
qLenmank
A newwayforanwwld

Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,India

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

Certificate of Analysis for Finished Product /
CepruQuxar anaJrtr3a Ha roroByro [poAyKqIrK)

I of8/ 1nr8
Name ofproduct /
Haltmenoearue nDo.[Yrcrruu

Momat Rino Advance /
Morraar PuHo AasaHc

Generic name /
HenareHrosaHHoe
HAl{MEHOBAHI|E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeaacT uHa rtupoxJropr,u r,r MoMeraroua $ypoar cnpefi uataaruufi rornpomnunfi

Aefi crsyroque BeruecrBa
Each spray delivers / Kax<atu Ao3a cnper coAepxr,rr:
Mometazone Fuorate BP 50 mcg / MoMetasona Qypoat Epnt.<D. 50 urr
Azelastine Hydrochloride BP 140 mcg / AgeracnrHa rxrpoxJroDrut Eplrr.@. 140 urr

Strength /.(osuposna 140 mcg + 50 mcg
140 nrr + 50 rvrrr

Date of Mfg. /
nara nooutaolcrse 0812022

Dosage form /
JlercancrsenHas rhonrrn

Metered-dose nasal spray /
CnpeI uasalrnrrfi ,logupoaaHHHfi

Date of Exp. / fo,qen Ao 0712024

Product code / Koa rporyKTa sRU0300082460401GS Date ofrelease I llara Brrnycra 08.10.2022

Batch No / Cepna Ns 12220531 Qty. Released /
KoJruqecrso BbrnvrueHo

17,120 BOT
17 -120 draroHos

Batch size / Pasrvrep cepuu 18,908 bot/ 18,908 Qrarouon
Mfg. License No. /
lloougsoacrsexnas Jruueggllg .lE

MNB/10/832

Inspection Lot No
Konrnolunvemqg eenqq lllo 04000041 l30r Mfg. License Date /

llnolrggo.ucrseHrf aq rnneH3rq (rara)
30t04t2020

Package size / Ynarosra 75 doses 175 Ns GMP Compliance certificate Data /
GMP ceorudurar (.nara)

t&t06t2020

Market / Punon Russia / Poccrar GMP Compliance certilicate No /
GMP ceorudurarNs

GMP-or556/20lrN

Reference specification No /
Cneuudurauus J{b

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

STP-CC-037517

No TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATION / PE3YJTbTATbI
I Description / Onucasne White to offiwhite suspension / Betas

r4Jrr norrrrr 6eaar cycneusur
Offiwhite suspension /
flo,{ru 6eaas cycnercu,

2. Identifi cation / [IoA.nunuocrs

a) Azelasttne hydrochlorlde /
A t en ac ma aa z u d p oxtt 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 / Bpeur
y.{epxrrBaHr,rf, ocHoBHono nilKa Ha
xpoMaTorpaMMe [cnErTyeMoro pacTBopa

AOJTX(HO COOTBeTCTBOBaT6 BpeMeHr
ylepxr,tBalH[, ocHoBHOrO nl,rKa Ha

xpoMaTorptMMe pacrBopa smnlaprHoro
o6parua assJracrr.Ha mgpoxaopr.raa (cu.
pa3.qen <Korrqesrseuuoe
onpereneune>).

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 /
Bpeua yaepxilBariul. ocuoBuoro nr{Ka Ha

xpoMaTorpaMMe r{c[brryeMono pacrBopa
cooTBeTcTByeT BpeMeHr,r y,lepxuB€jlltit
ocHoBHoro IIrKa Ha xpoMaTorptMMe
pacrBopa cranraprnoro o6pasua ar3erracruua

nrApoxjropraAa (cu. pa3.[en

<KoazqesrgeHHoe onperefleHr,re)).

b) 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 / Bpenr yaepxr,rBanr,r,
ocHoBHoro nuKa Ha xpoMaTorpaMMe
,rcnErTyeMoro pacTBopa AoJrxHo
cooTBgTcTBOBaTb BpeMeHr,t yAepxlrBaHI,L
ocHoBHoro nlrKa Ha xpoMaTorpaMMe
pacrBopa maHAaprHom o6pasua
MoMermoHa $ypoara (o"r. pa3.rlen

<KoruqecrBeHnoe onpeaeaeune>).

In the test of assay, the retention time of the
main peak in ths chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
mometasone furoate standard solution I
Bpeur yaepxrzRanr;.a, ocuoBHoro fluna Ha
xpoMaTorpaMMe r,lcflBrryeMoro pacTBopa

cooTBeTcTByeT BpeMeHu yaewuBflHufl
ocHoBHoro IIlIKa Ha xpoMaTorpaMMe
pacrBopa craruaprHoro o6pasua uoue, a:oua

Qypoara (cr"r. pa3Aen <Korr,{ecrBeHnoe
onpeAereuue>),

Prepared bv / lloarorosneHo Chelked by / llposepeHo Approved bv / Oao6pelro
Signature / [Iornr.rcu ,-f / 1v"-)--- 4-
Date /.llara '7z ltolLL *\rohre.tr 12t\ot1r'YL
Name / @trIO Atul Kumar Akshit Bhardwai Aiav l{um'ar Gare
Desisnation / -llonncHocrr, Officer -OA Sr. Officer -OA Asst Manaeer -QA

FCMQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi, Disff. Solan Himachal Pradesh l73205,lndia

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

Certificate of Analysis for Finished Product /
CeprnQunar aHaJr[3a na roroByrc npo4yKutrro

Name ofproduct /
Hau MenosaH I.re tl Dorvlcrrrarr

Momat Rino Advance /
Movrar Puso A-nsaHc

Generic name /
HenareHrosaHHoe
HAUMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AseracrzHa rulpoxJroplrA u MoMera3oua r[ypoar cnpefi uasalruuil lorraponanunfi

{efi crayroune Ber[ecrBa
Each spray delivers / Karr<aas.[o3a cnper co.qepxr4r:
Mometazone Fuorate BP 50 mcg / Mouetalona rDypoar Epur.<D. 50 rurr
Azelastine Hydrochloride BP 140 mcs / A3erasrr.rua n4trDoxJropna Eprr.(D. 140 rurr

Strength / {osupoora
140 mcg + 50 mcg
140 nrrr + 50 ruxn

Date of Mfg. /
Ifara nnoulnonc'rnn 08t2022

Dosage form /
JlerancrneHnaq donlvre

Metered-dose nasal spray /
Cnpefi HasanrHHf, rosuposaHHHfi

Date of Exp. / IoaeH Ao 07/2024
Product code / Koa nDo.tryKTa sRU0300082460401cs Date of release I llara BgrrycKa 08.10.2022

Batch No / Cepua Jl! 12220531 Qty. Released /
KoJruqecrao BbtnvuleHo

t7,l20BOT
17 "120 draroHos

Batch size / Parmep cepr.lr.l 18,908 bot/ 18,908 t[aaronor Mfg. License No. i
llooIllaoacrsegnas Jr uueHsuq .]lb

MNB/10/832

Inspection Lot No
Konrpouupverrag cepus .llb

04000041 130r Mfg. License Date /
flnourgoncrneHrf e9 Jrrrnerraras ( nerc\

30/0412020

Package size / Ynaronra 75 doses 175 mz GMP Compliance certificateData I
GMP ceorudrnar (aara)

t8/06D020

Market / Prnror Russia / Poco.Lfl GMP Compliance certilicate No /
GMP ceprudrrarNs

GMP-o15s6/20lrN

Reference specification No /
Cneqrdrraulrq JYb

SPC-CC-O51325 STP No /
CIIU JTU

STP-CC-0375r7

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,I' OBSERVATION / PE3YJIbTATbI
c) Benznlkonium chlartde /

Eeazanroaua 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 Cra in the
chromatogram of the standard solution /
Ha xpoMarorpaMMe ucrrbrryeMoro
pacrBopa AoJrxHrr o6Hapyxuuarucr
nrrKr,r, cooTBeTcTByKrUIUe nO BpeMeHaM
yrepxr,lBaHlu rruKaM roMoJroroB Ct2 !r
Cra OeHgaarouuc xJropruIa Ha
xpoMarorprMMe cTaHAaprHoro pacrBopa
(ct"t. pasAeJr <KoruqecrseHuoe
onpeaeleune>).

In the test ofassay, the chromatogram ofthe
sample solution contain peaks conesponding
to the retention times of pcaks of
benzalkonium chloride homologues Crz and
Cu in the chromatogram of the standard
solution / Ha xpova'rorpaMMe r,rc[brryeMoro
pacrBopa o6napyxraarorce lnKn,
cooTBeTcTByro[Iue llo BpeMeHaM
y\ep)KwBauua [r4KaM roMoJroros Crz r{ Crq
6eHgaaKonug xJropt4ra Ha xpoMarorpaMMe
crasllaprHoro pacrBopa (crtr. pa3reJr

<KorrqecrBeruoe onpeAeJreHr{eD).

3. pH From 4.0 to 5.0 / Or 4,0 Ao 5,0 4.77 / 4,77
4. Density / flrorHocru From 0.90 to I . l0 g/cm3 /

Ot 0,90 ao l,l0 r/cru3
1.02 glcmr
1,02 rlcu3

5. Viscosity / Bsrrocrb Not less than 5 cPs / He MeHee 5 cfls 40.2 cPs / 40.2 clls
6, Osmolality / Ocrro.fiqmuocrb 250 to 350 mOsmlkg /

250 - 350 uOcrr.r/rr
323 mOsm&g
323 uOcrvr/rr

7. Vial leak testing / Ilpooepra
Qrarona na.reffiraft.@qr

Leakage traces should absent /
Orcyrcrnrae cJreAoB yreqKx

No leakage traces /
CreAH yrerrKn orcyrcrByKrr

,' ta, o

\

I

I

lt'4

t,,l0
\q,
\'j., r.b

\borr* 
aceyt)
Prepared by / IloanorosJreno Cjdbked hv / flnoneneno Aoorovedhv / Oao6oeno

Sienature / Iloanucr .r'T rYY- q
Date I Ilara nD? to 1.t-r-. *dloWo-a- no llo Wovv
Name/ @[IO Atul Kumar Akshit Bhardwai Aiay Kulnar'Gars
Designation / no.nxnocrr Officer -OA Sr. Ofricer -OA Asst Manaper -OA

FCMQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,India

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

Certificate of Analysis for Finished Product /
Cepru$nrcar anaJrrna Ha roroByxl upo4yKqlnK)

olE I,I3 U

Name of product /
HalrDrenosaur.re nDo.rlyrullr.l

Momat Rino Advance /
MoruaT Pruro AasaHc

\1 \

*

:-

sb.r

Generic name /
Henarenrorannoe
HAI,IMEHOBAHl|E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Ageractuua rrrpoxnoprr r,r MoMerasoHa $ypoat cnpefi nasaarurtfi rosnpoaantrufi

[efi crayrcurue BoulecrBa
Each spray delivers / Kaxaas.[o3a crtpec coaepxu:r:
Mometazone Fuorate BP 50 mcg / Morusm3oxa rfypoat Eprar.<D. 50 urr
Azelastine Hvdrochloride BP 140 mcs / A3eraqruga nurDoxJropua Epm.@. 140 narr

Strength / floruponra
I40 mcg + 50 mcg
140 urr + 50 t'lrr

Date of Mfg. /
flqrs nnoutnoncrna

08/2022

Dosage form /
JleraocrseHHas 6onMa

Metered-dose nasal spray i
Cnoefi saga.lrHrrfi -nogunosaHHrrfi

Date of Exp. / Ioaen Ao 07/2024

Product code / Koa nDonvKTa sRU0300082460401cs Date ofrelease I Ilara Bbtnycra 08.10.2022

Batch No / Cepua Ns 12220531 Qty. Released /
Korluqecrao Bbtttv[tego

17,120 BOT
17.120 draKoHos

Batch size / Pa3Mep ceprr 18,908 bot/ 18,908 gnarouon Mfg. License No. /
llno[ssorcrreHnag ruueHl[s ]ls

MNB/10/832

Inspection Lot No
Konroolru nveiaas ceouq .ll{h

04000041 l30l Mfg. License Date /
noonssoacrgeugas ruuen3 ns ( latal

30t04t2020

Package size / YnarosKa 75 doses / 75 aios
GMP Compliance certificate Data /
GMP ceorrdurar (aara)

18t06t2020

Market / Psrsorc Russia / Poccnq GMP Compliance certificate No /
GMP ceprndurarJ\b

GMP-0I556/20lIN

Reference specification No /
CneuuduKaurq.llb SPC-CC-051325 STP No /

.ITI'I IfO
STP-CC-037517

No TESTS / IIOKA3ATEJII4 LIMITS/TPEEOBAHII' OBSERVATION / PE3YJIbTATbI
8. Mass of the released dose /

Macca sulcso6oxaaemoft Aosrr
Single dose / OrAe,nunas aola:
85.0 to ll5.0o/o of the claimed delivered
dose amount / 85,0 - 115,0 % oT

3aJrBJreHHoro sHcso6oxraelaoro
KOJI'TqCCTBA

Average dose / Cpeanns ao3a:

90.0 to ll0.0o/o of the claimed delivered
arnount / 90,0 - 110,0 o/o or 3arBJreHHono
sucso6oxraer4oro KoJIr,HecrBa

Minimum / Muuuuylr: 94.9 o/o

Maximum / Marcrzrr.ryrra: 106.3 o/o

Average / CpeaHee: 100.3 o/o

9. Mass of the vial content /
Macca coAepxuuoro Q,narcona

Not less than9.52 g I
He ueuee 9,52 r

9.E4 gl
9,84 r _r.- --\-

10. Dose number / Kon[qecrso Aos Not less than 75 doses / He rvrenee 75,uos 89 doses / 89 aos ;f.n"j
-ur'

ll Particle size / Parmep qacrnu 90 o/o of pwticles less than l0 pm /
90o/otatwtpa3MepoM nenee I0 uKr,r

100 % ofparticles less than 30 pm /
1007o uacruU pa3MepoM uesee 30 rvrru

Particles of more than 30 pm should be
absent / 9ac, ruu 6onee 30 MKM .(onxnrr
oTcyrcTBoBaTb

100.0o/o / 100.0%'- i t:
itn

lOO.OYoll00.0%
'(D./)

Absent / OrcyrcrByror (i
'gsrutg

12. Related substances / PoAcrsennrre npuMecu

a) Azelasfine hydrochlorlde /
Aset acmana audp oxn op ud :
Single unspecified impurity /
EArurr.rqno fi HellAelrrt4 -
tpraqraponaHnofi npraMecu

Total impurities / Cyrr.uraa npuuecefi

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

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

Not detected/ He o6napyxeuo

Not detected/ He o6uapyxeuo
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,lndia

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

Certificate of Analysis for tr'inished Product /
CepruQurar arraJrrr3a Ha roroByro trpoAyKqux)

4vla

Name ofproduct /
Ha umeHosag lle n DorYKurru

Momat Rino Advance /
Mon,rat PilHo A-nsagc

Generic name /
HenareHrosaHHoe
HAI{MEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracrnHa rr.,qpoxropur r,r MoMerilloHa rfypoar cnpefi uasa.nrHuft ao:npoaaunufi

{eficroyrcuue BeluecrBa
Each spray delivers / Kanraac ro3a clrpes corepxlrr:
Mometazone Fuorate BP 50 mcg / MoMeraroHa rlypoat Eprar.@. 50 urr
Azelastine Hydrochloride BP 140 mcg / Aserasu,rHa il,urpoxrropna Epr.r:r.@. 140 nrr

Strength / {orrpoara
140 mcg + 50 mcg
140 rvrm* 50 rrarr

Date of Mfg. /
Ilnrc nnournnncrnc 08/2022

Dosage form /
Jlerancrsennsq .honuc

Metered-dose nasal spray /
Cupefi HasanrHnfi nosuoosaHHrfi

Date of Exp. / foAeu Ao 07/2024

Product code / Koa trpotryKTa sRU0300082460401cs Date of release I llara BbrnycKa 08.10.2022

Batch No / Cepua Jlb 12220531 Qty. Released /
Koauqecrso BbrnyrueHo

17,l20BOT
17,120 6narouos

Batch size / Parruep cepur.r 18,908 boti 18,908 Qaarouos
Mfg. License No. /
lloolrgsoacraennag .n uuen3ug .][g

MNB/I0/832

Inspection Lot No
Konrpouu pyenaq cepus .ltl!!

04000041 l30l Mfg. License Date /
lpor.lssoacrseHnaq ruueu3us (aara)

3010412020

Package size / Ynarcosra 75 doses / 75 aog
GMP Compliance certificateDatz I
GMP ceprudr.rrar (aara)

18t06t2020

Market / Puxor Russia / Poccras GMP Compliance certificate No /
GMP ceorudurcar.l&

GMP-o1556/20lIN

Reference specification No /
Cneuudurauns J\b

SPC-CC-051325 STP No /
CIIU.Itle

srP-cc-037517

No TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHI4q OBSERVATION / PE3YJIbTATbI

b) Mometasonefuroae/
Monemasoaa fypoam
ImpurityD/IlpzuecrD
Single unspecified impurity /
E rnuuqnas ueuleumQ zur,rpoBau Ha,
npuMecb
Total impurities / Cyrvrua ncex
npuuecefi

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

Not more than 1.0 o/o I He6oaee 1,0 o/o

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

0.04%o 10,04o/o

0.06 o/o I 0,060/o

0.19 o/o / 0,19%o

-z{----*

6rt; ^o*'r"');l ..
/J'i, x ';' ''l'"' +- *\

',4 fr,*u ;;l('aur*.ry'

Preoared bv / norrorosreHo Checked bv/ llooeeoeno Aonnoved bv / Oao6oeuo
Signature / lloanucu <)f- /fi)-- cy
Date I llara 1p I tolz)- -*\to l,./*' t>D rc\VflL.
Name/@[IO Atul Kumar Akshit Bhardwai Aia Kdmar Gare
Desisnation / no;rxlrocru Officer -OA Sr. Olficer -OA AssL Manaser -OA

FCIWQA054/08.00
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,India

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

Certificate of Analysis for Finished Product /
Cepru$urcar anaJrrna Ea roroByro [poAyKqIrK)

5ofE/Cro.5urE
Name of product /
Haumelrosanr,re nnollvrnu,

Momat Rino Advance /
Moua'r PuHo A-nsaHc

Generic name /
HenareHrosanHoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /

AserasrnHa rr.rApoxJtopta u MoMsra3oHa r[ypoar cnpefi ua:a.lrHufi,4ornpooauuufi

[eficrsyrcuue BerlecrBa
Each spray delivers / Kaxaas,rro3a cnpe, coAepxrr:
Mometazone Fuorate BP 50 mcg / Moueragoua {ypoar Epur.@. 50 r'arr
Azelastine Hydrochloride BP 140 mce / Aseracrnga rrurDoxrrooraa Eora'r.@. 140 nrr

Strength / florupoora
140 mcg + 50 mcg
140 rr.rrr + 50 rrarr

Date of Mfg. /
llara noo[lsoacrsa 0812022

Dosage form /
JleraocreenHaq dooma

Metered-dose nasal spray /
Cnpefi nasan*rHfi aoglroosaHHslfi Date ofExp. / foaen ao 0712024

Product code / Koa nDoryKTa sRU0300082460401cS Date ofrelease I llara BbrnycKa 0E.10.2022

Batch No / Cepun Ne 12220531 Qty. Released /
Koruqecrso BbtnYluero

17,120 BOT
17.120 ibraronoa

Batch size / Paruep cepuu 18,908 bot/ 18,908 iprarouoa Mfg. License No. /
lloolrssoacraennaq r[ueuc[g Jlb

MNB/10/832

Inspection Lot No
Konrpo.nupyeMaa ceDas J\!!

04000041 r301 Mfg. License Date /
ff nournonernerrHrg lure]faug (nnrcl

30t04t2020

Package size / Ynanosra 75 doses / 75 ,uos
GMP Compliance certificate Data /
GMP cepmdurar (aara)

t8/0612020

Market / Psrsor Russia / Pocq,rg GMP Compliance certificate No /
GMP ceorudnrar.ltlb

GMP-01556/20lIN

Reference specification No /
Cneundtlrau]rq J{b

SPC-CC-051325 STP No /
CIIU.]tls

STP-CC-037517

No TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIETATbI
13. Uniformity of delivered dose /

Oano poAnocrs ssrcso6ornAaeMofi
ao3br

Not more than 2 values from 20
determinations may deviate from the
mean value by more thwr *25o/o (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 +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 thar, t35Yo /
He 6oree 2 sHa.reHr,rfi ras 20 onpeaenenufi
MOD/T OTKnOHTTCT Or CpeAHerO 3HatreHr{,
6oree qeM laa+25 %o (or rancaoro rs l0
Qnarouon 6epyrca uo oAnofi Ha.rarur.roft
u o.(uofi ronequofi sncso6oxqaeruoft
,qole), u Hr4 o.[Horo - 6oaee qeM Ha
+35 yo.

Ecru oT 3 ao 6 3HaqeHufi nMercn
orrroHeHr4s 6oree qelr + 25%q uo
MeHBlIle, .{eru * 35 o/o, To ucnbrTBrBaroT
cneayroqae 20 Qlarouor.
He 6oree 6:HaqeH[fi ras 60 onpe4eaerulfi
MOryT OTK'rOHSTC' OT CpeIHerO 3HaqeHr4s

6oree qeu ua*25o/o,t4Ht4 oAHoro,
6oaeeqeN{ uar35o/o

Azelastine Hydrochloride /
Are,nacruna rr{Apoxnopt{A:

Beg / Havuo:
Minimum I Munuuyu: 99.1o/o

Maximum / Marcr.nayna: l0l,7o/o
Average / Cpeauee: 100.0%

End/ Roneq:
Min imum / Muuuuyu: 98.4%o

Maximum / Marcrarvryna: l0l.4o/o
Average / Cpe4nee: 100.0%

Mometazone Furoate /
Moueralona Qypoar:

Beg / Haamo:
Minimum I Muuuuyu: 99.1%o,

Maximum / Marcr.rr,ryru : l0 l.60/o,

Average / Cpeanee: 100.0%

End / Korueq:
Minimum / Muuuuyw: 98.4o/o,

Maximum / Marcranryna: l0l.4o/o,
Average / Cpelnee: 100.0%
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205,India

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

Certificate of Analysis for Finished Product /
Cepru$urar auaJrtr3a Ea roroByro rpo[yKrltrK)

6()lu E

Name ofproduct/
Ha[menosaHl,Ie rr Dorrvnrrnu

Momat Rino Advance /
MouaT Pr.rno Aasagc

Generic name /
HenateHTosaHHoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /

Aseaacrlrua r[rApoxJroprut u MoMeraBoHa $ypoar cnpefi uasalsuuft.4osrapoaaunufi

flefcrayrouue BerqecrBa
Each spray delivers / Kaxaas ao3a crpe, coAopxr,rr:
Mometazone Fuorate BP 50 mcg / Mol{srasoHa $ypoar Eput.@. 50 nrr
Azelastine Hydrochloride BP 140 mcg / ArelactlrHa nlrpoxJropna Epat.@. 140 rrarr

Strength /.(ornponra 140 mcg + 50 mcg
140 nrrr + 50 rr,rrr

Date of Mfg. /
Ffqrq nnnmnnncrnq 0812022

Dosage form /
JleraocrseHHaq 6onMa

Metered-dose nasal spray /
Cnpefi nasanrHsrfi AostrDosagHuil

Date of Exp. / Ioaen ao 07/2024

Product code / Koa npoayroa sRU0300082460401cs Date of releas e I llara BErnYcKa 08.10.2022

Batch No / Cepr.rn Ne t2220s31 Qty. Released /
Koauqegrso Bbrnyulego

17,l20BOT
17.120 daaronoa

Batch size / Paruep cepnr.l 18,908 bot/ 18,908 rlaaronon Mfg. License No. /
llnolssoacrBennaq rnueHsnq .lllb

MNB/10/832

Inspection Lot No
Konrpo.nupyemas cepus .Jifg

04000041 t30r Mfg. License Date /
ff nnu'tnnnmneg[qs trrrrelaug lnqrol

30t04/2020

Package size / Ynarosra 75 doses / 75 llos GMP Compliance certificate Data /
GMP ceorudnrar (aara)

t8/0612020

Market / Pslsor Russia / Poccras GMP Compliance certificate No /
GMP ceorndurarJlb

GMP-01s56/20lrN

Reference specification No /
Cneu[dlrraulrq Jlb

SPC-CC-05r325 STP No /
C[I4.lYs

STP-CC-037517

No TESTS / IOKA3ATEJII{ LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI
14. Uniformity of dosage unit /

Ogno pogxocru ao3lrpoBaHt{s
Not more than I value from l0
determinations may deviate from the
mean value by more than +25 o/o (one
starting delivered dose is taken from each
of l0 bottles) and none may deviate by
more than +35 Yo.

lf 2 or 3 values deviate by more than
+25o/o, but less than +35%q test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than +25 %6 and
none can deviate by more than+35 o/o I
He 6olee I gHaqeuras us l0 onpegeaennfi
MOXSI OTKTTOHTTCfl OT Cpe.{HerO
3Harregr,r, 6oaee .{er4 na + 25 %o (o.t
Kan(aoro as l0 Qaarouou 6epvrcr no
o.(Hofi saqalrsofi sucao6o)KraeMofi
Ao3e), x Hu olHoro, 6olee qeu ua
*35 yo.

Ear,r Asa uru 'tpl4 3HaqgHr,r, r4Meror
orKrroHeHr4, 6olee qeM * 25 Yo, Ho
MeHee, qeM t 35 o To r4cnbrrurB{tror
cJlsryroune 20 $naronon.
He 6onee Tpex guaqesufi Moryr
oTKrroHf,TBC' OT CpeIHerO 3HAt{oHt4'
6olee, veu sa +25%o, u nu olHoro,
6olee qerrr :fla| 35 o/o.

Azelastine Hydrochloride /
Areuacruna rt{ApoxJroplr.l:

Minimum I Muuwuyu:. 99.1%o,

Maximum / Marcnrvryu: l0l.7o/o

Average / Cpeauee: 100.0%

Mometazone Furoate /
Monreragona Qypoar:

Minimum / Muuuvryu: 99. lo/o,

Maximum / Marcr.ruyn: I0l.6Yo,

Average / CpeAHee: 100.0%

Prepared bv / lloaroroaleso Checked bv / IlooseoeHo Aooroved bv / O.no6oeno
Sisnature / lloanucr Ft- /s)-- o
Date /.llara -zelbl tt r^r \ to h.or-- i-o llo l1,ovL
Name/ @LIO Atul Kumar Akshit Bhardwai Aiav l(ur{hr Gars
Desipnation / ]lolxsocrr Officer -OA Sr. Ofricer -OA Asst. Manaser -OA

00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh l73205,lndia

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

Certilicate of Analysis for Finished Product /
CepruQznar aHaJrtr3a Ha roroByro trpoAyKrltrrc

ofE rl3t
Name of product /
HauDreHosagrre lrnonvrnuu

Momat Rino Advance /
Moruar Puno A-nsaHc

4t

Generic name /
HenareHrosaHHoe
HAl,tMEHOBAHI{E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AgeracruHa rrrApoxJropru ra MoMcftBoHa $ypoar cnpefi uasa.nnruft losupoaannufi

[efi crnyrcurue BeulecrBa
Each spray delivers / Kaxaas.{o3a cnpes corepxxr:
Mometazone Fuorate BP 50 mcg / MoMsrasoHa r[ypoat Epr,r.r.@. 50 urr
Azelastine Hydrochloride BP 140 mcs / A3eracu,rua rr,urDoxJroDr4Jr Eorr.<D. 140 rrarr

Strength /,{ocuporra 140 mcg + 50 mcg
140 tuxr + 50 vrrr

Date of Mfg. /
.llam nnoralnoncrna 08t2022

Dosage form /
JlercapcreegHag 6ooMa

Metered-dose nasal spray /
Cnpeft HasamHHfi -nogunosaHHrrfi

Date of Exp. / foaer Ao 07t2024

Product code / Koa npo.qyKTa sRU0300082460401GS Date of release I llara Brrnycra 08.10.2022

Batch No / Cepr.ra Ne 12220s3t Qty. Released /
KoJruqegrno BLtnyEIeHo

17,l20BOT
17.120 ibraronos

Batch size / Parrvrep cepnn 18,908 bot/ 18,908 t[aaxoHoa
Mfg. License No. /
llDouceorcrsenHas ruuens[s .llb

MNB/10/832

Inspection Lot No
Kosrpo.nupveuaa ceouq Jlb

04000041 l30r Mfg. License Date /
IlooltcsoacraerHas r uuen3 us ( taral

30/04/2020

Package size / Ynarosra 75 doses I 75 llot GMP Compliance certificateData I
GMP ceprudurar (aara)

t8/06/2020

Market / Purnor Russia / Pocq,u GMP Compliance certificate No /
GMP ceorudurcarJllr

GMP-01556/20lrN

Reference specification No /
Cneuudurauuq J\lb

SPC-CC-051325 STP No /
CIIII ffe STP-CC-037517

No TESTS / IIOKA3ATEJIU LIMITS / TPEEOBAHI4fl OBSERVATION / PE3YJIbTATbI
15. Microbiological purity / Murpo6uo.norr.rqecKafl qucrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6uee qrcro
aopo6uux 6arrepufi u
.{poro(eBbrx u rurecueBbrx rpn6on
(cymmapno)

Test for Absence ofSpecified
Microorganism / Tecr sa
cneqnQurecrrae
MnKpoopraHll3Mbt:

P s eudo monas aerugino s a

Stapltyl oc occus aureus

Bile-Tolerant Enterobacteria /
3urepo6arrepaz, ycrofi unaue r
XEJIq14

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

Absence per I g (ml) of the product /
Orcyrcraue a I r (rrla) rpeflapara

Absence per I g (ml) of the product /
Orcyrcroue n I r(rral) flpe[apara

Absence per I g (ml) of the product /
Orcyrcrrue a I r (rr,rn) flperapara

Absent / Orcyrcrayer

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

Absent/Orcyrctayer, ii
:.

\% qha*
Absent/orcyronyvr 

(Vrur*a*

t6. Assay / KouuvegrBeHnoe onpeAeJrentle

a) Azelastine hydrochloride /
Are-rracrrna ruApoxnoptrll

From 85 % to I l5 o/o of the labeled claim
of azelastine hydrochloride I Or 85 o/o to
ll5 o/o OT 3TUBJIeHHOTO KoJrrrqecTBa
a3eJracrr{Ha nutpoxnopula

103.5o/o / 103,5o/o

b) Mometasone furoate /
Mouerarosa Sypoar

From 85 %o to I l5 % of the labeled claim
of mometazone furoate / Ot 85 o/o lo
ll5% or 3airBJreHHoro Korr,FrecrBa
uoueraeoHa r[ypoara

99.7o/o / 99,7o/o

)'\
.D\
*\
a ,< I

ir
.so /"v
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Tel.: +91-1795 667200 Fax: +91-1795 667299 email: slenrnark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
Cepru$urcar atraJrtr3a Ea roroByro trpoAyKutrK)

8of8/ 8nr8
Name of product /
HanDreHosaHue nDorrvKUra]r

Momat Rino Advance /
Monrat Puno A.qaaHc

Generic name /
Henaresronasnoe
HAl.lMEHOBAHl'E

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Aseaactrxa ru,4pox:ropnr [r MoMera3oHa rDypoat cnpefi nalarsnrrfi aogrzposaHgHfi

AeftclsyrcIrlne BeuecrBa
Each spray delivers / Kax<aas Ao3a crrpe, co.4epxr,rr:
Mometazone Fuorate BP 50 mcg / MoruvrasoHa ipypoar Epnr:.@. 50 rr.rrr
Azelastine Hydrochloride BP 140 mcg /AseracrrHa rurpoxJropr4.r Eprr.@. 140 rvrrr

Strength / [orupoora 140 mcg + 50 mcg
140 urr+ 50 nrr

Date of Mfg. /
Ilara nDou3soacrsa 0812022

Dosage form /
JlercapcrseHnas donrra

Metered-dose nasal spray /
Cnpefi nara:rrHuft nogzoosaHnHfi Date of Exp. / IoAen ao 07/2024

Product code / Koa nDoryKra sRU0300082460401cS Date ofrelease I Ilara BbrnycKa 08.10.2022

Batch No / Cepur Ne 12220531 Qty. Released /
KoJruqecrBo BbrnyuleHo

t7,t20BOT
17,120 d.naronoa

Batch size / Pasuep cepuu 18,908 bot/ 18,908 SraroHon
Mfg. License No. /
IlDolrlsoacrsergag .lrr,rueurtac Jts

MNB/r0/832

Inspection Lot No
Konrpo.flupyemas ceons .It{b

04000041 l30l Mfg. License Date /
ffnovlgoncrgelrHrs Jrurrerr?us I narql

30t04t2020

Package size / Ynaroara 75 doses 175 rcg GMP Compliance certilicateData I
GMP ceprudurar (aara)

t8t06t2020

Market / Psrnorc Russia / Poccu.s GMP Compliance certilicate No /
GMP cepruOnrarJlb

GMP-o1556/20lIN

Reference specification No /
Cneurdurauuq }lb SPC-CC-05132s STP No /

cnu .}lt STP-CC-037517

No TESTS / IOKA3ATEJIKI LIMITS/TPEEOBAHI4g OBSERVATION / PE3YJIbTATbI
c) Benzalkonium chloride/

Eenra.lroHns xnopuA
From 80 o/o to 120 o/o of the labeled claim
of benzalkonium chloride I Ot 80%o to
120 % or 3tuBJreHHoro KoJrr{qecrBa
6eHsarKoHuq xnopr4ra

89.0Yo / 89,0Yo

t7, Package size / Ynarosra 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 r,r

150 Ao3 Bo Qnarou u3 II3BII,
era6xeuurrfi 4o3r,rpyoqr,rM ycrpofi craov
N HA3AJIEH6IM AIAJITEPOM C A4IIII.ITHbTM
KoJrnaqKoM. @aaroH c uHgrpyrqraefi uo
nplaMeHeHl,tlo noMerrlaroT B KapTOHHyIO
naqKy.

75 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 Aos Bo onaKoH rs [I3Bfl,
cHa6xeuunfi ,(o3rdpyrcullrM ycrpoficrnon u
Ha3aJrbHLrM aAa[TepoM c 3anlr4rHbrM
roJrrraqroM. @aaros c rauupyruraefi no
rrpr4MeHeHnto noMerlaroT B rapToHHy0
naqKy.

18. Labering I tU&[fuma::/ According to ND / B comaercrauu c H,(
19. Storage / XpauenuC Store at 15 to 25 oC, protected rrom tight@era Mecre

npra reMrreparype or 15 Ao 25 oC. He 3aMopornBarL.
20. ShelfJife / CpoK roAuosrtl Zyeus /2rota
Any deviation/IncidenUOOS: Non-applicable
OrKronenus/necoorBercrBr.tslOOC: He npr,rMeHraMo

Declaration of certification: "I hereby certi& that the above information is authentic and accurate. This batch of product has been
manufactured' including packaging and qualify control at the above mentioned site in full compliance with the GMp reiuiremsnts of the
local Regulatory Authority and with the normative document no. JIII-003328-241221. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMp.',
3ar'nrcqeuze o coorBercrBut{: HagtorquM noATBep)KAaro, qro np€.qcraBreHHas er[ue rani[optr,r arlufr sBn,IctcsroqroBepHofi ra ,roqso[.
,{,auHa'r cepra.a 6rua [por't3BereHa' BK,IIoqaJI ynar<oary/ruapK]rpoBKy, r,r flpoKorrrponnpoBaHa ua yrasanuofi ,"rrra ,porsrorgrseHHofi
rnoqa[Ke B noJIHoM coorB€rcrBrlr,r c.rpe6onauuruu Hauexanlefi flpouraoactseugofi flparrurra (GMp) z,rpe6onauueuu uopuarrnHofi
Aol(WeHraqux IIll-003328'241221. Aannar cepl4fl coorBercrByer rpe6omuuena' ,opr-r"rofi aoryrr.rerraurara. flpotoroan
npol'I3Bo'{crBa y[a(oBKI'I n npoBereHHErx aHaJI[r3oB .an, .(aHHofi cepm 6rrrra [poaHaJII43trpoBaHBt t4 caeJlaHo 3aK,Iloqenne, qro oHr4
coorBsrcrByror rpe6oranurnr Haaaexarqefi flpoasao4c,rrerurofi flparruru (GMp).


