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certificate of Analysis for Finished Product /
CeprraQnrcar aHaJ'rH3a Ha roroByrc rrpoAymuIrK)

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

Pase I of8 i (lrn. I rrr 8
Name of product /
HaNl,resogague rtDotrvKUHH

Momal Rino Advanoe /
Movar PuHo A,lnarrc

Generic name /
HenareHroeauHoe
HAT{MEHOBAHUE

Azelastine I'lydrochloride and Momelasone Fuorate metered dose nasal spray /
A:eracruua rrlnpoxnoplrr H MoMera3olra $1,poar cnpefr Ha:a,rsHsrfi ;1o:llponauusrfi

!eilcreymulue BeulecrBa
Each spray delivers I Kaxtas ao3a cnpe, co.(epxu'r:
Mometazone Fuorate BP 50 mcg / Mouera:ona Qypoar Bprar.{D. 50 uxr
Azelastine Hydrochloride IIP 140 mcp / A:e,racruHa rurpoxrlopua Epur.<D. 140 uxr

Strength /.(o:uponra
140 mcg + 50 mcg
140 uxr + 50 rraxr

Date of Mfg. /
nara nDo[3eoacrsa

0U2021

Dosage form /
JIercapcrnensas 6oorua

Metered-dose nasal spray /
CnDefi uasanrHrrfi notfi DosaHutrfi

Date of Exp. / foaeH Ao 1212022

Product code / Koa npoAyKTa sRU030008246040 1 DM Date of releas e I fiara BbrrycKa 06.02.2021

Batch No / Cepun J\b 12210045 Qty. Released /
Ko,rtrqecreo Bt rnyureHo

23,140 BOr
23.140 dr,raxoHoe

Batch size / Parrrrep cepuu 25,39 5 125,3 95 g.rarconoa Mfg. License No. /
flooulsoacraeuuaq,'Ilr ueH:Hq J$l

MNB/10/832

Inspection Lot No
Kourpo,ruDye[raq cepus J\]

040000309669
Mfg. License Date /
flooHlnoacreeHHaq J'r H ueH3r.rs (aara) 3010412020

Package size / Ynarcosra I 50 doses / I 50 los GMP Compliance certificate Data I
GMP cepruduxar (aara) 18t06t2020

Market / Fsrnor Russia / Poccus
GMP Compliance certificate No /
GMP cepruduxar J\!

GMP-01556/2oltN

Reference specification No /
Cneuuduraquq J\b

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

sTP-CC-026675

No TESTS / TIOKA34TEJIII LIMITS / TPEEOBAH14' OBSERVATION / PE3YNI,TATbI
I Description / OnucaHr.re White to off-rvhite suspension I Benas

HJrH rror{Tu 6elar cycneu:ur
White / Off--white suspension /
Ile,qa,s / floqru 6e,qas cvc[err3a,

) ldentifi cation / floarusnocrs

a) Azelastine hydrochloride /
A rc,t a c mu u a z u d po xzo p 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 / Bpervx
yAepxHBaHu, ocHoBHofo [r{Ka Ha

xpoMaTorpaMMe Hcnr,rTyeMoro pacTBopa

IOJI}I(HO COOTBeTCTBOBaTT, BpeMeHH

y.aepxHBaHxc ocHoBHoro flr.rKa Ha

xpoMaror-paMMe pacTBopa cTaH,qapTHoro
o6pa:qa a3eJracrnHa ru4pox,ropuaa (cr',t.

pa3AeJI <KorurqecrseHHoe
onpe4erenrae>).

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 /
Bpelar vaepxuBauu* ocHoBHoro nr4Ka Ha

xpoMaTorpaMMe 14cnbrTyeMoro pacTBopa

cooTBeTCTByeT BpeMeHH )'IepXHBaHHrl
ocHoBlroto nHKa Ha xpoMarorpaMMe
pacrBopa craHAaprHoro o6pa:ua a3er'lacruHa

rHApoxJropr.rAa (cu. pa3Aen

<KorulqecraeHuoe onpenereuue> ).

b) Mometosonefuruate,/
Mouemasoua fiypoant

.)\
,j)
(D

In the test of assay. the retention time of
the main peak in thc chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpeux yAepxlrBaHr.rrr

ocHoBHoro rluKa Ha xpoMaToI-pa]\{Me
HcrrbrTyeMoro pacTBopa noJrxHo
cooTBeTcTBoBaTL BpeMeHH yAepxuBaHa,
ocHoBHoro nHKa rra xpoMaTotpaMMe
pacrBopa craHnaprHoro o6pa:ua
MoMera3oHa rlypoara (cru. pa3ae,'r

<KoruqecrBeHuoe onpe4e,reuue>).

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
mometasone furoate standard solution I
Bpenr yaepxvBarl'at ocHoBHoro rIHKa IIa
xpoMarofpaMMe r.lcnbrTyeMofo pacTBopa

cooTBeTcTByeT BpeMeHH yAepxHBaH14,

ocHoBHofo nt4Ka Ha xpoMaTolpaNIMe
pacrBopa c r arrnaprHoro o6pa:rra \,roMera3oHa

{rypoara (cu. pit:Ae.r <Ko,ruqecrseHHoe
onpeneneH14e)) ).

Preoared bv / floaroron,reHo Checked bv / flooaeoexo Annrovdd bv / Oao6oeno
Sisnature / [Ioanucr F \-lt> W \ \^^1.\
Date i nara /n l6) I ) 2rloUlou /\ 1s\Y\'
Name / IDI4O Atul Kumar Arnit Mishra H.Srikar Cvril
Designation / Ao.nrrHocru Olficer-OA Sr. Ofllcer-QA Sr. Manaper-C)A

FCM/QA05,1/08 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:+91-1195 667299 ernail:glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQ u xar aHar'r rr 3a Ha roroByrc rr poAyKu Ir K)

,, /

olE/(rp.Zrt3
Name of product /
HalrMeHosaHue rlpoayKrlHH

Monrat Rino Advance /
Mouar PLuo Areauc

Generic name /
HenareHrosauHoe
HAHMCHOBAHUC

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aleracrl.rsa rr4npoxnopun u MoMe'r'a3olra dlypoar cnpefr Ha:an sHut il .lo:tponaH ust i

lefr crnyrculue BerrlecrBa
Each spray delivers / Kax:tar ro3a cnpetI coaepxHr:
Mometazone Fuorate BP 50 mcg / Mouera:osa rlrypoar Bprar.O. 50 urcr
Azelastine Hvdrochloride BP I 40 mcs / Ase,'raclfiHa rnfrDoxJroona 6onr.<D. 140 rrlxr

Strength / .l[o:nponxa
140 mcg + 50 mcg
| 40 naxr + 50 vxr

Date of Mfg. /
nara noollrsoacraa

0U2021

Dosage form /
JleraocrseHHaq dooiila

Metered-dose nasal spray /
Cnoefi sa:a,rsxurfi lo:rloosaHHsrfr

Date of Exp. / I-oAes Ao 1212022

Product code / Koa nDonYKra sRU030008246040 I DM Date of release I [a'ra BHnycKa 06.02.2021

Batch No / Cepua Il! 12210045 Qty. Released /
Ko,rNqecrso BbrnyureHo

23,140 BOT
23.140 d,raxoHoe

Batch size / Paruep cepuu 25,39 5 125,395 Q:raroHou
Mfg. License No. /
IlooursoacrseHHaq fl rlueHlr.rq J\]

MNB/10/832

Inspection Lot No
Kosrnort.r oveM ac ceouc J{b

040000309669
Mfg. License Date /
llpo[reoAcrseHHae,'rr.tueH3ufl (Iara) 30t04t2020

Package size / Ynarosxa I 50 doses i I 50 aor
GMP Compliance certificate Data I
GMP cepru0urar (aara) 18t0612020

Market / PurHox Russia / Poccuq
GMP Compliance certificate No /
GMP ceprNdurcar J\!

GMP-01556/2oltN

Reference specification No /
CneuuduxauNq J\!r

sPC-CC-034990
STP No /
CIII4 J\&

srP-cc-026675

No TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAH14' OBSERVATION / PE3YJIbTATI,I

c) Benzalkonium chloride /
Eensatxouun xtopud

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 Ctz and Cr+ in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe HcnbrryeMoro
pacrBopa .tto,'rxHbr o6Hapyxunarucr
rrr,rKH, cooTBeTcTBylou14e no BpeMeHaM

y.rlepxr.rBaHn, nrrxaM roMo.[oros Crz [.t

Cr+ 6eHsa,rroHnc x;lopuna Ha

xpoMaTor-paMMe craHAapTHoro pacTBopa
(crrr. pa3AeJr <Ko,ru.{ecrBeHHoe
onpeae,reHue>).

In the test of assay, 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 xpouarorpaMMe HcnLITyeMoro
pacrBopa o6uapyxuuarcrcr fltlKn,
cooTBeTcTBylou[e IIo BpeMeHaM

y,uepxr.rBaHr,r, nLIKaM foMoJloros Crz 14 Crq

6engarrouur xnopua Ha xpoMarorpaMMe

craHraprr{oro pacrBopa (cpt. pa3nen

<Ko,ruqecrseHuoe onpeaeleuue> ).

3. pH From 4.0 to 5.0 / Or 4.0 ao 5,0 4.608

4. Density / lllotuocrs From 0.90 to I .1 0 g/cm.J /
Or 0,90 ao l,l0 r/q'13

1.00 g/cmr

1.00 ricv'

5. Viscosity / Bsrxocru No1 less than 5 cPs / He Menee 5 clls 48.7 cPs 148.7 cflz

6. Osmolality / OcMo,rqruHocrs 250 to 350 mOsm/kg /
250 - 350 uOcpr/xr

315 mOsm/kg

315 uOcn/xr

7. Vial leak testing / llpoeepra
Q.naroua Ha repMerllqHocrb

Leakage traces should absent /
Orcyrcrnue c,TeroB yreqKH

No leakage traces /
Crenrr )"re,rrr orc)'rcTBytor

o"-\a"'\

Prepared by / [IoArorosJreHo Checked bv / [IooeeneHo Annroved bv / ()no6neno

Sisnature / [Ioanrcs <T +F \\.
Date / nara .zo /oz lr.r. 1

-:-ol ot{zo>( '\ nr'\$trr'
Name / OI,IO Atul Kumar Arpit Mishra H.Srikar Cviil
Desisnation / -Ilo.nxuocrr O1ficer-OA Sr. OfIcer-QA Sr.

FCM/QAos4/08.00
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certificate of Analysis for Finished Product /
CepruQuxar aHa"rHBa Ha roroByrc rrpoAyl(uHK)

Glenmark Pharmaceuticals Ltd
Village: Kishanpura,BaddiNalagarhRoad,Tehsil: Baddi,Distt.SolanHimachalPradeslr 17320-5.India

0lU HI

Name of product /
Hal,l[reHosaHl,le npoayl(ut l,

Monrat Rino Advance /
Monar Pr.rHo AreaHc

Generic name /
HenareHTosaHHoe
HAUMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageracrusa ruApoxnopun H MoMera3oHa Qypoar cnpeii Ha:a,rruslii aosupoeauuslI

[eft crnyrcurlre aeutecrBa
Each spray delivers / Kaxaac no3a cnpeq corepxur:
Mometazone Iruorate BP 50 mcg / Moueraroua (rypoar Epr'rr.<D. 50 vxr
Azelastine Hydrochloride BP I 40 mcg / Are,'racruHa ruApox;loprz,r Epur.O. 140 prxr

Strength / [o:uporrca
140 mcg + 50 mce

I 40 urr + 50 uxr
Date of Mfg. /
nara nDouleoacrsa

01t2021

Dosage form /
Jleraocroesuas doprvra

Metered-dose nasal spray /
Cnoeff sa:la,rrHrrfi ao:raooeaHHsrfi

Date of Exp. / I-oaeu ao 1212022

Product code / Koa npoAyKTa sRU030008246040 I DM Date of releas e I lara BblnycKa 06.02.2021

Batch No / Cepur J\! 12210045 Qty. Released /
Koruqecreo BbrnyueHo

23,140 BOT
23.140 dlaaxoHoe

Batch size / Parruep cepuu 25,39 5 125,395 Q,'raxoHoa
Mfg. License No. /
lI ooulaoacrgesHas auuentus J\!

MNB/10/832

Inspection Lot No
KoHrnolu overr.r as cepug J\!

040000309669
Mfg. License Date /
floouleolc-raeHHafl ,.tuueH3xq (aara) 30/04/2020

Package size / Ynaroarca 150 doses / 150 los GMP Compliance certificate Data /
GMP cepruduxar (Aara)

18t06/2020

Market / Purnox Russia / Poccur
GMP Compliance certificate No /
GMP ceprudurar Jlit

GMP-01556/2ollN

Reference specification No /
Cnelrudurarus J\it

sPC-CC-034990
STP No /
cnl{ Jlb

sTP-CC-026675

No TESTS / IOI(A3ATE"III4 LIMITS / TPEEOBAH14' OBSERVATION / PE3YJIbTATbI

8. Mass of the released dose /
Macca ssrcso6oxraeuoft rorrr

Single dose / Orae.ruHaq aora:

85.0 to I15.0 % of the claimed delivered
dose amount / 85.0 - 115.0% or
3aJrBJreHHoro Br,tceo6ox.qaeN{oro
XOJIUqCCTBA

Average dose / Cpeaune ao3a:

90.0 to I10.0 % of the claimed delivered
amount / 90,0 - I 10,0 % or 3a{Br'IeHHoro

ssrcso6ox-laer,roro KorHr.recrBa

Minimum / MrlHunaytt: 102.7 %

Maximum / Maxcur.ryn,r:108.7 %

Average / Cpeauee: I 06.1 7o

9. Mass of the vial content /
Macca cogepxuuoro Q.naxoHa

Not less than 14.175 g /
He nesee 14.175 r

14.4 g
14.4 r

10. Dose number / Kortlqecrao Aos Not less than I 50 doses /
He ueuee 150 aos

r88

il Particle size / Parnrep qacrr.rr 90 o/o of particles less than I 0 pm i
90 oh\acruu pa3MepoM neuee l0 uxtll

100 % ofparticles less than 30 pm /
100%o.racrilu pa3MepoM IraeHee 30 uru
Parlicles olmore than 30 pm should be

absent / tlacruurr 6onee 30 MKM aoJIxHLI
oTcyTcTBoBaTL

100 o/o

100 %

Absent / Orcy'rcrnyrcr

12. Related substances / PoacraeHHste npuMecIl

o) Azelasline hydrochloride /
At et u c nru n a z u d po xtt o p u d :
Single unspecified impurity /
EaaHu.rHoii HeHAeHTH-

Qlrurapo nanuoii npuuecu
Total impurities / Cynua npuuecefi

b) Mometosone furoate /
Mouematona Qypoam

Not more than 0.89 o/, I ll,e 6orce 0.89 Yo

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

0.04 oo 
\ _

oo4oo {rlr,.'' ,t

Prepared bv / lloaroroeJreHo Checked hy / flpoaepeno Aprrroved bv / Oao6peHo

Sisnature / [Ioanucs .<-rF- r-*!- \, r \.-, \
Date I Aara )*lv> )n.. }-D\oLlLoq dY 

'\c\qt'\
Name / <DtrIO Atui Kumar Arpit Mishra H.Srikai Cyril
Designation / no,rxHocrs Of'ficer-OA Sr. Olllcer-QA Sr. Manaser-QA

FCM/QA054rc8 0o
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205. India

Tel.: +91 -1195 667200 Fax: +91-1195 667299 email: glenmalk(@bo4r2 vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar aHaJrH3a Ha roroByrc trpoAyKIIrIH)

of8 lr'l

Name of product /
HauNreHoeaHl.re nooavKuilH

Mon-rat Rino Advance /
Mouar Puso A.lnanc

Generic name /
HenareuroeaHHoe
HauMeHoBaH,le

Azelastine Ilydrochloride and Mometasone Fuorate metered dose nasal spray /
Ase.racrusa runpoxnopHA H MoMera3oHa $ypoar cnpefi ua:a.nsHuii 4o:aposaHHltii

.(eft crryrcutue BeulecrBa
Each spray delivers / Kaxraaq.4o3a crpe, corepxur:
Mometazone Fuorate BP 50 mcg / Movera:oua $ypoar Eprar.<D. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / A:eracr[Ha rulDox,lopu Bpr.rr.(D. 140 nrxr

Strength / flosuporxa
140 mcg + 50 mcg
140 rrrxr + 50 uxr

Date of Mfg. /
rlara noougnoactga

0U2021

Dosage form /
JlexaocrueHHaq dopi,ra

Metered-dose nasal spray i
Cnnefi Ha:a,rrs blft -no:HnosaH Hstfi

Date of Exp. / foaeH ao 1212022

Product code / Koa nponyKTa sRU030008246040 I DM Date of release I [ara BbrrycKa 06.02.2021

Batch No i Cepur Jl! 12210045 Qty. Released /
Kor r.r qecreo BbrnyureH o

23,140 BOT
23.140 rb,'raxoHoe

Batch size / Parnrep cepr.rlr 25,39 5 l25,395 graxoHon Mfg. License No. i
lloollgsotrcrsenHas rtrueHllrq J\ll

MNB/10/832

Inspection Lot No
Kourpo.rrupyem ac cepuc }lir

040000309669
Mfg. License Date /
lloollteoacrseHHafl JruueH3t,t, (Aara) 30/0412020

Package size / Ynaxoera I 50 doses / I 50 ao:
GMP Compliance certificate Data I
GMP ceorndNrar (aara)

18t06t2020

Market / Prluox Russia / Poccur
GMP Compliance certificate No /
GMP ceorn6urar J\!

GMP-o1556/20/lN

Reference specification No /
Cneullduraur.rq J\]

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

sTP-CC-026675

No TESTS / IIOKA3ATEJII{ LIMITS / TPEEOBAHl4fl OBSERVATION / PE3YJIbTATbI

Imouritv D / llourrlecr D Not more than 1.0 %o I He 6orce 1.0 o/" 0.10010

Single unspecified impurity /
EalrHHq Ha.r HeuneHru0uqupoBaHHa,
npHMecb

Total impurities / Cyuua ncex
npuuecefi

Not more than I .0 %o I He 6onee 1.0 %o

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

0.09 0

0.25 Yo

4{,,--,

Preoared bv / [IoarorogfleHo Checked bv / llnoeepeuo Aonrovedbv / Oao6peHo

Sisnature / floanucr <<f, -\) \\ \\r\
Date / Aara lc lvl 17, r-b\o1\r,bil ,\\ m\*\'
Name / @l,lO Atul Kumar Arpit Mishra H.Srikar Cviil
Desisnation /,Ilonxuocrr Officer-OA Sr. Officer-QA Sr. Manaser-OA

FCM/QAos4/08.00



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

ql"en$nepk Tel.:+91-1795 661200 Fax:+91-1195 661299 email:glenmark@bom2.vsnl.net.in

'\ n^t srt i.rr 'i.c* *rrrlti certificate of Analysis for Finishetl Product /
CepruQlrxar aHa!'IH3a Ha roroByrc [poAyxuHK)

ol li ]t3

Name of product /
HauueHoaaHne nDo,rlvKuHH

Momat Rino Advance /
Monar PnHo AnsaHc

Generic name /
HenareHTosaHHoe
HAUMEHOBAHl,C

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ase,qacrlrHa runpoxnopHn u MoMera3oHa Qypoar cnpeii Ha:anrustfi ro:uponaHurtfr

flefi crnyrcultre BeuIecrBa
Each spray delivers /Kaxlas no3a crpelt co.lepxur:
Mometazone Fuorate BP 50 mcg / Mouera:losa fiypoar Epllr.@. 50 rum
Azelastine Hvdrochloride BP 140 mcs / Are,'lacruHa rH,ltrox,'lopua Eprlr'o' 140 uxr

Strength / !,o:upoora
140 mcg + 50 mcg
140 uxr + 50 rraxr

Date of Mfg. /
.IIara nnou:soacrsa

0U2021

Dosage form /

"rlerancrgeHraq 6ooMa
Metered-dose nasal spray /
Crpefi na:a,'rsHrrfi aoguposaH H gfi Date of Exp. / foaeH ao 12t2022

Product code / Koa nDonvKTa sRU030008246040 I DM Date ofrelease I Lara BblnycKa 06.02.2021

Batch No / Cepna I! 12210045 Qty. Released /
Kofl H qecrso Br,rnyureHo

23,140 BOr
23.140 draroHoe

Batch size / Parnrep cepuu 25,39 5 /25,395QnaroHor
Mfg. License No. /
II ooursoacrseHHas rt,tueHsuc Jlil

MNB/r0/832

Inspection Lot No
Konrno,ruovemac ceoun J\!

040000309669
Mfg. License Date /
lloouraoacrseHHar JruueH3nq (aara) 30t0412020

Package size / Vnaroaxa I 50 doses / I 50 aog
GMP Compliance certificate Data /
GMP ceorudurar (aara) 18t06/2020

Market / Psrrox Russia / Poccur
GMP Compliance certificate No /
GMP ceorudurar JtlI

GMP-o1556i204N

Reference specification No i
Cneuudurcauug II sPC-CC-034990

STP No /
CTII,I JI}

srP-cc-026675

No TESTS / IIOKA3ATE.]IPI LIMITS /TPEEOBAHI{g OBSERVATION / PE3YJIbTATbI

I3. Uniformity of delivered dose /
Oanopornocrs abrcso6or(aaeMofi
AO3T,I

Not more than 2 values from 20
determinations may deviale from the
mean value by more than +257o (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
+25Yo. bul less than +357o. 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 than r35Yo I
He 6olee 2 zuaqeunia us 20 onpege:renufi
MOr-)/T OTKIOHqTCS OT CpeAHerO 3HarreHH'

6oree qeu lr,a+ 25 o/o (or raxAoro ras l0
Qrarouor 6ep1.rcr no orHofr ua.Ianbr-rofi

n oAsofi xone.{Hofi ssrcso6oxnaeNrofi

ao:e), r,r Hu oaHoro - 6oree qeM Ha

+ 35 yo.

Ec,ru or 3 ao 6 :iHaqeHHfi HMeror

orKroHeHu.fi 6o,ree qeu r 25 oh. uo
MeHL[e, qe:ra + 35 7o. To ucBnulearct
cne.uylouue 20 $naxoHoe.
He 6olee 6 gHaqeHrafi u:l 60 onpeaereHHfi
MO|).T OTKJIOHTTC' OT CpeAHefO 3HaqeHufl

6o,ree qeu sa + 25 Yo, u Hu oAHoro.
6o,ree .reNr sa r 35 o/o

Azelastine Hydrochloride /
Ale.nacruxa r[.{poxJroprra :

Beg / Hauoao:
Minimum i MrHurrlyr'a:100.1 %o.

Maximum / Marcurllyru:l0l .3 Yo"

Average / Cpeauee: I 00.5 %o

End / Koue4:
Minimum / Muxuvyu: 100.4 Yo,

Maximum / Marcculayla: I 0l .5 Yo,

Average / Cpeanee:100.8 7o

Mometazone Furoate /
Momeraloua Sypoar:

Beg / Hauano:
Minimum / MUHNr'rym 98.9 %.

Maximum I Maxcuuyu 99.60/o.

Average I Cpez.aee: 99.2o/,

End / Roueq:
Minimum / Munurrayu 99.0 Yo,

Maximum / Marcr.ruyrra: 99.8%,
Average I C petaee99.4o/o

fi**^
Prepared by / lloaroroareHo Checked bv / flooaeoeHo Annroved bv / O.no6beso

Sisnature / fkianucs -4- -' ..!L r\, \ \-
Date / nara 'z"lrtl I i-s[ or-\ro{ '\\ nc\$7\'
Name / OI,IO Atul Kumar Arnit Mishra H.Srikar Cyril
Desisnation / no.nxsocru Officer-OA Sr. Officer-QA Sr. Manaser-OA

FCM/QA054/08 00



Glenmark Pharmaceuticals Ltd
Village: Kishanpura.BaddiNalagarhRoad,Tehsil: Baddi,Distt.SolanHimachalPradesh l73205.lndia

qtr"ef:ntamk Tel.: +91-1795 661200 Fax: +91-1795 667299 email: glenmark@bory2,-v-snl.net.in

\ nL*'ut io' i r'$ \'orld 
certificate of Analysis for Finished Product /

CepruQurcar aHarlr3a Ha roroByrc [poAyxlrrro
olll/(rp.(rrrl

Name of product /
HaurvreHoaaHue nponyKuBn

Momat Rino Advance
Movar PHHo AusaHc

Generic name /
HenareHrosaHHoe
HAHMCHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray'/
A:e,racruua rH.&poxlropuit H MoMera3oua $ypoar cnpei Hara,rsuufi go:uponaHHstil

{efr creyrourue BeruecrBa
Each spray delivers / Kan<aas ro3a cnperr coAepxur:
Mometazone Fuorate BP 50 mcg / Mouera-:oua <[ypoar Epur.@. 50 urr
Azelastine Hvdrochloride BP 140 mcs / Ase,lacruHa flrapox,'Iopral Epur.<D. 140 uxr

Strength /,il,orupoera
140 mcg + 50 mcg
140 rraxr + 50 rrlxr

Date of Mfg. /
Aara ntrol,tlsoacrea

0U2021

Dosage form /
JIerca ocreer Haq doorr{ a

Metered-dose nasal spray i
Cnpefi sa:a,rrHrril aogHposanHr,rfi

Date of Exp. / foaen ao 12t2022

Product code i Koa npoayKra SRUO30008246040 I DM Date ofrelease I lara BbInycKa 06.02.2021

Batch No / Cepnn J\! 1221004s Qty. Released /
Ko.irnqectso BbrnyuleHo

23,140 BOT
23.140 6,'raxoHos

Batch size / Parruep cepuu 25,39 5 125,395Q:rarouor
Mfg. License No. /
llooursoacraessan ruueHrus Jl!

MNB/10/832

Inspection Lot No
KoHroormoveuaq cen[s J\!

040000309669
Mfg. License Date /
flooulaoacrreHHar Jruueil3ns (aara) t0/04t2020

Package size / Ynarcoaxa I 50 doses / I 50 aog
GMP Compliance certilicate Data /
GMP ceprudnrar (rara) 18/0612020

Market / Psrxor Russia i Poccu-s
GMP Compliance certificate No /
GMP ceornduxar.l\l!

GMP-01556/2olrN

Reference specification No /
Cneuudurcauns Jil!

sPC-CC-034990
STP No /
CIIU Jr}

srP-cc-026675

No TESTS / TIOKA3ATE.IIU LIMITS /TPEEOBAHH' OBSERVATION / PE3YJIbTATI}I

14. Uniformity of dos*ge unit /
OaxopoAnocrb ao3upoBeHtrc

Not more than I value from l0
determinations may deviate from the
mean value by more than i.25 %o (one
starting delivered dose is taken from each

of l0 bottles) and none may deviate by
more than +35 o/o.

If 2 or 3 values deviate by more than
+25Yo, but less than +3570, 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 than+35 %o I
He 6oree I lHa.reHrry u: l0 onpe.aereur,rfi
MOXeT OTKJTOHTTC' OT CpeAHero

3HaqeHuc 6o,ree qen ua +25oh (or
Kaxnoro ne l0 Qnaxouoa 6epercr no
onuofi uaqaaruoft arrcso6oxAaervroii
aore). r.r HH onHoro. 6o,ree .reN{ Ha

+ 35 %o.

E,rlr Asa Aru 'rpu 3HaqeHI,L LIMelor

orKroHeHuq 6o.ree qeM +25Yo, Ho

MeHee, qeM ! 35 o/o, To ucnblTbrBaroT

cneayrourHe 20 Q,'raroHoa.

He 6oree rpex sHaqeHr4fi Mor-)"r

orKjroHrTbc, oT cpeaHero 3HarreHl,lt

6o,ree, veu sa +25o/o. A tl:./, oAHoro.
6o,ree .reN.f ua * 35 oh.

Azelastine Hydrochloride /
Ale.nacrr.rxa rulpoxJ'ropLra :

Minimum/MuHurrryna 100. I %.

Maximum / Maxcrlllylr: I 0l .3 o/o,

Average / CpeaHee:100.5 7o

Mometazone Furoate /
Moueraroxa Qypoar:

Minimum / Munurrayr,a: 98.9 %.

Maximum / Maxcut'.tyu: 99.6%.

Average / Cpeanee: 99.2 %

-a\

l"o-t'

Prepared bv / lloarorosreuo Checked bv / llposepeHo Aooroved bv / Oao6neHo

Sisnature / floanucs .9
Date / nara )--b\!U)!.t

.F'

Name / tDtr{O Atul Kumar Arnit Mishra H.Srikar CvLil
Desisnation / no.nxxocru Officer-OA Sr. Officer-QA Sr. Manaser-OA

FCM/QAos4/08"00



Glenmark Pharmaceuticals Ltd
Village: Kishanpura. BaddiNalagarh Road. Tehsil: Baddi. Disn. Solan Himachal Pradesh l73205.lndia

qLgnn"laplq Tel.:+91-1195 661200 Fax:+91-1195 667299 email:glenrnark@bom2.vsnl.net.in
\ rrr-rr *r\ t"r ': nct ''rrlci certificate of Analysis for Finished product /

CeprlrQuxar aHaJrn3a Ha roroByrc rIpoAyxuI.rrc
olE/ HI

Name of product /
HautlreHoeaHHe nDoavKuHr{

Momat Rino Advance /
Moltar PuHo A:lsaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAH1,lE

Azelastine Hydrochloride and N4ometasone Fuorate metered dose nasal spray /
A:eracruHa rrrnpoxnopna l'l MoMela3oHa $ypoar cnpei Ha:a.ruHstfr 4o:ttposaunsrfi

flefi crnyrourue Be[lecrBa
Each spray delivers I Karuas.4o3a crrpca corepxul:
Mometazone Fuorate BP 50 mcg / Movera:osa Qypoar }iprar.O. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / A:eracrur{a runDoxnopurr EpHr.(0. 140 urr

Strength / [orupoerca
140 mcg + 50 mcg
140 r'.rxr + 50 ruxr

Date of Mfg. /
Ilsra nnoursoncrna

0U2021

Dosage form /
"llera ocroeH uas do prua

Metered-dose nasal spray /
Cnpefr sa:a,rsH urfr nosfi DosanHrrfr

Date of Exp. / foAeu ao t212022

Product code / Koa npoayxra sRU030008246040 I DM Date of releas e I Lara BbrnYcKa 06.02.2021

Batch No / Cepua J\! 12210045 Qty. Released /
Ko,ruqecreo BbrnyureHo

23,140 BOT
23,140 g,raxouon

Batch size / Pa:ruep cepuu 25,39 5 125,3 95@raxoHon
I\lfg. License No. /
flpolrtsorcrseHnaq,rrlueHtuq J\!

MNB/10/832

Inspection Lot No
KoHrpo.nu oveMaq ceofis J\il

040000309669
Mfg. License Date /
llpouleoncreeHHas,rHueH3r.rc (aara) 30t04t2020

Package size / Ynarcoara I 50 doses / I 50 aos
GMP Compliance certificate Data I
GMP ceorudurar (aara) 18t06t2020

Market / Funor Russia / Poccuc
GMP Compliance certificate No /
GMP ceoruduxar Jl!

GMP-01556/20/lN

Reference specification No /
Cneuudrurauuq .i&

sPC-CC-034990
STP No /
CIIU,\}

sTP-CC-026675

No TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATLI

t5. Microbiological purity / Muxpo6uo.rorrqecKafl qrcrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / 06uree qnc:ro

a3po6Hrrx 6axrepufi 14 rpoxxeBbrx 14

trJrecHeBbrx rpra6on (cynrrrrapno)

Not more than 102 cfu per I g (ml) of the
product / He 6onee 102 KOE a I r (u,r)
npenapara

Less than l0 cfu/ml / MeHee l0 KOE/u,r

Test for Absence of Specified
Microorganism / Tecr sa
cnequQlrvecrcue
MlrKpoopraHU3Mr'I:

P seudomonas aeruginosa

Staphyl oc occus antrelts

B i le-Tolerant Enterobacteria /
3urepo6arreplrr.r, ycrofiu nnue x
xeJ'Iril4

Absence per I g (ml) of the product /
Orcyrcruue a I r (ur) rpenapara

Absence per I g (ml) of the product /
Orcyrcrnue n I r (lr:r) rpenapara

Absence per I g (ml) of the product /
Orcyrcreue n I r (ul) npenapara

Absent / Orcyncrnyer

Absent / Orcpcreyer

Absent / Orcl"rcreyer

t6. Assay / Korr.rqecrseHHoe onpeAereHue

Azelastine hydrochloride /
Aleracrus a ruapoxJropr.ra

Mometasone furoate /
Morr.rerarosa 0ypoar

c) Benzalkonium chloride /
EeHsa.[rcoHHq xflopHA

a)

b)

From 85 o/oto 115 % of the labeled claim
ofazelastine hydrochloride I Or 85 %o to
l15 y, OT 3IUIBIIeHHOTO KOJIuTIeCTBa

a3eJracTrrHa rurnpoxnopHla

From 85 yoto 115 7o ofthe labeled claim
of mometazone furoate / Or 85 % ao
115 yo OT 3arBr'leHHOI-O KOiIHqeCTBa

MoMera3oHa $ypoara
Fronr 80 yo lo 120 7o ol- thc labeled claim
of benzalkonium chloride / Or 80 % ,ro
120 o/o OT 3iUBJIeliHOrO Ko,tl4qecTBa

6eHga,rxoung xnopHJla

105.2%

109.0 o/o

t-
{

88.9 oo ,J"1""

Preoared bv / lloaroroereHo Checked bv / flooseneuo Approved tliy / Oao6peuo

Signature / lloanucr -<*-- w
Date I Lara to lu, ) ?r,-,'\ )r\oUltq \\ ^^\nr
Name / @l,lO Atul Kumar Arnit Mishra H.Srikar CVril
Designation / no,rxuocrs Ofllcer-OA Sr. Offlcer-OA Sr. Manaecr-OA

FCM/QA0s1/08 00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205. lndia

Tel.:+91-1195 661200 Fax: +91-1195 667299 email: glenmark@bgm2.vsnl.net,in

Certificate of Analysis for Finished Product /
CepruQr.rrcar aHaJrH3a Ha roroByrc rlpoAyl(uHH)

ol-ti / U3

Name of product /
HaaNreHoeanHe llpoavKurlH

Momat Rino Advance /
Mouar PuHo Aaeanc

Generic name /
HenareHToeaHHoe
HAUMCHOBAHITE

Azelastine Hydrochloride and Morretasone Fuorate metered dose nasal spray /
Age,racrusa rnnpoxnopru a MoMera3oHa {rypoar cnpefi ua:a,rruutii.4o:laporaHuslfi

[eilcrayrpurue BeurecrBa
Each spray delivers / Kax.Aas no3a cnpefl coaepxnr:
Mometazone Fuorate BP 50 mcg / MoMerasoHa Qypoar Bprar.@. 50 uxr
Azelastine Hvdrochloride BP 140 mcs / A:e,racruHa n4rDoxnopr.r,r Bprzr.<D. 140 r.axr

Strength / !,orupoera
140 mcg + 50 mcg
140 uxr + 50 nxr

Date of Mfg. i
nara nDousnoAcrsa

0lt202t

Dosage form /
JIercaocreenHaq donrvta

Metered-dose nasal spray /
Cnpefi saramurrfi no:uposaHHrrfi

Date of Exp. / I-oaen ao t2t2022

Product code / Ko,q noo.qyKTa sRU030008246040 I DM Date of releas e I L:ala BbrnYcKa 06.02.2021

Batch No / Cepur J\! 12210045 QQ. Released /
KoJruqecrso BbrnyuleHo

23,140 BOT
23.140 draxonos

Batch size / Pasruep cepuu 25,39 5 125,395 g,raxonor Mfg. License No. /
flnoureofl crsennac ruueHsug J\!

MNB/10i832

Inspection Lot No
Kouroo.imoveMas ceoHq J\!

040000309669
Mfg. License Date i
llooureoacreeHHafl JrIrueH3uq (aara) 30104/2020

Package size / Ynarosrca I 50 doses / I 50 aos
GMP Compliance certificate Data /
GMP ceorndnxar (aara) 18t06t2020

Market / Puuor Russia / Poccuc
GMP Compliance certificate No /
GMP ceorrduxar J\!

cMP-01556/2o/lN

Reference specification No /
Cneu[6uxauraq J\i!

sPC-CC-034990
STP No /
CIIH Ib

srP-cc-026675

No TESTS / TTOKA3ATEJII,I LIMITS / TPEEOBAHI,Iq OBSERVATION / PE3YJIbTATbI

17. Package size / Ynaroerca 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. / [Io 75 u
150 .&o3 Bo Qraron u3 fl3Bn,
cua6xenuufi .[o3r.rpyrcur,rM ycrpoilcrnou
14 Ha3aJIbHbIM aAanTepOM c 3ailIilTHLIM
KolrnaqxoM. @,raros c r,rucr:pyruuefi no
rrpr,rMeHeHr,rro noMeulzlroT B rapToHHyro
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. / tlo l50.uor no Q,raxoH nl
n3BfI. csa6xeuusrfi Ao3upyrcur.rM
ycrpofrcreon ri Ha3zurr,HlrM aAanrepoM c

3aurHTHbIM KoJIIraqKoM. (D,raxon c

uucrpyxuuefi no npaMeHeHxlo noMelualor B

KaproHHyro naqKy.

t8. Labeling / Mapxupoora According to ND / B coorgetcrsuu c H!
19. Storage / Xpanenr.re Store at l5 to 25 oC, protected from light. Do not freeze. / B 3auluugnHoM or cBe?aMeere

npu TeMneparype or 15 lo25 "C. He:auopaxuaars. ' 
".;"t

20. Shelf-!ife / Cpor roanocru 2yearsl2roa.a (

Any deviation/IncidenUOOS: not applicable
Orx.roHeHuq/HecoorBercrB[q/OOC: He npuMeHI4Mo

r. Itr

.( ii
iltor'\t.''^ 'l

Declaration of certification: "l hereby certif that the above information is authentic and accurate. This batch of product has been

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

local Regulatory Authority and with the normative document no. JIII-003328-23 1115, 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 processin[, packaging and analysis revierved and found to be in compliance with GMP."
3arcJroqeHlle o coorBercrBlru: HacrorurnM noarBepxnao. qro npeacraBneHHa, esrrue rlH(topuauu;r tBnqerc, locroeepuoii a roqgo[.
flannaa cepnr 6sr,'ra npor,r3BereHa. Bxrroqai ynaroaxy/r'aapxupoBKy. u npoKoHTponnpoBaHa ua yxa:laHHoil Bbtue npoH3BoncrseuHofi

nJtouraAKe B rroJrHoM coorBercrBHr.r c rpe6onaHuruu Haa:rexauefi flpor-r:rogcrseuHoii flpaxrnxn (GMP) u rpe6onauur,r.ttl Hopluarusuofi

loryMeHrauxu JIII-003328-23 ll15" I4sru. J\! I or 12.09.2016, Hsru. Nl 2 o105.12.201 6, h3Nl. Ne 3 or 08.10.2018. H:N.I. N1r 4 or
03.06.2019, HsN.{. Ne 5 or 20.03.2019, H:u. Ne 6 or 23.01.2020, H:M. Ne 7 or 20.02.2020. [aHuar cepru coorBercrayer rpe6oeaHurrv
uopuarunHoii roKyMeHTaur.rr. flpororo,ru npo[3BorcrBa. yrraKoBKr,r r4 rrpoBereHHbrx aHa-qfi3oB Art AauHofi ceputr 6ulll
npoaHanr43upoBaHLr H c.qe.naHo 3aKnroqeHue. qro oHr.r coorBercrByror rpe6osauuru Haaaexauefi flpourroncrnenHoil flparrnxu (GMP).

Prenared bv / [IolroroafleHo Checked bv / llnoaeoeHo Approved bx/ 0ao6peso
Sisnature / floanucr --+- r\Fz \\.\r...r
Date / nara lot in.,,', 1-D \brllo'r{ \ m\MI
Name / <DI,IO Atul Kumar Arpit Mishra H.Srikar Cvril'
Designation / no,rxsocrs Officer-OA Sr. Officer-QA Sr. Manager-QA

FCM/QA054/08.()0


