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

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

Certificate of Analysis for Finished Product /
CeprnSurcar aHaJrrr3a Ha roroByrc npoAyKIII{K)

Name of product /
Har.rrrreH oean ue n ponyKut{ tl

Mornat Rino Advance /
Morvrar Puuo AlsaHc

Generic name /
HenareH.roeaHHoe
HAUMEHOBAHl,lE

Azelastine + Mometasone metered dose nasal spray /
AseracruH + MoMera3oH cnpefi Ha:a,rrHurfi 4o:upoaauHurfi

fleft creyroqlre BeuecrBa
Each spray delivers I Kaxlas.{o3a crpe, coAepx}rr:
Mometasone Furoate BP 50 mcg / Mouera:rosa Qypoar Epnr.@. 50 urr
Azelastine Hydrochloride BP 140 mcs / AreracuHa rlrnpoxrropraa Eprar.O. 140 urr

Strength / !,ornpoora
140 mcg + 50 mcg / dose
I 40 urr + 50 urr / ao:a

Date of Mfg. /
-llara noouleoacrea

0712024

Dosage form /
JlerancreeHHaq 6onrra

Metered-dose nasal spray i
Cnpeft HasanrHrrft aosr.rposaHHrrfi

Date of Exp. / I-oaeH ro 06t2026

Product code /
Koa nDonvrra SRUO30008246040 I DM Date of release I lara BbtnycKa 31.07 .2024

Batch No / Cepua J\ir 12240726 Qty. Released /
Koruqecrso Bbrnyruero

23,580 BOT
23.580 OraKoHos

Batch size / Parnrep cepur.r 25,395 bot 125,395 Q,raronoa
Mfg. License No. /
lloouleoacrseHnas r nueHlrlq .ll!

MNB/10/832

Inspection Lot No
Konrpo.nupyeuar cepun Ne

040000535523
Mfg. License Date /
llpoureogcrreHHar r uueH3rlr
(nlrnl

30t04t2020

Package size / Ynaroara I 50 doses / I 50 aog
GMP Compliance certificate Data /
GMP ceprudura'r (Aa'ra)

18t06/2020

Market / Pulsorc Russia / Poccnc
GMP Compliance certificate No /
GMP ceprudurar.Jilit

GMP-o1556/20ltN

Reference specification No /
Cneundnrcauns J\!

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

sTP-CC-026675

API information /
I,IHQopmaqun o6 AIDC

Azelastine Hydrochloride / | Batch No /
Ateracrrua rruIDoxJroDr.r/t I Cenfic Ne

F400-23004. I mfg uy / | Urquima S.A.. Spain /
F400-24001 I flnorrroa. I yor,suMaC.A.. Hcnan]rq

Mometasone Furoate I I Batch No /
MousraroHa dypoar I Cepus Ng

MTC-002123 | rrlrg Uy / | Sterling S.p.A.. Italy /
L,24O82AI I flnornrsoa. I Creorr.lurC.n.A.. Vratut

No TESTS /IIOKA3ATEJII,I LIMITS /TPEEOBAHI{' OBSERVATION / PE3YJIbTATbI
I Description / Onucanue White to off-white suspension / Eeilafl vilt4

noqrrl 6enaq cycneH3x,
Off-white suspension /
floqrn 6eras cycrreH3u,

) Identifi cation / I4AeHruOrrauuq

a) Azelastine hydrochloride /
Ase.tac mu n a z u d poxno pal

The retention time of one of the main
peaks in the chromatogram oftest solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
ofstandard solution (see "Assay" section)
/ Bpen,tr yAepxr,rBaHr.rc o.(Horo lI3
ocHoBHLX nr,rKoB Ha XpoMaTorpaMMe
IrcIIErTyeMOrO pacTBopa .qonxHo
cooTBeTcTBoBaTb BpeMeHr,r ylepxnBaHr,r,
nuKa a3enacTr.tHa rulpoxnopr,iAa Ha

xpoMaroFpaMMe sraHlapTHoro pasrBopa
(ct"r. pa3.qen <Kor[qec, seHHoe

onpe.ueleHue>).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see

"Assay" section) / Bperrtr y/IepxIrBaHLL

oAHOTO U3 OCHOBHEIX nITKOB Ha

xpoMarofpaMMe r4clbrryeMoro pacrBopa

cooTBeTcTByeT BpeMeHL y.4epxI,IBaHI,L nuKa

a3eJracTr.rHa rI{ApoxJIopr,IAa Ha

xpoMaTorpiMMe cralrlaprHoro pacTBopa.

Preoare&tv / IloaroroereHo Checked bv / llooaeoexo Aoprf,ved bv / Oao6peno
Signature / lloanucr /91 o
Date I llara nt \ u8\ )or-\'\ or\e?l ?-rt{
Name / @lIO Yosesh Kumar Mehta Ravinder Ravi Sahdeep Semwil
Designation / .llo.nxnocrr Oflicer -OA Executive-OA Sr. Manaser -OA

FCIVI/QA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi, Distt. Solan HimachalPradesh l73205,lndia

Tel.: +91-1795 667200 Fax: +91-1795 661299 ernail: slenmark(Obom2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruQurcar anaJr[3a Ha roroBylo rrpoAyKIIrlto

of7 I Hl

Name of product i
HarlMenosaHr.re npoavKulrH

Momat Rino Advance /
Mouar PHHo AasaHc

Generic name /
HenarexrosaHHoe
HAI{MCHOBAHUC

Azelastine t Mometasone metered dose nasal spray /
Ase,'racrilH + MoMcra3orr cnpefi Ha:anurr sr il no:uporaHH utfi

flefi creyrourue BeutecrBa
Each spray delivers / Kaxaaq Ao3a cnpe, coaepxur:
Mometasone Furoate BP 50 mcg / Mouera:osa Qypoar 6pur.O. 50 urr
Azelastine Hydrochloride BP 140 mcs / Ase,'racruHa rt{.4poxrlopua Epra'r.<D. 140 r'lrr

Strength / loruporra
140 mcg + 50 mcg / dose
140 rrrrr + 50 rrrrr / ao:a

Date of Mfg. /
nara npollreoacrea

0712024

Dosage form /
JleraocrreHHas 6opnra

Metered-dose nasal spray I

Cnpeil uata,rrHsrfi nogrDosalrHLrfi
Date of Exp. / foaex ao 06/2026

Product code /
Koa nnoavrra sRUO30008246040 l DM Date of release I la'ra BbrnycKa 3r.07.2024

Batch No / Cepun J\I t2240726 Qty. Released /
Koruqec'rso Bbrnyrr1eHo

23,580 BOT
23-580 draxoHoe

Batch size / Parruep cepuu 25,395 bot I 25,395 QraroHon
Mfg. License No. /
llnoulsoacraeHxaq r u uexgus .l\!

MNB/10/832

Inspection Lot No
KoHrpo.rrlr pyeruaa ceplrn .lt{!

040000535523
Mfg. License Date /
llpoNraogcrreHHaq rHueH3ufl
(ncrr)

30/04t2020

Package size / Ynarcoara 150 doses / 150 aos
GMP Compliance certificate Data /
GMP cenrudurar (aara)

18t06t2020

Market / Prrxorc Russia / Poccuc
GMP Compliance certificate No /
GMP cenrndurcar.l\!

GMP-01556/2olIN

Reference specification No /
Cneuudurcauus .ll!

sPC-CC-034990
STP No /
ctII{]1! sTP-CC-026675

API information /
llnSopmauun o6 AIDC

Azelastine Hydrochloride / | Batch No /
AaeracrruarlrApoxiropu.q I Cepus,\ir

F400-23004. I nafg Uy / | Urquima S.A.. Spain /
F400-24001 I floorrsoa. I ypreilr,.ra C.A..Vcnauus

Mometasone Furoate I I Batch No /
Mouera:osa dypoa, I Ceous ]G

MTC-002123 | Urg ry / | Sterling S.p.A.. Italy /
1.24082A1 I floortroo. I C'rep.nnnnC.n.A.. Vlratun

No TESTS /TIOKA3ATEJII,I LIMITS / TPEEOBAHI4.fl OBSERVATION / PE3YJIbTATbI

b) Mometasonefuroate t
Motnemosona Qypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay"section) /
Bperraa yAepxr.rBaHr,rr oAHoro vt3

ocHoBHbx rrHKoB Ha xpoMarofpaMMe
ncnbrryeMoro pacrBopa AoJrxHo
coorBercrBoBarb BpeMeHil ylepxr4BaHr,rt
rrr.rKa MoMera3oHa Qypoara Ha

xpoMarorpaMMe craEAaprHoro pacrBopa
(ct'r. pa3.qen <Ko:ruqec,seHHoe
onpegeneur.re>).

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

chromatogram of standard solution (see

"Assay"section) / Bperrar y/tepxuBaHll
oIHOTO il3 OCHOBHbIX flI,IKOB Ha

xpoMaTorpaMMe r{cnblTyeMoro pacrBopa

coorBeTcTBygr BpeMeHI4 yAepxHBaHIrt II,IKa

MoMera3oHa i[ypoa'ra Ha xpoMarorpaMMe

cTaHJIapTHOTO pacrBopa.

c) Benzalkoniumchloride/
BeHsutxonua xnopud

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

corresponding to the retention times of
peak of benzalkonium chloride
homologues Co and Cr in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe r.rcflErryeMoro
pacrBopa ,[oJrxHbr o6Hapyxuaatrcr
rllil(u, cooTBeTgrByroule rro BpeMeHzM

y,aepxuBaHlu nHKaM roMoJroron Crz u Cr+

6enga:rxoHuq xJroplua Ha

xpoMarorpaMMe cTaHAapTHoro pacrBopa
(o"r. pa3.rlen <Ko.nuqectneuuoe
onpeaeneur.re>).

In the test ofassay, the chromatogram ofthe
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 HcnblryeMoro
pacrBopa o6uapyxuratcncr nHKI'I,

coorBercrB)'Iouue IIo BpeMeHaM

yAepxnBaHLIc nI,tKurM roMoJlorog Crz I,I Cu
6eHsarrouur xJlopn4a Ha xpoMarorpaMMe

craH.IapTHoro pacrBopa.

Name / @[IO



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

6;ICX':f6AXpk Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in\dtuWe ee F E$rot\
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Certificate of Analysis for Finished product /
Cepru$urar aHar'II{3a Ha foroByrc rIpoAymuHK)

ol'7 / ('Tp. J il3

Name of product /
Haun4eHoeaHr.re rlpoayKurr[l

Momat Rino Advance /
Mouar PuHo AlgaHc

Generic name /
HenareHroaaHHoe
HAUMCHOBAHUE

Azelastine + Mometasone metered dose nasal spray i
Ale,racrns + MoMera3oH cnpefi ua:a,rrnrrfi 4o:tuponaHurtfi

lefi creyroutue BeuecrBa
Each spray delivers / Kax(.aaq ao3a cnpe, co.(epxnr:
Mometasone Furoate BP 50 mcg / Mouera:oHa rlypoar Eprar.<D. 50 narr
Azelastine Hydrochloride BP I 40 mcg / Ase,lacrrrHa rr.r.(poxnopua Eplrr.O. 140 rrrxr

Strength /.[oupoora 140 mcg + 50 mcg / dose
140 rrtrr + 50 urr / aora

Date of Mfg. /
nara nooulsoacraa

07/2024

Dosage form /
JIera ocraeH Han 6onrr.r a

Metered-dose nasal spray /
Cnoeft ga.:a.nrgslfi lorunoRasnrrfi

Date of Exp. / foreH ao 0612026

Product code /
Koa npoayrcra

sRU0300082460401 DM Date of release I lara BbtnycKa 31.07.2024

Batch No / Cepua J\! 12240726 Qty. Released /
Konllqecrso BbtnyueHo

23,580 BOT
23.580 drarcoHog

Batch size / Pairuep cepuu 25,395 bot 125,395 Qnarouon
Mfg. License No. /
llpo[rsoactaeHHaq ruueHrug ]l]

MNB/10/832

Inspection Lot No
Konrpo.nr-r pyerran cepun J\!

040000535523
Mfg. License Date /
llpouraoAcrreHH ar n r.r ueH3lu
(nera)

30t04/2020

Package size / Vnaxosxa 150 doses / 150 los
GMP Compliance certificate Data /
GMP ceorudlrrar (aa'ra)

18t06t2020

Market / Pulnor Russia / Poccrq
GMP Compliance certificate No /
GMP ceprudurcar J\b

GMP-01556/20lIN

Reference specification No /
Cneqrdurauuq I! sPC-CC-034990

STP No /
CII}I J\&

srP-cc-026675

API information /
llnQopnrauua o6 AIDC

Azelastine Hydrochloride / | Batch No /
Areracrusa rruIpoxloDr,tn I Ceong Ne

F400-23004. I Mfg by / | Urquima S.A.. Spain /
F400-24001 I tloonrroa. I yp*rrraC.A.,Hcnannn

Mometasone Furoate I I Batch No /
Mor,aera:ona dvpoar I Cuorr N,

MTC-002123 | Mfg by / | Sterling S.p.A.. ltaly /
L24O82AI I flronrroa. I Crepnunr C.n.A., kinatun

No TESTS /IIOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJIbTATbI

3. pH From 4.0 to 5.0 / Or 4,0 ao 5,0 4.502 t 4,502

4. Density / fl.nornocrr From 0.90 to l.l0 g/cmr /
Or 0,90 ao l,l0 r/cna3

1.02 g/cmr
1,02 r/cru3

5. Viscosity / Bqsrcocrs Not less than 5 cPs / He rraenee 5 cfls 40.0 cPs / 40,0 cns

6. Mass of the released dose /
Macca srlcso6oxaaenroft Aosur

Single dose / Orae.nuHas Aora:

85.0 to I 15.0 o/o of the claimed delivered
dose amount / 85,0 - 115,0% ot
3iUIBJICHHOTO KO]II,lqCCTBA

Average dose / Cpegune Ao3a:

90.0 to ll0.0yo of the claimed delivered
amount I 90,0 - 110,0 o/o or 3arIBrIeHHoro
KOJII,lqCCTBA

Minimum I Muauuyu: 92.9V"

Maximum / Marcnruyr'a: 102.3o/o

Average I Cpetuee: 97.5o/o

7. Mass of the vial content /
Macca cogepxnnoro Q.narcoHa

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

14.62789 g I
14,62789 r

8. Dose number / Koruqecrso ror Not less than I 50 doses (disregard the
first pumping) / He uesee 150 aos (He

cqErarr nepBr,rqnyro nporauxy)

169 doses / 169 tos

9. Particle size / Pasmep qacrru 90 o/o of particles less than 10 pm /
90 %o \acruu pa3MepoM uenee l 0 uxnr

100 % ofparticles less than 30 pm /
100 7o qacrlrU pzBMepoM ueuee 30 lrxnr

Particles of more than 30 pm should be
absent / r{acru[u 6onee 30 MKM AoJIxHbl
orcyrsrBoBaTb

100.0% ll00,0o/o

100.0% lt00,0vo

Absent / Orcyrcrnyor

Prepared bv / lloaroroeJrego Checked bv / llpoaepexo Aonroved\Dv / Oao6oeuo
Sisnature / [oanucr ft_, e
Date / nara o\\SK\Ozl-!{ ol . 3.3- ,', h,, dll60\19L\
Name / OI;IO Yosesh Kumar Mehta Ravinder Ravi Sandeeo Semwal
Designation / .llo.nxnocrr Ollicer -OA Executive.OA Sr. Manaper -OA

.00



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

'\ ("i'a'ii r''r'i riJ\1'\!''i(l(l 
certificate of Analysis for Finished product /

CepruQuxar aHaJrr{3a Ha roroBylo npoAyltqrlxt
ol7 / (:Tn-4il3

Name of product /
HaunrenoaaHue noorvKurl.t

Monrat Rino Advance /
Mouar PHHo AreaHc

Generic name /
HenareHroeauHoe
HAUMEHOBAHUE

Azelastine * Mometasone metered dose nasal spray /
Age,'racrrH + MoMera3or'r cnpefi u a:zurrrr rr fi ,lornpoaauustfi

leficreyrcuue BeuecrBa
Each spray delivers / Kaxaaq Ao3a crpeq co.(epxlrr:
Mometasone Furoate BP 50 mcg / Mourera:oua Qypoar Epur.O. 50 n,lrr
Azelastine Hvdrochloride BP 140 mcg / Asenacrr4Ha rurpoxrlopua Epr'rr.<D' 140 rrarr

Strength /.{oruporra 140 mcg + 50 mcg / dose
140 rurr + 50 n,trn / lo:ra

Date of Mfg. /
-llara noouleoacrea

07/2024

Dosage form /
JleraocrseHHas 6oorua

Metered-dose nasal spray /
Cnpeil na3anr,Hrrfi AosupoeaHHrrfi

Date of Exp. / foaen ao 06t2026

Product code /
Koa npoayrcra

sRU030008246040t DM Date of release I [ara BbrnycKa 31.07 .2024

Batch No / Cepun Jl! t2240726 Qty. Released /
Koruqecrso BbrnvueHo

23,580 BOT
23,580 SrarcoHos

Batch size / Parmep cepnn 25,395 bot 125,395 Sraxouon
Mfg. License No. /
flnougeoncrsenHas fl uueH3laq .]l]

MNB/10/832

Inspection Lot No
KoHrpo.nllpyemar cepun .ltlb

040000535523
Mfg. License Date /
llpouraoqcreeHHar JruIleH3rrs
(nnrll

30t04t2020

Package size / Ynaroerca I 50 doses / I 50 ao:
GMP Compliance certificate Data /
GMP ceorndurar (aara)

t8/06t2020

Market / Prrxor Russia / Pocq.rs
GMP Compliance certificate No /
GMP ceorr.rdurcar Il!

GMP-O1556/20lrN

Reference specification No /
Cneuuduraurq I&

sPC-CC-034990
STP No /
CNI,I J\!

srP-cc-026675

API information /
I{nSopnaqun o6 A<DC

Azelastine Hydrochloride /
Agelacru ua rrupoxJroDr.r/I

Batch No /
Cepuq J\!

F400-23004,
F400-24001

Mfg by /
flnonreon.

Urquima S.A., Spain /
Yorsurt{a C.A.. Hcnanlrq

Mometasone Furoate /
Monaeragona dvooar

Batch No /
Ceprq Jl!

MTC-002t23
L2408241

Mfg by /
flnnvqnnn-

Sterling S.p.A., Italy /
Creprusr C.n.A., Aratus

No TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI

10. Sedimentation Stability /
CeArlrueHrauuoHHaq
ycrofi.ruoocrr

Not less than 5 min / He rueuee 5 uuH Complies /
Cooreercrnyer

lt Im purities / [Ipr.r rvrecm

a) Azelastine hydrochloride /
Azetac mu na eu dpontopu d a :
Single unspecified impurity /
E4unuunax neu.uen'rraipuqlpoBaHHarr

npr.rMecb

Total impurities / Cyuua npuuecefi

b) Mometasonefuroate /
Mouematona Qypoama
Impurity D / flpr.rnrecr D

Single unspecified impurity /
Eguul.uuar Heuaeu'rr.rQuqupoBaHHal
npr4MecE

Total impurities / Cyrurr.ra npur'aecefi

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

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

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

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

Not more than 2.0 o/o lHe 6orce2,0o/o

0.330A1 0,33yo

0.33Yo10,33%

0.01o/o/0,01o/o

0.r% l0,t%

0.3% 10,3%

Preoared hv / [Ioarorosrexo Checked bv / llooeepeHo Anorovedbv / Oao6oeno

Sisnature / lloanucr /al
Date / nara (/n\\ ot\ ),or-V .=-i. c-f . L"e 14 a\\ aBl 214
Name / @[IO Yosesh Kumar Mehta Ravinder Ravi Sandeeo Semwal
Designation / .llo.nxuocrr Oflicer -OA Executive-OA Sr. Manaser -OA

00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road,Tehsil: Baddi. Distt. Solan Himachal Pradesh l73205,lndia

Tel.: +91-1795 667200 Fax: +91-1195 667299 ernail:slenmark(Oborn2.vsnl.net.in

Certificate of Analysis for Finished Product /
CeprnQuxar aHaJrrr3a Ha roroByrc rrpoAyruIrK)

ol Ilf

Name of product /
HannreHoaaHrre nDotrvKu1,lt

Momat Rino Advance /
Mouar Prano AaeaHc

Generic name /
HenareHroeaHuoe
HAI,IMCHOBAHUC

Azelastine + Mometasone metered dose nasal spray /
Age".racrr4H + MoMera3oH cnpefi Ha::a.nuu uril 4o:uponauu uril

lefi creyrculue BeulecrBa
Each spray delivers I Ka:xlas Ao3a cnpe, coaepxnr:
Mometasone Furoate BI'50 mcg / Mouerarosa Qypoar Epr.m.O. 50 rrrxr

Azelastine Hydrochloride BP 140 mcg / AseracrrHa r'r,fpoxJ'roplu Eprar.@. 140 urr

Strength / floruporra
140 mcg + 50 mcg / dose
140 ruxr + 50 rram / aora

Date of Mfg. /
nara nooutsoacrsa

07/2024

Dosage form /
JleraDcreeHHaq 6opMa

Metered-dose nasal spray /

Cnpeil Hasa,'trHrril aosr4oosauHslfi
Date of Exp. / foaen ao 0612026

Product code /
Koa npoavrra sRU030008246040 1 DM Date of release I [ara BbrnycKa 31.07.2024

Batch No / Cepnr Jlb 12240726 Qty. Released /
Ko.[uqecreo BbrnyuleHo

23,580 BOT
23-580 ibraxoHos

Batch size / Pasruep cepur.r 25,395 bot I 25,395 gnarouoe Mfg. License No. /
llooulsorcrseHHaq Jru ueHltlq .ll]

MNB/10/832

Inspection Lot No
KoHrpo.nu pyeuar ceplrr Ne

040000535523
Mfg. License Date /
llpoursoacreeHH as JtIrueH3us
(nara)

30/04t2020

Package size / Ynarcoera I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP ceprudurcar (aara)

r8t06t2020

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

GMP-o1556/2ollN

Reference specification No /
Cneuudurauus .Jt&

sPC-CC-034990 STP No /
CTII,I J{!

STP-CC-026675

API information /
llHQopuauun o6 A@C

Azelastine Hydrochloride / | Batch No /
Alelac'usa rlupoxJropnA I Cepus I!

F400-23004. I nlfg fy / | Urquima S.A.. Spain /
F400-24001 | flnout"oo. I yoxsrN{a C.A.. HcnaHns

Mometasone Furoate I I Batch No /
Monera:osa 0ypoar I Ceous Jl!

MTC-002123 | utg ry / | Sterling S.p.A.. ltaly /
L24O82A| I flporrroa. I Creprrr.C.n.A., Arwrus

No TESTS /TIOKA3ATEJII,I LIMITS / TPEEOBAHI{g OBSERVATION / PE3YJIbTATbT

12. Uniformity of delivery dose /
OanopoAnocrr AocrasJrqeMofi
AO3br

9 of I 0 doses: 7 5 oh to 125 o/o of the
mean;
l0ofl0doses:65 o/oto135 % ofthe
mean
lf 2 or 3 results are outside 75 - 125 %o, test
othbr 20 doses. Not more than 3 of 30
values may be outside 75 - 125 oh rmge
and all the values should be within 65 to
t35%t
9 r.rs l0 ro3: or 75 o/o lo 125 o/o or
cpeAHefo 3HaqeHr.r,

l0 ras l0 .{o3: or 65 %o to 135 % or
cpe.(Hero 3HaqeHr,r.s

Ecttu 2 utru 3 pesynsrara Bbrna,qaror r,r3

npeAenoB 75 - 125 o/o, ttcfltt"ta,P.ra
npoBoArr c 20 apynr.luu AogaNrr.r. He
6onee 3 ur 30 sHaqeHr.rfi voryr BrrxoAr.rrb

3a flpeAenbr 75 - 125 %o, u zce 3HarreHr.rf,

AoJrxHrr 6urr n npe4elax or 65 .lo
135 o/o.

Azelastine Hydrochloride /
Are.nacruHa rtlapoxnoprrA:

Minimum I Muuuv.yu: 98o/o

Maximum I Maxcnuyu: 102%6

Average / Cpeanee: 100.0o/o

Mometazone Furoate /
Momerarosa Sypoar:
Minimum / Muulrnayrr,r: 987q
Maximum / Marcurraynr: l0loZ,
Average / Cpelnee: 100.0%

13. Microbiological purity / Murpo6uo.rorrqecKar qrcrora

Total aerobic microbial count /
O6qee ulrcuo aepo6nrrx
Mr,rKpoopraHr.r3MoB

Not more than 102 cfu per I ml of the
product / He 6onee 102 KOE s I N{r

rperapara

I.ess than l0 cfu/ml / Menee l0 KOEiur

Prepared by / lloaroroareHo Checked bY / llpoeepeHo AnoroveE bv / Oao6oeso
Sisnature / ffonnncs /Y, (-)
Date / nara o\\$b\ Lot,tr .s t ^ oB. la l-,t o\l oQt ?-rt-\
Name / (DHO Yosesh Kumar Mehta Ravinder Ravi Sandeep Semwal
Desienation / .llo.lxsocru Oflicer -OA Executive'OA Sr. Manaser -OA

00
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Certilicate of Analysis for Finished product /
CepruQurar aHaJr r,r 3a Ha roroByrc rI poAyr(II H K)

6of lt3

Name of product /
HaHrueuosaH ue nDotrvKuut{

Momat Rino Advance /
Movar PHHo AaeaHc

Generic name /
HenareHroraHHoe
HAI{MCHOBAHIIE

Azelastine + Mometasone metered dose nasal spray /
A:e,racrus + MoMera3oH cnpefi Ha:a,rrHufi no:lnposaHHufi

fleft crsyroutue BeutecrBa
Each spray delivers / Kaxaas Ao3a cnpe, coAepxr4r:
Mometasone Furoate BP 50 mcg / MoMerasoHa rfrypoar Epur.tD. 50 nrxr
Azelastine Hvdrochloride BP 140 mcs / Age,lacrr,rHa rr{-rrDoxrroolu Eour.(D. 140 uxn

Strength /,lloruponra 140 mcg + 50 mcg / dose
140 urr + 50 rrarr / aosa

Date of Mfg. /
fiara nnoillsorcrsa

07t2024

Dosage form /
-IIera ncrnenrlas rhonrra

Melered-dose nasal spral r

Cnoefi Hara,rrHrrfi ao:HoosaHHsrfi
Date of Exp. / foAen Ao 06/2026

Product code /
Koa noonvrra sRU030008246040 I DM Date of release I fiara BblnycKa 31.07.2024

Batch No / Cepua j\ir 12240726 Qty. Released /
Koruqecrao BHflyueHo

23,580 BOr
23,580 Snaxouor

Batch size / Paruep cepuu 25,395 bot 125,395 Srarouon
Mfg. License No. /
llpoulsoncrseHH as fl r.rueHtlrq J\!

MNB/10/832

Inspection Lot No
Konrpo.nu pyeuaa cepun .l\!

040000535523
Mfg. License Date /
llpourroqcreeHHafl Jrll ueH3[r
(rara)

30t04t2020

Package size / Vnaxoarca I 50 doses / I 50 aos
GMP Compliance certificateData I
GMP ceprudurar (aara)

t8t06t2020

Market / Pusox Russia / Poccur
GMP Compliance certificate No /
GMP ceorudurcar Ng

GMP-Or556/20lrN

Reference specification No /
Cneuudrrcauuq Jlll

sPC-CC-034990
STP No /
CNI4 J\&

sTP-CC-026675

API information /
I{uQopmauun o6 A@C

Azelastine Hydrochloride / | Batch No /
Ageracrusa rr4,qpoxJroplr.( I Ceons J$

F400-23004. I Ufg Uy / | Urquima S.A.. Spain /
F400-24001 I llnouraoa. I YoxsrMaC.A.. Hcnauus

Mometasone Furoate I I Batch No /
MoN{era3oHa dypoar I Ceorr J&

MTC-002123 | Mfg by / | Sterling S.p.A.. Italy /
L24O82A| I flooursoa. I Creprunr C.n.A., Vratus

No TESTS / IOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATION / PE3YJIbTATbI

Total yeast and moulds count /
O6ruee qracro ApoxxeBBrx u
nJrecHeBbrx rpr.r6on

Not more than l0r cfu per I ml of the
product / He 6oree l0r KOE s I r\,ra

flpenapaTa

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

Pseudomonas aeruginosa Absence per .l ml of the product /
Orcy.rcrrue n I ur npenapara

Absent / OT cyT creyer

St ap ltyl oc occus aureus Absence per I ml of the product /
Orcy"rcraue e I nr npenapara

Absent/ OT cyrcrnyer

14. Assay / KoruqecrseHHoe onpeAeneHlre

a) Azelastine hydrochloride /
Are.nacrusa rrlApoxJroprrA

From 85 o/o to 115 %o of the labeled claim
of Azelastine hydrochloride I Or 85 o/o to
ll5Yo oT 3arBJIeHHoro KonnqecTBa

a3eJracTrrHa rlrlpoxnopr.rAa

97o/o / 97Yo

b) Mometasone furoate /
Mouerasoua $ypoar

From 85 o/oto ll5 7o ofthe labeled claim
of mometasone furoate I Ot 85 o/o lo
ll5% or 3zurBJreHHoro KorlrqecrBa
MoMerrroHa rlypoara

lO0%" I l00o/o

c) Benzalkonium chloride /
Eexrarroirrlq xnopuAa

From 80 o/o to 120 %o of the labeled claim
of benzalkonium chloride / Or 80%o lo
l20yo oT 3iUlBJIeHHofO KOJIHqecTBa

OeHgaaxoHuq uopula

960/o I 960/o

15. Package size / Onucanue
ynaKoBKrr

I50 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. / IIo l50.qos uo t[laroH ras fI3BfI,
cHa6xeusrrfi .{o3r.rpy}our.rM ycrpoficrnou n Ha3irJIbHbtM aAanrepoM c 3a[ITrHBIM
KoJr[arrxoM. @larou c r.rHcrpyKUuef no MeA[q[HcKoMy npuMeHeHLIrc noMexlillor B

KaproHHyro naqKy.

PreDared btd llorroron.neHo Checked bv / [Iporepeno Aoorovet bv / Oao6peso
Signature / Iloanucr /v-, CT
Date /.llara ot\ rB \ l-o)-Lt o1,s8.bW- 6\ ABI DU
Name / TDIIO Yosesh Kumar Mehta Ravinder Ravi Sandeep Semwal
Desisnation / no.nxuocrr Officer -OA Executive-OA Sr. Manaeer -OA

FCN,I/QA0s4/08.00
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Glenmark Pharmaceuticals Ltd
Vitlage: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi. Distt. Solan HimachalPradesh l73205,lndia

Te[.: +91-1795 667200 Fax:+91-1795 667299 email: slenmark(Oborn2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruSnrcar aHaJrrr3a Ha roroByrc npoAyKuIrrc

lollllTo.lull

Any deviation/IncidenUOOS: Non-applicable
OrKfl oHeHrlq/necoorsercrs[q/OOC : He flpltMeHr.rMo

Declaration of certification: "l hereby certi$ 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. JIfl-Nr(00I749)-(P|-RU)-300123 and submitted specification no. SPC-

CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3altrrroqeHfie o coorBercrBrru: HacrorullM noATBepxrarc, rrro npeAcraBJreHHiu auure uHQopua\fiA sBrsetcfl,qocrosepHofi u roqsoft.

lauuat cepru 6una [por43BeAeH4 BKirroqarr ynarorxy/rr,tapKnpoBKy, r.r nporoHTponr4poBaHa Ha yrasanHofi BbIIIre npoll3BoAcrseHHoft

nnoularKe B noJrHoM coorBercrBr4r,r ctpe6onauueun HaAlexaurefi flpourroacrseHr{ofi llpaxrnru (GMP) u'rpe6onauuauu uoptrlarunHofi

AoKyMeHrarlvn JIII-N(0O1749)-(P|-RU)-300123 u yrnepxueuuofi cneuuQuxauuefi Il! SPC-CC-034990. [poroKorlbl rpol43BoAcrB4
ynaKoBrr{ r, npoBe.qeHHrrx aHaJrr3oB ,ulr Aauuofi cepuu 6urll.r npoaHaJru3r.rpoBaHrr r.r c.qeraHo 3aKJrIoqeHLIe, qro oHI{ coorBercrByor
rpe6onaunau Haanexaulefi flpourao.4c'raeuuofi flparruru (GMP).

.l u3

Name of product /
HauMeHoeaHr,re n ootrvKUr,ru

Momat Rino Advance /
Movar PuHo Anearrc

Generic name /
Henat.eHroeaHHoe
HAT4MCHOBAHI'E

Azelastine + Mometasone metered dose nasal spray i
A:erractns + MoMera3oH cnpeii Hzuan su rr il,to:lrpoeauuurfi

[eft creyrcutue BeulecrBa
Each spray delivers / Ka-rrelaq .(o3a c[pe, co,repxr,rr:
Mometasone Furoate BI) 50 mcg / Mouera:rosa Qypoar 6pr.rr.<D. 50 urn
Azelastine Hydrochloride BP 140 mcg / A:eracrrlHa I'uApoxrlopr.ra Epur.O. 140 urr

Strength / .ll,orupoerca
140 mcg + 50 mcg / dose
I 40 urn + 50 Mxr / aosa

Date of Mfg. /
nara npor.rlsoacrsa

07t2024

Dosage form /
JIercancreeHHaq 6ooMa

Metered-dose nasal spray i
Cnpeil HagamHsrfi rosrrposaHHsrft

Date of Exp. / I-oaes Ao 0612026

Product code /
Kon nno.nvrra sRUO300082460401 DM Date ofrelease I Lara BbrnycKa 31.07.2024

Batch No / Cepun J\ir 12240726 Qty. Released /
Ko.ruqecreo BbrnyuleHo

23,580 BOT
23,580 Srarouos

Batch size / Parmep cepuu 25,395 bot 125,395 r[rarouoe
Mfg. License No. /
flnoursoncrgennaq ruueslus .IlI

MNB/t0/832

Inspection Lot No
Konrpo.nupyenaan cepxr }lb 04000053s523

Mfg. License Date /
llpo r.neo4craeH H as Jr u ueH3tlr
(lara)

30t0412020

Package size / YnaxosKa I 50 doses / I 50 ,qos
GMP Compliance certificate Data /
GMP cenrudurar (aara)

1810612020

Market / Puxox Russia / Pocorc
GMP Compliance certificate No /
GMP ceorr.rdrrar Ne

GMP-01556/20lrN

Reference specification No /
CneufldIlraufiq .Jt&

sPC-CC-034990
STP No /
cnu.rc srP-cc-026675

API information /
lluQopuaunr o6 A@C

Azelastine Hydrochloride / | Batch No /
Aseaacrnua rruIDoxJroDr,r.il I Ceolrs J\!

F400-23004, I nlfg Uy / | Urquima S.A., Spain /
F400-24001 I llpoursoa. I VpxsuMaC.A.,Hcnannr

Mometasone Furoate I I Batch No /
MorrrsraloHa drooar I C"orn" Jlb

MTC-002123 | Utg Uy / | Sterling S.p.A.. Italy /
L24O82AI I floorrsoa. I Crepr,,.rHI'C.n.A., Vratut

FCrWQA054/08.00


