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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email:glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrrolIKAT AHAJII,I3A TOTOBOTO IPOAyKTA

It3or
Name ofProduct /
Ha[meHoaaxue nDorrvrrlnu

MOMATRINO
MOMAT PIZHO

Generic name /
HenateHrosaHHoe HatlMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monasra3oHa Oypoara MoHoraApara cnpefi uaraarusrfi Aog[posaHnufi 50 urr

Active Ingredients /
[efi crryrouue BeulecrBa

I dose ofthe spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .uosa cnper coAepxrrr: .[eftcrayouee BerqecrBo: MonacrasoHa @)ipoara MoHonr{rpar
51,72 nrrr a [epecqere Ha MoMcra3oHa ibmoat 50.00 r'lrr

Streneth / nornnosra 50 mcs / 50 il{rr Date of Mfg. /,llara nporrsoacrBa t0/2021

Dosage form /
Jlerapcrsexuaa Qopma

Metered-dose nasal spray /
Cnpeft uasaarnufi
IoguposaHHnfi

Date of Exp. / foaeu ao 0912023

Product code / Koa rpoayKTa sRU030007547040tDK Date of releas e I Ilara BrrnvcKa 31.10.2021

Batch No. / Cepran J{b 12210613 Qty. Released / Konuqecrso
BbtnvllreHo

31,820 BOT/
6raroxos

Batch size / Parnrep cepuu 34,722 BOT/ rfraronor Mfg.License No. /
Jltluensrls Ha rroolr3Bo]rsreo (Homen) MNB/10/832

Inspection Lot No. /
PerugrpaqnoxHu[ xoueD anaJrr!3a

040000355821 Mfg. License Date /
Jluuexrus Ha noo[3Borrcrso (aara) 30t04/2020

Package size / Vnarosra 120 Doses / 120 tos GMP Compliance certificate Date /
GMP ceorrdurar (aara) t8/0612020

Market / Punor Russia / Poccus GMP Compliance certificate No. /
GMP ceorudurar (nomeo) GMP-01556/20irN

Reference Specification No. /
CneuuQuraurfl roroBoro
npoayrra Ng

SPC-CC-040424 Reference STP No. / CJI]I.l\E STP-CC-030230

.lrb TESTS / IIOKA3ATEJI}I LIMITS / TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
I Description / Onncanue White to off white thick suspension of

semitranspaxent to non-transpaxent
consistency. /
Or Oeloro Ao noqrr,r 6eloro uBera or
nolynpo:pavuofi Ao uenpoapauuofi
KOHClrCTeHrIra[ rycTaf, cyc[eH3r4r.

Off white thick suspension of non-
tmnsparent consistency. I
flo.{ru 6enoro uBera or nenpo:pavnofi
KOHCr4CreHUr.rV ryCTa[ CyCneH3r4r.

., Identification / [IoA.nuHuocrr
a) Mometasone Fuorate /

Momeralona Sypoar

t'gssfu
,,",?\t" -41 .,

15 'o*\

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpeua yAepxrrBaHr4f,
ocHoBHoro [I{Ka Ha XpOMaTOrpaMMe
ucnbrTyeMoro pacTBopa AoJrxHo
cooTBeTCTBOBaTb BpeMeHr4 yAepx(I,{BaHua
ocHoBHoro [r4Ka Ha xpoMaTofpaMMe
cTaH,(aprHoro pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation conesponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpeur yIrep>KwnaHua ocHoBHoro
ilvKa Ha xpoMaTorpaMMe r4cnbrryeMoro
pacrBopa cooTBeTsrByeT BpeMeHr4

y4eplKnBaHufl ocHoBHoro iluKa Ha
xpoMaTorpaMMe cTaHAaprHoro
PATBODA

rtl
6)

Prepared Bv / lloarorosur Cheekud Bv / llooseorfl Aonrove By / Oao6pu.n
Sienature / Iloanucr

-#
( 8C=- J-

Date / {ara o>l lt ll.,. oall*'< Dvlt),h2'vt
Name / tDtr{O Atul Kumar Akshit Bhardwai Aiav Kurfiar dars
Designation /
.llouxnocrr

Officer - QA Officer -QA Asst. Manager -QA

FCIVI/QA054i08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

qlenfnank Distt. Solan Himachal Pradesh l73205,tndia
Anowayroranewworld Phone: +91-1795249300 Fa:<: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOUKAT AHAJI}I3A TOTOBOIO IPONYKTA

2ugOI
Name of Product /
HaumeHonanrae nDorrvKUuB

MOMATRINO
MOMATPHHO

Generic name /
HenarenrosagHoe Half MerroRaHre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monera:ona $ypoara MoHornrpata cupefi sagalrnrrfi .uo3r,rpoBauHErfi 50 rrar<r

Active Ingredients /
{eftcroyrouue BeuesrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper co.(epxr,rr: 4eficrnyroulee BeuregrBo: Morr4erasoga @ypoara Mogorr4Apar
51,72 urr B [epecqere sa Mousralosa rbypoar 50"00 rvrrr

Streneth / nosrposra 50 mcs / 50 rvrrr Date of Mfe. /.Ilara nporarsorcrBa t0/2021

Dosage form /
Jlerapcroennan Qopna

Metered-dose nasal spray /
Cnpefi uasaarnufi
IOgr,rDosaHHsril

Date of Exp. / Foaen ao 09/2023

Product code / Koa flDoryrcra sRU0300075470401DK Date of release /.Ilara BbrnycKa 31.10.2021

Batch No. / Cepna J{b 12210613 Qty. Released / Xonrqecrso
BbtnvllreHo

31,820 BOT/
tbraronos

Batch size / Pasnep cepur.r 34,722 BOT/ Qnaronor
Mfg.License No. /
Jl[uensnq Ha nDou3Bo]rcrso (HoMen) MNB/I0/832

Inspection Lot No. /
PerucrpauuoHnuft Honeo aHaJru3a

04000035s821 Mfg. License Date /
Jluuenrus Ha nDou3Bolrcrso (aara) 30t04/2020

Package size / Ynarcosra 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceorudurcar (nara) 18t06/2020

Market / Psrnorc Russia / Poccm GMP Compliance certificate No. /
GMP ceorr,rdrrar (uoueo) GMP-o1556/20lIN

Reference Specification No. /
CneuuQuraqus roroBoro
nponyKra Jlb

sPC-CC-040424 Reference STP No. / C[I4.Ns sTP-CC-030230

J\b TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Eenra.nrourq xrop[A

ta

\g.fI
'tQ.^,-o'))'l ^ ..C

X Pharnnace,Y

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cr+ in the
chromatogram of the standard solution. / Ha
xpoMarorpaMMe r,rc[LrTyeMoro pacrBopa
AoJIxHbr o6napyxmarrcr flvtKn, [o
BpeMeHaM yAepxraBaHr,rr coorBgTcTB)[oq[e
flr,rxaM roMoJrotoB 6eHsarroHu.f, xJropu,Ea
CD u Cu Ha xpoMarorpaMMe cTaH,(aprHoro
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C12

and Cra in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
r,rcnbrTyeMoro pacrBopa
o6uapyxznarorcfl. rutKyt, rro BpeMeHaM
y]]ieplKnBaHlIfl, coorBercTByrcule
[IaKaM roMoJloroB 6eHsaJroHrar
xJIOpt4.{a Crz n Cu Ha xpOMarorpaMMe
CTAHtrADTHOTO DACTBODA.

3. pH From 4.3 to 4.9 I Or 4,3 to 4,9 4.63014.630
4. Density / Ifurorriosrs From 0.950 to 1.050 glcm3 I

Or 0,950 Ao 1,050 r/cu3
1.00 g/cm3 / 1,00 r/crra3

5. Viscositv / Bsrro$s From 30 to 130 cPs / Or 30 ao 130 cIIs 51.9 cPs /51"9 cIIs
6. Osmolality /

Ocmo.[qrrHosrr
From 250 to 350 mOsm/I(g
Or 250 Ao 350 uOcru/m

294mOsmlKg
294 rrrOcu/xr

7. Leakage check /
flponepra Q.naroua ua
repMeiuttHocrb

Absence ofany traces ofleaks / Orcyrcrane
cJreAoB npoTeqKr,r

No traces of leaks / Crctrr rporeqrr,r
orcyrcrByror

8. Net content / Macca
coAeplKuMoro o.nanoua

Not less than 18.0 g / He ueuee 18,0 r 18.2 91 18,2 r

Prepared Bv / Iloarorosnr ChecJGd Bv / llooseonr AoorovedlBv lOl'ofin,ul
Sienature / lloanucs / *-- 4f-
Date /[ara o'tlltl.r^ oT,\t'*** gyll> l"r,alrl
Name/ @IIO Atul Kumar Akshit Bhardwai Aiav Kuniar Clars
Designation /
Ao;rxHocrn

Oflicer- QA OIficer -QA AssL Manager -QA

FCrWQA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

qlenmank Distt. Solan Himachal Pradesh 173205,lndia
A nwwy ror a new mrld Phone: +91-1795 249300 Fw<: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIF'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJIT,I3A TOTOBOIO IPOAyKTA

ofg I Il3
Name of Product /
Hanmenopanr,re n DorlYKrrr,rlr

MOMATRINO
MOMATPI,IHO

Generic name /
Hena't.eHt'onatlHoe HaI.tMeHoBarrrae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morvrvrasoua Sypoara MoHonrdlpara crpefi nagaaruufi Ao3r4poBaHHErfi 50 nrrr

Active Ingredients /
.(eft crnyrcutue BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgan
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxrn: Aefiurnyrouree BerrlecrBo: Morr,rcra3ona @ypoara MoHorrulpar
51,72 vxr B nepecqere Ha MoMsm3oHa abypoar 50"00 r'arr

Strength /.n[ornposra 50 mcg / 50 urr Date of Mfg. /,llara npoursoAsrBa t0D02t
Dosage form /
Jlerapcroeuuar $opna

Metered-dose nasal spray /
Cnpefi uasaaruufi
aosuoosaHHrrfi

Date of Exp. / foAen ao 09t2023

Product code / Koa nDotrvKTa sRU030007547040lDK Date of releas e I llara BHnycKa 31.10.2021

Batch No. / Cepun J\b t2210613 Qty. Released / Koruqecrso
BbtItYuteHo

31,820 BOT/
rh-naronon

Batch size / Parmep cepuu 34,722 BOT/ Qaarouor
Mfg.License No. /
Jluuenlus Ha npou3Boltcrso (Hotrep) MNB/10/832

Inspection Lot No. /
Perugrpaquonuufi uouep axaJr[3a 04000035582 I Mfg. License Date /

Jftanen:raq Ha nDolf3Bo.trcrso (nare) 3010412020

Package size / Ynaroana 120 Doses I 120 tos GMP Compliance certificateDats I
GMP ceorudurar (.nara) 18106/2020

Market / Prrnor Russia / Poccns GMP Compliance certificate No. /
GMP ceprudnrar (sorreo) GMP-01556i20/IN

Reference Specification No. /
Cneur.rQnrcaqus roroBoro
nDoavrra.ltlb

SPC-CC-040424 Reference STP No. / CIII4 Ib STP-CC-030230

J\T TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHIfl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.nnqecrno
a03

Not less than 120 doses / He ueuee 120 aog I75 doses I 175 tos

10. Pump delivery /
Macca aosu

Individual dose mass: from 85% to lllYo
ofthe theoretical dose mass /
Vlu,.usuilyaJtbHafl Macca AGbr: or 85 o/o

Ao I 1 5 %o or reopeuauecKofi Maccbl Ao3Lr;

Average mass of the dose: from 90%oto
1 l0% of the theoretical mass of the dose /
CpeaHaa Macca Ao3br: or 90 Yo Ao ll0 %o

oT TeopeTr/rqecKoft MaccLr Ao3br

Minimum / Muawtya: 93.8 %
Maximum / Marcr,nvryrra : 1 10.2 %
Average / Cpeanee: 105.3 %

1l Particle size /
Paruep qacrl,ru

/ft 
AssuG

t"
\k-onu,*^rd

Particles < 10pm in size: Not less thang}Yo
9acrnq pa3MepoM < l0 nxna - He MeHee
90%;

lParticles < 30pm in size: 100%
-'kcrlru pa3MepoM < 30 uru - loo %

Ea\tictes > 30pm in size: Should be absent
qfrgrnu pa3MepoM > 30 uru -,rroJrxHbt

99.06% / 99,06yo

100.0% I t00,0yo

Absent / Orcyrcruyror

Prepared Bv / lloarotoauu Checl6ihBv / [Doaeprr Aonroved iv / Oao6ou.n
Signature / Iloanucr -A- (E t y.
Date /{ara

ot-l tul,a ot)g@$ ot 4t>hPH
Name / IDIIO Atul Kumar Akshit Bhardwai Aiav KumAr GAre
Designation /
llorxnogrs

Officer - QA Officer -QA Asst Manager -QA

FCIV{/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax:+91-1795249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@UKAT AHAJII,I3A IOTOBOIO IPOAyKTA

u34oI
Name ofProduct /
HauMenosantle trDoavKur.ru

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HarrMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougrasoua 0ypoara MoHorrrrDma cnpefi ua:aarsufi aoguposaHHufi 50 rurr

Active Ingredients /
.{,eft crayrourue BeruecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cuper corepxllr: Aefictayrouee BerrlecrBo: Morucra3oHa @ypoara Mouorr,rrpar
51,72 urcr r nepecqere ua Mongrasona abypoar 50,00 rrrrr

Strength /,lloruposra 50 mcg / 50 vrrr Date of Mfs. / nara noorrsorcrBa t0t202t
Dosage form /
Jlera pcraeH naa Qoprvra

Metered-dose nasal spray /
Cnpefi nasanrnrrfi
aognoosaHHHfi

Date ofExp. / Ioaen ao 0912023

Product code / Koa rpoAyrsra sRU0300075470401DK Date ofrelease I llara BLrnYcKa 31.10.2021

Batch No. / Cepna Jtb 12210613 Qty. Released / Kolnqecrao
BbrnvueHo

31,820 BOT/
6raronos

Batch size / Pasmep cepnu 34,722 BOT/ r[aarouor Mfg.License No. /
Jluuenruq Ha llDot{3Boncrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perugrpaquonnuft noueo anaJr ll3a 04000035s82 I Mfg. License Date /

Jl[uenluq Ha [Dou3Bo.ncrao (aara) 30104/2020

Package size / VnarosKa 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceorudurar (aata) t8/06t2020

Market / Psruon Russia / Poccu.n GMP Compliance certificate No. /
GMP ceorrrburar (Homeo) GMP-01556/20lrN

Reference Specification No. /
CneuuQunaulrs roroBoro
npoavrra Jllt

sPC-CC-040424 Reference STP No. / CIII4 Jlt sTP-CC-030230

J\I TESTS / IIOKA3ATEJII' LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
t2. Related Substances / llocropouuue npr{Mecr,r

Impuriry 8DM /
Iprauecz 8DM

Not more than 0.15 oh / He 6otee 0,15 Yo Not detected/ He o6napyNeHo

Impurity DMC /
Ilpmrecz DMC

Impurity D /
Ilpmrecn D

Any individual unspecified
impurity IElunwlrtofr
neuaeurur[uunposaHHofi
IIpr,rMecr,t

Total impurity /
Cynua upurrlecefi

Not more than 0.15 o/o /He 6onee 0,15 oZ

Not more than 0.20 Yo I He 6orce 0,2Q%o

Not more than 0.20 Yo / He 6orce 0,20 %o

Not more than 0.60 o/o lHe 6orce 0,60 Yo

Not detected/ He o6napyxeHo

Below Disregard limit / HaNe rpeAena
r,rrHopr{poBaHrfi

.- .*- -a-
0.05o/o10,05o/o ' ,i:.5S1/

\t J Yt

0.16% / 0,t6% )
o-

ozlltlL\
13. Spray content uniformity

(Uniformity of delivery
dose) / OAHopoAnocrr
sHcso6or(Aaeuofi Aolur

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than *25yo from the average value and
not any dose can deviate more than t 35%
from the average value.
If 3 to 6 doses deviate more than + 25%obut
not more than + 3502, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than *25 yo from the average value,

Beg / Ha.ra.no: 'jo,.a *
Miiimum / MzHnrryui eb"li@ a rm a -j
Maximum / Marcravyrrl:105.5f* -

Mean / Cpeanee:101.9%

,\"l

.(t



qLenmank
A nw wy fora newmdd

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fa"x: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTTIOTIKAT AHAJITBA TOTOBOTO IPOAyKTA

5of9/ 5ur9
Name ofProduct /
HauuenonaHue nDo,qyruutl

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosauHoe HauMeHoBaHrae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Motr{sra3oHa dyDoara MoHornaoa'ra cnoefi uagaarHnfi aognoosaHgHfi 50 Mrr

Active Ingredients /
fl,efi creymurne BeruecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50,00 mcg
I Aosa cnper corepxr,rr; aeficrnylouee BeuecrBo: Morrlcra3oHa @ypoara MoHonupar
51.72 rurr B neDecqere na MoMgrasoHa dvooar 50-00 nrrr

Strensth /.llornoosra 50 mcs / 50 Mrr Date of Mfe. / -llara nooursorcrBa tol202t
Dosage form /
Jlerapcrneuuar Qopna

Metered-dose nasal spray /
Cupefi uasanuuufi
IOSI,TDOBAHHHfi

Date ofExp. / IoAeu ao 09t2023

Product code / Koa trponyKra sRU0300075470401DK Date of release I Aara BbrnycKa 3t.10.2021

Batch No. / Cepua J{b 12210613 Qty. Released / Ko.nlrqecrao
BbITIYIUEHO

31,820 BOT/
rbraroHos

Batch size / Pa*rep cepnu 34,722 BOT/ rf.uaronoa
Mfg.License No. /
JlllueHrlls Ha npou3Bollcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perucrpaunonusrft nonep aHaJru3a

040000355821 Mfg. License Date /
Jluueulug Ha [Don3Borrcrso (aara) 30/04/2020

Package size / Vnarostca 120 Doses / 120 llos
GMP Compliance certificateDate I
GMP ceorudzrar (aara) t8/06/2020

Market / Puuor Russia / Poccrrc GMP Compliance certificate No. /
GMP ceprudurar (uomeo) GMP-o15s6/20lrN

Reference Specilication No. /
CneuuQuraulls roroBoro
npoavrra itlg

SPC-CC-040424 Reference STP No. / Cn}I IE STP-CC-O30230

TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35Yo from the average value.
He 6oree 2-xuz20 los (10 navaarurrx gos
u 10 xoueqrux Ao3 r43 l0 $narouoa) uoryr
r4MeTb oTrgroHeHlre oT cpeAHero 3HaqeHIL
6olee qeu +. 25o/oo fi Hn oAHA AO3a He

AOJTXHa VMeTb OTKrrOHeHr4e OT CpeAHerO
3HarreHur 6olee qeu ua + 35 Yo.

Ecru or 3 ao 6 Ao3 r,rMerc,r orrrtoHeHufl
6olee qeu *25 yo, HO MeHee ueu * 35 oZ, ro
lrcrrbrrLrBaror cJreAyrotrlr4e 20 QlaroHoa.
He 6olee 6 ws 60 Ao3 MoDru r.rMerb
orKJroHeHrae or cpeAHero 3HaqeHl,ur 6onee
qeM + 25 %o, u Hr4 OAHa Ao3a He AOJrx(Ha
IAMeTb OTKITOHeHT{e oT cpeAHero 3HaqelJva
6oree qeu +35 o .

END / Koue[:
Minimum / Muawryu: 100.6%
Maximum / Marcranyrvr: 104.7o/o

Mean / Cpe.u,Hee: 102.2o/o

----:-
-, l Assa.ft'

,'+J'"' "';'.";
/)L

io V'lr'lq 
"F.,P$n.rr^.#
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CI'RTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOUKAT AHAJII,I3A TOTOBOIO mOAyKTA

6of9 I 6rat9
Name ofProduct /
Ha[DreHosaH[e rrDotrYrcrrlru

MOMATRINO
MOMATPI4HO

Generic name /
HenareHTogaHHoe HaltMeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Motrtsra3oHa t[ypoa, a laonorraApara cnpeft uagalrsnft aosIapoBaHHnfi 50 Mrr

Active Ingredients /
,n[efi croyrouue BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 5l.72mcges
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpeq coAepxxr: leficrayrouee Ber[ecrBo: Morracra3oHa @ypoara MoHonlApar
51,72 nrr s nepecqere Ha Mougragona $ypoar 50.00 rrlrr

Strength /,lloruposra 50 mcg / 50 Mrr Date of Mfs. / lfara nnonsgorrsrBa t0/2021

Dosage form /
Jlerapcrneunan Sopna

Metered-dose nasal spray /
Cnpeft ua:aarnrrfi
aogIIposaHHHfi

Date of Exp. / Foaen Ao 09/2023

Product code / Koa nooavrma sRU0300075470401DK Date ofrelease I Aara Brrnycrca 31.10.2021

Batch No. / Cepua J{b 12210613 Qty. Released / Konrqecrgo
BbIITYIUEHO

31,820 BOT/
ihlaronon

Batch size / Pasmep cepuu 34,722 BOTlQnaroHoa Mfg.License No. /
Jlnuerrrq Ha rroor{rBoacrso (Homeo) MNB/I0/832

Inspection Lot No. /
PerucrDauuoanufi noneo aHaJrlrsa 04000035582 I Mfg. License Date /

Jltluensug Ha rrDor{sBo.rrsrso (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 aos
GMP Compliance certificateDate I
GMP cenrudurar (aara) t8/06/2020

Market / Punorc Russia / Poccras GMP Compliance certificate No. /
GMP cenrrdurcar (norren) GMP-o1556/20lrN

Reference Specification No. /
CneuuQurauufl roroBoro
npoayrra.llb

SPC-CC-040424 Reference STP No. / ClU.Nb STP-CC-030230

J\! TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ O1nopo4uocrr
A03UpOBaHUq

Not more than I value ftom 10
measurements can deviate from the average
value more than+25Yo and none can deviate
by more than + 35%.
lf 2 to 3 values deviate more than r 25o/o but
not more than + 35%o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than*.25%o and none can deviate
more than +35yo.
He 6olee I sHaqeHar zs l0 onpe.{etesnfi,
MOXeT OTKIOHCTC9 (!T Cne[Hern ?I{rqeHUg

Minimum /Muntztvrg&.1%
Maximum / Marcrzrvryrr,t 105.5%
Mean / CpeaHee:101.9%o

6olee, rreM Ha t 25 Yo, r{ Ht4 o.qHoro, 6olee
qeu Ha + 35 oZ.

Elu rBa uril4 Tpr{ 3HaqeH[q r4Meror
oTKIIoHeHr,rf, 6olee qeu +.25yo, Ho Melrbrrre,
qeM + 35 Vo, ro r4crrErTblBaroT cneAyrouu,re
20 dlaroHon.
He 6oaee rpex sna.{eHr,rfi u3 30
onpeAeleHzil MoryT orrJroHrrbc, or
cpeAHero 3HaqeHr.r, 6olee, qeM Ha + 25 %o, u
Hr4 oAHoro, 6olee qeu Ha+ 35 o/o,

Prepared By / lloaroroskr Checksd Bv / Ilnoaeou.n Anoro d By / Oao6pu.n
Signature / lfoanucu A ( *v-- d +
Date I fiara OL,,L,'I or-lt,P b)-lfi112^
Name/ IDIIO Atul Kumar Akshit Bhardwai Aiay Kimai Gare
Designation /
.IIo.rxHocrr

Oflicer- QA Olficer -QA Asst. Manager -QA

FCIWQA054/08.00



Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

glenmank Distt. Solan Himachal Pradesh l73205,tndia
Anwwayroranewmrld Phone: +91-1795 249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIF'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJILI3A IOTOBOIO IIPOAyKTA

Name of Product /
Haupregoganrae nnollvrcrruu

MOMATRINO
MOMATPT4HO

Generic name /
HenateHrosaHHoe r{r}f MeHoBrrrue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oHa dypoara MoHorxnpara cnDefi nagalrurrfi aosrooBaHurrfi 50 vrrr

Active Ingredients /
[eftcrayrcurue BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper coAepxr.rr: aeficrnyouee BerrlecrBo: MorusrasoHa @ypoara MoHorr4Apar
51,72 r'rrr s repecqere na Mousmtoua abypoar 50.00 urcr

Strength / noruposKa 50 mcs / 50 N{rr Date of Mfe. /.llara noouraorcrBa t0l202t
Dosage form /
Jlerapcrseunaa Qoprua

Metered-dose nasal spray /
Cnpefi Hasaarurrfi
.nogl,tDosaHHH[

Date of Exp. / Ioaen ao 0912023

Product code / Koa nDolvKTa sRU030007547040lDK Date ofrelease I llara BBrrtycna 31.t0.2021

Batch No. / Cepun Jt! 12210613 Qty. Released / Korrqecrso
BblnvtueHo

31,820 BOT/
rillaroHon

Batch size / Parrvrep cepuu 34,722 BOT/ Qnaronoa
Mfg.License No. /
Jluuensns Ha nDo[3Bo,[crno (romep) MNB/10/832

Inspection Lot No. /
Perucrpauuonuuft Honeo aHaJrlr3e

04000035582 I Mfg. License Date /
JIlluerrug Ha nDorr3Bo.trcrso (^nara'l 30t04/2020

Package size / Vnaronra 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceptudnrcar (aara) 18t06/2020

Market / PclHor Russia / Poccl.r-s
GMP Compliance certificate No. /
GMP ceprr.rdnrcar (soueo) GMP-01556/20lrN

Reference Specification No. /
CneunQuraurls roroBoro
nooavrcra J\!

SPC-CC-040424 Reference STP No. / CruI .l\b STP-CC-030230

.Nb TESTS / IIOKA3ATENI,I LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI

(i:

:.

,\'/

l5 Microbiological Purity / Munpo6noJrorrqecrafl qrcrora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6qee quc.no

aspo6nnk fiaxrepuftu
ApoxorGBLrx ra rurecHeBbrx

ryr,r6oB (cyrrrrvrapno)

Test for Absence of
Specified Microorganism /
Tecr Ha cnequQuvecrue
Mr{r(poopraHn3Mbr:
P s eudom onas qeruginos a

Staplrylococcas aureus

Bile-Tolerant
Enterobacteria /
Xenueycrofturrue
3Hrepo6aKrepura

Not more than 102 cfu per lg (ml) of the
product / He 6onee 102 KOE n I r (un)
npeuapaTa

Absence per lg (ml) of the product /
Orcyrcraue r 1 r (rran) [penapara

Absence per lg (ml) ofthe product /
Orcyrcraue n I r (rran) rperapara
Absence per lg (ml) of the product /
Orcyrcraue a I r (rran) [peuapara

Less than 10 cfu/ml /
Menee l0 KOE/ur

"-;E;
, .'"I

,r,.-i

lt2k
''1. Ht'\.

r ..'i,

Absent/Orcyrcrayer'kfuB

Absent / Orcyrcruyer

Absent / Orcyrcrayer

Prepared By / lloarorosur Checkdd\Bv / [noseoun Aooror rd Bv / Ono6nu.n
Signature / lloanucr -Y ( E>- t
Date I Aara -bLltLl:.{r oul t'ut*,. ,)41>lq2e
Name / IDIIO Atul Kumar Akshit Bhardwai Aiay Kumar Gars
Designation /
.llo.nxxosru

Officer - QA Oflicer -QA Asst. Manager -QA

FCiWQA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91'1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTTToIIKAT AHAJTT,I3A IOTOBOIO IPOAyKTA

Name of Product /
Hanmenoaanue nDonvKut{tl

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HallMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molagra3oHa dypoara MoHorr,rrDara cnpefi HasamHuft aosuooBaulrufi 50 narr

Active Ingredients /
!,e[crnyroune BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa crpes coAepxur: aeilcrayr,ouee BerrlecrBo: Morr4era3oHa @ypoara MoHorr4Apar
51,72 uxr B [epecqere na Mousragona tbvnoar 50.00 ruxr

Strength /,llouposra 50 mcg / 50 urr Date of Mfs. /llara noorssorrcrBa t0/2021

Dosage form /
Jlerapctoenxan Qopnra

Metered-dose nasal spray /
Cnpefi na.:alruufi
rogrzposaHHHft

Date of Exp. / IoAex ao 09/2023

Product code / Koa nDotrvKTa sRU0300075470401DK Date ofrelease I llara Bbrrrycra 31.10.2021

Batch No. / Cepua Jlb 12210613 Qty. Released / Konrqecrso
BbtnYtueHo

31,820 BOT/
ihlaronos

Batch size / Pa3Mep cepur 34,722 BOT/ gnaronon Mfg.License No. /
Jluuenrus Ha nDo[rBoltcrno (Honen) MNB/10/832

Inspection Lot No. /
PerucrpaqroHnurfi nouep auar[3a 0400003ss82 1

Mfg. License Date /
JltlueHlus Ha. npo]r3Botrcrso (aa'ra) 30104/2020

Package size / Ynarcosra [20 Doses I 120 tos GMP Compliance certificateDate I
GMP ceorudnrar (aara) t8t06t2020

Market / Puuor Russia / Poccus GMP Compliance certilicate No. /
GMP ceorudnrcar (noueo) GMP-oI556/20lIN

Reference Specilication No. /
QnsqrQuraun, roroBoro
nDoaYlcra Jlb

sPC-CC-040424 Reference STP No. / C[I4 Ns STP-CC-O30230

.Nb TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHIIf, OBSERVATIONS / PE3YJIbTATbI
16. Assay / KoruqegrseHHoe o[peAerreHr{e

a) Mometasone Furoate /
MoueragoHa rfypoara

From 85 %oto ll5 %o ofthe labeled content /
Or 85 % Ao 115 oZ or saf,nreHHoro
coAepxaHu,

102.7o/o I 102,7o/o

b) Benzalkonium chloride /
Eeusalxonras xJropn(a

From 80 o/o to 120 Yo of the labeled content /
Or 80 % Ao 120 7o or sasueHuoro
coAepxaHr4,

100.9% /100,9yo

17. Package Size / Yuarosra 60 or 120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / llo 60 rurz 120 aos
cycflemul.r ao Qlaxoue r,r3 rroJrr.rgrr4JreHa
BbrcoKofi rrJrorHocrr4 c Ao3r,rpyour,rM
ycrpoftcraoru u rpuueurofi r43

[oJrr,rgTl4;reHa nurco(ofi ruloruocru. flo I
Snarony BMecre c nncrpyxuraefi no
MeAUrIr,rHCr(OMy npuMeHeHr,Irc B flarlKe
xapronnofi.

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and a
cap made from high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 120 tos cycreH3uu no QlaroHe zs
[oJru3Tr,r,JIeHa artcorofi nJlorHocrl4 c
Ao3l4pyrcqr,rM ycrpoficrBoM u
rpurueuxofi ta3 [oJu4grz,Jrena arrcorofi
rlJrorHocrrz. IIo I Saarorry BMecre c
zucrpyrquefi ro MeAr.rur{HcKoMy

[pr4MeHeHr,[o B flaqre raprosuoft.
18. Labelinp / Manrr.rnosrca According to l.{D / B coornelcrnuu cHil
19. Storage conditions /

XpaueHue
Protected from light, at temperature from 15 oC to 25 oC. Do not freezeJ
B sauulqeHHoM or cBera Mecre rrpta TeM[eDaryDe or 15 ao 25 oC.He3aMoDar(rrBar;.

20 Shelf-life / Cporc roaHogrr 2years l2rota

Prepared Bv / Iloaroronr.n CheckGlilBv / Ilooreorur Approrftd Bv / 0ao6or.r.n
Sienature / Iloanucr (tY r
Date I [ara ot-l t,-l a^ oq)tW^ D). l},l>ox
Name / TDLIO Atul Kumar Akshit Bhardwai Aiav Kuinar Gars
Designation /
.IIo.nxHocrr

Officer- QA OIIicer -QA AssL Manager -QA

00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrrolIKAT AHAJII{3A TOTOBOIO IIPOAyKTA

9utof
Name ofProduct /
HauilrenosaH rre n Dolrvnurr]r

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrogaHHoe HalrMegoBeHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{grasoHa tbvooata uouoruaoara cnoefi na.gamnufi -rrosr,rDoBaHHlrfi 50 rurr

Active Ingredients /
.4efi crnyrcur,re BerrecrBa

I dose ofthe spray contains: Active ingredienl Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I rosa cnpea coAepxm: Aeficroy,ouee BerrlecrBo: Morr{etasoHa @ypoara Monor?ulpar
51"72 rrarr s nepecirere Ha Molrsra3oHa tbyooat 50.00 rrarr

Streneth / noruposra 50 mcs / 50 Mrn Date of Mfg. /.Ilara nporrsoAcrBa 10t2021

Dosage form /
Jlerapcrnen nar Qoprvra

Metered-dose nasal spray /
Cnpefi ua:aaruufi
.[O3I,IDOBAHHBIfi

Date of Exp. / IoAen Ao 09/2023

Product code / Koa nDolryrTa sRU030007547040lDK Date of release I llara BHnycKa 31.10.2021

Batch No. / Cepur J\!r 12210613 Qty. Released / Ko.nuqecrao
BLINYIIIEHO

31,820 BOT/
draxoHos

Batch size / Pasmep cepuu 34,722 BOT/ rfnaronor Mfg.License No. /
Jllluegrllq Ha rrDou3Boacrao (noprep) MNB/I0/832

Inspection Lot No. /
Perucrpauuoustlfi Homep aHaJr tl3a

04000035582 r
Mfg. License Date /
Jluuenr[c Ha rrDor,r3Bo-trcrso (aara) 3010412020

Package size / Ynarosra I 20 Doses / I 20 aog GMP Compliance certificateDate I
GMP ceorudurcar (rara) l8/06t2020

Market / PsrHor Russia / Poccar GMP Compliance certificate No. /
GMP cenrudrrcar (soueo) GMP-01556/20lrN

Reference Specification No. /
CneunQurcautrq roroBoro
nooavrra Jlb

sPC-CC-040424 Reference STP No. i CIII4 Jl! STP-CC-030230

Any deviation/Incident/OoS: Not applicable
OrK[oHeHufl/[uuuAeuru/OOC: ne rpr,rMeHr,rMo

Declaration of certification: 'oI 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 wit-h the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-28Og16,Amend. No I dt.
15.04,2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMp.',
3auroqenue o coorBercrBuu: HacrorulrM [oATBepxAaro, rrro flpe.ucraBreHHaf, BbrIIre mrQoprraauur flBrnercfl
aocronepnofi r.r rorrHofi. .(auHax cepur 6ula [por,r3Be.(eHa (nrurrcvar ynaroaqy/uapKrzpoBKy r{ KoHTponb rauecrBa) Ha
yxasanuoft BbrrrJe nporcsoAcrBeHHofi rUIOqaAKe B nOJTHOM COOTBeTCTBITT{ C Tpe6OBaHrAf,MU HaAleXauefi
flporcnorcrBenuofi flpaxrrrn (GMP) JIoKaJIsHbrx perynf,ropHrrx opraHoB u rpe6oraruaf,Mr{ HopMarr,rrHofi 4orynaeHra1tlrkl
nII-003870-280916, HsNa. J\! I or 15.04.2019, H:n. J\b 2 or 05.02.2020 Aru pbrHKa Poccuu. flporororu qpor,r3BoAcrBa,
ynaKoBKtz r,r rroKa3areJrv KarrecrBa AasHofi cepuu 6tttru [poaHanra3r{poBaHbr v clleraHo 3aKrrroqeHr{e, qro oHr4
coorBercrByror rpe6oaauzxl,r Haanexarueft llponsnoAcrseHuofi flparrzxn (GMp).

\
I

Prepared Bv / Iloaroroenr Chodh€d Bv / Iloosepru Aonrov I Bv / O.uo6orar
'Signature / [Ioanucs 44- /lY- I
Date / [a'ra ovl lt l rn o,ty'ptP* oYlt),.11,41--(
Name/ OLIO Atul Kumar Akshit Bhardwai Aiav KumarGars
Designation /
.llorxnocrr

Officer - QA Officer -QA Asst. Manager -QA

FCIWQA054/08.00


