNB/10/832

Inspection Lot No
Konrnor u overr,r ac cen[s J{b

040000457 I 53
Mfg. License Date /
flnouleo-ncrseHHaq ruueH3raq (aara)

30t04t2020

Package size / Ynarcosxa 75 doses I 75 z'oz
GMP Compliance certificate Data I
GMP ceprudurar (aara)

t8t06t2020

Market / Psrsox Russia / Poccuc
GMP Compliance certificate No /
GMP ceorudurar.ll!

GMP-
01556/20ltN

Reference specification No /
Cneuuduxaurc .Ilb

sPC-CC-051325
STP No /
CTII,I J\!

STP-CC-037517

API information /
trlnQopruauun o6 AIDC

Azelastine Hydrochloride i
Ageracruna rurrDoxJroDr,ur

Batch No /
Cepnq J\!

F400-22003
Mfg by /
flnoricsol.

Urquima S.A., Spain /
YorsuMa C.A..Vcnalj.us

Mometasone Furoate /
Moueragoua r[ypoar

Batch No /
Cepna.ll}

MTC-
002t21L21605
AI

Mfg by /
llpor.rreoq.

Sterling S.p.A., Italy /
Crep.uuur C.n.A., Vrar.vs

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHTI' OBSERVATION / PE3YJIbTATbI

12. Spray content uniformity
(Uniformity of delivery dose) /
Oasopo.quoc'rb ro3upoBaHr.rr
(Ogxopo4H ocru rucro6ox4aeuofi
A03Bt)

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

test other 20 doses. Not more than 3 of
30 values may be outside 75 - l25o
range and all the values should be within
65 to 135 0/o I
9 r,rs l0 ro3: or 75 o/o to 125 oh or
cpeAHero 3HarIeHI.r,

l0 us l0 .(o3: or 65 oh to 135 %o or
cpelHefo 3HaqeHr,rfl

Ecllu 2 uttu 3 pesynrrara Br,rnararcT r,r3

npelenoB 75 - 125 o/o, t4cilr,rra,Ht4?

npoBonrr c 20 apyrur'lu .qo:auu. He
6o:ree 3 ug 30 sHa.reHr4fi uoryr
Br,xorr.rrb 3a npeAenbr 75 - 125 o/o, u
Bce 3HarreHr,L Ao,rxHrr 6rnr s
npeAerrax or 65 ao 135 %.

Azelastine Hydrochloride /
Ale.nacrnsa rtlrpoxJIoplrA:

Beg / Hauato:
Minimum I Muuuuyu; 9 6. l%o

Maximum / Mar<cuuyrrr: l03.4Yo
Average / Cpeanee: 100.0%

Entl / Koueq:
Minimum I Muuuv,yu: 95.0o/o

Maximum / Marcrarrayrr,t: l04.UYo
Average / CpeaHee: ioo.gai";i"q;.r> 

-
'1'rA\'"' 

'*' 
tl '''

Mometasone rr.ort/lj'' A ^;i 'o

Moueraroua OvporLl. lX,/^\Vt' *,\1
ir,. LZ\o' *{l

Beg / Haaato, ' :t 
Y- 

.,i:,'!/
Minimum / Muunuyru:95+Y,\ ..1)r'
Maximum / Maxcurrryr',l: rcZ.lif''1g.;' :.: )/
Average / Cpe.unee: 100.0%

End / Koue4:
Minimum I Muuuuyu: 95.4%o,

Maximum / Marcuuyr'r: 104.0o/o,

Average / CpegHee: 100.0%

Prepareffi y / lloqroron.neuo Checked bv / llooseoeno Anoroved bv / Oao6peno

Sisnature / [Ioanucr PX ,, r clll' ,

Date I Ilara t/'tn\o l\\,oL') '22 l-lJ-?1'L-1 1.o lo'yllp v >
Name / @lIO Yosesh Kumar Mehta Atul Kumar Aiav Ku*nalGare
Desisnation / -Ilo.nxnocrr Officer -OA Officer -OA Asst. Manaeer -OA

FCrU/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Certificate of Analysis for Finished Product /
CeprnQurcar aHaJrrr3a Ha roroByrc rIpoAyKIIIrH)

of9 lt3

Name of product /
HarlrtrenoaaH rle n DorvKrrr,r ll

Momat Rino Advance /
Movar PuHo AlsaHc

Generic name /
Henarenronannoe
HAI{MEHOBAHI,IE

Azelastine * Mometasone metered dose nasal spray /
AseJracrr4rr + Moueragou cnpefi ua:alrusrii .uoruponaHur,rfi

[efi crayrour.re BerrlecrBa
Each spray delivers / Kaxaar .qo3a cnpe, coAepxxr:
Mometasone Furoate BP 50 mcg / MolaerasoHa rfypoar Epm.@. 50 urr
Azelastine Hydrochloride BP 140 mcg / A:le,'racrr,rHa rrrApoxnopua 6prar.@. 140 narr

Strength /.Il,orupoexa
140 mcg + 50 mcg / dose
140 urr + 50 N.rr<r / lo:la

Date of Mfg. /
flara noo[ggoacrsa

0412023

Dosage form /
JIercaDcrseHHas 6ooua

Metered-dose nasal spray /
Cnpefi ua:a,rrsrrfi aoguDonansufi

Date of Exp. / loAen ao 0312025

Product code /
Koa nDoavrra SRUO30008246040 I GS Date of release I [ara BbrrrycKa 05.07.2023

Batch No / Cepua Jlb 12230390 Qty. Released /
Kort-lqecrso BLrnyueHo

34,400 BOT
34,400
6.naroueB

Batch size / Parmep cepura 37,81 5 bot / 37,815 t[naxoHoe
Mfg. License No. /
lloouraoacreeHHaq rlaueHluq .]{!

MNB/10/832

Inspection Lot No
Kouroo.llunvenas ceous .ll!

040000457 l 53
Mfg. License Date /
flnoureorcrseHHaq rr-rueH3ug ( aaral

3010412020

Package size / YnaKosKa 75 doses I 75 llos
GMP Compliance certificate Data I
GMP ceprudurar (aara)

t8t06/2020

Market / Psrnox Russia / Poco.rg
GMP Compliance certificate No /
GMP ceorudurcar J\!

GMP-
01556/20lIN

Reference specification No /
Cneurldlrrcaunq Ns

SPC-CC-051325
STP No /
C[I{ Ns

sTP-CC-037517

API information /
14nQoprrraqr,rn o6 A@C

Azelastine Hydrochloride /
Agelacru Ha rIuIDox;roD14n

Batch No /
Cennq .]\l!

F400-22003
Mfg by /
Ilnnurnnn-

Urquima S.A., Spain /
Yprsr4N4a C.A., Hcnanus

Mometasone Furoate /
MoNrera:oHa rDypoar

Batch No /
Cepur J\!

MTC-
002l2tL2t60s
AI

Mfg by /
IIpor.rrsoa.

Sterling S.p.A., Italy /
CrepruHr C.n.A., Vratus

No TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHI,I.g OBSERVATION / PE3YJIbTATEI

13. Microbiological purity / Murpo6uo.nort,tqecKae qucrora

Total aerobic microbial count /
O6uree uucro a:po6nrx
MrrKpoopmHr43MoB

Not more than 102 cfu per I ml of the
product/ He 6o,ree 102 KOE, s I Nar

flpenapara

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

Total yeast and moulds count /
O6uree qrrcro ApoxxeBErx r4

nJrecHeB6rx rpra6or

Not more than lOt cfu per I ml of the
product / He 6o,ree l0r KOE s 1 Nar

flpenapaTa

Less than l0 cfu/ml / Menee l0 KOE/rra,r

Pseudomonas aeruginos a Absence per I ml of the product /
Orcyrcreue e I ur npenapara

Absent / O'rcyrcreyer

Staphylococcus aureus Absence per I ml of the product /
Orcyrcrane a I lr:r npenapara

Absent / Orcpcrayer

14. Assay / KoJuqecrseHHoe onpeAeJreHl-re -/"=---/, ii rr,.

a) Azelastine hydrochloride /
Are.nacruua rr.rApoxJropuA

From 85 yoto 1 15 % ofthe labeled claim
of Azelastine hydrochloride I Or 85 %o

lo 115 %o OT 3arB,TeHHOrO KOJIuqeCTBa

a3enacr H Ha rr{IpoxJropr4.4a

es oy. e',oy. 

ff_nZ^.rrt
b) Mometasone furoate /

Morueragona Qypoar
From 85 Yo to I 15 % of the labeled claim
of mometasone furoate I Or 85 %o lo
1 l5 % or 3arBJreHHoro Ko,.rfiqecrBa

MoMeriroHa $ypoara

101.3% I tOt,3vo

Prepar/il by / lloAroronneuo Checked bv / llnoneoeuo Anorovd bv / Oao6peso
Sisnature / lloanucu v( €r- q>.
Date I lIara 71a\o1 I l^Li 'r, ls1 '1.L1 -PlovAiv>
Name / <DI{O Yogesh Kumar Mehta Atul Kumar Aiay KultrarlGarg
Designation /,llo.nxxoc'ru Officer -OA Officer -OA Asst. Manaser -OA

FCIvVQAOS4/08.00
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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 661299 email: .r;,. r:::,,1,.,: l

Certificate of Analysis for Finished Product /
CepruQurcar aHaJrr{3a Ha roroByrc rIpoAyKIIIrrc

Any deviation/IncidenUOOS : IN/l I 0 I /2023 I 0064, OOS lll 0l 12023 10052

OrrcnoHeHlrq/HecoorBercrBus/OOC: lN/Il0l 12023 10064, OOS/I 1 0 1 12023 1 0052

Dectaration of certification: "l hereby certiff 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. lI[-003328-241221 and submitted specification no. SPC-CC-051325.
The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."

ol 9 / (lTn. tl l|3

Name of product /
HanMeHosaH lre n Do-trvKIrI.t ll

Momat Rino Advance /
Molrar PilHo AasaHc

Generic name /
HenareHroeaHHoe
HAI'MCHOBAHI{E

Azelastine + Mometasone metered dose nasal spray /
AgeracruH * Monera:os cnpeil ua:a,rruurii go:ruponaHuutfi

fieft crayroull.re Ber{ecrBa
Each spray delivers / Kaxaaq ao3a cnpeq coaepxr,rr:
Mometasone Furoate BP 50 mcg / Monera:oHa Qypoar Bprar.<D. 50 nrr
Azelastine Hvdrochloride BP 140 mcs / AgeiracruHa rrr-trDoxJroor.u Bour.O. 140 urr

Strength / {orr.rponrca
140 mcg + 50 mcg / dose
140 urcr + 50 rrrrr i .qora

Date of Mfg. /
nara npoureo,ucrsa

0412023

Dosage form /
JIeKancreeHHaq dooMa

Metered-dose nasal spray /
CnpeE na:a-nrHufi .[ognDoganurrfi

Date of Exp. / foAen ao 03/202s

Product code /
KoA nporvrcra

sRU030008246040 I GS Date of release I lara BbrnycKa 05.07.2023

Batch No / Cepun J\! 12230390 Qty. Released /
Ko.nt,lqecreo BbrnyueHo

34,400 BOr
34,400
duraronon

Batch size / Parruep cepr,rra 37,815 bot/37,8 l5 grarouor Mfg. License No. /
fIDolllsoncrsenu as ruuen3us .]l!

MNB/10/832

Inspection Lot No
Konroo.nu overu aq ceouq .ll!

0400004s7 I s3
Mfg. License Date /
Ilnolrssoac'rneHHafl Jr uueH3llq (aara)

3010412020

Package size / Ynarosra 75 doses I 75 toz
GMP Compliance certificateData I
GMP cenrudurcar (uara)

t8/06t2020

Market / Psrnor Russia / Poccuq
GMP Compliance certificate No /
GMP ceorlrdlrrcar.l&

GMP-
01556/20lrN

Reference specilication No /
Cneulrdurauus .Il!

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

STP-CC-O3751 7

API information /
lluQopruauun o6 A<DC

Azelastine Hydrochloride i
Agelac'rltra rilnooxJroniln

Batch No /
Ceprq.l\!

F400-22003
Mfg by /
flnor.rlsoa.

Urquima S.A., Spain /
YprsuNra C.A.,Vcnaquq

Mometasone Furoate /
Molrera:oua r[ypoar

Batch No /
Cepnn J\t

MTC-
002t21L21605
AI

Mfg by /
llpouseog.

Sterling S.p.A., Italy /
Crepruur C.n.A., Vtutus

No TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHU.g OBSERVATION / PE3YJIbTATbI

c) Benzalkonium chloride /
Eeusa.nrosus xJrop[ra

From 80 yoto 120 Yoofthe labeled claim
ofbenzalkonium chloride I Ot 80Yo to
l20yo OT 3aflBJIeHHOrO KOJIl4qecTBa

6eHga,tronu.s xnoprua

95.6 Yo I 95.60/o

15. Package size / Ynarcosrca 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. / llo 75 r.r

150 ao3 Bo $naroH v3 II3Btl,
cHa6xeusufi ao3rrpyrour.rM

75 doses in a HDP
a metering device
cap. Bottle with le
ao3 ro Qrarou
.qo3r.rpyroull4M yr

aAanrepoM c 3ar[r
unc'rpyxuaefi no

KaproHHyro naqK)

E plastic bottle equipped with
and actuator with protective

aflet placed in carton box. / 75
r.rs II3B[I- ura6xennuii

:rnofi crro"rra. ifo n xE!*nt'rrsm
,:1"KS*iil*:3pN:

3a[tr4THbrM KoJrIIaqKoM. (Dlaxog c
uucrpyrquefi rro npr,rMeHeHI4Io

noMeqaroT B KapToHHyn naqKy.

'I(v
[*
lo
iE

l6 Labeling / Mapmupoera According to ND / B coorsercrsuu c H! b "1/" .,ti;/
t7 Storage / Xpaneune Store at 15 to 25 oC. Do not tieeze. I flpu ter'aneparype or l5 ao 25iC;fl9"sau9pg*pars.

18 Shelf-life / Cporc roAHocru 2yeas I 2 rota

Preoared bv / floaroros,reHo Checked bv / Ilnoneneno Approvld by / 0ao6peuo
Sisnature / [Ioanncr M,, ( T-
Date I Ilara 'tzolo1\ 1,oL\ .Zo ') O,1 I ,'t-'l tO I O'l'Ao"t/ \
Name / <DIIO Yosesh Kumar Mehta Atul Kumar Aiav Kumaf Gars
Desisnation /,llo.nxuocrr Officer -OA Officer -OA Asst. Manaser -OA

,oA054/08.0c
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,lndia

Tel.: +91-1795 667200 Fax: +9 l-1795 667299 email' ,.'.r.',,,, r.. ,, , , ,r .'i : '

Certificate of Analysis for Finished Product /
CeprnQurcar aHaJrrr3a Ha roroByro rr poAyKrI rrx)

9 of9 / Cro.9 ur 9

3arc.nroqeHNe o coorBercrBnu: HacrorrquM noarBepxaaro, qro [peacraBJreHHa, nstrue unQoprra\Afl tBrflercs aocroBepHofi u roqnofi.
lanHar cepnr 6srra npolr3BeAeHa, Brrroqaq yuaronry/uapKupoBrcy, 14 npoKoHTpoJrr4poBaHa ua yxa:auHoil BLIIxe npor43BorcreeHHoil
nJIo[IarKe B noJrHoM coorBercrBur,r c rpe6oeaur.uurz Ha{nexauefi flpou:noacrnessoft llparruru (GMP) u rpe6onauuruu uopuaruruofi
.qoKyMeHraurrr.r Jlll-003328-241221 u y"reepx4euHoii cnequt[uraqueil N, SPC-CC-051325. flporororu ilpotl3BoacrBq yrIaKoBKu H

npoBe.{eHHblx aHaJru3oB Anr Aausofi cepulr 6uau npoaHaJrr.r3upoBaHbr H cAeJlaHo 3aKrroqeHue, qro oHu coorBercrBylor rpe6onauuru
HaArexaruefi llpousnogcrnenHofi flparcrnrn ( GMP).

Name of product /
Har,rrvresonau ue n poayKult l-l

Momat Rino Advance /
Mouar Plrno AasaHc

Generic name /
HenareurosaHHoe
HAHMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
Ageracrus * Monera:ou cnpefi Hala,rrHsril no:upoaauHufi

flefi crnyrcutue BeulecrBa
Each spray delivers / KaNaaq.{o3a cnpe, co.qepxur:
Mometasone Furoate BP 50 mcg / MoNrerasoHa Sypoar Bpur.<D. 50 uxr
Azelastine Hydrochloride BP 140 mcs / A:eracruHa rr.rapoxnopr4n EpI4r.O. 140 naxr

Strength / [oruponrca
140 mcg + 50 mcg / dose
I 40 urr + 50 N,rxr / losa

Date of Mfg. /
nara nnor.rgsoacrna

04/2023

Dosage form /
JleraocreeHHas 6oona

Metered-dose nasal spray /
Cnoefi ua-:anrHrrfi rognoogaHHsrfi

Date of Exp. / foAen ao 03t202s

Product code /
KoA npoAvrcra

sRU030008246040 1 GS Date of releas e I [ara BbrrrycKa 05.07.2023

Batch No / Cepun Jl! 12230390 Qty. Released i
Koruqecreo Bbrrry[IeHo

34,400 BOT
34,400
dllaronoc

Batch size / Pasrrlep cepur.r 37,81 5 bot I 37 ,815 S:raxonon
Mfg. License No. /
Ilpor.nsoacrreHH aq fl lrueHruq J\!

MNB/10/832

Inspection Lot No
KoHrpo.n u Dveruaq cepuq .ll}

0400004571 s3
Mfg. License Date /
llooussoacrseHHar JruueH3r.rq (aara)

3010412020

Package size / Ynaxosrca 75 doses I 75 toz
GMP Compliance certificateData I
GMP ceprudurar (aara)

18/0612020

Market / Pusor Russia / Poccus
GMP Compliance certificate No /
GMP ceoT udlrrar J\}

GMP-
01556/20lrN

Reference specification No /
CneuudHrauuq .l\b

SPC-CC-051325
STP No /
CTII{ Jl!

STP-CC-O37517

API information /
llHQopruauua o6 AOC

Azelastine Hydrochloride /
A:enacruna rurooxlronHrr

Batch No /
Ceplrq.l\!

F400-22003
Mfg by /
flnourson-

Urquima S.A., Spain /
Yonsr{r4a C.A.. 14cnaHnq

Mometasone Furoate /
Momera:oua $ypoar

Batch No /
Cepua.ll!

MTC-
002121L21605
A1

Mfg by /
llpoureo4.

Sterling S.p.A., Italy /
Crepruur C.n.A., lrhwrus

PreparedzOv / floaroroefl eHo Checked bv / llponepeno Approved ily / Oao6peno
Sisnature / lloanucr YX ,, A qPF 

-

Date I Ilara lrlo-l I lroL1 -f-61 D.l 'l^-c\ .Dlo'Nh?'v>
Name / @[IO Yosesh Kumar Mehta Atul Kumar Aiav Kun/ar Gars
Desienation / no.nxnocru Officer -OA Officer -OA Asst. Manaser -OA

FCIvI/QA054/08.00


