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

Tel.: +91-1795 667200 pa><: +it-17g5 667299 email: glerrrnark@bont2.vsnl'net'in

Certificate of Analysis for Finished Product /
CepruQnnar aHaJrI{3a Ha roroByrc npoAyKII}rK)

ll3ofE

Name of product /
HaulrenosaHue nDolrYKuttll

Momat Rino Advance
Moua'r Prano AasaHc

Generic name /
HenaresronaHsoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ase1aqruHa rrulpoxJlopltA Id MoMera3oHa Qypoat cnpefi Hasalruufi AOaupOaaunrtfi

[efi crnyrcurue BerqecrBa
Each spray delivers / KaNaar Ao3a cnpet co.{epxt'lr:
Mometazone Fuorate BP 50 mcg / MolasrasoHa {ypoat Epat.<D. 50 rrlrr
Azelastine Hvdrochloride BP 140 mcg / A:elasu,rga ruApoxrlopra Epgr.o.]19-y$

Strength / [,oruposrca
140 mcg + 50 mcg
140 rurcn + 50 urr

Date of Mfg. /
llara nnolrlsoacrsa

tU2021

Dosage form /
JIercancrseHHaq 6onma

Metered-dose nasal spray /
Cnpefi uagarurHfi aosnposaHHrtfi

Date of Exp. / IoAeu ao 10t2023

Product code / Koa nporYrcra sRU0300082460401DM Date of release I llara BHnYcKa 01.12.2021

Batch No / Cepur Jlb 12210677 Qty. Released /
Koruqecrso BbrnyuleHo

23,380 BOT
23.380 dnaronoa

Batch size / Pa*rep cepnu 25,39 5 I 25,39 5 t[raronon
Mfg. License No. /
flnoralnoncrsenHaq JrnueHgua J&

MNB/10/832

Inspection Lot No
Kouroo.lr ll ove*rag cenua .lfs

040000361077
Mfg. License Date /
flnoursoacrsegHafl ruuen3ug (aara) 30t04/2020

Package size / Ynarosrca I 50 doses / l50,uos
GMP Compliance certificate Data /
GMP cepruOr.rrar (aara)

18t06t2020

Market / Puruor Russia / Poccur
GMP Compliance certilicate No /
GMP ceprudnrcarJt&

GMP-o1556/20llN

Reference specification No /
Cneuudurau[q Ns

sPC-CC-034990
STP No /
cnu -I{b

STP-CC-026675

No TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI4.fl OBSERVATION / PE3YJIbTATbI

I Description / Onncasue White to off-white suspension / Eeaag

r4Jrr{ [oqrl,r 6enar cycneusur
Off-white suspension /
floqrn 6eaac cycfleH3,tfl

2. Identifi cation / Ilorurrnxocrs

a) Azelastine hydrochlorlde /
At ar ac ma n a e u d p oxn op u d

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the

chromatogram of azelastine
hydrochloride standard solution / Bperrlr
y.4epx[BaHu, ocHoBHoro nI{Ka Ha

xpoMaTorpaMMe ncnbrryeMoro pacrBopa

aoJrxHo coorBercTBoBarb BpeMeHI,l

y.IlepxxBaHu, ocHoBHoro nnKa Ha

xpoMarorpaMMg pa$Bopa craruIaprHoro
oGpasua aseJracrrrHa ruapoxaopnaa (crrt.

pa3aen <KoauqesrBeHHoe
onpeAereune>).

In the test of assay, the retention time of the

main peak in the chromatogram of the sample

solution correspond to the retention time of
the main peak in the chromatogram of
azelastine hydrochloride standard solution /
Bperrrr yaepxuualtus ocHoBHono nl,lra Ha

xpoMarorpaMMe r4cnbnyeMoro pacrBopa

coqTBercTByeT BpeMeH!{ yaepxHBaH!4,

ocHoBHoro flrzKa Ha xpoMaTorpaMMe
pasrBopa craluaprHoro o6parua a3eJlacruHa

rn.tlpoxnopuAa (cvt. Pa3AeJI

<Kor nqesrgeHHoe onpeaeJleHr,te))).

b) Mometasonefuroale /
Momemuoaq$ypoam

In the test of assay, the retention time of
the main peak in the chromatogram of the

sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bper'rr y,qepxl4Bauu,

ocHoBHoro nuKa Ha xpoMarorpaMMe
r{cnbrryeMoro pacrBopa aoJIxHo
cooTBeTcTBoBaTL BpeMeHr yAepxuBaHt4,

ocHoBHoro flr,rKa Ha xpoMaTorpaMMe
pacrBopa craHAaprHoro o6pa:ua
MoMera3oHa Qypoa,a (cu. pa3aen

<KoauqecrseHuoe onpe.qeleHne> ).

In the test of assay, the retention time of the

main peak in the chromatogram of the sample

solution correspond to the retention time of
the main peak in tle chromatogram of
mometasone furoate standard solution I
Bpeur yaepxuuaulas ocHoBHoro nI{Ka Ha

xpoMarorpaMMe ucnbnyeMoro pa$Bopa

coorBercrByeT BpeMeHlI y,lep)KuBal{ut

ocHoBHoro [HKa Ha xpoMaTorpaMMe
pac:TBopa craluaprHoro o6parua ruorr,terasoua

Qypoara (o"r. pa3ren <KoauqegrseHHoe

onpe.teneuue>).

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

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

Certificate of Analysis for Finished Product /
CepruQurar anaJrlr3a Ha roroByrc rlpoAynulrrc

of8 ur8

Name ofproduct/
Harmenogallne n DorvKul{tl

Momat Rino Advance /
Mouar Pnuo A,qgasc

o

Generic name /
HenarenrosaHHoe
HAI,IMCHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseracrnHa nra,[poxJlop[rJl H MoMera3oHa r[ypoat cnpefi uasalrurtfi ro:uponauustfi

,I(eft croyroune BeulecrBa
Each spray delivers / Kar<lag Ao3a cnpe, co,4epxr,Ir:
Mometazone Fuorate BP 50 mcg / MouqrasoHa r[ypoat Bprat.<D. 50 um
Azelastine Hvdrochloride BP 140 mcg / Aseaac'rllHa rnrpoxrlopr'rg Eprr.@. 140 rurn

Strength /.(ornponra
140 mcg + 50 mcg
140 nrrr + 50 nrrr

Date of Mfg. /
.llera noolrssoacrsa

tl/202l

Dosage form /
.Ilerqncrnessqq drnnuq

Metered-dose nasal spray / -
Cnoefi HasansHufi aoguDosaHHrrfi

Date of Exp. / fogeu ao 1012023

Product code / Koa npoayKTa sRU030008246040 IDM Date ofreleasel Aara BbrnycKa 01.12.2021

Batch No / Cepua Jlb t2210677 Qty. Released /
Koruqecrso BLrnyuleuo

23,380 BOT
23.380 draroson

Batch size / Parmep cepur 25,39 5 / 25,39 5 t[rarouon
Mfg. License No. /
llDoulao,[crseHnas r[uenruq ][b

MNB/10/832

Inspection Lot No
Kourpo,nrpYemag ceD[q .]t&

040000361077
Mfg. License Date /
llpoulsoacraeHHas rt4lren3us (Aara) 30/0412020

Package size / Ynarosra 150 doses / 150 aog
GMP Compliance certilicateData I
GMP ceprudnrar (aara) 18t0612020

Market / Purnor Russia / Poccr.rs
GMP Compliance certificate No /
GMP cenrrdurarJtlb

cMP-o1556i20/tN

Reference specification No /
Cneuudurauus .Ii&

SPC-CC-034990
STP No /
CIILI Ns

STP-CC-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4.S OBSERVATION / PE3YJIbTATbI

c) Benzalkonlumchlorlde /
Eenzanxouaa xnopud

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

corresponding to the retention times of
peaks of benzalkonium chloride
homologues Cn and Crc in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe r,rcnBrryeMoro
pacrBopa AoJrxHbr o6uapyxrarrucr
nr{Kr4, cooTBeTgTByroqfig no BpeMeHaM

y.{epx}rBaHr4r nI4KaM roMoJroros Crz z
Cra 6eHsarroHr4s xnopruta Ha

xpoMaTor-paMMe cTaHAaprHono pacTBopa

(o"r. pa3.r1eJr <Kor[qecrseHHoe
onpeaereHue>).

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

Crc in the chromatogram of the standard

solution / Ha xpouarorpaMMe ,IcnrlryeMot'o
pacrBopa o6uapyxnaaorcr il,tKu,
coorBeTsrByprrll4e no BpgMeHaM

yhep)t<uBauils nr{KaM roMoJloros Crz u Crc

6eHgarxoHus xJIopI4Aa Ha xpoMarorpaMMe
craHraprHoro pacrBopa (cpt, pa3Aen

<Korrqi:c, seHuoe oupereaeHue>).

A-
3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.448 t4,448 ,/,;b"-'
4. Density / flnorHocru From 0.90 to I .10 g/cmr /

Or 0,90 ao l,l0 r/crvr'

l.0l g/cmr / "- l*
l.0l n/cr,,r3 / ,.,

5. Yiscosity / Bqsrogru Not less than 5 cPs / He uesee 5 cflg 50.5 cPs /50,5 clls 6 --'f
6. Osmolality / OcmorqruHocrs 250 to 350 mOsm&g /

250 - 350 uOcnr/nr
293 mOsm/kg

293 rraOcrra/rr

1llt:t
RU,

Yial leak testing / Ilporepra
S.naroxa Ha repMer[qnocrb

Leakage traces should absent /
Orcyrcrrne cneAoB )'reqKr,l

Noleakagetraces/ \aarms6gtl)
Cleru )rueqrn orclrrcrBytor \--l

(r\
(l\

*

:4/

Prepared bv / IloarorosreHo Checked bv / [Inoaeneuo Aonroved bv / Oao6oeso
Sisnature / Iloanr.rcr lrffi-/ )-- .*L
Date / nara vs 0l: ll Ll ln7/l vmolh 

l:r^, $9 t l> lr.ot)
Name / @I,IO Yogesh Kumar Mehta Atul Kumar Aiav Kumir Gare
Desisnation / .Ilorxnocru Oflicer - OA Oflicer -OA Asst. Manaser -OA

FCIWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Tel.: +91-179 5 667200 Fax +91-1795 667299 email: glenrnark@bonr2.vsnl.net.in

Certilicate of Analysis for Finished Product /
CepruQnnar anaJr[3a Ha roroByrc nporyrlrlrx)

JoIE v?

Name of product /
Haunenosanue ttDolIYKut{t{

Momat Rino Advance /
Mouar Pr,rgo AasaHc

,:t'

.d

':'t /
. -'7;,/

Generic name /
HenarenrosaHHoe
HAT{MEHOBAH}lE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Agelasruua rHJIpoxnopI4A I4 MoMerasoHa Qypoar cnpefi ua:aluurtfi Aoruponauuufi

!,eilcrnyrcurue BerlecrBa
Each. spray delivers / Kan<lar ,[o3a crpe, co.(epxttr:
Mometazone Fuorate BP 50 mcg / Monasrasona r[ypoat Bpat.@. 50 rurr
Azelastine Hvdrochloride BP 140 mcs / A3eracrrHa rl'L[poxrlopraa Eprr.@. 140 urr

Strength /,(orupoara
140 mcg + 50 mcg
140 rur<r+ 50 rr.rrr

Date of Mfg. /
Ilera nnou3soncraa

tU202t

Dosage form /
.llerqnernesncg ahontvra

Metered-dose nasal spray /
Cnpefi uagaarHsrfi aogfiDosaHHrrfi

Date of Exp. / IoAeu Ao t0/2023

Product code / Koa nDorYKTa sRU0300082460401DM Date of release I Lara Bbt[ycKa 01.12.2021

Batch No / Cepua Ne 12210677 Qty. Released /
Kor[qecrso BLtflyuleHo

23,380 BOT
23.380 draroHos

Batch size / Pasuep ceprr 25,395 I 25,395 Qrarouon
Mfg. License No. /
flnnurnoncrsennag r[ueHlIaq .]lb

MNB/10/832

Inspection Lot No
Kourooruovemaq ceonc .I&

040000361077
Mfg. License Date /
lloolrssoactnennas Jruuen3us ( naral

3010412020

Package size / YnarosKa 150 doses / 150 aos
GMP Compliance certilicateData I
GMP ceorndnrar (aata) t8/06/2020

Market / PsrHorc Russia / Poccrag
GMP Compliance certificate No /
GMP ceprudararJ\!r

cMP-or556/20 N

Reference specification No /
Cneuuduraurq JIb

SPC-CC-034990
STP No /
CTIU M

srP-cc-026675

No TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI4g OBSERVATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca surcao6oxaaemofi ao:cr

Single dose / Oraetrnas Aola:

85.0 to 115.0% of the claimed delivered
dose amount / 85,0 - I15,0 % ot
3arrueHHoro ssrcgo6o)Krae[4oro
KOI14qCCTBA

Average dose / Cpeauafl Ao3a:

90.0 to ll0.0o/o of the claimed delivered
amount / 90,0 - 110,0 o/o or 3aJrBJIeHHono

ssrc go6oxaaervroro KoJrr{qecrBa

Minimum / Muuuuyr'r: 9 l.60/o

Maximum / Marccnuyrrl: 108.6%

Average / Cpeauee:103.8%

9, Mass of the vial content /
Macca coaepxumoro Q.narona

Not less than 14.175 E I
He ueuee 14,175 r

14.4M g
14,4M r ,-;:

10. Dose number / Ko.luqeqso Aor Notlessthan l50doses/
He prese e 150 aos

179 doses / 179 toz
i').

n Particle size / Parmep qacruu 90 % ofparticles less than l0 pm /
90o/ouacf]u\pa3MepoM tueuee l0 urru

100 % ofparticles less than 30 pm /
I 00o/o'{actuu pa3MepoM rr.renee 3 0 urn
Particles of more than 30 pm should be
absent / tlasu4uu 6oaee 30 MKM aoJrxHbt
oTcyTc'TBoBaTb

100.0 o/o I 100,0%

100.0o/o I 100,0%

Absent / Otcyrcraycn

12. Related substances / PoAcrseHHute npt,rMecr

a) Azelastine hydrochlorlde /
As at ac mu na a u I p oxn op u d :
Single unspecified impurity /
EAnuraqHofi Her4,(eHT?r-

tpuuupoaanuoft rtpr,rMecu

Total impurities / Cyr'rrr,ra nparrrecefi

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

Not more than 2.0 o/o I He 6orce2,0 %o

Not detected/ He o6uapyxeuo

Not detected/ He o6napyxeHo

Name/ @}IO
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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: elemnark@bom2.vsnl'net.in

Certificate of Analysis for Finished Product /
CeprnQurar aHaJru3a Ha roroByrc rIpoAyKIluK)

--,1,., t\ ^ -
,/.,'"1',J t't 1i. ^ .

/ \v/v q'or,
* (L)

ilr #'^ ;q,@

4 olU il?

Name of product /
HaraMenosautae ttDo]IYKuuu

Momat Rino Advance /
Moua, Pr,rHo AaeaHc

Generic name /
HenarenrosaHHoe
HAI,IMEHOBAH1lE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aleaasrusa rl4rpoxJloprut ,r MoMsra3oHa $ypoar cnpefi uasarrurtft,4o:rponatruufi

[eftcrayrcuue BeulecrBa
Each spray delivsrs / Kouas.qo3a cnpe, coAepxl4r:
Mometazone Fuorate BP 50 mcg / Motvlqragoua $ypoat EprT '<D. 50 rrlrr
Azelastine Hvdrochloride BP 140 mcg / Ageaasrl'tHa ruApoxJlopra Eplr.<D. 140 rrlrr

Strength /.nosnpoora
140 mcg + 50 mcg
140 n,txr + 50 rrar<r

Date of Mfg. /
Ilqrq nnnqtnoncrno

tU202t

Dosage form /
.I[erqncrnespqs rhnnun

Metered-dose nasal spray /
Cnoefi HasanrxHfi aograpoaaHnrrfi

Date of Exp. / foaer Ao t0/2023

Product code / Koa rporyr'ra sRU0300082460401DM. Date ofrelease I Ilara BbtnYcKa 01.12.2021

Batch No / Cepna J{s t2210677 Qty. Released /
Kortlqecrso BbrnYtuerto

23,380 BOT
23.380 tbaaroHos

Batch size / Pasnep cepun 25,39 5 I 25,395 tlraronor
Mfg. License No. /
flnournoncrnennas :rrauexlug Jlb

MNB/r0/832

Inspection Lot No
Kouroo.nnpverraq ceo[q .]l!

040000361077
Mfg. License Date /
lloollosoacrsennas Jt[ueH3nq (aaral 30104/2020

Package size / Ynarosna I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP ceorndunar (aara) t8/06/2020

Market / Puruor Russia / Poccur
GMP Compliance certilicate No /
GMP ceorudurar.Ilb

GMP-01556/20lIN

Reference specification No /
Cneuuduraurq J\b

sPc-cc-034990 STP No /
Cru,I Ib

srP-cc-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHl4.fl OBSERYATION / PE3YJIbTATbI

b) Mometasone furoale /
Monemazoua Oypoam
Impurity D / flpraurecr D
Single unspecified impurity i
E 4nHu.{Ha, HeraAeurra$uunpoBaHHas
npnMecb
Total impurities / Cyrrar',ra rcex
npnuecefi

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

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

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

0.02Vo 10,02o/o

0.05o/o I 0,05o/o

0.19o/o I 0,19o/o

Prepared bv / Iloaroroueso Checked hY / IlposepeHo Anoroled bv / Oao6neHo

Sisnature / floanucr l}f-nlA -J- *
Date I llara uffio I lL ll,rL -no llo I u c*lr,.liaYl
Name/ @lIO Yosesh Kumir Mehta Atul Kumar AiavKu'mar Gars
Desisnation / .llo.rxuocrs Oflicer - OA Officer -OA Asst. Manaeer -OA

FCI\4/QA054i08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India

Tel.: +91-1795 667200 Fax: +91-1795 667299 email: slemnark@bonr2.vsnl.net.in

Certificate of Analysis for Finished Product /
Ceprurfurar aHaJrn3a Ha roroBylo rpoAyKllrrc

ll3ofU

Name of product /
HaumenosaHue npoayKulru

Momat Rino Advance i
Molrar PuHo Aasauc

Generic name /
HenarexrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ateaacruxa rurpox:lopr!,Il !I MoMsra3oHa r[ypoa, cnpeft Halalruuil rosnposauuuft

,I[,eft crayrcutue BeIrIecrBa
Each spray delivers / Ka:xaas.qoea cnpe, co,rlgpxttr:
Mometazone Fuorate BP 50 mcg / Motrlcra3oua Qypoat Epnr.@. 50 rurr
Azelastine Hvdrochloride BP 140 mcg / AgeracrllHa rl4rpoxrlopraa 6prr'9.]49-lgItl

Strength /.(oruponra
140 mcg + 50 mcg
140 rrarr * 50 ltcr

Date of Mfg. /
nara npoulsorcrsa

1t/2021

Dosage form /
Iferqncrnepsqq rhonuq

Metered-dose nasal spray /
Cnoefi naga.nrHurfi aoguDosaHHuil

Date of Exp. / foaeu ao t0t2023

Product code / Koa nooaYrcra sRU030008246040 I DM Date ofrelease I Ilara BLrnYcKa 0t.12.2021

Batch No / Cepur Jlb t2210677 Qty. Released /
Koruqecrao BbtnyuleHo

23,380 BOT
23.380 ibraroHos

Batch size / Pasuep cepuu 25,39 5 /. 25,39 5 t[narouoe
Mfg. License No. /
llooussoacrrennag JrttueH:t q .]tlb

MNB/10/832

Inspection Lot No
KoHrporuoYenas cepus }lll

040000361077
Mfg. License Date /
lloollssoacrsennas Jr[ueH3us ( laral 30/0412020

Package size I Ynanonra 150 doses / 150 aos
GMP Compliance certilicateData I
GMP ceorudurar (aara) 18t06/2020

Market / Puuor Russia / Poccuq
GMP Compliance certificate No /
GMP ceprudnrar.Ilb

GMP-o1556/20llN

Reference specification No /
Cneuudurcauug Jlb

sPC-CC-034990
STP No /
CN}I J{b

srP-cc-026675

No TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERYATION / PE3YJIbTATbI

13. Unifor.mity of delivered dose /
Oauopoauocrr surcso6orrAaenilofi
ao3bl

--';------
.r'.,j.\t'' 

nt5:r"\
,,-; ?d.

i ,Y.^:)(?*", ?rll'\^.,;,
&e/

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

starting and one end delivered dose is

taken from each of l0 bottles) and none
may deviate by more than +35%.
If 3 to 6 values deviate by more than
*25o/o, but less than +35%, test the
following 20 bottles.
Not more than 6 values from 60

determinations can deviate from the mean
value by more than +25o/o and none can
deviate by more lhan*35o/o I
He 6onee 2 sua\euufr us 20 onpeAeaeuufi
MOD/r OTKJTOHTTCTT Cn CpeAHerO 3HaqeHI,L
6oaee qeur sa*25 oZ (or raNaoro ns l0
Qlarouoa bepyrcr no oAuofi Haqarusofi
ra oauoft ttoHe,{Hoft suceo6o)Maeruofi
aose), ra Hu oAHoro - 6oaee qeM Ha

+ 35 o/o.

Ecrn ot 3 ao 6 guaqeuufi nr'lepr
orKJroHeHr,r, 6oaee qeM * 25 %o, no
MeHEue, qeu t 35 7g To r4cuEITbIBaIor

cneAybulr,re 20 QnaroHoa.
He 6oaee 6 sHaqeHnft us 60 onpeAeaenrafi

Moryr oTKJIOHTTC' OT CpeAHerO 3HaqeHI,l'
6oaee qerrr na +.25 %o, u nu oAHoro,
6oree qeNr sat35Yo

Azelastine Hydrochloride /
Aseracruua rl.ulpoxnopur(:

Beg / Havuo:
Minimum I Muuutu.yu: 95.1o/o,

Maximum / Marcravyrrl: 102.5Yo,

Average / Cpetuee:99.2o/o

End/ Roneq:
Minimum I Mnuuvyn: 98.3o/o,

Maximum / Marcraruyrr,r : I 05. I o/0,

Average / Cpetrce:102.5o/o

Mometazone Furoate /
Momerasosa Qypoar:

Beg / Hauuo:
Min imum I Mnauuy u 9 4.2o/o,

Maximum / Marcrarvryru: 100.9o/o"

Average I Cpetuee: 97.9o/o

End / Koneq:
Minimum ./ M uuut ry'ur 9 6.40/o,

Maximum / Marcrarrayu: 103.8o/o,

Average / Cpeanee 1 00.37o

Preoared bv / lloarorosneHo Checked bv / lloosenexo Aoorovid bv / Oao6oeHo

Sisnature / flonnucr t,*Ohlllr -f *
Date / Aara Ufficl Vl1,6U "oz htle,:,l D?INIVL|
Name/ O}IO Yosesh Kumar N ehta Atul Kumar Aiav Kumar Gars
Desienation / llo.nxuocru Ollicer - OA Officer -QA Asst. Manager -OA

FCM/QAos4/08
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himhchal Pradesh l73205,lndia

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

Certificate of Analysis for Finished Product /
CeprnQunar anaJrlr3a Ha roroByrc npoAyrll[Io

6 ot' 6}l3

Name ofproduct /
HauMenosaHue rtDonYKuttll

Momat Rino Advance /
Moruar PuHo Aasagc

Generic name /
HenareH'rosaHHoe
HAUMeHOBaH!re

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseracruHa ruApoxJloprut I,! MoMera3oHa $ypoat cnpefi uasaarHu I Aorupoaaunrrfi

fleficrnyrcuue BeulecrBa
Each spray delivers / Kax<aas.[o3a crtpeq co.aepxt4T:

Mometazone Fuorate BP 50 mcg / Motrlsrasoua rfypoat Eprar.O..50 urr
Azelastine Hvdrochloride BP 140 mcs / A3eaacruHa I'urpoxJlopra Eprat'<D' 140 rvrrr

Strength / {,orupoora
140 mcg + 50 mcg
140 nxr + 50 t"tt<n

Date of Mfg. /
Ilqrq nnnutnoncrg,

tU202l

Dosage form /
-Ilercnncrnenncg rhonMn

Metered-dose nasal spray /
Cnpefi HasanrHrtfi aogt'tposaHnHfi

Date ofExp. / foAeu ao 1012023

Product code / Koa nporyKTa sRU0300082460401DM Date ofreleasel llara BbtrycKa 01.12.2021

Batch No / Cepun j\b t2210677 Qty. Released /
KoJruqesrso BbtnyueHo

23,380 BOT
23.380 tbaaroHos

Batch size / Paruep cepuu 25,395 I 25,395 Qnar<onoa
Mfg. License No. /
llooulnoacrsenHas .nruenlns .lE

MNB/10/832

Inspection Lot No
KoHrno:ru ovemac cenrrg .ll&

040000361077
Mfg. License Date /
llooussoaclseHHas nsueH3us (aara) 30t0412020

Package size / Ynarosra 150 doses / 150 aog
GMP Compliance certilicateData I
GMP ceprudurcar (aara)

t8/0612020

Market / Psrnorc Russia / Poccuq
GMP Compliance certificate No /
GMP ceorudurarJ(b

GMP-or556/20lrN

Reference specification No /
Cneundnrauus Jlb

sPc-cc-034990
STP No /
CIIIzI l$o

srP-cc-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,T' OBSERVATION / PE3YJIbTATbI

14. Uniformity of dosage unit /
OAHopoAsocrb Ao3lrpoBaHus

Not more than I value from l0
determinations may deviate from the

mean value by more than *25 % (one

starting delivered dose is taken from each
of l0 bottles) and none may deviate by
more than +35 %.

If 2 or 3 values deviate by more than
*25Yo, but less than +35%, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 o/o and
none can deviate by more thwt +35 o/o /
He 6oaee I guaqeuus uo l0 onpeAeaeuufi
MOXer OTKJTOHTTCS OT CpeAHerO

3HaqeHlrr 6oree qeu na t25o/o (or
KaXAoro r,ro l0 rpaarouor 6eperca no
o,[Hofi uaqaruHofi errcso6o)MaeN,rofi

Ao3e), u Hr4 oAHoro, 6olee qeu Ha

*.35 o/o.

Erlt .qsa urn rpu 3HaqeH[, ttMepr
orKrroHeHnr 6oree qeM +25Yo, Ho

MeHee, qeM +35%o, To rac[ErrErBnror

cneAyrour4e 20 r[rarouoa.

He 6oree rpex snaqeHr,rfi Moryr
orKroHrTEcs oT cpeAHero 3Haqe}{ul
6olee, uerrr ua i25Yq u uu oAHorc,
6o.nee qeu ua* 35 o/o.

Azelastine Hydrochloride /
Areracruua ruApoxnoplrA:

Minimum I Muuullryu 95.1o/o,

Maxi mum / Marcrrrryrr,r : I 02. 5olo,

Average I Cpetaee:99.2o/o

Mometazone Furoate /
Momeraroua Qypoar:

Min imum I Mwuuuy t r,: 9 4.2o/o,

Maximum / Marcurr,ryrvr : 100.9o/o,

Average I Cpexrce: 97.9o/o

\].

Prepared bv /.[IoaroroeJreno Checked bv / IlposepeHo Annroped bv / Oao6oeuo

Sisnature / lloanucr ubililb z l- a

Date I ilara rovlll- lLl-l ,:,gl lt'l'. ,cQ llvltayl
Name/O[[O Yosesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desisnation / no.nxsocrs Officer - OA Oflicer -OA Asst. Manaser -QA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,India

Tel.: +91-1795 667200 pax:+9t-t795 667299 email: glenmark@bom2.vsnl'net.in

Certificate of Analysis for Finished Product /
CepruSunar aHaJI[Isa f,a roroBylo [poAyrurrrc

7of8l 7us8

Name of product /
Hanmeuosaxlte nDolrYKuuu

Momat Rino Advance /
Mouar Pnuo Aasanc

Generic name /
HenarenrosaHHoe
naumegonanue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasallspray /
Aseaagruua trApoxJloprlr u MoM era3o Ha Qypoat cnpefi uaral uurtil .qoupoaauuufi

!,eficrayrcuue BeuecrBa
Each spray delivers / Ka:raas Ao3a cnpe, corepxrar:
Mometazone Fuorate BP 50 mcg / Motucra3oHa rfypoar Eprar.<D. 50 rrlrr
Azelastine Hydrochloride BP 140 mcg / Ageaacrl'tHa I'I4.{poxrlop44 Jp4I'@.-t{ eryI

Strength /.{,orupoora
140 mcg + 50 mcg
140 rurr + 50 rurr

Date of Mfg. /
llara noo[lsoacraa

1t/202t

Dosage form /
JlerancrseHxas 6ooma

Metered-dose nasal spray /
CnpeE HasanrHHfi aogrposaHHufi

Date of Exp. / foaen ao 1012023

Product code / Koa npoayKra sRU0300082460401DM Date of release I llara BEtnYcKa 01.12.2021

Batch No / Cepua Ne 12210677 Qty. Released /
Korlrqecrso Bbtnylueno

23,380 BOT
23"380 ibaarcoHos

Batch size 1 Parmep cepuu 25,39 5 I 25,39 5 Qaariouoa
Mfg. License No. /
flnorlsoacrseHnas rnuex3rq .llb

MNB/10/832

Inspection Lot No
Konroo.nn oYeMaq ceouq Jtls

040000361077
Mfg. License Date /
flooulsoacrgenHas Jr!tueH3r.rq (aara) 30/0412020

Package size / VnarcosKa 150 doses i 150 aos
GMP Compliance certilicate Data /
GMP ceorudurar (aara) 18t06t2020

Market / Prrnor Russia / Poccuq
GMP Compliance certificate No /
GMP ceorrdurarJ\b

cMP-o1556/20lrN

Reference specification No /
CneuuduKauuq .lt{b

sPC-CC-034990
STP No /
CTIII J1T

srP-cc-026675

No TESTS/ IIOKA3ATEJII4 LIMITS / TPEEOBAHI4-fl OBSERVATION / PE3YJIbTATbI

15. Microbiological purity / Murcpo6uo.norr.rrrecKas qucrora

Total aerobic microbial count and

total yeast and moulds count
(combined) / O6uree qracao

a:po6uux 6arcrepufi r4,rlpoxxeBbrx 14

nJrecHeBrrx rpra6on (cyrrruapno)

Test for Absence ofSpecified
Microorganism / Tecr ua
cneuu0uqecrue
MUKpOOpraHu3Mbr:

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
3nrepo6arrepun, yc'rofi uuarre r
XCJIqI 

Not more than 102 cfu per I g (ml) of the
product / He 6oaee 102 KOE e I r (rvu)

npenapaTa

Absence per I g (ml) of the product /
Orcyrcrane a I r (ur) npenapara

Absence per I g (ml) of the product /
Orcyrcrsne a I r(ur) npenapara

Absence per I g (ml) of the product /
Orcyrcrar,re n I r (ur) npenapara

.t

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

Absent / Orcyrcrnycr

Absent / Orcyrcroycr

Absent / Orcyrcraye,

16. Assay / KoruqecrseHHoe onpeAeneHue

Azelastine hydrochloride /
Ase.nacrnna rnApoxJropuA

Mometasone furoate /
lVlomeraroua Qypoar

Benzalkoniu m chloride /
EeusarroHllq xJropuA

a)

b)

c)

From 85 o/oto l15o/oof the labeled claim
of azelastine hydrochloride / Or 85 % ao
ll5 o/o oT 3rUBJIeHHoro KoJIr,lqeqTBa

,BeJracruHa rr,upoxnopruIa

From 85 % to I l5 o/o of the labeled claim
of mometazone furoate / Or 85 o/o lo
ll5o/o Or 3arBJIeHHoro KoJII{qecTBa

norrrcrasoHa QypoaTa

From 80 o/o to 120 o/o of the labeled claim
of benzalkonium chloride / Or 80 % ao
120 o/o oT 3aJIBJIeHHoro KoII,tqecTBa

6eurarroung xJropr4Aa

92.7% l92,7Yo i Ll

104.5o/o I l04,5%o

88.9o/o I 88,9o/o

Preoared bv / lloarorosreHo Checked by / llpoaepexo Aooror&d bv I Oao6peno

Signature / lloanucu INWs )l= *.
Date / nara '{ottllLllnLl uatllt)+t oYllLl>ovl
Name / OIIO Yopesh Kumar Mehta Atul Kumar Aiav Kumar Gars
Desisnation / .ll,o.nxnocrs Officer - OA Officer -OA Asst. Manaser -OA

\ci



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

Tel.:+91-1795 667200 Fax: +tl-1795 667299 email: glenmark@bom2.vsnl'net.inqtenmank
A nw way for a new mild

Certificate of Analysis for Finished Product /
CepruQunat aHaJIrI3a Ea roroBylo [poAyrulrx)

Any deviation/Incident/OOS: Not applicable
Orruronesus/IIuquAesrr/OOC: se npr4MeHr,rMo

Declaration ofcertification: "I hereby certi$ that the above information is authentic and accurate. This batch ofproduct has been

manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the

local Regulatory Authority and with the normative document no. JIII-003328-23 I I 15, Amend. No I dt. 12.09.2016, amend. No 2
dt. 05.12.2016, amend. No 3 dt. 08. 10.2018, amend. No 4 dt. 03.06. 19, amend. No 5 dt. 20.03.2019, amend. No 6 dt. 23.01.2020. amend.

No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3arc.nroqenueo coorBercrBlrtt: Hacrorur,rM rrorrBepNraro, qro npe,rlcralBreHHa, artue ranQoprraa:U.ux gqnsctcs AocTonepuofi u roqHofi.

[auuaa cepua 6nna npor,!38e.[eHa, BKJrroqEu ynaroery/rvrapKrlpoBKy, 14 npoKo]rrponnpoBaua na yraraHnofi Bbtlxe npor43BorctBeHHoft

nJrouaar(e B norHoM coorBersrBur4 c rpe6onauaaun Haraexauefi flpousaoacrseHHofi flparruru (GMP) n tpe6onanraaruu uoprrlatusuofi

noryMeurauxn JIII-003328-231115, UsN,r. Ns I or 12.09.2016, llsr'{. Ns 2 ot05.12.2016, Vtu. Nb 3 or 08.10.2018, HsN{. Nb 4 ot
03.06.2019, I4sLr. Ns 5 or 20.03.2019, Vsu. Ne 6 or 23.01.2020,1,Igr'{. N 7 o"r 20.02.2020. [aulgraa cepl4, coorBercrnyer rpe6onaHn-rrra

uoprvraTuoHofi AoKyMeHTauur4. flpororonu flpor,r3Bo.[crBa ynaKoBKr4 14 npoBeAeHHBIx aHEUII43oB Nts Aarlraofr cepun 6snu
npoananx3upoBaHbr r,r cAeJraHo 3aKJuoqeHr4e, qro oHrr coorBercrByror rpe6ouaunru Haa.uexaueft llpouraoAvrnennofi llparrunta (GMP)'

of8 / Cro. E nr E

Name ofproduct/
HarlmeHosaHue nDorYKuIrtl

Momat Rino Advance /
Mouar PHHo AaeaHc

Generic name /
HenarenrosaHHoe
HA!IMEHOBAHI{C

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ase.nacruna ru.4poxJloplA I,r MoMeftBoHa r[ypoar cnpeil uasaarnuh Aoonpoaauuufi

[eficrnyrcuue BeulecrBa
Each spray delivers / Kaxaag Ao3a cnpe, corepxl4r:
Mometazone Fuorate BP 50 mcg / MotvlsragoHa rpypoat 6prar.@. 50 rurr
Azelastine Hydrochloride BP 140 mcg / Aseaacr

Strength /,{oruporra 140 mcg + 50 mcg
140 rrarr+ 50 urr

Date of Mfg. /,
llera nooralsoacrga

1112021

Dosage form /
JlerapcrseuHaq dopma

Metered-dose nasal spray /
Cnoefi Hara:rsHnfi aosr4posaHHufi

Date of Exp. / foaeH ao t0t2023

Product code / Koa rpoayrcra sRU030008246040 I DM Date of release I Lara BblnycKa 01.12.2021

Batch No / Cepur Jt{b t221067',7 Qty. Released /
Koruqecrso Bbrflyuleno

23,380 BOT
23-380 drarouos

Batch size / Pasnep cepuu 25,395 I 25,395 QnaroHoa
Mfg. License No. /
ff nnurnoncrnennes Jruuex3nq ll!

MNB/10/832

Inspection Lot No
Koxrno.nn overrac cennc .l\lb

04000036 I 077
Mfg. License Date /.

flnnursorcrseHHaq JIrrlrer3ng ( aaral
3010412020

Package size / Ynarosra 150 doses / l50.nog GMP Compliance certificate Data /
GMP ceprudurcar (aara)

18t0612020

Market / Prrnor Russia / Poccrzs
GMP Compliance certificate No /
GMP ceorrdurarJ\!

GMP-o1556/20lrN

Reference specification No /
Cneuradnrcauus .Jtlb

SPC-CC-034990
STP No /
C[I4 Ns

srP-cc-026675

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERYATION / PE3YJIbTATbI

17, Package size / Yqarceoxa*- 
6*'tA"'-.;'./ v .__r\/o ()

l* <o

Ip r- :&

k^^4*^.,,,.i

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and

actuator with protective cap. Bottle with
leaflet placed in carton box. / flo 75 n
150 Aos Bo QraxoH u3 II3B[I,
csa6xeuuufi .4o3r,rpyour4M ycrpofi craon
14 Ha3alBHbIM a,{arfrepoM c 3aulI4THblM

KoJrnaqKoM. (Drarog c r,rHc1pyruuefi no
[pr,MeHeH?rro noMeulapT B KapToHHylo

naqKy.

150 doses in a HDPE plastic bottle equipped

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / IIo 150 aor ao t[aaron ras

II3BfI, cra6xensufi ro3lapyoutgM
ycrpoficruon r,r Ha3aJIbHbtM a.4anrepoM c
3aull,trHbtM roariaqrou. (DaaroH c

uHcrpyruueft no nptlMeHeHr4ro noMeulalor B

KaproHHylo naqKy.

18. Labeling / Mai@0BlT According to ND / B cooraetc'rarau c H,{,

19. Storage / Xpanenne Store at 15 to 25 oC, protected from light. Do not freeze. / B saIr1rlUeHHoM or cBsla Mecre

nplr reMneparype ot 15 to 25 "C. He earrlopaxnnarr.

20. ShelfJife / Cpor roAnocrr 2yeusl2roala

Prepared bv / floaroroeJreHo Checked bY / [IpoBepeHo Annrovednbv / Oao6oeno

Sisnature / [Iornncr th&tD- -t-' N
Date / nara uF 0NllL I laL I

^<llt lst oEll>ftou
Name/ Otr{O Yosesh Kumar Mehta Atul Kumar Aiav Kumar Garg
Desisnation / -llo.nxsocrr Ofricer - OA Officer -OA AssL Manaeer -QA

FCr\4/QA054/08.00


